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NHCTPYKUMA MO NMPUMEHEHMWIO
HA MEAVNUWNHCKOE N3AENWVE ANA ANATHOCTUKW IN VITRO

PeareHT gns onpegenenns aHtureHa K (Kenn) aputpoumnToB yenoseka «IMennmknoH
aHTn-K (IgM) moHoKnoHanbHbIV», 5 ma (Pelikloon anti-K (IgM) monoclonal, 5ml)
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HacTodwas MHCTPYKLUUA OTHOCUTCS K MELULMHCKOMY U3LENNI0 A5 [NarHOCTUKM in vitr
R onpegenenna  aHTureHa K (Kenn) aputpouuToB  4YenoBeka  «[1e€NUK/IOH  aHTU
MOHOK/NOHaNbHbIV», 5 Mn (Pelikloon anti-K (IgM) monoclonal, 5ml)», (ganee no Tekcty - «W/3ge,
«PeareHT»).

HasHaueHVe MeguLIMHCKOro 1U3fenns

«PeareHT gns onpegeneHus aHtureHa K (Kenn) sputpountos venoseka «IenmknoH aHtu-K (1
MOHOK/I0HaNbHbIN», 5 Mn (Pelikloon anti-K (IgM) monoclonal, 5ml)» npegHasHayeH ansa in vil
onpegeneHns Hannuua aHtureHa K cuctemol Kenn (Kell) Ha apuTpoumTax YenoBeka npy noMoLLn renesbl
KapT.

WN3genve npegHasHauyeHo ANS WCMNO/Mb30BAHUA TOMbKO B aBTOMaTUYeCKON cucTemMe «AHanu3atop
aBTOMaTUYeCKuNii 419 MMMYHOremMaTONorMyeckmnx nccnefosanmnii in vitro «Magister C24», npou3BoACTBa
«CaHKBWH PeareHTe B.B.» (Sanquin Reagents B.V.).

Ycnosua NpUMEHEHUA:

WN3penve cnegyeT ncnonb3oBatb KBaMPULUPOBAHHBIM MEAULMHCKAM NEPCOHaNoM, NpoLUeAWnum
obyyeHne [N KOPPEKTHOro ucCnonb3oBaHua W3genua. Wsgenue npefHasHayeHO TONIbKO AN
NPoeccoHaNbHOTO NMPUMEHEHUS.

MoTeHUNanbHbIMU NOTPEOUTENAMU V3aenns SBNSIOTCS: NepcoHan neye6Ho-NpounakTUYecKmnx
YUPEXAEHWI, UMEIOLLMX B CBOEM COCTaBe KNIMHUKO-AMarHocTUYeckne naéopatopum, nabopaTtopmm in vitro
ANArHOCTUKW, CTAHLMW N OTAENEHNs NepennBaHns KpoBu.

O6nacTb NPUMEHEHUSN: KNMHMYecKas nabopaTopHas AMarHoCTUKa, MMMYHOFeMaToorus.

Noka3aHna K NPUMEHEHMIO:

N3genve npumeHseTca AN8 TeCTMPOBaHMA [LOHOPOB KPOBW W €€ KOMMOHEHTOB, PeuunueHTOB
reMoTpaHcy3nin, a TakXe XXEHWMWH B pamkKax obcnefosaHus B nepuojs 6GepeMeHHOCTW, PoLOB U B
nocnepoLoBOM Mepuose.

MpoTuBONOKasaHWs NPUMEHEHUS
MeAULMHCKMX NPOTMBOMNOKa3aHWiA ANa NnpumeHeHus 3nenns Her.

TexHMYecKne XxapakTepPUCTUKN N cOCTaB MeANLIMHCKOIo N3gennsa
PeareHTbl pa3iMTbl B repMETUYHO YKYMOPEHHbIE CTEK/IAHHbIE (P1aKOHbI C MUNETKOK-KanenbHULEeNn.
CocTtaB KOMMNOHEHTOB M3aenns n hacoBka 5icasaHbl B Tabnuue 1.

ApTuKyn HasBaHue BapnaHTa HavnmeHoBaHWe napameTpa 3HauyeHMe napameTpa
MCNONHEHNS
K1199 «PeareHT [/ orpeeneHus dacoBka 1 chnakoH
aHTureHa K (Kenn) O6bem 1 hnakoHa peareHTa, 5
3PUTPOLIMTOB YenoBeka T
«[MenvknoH aHTn-K (IgM) Matepman 13roToBIeHUs Crekno
MOHOK/TOH&/IbHbI», 5 MN (hnakoHoB
(Pelikloon anti-K (IgM) CocTaB peareHTa Ue/ioBeYeCKME MOHOK/IOHa/TbHbIE
monoclonal, 5ml)» (knoH MS56) aHTWTENa Knacca IgM B

pacTBOpe, COAepXKaLLEM BbIunii
CbIBOPOTOUHbIIA anbOyMUH 3-5% U
PBS 95-97%, NaN3: 0.1%
(macca/obbem).
PU3MKO-XMMUYECKIE 1 Mpo3spayHas 6ecLBETHas XUAKOCTb.
opraHonenTuyeckyve ceoiictea  pH: 7.1-7.3
Tabnuuya Ne 1. dacoBka v COCTaB KOMMOHEHTOB U3Aenus.

MpuvHUMNBLI MeToAa nUccnefoBaHUA

B OCHOBe TecTa NeXUT peakuyus MMMyHO(MKcauuu (arrnioTuHaLUK) CEeHCUOUNN3NMPOBAHHbIX
3pUTPOLMTOB B TeneBbIX KapTax. PeareHT Ana onpeaeneHus rpynnbl KPOBM A06aBNSETCA B KOMOHKY
reneBoii KapTbl BMECTE C 3pUTPOLMUTAMM MauueHTa ANs TECTUPOBAHUSA, 3aTeM WHKyGupyeTcs (ecnm 3To
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I0X0AMMO). PeareHT, cneunmuyHbli K TOMY WAN WHOMY aHTWUTeHY, CBA3bIBAETCA C 3puUTpoLMTamu,
KYLW VMW Ha CBOEl MOBEPXHOCTW [aHHbIA aHTUrEH, BbI3blBas MX arrlOTMHALMUIO. 3aTeM refieBble KapTbl
(hoxoaaT Tpu hasbl LeHTpudyruposaHus. B nepsoii dase BbICOKOMNOTHAsA cpefa MO3BONAET OTAENUTb
3pUTPOLMUTLI OT NNasMbl UK peareHTa. Bo BTOpON (hase arrntOTUHUPOBaHHbIE CEHCUOUIN3NPOBaHHbIE
apuUTpOLUTLI BYAYT 3a[ePXXUBaTbCS Ha BEPXY FefieBOil MaTpuLbl B KOMIOHKE FefleBOW KapTbl, & B TPETbEMN
(hase HeceHCMOBMNN3NPOBaHHbIE NN KpaitHe cnabo CEHCUOUNN3NPOBAHHbIE 3PUTPOLUTLI OYAYT ABUTATLCA
KO [OHY KOnoHku. [locne UeHTPUYrupoBaHUs refneBble KapTbl aBTOMATUYECKM MEPeHOCATCA B
CuMTbIBaTeNb, FAe NPOUCXOAUT (oTorpadupoBaHe KOMOHOK reneBoli KapTbl U CUMTbIBaAHUE pe3y/bTaTa;
3aTeM pesynbTaT aHa/IM3NPYeT ynpasnatoLee nporpaMmHoe obecneyenme (ganee - «MO»):
. B cnyyae Hannuums arrnioTMHaToB (KOMMNEKCOB «AHTUTEH-aHTUTENO» B BUAE CAMMLLNXCS
3pUTPOLNTOB), B BEPXHEA 4aCTU KONMOHKM Ha MOBEPXHOCTWU rens nocne LeHTpUGyrupoBaHus
HabnogaeTca yeTkas KpacHasa nonoca (YeTKUn NONOXKUTENbHbIW pe3ynbTaT (4+));
. B cnyyae OTCyTCTBMA arrflOTMHATOB Ha MOBEPXHOCTWU TeNnsd, Ha [He MWKPOKONOHKM
HabnogaeTca YeTKUIA KpacHbIl 0CafoK 3pUTPOLUTOB, NPOAUNKHYHANPOBABLLUX NOA AeACTBUEM
LLeHTPOOEXHOW CUbl CKBO3b TOMLLY rens (YeTKUiA oTpuuaTenbHbli pesynbTart (-)).

MonoXutenbHbIA pe3ynbTar (4+)

OTpuuatenbHbI pesynbTar ()

Mpy HanUMuMM YaCTUYHOW arrflTUHALUKM MOTYT HabnAaTbCs pasNIUYHbIE BapuaHTbl: Hann4yue
ABYX YETKO BbIP@XEHHbIX MOAOC Pa3IMYHON UHTEHCUBHOCTW Ha MOBEPXHOCTU TeNs U Ha fHE KONOHKK
OLHOBPEMEHHO, NM60 HanuuMe [BYX UYETKO BbIPKEHHbIX MOMIOC Pas/IMYHOM WMHTEHCMBHOCTU Ha
MOBEPXHOCTU Fensi U Ha fHe MUKPOKONOHKM BMECTE C YaCTUYHbIM OKpalluMBaHMeM Tonwn rensd. OueHka
pesynbTata NPOBOAUTCA B COOTBETCTBMM C BCTPOEHHbIM anroputmom [MO. B cnyvae, ecnv YeTkas
NHTepnpeTaumns pesynbTata TeCTMPOBaHMA C MOMOLLbIO MO HEeBO3MOXHa, BbIBOAMUTCA COOTBETCTBYHOLLEE
yBeOMJ/IeH/e, OCTaBNAKOLLEe WHTeprnpeTauuto pesynbTatoB Ha YCMOTpeHue Bpaya. bonee mofgpo6HO
WHTepnpeTaumns pe3ynbTatoB onucaHa B Pasfene «VHTepnpeTaumsa pe3ynbTaTtoB».

[na ucnonb3oBaHus M3genus HeobxoAnma COOTBETCTBYHOWAA KBanuukaums v MOSHOMOYKA
MeANUMHCKNX PaboOTHUKOB. HeBepHbIi y4yeT (haKTOpPOB WHTepdepeHLUn, KayecTBa 6GMONOTMYECKOro
maTepuana MoryT NMpMBECTU K HEKOPPEKTHON MHTepnpeTauumn pesynbTaToB TecTa.

Mpn wnccnegoBaHUAX PEKOMEHAYeTCcs WCMOMb30BaTb OTpuUaTenbHbli  KOHTponb (K1156
KOHTPONbHbIA  peareHT [ANA  ONpefeneHMa  rpynn  KpoBu  yenoBeka «[eNUKNOH  KOHTPO/b
MOHOKNOHanbHbI», 10 mn (Pelikloon Control monoclonal, 10ml)) n KOHTpONbHbIe 06pasLbl C N3BECTHLIMU
napameTpamnm [ANs  WUCKNKUYEHUS NIOXKHbIX pe3ynbTatoB (K1399 KOHTpONbHbIA MaTepuan ans
MMMYHOreMaTonormyecknx nccnegoBaHnin «MennkoHtponbs CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)).

MpeaynpexaeHns n mepbl NPegoCTOPOXHOCTH

ToNbKO ANs AUarHOCTUKMK in vitro.

Bce manunynauumn c M3gennsamu cnefyet BbINOMHATb B 3alMTHbIX NepyaTkax M3 HuTpuna. B
KauecTBe KOHcepBaHTa ucnonb3yetca 0,1% (macca/o6bem) NaNa.

3anpewiaetca MCNONbL30BaTb peareHTbl (Kak pacnakoBaHHbIE, TakK ¥ HepacnakoBaHHbIE) Nocne
[aTbl UCTEYEHUS CPOKa rOAHOCTUN, HaneyaTaHHOW Ha 3TUKeTKe (p1akoHa.

B peareHTe nOTeHUMaNbHO MOTYyT COAEPXaTbCA WH(EKUUOHHbIE areHTbl, cobnojanTte
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OCTOPOXHOCTb NPY UCMOMb30BAHUMN U YTUNN3ALUN KXKLON eMKOCTU U ee COLEPXMMOTO.

MoMyTHeHMe MOXeT OblTb MpM3HAKOM 6GakTepuanbHOW KOHTamuHaumu. YToobbl
yXyAlWeHne CBOWCTB peareHTa, pPeKOMeHAyeTCs BK/IOYUTb B Mporpammy 1abopaToOpHOro
KayecTBa TeCTMpPOBAHME peareHTa Npu NOMOLLM COOTBETCTBYHOLWMX KOHTpoNel nponssoactea «Ci
PeareHTte b.B.» (Sanquin Reagents B.V.).

Mocne npoBefeHNs TECTUPOBAHMA BCE OTXOAbl HEOOXOANMO YTUIN3NPOBATL KaK OTXO/bI K/acc
cornacHo CaHluH 2.1.7.2790-10 «CaHuMTapHO-annaeMmnonornyeckme TtpeboBaHus K obpawieHuo”
MeANLUHCKUMW OTXOLaMMU».

WHpopmauns g[na nNoATOTOBKM MeAULMHCKOro usgenus K 6esonacHol pabote u
akcnayatayum

Mepes NpUMEHEHWEM W3LeNUs A0/HKHbI AOCTUYbL KOMHATHOW TemnepaTypbl. [Nns 3Toro ux
Heo6X0AMMO BbLLEPXKATb Ha 1abopaTOPHOM CTO/E B TeYEHME He MeHee 30 MUHYT.

Bce MaHunynauum c unsgenvem u npoBefeHWe TeCcTMPOBaHMA NPOBOAATCA B /1abopaTOpHbIX
NMOMeLLLeHUAX C KOHTPOIMPYEMbIMU HOPMaNbHbIMU KIUMaTUYECKUMUN YCITIOBUAMMU.

Ycnosus okpy>KatoLLein cpeabl;

- TeMmnepartypa okpy»xatwouiero sosgyxa - +15 - 30°C;

- OoTHOCUTe/bHadA BNaXKHOCTb ~ 10 - 85% npu 30°C unm Huxe;

- aTMocepHoe faBneHune - 760 £ 30 MM pT. CT.

AHanm3aTop aBTOMaTMYECKUIn AN UMMYHOTremaTO/IOrMYecKUX MccnefoBaHUin in vitro «Magister
C24» ponmkeH ObITb MOArOTOB/EH K paboTe ¢ M34enmMammn B COOTBETCTBUM C PYKOBOACTBOM MOJib30BaTeNA.

AHanusnpyemble o6pasubl

[ns npoBefeHns TeCTUPOBAHUA UCMOMb3YHOTCA 3PUTPOLUTLI KPOBU NauueHTa. And BbLIOSHEHUS
nccnefoBaHus B3ATbI obpasel, LEeNbHON KPOBW LEHTPUGYrupyroT B TedyeHne 5 MuHyT npu 3000 ref.
CnefyeT ncnosib3oBaTb KPOBb, B3ATYH Yy 06cnegyemoro nauueHTta He 6o0nee, yem 3a 48 uvacos [0
npoBeAeHns nccnefosaHud. B cnyvae, ecnv TecTMpoBaHyvie 06pasLoB He NPOU3BOAUTCA He3aMeAIUTe/IbHO
nocse 3abopa KpoBu, cfefyeT XpaHUTb 06pasubl Npu Temnepatype 2 - 8°C fo 48 yacos.

3abop 00pa3uoB KPOBM HAANEXUT MPOM3BOAUTL B acenTUYecKMX Yycnosusax. B KavecTse
reMOKOHCepBaHTa NPeAnoYTUTENIbHO UCMONbL30BaTh LUTPAT HaTpua, SATA nau renapuiH.

MeToAnKa KOHTpOA

B KauecTBe KOHTPONA PEKOMEHAYeTCA WCMONb30BaTb peareHTbl: KOHTPO/bHbIA peareHT ANs
onpegeneHuns rpynn Kposu YenoBeka «MefnKIOH KOHTPONb MOHOK/IOHaNbHbIA», 10 mn (Pelikloon control
monoclonal, 10ml) (oTpuuaTENbHbIN KOHTPO/b) 7 KOHTPONbHbIN matepuan ans
NMMYHOremMaTonornyeckmx nccnegoBaHunin «MennkoHTpons CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml).

H906X0,EI|VIMbIe, HO He noctaBndemMble B KOMIMJIEKTE peareHTbl, MNPUHagMeXXHOCTU "

obopyposaHue:
ApTUKYN HanmeHoBaHue
K7000 KapTa ana onpegeneHus rpynn kposu «CennbainHg CkpuH», 48x6 Tecto (Cellbind
Screen, 48x6 tests)
K7012 KapTta gns onpegeneHus rpynn kpoeu «Cenn6aiiHg OanpekTt Tanin», 48x6 TecToB
(Cellbind Direct Type, 48x6 tests)
K1399 KOHTpONbHbIA ~ MaTepuan  Ans  UMMYHOTeMaTONOrMYyecKMx  MccnefoBaHuUin
«MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)
K1156 KOHTpO/IbHBIN peareHT ANS OnpeefieHUs Trpynn KpoBW 4enoseka «[esMKNOH
KOHTPONb MOHOKNOHaNbHbIV», 10 ma (Pelikloon Control monoclonal, 10ml)
K7130 PacTBOp HM3KON MOHHOW cunbl «CennbaiHg JTINCCx», 3x25 mn (Cellbind LISS, 3 x
25 ml)
K7320 AHanusatop aBTOMaTWYecKuUi ANA WMMYHOreMaTosiorMyecKux WCCnefoBaHunii in

vitro «Magister C24»
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Mpo6upkn Ana nNpeaBapuTeNbHOrO passBefeHns o6bemoM 1.3 MA € KPYr/ibiM LHOM
(Hanpumep, npoussoacTea MpeiiHep buo-YaH / Greiner Bio-One GmbH)

MopsiAOK BbINO/THEHUA TECTUPOBaHNS
Mpouenypbl TECTUPOBAHWS:

1
2.

10.

11.

12.

13.

14.

15.

MopoXAaaTh, NOKa peareHTbl U refieBble KapTbl 4OCTUTHYT KOMHaTHOM TeMnepatypsbl (18-25°C).
He ncnonb3yinTe rene.ble KapTbl, B KOTOPbIX OOHapy»XeHbl BO3AYLUHbIe My3blpy B reseBOM
MaTpukce, NoBpexAeHHas (osibra WAM MPU3HaKNM BbICbIXaHUS (HepaBHOMEPHLI YPOBEHb
XUAKOCTN WX OTCYTCTBUE XXUAKOCTU HaJ refieBbiM MaTPUKCOM).

PacnakoBaTb M YCTaHOBWUTb B COOTBETCTBYHOLLME OTCEKWU aHann3aTopa aBTOMATU4ecKoro Ajs
MMMYHOTremMaTon0rMyecknx nuccnefoBaHunim in vitro «Magister C24» renesble KapTbl, pacTBOp
HWU3KOW MOHHON cunbl «CennbanHg JIMCCx», 3x25 mn (Cellbind LISS, 3 x 25 ml), Tpebyembie
peareHTbl A1 ONpeAesieHNs TPynnbl KPOBM COrMacHO Has3HaYeHUAM AN TeCcTUPYeMbIX
06pa3LoB, NPo6UpPKN AN NpeLBapuTe/IbHOIO pa3BefeHus.

AHaNM3aTop BbIBOAUT Ha 3KPaH LOCTYMHbIe KOMMYECTBa PACXO4HbIX MaTepmnanos, 0CTaBLLINXCA
noc/ie npeabLyyLlero ceaHca, B COOTBETCTBYHOLLEM pa3fene nporpamMmmol.

B wTraTtue gna o6pas3yos yCTaHOBUTb NPOOMPKM C obpa3uamm KpoBu, NpefHa3HauYeHHbIMU A1
nccnefosaHua. JaHHble npob 6yayT MAEHTUHULUMPOBAaHbI aHaNM3aTOPOM aBTOMaTUYeCKn npu
NOMOLLW WITPUX-KOAa, MO0 MOXHO BHECTU JaHHble 06 o6pasLax BpyUHYHo.

Mpn nomowmM nNporpammHOro obecneyeHuss aHanm3aTopa aBTOMATUYECKOro  Ans
MMMYHOTremMaTo0rM4ecKnuX nccnegoBaHuii in vitro «Magister C24» 3agaTb HeO6X0AUMBbIA ANA
06pa3L0B KpoBM MepeyeHb UccnefoBaHuid.

AHanun3atop aBTOMAaTMYeCKN BblGEPEeT peareHTbl, HEOO6X0AMMbIEe ANS NPOBeAEHUSA 3afaHHbIX
nccneaoBaHui.

Mepen BHeCeHWeM B Te/IeBYH0 KapTy 3puTpoOLMTbl o6pasua npv MoMOLLM HaKOHEYHUKOB
packanbLiarTcs B NPO6UPKY 415 NpesBapuTeNbHOro pa3BefeHunsa u CMELLMBAKOTCA C paCTBOPOM
HU3KOM MOHHON cunbl «CennbaiHg JINCC», 3x25 mn (Cellbind LISS, 3 x 25 ml) gns
pa3BefeHns 40 HY)XXHOW KOHUEHTpaLumn, YMeHbLEHNS NOHHOM CWUbl B3aUMOLENCTBUSA MEXAY
apUTPOLMTaMU, YCUNEHUSA YYBCTBUTENIbHOCTU U MOAABNEHUSA HecneuupUUecKnx peakumnin npu
NPOBELEHNN MMMYHOremaToNIorMyecknx WCCNefoBaHUn C MNOMOLLbI TrefeBbIX KapT, 4TO
3HAUYMTE/NIbHO YNyuyllaeT CBA3bIBaAHME 3PUTPOLMTOB B XO4E peakuun arrnioTUHaLUn.

Mocne pasBefeHWA MOLFOTOB/IEHHAA CYCMEH3WA 3puUTpouMTOB o06pasya npu  nomoLm
HaKOHeYHWKa [NS packKanbliBaHWS BHOCUTCA B KOJIOHKY refnieBoli KapTbl. [lanee, COrfacHo
nporpamme uUccrefoBaHWsA, aHanN3aTop BHOCWUT B KOJIOHKY TrefieBOM KapTbl Heob6xofgumoe
KO/IMYECTBO COOTBETCTBYHOLLNX PEAreHTOB.

Mocne 3TOro MAU NO 3aBepLleHUN BPeMeHW WHKyb6auuu (ecnu npoBOAMIOCH) NMPOBOAUTCA
LeHTpUgyrnposaHune renesbix KapT.

Mo 3aBepleHUn LeHTPUQYrnpoBaHns renesble KapTbl (QoTOrpaMpyroTcAd BCTPOEHHOM
(hoTOoKamepol, 1 n3obpaxeHue nepegaetca B MO aHanm3aTopa 4na MHTepNpeTaymMm N OLEeHKM
pe3ynbTaToB TecTa.

MporpammHoe obecneyeHne AHanm3aTopa aBTOMaTUYeCcKOro Ans MMMYHOreMaTon0rnyecKunx
nuccnefoBaHuin in  vitro «Magister C24» WHTepnpeTUpyeT peakyuio aBTOMATUYECKMN.
doTorpagmyeckme n300paxeHUs renesBbiX KapT BbIBOAATCA Ha 3KpaH. ABTOPWU30BAHHbIN
MoNb30BaTeNb MOXET Ba/MAWPOBaTb pe3ynbTaTbl TecTa WAM CKOPPEeKTUposaTb uX. [Mpwu
N3MEeHeHUN pe3ynbTaTtoB TecTa (PUKCMPYeTCA AaTa U BPemMs BHECEHMA U3MEHEHMUA, a Takxe
[aHHble onepartopa, BHECLLETO U3MEHEHNE.

Mocne npoBefeHUs UCCNeAOBaHWA TefeBble KapTbl U peareHTbl HeobXOAMMO W3BMEYL Y3
aHanmsatopa ¥ y6paTb Ha XpaHeHMe B XONOAWIbHUK [0 CNefylowero uccnefoBaHus.
TemnepaTypHbIil pexum xpaHeHus 2-8°C.

Mocne npoBefeHWA TeCTUPOBAHUSA BCE OTXOAbl HEOOXOAUMO YTWUIM3UPOBATb Kak OTXOAbl
knacca b cornacHo CaHllMunH 2.1.7.2790-10 «CaHUTapHO-3NMAEMMNONOTNYECKMe TpeboBaHNS K
obpalleHunto ¢ MeAULUHCKUMU OTXO4aMM».

Ha cnegytowmnii geHb nepej Havyasom paboTbl peareHTbl U refeBble KapTbl CefyeT U3Bneys 13
XONOAWNbHUKA W BblUepXXaTb Nepes yCTaHOBKOW B aHanM3aTop Npy KOMHATHOW TeMrnepartype.
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WHTepnpeTaunsa pesynbTaToB

MonoxutenbHas peakyus (T.e. arrnTUHaLMA) O3Ha4yaeT NpUCYTCTBME aHTureHa K
OTpuuatenbHas peakuus (T.e. OTCYTCTBME BWAWMONM  arriloTWHALMKM) — 03Ha4yaeT  OTCY
COOTBETCTBYHLLEIO aHTUrEHA.

Hanunuue benada paca HerpongHasa paca
AHTUreH K 9% 2%

OrpaHunyeHna MeTOANKN UCCNef0BaHNA

NToXXHONONOXWTENbHbIE pe3ynbTaTbl MOTYT 6biTb MOMyYeHbl MO CAeAYWUM NpUYMHaM:
NOAMarrnioTUHaAUMA,  NCeBAOArrNTUHALMA,  ayToarTloTUHALMA, peakuuMum  CMelaHHOoro  Tuna,
npucyTcTBue BapToHOBaA CTYAHSA U KNeTOK MYyNOBMHHON KPOBK B 06pasLe.

NoxxHooTpuuaTenbHble UK cnabble pe3ynbTaTbl MOTYT 6bITb MOMYyYeHbl MO CEAYOWMUM NPUYUHAM:
cnabble aHTUreHbI, peakLMn CMeLaHHOro TUna Uan NOHMKeHHas akTUBHOCTb peareHToB.

JTOXXHONONOXWTENbHbIE WX NIOXHOOTPULATENbHbIE pPe3y/nbTaTbl MOTYT ObiTb MOAYYeHbl U3-3a
NPUCYTCTBMA BO3AYLIHbIX MNY3blpbKOB B rENE€BOM MaTPUKCe refieBOW KapTbl, 3arps3HeHMs TecTOBbIX
maTepuanoB UM OTKIOHEHUSA OT PeKOMEHYEMbIX METO/0B.

TakXe B cnyyae TeCTUPOBaHWUA C UCMONb30BaHNEM refieBbliX KapT «KapTbl 418 onpegeneHuns rpynn
kpoBn «CennbaitHg CkpuH», 48x6 TectoB (Cellbind Screen, 48x6 tests)» npuymHON
NOXHOMOMOXUTENbHLIX Pe3ynbTaTOB MOXET CTaTb MONOXKUTENbHbIA MPAMOMA aHTUINO06YNMHOBLIA TecT
(DAT) (ceHcnbunmnsauma apuTpoLMUTOB in VIVO aHTUTENaMU 1 (M1M) KOMMNOHEHTaMW KOMMNAeMeHTa). Ana
o6Hapy>eHuUs 00pa3yoB C MOoNOXKUTENbHbIM DAT pekoMeHAyeTCA WCMNo/Mb30BaTb OTPULATE/NbHbIN
KOHTPO/Ib: KOHTPO/IbHbLIN peareHT s OnpefeneHns rpynn KpoBu 4YenoBeka «[MefIMKIOH KOHTPO/b
MOHOKNOHanbHbI», 10 mn (Pelikloon Control monoclonal, 10ml) (apTukyn K1156).

N3BecTHble haKTopbl MHTEPgEPeHLUN

Ha pe3ynbTaTbl TECTMPOBaHWUA He BAUAET FeMOrno6MH B KOHUeHTpauuu 218,7 r/n, rnokKosa B
KOHUeHTpauun 13,1 MMONb/M, X0NecTePUH B KOHUEHTpauumn 11,4 Mmonb/n, 6UNnpyomuH B KOHLEHTpaLum
397,8 MKMoOnb/n.

AvnarHocTnyeckme PyHKLUNOHaIbHbIE XapaKTePUCTUKN

AN TMNMPYOLWKUX peareHToB Bbiv NoMyYeHbl 06¢neA0BaHHbIe 06pasLbl 13 HaunoHanbHOro 6aHka
KpoBM B HuaepnaHgax, KOTopble 6blM NPOBEPEHbI NP PYTUHHOM TECTUPOBAHUN KPOBY AOHOPOB.

Kaxablil 06paseL, eMHOX bl TECTUPOBACA U CPaBHUBANCA C PeePeHCHbIM METOLOM.

PesynbTaTbl NPOBEPKN YYBCTBUTENILHOCTU U crieuMuUHoCTM B KapTax ans onpegeneHnst rpymnn

Cellbind Obuee KON-BO
NMPOTECTUPOBaHHbIX
o6pasLos
MonoXutenbHbll  OTpULATENbHbIN
PedepeHCHbIi MonoXxutenbHblii - 54 0 54
MeTo[, OTpuuatensbHblii 0 193 193
Toro: 54 193 247

CneungumyHocTb: 100 %
UyscTBUTENbHOCTL: 100 %

Pe3ynibTaTbl MPOBEPKN YYBCTBUTENIBHOCTU U CNEUUMUUYHOCTN B KapTax AN onpegeneHns rpyni
KpoBu «CennbainHpg fanpekT Tain», 48x6 TectoB (Cellbind Direct Type, 48x(Stests) (K7012)

Cellbind Obuee KON-BO
NPOTECTMPOBAHHbIX
o6pasuos

MonoxutenbHblii  OTpULATENbHbIN
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NHdopmaLma o xapakTepnuctmukax ctabunbHOCTU MeAULMHCKOIO U3fenns:

CpoK rogHocTu:

O6wwuii cpok rogHocTy N3penuns ¢ gaTbl NPOM3BOLACTBA cOCTaBNsAeT 36 MeCALEeB NPU XPaHEHUU NpK
TemnepaType 2-8°C. lpn cob6n0AeHNUN YCNOBWIA XpaHEHMS W TPaAHCNOPTMPOBKKM M3aenne coxpaHsieT
CTabUNbHOCTb O MCTEYEHUA CPOKA FOAHOCTMN.

YcnoBua XxpaHeHUs:

W3penns cnepyet XpaHUTh B YNAKOBKe NpeanpusaTUA-U3roToBUTeNs npu temnepatype ot 2°C go
8°C [0 ucteyeHns cpoka rogHOCTM B 3aLLMLLEHHOM OT CBeTa MecTe. XpaHeHue V3genvns npu Temnepartype
or 2°C po 8°C [O/MKHO OCYLWeCTBAATBCA B XONOAMSbHbIX Kamepax WAM B XON0A4M/bHUKAX,
obecneynBalOLLMX pPerfnaMeHTUPOBaHHbIA TEeMMepaTypHbIA peXuM C  eXeLHEeBHON perucrpayuein
TemnepaTypbl. JLlonycKaeTcs XpaHeHWe Npu KOMHATHOW TemnepaType (18-25°C) nocne TpaHCNOPTUPOBKU
B HEBCKPbITOM YNakoBKe B TeYeHMe 2 MecsLeB. 3aMOpaXKMBaHue He J0MyCcKaeTcs.

N3penusa, xpaHuMBLUMECA C HapylleHWeM perfameHTUPOBAHHOIO peXxuma, MNPUMEHEHMUIO He
nognexar.

MMocne nepBoro BCKPbITUA YNakoBKW M3aenns Bce ero KOMMOHEHTbl CTabw/ibHbl 40 UCTEYEHUS
CpoKa rofHOCTH, YKa3aHHOI0 Ha ero ynakoesKke. BCKpbITble U34enns cnefyet XpaHUTb Npu TeMmnepaTtype oT
2°C no B XOM0A4WNbHbIX Kamepax WM B XO0N0A4UNbHUKAX, 00ecrneymBatoLLnX pernaMeHTUpOBaHHbI
TemnepaTypHbI/ PeXXUM C eXXeiHEBHOW perncrpayuei Temneparypsi.

HeBCKpbITble M BCKPbITble V34ennsa no OKOHYaHUM CPOKa rofHOCTU UCMO/b30BAHUIO He MOANexar.

HeBCKpbITbIe 1 BCKPbIThbIE M3Aennsa no OKOHYaHMM CpoKa rogHOCTU CcrefyeT YTUAU3MPOoBaTh Kak
oTxofbl knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3aNNAEMUONOrMYeckmne TpeboBaHns K
obpalleHnto ¢ MeULUNHCKUMMN OTXO4aMMN».

YcnoBuA TPaHCMOPTUPOBKN:

TpaHcnopTupoBka  WM3genus  pekoMeHAyeTcs € COOMOAEHWEM  «XONIOLOBOW  LEenu»,
obecrieymBarolLleil COXPaHHOCTb TeMNepaTypHOro pexuma, B TEPMOKOHTeilHepax O0f4HOPa3oBOro
NoNb30BaHWA, cofepXawmx Xnago3ieMeHTbl, AU B TEPMOKOHTEHEpPaX MHOTOKPaTHOr0 NPUMEHEHUSA C
aBTOMATUYECKN MOAAEepPXXMBaeMOl TemnepaTypoil, unv B aBTopedpukepaTopax C MWCMONb30BaHUEM
TEPMOVHAMKATOPOB.  JlomycKaeTcAa  TpaHCNOpTMpPOBKAa 6e3  MCMNONb30BaHMA  XNA[03/1EMEHTOB U
cneunannM3npoBaHHOro 060pyf0BaHNA B TeueHMe He 6onee 7 AHeW Npu TemnepaTtype He Bbnne 18-25°C.
3amopaxkmsaHue He gonycKaeTcs.

M3fenus, TpaHCNOPTUPOBAHHbIE C HapyLleHWeM TeMMepaTypHOro pexuma, MPUMEHEHU0 He
nognexar.

CofeprkaHue NneKapCTBEHHbIX CPeACTB ANt MeAMLUMHCKOro NpUMeHeHUs
3aenus He cofepxXat NeKapCTBEHHbIX CPEeACTB ANS MeANLUHCKOTO NPUMEHEHNS.

Copep>kaHve MmaTepuanos XUBOTHOIO U (UIX) Ye/TI0BEYECKOr0 NPOUCXOXAEHNS

B cocTaB n3genva BXoAAT YenoBeyecKne MOHOK/OHaNbHbIE aHTUTeNna Knacca 1gG K aHTureHy K.
MOHOK/NOHaNbHbIe aHTUTeNa WM3roToBNEeHbl U3 CynepHaTtaHTa KNeTOYHOW KyNbTypbl, MOMYyYeHHOW U3
CTabUNbHbIX MTMHUA TUOPUAOMHbBIX KNETOK.

MH(Zt)OpMaLIIMFI 0 CTEPUTIbBHOM COCTOAHNN MEANLIMHCKOIo nsgenuna
M3penne He ABNSAETCA CTEPUNLHBLIM U HE NOANEXUT CTepunmsaumn nepes npuMeHeHNeM.
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VHdopmauus o npupoge, Tune, a TakxKe 06 MHTEHCUBHOCTU W pacnpeenieHnmn 13

MEQNLIMHCKOI o n3aenns
M3aenne He SBNSIETCA MCTOYHMKOM KaKUX-NM60 I/I3]'Iy‘-IeHI/II7I.

Buonornyecknin pethepeHTHbIN NHTepBa
MoHATMEe OGMONOrMYecKOro pedepeHTHOro WHTepBana He npuMeHumo K W3genuio, nocKol
W3penve npegHa3HavyeHo 419 Ka4eCTBEHHOro onpejeneHns aHalInToB.

MpeaynpexaeHna v Mepbl MPefoCTOPOXKHOCTU, NpeanpuHUMaemMble Mpu  yTunmnsaun!
MeLULMHCKOro N3aenns

Bce paboThl ¢ ncnonb3oBaHneM M3genvsa v ero KOMNOHeHTOB HEOBXO0AMMO MPOBOAUTL B 3aLUTHBIX
nepyaTkax u3 HATpuna.

lMocne npoBefeHNA TECTUPOBAHUA BCE O0TXO0Abl HEOOXOANMO YTUNIN3MPOBATb KakK 0TX04bl Knacca b
cornacHo CaHlNMuH 2.1.7.2790-10 «CaHMTapHO-3NMAEMNONOTMYECKMEe TpeboBaHMA K obpalieHuto ¢
MeANLNHCKAMWN OTXOAaMU».

MopafoK 1 ycnosus yTunmsaunm Nnm YHUUTOXEeHUA MegULMHCKOro u3genvsa

He npurogHblie K MCNosib30BaHNIO MN34ennsa n nx KOMMOHEHTbI HEO6X0AMMO YTUAN3NPOBATL Kak
oTxoAbl Knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHWTapHO-3aNnUAeMNONOrnyeckme TpeboBaHmsa K
06palleHnIo ¢ MeANLNHCKUMU OTXOLaMU».

[MapaHTUK NponsBoauTeNa

Mpons3BoauTenb rapaHTUpyeT, 4TO nNpuv  COGAKOAEHWM NpaBUA WU YCNOBUIM  XpaHeHus,
TPaHCNOPTUPOBKU W 3KcnayaTauuu W3genve COOTBETCTBYET BCEM 3aAB/IEHHLIM XapaKTepUCTUKaM.
lMpousBoguTens He HeceT OTBETCTBEHHOCTU 3a BO3MOXXHble MNOCMEACTBUA BCNELCTBUE MPUMEHEHUS
N3Lenns He No Ha3HAUYEeHUI0.

OpraHusaums, ocyLwecTBasOWas npuem, yuyet 1 pacCMOTpeHMe peknaMaunin no Ka4yecTBy ToBapa:
000 «MNPYC MEAVKA». Aapec Ans oTnNpaBKy peknaMaunin no kayectsy Tosapa: 115114, r. Mockaa,
yn. KoxeBHuueckasd, gom 10, ctpoeHme 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303. E-mail:
info@mirus-medical.com.

Y MOMHOMOYEHHBIV NpeacTaBUTe b MPOU3BOANTENS (M3FOTOBUTENS)

YNONHOMOYEHHbIM MpefcTaBuUTeNleM MpousBoguTens (usrotosutena) MNsgenusa sensetcd 00O
«MNPYC MEOAWKAT». KOpuanueckunii agpec: 115114, r. MockBa, yn. KoxeBHuueckas, gom 10,
CTpoeHue 1,nom.2-8,12-18, a1.06. dakTnuecknin agpec: 115114,r. Mockga, yn. KoxeBHuueckas, gom 10,
CTpoeHue 1, nom.2-8,12-18, 37.06. Ten.: (499) 579 3303, e-mail: info@.minjs-medical.com.

MepeyeHb MPUMEHSEMbIX MNPOU3BOAMTENEM (M3FOTOBUTENEM) MEAULMHCKOIO U3AeNnus
HaLMOHa/IbHbIX CTaH4apTOB
Annex I, V, VIl ofthe Directive 98/79/EC, ISO 13485, ISO 14971, ISO 118113-1, ISO 118113-2, ISO

15223-1,180 23640, DINEN 13641, DIN EN 13612
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MepeBog C aHMUACKOro K HLWAepnaHACKOro A3blKOB Ha pyCCKVIVI A3bIK

/TepboBas neyaTb:/
KOPOJIEBCKAA ACCOUVALINA HOTAPUYCOB

No66epc 3H Aeiik BOTapurcceH

Annea Kopons, 4 - 1075 AC AmcTepaam
TenegoH: 020 5736311

thakc: 020*6799SMV

an. agpec: mail@hibber$.pl

JokymeHT: PDM/2021.001046.01/cdw

A, MeTpyc Neononbgyc dnnsa Maypuc ge Meiiep, HoTapuyc B r. AMcTepaame, HuaepnaHzbl,
HaCTOALLMM YA0CTOBEPSAO MOANUHHOCTL NOAMMUCK, MOCTAB/IEHHON Ha NpUNaraeMom JOKyMeHTe [M-xu
AHTOHMMN XeneHbl 1ywsw KYHOEPMAH. poguslielics B . YTpexte (HugepnaHabl) Tpuauatb nepeoro
OKTA6pPA ThiCAYA LeBATLCOT NATLAECAT LLECTOrO roja, AeNCTBYIOLLEN B Ka4yecTBe 4OBEPEHHOrO iMLa co
creunanbHON OBEPEHHOCTHIO M MO AaHHOMY BOMPOCY MPeACTaBAAOLLEl YaCTHY0 KOMMaHUIo ¢
OrpaHWYeHHO OTBETCTBEHHOCTbIO: CaHKBUH PeareHTe B.B.. MetoLLyt0 OpUAMYECKINiA aapec B T.
AwmcTepamve, HaxogAawytocs no agpecy 1066 CX Amctepgam, HugepnaHgel, annes NnecmaHa, 125,
3aperncTpupoBaHHy0 B TOProBoM peecTpe rnof Homepom 67177565.

3asBnieHMe Bbille He MMEET CBOE Lebio AaTh HOPUANYECKOE 3aK/I0YEHNE KaK B OTHOLLEHNM
COAEpXXaHus, TaK N B OTHOLIEHWMN LeACTBUTE/IbHOCTU OPUTMHATLHOTO AOKYMEHTA.

r. AMcrepgam, 25 aHeapsa 2021 r.
/nognucaxo/

/TucHeHan neyaTb:/ .
-1 N.J1.3.M. ge MEVEP, HOTAPNYC BT. AMCTEPAAME
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[TepeBon AaHyéro TekcTa BHNONHEH nepepoauukoM Yumnoew Enenolt AnaronsesHo#

Poccuiickas ®enepauns
T'opoa Mockea
ABaniars ABATOT0 MAPTA ABE THICAYA ABAALATH NEPBOrO roaa

A, AxumoB ['1¢6 Bopucopud, HoTapHyc ropoaa MOCKBBI,
NOARMCH OepeBoMHKa uMnoem Enenbl AHATONLEBHEL.
[Moanuck caenaxa B MOEM NPUCYTCTBHH.

JIHYHOCTL NOANKCABILETO AOKYMEHT YCTaHOBMEHA,

3aperucTpupoBaHo B peectpe: Ne 77/09-w/77-2021- 0. /474"

OBepliIeHKe HoTapKanbHoro aercTeus: 400 py6. 00 kom.

I".B. AkumoB

Beero npoumypoBaHo, IpOHYMEPOBaHO
H CKPEenieHO NevaThio nucra (oB)
Horapuyc:
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Poccuiickaa ®egepauyus
Fopoa Mocksa

Vet fee TeGHA B3 aLL MepBor Moe.

4. ViBaHoBa BukTOpus BasepbeBHa, BpemMeHHO
ncnosHawLan 064a3aHHOCTN HoTapuyca ropofa MockBbl
AkyweHko EBreHun AnekcaHApoBHbI,

BEPHOCTb KOMWUW C NPeACcTaB/IEHHOro MHe,
Japeructpuposano e peecrpe: N:

ynnayeo 3a coBepLIeHue

HoTapnansHoro
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