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OCHOB0OIO _Npu Npo8edeHHi aHanizy € OpuziHan iHCMpyKuil
aHenilicbkolo Moeolo, 8knadeHol 8 Habip. Homep i dama sepcil
0puRiHany ma nepexknady iHCmpykuil nNo8UHHI cnisnadamu.

CneujianbHO AN BUKOPUCTaHHA 3 aHanisatopamu Diatron PICTUS® 700 Ta
PICTUS® 500

MakyBaHHA: 4x10mn (R1) +4 x 2 mn (R2)
NEPEABAYYBAHE BUKOPUCTAHHA
PeareHT pgna  KinbKiCHOrO  aBTOMATM30BAHOrO in  vitro  BU3HA4YeHHA
ImyHornobyniny M - IgM y 3paskax cvpoBaTKku abo nnasmu JIIOAUHM i3 3aranbHoOT
nonynauii nauieHTie. BumipiosanHa IgM cnig BUKOPUCTOBYBAaTW Pa3oM 3 iHWINMMN
TeCTamMm in vitro Ta in vivo Ta ¢GisnyHMM 06CTEXEHHAM NiLLEH30BAHUMU NiKapsaMn
AK JOMOMIKHMI 3aCi6 ANsA OLiHKM IMyHHOTO CTaTyCy.
Lleln peakTne po3pobrieHnid cneuianbHO AN BUKOPUCTAHHA 3 aHanisaTopamm
Diatron Pictus® P700 Ta P500.
[ina giarHoCTuKM in vitro anwe keanigikosaHumn daxisLamMK NabopaTopil.

KNIHIYHE 3HAYEHHA

ImyHornobynin M (IgM) ronoBHum uYMHOM BifNOBiJaE 3a KaTeropusauilo ABO
KpoBi Ta peBMaToigHoro ¢dakropa. MigsuweHi piBHi IgM cnocTepiraloTbca npu
MakpornobyniHemii, peBmaToigHOMy apTpuTi, 6pyuenbosi, nimpocapkomi, iHLWMX
ayTOIMyHHUX 3aXBOPIOBAHHSIX, Bipycax, Mansapii, rpnbKoBMX iHpeKLiAX.

3HmkeHi piBHI IgM cnocTepiraloTecd B arammarnobyniHemii, nimdoigHin
rinepnnasii, nenkemii, aminoigosi.

NPUHLUMN METOAY

Konu 3pasok 3miwytoTb 3 BignosigHuM 6ydepom (R1) i pO3UMHOM aHTUCMPOBATKU
(R2), IgM pearye cenektmBHO 3 aHTW-IgM aHTWTINAMW, WO NPU3BOAUTL A0
YTBOPEHHsA HEPO3UYMHHUX arperaTis. Ab6copbuis AOCNiAKYBaHOTO PO3UMHY Npu
505/750 HM NpoNOpLiAHa KOHUEHTpaLii IgM y 3pasky.

OBMEMEHHA METOAY

3BepHITbCA 0 KHUTK «Bname goaHaniTMuHUX 3MIHHKWX Ha KNiHIYHI nabopaTopHi
TecTn» WOAO MOXJIMBOI iHTepdepeHUii iHWNX ¢apMaLeBTUUHNX areHTiB Yy
AaHomy TecTi. IHTepdepeHUin iHWKNX areHTiB onmncaHa B «KniHiYHOMY KepiBHULTBI
3 1abopaTOPHUX TECTIB».

Llen peakTus po3pobneHnit cneuiafibHO ANA BUKOPUCTAHHA 3 aHanisaTopamu
Diatron Pictus® P700 ta P500. [InAa oTpumaHHA gopaTkoBoi iHdopmauii, 6yab
NacKa, 3B'AXKITbCA 3i CNyX6010 NigTPUMKM KnieHTiB B Diatron abo Medicon.

CKNAA PEATEHTY

PeareHnt 1 (R1) PeareHT 2 (R2)

MonieTunenrnikons B Tpic-6ydepi (pH Ko3aui aHtutina npotun IgM noantn
8.0) HepeakTtusHi iHrpegieHTy,
HepeaKTuBHI iHrpefi€HTN, KOHCEPBAHT. KOHCEPBAHT.

A MONEPEAMXKEHHA | NIPUMITKU

. Lli peareHTM npu3HaueHi AnA AiarHOCTMKKM in vitro. JiarHOCTUYHI
peareHT in vitro MoXyTb 6yTn HebesneuHumn. Ix cnig obpobnatu
BIANOBIAHO [0 HaNeXHUX nabopaTopHUX MeTofiB. YHMKanTe
BAWXaHHA Ta KOHTAKTY 3 OUMMA Ta LWKipOoIo.

. 3pas3kn cnig posrnafatM AK MOTEHUINHO iHdeKuilHi. Pobota 3
0Co6NUBOI0 06EPEXKHICTIO.

. AHTUCMpPOBATKN BUPOGNAIOTECA Ha O6'EKTax MOHITOPUHTY KRiHIYHO
340POBMMM TBAPUHAMM Nif, NOCTINHUM CNIOCTEPEXKEHHAM.

. PeareHT micTuTb a3ug Hatpito (NaNs) < 0.1%. YHMKalATe KOBTaHHA Ta
KOHTaKTy peareHTy 3i WKIPOI Ta CIM30BUMU O6ONIOHKaMK.

. Byab-AKUI  CepNoO3HMIA  IHUMAEHT, AKUA MOXe CTaTuca 3 UMM
NPUCTPOEM, MOBWMHEH MOBIAOMIATUCL KOPUCTYBaYeBi BUPOOGHUKY Ta
KOMMNETEHTHOMY OpraHy KpaiHu, fie 3HaxoAnTbCA KopucTysau Ta/abo
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nauieHT!

. YTunizysatm  BCi
3aKOHOAABCTBA.

. MSDS goctynHui Big Diatron ab6o MEDICON 3a 3anntom.

BiAx0AM  BIiQNOBIAHO OO  HAUiOHANbHOTO

A NiAroToBKA PEAFEHTIB
Pearentn R1 i R2 € rotosBumn [0 BUKOPUCTAHHA NPU PO3MIlLlEHHI Y
BiANOBIAHMX NONOMEHHAX aHanizaTopa. Ha dnakoHax € wrpux-koam ana
aBTOMATMYHOTIO PO3Ni3HaBaHHA aHanizatopamm Diatron Pictus® P700/P500.

A 3HUKEHHA AKOCTI PEATEHTIB

PeareHTu He NOBMHHi BUKOPUCTOBYBaTNCA:

. Konu BoHW He BignoBigaloTb BCTaHOBEHI NiHINHOCTI 360 KOHTPONbHI
3HAaUYEHHA 3HaXoAATbCA 3a MeKaMu AOMYCTMMOro fAianasoHy nicnA
nepekaniépysaHHs.

. Micha  Tpusanoro
TemnepaTypu.

BMAMBY COHAYHOrO (¢BiTna abo  BUCOKOI

A TEPMIH MPUOATHOCTI
HeBigkpwuTi peareHtn ctabinbHi npu Temnepatypi 2-8 °C go TepMiHy
NPUAATHOCTI, 3a3HayeHoro Ha etuketui. licna sigkpntta R1 Ta R2
3a/IMWAITBCA  CTAabiNbHMMKM  MPOTAroM 2 MicAuiB npw 36epiraHHi B
OXONOAKEHOMY NOTKY [nA peareHTis aHanisatopis Diatron Pictus® P700
a6o P500.

A 3PA30K

B AKOCTi 3pa3Ka MOXe BUKOPWUCTOBYBATUCA cMpoBaTKa abo Li-renapuHosa
nnasma. BukopucTtosyiiTe ycTanieHi HanexHi nabopaTopHi NpakTUKW ana
3abopy 3pasKiB, TPaHCMOPTYBaHHA Ta BIAAINEHHA Bif KNiTMH Kposi. He
3aCTOCOBYTE  remMoni3oBaHi, 3abpyAHeHi abo KanamyTHi  3pa3Ku.
AHTUKOArynaHTh, Kpim Li-remapuHy, He BMNpoGOBYBaNMCb i He MOBUHHI
3aCTOCOBYBATUCA. fIKHaMwBMAlwe uUeHTpudyryinte 3pas3ok i 3b6epirante
Hane>XHMM YMHOM, AKILO aHasi3 He Moxe b6yTW NnpoBefeHVIA Bigpasy nicna
noginy 3paska. IgM 3anuwaeTbcs cTabinbHUM y cvMpoBaTui abo nnasmi
npotarom 3 aHie npu 2-8 °C i go 6 micauis npu -20 °C. He 3amopoxylite
PO3MOPOXKEHI 3pa3Kun.

KANIBPYBAHHA

Diatron Hafiae Habip CtaHpapTy 6inka (1578-1190), wo npocTexyeTbcsa Ao ERM-
DA470k pna kanibpysaHHA. Kanibpyite aHanis wwomicAua Ha aHanizaTopax
Diatron Pictus® P700 a6o P500. Kani6pyBaHHA TakoX cnif MOBTOPWTW MiCiA
KaniTasbHOro TeXHIYHOro 06CNYroByBaHHA aHanizaTopa, NicnA 3amMiHN KPUTUYHOT
4acTUHW abo KONM BigOYBAETLCA 3HAYHWIA 3CYB KOHTPOJbHMX 3HAYEHD.

KOHTPOJIb AKOCTI

Diatron Hapga€e HaCcTynHi NPOAYKTN ANA KOHTPOIO AKOCTI: IMyHONOTiYHI KOHTPONi
piBHiB 1,2,3 (1578-1195-04, 1578-1196-04, 1578-1197-04).

BigHOBNEHHA KOHTPOSIIO MOBUHHO 3HAXOAUTUCA B  MeXax AOMyCTUMOro
fdianasoHy. Pe3synbTaTv 3a MeXamMu [ONyCTMMOro fianasoHy HasiTb nicna
nepeKkaniopyBaHHA MOXYTb OYyTW CMPUUYMHEHi MOTIPIIEHHAM  peareHTy,
HeBifnoBigHUMN  ymoBaMu  36epiraHHA  abo  MOTIPWEHHAM  KOHTPONIO,
HecnpasHicTio Npunagy abo NoMUNKOIo Nif Yac Nnpoueaypy BUNpoGyBaHHA.

HEOBXIAHI MATEPIAJIN, AKI HE NTOCTAYAKOTbCA 3 HABOPOM
= Kani6paTop IgM

. MaTepianu KOHTPOnIO AKOCTI

. AnanisaTop Diatron Pictus®

= 3aranbHe nabopaTopHe 06nagHaHHA

AOBIAKOBI IHTEPBAJIN

CupoBarka: 40 - 230 mr/pn

[oBigKoBi 3HaueHHs 6a3yl0TbCA Ha NOTOYHIN Gibniorpadii. KoxHa nabopatopin
NOBUHHA BM3HAUYNTKN CBOT BNACHI OUYiKyBaHi 3HaUEHHA, AKI AUKTYIOTbCA HANEXHOI0
NnabopaTopHOIO NPAKTUKOIO.



A YTUNI3ALIA BIAXOAIB
Llevt npoayKT MicTuTb a3np Hatpito (NaNs), akuii yTBoploe uyTnmBei BUOYXOBI
cnonykn 3 migalo abo csuHuem. Mpomuinte TpybKn Ans Bigxopis BOAOIO
nicna yTunisauii Hepo36aBNEHOro peareHTy, o6 YHUKHYTVN HAaKOMUUYEHHR
asnay B ApeHaKHUX Tpybax.

TEXHIMHI XAPAKTEPUCTUKU

HacTynHi 3HaueHHA € penpe3eHTaTUBHUMMK [Jia  POOOTM peareHTiB Ha
aHanizatopax Diatron Pictus® P700 um P500. [MpoAyKTMBHICTb peareHty
OUiHIOBaNacA Ha iHWWX TWMAxX aHani3aTopie, AKi OXOMnoBanuM BCi BUMOTX
Aupektnen 98/79 IVD. MNepenik aHanizaTopis 3 BiANOBIAHMMM eKcnyaTauinHUMn
XapaKTepuCTUKaMmn [JOCTYNHWA B CMneuianbHin NUCTIBLI, WO CynpOBOAXKYE
iHCTpyKUilo. Pe3ynbTatn Bawoi nabopatopii MOXyTb Bifpi3HATACA Big LUMX
3HaUeHb.

NininHicTb: o 400 mr/gn
Xyk-Edekr: > 1500 mr/an
HanHmKua mexa BUABJNIEHHA: 1.2 mr/on

HaliHmkua mexa BusaBneHHsA (LDL) BU3HAYa€TbCsA AK HAWMHMXKYa KOHUEHTpauis
aHaniTy, AKa BigpPI3HAETLCA Bif HyNA. 3pa3oK, BiIbHWI Bif aHaniTy, aHanisyTb 20
pa3is npoTarom aHanisy, i LDL o6unciioiTb Ak abCconioTHe CepepHE mioc Tpu
CTaHAAPTHI BigXUAEHHA.

TouHicTb: TOUHICTb OLIHIOETbCA 3a ABOMA PIBHAMW KOHUEHTpaUii aHanity 3rigHo
3 npotokonom CLSI EP-5A (20 nocnigoBHUX AHIB, 2 MPOroOHW Ha AeHb, 2
NOBTOPEHHS 3a NPOrOH).

Cepii Pictus® P700/P500

PiBeHb (mr/an) CV, %
74.3 1.60
141 1.22
209 0.93
PiBeHb (mr/an) 3aranbHmin %CV
74.3 2.30
141 1.89
209 2.40
InTepdepeHuii: Kputepin: sigHoBneHHA B Mexax + 10% Big ULiNbOBOro
3HauYeHHA.
(He3HauHa no)
Tpwurniuepuam 2100 mr/gn
lemorno6ix 500 mr/gn
Binipy6iH 20 mr/pn
KoH'tor. 6inipy6iH 20 mr/gn
Ackopbat 3 mr/on

Kopenauia: byno nposegeHO NOPIBHAHHA LbOrO peareHTy Ha aHanisaTopi
Diatron Pictus® P700 ta P500 Ta iHWOro KoMepuiiHoro npoaykTy. Pesynbtatn
6ynu Takumu:

Y =1.091X-8.075 R=0.98 N =28 [liana3oH 3pa3ka = 26.3-198 mr/gn
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