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HHCTPYKIIHA 1O NIPHMEHEHHIO
HA MEJHIIMHCKOE N3AEJME 1)1 AHATHOCTHKH IN VITRO

Pearext Ana onpeneacHHA aHTHIEHA ¢ IPHTPOLMTOB yenopeka «[lennknon aHTH-
¢ (IgM) MoHoKIoHaNBHEE», 5 MA (Pelikloon anti-c (IgM) monoclonal, Sml)
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HacTtoswas MHCTPYKLUNA OTHOCUTCA K MEAULMHCKOMY U3LENNI0 ANS AUarHOCTUKK in Vit
ANA onpefeneHns aHTUreHa ¢ 3puTpoLMTOB Yenoseka «IMennknoH aHTn-c (IgM) MOHOKNOHaNbH
(Pelikloon anti-c (IgM) monoclonal, 5ml)», (nanee no Tekcty - «U3genne» nnu «PeareHT»).

HasHayeHne MegULMHCKOrOo n3genns

«PeareHT [ons OMpefeneHns aHTUreHa C 3PUTPOLUTOB YenoBeka «[efIMKNOH aHTU-C
MOHOKNOHanbHbIn», 5 mn (Pelikloon anti-c (IgM) monoclonal, 5ml)» npegHasHayeH Ans in
onpefenieHns Hanmuns aHTUreHa ¢ CUCTeMbI Tpynn KpoBu Rh Ha apuTpoumTax yenoseka npu noMoi
rene.blX KapT.

WN3penve npefHasHayeHO ANA UCMOMb30BaHMA TONbKO B aBTOMATUYECKOW cucTeMe «AHanmsaTopa
aBTOMaTUYeCKNIn 419 UMMYHOTremMaToN0rMyecknx nccnefoBaHuim in vitro «Magister C24», nponssoactea
«CaHKBUH PeareHTe B6.B.» (Sanquin Reagents B.V.).

YCcnoBus NpuMeHeHus:

WN3aenve cnefyeTt MCNoNMb30BaTh KBAMN(ULMPOBAHHLIM MEAMLMHCKAM MEPCoHanoM, NpoLleAwnm
o6yuyeHMe [N1S KOPPEKTHOro WCMoNb3oBaHus W3genus. W3genve npefHasHauyeH) TONbKO — ANS
NPo(eccroHanbHOIo NPUMEHEHUS.

MoTeHuManbHbIMK NOTPebUTENAMU N3AENNA ABNAIOTCA: NepcoHan ie4ebHOo-NPoPuIaKkTUYecKnx
YUpexeHunin, UMetoLL X B CBOEM COCTaBe K/IMHMKO-AnarHocTuyeckue naboparopuu, naboparopuu in vitro
ANArHOCTUKK, CTaHUUN 1 OTAENeHNA NepennBaHns KPOBU.

O6nactb NMPUMEHEHNA. KNNHNYECKaA na6opaTopHaf-| AnarHocTuka, UMMYHOremaTtosiorunA.

MokazaHUs K MPUMEHEHUIO:

N3genve npuMeHsieTcs AN TeCTUPOBaHWS [JOHOPOB KPOBM W €€ KOMMOHEHTOB, PELUMNUEHTOB
reMoTpaHC(y3unii, a TakKXe XXEHWMUH B pamMKax 06CnefoBaHus B Mepuoj GepemMeHHOCTU, PofoB U B
NocnepoaoBoOM Mepuose.

MpoTMBONOKa3aHWs NPUMEHEHUS
MeAULMHCKMX NPOTMBOMNOKA3aHWUA ANa npumeHeHns 3aenms Her.

TexHnYeckne xapakTepucTUKM 1 COCTaB MeLNLMHCKOrO U3genus
PeareHTbl pa3nnTbl B FepPMETUYHO YKYNOPEHHbIe CTEKNAHHbIE (DN1aKOHbI C MUMETKO-KanenbHuLen.
CocTaB KOMMNOHEHTOB M3aenus n hacoBka YKasaHbl B Tabnnue 1

ApPTUKYN Ha3saHue BapuaHTa HanmeHoBaHune napameTpa 3HavyeHue napameTpa
NCNO/THEHNA
K1196 PeareHT /19 onpeseneHns dacoska 1 dyiakoH
aHTWreHa ¢ apUTpoLUTOB O6bem 1 ¢hriakoHa peareHTa, 5
yesnioBeka «[efIMKIoH aHTV-C M1
(IgM) MOHOK/IOHa/bHbIV», 5 M1 MaTepuan 3roToB/eHs Crekro
(Pelikloon anti-c (IgM) (/1aKOHOB
monoclonal, 5ml) CocTas peareHTa UenoBeueckyie MOHOK/TOHa/TbHble

(knoH MS33) aHTuTeNa Knacca IgM B
pacTBope, COAEPKALLEM ObI4nia
CbIBOPOTOYHb IV anbOyMuH 3-5% 1
PBS 95-97%, NaN3:0.1%
(macca/obbem).

DUBNKO-XMNYECKME U |'|p03pal-IHa$-| GecuBeTHaﬂ XKNOKOCTb.

opraHosienTuyeckue coiictea  pH: 6.7-7.7
Ta6nuua Ne 1. dacoBka 1 COCTaB KOMMNOHEHTOB U3AeNNs.

MpuUHLUMNbI METOAa UCCnef0BaHNA

B ocHoBe TecTa NEXWUT peakuus UMMyHo(uKcauuy (arrnoTUHALKUK) CEHCUOUNN3NPOBAHHBIX
3PUTPOLMTOB B TeneBblX KapTax. PeareHT fAns onpeaeneHus rpynnbl KPoBW [06aBNSETCS B KOMOHKY
reneBoii KapTbl BMeCTe C 3pUTPOLMTAMM MaLueHTa ANs TeCTUPOBAHMSA, 3aTeM WUHKY6upyeTcs (ecnu 3To
Heo6XoAMMo). PeareHT, cneuuduUUHbIA K TOMY WM WHOMY aHTUTeHy, CBS3bIBAETCS C 3pUTpPOLMUTaMU,
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MYyLWIMM Ha CBOEIN MOBEPXHOCTY AaHHbIA aHTUTEH, BbI3blBast MX arrOTUHALMIO. 3aTeM reneBble KapThbl
AOX0AAT TpU (hasbl LeHTpUdyrnpoBaHus. B nepBoii (hase BbICOKOMNOTHas cpefja NO3BONSET OTAENUTb
MTPOLMTLI OT NnasMbl MAK peareHTa. Bo BTOpoi (hase arrntOTMHUPOBaHHbIE CEHCUOWIN3UPOBaHHbIE

ApUTPOLUTLI OYAYT 3a4epXKMBaTbCA Ha BepXy reneBoii MaTpuLbl B KOJIOHKE FefieBol KapTbl, a B TPeTbel
(hase HeCeHCMOUNN3UPOBaHHbIE UK KpaliHe ¢Nabo CeHCUBUNN3NPOBAHHbIE 3PUTPOLMTLI BYAYT ABMUTATLCA
KO [HY KONMOHKW. [locne UuUeHTpUGYrnpoBaHMs TeNneBble KapTbl aBTOMATUYECKM MEPEHOCATCA B
CUMTbIBATENb, F4e NPOMCXOANUT hoTOrpaupoBaHMe KOMOHOK reneBoli KapTbl M CUMTbIBAHWE Pe3ynbTara;
3aTeM pe3ynbTaT aHanM3npyeT ynpaenstolee nporpammHoe obecnedeHune (ganee - «MO»):
. B cnyuyae Hannmums arrniOTMHATOB (KOMMIEKCOB «aHTUMEH-aHTUTEN0» B BUAE CAUMLLINXCS
3pUTPOLNTOB), B BEPXHEM 4YacTM KOMOHKW Ha MOBEPXHOCTW Tens Mocne LeHTpudyrnpoBaHus
HabnogaeTcs YeTkasa KpacHasa nonoca (YeTKUA NON0XUTENbHbIN pe3ynbTar (4+));
. B cnyuyae OTCYTCTBMS arrntOTMHATOB Ha MOBEPXHOCTW TFeNs, Ha AHE MUKPOKOJIOHKK
HabnaaeTca YeTKU KpacHbIA 0CafioK 3pUTPOLMTOB, NpoAnd(yHANPOBABLUNX NOj AeACTBUEM
LEHTPOOEXHOWN CUMbI CKBO3b TOMLWY Fenst (YETKUIA OTpULATeNbHbIA pe3ynbTar (-)).

MonoxutenbHbIA pe3ynbTaT (4+)

OTpuvLaTeNbHbIA pesynbTaT (*)

Mpy HaAMUUM YaCTUYHOW arrnNTUHALMM MOTYT HabNAaTbCA pas/iMyHble BapMaHTbl: Hannyue
ABYX YETKO BblPaXeHHbIX MOM0C Pa3/IMyHOW MHTEHCUBHOCTU Ha MOBEPXHOCTW TeNs U Ha [jHe KOJIOHKK
OLHOBPEMEHHO, NM60 HannuuMe [BYX YETKO BbIP@KEHHbIX MOM0C Pa3MYHON WHTEHCUBHOCTU Ha
MOBEPXHOCTM Tefs U Ha JHE MUKPOKO/NOHKM BMECTE C YaCTMUYHbIM OKpallvBaHuem Tonwm rend. OueHka
pesynbTata MPOBOAUTCA B COOTBETCTBUM C BCTPOEHHbIM anroputmom [1O. B cnyvae, ecnn 4eTkad
NHTepnpeTaumna pe3ynbtarta TeCTUPOBaHUA ¢ nomMouibio MO HeBO3MOXHa, BLIBOAUTCA COOTBETCTBYOLLEe
yBeOMJIEH/E, OCTaBNAKOLLee WHTeprnpeTauuio pe3ynbTatoB Ha YCMOTpPeHWe Bpaya. bonee nogpo6HO
NHTepnpeTauunsa pesynbTaTos onucaHa B Pasgene «MHTepnpeTaLns pe3ynbTaTos».

[na ucnonb3oBaHus M3genma HeobxoAmma COOTBETCTBYHOLLAA KBanuukaums v NOAHOMOYMA
MeLULUUHCKUX pPaboTHUKOB. HeBepHbIN Yy4yeT (aKTopoB WHTepdepeHunn, KayecTa OMONOrMYECKOro
martepmana MOryT NpUBECTU K HEKOPPEKTHOW MHTepnpeTaLun pesynsTaToB TecTa.

Mpn wnccnegoBaHUAX PEKOMEHAYeTCs  WUCMOoNb30BaTb  OTpMUATENbHbIA  KOHTponb (K1156
KOHTpO/bHbIA  peareHT ANA  OnNpefeneHns  rpynn  KpPoBW  YenoBeka «[MefIMKNOH  KOHTPO/b
MOHOK/IOHaNbHbIM», 10 mn (Pelikloon Control monoclonal, 10ml)) n KOHTPONbHbIE 06pa3Lbl C U3BECTHLIMU
napameTpamMmyv A8 WUCKIOYEHUs NIOXKHbIX pe3ynbtatoB  (K1399 KOHTPOMbHbIA  maTepuan  Ans
MMMYHOTeMaTosiornyeckmx uccneoaHuin «MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)).

MpegynpexaeHns n Mepbl NPesoCTOPOXXHOCTM

TonbKo ANs AMarHoCTUKM in vitro.

Bce maHunynsumn ¢ N3gennamu cnefyet BbIMOMHATb B 3alUTHbLIX MepyaTkax U3 HUTpuna. B
KayecTBe KoHcepBaHTa ucnonb3yetca 0,1% (macca/o6bem) NaNa.

3anpelyaeTtcd Mcnosb3oBaTh peareHTbl (Kak pacnakoBaHHble, TakK U HepacnakoBaHHbIe) nocre
[aTbl UCTEYEHNS CPOKa rogHOCTKN, HanevyaTaHHOW Ha 3TUKeTKe (haKkoHa.

B peareHTe noOTeHUMaNbHO MOTYT COAepXaTbCA MHMEKUNOHHbIE areHTbl, cobntaante
OCTOPOXXHOCTb NPV UCMONb30BaHUM U YTUAN3ALUN KaXXA0N EMKOCTU U €e COAEPXNMOTrO.
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MomMyTHeHME MOXeT OblTb MNpPU3HaKoM 6GakTepuanbHOW KOHTaMuHaumn. YT06b
YXYALWeEHWe CBOWCTB peareHTa, pPeKOMeHAyeTCcsi BKIKOYMTb B Nporpammy nabopaTopHOro
KayecTBa TeCTMpPOBaHWe peareHTa Npu NOMOLLM COOTBETCTBYHLMX KOHTPO/E NPOM3BOACTBA «
PeareHTe B.B.» (Sanquin Reagents B.V.).

Mocne npoBefieHNs TeECTUPOBaHNA BCe OTXOLbl HEOOXOAMMO YTUNN3MPOBATb KaK OTXOAbl KN
cornacHo CaHlunH 2.1.7.2790-10 «CaHuTapHo-anugemmonornyeckne TpeboBaHMA K ob6palleH
MeAULUMHCKUMU OTX04aMu».

MHpopmauma p[ns NogroTOBKM  MeAULMHCKOro u3genus K 6GesonacHoi paboTe
aKcnayarauum

Mepes NpUMEHeHUEM W3LeNUsA AO/MKHbI AOCTUYb KOMHATHOW TemnepaTypbl. ANns 3TOro wux
Heo6X0AMMO BblliepXKaTb Ha 1abopaTOPHOM CTOJe B TeyeHne He MeHee 30 MUHYT.

Bce MaHunynauum ¢ wusgenvem u npoBefeHUe TeCTUPOBAHMA MNPOBOAATCA B NabopaTtopHbIX
NMOMeLLLeHUAX C KOHTPOUMPYEMbIMU HOPMasIbHbIMWU KIMMaTUYeCKUMMN YCNOBUAMMN.

Ycnosua okpyatrowiel cpeasbi:

TemnepaTypa OKpyXarolLero so3gyxa-+15 - 30®C,

- OTHOCUTENbHAA BNaXHOCTb - 10 - 85% npu 30®C nnn HXE;

- aTMocepHoe faBneHue - 760 + 30 MM pT. CT.

AHanunsaTop aBTOMaTuyeckuii AN UMMYHOreMaTo/IorMyeckmx 1UccnefoBaHuin in vitro «Magister
C24» fomkeH 6bITb MOATOTOB/IEH K paboTe ¢ N3aenmamMn B COOTBETCTBMM C PYKOBOACTBOM MOJIb30BaTeNs.

AHanunsnpyemble 06pasubl

[na nposBefeHns TeCTUPOBAHMA UCMOJb3YHTCA 3PUTPOLNTLI KPOBU NauuneHTa. [na BbIMOMHEHWA
nccnefoBaHUs B3ATbIN 0bpasel, LEenbHOW KPOBW LEHTPUGYrupytoT B TedyeHne 5 MuHyT npu 3000 ref.
CneflyeT Mcnonb3oBaTb KpPOBb, B3ATYHO y 06CnefdyemMoro nauueHTa He 6Gonee, yem 3a 48 uacos [0
npoBefieHns nccnefosaHusa. B cnyyae, eciv TecTupoBaHue o6pasLoB He NPOM3BOAUTCA He3aMeAUTeNbHO
rnocne 3abopa KpoBu, Cneflyet XxpaHuTb 06pasubl Npu Temnepartype 2 - 8®C 0 48 yacos.

3abop o06pa3uoB KpPOBWM HAANEXWUT MPOM3BOAUTL B aCenTUYECKUX YycCnoBusax. B KauvecTse
reMoKoHcepBaHTa NpeAnoYTUTE/IbHO UCMNO/L30BaTh UUTpaT Hatpusa, SATA nnun renapuH.

MeToAnKa KOHTpONSA

B kauyecTBe KOHTPONS PEKOMEHAYEeTCA MCMNoMb30BaTb peareHTbl: KOHTPONbHBIA peareHT Ans
onpeaeneHns rpynn KpoBm yenoBeka «IMennknoH KOHTPOAb MOHOKNOHabHbI», 10 mn (Pelikloon control
monoclonal, 10ml) (oTpUuUaTENbHbIN KOHTPO/b) " KOHTpO/NbHbI martepuan ans
NMMYHOremMaTonornyecknx nccnegoBaHuini «MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml).

HeO6XO,EI|VIMbIe, HO HE nocCTaB/iIA€éMble B KOMMJIEKTE peareHTbl, MPUHaAMNEXHOCTU W«

obopyaoBaHue:
ApTUKYN HavmeHoBaHue
K7000 KapTa ana onpeaenexus rpynn Kposu «CennbaiiHg CkpuH», 48x6 tectoB (Cellbind
Screen, 48x6 tests)
K7012 KapTa gns onpegenenuns rpynn kposu «CennbainHg Laripekt Tain», 48x6 TecToB
(Cellbind Direct Type, 48x6 tests)
K1399 KOHTpONbHbIA ~ MaTepuan  Aas  UMMYHOremaToflorM4yecKux  UCCNefoBaHui
«MennkoHTponb CcEe-K», 8 mn (PeliControl CcEe-K, 8 ml)
K1156 KOHTpONbHbIA peareHT Ans onpedeneHns TPynn KPOBW u4enoBeka «[1eNnKMoH
KOHTPONb MOHOKNOHanbHbIV», 10 ma (Pelikloon Control monoclonal, 10ml)
K7130 PacTBOp HM3KOW MOHHON cunbl «CennbainHg JIMCC», 3x25 mn (Cellbind LISS, 3 x
25 ml)
K7320 AHanunsatop aBTOMAaTUMYeCKWUU AN UMMYHOreMaTon0rM4yeckKux WccnefoBaHui in

vitro «Magister C24»
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NPo6UPKKN ANa npeaBapuTenbHOro pasBefeHns 06beMoM 1.3 M C KPYribiM AHOM
(Hanpumep, nponssoacTBa IMpeitHep Bno-YaH / Greiner Bio-One GmbH)

MopAjoK BbINOMTHEHNA TECTUPOBaHUA

Mpouenypobl TECTUPOBAHUSA:

1. MopoxpaTb, NOKa peareHTbl U resieBble KapTbl 4OCTUTHYT KOMHATHON TemnepaTypbl (18-25°C).

2. He ucnonb3yiiTe renesble KapTbl, B KOTOPbIX OO6HapYy>eHbl BO3A4YLUHbIE NY3bipW B FeN€BOM
mMaTpuKce, MOBpeXAeHHasa (onbra WM NpPU3HakuW BbICbIXaHUS (HepaBHOMEPHbIA YPOBEHb
XUAKOCTU MU OTCYTCTBUE XXUAKOCTU HAJ reNeBbIM MaTpuKcom).

3. PacnakoBaTb ¥ YCTaHOBMTb B COOTBETCTBYHOLLME OTCEKM aHanM3aTopa aBTOMaTU4yeckoro A
MMMYHOTremMaTon0rM4yecknx nccnegoBaHuii in vitro «Magister C24» reneBble KapTbl, pacTBOp
HU3KOW MOHHOIN cunbl «CennbainHg JIMCCx», 3x25 mn (Cellbind LISS, 3 x 25 ml), Tpebyemble
peareHTbl [ANA OMNpefefieHna rpynmnbl KPOBW COrNacHO Ha3HayeHWAM A1 TeCTUpyeMblX
06pa3LoB, NPobUPKN ANA NpeLBapUTeIbHOI0 pa3BefeHus.

4. AHanusatop BbIBOAUT Ha 3KpaH AOCTYMHbIE KOIMYECTBA pacX0AHbIX MaTepunanos, OCTaBLIMXCA
nocne npefblLyLLero ceaHca, B COOTBETCTBYIOLLEM pa3fesie nporpaMmsi.

5. B wTtartue A4n4 06pasyoB ycTaHOBUTHL NPO6UpPKK ¢ obpasyaMmu KpoBu, nNpefHa3HauYeHHbIMU 415
nccnegoBaHus. aHHble npob 6yayT MAEHTU(HULMPOBAHbI aHAXX3aTOPOM aBTOMATUYeCKMN Mpu
MOMOLLW LWITPUX-KOAA, MO0 MOXXHO BHECTU AaHHble 06 06pasLax BpPy4YHYyHo.

6. Mpn nomowm nporpamMmMHOro obecneyeHus aHasuM3aTopa aBTOMaTU4YeckKoro  And
MMMYHOTremMaTon0rMyecknux nccnegoBaHuin in vitro «Magister C24» 3afatb He06X04UMbI ANs
006pasu,0B KPOBU NepeyeHb 1CCnefoBaHnii.

7. AHanusaTop aBTOMaTU4ecKu BblOepeT peareHTbl, HEOOXOAMMbIE AN NPOBEAEHUSA 3afaHHbIX
nccnegoBaHui.

8. Tlepef BHeCeHMEM B TeNeBYK KapTy 3puTpouuTbl obpasya npu MOMOLWM HaKOHEYHWKOB
packanblBatoTCA B NPOBUPKN 415 NpefBapuTe/IbHOro pa3BefeHns U CMEeLLNBAKOTCA C paCTBOPOM
HU3KOW WMOHHON cunbl «CennbaiHg JIMCCx», 3x25 mn (Cellbind LISS, 3 x 25 ml) ans
pa3BefeHns 00 HY>KHOW KOHLEeHTpauumn, yMeHbLEHNS NOHHOW CUJbl B3aUMOLENCTBUSA MeX Ay
apuUTpoOLUTaMm, YCUIEHNA YyBCTBUTENIbHOCTU U MOAABNEHUS HecneunpuYecKnx peakumii npu
NpoBeAEeHUN MMMYHOreMaTo/0rMyeckKnx WCCNefoBaHMn C MNOMOLLbIO TefieBbIX KapT, 4TO
3HaYNTeNIbHO yNnyYllaeT CBA3bIBAHWE 3PUTPOLMUTOB B XO4E peakuun arrnioTUHaLWN.

9. lMocne pasBefeHMa MOATOTOB/IEHHAsA CYCMEH3US 3pUTPOLMTOB ob6pasua npu MOMOLLK
HaKOHeYHMKa [ANA packanblBaHWA BHOCUTCA B KOMOHKY refieBO KapTbl. [lanee, COrnacHo
nporpamMme WccnefoBaHUs, aHaM3aTop BHOCWUT B KONOHKY reneBOil KapTbl Heob6Xxogumoe
KO/MINYECTBO COOTBETCTBYHOLLMX peareHToB.

10. Mocne 3TOro uav Mo 3aBepLlUeHUN BpPeMeHU KHKybauum (ecnv NpoBOAMIOCHL) MPOBOAMTCA
LeHTpUgyrnposaHue reaesbix KapT.

11. Mo 3aBeplieHUN LeHTPUDYrupoBaHna refeBble KapTbl (oTOrpadupytoTcs BCTPOEHHOIA
(hoToKamepon, U nsobpaxeHue nepegaetcs B MO aHanusaTopa 414 UHTepnpeTaLun 1 OLEHKN
pe3ynbTaTtoB TecTa.

12. MporpamMmmMHoe obecneyeHne AHanmsaTopa aBTOMATUYeCKOro A48 UMMYHOTeMaTo/IorMyecKunx
nccnegoBaHnin  in - vitro  «Magister C24» uHTepnpeTUpyeT peakuuilo aBTOMATUYECKW.
doTorpadmyeckne M300paXKeHNs reneBbiX KapT BbLIOAATCA Ha 3KpaH. ABTOPWU30BaHHbIN
nonb3oBaTe/lb MOXET BaWAWpOBaTb pe3ynbTaTbl TecTa WM CKOPpPeKTUpoBaTb MX. [pu
N3MEHEHUWN pe3ynbTaToOB TecTa (PMKCMPYeTCA faTa U BPemMs BHECEHUS U3MEHEeHUd, a Takxke
JaHHble onepaTopa, BHECLUEro U3MeHeHMe.

13. MNocne npoBefeHWUA WCCMefOBaHUA reneBble KapTbl WU peareHTbl HeO6XOAMMO W3BJieYb U3
aHanusatopa W ybpaTb Ha XpaHeHMe B XONOAUNbHUK [0 C/efyloLero uccnefoBaHus.
TemnepaTypHbIA peXxunm xpaHeHus 2-8°C.

14. Mocne npoBeAeHMs TeCTUPOBaHUS BCe OTXOA4bl HEOOXOAMMO YTWUAM3NPOBaTb KakK OTXOAbl
Knacca b cornacHo CaHlMunH 2.1.7.2790-10 «CaHuUTapHO-3NnAeMUONOrMYeckne TpeboBaHms K
006paLleHnIo C MeAULUHCKUMW 0TX04aMU».

15. Ha cnegytowuii feHb nepej Hayaniom paboTbl peareHTbl U refieBble KapTbl CleayeT U3Bneds u3
XONIOAUNBbHUKA U BblepXXaTb nepes yCTaHOBKOM B aHanM3aTop Npu KOMHATHON TemnepaType.
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VIHTepnpeTauusi pesynbTaToB

MonoXxutenbHas peakuus (T.e. arrNOTUHALUSA) 03HaYaeT NPUCYTCTBUE aHTUTeHa C cucTem!
KpoBu Rh. OTpuuaTenbHas peakuus (T.e. OTCYTCTBME BMAMMOI arrnrOTUHAUMKM) O3HayaeT oTch
COOTBETCTBYIOLLEr0 aHTUreHa.

Hanwnune Benaga paca HerpougHas paca
AHTUTEH C 80% 96%

OrpaHnyeHns MeTOANKN UCCe[0BaAHNSA

JTOXXHOMONOXNUTeNbHbIE  pPe3ynbTaTbl MOTYT OblTb MOMlyYeHbl MO CAEAYHOWUM  MpUYnNHaMm:
nonnarrnioTuHaLusa,  NCceBfoarrnTUHaLMA, ayToarriloTUHaLMA, peakuMm CMELWaHHOro  Tuna,
npucyTcTBMe BapToHOBa CTY4HA U KNETOK NMYyNOBMHHOM KPOBU B 06pasLe.

JToxXHoOTpuuatenbHble UK cnabble pesyibTaTbl MOTYT 6bITb MOYYEHbI MO CAeAYOWNUM NMPUYNHAM:
cnabble aHTUTEHbI, peakLMM CMeLaHHOro TUNna UM NOHMXeHHas aKTUBHOCTb peareHToB.

JI0XXHOMONOXNUTENbHbIE WAN NIOXKHOO3pULaTe/IbHble pe3y/bTaTbl MOTYT OblTb MOAYYEHbl U3-3a
MPUCYTCTBUS BO3AYLIHbIX MY3blpbKOB B Te/1€BOM MaTPWUKCE refieBOMN KapTbl, 3arps3HEHUs TeCTOBbIX
maTepuanoB WM OTKIOHEHUSA OT PEKOMEHLYEMbIX MeTO0B.

Takxe B cflyyae TeCTUPOBAHMA C UCMONb30BAHMEM refeBblX KapT «KapTbl 4Ns onpeAeneHns rpynn
KpoBn «CennbaitHg  CkpuH», 48x6 TectoB (Cellbind Screen, 48x6 tests)» npuynMHOi
NOXXHOMONOXMUTE/NbHbIX Pe3yNbTaTOB MOXET CTaTb MOJIOXUTENIbHbIN NPAMOA aHTUTI06YIMHOBBLIN TecT
(DAT) (ceHcnbunmsauma apuTpoLmMTOB in Vivo aHTUTENaMu 1 (UAKN) KOMNOHEHTaMN KOMMOneMeHTa). Ansd
obHapy>eHuMs 06pas3yoB C MonoXuUTeNbHbIM DAT pekoMeHAyeTcsi MCNoMb30BaTb OTpULaTeNbHbIN
KOHTPONb: KOHTPONLHbIA peareHT ANA OnNpeAeneHns rpynn KpPoBu yenoBeka «[MennMKNOH KOHTPO/b
MOHOKNOHanbHbIn», 10 mn (Pelikloon Control monoclonal, 10ml) (aptukyn K1156).

M3BecTHble (haKTOPbl MHTepPdhEPEeHL N

Ha pe3ynbTaTbl TeCTUPOBAHWUA He BAWUSAET reMornobuvH B KOHUeHTpauuu 218,7 r/n, rnwkosa B
KOHUeHTpaumm 13,1 MMob/N, X0NecTepuH B KOHUeHTpauun 11,4 mmonb/n, 6UnMpybuH B KOHLUEHTpaLuu
397,8 MKmonb/n.

AnarHocTmnyeckne PyHKLMOHaNbHbIe XapaKTepUCcTUKM

AN TUNUPYIOLWMX peareHToB 6biNN NoNyyYeHbl 06¢nef0BaHHble 06pasLbl M3 HalMoHanbHOTo 6aHKa
KpoBM B HMAepnaHAax, KoTopble Gblfivi NPOBEPEHbI MPX PYTUHHOM TECTMPOBAHUM KPOBW OHOPOB.

Kaxblii 06pasel, eAVHOX bl TECTUPOBA/ICA U CPABHUBA/CS C Pe(hepeHCHbIM METO/0M.

Pe3ynbTaTbl NMPOBEPKM YYBCTBUTENbLHOCTM U cneyuduuHocT B KapTax gns onpegeneHuns rpynn

Cellbind Obuee KON-BO
MPOTECTUPOBAaHHbIX
o6pasuos
MonoxutenbHblii  OTpULATENbHBIN
PethepeHcHbIi MonoXxuTenbHbld 172 0 172
MeToq, OTpuuatencHbiii 0 40 40
WToro: 172 40 212

CneynuyHoctb: 100 %
UyscTBUTENBHOCTL: 100 %

Pe3ynbTaTbl NPOBEPKU YYBCTBUTENILHOCTU U CAELUPUYHOCTU B KapTax Ana onpejesieHUs rpynn
KpoBu «Cennb6aiiHg fanpekT Tainn», 48x6 TectoB (Cellbind Direct Type, 48x(5tests) (K7012)

Cellbind Obuwee KON-BO
NPOTECTUPOBAHHbIX
ob6pasuos

MonoxutenbHblil  OTpuUATENbHbIN
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AK(hepeHCHbI MONOXUTENbHbIA 130 0 130
K(etog OTpuuatenbHblii 0 40 40
I NToro: 130 40 170
CneyundunuHoctb: 100 %

YyBcTBMTeNbHOCTL: 100 %

BocnpoussogumocTtb u3genma coctasmna 100%.

NHpopmaums o xapakTepucTuKax ctabubHOCTU MELULMNHCKOTO U3LeNns:

Cpok rogHocTu:

O6wuin cpok rogHocTn N3aenns ¢ 4atbl NPON3BOACTBA COCTaBNSeT 36 MECALEB MPU XPaHEHUN Npu
Temnepatype 2-8°C. Mpu cob6OAEHUN YCNOBUMA XPaHEHUA W TPaHCMOPTMPOBKK M3fenne coxpaHseT
CTabUNbHOCTb O UCTEYEHUSA CPOKA FOLHOCTH.

Y Ccnoeusa xpaHeHua:

M3genns cnefyet XpaHuUTb B ynakoBKe NpeanpuATua-n3roToBuTensa npu temnepatype ot 2°C ao
8RC 10 MCcTeYeHMa cpoka rogHoCTM B 3alUULLEHHOM OT CBeTa MecTe. XpaHeHue 3gennda npu Temneparype
oT 2BRC pfo [LOMKHO OCYLIeCTBNATLCA B XONOAWNbHLIX KaMepax WAM B XON0A4WNbHUKAX,
obecneynBarOLLMX pPernaMeHTUPOBaHHbIA TemnepaTypHbIi  pPeXum C  eXeLHEeBHON perucrpaymei
TemnepaTypbl. [lonyckKaeTca XpaHeHWe Npu KOMHaTHOW Temnepatype (18-25°C) nocne TpaHCNOPTUPOBKHN
B HEBCKPbITOM YNakKoBKe B TeYeHMe 2 MecaLeB. 3aMOpaXnBaHue He 40NyCKaeTCs.

M3penna, XpaHMBLLMECA C HapyLleHWeM pernaMeHTUPOBAHHOIO pexuma, MPUMEHEHUID He
noanexar.

lMocne nNepBOro BCKPbITUA YMakoBKW W3fennsa BCe ero KOMMOHEHTbl CTabWu/ibHbl A0 UCTEYEHUS
CpOKa rofiHOCTW, YKa3aHHOr0 Ha ero yrnakoBske. BCKpbITble U3fenuns cnefyet XpaHUTb Npu TemnepaType oT
2°C po 8R®C B X0M0A4M/NbHLPC KaMepax Wau B XONOAUNbHUKAX, 06ecneynBaroLIMX pernaMeHTUPOBaHHbIN
TemnepaTypHbIA PeXXxum ¢ eXxeiHeBHOW perncrpaymen TemnepaTypsbl.

HeBCKpbITble U BCKPbITbIE 34811 N0 OKOHYaHUW CPOKa rOAHOCTW UCNOMb30BAHUIO He nojsexar.

HeBCKpbITble U BCKPbITbIE 34en11a N0 OKOHYaHWW CpOKa roAHOCTM CNefyeT yTUIN3NpoBaTh Kak
oTxofbl Knacca b cornacHo CaHluH 2.1.7.2790-10 «CaHMUTapHO-3NUAeMNONOrMYecKme TpeboBaHUs K
obpalleHnIo ¢ MeANLUHCKUMM OTXO4aMMU».

Y CnoBua TpPaHCMNOPTUPOBKMK:

TpaHcnopTupoBka  W3genus  pekoMeHAyeTcs € COG/MIOLEHMEM  «XONOLOBOM  Lenu»,
obecreuynBaroLlell COXPaHHOCTb TeMMepaTypHOro pexuma, B TEePMOKOHTelHepax Of4HOpPa30BOro
No/Mb30BaHUS, COAepPXKaLLNX XNaf0o3NeMEHTbI, UK B TEPMOKOHTeHepaX MHOFOKPaTHOro NpUMEHeHUs ¢
aBTOMaTUYecKn NOALEPXMBaeMOl TemnepaTypol, WaM B aBTOpedpuxepaTopax C MCMONb30BaHMEM
TEPMOUHANKATOPOB. JlOMycKaeTca TpaHCNopTUpoBKa 6e3  WMCMONb30BaHWA  X/1a[03/IEMEHTOB U
cneuunanu3MpoBaHHOro o60pyAoBaHNa B TeueHWe He 6onee 7 AHeld npu TemnepaTtype He Bbnne 18-25°C.
3amopaxkuBaHue He [0MyCKaeTCcH.

M3genns, TpaHCNOPTUPOBaHHbIE C HapyLleHWem TeMrepaTypHOro pexuma, NPUMEHEHUD He
nogsiex<ar.

CopepXaHue NeKapCTBEHHbIX CPEACTB AN MeAULMHCKOTO NPUMEHEHNS
N3penus He coaepykaTt NeKapCTBEHHbIX CPEACTB AN MEAULMHCKOTO NPUMEHEHMS,

CopepXaHve maTepnanoB >XMBOTHOTO 1 (M/IN) YENIOBEYECKOTO NMPONCXOXAEHUSA

B coctaB wu3gennin BXOAAT 4YenoBeyecKMe MOHOK/OHaNbHble aHTMTena knacca IgM K
3pUTPOLUTAPHBIM aHTUTEeHY C. YenoBeyeckne MOHOKNOHaNbHbIE aHTUTeNa U3roTOB/IEHbl U3 CyMepHaTaHTa
KNIETOYHOWN Ky/NbTypbl, NOMYyYEeHHOW U3 CTabUNbHBIX TUHUIA TMOPUAOMHbBIX KNETOK.

NHhopmaumsa o cTepMIbHOM COCTOSIHUM MeAMLUHCKOTO 1U3aenns
N3genve He ABNAETCA CTEPUIbHBIM W He MOANEXUT CTEPUAN3aLMM Nepes MPUMEHEHNEM.
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VHopmaLums o npupoje, TUMe, a TakxXe 06 MHTEHCUBHOCTU 1 PacnpCACSLUBM H3MYUYEHU

MeANLMHCKOI0 13fenns
WN3genve He SBNSETCA UCTOYHMKOM KaKUX-NNGO M3NYYEHMNIA.

Bronornyeckunii petepeHTHbI UHTepBan
MoHsATEe GMONOrMYECKOro pediepeHTHOro MHTepBana He MPUMEHWMO K W3aenuio, nockosnb.'
N3nenne npeaHasHauyeHo 418 KauyeCTBEHHOro OnpeAeneHns aHanuToB.

MpegynpexaeHna ©n Mepbl NPefOCTOPOXHOCTU, MpeanpuHUMaemMble Npu  yTuamsayum
MeLULMHCKOro N3genus

Bce paboTbl ¢ ucnosnb3osaHvem 3genns n ero KOMNOHEHTOB HEO6XOANMO NMPOBOANTD B 3amML THbIX
nepyarkax u3 HUTpuna.

Mocne npoBefieHNa TECTUPOBAHUA BCe OTXOA4bl HEOOX0AMMO YTUNN3MPOBATL KaK 0TX0Abl Knacca b
cornacHo CaHlMlunH 2.1.7.2790-10 «CaHUTapHO-3NMAEMNONOrMYECKMe TpeboBaHUS K obpalleHuto ¢
MeANLUHCKUMW OTX04aMU».

MopsafoK 1 ycnoBma yTUAN3aLMUN NN YHUUTOXEHNA MeJULUHCKOro U3genns

He npurofgHble K MCMONb30BaHMIO M3aenna U X KOMNOHEeHTbI HE0OX04MMO YTUIN3MPOBATb Kak
oTxofbl knacca b cornacHo CaHlMuH 2.1.7.2790-10 «CaHuTapHO-3NnaemMunonormyeckne TpebosaHusa K
obpaleHnto ¢ MegULMHCKUMW 0TX0LaMU».

TapaHTUK npousBoAnTENSA

Mpoun3soanTenL rapaHTUpyeT, 4TO nNpu CcOGNIOAEHUW nNpaBun W YCNOBU  XPaHeHUSs,
TPAHCNOPTUPOBKN W 3KcCnayaTauum W3penvie COOTBETCTBYET BCEM 3aAB/IEHHbIM XapaKTEpPUCTUKaM.
lMpou3BoguTens He HeceT OTBETCTBEHHOCTM 3a BO3MOXHble MOCNEeACTBUA BC/ELCTBME MPUMEHEHUSA
n3aenna He No HasHayYeHuo.

OpraHusaums, ocyLecTBAAOLLAA NPUEM, YUYeT 1 pacCMOTPeHMe peknaMalmii No KayecTBy ToBapa:
000 «MNPYC MEOVKAN». Afpec fns 0TNpaBKu peknamaymii no kayectsy Toapa: 115114, r. MockBa,
yn. KoxeBHuueckasd, gom 10, cTpoeHue 1, nom.2-8, 12-18, 31.06. Ten.: (499) 579 3303. E-mail:
info@mirus-medical.com.

YNOMHOMOYeHHbIV NpeacTaBUTeNb NPon3BoAUTENS (M3roTOBUTENSA)

YNO/MIHOMOYEHHbIM NpeAcTaBUTENEM MpousBoauTens (u3rotosutens) Msgenusa asnsetca OO0
«MUVPYC MEAWVKAN». KOpuanyeckunin agpec: 115114, r. MockBa, yn. KoxeBHuueckass, gom 10,
CTpoeHune 1, nom.2-8,12-18, 37.06. dakTnudecknin agpec: 115114, r. Mocksa, yn. KoxesHunueckas, gom 10,
cTpoeHue 1, nom.2-8, 12-18, 37.06. Ten.: (499) 579 3303, e-mail: info@mirus-medical.com.

MepeyeHb MpPUMEHSIEMbIX Npov3BoAUTENeM (M3roToBMTENEM) MEAULMHCKOIO un3aenuns
HaLMOHa/bHbIX CTaHAAPTOB
Annex |, V, VII ofthe Directive 98/79/EC, ISO 13485,180 14971, ISO 118113-1, ISO 118113-2, ISO
15223-1,180 23640, DIN EN 13641, DIN EN 13612
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MepeBOA C aHTMIACKOTO 1 HUAEPNAHACKOTO A3bIKOB HA PYCCKUM A3bIK
-1-

/TepboBast nevaTsb: /
KOPOJIEBCKAA ACCOLUMALINA HOTAPYCOB

Jtob6epc 3H [eik HoTapucceH

Annes Kopong, 4 - 1075 AC AmcTepgam
TenegoH: 020-5736311

(hakc: 020 - 6799828

an. agpec: mail@lubbers.nl

[JokywveHT: PDM/2021.001046.01/cdw

A, MeTpyc Nleononbayc dnm3a Maypuc e Meiiep, HoTapuyc B I. AmcTepgame, Hugepnangpl,
HACTOALLYM YA0CTOBEPSHO NOA/IMHHOCTb MOANMCKW, MOCTAB/IEHHOM Ha NpUIaraeMom AOKyMeHTe M-k
AHTOHUM XeneHbl Nynse KYHOEPMAH. poauslueiica B r. YTpexte (HugepnaHapl) Tpuauats nepeoro
OKTAOPS ThiCAYa LeBATLCOT NATbAECAT LUECTOrO roja, AelCTBYHOLLEN B KAYeCTBe JOBEPEHHOIO 1L CO
crneynanbHON AOBEPEHHOCTLIO 1 MO JaHHOMY BONPOCY NPeACTaBNAtoLWEel YaCTHYH KOMMaHUIO C
OrpaHn4eHHol OTBETCTBEHHOCTbIO: CaHKBUH PeareHTe B.B., UMEIOLLYKD OPUANYECKWIA afpecC B T.
AwmcTepgame, HaxogalLyroca no agpecy 1066 CX Amctepgam, HugepnaHapl, anned MNnecmaHa, 125,
3aperncTpupoBaHHyto B TOproBomM peecTpe nof Homepom 67177565.

3anB/ieHMe BbiLLE He MMEET CBOel Lie/bio AaThb FOPUANYECKOE 3aK/THOYUEHNE KaK B OTHOLLEHUM
CoflepXKaHus, TaK U B OTHOLLEHWUN AelCTBUTENIbHOCTW OPUTMHASIbHOMO [OKYMEHTA.

r. AMcrepgam, 25 aHsaps 2021 r.
/nognucaHo/

/TucHeHas neyaTb:/ .
-H N.J1.2.M. gpe MEVEP, HOTAPYC B I AMCTEPOAME
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MepeBoa AaHLATO TEKCTa BbIMOMHEH NepeBogYNMKOM Ymmnoew EneHo AHaTOMbEBHOWA

Poccuiickas ®degepauns
Mopog MockBa
JBajuaTb eBATOro mapra [iBe TbiCcAYM ABajLaTb NepBoro roga

A, AkumoB [ne6 Bopucosu4y, HoTapuyc ropoga MOCKBbI
noanucu nepesogyvka Yumnoewl EneHbl AHaTO/bEBHBI.
Mognuce caenaHa B MOEM NMPUCYTCTBUN.

JlnuHOCTb NognucaBLLero 4OKYMEHT YCTAHOB/EHA.

3apermctpupoBaHo B peecTpe: Ne 77/09-H/77-2021

YnnayeHo 3a CoBepLUEHMEe HOoTapuanbHOro gencteusa: 400 py6. 00 Kon.

I.6. AKumos

Bcero YMepoBaHO
1 ckpen nucta (oB)
HoTtapuyc:
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