Anti-H for card method monoclonal, mouse

TONBKO ANA AUMArHOCTKKK IN VITRO

HA3ZHAYEHMWE

MoHoKNOHANEHAA arrMOTUHUPYIOLWARA TECT-CHIBOPOTKA AHTH-H (Az) NpouaBoaMTCA M3
CyNepHaTaHTOR KNeTOMHOM KyNbLTYPEI NMHWK KNeTok rubpuaoMsl, MyTem BelIIENeHnA
aHTuTen Tuna Igh.

TecT-coIBOpPOTKE MCNONL3YETCHA ANA KAYECTEBEHHOMO onpefeneHls in vitro Hanu-Ma unu
OTCYTCTEMA cBoboqHOro H-aHTMreHa Ha 3pUTpOUMTAX YenoBeka 1, Takum obpa3om,
CIYHUT ANA AugdepeHyMani Kposu TUNoB A; W Az, B kpoeu Tuna AsAq, H-aHTurex
nonHocTeio 3abnokvposad, B rpynnax A«B, A:O v ocofedno BO ece ewe moryT
HaxoaWThLCA HebonbluWe ocTaTki H-aHTureHa W moryT nlpxt)mc:mp,um cnabble peakuUWi.
CUnbHBle peakyi BOIHUKAKT ¢ KPOBLID TUNA Az UNK ¢ Donee cnabbiMu BapuaHTamu A.
Mo onpeneneHMlo, CAMaA CHNBHAR PeakUMA NPOMCXOAMT ¢ KpoBbio TUNa O.

[anHan TecT-CLIBOPOTHA NpefHasHaveHa ANA UCNonb3osaHus TONsKD
KEANWPMUMPOBAHHEIM M 0DYYEHHEIM NEPCOHANOM.

NPUHUWMN PABOTEI METOOA

MeToObl TECTHROBEHWA, NPUMEHAEMbIE NPW MCNONML30BAHWA 3TOA TECT-CLIBOPOTHEW,
OCHOBaHEI Ha NpUHLWNE KONOHOYHOR arrnioTHHALKWKA. HopManbHble 3pUTpoLMTLI
YenoBeka, NepeHocALLWe O0WH W3 COOTBETCTEYHILWK aHTUIeHOB, arrMmoTHHWPYIOTCGH
COOTBETCTBYHOWWM aHTUTENOM.

TECT-CEIBOPOTKHW

¥YKa3aHHble CLIBOPOTKA OANA TECTOB Ha rpynny KpoBM COOSP#AT aHTHTENS CNedyLny
KNOHOB:

Anti-H for card method monoklonal, mouse clone: 10934C11

TecT-coiBopoTHM cofep#at <0,1 % (no macce) a3waa HATPWA B KAYECTEE KOHCEPBaHTA.

B pononHeHWe K aKTUBHOMY KOMMNOHEHTY SHTUTEN TECT-CLIEOPOTHA COASPMAT XNopul
HaTpWA, BEICOKOMONEKYNAPHEIE COBOWHEHUA M BbIMMA ans0yMuH, KOTOPLIA GblN NpoBEpeH
M CEPTHUPULMPOBAH MHCMNEKTOPAMUW EETEPUHADHON crywbul CLUA.

NPEOYNPEXOEHWE

3TW TECT-CLIBOPOTEM MOMY4aKT U3 CYNEPHATAHTOB KNETOMHLIX KyNeTyp. Hesaencumo ot
STOMO, 3TW NPOAYKTLI CredyeT paccMaTpUEATE KaK NOTEHUMANEHO MHEKLWOHHLIE U3-33
pWcka NOABMEHWA NaTOreHOE, KOTOPLIN HEBO3MOMHO NOMHOCTE MCKIKMWTE. TecT-
CLIEODOTKW COOEp®aT 3310 HATPWA, KOTOpLIA 0GNafaeT TOKCHYHLIMK CEORCTEaMH W MOKET
06pa30BLIBaTE B3PLIEOONACHEIE COMNKW CO CBMHUOM WNMK Medkio. MNpl yTHRWM3aLmum
NpoOMLIBaATE GOMBLUWM KOMWYecTEOM BOALL. 10 YKa3aHHLIM BhILLE NPUYUHAM C 3THMKA
TECT-CHIEOPOTKaMM cnedyeT obpallaTeca ¢ pasyMHONR OCTOPOMHOCTEHD.

XPAHEHHWE

XpaHWTL B 3aKpLITOM EMOE M NNOTHO 3aKPLITEIM NOCNE NEPEOTO OTKPLITHA NMPK
TeMnepatype oT +2 go +8 “C, NpW UCNONB30BaHWM - KDATHOBPEMEHHO NPY KOMHaTHOR
TEMNepaType. XpaHWTL W NPUMEHATL TONLKO A0 WCTEYEHWA YKA3aHHOTO CPOKA MOgHOCTH.

YKA3AHWA

1. B kaxaom TecTe HeoOXxoaMMO MCNONL30BATE NONOKMTENLHEIA M OTpULATE NEHLIR
MeTofLl KOHTpONA.

2. HenpaewnksHOe XpaHeHWe HEraTMBHO BNUAET HA 3(ODeKTMEHOCTE M3genuil.

3. Nerkoe NoMyTHEHWE HE BAMAET HA PEaKTUBHOCTE TECT-ChIBOPOTOK.
3beraiTe GaKTEpHanNLHOTO M XMMWYECKOMD 3arpA3IHEHMA TECT-CLIBODOTOK.
TecT-CLIBOpOTKY 3aNpeLLaeTcA MCNonNbL30BaTh, ecNK B Hell obHapyXeHo BuOUMOe
WIMEHEHWE - 3TO MOMET YKA3LIBATE HA MWKpOOWONOrMYecHoe 3arpAZHEHHE.

4. MHTeHCHBHOCTE NONOXWTENEHOW pPeakLMKM 3aBUCHT OT BpeMeHH, Npoluefero o
mMomMeHTa 3abopa Kpoew.

5. Mcnonbayire cooTBETCTEYHOWYIO LeHTpUdyTy 0N KapT.

WMcnons3oeaHue HenogxoOAWeR LeHTprdyrM ANA KapTel (kaxaas ueHTpudyra
MUMeeT (OMKCUPOBAHHOE YWCNO g) MOKET NPUBECTH K HEEEPHLIM PEyNbTaTam M3-3a
W3MEHEHWA 3HaYeHWA g.

6. OnucaHHble MeToOb! TECTUPOBAHWA NMPUMEHWMEl TOMBKO K PYYHBIM METOOAM W
annapaTy, YKalaHHOMY B OaHHOR WHCTPYKLMK NO NpUMEHEHWKD. [pK MCNonb30BaHMM
OpyriX aBTOMATOE WMWK NONMYaBTOMETHHECKUX cucTem nabopaTopii OOMHHbI
coDMKAaTE MHCTPYKLWK NPOM3BogUTenA obopya0BaHWA W BLINOMHATE KOHTPONL B
COOTBETCTBMM C YTEEP¥ASHHEIMU NpoUeaypaMm.

7. Mpu WCNoNE30BaHMW TECT-CHIBOPOTOK HEoDXoAuwMo cobniodaTe Boe NPUMEHUMEIE
rocyfapcTBeHHbIe 3aKOHb!, NOCTAHOBNEHWA W PYKOBOOALLME NPWHLMNLI, B YACTHOCTH,
ondA Nepmanum 310 «[JupexTiea no 3abopy KPOBK, 8E KOMMOHEHTOE M MO
MCNONL30BaHMIO NpenapaTos Kposu (remMoTepanus)s.’!, aKkTyansHan sepousn.

8. OBazaTensHo cofinogaiTe yka2aHWA No MCNoNbI0BaHWKD TECT-KApT B
COOTBETCTBYIOLENM PYKOBOACTEE NO SKCNMyaTaLMK.



NnoaroToBKA OBPA3LOB

1. OBpa3susl KpoBM cneayeT 3abUpaTe OOHWM M3 CTAHOAPTHBIX METOL0B.

2. AHanusavpyemslid oBpa3el KpoBW cNedyeT NpoBepWTL KaK MOMHO CKOpee nocne B3ATUA
obpa3ua, 4Tobbl MUHHMW3WPOBATE PUCK NOMHOMONOKMTENEHEIX KW
NoKHoOTpUUAaTENEHRX peaklWi BeneqcTEWe HenpaBUNLHOMo XpaHeHUA MW
KOHTaMUHaL MK obpasua.

Kpm?:xzb, umgp%n He cpasy NofBepraeTcA aHanuay, AoM#Ha XpaHWTLCA NpY TeMneparype
oT +2 no +8 °C.

OBpa3ubl KpoBKM, aHTUKOAryNMpoBaHHee ¢ noMolsie 30TA, HeobxooMMmo WecnenoBaTk
B TeMeHWe 7 oHel, a oBpasubl, obpaboTaHHble UMTPaTOM HAaTpUA - B TedeHue 14 gHed
nocne copa.

KoHcepevpoBaHHYO/QOHOPCKYIO KPOBL MOMHO TECTUPOBATE 00 MCTEYSHHA CPOKa
roHOCTH.

NOOAroTOBKA TECT-ChbIBOPOTKM

TecT-chIBOPOTHa B NOATOTOBKE HE Hy#OaeTcA. TecT-ChlBOPOTKa OTOMpaeTcA NPAMO M3
thnakoHa W WCMonk3yeTcA.

NOPAOQOK BEINONHEHWA
He exogAwWe B KOMNNEKT NOCTABKNW, HO HEOGXoOQMMEIE MaTEpWanbL:

Kaprt-meTog, py4HoRr:
.Kaptet: - Grifols «DG Gel Neufrals
- Ortho BioVue® System Reverse

. MuEponuneTea
. CreknAHHan npobupra
. Muanonorwdecknid pacteop (0,85-0,9 % xnopwoa HaTpua)
: HEHTFH yra

eHTpWGIYra ANA KapT
. PazBaBuTents AnNsA KOHKPETHOW KapTel
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KapT-mMeToq, aBTOMaTHYeCKHRA:
Vision® Avanuaatop

ﬂpaaegeu Heé TeCTHpPOBaHWA

TecT-KapThl HOW MeTo / NoAXOOALLMA ONA KapT:
i {p}m Grifols aDé Gel Neutral» ) £
1. MpurotoesTe 0,8-NpOLEHTHYK CYCMEHIWIO 3PUTPOLMTOR B Ccpede ONA pa3sefeHus,
nop,xn,qnme}ﬁ ANA KapTe! (3pUTPOLMTEI MOXHO NPOMBEITE 1-3 pa3a ﬂfmuonumuecmm
CTBOPOM).
2 Wﬁ: MapKUpPOBaHHYH MUKponpoBupky BHecuTe 50 MEN COOTBETCTBYHLLER
CMeHIuW 3pUTPOLMTOR.
3. JoBaesTe 25 Mrn Tpebyemoi TECT-CLIBOPOTEA B Ka#ay MUkponpobupky.
4. UeHTpudpyrupyiiTe kapTy B COOTEETCTBYHLWER LEHTpWUdYTE ONA KAPT ¢ PMKCMPOBaHHEIM
HHMCNOM g ANA 3TOA WeHTpudyyri.
. %mnnume MaKpocKonU-eckoe WeCnefoBaHwe Ha NpeMeT armnioTUHALWK B TEMeHWE
MHHYT.
6. SanuLuHﬂe pe3ynLTaTLl.

Cuctema Ortho BioVue® (pyuHon meTon)
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MpuroToBeTe 3-5-NPOLEHTHYIO CYCNEHIMKD SPUTPOLMTOR B Cpede ANA pa3BedeHus,

NOAXOOALLER ANA KAPTh. (SpUTPOLMTE MOKHO NPOMBEITE 1-3 pa3a (pU3HoNorMHEcKUM
BCTBODOM. )

FlDME-GTMTE 40 mrn Tpebyemoil TECT-CLIBOPOTEA B PEaKLWOHHYH(-ble) kamepy(-bl),

NOMEYEHHYH(-bIE) COOTBETCTRYHOLMM 0Opazom.

. [oBaBkLTe B peakUuMoHHYH(-bie ) kamepy(-tl) 10 MKN COOTBETCTBYIOWER CyCNEH31W

SPMTPOLMTOR.

. B TedeHue 15 MUHYT WeHTpUdYTHPYATE KACCeTY B COOTBETCTBYIOWER UeHTpUdyre onA

KapT C (hMKCHPOBAHHBIM YWCMOM g ANA 3TOR UeHTpudyTw.

. PeaynbTaThl TECTa CNEAyeT CYWTLIBATEL CPa3Y NOCNE OKOHYAHWA LIEHTPHUYTMPOBAHMWA.
. 3anuumMTe pesynsTaTkl.

Cuctema Ortho BioVue® (Ortho Vision® AHanusaTop)

Wenone3oeaHue ebillenepeyucierHeix Mecm-Cole0pomoK NPOSepEH0 Ha aHanuiamope
Ortho Vision®. Ananuzamop Crtho Vision® umeem cnedyiowue onyuu/Macmpodku:

- 50 My 0,8 % cycneH3uU 3pUmpoyuImos € CONesoM Pacmeope ¢

ghocghamuem byghepom unu
- 10 min 3-5 % cycneH3uy 3pumpolumoe & coneaomM pacmeope ¢

ghocghamHyem Syghepom



WHTEPMPETALWA PE3YNbLTATOB TECTA

MonowKUTENEHEIR pe3yneTaT (+): AMTNOTHHALWA SPUTPOLMTOE PACCMATPUBAETCA Kak
NONOKUTENEHEIN PE3yNETAT TECTA W NOKa3LIBAET
HanW4ue CoOTBETCTBYIILUMX aHTMIEHOB.

OTpMuaTenkHeli peaynsTat (-): OTCyTCTEBME arTNKTUHAUWN 3PHTROLMTOR
pPAcCMATPUBAETCH KaK OTpMUATENLHEIRA
pe3ynsTaT TecTa, T.e. COOTBETCTEYHOWMA aHTHUIeH He
oOHapy#UBaeTCs.

MpouTUTE W MHTEPNPETUPYIHTE pe3ynbLTaTel ANA KApT-METOOa B COOTEETCTEMM

C MHCTRYKLMAMK NO NPUMEHEHMIO KaPTEI.

Mporpammuoe obecnedveHe aBTOMATUHECKWA MHTEPNPETUPYET peaynbTaTsl, NONyYeHHbIE C
noMoLLER adanuaatopa Ortho Vision®

OrrAHWYEHWA METOOO0B TECTUPOBAHKWA

1. HeTtounoe coBniogenve yrasaHui paagenoe «MposegeHye Tectar W «MHTepnpeTaumna
ﬁea NLTATOR TECTaR MOMET NPUBECTH K NOMYYEHWD HENDABWNEHEIX Pe2ynsTaToE.

2 HiDhIE KOHTPOMNRHRIE NROREDKA, NOKAZARITITWE HEOHOAHAYHRIE UMW HeRepHRe
pe3ynsTaTel, AaETOMaTHHECKW NPUBOOAT K HEEOZMOKHOCTH WCNONL30B3AHWA BCEX

e3yNLTaToR.

3. ObpaboTaHHee hepMeHTaMK 3PUTPOLWUTE MNKu JofasneHune Duydbero ansoymuHa wunu
OpYTWX NPOTEMHOCOOEPHALLWX PACTECPOB MOMET NPHEECTH K NPOTEKAHWID
HecneuwgrYeckx peaKLui.

4. NemMonW3vpoBaHHLIE, NOMYTHEBLLWE, 3ArPA3HEHHLIE UMK NOMYYeHH:Ie NPoGkl KPOBM He
NoQNeskar aHanuay.

5. W3-2a paznwyHOro NpoABNeHWA aHTWIEHOE Ha 3PUTPOUMTaX YeNoBEeKa C oNpedeneHHEIMK
peHOTMNAMI NEPEYMCIEHHIE BILLE TECT-CLIBOPOTKM MOTYT Bhi3biEaTe Gonee cnabyrwo

EQHLMID, YEM B CMYYae C KOHTPONEHEIMK 3PUTPOLWTaMM.

6. Hw ogHa TecT-CLIBOPOTEA MNKM METO HEe MOryT FApaHTUPOEaTE 0bHapYHEHMA BoexX
%ep,mx WnK cnabo BLIpaEKeHHLIX SHTUIEHOB M BCEX BAPWaHTOB aHTUrexos.?

7. JpUTPOLMTEI C NONOKMTENLHEIM PEXYNETATOM B NpAMOM TecTe Kymbca moryT naeate
NOWHONONOWWTENEHEIE pe3yNLTATE B KAPT-TECTe.

8. Heobxoowmo cobnionats MHOPMAaLMID O NAMWTAX, YKA3aHHYI0 B MHCTPYKUWMKM No
NPHMEHEHWID KaPT.

9. Mpw vcnonb3osaHuK ¢ aHanusatopom Ortho Vision® gonyckaetca HEHPEEHBHDE
WCNOMNL30BaHWE TECT-CLIBOPOTKM B annapaTe B TedeHWe He Bonee 7 gHe
l[‘oT +15 go +30 *C). MNpwM 3TOM, €CNKM TECT-CLIBOPOTKE XPaHWTCA HOYLID B TEYEHWE

2 yacoB npW TeMNepaTtype oT +2 oo +8 “C, a3T0T nepuod yEenU-UBEaETCH
COOTBETCTBEHHD A0 14 OHeR.
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