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OCHOB0I0 _Npu_NPo8edeHHi aHamizy € OpuiHan iHCMpyKuil
aHenilicbkolo Moeolo, 8knadeHol 8 Habip. Homep i dama sepcil
opueiHany ma nepekndady iHCmpykuil noguHHi cnisnadamu.

[inAa BUKOpUCTaHHA Ha aHanisaTopax Diatron cepii Pictus®

MeTop: ImyHOTYp6igumeTpin

Koa ToBapy: 1419-0782, 1419-0780

MakyBaHHA: 4x21,6 mn (R1) +4x 10,8 mn (R2),4x9,6 mn (R1) + 4 x
4,8 mn (R2)

36epiraTtu npn: 2-8°C

Tinbkn gnA BUKOPUCTaHHA in vitro

NEPEABAYYBAHE BUKOPUCTAHHA

[0TOBI AO 3aCTOCYBaHHA peareHTU AnA KiNbKICHOTO BU3HAYEHHA IMYHOTIO6YNiHY
A B cmpoBaTLi MoAWHY, CNelianbHO ANA BUKOPUCTaHHA 3 aHanizatopamu cepii
Diatron Pictus®. Tinbku gna giarHOCTUKK in vitro.

KNIHIYHE 3HAYEHHA

Imynorno6ynin A (IgA) npepctaBnsie 15% BCiX iMyHOrno6yniHiB B OpraHimi
TIOAVHM | 3HAXOANTBCA B OCHOBHOMY B CEKPETaXx LWIYHKOBO-KULIKOBOIO TPaKTy, B
CHI | B C1bO3ax.

MigsuweHi pisHi IgA cnoctepiraloTbCa Npy LMPO3i, PEBMATOIAHIN NIMXOMaHL,
3aMasibHMX 3aXBOPIOBAHHAX KWIIEYHWMKA, afKOroAi3Mi, XPOHIUHMX iHPeKUiAx,
KapLumrHOMi, 0COB/IBO LLYHKOBO-KMLIKOBOTO abo renatoxosieBoro TpakTy.

NPUHUMN METOAY

3acToCoBYIOTb  iIMYHOTYpPOIAMMETPUYHMI MeToAd. Konm 3pas3ok  3miwyloTb 3
BignoeigHum 6ydepom (R1) i posumHom aHTMcuposaTtkn (R2), IgA pearye
CeNneKTMBHO 3  aHTW-IgA aHTuTInamn, WO nNpuU3BOANTb [0 YTBOPEHHA
HepPO3UNHHKX arperaTiB. Abcopbuia AoCimKyBaHOrO Po3unHy npu 550/750 HM
nponopuinHa KoOHUeHTpauii IgA y 3paskKy.

OBMEMEHHA METOAY

3BepHITbCA A0 KHUTN «BNAMB AOAHaNITUYHNX 3MIHHMX Ha KNiHiYHi nabopaTopHi
TeCT» WOAO MOXJIMBOI iHTepdepeHuii iHWKMX dapMaLeBTUUHNX areHTiB Yy
LaHoMy TecTi. IHTepdepeHUin iHWKNX areHTiB onncaHa B «KniHiYHOMY KepiBHALTBI
3 1abOPaATOPHUX TECTIBY.

PeareHT po3pobneHunii  cneuianbHO ANA  BMKOPUCTaHHA 3 XiMiYHUMWK
aHanizatopamn Diatron Pictus®. Ulogo xiMiyHMX NpOTOKOMiB Ta AOAATKOBOI
iHbopmaulii, 6yab nacka, 3B'AXKiTbCA 3 BigAinom NigTpMmMKK KnieHTiB y Diatron.

CKNAA PEATEHTY

Pearenrt 1:

MonietuneHrnikonsb B Tpic-6ydepi
HepeaKkTuBHiI iHrpegieHTN, KOHCEPBAHT.
Pearenr 2:

Ko3aui anTtuTina npotun IgA niognun
HepeaKkTusHi iHrpefieH TN, KOHCEPBAHT.

MOMNEPEAXKEHHA | TIPUMITKU

. Lli peareHT\ npu3HaveHi gna aiarHoCTMKM in vitro. JiarHOCTUYHI peareHTn
in vitro moxyTb 6yTn Hebesneunumn. Ix cnig obpobnaTi BigNOBIAHO A0
HaneXXHUX nabopaTopHUX MeETodiB. YHWKaWTe BAMXaHHA Ta KOHTAKTy 3
ounma Ta LWKipolo.

. 3pasku cnig posrnsaaTh AK NOTEHUIMHO iHdeKuinHi. Po6oTa 3 ocobnueoo
obepexHicTio.

. AHTUCUPOBATKN BUPOOAAIOTBC Ha O6'€KTaX MOHITOPUHIY  KAiHIYHO
3[0POBUMW TBAPVMHAMU Mif, NOCTIMHMM CNOCTEPEMEHHSIM.

. PeareHT mictutb asmp Hatpito (NaNs) < 0,1%. YHuUKalTe KOBTaHHA Ta
KOHTAKTYy peareHTy 3i LWKIipoIo Ta CIM30BUMU OOONIOHKaMN.

. YTunisysaTu BCi BiAXOAM BIANOBIAHO A0 HALIOHANIbHOIO 3aKOHOAABCTBA.

. MSDS poctynHuii Big Diatron a6o MEDICON HELLAS (Bupo6HUK) 3a
3anMToMm.

Mepexnaday TemaHa 3eneHceKa

MiAroTOBKA PEATEHTIB

PeareHTn R1 i R2 € roTOBMMUN A0 BUKOPUCTAHHA NPU PO3MILLEHHI Y BiANOBIAHNX
NONOXeHHAX aHanizaTtopa. MnakoHW MalOTb WTPUX-KOAM ANA aBTOMATUYHOrO
po3ni3HaBaHHA aHani3aTopamum cepii Pictus®.

3HWXKEHHA AKOCTI PEATEHTIB

PeareHTn He NOBUHHI BUKOPUCTOBYBATUCA:

. Konn BOHM He BigMNoOBiAaloTb BCTAHOBMEHIN NiHINHOCTI ab0 KOHTPOSbHI
3HAYEHHA 3HAXOAATbCA 3a MeXamn [onycTMMOro fianasoHy nicna
nepekaniopyBaHHs.

. Micna TpMBaNoro BNAMBY COHAYHOTO CBiTNa a0 BUCOKOT TemnepaTypu.

TEPMIH MPUAATHOCTI

HesigkpuTi peareHTu ctabinbHi npu Temnepatypi 2-8 °C o TepMiHy npuaaTHOCTI,
3a3HayeHoro Ha etuketyi. Micia BIAKPUTTA BOHU 3aNMIIAIOTLCA CTabINbHUMUK
npotArom 56 [HIB npu 36epiraHHi B OXONOMKEHOMY NiAJOHI peareHTiB
aHanisatopis cepii Pictus®.

3PA30K

HeobxigHO BMKOPWCTOBYBATH 3pa3KmM CBIXOI cMpoBaTky abo nnasmu 3 EDTA. Hi
ronoflyBaHHs, Hi crewianbHOI NiArOTOBKM NaljieHTa He MOTPIOHI. IgA y 3pasky
3anMwWaeTbcA cTabinbHUM npoTtarom 4 micauis npn 2 -8 ° C.

KANIBPYBAHHA

Diatron Haga€ Habip ctaHgapTy 6inka (1578-1190). KanibpyBaTy aHani3 KoxHi 28
[HiB Ha aHanizaTopax cepii Pictus®. KanibpyBaHHA TakoX cnifi NOBTOPUTA MicnA
npoBefeHHs OCHOBHOFO TeXHIYHOro o6CNyroByBaHHsi Ha aHanisatopi nicna
3aMiHU KPUTUYHOT YaCTMHM ab0 NPW 3HAYHIN 3MiHI KOHTPOMIBHUX 3HAYEHb.

KOHTPOJIb AKOCTI

Diatron Hapa€ HaCTynHi NPOAYKT AN1A KOHTPOMIO AKOCTI: IMYHOMOTiYHI KOHTPOSI
piBHiB 1,2,3 (1578-1195-04, 1578-1196-04, 1578-1197-04).

BigHOBNEHHA KOHTPOSIO MOBUHHO 3HAXOAUTUCA B MeXax AOMyCTUMOro
fdianasoHy. Pe3synbTaTu 3a MeXaMu [ONyCTUMOro fianasoHy HasiTb nicna
nepeKkanibpyBaHHa MOXYTb OYyTW CMpPUUYMHEHi MOTIPIIEHHAM  peareHTy,
HeBignoBigHMMKM  yMOBaMu  36epiraHHs  abo  MOripLWEHHAM  KOHTPOMIO,
HecnpasHICTIO Npuiaay abo NOMWIIKOIO Mif Yac npouenypu BUNpo6yBaHHs.

HEOBXIAHI MATEPIAJNIN, AKI HE NOCTAYAIOTbCA 3 HABOPOM
= Kani6paTop IgA

. MaTepianu KOHTPONIO AKOCTI

= AnanisaTop Diatron Pictus® P400/P700/P500

= 3aranbHe nabopatopHe obnagHaHHA

AOBIAKOBI IHTEPBANU

Cnposatka: 70 - 400 mr/gn

OuikyBaHi 3HaUeHHA MOXYTb 3MIHIOBAaTUCA 3aNEXHO Bif BIKY, CTaTi, TUNY 3pa3Ka,
OIETN Ta reorpadiuHOro NosoxeHHs. KoxHa nabopaTopis NOBUMHHA BU3HAUUTM
CBOI BRacHi OYiKyBaHi 3HaueHHA, AKi AUKTYIOTbCA HaNeXHoK N1labopaTopHOIO
NPaKTUKOIO.

YTUNI3ALUIA BIAXOAIB

Lleit npopykT micTutb asup Hatpito (NaNs), akuin yTBOploe uyTnmei Bubyxosi
cnonyku 3 Migaw abo csuHuem. MpomuitTe BignpauboBaHi Tpyou Bofolo nicna
yTunizauii Hepo36aBNeHOro peareHTy, W06 YHWKHYTW HaKOMUUYEHHA a3uay B
ApeHaXXHUX Tpybax.

TEXHIYHI XAPAKTEPUCTUKU

HacTynHi 3HauyeHHA € penpe3eHTaTUBHUMU [nA  poOGOTW peareHTiB  Ha
aHanizatopax cepii Diatron Pictus®. [poayKTUBHICTb peareHTy ouiHIOBanaca Ha
iHWKX TMNax aHanizatopis, AKi oxoruiosanu sCi BuMorn [dupextnsu 98/79 IVD.
MNepenik aHanizatopis 3 BIANOBIAHMMU eKCrlyaTaLinHUMN XapaKTepuCcTUKamm
JOCTYNHUI B CnewjianbHin NUCTiBL, WO CYyNnpoBOAXYE BCTaBKy. Pesynbtatin Bawoi
nabopaTopii MOXYTb Bifipi3HATUCA Bif LUX 3HAYEHbD.

Pictus® P400 | Cepii Pictus® P700/P500

NiinnicTb Ho 600 mr/gn o 600 mr/gn
Xyk-edekr > 3750 mr/an > 4000 mr/on
HamHmKuya mexxa BUABNEeHHA 7.9 mr/an 5.9 mr/ogn



HanmHnxua Mexa BuasneHHa (LDL) BM3HAaYa€eTbCA AK HaWHWXKYa KOHLEHTpauisa
aHaniTy, AKa BiApI3HAETbCA BiJ HYNA. 3pa3oK, BIIbHWUI Bif aHaNITy, aHanisyoTb 20
pa3is npoTarom aHanisy, i LDL o6unciioioTb Ak abconioTHe cepepHE mioc Tpu

CTaHAAPTHI BigXUAEHHA.

TouHicTb: TOUHICTb OLIHIOETHCA 33 ABOMA PIBHAMW KOHUEHTpaLii aHaniTy 3rigHo
3 npoTtokonom CLSI EP-5A (20 nmocnigoBHUX AHIB, 2 MPOroHU Ha [eHb, 2

NOBTOPEHHA 3a NPOrOH).

Pictus® P400

Cepii Pictus® P700/P500

PiBeHb y 3aranbHuin | PiBeHb Yy 3aranbHun
(mr/on)  mexax CV, % (mr/on)  Mexax CV, %
CV, % CV, %
131 1.78 249 113 1.91 2.89
277 1.51 2.18 215 1.38 2.52
389 1.85 2.38 321 1.35 2.00

InTepdepeHnuii: Kputepiit: BinHoBNEHHA B Mexax + 20% Bif LiNIbOBOro 3HauYeHHA

Pictus® P400

Cepii Pictus® P700/P500

Jlinemis He3HauHa po 1000 mr/gn
Intralipid®

Femorno6in He3HauHa po 500 mr/an

He KoH'lor.

Binipy6iH HesHauHa fio 20 mr/gn

KoH'tor.

binipy6iH HesHauHa fo 20 mr/gn

Ackopbat HesHauHa po 3 r/pn

Kopensuia: lNposegeHo NOPIBHAHHA LUbOro

HezHauHa fio 1000 mr/an Intralipid®
HesHauHa go 500 mr/pn
HesHauHa go 20 mr/an

HesHauna go 20 mr/an
HesHauna go 3 r/gn

peareHTy Ha aHanisatopi cepii

Pictus® i cuctemoio cepii BECKMAN COULTER AU. Pe3ynbTaTtvi 6ynn HacTynHUMM:

Pictus® P400

Y=1.010X+1.485 R=0,978 N =40
Pictus® P700/P500
Y=1.019X+2411 R=09796 N=25
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MEJIKOH XEJIJIAC CA.
8ys. Menimona, 5-7
153 44 lepakac, peuia
Ten: +302106606000
Qakc: +302106612666
www.mediconsa.com
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