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Sanquin Reagents B.V.

HRHCTPYKIEA IO IPHMEHEHHIO
HA MEJHIITHHCKOE H3JAEJIHE A5 JTHA'HOCTHKH IN VITRO

PeareHT I8 ONpefeneHEs AHTATCHA € SPHTPOLMTOR YeNoBeka «[IenKIoH anTH-
¢ (IgM) moroxnoransasti», 5 M (Pelikloon anti-e (IgM) monoclonal, 5ml)

ITpoussoacrea «Cankeut Pearenrc B.B.» (Sanquin Reagents B.V.), Plesmanlaan 125, 1066 CX
Amsterdam, Hupepnanani.
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HacTtoswas UHCTPYKLMA OTHOCUTCA K MELULMHCKOMY U3L4eNINI0 A4N1F AUarHOCTUKM in
ANA onpefeneHnsa aHTUTeHa e 3pUTPOLMTOB YenoBeka «IMenmknoH aHTu-e (IgM) MOHOKNOHaNb!
(Pelikloon anti-e (IgM) monoclonal, 5ml)», (ganee no TekcTy - «3genne» Unn «PeareHT»).

HasHauyeHne MegMLUHCKOI0 N3fenns

«PeareHT NS onNpefeneHUs aHTUreHa € 3pUTPOLMUTOB uyenoBeka «[MefIMKNOH aHTu-e
MOHOK/NOHanbHbI», 5 mn (Pelikloon anti-e (IgM) monoclonal, 5ml)» npegHasHayeH Ans in
onpegeneHns Haauumsa aHTUreHa e CMCTeMbl rpynn KpoBu Rh Ha apuTpoumTax 4venoseka npu nomol
reneBbIX KapT.

N3penne npefHasHavyeHo ANS UCNOAb30BaHWUA TObKO B aBTOMATMYeCKOM cucTemMe «AHanm3aTo}
aBTOMaTMYeCKMIn AN MMMYHOremaToNorMyecknx nuccnegoBanuii in vitro «Magister C24», npon3BoAcTBa
«CaHKBUH PeareHTe b6.B.» (Sanquin Reagents B.V.).

Ycnosusa NnpUMeHeHus:

W3penve cnefyet ucnonb3oBaTb KBAIMPULMPOBAHHBIM MeAULUVHCKUM MePCOHaNoM, npoLweswmnm
obyyeHMe [N KOPPEKTHOro wucnonb3oBaHusa Wsgenua. W3genne npefHazHayeHO TONMbKO — Ans
NnpoMeccrMoHanbHOro NPUMeHeHMS.

MoTeHUManbHbIMU NOTPebUTENIMU 3aenns SBASOTCA: NepcoHas neve6HO-NPophuNaKTUYeCcKnx
YUPEXAEHWIA, UMEIOLLMX B CBOEM COCTaBe KNMHUKO-AMArHoCTMYeCKme nabopatopuu, nabopatopmuu in vitro
AVarHOCTUKK, CTaHLUMMN 1 OTAENEHNS NepennBaHns KpoBy.

O6nacThb NMPUMEHEHNA KINHNYECKAA na6opaTopHaﬂ ANarHoCTnKa, MMMyHOrematosiorms.

MoKa3aHuUa K NPUMEHEHNIO:

N3penve npumeHsetcs A9 TeCTUPOBAHMA [OHOPOB KPOBM W ee KOMMOHEHTOB, PELUMUEHTOB
remoTpaHcy3uii, a TakXe >XeHWMWH B paMkKax o06cnefoBaHus B nepuof OepeMeHHOCTU, pPoLOB U B
nocnepoAoBOM Mepuoje.

MpoTMBONOKAa3aHUsA NPUMeEHEHNS
MefMUMHCKUX NPOTUBOMNOKA3aHWUIA ANs NpUMeHeHUs M3nenms HeT.

TexHMYeckne XxapakKTepUCTUKMN M COCTaB MeLULUHCKOTO M34enns
PeareHTbl pa3/inTbl B TePMETUYHO YKYNOPEHHbIE CTEK/IHHbIE (h1aKOHbI C MUMETKO-KanenbHULEN.

ApTUKyn HassaHue BapuaHTa HaumeHoBaHuWe napameTpa 3HauyeHune napameTpa
NCMONHEHUA
K1197 PeareHT gnqa onpegeneHuns dacoBka 1 pnakoH
aHTWreHa e 3pUTpPOLUTOB O6bem 1 hriakoHa peareHTa, 5
yenoseka «IMennKIoH aHTu-e Mn
(IgM) MOHOKNOHa/bHBIM», 5 M MaTepman M3roToseHns Crekno
(Pelikloon anti-e (IgM) thnakoHOB
monoclonal, 5ml) CocTas peareHTa UenoBeyeckiie MOHOK/OHA/bHbIE

(KnoHbl: MS62, MS69) aHTuUTena
Knacca IgM B pacTBope, cofepxatlem
6bl4nii CbIBOPOTOUHBIN aflbOyMMH 3-
5% (CAS# 9048D46D8) n PBS 95-
97%, NaN3: 0.1% (macca/06beMm).
DUNKO-XMMUYECKNE U Mpo3payHas 6ecLBeTHasA XMAKOCTb.
OpraHonenTUYecKue CBOCTBa pH: 6.7-7.7
Tab6nuua Ne 1. dacoBKa U COCTaB KOMMOHEHTOB U3AeNMs.

MpuHUMNbLI MeToAa UCCef0BaHMS

B ocHoBe TecTa NeXUT peakuus UMMyHoMKcauuu (arrnoTUHALKUK) CEHCMOUAN3UPOBAHHbIX
3pUTPOLUTOB B Te/eBbIX KapTaxX. PeareHT Ans ONpeAeneHus rpynnbl KpoBu [06aBNSETCA B KOMOHKY
renesoil KapTbl BMECTE C 3pUTPOLMTAMM NaLUeHTa A8 TeCTMPOBaHMSA, 3aTeM UHKYy6UpyeTcs (Ecnu 3To
HEeo6X0AMMO). PeareHT, CNeUMPUUHbIA K TOMY WM WHOMY aHTUTeHy, CBSI3blBAaeTCA C 3PUTPOLUTaMU,
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LMW Ha CBOEN MOBEPXHOCTU [LaHHbIA aHTUTEH, BbI3blBasA UX arriOTUHALMIO. 3aTeM refieBble KapTbl
BXOZAT TpM (pasbl LeHTpudyrnpoBaHns. B nepBoil hase BbICOKOMNOTHas cpefa MNO3BONSET OTAENNTH
ATPOLMTBLI OT MNasMbl UNK peareHTa. Bo BTOpPOi hase arrniOTUHUPOBAHHbLIE CEHCUOWIN3UPOBaHHbIE
SpuTpounTbl BYLYT 3a4epXnBaTbCH Ha BEPXY refeBoi MaTpuLbl B KONOHKe reneBoil KapTbl, a B TPeTbei
(hase HeCEHCMOUN3MPOBaHHbIE UK KpaliHe cnabo CeHCMOUNM3NPOBaHHbIE 3PUTPOLMTLI BYAYT ABUTaTHCS
KO [HY KONIOHKMW. T[locne UuUeHTpMYrupoBaHUa reneBble KapTbl aBTOMATUYECKW MNEPeHOCATCA B
CunTbIBaTENb, A€ NPOUCXOANUT (hoTOrpampoBaHMe KONOHOK FeneBoi KapTbl U CUUTbIBAHME pe3yNbTaTa;
3aTem pesynbTaT aHaNM3MpyeT ynpasnstoLee nporpammHoe obecnedeHue (ganee - «MOx»):
. B cnyyae Hanmums arrniOTUHATOB (KOMMIEKCOB «aHTUIEH-aHTUTENO0» B BUAE CAMMLINXCA
3pUTPOLMTOB), B BEPXHEN 4acTW KONMIOHKM Ha MNOBEPXHOCTU rens nocne LeHTPUQyrnpoBaHus
HabnogaeTca YeTkas KpacHasa nonoca (YeTKUI MONOXMUTENbHbI pe3ynbTat (4+));
. B cnyyae OTCyTCTBUS arrniOTMHATOB Ha MOBEPXHOCTU TreNnsd, Ha [AHE MUKPOKONOHKM
HabNaaeTCsa YeTKUIA KpacCHbIA 0CafoK 3pUTPOLMUTOB, NPOoAMMDGYHANPOBABLINX NOA AEACTBUEM
LLleHTPO6EXHOM CuNbl CKBO3b TONLWY rens (YeTKUR oTpuuatensHblil pesynbTar (-)).

MonoXutensHbliA pesynbTaT (4+)

OTpuuaTenbHsblii pesynbTaT {-)

Mpy HaMUMM YacTUYHOM arrnioTUHaLMM MOrYT HabNoAaTbCA pas/IMyHble BapuaHTbl: Hanuyue
[BYX YETKO BbIP@XEHHbIX MON0C Pa3/IM4HON MHTEHCMBHOCTM Ha MOBEPXHOCTW Tefif U Ha AHEe KOJIOHKU
O[JHOBPEMEHHO, MO0 HanuyMe [BYX UYETKO BbIP@XKEHHbIX MOM0C Pa3/IMYHOW WHTEHCUMBHOCTU Ha
MOBEPXHOCTW Tenid U Ha fjHe MUKPOKO/IOHKN BMecTe C YaCTUYHbIM OKpallvBaHueM Tonwm rend. OueHka
pesynbTaTa NPOBOAWUTCA B COOTBETCTBUW C BCTPOEHHbIM anroputmom [1O. B cnydyae, ecnn vetkas
NHTepnpeTauns pesynbtara TeCTUPOBaHMA ¢ noMowbio MO HeBO3MOXXHA, BbIBOAUTCSA COOTBETCTBYIOLLLEE
yBeOM/IEHNe, OCTaBNAKOLLEe WHTEpPnpeTauuio pe3ynbTaToOB Ha YCMOTpeHWe Bpava. bonee noapo6HO
NHTepnpeTauma pesynbLTatoB onucaHa B Pasgene «MHTepnpeTaumsa pe3ynbTaToB».

Ona wncnonb3oBaHna W3genna Heo6xoAMma COOTBETCTBYHOLLAA KBaM(UKALUA U NOSTHOMOYMNSA
MeAULMHCKNX paboTHWKOB. HeBepHbIi y4yeT (akTopoB MHTepdepeHUMM, KayecTBa 6MONOTMYeCcKOro
maTepuana MmoryT NpuBecTW K HEKOPPEKTHOM MHTepnpeTaLun pesynsTaTtoB TecTa.

Mpn wnccnefoBaHMAX PEKOMEHAYeTCs  WUCMNONb30BaTb  OTpUUATENbHbIA  KOHTponb (K1156
KOHTpPONbHbI ~ peareHT ANs  ONpefeneHns  rpynn  KpoBu  yenoBeka «[MefIMKNOH  KOHTPO/b
MOHOKNOHaNbHbINW», 10 mn (Pelikloon Control monoclonal, 10ml)) n KOHTPO/IbHbIE 06pa3Lbl C U3BECTHLIMM
napameTpamm [Ang  WCKAKYEHUS NOXHbIX pe3ynbTaTtoB (K1399 KOHTpOnbHbIA MaTepuan Ans
NMMYHOremMaToNornyeckmx nccnenoBaHuii «MennkoHtpons CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)).

MpeaynpenieHns n Mepbl NPegoCTOPOXHOCTH

ToNbKO ANna ANarHoCTUKK in vitro.

Bce maHunynauumn ¢ Usgennsmu cnefyet BbLIOMHATL B 3aWMTHbLIX MepyaTkax M3 HuUTpuna. B
KayecTBe KOHcepBaHTa ucnonb3yetcs 0,1% (macca/o6bem) NaNa.

3anpewaeTcsd MCNOMb30BaTb peareHThl (Kak pacnakoBaHHbIe, TaK ¥ HepacnakoBaHHbIE) nocne
[aTbl UCTEYEHUS CPOKa rOAHOCTWN, HaneyaTaHHOM Ha 3TUKEeTKe (hlakoHa.

B peareHTe noTeHUManbHO MOTYT COAEPXaTbCs WHMPEKUMOHHbIE areHTbl, Ccob6nofanTe
OCTOPOXXHOCTb MPU UCNOMb30BaHUM U YTUAN3ALUN KAXKAON EMKOCTU 1 ee COAep>XMMOro.
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MomMyTHeHME MOXeT ObiTb NpuU3HaKoOM 6GakTepuanbHOW KOHTamuHaumu. UYTo6!
'YXyALWeHne CBOWCTB peareHTa, pPeKOMeHAYeTCA BK/IYMTbL B Nporpammy nabopaTopHoro”
KayecTBa TECTMPOBaHME peareHTa nNpy MNOMOLLX COOTBETCTBYHOLLUX KOHTPO/EN NPON3BOACTBA
PeareHTe b.B.» (Sanquin Reagents B.'V.).

Mocne NnpoBefeHNs TECTMPOBAHMA BCE OTX0A4bl HEO6X0AUMO YTUIN3UPOBATb KaK 0TX0Abl
cornacHo CaHluH 2.1.7.2790-10 «CaHuTapHo-anugemuosniornyeckne tpeboBaHMa K obOpatyeH!
MEeANLMHCKUMWN OTXOLaMU».

WHpopmauusa ansa noarotoBkKM  MeAMUMHCKOIO M3fenns K 6esonacHoir  paboTe
aKcnnyaTaymun
Mepes npuUMeHeHWEM W3LeNUsA [LO/MKHbI LOCTUYbL KOMHATHOM Temnepatypbl. Ons 3TOro umx
Heo6Xxo4MMO BblfepXaTb Ha 1abopaTOPHOM CTO/E B TeyeHUe He meHee 30 MUHYT.
Bce maHunynauum c u3genvem u NpoBefieHWe TeCTMPOBaHWUSA MNPOBOAATCA B /labopaTopHbIX
MOMeLLEHNAX C KOHTPOIMPYEMbIMU HOPMa/IbHbIMU KIMMATUYeCKUMUN YCIOBUAMM.
YCcnoBus OKpY>XXatoLLen cpeapil:
TemmnepaTtypa oKpy>karoliero sosgyxa- +15 - 30°C;
OTHOCUTENIbHAA BAAXHOCTb - 10 - 85% npu 30°C nan Hnxe;
- aTMocgepHoe faBneHune - 760 £ 30 MM pT. CT.
AHanunzaTop aBTOMaTUYeCKMI A1 UMMYHOreMaTo/IorMyecknx nccnefoBaHuii in vitro «Magister
C24» pomkeH 6bITb NOATOTOB/EH K paboTe ¢ N34ennsaMu B COOTBETCTBUM C PYKOBOACTBOM NOJb30BaTENSA.

AHanunsnpyemble 06pasupl

[na npoBefeHna TECTUPOBAHUA UCMONbL3YHOTCA 3PUTPOLMTBLI KPOBM MauuneHTa. 4ns BbINMOSHEHMA
nccnenoBaHmsa B3ATbIM 06pasel, LenbHOW KPOBM LEHTPUGYrMpyroT B TeuyeHne 5 MuHyT npu 3000 ref.
CnepyeT ucnosib3oBaTb KPOBb, B3ATYH Yy 06cnefyemoro nauueHta He 6osee, yem 3a 48 4yacoB [0
npoBefeHNA UccnefoBaHms. B cnyvae, ecnu TecTupoBaHue 06pasLoB He MPOU3BOAUTCA He3aMeIMTENbHO
nocne 3abopa KpoBu, cneayeT XpaHUTb 06pa3Lbl Npyu TemnepaType 2 - 8°C Ao 48 4acos.

3abop 06pasyoB KpOBWM HAANEXWUT MNPOM3BOAUTL B acenTUYECKUX YCnoBusx. B KayecTse
reMOKOHCepBaHTa NpeAnoyYTUTENbHO UCMOb30BaTh LUTpaT Hatpusa, 4 TA unn renapuiH.

MeToanKa KOHTpPONsA

B KayecTBe KOHTPONA PEKOMEHAYEeTCA WCMNOMb30BaTb peareHTbl: KOHTPO/bHLIA peareHT Ans
onpegeneHns rpynn KpoBu yenoseka «MennKnoH KOHTPOb MOHOKNOHaNbHbIA», 10 mn (Pelikloon control
monoclonal, 10ml) (oTpuuaTenbHblii  KOHTPONb) W K1399 KOHTpOAbHbIA  MaTepuan Ans
MMMYHOremMaToNnornyeckux nccnefoBaHunin «MenmkoHtponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml).

H606X0,D,VIMbIe, HO HE TnMOoCTaB/IAEMblE B KOMIUIEKTE peareHTbl, MNPUHaaNeXXHOCTN WU

obopyLoBaHve:
ApPTUKYN HanmeHoBaHue
K7000 KapTta gns onpegeneHus rpynn kposu «CennbaitHg CkpuH», 48x6 Tectos (Cellbind
Screen, 48x6 tests)
K7012 KapTa gns onpegeneHus rpynn kpoeu «Cennb6aiiHg OanpekT Taiin», 48x6 Tectos
(Cellbind Direct Type, 48x6 tests)
K1399 KOHTpOnbHbIA ~ MaTepuan  ANfd  MMMYHOreMato/IorMyecknux  UccrefoBaHuni
«MennkoHTponb CcEe-Kx», 8 mn (PeliControl CcEe-K, 8 ml)).
K1156 KOHTpPONbHbLIA peareHT Ans onpeaeneHns rpynn KpoBu uyenoBeka «[MennKnoH
KOHTPONb MOHOKNOHanNbHbIA», 10 mn (Pelikloon Control monoclonal, 10ml)
K7130 PacTBOpP HM3KOIN MOHHOI cunbl «Cennbaling JIMCC», 3x25 mn (Cellbind L1SS, 3 x
25 ml)
K7320 AHanusatop aBTOMaTUYECKWUW AN UMMYHOreMaTO/IoOrMyYecknx WUCCnefoBaHuii in

vitro «Magister C24»
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npobupKn AN npeABapuTeNnbHOro passefeHns 06bemoM 1.3 MA € KPYribiM LHOM
(Hanpumep, npoussofcTea IMpeliHep buo-YaH / Greiner Bio-One GmbH)

I'Iopﬂ,qu BbIMOJ/THEHUNA TECTUPOBAHUA
Mpoueaypbl TECTUPOBAHMS:

1
2.

10.

11

12.

13.

14.

15.

MopoxAaaTh, NOKa peareHTbl U refieBble KapTbl LOCTUTHYT KOMHaTHOW TemnepaTypbl (18-25®@C).
He ucnonb3yiiTe renesble KapTbl, B KOTOPbIX OO6HapYy>XeHbl BO3AYLUHbIE MY3bipU B refIeBOM
MaTpuKce, NOBpeXAeHHas (ofibra WAM MNPU3HAKM BbICbIXaHUS (HEPABHOMEPHbIA YpPOBEHb
XUAKOCTU U OTCYTCTBME XUAKOCTU HAL refieBbiIM MaTPUKCOM).

PacnakoBaTb M YCTaHOBMUTb B COOTBETCTBYHLLME OTCEKW aHanm3aTopa aBTOMaTUYecKoro Ans
MMMYHOTeMaTo/IornYecknx mnccnefoBanHmnin in vitro «Magister C24» renesble KapTbl, pacTBop
HWU3KOW MOHHON cunbl «CennbaitHg JIMCCx», 3x25 mn (Cellbind LISS, 3 x 25 ml), Tpebyemble
peareHTbl A8 OMpefeNneHns Tpynnbl KPOBW COrNacHO Ha3HaYeHWAM A1 TecTUpyeMblX
06pa3LoB, NPobUPKN ANA NpeLBapuTeNIbHOI0 pa3BeeHus.

AHanu3atop BbLUOAWUT Ha 3KPaH LOCTYMHbIE KONMYECTBa PACXO4HbIX MaTepnanos, OCTaBLINXCS
nocne npeablAyLLEro ceaHca, B COOTBETCTBYIOLLEM pa3fene nporpaMmbl.

B wTatme 414 06pasL0B yCTaHOBUTL NPO6GMPKM € 06pasLammn KpoBu, NpefHasHavYeHHbIMU AN5
nccneposaHuna. flaHHble npob 6yAyT UAEHTU(HULMPOBaHbI aHaIM3aTOPOM aBTOMAaTUYECKN NPK
MOMOLLM WTPUX-KOAA, MO0 MOXHO BHECTW [aHHble 06 06pasLax BpyUHYIHO.

Mpn nomowm nporpammMHOro  obecrneyeHWs aHanmMsaTopa aBTOMaTU4YeckKoro  Ang
MMMYHOTreMaToIorMyecKnx nccnefoBaHuii in vitro «Magister C24» 3afaTtb HEO6X0A4UMBbIN ANA
00pas3L0oB KpoBM NepeyveHb UCCNeL0BaHNA.

AHann3atop aBTOMAaTMYeCKN BblbepeT peareHTbl, HEOOXOAWMbIE AN NPOBEAEHUSA 3afaHHbIX
nccnefoBaHui.

Mepes BHeceHMEM B TefleBYHD KapTy apuTpouuTbl o6pasua npu MnOMOLLM HaKOHEYHWKOB
packanbLlarTcs B NPO6UPKKN AN5 NpeABapUTeIbHOMO pa3BeleHNs U CMeLLMBalOTCS C PaCTBOPOM
HU3KOW MOHHON cunbl «CennbanHg JIMCC», 3x25 mn (Cellbind LISS, 3 x 25 ml) gns
pas3BefeHns 00 HY)XXHOW KOHLUEHTpauumn, yMeHbLUEHUA NOHHOW CUbl B3aMMOAENCTBUSA MeXay
puUTPOLUTaMM, YCUNEHUS YYBCTBUTEIbHOCTM U MOAABNEHUA HeCneLuPuUecKux peakumnin npm
npoBefeHNM UMMYHOreMaTofiorMyecKnX WUCCNefOBaHUIA C MOMOLLbIO TrefieBblX KapT, 4TO
3HAYNUTENbHO YNy4LlaeT CBA3bIBAHUE 3PUTPOLMTOB B XO4e peakunmn arrnioTuHaLum.

Mocne pa3BefeHUss MNOLrOTOBNEHHAsA CYCNEH3WUs 3puUTpouuTOB o6pasua npu MnomMoLu
HaKOHeYHMKa [NA pacKanblBaHUS BHOCWUTCS B KOJIOHKY reneBoil KapTbl. [anee, COrfacHo
nporpamme MUcCnefoBaHWA, aHanM3aTop BHOCUT B KOJIOHKY refieBO KapTbl Heo6xoaumoe
KO/INYECTBO COOTBETCTBYHOLLMUX peareHToB.

Mocne 3TOro WM MO 3aBepLIEHWM BPeMEeHU WHKybaumm (ecnv NpoOBOAUNOCL) MPOBOAMUTCS
LeHTpUgyrnpoBaHune refieBbixX KapT.

Mo 3aBeplleHUn LeHTPUQYrnpoBaHns refieBble KapTbl (QoTOrpampyroTcsd BCTPOEHHOM
(hoTOKamepoii, N n3obpaxeHne nepegaertca B MO aHannsaTopa 4N MHTepnpeTayun U OLEHKHK
pe3ynbTaToB TecTa.

MporpammHoe obecneyeHne AHanmsaTopa aBTOMaTMYecKoro a8 UMMYHOremaTo/0rMuecKunx
uccnefoBaHuim in  vitro «Magister C24» WHTeprnpeTMpyeT peakuuito aBTOMaTUYECKMN.
doTorpagmyeckme n306paXKEHNA reneBbiX KapT BbIBOAATCS Ha 3KpaH. ABTOPM30BaHHbI
NMoNb30BaTelb MOXeT Ba/MAMPOBaTb pe3y/bTaTbl TecTa WM CKOppekTupoBaTb uX. [pu
M3MEHEHUN pPe3ynbTaToB TecTa (PMKCUPYeTCA faTa M BPeMs BHECEHUA W3MEHEHUS, a Takxke
JaHHble ornepaTopa, BHECLUEr0 N3MEHEHME.

lMocne npoBeAeHUs UCCNefOBaHUA TreneBble KapTbl W peareHTbl HeoO6X04MMO W3BNeYb U3
aHanusatopa ¥ ybpaTb Ha XpaHeHWe B XONOAWNbHUK [0 C/efyloWero uccnejoBaHus.
TemnepaTypHbIil pexxum xpaHeHusa 2-8°C.

MMocne npoBefeHUs TeCTUPOBAHMA BCe OTXOAbl HEOOXOAUMO YTWUAM3NMPOBATb KaK OTXOAbl
knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHUTapHO-3NNAEMMNONOrNYeCcKe TpeboBaHUs K
00paLLeHn0 C MEANLMHCKUMM OTX04aMMW».

Ha cnepytowmnii feHb nepes Hayasiom paboTbl peareHTbl U refieBble KapTbl CNeAyeT U3BNeYb 13
XONOAWNbHMKA W BbLLEPXaTb Nepes YCTaHOBKOM B aHaM3aTop Npyv KOMHATHOW TemnepaType.
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WHTepnpeTaumsa pesyibTaToB

MonoxuntenoHasa peakuns (T.e. arrNiOTUHALMA) 03HAYAET NPUCYTCTBME aHTUTEHA € CUCTe
KpoBn Rh. OTpuuatenbHas peakuus (T.e. OTCYTCTBME BWAMMOM arrnioTUHaLUKU) O3Havaet
COOTBETCTBYHOLLEro aHTUIeHa.

Hannune Benas paca HerpongHasa paca
AHTUTEH € 98% 98%

OrpaHu4yeHna MeTOAMKN NCCNef0BaHUA

JTOXXHONONOXWTENbHbIE  pe3y/ibTaTbl  MOFYT ObiTb MOMlyYeHbl MO  CAeAYHOLWUM MNPUYMHAM:
nonvarrnioThHauMa,  NceBAoarrnlOTUHALUA,  ayToarriloThHaUMa,  peakuuum  CMELaHHoro  Tvna,
npucyTcTBme BapToHOBa CTYAHSA U KNeTOK NYMNOBUHHOW KPOBU B 06pasLe.

NoxHooTpuuaTesnbHble UK cnabble pe3ynbTaTbl MOTYT 6bITb NMOYYEHbI N0 CNeAYOWMUM MPUUYNHAM:
cnabble aHTUTeHbI, peakuuy CMeLLIaHHOro TMNa Uan NOHMXXeHHas aKTUBHOCTb PeareHToB.

JTOXXHOMONOXWTENbHbIE WM NOXHOOTPULATENIbHbIE pPe3y/bTaTbl MOTYT OblTb MOJyYeHbl U3-3a
MPUCYTCTBMA BO3AYLUHbIX NY3bipbKOB B TEIEBOM MaTpUKCe refieBoli KapTbl, 3arpsa3HeHUs TecTOBbIX
mMaTepuanoB UM OTKNOHEHUSA OT PEKOMEHAYEMbIX METOA0B.

Takxe B cfly4yae TeCTUPOBaHWA C UCMONb30BAHNEM refeBblX KapT «KapTbl 4115 onpefesieHns rpynnm
KpoBn «CennbaniHg CkpuH», 48x6 TectoB (Cellbind  Screen, 48x6 tests)» npuumMHON
NOXHONONOXUTENbHbIX Pe3yNbTaTOB MOXET CTaTb MONOXWUTENbHbIA NPAMOA aHTUINO6YNNHOBbLIA TECT
(DAT) (ceHcnbUnmszaumsa apuTPOLMTOB in Vivo aHTUTeNamm 1 (M) KOMNOHEHTaMM KoOMNemMeHTa ). Ans
06Hapy>xeHMs 06pa3yoB C MNONOXMUTENbHbIM DAT pekomeHAyeTcs MCNOoMb30BaTb OTpULLATENbHBbIN
KOHTPO/Ib: KOHTPO/NbHBIA peareHT ANA OMpefefieHUs rpynn KposBu 4YenoBeka «[MefIMKNIOH KOHTPOJib
MOHOKNOHanNbHbIW», 10 mn (Pelikloon Control monoclonal, 10ml) (apTukyn K1156).

M3BeCTHbIe (DaKTOpbl MHTEPepPeHL N

Ha pe3ynbTaTbl TeCTMpPOBaHWA He BAMAET reMornobuH B KOHUeHTpauuu 218,7 r/n, rnokosa B
KOHUEeHTpauum 13,1 MMOnb/N, XONecTeEPUH B KOHLUEHTpauun 11,4 mMonb/n, 6UnupyouH B KOHLUEHTpaLun
397,8 MKmoOnb/1.

[AvarHoctnyeckne PyHKLMOHa/IbHbIE XapaKTePUCTUKN

ANs TUNUPYIOLWMX peareHToB 6bINN NoNyYeHbl 06¢nefoBaHHble 06pa3Libl M3 HalMoHanbHOro 6aHka
KpoBu B HugepnaHaax, KOTopble 6blM NPOBEPEHbI MPY PYTUHHOM TECTUPOBAHMUW KPOBMW [OHOPOB.

Kaxablii o6pasel, eANHOX bl TECTUPOBANCS U CPaBHUBANCA C pehepeHCHbIM METO/O0M.

Pe3ynbTaTbl NPOBEPKM UYBCTBUTENILHOCTM U crieuuduuHocT B KapTax Ansi onpefeneHvs rpynn

Cellbind O6bLwee KOM-BO
MPOTECTUPOBAHHbIX
o6pasLoB
MonoxuntenbHblli  OTpUUATENbHBbIN
PedepeHCHbI MonoxutenbHold 192 0 192
MeTof OTpuuatenbHbiii 0 20 20
WToro: 192 20 212

CneyunduryHocTb: 100 %
UyscTBuUTenbHoCcTL: 100 %

PesynbTaTbl NPOBEPKM UYBCTBUTE/ILHOCTM U CNELMGUUYHOCTM B KapTax A/is onpeaeneHns rpynn

Cellbind Obuwee KON-BO
MPOTECTUPOBAHHbIX
06pasLoB

MonoXxuTtenbHbli  OTpuLAaTENbHbI
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HlwepeHCHbIN MonoxutensHblin 130 0 130
BaTtop OTpuuaTenbHbI 0 40 40
ATOro: 130 40 170
CneundguyHocTb: 100 %
UyBscTBuTeIbHOCTL: 100 %

Bocnpoussogumocts n3genus coctasuna 100%.

MHhopmaLms 0 xapakTepucTUKax cTabuibHOCTU MEAULMHCKONO U3AeNNA:

CpoK rogHocTu:

O6wmit cpok rogHocTn N3gennsa ¢ gatbl NPOM3BOACTBA COCTaBNAET 36 MeCALEB NMPU XPaHEHUN Npn
Temnepatype 2-8°C. [lMpu cobGNIOAEHUN YCNOBUIA XpaHEHWA W TPaHCMOPTUPOBKM M3genne coxpaHseT
CTabWIbHOCTb 10 UCTEYEHUSA CPOKa FOAHOCTMW.

YcnoBua XpaHeHUs:

M3genusa cneflyet XpaHUTb B YNakOBKe MPefnpuAaTUA-U3roTOBUTENS NpU TeMnepaTtype oT 2®C go
8°C [0 ncteyeHns cpoka rogHoOCTK B 3alUULLIEHHOM OT CBeTa MecTe. XpaHeHue V3genva npu temnepartype
or 2RC po 8°C [O0/MKHO OCYLWEeCTBAATbCA B XONOAW/bHBIX Kamepax WaM B XONOA4WNbHUKAX,
obecrneymBalOLLMX perfamMeHTUPOBaHHbIM  TemMnepaTypHbIi  PeXuMM C  eXefHeBHOW perucTpaume
TemnepaTypbl. [lonycKaeTcsa XpaHeHue Npu KOMHaTHoW Temnepatype (18-25°C) nocne TpaHCNOPTUPOBKY
B HEBCKPbITONM yNaKoBKe B TeueHue 2 MecsiLeB. 3aMopaXxuBaHue He LONYCKaeTCs.

N3penusa, XpaHuBLUMECA C HapyLlleHWEM pernameHTUpPOBaHHOro peXxuma, MNPUMEHEHUIO He
nog/iexar.

MMocne nepBOro BCKPbITUA YNaKOBKW M3aenns BCe ero KOMMOHEHTbl CTabu/ibHbl 4O UCTeYeHUs
CpoKa rofJHOCTY, YKa3aHHOI0 Ha ero ynakoBske. BCKpbiTble n3genuns cnefyet XpaHUTb Npu TemnepaTtype ot
2°C pfo 8°C B X0/104MNbHbIX Kamepax UauM B XONOAWNbHUKaX, 06ecrneymBatoLmnxX pernaMeHTUPOBaHHbIN
TemnepaTypHbIA peXXum ¢ eXXeiHeBHON perncrpalmein Temnepatypsbl.

HeBCKpbITbIE M BCKPbITbIe 34en1Ma N0 OKOHYaHUM CPOKa rOAHOCTM UCMOMb30BAHMIO He MoAfiexar.

HeBCKpbITbIE U BCKPbITble N34ennsa no OKOHYaHUM CpoKa rofAHOCTU CrefyeT YTUNMU3UPOBATh Kak
oTxoabl knacca b cornacHo CaHluH 2.1.7.2790-10 «CaHUTapHO-3NMAEMNONOIMYECKME TPeOOBaAHMA K
o6paLleHnto ¢ MeAULNHCKMMN OTX04aMU».

YcnoBus TPaHCMOPTUPOBKU:

TpaHcnopTupoBka  M3fenns  pekomeHZyeTcs € COONOAeHMEM  «XONIOAO0BOM  LEenuy,
obecneynBaroLLeil COXPaHHOCTb TemmnepaTypHOro pexuma, B TepMOKOHTeliHepax OAHOpPa30BOro
MONb30BaHUA, COLepXalnX XNaf03/ieMeHTbl, WX B TEPMOKOHTeHepax MHOrMOKPaTHOro nNpuMeHeHus ¢
aBTOMaTMYeCKN MOLAEePXKMBAEMON TemnepaTypoil, MnnM B aBTopedpuxepaTopax C WCNOb30BaHUEM
TEPMOUHANKATOPOB. [lonyckaeTca TpaHCNOPTUPOBKa 6€3  MCNO/Mb30BaHUA  X/1af031EMEHTOB W
cneuunanu3MpoBaHHOro 060pyL0oBaHNA B TeyeHWe He 6onee 7 AHel npu Temnepatype He Bbiwe 18-25°C.
3amopaxxuBaHue He LONYCKaeTCs.

W3genns, TpaHCNOpTWPOBaHHbIE C HapyLleHWeMm TEMMEepaTypHOro pexuma, MNPUMEHEHUID He
noanexart.

Co,qep>KaHV|e NEKapPCTBEHHbLIX CPEACTB A/11 MEANLIMHCKOI O NMPUMEHEHUA
N3genns He coaepykaTt NeKapCTBEHHbIX CPeACTB A5 MEAULMHCKOIO NPUMeHeHNS.

Copep>XaHue maTepuasioB XXUBOTHOMO U (UNK) YeN0BEYECKOIO MPOUCXOXKAEHMS

B coctaB w3genuii BXOAAT Ye/iOBeYECKME MOHOK/OHaNbHble aHTUTena knacca IgM K
3pUTPOLNTAPHBLIM aHTUTeHY €. YenoBeueckre MOHOK/IOHaNbHbIe aHTUTeNa N3roTOBMEHbI N3 CynepHaTaHTa
KNeTOYHOMN KyNbTypbl, NONYYEHHON U3 CTaOUbHbLIX NMNHWUIA TMOPUAOMHBLIX KNETOK.

Hhopmaums 0 CTepUIbHOM COCTOSIHUM MEANLMHCKOTO U3AeNns
130enmne He ABNSETCA CTEPUIBHBIM W HE MOANEXNT CTEPUNN3ALMN Nepes NPUMEHEHUEM.

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



VHhopmauusi o npupoge, TUMe, a Takke 06 MIHTEHCUBHOCTU M pacnpeaeneHnm us
MEeANLMHCKOro 13aenms
M3aenve He IBNSETCH UCTOUYHMKOM KaKUX-NNMGO U3NYYeHNIA.

Bronornyeckunii pethepeHTHbIA NHTepBan
MoHsATUE GMONOrMYECKOro pedepeHTHOro WHTepBana He MPUMEHWMO K W3aenuio, nock
N3aenve npegHasHaueHo AN KAYeCTBEHHOTO OMpeeeHNs aHannToB.

MpefynpexxaeHna n Mepbl MPefOCTOPOXKHOCTU, NpeAnpuUHUMaemMble npu  yTunusaun!
MeaVLUVHCKOro 1U3genus

Bce paboTbl ¢ MCNoOb30BaHMEM M3ennsa 1 ero KOMMNOHEHTOB HEO6XO04MMO MPOBOANTL B 3aLUTHbIX
nepyarkax u3 HUTpuna.

lMocne npoBefeHNA TeCTUPOBAHMA BCe OTXOAbl HEO6X0AMMO YTUIN3NPOBATbL Kak 0TX0Abl Knacca b
cornacHo CaHlnH 2.1.7.2790-10 «CaHWTapHO-3NUAEMMNONOTNYECKNe TpebOBaHMA K OOpalleHUto ¢
MELULUVHCKAMM OTX04aMUN».

MNopAfoK v ycnosusa ytunnsaumm Uam YHUUTOXEHNSA MEAULIMHCKOTO U3Lenuvs

He npurofHble K UCMONb30BaHWIO M3aennsa v UX KOMMOHEHTbl HEOOX0AMMO YTUNIN3NPOBATL Kak
oTxofbl knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHMTapHO-3NMAEMMONOrMYecKe TpeboBaHns K
o6palLeHNto ¢ MeAULUHCKMMW 0TX04aMU».

["apaHTUM Npou3BoAUTENA

Mpoun3BoanTeNb rapaHTUpyeT, 4TO nNpuv COGMKOAEHWM NpaBUn W YC/IOBUWA  XpaHeHus,
TPaHCNOPTUPOBKM W 3KcnayaTauum WK3genmne COOTBETCTBYET BCEM 3aABNEHHLIM XapaKTEPUCTUKAM.
lMpou3BognTeNb He HeCeT OTBETCTBEHHOCTM 3a BO3MOXHbIE MOC/EACTBUSA BCeACTBME MPUMEHEHMUA
N34enns He No Ha3HaYeHuo.

OpraHusaums, ocylecTBasfoWwan npuem, yyeT n pacCMOTPeHUE peknaMaunini no KayecTsy ToBapa:
000 «MPYC MEOVNKAI». Aapec ans 0TAPaBKKW peknamauuii no kavectsy Tosapa: 115114, r. MockBa,
yn. KoxesHuueckasa, gom 10, ctpoeHue 1, nom.2-8, 12-18, 371.06. Ten.: (499) 579 3303. E-mail:
info@ mirus-medical.com.

YNONHOMOYEHHbIV NpeacTaBUTeNlb NPoOn3BoANTENS (M3rOTOBUTENSA)

YNOMHOMOYEHHbIM NpeAcTaBuTenieM npoussogutens (usrotosutens) Wsgenusa asnsetca 00O
«MUPYC MEAWKA». KOpuanyecknin agpec: 115114, r. Mocksa, yn. KoxeBHuuyeckas, aom 10,
cTpoeHue 1, nom.2-8,12-18, a1.06. dakTuyeckunin agpec: 115114, r. Mocksa, yn. KoxesHu4yeckas, gom 10,
CTpoeHue 1, nom.2-8,12-18, 37.06. Ten.: (499) 579 3303, e-mail: info@.minis-medical.com.

MepeyeHb MPUMEHSIEMbIX MPOU3BOAUTENEM  (M3FOTOBUTENIEM) MEAULMHCKOIO  U3[enus
HaLMOHa/IbHbIX CTaHAAPTOB
Annex I, V, VIl ofthe Directive 98/79/EC, ISO 13485, ISO 14971, 1SO 118113-1, ISO 118113-2, ISO
15223-1,180 23640, DIN EN 13641, DIN EN 13612
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fTepesod ¢ anaauiicko20 u RUOEPRAHOCKO20 RIVKOS KA PYCCKUI ATHIK
-

/Tepbosan nevamv. /
KOPOJIEBCKAA ACCOLIMALIMA HOTAPUYCOB

Jhob6epe o1 Jlelix HOTapHCCeH

Annes Kopons, 4 — 1075 AC AMcrepaam
tenedon: 020 - 5736311

daxc: 020 - 6799828

an. aapec: mail@lubbers.nl

Hoxyment: PDM/2021.001046.01/cdw

A, Merpyc Jleononvayc Inuza Maypuc ae Meiiep, Hotapuyc B r. Amcrepaame, Huaepnange,
HACTOALIMM YAOCTOBEPAIO NOLIHHHOCTL NOANHCH, NOCTARAEHHOA Ha NpHaaracMoM AoKymMeHTe [-Xu
Antonnn Xenennt Jiviant KYHAEPMAM, poauswetica e r. Yrpexre (Huaepnanas) tpuauars nepsore
OKTA6PR THICAYA ACBATLCOT NATLACCAT LICCTOTO NOAQ, ACHCTRYIOWICH B KaHECTBE ACBEPEHHOIO IHUA CO
cneuManbHOH AOBEPEHHOCTBIO H NO AAHHOMY BONPOCY NPEACTABARIOUIEH Y8CTHYIO KOMNAHHIO ¢
OrpaUCeHHON OTBETCTBEHHOCTLIO: Cankpuy Pearente B.B., umeouyro opnguyecknii aapec B I,
AMcTepziame, HaxonsuLyioca no aapecy 1066 CX Amcrepnam, Huaepnanasi, anea Thiecmana, 125,
3aperucTpupoBarHyio B ToprosoM peectpe noa HomepoM 67177565,

3aBnenne BblLe He HMEET CBOH UEABIO 1aThb HOPHAWYECKOE SAKNIOUEHHE KAK B OTHOLICHHH
COASPIKAHHA, TAK W B OTHOIIEHHH AEHCTBHTEALHOCTH OPHTHHANBLHOTO AOKYMEHTA,

r. Amcrepaam, 25 ansapa 2021 1,
/nodnucaso/

/Tucrenan nevams./
-1 ILJLD.M. se MEXEP, HOTAPUYC B I. AMCTEPJIAME
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Nepeson nan TEKCTA BHINONHEH lepeBofunkoM Yumnoewr Enenoll AnaronsesHoi

Poccuitckan Deaepanns
lopoa Mocksa
JABaBuUATL AEBATOr0 MAPTR ABE THICHYN ABAAUATD NIEPBOTO road

A, Axumos 'ne6 Bopucosuu, HoTapuyc ropoma Mockssl, ¢
AoANWcH nepeBoRuHKa YnMnoew Enexbt AHaTONbEBHDI.
Tloanuce cacnana B MOEM PHCYTCTBHH.

JIuyHOCTh MOANHCABLICTO AOKYMEHT YCTAHOB/CHA,

3apeructpupoBaHo B peectpe: Ne 77/09-1/77-2021- 4? 4

Ynnaueno 3a cosepiiieHre HoTapHanbHoOro Aeticrans: 400 py6. 00 xon.

Nl T X
f’%'; u»l;?
‘,’. 9 weteren, .
’ -\*-'/..‘m}'. N

I.5. AKHMOB

Beero npoisHypoBaHo, NPOHYMEPOBAHO
H CKPEILICHO MeYaThio nucra (oB)

Horapuyc:
| T =
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Poccuiickaa oenapauus
Fopog MockBa

M [Be ThicHa iBBaL@ T bNepBon3 rofa

A, WBaHoBa BukTOpus BanepbeBHa, BPEMEHHO
ncnonHawwaa o693aHHOCTU HOTapuyca ropoga MoCKBbI
AKyWeHKO EBreHun AnekcaHApOBHbI, CBUMTenbcTBY”M
BEPHOCTb KOMWUWN C NpefCcTaBAeHHOTro MHe|(o meH;
3apervcTpypoBaHo B peectpe; Ns77/721N7~n?1- _y
YnnayeHo 3a coBeplieHne n Jl |J \
HOTapuanbHOro feincTems
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