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Jara ooHoBnenus: 07.06.2024.
HauMeHoBaHMe MeIMIITHCKOTO U3enus, GacoBKa

«PeareHTs! AMarHocTU4ecKUe sl OMOXUMUYECKUX HMCCleoBanui in vitro: Kanubparop anomunonporenHoB Al u B (TruCal
Apo A1/B)», 1x2 mur.

Karanoxusiii Homep: 1 7170 99 10 045.
OnucaHue NPOIYKTa U ero Ha3HaAYeHHe

Kammbparop anonumonporenHoB Al u B (TruCal Apo A1/B) - nrnodumu3npoBaHHbIA KaInOpaTop, H3TOTOBICHHEBIN Ha OCHOBE
KOMITOHEHTOB Y€JI0OBEYECKOH KPOBH (I1a3Mbl) C JOOABIEHHEM OYMIIEHHOTO MAaTepHaa YE€IOBEUECKOTO IPONUCXOKICHHUS.

Kammbparop amommmnomnporenaoB Al u B (TruCal ApoAl/B) mpennasnadeH s KalTHOPOBKH (DOTOMETPHUECKUX CHCTEM IPHU
ompeneneHun AmonumnonporenHa Al u AnonumonporenHa B nMMyHOTYypOHINMETPHIECKIM METOIOM Ha MOJTYaBTOMATHICCKUX U
ABTOMATHYECKHX OMOXMMHMYECKUX aHaJIM3aTOpaX B KIMHUKO-JHAarHOCTHYECKMX WM OMOXMMHYECKHX JIa0OpaTOpusIX M HAy4YHO-
UCCIIEI0BATEIbCKON TPaKTHKE.

Ycii0Busi XpaHeHUs

Wznenue XxpaHnTh Kak B HEBCKPHITOM (JIaKOHE, TaK M MOCie BCKPBITHA (iaakoHa rmpu temmnepaType 2-8°C B IUIOTHO 3aKPBITHIX
(makoHax, B 3aIlIMIIEHHOM OT cBeTa Mecte. M30eraTh 3arpsi3sHeHUH.

CTa0WJIBHOCTH

IIpu cobmomeHnn pekoMeHIOBaHHOTO crocoba xpaneHus KammOparop amommmomnporenmaoB Al m B (TruCal ApoAl/B) B
HEBCKPBITHIX ()IIaKOHAX CTAOMIICH /10 KOHIIA CPOKa TOJHOCTH, 0003HAYECHHOTO HA 3THKETKE, a II0CIIC BOCCTAaHOBJICHHS B T€UEHHE 6
MmecsmeB mpu —20°C, 3 mecsanes npu +2-8°C u 24 gacos mpu +25°C. [locne pasBeneHus BOCCTAHOBIEHHOTO KamuOparopa Uit
MOJTOTOBKY IISATH KOHIICHTpAIMK CTaOMIBHOCTE KanubpaTopa coctaBisieT 6 Mecsies npu —20°C, 4 wenenu npu +2-8°C u 24 gaca
npu +25°C.

IToaroroska

JlnodunmzaTr HaXomUTCs B BaKyyMHOH TIepMETH3UPOBAHHOH YIaKOBKe, MOATOMY (JIakoH cJeayeT OTKphIBaTh OYEHb
OCTOPO’KHO, YTOOBI HM30€XKaTh MOTEPH BBICYIICHHOrO Martepuaia. J[jas mpuroToBieHHs Kaiaubpatopa n00aBUTh BO ()IaKOH
JUCTHJUTMPOBAaHHYIO BOAY TOYHO B TOM 00beMe, KOTOPBIH yka3zaH Ha (uiakoHe. OCTOPOKHO 3aKPhITh U OCTaBUTh ()JIAKOH Ha CTOJIe
Ha 30 MuH, u3peaka nokauusas. M3beraiite neHoobpazoBanus! He BcTpsixuaiite!

s kanuOpOBKH HEOOXOAMMBI KaauOpaTophl MATH ypoBHEeH. IIpUroTOBBTE MATH YPOBHEH KaauOpPaToOpoOB pa3BelICHUEM
BPYUHYIO WM C NPUMEHEHHEM aBTOMATHYECKOrO pa3BEeJCHUS Ha OOpTy aHaiu3aTopa C HCIOJIb30BaHHEM BOCCTaHOBIEHHOT'O
kaymoparopa TruCal Apo Al/B um muctwimmpoBaHHOH Boxasl wianM BomHoro pactBopa NaCl 0,9% (9 r/m) B cooTBeTcTBHH C
WHCTPYKIUSAMH, TAHHBIMA B Ta0JHIE (CM. HIDKE).

1. I1s pas3BeneHHs BpydHYIO mepeHecnTe MHHMMYM 600 MKI. BOCCTaHOBICHHOTO KaauOpaTopa B YHCTYIO NPOOHMPKY H
NPUTOTOBBTE pa3BeICHUS M3 3TOro oObema, m3deras szarps3HeHus. [lepemernaiite BpydHYIO pasBeACHHBIE YPOBHH IIE€pen
UCIIONIb30BAaHUEM MIIH XPAaHEHUEM.

2. OcraBbTe 3aMOpPOKEHHBIE AMKBOTHI BOCCTaHOBIeHHOro kamuoOpatopa TruCal Apo Al1/B B TeMHOTe Hpu KOMHATHOM
temneparype (18-25°C) 1o nmoysHOro OTTaMBaHUS.

s mepememMBaHMA TOCNE IOJHOTO OTTaMBaHUS CJETKa IepeMelaiiTe aluKBOTHI M HEMEAJICHHO HCIOJB3YHTe MX JUIA
KaJTMOPOBKHU TaK)Ke, KaK U BHOBb BOCCTaHOBJICHHBIE KanmuOpaTopsl TruCal Apo Al/B.

Buumanue: [lepea kaxapIM HCIIONB30BAHUEM MIEpEeMeNIaiiTe BOCCTAHOBICHHBIN KaTMOpaToOp, OCTOPOKHO MOKAYMBAs, JJISl €ro
TOMOTEHH3AIUH.

IIpouenypa

[Ipouenypa omnpeneneHus U3I0KeHa B MHCTPYKIIUH 110 TIPIMEHEHUIO COOTBETCTBYIOIETO HAOOpa PeareHToB JUIsl ONpeeIeHuUs
HCCIIEyeMOTO aHAJINTA.

IIpocaexuBaeMocTn

Ykazanusle 3HaueHUs kanmuopartopa TruCal Apo A1/B ompeneneHbl B COOTBETCTBHH ¢ KOMMEPUECKOH MPOIeTypor U3MEPEHHS
craHgapTu3oBanHod mo pedepercHomy craamapty I[FCC (BO3-IRP Oxkta6pe 1992). Hdns crapmaptmzanmu Amo Al Obun
UcIosb30BaH pedepeHcHbli cranaapt SP1-01, ais cranpapruzaunu Ano B - SP3-07.

ATTecToBaHHOE 3HaueHHE KannOparopa amonunonporenHoB Al u B (TruCal ApoAl/B), ykazaHHOE B macnopre, creiuGuaHo
TOJIBKO JUISl JAHHOTO JIOTA KalnuopaTopa.

IIpoussoauTeiinb
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany
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YpoBeHb ABTOMaTHYeCKOE pa3BeeHHe PyuHoe pa3Benenue Konuentpammun
Kamubpatop Jucr. Boza Kammbpatop I Jucr. Bona Amno Al Kar. Ne 1 7102 Ano B Kar. Ne 1 7112
be3 kanmbpaTopa, TOJIBKO BoJa be3 kanmubpaTopa, TONBKO BOJa
Yposexs 0 wim BoaHbli pactBop NaCl wiu BoHbId pactBop NaCl 0 wr/a (0 /) 0 war/a (0 /)
Yposens 1 1 gacTe 4 yactu 40 MK 160 MK 50,8 mr/mm (0,508 r/m) 52,4 mr/nn (0,524 r/n)
Yposens 2 2 gactu 3 gactu 80 MK 120 MK 102 mr/pn (1,02 r/m) 105 mr/mn (1,05 r/m)
Yposens 3 3 yactu 2 4acTH 120 MK 80 MK 152 mr/ma (1,52 r/m) 157 mr/mn (1,57 r/m)
YposeHs 4 4 gactu 1 yacth 160 MK 40 MK 203 mr/mn (2,03 r/m) 210 mr/an (2,10 r/m)
YpoBeHb 5 be3s pa3Benenus be3 pa3Benenus 254 mr/nn (2,54 r/m) 262 mr/an (2,62 r/m)




