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Bepcia 01

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: 1419-0752, 1419-0750

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

[oTOBMIA A0 3aCTOCYBaHHA peareHT Aa KifIbKiICHOrO BU3HAUYEHHA KOMMOHEHTa
KomnnemeHty 4 (C4) B cuposatui abo nfasmi NioaMHKU, CneuianbHO ansa
BUKOPUWCTaHHA 3 aHanizatopamu cepii Diatron Pictus®. Tinbku gna giarHoCT1KM in
vitro.

KNIHIYHE 3HAYEHHA

MNigsuweHi pieHi C4 y cnpoBaTLi CNOCTEPIraloTbCa y AeKiNbKOX TMMNaxX 3M0AKICHNX
HOBOYTBOPEHb. 3HVXKeHi PiBHI NPOABNAIOTLCA NPW ayTOIMYHHIN reMONiTUYHINA
aHewmii, rnomepynoHedpuTi, KpiornobyniHemiax, peBMaTOIAHOMY apTpwTi,
cuHgpomi  UlerpeHa,  pecnipaTOpHOMY — AUCTPEC-CUHAPOMI,  CUHAPOMI
iHpeKUIMHOro eHAoKapAuTy 3 BTOPUHHUM [IOMEPYIOHeGPUTOM, CMagKoBOIO
aHrioegemolo.

NPUHUMN METOAY

3acToCoBYIOTb  iIMYHOTYpPOIiAMMETpUYHMI MeToa. Konu 3pasok  3miwylotb 3
BignoeigHum 6ydepom (R1) i po3uuHom aHTUcmpoatkn (R2), C4 pearye
CenekTMBHO 3 aHTuTinamu go C4, Wwo npusBoaNTL A0 YTBOPEHHA HEePO3UMHHUX
arperati. Abcopbuia unx arperatis npu 340/700 HM NPONOPLiHa KOHUEHTpaLii
C4 B 3pasky.

OBMEXEHHA METOAY

3BEepHITECA A0 KHUTU «BNAvB AoaHaniTMUHMX 3MIHHUMX HA KNiHiYHi nabopaTopHi
TeCT» WOAO MOXJIMBOI iHTepdepeHuii iHWKMX dapMaLeBTUUHNX areHTiB Yy
naHoMy TecTi. IHTepdepeHUis iHWKNX areHTiB onncaHa B «KniHIYHOMY KepiBHULUTBI
3 1aboPaATOPHUX TECTIB».

PeareHT po3pobneHnii  cneuianbHO ANA  BUKOPUCTAHHA 3 XiMiYHUMKW
aHanizatopamn Diatron Pictus®. Ulogo xiMiyHMX NpOTOKOMiB Ta AOAATKOBOI
iHdopMaUlii, byab nacka, 38'AXiTbCA 3 BigAINOM NiATPUMKM KNieHTIB y Diatron.

CKNAA PEATEHTY

Pearenrt 1:

MonietuneHrnikonsb B Tpic-6ydepi
HepeaKTneHi iHrpeflieH TN, KOHCEPBAHT.
Pearenr 2:

Ko3aui aHTuTina npotu 6inka C4 niloanHn
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 nabopaToOPHUX METOoRiB. YHWKaNTe 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 mictnte asmpg Hatpilo (NaNs) < 0,1%. YHMKaWTe KOBTaHHA Ta
KOHTAKTYy peareHTy 3i LWKIipoIo Ta CIM30BUMU OOONIOHKaMN.

. YTunisysaTu BCi BiAXOAM BIANOBIAHO A0 HALIOHANIbHOIO 3aKOHOAABCTBA.

. MSDS poctynHuii Bif, Diatron a6o MEDICON HELLAS (BMpo6HMK) 3a

Mepexnaday TemaHa 3eneHceKa

3annTom.

niAroToBKA PEATEHTIB

Pearentn R1 i R2 € pigkumun, rotoBUMU A0 BUKOPUCTAHHA NPU PO3MIlEHHI Y
BiANOBIAHUX MONOXEHHAX aHanizatopa. ONakoHU MalOTb WTPMX-KOAW AnsA
ABTOMATMYHOIO PO3Mi3HaBaHHsA aHanizaTopamu cepii Pictus®.

3HUXKEHHA AKOCTI PEATEHTIB

PeareHTn He NOBMHHI BUKOPUCTOBYBATUCA:

. Konn BOHM He BiAMOBIJalOTb BCTAHOBJIEHIN MIHIMHOCTI ab0 KOHTPONbHI
3HAYEHHA 3HAXOJATbCA 3a MeXamn [onycTMMOro fAianasoHy nicna
nepekaniépysaHHs.

. Micna TpMBanoro BNANBY COHAYHOTO CBiTNa abo BUCOKOT TeMnepaTtypu.

. Konu po3unH KanamyTHWUIA.

TEPMIH NPUAATHOCTI

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

3PA30K

HeobxigHO BMKOPWCTOBYBATH 3pa3KmM CBIXOT cMpoBaTky abo nnasmu 3 EDTA. Hi
ronoflyBaHHs, Hi crneujianbHOl NiAroToBKM MauieHTa He NOTPiGHI. Bigokpemutu
3pa3oK Bifl KITUHHUX KOMIMOHEHTIB i BUMIPATU AKOMOra wsuglle. 3pasku
NoBUHHI 36epiratuca npu =70 °C.

KANIBPYBAHHA

Diatron Haga€ Habip ctaHgapTy 6inka (1578-1190). KanibpyBaTy aHani3 KOxHi 28
[HiB Ha aHanizaTopax cepii Pictus®. KanibpyBaHHA TakoX cnifi NOBTOPUTA MicnA
NpoBeAEeHHs OCHOBHOIO TEXHIYHOrO OOCNYroByBaHHsA Ha aHanisatopi nicns
3aMiHU KPUTUYHOT YaCTMHM ab0 NPW 3HAYHIN 3MiHI KOHTPOMIBHUX 3HAYEHb.

KOHTPOJIb AKOCTI

Diatron Hafilae HaCTYMHI NPOAYKTU )18 KOHTPOSIIO AKOCTI: IMYHONOTriIUHI KOHTPONI
piBHiB 1,2,3 (1578-1195-04, 1578-1196-04, 1578-1197-04).

BigHOBNEHHA KOHTPOSIO MOBUHHO 3HAXOAUTUCA B MeXax AOMyCTUMOro
fianasoHy. Pe3ynbTaTv 3a MeXaMu [ONyCTMMOro fianasoHy HasiTb nicna
nepekanibpyBaHHA MOXYTb OyTW CNPWUMHEHI MOTIPLIEHHSAM  peareHTy,
HeBignoBigHMMM  yMOBaMu  36epiraHHss  abo  MOTIPIWEHHAM  KOHTPOJIO,
HecnpaBHICTIO Npuiagy abo NOMWIKOIO Mif Yac npoueaypu BUNpoOyBaHHs.

HEOBXIAHI MATEPIANN, AKI HE TOCTAYAKOTbCA 3 HABOPOM
= Kani6paTtop C4

. MaTepianu KOHTPONIO AKOCTI

= AnanisaTop Diatron Pictus® P400/P700/P500

= 3aranbHe nabopatopHe ob6nagHaHHA

AOBIAKOBI IHTEPBAZIN

Cnposatka: 15 -48 mr/an

[loBifiKoBi 3HaueHHA 6a3ylTbCA Ha MOTOYHIN Gibniorpadii. KoxHa nabopaTopis
NOBUHHA BM3HAUNTN CBOT BNACHI OYiKyBaHi 3HaUEHHA, AKi AUKTYIOTbCA HANEXHOI0
NnabopaTopHOIO NPAKTUKOIO.

YTUNI3ALUIA BIAXOAIB

Lleit npopykT micTutb asup Hatpito (NaNs), Ak yTBOpIOE uyTnmei BUOYXOBI
cnonyku 3 Migaw abo csuHuem. MNpomuiiTe BignpauboBaHi TPyou Bogolo micia
yTunizauii Hepo36aBNeHOro peareHTy, W06 YHWKHYTW HaKOMUUYEHHA a3uay B
ApeHaXXHUX Tpybax.

TEXHIYHI XAPAKTEPUCTUKIA

HacTynHi 3HauyeHHA € penpe3eHTaTUBHUMU [nA  poOGOTW peareHTiB  Ha
aHanisaTtopax cepii Diatron Pictus®. lpoayKTMBHICTb peareHTy OuiHIOBanaca Ha
iHWKX TMNax aHanizatopis, AKi oxoruiosanu sCi BuMorn [dupextnsu 98/79 IVD.
MNepenik aHanizatopis 3 BIANOBIAHMMU eKCrlyaTaLinHUMN XapaKTepuCcTUKamm
JOCTYNHUI B CrieianbHin NNCTiBLI, WO CYNPOBOAXKYE BCTaBKy. Pesynbtatin Bawoi
nabopaTopii MOXYTb Bifipi3HATUCA Bif LUX 3HAYEHbD.

Pictus® P400 | Cepii Pictus® P700/P500

Nininnictb Ho 120 mr/gn Lo 120 mr/gn
Xyk-edpekr > 2000 mr/an > 2000 mr/on
HamHmKuya mexxa BUABNEeHHA 0.6 mr/gn 0.4 mr/on



HanHnxua Mexa BuasneHHa (LDL) BM3HAYa€eTbCA AK HaWHUXKYA KOHLEHTpauis
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 OLIHIOETBCA 3a ABOMA PIBHAMM KOHLUEHTpaUii 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, %
13.5 4,54 5.14 154 2.76 4.70
29.2 240 4.06 29.7 1.94 4.03
42.4 2.93 4.38 432 1.84 3.44

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

Pictus® P400 Cepii Pictus® P700/P500

Ninemia He3HauHa o 300 mr/gn Intralipid® HezHauHa o 400 mr/gn Intralipid®
lemorno6iH He3HauHa po 500 mr/an HesHauHa go 200 mr/pn

Binipy6iH He3HauHa go 20 mr/an HesHauHa go 20 mr/an

Ackopbat HesHauHa pgo 3 mr/an HesHauHa pgo 3 mr/an

Kopenauia: lNposegeHo NOPIBHAHHA UbOrO peareHTy Ha aHanisatopi cepii
Pictus® i cuctemoio cepii BECKMAN COULTER AU. Pe3ynbTaTtvt 6ynun HacTynHUMM:

Pictus® P400

Y =0.972X-4.95 R=0,945 N =40 [liana3oH 3paska = 13.5-68.1 mr/an
Pictus® P700/P500
Y=0979X-5.12 R=0,9498 N=27 [iana3soH 3paska = 10.8 - 62.4 mr/an
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BUPOBHUK

MEJIKOH XEJIJIAC CA.
8ys. Menimona, 5-7
153 44 lepakac, peuia
Ten: +302106606000
Qakc: +302106612666
www.mediconsa.com
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YMNOBHOBAXEHWUNA NPEACTABHUK

TOB «[JIAMEB TPEU/[]»
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