
€rba Lachema s.p.o"

Erba Elite REAGENT (CE)

Erba Lyse-Diff

/luarpyrcqrfi peareHr Anf,
a BTOMaTh314pOBa H HOrO a Han r3a

Ko4 npo4yxra:50003764 O6reru 1n

Tonuxo A F Ananoc:rtxn in vitro !

/HCTPYKUhfl NO NPhMEHEHhIO

Erba Lyse-Diff I ntupyrouqui,t peareHr - cra6rnnsupoeanHurfi
pacrBop c nnrxpo-Qrnurpaqraeil cpeAcrBoM AnF nv,l:lca
3phrpot lhroB ( RBC), 4nn Ko.n hqecrBeHHoro onpeAeneH rF
reilxoquroe (WBC), nefixoq vfioB u3 rpex qacreil

4uQQepenqraqun (LYM, MlD, GRAN) h h3MepeHhfl

KoHL{eHTpaLlhh remomo6rna (HGB) e KpoBh qeroBeKa Ha

reM aToI o t-t4q ecKoM aHa.n h3aTope,

Erba Lyse-Diff Ao,nxeH 6urru HcnorusoBaH ro,4bxo c peareHTaMh

3p6aLach ema. Ou.rr6oq nure pe3y, brarbt nnoryr 6ulru no/tyqeH bt,

ecnr PeareHr nphMeHFercr c peareHTaMI hHbtx npoh3Bopnteneil.
fl oxaayfi cra, o6parrrecu x Pyxo ao4cray n o,n b3o BarerF n pt6opa

AnF n onyrl e HhF Ao n o.n H hre.[ u lroil u l$o pnn a qr r,

COCTAB:

'-oeepxHocrHo-aKTt BHbte ee ulecrea <3,5%

EySepur <1,0%

Koncepeanr <0,5%

Cra6rrraarop s <Of%

a ovru.leHHoil eo4e

MEPbI NPEIOCTOPOX{HOCTh

- 3p6a Lyse-Diff 6esonaceH ArF oKpylxalou.qefi cpe4ur, 6es
LlhaHhAoB r aalr4-Free peareHT; He co4epNrr BpeAHbtx

hHrpeAheHToB.

- l4s6erailre KoHraKra c r/ta3aMr, xoxeil n o4ex4ofi.

- B cnyvae nonaAaHilfl B rra3a r4nil Ha Kox{y npoMbtTb rna3a
o6rluHutlt xort4rtecrBo BoAbt B TeqeHhe HecKo,rtbKt4x MvlHw urrl
BbtMbtrb xoNy ao4oil.

- AepxHTe xoHreirHep peareHTa 3aKpbtTbtM, KorAa oH He

hcno/t b3yeTcff.

- nprnnexRire la6oparopHure nepltarKh npn pa6ore c errnn
peareHToM.

- Bce o6pasqut lKhAKocl4 opraHh3Ma AorxHbl paccMarpt,tBarbcn

Ka K noreHLlh a.4 bHo h Heh l_{t4 po Ba HHbte Marepha,n bt. ly'ayvaru ecrc

KpoBb h ApyMe noreHqha.frbHo rn$exqroxtute Marepranbt c

coorBercrBytou.lhMH n peAocropo*(HocrgM14. lzlcnolusyfi re
nepqaTKH/ MaCKh h Xa.naTbt, Aaxe ec,rth KoHTaKT C KpOBbrc He

n peABrAhrcF.

- floxanyilcra, o6paturecu K.ru4cry 6egonaclocrr, ceReaHFloil c

peafeHToM.

- ly'cno,r ueyfi re n paBhrt a Ha4nexa u.1efi ,la6oparo p loir n paKrhKh

(GLP)r 6eaonacHocrr nph pa6ore c peafeHraMh.

3460P h nO.4TOTOBKA

Erba Lyse-Diff npeAHa3HaqeH ArF nphMeHeHuR c o6pagqan ta

eeHosHofi KpoBH c 9ATA aHThKoaryrFHroM. 06pasqur 4nn
reMaro,norhqecKoro aHa,nh3a Moryr xpaHhrbcn 4o 8 vacoa a (+1-5

4o +30) ' C unu go 24 qacoa nocle c6opa axonoAtn;Htxe (+2 4o
+8) " C.

NOATOTOBKA PEATEHTOB

- 3rot pearenr foroB K hcno.flb3oBaHhrc h Moxer 6uru nprmetel
HenocpeAcrBeH Ho hs KoFtre fi Hepa; HhKaKaF cn eLlt,t a,4 bHar

noAroroBKa peareHra ne rpe6yercn.

- Ofiaaure peareHT nph KoMHarHoil rennneparype B TeqeHhe no

xpailaeh mepe 12 vacoa.

3AMEHA PEA|EHTOB

- fluqo, ycraHaB.4fiBarcu{ee peareHT, 4olNno 6urru

npoQeccnoua,l uno o6yveruurm ra6opatron

- V4arrre BnycKHyro KpbtuJKy c xonreilHepa c pearenrom, vro6ur
3aMeHhrb. flo4xrrovlrre BXoA peareHToB K HoBoMy xonreilxepy

- Ey4ure yeepeHbt, qro t-laera Ha xax4oil rpy6e, xoHrefinepe r
pa3beMe a sa4Heil crenxe npr6opa coBnaAaror,

- Vlglerahte ndnr4vlu nrxpo6Hoil xoHramrHaqrr rpy6 r
p€dl€HTar

- flpn ycraHoaxe Hoeofi naprvl4 peareHTa npoBeA/Te xa,rr6poaxy
npu6opa, KaK yxa3aHo B pyKoBoAcrBe norb3oBare,nfl



Erba l-achema s.r.o.

Erba ELite 3 REAcENT (CE)

Erba Diluent-Diff

Pas6a ehr enb AnA a BToMarhqecKhx

aHa.nh3aTopoB

Ko4 npo4yxra: 50003753 o6revr 20 n

^fonuKo 
AnR AilarHocrrxr in vitro !

' rlnCfPyX[rg nO npf Urnenf 1o

E rb a Pas 6a ehrea u- D iff - 6y$ep n ur il ct a6u nutup o eaaaoth
pacrBop 3reKTpon hro B c mrxpo-Qur urpaqra eil 4nn
a BToMarh'lecKoro paa6aal eHun o6paaqo a Kpo Bh Lte,n o BeKa,

KaqecTBeHHOrO h KO,4hqecTBe HHOf O OnpeAe,4eH hR gpt4Tpo l_lhToB

(RBC), aeirxoqrroe (WBC) r,r cy6nonyrnquh nehxo1uroe,
rpom 6oqrro a ( P LT) r,t r,rervr e pe H hF Ko HLle Hrp a qr r renn o r,n o6u Ha

(HGB) Ha reMaronorhqecKHX aHa.[h3aroDax.

Erba Pas6aahreas-Diff cae4yer hcnorb3oBarb ro.rtbKo c

aHa,4h3aropoM h peareHraMh 3p6a Lachema. OuJil6oqHule
pe3ynbrarbt nnoryr 6utru no/4yqeHbt, ecnh peareHT nphMeHFercn c

peareHTaMh hHbtx npor3BoAuteneh.

f1 oxaayil cra, o6 parure cu x pyxo eo4crey n o,rt b3o Bare,rn n p r 6o p a

Anfl nonyqeHhfi AononHt,tTe/] unoil nu$opmaqrar.

Hrpea11eHTbti

Sodium chloride <I.5%

6y0ep < t.O %

KoHcepaaHl < 0.5 %

cra6ransarop 10.5 o/o

AkcrunnkpoBaHHaR BoAa

MEPbI NPEAOCTOPO}I{HOCTh

- 3p6a Paa6aer4reru-Diff nenflercn 6egonacHbtM AnR oxpyxaroqefi
cpeAbt, asr4 6es peareHTa; He coAepxr4T BpeAHbtx 14HtpeAheHroB,

- hs6erailre KoHTaKTa c r,na3aMh, xoxefi r o4ex4oil.

- B cnyvae nonaAaHhR B r,qa3a h,tH Ha Koxy npoMbtrb r,4a3a

o6rluHutnn Ko,fthqecrBoM BoAbt B TeqeHhe HecxorbKr4x MVHyt hIV
BbrMblrb xoxy eo4oil

- r{epxrre xonrefinep peareHTa 3aKpbtrbrM, KofAa oH He

ucno,n b3veTcf,.

- o6Rsarenuno hcnorb3oBaHhe aa6oparopnbtx nepqaroK nph
pa6ore c orhM peareHToM.

- Bce o6paaqsr xh4xocl4 opraHh3Ma AorxHbt paccMarphBarbcn

KaK noTeHLlhanbHo

14HQt4llhpoBaHHbte Marephanul. Pa6oraru c KpoBbto v1 ApytuMV
noTeHqha,4bHo 14HQeKq,|oHHbtMM MaTephanaMh c

coorBercrBytou.ll4Mh npeAocropoxHocrff M14. 14cnoausyfire

nepqaTKh,MacKh h xa,4aTbt.

- lloxaayficra, o6parnrecu H nhcry 6esonacFtocrh, ceRsaHHofi c

peareHToM.

- hcnolusyfire hHcrpyKq/r no MepaM 6eeonacuocrr 4nn
na6oparoptoil npaKrhKh (GLP) npra pa6ore c peafeHraMh.

3AEOP h NOATOTOBKA

Erba Pas6aerreau-Diff npeAHa3HaqeH Anff npHMeHeHilff c

o6pasqannr eeHosHoil KpoBh c 3!TA anl,rxoary.flffHToM. O6pasqur

ArF reMaro,.lorhqecKoro aHan|,i'3a Morfr xpaHhrbcR 4o g rlacoB np14

TeMneparype +15 .{o +30 " C unn Ao 24 qacoB noc.ne c6opa a

xo/roArnbHhKe (+2 4o +8) " C.

noafoToBKA PEATEHTOB

- 3ror pearelr roroB K hcno.rlb3oBaHilrc z Moxer 6uru nprmeleH
HenocpeAcrBeHHo hs xoHreil He pa; HhKaKaF cneL{ilalt bHas

noAroroBKa peareHra ne rpe6yercn.

- Ocraeute peareHT nph KoMHarHoil rennneparype B TeqeHhe no

xpailHefi mepe 12 vacoa.

3AMEHA PEATEHTOB

- ycraH0BKy peareHra AonxeH 6urru nporseo4rru
npo$eccrouanuHo o6yveHHurfi corpy4lnx

- Ypanute BnycKHyto KpbtulKy c xorrefinepa c pearenrom, vro6ur
npoh3Becrh 3aMeHy. Flo4xlrovnru BXoA peafeHToB x HoBoMV

xoHreilnepy p'eareHTa.

- Vls5era7te nbtnt4 vIV nraxpo6loil HoHTaMhHaL{il14 rpy6ox z
pea reHTo B.

- flpH ycraHoaxe Hoeoil naprhh peareHra npoil3BeAhre

xa,nr6poexy npr,r6opa, KaK yKa3aHo B pyKoBoAcrBe no.nb3oBare.4s.

Xpa r eu u e pea rexroe, cra 6ra uxocru 1,| .Il h KBhAAUhf



€rba Lachema s"r.o.

Erba Elite REAGENT

Pas6aehrenb Ann aBroMarhqecKoro aHanh3aropa (Erba Dil-5p)

KoA npoAyxra:50003774 O6tenn 20a

TorbKo A,ts AviarHoc'tvlt in vitro !

hHCTPYKUhfl NO NPhMEHEHhIO

Erba Dif-SP - 6yQepnuril cra6unntupoaaHuulfi pacreop
s.neKTporhroe c nnrxpo-Qtaurpaqrefi ArF aBToMarilLtecKoro
las6ae,reHhs o6pasqoe KpoBH qenoBeKa, KaqecrBeHHoro h

KorHqecrBeHHoro onpeAeneHuF apvrpo\uroa (RBC), aeilxoqnroe
(WBC) r cy6nonynnqrafi reilxoqrroe, rpon6oqnroa (pLT) r
h3MepeHhff KoHqeHrpa Llh14 remou o6u ta ( HG B) r.ra

f eMaToI orilqecKilx aHa,4h3aTopax.

Erba Pas6aeureau-Diff cneAyer tacno/lb3oBarb ro.ftbxo c

aHa.nh3aropoM h peareHTaMh 3p6a Lachema. Ou.r146oqHule

pe3ynbrarbt nnoryr 6utru no,.tyqeHbt, ec,nh peareHT nphMeHflercn c
peareHTaMh HHbtx npou3Bo4urelei.

11 oxanyfi cra, o6parnrecu x pyxoeo4crey no.t b3oBare,nfl n pt 6opa

A, R n ort W e Hh f, Ao non H hre,4 uH o il r n$ o prin aqr,la.

htrpeAltexrur

Xaopu4 aarpua <!,0%

,{Yoeour<t,t%

-XoHcepeaHr <0,4%

Cra6rnraarop or <0,4%

e ovnu.leuuoil eo4e

MEPbt nPEAoCTOPO)t{HOCTh

- pas6aerreau 6eeonaceH Anff oKpyxarcu.leir cpe4ur; He coAepxhr
BpeAH btx hHrpeAheHToB.

- l4e6erailre KoHTaKra c r.na3aMh, xoxeil r o4ex4ofi,

- B cayvae nonaAaHhfl B r,na3a rlnh Ha Koxy npoMbtrb r,4a3a

o6nlunutnn Ko/tklqecrBoM BoAbt B TeqeHile HecKo.nbKhx MVHvt t4nvl

BbrMbrrb xoxy ao4oi

- Aepxhre xonrefiHep peafeHra 3aKpbtrbtM, xorAa oH He

14 cno,i'| b3yeTcF.

- o6RsatenuHo ilcno.4bsoBaHue aa6oparopnbtx nepqaroK nph
pa6ore c sl4M peareHToM.

- Bce o6paequt xr4AKocrh opraHH3Ma Ao.rtlKHbt paccMarpt,tBarbct

KaK noTeHqHa, bHo

nuSrqrpoeaHHble MarepHanut. Pa6oraru c HpoBbro tl ApyrvMt4
noreHL{ha,q bHo r H$exqroHnutM t4 M arepha/taMh c

coorBercrByrou.p,lMil npeAocropoxHocrff Mh. Llcnorusyilre
nepqaTKh,Macxh h xa/naTbt.

- floxanyficta, o6parrrecu H nhcTy 6esonacHocl4, ceRsaFlFtoil c

peareHToM.

- 14cnorusyilre hHcrpyKqhh no MepaM 6eeonacHocrr 4,rn
aa6oparopHofi npaHrkKh (GLP) npra pa6ore c peafeHraMh

3A50P h no4roToBKA

Pas6aehrenu npeAHa3HaqeH Anff nphMeHeHrn c o6pasqamr
aeHogHofi KpoBr4 c 3!TA anrrxoarynFHroM. O6paaqur 4nn
TeMaro,4orhqecKoTo aHa/lh3a Mofyr xpaH/Tbcn 4o 8 vacoa npr
reMneparype +15,{o +30" Cn+n 4o24uacoe noc,ne c6opa a

xonoAhnbHHKe (+2 4o +8) " C.

NOTTOTOBKA PEATEHTOB

- 3Tor peareHT roroB K hcnonb3oBaHhlo 14 Moxer 6utru nprnneneH

HenocpeAcrBeHHo trs xoHrefi Hepa; HhKaKaF cneqharbHaF

noAforoBKa peafeHTa le rpe6yercn,

- Ofiaaute peareHT npH KoMHarHoil remneparype B TeqeHhe no
xpairseil tr epe 12.tacoe,

3AMEHA PEATEHTOB

- ycraHoBKy peareHTa AonxeH 6uru nporaao4rru
npoQeccronanuHo o6yveHHuril corpy4nrx

- yAannre BnycKHyto KpbtuJKy c xonrefinepa c peareHronn, vro6ur

npoH3BecrLr 3aMeHy, [lo4xnrcvrru BXoA peareHToB K HoBoMy

KoHTetHepy peareHTa,

- Vlt6erahte nbtrrrl vln rutnxpo6noil KoHraMHHaqhh rpy6ox n

peafeHToB.

- flpn ycranoexe Hoaoft naprhn peateHTa npohsBeAhre

xaau6poaxy npra6opa, KaK yKa3aHo B pyKoBoAcrBe norb3oBare.na.



€rba l-achema s,r.o.

Erba ELite REAGENT (CE)

Erba Diff-SP

WBC 4nSQepeHqha/tbHulfi peareHr A A

a BTOMarh314poBa H Horo a Han h3a

nefixoqrroe

,JoO 
npoAyKra: 50003766 O6reru L n

I o,nbKo AlF AhatHocrhKr,i in vitro !

14HCTPYKUhfl NO NPhMEHEHhIO

Erba Diff-SP WBC 4uQgepenqranuuurfi peafeHr -
ct a6u nvtupo ea H H ul fi n nn ra x po$ran urp o ea H H uri p ea re Hr Anfi
Ko.fl r4'r ecrBe H Ho ro on p eAen e Hu n a efi xoquroe (WBC)

4rQ$epeHqr.rpoBaHHo no 5 en4ann (LyM, MON, NEU, EOS, BAS) ra

KoHqeHTpaLlh14 rennorno6rna (HGB) e qe.noeeqecxoil KpoBh Ha

reMaTorofh'tecxoM aHa,4 h3aTope.

3p6a Diff-SP WBC pearerr 4oaxen 6uru hcno,rb3oBaH To.ftbKo c
peare HraM h 3 p6a Lach ema. Oujr,r6o,l Hure pe3yn brarbt MoxHo
no/ryqHTbf ecnh peareHT nphMeHSeTcfl c hHbtMh peareHTaMh.

l-l oxalyilcra, o6parrrecu x pyxoao4crey n on b3o Barerfi n pu6opa

Anff n ory'teHil n Aonon+urenuuoil r u$opnaaqra r.

hxrpeAlresrur

.-onn natpua <3,4Yo

5yQepvt<I,2%

KorcepaaHr <0,5%

Cra6ratsarop ot <O,5To

B ovrqetxofi eo4e

MEPbt nPE.{locToPo}t( HocTh

- 3p6a Diff-SP 6esonaceH Anff oKpyxarcqefi cpe4ur, 6ee
L{haHhAoBr He COAepxhT BpeAHbre hHfpeAheHrbt.

- Vls6erailte KoHTaKra c r.fla3aM!4/ xoxefi u o4ex4oi.

- B cayvae nonaAaHhF B r.na3a unh Ha Koxy npoMbtrb tta3a
o6hlutturm Ko,nhqecrBoM BoAbt B TeqeHhe Hecxo.rtbKhx MAHvr ulvl
BbrMbtrb xoxy ao4oi

-.(epxrre xonreilnep peareHTa 3aKpbtrbrM, KofAa oH He

hcnon b3yeTc9.

- rcnonuayfire la6oparopxute nepqarKh npn pa6ote c etrrur
peareHToM.

- Bce o6pasqut xrAxocrh opraHh3Ma Ao/txHbt paccMarphBarbcn

KaK n oreHqhan bHo h HeeKLlhpoBaHHbte Marephan bt. ly'ayv atu acrc

KpoBb 14 Apyrhe noreHLlha.n bHo hHeilqhpoBaHHbte Marepharbr c

coorBercrByloult4Mh n peAocropoxHocrff M u. l4cnonotyhte
nepqarKH,MacKh h xa/tarbt, Aaxe ecnh nprnnoil KoHTaKT c KpoBbro

He npeABhAhrcF.

- f1oxa.nyilcra, o6parnrecu x rpe6oeanrnm 6egonacnocrr,
cBff 3aHHbtM C peareHToM.

- l4cnoa uayft re np alnna na4nexau.1eil I a6oparo p no il npaKTH Kh

(GLP) n nnepur 6esonacHocrh nph pa6ore c peafeHraMh.

3A50P h nOATOTOBKA

Erba Diff-SP peareHr npeAHa3HaqeH Anff nphMeHeHHR c

o6pasqannr eeHoeHofi KpoBh c 3ATA aHThKoafyrnHToM. O6paarlur

AnF reMaTo.norz'JecKoro aHal'u3a MorW xpaHhTbcR 4o B vacoa
(+15 fo +30) " C v^vi Ao 24 qacoB noc/le c6opa e xono1nnbllle
(+2 4o +8) " C.

NO.qTOTOBKA PEATEHTOB

- 3ror peareHr roroB K hcno.flb3oBaHhlo t4 Moixer 6utru nprmeHen
HenocpeAcrBeHHo hs xoHrefi Hepa; HHKaKaR cneLlhanbHa.R

noAforoBKa peareHTa ne rpe6yercn.

- Ocraaure peareHT nph KoMHarHofi remneparype B TeqeH/e no
xpairr-refi Mepe 1-2 qacoa.

3AMEHA PEA|EHTOB

- VcraHo axy 4onxeH n poh3BoAl4Tb cneL{hanrcr ra6oparop uoil

AnarHocTuKt4

- Yganwe BnycKHyto xpbttuKy c xoulefiuepa c peareHrom, vro6ur
3aMeHrrb. flo4xarcvrre BXoA peareHroB K HoBoMy xoHreilHepy

- Ey4ure yBepeHbt, qro qBera na xax4ofi rpy6e, xolreilHepe r
pa3beMe a aa4nei crenxe npu6opa coBnaAator.

- Vlz69rahte n.i.nk vnvl mrxpo6noil xontamuaatluu tpy6 n
peareHTa.

- flpr ycraHoaxe Hoaoil nlptru peareHTa npoBeAhre xarr6poaxy
npu6opa, KaK yKa3aHo B pyxoBoAcrBe no.rtb3oBare.nr..



Pb

- npilMeHffire na60paropHble nepqarKu nph pa6ore c sThM
peareHToM.

- Bce o6pasrlut rnttAriocrv opraHh3Ma AonxHbt paccMarphBarbct

Ka K noTeH Llha,n bHo t4 HQ14 ql4 poBaHHbte MaTepharbt. lzlsyvaru aco
xpoBb h Apyrhe noreHqhanbHo raHQrrlrapoear.rHbte Marephanbt c

coorBercrByloull4Mil npeAocropoxHocrrMu. Vlcno nyey hte
nepLfarKil,MacKn v xar'arrl', Aalxe ecrh npflMofi KoHTaKT c KpoBbto

He npeABhA14rcF.

- floxa,nyficra, o6parrrecu K npaBhnaM 6eeonacnocrr,

cBfl 3aHHbtM C OeareHTOM.

- ly'cno,n usyilre npaBilna ua4nexa u4eil la6oparopnoi npa Krh KH

(GLP) u nopmur 6egonacHocrr npr pa6ore c peareHraMh.

3AEOP h NO/ITOTOBKA

Erba Cleaner npeAHa3HaqeH AnF nphMeHeHnn c o6pasqamr

KpoBl4, c 3,{TA aurnxoarynrHToM.

06pasqur A,rR reMaronoril'tecKoro aHanv3a MoryT xpaHurbcn 4o 8
qacoB npu (+15 4o +30) " C nnn go 24 qacoB nocne c6opa - B

xo,noAr'r,nbHr4Ke (+2 4o +8) " C.

floxaryilcra, o6parilrecb x Pyxoao4crsy no.nb3oBare,nf

a Ha,ril3aropa Mfr t4syqeHz+ no4po6r.rocrefi .

NO4TOTOBKA PEATEHTOB

- 3ror pearenr roroB x ilcno,nb3oBaHhrc il Moxer 6urru npunnenen

HenocpeAcTBerro r,rg xonrefi Hepa; Hh KaKaf cneLlhan bHaF

noAroToBKa peareHra He TpeoyeTcn,

- Ocraeure peareHT nph KoMHarHofi rennneparype B TeLteHhe no

xpaftnefi mepe L2 vacos.

3AMEHA PEATEHTOB

- 3auena npoil3BoAl4Tcr ro,fl bKo o6yveHuuttvt cneLlha/lhcroM

- Yganure BnycKHyto KpbtulKy c KoHrefiHepa c peareurom, vro6ur

3aMeHhrb ero. floAKntoqhre BXoA peareHToB K HoBoMy

xor.rreilnepy peareHra.

€rba Lachema s"F.o"

Erba ELite REAGENT

Ouruqarcqhil peareHr Ane
a BTOMaThqecKoro aHan h3aTopa
(Erba Cleaner)

KoA npoAyKra: 50003767 O6tenn 1 n

Toruxo A A AtarHocrvxra in vitro I

.4-H_EIPyKUhn nO n PhM EH EH 14tO

Erba ovrar4aou.qrfi pearerr - cta6unutupoeanHurfi h MhKpo-

Qr,n urpoea n u urft pacraop Motoqefo cpeAcrBa 4ln pery,nn pHoi
a BToMaril'lecK oil otnctxu, n poMbt B Kt4 xa n hnnF po B, rpy6 r xanne p

feMaTororilqecKoro aHan h3aTopa, yAaneHuff KoMnoHeHTOB

KpoBh, ocaAKoB h nhnonpoTehHoB Ha 3reMeHTax aHanh3aTopa.

Erba Cleaner 4o,nxeH hcno,nb3oBarbcr ro,nbKo c pearexramu 3p6a
Lachema. Oulu6oquure pe3ynbrarbt moryr 6urru no,flyqeHbt, ec,flh

peareHT nphMeHfleTcff c t4HbtMl4 peareHTaMh.

floxaayilcra, o6parrrecu K PyKoBoAcrBy nonb3oBarenF npra6opa

4l ff n onyq e H h fl Ao n on H il re,fl u H o fi r,r r.r Q o pnna r_1,r n,

14nrpeauerrul

Morou.lre cpe4crea <1,0%

-{0ePut 
<r,oz

'(oncepaaur <0,5%

Cra6rrusaropu <0,5%

a ovuqenxofi ao4e

MEPbI NPEIOCTOPO}KHOCT]4

- Erba Cleaner 6esonaceH Arr oKpyxaoqefi cpe4ur,r.re coAepxhr
BpeAHbrx 14Hf peAheHroB.

- l4s6erafire KoHraKra c rna3aMil, xoxefi n o4ex4oi.

- B clyvae nonaAaHhn B tla3a uiv Ha Ko)Ky npoMbtrb rna3a

o6rluxulm Ko,nh'tecrBoM BoAbt B TeqeHue HecKo.flbKr4x MtlHyr vnn
BbrMblrb xoxy eo4ofi

-,Qepxrre xourefinep peareHra 3aKpbtrbtM, Kor4a oH He

hcnonb3yeTcf.

- Ey4ure yBepeHbt, qro qBera ua xax4ofi rpy6xe, grrKerKe

xonreilHepa il pa3beMe a aa4nefi creHxe npn6opa coBnaAator.

- Vls6erailte n6tnv v^u runxpo6noil xonraurnaqrr rpy6 r
peareHToB. He cailaailre h He cMeuilBafire ocratxr peareHTa h3

DtC: CZ26

pa3Hbrx xoureilnepoe.
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OOCOATA3A AMP LIQUID 5OO

(ALP-AMP L soo)

XpaHrrb nptr (+2 - +8)"C

Merq
Ha6op peareHroB Ant onpeAeneHhn afrhBHocril ulenotHoi SocQara3bt B cbrBoporKe h nna3Me B

cooloeTcTarh c MoAhQhKaqhei, peKoMeHAoBaHhoi lv4eMyhapoAHoi QeAepaqhei KnxHxtecKot
xuMh[ (IFCC)

nphHr.lhn peaKquI
lLlenoeHar QocQara3a (OocooruApona3a MoHo36upoB oproQoc+opHoil (ucnor6t, EC 3 1 3 1 )
s ulenqHoh cpeAe ruAponx3yer 4-H[rpoQeHqnQoc+ar c o6pa3oBaHueM 4-HhrpooeHona I
+ocQaTa Ckopoorb o6pa3osaHur oKpaueHHoro 4-HhTpo+eHona nponopquoHenbHa anuBHocTu
ulenocHori Qocoara3hr AxrxBHocrb qenocHoti QocQara3u tr3lreprerce SoroMerpxcec(tM
KUHEThgECKhM METOAOM

|llEnoLtHAg

Kar [E 1 0010216

Poar€arEl
R1 Eyoep

2-AMrHo-2-Merun-1 -nponaHon, pH I 0,4
I\,4aftuq aqeraT
l-lxH(a cynb+ar
HsATA

R2 Cy6crpar
4-HxrpoQeHxnSocOar

CocraB peaxqroHHori cMecl
2-AMhHo-2-Merun-1-nponaHon, pH 1 0,4
lvlafHilq aqoTaT
LUHKa cynhQar
H3ATA
4-HilrpobeHhndocdaT

npsroroBnoHng g cra6hnbHocrb pa6oghx pearedroB
AayxpeareHrHbri MeroA - crapr cy6crparoM
PeareHTbt Rl k R2 xxA(he, roioBbte K hcnonb3oBaHh&
PeareHTd cra6unbHbt Ao AocrhxeHrt yKa3aHHoro opoKa roAHocrx, ecnh xpaHgTct nph
{+2 - +8)'C
flocne Bc(p6rrr9, peareHTht cra6trn6Hbt Ao yka3aHHofo cpoKa roAHoct[, ecn, xpaHtrct nph
{+2 - +8)"C, B TularenhHo 3a(pbrrbtx $na(oHax, tr36erar ucnapeHuF [nt xoHraMtrHaquh pea-
TEHTOB

MoHopeareHTHbri MeroA - crapr 06pasqoM
CMeuarb 4 gacrr pacroopa poareHTa 1 (R1) c 1 cacrbp pacrBopa peareHra 2 (R2), TularenbHo
nepeMe0aTb
foroBblt pa60rutr pacrBop cra6ffneH

7 AHei nph '1 5-25'C npx xpaHeHhu B 3aquu{eHHoM or cBera Mecre
4 HeAent npu 2-{'C npt xpaHeHrM B 3au.lxueHHoM or cBera Mecre

Ma(cuManbHoe nornoqeHue pabocero pacruopa, h3MepeHHofo npu 420 HM nporilB BoAu 1,0

O6pasq6l
CbtsoporKa, renaptHtr3MpoBaHHat nna3Ma
h36eraTb reMonx3al
Cra6ilnbHocrb qenocHoi Soc$ara3ht s cuBoporke h nna3Me 1 HeAenr npr 4-8'C

Kath6poBKa
Ane (arH6poB(h pe(oMeHAyercF hcnonsso€aTb IltoHopM Kanu6paTop, Kar Ne 10003200

KoHloon6 KacecrBa
Ant npo8eAeHtfl (oHTpont KagecrBa pe(oMeHAyerca (oHrponbHat cbtsoporka:
flroHopM ryNi H, Kar Nls 10003204
IlroHopM ryN,4 n, Kar l'l! 10003206

AHanr3
AnilHa sonHbtl
OnrhcecKuri nyrL:
TeMneparypa:
O6!eMHoe coorHoEeHxe
CblBoporKa, nna3Ma/peaKquoHHae cMecb 1151

O6!eMbr 06pa3qa I peareHToB Mofyr 6btrb tr3MeHeHU npH coxpaHeH[q coorHoueHrr peareHT/
o6pa3eq

!ayxpearerrrui ueroA - crapr cy6crparoM

6naH( no peareHry Kanx6parop O6pa3oq

PeareHT 0 800 Mn 0,800 Mn 0,800 Mn

O6pa3eq 0 020 Mn

Kanu6parop 0,020 Mn

Ahcrhn BoAa 0,020 Mn

CMeuarh, qH(y6hpoBaT6 5 MrH Eo6aBrTbl

Peare9r 2 0 200 Mr 0,200 Mn 0,200 Mn

CMeuarb, xHhry6xpoBarE 1 MUH npu 37'C, 13MepHTb u3MeHeHile onr[qeckoti flrorHocrh Kanh6-
paropa h o6pa3qa nportrB 6naHKa no peareHry ly'3Mepur6 nomo!]eHue roeHo eopo3 1, 2 x 3 MrH
Paccahrarire cpeAHee nornouleHUe B 1 M(Hfry (dA,/MxH)

MoHopeareHTHbrfi MeToA - crapr o6pa3qoM

CMeuarh, rHKy6hpoBarb 1 MhH np[ 37'c, h3Mep[rb tr3MeHeH[e onrucecKoli nnorHocr[ xanu6-
paropa I o6pagqa nporilB 6naHKa no peareHTy. ly'3M€ptrb nornoqeHxe roqBo qepe3 1,2 v 3 MvH

Pacduraire cpeAHee nornouleHhe E '1 MHHfry (AAJMilH).

nporoKonbt Ant hcnonb3oBaHxt Ha aBToMerxcecxlx sHanl3aropax Moryr 6btrb nonyqeHg no

3anpocy.

Pacgerbr
PacfrxraiTe aKTlsBocru qonolroi $ocSaraiht I npo6e, ffcnonbsyF

1, Kanr6oaroo

utenocHaF cFoc+ara3a (E/r; MKXar/r) = C,,,, x AAj /l/uH

c"- - 3HaqeHHe aKruBHocru qenocHofi Qoc6"ruJ", u *unr6purop"

2, OaKTopl
utenocHae Ooc$ara3a = O x alJMuH
Q - Oamop nepeogera, cM, Huxecnegyrcqyp ra6nxqy

Ilpr8eAeHHbre Alana3oH6r BenhcrH cneAyer paccMarpM8arr xaN

na6oparopt! Heo6xoAxMo onpeAentrb cBoI Atrana3oHbt,

Pa6o{te xapafroprcruhN
IlxHeriHocrbr Ao 1020 E/n (17 MXKar/fl)
qyBcrB[rilbHocrb: 3,6 E/n (0,06 M(Karln)
HuxHufi npeAen onpeAene{uqt 10,2 E/n (0,17 MkKar/n)

AuanaooH ,3MepeHni: 10,2-1020 El^ \o,17-17 MRKarln)

Bocnpon3BoArMocrb (npn 37'C)

opu9HTUpoBocHbte Kav€oli

ToqHocrb
AHanhr6gecKoe cM€uleHqe B (bias):

-1,3% (s2 E/n) (1,53 pkaul)
+ 1 ,9% (224 Etn) (3,7 4 ukaytl
CpaBHeHUo MgroAoB
CpaEHeHue 66rno npoBeAeHo Ha 100 o6pa3qax c xcnonE3oBaHheM peafeHTos Erba Lachema
lLlenocHan Oocoara3a AMP Liquid (y) h xMepqrxcr B npoAaxe peareHroB c KoMMepcecK[ Ao-
crynHoli MeroAUkoi (x)
Pe3ynbrarbr: y = 0,928 x - 0,083 MR(ar/tr, r = 0,999

cneqxOHcHocrb/BrHarcu.ue EeqecrBa:
he Bntr8bT Ha pe3ynbTaTu aHaf,fr3a:
6qntrpy6uH Ao 1000 MkMon6/n, Tp4rnxqephA6r Ao 20 MMon6/n, reMorno6uH Ao 7 r/n

nDxMeqaHhe
1 Ecnh anrBHocrE qenocHofi Qocoara36r npesEruaer 17 MKKar/n (1020 Ein), (A,AJMUH >0,240)

pao6a8urE o6pa3qil B coorHoueHrx 1+9 Su3pacrBopoM (0.9% NaCl) [ noBTophrb aHanx3,
trcnonb3yn AaHHo€ pa3BeAeHre, nonyreHHblfi pe3ynbrar yMHoxhrb Ha 10

2 MeroAu(a xanx6posKtr nph ucnonb3oBaH[[ koo$SuqueHra MonnpHoti oKcTxHKtUt
sHcHnaoTct no 3anpocy,

3 PeafeHru coAepxar a3!A Harp[9 (0,9 dn) B Kacecrse KoHcepBaHTa He morarb h36€rarh
nonaAaHhr Ha Koxy h cnil3McThro

MopEr npeaocropoxHocru
Ha6op peareHroB npeAHa3HaqeH AnF In vitfo AuarHocT(xu npoQeccuoHanbHo obyceHHuM
na6opaHToM PeareHT 2 coAepxar: aghA HarptrF (0,09%) - FAoBffToe B€r4ecrBo h onacBoe
Beu{ecrBo no oKpyxapuleu opeAe, rhApooKucb kanuq 10,7L) - eAKo6 BoulecrBo, connHat
(xcnora (0,4%)

nepBar noMou.lb
npff npreMe sHyrpb cneAyer npononocKarb por BoAoi, E6rnilTh 0,5 n BoAbr x sbr3BaTb pBoTy, npl
nonaAaH[[ E ma3a 66rcTpo npoMbrrb xx nporGHoi BoAoi npM nonaAaHuu Ha Koxy Heo6xoAhMo
npoMhrrh rentroi soAori c uurnou Bo ecex cepbe3Hhrx cnycarx o6parrrbcs ( Epagy.

yTnnu3auht 6cnonb3oBaHHhtx MareDtranoB
Bce 06pa3qd recra AonxHH paccMarpuBarbcg Ka( noreHqhanbHo xHOtrqMpoBaHHbte I BMecre c
ocratbHhtM, peareHTaMh AonxH61 66trb yHtgloxeHbt B coorBercrBrh c cyqecrByrcultrM6 B KaMoi
clpaHe npaBtnaMr An, AaHHofo BuAa MaTep[anoB
ByMaxHaF ynaKoB(a u Apyrce (6yMara, creMo, nnacrtK) AonxH6t 66trh paccoprxpoBaHbr Ant
Bhr6poca c MycopoM !nu ornpaBneHtrF Ha nopopa6orKy

,lHreparypa
Tiek, N W I Textbook of Clin Chem,677-684, W B Saunders, Co, Philadolphia, 1999

Aara npo8eAoHxr nocneAHefo (oHrponrr 11 2 2011

B crrycae nE6brx BonptroB o6paqaiTsb B npe{craBurenbsso Erba Lachema s.r.o.
BM@@.
Ter/6aKc: 095-755 78 51. 095-755 55 80.

4x100 Mn
434 MMonb/n

2,48 MMon6/n
1,24 MMonEln
2,48 MMonb/n

1xj00 Mt
Bl,6 MMonb/r

350 MMonb/n
2 MMonb/n
1 MMOnb/n
2 MMonb/n

'16 MMonb/n

Hg 420 (405-430) HM

1cM
(+25, +30)'C,37'c

25 , 30,37"C

405 HM 2814,18 46,903

410 HM 2979,18 49 653

420 BM s651.72 60.862

430 HM 5175,6 9q26p | . -- _/_,{
Ko3OQrq{ehr nepeccora
'1 kaTh = I Monb/n ce(
1 Mk(arln = 60 E/n

HOpMMbHhte BerhqtHEl
lL{erovHeF Qoc+ara3a: cErBoporKa, nna3Ma

Dtc. cz269rgg46 '3-

37"C

Elt MKxar/n

MyNuHbl 40.2-129 0,67 -2,15
XeHu.lIHEl 34,8-'t04,4 0,58-1,74

Aeru (Mabcxku c 13 Ao 17 ner) < 360 < 6.15

[erx (aeBogKx c 13 Ao 17 ner) < 186,6 < 3,11

FOBOpOX(AeHHbre < 250,2 < 4,17

EHyTpHCepUhHa9
/qr^n^urMFhFHrnn=20)

CpeAHeapx+MerHqec-
SD

CV

Eln MKKar/n Eln MKKar/n

O6Da3etr I 840 140 06 001 100
O6oa3etr 2 217 A 363 12 002 o44
06Da3etr 3 10 45 006 058
MexcepxiHaq
{cHcnoh3MeoeHuin=20)

CpeAHeapuSMerusec-
KOe 3HaqeHUe

SD
CV

Eln M(karln Eln MK(ATIN

1 12

6naHK no peareHTy Kany6parop O6pa3eq

Pa609hi peareHr 1,000 Mn 1.000 Mn 1,000 Mn

O6pa3eq 0,020 Mn

Kanx6parop 0,020 Mn

Ailcrhn BoAa 0,020 Mn

"d::H#:Tili,i,L1aT"1iliX,1l;1i^,l,1,,iiil?;!',u.o-
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l{eno.{Han $oc$arasa 330

HoM HoMep: 10003188

C(
E

(ALP 6x55)

XpaHnrb
(c +2 Ao +8)"C

Ha6op peanreoe AnF nptrroToBteHrg 6x55 Mn pa6oqero pacTBopa Anfl
onpeAeneHhff KaranhrhtecKoh aKTraHocru uleflocHoli Socoara3bt B cbtBoporKe
KpoBx.

flprrqrn ueroga
lJ.lenorxar Qoc$arasa (qenovnan QocSoftrApona3a MoHoocrepoB
oproQocQopHoff Kucnorbt, KO 3.1 3 1.-l!O) pacutennrer E N-Merun-D-
rnpKaMlHoEoM 6yQepe 4-HxrpoSeHxnSocQar c o6pa3osaHheM 4-HtrTpoOeHona
h Soc$ara lJ-lO arrrolpooana xnophAoM Harphc Mepoi Karan{rrgecKoi
aKTtrBHocrx QepMeHTa FsnqercF (ontrgecrBo ocBo6o)r.AeHHoro 4-Hurpo$oHona,
KoTopbrI onpeAennpT QoToMeTpncecKr xilHelrqec(xM MeToAoM
MeroA orBe!aer pe(oMeHAaqxrM TepMaHcKorc o6ulecrBa MilHrcecKoi 6hoxxMIr
(DGKCh ,,new" 94)

nrreparypa
Schmidt, E et al,: Alkaline phosphatase standard method; Eur J Clin. Chem
Clin Biochem vol 30, pp 247-256 (1992)
Lorentz, K, Klauke, R: Mitt Dt ges Klln Chem 25, 17 (1994\

PeafrxBbl
1 Cy6crpar (6 Sna(oHoB)

4-Hilrpo$eHhn+oc+ar 1,12 MMonb/OnaKoH

2 6y$ep (2x150 Mn)
N-Mer[n-D-mrcKaMrHoBbti 6yOep
560 MMonb/r

3 CraHAaprHbti pacrEop (4 Mn)
4-Hlrpo+eHon, 2,4 MMonb/n

CocraB trHsy6aqHorroi cuequ
N-MerIn-D-nrcKaMnHoBb[i 6yOep,
pH 10,1 (37'C) 500 MMonb/n
NaCl 110 MMonb/n
N.4gCl, 0,50 MMonb/n
4-HHrpoOeHrnSoc+ar,
AEyHaTptreBar conb 20 MMonb/n
ObbeMHoe coorHoueHre
cbrBoporxa/ffHKy6aLlhoHHat cMecb 1/56

PeoepeHrHEte EerxcuHbl
aKrxEHocrb LLlO (MKKarin) nph 37"C
lMyxrlHbl 0,73-2,60
Xerulrrur 0,62-2,40
AeTr (ManhcuKh Ao 14 ner,
AeBocKtr ao 12 ner) 2,35-8,00
hoBopoMeHHbre 1,90_7,00
npxBeAeHbli Arana3oH pe+epeHTHhtx 3HaceHui sBnaercr opheHThpoBogHbtM
PeKoMeHAyeTcr KaMoti na60paropxff BblcxcngTb cBoil AxanasoHbr HopManbHbtx
BENU9[H,

Katrtr6poBXa H xoHrporb
Ars Kann6pos([ ynorpe6tru craHAapl Koropbili BXoAtr B cocraB Ha6opa {nx
bio-nA-Tecro nhOHOPl\,,| KAflUEPATOP, HoM HoMep 10OO32OO flnr xoHrponF
ynorpe6hrb 6ho-nA-Tecre nhOHOPM ryM H, HoM HoMep 10003204, 6tro-nA-
Tecr€ nhOHOPM TyM n, HoM HoMep 10003206 (MeToA no pexoMeHAaqrrM
DGKCh)

Pacaer
1 Kanft6poBKa noMoqbrc craHAapr pacroopa 4-xrrpo$exona (p-NP)

.c-a) ALP(MKKar/n)=AA"o.*,.f r= 
-f = Kanu6p, $arrop "- A",

6) onpegenexue Kanu6p, Saffiopa (end point)

npxroroBnef, xe pacrEopa
PacrBop CoAepxilMoe oAHoro +naKoHa c peafirBoM 1 pacrBop9rcr B 5 Mn
cy6crpara AhcrilnntpoEaHHoii BoAbt,

'1 MecFLl nptr -20'C B TeMHoM Mecre,
5 AHeri nptr reMneparype (c 12 Ao +8)'C
B TeMHOM MeCTe,

5 c npH reMneparype (c +15 Ao +25)'C E reMHoM
MECTE

chtBopoTKa, renaptrB nna3Ma
405 HM

1cM
(37 10,1)"c

aHanH3oM HarpeBaFT Ao TeMnepaTypbl

OTMepHTb (Mn) CTaHAapr KoHTponbHbrfi pacrBop

6y$ep (vn) 1,000 1,000

Ailcrvn BoEa (Mn) 0,100 0,100

2,4 umons/n p-NP 0,020

0,9% NaCl 0,020

nepeMeuxBarb u nocne 5 MilH [3Mepurb a6cop6aHqtrp craHAapra (A*) nporue
KoHTponb, pacraopa npx 37"C nph oA[HaKoBblx ycnoErx,

- c"-
T= 

-
A"r

c- = 40 M(Kar/n ALP (2,4 MMonb/n p-NP = 40 MfiKar/n ALP)

40

A",

2 Kanv6poaKa noMorJlbp oH3xM Kanil6paropa

Mnpooo,

ALP (MK(arin) = c*- M

cKil = crotrMocrb KanilbpaTopa npilBeA. B arecre

npxMecaHtrE
ly'HcrpyKqrtr AnF nphMeHeH[r Ha6opa Ha aBToaHafl[3aropax Bbtcsrnarcrcl no rpe6oearurM
noroe6xrenei
KtHerfqecKxM MeroAoM MoxHo 6e: paseegerna aHanu3ilpoEarb cbteoporKtr Ao
KaranxrhgecKoli aKThBHocru lLlo 25 M(KaTin, npf KaranlrffqecKoi aKTxBHocTil l!O,
npeBbruapulei 3Ty BenhcrHy (re,AAJMrH Bbrue 0,300), cf,eAyer npo6y paeeecru $usrono-
rtrcecKHM pacrsopoM I aHan[3 npoBecru noBropHo (pe3ynbrar x pa3EeAeHqe)
AHan[3 MoxHo MoArQnLlhpoBarb cneAypulrM o6pasoM: ToroEqr IHKy6aLlhoHHyE cMecb,
coAepxaulyF peaRIhB 2 H pacTBop cy6cTpara, BarpeEapT Ao (37r0,1)'C I peaKlltrc
crapryrcT cbrEopor(oil KpoB[ CMecE cneAyer nphroToBhrb HenocpeAcTBeHHo nepeA
ucnonb30BaHIeM.

ngpscaer eAhHxr.l
lKarln =1Moflbh,c
1 MKKar/n = 60 Ein

Pa6acHe (aBarlrxyecxre) xapafrepHcrxKx
Euana3oH tr3MepeHli: Ao 25 MKKar/n
OnrucecKui npeAen u3MepeHu! (uauexerue onrxqecKoi nnorHocr[ te 6onee A,./uur=)
0,036 MXKar/n
LfyBcrBhrenbHocrb / npeAen onpeAen€H[t: 0,11 - 25 MKKarln
CneqHQuqHocrb / HHrep+epeHLl[i;

Bocnponeeopruocrb (np, 37'C)

CpaBHeHxe MeroAoB
CpaBHeHile 6buo npoBeAeHo c ilcnonbaoBaHheM peareHToB Erba Lachema s.r,o, h
lMepqtrxcF B npoAaxe peareHToB c (oMMepqecKil AoclynHox MeToailKotr
Pe3ynbrarbr: N=100, r=0,995, y=1,005 x -0,021 MKKar/n

Mepbr npeAocropoxHocrx
Ha6op peareHToB npeAHasHayeH 4n9 in vjlro AilarHocTxxu npo$eccloHanbHo o6yvenrsrv
na6opaHToM
B Ha6ope He coAepxarcn onacHbre peaTeHTbt. nptr crygaiHoM npx€Me EHyrpb cneAyer
eutnnru 0,5 f, BoAbt, npil nonaAaHhx Ha Koxy rntr tfla3a cneAyer npouutrs vuctoti
npororHou BoAoi nocrpaAaEUeMy Heo6xoAtrMo o(a3arb KBantr+rqqpoBaHHyrc MeAil[t-
HHcKyp noMorJ.lb

Iurargaqna uycopa
Bce recrtrpoBaHHbre npo6bl ccxra€T MarepxanoM, Koropbti Moxer 6htrb hHS[ltopoBaH, x
coBMecTHo c Bo3MoxHbtMx ocTaTKaMtr pea(TlBoB noAnexfrT yHilgToxeHhp B cooTBeTcfBxil
c yrBepMeHHbrMx BHyrpr6onbHugHbtMil npaBxnaMr
SyMaxHyp ynaKoB(y cAaire B MaKynarypy, Bbtnof,ocKaHyF 3aBoAcKyp Tapy B copril-
poBaHHbri Mycop

AaTa npoBeAeHxF nocneAHero KoHTponF: 12 5.2011

B cry,{ae nto6brx Bonpocoa o6paulafrrecb B npeAcraBhrenbcrBo
Erba Lachema s,r.o, e Mocxse.
Ten/$axc: 495-755 78 51 , 495-755 55 80.

Vcloivreocru;

npoEeAeHxe aHanhia
O6pa3qbr:

AtrxHa BonHbr

KpBera
TeMneparypa
PeaKrvE 2, cy6crpar I KbBery nepeA
(37 i0,1 )'c

O6teuu peaxrtooe n npo6ur Moxno [suerFTb coxpaHFa nponopqrI cbtBoporKa, peaKThB
2 v pacr3op cy6crpara B orHoueHiltr 1 : 50: 5

I Erba Lachema s,r.o., Kardsek Ld,621,33 Brno, CZ

- e-mait: diagnostics@[achema.com, www,tachema.com

BHyrpvcepqiHafl )peAHeapuSMeTIqecxoe SD (MKKar/n) cv (%)

)a3eu 1 243 002 91

MexcepuuHaa
/qucno urM6Der6fi n =10

)peAHeaphOMerhgec(oe
3caceHue {M({erln)

uv (%)

225
06oa3eu 2 314 196
O6pa3eq 3 c,u I u,uu 136

OrMep,4rb (Mn) l-1po6a

Peafine 2
Csraoporxa

't,00
0,02

flepeveu.:uraarcr h npeABaplrerbxo r.rHxy6r,rpyor 5 uuu npu 37 .C 
t/,

4o6aennrcr

Pacraop cy6crpara 0,10

flepeneurearcr u ,4hKy6upyror 1 urH npu 37 "C h fi3Mepeor onruqecKyK)
nIoTHOCTb C l4HTepBanoM 1 N,|hH e TeqeHile 3 Mt4H. SaTeM Bbtc4crlqrcT
cpeAHee h3N4eHeH14e onrh.tecKoti nflorHocrr4 aa urHyry (AA).

Erba Lachem
Karasek 22191|d, 0 Brno

Dtc c7269lsgqa -t'
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u{EnoqHAt oocoATA3A 120 (ALP 2x60)

HoM, HoMep 10003197 XpaH[rb
(c +2 Ao +8)"C

Ha6op peaxrreoa gnr npuroroeneHur '120 un pa6orero pacrsopa, nptrMeHneMoro
npfi onpeAefleHil, Karan[rqqecKoi (oHqeHrpaqxh qenocHoi SocQara3bt B

cbtBopoTKe KpoBu KhHeTilgecKh unu MeToaoM NoHcTaHTHoro BpeMeHh,

npxHr.lun Meroaa
lLleflocHar SocQara3a (qenoeHar QocSofxApona3a MoHoocrepoa
0pToSocSopH0r/ kucnorEr, K,O.3.1.3,1. - UIA) pacqennqeT B N-Mer[n-
-D-rnrcKaMhHoBoM 6ySepe 4-HUrpoOeHHf, +ocSar c o6pa3oBaHueM 4-HurpoSeHora
u Ooc+ara l4O aKTffBnpoBaHa xnopuAoM Harpqr Mepori KaranlrxcecKofi
xoHqeHTpaqhh SepMeHTa FBnFercF KonqsecrEo ocBo6ox(AeHoro 4-HtrTpo+eHona,
Koropb[i onpeAenrpr QoroMerp[gecKu ntr6o K[HerhcecKnM MeroAoM, nh6o
MeroAoM nocraFHHoro BpeMeHh nocne ocraHoBK[ SepMeHTaruBHofi peaKqtru
uHril6[TopoM lIlO, Koropbri 6noKtrpyer affirBHbli qeHTp OepMeHTa

tltrreparypa
Chromi, V, Kulhdnek, V, Fischer, J: Clin. Chem, 24,279 (19781
Chromy, V, Zahradnidek, L, Voznidek, J: Clin Chem 27,1729 (1981)
Ceriotti, G r Giorn. Chim Clin. 9, 167 (1984)
Chromi, V, Zahradnidek, L, Voznidek, J.: Biochem Clin Bohemoslov 18,57
(1 989)
Schmidt, E I Fresenius J. Anal, Chem. 337, 145 (1990)

PeafitrE6l
1 Cy6crpar (2 gnaxora)

4-HurpoQeHun+ocSar, 0,92 MMonb/OnaKoH
2 6y$ep (1 +naKoH)

N-uerur-D-rnrcxaunHoBbri 6yQep,
42,6 MMoflh/+raKoH

3 CraHAaprBbli pacrBop (2 Mn)
4-Hrrpo+eHon, 2,4 MMonb/n

CocraB trH(y6aquoHHoi cMecx
N-Meriln-D-rnrcxaMnHoBhri 6y+ep, pH 10,1 (37'C) 0,35 uons/n
XnoptrA Harpfiff 70 MMonb/n
XnopxA MarHhr 0,50 MMonb/n
4-HHTpo+eHiln+ocQal AEyHaTpileBar conE 15 MMoflb/n
CoorHoueHhe o6reMoB cbrBopor(a/xHKy6aqloHHan cMecb 1/61

PeSepeHTHbre Een{\hHbl
(HrE) C - lLlerocHae QocQaraoa, Karan[a KoHq QepMeHra npu 37'Q
{MKKAT/I)

Myxu][Hbr 0,90-2,30
XeHulhHbl 0,74-2,10
Aertr (Manbe[Kh Ao 14 ner, AeBolKff Ao 12 ner) 1,20-6,30
nphBeAeHbri Atrana3oH pe$epoHTHbrx 3HaceHhi esnseTcs op[eHT[poBoqHEtM,
PeKoMeHAyerca KaxAoli na6oparopxil Bbtctrcnarb cBotr Atrana3oHbt HopManbHbrx
EenuquH

Kanx6poBKa x xoHTponb
Anr Kanh6poBxn ynorpe6rrb cran4apr, xoropuri BXoAIT B cocraB Ha6opa vnn
Ero-nA-Tecro n/OHOPI\,1 KAfl,ISPATOP, HoM HoMep 10003200
Ann KoHrponr ynorpe6qrb Etro-nA-Tecr' flI4OHOPM ryM H, HoM HoMep

10003204,Euo-flA-Tecrd III4OHOPM ryM n, HoM HoMep 10003206,

BcnoMorarorbHbrx peaxrhE (He BXoAilT B cocraB Ha6opa)
PacreoD rnru6nrooa:
KoMnfleKcoH lll 30 MMonb/n
NaOH 1 Monb/n

nptrroroBneHre: pacrBopFFr 40 r NaOH , 11 r AEyHarpueBoi cont
grHneHA[aMuHTerpayKcycHoi K[cnoTbr AkrvApala (KoMnfleKcoH lll) B Ahca BoAe
u o6teu goaogat Ao 1000 Mn npx reMneparype (c +2Ao +25)"C pacrBop
ycTotrcIB

nptrroroBneHhe pacrBopoB
PacrBop '1 CoAepxhMoe OnaxoHa c peaKThBoM 1 pacTBopnrcr B 10 Mr

Arct BoAbl
ycroic[Bocrbr 1 Mecrq npq -20"C B TeMHore

5 AHeii nph (c +2 Ao +8)"C I reMHore
5 e nph (c +15 Ao +25)"C B reMHore

PacrBop 2 CoAepxxMoe +naKoHa c peaxrBBoM 2 pacTBop9pr B 100 Mn Atrcr
BOAbr,
ycroivilBocrb: 1 MecnLl nptr (c +2 Ao +8)'C

2 HeAenr nptr (c +1 5 Ao +25)'C,

Pacqer
KaranurucecKyrc xoHqeHTpaqurc U]O B npo6e pacdxrblEarcr no +opMyne:
U.lO (MKKarh) = 56,100 x 

^A 
(405 HM)

59,389 x AA (410 HM)

72,796 x AA (420 HM)
'103,174 x AA (430 HM)

MeroA nocroFHHoro BpeMeHx

onpeAeneHHe npoBoAar no cxeMe npoBeAeHHoi B Taontrqe:

Karaf,[ruyec(yrc KoHqeHrpaqrp l4O B npo6e paccctrrBtBarcr no QopMyne:
U.lO (MKKar/n) = 7,899 x M (405 HM)

8,373 x AA (4'10 HM)
'10,263x^A(420HM)
14,546xM(430HM)

Kanu6poexa
Ecf,[ npou3BoAure q3MepeHxe npu uHoi ptr'V1e BonHbt [nI Ha +xnbrpoBoM $orouerpe,
xflu xe c He(antr6poBaHHbrMil nhnefxaMtr, To Moxere onpeAertrTb coocrBeHHbti Kantr-

6poBoqHbti SaKop. AeicrBtrTenbHbti Anl Bauhx ycnoBxi, OaKop Anff ([HerucecKoro

onpeaeneH[r; 1,00 Mn pacr8opa 2 cMeuuBapr c 0,20 Mn atct BoAbt x 0,02 Mn peafiuBa

3, npfi6aBf,rpr 0,50 Mn pacr8opa ilHtrbrropa r uaMepsrcT onrxrecKyrc nnorHocrb (A)

npoftrB BoAbr,

F, = 4ol(A).
oanop Ann MfloAa KoHffaHrHorc BpeMeHu: 1,00 va pacreopa 2 cMeuffBarcT c 0,20 Mn Aucr
BoAbl n 0,02 Mn peatrhBa 3, npx6aEntor 0,50 Mf, pacrBopa vfiAonlopa [ [3MepercT

onrugecKyp nnorHocrb (A) nporqB BoAbl

F, = 4t(AJ

nprMocaB{q
KtHerhyecKuM MeroAoM MoxHo 6e3 pa3BeAeHilq aHanq3ilpoBarb cbtBoporK[ Ao

KarilxrtrcecKofi KoHqeHTpaqtril IIO Ao 25 MKKar/n MeroAoM KoHcraHroro BPeMeHx MoxHo

6e3pa3BeAeHusaHanx3rpoBarbnpo6btAoTMKKar/n np[xaranhr[gecKofrKoHqeHTpaqtr[
ll-lo, npeBbruapuet or[ BeflxcilHbr, np06br cneAyer pa3Becrx Sr3ronorffcecx[M
pacrBopoM tr aHanil3 npoil3Becrff noBropHo (pe3ynbrar x pa3Be.AeHHe) o6beMbt oraenbHbtx

pacrBopoB I npo6br MoxHo uopuQrqupoearu nptr ycnoBuil co6npAeHilfl B3atrMHbtx

coorHoueH[i o6beMoB, yKasaHHbtx B onucaHhI xoAa trHKy6aqiloHHoi cMecl
B o6otrx cflycaffx xoA aHanil3a MoxHo MoAr+rtlilpoBarb cneAyrculHM obpa3oM:

nprroraBnuBarcT {HKy6aqxoHHyrc cMecb, coAepxaulyrc pafiBop 2 il pacrBop 1,

BbrAepxuBapr ee Ao rpe6yeMoi TeMneparypbt il craPTyrcr peaKqlp cbtooporKoli KpoB[.

BeflhqtHbr lllo MoxHo neDecqrrarb Ha

nepeccor eAuHur.l

lKar/n=lMonb/n,c
1 MKKar/n = 60 E/n

Pa609he (aHantrTurecKxe)

Iluana3oH hsMepeHlt: Ao 25 MKKar/n

OnrtrcecKhu npeAen ff 3MepeHht
0,048 MKKar/n
LlyBarB[TenbHocrb / npeAen onpeAeneHfft: 0,15 - 25 MKKa]/n

CpaEHeHue 6utlo npoeegeno c [cnonb3oBaHueM peareHroE Erba Lachema s r,o r
uMeFUluxcF B npoAaxe peareHToB c KoMMepqecKtr AocrynHou MeroAhKoi

Pesynbrarbr: N=100, r=0,995, y=0,985 x +0,052 MKKar/n

Mepbt np€AocropoxHocrx
Ha6op peareHToB npeAHa3HageH AnF in vitro AlarHocrrK[ npo+eccroHanbHo o6yqeHHbtM

na6opaHToM PeaKThB 2 nEnFercF pa3ApaxapuluM BeqecrBoM, npI cnycaiHoM npueMe

BHyrpb opEH[3Ma cneAyer BbrntrTb 0,5 n BoAbr, npx cnyqafiHoM nonaAaHxu Ha KoxHbtli

noKpoo Hntr I rna3a cneAyer npoMbtrb [x roKoM rtcrofr Boau flocrpaAaeueMy

Heo6xoAtrMo oKa3arb KBanilOHLltrpoBaHHyo MeAuLuHcKyrc noMotllb.

fluxBEAaq{r Mycopa
Bce recrilpoBaHHbre npo6bt cr[tarcl uatepuanoM, Koropbri Moxer 6brrb trH+hLUpoEaH, h

coBMecfHo c Bo3MoxHbrMI ocrarKaMI peafirEoB noAnex[T yHtrqroxeHtrE B cooTBercrBuu

c yrBepxqeHHbrMv EH}.rph6onbHrqHbrMh npaBilnaMh EyMaxHyo ynaKoBKy cAaire B

MaKynaTypy, BbrnonocKaHyp 3aBoAcKyE Tapy I copTupoBaHHbrx Mycop.

Aara npo8eAeHxF nocneAHero KoHrpons: 12 5 2011

B cnygae rre6brx BonpocoB o6paulatiTecb B npeAcraBxrenbcrBg Erba Lachema s.ro,
B MocKse, Ten/Saxc: 495-7557851, 495-7555580,

npoBeAeHue aHarH3a
O6pa3qbr:

AnxHa BonHbl

KFBera
TeMneparypa

cbrBoporKa, renapuH. nna3Ma

(405-430) HM

icM
(37 r0,1)'C

PexoMeHAyeTcF AailHa BonHbt 420 HM

KHHerhvecKxi Meroa
B KpBeTe, BbrAepxaHHori Ao nocforHHoi TeMneparypbr rpv 37"C, cueureapr 1,00 un
pacTBopa 2 I 0,02 Mn npo6br cbrBoporK[, cMecb npeABapHTenbHo xHKyotrpyrcT 5 MnHfr,

nocne lero craprypr peaKqilp 0.20 Mn pacrBopa 1, npeABaptrenbHo BbtAepxaHHoro Ao
oA[HaKoBoi TeMneparypbr, h3Mepffpr onrucecKyp nnorHocrb B TeceHle oxono 2'10 c H

no fluHeiHoMy ycacT(y QyHKqiltr (06brcHo B uHrepBane or 30-oi Ao 21o-ofr ce(yHAbt)
Bbrgucnnor haMeHeHtre onrilqecKoi nnorHocrtr 3a 1 MUH {AA)

OrMepxrb (Mn) nDo6a KoHTponb. pacrEop

Pacr9op 2

CbtBoporKa KooBn

1,00

0,02

100

f'lepeMeuxBaor, npenHxy6rpyrcr 5 vrr npu 37"C n npu6aennrcr

PacrEop 1 0,20 020

lzlnxy6rpyrcr rovno 10 urn npu 37"C r npuSaennrct

Pacreop rnrn6nropa
CbtBooor(a KpoBil

0,50 0,50

0,02

TlepeMeutBarcT tr Ao 30 MxH v3Meprpr onrxqecKyp nnorHocrb npo6bl (Ar) tr

KoHTponbHoro pacreopa (A.) nportrB EoAbt u BbtYucntrcr pa3Hocrb onrilqecKtrx

nnorHocrefi: A,-A, = (M).

Pacrer

Erba Lache
Karasel. 2)19/jd, 0 Brno

DIC C2269

BHfrpxcepuuHar

{qucno u3MegeHri n =20

upeaHeapurpMerx9ecKoe

3HaveHhe (Mxkar/n)
uv (%)

06oaseu 1 243 o02 082

06oaseu 2 573 004 o77

o6Da3eu 3 s76 010 o4

lvlexcepxfiHat
(eucno [3MepeHxi n =10)

CpeAHeapuQMerhcecKoe

3HaceHre (Mk(arln)
SD (MKKar/n) cv (%)

224 005 218
O6oa3eu 2 3 19 007 219
Oboa3eq J 572 010 1,75

METOAOB

^^^l 
Erba Lachema s.r.o., Kar:isek Ld,62133 Brno, CZ I

I e-mait: diagnostics6atachema.com, www.[achema.com
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qEnoqHAt oocoATA3A MEG

Kar Ne 10010215

Metoa

LIQUID 5OO

(ALP-MEG L s00)

XPaHrrb npu (+2 - +B)"C

4x100 Mn
625 MMonh/n

71,7 Mfon'ln
0,64 MMon6/n

I x100 Mn
102 MMonh/n

500 MMonE/n
110 MMonb/n

0,50 MMonb/n
20 MMonb/n

xpaHFTca nph (+2

- +8)'C,
nocn6 BcKpEtrut, peareHTbt cra6hnBH6r Ao yka3aHBoro cpoka roAHocrr, €cnu xpaHtrcs npq (+2

- +8)'C, g rularensro iaxpbrrhrx OnaKoBax, u36eran tanapeH[r xnH KoHTaMhHauhh peareHToB

MoHopeareHrHbri MeroA - crapT 06pa3qoM
CMeuarb 4 qacrh pacrsopa peafeHTa 1 (R1 ) c 1 cacrbre pacrBopa peareHTa 2 (R2), TqarenbHo
nepeMeuatt
ToToBbtfi pa6ogxi pacrBop cra6HneH

24 9aca ipa 15-25'C nptr xpaHeHx, B 3auluuleHHoM or cBeTa MecTe
7 AHei npv 2-4'C np! xpaHeHfi a aaulMU{eHHoM oT cBera Mecre

MakcxMatbHoe nornouleHh€ pa6ogefo pacrsopa, tr3MepeHHoro npil 420 HM nporuB soAht '1,0

O6pa3qhl
CHBoporka, renaphHt3HposaHHat nna3Ma
ll36erar6 reMonu3a!
CTa6xnbHocTb qenoqHoi SocQara3ht B cbtBopor(e h nna3Me 1 HeAenF npu 4-B"C

Kantr6poBKa
Ant (an[6poBM pe(oMeHAyercr xcnonb3oBarh IlhoHopM Kanh6parop, Kar Na 10003200

KoHTponb xatsctBa
AnF nposeAeHhF KoHTponr (acocrBa peKoMeHAyercr koHTponbHar cuBoporKai

nporo(otrbt Anc ucnonb3oBaHug Ha asroMarxqecK[x aHanx3aropax Moryr 6blrb nonyqeHbl no

3anpocy.

Pacaetbl
Paccauraile aKTtBHoclb l1lenocHoi QocQara3u B npo6e, Mcnonb3yn

1, Kan[6parop

utenocHas socsara3a (E/ni MKKar/n)= c.- x^a#

c*,n - 3HaceHle aKThBHocrfi qenocHoti Soc$ara3bl B kanu6paroPe

2 Oamop:
qendHafl Soc$ara3a = O x AA,/M[H

O - +aKrop nepeNera, cu ruxecne4yoqyrc ra6nuqy

OafropEl 25 , 30. 37 "C

Eln uxxar/n

405 HM 2814,18 46,903

410 HM 2979,18 49 653

420 HM 3651,72 60,862

430 HM 5175,6 86,260

Ko34+uqreHT nepecaera
1 Kar/n = 1 Monh/n coK
'1 MKKar/n = 60 E/n

HopManEHEre BonhctHbl

TlpxBeAeHHbre A6ana3oHbt BenrqqH cneAyer paccMarphsarb KaK

na6oparoptru Heo6xoAuMo onpeAenFTh cBox AranasoHhl

Pa6ocr6 xapafrepucrtrkM
nHHefiHocrE: Ao 1500 Ein (25 MKKar/n )
r-lyEcrshrenEHocrB: 2,4 E/n (0,06 MKKar/n)
Hhxaui npoAen onpeAonoHhF:10,2 E/n (0,17 MK(arln)

Auana3oH r3MepeHHi: 10,2-1500 Eln (0,17-25 MRKalln)

Bocnpotr3aoArMocrh (nph 37 "C)

opleHTxpoBogHhlo Kax(Aoi

CpaBHeHre 6urno npoaeAeno Ha 100 o6pa3qax
ll]enoqHar +ocQara3a MEG Liquid (y) h ilMebqrxct B npoaaxe peareHToB c koMMepqecKk Ao-
crynHoi MeroAuKoi (x)

Pe3ynbrarbr: y = 1.035 x - 0,049 MKxar/n, r = 1,000

CneqtrOrcHoaib/Bnntbqxe seqectBa:
fle BnrtrcT Ha pe3yn6TaTH aHath3a;
6hnrpy6hH Ao 1000 MKMonb/n, rprrnxqephahr Ao 20 MMonhlr, rcMotno6q{ Ao 7 iln

nDxMecaHtro
1 Ecnu afiuBHocr6 qenoeHoi Ooc$ara3br npeEbruaer 25 M(arlt (1500 Ein), (AA"/MtrH >0,300)

pa36aBxrh o6pa3qhr B coorHoueHxil '1 +9 Qr3pacrBopoM (0,S% NaCl) | noBTopxrb aHan13,

xcnonb3yn AaHHoe pa3BeAeHre nonfreHHErfr pe3ynbrar yMHoxtrT6 Ha 10

2 MeroAx(a Kanx6poaktr nptr ucnonb3o6aHhx KosOQullueHra MontpHoi oKcrHH(tluh
BEtobtnaoTct no 3anpooy.

Mdp6r DpeAocropoxHocrtr
Ha6op peareHToB npeaHa3HaqeH Ant in viLro AqarHocrrKil npo$ecciloHanbHo o6yqeHHHM na6o-
paHroM Ha6op pear€HToB He orHocilTcF ( (arefopth onacHbtx

nepBar noMou{E
nph npueMe BHyrpb m€Ayer npononocRar6 por BoAoi, BbrnilTE 0,5 n BoAbr u BbrsBarb pBory. nph
nonaAaHhtr B rna3a 6btclpo npoMbrrb xx nporGHofi BoAoi npx nonaAaHhh Ha Koxy HeooxoArMo
npoMhrrb rennoi BoAoi c MbrnoM Bo Bcex cepbe3H6rx cnyqaix 06parxrbct K epacy.

yaunuJataF Icnotrb3osaHHEtx MareDranos
Bce o6pa:qur recra AonxH6t paccMarptrsarhcF KaK noreHqxanbHo hHQlquposaHHbte u BMecro c
ocranbHbtMx peareHTaM, AonxHbt 6b[b yHxrroxeHbt B coorBercrBrtr c cyqecTByrcuuMh E (aMoi
cTpaHe npaBhnaMu anr aaHHoro BUAa MaTephanoB
EyMaxHae ynaKoBKa tr Apyroe (6yMafa, creKno, nnacrrK) AotxHhr 6hrr6 paccoprxpoBaHH Ane
Bbr6poca c MycopoM unr ornpaBneHhF Ha nepepa6orKy.

tlhreparypa
Schmidt, E, et al: Proposal of Standard Methods for the Determination of Enzyme Catalytic
Concenkations in Serum and Plasma at 37 "C, Eur J Clin Chem. Clin, Biochem., Vol, 30, 247-256,
'1992

Aara npoBeAeHqr nocneAHero (oHTpontr '18. 2 2011

B cny,{ae nrc6hrx Bonpocoa o6paqairecb B npeAcraBxrenbcrBo
Erba Lachema s.r.o, B MocKBe.
Ten/$axc: 095-755 78 51, 095-755 55 80.

BHlrphcepxiHafl
(qucnohsMopeHnin=20)

CpeAHeapuQMerxvecKoe
SHa9eHhe

SD
CV
(%\

EJn MkKar/n Mkxar/n

O6pa3eq I 137.4 2.29 06 001 0,93

Obpa3eq 2 346,8 5,75 2 002 039

06pa3eq 3 019 16,98 54 009 054

MexcepItHafl
(chcnox3MepeHhin=20)

CpeAHeaphSMorff!ec(oe
3HaqeHxe

SD
CV
(%)

E/n MKKar/n Eln MXkar/n

o6pa3eq 1 136,2 2,27 '1 I 003 1 13

o6pa3eq 2 34F6- 24 004 0,

O6pa3eq 3 -{7.@ , rz,8- ,0,1 3

AHantrruqecKoe cMeuleHhe B

+ 3,5% (133 EJn) 12,21 vkaut)
+ 0,7ok 1344 El^) 15,74 l]kavll

METOAOB

100 o6oa3uax c trcnonb3oBaHueM

Ha6op peareHro8 Anr onpeAeneH[t aKTuBHocru ulenogHoi Qoc(Fara3bt B cbtBoporKe u nna3Me
onilM[3upoBaHHbrM craHAaprHbrM MeroAoM B coorBercrBtrr c MoAuQhRalltrei peKoMeHAoBaHHoi

DGKCh (fepMaHcxoe ooulecrBo KnrHhcecKofr xoMhh)

nptrHqtrn p€a(qril
lL{enocHae Soc$aTa3a (OocQoruApona3a MoHooQHpos oproQocQopHo[ xffcnoTbt, EC 3,1,3,1.)
E ulenocHori cpeAe DAponh3yer 4-HilrpoQeHhnooc$ar c o6pa3oBaHxeM 4-Hrrpo$eHone x

Qocoara CKopocT6 o6pa3oBaHtr o(paueHHoro 4-Hxrpo+eHona nponopqhoHan6ffa aKTrsHocTx
qenogHoi Qocoera3H A(TqBHocrb ulenocHoi Socoara3ht M3Mepe6Tcs QoroMerplcecK[M
xtrHeTxqocKrM MoToloM

PeareHThl
R1 SyQep
N-Merun-D mrc(aMxH, pH 10,1 (37'C)
narptrq MopxA
N4arHhr uopxA
R2 Cy6crpar
4-HurpoSeHun+ocSar

CocraB pea(q6oHBoi cMecx
N-Merrn-D-rnrckaMhH, pH 10,1 (37"C)
Harprt MoptrA
fulafHxs trophA
4-HrrpoOeBxnOoc0ar

npHroroBn€Hto t cra6xnbHocrb pa6ocHx p6aroHTos
AByxpeareHrHHi MeroA - crapr cy6crparoM
PeareHTbr R'l x R2 xuAktre, roroB6re k ficnonE3oBaHub
PeafeHTbr cra6unbH6r Ao AocrtrxeHoq yKa3aHHoro cpo(a rcAHocTh, ecn,

nhoHopM ryM H, Kar Na 10003204
nroHopM ryN4 n, Kar t1e 10003206

AHanu!
AnuHa EonH6r:

OnrBcecxhi nyrh:
TeMneparypa:

Hg 420 (405-430) HM

icM
(+25, +30)"C,37'c

O6beMHoo coorHoueHMe
CblBopor(a, nra3Ma/peaKqiloHHae cMecb 1151

O6!eMbr 06pa3qa x peafeHToB MoryT 6btrb h3MeHeHbt np, coxpaHeHht cootHouennn peatent/
o6pa3etl

fieyxpearexrxrri MeroA - crapi cy6crparoM

CMeuaTB, trHKy6xpoEarb I MuH npu 37"C, t3MepHT6 tr3MeHeHte onlulecKoli nnoTHocr[ Kilu6-
paropa h o6pa3qa nporrB 6naHKa no peareHTy. ly'3Mephrh nomouleHre rogHo qepe3 1,2 v 3 MuH
PacccMrarire cpeAHee nornor4oHue B 1 Mtrrfry 01AJMtrH)

MoHopeareHTHbri MeroA - crapr 06pa3qoM

CMeuarh, hH(y6upo8arb 1 MoH nph 37'C, u3MepilTb x3MeHeH[e onrhgecKotr nnorHocrh xanx6-
paropa h o6pa3qa nporhB 6naHKa no peareHry. 143Mephrb norno!leHue rogHo 9epe3 1,2 A 3 MuH
Paccchrarire cpeAHee nofnouleHre B 1 MHHyry (dfuMtrH)

cpocQaTa3a: cbtBopoT(a, nna3Ma

37"C

El^ Mk(arln

43,B- 1 56 0,73-2.60

XeHqMHbl 60,2- 144 0,62-2,40

Aeru (ManbctrK, Ao 14 n€T, AeBocKtr Ao 12 ner) 141-480 2,3s-8,00

floBopoMeHHble 114-420 1,90-7,00

SnaH[ no poareHTy Kanu6parop O6pa3eq

PeareHr 1 0,800 Mn 0,800 Mn 0,800 Mn

OOpa3eq 0,020 Mn

Kanr6parop 0,020 Mn

Axcriln BoAa 0,020 Mn

CMeuarb, uHky6hpoBar6 5 MIH Ao6aBurb:

PearcHr 2 0,200 Mn | 0,200 Mn 0.200 Mn

6naHk no peareHTy Kany6parop O6pa3eLl

Pa6oqMi p€afeHT 1,000 Mn 1,000 Mn 1,000 Mn

O6paseq 0,020 Mn

Kanu6parop 0,020 Mn

A[qun soAa 0,020 Mn

^^rl 
Erba Lachema s.r.o., Kariisek Ld,62133 Brno, CZI e-mait: diagnostics@tachema.com, www.tachema.com
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KPEATI4H14H

Horu. uoruep 10003145

((

E
(CREAT 100)

Xpaurru
npr (+2 Ao +B)'C

Ha6op peaxruBoB Afln 100 onpe4eneruri rpearnrnua
B CbtBODOTKe KDOBh hl]t4 MOqe.

Ilpurqun MeroAa
B qenovnori cpeAe nhKpr4HoBag Khcnora esarnao4eicrayer
c KpearilHl4HoM c o6pasoaaHueM opaHxeBo-Kpacuori oxpac-
Kh, Koropyro h3Mepf,rcT Qorourerprvecru. OnpegeneHue e

cbrBopoTKe KpoBu npoBoAfiT nocre AenpoTeuHil3ilpoBaHh9, B

N4oqe - nocne pa3BeAeHilff eopoft. OnpegeneHhe He coBceM
cneqr$rvuo, rurepQepupyror BeulecrBa c axrneHofi Mertafle-
HOBOn rpynnoil h HeKoTopbre BoccTaHaBnhBatou{ile BeulecTBa,
HanphMep rnrcKo3a.

Jlureparypa
Loken, F.: Scand. J. Clin. Lab. Invest. '12, 381 (1954)
van Pilsen, J. F., Boris, M.: Clin. Chem.3,90 (1957)

Pearrueur
1 Crargapr KpearuHhHa (.1 Qnarou)

KpearhHr4H 442,5 rr,r xrrronu/n
2 Anu6yrunu (1 SnaxoH)

anu6ytrrun 0,16 r/Snaror
3 AenporeilHhanpyrculrft pacrBop (55 un)

rphxnopyr(cycHan Khcnora 1,22 r'tonsln
4 fluxpruoaae Khcnora (55 rr.rn)

pacrBop 0,04 rraonu/n

5 Harprri ruApooKhcb (55 n,tn)

pacrBop 0,75 ruonu/n

Cocrae peaxquortoti ctvtecu
Tprxnopyrcycnan Khcrora 0,15 vonu/n
l-lhxphHoaan Khcrora 10,00 ruvonu/n
Harpril rn4pooxr,rcu 0,19 r',rons/n
CoorHoueHre csreoporra/peaxqhoHHan cMecb 118

Pe$epenrxure Berur{}rHbl
KpearnHnH (uxvons/n)
rvlyxqilHbl 61 - 115
xeHu.[4Hbr 53 - 97
llpraepenutfr Ahana3oH peQepexrturx sHa.reH!4fi rBflrercfl
opheHrhpoBoqHbf\l Peroveu4yetcn ra4qofi na6oparopnr
BblrrhcnFTb cBoh Ailana3oHbl HopManbHbtx BenhqfiH.

Kanr6poaxa h KoHTponh
SuoIlA-TecP KPEAThHTIH CTAHAAPT, Horu. uovep 10003146

OnpeAeneHtse B cbrBopor(e KpoBl

OrMepurb (Mn) f1po6a
KoHrponu.
pacTBop

CraHAapr

CbrBoporKa

.Qucr. eo4a

Pacreop 3

Pacrsop 3

0,50

1,00

0,50

1,50

0,50

1,00
0,50
0,50

flepeMelu!4BaDr u npo6y qeHrpuQyrl4pylor

HaAocaAo,rHaB

x,|AKOCTb

PeaKruB 4

PeaKTnB 5

1,00

0,50
0,50

1,00
0,50
0,50

1,00
0,50
0,50

flepeMeu!4BarcT K To\]Ho 9epe3 20 MhH. t43Meptpr onr[gecKyto nnorHocrb

npo6ur (A,) 14 craHAapra (Ar) nporue KoHrportbHoro pacrBopa.

flpnroroanexre pa6ovr,rx pacrBopoB
Pacraop 1 Cogepxurvroe $raxoHa c PeafihBoM 1 pacreopnor a

8,00 wn Ahcr. BoAbr. Pacreop coAepxhr KpearuHhH
442,5 vxvonu/n.
Vcroi.ineocrs: MhHhManbHo 1 ne4eno npr (+2 go +8)'C.

Pacreop 2 Cogepxrnroe SnaKoHa c PeaKrMBoM 2 pacraoprrcr e

8,00 vn Arcr. eopur. Pacreop copepxur anu6yliua20 rln.
Vcrof.theocru: Mr.tHuManbHo 1 Hegenrc npil (+2 Ao +8)'C.

Pacraop 3 CraHgaprHuri pacraop KpearuH14Ha 177 uruonu/n
np!4roraBnh Ba|or cMeuilBaH14eM 4, 00 vn craHAaprHoro
pacrBopa Kpear[HilHa c 6,OO run pacrBopa ans6yvlrxa.
Vcroiqileocrs: MhHhMaflbHo 1 negenrc npr (+2 Ao +8) "C.

Ilpoeegenue aHanr3a
O6pasqur: HereMor[3.

lnuHa aonrur
KloBera 1cw

+25) "C.

OnpeAereH{e B Moqc
l\4oqy nepeA aHan[3oM pa3BoAtr Axcr, BoAot4 B coorHoueH[[
'1 + 100 (pe3ynbrar x 50),

OrNaepnrb (fian) f1po6a
KoHTpoflb.
pacTBop

Craupapr

PasEeAeHHan

MOqa

PacrBop 3

,Qrcr eoga

PeaKTuB 3

PeaKThB 4

PeaKrilB 5

0,50

0,25
0,25
0,50
0,50

0,75
o,25
0,50

0,50

0,25
0,50
0,25
0,50
0,50

f]epeMeu,|BarcT il ToqHo qepe3 20 MhH t43NrepF]or onrtiqecKylo nrorHocrb

npo6sr (A,) 14 craHAapra (Ar) nporue KoHrponbHoro pacrBopa.

Pacrer
''1

KpearuHhH (M(Monb/n) = 177 . -;-

npeAynpexAeHxe
nptr coAepxaHuh KpearhH[Ha B npo6e cBbrue 440 MKMonb/n npo6y cneAyer pa38ecru

Ailca BoAoi il aHan[3 npoBecrtr noBTopHo (pe3ynbrar x pasBeAeHxe) PacrBop rtrApooK[cr
narpra a6cop6npyer u3 BoaAyxa AByoKilcb yrflepoAa, nooroMy +naKoH c PeaxrxBoM 5

AonxeH 6btrb nnorHo 3aKpbtrhtM

Pa6octre (aHanxrff qecKxe) xapaKTepucrnKtr
tl3MepeHxe nposoAhnocb Ha aHanhsarope XilTacr 911 6e3 AenporeiHu3aLlilil. Kafltr6po-
BaHa Ha BenucilHy (Blank rated and conrpensatedD (c yqeroM EenxcuHbt xHrep$epeHqxx
6vnvpy6aHa il reMorno6ilHa
A[ana3oH u3MepeHili: Ao 1 MMonb/n
onrugec(xi npeAefl HsMepeHtrt (r3MeHeHue onr(gecKoi nnorHocrtr He 6onee L-lMffH=)

4,59 MKMonb/n
qyBcrBxrenHocrb / npeAer onpeAeneHnn: 13,95 - 1000 MKMonb/n

CpaBHeHre 6bno npo8eAeHo c trcnorb3oEaHxeM peareHToB Erba Lachema sro u
qMeoultxcn B npoaaxe peareHToB c KoMMepcecKu aocTynHoh MeToA[Koh
Peaynbrarbr: N=100, r=1,000, y=0,932 x +11,86 MKMonb/n
Mepbt npeAocropoxHocrr
Ha6op peareHToB npeAHa3Ha!eH An9 In vitfo AharHocrxKU npo$eccfioHanbHo ooyceHHbtM

na6opaHToM
PeafiilB 3 coAepxur rptrxnopyKcycHyp Klcnory (20 %), eEnspu.ltrlics B sToi KoHqeHTparlur

eAKilM BeUleCTEOM, OnaCHblM AnA OKpyxarcqeh CpeAbr.

PeafrtrB 4 coAepxfir nffKpvHoByF (trcnory, He flBntEulrict B sToi KoHqeHTpaqHtr Ann
sAOpOBbr BpeAHblM BeUlecTBoM

PeafruB 5 coAepx[T rxApooKhcb Harpxr 13,7%1, Asnqnu]vicA 9AKUM BeulecrBoM

npx pa6ore Heo6xoAxMo co6nEAarb npaBilna nlqHoi ruMeHbr, sanpeulaercfl ecrb, ntrTb
q KyprTb, HaAo Icnonb3oBaTb npeAoxpaHtrrenbHble cpeAcTBa
OKa3aHve nepBo! noMou{x
nptr nptreMe BHyrpb treAyer Bbrntrft 0,5n BoAbr. flptr nonaAaHfiff B fflasa ilxcnqAyer npoMbtBaE
M[HilMUbHo 10 unr e roxe eoAut nptr nonaAaHuu Ha Koxy cMblb npordHoli BoAoi. Bo rcex
mylarx @pb$Horc noBpeMeHuF 3AopoBbg AonxHa 6btrb oKa3aHa MqAuqilHcKaF noMotLlb

rlEKB{aaqur Mycopa
Bce recrtrpoBaHHbre npo6br csurarcT MarepxanoM, Koropbri Moxer 6brrb rH+nqrpoBaH,
tr coBMecTHo c Eo3MoxHbrMtr ocraTxaMx peafiuBoa noAnexHT yHrgroxeHhp B coorBer-
crEut c yrBepx(qeHHblMtr BHyrpt6orbH[qHHMI npaBilnaMh EyMaxHyp ynaKoB(y cAatTe
B MaKynarypy, EbtflonocKaHyp 3aBoAcKyrc Tapy B copTlpoBaHHbltr Mycop,

Aara npoEeAeH[e nocneAHero Koirponfl:'14 4 2011

B cnycae np6brx BonpocoB o6pau.lairecb B npeAqaBHTenbcrBo Erba Lachema s,r.o,
s MocxEe. Ten/OaKc: 495-755 78 51, 495-755 55 80.

Erba Lachema s.r.o.
Kapacex 1d, 621 33 Epxo, CZ
e-mail: diagnostics@lachema.com, www.lachema.com

cbrBoporKa, renaprs. unn EATA
nfla3Ma, Moqa

(500 - 510) Hnr

o.
rno

Karasek )lt"trt

Teuneparypa
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KAnbqh14

HoM. HoMep 10003153

(Ca 130)

Xpauuru
(c +2 po +25)'C

Ha6op peaxrraoB Aflr npilroroeneHhq 340 vn pa6ovux pacrBopoB
Arr onpeAereHhr Kanbq[.H B 6honofhlecKotv N4arepilane, O6rev
AocTaToqeH Aflt 130 aHafl[3oB.

flpnrqrn MeroAa
Kanuqurra o6paayer c rnuorcanu-6r,rc-(2-oxcraHunout) a qenov uor,r
cpeAe KoMnneKc KpacHoro qeera, roropsrrl onpeAenFrcT $orover_
phtlecKu.

Ilnreparypa
Umland, F., Meckenstock,K,U.'.2. Anal. Chem. 176, 96 (1960)
Cnoear, 3., Ceuenroea, fl.: fla6oparopnoe Aeno 19 (1974)

Peaxtueut
1 Crau4aprrurri pacreop (11 rr,ln)

xap6ouar Kanbqr4F 25 rrlvons/n a 1,7 yoHoil
xnopilcroBoAopo4noi xrcnore

2 l-nuoxcanu-6nc-(2-oxcnauun)
3 Harphq rhApooKl4cb

pacrBop 1 Monb/fl
4 MeraHon

Gocrae pearqnoxxori cuecn
l-nroxcar s-6rc-(2-oxcnanran )
flaTpfir rhApooK14cb

Cootttouegre cutaoporra/peaKqnoHHaq cMecb

Pe$epenrnsre Bent,tqrHbl
Kanuqrara (vvonu/n)
Cx - Karsqrri (rvrvons/n)

(520-550) uv
1 ctr,t

flpuae4euutfr Auana3oH pe$epeHrturx sHaqeHhti FBflffercfl opl,l_
eHTrpoBoqHblv. Pexoveugyetca xax4oi na6oparopl4t4 Bbt.l hcnsrb
cBot4 Ailana3oHbt HoptvtanbHbtx Be_nh911H.

Bocnpouseogurr,rocru
OKono +4%

Kanu6poexa u KoHTpoJrb
Eno-flA-Tecro COflIOHOPM KAnbLlrJl/ - MAfHhl/, How. nouep
10003174, 5r,ro-flA-Tecro nilOHOpM V, Hora. Hovep 10003176 ra

IlL'lHOPM n, HoN4. norllep 10003'172 (xorrponunsre arrecrilpoBaH_
Hble CblBOpOTKlt KpOBr4 AIII XIhHtt.leCXOfr 6V,OXUUUI),

flpuroroenexue pa6o.rnx pacrBopoB
Pacraop 1 B rvrepHyro xol6y euecruuocrbn 50 Mn orMepilBabr

nrnerxori 5,00 Mn peaxr[ea 1 u pa:6aannnr so4oil go
uerxn. Pacraop coAepxilT 2,5 vuons xanuuus/n.
Vcrori,.+'rsocrs: HecxolbKo ne4enu (c +2 Ao +25).C.

Pacraop 2 Haeecxy Pearrrsa 2 pacreopaor B qenoM o6reve pe_
aKTVBa 4.
Ycroi,r[eocrs: 10 gHefi (c +2 Ao +8)"C.

Pacraop 3 B nonrsruneHoBoM $laxoue cueuuaarcr 20 un
Peaxrilea 3 c 30 vn Ailcr. BoAbt pacraop coAepxhr
0,4 ruons NaOH/n
Vcroiqueocrs: pacrBop ycrofi vraa

flpoee4enue aHaflH3a
lnrna aonHsr
Ktosera

pa 2). B rpersefi npo6rpre cMeultaBaor 1,02 un pucrunnnpoaauHorl
aogur, 0,5 Mn pacrBopa 3 n 2,00 Mn pacrBopa 2 (xourponuuurr,r
pacrBop). flepeveuueanr h Mex(Ay !-oh n 11-ou rutHyrori nocne
Ao6aBneHhF pacrBopa 2 usvepnrcr onrilqecKyo nnoruoctu npo6sr
(A,) n craHgapra (Ar) nporrae KoHrponbHoro pacrBopa.

Pac.{er

Kanhqhri (NrMonb/n) = 2,5 .

llpegynpex<gexue
fl a6oparopuan nocyAa, np[MeHneMar nph onpe4ereH nA Kan'rwl,
AonxHa 6urrs coaepueuno qncrori h cnyxurb ilcKrpqhrenbHo Aflt
AaHHolZ Llenu. llocne o6sr.lHoro Mbtrbr nocyAy cneAyer noMecrr,trb
Ha Hoqb B oKoflo 2Vo paueop Kovnnexcoga 3 e aN4[,lhaqHofi eoAe
1 + 1, norou rllarenbHo npoMbtrb 6tt,guctunnnpoeauuoi eo4orZ r,r

BbrcyLJ14Tb.

Mepur npegocropoxHocrt4
Ha6op peareHroB npeAHa3HaqeH gnn in vitro A[arHocrhKh npocpec-
ciloHanbHo o6yveuHurw na6opaHrov.
Pearrua 1 cogepxur xnopt4croBoAopo4Hyo Khcnory, He gBnr-
ou]ytocr B grotZ KoHqeHTpaqhh pa3ApaxaoqhM BeulecTBoM.
Pearrne 2 coAepxnr rnroxcanu-6r,rc- (2-oxcnannn), xoropstfi pao-
Apaxaloul14M BeulecTBoM.
Peaxrua 3 co4epxrr rhApooKhc natpua (6%), renroulnicn egrur,l
BeulecTBoM.
Pearrilsur 4 cogepxur MeraHon (100%), nannrculnrlcn ffAoBt4rbtM
n roprcghM Be[lecTBoM.
flpn pa6ore Heo6xogr,lvo co6nrcgaru npaBilra flhqHofi rt,lrheHbr,
3anper4aeTcn ecTb, nilTb t4 KyphTb, HaAo ilcnonb3oBaTb npeAoxpa_
HhTenbHbte cpeAcpBa.

Oraganre nepeori noMot{14
flpn npneue BHyrpb opfaHn3Ma Bbtnhrb npilMepHo 0,5 n rennor,t
BOAbr.

llpr nonagatru B Tfia3a hx cneAyer KaK MoxHo cKopee npoMbtrb B

TOKE BOIIbI.

flpn nonagatur Ha Koxy ee cneAyer Bbl\4btrb eogori c MbtnoM.
Bo scex cflyr.iaFx nonaAaHhr B rfla3a il cepbe3Horo noBpe4eHl4n
3AopoBbe cleAyer o6parrrscr K Bpagy.

flnxeugaqur Mycopa
Bce rectupoaaHnute npo6ul cr{hrarcT MarephanoM, xoropsrtl uoxet
6rrru rnQnqnpoBaH, ,t coBMecrHo c Bo3MoxHblvh ocrarKaMil peax-
ThBoB noAnexr,lT yHt4rlToxeHhn B cooTBeTcTBhh c rfBepMeHHbtMl4
euyrpu6onsuu,tHbt [i r n paBilnaMr.
Syuaxuyro ynaKoBKy cgaire e MaKynarypy, BbtnorocKaHyp 3aBoAc-
Kyo rapy B copThpoBaHHbth Mycop.

flara npoeegeufi r nocnegHero (oHrpor]F :'l B. 2. 20j,1

Bsrnycxaer Erba Lachema s.r.o.
Kapacex 1d,62133 EpHo, CZ
e-mail: diagnostics@lachema.com, www,lachema,com

A1

&

(1 Qnaxon)
(32 vn)

(290 rrrn)

2,4 rvtr't'onsln
0,057 vons/n

1t176

2,25-2,75
1 ,37- 1 ,50

TeMneparypa (c +15 Ao +2S).C
B gayx npo6rprax cMeuilBaor ArcrhnrhpoBaHHyro BoAy B coorHo_
ueHhh 50 + 1 c cbtBoporxori (npo6a) ilnh pacrBopoM 1 (cran4apr).
3areu 4o6aenrpr Ha oAHy o6tervHylo gono 2b o6teunurx 4oneti
pacrBopa 3 (ranp. '1 ,0 vn glrcrunnnpoeauHori Bo4bt h 0,02 Mfl cbtBo_
porKr4 hnh pacrBopa 1 c&teLur4sarcr c 0,5 vn pacrBopa 3). l-lepeve_
r.rJr,4BarcT il nocne (5-10) rr,lrH 4o6aanrrcr Ha oAHy o6uevnyrc gonrc
cbrBoporKr,l t,lnh pacrBopa 1 cro o6revxsrx gonefi pacrBopa 2 (nanp.
Ha 0,02 un cbtBoporKt4 hnh pacrBopa 1 go6aennor 2,00 rvrn pacrBo_

flpnvep pae6aaneHnr npHBeAeH a ra6nuqe.

Oruepmru (vn) f1po6a Cran4apr KourponuHsrri
OACTBOD

lrcr aoga
Curaoporra rpoalt
Pacreop 1

Pacreoo 3

1,00
0,02

0,50

1,00

0,02
0,50

|,vz

0,50
llepeueuraaor h cnycre (5-10) uuu go6aenRrcr

Pacraop 2 2.Q0 2.00 2,00
flepeveruuaarcr r ve>4qy 5-otZ ra 1 5-oi rrirtrtyrori nocne 4o6aenerun
pacreopa 2 usrrlepnnr onruqecKyro nlorHocrb npo6sr (A,) ra

craHAapra (Ar) nporue KoHTpoflbHofo pacrBopa.

Erba Lache
Karasek 2219/1 Brno

nla a-71 6-^-ut!. \LZ Od4O _ j-
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EUII.UPyE.|AH OSU{rta L|QUtD 350

Kar Ne 10007762

CocTaB peateHToB
Rl PeareHrl(ycKoptrrenB)

SeH3oar HarphF
sATA
KoSehH
ALlerar Harphs

R2 PeareHr 2
ContHag Khcnora
CyflbOaHilnosaE xucnoTa

R3 PeareHr 3
nnrpvr Harpvq

cocras peaKqxoHHoli cMectr
6eH3oar Harpus
sATA
Ko++euH
Aqerar Harptt
ConFHaF Ktrcnora
CynuSarrnoean xucnora
ntrTplT Harpun

npoBeAeHhe aHanx3a
,Qnnra eoluur
OnTil\ecxHi nyrb
TeMneparypa
O6pa3eq/peaKqhoHHan cMecb

Ilprroroonerte n cra6xnhHocrb pa6osux pearenroo

lT:":;:1":;"ur"""br Ao aocrhxeHra yKa3aHHoro cpoKa roAHocru, €cn, xpaHrrcl npr

flocne_BcKpbtrus, Bce p crx, ecntr xpaHhrcflrPV (+2 - +25)oC, tpu
Kpbrrbrx enaKoHax, ils6 

a' I TqareflbHo 3a-

Bce pearertut xr4xle.

fl pqroroenelue pa60csro pea16Hra:
CMeuarb peafeHT 2 il peareHT 3 B coorHoueHil[ 3.j +1
CTa6htbHocrb:

1 HeAetr npff (+2 - +B) "C B 3authl4eHHoM oT cBeTa Mecre
5 vacoe npr (+15 - +2S).C B 3altruleHHoM or cBera Mecre

O6pa3qbl
C (renaptrH, OATA)

\ pa3qbt AonxHbl 6btrb 3aulhuleHbt or c8era,C aHile 6unxpy6[Ha B npoOe craOunurc 7 [Heri npr 1+Z _ +61.9

Katrx6poaxa
!nt Kant6poB(u peKoMeHAyeTct ilcnotb3ogarb
IlhoHopM KA,lhEPATOp kar. Ne 10003200

KoHTponh Kaqecraa
AnF npoBeAeH[r KoHlponn (a!ecrBa pe(oMeHAyercn KoHTponbHaF cbtaopor(a:
nroHopM ryM H, Kar. Ne 10003204
IlroHopM ryfiy' n, Kar Ns 10003206

Pacaerbt:

Exrnpy6xH (MKMonbrl = *lP 
" ",,1no _ nx/

C(."u). KoHLleHTpaqra craxgapra (xanu6paropa)

Ko90+tqtreHr nepecaera
MKMonb/n=Mrhnxl7,1

HopManhHbte BonxrxHbl
6vnvpy6u{ (uruonr/a)
HoBopon(lqeHHbte
Bepocnue u 4err (crapue 1 laecrqa)

llpreegenrure Eenu!uHbt cneAyer paccMarpxBarb KaK opueHTxpoEocHbte
paropilh Beo6xoAuMo onpeAengTb cBoI Axana3oHbt.

Pa6oc6e xapaxreptrcrtr{u
Iluxeixocru: 4o 500 MKMonb/n
qyBcrBrirenbHocrh: 

0,3 j uxvonu/n
Hnxrri npegen onpeAeneHtrr: 0,93 MKMonb/n
AHana3oH ,3MepeHxi: 0,93 - 500 MXMonb/n

Bocnpox3BoAhMocrb (np[ 37.C)

BHyrpucepxiHat
(cffcf,o tr3MepeHui n:20)

CpeAHeaptr+Merx-
cecfioe 3HaceHre

(MXMonbh)

SD
(MKMorh/n)

CV
(%)

06pa3eq 1 19,07 024 128
O6pa3eq 2 88,76 o20 o22
O6pareu 3 343,33 22 064

Mexcepurirar
(vhcro tr3MepeHhi n =10)

cpeaHeapr+Merh-
cecKoe 3HaleHue

(MKMorb/n)

SD
(MXMonb/n)

CV
t%)

Obpa3eLl 1 19 00 0 5'1 2,67
OOpa3eq 2 88 98 0,66 075
06pa3eq 3 345,23 403 116

TogHocrh
AranhrrvecKoe cMeqeHxe B (bias)
+ 1,5% (18,8 MKMonb/fl)
- 2,8% 191,3 MkMonb/a)

CpaBHeHre MeroAoB
Cpaetenre 6utno npoe c ilcnonb3oBaHfleM peareHToa Erba LachemaqPB (y) u ,M€rcutxxcr c (oMMepeecxff aocrynHot MeroAuxot (x).
Pe3ynhTarbl: y= 1,067 O,gg2

Cneqtr+xcHocTb/Brxtrcqte BeqecrBa
He Bnflnnr Ha pesytbrarbt aHanil3a:
feuorno6nn go 10 r/n, rpumflqepuAht Ao 40 MMonb/n

llptrMe\aHtre
'L

HKa pexo-
aMr Mox-

2_. 
a3o6vnv_
Ha 10o/" B

3, oAilMo npoBoAffTb on eM TeMne_
251.C.

4. o6ulero 6rntpy6hHa Becru etr-
B coorHoueH[tr 1:j. yMHoxxTb

5, flpu rsvepettr o6pasqoa il craHAaproM 6es 6nanra o6pa3qa tr 6naHKa craHAapTa
6butr noflyceHbt noxHo saBbtueHHbte peoynbrarbt Ha 2_14 MXMonbtl B saBtrchMocrq
oT npilpoAbt cbtBopoToK,

Mepur npe4ocropoxnocru
Ha_6op peareHroB npeAHa3HageH Anr in vilro AharHoctxKil npoeeccxoHanbHo 06yceHHbtM
na6opaHToM.
PeareHTbt BxoAtu.lile B Ha6op He coAepxar onacHbte EeulecrBa

nepsar noMoulb

EoAoti, BbtnlTb 0,5 n BoAbt x Bbt38arb
[x npoToqHoi EoAoi. npff nonaAa{uu

btnoM. Bo Bcex cepbe3Hbtx cny\arx 06_

poBaHHEte h
8fiil C CyU]e-

opThpoBaHbl

nrreparypa
1. Jendrassik, L., cr6f, p.: Biochem.2.297, 8.1,1938
2. Doumas, B. T,, Kwok-Cheung, p. p., perry, B. W. a kot: Ctin Chem,3, 1779,.19S53. carber, C. C.; Clin. Chem.27 , 141 0,1 981
4 fiez, N.W: Textbook Of Ctin Chem., .i169_71, WBsaunders Co,, phitadelphia,

'1999

((
@

Ha6op peareHToB Anr onpeA€neHIf ooulerc 6rnilpy6hHa B cbtBopoTke il nnaoMe, MoAU_
QIqhpoBaHHbtM MeroAoM Jendrassik_Gr6f, Ha6op ni.4""."u"u" g;o pyehor o h aBroMa_
T[3HpOBaHHOrO OnpeAeneHlq.

MeToA
CBr3aHHbl

'nntpyf,u 
c(opxrene'

no'oi Klc cynh+aHff-

3ypqeicr ocrb o6Pa-

(BtL T L 3s0)

XpaHurb
nph (+2 - +25)"C

1x250 Mn
387 MMonb/n
2,7 MMonEln
192 MMonb/fl
680 MMonb/

'1x90 Mn
> '170 MMoflb/fl

29 MMoflb/n
1x3 Mr

72,5 MMonhln

285,1 MMonb/n
2,0 MMonb/n

141,8 MMorb/n
501,4 MMonbh

> 34,7 MMonE/n
5,9 MMonb/n

0,48 MMonbh

546 (540-560) HM

1cu
37.C
1t19

s 171
3,4 - 17 ,1

KaxiAori na6o-

:r::#;::""*" 
r peareHloB Moryr 6brrb x3MeHeHbr npil coxpaHeHilr coorHoueHm pe-

O6pa3eq
6fla HK

O6pareq CraHAapT
6naHfi CraHAapr

PeareHr 1 07Mn 0,7 Mr 0,7 Mn 0,7 Mn
O6pa3eu 0,05 Mn 0,05 Mn

CranAapr (xal16oaroo)
0,05 Mn U,UC MN

Cueuaru, rHxy6apoaars nph xoMHar
Mecre. IloOaBxT6:

Pa60!hi peareHr 0,2 Mn 0,2 Mn
PeareHT 2 0,2 Mn 0,2 Mn
CMeuarb, trHKyoxpoBaTb 5 MxH
cBera Mecre. l43Mepxrb notnoqe
noTnouleHhe 6naHka craHAapra A3
peateHTa,

OKpacKa cTa6unbHa 30 MhH B 3aulxuleHHoM oT cBeTa Mecre
nporoKon6t Anr hcnonbooBaHhq Ha aBToMarhqecKffx aHanfi3aropax MoryT 6btrb nonyceHblno 3anpocy

rd::1".i,?:?."#ii.';XaT.lil*"11;Li',,li,,Xiilh:'..""_

a
EK

ilr, r'-;rtnut(- {-t269'18846 _3_

nocneAHeto (oHrponF: 26
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Ha6op pearexroa Ans onpeAeneHnt npgMoro 6unilpy6ilHa B cbtBoporKe x trfla3Me, Mo_
AhOtrr.lilpo8aHHblM MeroAoM EHApaccilxa- Tpo$a. Ha6op npeAHa3HaceH Arr pycHoro H
aBroMarfr 3hpoBaHHoro onpeAefl eHilr npruoro 6untpy6tna

MeroA
nprMoi 6[nHpy6trH pearxpyer c A[asortrpoEaHHoi cynb+aHilnoaoi xrcnorori, c o6paso_
BaHIeM agocoeA{HeHrr (pacHoro qaeta, lzlrrelcueuocrb oKpacxtr Koroporo nponopqro-
HaflbHa KoHqeHrpaqutr npqMorc 6trntrpy6rHa h h3MepaeTc, eoToMeTpxcecKil,

@

E|"/'I1.UPYEUH nPtMOh Liquid 300

Kar Ns '10007763

GocraB peareHToB
R1 PeareHll

ConFHaff x[cnora
R2 PeareHr 2

ContHas KucnoTa
cynbQaHunoBas Kucnora

R3 PeareHT 3
n[rpur Halpvfl

CocraB peaKqHoHHoi cvecn
ConqHag KhcnoTa
CynbSaHunoBaF Kucnora
HilrpilT HarpxF

llpnroroenerue tr cra6hnbHocrb pa6oghx peareHToE
PeareHTbt cra6qnhHbt Ao AocrtrxeH[g yxa3aHHoro cpoKa roAHocrt,
(+2- +25)"C.
flocne BcKpbtrxe +naKoHa, Bce peareHrbt cra6ilnhHbt Ao yKa3aHHoro cpoKa foAHocr[, ecnil
xpaHhTcF nptr (+2 - +25)'C, npil ycnoBilr co6nrc4erur xpareruF, B TulaTeflbHo 3aKpbtTbtx
+naKoHax, x36erat KoHTaMilHaq[tr peateHToB.
6Ce peareHTbt xlaKxe,
PeareHT 1 roroBbli K ucnonb3oBaHnrc

npuroroseHtre pa6oeero pacrBopa: CMeuarb peareHr RZ I peareHT R3 B coorHoueHr{
26+1.
CTa6unbHocTb: 1 HeAenff npil (+2 - +B).C B 3aulilqeHHoM oT cBeTa MecTe

5 cacoB nph (+15 - +25)"C B saulhtqeHBoM oT cBera Meqe

O6pa3qbr
CbrBoporKa [nu nna3Ma (renapilH, OATA)
l,436efarb reMont3a O6pa3Llbt AonxHbt 6btrb sau.ltruteHbt or cBera
Crabunuxocru 6un py1vHa B o6pa3qe: 7 AHei npv (+2 _ +8) "C

Kantr6DoBKa

lna xana6poext peKoMeHAyercr ilcnonb3oBarb rluoHopM Kantr6parop, Kaa Na i0003200,
hnil Kanr6poBocHyp xphByb Anq o6ulero oilflxpy6uHa (6nT Bxnffpy6xH o6ului Liquid
350 C, Kar Ne 10008205).

KoHTponb kacecTBa

AnF npoBeAeHff r KoHfpona KagecrBa peKoMeHAyerc! KoHTponbHaa cbtBoporKa:
IliloHopM ryM H, Kar Ne1 0003204
ntroHopM ryM n, Kar Na10003206

flpoee4exre axanu:a
546 (540_560) HM

1cM

Hae cMecb 
(+'15 - +25)' 37"c

1t15
I peareHroB Moryr 6btTb [oMeHeHbt npu coxpaHeHtrt coorHoueHilq

CxeMa pa6orbt c rcnonb3oaaHheM rlHoHopM Kanq6paropa

Oxpacxa cra6tauxa 30 MilH B 3aulruleHHoM or cBera Mecre
TlporoKonbt Anr ycnonb3oBaHxg Ha aBToMarxqecKfix aHartr3aTopax Motyr 6btTb nonygeHbl
no 3anpocy

Pacaerbt:
(A--A )

6vnrpy64H (MKMonh/nt = C
co-a,)-KoHqeHTpaurnxanu6paropa-"-"' 

-h--er (A'-AJ

CxeMa pa6oTbt c ucnonb3oBaHxeM Kantr6poBocHoi KpxBoli

Pacrerbl
Anr paccera [cnonbsyiTe EenucffHy pa3Huqbt onrrqec(oi nnoTHocrx Mer(Ay florflouleHu-
eM o6pa3qa [ 6naHXa o6pa3qa
(A2-Al)
Paccctrraire KoHqeHrpaqtrrc 6vnupy6v1a B 06pasqe no xant6poeolHouy rpaeuKy An,
o6u.{ero 6trnupy6{Ha (6IlT 6trntrpy6hH o6qux Liquid 3SO C), yMHoxuB noflyqeHHoe
sHaqeHxe Ha SaKTop 0,789.

K03OCxqtreHr nepecceTa
MKMonb/n = 17,1 wlAn

HopMarbHbre BerrqtrHbl
6ilnHpy6ilH nprMoi (MKMofl b/n)
Brpocf,ueilAeril <3,4
nptrBeAeHHbre BefluquHbt cfleAyer paccMarpilBaTb KaK opheHTrpoBocHble. KaMoi na60_
paropftff Heo6xoAUMo onpeAenqrb cBo[ Axana3oHbl

Pa6ocne xapafreplcTx(h
Jlnxeinocru: .qo 1 80 MKMonb/n
t{yBcrBrrenbHocrb: 0,42 l,txtvonb/n
HhxH{i npeAer onpeAereHxr: 1,3 MKMonb/n
A[ana3oH tr3Mep€Htri: 1,3 - 180 M(Monb/fl

Bocnpo13BoAHMocrb (npu 37'C)

BHyrpqcepffiHat
(ehcno t3MepeHxi n =20)

CpeAHeapy+Mer!-
cecKoe 3HageHile

(MfiMonb/n)

SD
(MKMoflb/fl)

CV
(%)

O6pa3eu 1 12,15 010 084
O6pa3eq 2 37,83 019 049
O6pa3eq 3 1 58,89 1,15 072

MexceptriHaF
(etrcf,o u3MepeHui n =10)

CpeAHeapil+Merx-
tecKoe 3HaceHtre

(MKMonb/n)

SD
(MKMorb/n)

CV
("/.)

O6pa3eq 1 12.13 0,30 248
06pareq 2 37,71 051 135
O6Da3eu 3 '157.99 3,06 193

TogHocrb
AHanxrxcecKoe cMeqeHtre B (bias) - 4,4 % (12,7 vxvonu/n)

- 11 % (42,4 uxuont/n)

CpaEHeHle MeroAoa
CpaEHeHhe 6Etno npoBeAeHo Ha 100 o6pasqax c tcnonb3oBaHxeM DeareHroB Erba
Lachema 6xnrpy6trH npffMoi xuAKri 3OO (y) tr ilMercutuxcF B npoAaxe pearcHroB c
KoMMepcecKh AocrynHoi MeroAHKofr (x)
Pe3ynbrarbr: y = 0,949 x - 11,937 MKMonbin; r = 0,98

CneqxQucHocrb/Bn{rrculre b9u.{ocrsa:
He Bnxflbr Ha pe3ynETarbt aHanx3a:
TeMorno6trH Ao 5 r/n, rprrnnqepuAur go 40 MMoflb/n

nD{MgqaHre
1, npx pa6ore Ha aBToMarugecK{x aHant3aropax Anr 6naHka peareHTa ucnonb3oBarb

0,9% NaCl, nptr pyqHoM MeroAe aHaflu3a A{crHnnxpoBaHHyp BoAy,
2 AHant3 Heo6xoArMo BbtnoflHFTb B 3aulxlleHHoM oT cBera uecre. Oxpacxa aso6unrpy_

6hHa MoxeT cH[XaTbcA Ha llyo B TeqeHre 1 5 MhH, ecnh o6pa3qbl AoJ tfo HaxoAlnhcb
Ha cBeTy.

3 O6pasqbt c (oHqeHTpaqreti npgMoro 6trnilpy6ilHa Bbtue 1g0 MKMonb/n pa3Becril
+[3uonor[cecKrM pacrBopoM E coorHoueH(h 1:j. nonyceilHul; pe3yrbrar yMHoxurb
Ha 2.

4 flpn tr3MepeHhh o6pa3qa h craHAapra (rann6paropa) 6es 6nanra o6paoqa r 6ranra
cTaHAapra MoryT 6btrb nonyceHbt noxHo saBbtueHHbte pesynbTarbt aa 2_14 uxuonyln
I 3aBVCVMOCTV Of npilpoAbt cbtBopoToK

Mepbl npeAocropoxHocil
Ha6op peafeHToB npeAHa3HaceH Ant in vitro AffarHocrxK[ npo+eccHoHaflbHo o6yvenruru
na6opaHToM.
PeareHTbr BxoAffque B Ha6op He coAepxar onacHbte BeulecrEa

Ilepeaa nouor4s
npu npxeMe BHyrpb cneAyer nponoiocKarb por BoAoi, B6tnhrb 0,S n BoAbt x Bbt3Barb
pBory. nph nonaAaHtH B rna3a obtcrpo npoMbtrb trx nporocHofi BoAoi. npn nonaAaluv
ra xoxy neo6xo4rvo npoMbtrb rennoi BoAoti c MbtnoM. Bo Bcex cepbe3Hbtx cnyqarx
oOparnrbcn K Bpa9y.

yTff ntr3aqua rcnonE30BaHHbtx MarepranoB
Bce o6pa3qbt recTa AonxHbl paccMarptrBaTbcs KaK noTeHUlanbHo [H+[qhpoBaHHbte x

btTb yHtlToxeHbt B cooTBeTcrBHtr c cyt4e_
AaHHOTO BUAa MaTeplanoB.
, nnacTfrk) AonxHbt 6btrb paccoprffpoBaHbl
nepepa6orKy,

r|xreparypa
1 Jendrassik, L , cr6f, P: Biochem, Z 297, 8'i, 1938
2 Doumas, B T., Kwok-Cheung, P P., Perry, B W a kol: Clin

Chem 3, 1779,1985
3, Garber, C. C,: Clin Chem 27,1410.1981
4 Tietz,NW:TextbookOfClin,Chem,ll69-Tl,W.BSaundersCo,philadelphia i999

Aara npoBeAeHhq nocneAHero (oHTponr: 1 j1 2011

(BrL D L

XpaHurb
np[ (+2 - +25\"C

1x250 Mr
50,6 MMonb/fl

1x45 Mn
> 1 70 MMonb/f,

29 MMonb/fl
1x3 Mn

72,5 MMonbln

> 62,3 MMonh/n
3,7 MMonb/n

0,36 MMonb/n

ecflu xpaHtTcr flpu

O6paseq
6naHK

Obpa3eq Kan[6paTop
Kanil6parop

)ATEHT'] 1,2 Mn '1,2 Mn
O6 01Mn 1

O1Mf, o1
uMeUaTb, fiHwbypoEarb 5 MtrH B 3aUUUeHHoM oT cBeTa Mecre no6.
Pa6oqut r 0.2 Mn o2Mn
Peareqr 2 o2
CMeuaTb, hHKy6rpo8aTb 5 M[H B

6naHKa o6pa3qa Ar, norf,ouleHile
IplnoqeHre Kanu6parooa A. orH

Karasek ))1a/1, Brno
a-./41- ^^ . ^\_z-zoy1du46 _<-CMeuarb, xHKy6xpoBarb 5 MffH B 3aquuleHHoM or ceera uecre hwepuifi6Eoq-6iiE

OKpacKa cra6uflbHa 30 MHH B aaulilueHHoM or cBera Mecre

^. 
f Erba Lachema s.r.o., Kardsek Ld,62t33 Brno, CZ I

- e-mait: diagnosticsCdtachema.com, www.tachema.com
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ACT Yo 1000 P (AST UV 10x100 P)
HoM HoMep 10003290 XpaHuru

npy, (c +2 4o +8)"C

MeroA
KilHernvecxhi MeroA Arfl onpeAereHrg aKTreHocrl4 acnapraraM-
uHorpaHcoepa3br (ACT) e curaoporKe !4 nfla3Me B coorBeTcrBht4 c
MoAuSuKaLlue!i 1994 roAa, peKoMeHAoBaHHoi HeMeqKuM o6qecreou
Krrsuqecxoi Xurfl4h (IFCC Ane 37'C).
Ha6opur pearerroB AnF npuroroBneH!4F 10x100 n,|n pa6overo pac-
TSOpa.

flpnxqrn pearqH,l
2-oxcomyrapar + L-acnaprar --49I-+ L-rnyraMar + oKcanoaqerar

Oxcanoaqerar + HAAH + H. MAr > L-uarar + HAA.

AKTIBHocrb ACT B npo6e nponopqnoHanbHa yMeHb[!eHrrc nomou-{eH,4F
nDh 340. 334 unq 305 HNI

,l14HeiHocrb
Mero4 nuHeeH 4o 7,0 wxxar/n (420 Eln) npu pyqHotvt t43MepeHhh !4 Ao
'10 uxxarh (600 E/n) npu pa6ore Ha aBroMar[qecKux aHan!43aropax.

Inreparypa
International Federation of Clinical Chemistrv, Scientific Comitee: Clin,
Chem 1B, 521 (1980)

Coctaa peareHroa
1. Pearenr 1(HAAH - OepMeHrHbti pearexr)

nAr
MAT
HAIH

2. Peare{r 2
(CraproBbri pearenr) (4x28 Mn)
2-oKcornyrapar 166 ur',lons/n
Harpna asug 0,1 %

3. PeareHr 3 (Cy6crparxo-6y$epusri pearenr) (5x200 un)
TPlzlC 6y$ep 100 r,.ruons/n
L-acnaprar 350 urrlons/n
Harphfl a3hA 0,1 %

4, PeareHr 4 (AKrHBarop) (20 n6n.l
flnpilAoKcarb-5-Ooc$ar 6 uxuons/ra6n

(10 On.)
>'l,0 NrKKar/On
>0,7 [4KKar/On

>21,6 MK[4onb/On

CocraB peaKqr4onuoi cuecr
TP71C 6yQep pH 7,8 (37"C)
L-acnapTaT
HAAH
nEr
N4Ar
2-oKcornyrapar
flnpn4oxcans-5-QocQar
O6tettgoe coorHoueHIe
Csraoporra, nnasva/peaxquorHae cMecb

80 uuons/n
290 vvonu/n

> 180 N4KMonb/r
> 1 0 tr,txxar/n
>7 vxrarh

13,8 r',maons/.rr

100 r.,rKMonb/n

1t12

HopManbHbre BeJMqHHbl
ACT cuteoporxa, nnastra 37'C, (vxxar/n) Eln
MID(cuHbl 0,17-0,85 10,2-51,0
xeHUI4Hbr 0,17-0,60 j0,2-36,0
npuBeAeHHbre Arana3oHbt BenHqfiH creAyer pacc[4aTphBarb KaK

opt4eHl4poBogHbte. Kax,qoft ra6oparopru Heo6xoAl4tvo onpeAenerb
cBou ahana30Hbt,

Konrpons KaqecrBa
lVoryr 6srrs ,4cnorb30BaHbt r106ure xoHrponutsre cbtBoporKt4 co 3HaLte-
Hr,.rrMh ACT, onpeAeneHHbl|vr,t ArlF AaHHoro N4eroAa. Mbt peKoMeHAyeM
ncnonb30BaTb KoHTpott,Hbte MaTeplanbt:
5ro-IlA-Tecr6, III4OHOPM KAIIhEPATOP, Hou. Houep 1 0003200
5uo-IlA-Tecro, nilOHOPM fVM H, Hotr,r HoMep 10003204
5ro-IlA-Tecro, flT4OHOPM Fr'M fl, Honr. Hor',reo '10003206

CTa6xn6Hocrh:
14 AHei nptr (c +2 Ao +8)'C (s reMHoM Mecre)
2 aHr npl (o +15 Ao +25)'C (B TeMHoM Mecre)

AHanh3
O6pa3qu:
AnhHa BonHbii
OnrxqecKili nyrb
TeMneparypa:
tr3MepeHrel
npoDerb pa6o96o pacrsopbr q KrcBerbr Ao
f, op'qepxhsarbcq nocronHHoh
(10,1'C) I r4€Hrs Bcero tr3MepeH(9

1 El^ = 16.67 x 10 I Kar/n
= 16,67 x 10 r Mk(arln

1 MKKar/n = 60 E/n

nDtrMecaHne
He ucnonb3oEer! npo6u chrsoporKx trn, nna3Mhr, xpaHuBuhecr 6one€ 4 AHei nph (c +2

Ao+8)'C
Ecnx akrtrsHocrb ACT B npo6e npeBbr[aer 7,0 M(kar/n (420 E/n) npil pycHoM [3MepeHhu u 10
Mekar/n (600 E/n) npr pa6ore Ha aBloMarhgec(rx aHanu3aropax pa36aBilrb 0,1 Mn npo6Er 0,4
Mn Sr3pacrsopa (0,9% Nacl) u noBTopxrb aHanh3, ffcnonb3yr AaHHoe pa3BeAeHue nonlreHHHri
pe3ynbrar yMHoxhrb Ha 5 KofAa aHanh3upyeMbrfi o6pa3eq uMeer cnuu(oM 6onbuhe 3HaqeHut
afrHBHocrh rpaHcaMtrHa3bt, HalanbHoe nornouleHue Moxor 6btrb oqeHh Hu!(hM, TaK KaK 6onbuat
cacrb HA'qH 6yAer il3pacxoAosaHa Ao nepsoro tr3MepeHtrF 3HageHrF nornou]eHxr B srxx cnycarx
trsMepeHhq AonxHbr 6brrb nepeAenaHbr c pa3DeAeH[eM, kaK yf,a3aHo Bbrue
AHan[3 MoxHo npoBoAtrTb np{ 30'C, ucnonb3yn cneAyrcu{ue HopManbHbre Benffq[H6r:
c6tBopoT(a, nna3Ma M(Kar/l
MymhHbr 0,1-0,8
xeHqxHbr 0,1 -0,6

Cra6xnbHocrh u xpaHeHre
PeafrxB meAyer xpaHxrb npx reMneparype (c +2 Ao +B)'C B TeMHore
Cpok roAHocrM yka3aH Ha Kaxrqoi ynaKoBKe

nocne ficnonb3oBaHtr SnaKoH c peafrtBoM HeMeAneHHo saKpoiTe, !T06bt npeAor8aphrb Bo3-

MOXHOCTb [CnapsH[r peafrxBa xnx ero KoHraM[HaqhH

AaroMar63aqilt
llporoKonu Anfi xcnonb3oBaHoF Ha agroMarhcec(hx aHan(3aropax Moryr 6!rrb nonygeHbr no
3anpocy.

ylrnHgauxn !cnonh3oBaHHbtx MareDuanoB
Bce o6pa3qH Tecra AonxHbr paccMarpMBarbcF KaK noreHqyilbHo ilHQtqtpoBaHHbte h BMecre
c ocran6HEtMu peareHTaMtr AonxHbt 6b[E yHyqroxeHbt s coorBercrotrh c cyqecr8yrculuMh B

Kar(qoi crpaHe npaBhflaMB Ant AaHHoro BuAa MareprafloB
6yMaxHar ynaKoBKa Bbropacuaaerct BMecre c ApyrhM MycopoM, a KoHreriHepbr ornpaEnnrcTcn
ra nepepa6or(y.

Pa60!!s (axantsT{{gcxHo) xapaKTepxcrhxl
Affafa3oH h3MepeHui: Ao 10 MKKar/n
oM@i npeaen wMepeHxe (reMeHeHue olrB*oi MoflMr He 6dee Fy'MxH=) 0,039 M(arln
LlyBcrBhrenbHocrb / npeAen onpeAeneHre: 0,'12 - 10 MKkar/n

Bocnpox3BoAHMocrb (nph 37'C)

CpaaHeHf,e MoroaoB
CpaBHeHxe 6bno npoBoAoHo c xcnonh3oBaHheM peareHTos Erba Lachema s ro tr xMeoul[xcB
B npoAaxe peareHTos c (oMMepcecK, aocTynHou MeToArKoH
Pe3ynbrarbr: N='100, I=0,998, y=1,028 x -0,0405 Mk{arln

nepaan noMoulb
Ha6op peareHToB npeAHa3HaveH Atr in vitro AxarHocTqK[ npo$e*xoHanbHo o6yceHHbrM
na6oDaHToM
Peare1r 2 a PeareHT 3 coAepxaT H[3Khe koHqeHrpaqx[ (0,1%) a3trAa Harphe a (acecrBe xoH-
cepaaHTa, taoBtToe BeulocTao, onacHoe lut oKp)D(arcuex cpeAbl
flpx npheMe BHfrpb cneAyer npononocKarb por BoAoi, Bbrnxrb 0,5 n BoAbr x Bbr3Barb pBory.

npx xorraKTe c rna3aMh 6ucrpo npoMUTb ,x npoTocHoi aoAofr npM (oHTafie c Koxeti Heo6-
xoA(Mo npoMErr6 T€nnoti eoAofr c MbrnoM Bo scex c6pbeoH6rx cnygatx AonxHa 6brrb oKa3aHa
KBanhouqupoaaHHan MoAxq6Hcxeg noMoulh

ae np6srx BonDocoB

Aara npoBeAeHre nocneAHefo KoHTpons: 1 4 2011

o6paqairecb B npeAcTaBsTerbcTao

80.
s.no. a MocKBe

HereMontr3 cbrBoporKa, renapuH unq 9ATA nna3Ma
Hg 365 HM, 340 HM unx Hg 334 HM

1cM
37',C

nporlB Bo3Ayxa (yMeHbueH[e nornou]eHhr)
rpe6yeMoi roMnoparypbr TeMneparypa AonxHa

Eln
6,0-4B,0
6,0-36,0

llplrroroanerue n cra6lrnuuocrs pa6ocero
PacrBopl4rb coAepxhN.toe oAtoro QnaxoHa c
reHTa 3, TtlarenbHo nepeMeuJarb

peareHTa
peafeHTotv

B TorosoM pa6oveu peareHTe pacreopnrs 2

d Erba Lachema s.r.o , Kardsek ld,62133

,Qo6aenru B KrcBerbl

f1po6a
Pa60,{xi peareHT

100 MKn
'1000 ruxn

Cneu.:aru, rHKy6upoBarb 10 unr. npu rpe6yeuot7 TeMneparype, 4o6aauru

Craproaurri peafeHr (PeareHr 2) 100 MKn

CMeuJarb, rrxy6upoearu 2 MuH, H3Mephrb norflouleHue u oAHoBpeMeHHo
BKnrcqnrb ceKyHAoMep. 143MeprlTb noTnou{eHIe TogHo r{epea 1, 2 r 3 unHyrur.
Pacc,{r4TafrTe cpeAHee h3MeHeHl,le nofJrou{eHl4F B M14Hyry (AAJruru).

Pacqorhl
PaccchraiTe aKTxBHocrh ACT E npo6e, ,cnonb3yr cneAypu.lu€ Sanopbr:

Ho 334 uu Ho 340 HM Ho 365 HM

Eh (37'C) = AAJ11utt x
MKkar/n (37 "C)=lAJvttH x

1944
ata

't902
31,7

3528
58,8

Oanop nepecaera 13 rpaAuqiloHHhrx eArHxq (E/n) B Mex(AyHapoAHbre eAMHtrqbr (Kar/n);

BHyrpxcephriHaq
lcvcno 13MeoeHMt n =20)

Cp€AHeaprOMertcecKoe
3Ha9eHse iMX(arlnl

SD (M({arln) cv (%)

O6oa3eu 1 084 004 460
ObDa3eu 2 265 003 125
o6oa3eu 3 439 006 129

(eucno tr3Meperri n =10)
CpeAHsapilQMer{c6cKo6
3HaCeHile (MkkaTh)

SD (MkKar/n) cv (%)

O6pa3eq 1 085 004 476

O6Da3eu 2 271 004 135

O6pa3eq 3 422 007 161

Karasek 227911 00

^t. . .7 1RR46 -3'

e-mait: diagnostics@tachema.com, www.tachema.com

495.755 78 st. 495.755 ss
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ACT YO Liquid 500
Ker Ns 10003300

(AST UV L

(AST UV L s00)
XpaHtrrr npr (+2 - +8)'C

Pac!erbl
PaccctrraiTe enuBHoci6 ACT B npo6e, hcnonE3yq
1 K€nn6parop

4A,.""
ACT (E/ni MKKar/n) = C"", x 

-AA*-cNs - KoHqeHTpaqhg Ksnu6paropa

2, Oa{Topbr:

ACT=OxAA,/MhH
O - Qa{Top nepecq€ra, cM HrxecneAypulyrc ra6nrqy

KoaOSlqqeHr nepecrera
lkar/n=lMon6/n.oeK
'I MKkaTh = 60 E/f,

HopMarbabro Eorh!rBbl
ACT cErBoporxa, nna3Ma E/n

((
E
250)

Moroa
KtHerhgecKkti MeroA AnF onpeAeneHxr a(ThaHocr[ ACT (fOT) s cEtsoporKe x nna3Me B co_
orsercrBrx c MoAuQh(aqrei, psKoMeHAoBaHHori MexqyHapoAHoli OeAepaqilei knrHhgecKoli
xtrMru (IFCC).

nprHqtrn peaxqtr!

2-oKcornyrapaT + L-acn"Or", <iq> a-rnlfaMaT + oKcanoaueral

Orcanoauerar + HA[ff + g. /\' L-Manar + HAtr+
AntrBHocTb ACT B npo6e nponopqqoHanhHa yMeHhu€Hub nornouleHh, nph 340, 334 knu 365 HM
PeateHyhl
R'l PeareHr'1,6y$ep
TPhc 6yQep (pH 7,8)
L-acnaprar
nAr
[/Ar
R2 PeareHT 2, craproBEtt peareHr
2-o(comyrapar
HMH
CocraB peakqtroHHoi cMech
TPhc 6yQep (pH 7,8)
L-acnaprar
HMH
nAf
MAT
2-oKcornyrapaT

ACT yO L250 ACT yO L 500

I rpHseAeHHbte auana3oHbt BenucxH cneayeT paccMaTpusaT6 KaK
na6oparopuu H6o6xoAuMo onpeAenFT6 cEoI AtranasoH6l

Pa6ocHo xapaFephcrtrxh (c n-s-O)
tlrHeiHocrb: Ao 343 E/ | (5 71 MKKar/fl)
tlyBcrBurenbHocrb: 1,8 E/n (0,03 M(KaT/n)
HhxHrri npeAen onpeAeneHufl:6 E/n (0,10 MkKar/n)
AuanasoH u3MepeHrut 6-343 E/n (0,'10-5,71 MKKar/n)

Bocnpoh3BoArMocrE (nph 37'C)

opheHTIpos09Hbte

BHfrpilcepxfiHat
(9xcno x3MepeHhfi n =20)

CpeAHeaprOMerr-
qec(oe 3HaceH6e

SD CV
(%)

Eln M(KAT/N Eln MXKar/n

06pa3eq 1 51 0,85 06 001 153
O0pa3eu 2 59 265 0,6 001 o,28

O6pa3eq 3 241,8 403 1,2 o02 054
MexceprliHac
(cycro B3MepeHhi n =10)

CpeAHeaptrOMerx-
cecKoe SHaceHte

CV
(%)

M((arln M(KAT/N

06pa3oq 1 504 084 06 001 't 73

O6pa3eq 2 159,6 266 06 001 039
O6paseq 3 241 2 402 '1 I 0.03 090

TovHocr6
AHanrrugecKoe cMeueHre B (bias)l
+ 1,9% (50 E/n), (0,83 MRKar/n)
+ 2,8% (159 E/n), (2,64 MXKar/n)

CpaBHeHne MeToAoB
Cpasrenne 6urno npoBeAeHo Ha 99 o6pa3qax c rcnonb3osaHreM peareHToB Erba Lachema s.ro
ACT Liquid (y) x ,Meplluxcr B npoAaxe peareHros c koMMepqecKtr AocrynHoi MeroAxkoi (x).
P€3ynErarht: y = 0,887 x + 0,0927 MkkaTh r = 0,999

Cn€qs6ff cHoct6/BnurEuu6 B6uecrsa:
He Bntr9bT Ha pe3ynbraTbt aHantr3ai
AcKop6uHo8ae KtrcnoTa Ao 1,7 Mwonhln,6vnqpy6AH Ao 684 MKMonb/n, TpHilrhqepxAbt Ao
22 Muonbln.
feNrorro6hH cHtrxaer afruBHocrb ACT s o6pa3qe, Aaxe np, Hu3Koi koHqeHTpaU[[

npxMetaHr6
PeaKqxr nrHeqHa, ecnx h3MeHeHhe nomoqeHhr s MHHyry (dy'JMrH) He npeBHuaer 0,1S0 npx
340 HM. o6pa3qEt c 6onee aEtcokxMF 3Ha!eHurMtr pa36aBhrE pacTBopoM NaCl (1 50 MMonb/ni I
noBTopurb aHanu3, xcnon6yi AaHHoo pa3BeAoHue. nonyleHH6ili pe3ynbrar yMHoxrrb Ha OaKrop
pa3BeaeHrt

Mepbr npeAocropoxHocrh
Ha6op peareHToa npeAHa3HaceH Anr in vitro AraraocruKx npoeeccHoHanbHo o6yqeHHblM na6o_
paHroM. Ha6op peaGHToB He oTHochrcr K (areroptx onacHhtx.

nopBar noMoqh
TIpx npueMe BHyrpb cneAyeT npononocKaTh poT EoAoi, BbtnuT6 O,S n BoAbt h BbtsBaT6 pBory. npr
nonaAaHxI B rna3a 6blcrpo npoMb[6 hx nporolHoi BoAoi. Tlp[ nonaAaHux Ha Koxy HeooxoaxMo
npoMhrrE Tennoi BoAoli c MEtnoM. Bo Bcex cepbe3Hhtx cnysarx o6par[rbc, K Bpavy.

Yt{nlaaqln ucnonssoEaHHbtx MareDhanoB
Bce o6pa3qH Tecra AonxHH paccMarpxBaTbcr (ak noroHtluilEHo IH6xqrpoBaHHbte u aMecre c
ocranbHhtMx peareHTaMu AonxHht 6btrb yHxcToxeHU B coorBelorshI c cyu]ecrByrcqhMx B Ka,(Aori
crpaHe npaBlnaMx Ant AaHHofo BhAa MaTepIenoa
6yMaxHae yna(oB(a u 4pyroo (6yvara, creKDo, nnacrh() AonxHH 6rrru paccoprupoeaxur gna esr
6poca c MycopoM xnr ornpaBneHxr Ha nepepa6or(y.

nHreparypa
'1 Clin. Chem Acla 105, p. 147 - 172,1980
2 Synopsis der Leberkrankheiten: Wallhofer, H , Schmidt, E,

G : Verlag, Stutlgart, 1974
3 Thefeld, W, a( al: Dl l\,4ed 9s, p 343, 1974

4x50 Mn 4xi00 Mn
'100 MMonb/n
300 MMoDb/n

> 750 E/n (12,5 MkKar/n)
> 750 E/n (12,5 M(Kar/n)

1x50 Mtr 1x1oo Mr
60 MMonb/n

0,9 MMonb/n

80 MMorb/n
24O MMonbln

0,10 MMon6/n
> 600 E/n (10 M(Kar/n)
> 600 E/n (10 MkKar/n)

12 MMon'ln
nphrotoEneHxe ! cr oE
IByxpoaroBTHEti Me
PeafeHrhr R1 h R2 xh
PeareHTbr cra6tnbHH Ao AocruxeHuB yKa3aHHoro cpoka roAHocru, ecnx xpaHrrca npu (+2
- +B)"C.
llocne BcKpbtrts, peaaeHru cTa6tnbHbt Ao yKa3aHHoro cpoka foAHocrM, ecnil xpaHtrc, nptr (+2
- +8)'C, B Tt]]arenhHo 3aKpbtrbtx enaKoHax, uo6emr ucnapexul Inr KoHTaMHHauxx oeateHToB.
MoHopeareHTHh[i uorog - crapr o6paaqom
CMeuarb 4 qacru pacrBopa peareHTa 1 (R1) c 1 cacrbrc pacr8opa peareHTa 2 (R2), TuarenbHo
nepeMeuaTb
foroBbri pa6oqtti pacrEop cra6hteHi

5 AHei nph 20-25"C npil xpaH6Huu B 3aulhuleHHoM or cBeTa Mecr6
4 HeAenH npu 2-8'C npil xpaHeHhtr B 3auluuleHHoM or cB€Ta Mecrg

npxnoxeHre
B coorsercrEut c pekoMeHAaq[rMu q[x KnrHhgecKoli xhM[x (IFCC),
n-s-O Heo6xoAuMo Ao6aBnerh K 6yO
n 5-O He BXoAhr B cocraB Haoopa x raKa3qyKa,
6nT n-s-O 50 (nupuAoxcanh-s-Ooc$aT 50), Kar Na 1000322g4
n-5-O 50 - 50 ra6neroK s ynaKosKe KoHqeHrpaut, n-S-O 6 MKMonb/ra6n. KoHqeHTpaqxr fl_b-O
B peaxqxoHHoi cMecx 0,1 MMonbh.
AHaf(l: Ao6as116 ( PeareHry 1 ra6neTkr n-5-O s ctreAyrculeM coorHouetxtrl

ACT Y@ L25O ACT yO 1500

PeareHT 1 n-5-o PeareHT 1 n-5-o
lQna(oH (50 Mn) 1 TabnerKa (100 Mn) 2 ra6nerK[

PacrBop n-s-O B R1 cra6hneH MUH 15 AHei npu 8"C
O6paJqbl
CblBopor(a, renaphHh3rpoBaHHar trnq 3ATA nna3Ma
l,l36erarb feMonh3al
CTa6rnhHocrb ACT B cbtBopoTKe I nna3Me 7 AHeri npu (+4 - +g)'C
Kanh6poBXa
Anr (af,h6poB(h pe(oMeHAyercr Icnon6sosarb JluoHopM Kank6parop, Kar Ne 10003200
KoHTporh kacecrEa
Anc npoBeAeHhF KoHrpont {agecrBa pexoMeHAyercq (oHrponbHan c6tsopor(al
nroHopM fYN4 H, Kar Ne 10003204
IluoHopM TY[/ n, Kar Ne 10003206

AHarta
AnhHa BonHbri

OnrhgecMi nyrb:
TeMneparypa:
O6beMHoe cooTHoueHfe
chrBoporKa, nna3Ma/peaKquoHHae cMecb 1/1 3,b nph pa6ore AsyxpeareHrHbtM MeroAoM
CbraoporKa, nna3Ma/peakquoHHaa cMecb l/11 npr pa6ore voropeareHlHbtM MeroAoM
o6DeMhr obpa3qa tr peareHToB Moryr 6hrrb x3MeHeHbr nph coxpaHeHHr coorHoueHh, DeareHT/o6-
pa3eq

AByxpeareHrH6ti MeroA - crapr cy6crparoM

Hg 365 HM,340 HM hnr Hg 334 HM

tcM
37'C

hcnonb3oBaH[r Ha aBToMaTxvecKhx aHanh3alopax Mor]T 6htrb nonyceHu no
flporokonu llnt
3anpocy_

d :ff.'' i ., #ii.';l aT.lil"^X !i: "'il
33 Brno,CZ

OaFopbl Crapr npo6otl Crapr cy6crpsroM

25 rnx 30'C 37'C 25 Ana 30'C 37"C

AnHHa BonHbl gn MKKaT/n Eln MKKar/n Eln MKAT/N Eln MKKaT/n

334 nm 971 62 t780 29,7 1173 19 55 2184 364
340 nm s52 15 9 291 1151 192 2143 357
365 nm 765 294 3235 539 2132 35.5 3971 66,2

1 C Ao6aBneHreM n-5-O 25'C 30'c 37'C
Eln Mkkar/n MKRAT/N Eln MXXar/n

MlDGtHbl 7-34 0,12-0,60 1 0-51 0,'17-0,85

xeHulxHbl 7-24 0,12-0.60 't0-35 0,17-0,60
2 5e3 Ao6aBroHuE n-s-O 25"C 30"c

EIn vxrath El^ M(kar/t
MlDl{gUHbl < 18 < 0,60 <25 < 0.42 <37 <062
XEHU'HLI < 15 < o,25 <21 < 0,35 31 < 0,52

25 unv 30'C 37'C
O6pa3eq
PeareHr 1{6yOep)

0,200 Mn

1.000 Mr
0,100 Mn
'1,000 Mrl

CMeuaTb, !Hky6!poBarb 5 MxH , ao6aBrrb
PeareHr 2 (cy6cTpar) 0,250 Mn 0,250

pxTb nornoqeHhe, ,l3MepxTb nornoueHte TocHo 9epe3 1

13MeHehIe nornor4eHxs B MHHt.ry (M).

MoHopeareHTHh[i MeToA - cTapy 06pa3qoM

25 uflu 30"C 37'C
O6pa3eq
Pa6oexri pacrBop

0,200 Mn
1,000 Mn

0,100 Mn
'1,000 Mn

cMilaTb, uHKy6tpoBarb 1 Mht, 63MephTb nofnot4eHue. tr3MephTb nornouleHho ToqHo !epe3 ,1

2 h 3 MrHrrbt. PaceHraire cpeAHee h3MeHeHhe nornouleHq, B MtrHlTy (AA). Erba Lac ma s.r.o.
Karasek 2) 1 d, 671 0O Brdae

srz*, tf-reni 6() Aaut.\. LLtoY 16d40 -5-

www.tachema.com

nocneAHero KoHTponrt 6 1 201'l
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(HbAlc D 1x 0,5)

XDaHhrh npu (+2 - +B)"C

lla6op KuA(hx peareHToB Arr npnMofo MMMyHoryp6ilAur/erp[!eckoro onpeAeneHtr rnrKo3hnrpo-
0Jilrroro rddoriro6hr,a (l lbAlc) a ucnL,'oir r,po!u

TlphHqtrn MeroAa
lMoToA nprNloro onpeAefleHrr % HbAlc B (pouh naqffera ocroaaH Ha peaKqhu 63a/turoAehcrBil2
MexAy aHlu eHoM il aHT[ieioM O6utu{ reNromo6hH (Tfib) u HbAlc ooeAhH,orcr s reMotMi[po-
saHtoi (posh c nareKcHbtMrl gacTtqaMh poare|la R1, o6JtaAas oAhta(oBuM cpoAclpoM ( ttll
CBnlaBHoe Konhcecrso oOuierc reMorn06rHa h HbAl c nponopqhoHanbr ro ,x roH(eHTpa(hh B kpo-
Btr nphAobaDJlo|qIpeofel]Tall2(csfl3aHHoelynareKcHhr^4tcacrtrqaMullbAlclrphcceAililFrorc!
Drb ruilriue MoHoKnoHanhH6re aHTureDa K lenoBe!ec(oMy HbAlc CoAepxaroulnecs B ToNr )Ke pea-
I eHTe Ko3b/ noJ ,(foHajrhHb e aH rhT6na K MbiruuHoMy lgG 93auuoAeic] syror o vurulHaMri aHTuTe-
naMh B pe3ytbrare pea(Llhu nporcxonqr afTnioTIHaqht, nphBoArqar ( yBenH!ets{r'o onT[cecxoti
ittoTHoaTt ilponopqtroHafhNo KoHt\eHTpaLlIu [-lbA1o, cBF3aBt!efoet c fla]e{cHbtMq !acTtL(aMu,
cro nponopqfotanbHo npoqeHTy HbA lc B 06pasqe tr tr3MepceTcg Typ6qAuMeTpfqecxu

Cocrao pcafeHToo
R1 4x7,5 Mn

UaToxcf6re gacTfqbl
TnxqhiloBbri 6yoep pll 8 0
C ra6ilrr{3aTophl

R2A 1 x9,5 Mn
fflaqtrHoEbri 6y(rep pH 7,ii
Cra6hnx3aropbl

R2B 1 x0,5 Mn
NlbtuuHLte Alolo(no|anEtshte aHTt4Tena K cef oEo!eckoMy FlbAlc
Kosbu nonfKfloHanbilbre aHThTena K MbtilruHoMy lgG

' .'- r[,ff3 pacrEop (0,go/i' NaCl EA[trMn BoAe)

" = sHa!eHus, yka3aHHb e Ha (bra(oHe (anh6paropa llbAlc
flporo(on6l Ann ucnonb3oBaHhr Ha aBToMarilcec(ux aHaflu3aropax MoryT 6Etrb tlotyqetbt no 3a
lpocy, Bkn[!ae BaphaHrH c aBToMarh!ec([ no/alroroRKoi,,Ha 6opry feMonu3ara ofipa3qoB

nopManbnbro nonr!0Hhl
llbAlc (MMorb/Nronb)
Ber AraOera
f unepfltil(eMuf , Heo6xoAHMo o6cneAoBaHue Ha AM?16er

I coorBorcrsun c pexoMerAaqurMf lFCc (%)
Her Aua6era
rhnopnthxeMx', Heo6xo/]hMo o6cr eAoEaHho Ba Ata6er
B coorBercrBuh c pe(ohoilAaqhrMtr NGSP (%)
iler Aha6L'Ta
| [nept J thxeMilf , Heo6xollhMo 06cf eaoBaHhe Ha atra6er

nph6eAeHHbro Fe4il(iMHbr cieAyet paocMarpHBarb Kak

rreo6xoaff Mo onpeaenil b cBoh Auana30Hbl
flph hcnonb3ocallhe MeroAa onpeAeneHhF HbAlc y naLlueHros c caxapHbrM Ata6eroM Heo6xoAu-
Mo H6oAHoxDarHoo oDpeAeneHre uxKo3hltoposaHHofo reMoil06ilta c 3-4 He/ienutbrM ilHTepBa-
rroM,Ann6oneenonHofouro\rfroroorpa)Ke!hropeAHeroypoBilqKoilqerfpaqhufnro(o3h 6kpoBf
3a ADtrTenbHbri npoMexyrox opeMeHh (ypoBeHb llbA'1c orpaxaer cpeAHri ypoBeHb ir oKo3br s
kpoB[ 3a ilpeauecrBypqhe 6-8 teAenb)

Pa6otff e xapaKTeprcrh(H
Ailafa3o! /3MepeHfI HbAlc: Ao 151 MMonL/Monb = 15,1 % (IFCC)

Bocnpoh3BoAuMoqY6 (npr 3/ "C)

CpaBHeHne MeroaoB:
CpaBHeHte Shrno npoBeAeHo c IleioAoM 83XX Ha 80 o6pa3Uax:

y='1,032x-040r=0,989

llysctBhrenbHocr bi npoBeAeto tccneAoBaHile o6pa3qos c i3secrhbrM h/3(trr{ 3Ha!eHfeM (orl
rleHTpattuI flbAlc q q]hi paclBopoM, D KaceorBe 6naHka, MeroAoM hMMyHorypSh^hMerprrM rrf,r
660 tM CAenalo no 10 noBropoD (axAofo o6pa3qa llonylteHB6re cTarucrillec(M AocroBeptbre
pa3nhq/e paBHbr 0,070 onreA., trro 3kBuaaneHrro 1,0% HbAlc
CneAoBartrbHo, !yBqrBxrejrhHocrh !nh HfiEHuii npeAen onpeAenerilg cocroBnrer 10 MNtonL/Monb
llbAl c

cnequSh!Hocr6/Bnrerculhe Beulecrsa i

ne BnutrcT Ha pe3yf;lTaTbr aHanu3a:
6tnupy6uH Ao 855 [rkMonbr], alqeruJrupoBaHrErfi reMorno6uH Ao 5 rdMonbri, (ap6aMfJilpoBarl
HErfr reNromo6uH Ao 7 5 Mllonb/n, Tpurnx(ep6AEr llo 22.6 MMonb/n, acrop6rxoaan kfcfoTa Ao
2 B4 MMonb/n

nDtrMsqaHhe
'I llorEfieHue BnAnMbrx n3MeHeHili B peareHrax ht6 He nonaAaHhe B /lcrryctqilbe Ailafla3oHhl

,roil-ponLtofo Mafepilana MohoT yKa30rsarb Ha hecra6hrLHocrb peareilra
2 Orfie,reto orcyrcrBhe rHlepQepeHr.lhh c Bffaoh3MeHeHHbrMh aeMorno6uHai/h HbA h HbA2,

Ta*e Ho flaonrcAaercq nirepqreperqre c ra6hnbr6ilil6 trrrepMoauaropaM, (octroBarir!
I U/4rOa) npil hrrMyHoxuMtrqecKoM hccneAoBaHqh

3 TloBhlueHHhre ypoBH! FlbF Morfr ri0hBoAxrb ( noroo3aBtxelfLr/ pe3yfFraraM ypeMvA tK)

DnrteT Ha pe3yflbTarbl aHanuia onpeAefleH[r HbAlc npu xMilyHoxxMUcec(oM uccneAoBa-
HUU

4, HapKoriKu, orpaMertqe cBqiluoM, at(oronu3M, npMeM 6onbuhx Ao3 acnup/Ha Moxer npr0o,
Aur6 x pa36pocy pe3ynbraro8

lvlephr npeAocropoxtocrk
Ha6op poataHrog npeAHa3HageH AfF in vilto AtrarHocfr(tr npod)ecct4oilanbHo o6ygeHHEtM fa60-
patToM,
PeareHTbt, sxoAFuue s Ha6op He co/lep)Kar onacHEr€ Beuleclsa

nepean noMoul6
npx npfleMe RHyTpb cneAyeT nponofocKaT6 poT BoAo,i, Bbrnurb 0,5 n ootbt h Bbl3BaTb pBory llprl
nonaAaHhI B rf,a3a 66rcTpo npoMbrTb [x nporo!Hoti soAoi I]ph nonaAaHUu fa {oxy Heo6xo/tl4Mo
npoMblT6 Tennoi ooAoli c MbrfoM Bo Bcex copLo3HLtx cnycaFx 06paTurbcq ( opaqy.

yThnvJa(iln ilcnonE3ogaiiHEtx Mar€ptanoB
Bce o6pa3qu recra AonxHbt paccMarprE6Tbcq, kaK noreHq!lanuHo uHdJIrupo8aHHbt," u EMecre c
ocranhHE t/[ peareHTaMu Aotx!Lt 6b rL yHugTo)xeHb B coorBercrBuu c cyu]ecrByrcqt4,Ju B r(a)KAoti
cip6Ne npaBunaMI ant AaHHofo Btaa MafePhanoB
6yt axHaq ynaKoBKir q Apyroe (6yMafa, creNno, nnacrilx) Aonx(FrLr tjb16 paccopiupoaaHbr An9 rbl
6poca c MycopoM [nx ornpa0nofiF Ha nepepa60r(y

nhropnrypa
1 Trivel i, t-A, Ranney, H tu1, and Laj, H T,, New Eng, J, tuled 284, 353 (1S71)
2 Gonen B , and Rubenstein, Ali , Diabelologia 1 5, 1 (1 978)
3, Gabbay, K, H, Hasty, K, Breslow J L, Ellison, R, C, Bunn, l-l F., and Gallop, P 1,4,.J Cl n

Endocrinol lvletab 44, 859 (1977)
Ba(es, H. N4,, Lab Mang, Vol 16 (Jan 1978)
Tiotz,N W:TexLbookOfClin Chont,W B Saunders,Co,Philadelphia,p 794-735,(lSgS)
Ceriello, A. el al Diabelologie 22 p 379 (1982)
Ljltlc, R R , et al Clin. Chem 32, pp 358-360 ( 1986)
Fluckiger, R,, et al New Eng, J Med, 304 pp 823-827 (1 981 )
Nothan, D lv4 el al. Clin Chem 29, pp 466-46S (1 983)
Engbaok F, etal, Clin Chenr 35, pp 93-97 {1989)
Amerjcan Diabetes Associaton; Clinical Praclice Reconrmendalions (Position Statement)
Diabetes Care 24 (Suppl l): 533-555 (2001)

20-42
43,60

2,0 - 4,2
< 6,0

40.6,0
<'r ,o

opusHTrpo0ottHbre l(ax/loi na6cpa rophu

CraOrnu3aropEl

cTa6hnLHocfl. peareHtoB s xpaHeHug
PeareHTbr cTa6hnbHbr n o AecrhxeHtF yKasaHHoro cpoKa foAHocTf, ecnu xpatflTca npu (+2 - +8)'C,
6 3aqrqeHHoir oT cBeTa MecTo
HeDleAneFil to 3itxpblBaiiTe qlnakofi br f octe ucnonb3oBaHLlq
PeaTeHTbr Henh3t 3aMopaxnsa fsl

IlphroroBneHqe h craSHnbHocrb pa6oqxx peareHToB
P€areHr R1 i

PeareHr R1 xfAKhu, roros k hcnonb3oBaHilto,
flocne Bc(pbrffr, peafeHT cTaohneH 30 ABei flpu (+2 - +B)'C, s tUlareltbBo sa(pbtoNl q)na(oHe,
u36ela^ u(:tape1va un [ (o]lTafihIa lyh pearqtira.

PoaroHr R2:
Pea{eHr R2B pacroopilrb B peareHTe R2A TUjaTenhIo neperre[rarb
CraohrbrrocT6 npflroroEiofrHoro pearoilTa 30 At tei4 f,p{ (+2 - +Bi"C, B I uarenbHo jaKpbrroru qJna-
xoH9, h36eras rcnapesMs rfh KoHTaMHHatluut peare816,

feMontr3hl)yrcqtri peareHr
He BXoAhT B cocraB fia6opa PeareHr Heo6xoAuMo 3aKa3E Barh AomoltftItensHol
HbAlc TeMojrh3xpyrcq[x peareHr, Kat No 10010236

O 6 par qLl

UenbHafl KpoBb (c 3l.lIA)
Aflt onpeAener tur HbAl c rcnonb3ytoT feMon!13a r, kot opbt!i npilroTasfhBaot /lnt KaxAofo 06pa3qa
CraornbHocrb HbAlc B qerbHoil Kposf 7 AHeu nptr (+2 +8)"C
CraoxrbHocrb FlbAlc s roMolr3aTc 10 AHei rpu (+2 - +B)'C
Hc hcnona3oBarb 3acpr3neth6re obpa3q6r,

nprroroBnsxHe reMofr tJara
I OrMepffrb B rpo6ffp(y 1 Mn rcMonu3upyroqero paclBopa
2 Ao6aB/Tb 20 M0 qenbHoii KpoBil, nepeMeualb
J CTablnu3fpoBart 5 M/Hyr (Ao flonHoro reNronh3ir)
4 lAenrhlto o6pa6hTbrsarb Kanh6paTopbt H KoHTporrl

Kanr6DoBKa
B coorBercrBrh c pexoMeHAaLlhsMr Melqyilapo/lHoi OeAepaL{ffu no KnuHh!ec(oi1 Xrfiix (IFCC)
Llcnonb3yelcF 5 rocecHaa Ho- nhHetiHar xanu6pooKa Alx Kanq6pos(u /cnonb3ooarb HbAlc
Kanuoparop,KarNc 10010234(4ypoB{FKoHueHTpautrxHbAlc,4x0,5Mn)fBKaqect0eHyneBofo
(anh6p:rropa - 4ru3ronotuceckhil pacf tsop

l(oHtponb KagecrEa
Ang npooeAeHMr (oHrponf, KaqecTEa peKo[4eHAyercr Kor]TponbHat cbtooport{a:
l-lbAl c KoH rpMh, K6r Ne 1 001 0235 (2 ypoBHe xoHt tefrpaq/n FibAl 0, 4xu,5 ml)

llpoFeAeHHe axarr:a (pyuuoi uerog)
,qnuila Bonsbl
Onrh!ecKhrZ fyrb
TeMfeparypa
O6pa3eLy'peaKqiloHHae cMech
R1/R2 coorHotrreHue

BllyrpucepuiHae
(qhcno tsMepeHfi
n = 2-0)

CpeAHeaptr(F&rerk-
Lteckoo 3!6LteHhe SD (MMonb/Monb) CV

(t)

)6pa3eu 1 2A,5 04

06parert 2 562 0,6 1 10

O6pa3eu 3 956 4 1,47

l\4excephiHat (.rucno
u3MepeHill
n=24)

Cp€AHeaph+Mern-
tecKoe 3HaqeBfe

(MMonh/Monb)
SD (MMonb/Monb)

CV
(%)

O6pa3eq 1 241 04

O6pa3eu 2 56,S 0,ti 09

O6pa3eq 3 967 5 1,55

0,13%
20 MMonb/n

80 
^rMonhrl

0,05 irr/llfr
0 Q8 Mr/Nn

660 hM

1cM
+37'C

1/4I
3t1

O6LoMbr o6pa3Lla t4 pearefroB MotyT 6btTL ,tMe|e|bt nptr coxpaHeHff coorHoucHft peafetl/
oODa3cu

no6aahrb B krcEerbr:
PearcHT R1
O6pa3eu (ferionk3ar qenbHori KpoBil)
Tlpeil rky6aqut
Pearc!T R2
,lHKyoaqB
iy'3MepeHne: ilMrilyHoryP6ilauMerput

nporpaMMa Anfl onpeAeneHhq Ha aBroMaT[qeckoM aHaf,u3arope Hitachi 9 1 7

$l Erba Lachema s.r.o.. Kar6sek Ld,62133 Brno, CZ

180 MM
5 MXn

5 Muf
60 Mkn
5 MUH

5

7
8
9

10
11

DUPL-l()Al E L llvlll- 000

SENSITIVITY LIMIT 0

ABS Lh,flT (tNC/DEO) 320001t tNcREASE I

PROZONE LINIIT 0tf LolvERl

EXPECTED VNLUE l
PANIC VALUE

INSTRU]VENT FACTOR 1.00 I

I EST OODE lbAT cl

ASSAY CODE 1 POrNrl [50]-t0l
SAMPLE VOLUME Ist t3l
R1 VOLU[4E 180l150llNol

R2 VOLU[,1E 60 201 Nol
WAVE -ENGHT I 1t660)

CALIBMTION .IONLINEARII4It5]

sTD (1) CONC -POS 0

S fD (2) CONC -POS 2

STD (3) CONC -POS I'' t-t 3l

S I D {4J CONC -POS

STD (5) CONC POS t* l-t sl
stD (6) coNc Pos
SD LIMIT [ 9ee]

e-mait: diagnosticsqtachema com, www.erbalachema.com

AaTa rrf)oBeAeH[fl nocne/]Hero KoHrponrt 7 0, 20'12
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(IT-LP (a) 1x2)

Xpaurrs nph (+2 - +8) "C

Ha6op peareuroB Ann onpeAeneHue rhnonporeuna (a) [ Lp(a)] a cureo-
porKe h nna3Me uuuryHoryp6rgnMerpIqecKhM MeroAoM.

flpr,rxrlun ueroga
Onpe4eneHne Lp (a) r,rrrlrvtynorypbngrmerprvecKhM [4eroAoM ocHoBaHo
Ha B3at4MoAel4crBt4r sroro 6elxa co cneqr$lrvecxlrrrlh aHThreraM!4 c
o6pasoearrev nMMyHoKo[4nneKcoB, npeqfinhraqrr Koropbtx nphBoAl4T
K yeenhgeHho MyrHocrt4 pacrBopa npr 340 HM nponopqhoHanbHo KoH-
qeHrpaqhh Lp (a) a o6pasqe

Cocraa pearexroe
R1 Ey+ep

l4rrrrgasonoeurri 6ygep pH 7,0
flonhoTtlneHrn14Konb
Xnop!4A Harphc
Asrg xarpun

R2 Axrucureoporra
Creprnstar o{.l4qeHHar or rrhnhAoB Ko3bfl
cblBopoTKa npoTliiB qenoBeqecxoro Lp (a)

Cocrae peaqnoxnofi craecu
14MuAa3oroBbth 6y$ep pH 7,0
flonrernneHrnuronu
Xnopug Harprn
A3'1A HarphF

(1x30 Mn)
35 ranlors/n

40 tln
0,15 rrronu/r

1 rln

(1 x2 un)

Twp +l-4 MilMn

31,9 tvtuonu/n
36,5 r/n

136,8 trvons/n
<1rln

flprrotoenetue u cra6unsxocru pa6ovrx peareHToB
PeareHrur cra6rnussr Ao AocrfixeHhf, yKa3aHHoro cpoKa roAHocrr, ecnh
xpaHrrcfl nph (+2 - +8)'C.
PeareHTbr R1 h R2 xr,tAKhe ToroBbte K [cnorb3oBaHho.
llocne acxpsrtrR, peareHT Rl cra6ranes Ao yKasaHHoro cpoKa roAHocrn,
ecnh XpaHr4Tc.F npH (+1 5 - +25)'C r peareHr R2 cra6rneu 4o yKa3aHHo-
fo cpoKa roAHocrh, ecnrl xpaHhrcf npv (+2 - +8)'C, npn ycnoenr co6-
nbAeHhF TeMneparypHoro pexhMa, B TularerbHo 3aKpbtrhtx Snaxouax,
re6eran ncnapeur4n r4fl r KoHTai/t4Haqhh peaTeHToB.

O6pasqsr
Csraoporxa nnr nnasua (ne ncnonb30Barb fenaphH nnra O[TA). O6pasqur
AorxHbt 6urru cgexrn,tlr il 6es rer\4onhsa.
Flepeg axanreou cbtBoporxy MoxHo xpaHhrb HeAenn npt,t (+2 -+g)"C
t,tnh rpr4 Mecnqa nph -20'C
Hegonycrrvo noBTopHoe 3aMopaxtaBaHL4e 14 pa3MopaxIBaHhe o6pasqa.

Kanu6poera
lnR xanr6poexn peKoMeHAyercr hcnorb3oBarb craHAapr Lp (a) (Kar
Ns 1 0003243).
lnr SoroverprqecKoro onpeAeneHrn KoHqeHrpaLl[H Lp (a) a r,tccnegy-
evov obpaoqe crpohrcr xanr6poaovuan KphBaF no uJecrh craHAapraM
pasnilqHo!4 KoHqeHTpaqrh, nonyqaeMbtM t43 craHAapra Lp (a) nocrenen-
HbrM pa3BeAeHheM ero Qh3ilonorhqecKhM pacrBopoM B coorHotlleHuh

flanprlMep, ecnrl KoHqeHrpaqilF Lp (a) craH4apra paBHa 2500 vr/n, ro_
roBsrcr craHAaprbl c KoHqeHrpaqrei : 75,56-1 5 1,25-3 12,5-625-1 2SO-
2500 M|/n (ncnonuayeuoe pa3BeAeHrie 1132,1:16,1:8, 1: 4, 1'.2 n ne
pa3BeAeHHbti crax4apr)
llocrpoire xanr6poso,rr.iyro rprayn.
O6pa3eq c KoHqeHrpaqhei Lp (a), npeasruaoqei MtaKchManbHoe 3Ha-
veHhe craHAapra, ueo6xo,qun,to pa3Becrh SrsnonorrvecxrM pacrBopoM
e 10 pas h noBTopr4Tb aHanh3. Pe3ynbrar yMHoxrrb Ha eaKTop pa3Be-
aeHtlq

Konrponu KaqecrBa
lnr npoaegeHrs KoHTponF KaqecrBa peKoMeHAyercf, KoHTponbHaF
cbrBoporKa Bio-Rad LiquicheckrM lmmunology Conkol hrh no6bte KoH-
TponbHhre cbtBopol{r co 3Ha\.{eHilqMh Lp (a), onpegeneHHbtMl,t t4MMyHo_
ryp6ngruerprlecKhM MreroAoM.

flpoeegente aHanH3a
,[nrHa eonHut
Onrrvecxni nyru
Tevneparypa
O6 paeeq/pea xqr,roHHa.E cMecb

340 Htul

1cM
37 "C

1/68,5
O6ueprsr o6pasqa ,1 peareHToB uoryr 6srrs [3MeHeHbt nph coxpaHeHhh
coorHoueHrlq peareHr/o6paseq

@

nHnonPoTEhH (a)

Kar. Ne 10003242

flporoxonur Ans ricnonb3oBaHhc Ha aBToMarglqecx!4x aHanh3aropax Mo-
ryr 6brrb nonyqeHbr no 3anpocy.

Pac.{erur
Paccvrraru pa3Hr'rly A2-Al 4nr 6nanxa, craH4apra r o6paeqa.

LP(a) (rr,tr/n) = c,-- - 
(A2-A1)06p"'"q- (A2-A1)6""**

_,"ru"o) 
m

C("r,rn.) - KoHqeHTPaqht CTaHAaPTa

Hopuansxsre Benrq14Hbl
Lp (a) (rr,tr/n) < 300
Ilpree4euHste BenhquHbt cneAyer paccMarpilBarb KaK opheHThpoBog-
gure. Kax4ori na6oparopnu Heo6xogrvo onpeAenrrb cBor4 Ahana3oHbt.

Pa6o,{ ue xapaKTep r cru Kt4

9yacrenrensxocrs/ fl pegenur onpeAeneHrn
HttxHui npegen onpe4enernn 30 vr/n
Hook eS+err: He xa6nogaercn npt4 KoHqeHrpaqulra Lp (a)go 2800 rr,rrln
CnequQrvnocrb: aHTrcbrBoporKa nporl,lB qenoBeqecKoro Lp (a) npn
hMMyHoorekrpoQope3e h nacc[eHoft rnuryr.ropn$Syshh npogBrFercs
oaHoh notocoh.
Bocnpolraeo4nMocrb BHyrplrcepnfinaa; < 6 lo
BocnpouaeoguMocrb MexcepH hnaa: < 9 fo
Cneqlr$rrxocrs/Bnltnrcque BeulecrBa:
TplrmuqeprAur < 11,3 MMonb/n, reraorno6lln < 200 MKN4onb/n, 6nnnpy6ua
<500 raxr,rors/n He Bnhnrcr Ha pe3yflbrarbt aHan[3a (< 10% nnra 2SD)

Cra6unuxocru xann6poexu sasncur or aHanr4saropa. [1pn pa6ore ta
aBToMaruqecKnx aHarh3aropax > 3 tegens

Meput npegocropoxHocrll
Ha6op peareHroB npeAHa3HaqeH AnF in vitro AhafHocrhKr,t npoQeccro-
HanbHo o6y.reHHurtll na6opattona.
B cocras ua6opa axogrr B Hh3Kof KoHqeHrpaq[r4 (0,1 Yo aaupaarpnn,
Koropbl4 FBrFercF sAoBr4ThrM BeulecrBoM. flpr pa6ore Heo6xoAt4Mo
co6nrcgaru ocropoxHocrb. l4crnrc,lrru npneM BHyrpb, nonaAaHhe Ha
KOXy h Cnn3hcTbte.
Enonorr.lecxilfi Marephan, ucnonusyeuuri e nporseo4crae Ha6opa,
npoBepeH Ha orcyrcrBhe noBepxHocrHoro aHThreHa alrpyca renarrra B
(HbsAg), aHThren K Bhpycy nrvrrrlyHogeQnqrra 'lenoBeKa (HlV) ra aHl,rren
K Br4pycy renarhra C (HCV). Tax xax prcr sapaxeHtaF Herb3r nonHocrbro
hcKnoqnTb, nooToMy pa6oTaTb c ua6opou Heo6xoAhMo, KaK c noTeHq[-
anuuo nxQrqrpoBaHHbtM Marep!4anoM.

llepear nououlu
flpn nprer're BHyrpb cneAyer npononocKarb por eogorZ, esrnrru 0,5 n
BoAblr Bbr3Barb pBory. nph nonaAaHilh a rnasa 6srctpo npoMbtrb HX

nporoqHoi aogoi. l1pr,t nonaAaHhn Ha Koxy Heo6xoglruo npoMbtrb ren-
notZ aogoti c MbrnoM. Bo acex cepuesHbtx cnyqarx o6parrrscr x epavy.

Yrnnuoaqltn hcnonb30BaHHbtx MarepuanoB
Bce o6pasqsr recra AonxHbt paccMarpnBarbcfl KaK noreHllilarbHo t4H-

QlrqnpoaauHute h BMecre c ocranbHbtMr peareHTaMil gonNHst 6stru
yHhqToxeHbt B coorBeTcrBt4t4 c cyulecrByrotqhMh B KaXAof cTpaHe npa-
BhnaMta Arlr AaHHoro BnAa MaTepl4anoB.
SyuaxHaa ynaKoBKa h Apyroe (6yr,lara, creKro, nflacrhK) gonxHur 6urru
paccopl4poBaHbt 4nn our6poca c
pa6orxy.

fllrreparypa
1 . Philips et al. Biochem. 32 (1993)
2. Ezrelly et al. Biochem. 32 (1993)
3. Wang et al. Clin. Chem. Acta 207 (1

4, Grainger et al. Science 260 (1993) 1

5. Scott, J. Nature 341 (1989) 301.
6. Tietz, N. W. Fundamentals of Clinical

Philadelohia 1994.
Chemistry. Saunders,

O6pageu CraHaaor PeareHr 6laHr
Crargapr 0,003 ml

O6pa3eq 0,003 ml

Arcr. eoAa 0,003 ml

Pearesr 1 0,250 ml 0,250 ml 0,250 ml

Ilepenaeuaru, nxxy6lrpoaars 5 rulrx npn 37'C l,4srrlepr,rru nornouleHre
A,]

PearcHr 2 0,025 ml 0.025 ml 0,025 ml

flepeueurars, uHry6rponaru 5 vrrH npu 37 "C. ly':uepurs nornoqeHile
A2

Erba Laclren'la
arasek 2279/1.d,

)73.Dlc cz26gt6g46 -3-

*f Erba Lachema s.r.o., Karasek 7d, 62L33 Brno, CZ

- e-mai[: diagnosticsGtachema.com, www,[achema,com
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Meroa
KhHerhceckhi MeroA Ane onpeAeneHuq aKThaHocru AnT (fnl) B cbtsoporKe h nfla3Me B co-
orBeTcrBIx c MoAhotrKaquei, peKoMeHAoBaHHoli M6)qyHapoAHoli OeAepaqtefi Kn(HxqecKoi
xhMru (IFCC)

npIHq{n peaxqHtr
ANT

2-oKcomyrapar + L-ananrq <.------> L-rnlTaMar + nrpyBar
frtT

nUpyBar + HAAH + H'.+ L-nanar + HAtr'
AKrBHocrh AIIT E npo6€ nponopqHoHenhHa yMeHbueHrE nofnouleHMe npu 340, 334 Mu 365 HM

AnT yo L2s0
4x50 Mn

z-oKcornyTapaT

nprroroBteHne h cra6HnbHocrh pa6orhx pearesroB
AByxpearoHrxbti MeToA - crapr cy6crparoM
PearoHrbt R'1 x R2 xhAKtre, roToabte K hcilo|bJoBaHurc,
PeafeHTbt cra6ilnbHbt Ao AocrxxeHhr yKa3aHHoro cpoKa roAHocrt,
- +B)"c
nocn€ Bc(pbtTis, peafeHT6t cTa6hnbHbr Ao yka3aHHofo cpoka roAHoci[, ecnx xpaHrrc, nph (+2
- +8)"C, B TqarenbHo 3aKpEtT6tx OnaKoNax, r36erat xcnapeH[q hnh KoHTaMhHauhh peareHTos.

MoHopeareHTH6[i MeroA - crapr o6pa3qoM
CMeuarb 4 gacrq pacrBopa peareHTa 1 (R1) c I cacrbrc pacrBopa peareHTa 2 (R2), TutarenbHo
nopeMeuaTb
ToroEbri pa6ocuI pacrBop cra6hneHl

5 AHeli npu (+20 - +25)"c npu xpaHeHrH B 3aulruleHHoM or cBera Mocre
4 HeAenu npu (+2 - +8)'C nph xpaHeHrx B 3auluuleHHoM oT cseTa MecTe,

nDgMecaH!€
B coorBercrBxu c pekoMeHAaqtrrMI Mer{qyHapoAHofi +eAepaquu oqHhqecKot;i xtrMtx (IFCC),
n-s-O neo6xoAqMo Ao6asnerE K 6yoepy (peareHT R1).
Tl-5-O He BXoAhr B cocraE Ha6opa tr f,ocraBntercq no xenaHtrc 3akao9[Ka
5nT n-s-O 50 (nrprAo(canb-s-Qocoar 50), Kar Ne 1OOO322S4
Tl-5-O 50 - 50 ra6neroK a ynakoBKe KoHqeHrpaqur n-5,O 6 MkMonh/ra6r KoHqeHrpauuq n_s-O
B peaxuxoHHori cMech 0,1 MMonh/n,
AHM[3: Ao6astrb K PeareHry 1 Ta6nerKu [l-S.O B cneAybuleM coorHoueHhu

AIT yO 1250 AnT yo 1500

PeafeHT 1 n-5-o PeareHr 1 n-5-o
lSnaKoH (50 Mn) 1 ra6nerka lQnaKoH ( 100 Mn) 2 ra6netsq

PacrBop n,s-O B R1 cra6rreH MtrHtrMan6Ho 15 Arei npr g.C

O6parqbl
CErBopoTxa, renapuHu3ff poBaHHas hnH OATA nna3Ma
1436erarb fBMonu3a!
CTa6rnbHocr6 AJIT B cbtEoporKe ! nna3Me 5 AHeu nptr (+4 - +8)'C

Kanr6poBKa
AnF Kanu6poB(u peKoMeHAyerca ucnotrh3oear6 fuoHopM Kantr6parop, Kar Ne iO0032O0
KoBrponb xa!ocrBa
Anf, npo8€AeHus KoHlponq kacecraa peKoMeHAyeTca KoHrponhHa, cbtBoporKaj
IlxoHopM ryN/ H, Kar Ne 10003204
JlhoHopM ryM n, Kar Ne 10003206

AHanx3
AnhHa BonHEr:

OnrhgecKtrfi nyrsi
TeMneparypal

PacqerLl
PacclurariTe aKTxBHocrB AUT B npo6e, ,cnorb3yt
1 Kanh6parop

AA-.-
AnT (Ein, M(kar/n) = C,," x 1f,3
cq - (oHqeHTpaquq KanxOparopa

2 QaKTopbri
AIIT=Ox,\tuMxH
Q - (paKrop nepeccera, cM HrxeoneAyrcqyrc ra6riqy

KosQ+rqreHr nepsccora
1 (arln = 1 Monb/n ceK
1 MK(arln = 60 E/n

HopManbHbro EonhcHHEl
AflT cErEoporka, nnasMa 37'C

I rpxBeAeHHEte auana3oH6t BentgtrH cneayeT paccMarp[BaTE (aK opueHTrpoBocHHe
na6oparopru HeooxoAhMo onpeAenrrb cBox Axana3oHbl

Pa6orHe xapafrepucru(n (c n-5-@)
IlkHeiHocrb: Ao 343 gn (5,71 MK(arln)
tlyBcrBur€nbHocTbt 1,8 Eh (0,03 MkKaT/n)
HrxHhf npeAen onpeAeneHrfl 5,4 E/n (0,09 MKar/n)
Ahana3oH u3MepeHqi: 5,4-343 E/n (0,0S-5,71 MKKar/n)

Bocnpox3soAxMocrh (nph 37'C)

Pe3ynbrarbr: y=0,98gx+ 0,0827 M(xaT/n r= 0,999

CneuuSxcHocrE/BrHr@01tre BeqecrBa:
ne BthflrcT Ha pe3ynETaTu aHanh3a:
AcKop6hHoBae Kucnora Ao 1,7 MMonh/n, 6qiupy6uH Ao 684 MkMonbh, rpxrntrqephAhr Ao
22 Mvon6lt, reMornoorH ao 4 r/n

nprMeqaHhe
PeakqhF nrHeiHa, ecnil tr3MeHeHtre nofrouleHtrs B MrHtTy (DA/MHH) He npeshtuaer 0,150 npr
340 HM. O6pa3qht c 6onee BbtcoxuMtr 3HaqeHHeMh par6aeurs pacreopov NaCl (1S0 MMonE/n),
noBTopurb aHanh3, xcnonhsyi AaHHoe pa3BeA€Htre nonyqeHHhti pe3ynbTar yMHoxhTb Ha Oanop
pa3BeaeHIt

MepEt npoAocropoxHocrh
Ha6op peareHTos npeAHa3HaceH Anr in vitro AxarHocT[Kx npo+eccxoHanbHo o6yceHHuM na6o-
paHToM Ha6op peareHToB He orHocurcq ( KarefoDtt onacH6tx

nepBar noMou.lb
npr np[eMe €Hyrpb cneAyer npononocKarb por BoAofi, Bbtnhrh 0,5 n BoA6t h Bbt3Barb pEory. npr
nonaAaHqh B ma3a 66tcrpo npoMbtrb ux flporocHoh EoAoi. npx nonaaaHtt Ha Koxy Heo6xoAhMo
npoMbrrb rennofi BoAot c MbtnoM Bo Bcex cepbe3H6tx cnygarx ooparqTEcF ( Epaqy.

Yruuraqla ncnoas3oBaHHbtx Marepxanoa
Bce o6pa3q6t reda AonxHht paccMaTprsarbci kaK nol€HqxanbHo IHehqtrpo8aHHhto tr BMecre c
ocranbHErMx pearoHTaMx AonxHht 6b[h yHhcroxeHbt a coorBeicTBth c cyqecrBybu.ltrMu B (a'(Aoi
cTpaHe npaBxnaMt Anr aaHHoro Bhaa MaTepuafloB
6yMaxHafl ynaKosKa x Apyroe (6yMara, creMo, nnacluK) AonxHbt 6btrb paccoprrpoBaHbt Alnr BbF
6poca c MycopoM rnM ornpasneHui Ha nepepa6or(y

nrreparypa
1 Clin Chem Acta 105, p 147 - 172,1980
2 Synopsis der Leberkrankheiten: Wallhofer, H

Verlag, Stuttgarl, 1974
3 Thefeld, W, atal: Dt Med Wschr,99, p343,

AIIT YO Liquid 250
Kar Ns 10003297

AIIT YO Liquid 500
Kar Ne 10003298

PeareHrbl
Rl Pea.oHr 1, 6yQ€p
TPrlC 6y$ep (pH 7,5)
L-anaHtH
n[f
R2 PoareHr 2, crapToBhti peareHr
2-o(conyTapar
HAAH

CocTaB cMecx R1+R2
TPtlC 6yQ6p pH (7,5)
L'ataHuH
HAAH
nar

flporo(on6t Ans hcnonb30BaHhfl
3anpocy.

(ALT UV L

(ALT UV L 500)
XpaBurb nptr (+2 - +8)'C

A'lT yO L 500
4x100 Mr

125 MMon!/n
625 MMon6/n

> 4500 E/n (75 M(kar/n)
1x50 Mn 1x100 Mn

75 MMonE/n
0,9 MMonb/n

O6reMHoo coorHoueHre
CbtBopor(a, nna3Ma/pea(qhoHHaF cMecb 1/13,S nptr pa6ore AByxpeareHrHbtM MeroAoM
CHaoporxa, nna3Ma/peaKquoHHag cMecb 1/11 npu pa6ore MoHopeafeHrHbtM MeroAoM
O6!eMbt o6pa3ua h peafeHToB MoryT 6btrb h3MeHeHbt npt coxpaHeHBq coorhoueHh! peareHT/o6_
Da3eu

AByxpeareHrHhti MeroA - crapr cy6crparoM

100 MMon6/n
500 MMonh/I

0,18 MMonb/n
> 1200 E/n (20 MkKar/n)

1 5 MMonb/n

ecnw xpaqqrcq npt l+2

Hg 365 HM,340 HM knh Hg 334 HM

lcM
37'C

SchmidL, E , und Schmidt F. W, Thieme, c :

1974

Ha aBTOMaTugeC(XX aHanh3aTopat

9a{ropbr Crapr npo6ori Crapr cy6crparoM

25 vlu 30"C 37'C 25 vnu 30"C 37 "C

!rxHa EonHbl Eln MK(aT/n En MK(arln Eln M(Kar/n Eln MKKar/n

334 nm 971 16,2 1780 297 1173 1 9,55 21E4 364
340 nm 952 15I 1745 29 1 115 19,2 2143

365 nm 1765 294 3235 53,9 2132 355 3971 66,2

I C Ao6aBneHxeM n-s-O 25 "C 30"c 37'C

Eln M(Kar/n Eln Mf,kar/n Eln MKKAfIN

Mlr(chH6l 7-36 0,12-0.60 1248 0,20 0,80

xeHulhHbl 7-25 0,12-0,42 12 36 0,20 !,60
2 Be3 Ao6aBneHhF n-s-O 25'C 30"c 37 "C

Eln MXKar/n Eln MKXAT/N MKKar/n

<22 < 0,37 <29 < 0.48 41 < 0,70

XEHqUHbI 17 < 0,30 <22 < 0,30 3 < D.52

BHyipuceprhHaF
(cxcno h3MepeHti n =20)

cpeAHeaptOMeru-
lecKoe 3HaqeHxe

SD CV
t%l

Eln MKKar/n EI, MKXaT/n

O6pa3eq 1 378 063 06 001 168

06pa3eq 2 146,4 244 06 001 028
O6pa3eq 3 400,8 668 18 0,03 0,42

MexcepuiHat
(eucno hsMepeHtri n =10)

CpeAHoaptrQMer4-
cecKoe 3HaqeHue

CV
(%)

Eln MKKAT/N MK(arln

06pa3eq 1 36,6 061 06 001 1,S0

O6paseq 2 144.6 06 001 045
O6pa3eq 3 396 6 004 060

Ararutuvecxoo cueqeHHe B (bias):
+ 2,3 lo (144 Eln ), (2,4 M(kar/n )

Gpaelenle uero4oe
Cpa8HeHre 6brno npo9eAeHo Ha 98 o6p
AJIT Liquld (y) u rMebquxcr B npoAaxe

Erba h.ema s"ro.
Karas d. 621 00 Brno

25 Anv 3O'C 37'C
O6pa3eq
PeafeHr 1 (6y$6p)

0,200 Mn

1,000 Mn

0,1 00 Mr
1,000 Mr

CMeuaTB, xHKyotrpoBaTb 5 MxH , Ao6aEhrb

PeareHT 2 {cy6crpaT) 0,250 Mn 0,250 Mn

CMilarb, hHKy6BpoBaTb 1 MhH, ,3Meprrb nornouleHue. l43MepMrb nornouleHue TocHo cepe3 1
2 x 3 MIByr6t. PacqxraxTe cpeAHee x3MeHeHre nornou]eHng B MxHyry (M).

MoHopear€HtHE[i MsToA - cTapT o6pa]qoM

25 u\A 30"C 37'C
O6pa3eu
Pa6oehtr pacrsop

0,200 Mn

1,000 Mr
0,100 Mn

1 000 Mn

CMilarh, hHXy6HpoBarb 1 MIH, uJMepxrb nomou{eHue, ly'3Mephrb nornou]eHile logHo 9epe3 1
2 h 3 MuHyTbt. PacefiTatire cpeAHee h3MeHeHhe nomoqeHilc B MhHlTy (AA).

ttd:h""i:.,'#ii.LlaT"iil"^i.1:.'-','ff i:ffi:'.,"",'

Aara npoBeAeHhr nocneAHero KoHTDons:6 1 2011
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AIIT Yo 1000 P (ALT UV 10x100 P)
HoM HoMep 10003292 Xpaurru npu

(c +2 Ao +8)"C

Mero4
Kt,lHer[qecKuri MeroA Anfl onpeAeneHtas a(TrlBHocrl4 aflaH]rHaM-
ilHorpaHcSepa3a (AIIT) B cbtBoporxe h nra3Me B coorBercrBr,jlit c
tvloAilOrKaqretl 1 994 ro4a, peKoMeHAoBaHHori Heueqrnrr,t o6u{ecrBoM
KnhHn,{ecKoi Xrlrtu (IFGC Anr 37'C).
Ha6opbr peareHToB Ans npxroroBnesus 10x100 vn pa6orero pac-
TBOpa.

nplaHLlHn peaKqHh
2-oxcornytapat + L-araH[H 4lI + L-rnyrarrrar + nupyBar

llupyear + HAAH + H- -I4[ > L-narrar + HAA.

AKT,4BHocrb AnT B npo6e nponopquoHanbHa yNreHbueHIm noTnou]eHue
nph 340. 334 nnr 365 Hrvr.

r|uneixocru
Merop nnxeeH go 7 ,O MKKarln (42Q E/n) nprl pyeHoM HaMepeHrlt4 t4 Ao 1O
MKKar/n (600 E/n) npl4 pa6ore Ha aBToMar]1qecK[x aHann3aropax

flnreparypa
International Federation of Clinical Chemistry, Scientific Comitee: Clin
Chem. 18, 521 (1980)

Goctaa DeareHtoa
1. Pearexr 1 (HAAH - OepMeHrHbti peareHr) (10 en.)nAr >2,5 lrxxar/en

HA.qH >21,6 MKMonb/On
2. PeareHr 2 (CraproBbri peareHr) (4x2g rr,rn)

2-oKcomyrapar 1gO ruuons/n
Harprl aauA O,1 %

3. Pearenr 3 (Cy6crparxo-6ySepruri pearerr) (5x200 Mn)
TPhC 6yQep 120 ruuons/n
L-araHyH 900 MMonb/n
Harpfir asqA 0,1 %

4. Peareur 4 (Axruearop) (20 ra6n,)
flrprpoxcans-5-Qoc{ar 6 vxuoru/raon

Cocrae peaxquoHHori cMectl
TPl4c 6yQep pH 7.2 (37rC)
L-AI]AHhH
HA!H
nAI
2-oxcornyrapar
flupn4orcans-5-$ocSar
O6reuHoe coorHoueHle
Curaoporxa, nna3Ma/peaKquoHHas cMecb

100 u|rons/n
660 ulaonu/n

> 180 uxuons/n
>25 MKKar/r
'15 ruuonu/n

100 uruons/n

1t12

Hopruansnsre BerhqHHbl
AIT csreoporxa, nra3Nta 37'C, (vxxar/n) Etn
l\4yxrrrHbr 0,20_0,80 12,0_48,0
xeHu1hHbt 0,20-0,60 12,0_36,0
llpreegeHlrre AhanasoHbt BenHquH cneAyer paccMarpIBarb KaK
op|4eHThpoBogHbte. Ka>64oll ra6oparoph14 Heo6xoguuo onpeAetFTb
cBou aIana30Hbt,

Konrponu KaqecrBa
lVoryT 6btrb ilcnonb3oBaHbt ro6ste xoHrporsHsle cbtBopoTK14 co sHaqe-
HhFMra AIT, onpeAereHHbtM14 Anr AaHHoro ueroga. Mur peKoMeHAyeM
rcnonb3oBaTb KOHTponbHbte N4aTepilanbt:
Euo-IlA-Tecf , nr,lOHOPM KAIltl SpATOe Hov. Hovep 1 0003200
6no-IlA-Tecro, IIyIOHOPM fVM H, Horu. Hovep 1000b204
Euo-flA-Tecr@, IIhOHOPM tyN4 n, HoM HoMeD 10003206

AHan[3
O6pa3qbt:

AnilHa BonHht:

OnrfivecKui nyrb:
Teuneparypa:

HereMonfra cbtBoporKa, renaplHt3. frnI EATA nfla3Ma
Hg 365 HM,340 HM trnu Hg 334 HM

1cM
37 "C

6,0-48,0
6,0-36,0

QaKlOp
(Kar/n):
l Eli

l43MepeHile: nporuB Bo3Ayxa (yMeHbueBxe norrouleHhF)
npofperb pa6oc[e pacrBopbt u KoBerbt Ao rpe6yeuoii TeMneparypbt. TeMneparypa
AorxHa noMepxxBarbcff nocronHHoti (t 0,1'C) B TeqeHtre acero tr3MepeHhr,

nepeNera il3 rpaAtrLluoHHbtx eAilHnq (E/f,) B MexqyHapoAHbte eAhHhqbl

= '16.67 x 104 Kar/n
= 16,67 x 10r MK(ar/n

'1 MKKar/n = 60 E/n

nphMecaHhe
He qcnonb3oBaTb npo6bt cbtBopoTK{ qnu nfla3M6t, xpaHnBuhecr 6onee 4 AHei npil
(c +2Ao +8)'C
Ecn{ aKThEHocrE AtlT E npo6e npeEbtuaer 7,0 M(Kar/n (420 E/n) npu pyqHoM h3MepeHx,
r 10 M(Kar/n (600 E/n) npil pa6ore Ha aBroMar{gecKlx aHar[3aropax pas6aBxrb
0,1 Mfl npo6br 0,4 Mn +trspacrBopa (0,s % NaCl) tr noBropilrb aHar[3, xcnorb3yF AaHHoe
pa3BeAeHHe nonyceHHbti pe3ynbrar yMHoxtrb Ha 5, KorAa aHanh3[pyeMbtt o6pa3eq
ilMeeT cn[uKoM 6onbuxe 3HaqeHUf, afiilBHocru TpaHcaMIHa3bt, HaqanbHoe nornouleHIe
Moxer 6brrb ogeHb Hx3KhM, Ta( KaK 6gnEuaa cacrb HAAH 6yAer il3pacxoAoBaHa Ao
nepEoro [3MepeHlq 3HaceHtra nomouleHhq B or[x cnycaqx il3MepeHhr gonxtur 6urru
nepeAenaHbt c pasBeAeHheM, KaK y(a3aHo Bbtue,
AHaflil3 MoxHo npoEoAhrb npu 30"C, qcnonboyF cneAyrculre HopManbHbte BenffgilHbt:
cblBoporxa, nnasMa MKKar/n Eln
MyRtrHbr 0,1-0,8
xeHqxHbr 0,1 -0,6

CTa6rnbHocrb x xpaHeHxe
PeaKrilB cneAyer xpaHxrb npx TeMneparype (c +2 Ao +8)'C E TeMHore CpoK roA-
Hocru yKasaH Ha KaMoi ynaKoBKe Tlocne ucnon$oBaHuF SnaKoH c peatrlBoM
HeMeAfleHHo 3aKpotre, qro6bt npeAorBaphrb Bo3MoxHocrb IcnapeHHt peafirBa trntr
efo KoHTaMHHaufr[.

Agtouatusauul
nporoKonEt Anf Icnon63oBaHht Ha asroMarx!ecK6x aHanil3aropax Moryr 6btrb nony-
9eHbr no 3anpocy.

Yrnnnzaqua xcnonb30BaHHbtx MareDuanoB
Bce o6pa3qbt recra AonxHbt paccMarpxBarbcF Ka( noreHquanbHo uHeuLlxpoEaHH6te
I BMecTe c ocranbHbtMx peareHTaMx AotxHbt 6btrb yHhvToxeHbt B coorBercrBHtr c
cyqecTBypulhM, B Ka)(qor cTpaHe npaBilflaM[ Anr AaHHoro BxAa MaTepxanoE
SyMaxHar ynaKoBKa Bbt6pac6tBaercF BMecre c ApyrxM MycopoM, a KoHTeqHepbt or-
npaBngbTcF Ha nepepa6orKy.

Pa60rhe (aHanuruyecxxe) xapanepBcrtrKx
,flnanaoou rsuepeuri: Ao 10 MKKar/n
Onr[gecKqri npeAen u3MepeHffe (tr3MeHeHffe onrHvecKoti nnorHocrr He 6oflee
A/MilH=) 0,045 MKKar/fl
qyBcrBrrenbHocrb / llpegen onpepeneH4gt o,'14 - 10 MXKar/n
Bocnpor3BoAxMocrb (nptr 37'C)

CpaBHeHxe 6brno npoBeAeHo c xcnoflb3oaanuev pearerroe Erba Lachema [ ilMebqilxct
B npoAaxe peareHToB c KoMMepqecKu AocrynHoi MeroAffKot,
Pe3ynbrarbr N=98, r=1,000, y=1 ,125 x -0,0025 MKKar/n

lleDgag nouous
Ha60p peareHToB npeAHagHaceH Ann in vitro AxaftocruKu npo$eccuouanuro o6yreH-
HbrM na6opaHToM
Peareir 2 v PearcHr 3 coAepxar H[3K{e Korqerrpaqut (0, 1 %) asr4a narprl s xavecroe
xoHcepBaHTa, tAoBUToe Beu.{ecTBo, onacHoe AnF o(pyxapuleh cpeAhl
nptr npreMe BHlrpb cneAyer nponorocKarb por BoAoli, BbtnhTb O,S n BoAbt h Ebt3Barh
pBory npil xoHTaRTe c fia3aMtr 6btcrpo npoMbtrb tx nporovHori BoAoi npt fioHTafie
c xoxei Heo6xoAuMo npoMbtTb rennoi eogofr c MbrnoM Bo acex cephegHbtx cnygagx
AonxBa 6btrb oka3aHa KBattr$[qtrpoBaHHaq MeAhq[HcKag noMoulb

Aara npoBeAeHhF nocneAHero KoHTponr: 1, 4 2011

B cnygae nb66rx BonpocoE o6paulaiTecb s npeAcraBhrenbcr3o Erba Lachena s.r.o.
B MocxBe,
Ten/da(c:495-755 78 51,495-755 55 E0.

flpuroroBneHHe H cra6nnbHocrb pa6orero peareHTa
PacrBop,.lTb coAepxffMoe oAHoro enaKoHa c peareHToM 1 B .l0O Mn peafeHTa 3,
TqaTenbHo nepeMeuaTb.
B foroBoM pa6oceM peareHTe pacrBopilTb 2 ra6nerxu peareHra 4
Cta6nnslocru:
14 4Hei npr (c +2 Ao +8)"C (a revrom uecre)
2 AHe npv (c +15 Ao +25)'C (B reuHov uecre)

,[o6asurs B KloBerbr 37 "C

flpo6a
Pa6ovr,rri pearexr

100 urn
1000 MKn

Cueuars, fiHKy6npoBarb 1 0 nrut. npn rpe6yeMoti reMneparype, Ao6aB!4rb

CraproBbri peareHr (PeareHr 2) 100 trrxn

CMeuaTb, t4HKy6t4poBaTb 2 MuH, u3MeptTb noTnoqeH[e I oAHoBpeMeHHo
BKnoLl,,tTb ceKyHAoMep, l4gMeprTb nornouleHhe ToqHo qepes 1, 2 tr 3 ruuHyrur
Paccqurar,rre cpeAHee !4aileHeHtae noTnou]eHilf, B MuHyry (AAJMuH)

Pacaerbl
PacccHTaiTe afruBHocrb AflT B npo6e, xcnonb3yq cneAyrcUue 4aKTopbt:

Hg 334 HM Ho 340 rm Hg 365 HM

E/n (37 "C) = AAJMUH x
MkKar/n (37 "C)=AAJruhH x

1944
32,4

1902
31,7

3528
58.8

Karasek 2219 0 Brno
urL. \_L I6640 _5_

^^ 
f Erba Lachema s.r.o., Kardsek Id,62133 Brno, CZ I

- e-mait: diagnostics@tachema.com, www.[achema.com
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(AMS L 2s0)
Xpatrrrb np[ (+2 - +8)'c

PoarcHrbr cra6xnbHbr Ao AocTuxeHhl yxa3aaHoro cpoka roAHocTM, ecnh xpaHf,Tcr npr (+2 - +8)'C
nocn€ sckphttun, peafeHTU cra6rn6Hbr Ao yxa3aHHoro cpoka roAHocTu, 6cnu xpaHrrct npu (+2 - +8)'C, B

rqarenbHo 3akpbrrbrx Sna(oHax, t36eras ucnapeHun xnu KoHTaMuHaqu, peafeHToE

MoHopeareHTtbtfi MaroA - cTapr o6pa3qoM
CMeuarb 4 cac1, pacTBopa psar€Hra 1 (Ri) c 1 cacrbre pacrsopa pearcHTa 2 (R2), rqar€nhBo nep€-

ToroBHt pa6oquri pacrBop cra6xneH
4 HeAenH npu l5-25'C nph xpaHeHuh s 3aqrqcHHoM oT caeIa MecTe
6 MectqeB npr 2-8"C npu xpaHeHutr B 3aquqeHHor/ oT cBera Mecre

o6pa3qLl
CdBoporxa, renaphHf3fpoBaHHaF mt 3ATA nna3Ma, Mora
ly'36erarb reMonH3a!
Cra6unhHocrb afh+a aM(narH B cbrsoporxe tr nna3Me 8 heAenb npil 4 8'C, B Mocr 26 HeAenb npu
4,8'C

KanH6poBKa

Ann Kanh6poBX, peKoMeHAyerca ucnonb3oBaTb fluoHopM Kanh6paTop, Kar N, 10003200
KOHTpOnb (aC€CrBa

Ane npo€eAeHMe KoHrponn (aeecrBa pexoMeHAyeTcq (oHTponhHaF c6tBopoila:
ntroHopM ry,ll H, Kar N! 10003204
nuoHopM ryl4 n, Kar Ne 10003206

AnuHa BonHhr:

Onrhcecxhi nyrb:
TeMneparypa:
O6reMHos coorHoueH!€
C6rBopoTKa, nna3Ma / peakqMoHHag cMec6
CHBoporKa, nna3Ma / p€axqroHHae cMech

Ri EyS€p
TyAca 6yoep,PH 7,1

R2 Cy6crpar
TyAca 6y+ep,PH 7,1
4,6 -3rilfruAeH -4- HhrpoSeHun-Manbrofenrao36A

Cocras cM€cr R1+R2
ryAca 6yoep, pH 7 1

4,6.3TunhAeH{-Hurpo+eHIn-Manbrorenra03f A

npxroroBnoHue ! cra6trLxoctb pa6oghx peareHToB

AayxpeareHTHhri MeroA - crapr cy6crparoM
PeareHrbr R1 M R2 x4kMe, foroBbre ( ucnonb3oEaH[o

O6b€Mhr 06pasqa il peareHroB Morla 6brrb TJMeHeHU npu coxpaaeHxu coorHoueH[q peareHT/o6pa3eq

AsytpeareHTHEri MeroA - crapr cy6crpatoM

flocne Ao6aBneHxe peareHra 2 cMeuarh, cepe3 2 MrH r3Mepxrb nornoqeHxe npr (37'C) rne cepe3 4 rrHH

npu (25'C,30"C) il3MephrE nornoqeHue rocHo veper 1,2 H 3 MIHFH flocne h3MspeHui paccaxrarb
cpeAH€e x3^reHeHxe nornoqeHhq B M{Byry (dA)

nporoKonu M9 ffcnonb3oBaHrr Ha aBloMaruqccKux aHanu3aropax Morlr 6hLr6 nonylcHLt no 3aflpocy.

(E9

BIOIETEST@

anuSa-AMHIIA3A Liquid f 00
Kar Ne 10003302

anuQa-AMl,lIlA3A Liquid 250
Kar Nc 10003303

MeroA

(AMS L

Ha6op peareHToo Mr onpeAeneH[r axrhaHocr6 aflL$a-aMxna3u s cErDoporxe, nna3Me u Moge B coorBer-
crBuu c MoAUO[(aquei, pe(oMeuoBaHHoli MeMyHapoAHor] +oA€paqrei @{HucecKoi xhMrx (IFCC)

npxHqxn pea(qrh
B xaqecr8e cy6crpara ffF onpeAeneHrr aFuBHocTU anb+a aMrna3bt McnonbiyeTcF 4,6 -SrhnmeH
- 4 BtTpo+oHhn-ManbrorenraGhA noA AeicrstreM anb$a-aMrna3bt BHytpeHHFr qecrb qenx cy6crpara
pacqennq€rca c o6pa30BaHteM HxrpoQeHxnManbTofenTa03hAoaj (oTopbte noA AeicrsueM a-rnpKmxAa36l
ruAponh3yETcq Au mD(o3br x oKpau€NHofo E xilrHi qBer p -HhrpoQ€Hona, uMebulero MaKcxMyM no-
moqeHun np! 405 HM Bo3pacraHtre nornoqeHh, npqMo nponopqhoHanhHo aKT0EHocrH anb$a-aMyna3hl
s o6oa3ue

PaccatrTair€ afr!BHocrb anb+a aMuna3bt s np06e, hcnon63yn
1 K6nh6oaroD

anbQs- aMuna3a (E/n; Mnar/n) = C- x 
ff

C*," - 3HageHue a[rxEHoclM aflEoa-aMtrnasH B Karru6parop€

2 OafroD:
anbos-aMUra3a = OxAA/MffH
o - Oamop nepecsera, cM HuxsoneAypqy@ Ta6nuqy

Ane coorBercraun Meroay onp€neneHus anbQa-aMtrna3s, c aMnilphgecKoi (antr6poaxoi, MoxHo xc-
nonE3oBarb Oanop KoHsepchil, Aaoq{i p€3ynETarH, conocraBhMbre c 3TuM MeroAoM h no3Bontpq{i
xcflonbSoBarb Te xe HopManBHSlo BenMqqd6l

AMS L 1OO

4x20 M^
AMS L 250

4x50Mn
125 MMonb/n

62,5 MMonb/n
12,5 MMonb/n

>2,4 REln l> 40 MxKarln)
1x20Mn 1x50Mn

500 MMonb/n

I MMonb/n

200 MMonb/n
50 MMonb/n
10 MMonh/n

> 2 xEn (>33,3 MKxar/n)

1,6 MMon6/n

Hg 405 HM

1cM
(+25. {30)'c,37'C

1/63,5 np, pa6ore AByxpeareHTHuM MeroAoM
1/61 npM pa6ore MoHopaareHrHUM MeroAo\i

K03Q+xqs6ir nepoccora
1 xar/n = 1 Monb/n ce(
1 Mkxer/n = 60 E/n

HopManbxLre BenecHHbl
tuE(pa.aMHna3a cbrBopoT(a. nfl a3Ma, Moqa

crapr cy6crparoM: Ao 2220 E/n (37 MXKar/n)
crapr o6pa3qoMr Ao 1800 E/n (30 MkKar/n)

qyBcr8MT€nbHocrb: 3.6 E/n (0,06 M(Karln)
HhxHui npeAen onpeAeneRlt:9,6 E/n (0,16

Auana3oH KMepeHhri: 9,6 - 2220 Eln (0,16 - 37

Bocnpon3aoArMoctb (npu 37'C)

Heo6xoAhMo onpeaenfl rE cBoh Arana3oHbl

Pa6o\he xapafrepkctx(, Erba La s.!'.o.
Karasek 22 621 00 Brno

DIC 2691,8846

nphsoAeHHhr€ Auana30Hbr E€ntqMH cnoAyeT paccMarphBarb Ka( optreHrupoB09HBre Ka4oi na6oparopxh

nocneAo6aBneHurpeafeBla2cMeuarb,cepe32MuH u3MepurhnornoqeHuenpu(37"C)unacepe34
MUH nph (25'C,30'C) 143MepHrb nomoqeHue ro\Ho cepe3 1,2 h 3 MuByrbr nocne x3MepeHflr pacccurarE
cpeARee u3MeHeHffe nornoqeHun e MnHyTy (AA)

MoHopeaaeHrHE[a MeroA - crapr 06pa3qoM

AHanurucecKoe cMeqeHMe B (bias):

- 1,9% 11,24 tkailt)

CpaEHeHr6 MgroAoB
CpaBHsHue 6h no npo8eAeHo Ha gB o6pa3qax c ucnonb3oBaHheM pearcHTo€ Erba Lachema s ro AnbQa-
aMrna3a Liquid (y) h hMebqrxce B npoAaxe poareHroB c KoMMep!ocxh AocrynHoii Meropu{ot (x)
Pe3yn6rarEr: y = 1,069 x - 0,1 96 MkKar/n, r = 0,999

Cnoqr(Ducff ocrb/gn!rreqse BoqecrBa:
he MutnT Ha oe3vnbTa1Er aHil03al
AcKop6h8o6aq Khcnora Ao 1,f MMonb/n, 6vn[py6MH Ao 684 MKMonb/n, rpvrnuqepmbr Ao 22 M$onbln,
roMorno6uH ao 5 r/n

npHMgcaHue
1 Ecntr aKThBHocrb anb+a-aMxna3bt npeBhtuaor 37 Mr(arh 12220 Un) pa36aBnb o6pa3uht B coor-

HoueHuu 1+10 +u3pacrBopoM (0 9%Nacl) il noBropmb aHanr3, ucnonb3yl aaHHo€ pa3Beaeare no-
nygeHHbrfi pe3ynbrar yMHoxhrh Ha 11

2 CnDHa u Koxa coaepxar anb+a-aMtrna3y, nooroMy u366rarb nunerupoBaHur peareHTa proM I KoHrama
peareHra c koxet Aaxs cneAoEEr€ Konhc€crea Moryr noMMnrE Ha p€3yn6rar

3 Anr onpeAeneHxs snb+a-aMMna3H B Mose Anr hccneAoaaHur tcnon6sEarb 10 MKn o6pa3qa

Mepht npeAocropoxHocr!
Ha6op peareHToB npeAHa3HaleH Anfl in viko AuarHocrukx npo+€cc[oHanhHo o6f]sHHuM na6opaHroM
Ha6op peareBroB He orHochrcH k Karsrophil onacHErx

nepaaa doMoqb
nptr npueMe BHfrpb cneAyer npononocKarb por Bonoi, BHnurh 0,5 n Boabr u Bbr3Barb pBory. flptr nonanaHtru
E Da3a 6brcrpo npoMbrrh ux nporocHori BoAoi flpu non4aHtrx Ha toxy H€o6xoAuMo npoMHrb rennoi
Boaoi c MbtnoM Bo scex cepbesHbx cnfrarx ooparhrbcr K apagy,

yTtrixf, aqxt gcnorESoBaHhbtx MaTeplaioB
Bce o6pa3qbr recra AonxHbr paccBarpt8arbcr (aK noreHquanbHo xH+rurposaHHb e I BMecre c ocrilbHbF
Mx peareHraMU AonxHbr 6Hrb yHvcroxeHH B coorBercrBHv c cyqeqBybqbMtr B xaMot crpaHe npaBvnaMh

Anr AaHHoro 30Aa MaTep{ano8
SyMaxHar ynaxoBxa il apyroe (6yMara, crexno, nnacrh() AonnBs 6brrb paccoprhposaHd mn Bh 6poca c
MycopoM xnu ornpasneHhq Ha nepspa6orxy,

Ilfieparypa
1 J Clin Chem Clin Biochem 1989,27:97-10
2 J Clin Chem Clin Biochem 198s,27r 10L13
3 TielzTexlbookofClinicalChemisLry,3rdedPhiladelphia:WBSaund€rsCompany,1999,p68998

Aara nposeAeHxr nocneAHero xoHTpona:5 4 2011

B cnycae nrc6brx Bonpocos o6paqaiTsc6 s npoacraBuronbcrBo Erba Lachema s,io. B MocxBo.
T€n/daxc: 495-755 78 51, 495-755 55 00

d Erba Lachema s.r.o., Kardsek Ld,62t33 Brno, CZ

Qaxropbl Crapr npo6oi Crapr oy6crparoM

25.30 37'C 25.30,37"C

C6rBoporKa/nna3Ma El^

C OaKTopoM (oHsspcuh 9792 163,2 12192 203,2

6€3 Sanopa xoHB€pcrh 4554 759 5670 945

C dafropoM (oHBepoul 193S1 323,2 24190 403,2

be3 @aKToDa KoHBepcxx 9018 150.3 1 1250 187,5

1 Ee3 Oafiopa KoHsepchil 25'C 30"c 37'C

EJn El^ Eln

CHsoporKa/nna3Ma <55 < 0,92 <73 1,22 00 < 1,67

Moca < 273 < 4.55 < 365 < 6.08 < 450

2 C OanopoM (oHBepcuh 250C 300c 370C

fl^ Eln

< 120 2 < 160 < 2,61 < 220 367

< 600 10 < 800 13,33 < 1000 < 16,67

BffyrpxcepxiHan
(eucno u3Mep6Hui n =20)

CpeAHeapx(FMeTrc6cKoe
SD

CV

l%l

Eln Eln Mkkar/n

Obpa3€q 1 738 123 1,2 0,02 157

O6pa3eu 2 746 291 12 002 081

O6pa3€q 3 180 1S 66 10 8 018 126

(crcno h3MepeHui n =10)
CpeAHeapx+Merxqecxoe

SD
CV
(%)

EI Eh

O6paieq 1 74,4 1,24 I 0,03 2,34

O6pa3eU 2 824 3,04 66 011 359

O6pa3eq 3 2272 37,86 30 050 3,12

SnaNX no peafeHTy Kanu6paTop O6pa3eq

P€af€Hr 1 1,000 Mn 1,000 Mn 1,000 Mn

O6paleq 0 020 Mn

Kan[6parop 0,020 Mn

Aucrilf, BoAa 0,020 Mn

CMeuarh, uHKy6upoBaT6 1 MUH Ao6aBrrb

PeafeHT 2 0 250 Mn 0 250 Mn 0 25o M^

6naHk no pearcHTy Kans6parop Obpa3eq

1 000 Mn I 000 Mn 1,000 Mn

O6pa3eu 0,020 Mn

Kanu6parop 0,020 Mn

Aucrrn BoAa 0.020 Mn

e- mait: diagnostics@[achema.com, www.tachema.com



Apru.uaga
3PEA, Cucreunrrfi PeareHr

CNP- G 3 Merol
flpnrvreueuue
Pearenr [peAHa3Haqen Ans in vitro Alzarnocruru anrsa-aur,rJr33br B cbrBoporKe rr rrJr€BMe.

Krunuqecxoe 3HarreHue
B opraHl{3Me qeJIoBeKa a-ur(fa-aurua^:a IlMeer pa3JII{rIHoe qponcxoxAeHl{e: naHKpearlrtrrecKafl aMurJra3a
cl'IHTe3upyerct noAxenyAoqnofi xenesofi r4 BbrxoAr{T n rrzrueqnrrft TpaKT, cJrroHHafl aMura3a c}rHTe3r4pyercr B
cJrroHHhrx xeJre3ax r,r ceKpeTr.,rpyeTcfl B cJrrcHy.
AxrllsHocrr alrtpa-arvrunasrr n crlBoporKe lrueer 6onrruoe 3HarreHue anx au$Qepenqualtnofi Ar4arHocrr4Kr{
oclporo r4nr4 xpoHruecKoro [aHKp eururTa
flosulureHlre
ArTlsHocrr aMI,IJIa3bI B cblBoporKe yBeJrrrrrrr,rBaercx s l-2 pa3a npu loqeqnoft HeAocrarorrHocrr,r. Arrmuoc6
alr$a - aMr{JI€I3bI sar,r6onee qacro I,BMepflercs, MA Ar4arHocrr,rKr4 ocrporo naHKpearr,rra, KorAa ee ypoBeHb B
cblBoporKe yBenrFll4Baercf, Bo MHoro pa3. He nanrpearrFrecKr,re nprrrr{Hbr yBentFreHr,rf, aKTr{BHocrr{ aMr{Jra3br
cbIBoporKI'I: rrapurr4T, paK cJrroHbrx )KeJre3 vurv 6poru<on, He4poxoAr4Mocrb Kr4rrreqHr{Ka, repuroHr{T,
Araa6ernqecrrzfi reroarlraAo3, tlrlKoroJrbHar r,rHToKcr{Karltu, ocrpuft anneHAr{rlr{T, MoqeBbre KaMHr4, nepQopaqur
lenruqecrofi r3Bbr, rraroJrorut 1wruapyoro rpaKTa.

Mero.u
CNP-G 3 KuHeru.recrtaft.

Ilpuuqun peaKuHr.l
2-xnop - 4 -nrzrpo(peHl{Jl - Miulbrore[ra3r4A (CNP-G3) lrBJurercs nprMbrM cy6crparov AJrs onpeAeneHr{f,
aKTI{BHocrI4 anr(fa-auznasrr. Pearqus KaraJrr43r4pyercs HerrocpeAcrBeHHo alr(pa-anaunasofi u ne rpe6yer
AonoJrHr{reJrbnux (pepuenron.

CI AMI{JIA3A

l0 CNP-G3-> 9-CNP + CNP-G2 + guamrorpr{o3r{A + urroKo3a

o6pa:onanruuittct2-xttop-4 -nr.rrpoQeHoJr rrMeptrerc{ npr{ 405 rnra, cKopocrb ero o6pa:onaHr.rf,, nponoprlrroH€urbHa
aKrrrBHocrri alrQa-auulasu n o6pa:qe.

Cocrae peareHToB
MES 6yQep
Kzurruur xJropr4A

Harput xJropr{A
Kanus rr4our{oHaa
2 -X trop - 4 -uutpo Q eulu -rualbrorpr{o3r4A
Aua4 uarpux

50 urrlolr/n
3,81nauolr/n
300 vrr,ront/n
450 uvonr/n
0.91 rr,rrr,rorrl/n

13,85 rurvronr/n

Erba Lache o.
Karasek 2219/i92fu/1 OO Brno

DIC. CZ 18846 .3-

Mepur rrpeAocropoxHocrr.r
Ha6op peareHroB qpeAH€BHaqeu Ar.s in vitro Alrarnocrrzru uporfeccr{oHaJrbHo o6yreHnrrvr na6opaurov.
Peareurrt coAepxar a3u[,Harpua (0,9 r/n) B KaqecrBe KoHcepBaHra. He uorarr. Zg6eraru roraAaHr{rr Ha Koxy
cJrr{3r'tcrbre. He nunernpoBarb proM, TaK KaK CJrrOHa COAepXr4T alrQa-arr,rulasy.

Ilepnaa loMoulb
llpu npueue BrryTpb cJleAyer rrponoJlocKarr por no4oft, Bbrnrrrb 0,5 .rr ro4ur 14 Bbr3Barb pBory. flpu uona4anuz
rnara 6lrcrpo npoMblrb I{x [pororrHofi noAofi. llpu uoua4aHvtuHa xoxy ueo6xoArrMo qpoMbrrr rerurofi noAofi
MbrJroM, Bo scex cepbe3Hbrx cJr,trarx o6parurucx K Bpaqy"

flpuroroueuue pa6ovnx peareHToB
Pearenrrr foroBbr K I{crloJrb3oBaHl{ro,

B

fI pe4c ra uurelrclBo E lba Lachema n Poccnircroti (Degepaqlr H
109029 r,Mocrua, yl.Halceropogcrar 32, ropn | 5, orlrc503

ren +7 (495) 961 45 22, ernail: lachema@rnail nr, wwrv lacbenra.nrffiffi
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Ha6op Nrgxnx peafeHroB Anr onpe4eneHnn ans6yruuta B cbtBo-
poTKe ilflil nrla3Me.

Merog
Csreoporovusrri als6yur,l.t e cna6oxrcnofi cpeAe B np!4cyrcrBt4h
AerepreHTa o6pa3yeT c opoMKpe3onoBbtM sefleHbtM oKpaueHHbti
KoMnJreKc. l4HTeHcilBHocrb oKpau[BaHhr nponopqiloHanbHa KoH-
qeHrpaqnh ans6yvrHa a npo6e.

Hopuansnute BerHi{14Hhl
Anu6yvurH e cureoporre (r/n)
Bsoocnure 35-53

AIIbEYMHH Liquid 500

Kar. Ns 10009610

Cocrae peareHToB
R1 Pearexr 1

Eporuxpe:onoesril selenurri (5K3)
fiHrapnsrfi 6ySep pH 4,2 t0,1
Spurgx 35
trarphfl a3hA

Cocrae pearquontofi cuecu
Spourpeooroeurri :eneHurri (5K3)
FHrapHurrl 6ySep pH 4,2 tO,1

!nnua aolnsr:
Onrrvecxni nyrs:
Tevneparypa:

(ALBU L 500)

XpaHnrs nph (+2 - +25) 'C

5x100 un
0,21 vvoru/n

100,0 run,tonu/n

2,0 rln
0,5 r/n

0,21 MMonb/fl
99,0 rrlvonu/n

578 (540-630) nv
1cw

(+15-+25)"C, +37"C

['lpnroroenenne u cra6nnunocrb pa6o.{nx peareHToB
Pearesr 1 :xnAKVn, roroBbti K hcnoflb3oBaHro
PeareHtst cra6nnsuur Ao AocrhxeHut yKa3aHHoro Ha ynaKoBKe
cpoKa fogHocl4, ecril xpaHrrcs nph (+2-+25)"C
l1ocne acxpurrrn, peaTeHT 1 cta6rleH Ao yKa3aHHoro cpoKa roA-
Hocrh, ecflh xpaHilrcg npy' (+2-+25)"C, a rqarenuHo 3aKphtrbtx
SnaroHax. l,,1s6erars KoHTaNrMHaqhil.

O6paaqur
Curaoporra, renapr4Hh3hpoB aHHaF vtnvl e,!TA nnaeva. ly's6eraru
TeMOnU3a.

Cra6nnunocrs ans6yrr.lr,rua e o6pasqe: 1 uecnq npil (+2-+B).C.

Kanu6poera
lnn xanra6poaxil peKoMeHAyerce !4cnoflb3oBars fl lroHopv Kan16pa-
rop, Kar Ne 10003200.

Koxrpons Ka'{ecrBa

lnn npoae4eHrf, KoHTponF KaqecrBa peKoMeHAyercF KoHrponbHag
CbIBODOTXA:

Iuoxoprr,r l-VM H, Kar Ne '10003204

Iuotropv l-YM fl, Kar Ns 10003206

Ycnoeua H3MepeHut

llpnsepeHuure BenhqhHbt cneAyer paccMarphBarb KaK opr.,leHTr4-
poBoLrHbre. Ka4qorl na6oparophtl Heo6xo4rl,ro onpe4ennTb cBorj
ailana30Hbt.

Pa6oque xapaKTephcrh Kl,t

flrnerixocrs: Ao 60 dn
9yacreurenuxocru/Ilpegenut on peAeneHun :

9yacranrensHocru 0,3 r/n
Hnxnnil npeAen onpeAenennn 1 rln
lnanaaou usvepeHri: 1 - 60 r/n

Bocnpolrraoguuocru (npu

Cpaenenue MeroAoB
CpaaHeHue 6slno npoae4eHo Ha 50 o6paeqax c Hcnonb3oBa-
HileM peareHroe Erba Lachema s.r,o, AJlb6Vl\llz1H Liquid (y) ra

hMeor4ilxct B npoAaxe peareHToB c KoM[4epqecKLt AocTynHoi
vero4urora (x).
Pesyrsrarur: Y=0,939 + 2,806 ilni r = 0,998

llpunevaxre
'1. O6paequr c r(oHqeHrpaqilefi anu6ylnHa Bbtlue 60 r/n pasaecru

(plit3hoIofr4qecKnM pacTBopoM B cooTHoueHilu 1:1. flonyrer-
Hbrr pe3ynbrar yvHoxrru Ha 2.

2. lnn onpegefleHhn Ha aBToMarhqecKoM aHanh3arope peKo-
i/eHAyercs 6uxpovarrvecxoe il3MepeHue co scnoMorarenuHoi
Afll4Hori sonnur 505 FtMl.

Mepur n pegocropoxHocrt4
Ha6op peareHroB npeAHa3Haqen 4nn in vitro AhafHocrl4Kh npo-
SeccrotanuHo o6yveuHsrw na6opaHrou. Ha6op peareHroa ue
oTHOCI4TC9 K XaTerODilh OnacHbtx.

Ilepaan noMou.lb
llpn npreve BHyrpb cneAyer nponorocKaru por aogoi, autnrru
0,5 n ao4ur 14 Bbt3Barb paory. flpra nonaAaHhn a masa 6urcrpo npo-
rvbrrb t4x nporovHotZ ao4ori. l1pr,r nonagaH[u Ha Koxy neo6xogrvo
npoMbtrb rennori aoporZ c Mbrron/t. Bo ecex cepbesHbtx cnyqarx
o6parurucr K Bpaqy.

Yrunneaqun Hcnorb3oBaHHbtx Marepuafl oB
Bce o6pasqut recra AonxHbt paccMarphBarbcl KaK noreHquaflbHo
,tHQhqr4poBaHHbte il BMecTe c ocTa|bHbtMh peareHTaMil AotlxHbl
6urru ytnvroxeHbt B coorBercrBt4l4 c cyqecrBytotltlMt4 a xaxqqor
cTpaHe npaBilflaMh Arfl AaHHoro BhAa MaTepuanoB.
EyuaxraR ynaKoBKa r Apyroe (6yr,lara, creKno, nflacrhr) gorxHsl
6utru paccoprupoBaHbt gnR aut6poca c Mycopot\r Anv ornpaBneHtfl
Ha nepepa6orxy.

r|ureparypa
1. Leonard, P. L., Persaud, J., Motwani, R.: Clin. Chim. Acta 35.

409, 1971
2. Tietz, N. W.: Textbook Of Clin. Chem., 477-540, W. B. Saunders

Co., Philadelphia, 1999

O6rerunoe coorHouJeHHe Cutaoporxa/peaKqroHHaF cMecb 11101
O6tenrsr o6pasqa n peareHroB ruoryr 6urru il3MeHeHbj nph coxpaHe-
Hh14 coorHoueHrn pearexr/o6paeeq

f1pororolst AIF hcnonb3oBaHilff Ha aBToNiar[qecKrlx aHarlr3aropax
naoryr 6srru noflyqeHbt no 3anpocy.

Pacqerur

Anb6yMrH(r/n) =|xC".n2
C",. = xoHqeHrpaLlnr craHAapra (xanra6paropa)

37'C
BHyrprcepufiuan
(vucno r:vepeuurZ
n =20)

CpegHeapr$naerra-
qecKoe 3HaqeHfie

(rln\

SD
(r/n) ek)

O6oa3eu 1 32,4 o2 048
06paseq 2 46,8 02 0,36
O6paseq 3 59,8 03 0,43
MexcepnilHan
(..tucno nsuepeHrrl
n=20)

CpegueapnQuern-
9ecKoe 3Ha{reHile

(r/n)

SD
(r/n)

CV
(%)

O6oaseu 1 32,3 05 1,48
O6paseu 2 400 UO 1,34
06paseq 3 0,6_ ^098 r.o"

lrno
-3-

To.{Hocts
Ananurrqecxoe cMeu1eHhe B (bias

- 0,49% (47,0 rln)

\drd5eK
nlr

i621 00

2691,8846

PeareHr
6naHr

OOpa3eLl
Crau4apr

(xanr6oaroo)
PeareHr R1 10 Mfl 1,0 trln 1,0 un
lhcrilr. soAa 0,01 un
O6paeeq 0,01 trrn

Cran4apr(rann6parop) 0,01 un
Cveuars, rxry6rpoaars 1-5 ruru. l/sueprrs nornouleHne
o6paaqa Al r craH4apra (ranr6paropa) A2 orHocrjreflbHo
peareuta 6lauxa

^{ 
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Pac,{erur

ACO (Es / Mn) =

XpaHnrb npil (+2 - +8) "C

(2x70 un)
50 MMonb/n

0,09 r/n

C*un - KoHqeHTpaqnn xanu6paropa

Hopruanulure Befl {qHHbl

ACO (Eg / irn) Bspocnbre

ACO (Eg / rr,ln) gel.r

flpuBeAeHHbte BenuL{uHbt cneAyer

R2 ACnO peareHr
nor'r"irponin"," nareKcHbre qac.4qbr, noKpbrrbre 

"ro"nronr.(rt#ru 
3n)TnuqfiHoBbti 6y+ep pH 8 2

Nacl 00 MMonb/n

BSA 1b0 N4Monb/n

AoxA Harp,e 0,0?; ii;
flphroroBneHhe n cra6rnsnocru pa6ovux peareHroB
PeareHTbt cra_6trnbHbt Ao AocrlxeHH, yKa3aHHoro cpoxa roAHocrh, ecnu xpa_Herca nptr (+2 - +g)"C. He 3aMopaxhBarb peareHTbt!
peareHTbt Rl u R2 xr4xte roroBbte K rcnonbsoBaHrto.
nocne Bcxpbtrxs, peareHTbt R.1 ra R2^cra6ranugul 4o-y*uar"ro.o cpoKa roA_Hocrr, ecnr{ xpaHqrc.F npy' (+Z - +g)"C, npra ycnoarlt co6nrc4eH[F TeMnepa_TypHoro pexrMa, B T'rarenbHo 3axpsrrsrx Qnarorax, ns6eraa ucnapeuua unuKOHTaMrHaquI peareHToB.
I repeA ilcnorb3oBaHreM nareKcHbti peareur Heo6xo4lrvo axKyparHo nepe_Meularb, He AonycKag neHo06pa3oBaHu,

06parqsr
CbrBoporKa; o6pa3qbt gonxuer_6ulrs cBex,4Mt4. He hcnonssoearu o6pasqbt cTeMonr.t3oM H tilneMhqecKl4e. CbtBoporKt4 co B3BeueHHbtMt4 qacruLlaM!1 He_o6xogun,lo nepeA rlcnonb30Bauneu orqetrpraeyrrpo""i".
flepeA aHanri30[, cbtBoporKy t\4oxHo xpaHxrb 2 AHA npa (+2 _ +g).C nn|6 MecaLleB ngt -20 "C.
HeAonycrhMo noBTopHoe 3aMopax[BaHIe h pa3Mopaxr{BaHhe o6pasua.

Kanh6poaxa
,Qnn ranr6poaxu rcnonssyercn ACI
Anq QoTot4eTpIqecKoro onpeAeneH
oopa3Lle crpol_1Tca Kanu6poBoqHag
KoHqeHrpaqru, nortyqaeMbtM ras ACJIO
HyeM ero e!43nonotur{ecKri[4 pacTBo :1,
HanpuMep, ecnil KoHqeHTpaLlhF AC Ha 400 EA /Mn, ro-ToBFTcq craHAaprbl c KoHqeHTpaquei: EAlr,an (ucnonrsye_

HAapr).

3HaqeH4e

noBTophrb aHan,n3. p".ynbrar yMHoxl4T 10 pa3 
'n

KoHTpo,|b xaqecrBa
An11l9aeg91nr KoHrpons KaqecrBa.peKoMeHAyerc, KoHrponbHa, cbtBopor_xa Bio-Rad LiquicheckrM ilnh ACio Xomponi (Xai. Nn ido-iolso), 

","*"nrc6tre xoHrponsHbte cbtBopoTKt4 co sHaqeHrFN414 KoHqeHTpaqhh ACO, onpe_
AeneHHbtM14 taMMyHoryp6uAxMerprgecK]jM Meroaot\r.

flpoee4exre aHanh3a

Gpaenexue MeroAoB: HeeenoMeTpug

Pe3ynbrarbl: n = 43, y = 0,84 x +17,75 EA / Mn, r = 0,997

CneqrQnvuocrs / Bnnrrculne BeulecrBa
6nnnpy6nH, reuorno6nx n peeuarougrurri +aKrop He oKaabrBaor 3Haqureflb-
HO|O BnItH'lt Ha To'lHocTb pe3ynbTaToB,
nunuMv{ > lok uaMei+er pe3ynbTarbt aian4sa > j}oh.

Cra6hrbHocrb xanr6poexlr
Cra6rnsgocrr Kann6poBKl4 3aBrcur or aHanh3arooa.
flpt pa6ore Ha aBToMarrqecKhx aHanl43aropax > 2 HeAenb,

Mepur npegocropoxHocrh
Ha6op peareHroe npeAHa3HageH Ann in vitro 4tarHocl4Ku npo$ecchoHanbHo
oOyqeHHbtM na60DaHToM.

B cocrag Haoopa BXoA!4r a3rA Harphr. npr pa6ore teo6xogruo coonEAarb
ocropoxHocrb. l,lcKrto.i!,1Tb npleM BHyrpb, nonaAaHtae Ha Koxy 14 cnt43t4crbte.

Ilepean nououls

, estnfitu 0,5 n BoAbt ,1

btTb l4x npoTor{Hoh Bo_
nnora BoAoli c t\4btl.lot\,t.

, KaK noreHqlanbHo uH6xur{_
4onxlsr 6slrs yHhrlroxeHbt B

aHe npaB4laMI AI9 AaHHOTO

SyMaxHag ynaKo8Ka u Apyroe (6yvara, crexno, nnacrrx) AonxHbt 6btrb pac_
copn4poBaHbt AnF Bbt6poca c MycopoM t4nri ornpaBfleHur Ha nepepa6orKy.

CocraB peareHToa
Rl Ey$ep

oocQarHbili 6yeep pH Z
43uA Harpug

,!nuta sonHur
Onrl,]ecKhi nyrb
Telrneparypa
06paseq/peaxquoHHaF c[4ecb

flpotoxonst Anr ucnorb3oBaH[fl
6srs nonyseusr no 3anpocy.

600 HM

1c[4
+37'C

NNO, UIMCUD
O6beMbt o6pa3qa h peareHToB l,loryr 6srrs u3MeHeHbl nO, 

"o"O"""rrr'lo#HoueHLlr peareur/o6paseu

o6pasqst He pasBoAl4Tb.
O6Da3eu TAHAADT PeaTeut 6nasx;TAHAAOT

,003 Mn
0.003 un

,Qrcrnn aoaa 0 MI

eareHT
25 MN U.225 MF 0,225 Mn

MN 0.040 Mn 0,040 Mn
q u h3MepnTb onTriqecKyo nnoTHOCTb
e lluxy6upoaars 6 MrHyr npr 37"C,

nl

,qara npoBeAeHur nocneAHero KoHrponr: 2, 12. 2}og

PLfVA-Lqchemq Diognostiko s.no., Kcrrisek l, 621 33 Brno, CZ
e-moil: diognostics@lochemo.cz, ww.lqchemq,com
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AHT]4CTPENTOII 143 14H O

Kar. No, 10010251

(ASLO

((
@

1x15)

Ha6op xu4xlrx peareHToB Ani onpeAeneHuF AHT,crpenrort43riHa o B cbrBo-porKg 14N{\.,tyHoryp6u4tuerpuvecxuv MeroAoM.

flprxqrn uero4a

Kaxlqoi na6oparopur ueo6xo4ttuo onpeAensrb cBou Ahana3oHe,.

Pa6o9{e xapafiephcrhKh

HyBcrBurenbHocrb: 6 EA / [.4n

HrxHnri npe4en onpeAereHrr: 17 Egt un

Hook e$Qerr: te ua6nrcgaercn npt,t KoHqeHTpaqr4x, Ao 1500 Ea / [.u

Arana3oH h3MepeHxi: 17 - 4OO Ea t Mn

Bocnpouseogruocru (npr,r 37.C)

BHyrphcepni.HaA
(vrcno rsn,lepexri

n=101

Cpe4HeaprSueruvecxoe
3HaqeHue (Ea / un)

SD
(Ea / mn)

CV
(%l

la3eu 1 882
)aser 2 19 8.22 1

Me)KcephlaHas (9t4cno
,i3MepeHxi n =10)

CpeAHeapxOMerxqecKoe
3HaqeHl4e (Ea / un)

SD
(Ea / un\

CV
(o/.\

O6paseu 1 272 968 355
O6oa3eu 2 415 942 2.27

r|HTeparypa
Difco Manual, 1Oth ed , Dlfco 1984, pp. 889-894
Spaun, J.
(1e61], 27

Bull WHO 24

< 200

<'100

paccMaTpriBaTb KaK OpileHT!4pOBOqHbte

a Lach _s.r.o.
Karasek 2219, OO Brno
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Ha aBToMaThqecKrlx aHanu3aTopax [4OryT
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14MMyHOrnOEyrl4H A
(lT-lsA DIL 1x15)

Ha6op xHAKHx peareHToB roroBbtx
x ynorpe6nexu

Kar. No 10006876 Xparuru nph (+2 - +8)"C

Ha6op peareHToB Anr onpeAeneH[r uvuyHorno6ynhHa A e chtBoporKe u
nna3Me fi MMyHoryp6r,rgun,terprsecxrM t\.teroAoM

flpuxqrn neroga
OnpeAeneHue xMN4yHomo6ynhHa A nn,|vytoryp6HA[Merpr4qecKr4M MeToAoM
ocHoBaHo Ha BsaIMoAefcrB1414 gToro 0erKa co cneuHOt4,]ecKilt\,th aHTrlTeIaMh
c o6pasoeaHueu uMtvyHoKoMnneKcoB, npeq!.tnl.tTaqfif, Koropblx npfiBoAt4T K

yBenuceHH€ MyrHocl4 pacrBopa npu 600 Hu nponopqhoHanbHo KoHqeHrpa-
l-l|/14 14r\4MyHorfl ooynuua A e o6pa:qe

(1x125 nan)

35 MMonb/n
40 iln

1 54 MMorb/n
0,9 r/n

(1x15 run)

fwp +l- 4 rln
50 MMonb/n
9 MMonb/n

0,9 r/n

28,88 MMonb/n
8,25 trruonu/n

33 ilrl
127,1 tvtuon;ln

1,49 tvttrronu/n
0,89 r/r

nphroroBneHne I cra6unuxocru pa6o.l11x peareHToB
Pearegrut cra6nnuuut 4o gocrilxeHuF yKa3aHHoTo cpoKa foAHocrt4, ecnn xpa-
Hqrcfl nptr (+2 - +8)'C
PeareHTbr Rl r R2 xnaxlre roroBbte K !4cnonb3oBaHqro.
flocne BcKpbrrhfl, pearenr Rl cra6nnen go yxasaHHoro cpoKa ToAHocrh, ecnh
xpaHt4Tce np!4 (+15 - +25)'C u peareHT R2 cra6uneH Ao yKa3aHHoro cpoKa
ToAHocrl4, ecn!4 xpaHrrcs np\ (+2 - +8) 'C, np!4 ycnosnn co6nogeHuf, TeMne-
parypHoro pextrMa, B ru{arenbHo 3aKpbtrbtx +naKoHax, ns6eran llcnapetna
Inu KoHTaMuHaqIh peareHToB.

O6pasqsr
CbrBoporKa {nr nna3Ma (renapraH, Qropncrurri Harphti, 3ATA, qilrpar Ha-
TpilF) O6pa3l{btAonxrgr 6urru cBexuMr4 t4 6es rer\tonilsa
f1epeA aHannsou cbrBoporKy MoxHo xpaHlarb HeAero npil (+2 - +8)"C ranr,t

Tpl4 Meceqa np!4 -20'C.
HeAonycl4r\4o noBTopHoe saMopaxlBaHile n pa3MopaxhBaHre o6paoqa.

Kann6poaxa
,Qnn rann6poaxt ilcnolbsyercs MynurucraH4apr asrcoxrra (Kar N9 10003233)
knu l\4yrbrhcraHAapr set 3 (Kar Ns 1 0003238).
,[nr QorouerpuvecKoro onpeAeneHufl KoHLleHTpaqur ruuylorno6ynrHa A e
IccneAyeMo[4 o6pa3qe crpo!4Tcn xann6poeovHan KphBaq no uecrh craHAap-
TaM pa3nliLtHoi KoHqeHTpaqt{14, nonytlaeMhil\.,t 143 MynbTilcTaHAapTa BbtcoKoro
nocreneHHbrM pa3BeAeHreM ero QnsronoruvecKhM pacrBopoM B coorHoue-
H\AA 1:1
Hanp[Mep, ecnr4 KoHLleHTpaLl]4s MynbrucraHAapra paBHa 6,0 r/n, roroBsrcc
craHAapTbr c rorqeHrpaqrer,4: 0,'19-0,38-0,75-1,5-3,0-6,0 r/n (rcnonusyeuoe
pa3BeAeH!4e 1 .32, 1 .16, 1:8, 1: 4, 1i2 h He pa3BeAeHHbrfr cranAapr),
llocrpoire xan16poaovHyro xpneyrc,
O6pa3eq c xorqerrpaqneir, npeBbtuarct4ei MaKcHManbHoe 3HaqeHre craH-
4apra, teo6xoguruo pa3Becru +r43tofloru.tecxt,tl,1 pacrBopoM B 1 0 pas h noB-
ropuTb aHaru.r3. Pe3ynbrar yMHoxnru Ha Qaxrop pa3BeAeHhg

Korrponu KaqecrBa

[nn npose,qeHur KoHTpole Kar]ecrBa peKoueHAyercfl KoHTponbHaq cbtEopor-
xa Bio-Rad LiquicheckrM lmmunology Control hnh nrc6sre xonrponutsre cur-
BoporKr,l co 3HaqeHrrMh I gA, onpeAeneHHbtt',tr tuuyHoryp6uAuMeTpnqecKhM
METOAOM,

npoBeAeHne aHanr13a

,qnr4Ha BorHbl
Onruvecxnra nylu
Teuneparypa
O6paseq/pearqlroHHae cMecb

600 HM

1cM
37 "C
1t101

O6beMbr o6pa3qa u peareHToB [,toryr 6blrb l/3MeHeHbt npH coxpaHeHIH coor-
HoueHnr peareHT/o6pa3eLl

rHxy6npoaars 5 uur npr 37"C.

flporoxoltst Ans ilcnonb3oBaHhg Ha aBTot\rar[qecxt4x aHanfi3aropax MoryT
6brrb nory,{eHbt no sanpocy.

Pacqerur
Pacc,rurars pa3Huqy A2-A1 4nn 6nauxa, craHAapra u o6paaqa.

C1c15a 
; - KoH4eHTP?l-ll'tl

HopMafl r'Hbte BerHqhHbl
lgA (r/n)
B3pocnbre
fierr (1 rog - 12 ner)
leru (1 - 12 uecaqea)
flpreegentute Benu\'rt4Hbl

I

paccMarphBaTb KaK opueHTl,lpoBorrHhre
Cocrae pearexroe
Rl Ey$ep

TpnquHoaurri 6yoep pH 8
fl on rslur e H rn r xot s
HaTpre xnoPr4A
A3uA Harpilt

R2 Arrncslaoporxa
Crepunuuan oquu-{eHHas or JruntrAoB Ko3bt
cbrBoporKa npor14B qenoBeqecxoro lgA
XEnEC 6yQep pH 7.4
sATA
A3xA Harp!4s

Gocrae peaqnoxsofi cuecyr
TpnquHoesrfr 6yQep pH 8
XEnEc 6y$ep pH 7.4
fl on ilgTur] eH rn !4 Kor] b
Harpur xnop14
EATA
43uA HaTpHfl

d Erba Lachema s.r.o., Kariisek ld,62133 Brno. CZ

Kax(Aofi na60paroptill Heo6xo4ruo onpeAenqrb cBoI Ahana30Hbr.

Pa60,{re xapaKTephcrt1K11
t{yEcrBt4TerbHocrb/npeAenbr onpeAeneHug
Huxutafi npegen onpeAeneHhr 0,023 r/n
Hook s$Sexr: He xa6nrc4aercn nph KoHqeHrpaq[n lgAao 13,0 r/n
CnequQrvxocru: aHTIcbrBoporxa nporhB qenoBeqecKofo lgA nph uMrvyHo-
enexrpo$opeoe h naccuBHorl r4MMyHoAr4+Qy3r'r'| npofl Bneerce oAHoi nono-
cot4

BocnpoH3BoAnMocrb (npu 37'C)
BHyrphcepn14Hag
fqueno uqucnetur7 n =10\

CpeAHeaphQiieru-
ackoe rHaqeHuc frln)

SD
(r/n)

CV
(o/"\

O6oelAr l

oa3et I ; 2
MexcepuhHa9
(chcno hsMeoeHxri n =1 0)

CpegueapnSuern-
onrnp euaupuuo /r/n\

SD CV
I o/^\

O6oageu 'l 117 0.041 35
O6oaseu 2 3 0l 2A

CpaBHeH].te MeroAoB
CpaBHeHue 6urno nposegeto ra 45 o6paaqax c rcnorb3oBaHheM peareHToB

Erba Lachema ruuyHorno6ynux A (y) H hMeoullrxcn B npoAaxe peareHroB c
Ko[4Mepr{ecKh gocrynHoi n,lero4rxofi (uerog HeQenoMerprn) (x},

Pe:ynurarsr: Y = 1,22x - 0,0953 r/n; r = 0,994
CneqrQuvHocru/Bnilrrculhe Beu.lecrBa:
TprlrnullephAbr < 11,3 uvons/n, reuorno6ltr < 200 i,rxMonb/n, 6unupy6nu
<500 uxnaonu/n He Bnrflor Ha pesynbrarbr aHanx3a (<10% nnh 2SD)
Cra6rnsuocrs xanh6poBKn 3aBuct4T or aHaru3aropa flpr pa6ore xa aerona-
ThqecKt4x aHanil3aTopax > 4 uepens

Mepbr npeAocropoxHocr14
Ha6op pearenroa npeAHa3HatleH Ann in vitro pnarrocrhKu npoQecciloHanbHo
oOy,leHHbtM na6opaHTo[4.
PeareHrsr BXoAI{he B Ha60p He coAepxar onacHbre BeulecrBa.
Suororu,lecKrli Marepfi ar, rcnonssyeuuri B npox3BoAcrBe Ha6opa, npoae-
peH Ha orcyrcrBhe noBepxHocrHoTo aHThreHa Bfipyca renail{Ta B (HbsAg),
aHTt,tTer] K Bulpycy ]4Mr\4yHoAeQnqnra r{eroBeKa (HlV) r aHl,rren K Btrpycy
renarura C (HCV). TaK KaK pxcK 3apaxeHhr Herb3fl nonHocrbrc l4cKnoq6Tb,
nooroMy pa6orarb c HaoopoM Heo6xoAl4Mo, KaK c noreHqhanbHo raHot,lql,{po-
BAHHbIM MATEDIANOM.
B cocraB Habopa BXoAr4r a3hA Harphs. llpt4 paoore Heo6xoAt4Mo co6nrcgars
ocropoxHocrb. hcxnto,+rts nprleM BHyrpb, nonaAaHhe Ha Koxy 14 ci!43l,1crbre.

flepean nor,roqs
np{ np[eMe BHyrpb creAyer nponorocKarb por BoAoi, aurnrru 0,5 n eo4rr r
Bbt3Barb pBory. flpr nonaAaHlh a rnasa 6urcrpo npoMbtrb rx nporovHori eo-

Aori. flpr nonaAaHt4n Ha Koxy HeooxoAlMo npoMbrrb renfrof BoAori c MhrnoM.
Bo Bcex cepbesHbrx cny,rarx o6parrirbcr K Bpaqy.

Vrrnlrsaqrn Hcnonb3oBaHH htx MareptlaroB
Bce o6paeqst recra AonxHbr paccMarpfiBarbcfl KaK noreHqrarbHo nHQnqr-
poBaHHbte h BMecre c ocranbHbrMl4 peareHTaM[ AonxHbr 6brrb yH!4,{ToxeHbr B

cooTeeTcTBhr4 c cyqecTsylou{l4M}4 B Ka)l(qol4 cTpaHe npaBhnaMl4 AJ1F AaHHofo
BUAa ft,laTepUanoB.
Synraxuar ynaxoexa u 4pyroe (6yuara, creKno, nnacrrx) 4onxHsr 6urru paccop-
TripoBaHbr AnF esr6poca c l,tycopoM t4n|,l ornpaBneHl,|F Ha nepepa6orKy.

nHreparypa
1 . Bergstrom, K. & Letoert, A. K.:Scand. J. Clin. Lab. Invest. 40 (1 980) 637.
2. TieV, N. W Fundamentals of Clinical Chemistry Saunders, Philadelphia

1 987.
3. Roift, l.: Essential lmmunology, Blaskwell, Oxford (1991).
4. Zima,T.: Laboratorni diagnostika, Gal6n (2002).
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XOTIECTEP]4H TNBN KANTSPATOP
(HDL cHoL KAL 1x3)

Hotvt. Hoiirep 10003283 Xpanurs npu (+2 Ao +g)"C

H nnBn KAILSpATOp npea-
KOnhqecTBeHHOrO OnpeAeneHHC
porKe c na6opov 5ro-IA-Tecr@
80.

XapaKrepucrt4Ka

Er,ro-IlA-Tecro XOflECTEPI4H InBn KAIll4EpATOp _ nro_
ehnil3hpoBaHHan, xanu6poaovuac cbtBoporKa, ilsroroB.neHHaq
Ha ocHoBe qenoBegecKoli cbtBoporKlit. Oro uouocneurdnqnurfi
xanu6parop. 3naveHne xanr6paropa, yKa3aHHoe Ha Snaxone,
onpeAefleHo B coorBercrBt4r,t c peKoMeHAaLlilgvra National Re_
ference System for cholesterol (NRS/CHOL) h coorBercrBver
HOpManbHbt[,t BenilqhHaM.

Pearextsr

XOnECTEPTIH nnBn KAJ114EpATOp (j enaKoH x 3 nrn)
flroQrunorpoeaHHaF chtBoporKa, h3roroBneHHa, Ha ocHoBeqeloaeqecxoti cbtBoporKt4
Asr,rg Harpr,rn 0,9%

llpuroroenenne peareHTa

Onaxou
nycKat

$naxou
BaHHoIZ

eHilfltvl4 Ao nonHofo pacrBopeHilF nnoqv-
b BcneHilBaH!.tr. He acrpnxnearu. flepeg
Aarb nocrorrb 30 ulrn npra rovnatHorl

S Ao +25)"C B reMHoM Mecre.

hr/tMyHoAeQilLll4ra qenoBeKa (Bl/g), x Bt4pycy renarhra c u r no_
BepxHocrHoMy aHTureHy eupyca renarrra B,
OrprqarenuHute pe3yflbrarbt Ha orcyrcrBhe aHThren K Brpycy hM_
MyHoAeeilqura LtenoBeKa a nnoSunnsvpoBaHHotv npo4yxre 6urnr
nonyqeHbt lrurwyHoSnoopecueHrHbtM MeroAot\,t,
raK KaK pltcK gapaxeHilt Henb3F ilcKnoqnru, ro pa6orarb c Kanil_
6paropona Heo6xogurvro ocropoxHo, KaK c cbtBoporKori 6onusoro.
Bo BpeMr pa6orur co6nrogarb Bce npaBfina o6qera 6esonacnoclt,
xar npn pa6ore c 6honorr.lecKrv MarepltanoM. Co6nrcgaru npaanna
nh.rloi run4eHbt, ucnonb3yl cpeAcrBa ilHArBt4AyanbHotl saqrrut
LoA"Xqy, o6yas ur r.4.). 3anpeqaerc, ecrb, nurb h Kyphrb.
llocne oxonqanna pa6orst BbtMbtrb pyxu rennofi BoAol4 c MbtnoM
il HAH

oe MecTo
AC314H

Peare H)-ncola-
a3oro %, R1 ) ra

rBfl gtoTcfl pa3ApaxapqilM BeulecTBot\,t.

Ilepean noMolqb

[1pr nplrerue BHyrpb cneAyer nponoflocKarb por BoAot4, BbtnilTb
0,5 n eo4sr.
llpn ronraxre c rra3aM[ 6utcrpo npovurrb HX nporoqHoti eogori.flpr routaxre c xoxefi neo6xogr,rr,ro npoMbtrb renfloh Bofloi
c Mbt.no[4.
Bo acex cepbe3Hbtx cflyqarx AonxHa 6srrs oxagaHa xaanh-
cpilqHpoBaHHar MeAr4LlhHCKafl noMou.lb.

Ytunuzaqua hcnorb3oBaHHbtx Marepr,tanoB
Bce o6pa:qul recra AonxHbt paccMarphBarbcn KaK noreHqhalbHo
hHQhqhpoBaHHbte h BMecre c ocranbHbtMl,4 peafeHTaMh AonxHbl
6strs ytrvroxeHbt B coorBercrBl4t4 c cyt4ecrBytou.lrtn4 I Ka)<EoH
cTpaHe n BhAa [4aTephanoB.
Eyvaxna erce Brvrecre c ApyrilM MycopoM,
a KoHreil nepepa$orxy.

lara npoae4erilr nocneAHero KoHTponr: 10. 3. 20j1

Gra6nnunocru

Ilr.roQrnrsrpoeaxnurn XOIIECTEpfi H nnBn KAfl 146pATOp cra6r-
neH npil xpaHeHfih B reNiHoM Mecre nph (+2 Ao + g).C 4o garsr,
yKa3aHHol4 ua QnaxoHe.
[lpnroroeneHHu th xu pxnil xanr6parop cra6rneH :

32 qaca npn (+15 Ao +25)'C B reMHoM N4ecre
15 4nefi npn (+2 Ao + 8)'C B reMHoy Mecre

r6parop vroxHo
M npil TeMnepa_
ars xanr6parop
xann6parop He_

Kanra6parop cra6rnen Ao yKa3aHHoro cpoKa rogHocrh roflbKo
B. Cnyqae oTcyTcTBr/F rrr nxpobHoti KoHTaM ilHaqilh.
He ncnortssoearu novytHeauuri xanr6parop, T.K. oH Moxer FBnsrbcrl
hcroqH l'.f KoM 6arrepranunsrx tarpaeneuni,.

flpe4ynpexgexr,rn

Euo-IlA-Tecro XOII ECTEPZ H n n B n KAn hEpATOp ilcnon usosaru
TOrbKo An9 HapyxHoro npuMeHeH!4r.
He npruenrtu BHyrpb noAFM r,t xuBorHbl\,t.
fie hcnotb3oBaru ralr6parop nocre ilcre9eHil, cpoKa roAHocrl4,
yKa3aHHoro Ha enaKoHe.
He [cnonseogaru xanr6parop AnA Apyrx qelefi, rpove onr4caH_
HbIX BbIITE

Mepul npe4ocropoxHocrtl
Ha6op peareHroB npeAHa3HaqeH 4nr in vitro 4rarHocrrKh nootoec-
cr4oHanbHo o6yveHuutv na6opaurou.
Karn6parop il3roroBleH Ha ocHoBe Hopvanuuoti.tefloBe,lecKoli
cbrBoporKr AoHopoB, TecrupoBaHHoti n,terogov rmuryHoeeprveHrHoro
aHaflh3a n PhA puaraocrrxoi ua orcyrcrBhe alrrrel K Bhpycy

Erba s'r'o'
Karasek Brno

)6978846 -3-

B cnyvae arc6urx aonpocos o6paulairecb B npeAcraBurerbcrBo
Erba Lachema s.r.o. g Mocxse.
Ten/QaKc:495-755 78 51, 495-755 55 B0
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(ASLO cAL 1x 1)

Store at (+2 to +B) C

ACIIO Kanr6parop

Kar, No. 10010252

The kit is intented for immunoturbidimetric quantitative de-
termination of antistreptolysin O in human serum .

Batch I t tsot
02t2014

Certified values

Parameter Concentration Uncertaintv Unt

ASLO 400 20 U/m

Referential material, where the values are related to:
International standard SSI

(1st International Standard for Antistreptolysin O)

Characteristics

ASLO calibrator is a synthetic liquid calibration material, that
contains human Antistreptolysin O lt is used for calibration
during determination of Antistreptolysin O in human serum. lt
contains sodium azide (0,075%).

Way of use and stability

The preparation is ready for use lt is treated as calibrator
according to the instruction included to the diagnostic set.

lf the kit is stored correctly at (+2 to +8) C, it is stable till the
expiration date stated on the cover. After use the vials must be
screwed tightly and stored at (+2 to +B) C. Avoid con-
tamination, pipette and decantation of calibrator back to the vial
must be excluded.

Precautions in use
The set is specified only for use in viiro. To be handled by
entitled and professlonally educated person. Serum was tested
for presence of HBsAg andantibodies against HIV and HCV
with negative results. In spite of the fact, the presence of some
pathogenic materials can not be excluded. For this reason the
content of the set has to be treated as potentially infectious
material.

First aid
lf swallowed, a half liter of water should be drunk. In case of
contact with skin or eyes, rinse them out with drinking water,
The qualified medrcal aid has to be provided

Waste disposal
All tested samples should be treated as potentially infectious
and with the contingent rest of the reagents should be
liquidated in accordance with any other local and national
regulatjons relating to the safe handling of such materials.
Put packaging paper waste and containers to recycling

References
Spaun, J, et al,, lnternational standard for anti-streptolysin-O.
Bull WHO 24 (1961\ 271-279.

Date of last revision

Produced by Erba Lachema s r o.
Kardsek 1d,621 33 Brno. CZ
e-mail: diagnostics@lachema com, www lachema.com
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(ASLO GAL 1x 1)

Xparnru nph (+2 - +B)C

Ha6op rcnonuoyercr nph Kon!4qecrBeHHoM onpeAeneH14rl
AnrncrpenronnsrHa O B cbtBoporKe qefloBeKa ilMMyHoryp-
6rguverpuvecxhM Merogorv,.

flor Ns | 115612
t-oaHocTh

3HaqeHilt

llapavero Kouu.
CrargaprHoe
OTKflOHEHilE Earxuuur

ACnO 400 20 Ep/un
Pe$epexruutti Marephafl , rAe ycraHoBneHHbte 3HaqeHht

coorHeceHbt c Mex(AyHapogxurv cral4aprov SSI
(1 -urfi Mex<,qyuapogu ul'r CraH4apr gnn AHrucrpenrorusrua O)

Onrcaxue

ACfl O xanu6parop - cl,tHrerhqecxuri xugrnrl ranr6poeovnuril
Marephan, coAepxau.lhi venoeeqecxHti Atrrcrpenronrsrn O.
flpnveHrercn nph onpeAeneHrn AntucrpenronuguHa O s
cbrBoporKe qenoBeKa B KaqecrBe ranr6paropa Cogepxur
a3nA Harpnl (0,075%).

llptruenenue r cra6unsnocrs
Kanra6parop ACIIO xngxrari, roroeurrZ K npilMeHeHhto. l-lprave-
HFercF B KaqecrBe xanu6paropa, cornacHo l,4HcrpyKqr4u K Al4a-
rHocrhqecKoMy Ha6opy. Kanr6parop cra6tnen Ao Aocrh-
xeHhn yKa3aHHofo cpoKa roAHocrr4, ecnh xpaHsrcfl npv (+2 -
+B) 'C. flocne BcKpbrnre Snaxouur Heo6xo4r.rlo rqareflbHo
saKpblrb !4 xpaHrrb npv (+2 - +8) "C. ,Qnr npe4orapar4enrr
KoHTaMuHaqilh He nunerhpoBaru xanlt6parop rs Qnaxona r ue
cflHBarb ocraBuufrcn o6paruo eo QnaroH.

Mepsr npegocropoxHocrh
Ha6op npegHa3HageH rorbKo 4nr in vitro guaruocrrrr,
npo@eccroxaluto o6yveHHsrrvr na6opanrov.
Cuteoporra, ilcnonb3yeMafl B npoh3BoAcrae xanr6paropa,
npoBepeHa Ha oTc)4cTBhe noBepxHocTHoro aHThreHa Br4pyca
renarhra B (HbsAg), aHrhren K Br4pycy r,rvvyHo4eSrqrra
qefloBeKa (HlV) u aHrurefl K B!4pycy renarilra C (HCV). Tax
KaK pilcK 3apaxeHilr Henb3fl norHocTbto l4cKfltoqhTb, nosToMy
pa6oraru c Ha6opov xeo6xo4rn,lo, KaK c noreHqilanbHo
r.ruSrqrpoaanubtM Marepilafl oM.

llepaan noMolqb
flpu npueve BHfrpb cneAyer nponolocKaru por aogoil,
eurnhrs 0,5 l BoAbt 14 Bbt3Barb paory. flpra nonaAaHhil B rna3a
6srcrpo nponaurrb hx nporogHori eogorl flpr nonapauuu ua
xoxy neo6xogr,tvlo npoMbtrb rennofi aogofi c MbtnoM. Bo scex
cepbe3Hbrx cryqaflx 06parhrbcs K Bpaqy.

Yrunrsaqun ltcnonb3oBaHHbtx Marept,ranoB

Bce o6pasqur recra AonxHbt paccMarphBarbcr, KaK noreH-
qhanbHo r4H(pht_.ll4poBaHHbte h BMecTe c ocTaflbHbtMh
peafeHTaMil AonxHbt 6urrs yuuvroxeHbt B coorBercrBhu c
cyulecTBytoulhMr4 B KaxAot4 cTpaHe npaBHnaMil Anq AaHHO|-O
BhAa N4aTepuanoB.
Syuaxriar ynaKoBKa il Apyroe (6yvara, creKno, nnacrhK)
AonxHbr 6srrs paccoprupoBaHbt 4nR eur6poca c MycopoM hlh
ornpaBfl eHile ta nepepa6orry.

Ilnreparypa

Spaun, J. et al., International standard for anti-streptolysin-O.
Bull. WHO 24 (1961) 271-279

lara nocnegneri peparqura: 26. 3. 2012

llpouseo4rrenu Erba Lachema s.r o
Kapacex 1d, 621 33 EpHo, ileucxan Pecny6nuxa
e-mail: diagnostics@lachema.com, www. lachema com
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(1x125 Mn)
35 MMonb/n

40 iln
1 54 MMonb/n

0,9 rin
('1xl5 Mn)

TxrP +/- 5 r/n
50 uuonu/n
I MMonb/n

0,9 rin

28,88 MMonb/n
8,25 MMonb/n

33 dn
127,1 MMonEln

'1,49 MMonb/n
0,89 r/n

600 H^r

1cM
37 "C
11116

O6beMbr 06pa3qa x peareHToB Moryr 6brrb u3MeHeHbt nptr coxpaHeHril coorHoue-
xur peareHr/o6paseq

nporoKonbr Ann [cnonb3oBaHIe Ha aBToMarrqecKux aHan[3aropax Moryr 6slru no-
nyceHbr no 3anpocy.

@

HMMYHOFNOEYJI14H G
(lT-lgG DIL

Ha6op xugxnx peareHToB roroesrx x ynorpe6nelnrc

Kar No. 10006877 XpaHhrb npil (+2 - +8)"C

Ha6op peareHToB Anfl onpeAeneH[e uvuyrorno6ynuHa G B cbtBoporKe u nna3Me
vMMyHoryp6[AhMerpuL{ecKtrM MeroAoM

npuHqun MeroAa
OnpeAeneHue ilMMyHorno6ynhHa G uMMyHoTyp6ilAfiMerprcecKilM MeroAoM ocHo-
BaHo Ha B3a[MoAericrBilh 3ToTo 6enxa co cneqn+ucecK[Mil aHTtrTenauu c o6pa-
3OBaHXeM I[4MyHOKOMnneKCOB, npeqtrntrTaqug KOTOpbtx np]4BoA]4r K yBenICeHU0
MyrHocrtr pacraopa nph 600 uu nponopquoHanbHo KoHqeHTpaqyh uMMyHorno6y-
f,trHa G B o6Da3ue,

CocraB peareHToB
Rl Eyoep

TptrLlrHoBbri 6y$ep pH 8
nontrsThneHrnHKonb
HaTpx9 xnophA
A3hA HarpuF

R2 AHTHcbrBoporxa
CTeptrnbHar ocilqeHHas or nffnilAoB Ko3bt
cbrBoporKa nportrB .lenoBececKoro lgG
XEnEC 6y+ep pH 7,4
sATA
43vA Harptff

CocraB peaqtroHHori cuecn
TptrqilHoBbti 6yoep pH 8
XEnEC 6yQep pH 7,4
flonuorffneHmvKoflb
haTpxfr MopilA
EATA
A3uA Harptrt

nphroroBneHre x cra6qnbHocrb pa6ocxx peareHToB
PeaTettct cra6ungnut Ao AocrffxeHur yKa3aHHoro cpoKa roAHocril, ecnx xpaHgrcl
npn (+2 - +8)'C
PeareHTbr R1 r R2 xu[Kffe roroBue ( [cnoJ]b3oBaHrrc
Tlocne BcKpbrTus, peareHT Rl cra6xneH Ao yKa3aHHoTo cpoKa roAHocril, ecnil xpa-
HilTct npu (+1 5 - +25)'C h peareHr R2 cra6rneH Ao yKa3aHHoro cpoKa ToAHocrH,
ecn!1 xpaHMTcfl np!4 (+2 - +8)"C, npu ycnoBfft4 co6n1gAeHtafl reMneparypHoro pe-
xuMa, B TqarenbHo 3aKpbtrbtx $naxorax, tr36era9 HcnapeBhi hnu KoHTaMuHaqilu
peareHToB

O6pa3qbl
CbrBopor(a Hnn nna3Ma (renapur, QTopilcrbli rarpnri,9[TA, qtrTpar Harptrr).
O6pasqsr 4onxHsr 6btrb cBexfiMil u 6es Teuonuga
flepe4 axannsov cbrBopoTKy MoxHo xpaHurb HeAenn np[ (+2 - +B) "C urh rph Me-
cFua notr -20'C
HeAonycl,lMo noBTopHoe 3aMopaxilBaHfie il pa3MopaxuBaHile o6pasqa

KanH6poBXa

lnn xarr6poexr ffcnonb3yercg lvlynbTrcTaHAapr BbtcoKili (Kar Ns 10003233) tntr
MynbrhcraHAapr set 3 (Kar Ne 1 0003238).
,Qnr $orouerprvecKoro onpeAeneHffr KoHqeHTpaqfitr l4MMyHomo6ynrHa G B yc-
cneAyeMoM o6pasqe crporrcr Kanh6poBocHas Kp!1aafl no uecrh craHAapraM pa3-
nHqHox KoHqeHTpaqxr, nonyqaeMbtM H3 MynbTtrcTaHAapTa BhtcoKoTo nocTeneHHbtM
pa3BeAeHtreM ero Sh3[onorxcecKhM pacrBopoM B coorHoueHuff 1:1
HanpuMep, ecntr KoHqeHTpaqtri MynbTHcraHAapTa paBHa 28 r/n, roroBgTcg cTaH-

Aaprbl c KoHqeHrpaqfiei:0,88-1,75-3,5-7,O-14,O-28,O r/n (ucnonssyeuoe paseeAe-
HVe 1:32,1:16,1:8,1:4,1:2 H He pa3BeAeHHbti crarqapr).
nocrporiTe Kan146poBo,rHyro kpilByrc
O6paseq c KoHqeHTpaqHei lgG, npeostuarcqei MaKcilManbHoe 3HaqeHhe craH-
Aapra, Heo6xoAtrMo pa3Becrrl Sr:uonorlvecxtv pacrBopoM B 1 0 paa I noBTop[Tb
aHanu3 Pesynbrar yMHoxHTb Ha OaKTop pa3BeAeH!1e

KoHTDonb xaqecrga
Ang npoBeAeHHfl KoHTpoflF KavecrBa peKoMeHAyercr KoHTponbHag cbtBoporKa Bio-
Rad LiquicheckrM lmmunology Control rnr nrc6sre KoHTponbHbte cbtBoporKtl co 3Ha-
ceHtrsMtr lgG, onpeAeneHHbrMtr rvvynoryp6rguverptrcecKilM MeroAoM

llpoae4enne axanuaa
AnuHa BonHbl
OnTu,.lecKffi nyrb
TeMneparypa
O6pa3ery'peaKqxoHHar cMecb

Paccerbl
Pacc,rrrarb pasrrqy A2-Al gnr 6nalra, craHAapra n o6paaqa

.. (& _Ar)"6p","u _ (A, _A,)o**
rgu\gfl,t - vd ^-. (A2 _ ArLmq"pr - (A2 - Ar)tu",,r

C("ruM 
) 
- (oHqeHTpaque craHAapra

Hopuansrute BenxqtrHbl
lgc (/n)
B3Docnbre 6,9 -14
fleru (1 rog - 12 ner) 3,5 - 14

Aerx (3 - 12 MecnlleB) 1,8-10
flpIBoAeHHbre Ben!4qIHbr cneAyer paccMarpl4Barb KaK op14eHT!4poEo'{Hble. Ka)|(qox
na6oparopt4x Heo6xoAr,rMo onpeAenFrb cBol4 AHana3oHbt.

Pa6ocHe xapaKrepHcrt,tK,
qyBctBrrenbHocrb/ npeAerbt onpeAeneHrq
Hrxrufi npegen onpepeneaut 0,124 rln
Hook aSOeKr: He Ha6nrcAaerca npu KoHLleHrpaqxu lgG go 50,0 iln
CneqHOuqHocrb: aHTucbtBoporKa nport4B LtenoBeqecKofo lgA nph 6MMyHosneKT-
po{ope3e I naccIBHoli rvuyno4llQ$ysrr npotBnflercn oAHoi nouocofi.

Bocnpox3aoAtrMocrb (npn 37 'c)

Gpaetexre MeroAoB
CpaeneHte 6brno npoBeAeHo Ha 22 o6pa3qax c ltcnonb3oBaH[eM peareHToB Erba
Lachema ilMMyHorno6yflhH G (y) tr xMercutrxca I npoAaxe peafeHToB c KoMMepqe-
cKr.1 AocrynHoi MeroAuKori (MeroA HeoenoMerpxil) (x)
Pe3yflbrarbr: y = 1,04x - 0,63 r/n; r = 0,990
CneqhohcHocrb/Bntrstou.lre Beu.lecrBa:
TpnrnrqeptrAbl < 22,6 MMonbln, reMorno6hH < 200 MKMonb/n, 6unnpy6nu
< 500 MKMonb/n He snugDT Ha pe3ynbrarbt a{anma (<'l0yo ilntr 2SD)
cTa6rnbHocrb Kana6poexu:aencrr or aHan[3aropa. npu pa6ore Ha aBToMaruqec-
Kux aHafl h3aropax > 4 HeAenb

Mepbr npeAocropoxHocrn
Ha6op peareHToB npeAHa3HaqeH Ani in vitro AxarHocruK[ npooeccuoHanbHo
o6yveuHuru na6opaHToM.
PeareHTbr BXoAit4[e a Ha6op He copepxar onacHbre Beu]ecrBa
Suonorucecxilli Mareptrar, ficnonb3yeMbri B npou3BoacrBe Ha6opa, npoBepeH Ha

orcyrcrBue noBepxHocrHoro aHTilreHa Bupyca renarrra B (HbsAg), aururen x eu-
pycy r4NlMyHoAe$trqilra qenoBeKa (HlV) il aHrt{Ten K Bxpycy renartrra C (HCV) TaK

KAK pUCK 3apaxeHhr Herb3t nonHocrbn rcKnlocffTb, nootol'ly pa6orars c Ha6opoM
Heo6xoAhMo, KaK c noreHqtranbHo t4HQff qtrpoBaHHbtM MarepuanoM,
B cocraB Ha6opa BxoAl/r a3uA Harpfie npu paoore Heo6xoAr4Mo co6flbAarb ocro-
poxHocrb, l4cKntocl4Tb npHeM BHyrpb, nonaAaHue Ha Koxy 14 cnu3llcrbre,

nepBan noMou.lb
nph npxeMe BHyrpb cneAyer npononocKarb por BoAoi, esrnurs 0,5 n BoAbr h

BbrsBarb pBory npu nonaAaHt4[ B rna3a 6brcrpo npoMbrrb vx nporoqHoi BoAori.
npH nonaAaH[l4 Ha Koxy Heo6xoAuMo npoMbrrb rennoli BoAoi c MbrnoM. Bo Ecex
cepbe3Hbrx cnycaFx 06parilrbcg K Bpacy

yaun[3a|J'uF rcnonb3oBaHHbrx MarepHanoB
Bce o6pa3qbr recra AonxHbr paccMarpuBarbce KaK noreHqhaflbHo uHOxqxpoEaHHbre
fi BMecre c ocranbHbrMu peareHTaMx gonxHsr 6srrs yHr4croxeHhr B coorBercrBl4!4 c
cyqecTByrcq'|Mu B Ka)l(qotl cTpaHe nPaBhnaMI Ang AaHHoTo B[Aa MaTepilanoB
EyMaxHaF ynaKoBKa , Apyroe (6yMara, creKno, nnacrtrK) AonxHbr 6brrb paccoprff-
poBaHbr AnF esr6poca c MycopoM [nil ornpaBneH[fl Ha nepepa6orxy.

ntrreparypa
1 Bergstrdm, K, & Letuert, A. K.: Scand J Clin Lab. Invest 40 (1980) 637
2 Tielz, N, W Fundamentals of Clinical Chemisky. Saunders, Philadelphia 1987.
3. Roitt, | : Essential lmmunology, Blaskwell, Oxford (1991)
4. Zima,f,: Laboralorni diagnostika, Gal6n (2002)

BHfrpilcepuiHae
(chcno r3MepeHufr n ='10)

CpeAHeaptrOMe-
TMqecKoe

rq.uAur/a rrln\

SD
(rln)

CV
ek)

ObDa3eu I 939 o23 25
O6Da3eu 2 '19.48 038 20

MexceptrfrHag
(,rvcrro u3MepeHilri n =1 0)

CpeAHeapu+Nae-
TXqecKoe

3HaceHile (r/n)

SD
(r/n)

CV
(%\

O6oa3eu 1 91 o24 26
O6Da3eu 2 19 16 o.47 25

O6oa3etr CTaHtraor PeareHT 6naHk

CTaHAaor 0 003 Mn

O6pa3eLl 0,003 Mn

uficThn aoaa 0,003 Mn

PeareHr 1 0,250 Mn 0.250 Mn u 250 Mn

TlepeMeuarb, uHry6upoearu 5 urn npr 37'C,
143MeotrTb nornoueHye A 1

Pearerr 2 0,095 Mn 0,095 Mn 0,095 Mn

neoeMeuarb. trHKvotrooBarb 5 MhH nou 37'C hgueourc nornoueHtre A2

^^^f 
Erba Lachema s.r.o., Kardsek Id,62133 Brno, CZ

- e-mait: diagnostics6tachema.com, www.tachema.com

Aara npoBeAeHxff nocneAHero KoHTponr: 28. 1.2011



BIO(ETEST'

s9 con|oHoPM (€
@

Ha6opur 6lro-IlA-Tecr@ COfltOHOPM npeAcraBnFtor co6ori cra6nnusupoeaHHble eranoHHbre pacrBopbr, npeAHa3HaqeHHbre Ane
pyrrHr.rori xanr6poexu ,r KoHTponF B Krr4Hur{ecKoh6uoxtrntntn npv a+anu3ax 6uonoruqecrux xrgrocreti. B ra4out Ha6ope ceprr
COIITOHOPM coAepxarcn orafioHHbre pacrBopbr AByx rhnoB B aMnynflx no 1 rrrn. KoHqeHrpaqus orHX pacrBopoB no3Boneer
npoBo4urb xanr6posxy 14 KoHTponb e o6nactlr HopManbHbtx 14 naronorilqecKilx BenuquH. Ka4gtut Ha6op cocrour 143 AByx
KoMnreKToB pacrBoooB no 10x1 un.

Co,qepxrlaoe ecrpurrofi aMnyflbt cne4yer ynorpe6raru B Tor xe geuu. Heuspacxo4oeauusrri pacrBop He xpaHcr.

O6sop ua6opoe 6ho-flA-Tecr@ COnOHOPM.

Hassaxue ra6opa Co4epxur 1Oxl lrnCoxpaqexuoe
o6osHa.teHhe

Houep
pacrBopa

Hou.
HoMep

con|oHoPM SONO G rnrcKo3a: 5 uruonu/n t0,1 rulaonu/n 1 00031 79

l-nrcxoga rnoKo3a: 10 urrronu/n 10,2 narvonu/n

cofltoHoPM SONO G U rntoKo3a: 5 vruonu/n 10,1 rr,rruonu/n 1 00031 78

l-ntorosa - MoqeeilHa MoqeBilHa: 5 uuonu/n 10,1 uruons/n

rnloKosa: 10 wuonu/n t0,2 MMonb/n

MoqeBr4Ha: 15 runonu/n 10.3 wuons/n

COIIIOHOPM SONO Cl 1 Harpile xnopug: 90 rvrruons/n +2 ulaonu/n 10003173

Xnopugsr 2 uarphfl xnophA: 110 rirnaons/n t3 vuonuin

conkfHoPM SONO Na K narpufi: 135 uvons/n t1,3 rvruons/n 1 00031 80

Hatpuit - Kanrtit xanuil: 4 rvrtuons/n t0,04 tvruonu/n

uatpu'h'. 145 rrauonu/n i1,3 rr,ruonu/n

xannttr'. 5.1 vrruonu/n +0.05 rrrruons/n

COIIH]HOPM SONO OSMO 300 wocrr,rons/rr +3 uoctrrons/rr 't0003182

Ocrrrotnqecxoe !aBfl eHile 390 uocuonu/rr +4 urocvonu/rr

Ha6oput 6no-IlA-Tecr@ COflIOHOPM cneAyer xpaHurb npu reMneparype (c +2 po +25)"C.

Mepur npe4ocropoxHocrt4
Ha6op peareHroB npeAHa3HaeeH AnF in vitro 4rarnocrurr npo$ecchoHanbHo o6yveHHurv na6opaurou.
B Ha6ope He coAepxarcn onacHbre peaKTuBbr. flpra cnyvariHoM nonaAaHilil BHyrpb cnegyer BbrnilTb 0,5 n rennoi BoAbr, npr4

nOnaAaHril B fna3a VnV Ha KOXy l4X cneAyeT npoMblTb npoTo.{Hor4 BoAol,l.
llocrpa4aeueuy ueo6xogr,rrrno oKa3arb raanltQuqupoBaHHyto MeAhquHcKyro noMou.lb.

fluxeugaqua Mycopa
Bce recrrpoaannute npo6ut ctr!4Tator MarepuanoM, roropurri rvroxer 6urru r,trQrqrapoaan, fi coBMecrHo c Bo3MoxHbrMu ocrarKaMrl
peaKTuBoB noAnexur yHt4tlroxeHilrc B coorBercrBt4t4 c yrBeplqeHHbtMh euyrpu6onunn\rHbtM14 npaBhnaMH.
EyuaxHyro ynaKoBKy cAar4Te B MaKynarypy, 3aBoAcKyto rapy B coprr4poeaHHulti Mycop.

flara npoee4eHrr nocneAHero KoHTpona: 23.2.2011

B cnyvae np6brx BonpocoB o6paqafrrecb B flpegcraeurerbcrBo Erba Lachema s.r.o. B MocKBe.
Ten/Saxc: 495-755 78 51, 495-755 55 80.

d Erba Lachema s.r.o., Kardsek td,62t33 Brno, CZ

Karasek 7 d S.[O,

e-mait: diagnostics@tachema.com, www,tachema.com



Cnba Lachema s.p.o"

I eMq monoeuq e cKu e peq ?eH m 6t

Erba Hypoclean CC (CE)

franoxaophr rt t4crf, t4nfi xon4eHTpar Anr
a BTOMaThqecKoro a Ha, h3aTopa

Ko4 npo4yxra 50003773 O6tenn 100 ml

TonbKo A A At4aHoc-rvlxra in vitro !

- - IHCTPYHUhfl NO NPhMEHEHhIO

Erba Hypoclea n CC - cra6unnsr poeanuulil r,t

M 14KpoQun brpoeaHHulfi KoHLleHTpkt po BaHn urfi rrn oxl opt4r A A

h Hre Hch e Ho il ovvc-tKt4, n p oM bt BaHHF : Kan h,4n F p bt/ rpy6 ur r,r

KaMepbt, yAaneHhe KpoBh/ xt4poB Ha Bcex reMaronorfiqecKhx
aHa.nt,t3aropax (,'aeaprilHan ovhcrKa,,).

Erba Hypoclean CC cne4yer rcno,,lb3oBarb ro.rtbKo c peareHTaMh
9p6a Lachema. Ouu6oqnule pe3ynbrarbt Moryr 6urru nonyqeHbt,
ec.4h peareHT nphMeHFeTC' C hHbtMh peareHTaMh.

fl oxaryfi cra, o6parurecu x pyxoeo4crey no, b3oBare/tfl n pra6opa

AnF nonyqeHHF Aono,.tHHTerunoil nlQopnnaqnn.

hurpealtextul

Morcqr.le cpe4crea <1,0%

)r noxroprr narpua <5,0%o

f r,r4p oxcr4 nat pua <O,5%o

Ct a6 n n ut at o p tt <O,5o/o

e o,{taqeHHoil eoae

MEPbt IPEgOgroPox{ HocTh

- 3p6a Hypoclean CC co4epxnr fl4noxnopur Harptan B c]4rbHo
u.leloqHoM pacTBope.

- Vls6eraYre KoHTaKTa c r.la3aMh, xoxefi r o4ex4oit.

- B cnyqae nonaAaHhn B r.na3a nponnofire rrasa 6onuuJr4rvt
Konur{ecrBoM BoAbt HecKo,flbxo M14H\rr r o6parzrecu K BpaLtV.

- B cryqae nonaAaHil.E Ha Koxy npoMbtrb yLiacroH xoxh eoao/.

- flph npornarbrBaHrh He Bbt3btBarb peory. iiefire MHoro BoAbt h
o6parnrecu K Bpavy.

- lepxuTe xoHrefiHep peafeHTa 3aKpbtrbtM/ KotAa oH He

il cnon b3yeTcR.

- ly's6erailre n6nu nnn nnrxpo6Hofi KoHTaMhHaqhh peareHToB.

- Ha4eeailre aa6oparopnure nepqarxh nph pa6ore c errnn
peareHToM.

- Bce o6pasqut xhAKocrh opraHk3Ma AonxHbt paccMarphBarbcn
KaK noreHL{han uno r nQr r1r,r poBaHHbte M are phan bt. ly'syvaru ecrc
KpoBb r,i Apytne noreHqharbHo rn$exqrotxute Marephanbt c
coorBercrByrou{hMh n peAocropoxHocrff Mr,i . Vtcnon,leyVte
nepqarHh,Macw4 vl xanarb], Aaxe ec,nh npnnnoil KoHTaKT c KpoBblo
He npeABhAhrcfi.

- floxalyilcra, o6paturecu K npaBhnaM 6egonacHocrr,
cBfl 3aHHbtM c peateHToM.

- lrlcnon usyfi re Ho pM bt HaAn exau.leir ra6oparoplo il npaKTh Kh
(GLP) h Mepbt npeAocropoxHocrh npr pa6ore c peafeHraM[.

3A5OP h floaroToBKA

Erba Hypoclean CC npe4uasxaqeH 4.r1ff nphMeHeHilF c o6paeualil4
KpoBh, c 9,{TA atruxoary.rrffHroM. O6paarlur 4nn
reMaro.norhqecKofo aHa,nh3a Moryr xpaHhrbcn 4o B vacoa nFr
(+15+30) o 

t nu Ao 24 ,1acoe noc,ne c6opa - B xo.noAhn bHraxe(+2 !o
+B) " C,

NONTOTOBKA PEAIEHTOB

- 9Tor peafeHT roroB K Hcno.ib3oBaHhto 14 Mol{er npfiMeHffTbcff
npFMo h3 xonrefiHepa; HHKaKaF cneL{ilanbHaF noaroroBKa
peafeHTa He rpe6yercn.

- Ocraeure peareHT nph KoMHarHofi rennneparype B relleHhe no
xpaftHeil nnepe 12 qacoe.

hQJ]gab=3o=Ba!lUEpeueua

ilpe4ynpex4eHre

- x pa6ore AonycKatorcff To,4bxo o6yvenHule cneL{zarilcrbl

- Bo epennn exe4Heenoil npoqeAypbt rexHhqecxofo
o6cnyxueanua BbtnorHhre \uRA oqrlc-tlut HaK yxa3aHo B

pyKoBoAcrBe no.i.t b3oBaTe.nff npra6opa.

- 3p6a Hypoclean CC xpanuru nph t or 15 ao 30 " C.

- Cpox ro4nocrr 15 mecnqee orAars lr,rcroBleHlflt npn
xpaHeHhLl npu sa4aHnofi TeMneparype


