Anti-C“" for card method monoclonal, human IgM
TONBKO AnA AQMArHOCTHMKK IN VITRO

HA3HAYEHWE

MoHOKNOHaNLHAA arrMOTHHUPYIOLWAA TeCT-ChIBOpoTKa AHTK-CY

NPOM3ABOAATCA W3 CYNEPHATAHTOR KNETOYHLIX KyNLTYP NUHWA KNETOK reTepornbpuoomel
MyTem BbigeneHns aHTuTen Tuna IgM, koTopele cneunduyHo HanpaeneHsl NpoTUB
COOTBETCTBYKILLEro aHTUreHa rpynmnel KpoEW. AHTUTENO NpeacTaenseT cobow Denok
4enoseka. 1ecT-CLIBOPOTKa MCNONL3YETCA ONA Ka4ecTBEHHOMo onpegenedma in vitro
HAMNWYKA UMW OTCYTCTEMA AHTUIEHDE TPYNNLl KpoEW C HA YenoBe4ecKuX 3pUTPOLMTANX.
[aHHsle TECT-CLIBOPOTEW NPEAHA3HAYEHE! ANA UCNONL30BAHWA TOMNLKO
KEANWDULMPOBAHHLIM U 0DYYEHHEIM NEpPCOHANOM.

NMPUHUWN PABOTEI METOOA

MeToow TECTHPOBAHWA, NpUMEHAEMbLIE NPH MCNONBL30OBEaHWMK 3TOR TECT-ChIBOPOTEHK,
OCHOBAaHB! Ha NpUHUMNE KONMOHOYHOM arrmoTyuHaL KA. HCIFIME]'II::HI:I:E.‘ APUTPOUMTEI
4Yenoeekd, nepeHoCALLWe OOQMH M3 COOTEETCTBYHILLMX dHTUreHoB, arrmnoTUHMPYIOTCA
COOTBETCTEYHLWWM aHTHUTENOM.

TECT-CBIBOPOTKH

YrazaHHbIe CBEIEOPOTEW ONA TECTOE HA IPYyNny KposA COOEpHAT aHTHUTEena cnegyouimx
KNOHOB:

Anti-C" for card method monoclonal, human IgM  clone: MS-110

Tect-ceieopoTkn cogepwat <0,1 % (no macce) aavna HaTpUA B KAHECTBE KOHCEpBaHTA.

B nononHeHWe K aKTUEHOMY KOMMNOHEHTY aHTWTEN TECT-CLIBOPOTKA COASPMAT Xnopua
HaTPWA, BLICOKOMONEKYNAPHLIE COB0MHEHWA W DbidKiA ans0yMuH, KOTOpLIR OLIN NpoBEpeH
M CepTUMUKMPOBAH MHCNEKTOpaMK BETEpUHAPHOR cnywbel CLUA.

NPEOYNPEXOEHWUE

3TH TECT-CLIBOPOTHW NONYYSKT W3 CYNEPHATAHTOR KNETOYHLIX KyNbTYp. Hezasucumo ot
ATOro, 3TW NPOOYKTLl CNEAYET pACCMATPMBEATE KAk NOTEHUMWANLHO MHIDEKUMWOHHLIE W3-3a
pWCKa NOSENEHUA NATOTEHOB, KOTOPLIA HEBO3SMOMHO NOMHOCTLID UCKMKYUTL. TecT-
CLIBOPOTKM COOEP®AT a3u0 HATPWA, KOTOPLIA 06NagaeT TOKCHHHBLIMKM CEORCTEAMKM W MOXET
06pa3oekLIBaTL BIPLIBOONACHLIE COMKU CO CEBMHLOM UK medsio. Mpu yTunuaagum
npoMeieaiTe GoNLLIMM KONK4ECTBOM Boabl. M0 yKa3aHHLIM BbILLE NPUYMHAM C 3TUMM
TECT-CBIBOPOTKaMK cnegyeT obpallaTtecR © pasyMHONM OCTOPOKHOCTLID.

XPAHEHMWE

XpaHWTL B 33KPLITOM BUAES M NNOTHO 3aKPLITEIM NOCNE NEpPBOro OTEPLITUA NPU .
TemMnepatype oT +2 oo +8 "C, Nnp1 WCNonb30BaHWM - KpaTKOBPEMEHHD NPW KOMHATHOM
Temnepatype. XpaHuTe U NPUMEHATL TONLKO A0 UCTEYEHUA YKA3AHHOID CPOKa rOAHOCTH.

YKA3AHWUA

1. B kagom Tecte HeobxogMMo MCNONL30BaTE NONOKMTENBHEIA W OTPULATENBHEIA
MEeTOObI KOHTPOMSA.

2. HenpaBmnbHOE XpaHEeHWE HEraTWBHO BNMAET Ha 3(hEKTUBHOCTE W3O Enui.

3. Nerkoe NOMYTHEHWE HE BNWAET HA PEAKTUBHOCTL TECT-CLIBOPOTOK.

WaberaiiTe DAKTEPUANLHOMO M XMMWYECKOrO 3arpA3HEHUA TECT-CLIBOPOTOK.
TecT-chIBOpOTKY 3anpellasTcn MCNoNL30BaTh, ECNM B HEA obHapyXeHo BUOUMOE
M3MEHEHWE - 3TD MOMET YKA3LIBATEL HA MUKPODWMONOrM4ecKoe 3arpA3HeHne.

4., AHTEHCMBHOCTE NONOMMTENLHOR DEAKLWK 3AaBUCUT OT BPEMEHHK, NPOWenero ¢
MOoMEHTa 3abopa KpoBu.

9. McnoneayiiTe COOTBETCTBYOLWYIO LeHTpudyry 4N\ KapT.

Wcnoneaoeanwe HenoaxogALWen ueHTpudy v ANA kapTel (kamaan ueHTpudyra
nMeeT HUKCHMPOBAHHOR YMCNO J) MOMET NPUBECTH K HEBEPHLIM Pe3aynkTatam 1i-3a
M3MEHEHWA 3HAYEHMWA g.

6. OnWcaHHbIE METOALI TECTUPOBAHWA NMPUMEHWUMBI TOMLKD K PYYHLIM METOOAM W
annaparty, YKa3aHHOMY B JaHHOA MHCTPYKUMK NO NpUMEeHEHWO. TIpK MCNonL20BaHKK
Opyrix aBTOMATOB MK NONMYaETOMATUHMECKMX CUCTEM nabopaTopuk OoOMMHEI
coDNKAAaTE MHCTPYKLMKM NPOWM3BoAMTeNA 0BopyA0BAHWA W BLINONHATE KOHTPOMNL B
COOTEETCTBMM C YTBEPHAEHHLIMK npuue,u%pamm.

7. MNpw MCNONL30BAHWK TECT-CLIBOPOTOK HEODXOOMMO cOBMIAATEL BCE NPUMEHWUMbIE
rocygapcTBEHHLIE 3aK0HL!, NOCTAHOBNEHWA M PYKOBOOALME NMPUHLMNLI, B HACTHOCTH,
onsA [epmannn 310 «JupekTtiea no 3abopy KPOBW, E€ KOMMOHEHTOB W NO
MCNONL30BaHUI0 NPENapaTos KPoBKW (reMoTepanus)».”, akTyansHan Bepcun.

8. OBbraaTensHo cobnaainTe ykasaHWA No MCNONL30BAHWKD TECT-KAPT B
COOTEETCTBYHLLEM PYKOBOACTEE NO 3KCNNYaTALMK.



NnoaroTOBKA OEPA3LIOB

1. OBpa3zusl kpoew cnenyeT 3abupaTe OQHUM M3 CTAHOAPTHEIX METOO0B.

2. AHanwanpyembuiii obpa3sel KpoBW cneayeT NPOBEPHTL KAK MOMHO CKOpEee Nocne BaATUA
oBpa3ua, 4Tobkl MUHUMW3WPOBATL PUCK NOMHONONOMUTENLHBLIX MK
TNOMHOOTPULATENLHLIX PEAKUMIA BCNEACTEME HENPABWMNLHOMD XPAHEHWA WK
KOHTamwuHaLuM obpa3ua.

Kpﬂﬁéb, KUTEE%H He cpa3y NoOBepraeTcA aHanuay, A0MKHA XPaHUTLCA NpW TemnepaType
oT +2 no + 3

Dﬁpaaﬂuu OBW, SHTUKOAryNUWpoBaHHele ¢ nomoweso 30TA, Heobxogumo vccnegoeate
B TedeHwme 7 gHeil, a obpaays, obpaboTaHHele UMTPaTom HAaTpWs - B TedeHue 14 gHen
nocne cbopa.

KoHCepBMpOBaHHYK/ AOHOPCKYID KPOBL MOXHO TECTMPOBAaTEL A0 UCTEYEHWA CpoKa
rOOHOCTH.

NnoaroTOBKA TECT-CEIBOPOTKH

TEGT—GI:-IEIDFIIDTIEEI B NOOroTOBKE HE HY#O3ETCA. TEET—EHBOFIDTHE CITEHFIEETGFI npAaMo K13
Eb.I'IEKUHE H MCNONB3IYETCH.

NOPAOOK BRINODNHEHWA
He BxogsLwwue B KOMNNEKT NOCTaBKKM, HO HEODXoAWMLIE MaTepwankl:

KapT-meToq, py4Hoi:
1. KapTtei: - Grifols «DG Gel Meutral»
- Ortho BioVue® System Reverse
. MukponuneTtrka
. CrexnsaHHan npobupka
. Puavonorwdeckuid pacteop (0,85-0,9 % xnopuaa HaTpuA)
. Uentpudiyra
! HEHTDH yra on= kapt
. PaaBbaewTens onA KOHKPETHOW Kap T
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KapT-meToqn, aBTOMaTH4YECKHNA:
Vision® Ananuaatop

MpoeegeHne TecTUpOBaHWA

TecT-kapThl HOI MeTogd / noaxo Wil ANA KapT:
e {p??;rifms al) GEI%\JEU g]—l»} ;g
1. MNpuroToesTte 0,8-NpoLEHTHYIO CYCNEH3WID 3PUTPOLUWTOR B Cpefe AnA pa3jseneHuA,
nu,u,xnunmﬁﬁ ANA KapTel (IpUTPOLMTEl MOXHO NpOMETE 1-3 paza uanonorm4ecknm
CTBOPOM).
2. B kamOy maprMpoBaHHyo Mukponpobupry eHecwuTe 50 Mkn COOTBETCTBYIOLLEN
CNEH3WW 3PUTPOLMWTOB.
3. R‘JEEE:HE 25 mkn TpebyemMoi TECT-CLIBOPOTKM B KA¥OYH MUKponpobupky.
4. LeutpudyrmpyiiTe kapTy B COOTEETCTEYIOLIEN UeHTpudyre AN\ KapT ¢ (PMKCMPOBaHHLIM
HWCNOM g ANA 3TOA ueHTpudiyr.
5. EEII'ICII'IHHTE MaKpPOCKONWYECKDE WCCNEAOBAHWE HA NPEOMET arrnTUHALKWK B TEYeHWe
MUHYT.
6. SEHHUJ;'TI'E pe3aynsTaThl.

Cucrema Ortho BioVue® (pyusoi metog)

1. MpuroToBbTe 3-5-NPOLEHTHYIO CYCNEH3WKD 3PUTPOLUMTOE B CPede ANA paiBefeHus,

no,qxnnnme? AONA KapThl. (FpUTPOLMTEI MOXHO NPOMBITE 1-3 paza duanonorv4eckum
CTBOPOM.

F]Etl:tmemme 40 mrn Tpebyemoi TeCT-CHIBOPOTEW B PEAKLWOHHYIO(-bIE) kamepy(-ii),

NOMEYEHHYH (-ble) COOTBETCTBYIOWMM obpaszom.

. [obaekTe B peakyuoHHY0(-bie) kamepy(-bi) 10 MKn COOTBETCTBYIOWER CYCNEeHIMK

3pPUTPOLMTOB.

. B Teqexdne 15 MuHyT ueHTpudyrupyiTe KACCaTY B COOTEETCTBYHILWENR ueHTpudyre aAns

KAPT C DMKCUPOBAHHBIM YMCNOM g ANA 3TN LeHTpudy M.

PeaynetaTtel TECTA CNEgyeT CHWMTLIBATE CPa3ly NOCNe OKOHYaHWA UEHTPUgYTMPOBaHWA.

. 3anuwuTe peaynsTarthl.

Cucrema Ortho BioVue® (Ortho Vision® AnanusaTop)

Vlenons3ogaHue seiuenepeyLcneHHbLIX MECM-Chi80pOIMmoK NPOeapeHo Ha aHanu3amope
Ortho Vision®. Ananusamop Ortho Vision® umeem cnedyrowue onyuu/Hacmpodiku:

- 50 mrn 0.8 % cg/cnermuu IPUMPOLLIMOE & COMes0M pacimeope c

chocghamHeiM Oyghepon wnu
- 10 M 3-5 % cgfmemuu IPUMPOUUIMOe 8 CONesoM Pacmeope ¢

ghocghamueiv Oyghepom
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MHTEPMNPETALUMWA PE3YNILTATOB TECTA

MonoxuTensHLIR pe3yneLTar (+): AMTMIOTHHALWA 3PUTPOLUMTOR PACCMaTPUBAETCH KaK
NoONoMMTENbHLIA PE3yNLTAT TEeCcTa W NoKasbiBaeT
HANW4KE COOTBETCTEYIOWMX SHTUIEHOBE.

OTpuuarensHeli peaynestart (-):  OTcyTCTEME arrniTHUHALMK 3pUTPOLMTOB
paccMaTpPWESETCA KaKk OTpMUETENLHEIR
pea3yneTar TecTa, T.e. COOTBETCTBYHILLMIA aHTUIeH He
obHapyxu1BaeTCA.

Mpoy4THMTE W MHTEDNPETUPYATE PE3YNLTATLI ANA KAPT-METOOA B COOTBETCTBHM

C MHCTPYKWWAMK NO NPUMEHEHWI0 KAPTEI.

MNMporpamMmHoe obecneveHye aBTOMaTHHECKW MHTEPNPETHRYET peaynLTaThl, NONYYeHHLIE C
NoMOoLLLK aHanuaatopa Ortho Vision®.

OrPAHMYEHMA METOOOB TECTUPOBAHUA

1. HetouHoe cobnwogeHwe ykaszadwia pasgenoe «lpoeegexwe Tectar u «WHTepnpetauma
IYNLTATOR TECTAN» MOMET NPUBECTU K NOMYYEHWUH HEMPABWNLHBIX PE3YNLTATOB.

2. MioDbie KOHTPONbLHLIE NPOBEPKK, NOKA3ABLLWe HEOOHO3HAYHLIE UMW HEBEDHLIE

pE3YNLTATEl, aBTOMATUHECKW NPUBOANAT K HEBO3MOMHOCTH MCNONL30BAHUA BCEX
IYNLTATOR.

3. ObpaboTaHHele depMeHTaMKM 3pUTPOLMTEL MNk JobaeneHue DeMbero ansOymMmuHa n/unm
OpYrUx NPOTEMHOCOOEPHALLMY DACTEOPOE MOMET MPUBECTM K NPOTEKAHWID
Hecneywhu4eckny peaKLmnii.

4. FeMonUanpoBaHHLIe, NOMYTHEBLLWE, 3ArPAIHEHHLIE UMK NONYYeHHLIe Npobkl KPOBKW He
NOANEMAT aHANW3Y.

5. M3-3a paanu4HOro NpoAENEHWA aHTUIEHOB HA 3PUTPOLMTAX YEnoBeka ¢ onpeaeneHHsIMU
HeHOTUNaAMMW NePeYUCIIEHHBIE BbilLE TECT-CLIBOPOTHM MOTYT BhidbiBaTh Bonee cnabyw

AKLMIO, YEM B CMY4AE C KOHTPOMbHLIMK 3PUTPOLMTaMM.
6. Hu oqHa TecT-CLIBOPOTKA UMK METOS HE MOTyT rapaHTUpoEaTes 0BHapyMeHWA Bocex
[KUX MMM cNaBo BhIpaMeHHLIX aHTUreHOB M BCEX BAPWAHTOB aHTHreHos.”

7. 3pUTPOLNTEI, CEHCMBMNMIMPOBAHHLIE ANNOAHTUTENAMM MMM AyTOAHTUTENAMMW TOR Xe
Wk NogoBHON cNeLWUYHOCTK, YTO W TECT-CLIBOPOTKA, MCNONLIYEMAaRA ANA TecTa
(HanpuMep, 3pUTPOLKTLI, O3KLLWe NONOMWTENLHLIA Pe3ynsLTaT NPAMOro
aHTUrnobyNUMHOBOro TecTa), He NOOXOOAT ANA 3TOoro TecTta.

B. 3pUTPOLUTEI C NONOMUTENLHLIM DE3YNLTATOM B NpAMOM TecTe KymBea moryT gaeats
TNOMHOMNONOXMTENLHLIE Pe3yNLTaTLl B KAPT-TECTE.

9. HeobBxogumo cobniogats MHGOpPMALMID O NUMWTAX, YKA3AHHYO B MHCTPYKLUMWKA NO
NPUMEHEHMWIO KAPT.

10. Mpu ucnons3oeaHum ¢ aHanuaatopom Ortho Vision® gonyckaetcs HenpepsiaHoe
MCNONL30BAHWE TECT-CLIBOPOTHM B annapare B TedeHue He Bonee 7 gHew
(ot +15 go +30 "C). MNpwn 31OM, ECNKM TECT-CLIBOPOTKA XPAHWMTCA HOYLI0 B TEYeHne
12 yacoe npu Temnepartype ot +2 oo +8 °C, 3T0T nepwog yBENUHMBAETCA
COOTEBETCTEEHHO Oo 14 aHel.
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0117703 Anti-C* for card method monoclonal, human IgM clone: M3-110 3 ml
0117705 Anti-C* for card method monoclonal, human IgM clone: MS-110 5 ml




