XOJIECTEPUH NINOMNPOTEIHY HU3bKOI
rYCTUHU NPAMUINA MIHI

CORMAY LDL DIRECT mini

Kam. Ne: 2-216 Jama sunycky iHcmpykuii: 03-2020

OcHOB0I0 _Npu__nposedeHHi _aHanizy € opueiHan

opueiHamy ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

HasBa Ha6opy Kar. N2
CORMAY LDL DIRECT mini 2-216
CORMAY LDL DIRECT 30 2-191
CORMAY LDL DIRECT 60 2-192
CORMAY LDL DIRECT 120 2-193
CORMAY LDL DIRECT 500 2-194
CORMAY LDL DIRECT 2-180

NEPEABAYYBAHE BUKOPUCTAHHA

[iarHocTnuHMn Habip AnA BM3HAaYeHHA KOHUeHTpauii xonectepuny JIMHI
(NpAMUI meTof), WO BUMKOPUCTOBYETbCA AK AN1A PYYHOro aHanisy (meTtop
Sample Start i Reagent Start) Ta B ieKinbKoX aBTOMaTUYHKX aHasi3aTopax.
PeareHT NOBWHHI BWMKOPWCTOBYBATUCA TiNbKW ANA AiarHOCTUKK in Vitro,
KBanipikoBaHNM MepcoHanom nabopaTopii, nvle 3a NPU3HAYEHHAM, Y
BiNOBIAHMX NaboOPaTOPHUX YMOBaX.

BCTYN

Mna3moBi ninonpoTeiHn € cPpepnyHUMM YacTMHKaMK, WO MICTATb Pi3Hi
KinbKoCTi ~ xonectepuHy,  Tpurniuepugis,  docdoninigis i 6inkis.
CniBBigHOWeHHA 6inka i ninigy BM3HA4ae LWiNbHICTb UMX NiNOMNPOTEiHIB i
CYXXUTb OCHOBOI ANA ix Knacudikauii. Knacu: XinomikpoH, aye HU3bKoi
winbHocti (JINAHI), Hu3bkoi winbHocTi (JINHM) Ta ninonpoTeign BUCOKOT
winbHocTi (JIMBT).

JINHE cuHTe3yloTbCA B MeviHui Nig Ai€to pisHUX NiNOAITUYHNX depMeHTIB Ha
Tpurniuepuay, 6Garati Ha JINAHT.  KoHueHTpauii JIMHI  xonectepuHy
BBAXAlOTbCA HAMGINbW  BaXNMBMM  KNIHIYHMM  MPeAnKTOpoM  3i  BCiX
napameTpiB, LWOAO aTepOCKIepo3y KOPOHAPHMX apTepil.

TouHe BuMiptoBaHHA JIMHI xonecTepuHy Ma€ KUTTEBO BaxkNMBE 3HAYEHHA B
MeTofax JNiKyBaHHA, AKi CMPAMOBaHI Ha 3HWXEHHA Ninigis ons 3anobiraHHs
aTepockneposy abo 3MEHLUEeHHs Oro nporpecy i, Wob YHUKHYTA Po3puBYy
6nAWKN.

NPUHLUMN METOAY

AHanisa € roMOreHHMM MeTOAOM MNPAMOro BUMIPIOBAHHA KOHLEHTpaLii
xonectepuHy JINMHI y cuposaTui KpoBi abo nnasmi 6e3 HeobxigHOCTI ByAb-AKNX
eTaniB nonepeAHboi 06pobKM abo LieHTPrPYryBaHHA.

MeTop piaKOro cenekTMBHOrO fieTepreHTy.

MeTop po3pobneHunin y popmari IBOX peareHTiB i 3a1eXunTb Bif BNaCTUBOCTEN
YHiKanbHoro petepreHty. Llenn petepreHt (PeareHT 1) contobinisye nuwe
yactuHkn  He JIMHC  (INBI, JINAHE, CM). BuBinbHeHWI xonectepuH
CMOXMBAETbCA XONIECTEPUHOBOID eCTepasoio Ta XOJecTeprH OKCUAasol B
peakuii, Wo He yTBOpIoe Konbopy. Apyruii getepreHT (PeareHT 2) contobinisye
yactuHky JIMHP, Wwo 3anuwunmca, a XpOMOTeHHWI 3'€AHyBay [03BONAE
dopmMyBaTh KOSTbOPW.

QepmeHTHa peakuia 3 xonectepuHom JIMHI y npucyTHoCTi 3'epHyBava
YTBOPIOE KONip, NpOonopuUinHmi KinbkocTi xonectepuHy JIMHI, npucyTHboro y
3paskKy.

PEATEHTU
MaKyBaHHA
CORMAY LDL CORMAY LDL CORMAY LDL
DIRECT mini DIRECT 30 DIRECT 60
1-PeareHT 2x30mn 3x30mn 3x50mn
2-PeareHT 2x10mn 1x30mn 1x50mn
CORMAY LDL CORMAY LDL CORMAY LDL
DIRECT 120 DIRECT 500 DIRECT
1-PeareHT 3x 100 mn 3x300mn 4x30mn
2-PeareHT 1x 100 mn 1x 300 mn 4x10mn

Mepexnaday TemsaHa 3eneHceka

iHCmpykuir
aHeniticbkolo Mo8oto, 8k1adeHol 8 Habip. Homep i dama sepcii

PeareHT cTabinbHuMii O TepMiHy NpPUAATHOCTI Habopy, HaApPYKOBaHOro Ha
ynakoBUi Mpu 36epiraHHi npu Temnepatypi 2-8 °C. PeareHTn cTabinbHi
npoTarom 12 TUXHiB Ha 6OPTy aHanizaTopa npu Temnepatypi 2-10 °C.

KoHueHTpauii B TecTi

1-PeareHTt

bydep

HetepreHt 1 <1.0%
XonectepuH ectepasa (Pseudomonas sp.) <1500 Oa/n
XonectepuH okecngasa (Cellulomonas sp.) <1500 0a/n
Mepokcngasa (xpiH) <1300 nnr Oa/n
4-amiHoaHTuNipyH (4-AA) <0.1%
Okcmpasa ackopbiHoBoi Kucnotu (Curcubita sp.) <3000 0a/n
KoHcepBaHT

2-PeareHT

bydep

[HeTtepreHT 2 <0.1%
N,N-bis(sulfobutyl)-toluidine, disodium (DSBmT) < 1.0 MM

KoHcepBaHT

MonepepKeHHA | NpUMITKIN
. He 3amopoxyiiTe peareHTu.
. 3axuwaiiTe Big NPAMUX COHAYHMIX NMPOMEHIB | yHUMKaliTe 3a6pyAHEeHb!

3PA3KU

CupoBaTKa, renapyviHizoBaHa HaTpiem abo EDTA nna3sma.

He cnip 3acTocoByBaTh aHTUKOArynAHTY, WO MICTATb LMTPaT.

CupoBaTtka: 36epiTb LifbHy KpPOB 3a [LOMOMOrol0 BeHenyHKLUii i painTe i
3ropHyTuca. LleHTpudyryiite i Buganitb cMpoBaTKy sikomora LuBuglue nicns
360py (NpoTArom 3 roguH).

Mnasma: 3pa3sku MoxyTb 6y 3i6paHi B E[ITA abo renapuH Hatpito.
LleHTpudyrynTe i BUAaniTb Nnasmy skomora LBMALLe nicna 36opy (npotarom 3
rogviH).

AlKwo ix He npoaHanisyBaTy HeranHoO, 3pasku MOXyTb 36epiratica npu
TemnepaTypi 2-8 °C go 5 AHiB. AKLO 3pa3Kkn NOTPiIGHO 36epiraty Ginblue 5 AHiB,
BOHM MOXYTb 36epiratica npu Temnepatypi -80 °C. 3pa3ku MOXyTb 6yTu
3aMOpPOXeHi OANH pas.

MNpoTe pekOMeHAYeTbCA MPOBeAeHHA aHani3iB 3 BMKOPUCTAHHAM CBiXKOro
6ionoriyHoro matepiany.

AOAATKOBE OBJIAAHAHHA
. aBTOMaTW30BaHUI aHanizatop abo GpoTomMeTp, 3aaTHUI 3UnNTyBaT NpW
630 HM™;

. Tepmoperynatop npu 37 °C;
. 3arasbHe nabopaTtopHe obnagHaHHS;

MPOLIEAYPA
PeareHTV roToBi O BUKOPUCTaHHA.
Mporpamu 4na aBTOMaTUYHNX aHani3aTopis AOCTYMHi 3@ 3anNUTOM.

PyuHa npoueaypa

[oBxKnHa xBuni 630 Hm
Temnepatypa 37°C
KioBeTa Tcm

MNinetyBatu B KloBETK:

3pasok (T) Crangaprt (S)

1-PeareHT 900 mMKn 900 mKn

[oBsepiTb o Temnepatypu Bu3HayeHHs (37 °C). Motim gopavite

Kanibpatop - 9 MKN

3pa3ok 9 MK -

[obpe nepemiwwaiite i Yepes 5 xB. iHKybaLii npw 37 °C gogante:

2-PeareHt | 300 mkn | 300 mkn

[lobpe nepemiwarite i Yepe3 piBHO 5 XB. iHKybaLii 3unTaiiTe MOrMUHAHHA
ctanfapTy A(S) Ta 3paska A(T) npoTuy NoBiTpA YK BOAW.

Po3paxyHok
KoHueHTpauia xonectepuny JIMHI = A(T)/A(S) x KoHUeHTpaLia KanibpaTtopa

PE®EPEHCHI 3HAYEHHA

Jopocni
Knacudikauia NCEP*: mr/pgn MMONb/N
OnuinHe <100 <259
Bnun3bko Ao onuinHoro <130 <337
MNpuKopAOHHE BUCOKe 130-159 3.37-4.12
Bucoke 160 — 189 4.14-4.90
[lyxe Brncoke > 190 >4.92

* HauioHanbHa OCBITHA Nporpama 3 XxonecTepuHy
Tak Ak JINMHI xonectepuH 3anexuTb Big pAAY PakTopiB, TakMx AK KypiHHS,




di3uuHi  BnpaBu, rOpMOHK, BIK i CTaTb, KOXHa nabopartopis MOBUMHHA
BCTaHOBWTW CBOI BACHi HOPMU, XapaKTepHi ANA MiCLLIeBOro HaceNeHHs.

KOHTPOJIb AKOCTI

[InAa BHYTPILWHbOrO KOHTPOMIO AKOCTI PEKOMEHAYETbCA BUKOPUCTOBYBATU
CORMAY LIPID CONTROL 1 (KaT. N2 5-179) i CORMAY LIPID CONTROL 2 (KaT. N2
5-180) abo CORMAY SERUM HN (Kar. N2 5-172) i CORMAY SERUM HP (Kat. Ne 5-
173) BnA KOXHOI cepii 3pa3ki..

Ina kanibpysaHHA pekomeHayeTbca CORMAY HDL/LDL KAJIIBPATOP (Kat. N@
5-178).

KanibpyBanbHa KpviBa MOBWHHa OyayBaTUCA KOXHi 12 TWXKHIB, i3 3MiHOWO
HOMepy napTii peareHTy abo B Mipy HeoOXifHOCTi; HanpwvKnag, pe3ynbTatu
KOHTPOJII0 AKOCTi M03a 3a3HayeHyM fiana3oHOoM.

POBOYI XAPAKTEPUCTUKUN

Lli meTponoriuHi xapakTepuctuku 6ynm oTpumaHi Npy BUKOpWCcTaHHi Multi+
ONA PYYHOro aHanisy Ta aBTOMaTMYHOro aHanizatopa Biolis 24i Premium.
Pe3ynbTaT MOXyTb BapitloBaTWUCA Bifi BUKOPUCTAHHA Pi3HMX iIHCTPYMEHTIB.

. Yyramsicrb (Multi+):
5.5 mr/an (0.14 mmonb/n) - Multi+
4.2 mr/gn (0.11 mmonb/n) - Biolis 24i Premium

JNinilHicTb:
no 316 mr/gn (8.18 mmonb/n) - Multi+
no 700 mr/gn (18.13 mmonb/n) - Biolis 24i Premium

[nA 6inbl BUCOKMX KOHLEHTpPaLin HeobXxigHO po36aBnTY 3pa3okK 3 0.9%
NaCl i noBTOpWTM BU3HaUYeHHA. Pe3ynbTaT MOMHOXWTM Ha KoeodiLieHT
po3BefeHHs.

CneundivHictb/IHTepdepeHuin

Tpwrniuepnan go 1293 mr/gn, 6inipy6iH KoH'toroBaHuii go 20 mr/gn,
6inipy6iH 3aranbHWin go 20 mr/gn, remorno6iH fo 0.5 r/an, ackop6iHosa
KucnoTa fo 500 mr/n Ta rama-rno6yniHun fo 5000 mMr/an He BNAMBAKOTb Ha
pe3ynbTaTn TecTy.

N-acetyl-p-benzoquinone imine (NAPQI), meTabonit napaueTamony
(aueTamiHOOdeH), MoOXe BUKIMKATU XWOHO HU3bKI pe3ynbTaty AanA

Navui€HTIB 3 TOKCUYHMM piBHEM NapaLeTamorny.

TouHicTb (Multi+)

MoBTOpPIOBaHICTb (MixK CepepHe SD cv
aHanisamu) n =10 (mr/gn) (mr/gn) (%)
PiBeHb 1 62.72 1.22 1.94
PiBeHb 2 158.77 0.69 0.44
. TouHicTb (Biolis 24i Premium)
MoBTOpIOBaHICTb (MiX CepenHe SD v
aHanizamv) n =10 (mr/gn) (mr/gn) (%)
PiBeHb 1 135.60 435 3.21
PiBeHb 2 187.07 5.19 2.77
BigTBOpIOBaHICTb (MiXK CepepHe SD cv
aHAMK) n = 20 (mr/on) (mr/on) (%)
PiBeHb 1 135.06 3.67 2.71
PiBeHb 2 187.24 5.62 3.00

MopiBHAHHA MmeTOAIB

MopiBHAHHA 3HaueHb xonectepuHy JIMHI, BM3HaueHux Ha Multi+ (y) i Ha
Hitachi 912 (x) 3 BukopucTaHHAM 48 3pa3KiB Aano HacTyMHi pe3ynbTaTu:

y =0.8968 x + 11.543 mr/an;

R=0.982 (R - koeoiuieHT Kopenaii)

MopiBHAHHA 3HauyeHb xonectepuHy JIMNHI, Bu3HaueHux Ha Biolis 24i Premium
(y) i Ha Hitachi 912 (x) 3 BuKopucCTaHHAM 29 3pa3KiB Jano HaCTymHi
pesynbratu:

y =1.0365 x + 3.7224 mr/pn;

R=0.996 (R - koediuieHT KopenaLii)

NMOBOAXKEHHA 3 BIAXOAAMU
BignosigHO [0 3aKOHOAABYMX BUMOT.

Mepexnaday TemsaHa 3eneHceka
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BUPOBHUK

13 KOPMEN C.A.
8yJ1. BiocenHa, 22
05-092 m. JlomsHki, lNonbwa
men.: +48 (0) 81 749 44 00
hakc: +48 (0) 81 749 44 34
http://www.cormay.pl
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YMOBHOBAXEHUW NPEACTABHUK

TOB «[JIAMEB»
8yn. YopHosona, 97
M. lsaHo-OpaHkiscbk, 76005
men.:+38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua
www.diameb.ua
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