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l. i
YkasaTb B Taonmub 1 akTyanbHble BEPCUM MHCTPYKLUMA ANS CNEAYIOWNX yanenpy:

KaTanoxHbl it
Homep (Code)

6844288

1924547

1515808

1053180

6844464

6844463

MepeyeHb MHCTPYKUKIA HA MeanUUHCKNe nsgenns B Mpuno>keHun 1

UmiMciiOBauite B PY
(Description wT RC)

ANT - Alanine
Aminotransferase
(ALNY)

Xeneso - Iron (FE)
XKeneso - Iron (FE)

LLlenoyHas docaTasa -
Alkaline Phosphatase
(ALKP)

PedhepeHCHbI pacTBop
anektponutos, ERF 300

PedhepeHCHbI pacTBOp
anektponutos, ERF 800

MNaHmeHoBIWHE HA AHT .
(Eng product description)

Alanine

aminotransferase
(ALTV)

Iron (Fe)
Iron (Fe)

alkaline phosphatase
(ALKP)

ElectroljTe Reference
Fluid,-ERF 300

Electrolyte Reference
Fluid, ERF 800

Homep
miCTpTKttuB

J65397 R
U

C-211A
C-211A

MP2-
37 RU

J56119 R
U

J56118 R
U

Bepcusa
(Version)

ver 3.0

ver 11.0
verll,0
ver 11.0

ver 2.1

ver 3.0

Tabnpuya 1

Position in RC/
Mosuuyns s PY
2007/0111 from/OT

15
128
128

175

V.7

Il. MpUobLLMTL aKTyalbHble BEPCUW MHCTPYKLMIA Ha MeLUUUHCKUE u3genna n3 n. | Tabnuupl 1
HaCTOALLEro AOKYMeHTa K lNpraoxeHwo 1
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fProduccs

VITRCPS*

Chf.mlstry |

NHCTPYKUNA

I/ITROS anda onpeAeneHna anaHnHammHoTpaHcdepassl

AnaHnHamuHoTpaHchepasa (ANT)

Ha3HaueHune ~

ALTV

Alanine Aminotransferase

TonbKo ANS ANATHOCTUKK invitro,

PeareHTbl VITROS ALTV Ha cnaiigax npegHasHauyeHbl 418 KONUHECTBEHHOrO onpeAeneHns akTUBHOCTMN

®CbIBOPOTKE M Nia3me KpoBM Ha aHanusaTtopax VITROS 250/350/5 1FS/4600/

XT3400 n uHterpmpoBaHHbix cuctemax VITROS 5600/XT 7600. ismepeHne anaHnHammHoTpaHcdepassbl

urprarmm™

OGuee onucaHue Tecta

HeW cTpg™Tl "’

°"P«AeneHHbIx 600e3Hel neyeHn (Hanpumep, BUPYCHbIX renaTuToB U

depMeHT anaHnHamuHoTpaHchepasa (A/1T), BOBNEYEHHbI, B MeTab011M3M aMUHOKUCNOT, HailjeH BO MHOIMX TKaHAX

Ffofrna ANrtro

~ nogxenyaouHas xxenesa. CnegosatefqibHo noBblMHue

ypoBHSA AJIT accouMMpoBaHO Kak C HapyweHnamMun pa6oTbl neyeHn, Tak U ¢ Apyrumun paccTpoiicTeamu, Hanpumep'

ZZZrulr

6°Ae3Hblo, cMHApPOM Pesa, pa6fomMnonns, Mmo3 T, MUOKAPAUT U

VIHdJapKT Muokappga. B ¢BsA3u ¢ Tem, YTO ero oCHOBHas-flokanusalunsa Haxo4UTCsA B MEYEHU, TO MOBbILIEHNE YPOBHA

ANT B KPOBU NO3BONAET C BbICOKOI AoONell BEPOATHOCTU npeAnonarate NOBpeXAeHUe neyeHu

noaTomy

n3mepeHusa AJIT yauie BCero MCNob3yl0T B ANAarHoCTUKe 1 Npu nevyeHnn 3aboneBaHnii neveHu.

MpuHuunsl Mpoueaypbl

nonTx Tl
Fe|3nlunrnrn
U .

npeAcTaBAAOT CO60/ MHOTOCNOWHbIA aHaNMTUYeCKWA 9N1eMeHT Ha NONNICTepOoBOI

HaHOCWTCA Ha cnalg 1 paBHOMEpPHO pacnpeAensieTcs no ero/NoBEPXHOCTH NPU NOMOLYK

B C/IOM~PaCNoOOXEeHHbIe HMXKe. B cocTaB pacnpegeastoowero cnosa sxogut chcrpart AAT

- L-anaHuH u o-keTornytopart HaTpua. AnaHmHamMmHoTpaHcepasa KaTtanm3npyeT neperHoc awHorpynne L anaHnHlk a
KeTornytopaty B NpUcyTcTBUM nupupokcun-5-gpoccara (P-5-P), 4To npuBoauT K o6pasosaHuto nup~lrftanrnlfamra

npyBaT okucnsetcs fo auetundocdarta.m nepokcnuga Bofopoga NMpyBaTKMHA30M. @UHanbHbIM Wwar peakumm BknvaeT B
ceb6s KaTanusnpyemyto nepokcUAoM KOHBepcuio 6ecLBeTHOro KpacuTens B OKpalweHHbili. YpoBeHb KOHBepcun 6eclfeTHOro
pacuTens oueHWBaeTCA C MOMOLLbIO OTpaxaTeNbHOW CNeKTpothoTOMEPUN. YPOBEHb U3MEHEHUA OTpaxaTenbHOW
nponopuynoHaneH ypoBHiO (PepMeHTATNBHOI akTUBHOCTU B o6pa3ue. KOpOTKOBONHOBLIV (OUALTP OTCEYEHNA HA NMOM N Ke
cnanpos MUHUMU3UPYeET ahhekT NycToin Npobbl Npu cayyaitHoOM nonagaHun B fnpolecce pasBuTma ok™NalBaHus

Tun TecTa 1 ycroBus peakLijim

MpuHunn
N3mepeHunsa

VITROS

AHanusaTopbl™ Bpemsa nHkyGaynu Temnepatypa AnuHa BONHBbI

5600, 4600, 5,1 FS;

MHoroTo4euHblii  250/350, XT7600, 5 MUHYT 37 "C (98.6 'F) 670 HM 7
XT3400 "
Cxema peakumu
ANT

anaHuH +a-rnytaoart
nupysart + raytamar

Mupuitokcenb-Bubocat

nupyBaTt +dochaT + o . MupysaTokcHUam 3

Mepekucb Bogopoga +auetundgoedar+CoOr

Mepekucs, Bogopoga +XpoMoreH nepoxcnaasa A
Kpacutenb
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VATTRCpsS™

NMPEAYNPEXAEHWA W MEPbI BE3OMACHOCTW ~~ -

Tonbko gna guarHoctuku N

BHUMAHWE. Mpu pa6oTe o MmaTepuanamu n o6pasuamy 4e0BEYECKOTO MPOUCXOXAEHUA NPpUHUMaliTe
Mepbl NPeA0CTOPOXHOCTU. MOCKONbKY HN OAUH MeTOA TECTUPOBAHUS HE MOXeT
rapaHTMpoBaTb OTCYTCTBUA BO36yaunTeneli nHdekyun, cnegyeTt paccmatpusatb Bce
O0TWHUYeOoKne 06paslbl, KOHTPONN M KanMGpaTopbl Kak NOTEHLNANbHO UHMULUPOBAHHbIE.
O6pauwaiitech c o6pasuamu, TBEPAbIMU NXKUAKMMN OTXOAAMMU M KOMNOHEHTaMu TecTa B
COOTBETCTBUM C MECTHLIMU HOPMaMu M AUPEKTUBOW WHCTUTYTa KAUHUYECKUX U
nabopaTopHbIX cTaHfapToB M29™ nnu gpyrumu ony6aMKOBaHHbLIMU AUPEeKTMBaMK Mo
6nonornyeckoin 6e3onacHocCTy.

Mo yTouHeHUo cneundurUecknx Mep NpejoCcTOPOXHOCTN Npu padoTe ¢ KanubpaTopamu, MaTepranamMmu KOHIPOAS KayecTBa u

PeareHThbl:
v Cxema cnaiifia 1 BepxHeemoKpbiTHe
KoMnoHeHTbI craiiga A P e
2. PacnpefenurenbHblii cnoi
PeakTnebl Ha cM™ (Ba3o:
HarnpHii A-KCTorsytopar;
Hatpusa o-ketornytapat 0,204 wmr; L-anaHun 0,108 wmr; 2-(3,5- L-a v
AuMeTOKcU-4-rnapokendeHnn)-4,5-bla(4-gumetTunammHopeHmn) 3. Cnoii pearenta
nmugason 37,5 MKr; HaTpua ocdart 42 MKr; HaTpus Gythep pH 7,35:
nnpuaokcanb-5-thoccar 22 Mkr; nupysaTt okcugasa (Aerococcus 6eCLI,BETHbII7I‘ Kr;acme Mb:
sp.) 0,2 ME n nepokcupasa xpeHa (kopeHb xpeHa) 0,5 ME: FLUPYBAroOKUNAaa; '
Mpoune KOMMNOHEHTHI Mepokcnaasa;
CeA3biBatoWmne sewecrsa, bydeps, NUIMEHT, cTabuan3atopsl, 4 noHIE:'(I;[))'I(/IfaI'IHpVIp,OKXB.ﬂb—5-d)00(*)aT
nornoTuTenb, KodakTopbl hepMeHTOB, contobusatop kpacutens, 5' ¢M'E]t_|pr OTCEUEHU KOPOTKIX
nonepevyHo-cBA3bIBalOLME areHTbl, cypakTaHTbil KpacuTenmn BOMH
GunbTpPOB.
6. HuxHee ocHOBaHMNC
Ob6palleHune c KapTpuLxem
BHUMAHWE: He ncnonb3yiite.KapTpuaxmu cnaiifjos 0 NOBPeXAEeHHON WIW-HErepMeTU4HO 3anevyaTaHHOW

YyMN3KoOBKOU

«lpoBepbTe YNakoBKy Ha NpeaMeT MOBpeXAeHUs.
BHELLITHO ynakoBky ocTpbiM npeameTtoM, usberainTe nospeajeHns UHANBUAYANbHOM

[MoaroToBKa peareHTa

BAXHO: KapTpupx co cnaifamun AomMKeH JOCTUYb KOMHATHON TemnepaTtypsl 18- 28'C (64 - 82'F1
M6ped pacnakoBKOl W 3arpy3koii B ycTpoiicTBo.mogauu, Z

1. N3BneknTe KapTpumX nxpaHumnuuia.

2~ T H ' n ™ « N e p a Ty p e BTedyeHne 30 MUHYT Npu U3BMEYEHUN U3 XONOAUNbHUKA UANE0 MUHYT nocne

3. PacnakyiiTe KapTpugX=u 3arpy3ute B yCTPONCTBO Nojayun cnapgos:

HPMMELIAHME; 3arpyska kapTpuaxei fonxHa 6biTh. Npon3BejeHa B TedeHne 24 4acoB C MOMeHTa
[OCTUXEHUSA UMW KOMHATHOW Temnepatypbl, 18 - 28 °C (64 - 82 *F).

XpaHeHue W CTabuIbHOCTb PeareHToB

«mnma'" W uncnX”™ geuw 6-/[ -nun yKkasaHHbIX yCnoBuii
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PeareHT
YcnoBusa xpaHeHus CTabunbHOCTD

9 o
He BCKpPbIThIi XonoansnbHuk 2-8 °C(36-46 °F) S 3 mecsuya
3amoposka §-18X (SOT) Becb CPOK rogHOCTH
H ananusatope
BCKPbITHI P AHanusatop BKn. S 2Hegenb
3a aHanusatope AHanusaTop BbIK/. S 2 uaca

MpoBoANTe KOHTPO/b KauyecTBa, eciu:

- Ecnu cuctema oTkntouvanack Ha nepuog 6onee 2 yacos

mcnos5baolfaHnT ™'’ n3BneKanueb 13 ycTpoicTBa Mojavynm U XpaHUNUCb C Wenbio AanbHeilwero

C6op, NoAroToBka 1 xpaHeHus o6pasLoB
PekomeH[0BaHO;

e ChbiBOpOTKaA
« [Mnasma: renapuH

BAXHO: Mo coobueHnsm, HekoTopble ycTpoiicTBa c6opa o6pas3L,0B 0Ka3blBalOT BNANAHUE HA Apyrue
aHanusupyembie BelecTBa U TecTbl B CBA3K C CylW eCTBOBAHUEM Pa3/INUHbIX YCTPOWCTB 415
B3ATMA o6pasyos komnaHna ORTHOACLINICAL DIAGNOSTICS He MOXeT AaTb /0AHO3HAYHOIO
yTBepajeHua OTHOCUTeNbHO paboTbL.CBOUX NPOAYKTOB C 3TUMK ycTpolicTBamu. ¥Y6egutecb 4to
YCTPOWCTBO 3360P3 COBMECTUMO CAaHHbIM TECTOM.

He peKkomMmeHA0BaHO:
. K2EDTA nnasma

CoiBopoTka ¥ lMnasma

C6op v noaroToBKa 0opasLia

CobupatoT o6pasybl, NCNONb3Yya CTaHAapTHble nabopaTopHble npoueaypbl, =

I'Ipmmeanme: nogpo6HocTAMU /Mo noBoAy Tpe6oBaHuit K MnHumansHomy o6semy oGpasua cnegyet
obpawartbcs K pabouuM MHCTPYKUUAM K BalemMy aHanusartopy.

MoaroTtoBka nayumeHTta
CneunanbHO NOATOTOBKU He TpebyeTcsa.

CneunanbHble NpeaocTepexeHns

N3N X'po6.' CbIBOPOTKW MW NNa3Mmbl OT ErycTka pekomMeHAo0BaHO NPoOBOAUTL B Npegenax 3 aHew

O6paLLieHvie ¢ 06pasLiaVM 1 UX XpaHeH e

O6pasybl cnefyeT XPaHUTb B 3aKPbIThiIX EMKOCTAX ANS NpefoTBpalleHns 3arpsA3HeHns u ncnapeHus

io ?p7BelellaHninl"® Temnepartypa 18-28 »C (64-82 T)

BAXHO: He 'samopaxusaiite o6pasubl

XpaHeHue n CtabunbHoCTb 06pasLos

XpaHeHne TemnepaTypa
KomHaTHas TemneoaTtyoa 18-28 “C (64-827T) S 18 yacos
XonoAannbHUK 2-8 “C (35-464T) S 1 Hepensa
Mopo3snnpHan Kameoa S -18 “C (S O°°F) He pekoMeHA0BaHO

npe,CLOCTaB!'IFIeMbIe MaTepuanbl
V1TROS ALTV ans onpegeneHna anaHnHammHoTpaHchepassl

Perucrpaunsa MU B Pocagpasranzope
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Heo6x0,q|/|Mb|e, HO HE npepnocTaB/AEMbIE MaTepunabl
. VITROS 6uoxumunyecknin npogykt Ha6op kanubpatopos 3 (Calibrator Kit 3)
. VITROS 6uoxumuyecknin npoaykt KoHtpons I u Il (Performance Verffier 1n 1)
. VITROS pacTteop 7% BSA

VITROS FS ynakoska pas6asutens 2 (FS Diluent Pack 2, BSA/®uspacTtsop) (passegeHue Ha 60pTy aHanusatopa)

PEKOMEH,CI,aLI,VII/I anAa pa6OTbI
ExefiHeBHO npoBepsAliTe Heo6XxoAUMbI/E 06beM peareHTOB Ha 6GOPTY CUCTEMbI ANS 3an/aHUPOBAHHOTO 06beMa padoThl
[ns pononHUTENbHOR NHGpoOpmMaLmmu, cnegyetT o6paTUTbLCA K PyKOBOACTBY onepaTtopa /18 Ballero aHanunsatopa.

BAXHO: <
Heo6Xx0AMMO BblAEPXMBATb BCE XUAKOCTU U 06Pa3Lbl NP KOMHATHOW TeMnepaType A5 NpuUBeAeHUs

nx Kk TemnepaTtype 18-28'C(64-82T)po0aHanusa

Passefenne O6pasLos

Ecnu KoHueHTpauma anaHuHamuHoTpaHcdepasbl B 06pasue: BEIXOAUT 3a NpeAenbl AUHAMUYECKOTO UHTEpBana BbINOMHUTE
cnepayoline npoueaypbl:

PasBepeHune Ha 60pTy aHanusatopa (Tonbko VITROS unterpuposaHune cuctembl 5600/XT7600 u

6unoxumnueckne aHanusatopbol VITROS 250/350, 5,1 FS/4600/XT3400)

Ana nonyyeHna 6onblweil nHpopmayum obpaTnutech KPyKOBOACTBY NONb30BaTeNs Bawel cUCTeMbl

NHTErpmpoBaHHbIX cuctem 5600/ XT 7600 n6noxnmmnyeckmx aHannsatopos VITROS'5,1/'FS/ 4600 ncnonb3yiite
VITROS FS ynakoBka pas6asurtens 2. n~

Ans VITROS 250/350/ XT3400 ucnonb3yiite B kKauecTBe pasbaButens 7% 8SA.

PyuHoe pa3BefeHue o6pasyos
1. Pa3Bepute o6pasel ¢ nomowsbto VITROS 7% BSA,
2. MosTopuTe aHanus

o6pas*ue’* M pesynbTaT Ha hakTop pas3BeAeHns 4NA NONYYEHUA KOHUEHTpauun anaHnHaMuHoTpaHchepasbl B UICXOAHOM

Kannbposka ~ —
HeobxoanMble KanmbpaTopsbl
VITROS Hab6op kanu6patopos 3

MpWroToB/eHVe KanmbpaTopa, 0bpaLleHNe ¢ KasimGpaTopoM 1 ero XpaHeHve

MNHdopmayns o pasBegeHnn M NCNosib30BaHNN KannbpaTopos COAEPXKUTCA B COOTBETCTBYIOW e UHCTPYKUUKN K Habopy
KannépaTtopos.

Mpouenypa KamopoBKU
O6patuTecb K UHCTPYKUMN ANA RONB30BaTeNa ANSA Balleldl cucTemsl.
Korpa Heob6xoaAnMo Kannbposathb:

. Mpn n3MeHeHUn Homepa /loTa peareHToB.
Mpun 3ameHe BaxHbIX fgeraneil npuéopa, NnpoBeeHHOR Npu cepBUCHbIX\paboTax NUNn Texo6cnyxmBaHum.
Ecnu atoro TpebyloT ycTaHOBNEHHbIE 3aKoHOAaTeNbCTBOM TpeboBaHns. Kak npumep, B CLUA TpebyeTca NpoBOAUTL KannbpoBKy
UM ee nNpoBepky Helpexe, yem pa3 B 6 MecsLeB.
B Tom cnyuae, ecnm/pe3ynbTaThl KOHTPO/IbHbIX MAaTepnanoB MNOC/NeA0BaTeIbHO BbIXOAAT 3a Npefesbl AONYCTNMbIX 3HAYEHWIA.
. Mocne BbINOMHEHNSA OMPefeNieHHbIX CEPBUCHBIX NpoLeayp
Bonee nogpo6Has nHhopMaumna cogepxutca B PyKoBoACTBe N0 3KCAAyaTaynn COOTBETCTBYOLWENA CUCTEMDI.

BbluncneHusi

CKOPOCTb M3MEHeHUs oTpaxkatolleid cnocoGHOCTU onpeaenseTcss Ha OCHOBAHUM Noc/fefoBaTeNlbHO PerucTpupyembix
3HaYeHU oTpaxatouiein cnoco6HoCcTM cnanfga npu 670 HM B TE4€HUe 3a4aHHOro Nepuofa MHKy6auumn. 31a CKOpPoCcTb
ncnonb3lyeTcs Ans BblUNCNEHNA aKTUBHOCTW hepMeHTa B COOTBETCTBMM C MHOTOTOYEYHON MOJeNblo KafimopoBKy, 3aaHHoR
nporpamMMHbiM-g6ecneveHnem. Mocne nposefeHNa KanMbpPOBKU AN AaHHOW cepuun cnaijos, aKTUBHOCTD:
anaHnHamumHoTpaHcepasbl B HEM3BECTHbIX 06pa3sLax MEXET 6biTb ONpeAeneHa No CKOPOCTU U3MEHEHUS oTpaxaloLei
CNoCO6GHOCTH,~OMpeaeNneHHOl ANA KaxAoro cnaliga Hem3BecTHoro obpasua.

[0CTOBEPHOCTL Ka/IMOPOBKM

MapameTpbl KanMGPOBKN aBTOMATUUYECKN OLEHWBAOTCA/CNCTEMON NO CPAaBHEHUIO C HABOPOM MapamMeTpoB KayecTBa, NPUBeAeHHbIX
Ha akpaHax Coefficients n Limits cuctem VITROS 250/850 (B cmcTemax MHTerpmpoBaHHbix cucremax VITROS 5600/XT 7600 u
cnctemax VITROS 5,1 FS/4600/XT3400 cmoTpuTe.3kpaH Review Assay Data). HecooTBeTCcTBUE MpejBapuTeibHO 3afaHHbIM
napameTpam KayecTBa NPWBOAUT K HEYA0BNeTBOPUTeNbHO KannbpoBke. [ina onpefeneHns AeNCTBUTENbHOCTU pe3ynbTaToB
KannbpoBKM OTYET 0 KannbpoBKe cneAyeT NCMONb30BaTh BMeCTe C pe3yfbTaTaMy KOHTPONA KayecTsa.
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V3mepsiemblin fpanasoH

O6wenpunaTeie Ex. n CUEL/N) AnbTepHaTuBHbIE Ea.(MKKAT/N)

4-750 0.07-12,53

MeTponornyeckas MPOCNeXMBaEMOCTb Ka/IMOPOBKU

Kkann6patopos 3 4N anaHWHaMWHOTpPaHcgepasbl, UMET NPocaexXuBaeM A0 MeToAa, PeKOMEeHA0BaHHOTO
MexayHapoaHoii ®epepauneii Knuuuyeckoih Xumun (IFCC) gna onpegeneHus anaHuHamuHoTpaHchepasb.®

KoHTponb KayecTBa
Martepuanb! gna KoHtpons Kadectsa

BAXHO: KoHTponbHble MaTepuansl, Takme kak VITROS 6noxumuueckue nagenns KoHtponb Iu Il pekoMeHAOBaHbl NS
MCNONb30BAHWUA HA WHTErpMpPOBaHHbIX N Buoxmmuuecknx cuctemax VITROS, Mpu npumMmeHeHUn Apyrunx

KOMMEpPYEeCKN AOCTYNHbIX KOHTPO/IbHbIX XuaKocTeli HE06X0A4MMO OLEHUTb UX COBMECTUMOCTE C JAaHHbBIM TECTOM
AO0 NCNONb30BaHMEM UX ANA KOHTPONA KayecTBa.

[pyrue KoHTponbHble maTtepnansl (He VITROS n3genna) moryT gaBaTb pPacxoX/jeHWs B CPABHEHUU C APYTUMU MeTo,u,aMM
onpejeneHns anaHMHamMUHoTpaHcdepasbl B CAyyasx, KOrga oHu:
- OTAeneHbl OT YeNlOBEYECKOTo MaTpuKca

-CopepiarT BbICOKME KOHLEHTpaLunn KOHCEePBAHTOB, CTabUNnM3aTopoB UAN APYrux HedU3nonornyeckux 4o6aBok.

epMeHTaTUBHasA aKTUBHOCTb MOXET TakXe BapbupoBaTb B 3aBUCUMOCTI OT UCTOYHMKA hepMeHTa, TeMnepaTypbl pacTeopuTens u
BpeMeHN aKTUBWPOBaHWA Nocfe pasBefeHus. HAYOUPUIBAS 1

He VICI'IOJ'Ib3yl/ITe KOHTpPO/bHbIE MaTepuansbl, CTa6I/U1VI3VIpOBaHHbIe 3TUNEHTTNKONEM.

PekoMeHAaLMKM MO NPOBeAEHNIO KOHTROAS KavecTBa

e BbiGupaiiTe KOHTPONbHbIE YPOBHU, COOTBETCTBYOLIME KIMHUYECKN peneBaHTHOMY AManasoHy.

Mepep nnu Bo Bpema 06paboTkn obpasua RalmeHTa BbINONHANKTE aHanM3 MaTepnanoB KOHTPONS KayecTBa aHaNorMyHo
aHanus3y o6pasLoB nayueHTa,

"MocTe Kan°w 6poskn'™ CUCTEeMbl KOHTPO/IbHbIE MaTepuansl cneiyet aHaU3npoBaTb B CEAYHOWMNX Cydanx:

- B cCOOTBETCTBUM C MECTHbIMW HOpPMaMU WAW, No KpaiiHeil Mepe, pa3 B ;leHb, KOrja BbiNOMHsAeTCA TecT
-MocTe BbINOMHEHUA MpPeANUCcaHHbIX onepaLuili TeXHUYecKoro o6¢cnyXmBaHna. CMOTPUTE MHCTPYKLMUN NO 3KCMyaTauum cucTembi:

Ecnn nonyyeHHble pe3ynbTaThl HAXOAATCA 3a Npejenamu gnanasoHa NpuemMaeMblX 3Ha4eHU, nepes oTYETOM O pe3ynbTaTax
aHanusa o6pasya naymeHTa caeAyeT BbIICHUTb NPUYNHY OTKJOHEHWIA.

Ob6uwwue pekoMeHpaunu no KOHTPONKO KayecTBa MMEKTCA B JOKYMEHTe «CTaTneTmyeckunii KOHTPO/Ib KadecTBa KO/IMYECTBEHHbBIX

M3MepeHuii: NPUHLMUMbI 1 oNpejeneHns; ofo06peHHble peKoMeHAauumn» - 3-e n3faHune ®UAN UHbIX U3JAHHBIX PYKOBOACTBAX.
 [JlononHuTenbHas MHGpOPMaLNS MMEeTCA B MHCTPYKLMAX MO dKCNayaTalum ‘CucTemsl.

MpWroToB/eHe MaTepUasioB-A/1si KOHTPO/IS KauecTBa, 06palligHre N XpaHeHve

CMOTpUTE MHCTPYKLMIO K Habopy VITROS 6uoxumunyeckum npogyktam Kowrponb In Koutpons Il

PesynbTathl

EonHuMybl n3mepeHna n KoHBepTupoBaHue

Ha aBTomaTuuyecknx aHanusatopax VITROS MoryT 6biTb BblGpaHbl pa3fiMuHbie eAUHULLI U3MepeHunii pe3ynbTates ALTV,

O6wenpuHaTHie EA. 1 CU ANbTEpHATUBHbIE Ef.

EA/N mKkaT/n (EL/N x 0.0167)

OrpaHuyeHus Mpoleaypsl

V3BecTHOe B3auUMOZECTBME C BelLleCTBaMMm
CbIBOPOTKA U [UTa3Ma. KpoBA

MeTo[ ¢ Buoxumuyeckmumu npogykramu cnaipgamu VITROS ALTV 6bin onpo60oBaH 0 pasnnyHbIMU UHTEPGh EPUPYIOLLUMN
cybcTaHymaMu, cnegya npotokony CL81 EPO7'». Cy6eFaHumnm, nepevyncneHHble B Tabnuue, npyu TECTMPOBAHNMN B YKa3aHHbIX

KOHLEeHTpaynax, Bbi3blBanu oTKNOHeHNe. [na cybCcTaHUMi, KoTopble 6bIIN NPOTECTUPOBAHLI U HE-MHTepepuposanmn, o6paTutecs K
pasgeny «CneynduyHocTb».
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iHrl

UnTepdepenT’ NHTepdepupyrowas
KOHLeHTpauus
N- 49 mr/an 3 mmonb/n
auetunauncTenH" 38 mr/gn 2,3 Mmmone/n
11 mr/gn 0,353 MMonb/n
Tonasamupg
10 mr/gn 0,321 mmonb/n

AKTUBHOCTb anaHuHaMnHoTpaHcdepassl

TpagnLnOHHbIE 1
AnbTepHaTUBHbIE

CW egunHnubl
(ME/n) efuHuLbl (MKKaT/n)
62 1,04
298 4,98
64 1,07
291 4,86

caBur

TpaguLuNOHHbIE 1
CW eanHuubl (ME/n)

AnbTepHaTUBHbIE
eanHULbl (MKKaT/n)

-8 -0,13
-25 -0,42
-8 0713
-24 50,40

pes3ynbTatbl MOryT HE3HAYNTE/IbHO OT/IMYATLCA NO NPUYNHE MEXTeCTOBOI BapWaHTUBHOCTU. YPOBEHb NHTepepeHLn Npu KOHLEHTPauusaX, OT/IMYHbIX

0T NepeyncneHHblX, NpeackasaH 6biTb HE MOXeT.

ypoBeHb N-aueTunuuctenHa npu 15 Mr/gn, KOTOpbIi COOTBETCTBYET TPEXKPATHOMY YPOBHIO B CbIBOPOTKE MOC/E NepopabHOre-AoTPe6/eH!s B 403aX
£0 14000 Mr v npy BHYTPUBEHHOM BBegeHUM B fo3e 600 Mr, He Bbi3blBaeT CABUra.

Jpyrve OrpaHnyeHVs

BblCOKME ypOBHM nupyBaTa Bbl30BYT nosasneHune gpnaros TR unubDP. Takne o6pasubl Heo6xoAMMoO pa3BecTi Lyactb o6pasua + 2

yactn 7% BCA (3x) n noBTOpUTL TecTupoBaHue. Ecnu kog DP .66 BbI3BAH NMPYBaTOM, TO OKOHYaTeNbHbIi-pe3ynbTat ALT moxeT

6bITh HOpManbHbIM NNN NPOrHO3MpPOBaTbLCA B Npejenax aManasoHa N3MepeHnsa CUCTEMbI.

M3BecTHO, HTO HEKOTOpbIE IeKapcTBa W KNUHUYECKNE YCNI0BUsS BbI3bIBAIOT N3MEHEHUS aKTUBHOCTW anaHuHamMuHoTpaHcdepasbl B
ycnosuax INVIVO. fononHuTtenbHble cBefeHNA NpuBefeHbl B OAY6NNKOBaHHbIX paboTax. 11.12

Oxunpaemble 3Ha4YeHNA
PethepeHcHbI vHTepa™

O6bwenpuHaTblie EA-(ME/n)

XKeHWwmnHbl <35

My>XUunHbI <50

<0,58

<0,84

AnbTepHaTuBHble EA (MkkaT/n)

Kaxxgas na6opatopua fo/mkHa NOATBEPXAATb JeiCTBUTENbHOCTb 3TUX MHTEPBANOB ANA NONYNAUUN, KOTOPYlo uccneayerT.

XapakTepucTukn npou3BOANTENLHOCTH

MeTtog CpaBHeHUA

Fpacdukn ntabnuuya nokasbiBalT pe3ynbTaTbl CPaBHEHNA 06pa3L 0B, NPOAHANN3NPOBaAHHbIX HA MHTETPUPOBAHHON CucTeme
VITROS 5600, ¢ o6pasuamu, npoaHann3mpoBaHHbIMWN CpaBHUTeNbHbIM MeTogoM IFCC,® WcnbiTaHna cooTBeTcTBOBAMN CLSI

npoTtokony EP09,"™

Tabnuubl TakXe oTpaxatoT pe3ynbTaTbl cpaBHeEHUA cuctem VITROS.250/350, 5,1 FS n 6noxmmnyeckoit cnctemoli4600 c
NHTerpupoBaHHo cuctemoii VITROS 6600.

TecTupoBaHue NpoBOAUNocL cornacHo CLSI npotokony EP09. N
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NHCTPYKU/A

ObwenpuraTeie u CU eanHnyb ANbTepHaTUBHbIE efNHNLbI

Metop cpasHeHusi: IFCC

(ME/n) MeTop cpasHenus: IFCC

(MKkat/n)
Obuwenpurateie n CU (ME/n) AnbTepHaTUBHbIe Ef. (MKKaT/n)
K-BO HaknoH  Koacb-T
[vana3oH [vana3on
Koppenayum
AKTUBHOCTK aKTMBHOCTHU
o6pasua WHuTepcenTt Sy.X o6pasua MHTepcent  Sy.x
560011 npoTue 124 1,01 0,999 6-728
) ) - 15 8,0 -
mMeToAa cpaBHeHUs oz 0024 o
350 npotus 560011 127 1,00 1.000 9-733 0,2 3,5 0,15-12,24 0,002 0,06
4600 npoTus 127 1,00 1,000 9-733
) ) - -0,1 2,9 - -
oot 0,15-12,24 0,002 0,05
5,1 FS1 npotue 12/ 0,99 1,000 9-733
, , - 0,4 3,7 -
coo01s 0,15-12.24 0,006 0,06

t Bce xapaktepucTuku npoussogurensHoctu ansa VITROS 5,1 FS aHanusartopa npumeHumbl K cucteme VITROS 4600.

tt Bce xapakTepucTuKu NPOU3BOAMTENLHOCTU Ans cucTeMbl VITROS 6600 npumernmbl ans VITROS XT 7600 nVITROS XT 3400

Bocnpon3sogmMmocTb

Bocnpon3BoAMMOCTb OLeHUBANACL NPU NOMOLLM KOHTPONbHbIX MaTepua/ioB 1 Tpex NyaoB 06pa3L0B NaLMeHTOB Ha BUOXMMUYECKNX
cuctemax VITROS 350/5;1/4600 n nuterpuposaHHoii cucteme VITROS 5600 B cooTBeTCTBUMN C NpoToKonom CLSIEPOS5. is
[laHHble NpeAcTaBNAOF €000/ NnokasaTenn NPon3BOAUTENbHOCTU TECTa M AaloTCA B Ka4ecTBe PyKOBOACTBA. BapnabenbHOCTb, CBA3aHHas C

YCNOBUAMMN XpaHeHUs nobpaleHns c o6pasLamn, yCIO0BUAMU XPAHEHNA 1 06palleHUs ¢ peareHTamu, UCMob3yeMbiM 1abopaToOpHbIM

060py,ﬂ,OBaHVIeM n.KayecTtsom 06Cﬂy)KVIBaHVIﬂ aHanmnsaTtopa, MOXET NOBNMATbL HA NPOU3BOAUTENBHOCTbL TecCTa.
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XapakTepucTuku npoussoanTenbHocTn ana cuctemol VIFFROS 5600 npumeHumbl ana VITROS XT #7Z6M n VITRQS XT 3400.

350

4600

5600TT

5,1 FST

MX.p.Kr.p,,o..

Cpeapsa

aKTIBHOCTb

0.23
0.53
2.81
5.73
9.55
0.23
0.53

5.66
9.39

0.53
2.81

9.45
0.23
0.53

5.69

™
3 PO, 05 55

lNosTopsiemMoCTs'
SD CV%
0.002 0.7
0.003 0.6
0.020 0.7
0.035 0.6
0.055 0.6
0.002 0’7
0.003 0.6
0.6
0.027 0.S
0.063 0.7
0.7
0.008 0.6
0.015 0.5
0.028 0.5
0.053 0.6
0.002 0.7
0.003 0.6
0.033 0.6
b,,0p™
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KoHnBeHUunoHanbHble n CU eanHnybl (ME.n)

BHympom aHa"
SD CV%
0.002 0.7
0.005 0,9
0.025 0.9
0.045 0.8
0.080 0.8
0.002 0,7
0.005 0.9
0.027 1.0
0.028 0.5
0.082 0.9
0.002 0.7
0.005 0.9
0,018 0.7
0.037 0.6
0.078 0.8
0.003 1.4
0.005 0.9
0.022 0.8
0.042 0.7
0.077 0.8

BHyTp1 iaboparoput
SD o

0.005 2.1
0.010 1.9
0.043 1.5
0.078 1.4
0.104 11
0.003 1.4
0.007 1.3
0.030 1.1
0.055 1.0
0.114

0.005 2,1
0.010 1.9
0.038 1.4
0:060 1.0
0107 11
0.003 1.4
0.007

0.023 0.8
0.057 1.0
0.094 1.0

Kon-Bo

Ha6NAeHNA.

80
80
80
80
80

88
88
88
88
88

88

NESIENSISISISE )
=8
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CliPutitryl

Su

CreunmryHoCTb

He nHTepdepupytoLL e Belw ecTBa

BewecTBa, nepeyuncneHHble B Tabnuue, 66111M NPoTecTMpoOBaHbl ¢ NnoMoublo cnaligos VITROS AL1V cornacHo

npotokony CLSI EPO7 'o n He nokasann nHTepdepeHunn. YkasaHHble B Tabnunue KOHUEHTpaLMyM nokasanu cMeleHne

<8 ME/n npu 60 ME/n n cmeweHne <24 ME/n npu 300 ME/n.

AueTtamumHodeH
ApecdoBup gunuBoKcUn
Alprazolam

5-AMuHocanuuunnoBas
Kucnota

AmnogunuH 6esunnat
AMOKCULUNNWH
Ackop6uHoBas kucnota

Acnaprart-
aMuHoTpaHctepasa
(ACT)

ATopBacTtaTuH KanbLus
(Tpurupgpart)
beHasenpun (HCI)

Bunupy6uH,
KOHBIOTMPOBAHHbIA
Bunupy6uH,
HEKOHBIOTMPOBaHHbIN

bokenpusup

Kanbuuin go6esnnat
Ledaszonun Hatpus

CeOKCUTUH HaTpuA

CoeguHeHune
LedhTpnakcoH gnHaTpuii
remn (rentarugpart)
Ledypokcum
X0necTepuH

LiuknocnopuH-a

JekcTpaH 40
Aumepgpon (HC1)
AvnupoH HaTtpus
(MeTamunson HaTpua)
fo6yTamun (HCI)
Honamuu (HCI)
Ookcuuyuknuu (HCE)

Entecavir

3TAM3UNAT
CnnpT 3TUNOBbIIA
dypocemng

rnppat HaTpueBsoi
KUCNOThL

rnytatnox

rvnak (gnatpusoat
HaTpus)

20 mr/gn 1319 mMKmonb/n
7.4 mkr/pgn  0.148 mkmonb/n
0.20 mr/gn 6.48 MKMoONbL/n

0.4 mr/gn 26.1 mkmonb/n

14 mkr/an 247 umons/n
7,53 mr/pn 206 mkmonb/n
100 mr/gn 5.7 mmonb/n
750 ME/n 12.5 mMKKat/n
72.6 mr/gn 600 MK aKB/n
2.21 mr/pn 48 MKMONb/N
57.64 mr/gn 684 mKkmons/n
40 mr/gn 684 WMKMoOnb/N

0.54 mr/gn 10.4 mkmonb/n

2.3 mr/gn 55 MKMoOnb/n
126.1 mr/gn 2647 mKkMonb/n

69.5 mr/an 1547 mkmonb/n

o

KoHueHTpayuusa
87.45 MF/IN 1322 mkmons/n

60'mMr/pgn 1414 mkmons/n
500 mr/an 13 mkMonbs/n
0.563 mr/an 4.68 mkmonb/n

6 r/an 60 r/n
0.57 mr/an  19.5 mkmons/n
19 mr/gn 570 mMkmonb/n

26.7 mkr/gn 0.886 MKMONbL/N
111.6 mkr/gn 5.89 MKMONbL/N

3.24 mr/gn  67.4 MKkmonb/n
2.30 mkr/gn 0.083 mkmonb/n

3.14 mr/gn 119.3 mkMmons/n
400 mr/gn 86.8 mmonb/n
6 mr/gn 181 mkmons/ia

1.8 mr/gn 102 mMKmMoAL/N

91 mr/gn 3 MmoB/n

20.035 mr/gn  3155MKMonb/N
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néynpodeH 50 mr/an 2424 mkmons/n
WHTpannnng 800 mr/gn 8 1/n
N30Hnasng 4 mr/on 292 MKMONb/N
JlamuByAnH 2,1 mr/gn 91.6 ‘mKmMonb/n
JleBogona 0.98 mr/gn 49,7 Mkmonb/n
NeBOTUPOKCUH 100.2 mkr/gn 1.29 MKMonb/n
MeToTpekcaTt 94.5 mr/gn 2 mmons/n
MeTpoHungason 12 mr/an 701 mkmonb/n
HanpokceH HaTpuii 54.9 mr/gn 2173 MKMONbL/N
Omenpason 0.60 mr/an  17.4 mkmonb/n
OKCUKO[LOH 0.05-mf/gn 1,58 mMKMONbL/N
MernHtepdepoH 0.216-mKr/gn  0.112 HMONb/N

anba-2b (kak
nHTepdepoH a-2b)

MponpaHonon (HCI) 0.23 mr/an  7.78 mkmonb/n
Mcesgoadeapur (HCI) /1221 mr/gn  60.5 MKMOnb/n
Pn6aBupuH 1.07 mr/gn  43.8 MKMoOnb/n
Pucdamnuumnx 6.43 mr/gn  78.1 mMKmonw/n
CoefiMHeHMe KoHueHTpauusa

PacTBOp 6.2 mkr/gn 61.9 HMONBL/N
PocyBacTtaTunHa

Canuuyunnosas ‘kucnorta 45 mr/gn 3,258 mmonb/n
Cumenpesup 3.44 mr/pgn  45.9 mMKMoOnb/n
Codocbysup (Kak 0.42 mr/an  16.14 mMkmonb/n
MeTabonnt.GS311007)

CnUpoHOAAKTOH 0.06 mr/gn  1.44 mkmonb/n
cynbhanupuanHa 29.9 mr/gn 1200 mkmons/A
CynbghacanasuH 30 mr/gn 753 MKMOABLA
CypamMuHoBbIi HaTpwuii 30 mr/an 210 mKMoAB/N
Tefanpesup 1.44 mr/pn 21.2 mkmonb/n
Ten6uByanH 1.48 mr/gn  61.L-MKMONbL/N
TeHodoBUup 0.12 mr/gn 1.89"MkMonb/n
Ausonpokcundymapat

Teodunnnu 4 mr/gn 222 MKMONbL/n
Oo6wwnii 6enok 12 r/an 120 r/n
Tpurnuuyepunibl 800 mr/an 9.12 mmons/n
BaHkomuuymnH (HCI) 10.25 mr/pn 69 MKMObL/N

BapdapuH (Hatpuesas 1.072 mr/gn. 32.5 mkmons/n
conb)
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Cnosapb CMMBOJIOB

Cnepytoume CMMBO/bI MOTYT MPUCYTCTBOBATb

Mcnonb3oBaTb 40 AaThbl
MCTEeYEeHNs cpoKa rogHocTu
(roa-mecsiy-aeHb)

Kog napTuu unu Homep napTum
CepuitHblii HoMep

Homep no katanory mnm
KOZ npogykTa

OCTOpOXHO

Bepeyb oT Bnaru (3awmwatb
oT Bnarn/obipooTu)

MpowussoanTens

[aTta npoussofjcTBa

YNoNHOMOYEHHBI Npeg-
cTaBuTens B EBponeiickom
cooblecTse

KOppo3noHHbIi

OnacHblii 4Na 340p0OBbSA

FAPAHTUN

YTUAN3ALUWNA

MocmaTpun.t 1« ™o, T.p»Z

w
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Ha ynakoBke AaHHOro npojykra.

N

S1

S2

IHfiM/ n

BepxHnii npegen Temnepartypsbl c— — H
H i npege epa
VXXHWUI npejien Temneparypebl T |
OrpaHunyeHune Temnepartypbl o
irniiijin

e

O3HakoMbTech C Bepcueit
VHCTPYKLWIA MO NpUMEHEHUIO

BHumaHune! MHCTpyKuumn no
NPYMEHEHWIO N3MEHEeHbI

[ns Ucno/sb30oBaHNsA B WTATUBE
1ANns KapTpugxeii ¢ TecT-uunamu

[Ns UCAONb30BaHNA B WITaTUBE
2 gAsKapTpugKeit ¢ TeoT-yunamu

Yy2—1
MexpayHapofHas cucremMa
eanuny (CN)
YC/0BHbI® eqnHNLbI
3HaueHue

O
BocnnameHstowuiica

OYeHb TOKCUYHBIN

'««K-.PP.sbu»-Tpp5...

ERITE

AnanasoH

[vanasoH CpefHUX 3HAUeHNi

CpefHAA TOYKA

MposepeHo

3ameHseTca

[loctatouHo ans “"n" TecTtos

9

Yctpoiicteo MEIMLYHKOA
VEaHOCTVKA B na6opaTopHbix

YCNOBUSAX

Dar GrOne Punkt (3eneHas Touka).
[pon3soauTens cneayer
HOpMaTWBHbLIM TPE6OBAHNAM

MPK1 NCMOMb30BAHNN HEKOTOPbIX
YNakoBOYHbIX MaTepnasnos

OueHeHHoe B na6opatopun
CTaHfapTHOe OTKNOHEeHWe

OuyeHb OnacHbIii
AN 300p0OBbSA

TOKCUYHbIW B BOAHONW Unun
oKpyxatLeli cpega

H "6« " «P



O0630p U3MEHEHWUI:

Aata OB30P I/3veHeHwin

29-11-2019 fo6aBneH aHanusatop XT3400

OG6HOBNEHbLI CUMBObI

O6HOBNEHa MH(hopMmaLumna 06 EBponeiicKOM yNnoNHOMOYEHHOM NpeacTaBuTene
OTKOppeKkTMpoBaHO Ha3BaHue MponpaHonosa (HCI)
Jlo6aBneH HoOMep perncTpayMoHHOro yaoctoBepeHuns

YaaneHa ofHa nuTepaTtypHas cCblika MO.FEMONN3UPOBaHHbLIM 06pasyam

reMmonIn3npoBaHHbIX
” ]

N
}_aneHa nHdopmayms no TeKCTy, Kacatlyascs

OTPaXeH U3MEeHeHUs no cpam ﬁmm%ﬁ Bepcuei

YNONHOMOYEHHbII NpeAcTaBUTeNb NPOM3BOANTENA Ha TeppuTopun Pd:
OO0 OpTo-KnuHukan lmarHoctuke
‘MockoBckas o6nacTb, OAWHLOBCKWIA palioH,
nepeBHs CKonkoso, yn. Hosas, gom 100, nut.A A
Ten:+7 (499) 951-26-12

PeructpaynoHHoe ygoctosepeHue B P
®C3 2007/01001

CC

EC IREP

Ortho-Clinical Diagnostics

1500 Boulevard Sebastien-Brant
B.P. 30335

67411 llikirch

CEDEX, France

Ortho-Clinical Diaghestics, Inc.
(OpTto-Knuunkan fuarHoctuke, VHK)
100 Indigo Creek Drive

Rochester, NY 14626

USA (CLWA)

VITROS - 3apeructpupoBaHHblii TOProBbliil 3HaK

OpTo-KnuHukan JunarHocTuke.
© Ortho-Ciinical Diagnostics, 2017-2019

Ortho Clinical Diagnostics
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I~ roducts

VAITF=ICPS'

Chem jxtry |

NHCTPYKUUA

Fe

VITROS anda onpeaeneHunsa xenesa enesolron
151 5808
192 4547

Ha3HauyeHue -

TonbKo ANA AMarHoCcTUKY in vitro.

NCNoNb3yrTCA ATA KO/TMYECTBEHHOTIO onpejeneHne KOHUEHTpauwnn xenesa B

CbIBOpPOTKE, Nna3me Ha aHanusatopax VITROS 250/350/950/5,1 /4600, XT3400 n 5600, CT7600.

O6uwee onucaHve TecTta ~ e

Bont* aa yacTb Xenesa B OpraHn3mMe BXOAUT B COCTaB remornobnHa. OnpefeneHune xenesa B CbIBOOOTKE NOME3HO NNM
AvddepeHLManbHOW AUArHOCTUKY aHeMUNK, Xene3oaeUUUTHOW aHeMun, Tanaccemuu, nNpu NOAO3PEHUN Ha n~
cMpaepo6nacTUUecKyo aHeMUIO U OTPaBNEeHUAX XeNe30Co4EpPXalluMN COeAUHEHUAMU.

)ene_3a B CbIBOPOTKE MOBbIWEHa Npu [EMOCUAEPO3e, FeMOSIMTUYECKOW aHeMumn, Taaaccmemmmn
cnpepo6nacTUyeckon aHeMuu, renaTtuTax n OCTPOM HEKPO3e NeveHW npu renatute, remoxpomatose, HenpasnuibHOM
neyeHnn xenesocogepxalwumm npenaparamu v oTpaBlieHUAX xenesocogepxawumn coefuHeHusasMn KoHneHToanns
Xenesa B CbIBOPOTKE MOHWXEHA Npu HEAO0CTaTOYHOM COlepXaHumn xenesaseg”™ X p 0 H n g™ A

BbICBOGOXAEHNA pe3epBOB Xxenesa (06b6I4HO HNNongaeTcs npu
BOCMan6bHNAX), HPEKLUAX U XPOHNYeCcKnx 3abogeBannax.”™ ”~

MpUHUMNBLI TpoLeAypbl ~

AOns nposegeHua T~Ta ucnonbsyTca VITROS Cnaligbl ans onpeaeneHun xenesa. Habop kanubpatopoB Ned nu

- 250/350/950/5.1 ,FS /4600 WVITROS 5600. Cnaiifbl Ans onpepeneHns xenesa npescraBnsatoT
c0o60ii MHOTOCNOIHbIN, aHANNTNYECKNI A 39AEMEHT, MOKPbLITbIA cnoem nonuactepa. Kanna o6pasuya nauveHTa ocaxpaeTcs

(nopg3elblTcw A; PN =nP«TCca noopeacTBOM pacnpegenswwero “cnosa” Kk nuxe™awumm
Xeneso (B hopme TpexBaneHTHOro NoHa) BbicBOGOXAaeTCAa U3 TpaHCheppuHa B KWE/0 cpeae U Murpupyet B
BOCCTaHaB/NMBalLWMWA cnoun, rae BoccTaHaBnnMBaeTca ackop6UHOBOW KucnoTol A0 aByxBansfTHOoro N

KomnTrkl CBA3bIBAETCA C KpacuTenem B peareHTHOM ‘€Aoe, 06pa3ysa oKpal eHHbl i

WHTEHCMBHOCTb OTPaXeHns namepsdercsa yepe3 1 m 5 MUHYT nocne HaHeceHWs APOGLI Ha cnalif. PasHuua mexay
ABYMSA pe3ynbTaTamn nponopuuoOHasibHa KOHLEeHTpauum xxenesa B obpasue;

MeTogonorus
MpyHLAN VITROS
Vi3veperist —Avanusatoobl_ Bpems nHkyGalym  Tewmne MHa BO/HbI
——— gnaToosL patypa [ O6beM 0Opa3LA
AByToueune 5,1 FS;%250/350, 5 MuHyT 37 %C/(98.6 °F) 600 HM en

XT76Q0, XT3400

Cxema Peakuyn

pH 4.0
TpaHceppuH - Fe*L TpaHceppuH + Pens

Pe*N + ackopBuUHOBas K-Ta N FﬂQ

Pe™M + kpacuTenb o
- OKpalleHHbIi KoMNaekc

NMPEAYNPEXAEHNA N MEPbI BESOMNMACHOCTN

TONbKO A4NA ANArHOCTUKM in vitro.

Bepcus 11.0
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Keneso \/[|-TTucp a*
Iron (FE) NHCTPYKLUA

BHAMAHVE: Mpn paboTe ¢ YenoBeyecknmMmn matepmanamu nobpasuamu NpPUHUManTe mepsbl
NpPefoCcTOPOXHOCTU. [MOCKONbKY HM OAWH METO[ TECTUPOBAHNA HE MOXeT
oTcNcTama Bo3byauTeneil nHdekumn, cneagyeT paccmatpusaTth
BCE KAMHMUYecKue o6paslibl, KOHTPONU N KanubpaTopbl Kak NOTeHLUManbHO
MHuynpoBaHHble. O6pawjaiTec ¢ o6pasyammu, TBEPAbIMU U XKNAKAMU
0oTXo4aMu U KOMNOHEeHTaMu Tecta B COOTBETCTBUM C MECTHbIMW HOpMamMn n
AVPEKTUBON WHCTUTYTa KAUHUYECKUX U nabopaToOpHbIX cTaHAapToB M29' nnun
CNpHUANUHUP ony6nnKOBaHHbLIMU AUPeKTMBaAMKU N0 6MONOrnYeckoin 6e3onacHoCcTu.
PeareHThbl
~ Cxema Criaity'Vi
CocTas cnaiiga i )
1 BepxHuii croit
XNMIYECKN 8K TVBHbIE KOMMOHEHThI Ha CM™ 2 Pi;gf;f’;’“"“*gg”"ﬁ C(E?SO“)
. HaB/IMBaroLLNIA Cnon
Ackop6uHoBas kucnota 160 mkr; H-(4-(2,4-6uc(1,1- ACKOPGIHOBas KHCTOTa
,qMMBTvmnponmn)qJeHOKcm)emin) 5-meTokcn-6((2,3,6,7= 4 "PeareHTHbIiA cnoit
Toarvapo-8, 1, 5I-|-6e|-|305()m XVHOM3VH-9-A)a30){3-TMpIVH jobep. pH 4.0
cynbcpor-a Mug (KpacuTenb) g Jas0): * Kpacwrent

MopaepxuBarowuii cnoi
HwkHWiA croi

oa

Jpyrvie KOMMOHEHTBI

CefAsyolwmne BewecTsa, 6ydep, NUIMeHT, NOBEPXHOCTHO-

aKTUBHble BelwecTBa, ctabunusarop, kKomnnekcopbpasytuiee
BelecTBO, PacTBOPMUTENb Kpacutens u

nepekpecTHOCWINBAO LW NI KOMNOHEHT.

Ob6palLLeHVe ¢ peareHToM
BHUMaHWe: He vcnonb3yiiTe craiig, npy NOBPeXAeHAN UHAVBULYabHOM YHAKOBKU.

1o OTKPbLITUA WHAWBMAYANbHON YAAKOBKN cnefyeT y6eAnThCA B ee LeNoCTHOCTH,

*By/bTe OCTOPOXHbI, KOrfja OTKPbIBaeTe BHELWHIO YNakoBKY OCTPbIM NpejMeToM.

MNoaroTtoBKa peareHTa

@@ OTKDLITVA MHIYBITYabHON YTIAKOBKM CTIElye T [J0CTaBaTh 1B
X bHVKA W MPOIPEEaTb po KOMHATHOM TeMMEpaTypbIL8-28 «c
(64-82 ‘P, b HeOOXOAMMOE KOMMUECTBO CralAIoB.

JlocTaHbTe KapTPUAX CO cnaifamm 13 xonoaunbHuKa.
KapTpuax cnegyet ocTaBuTb ANS Aporpesa no KpaiHei mepe Ha:

. 60 MUHYT, ecnu KapIPMAX XpaHUCcs B MOPO3UbHOM OTCeke
CHMMUTe 3alNTHYO NNEHKY W.3arpysnTe KapTpuax co cnaiigamm B npu6op.

MpumeyaHue; 3arpyxaiTte KapTpuaxu B npnbop He no3gHee 24°4acos, NOCNe TOro, Kak OHK
HaFpPennch 4O KOMHATHOW TemnepaTypsbl.

XpaHeHvie 1 CTabuibHOCTb peareHTa

KapTpugxwu co cnaigamu YcnoBus xpaHenus CTaBALHOCTS

HeBcKpbITbie « @
3amopoxeHHble <-18 “C {<0 “F) [lo ncTeueHus cpoka rogHocTu

BekpbiTbie b aHanusampe, cucTema BK/IOYEHA S4 He.nens

1 aHLWHHaTope. cucTema BbiK/YeHa <2 uacos
BbInoNHANTE KOHTpOsib KayecTBa:
e Ecnu aHanusatop.6bin BbikNOYEH 60nee 2-X 4acos.
1 Ecnu peareHTbl 6B BbIFpYXXeHbl C 60pTa aHanu3atopa n 3arpy>eHbl NOcCaAe BPEMEHHOr0 XpaHeHs 6e3-UEnoNb30BaHnA
TpaHcnopTupoBkKa
Mopo3unbHaa kamepa s -18.7C (sO °F)

Bepcus 11.0
Perucrpaunsa MU B Pocagpasranzope
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If'rc'i'fett

v IT Raim s
VMHCTPYKLIS Keneso

« CbiBOpOTKa

e [lnasma;
- TenapuH

BAXHO: Mo coobweHnamM HekoTopble ycTpolicTBa 3a6opa o6pa3L0B okasbiBalOT BAUAHUE Ha

He PekomeHp0BaHO

Mo NpuyunHe BbICOKOI KOHLEHTpauuu xxenesa B remorno6uHe He ncnonb3yiite reMonn3mpoBaHHble o6pasibl. ’

CoiBopoTka u Mnasma

Ob6paleHne ¢ obpasyamun n UX XxpaHeHue;

Cobepute o6pasibl, UCNONbL3Ys CTaHJapTHble nabopaTopHbie Nnpoueaypbl. =

MpumeyaHue: 3a nogpo6HOCTAMKU NO NOBOAY TPeOOBAHUA K MUHMManbHOMY 06bemy obpa3slacieyer
obpawartbcs K paboynm UHCTPYKLMAM K BalleMy aHanusaTtopy.
MoaroToBka nayuneHTa

1 He Tpeb6yeT cneumanbHO NOATOTOBKU NaLUeHTa.

Ocobble NPeAOCTOPOXHOCTH

eLleHTpudyrupyiite obpasubl 1 0TAeNANTe CbIBOPOTKY MAN Nna3My OT KNeTOYHOro matepuana,s TevyeHne 4 yacos nocne
3aoopa.

O6palLeHe ¢ 06pasLaMm 1 UX XpaHeHE

e [lepxuTte n xpaHuTe o6pasLbl B 3aKynOpeHHbIX KOHTeliHepax, 4To6bl n36exaTb 3arpsA3HeHns M ncnapeHus.

*Mepepn aHanM3oM akkypaTHO nepemelw uBaliTe o6pasLbl, NnepeBopaynBas X BBEPX-BHU3 U JOBOAUTE A0 KOMHATHOM

TemnepaTtypbl, 18"-28°C (64“-82°F); ” HW KOMHaTHOM

XpaHeHue 1 cCpok rogHocTH 06pa3Los®

XoaHeHMe TemneBaTtyoa
KomHaTHas TemnepaTtypa 18-28 °C (64-82 °F) S 4 pHeii
X0onoAnNbHUK 2-8 'C (36-46 °F) S 7 pHeit
Mopo3unbHas kamepa S-18 °C (O °F) S 3 mecsiues

Mpoueaypa

npepocrtaBadeMble martepuasibl
VITROS Fe cnaiifbl gna/onpegeneHuns xxenesa

HeO6XO,IJ|I/IMbIe, HO He npejocTtaBnaemble matepnanbl

. VITROS 6uoxnmunuecknii npogykt Ha6op kanubpatopos 4 (Calibrator Kit 4)
. VITROS 6unoxumuyeckunin npofdykt KoHtpons I, Il (Performance Verifier I-1l)
. VITROS 6uoxnmnuecknii npoAykT FS ynakoska pas6asutens 2 (FS Diluent Pack 2)

*  XUMMYECKM uMCTast BOLACBOBOAHAS OT Xenesa

WHCTpyKyuu no akcnayatamun

ExxegHeBHO MpoBepsiiTe 3anac peareHToB, Heo6XoAUMbI/ ANA 3aRAdHUPOBAHHOW 3arpysKku-
. JlononHuTenbHas MHMOPMaLUUs B UHCTPYKLMUAX NO 3KCMyaTauumn cucTems.

BAXHO: Mepep BbINONHEHUEM aHanM3a BCEXKMUAKOCTU M o6pasLibl HYXXHO AOBECTU A0
KOMHaTHOW TemnepaTtypbl 18-28 °C {(64-82 “F).

PasbaBneHne obpasua
CbiBOpOTKa 1 nnasma

¢ a» ™ T™ 5

1. PasBeguTe obpasel XMMUYECKN YUCTOI BOAON, He coaepxalyell xenesa.
2. MpoaHanusnpyiite o6pasel, NOBTOPHO,
KOHLeHTPaLuio xenesa, yMHOXbTe NONYYEHHbI pe3ynbTaT Ha pa3BejeHune
Pub. No. C-211A

Perucrpaunsa MU B Pocagpasranzope
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E?&?&BT“%%%? B aHarmzarope (Tons0) (LA oo T™M VITROS 51 FS/«00/XTMOO nVITROS 250/350 VITROS --------------

Mpouepypa pas6aBneHns obpasya B aHanM3aTope onnucaHa U UHCTPYKLMAX NO aKcnayaTaynm.
Ans cuctem VITROS 5600/XT7600, 5.1 FS/ 4600 ncnonb3yiite VITROS YnakoBka pa3basutens Ne3 ansa pasbaBneHuns
Ans aHanusatopos VITROS 250/350 u VITROS XT3400 gna pa36aBneHWs NCnonb3yiTe XMMUYECKN lCT’\lo BoalHe
cofepxalyyto xenesa. min

m
~

KanubpoBka

HeobxoamMble Kanmbpartopb!
Ha6op kann6patopos VITROS: Ha6op kanubpatopos Na4.

Kanmbpartop rnoarotoBka, obpaLleHue, XxpaHeHue

CM. MHCTPYKLUMN Ha Habop kann6patopos Ned

MopsfoK KanmbpoBKM

CMOTPUTE MHCTPYKLUMU MO 3KCNayaTaLuu aHanmsatopa.

Korga Heo6xo4MMo KanimbposaTh:

BbinoNHAWTe KAaNMGPOBKY B Cleyi0 W NX CNyYanx;

. Mpn n3mMeHeHUn Homepa napTumu cnaipa:
. Mpn 3amMeHe KpUTUYeCcKUX AeTaneil cMcTeMbl BO BPeMs 06CNYXUBAHUS UAN PEMOHTA;
. Korpa aTo TpebyeTcs B COOTBETCTBMM O NOCTAHOBNEHMEM NPaBUTeNbCTBA.

Hanpumep, B CLU A MonpaBku, HanpaB/eHHbIe Ha NOBbILEHNE KayecTBa aHaNn30B B KIMHUYECKUX na6opaTopvmx TpeGyeT
BbINONHEHNA Kann6poBKW 1M NOBEPKW, MO KpaiiHei ‘Mepe, pa3 B 6 MecsLeB.

Takxe kann6poska aHannsa MoXxeT NoTpeboBaTLCH:

. Ecnun pe3ynbTaTbl KOHTPONS KayecTBa CTABUIbHO HaX04ATCA BHE Anana3oHa AONYCTUMbIX 3HAYEHWA;

. Mocne BbINOMHEHNA HEKOTOPbIX onepaL it TeXHNUYECKOro 06CnyXMBaHuUs.

[lononHuTenbHas WHGpOPMaLUs UMeeTca B UHCTPYKLMAX N0 3KCnAyaTaLum CUCTEMbI.

AHanmz Kanmoposku

OTpaxeHue oT cnaiiga namepsetca npu/'600 HM ABYKpaTHO Yepe3 onpeAeneHHoe.BpemMsa UHKy6auum, npubop
perucTpupyeT U3MeHeHUe BENNUYNHbI OTPaXKEHNA MeXAy ABYMA U3MepeHusaMu. Mocne kannubpoBkn K~ o il cepumn
cnaiifos nporpamma co3jjaeT MaTeMaTMyecKylo Mojenb KNHETUYECKOrO KOJTOPUMETPUYECKOTO U3MEPEHNSA MOA asym
ToykaMm, KoTopas B janbHeilllem 6yaeT UCNONb30BATLCS 415 aHaNN3a ONbITHBIX-MPOG MO N3MEHEHWIO BENNYNHbI
oTpaxeHus oT cnaiijos.

[JocToBepHOCTb Kanbposku

MapameTpbl KAaNMGPOBKN aBTOMATNYECKN OLEHNBAKOTCA CUCTEMOV NO CPABHEHMIO 0 HAbopoM nNapamMeTpoB KayecTBa
npueefeHHbIX Ha akpaHe «Coefficients and Umits» gna aHanu3satopos VITROS 250/350/950 u "Options -» Review/Edit
Reyiew Assay Data» gna VITROS 5.1 FS/4600/XT3400_1 5600/XT7600. HecooTBeTCTBME NpeaBapuTenbHoO
Ka4yecrsa NPUBOAUT K HEy0BNeTBOPUTENbHOW KannbpoBke. [lna onpeaeneHna 4eiicTBUTENbHOCTH
pe3ynbTaToB KannM6poBKW.OTHET O KanMGpoBKe cnefyeT UCNONb30BAThH BMecCTe C pe3ynbTaTaMy KOHTPONS KavecTBa

Calibrations

Oo6wenpuHATbie EA, CWER. AnbTepHaTuBHble EA.
(mr/gn) (MKMonb/n) (tr/n)
10.1-600.0 1.81-107.46 0.10-6.00

MeTpOosIorMyecKast; POCTIEXMBAEMOCTb (Ka/IMOPOBKIAY
3HayeHns 6uoxnmMumnuecknx kannopatopos u3 Hatopa VITROS'Habop kannbpatopos Ne 4 ans meToda onpefeneHns xenesa
MOXHO COOTHECTM C pe3ynbTaTaMu aHanusa ctaHgapTHoro=matepuana, ceptuduuymnposaHHoro NIST (HalmoHanbHbI
WNHCTUTYT cTaHfapToB 1 TexHonornii) SRM® 937. Nlabopatopus OCD no kanubposke ncnonb3dyeT SRM® 937 ansa kanmbpoBKun
npejnoXeHHOro cTaHAapTHOro metoda onpegeneHns xenesa NCCLSN moanduumnpoBaHHOro B COOTBETCTBUN C
peKoOMeHAaRMAMMN MeXAyHapoaHOW KoMUCCUK No cTaHdapTmn3aunn B rematonorun (ICSH) no ncnonbseBaHuio hepeHa» Ans
NOATBEPXKAEHNA 3HAYEHUN KOHLEHTpauun noHos B kannbpatopax VITROS Habop kann6patopos:Ne 4.

Perucrpaunsa MU B Pocagpasranzope
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KoHTposnb KauectBa ~ ~ S
Marepuvanbi 4na KoHtpona Kadectea
BAXHO. ~ Il pekoMeH/0BaHbl AN UCMNONIb30BaHMA Ha aHanusaTtopax/BUTPOC

HANN» M Tn,* ‘M AR'PAP°BaHHbIX. ANA NPUMEHEHNSA APYTUX KOMMEPYEeCKUX KOHTPObHbIXXNAKOCTeR

n COBMECTUMOCTb C JaHHbIM NPUGOPOM Nepes NCNONb30BAHNEM [/1s KOHTPONA
KausCTB3. ~

[lpyrve KOHTPONbHbIE MaTepnanbl MOTYT laBaTb PACXOXAEHNA B-CAyYasax Korja oHU:

- OTfAeneHbl OT YeNI0BEYECKOro maTpukca

- CofiepXarT BbICOKME KOHLEHTpaLNN KOHCEPBAHTOB, CTABUAN3ATOPOB UM APYTUX HEPU3NONOTNYECKUX JO6aBOK.
He ncnonb3yiiTe MaTepuanbl KOHTPONS, CTAGUNN3NPOBAHHBIE-ITUNEHTTUKONEM.
PexomMeHaLIK M0 NPOBEASHUIO KOHTPO/A KaYecTBa
Bbi6upaiiTe KOHTPONbHbIE YPOBHW, COOTBETCTBYIO W NEKANHNYECKN PeNleBAHTHOMY AMana3soHy.
 T[epepn unu Bo Bpems 06paboTku obpasla naLneHTa-BbINONHANTE aHaNM3 MaTepnmanos KOHTPO/A KayecTBa aHanornyHo
aHanusy o6pasLoB nayueHTa.
[ns npoBepku 3 PEeKTUBHOCTU CUCTEMbI KOHTPOAbHbIE MaTepuansl cnefjyeT aHanM3MpoBaTh B-cieAyloLWmnx cnyyasx’
- Mocne KanMGpoBKMU.
- B cCOOTBETCTBUM C MECTHLIMW HOPMaMu UAW, NO KpaiiHeil Mepe, pa3 B AeHb, KOr4a BbIMOMHAETCA TeCT.
- Mocne BbINONHEHWUA NPeANUCaHHbIX onepaynii TeXHU4ecKoro o6¢cnyXxmeaHus. CMOTpUTE MHETPYKLMM NO 3KCNNyaTayuu
CUCTEMBI.
Ecnu nonyyeHHble pe3ynbTaTbl HAXOA4ATCA 3a-NpeAenamMu gnanasoHa NnpuemeMblX 3Ha4€HWii, nepej oT4eTOM O

pesynbTaTax aHanusa obpasya naymeHTa CNegyeT BbISCHUTb NPUUNHY OTKIOHEHWIA.

* PekomeHpauuu no o6liemMy KOHTPO/IO 38 KAYECTBOM CMOTPUTE; C'Ia'l'V[TI'VI—H)WIG—FI'm’bB& Ka4eCTBOMA/1A
KOHEC TBEHHb IX V3vepeHii I talistical Qualify Control for Quantitative Measurements): FlovHLyIbIM OnpeneneHs;
WW@HFWWTWVBMW\ AN APYFMM METOAMYECKUM PeKOMEeHAALNAM.

[lononHnTenbHas MHpopMaLna UMEeTCs B MHCTPYKLMAX NO 3KCNAyaTaLum cucTembl.

MpUroToB/IEHKE MaTepyasioB /18 KOHTPOJA KauecTBa, obpaLLeHme 1 xpaHeHue
CMOTpUTEe MHCTPYKUMA KHabopy KeHTponbHbiii o6paseu I un Il unn Kk Habopy KoHTIponbHbIi 06pasel 4ns onpegeneHns
nsoepmeHToB lu Il unn gpyryto nurepatypy M3roToputens.

Pe3ynbTaThl
Ha aBTomaTunyeckux aHanuzaropax VITROS mMoryT 6biTb BbiGpaHbl pas/intHbie equHULbI N3MEPEHWIA.
O6wenpuHaToie EA. CW Ep. AnbTepHaTUBHble EA.
(mr/pn) (MKmonb/n) (rnr/n)
mr/gn MKMonb/n (Mr/gn X 0.1791) To/n (mr/gn X 0,01)

OrpaHunyeHus MNpoueaypsl
V13BeCcTHOe B3aVIMOEECTBYIE C BELLECTBAMM

MeToa onpefenenus xxenesa c nomouwbto cnaingos VITROS apolwen npoBepky ANA BbiABAEHUSA
mMewawwmnx aHanusy sewects no metoanke NCCLS E57«, B/Tabnnue nokasaHbl
nccnefoBaHHbI€-BelecTBa, NPUBOANBLINE KYKa3aHHbIM QTKNOHEHUSAM B yKa3aHHbIX
KOHLeHTpaLusx.
e [flechepan (aehepokcamuH mecmnaT) B KOHUEHTPaLUW 250 Mr/an v Boile W Bbile NPUBOAUT
K 3aHVKeHWI0 pe3ynbTaTta onpeAeneHns Huxe JonycTUMOro gnanasoHa.

MMmdepoH (aekcTpaH xxenesa) NPUBOAUT K OTKNOHEHMIO B 60/bLWYI0 CTOPOHY - 5 MKr/an Ha
KaxAablh-100 mkr/gn nmdepoHa.
MccnegoBaHHble BellecTBa, He BAUABLIME Ha pe3yNkTaT aHanusa, cM. B pasjene

«CRneuntnyHoCTb».”

[Jpyrve orpaHn4eHns

HekoTopble npenapartbl W KAWHWYECKME YCNOBUS 061ajaloT CNOCO6HOCTbIO M3MeHATb KoHueHTpayuio xenesa INVIVO Nogo
06HOCTN CM. B OAHOM U3 ONYy6NNKOBAHHbLIX 0630POB. "e

Perucrpaunsa MU B Pocagpasranzope
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\/rXRCpI!S

NHCTPYKUWA

OXXngaemble 3HayeHus
PechepeHCHbI nHTepBan

3TOT uHTepBan npeacraenseT co6oit cpegHne 95% pe3ynbTaToB, MOMYYEHHbIe NP UCCNeA0BaHNN 529 KNNHNYECKH
30POBbIX B3POCAbLIX M3 TPyAOCNOCO6HOW nonynaunm {382 eHWnH N 147 My>XUUH).

O6uwenp. egnHnLbl (MKr/an) EanHnubl CA AnbTepHaTUBHbIE
(Mkmonk/ma) eAnHUUbl (Mr/n)
XKeHWwmnHbl 37-170 6.6-30:4 0.4-1.7
My>X4YnHbI 49-181 8.8-32.4 0.5-1.8

Kaxxpas naGopatopus Ao/KHa NOATBEPAUTb NPaBUIbHOCTH ITUX MHTEPBANOB ANA UCCAefyeMOil nonyaAsLun.

XapaKTepuCTUKKM NOCTaHOBKWU TecTa
MeTog CpaBHeHVA

Hwxe npeactaBneHbl rpaduk n Tabnuua pesynbraroB-aHannsa npob6 Ha 6uoxummnyeckom aHanudatope VITROS 750 n
meTtogom cpaBHeHus — NCCLS/ICSH Ferene.'”» ®/cnbiTaHna cooTseTcTBoBann NCCLS Protocol’EP9.""

Tabnuubl Takxe oTpaxalT pe3ynbTaTbl cpaBHeHuit cuctem VITROS 250 n 950 Systems ¢ VITROS 750. a Takxe cuctemsl 5.1
FS ¢ cuctemolii 950. UcnbiTanns cooteeTcTBoBanu NCCLS Protocol EP9.

O6uwenpuH. Eg. Ep.CHU
Cgmparaiivtj Method: NCCLS/ICSH Fereno Comparalive Melhod; HCCLS/ICSH Ferene
(I\M'/,Dﬂ) (Mkmonb/n)
O6wenpuH. Eg. (mMkr/an) En.CU (MKMonb/n)

Correlation Range of Range of

n Slope Coefficient Sample.Cone. Intercept Sy.x Sample Cone. Intercept  Sy.x
750

npoTHBComparative 185 1.01 0.999 14-564 +2.69 8.05 2.5-101.1 +0.48 1.44
250 npotne750 90 1.02 0.999 15-485 +0.86 7.14 2.7-86,9 +0.15 1.28
950 npoTnMB750 113 1.01 1.000 13-525 -4.83 4.36 2.3-94.0 -0.86 0.78
5,1 FSt npotns 950 119 1.00 1.000 14-558 +3.57 3.40 2.5-99.9 +0.64 0.61
560011 npoTus, 5,1 FS1 108 1.00 0.999 16-561 +0.70 4,93 2.9-100.5 +0.13 0.88

BUTPOC 5.1 FS. Bca xapakrepuctukn gna VITROS 5,1 FS aHanu3artopa, cnegosartenbHo, npuMmeHumsik-encreme VITROS 4600.
TfAHanuTMYeckne anroputMbl 06paboTkn 1 nporpaMmuoe obecneveHne BUTPOC 5600 cootBeTcTBYeT. BUTPOC XT3400 1 XT7600.
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To4YHOCTbL 6blNla ONpefeneHa ¢ NOMOLWbIO MaTepnanoB KOHTPONSA KayecTea Ha Cuctemax VITROS 250, 750, 950, n 51 FS;,
a Takxe Ha aHanusatope VITROS 5600, conposoxpgaemasa NCCLS MpoTokonom EP5.
MpeAcTaBNeHHbIe HUXKe fJaHHble BOCNPOU3BOAAT TeXHUYECKMe XapakTePUCTUKN TecTa U MOTryT GbiTb UCMONb30BaHbI.B

KauyecTBe HoOpmMaTUBOB. [PUBOAMMBIE pe3yNbTaThbl ABASIOTCA OLEHOUYHbIMKW. Ha BOCNIPOU3BOAMMOCTbL Pe3ynbTaToB MOryT

BNNATbL Takme PakTopbl, Kak yxon 3a npubopom, Temnepatypa v BAaXHOCTb B nabopaTtopuu, yCNoBUA XpaHeHUs-cnainaos,
pasBefjeHNe KOHTPO/IbHbIX MaTepunanos n obpalweHne ¢ o6pasuamu.

250

5,1 FSt

5600rT

O6uwenpuH. Eg. (mkr/an)

Mean
Cone.

110
288
95
240
101
247

Within
Day SD’
3.1
6.6
2.0
2,8
2.2
2.3

Within Lab Mean
sbD" Cone.
4.4 19.6
8,5 51.6
2.9 171
4.7 42.9
3.2 18.0
4.9 44.2

En.CW (Mkmonb/n)

Within

No.
Day SD' SD” CV%” Observ.

0.55 0.78 4.0 78
1.17 1.53 3.0 78
0.35 0.53 3.1 90
0.49 0.83 1.9 90
0.39 0.57 3.2 88
0.41 0.88 2:0 88

Within Lab Within Lab

** BOCN |IoMaaofvMOCTb AMsi NaGopaTopum onpeaensiiach C VCTonb3013[<1em OfHOI f1ora CNaiikos Npu BXPMEAErbIOi Kanmbpc'ske.

No.
Days
20
20
22
22
22
22

t AHa/ITIMECKMO anropuTMbl 06paGoTKM U NporpaMmHoe o6acneyaHus VITROS 4600 cooTaeTcTByHOT crieyudukaumam aHanusaropa VITROS 5.1 FS. Bce xapakTepucTki gnn
VITROS 5.1 FS aHanm3atopa, criefjoBaresibHO, NpUMeHnMbl K cucteme VITROS 4600.

tt AHa/IMTUYOCKUE anropuTMbl 06paboTKM U NporpaMmHoe obecneyeHue BUTPOC 5600 cooTeTcTHYIir BUTPOC XT3400 1 XT7600
CrieytpnyHOCTb
He vHTEpEPMPYIOLLYE BELLECTBA

BewectBa, nepeyncneHHble B 3TO Tabnuue;.6binn nccnegosaHsl ¢ ucnons3osaHmem VITROS cnaiifgos xxenesa Ha
MHTepdepupylowne cBoNCTBA NPU KOHLeHTpauusax xenesa 40 mkr/gn (7 MKkmonb/n) corfacHo Tpe6osaHmnam npotokona NCCLS

KomnoHeHT
AueToyKcycHasa kucnota
AueTamnHogeH

Bapwii

Bunupy6uH

KodhenH

LedoTakcum
LedanekcnH

Megab

donuesas Kucnorta
dypocemung
FeHTU3MHOBaAsA KucnoTa
Mmnak

NéynpodeH

WHTpanunug

KoHueHTpayusa

30 mr/gn
5 mr/ga
80 mKrign

27 mr/gn
10 mr/an

90 mr/an

32 mr/gn

300 mkr/an
17 mr/gn
2 mr/gn

0.5 mr/an

500 mr/an

40 mr/pn

800 mr/an

3 Mmonb/n
331 mkmonb/n
6 MKmonb/n
462 mKkmonb/n
515 mkmonb/n
2.0 mmonb/n
921 mkmonb/n
47 mkmonb/n
385 mkmonb/n
60 MKMoOnb/n
32 mkmonb/n
8 Mmonb/n
2 mmons/n
8 r/n

KomnoHeHT
NaoHnasung
MN3ocopbug
NnpokanH
MarHwuii
MeTuunnnuH
Hukenb
PaHnTuanH
Canuuunnosas
Cynb@acanasuH
Ton6yTramng,
O6Luii 6enok
Q6uwuii 6enok
LiviHK

KoHueHTpauuns

0.4 mr/gn
16 mr/gn
6 mr/pgn
15 mr/gn
20 mr/gn
2.5 mkr/gn
20 mr/gn
35 mr/gn
20 mr/gn
22 mr/gn
4 r/pn
10 r/pn
260 mkr/pn

1. Tletz NW /(ed). Fundamentals of Clinical Chemistry, ed, 3. Philadelphia; WB Saunders; 819-821; 1987.

29 mkmonb/na
1 mmonb/n
256 mkmonb/n
6 MmoAb/n
497 mKmonb/n
426 HMOAbL/n
638 mkmonb/n
3-MMonb/n
502 mMkmonb/n
814 mkmonb/n
40 r/n
100 r/n

40 mkmonb/n

2. CLSI, Protection of Laboratory Workers from Occupatignally Acquired Infections; Approved Guideline - Third Edition.
CLSI document M29-A3 [iSBN 1-56238-567-4]. CLSI, 940 West Valley Road, Suite 1400, Wayne, PA 19087-1898

USA; 2005,

3. Calam,RR. Specimen Processing Separator Gels:=An Update. J Clin Immunoassay. 11:86-90;:1988.



10.
11.
12.
13.

14.

15.

16.

HVedcfctu

a CI[ni:AK’r';I m s

<>

for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard-Sixth Edition.
CLSI document H3-A6 (ISBN 1-56238-650-6). CLSI, 940 West Valley Road, Suite 1400, Wayne Pennsylvania
19087-1898 USA; 2007.
Collection of Diagnostic Capillary Blood Specimens; Approved Standard’ -
3 fZ ‘'uo 1-56238-538-0]. CLSI, 940 West Valley Road, Suite 1400, Wayne, PA
iyUo/-1090 USA; 2004.
Clinical Laboratory Handbook for Patient Preparation and Specimen Handling. Fascicle VI: Chemistry/Clinlcal
Microscopy. Northfield, IL: College of American Pathologists; 1992.
of Serum Iron and Total iron binding-capacity; Proposed Standard. NCCLS Document H17-
P. CLSI, 940 West Valley Road, Suite 1400, Wayne, PennSylvania 19087-1898 USA; 1990.
Iron Panel of the International Committee for Standardization’in Haematology. Revised Recommendations-for the
Measurements of Serum Iron In Human Blood. BrJ Haematology. 75:615-616; 1990.
CLSI. Statistical Quality Control for Quantitative Measurements: Principles and Definitions: Approved./Guideline - Third
Edition.CLSI| document C24-A3 [ISBN 1-56238-613-1}.,CLSI, 940 West Valley Road, Suite 1400 Wayne PA
19087-1898 USA: 2006. : X ic,
NCCLS. Interference Testing in Clinical Chemistry. NCCLS Document EP7. CLSI, 940 West Valley Road Suite 1400
Wayne, Pennsylvania 19087-1898 USA; 1986. 2
Young DS. Effects of Drugs on Clinical Laboratory Tests, ed. 4. Washington D.C.: AACC Press; 1995.
Friedman RB, Young DS. Effects of Disease on/Clinical Laboratory Tests. Washington, D.C.:“AACC Press; 1990.
Estimation Using Patient Samples; Approved Guideline.;:NCCLS Document
EP9. CLSI, 940 West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898 USA; 1995
NCCLS. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline- Second Edition
NCCLS document EP9-A2 [ISBN 1-56238-472-4]. CLSI, 940 West Valley Road, Suite 1400, Wayne Pennsylvania
19087-1898 USA: 2002.
NCCLS. User Evaluation of Precision Performance with Clinical Chemistry Devices. NNCCLS Document EPS. CLSI 940
West Valley Road, Suite 1400, Wayne, Pennsylvania 19087-1898 USA; 1992.
NCCLS. Evaluation of Precision Perfomiance of Quantitative Measurement Methods; Approved Guideline - Second
Edition. NCCLS Document EP5-A2 [ISBN, 1-56238-542-9]. CLSI, 940 West Valley Road; Suite 1400 Wayne
Pennsylvania 19087-1898 USA; 2004.

Cnoeapb CMMBO/10B

Cnepytouie CUMBOAbI MOTYT MPUCYTCTBOBATL Ha YNaKoBKe AaHHOT0 NPoayKTa

He ncnonb3ooatb NOBTOPHO I BepxHuii npefenTamMHBpaTypbl [uana3oH
Mcnonb3osarb [0 Aartbl
MUCTeYeHUs cpokKa rogHocTn HWKHWIA npegen temneparypbl MTTNY [nana3oH cpegHnx 3HaYeHuM

(roa-mecsu-aeHb)

( LOT | Kog napTuv unu HoMep naprun I OrpaHuyeH1e TeMnepaTyphl Cpeawsia Touka
SN \ Cenuniitbiii HoMe O3HakoMbTeCh ¢ Bepcueit "
P P T VHCTPYKLMA NO NPUMEHEHHO MposepeHo

Homep no Katanory urn
p )/ T BHumaHue! NHCTpyKumu-T

Koz NpofyKTa
A RO NPUMEHEHNIO N3MEHEHbI Samersetca
OCTOPOXHO [InA ncnonb3oBaHms B.UTaTVBE e
1 AN KapTPUAXeEN CTeoT-unnamm Aocrarouto AnA " TECTOB
o
Bepeub 0T BAAM (3al4MLATL NS MCTIONb30BaHUA B WTaTUBE —
oT Bﬂal'M/CprOCTM) 2 [0S KapTPUAXEN o TecT-ynnamm 1 1 na60paTopr|x
| sT  MexayHapopHas-ouctema 0BIAAX

Mpoun3ssoanTens efnHn (CN
P & A u () DerGrune Punkt/("eneuas Touka).

MponssoauTens cnedyer
copy | YcnoBHble eAMHNLbI HOPMaTWBHbIM TPE60BaHNAM

NPV MCNONb30AAMNIA HEKOTOPbIX

YNaKoeIoUHbIX MATEpUaos

[Nata npou3soacTsa

YNOJHOMOYEHHbIN Npea- 3HaueHue
_og_| REP| cTaButenb B EBponeiickom OueHeHHOe Bnabopatopum
cooblilecTse CTaHAapPTHOE OTK/IOHEHNe
KOppo3uoHHbIii u OyeHb:-0facHbI/
BocCrnnameHsioLuiics [LN9300POBLS
OnacHbIi AN 300p0Bbs QOueHb TOKCUYHbII TOKCWYHbIA B BOAHOW Nm

oKpyXatoLei cpege
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n3fenve MoXeT 6bITb OTHECEHO K KnaccyA AN Nnonornyeckine.Tpe6oBaHns KobpaweHnio ¢ MegNLMHCKUMU OTXOAaMUN>»

0630p V3MEHEHMWIA:

Hara OB30P /BveHeHf*

29-M-2019
[lo6aBneH uHcopmauyus o VITROS XT3400 /"  ——----—-
O6HoBNEeHa Tabnmua CUMBOJIOB
O6HoBneHa uHopmaunsa 06 EBponeiickom ynosHOMOYEHHOM
npegctasnTene

‘ OTpaxKeHbl M3MEHEHUA, NpousoLealine o o
no cpaBHEHUIO ¢ NpefbiAyleil Bepcueit.

YrOMHOMO4EHHbIV MpeACTaBUTES b MPOVBBOLMTENA HA TEPPUTOPIN Po;
000 Opro-KnnHukan AuarHoctvke

143026, Poccua, MockoBckasi o6nactb, OAUHLOBCKNIA 0alioOH
nepeBHs Ckonkoso, yn. Hosas, gom 100, nuT.A A
Ten: +7 (499) 951-26-12

PerucTpaLvioHHoe yooCTOBEpEHe B P o ;

®C3 2007/01001
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Chciinistr/
NHCTPYKLWA ALKP
VITROS 6unoxumumyeckune n3genus LLlenouHast (hocthaTasa--
ANs onpefeneHus Weno4yHon ocgarasbl Alkaline Phosphatase
105 3180
Ha3HaueHune

ToNbKO ANA ANArHOCTUKM in vitro.

VITROS ALKP gns onpegeneHuns WenoyHoi docdarasbl KOMNYECTBEHHO N3MEPSAIOT aKTUBHOCTb LieN04YHOA (hoctaTasbl B
CbIBOPOTKe M Nnas3Me Ha aHanusatopax VITROS 250/350/5,1 FS, VITROS 4600/XT3400, VITROS 5600, XF7600,”™

O6Lwwee onucaHue TecTa

™ NpUCPTCTBYET NPenMyLecTBEHHO B KOCTHON TKaHW, NevyeHn, noykax, KuwedyHuKe nnayeHTe u
Nnerkmx. YpoBeHb WenoyHoin poctarasbl MOXKeT 6bI T AOBbILEH: NPU YCUNEHHOM MeTab0nnM3Me.B KOCHOW TKaHuW
Hanpumep, B Nepuo/ NOJ0BOro CO3PeBaHUS W NpU 3aXNBNEHUM NepenomMoB, NPU NEPBUYHOM U BTOPUYHOM
runepnapatmpongnsme, npu geopmMmpytollemM ocTo3e, KOCTHbIX MeTacTa3ax, OCTEOreHHOl capkome a Takxe npu

® nopaxeHus kocTeil. 8a6oneBaHNs NEYEHN M KENUHbIX MPOTOKOB TakMe, Kakxonecras

aKTUBHOCTU LW enoyHol ocdaTassl. AKTUBHOCTb LW eN0YHOW
docaTasbl MOXET GbITb MOBbILWEHA TAKXe MPU MNOYEYHON KOMIMKEe UAN He[oCTAaTOYHOCTU, a TakXe Npu OCNOXHEHHON’

6epemeHHOCTU. CHUXEHHAsA aKTUBHOCTb L ENOMHON hocdaTasbl nHorga Habnwgaetca npu runotnpoungnsme.’

MpuHymnnbl Mpouenypbl ~a ~ -
Cnanpbl VITROS ALPK npeacTaBnsatoT cO0O MHOTOCNOWHbIA aHaNnMTUYECKNA 3NeMeHT, “ROKPbITLI cnoemM nonvactepa
Kanns O6pasya nayneHTa nomeljaeTca Ha caaij n paBHOMEPHO pacnpejensierca pacrnpesennmtesbHbIM C10€M N0
xenexawum cnoam. B coctas pacnpedenstouiero cnos BXoAUT p-HUTpodeHnn dochaTtHblii cybeTpaT v pag opyrux
CoefiIMHeHUN, HeCBOAUMBIX ANA peakinu.-LllenoyHan pochaTasa ob6pasua B WeNQUHOW cpeae KaTannsmpyeTt ruaponuns p-
HUTpodeHun ocdara o p-HUTpoeHona. P-HutpodeHon, gndpdyHAanpyeT B HUXKeAeXawmnin cnoii, rge mnpolfxfrulrera

M3MepeHune npu NOMoLL N cnekTpooToOMeTpUN. VNHTEHCUBHOCTb U3MEHEHNSA ONTUMECKON NNOTHOCTK MepecunThiBaeTCA B
eiNHULbl aKTUBHOCTN (hepMeHTa. n

Tun TecTa 1 ycnosms

MpuHynn VITRO'S

N3mepeHus AHanusatopsl Bpemsa unkybayum Temngparypa OnvHa BONHBI O6bem o6pasua
o 5600, 4600,
MHoOroToueuHbI i
5,1 FS;.250/350, 5 MUHYT 37 =€(98,6 “F) 400 HM 11 /Mkn
XT7600
Cxema Peakuyn
p-HuTpodeHun doegar LLenouHast chocchara.,a p-HMTpO*eHoN + H,PM.
Mr*2, AMP

Mpepynpexaenns u Mepbl besonacHocTy

TonbKO AN AUAFHOCTUKM In vitro.

BHUMAHUE: > [pu paboTe ¢ YenoBevecKMMM MaTepranamu n obpasamm NpUHUManTe Mepbl
MPEeLOC TOPOXKHOCTU. T1OCKObKY:HA OAMH METOZ, TeC TUPOBAHUA HE MOXET rapaH TUPOBaTH
OTCYyTCTBUSA BO3OYAMTeNei MHGeKUMI, CriefyeT paccMaTpuBaTb BCe KIVHMYECKVE 06pasLbl,
KOHTPO/M V1 KayiMBpa Topb! KO TeHLMabHO MHAMLMpOBaHHbIe. ObpatliaiiTeck ¢ obpasLiammi
TBEPAbIMA MKAOKMA O TXOAAM N KOMIMOHEH TV TeCTa B COOTBETC TBUM C MECTHbIMM
HOPMaMM 1 AVPEKTVBOM VIHCTATY Ta KIMHUYECKMX U 1abopaTopHbIX CTaHaapToB M29' nnm
[pyryivu ony6/IMIKOBaHHBINI AVPEKTVIBaMM MO 61OM0rMyecKoii 6e30HacHoC TV

Perucrpaunsa MU B Pocagpasranzope
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CKen>orry |

PeareHTsl

Cxema Cnaiiga

CocTaB cnaifa e
N pxHuin CAOA

_ 2 Pacnpepgenstolpii (BaSo4)
XVMHECKN aKTVIBHBE VHIPEIVEHTLI HA 1am= « oyl
p-HuTpodeHun-poceart 55 mMkr; 2-amnHo-2-MmeTun-1- « AMP

nponaHon (AMP) 0.1 mr; u cynbgat marHus 1.6 MKr. * PHHUTROGBHMN hocchaT

3. PeareHTHbIi crioif:
Jpyrvie HrpeavieHTbLL:

6ydep pH 10.5
MogaepxuBatowmii cnoi
MurmeHT, cBA3bIBatOW e BewecTea, 6ydep (6ydepHblit
pacTtBOp), NOBEPXHOCTHO-aKTUBHbIE BelecTBa,

HkMIE nognoxka
cumMBaloWmnii areHT (BewecTso, obpasyolee nonepeyHble
cBA3N), ctabununsaTop.

o~

O6palLeHWe ¢ peareHTOM

BHumMaHue. He ncnonb3yiiTe cnaiif npn/noBpexAeHnn UHANBUAYANbHOW ynakoBKN:

*[lo OTKPLITUA MHAWBUAYANbHOW yNnakoBKU ¢feyeT y6eANTbLCA B €e LEeN0CTHOCTH.
eBbyAbTe OCTOPOXHbI, KOr4a OTKPbIBAEeTE BHELWHIOWO YyNaKoOBKY OCTPbIM NpesMeToM.

MNoaroTtoBka peareHTa
veepaion et T 1 HAGHE e rTPpia prieatiT:

1. flocTaHbTe KapTPUAX CO cnaigamn U3 XonoannbHUKa.

2. KapTpuax cnefyeT ocTaBuTb ANA NporpeBa 40 KOMHATHON TemMnepaTypbl MO KpaliHel mepe Ha:
. 60 MUHYT, ecnn KapTPMAX XpaHuicsa B MOPO3NIbHOM OTCEKe
. 30 MUHYT, ecnn KapTPUAX XPaHWUICA B XONOAUNbHUKE

3. CHuMMWTE 3aWUTHYI MMEHKY U 3aFpy3nTe KapTpUAX co cnaiigamm B npuéop.

MpumeyaHue: 3aysuTte KapTpmaxun B npnbop B TeyeHne 24 4acoBs, MOC/TE TOr0, Kak OHU AOCTUIAN KOMHAaTHOM’
Temnepartypbi.

XpaHeHve 1 CTabuibHOCTL peareHTa

PeareHT Ycnosua xpaHeHus CTabun”,HNNTK
He BCKpbIThIi XofloAnnbHUK 2-8 “C (36-46 “F) Becb CPOK rofHoOCTH
5 MoposnnbHas kamepa S-18“C(SO0°F) Blecb CPOK rogHocTn
BCKpbITbIA HaaHanunsatope BknoueH S 2 Hegenb
na aHanusartope BbikntouyeH S 2 yacoB

e Ecnu aHann3atop 6bin BbiKAlOYeH 60nee 2-x 4acos.

Ecnn peareHTbl Obl/M BbITPYXEHbl C'60pTa aHannsatopa U.-3arpy>XKeHbl Nnocfie BpeMEHHOro XxpaHeHns 6e3 MCnonb30BaHuUs.

TpaHcnopTVpoBKa
Mopos3unbHasi kamepa S-18 °C (SO °F) nnu xonofunbHukn 2-8 °C (36-46 "F).

O6pasubl
PekomeHgyewmble 06pasybl
« CbiBOpOTKa

e Mpasma: ™
S [enapuH

Perucrpaunsa MU B Pocagpasranzope
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WHCTPYKUWA

"D COOBLLEHMSIM HEKOTOpPb e YCTPONC TBA 3a60pa 00pasLioB OKasbBarJT B/MSHYE HA
JpyTVie aHa/v3VipyeEMbEe BELLECTBA M TECTHP. B CBSA3M C HarmHveM paa/niHbIX YCTPONCTB A
3a60pa 00pasLios komraHvs ORTHO-CLINICAL DIAGNOSTICSHe MM€ET fjaTh OfIHO3HAUHOO

YTBEIEHVA O THOCVTTE/bHO PAGO T CBOVIX MPOYKTOB C I TVIMM YCTPOVC TBAMM. YoRUTEDS,
YT YCTPOVCTBO 3a60pa COBMECTUMO C AHHLM TECTOM.

BAXHO:

He PexomeHgoBaHO

1 Mnasva:®
- 3JATA
- LUutpat
- (Topug okcanart
e He ncnonb3yiiTe remMonn3mpoBaHHble o6pasLbl

CbIBopoTKa 1 Mnasva
O6paLLEHVe C 06pasLiaMA W VX XPaHEHVE:

CobepuTe ob6pasubl, MCNONL3Ys CTaHAAapPTHble nabopaTopHbele npoueaypbl.

MpumeyaHune: 3a nogpo6HOCTAMM NO NOBOAY TpeboBaHUN K MUHUMaNbHOMY 06beMy o6paslia.cnegyet obpawarbcs K
pabounM MHCTPYKUUAM K BalleMy aHannsaTopy.

lMogrotoBka nayieHTa

*He TpebyeT cneunanbHON NOArOTOBKM NauueHTa.

Ocobble NPesoCTOPOXKHOCTU

e BnunsHWe BbLICOKOW KOHUEHTpauuu 6unupybuHa 8 npobe Ha pesynbTaT cM. B pasgene "OrpaHnyeHms metoga”

LeHTpudyrupyiite obpasubl 1 0OTAENANTECbIBOPOTKY WAWN Nia3My OT KNETOYHOro mMaTeépuana B TedyeHune 4 yacos nocne
3abopa. ®

O6paLLieHmie ¢ 0bpasLiaMn 1 UX XpaHeHre

1 lepxuTe nxpaHuTe obpaslbl B 3aKyNOPEHHBIX KOHTelHepax, YTo6bl n3bexaTb 3arpg3HeHNa 1 ncnapeHuns.

- epen aHanM3oM akkypaTHO nepemelBaliTe o6pa3Lbl, NepeBopaynBas Nx BBEPX-BHN3 1M 0BOANTE [0 KOMHATHOM
TemnepaTypbl, 18"-28"C (64'-82"F);

XpaHeHvie 1 CpoK roAHOCTM 06pasLos?

XpaHeHue Temnepartypa CTabnasHOCTb
KomHaTHas Temnepartypa 18-28 °C (64-82T) S 4 nHe
XonoAnNbHUK 2-8 "C (36-46 °F) £ 4 pHen
Mopo3unbHas Kamepa £-18 "C (SO °F) £ 4 pgHeit

Mpouenypa
lNpegocTaBnsemMble MaTepriasbl

VITROS 6uoxmmuyeckne nsgenna ALKP ana onpepenenus weno4dyHoi oceparassl

Heobxoaumble, HO He/ApeaocTaBsgeMble MaTepuasibl

. VITROS 6unoxummuecknini mpogykt Ha6op kanubpatopos 3 (Calibrator Kit 3)

. VITROS 6uoxumuyeckuii npogykt Kontpons |, Il (Performance Verifier 1 1I)

. 7% pactBop BSA (7% 6blunii CbIBOPOTOUHbBIA anbbyMunH)

. VITROS FS ynakoeka pa36asutens 2 (FS Diluent Pack 2) (pa3sefeHue Ha 60pTy aHanusaropa)

VIHCTpyKUMM Mo aKcnflyaTaumm

* EXefHeBHO MpoBepsiiTe 3anac peareHToB, HEO6XOAUMBIA ANA 3anNaHUPOBAHHON 3arpy3ku;
e JlonoNHUTENbHAA UHMOPMALUA B MHCTPYKLUUAX NO dKENyaTalum CUCTeMb.

BAXKHO! [Mepep aHarv30M 0BV TE BCE 00PASLIBI 0 KOMHATHON TemnepaTypb! 18-28 °C (64-82 °P.

Pa3BefeHune obpasua

Ecnn:akTnBHOCTbL Weno4yHoro ocarasa npesbilaeT npegenb n3mMepeHnsa (AMHaMUYECKOro giana3oHa) CUCTeMbl:
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NHCTPYKU/A

PasBsefeHne Ha aHanusaTope (ans cucTem VITROS 5600, XT7600, 5,1 FS, VITROS 4600/XT3400 n VITROS
250/350)

Mpouesypa pasBefeHns obpasla Ha aHanM3aTope onncaHa B MHCTPYKLUAX MO IKcnayaTauuu.

Ona cuctem VITROS 5600/XT7600; VITROS 5,1 FS, VITROS 4600 ucnonb3yiite VITROS Pas6aButens Ne2 (FS
Diluent Pack 2),

Ons cuctem VITROS 250/350 ncnonb3yiite gna passepeHns VITROS 7% BEOA

PyuHoe pa3BepgeHue obpasua
1. O6pasey paszbasnsaT npu nomown VITROS 7% BSA.
2. TOBTOPHO aHaN3NPYIOT.

3. [lnA nony4yeHna M3HavaNnbHON KOHLUEHTpauun B o6pasue - pe3ynbTaTbl aHanM3a YMHOXalT Ha KO3 puueHT
pasBefleHNA.

Kannbposka ~ “
Heobxogumblie kannbpatopsl

VITROS Ha6op kann6patopos Ne3

MpuroToBnenue kanubpartopa, obpalieHue ¢ KaTMbpaTopom 1 ero xpaHeHue

WHopmaumns o pasBefeHUN N NCNONb30BaHUN KanubGpaTopoB COAEPXUTCA B COOTBETCTBYIOLW €N UHCTPYKLUN K Habopy
KannépaTopos.

Mpouenypa kannbpoBku

O6pauaiiTecb K pyKoBOACTBY NO/Mb30BaTENs Ha.aHannsartop.

Korga Heo6xoanmo kannbposaTb:

Mpu M3MEHEHUN HOMepa NoTa peareHTos.

Mpu 3ameHe BaXHbIX geTaneli npubopa, NPOBEAEHHOW NPU CEPBUCHBLIX paboTax UAn TEXOOGCNYXUBAHUN.

Ecnun atoro TpebyloT ycTaHOBNEHHbIe rocy4apcTBOM npasuna. Tak npumep, B CLUA tpebyetcs npoBoanTb KanmbpoBKy, 1amn
ee NMPOBEPKY He pexe, YeM pa3 B 6 MecCAUeB.

Takxe Kann6poska MoXeT noTpeboBaTbCa:

Ecnn pe3ynbTaTbl KOHTPONA KayecTBa CTabU/bHO HAXO4ATCA BHe jManasoHa JORYCTUMbIX 3HAYEHUIA;
Mocne BbINOMHEHWS HEKOTOPbLIX onepalnii TeXHNYecKoro 06Cny>XnBaHus.

[lononHnTenbHas UHMoOpPMaLMa UMeeTCs a PyKoBOACTBe MO 3KCMayaTalunm CUCTEMbI.

AHanus Kannbposku

CKOpOCTb M3MEHeHNA oTpaxkallleit cnocobHoCcT nsmepsaetca npu 400 HM NOCcnefoBaTe/IbHO Yepe3 onpeAeneHHoe BPeMA
UHKy6aumu. Mpn6op perncTpupyeT U3MeHEeHNe BENUYNHbI OTPaXeHUs MEXAY nocnefoBaTenbHbIMU U3MEPEHUAMU. ITa

CKOPOCTb MCNOMb3YyeTcA ANA BIUNCNEHNA aKTUBHOCTN (hepMeHTa B COOTBETCTBUM C MHOFOTOYEUYHOW MOJenbio KanubpoBKM,
3afjaHHO NporpaMMHbIM o6ecneveHunem. Mocne nposeAeHN KaNMGPOBKKW ANA faHHOW cepun cnaifos, akTUBHOCTL W& B

HeW3BECTHbIX 06pa3Lax MOXET 6bITb onNpefeneHa No CKOPOCTU M3MEHERHNS oTpaxatuieli cnoco6HOCTU, onpeseneHHon
ANA KaXoro cnaiga HemsseCTHOro o6pasua.

JocTtoBepHocTb Kannbposku

MapameTpbl Kannb6pOBKN aBTOMATUYECKN OL,EHNBAIKOTCA CUCTEMOW RO CpaBHEHMIO C HA6OPOM napameTpoB KadecTBa,
npueefeHHbIX Ha akpaHe «Coefficients and Limits» agna aHanugzatopos VITROS 250/350 u "Options -* Review/Edit
Calibrations - Reyiew Assay Data» gna VITROS 5,1 FS, 4600,°5600, XT7600, XT3400. HecooTBeTCTBUE APEABaAPUTENBHO
3ajaHHbIM NapamMerpam KayecTsa NPMBOAUT K HEY0BNETBOPUTENbHOW Kannbposke. [ins onpegeneHns AeACTBUTENbHOCTN
pe3ynbTaTtoB KanubpoBKM - OTUET 0 KannbpoBke cneayeT NUCHOAb30BaTh BMECTE C pe3y/ibTaTaMy KOHTPOASA KayecTBa.

N3mepsiemblit guanasoH

O6wenpuHaTeie E4. u CU EgA, /AnbTepHaTuBHble Ea.
(EOﬂﬂ (vkkat/nl
20-1500 0,33-25.05

[ns o6pa3yos, BbIXOAAWMNX 32 3TN Npegensl, cmoTpuTe “PazbaBneHne O6pasya»

MeTponarnueckas npocnexunsaemMocTtb (Kanuoposku)

3HaueHuna 6noxmmmnyeckux kanubpatopos VITROS 3 Habopa 3 gna onpegeneHns wenovyHowi ocdarassbl

COOTBETCTBYIOT pe3ynbTatam onpejeneHns Weno4uHoi ocharasbl METOL0M, PEKOMEHJ0BaHHbIM MexayHapoaHO

denepauneii knunnueckoit 6uoxumun (IFCC)I%2 o nantuposanHbiM ana aBTOMaTHUECKOTO aHanusaTopa npu 37°C.
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VHCTPYKLI/A

KoHTponb KauyecTBa

Martepuansl gna KoHtpons Kauectsa
BAHCHO- BATPOC KoHTROBHE 00pasLb| ' /PEKOVEHI0BaHb | /151 CTIOMNB30BaHYIS HA GVOX/IMVHECKVXN
VHTEPVOVHHL XaHa /B Topex Jns moveHeH/Sapy X KOMVEDHECKVX KOHTPO BHB X
SHACCTE/HEOOXOMVIVD OLEHATE VX COBVEC TVVIC Th C laHHE MVE TQIOMINEPES CTIONE30BaHVENVIXB
KBHECTERKOHTPOHIALECTER.
. [lpyrue KOHTPO/bHbIe MaTepuasnbl MOTYT flaBaTb PACXOXAEHUA B Cnydasax, Korja oHu:
- OTp,eﬂEEHbI OT 4YeNnoBevyeckoro maTpumkca
- CofepxarT BbICOKME KOHLEeHTpaLuy KOHCepBaHTOB, CTabyunu3aTtopos Unnm Apyrux Hegusnonornyecknx.406asok,
. Q)epMEHTHaﬂ AKTUBHOCTb MOXET TakKXXe N3MEeHATbLCA B 3aBUCUMOCTU OT UCTOYHUKA QJepmeHTa, TemnepaTypbl AUNKOEHTa 1
BpEMEHN aKTMBauuun B nepuo BOCCTaHOBMEHUA KOHTPOAA.

. He ucnonb3yiiTe MaTepunanbl KOHTPONSA, CTABUNAN3NPOBAHHbIE 3TUNEHTINKONEM.

PeKomer,au,wm Nno NPOBEAEHNIO KOHTPONA KayecTBa
e Bbl6upaiiTe KOHTPOJIbHbIE YPOBHMW, COOTBETCTBYIOLWMUE KNUHUYECKN PeleBAHTHOMY AManasoHy.
Mepepn nnn Bo Bpema o6paboTku o6pasua nayneHTa BbiNONHANTE aHanM3 MmaTepuanoB KOHTPOAS KayecTBa aHanormyHo
aHanu3y ob6pasLoB nayneHTa.
e [ina npoBepkn athPEKTUBHOCTU CUCTEMbI KOHTPOAbHbIE MaTepuansl cneayeT aHann3npoBalb B CAEAYIOWUX Cydasx;
- Mocne kann6poBKN.
- B COOTBETCTBUN C MECTHLIMW HOPMaMu Uaun, ne/kpaiiHei mepe, pa3 B leHb, KOr4a BbINONHAGTCA TeCT.

- Mocne BbINOMIHEHUS NPeANMUCaHHbIX OnepaLuii TEXHNYeCcKoro o6¢nyxmnBaHnsa. CMoTpuTe pyKOBOACTBO MO dKCMyaTayunm
CUCTEMbI.

e Ecnu nonyuyeHHble pe3ynbTaTbl HAXOASATCS 3a NpejenamMu guanasoHa NpuemMaemMbiX 3HaAHEeHU, nepes 0T4ETOM O
pe3ynbTaTax aHanusa ob6pasua nauumeHTa,crnegyeTt BbISCHUTb NPUUYUHY OTKIOHEHWUIA.

* PekomeHAauuu no oG emMy KOHTPONKO=3a Ka4eCTBOM CMOTPUTE; mecm—qummorma Ka4eCTBOMA/1A
KOMHEC TBEHHb IX VBMEpeHI (Statistical Quiality Control for Quantitative Meaavre TerL3): MpvHUyIMbIM OnpeneneHs;
y'lm-m—l—mpyl@BOﬂp‘l’BO—TpBTbB A/apawe ~uav Apyrum MeToAMYECKUM PEKOMEHAauusaM,

e JlononHnWTenbHas MHpOPMaLUsS UMEETCA B MHCTPYKLMAX NO 3KCnayaTalmm cUCTEMb.

anIFOTOBI'IeHI/Ie MaTepunanos Anda KOHIPO/A Ka4vyecCTBa, o6pameHme n XpaHeHune

CMOTpUTE NHCTPYKLUIO K KOHTPO/IbHbIM MaTepunanam VITROS KoHTponb |, Il uay gpyryto nutepaTtypy U3rotosutens.

PesynbTathl

Ha aBTOMaTnueckux aHanuadaropax VITROS MoryT 6biTb Bbl6paHbl pa3nuyHbie eAUHULbI U3MEPEHWNIA.

O6wenpuHaTsie Eg~u CU Ea. AnbTepHaTuBHblie Ea.

EQ/A MKkaT/ N (EA/N1X 0.0167)

OrpaHuyeHuna Mpouenypsl
3BecTHOE B3aVIMO,U,eI7ICTBI/Ie C Belecrtsamu

MeTof onpefenerns wenoyHoli pocartassl ¢ nomouwbto cnangos VITROS npowen npoBepKy 4N BblABAEHUA
NHTepdepupyloWux BewecTs cornacHo npotokony NCCLS EP7)” B tabnuue npusefeHbl nccnepoBaHHbIe BelwecTsa,
NpUBOAMBLINE K YKA3aHHbIM OTKNTOHEHUSAM NPW yKa3aHHbIX KOHWEeHTpaLusx.

MccnepoBaHHble BelecTBa, He BAUSBLINE Ha pe3ynbTaT aHaAusa, cM. B pasgene «CneyupuuHocTb» !

AKTUBHOCTb WENOYHON hoch CpefHee OTKIOHEHUE

Belw,ecTBo * KO;:ZZT(:F::L;MH Conv. and SI AnbTepH EA. CoenV, and SI AnbTep Ega.
(EQ/N) (mkkat/n) (EQ/N) (mMKkat/n)
Bunupy6uH 20 mr/gn (342-mkmonb/n) 120 2.0 18.0 0.30
MeToTpekcaTt 200 mkr/mn (440 mKmonb/n) 130 2,1 29.0 0.48
HuTpodypaHTONH 40 mkr/mn (168 mkmonb/n) 120 2.0 24.0 0.40

BO3MOXHO Hanuune Apyrux uHTepdepupytoLLnx BEWECTB. 3T pe3ynbTaTbl NOKasaTe/lbHbl; TEM He MEHEE, Balln pe3ynbTaTbl MOTYT
U3MeHATbCA OT BuAa TecTa. CTeneHb MHTepdepeHLni Npu KOHLEHTPALMAX, OT/IMYHBIX OT NepeyncAeHHbIX B Tabauue, He MOXeT
6bITb NpeAcKasyemoit
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VHCTPYKLYS

[Opyrue orpaHunyeHus

. HekoTopble nekapcTBeHHble nMpenapaTbl, MMeKLWMNe CBeTOBY0 abCopOLMOHHYI0 cnoco6HOCTL Npu 400 HM,
MOTyT Bbl3BaTb CNEKTPanbHY0 UHTepdepeHLnio

. OnpeAeneHHble NeKapCTBEHHbIE BELWeCTBa W KAUHUYECKUE YC/IOBUS MEHSIIOT aKTUBHOCTb LLEMOYHONA
docpatassl INVIVO. Ans nonyyeHus 6onee nofpo6HO MHopmaLmm obpawjaiiTech K ony6a1MKOBaHHbLIM
o63opam.

Oxunpaemble 3HaYeHNA

PedhepeHcHbIli nHTepBan

JlaHHble HOpMaTUBHbIEe MHTepBasbl MOoAyYeHbl Ha ocHOBe 95%-pe3yNnbTaToB BbIGOPKN 273 30POBbLIX /110 A€l
Tpyaocnoco6Horo Bo3pacta (154 XeHWwmnHbl 1 119 My>X4unH).

O6wenpuHaTele Ea. 1 CU Eg. ArlbTepHaTuBHbIE Ef.
(EA/N) (mkKaTt/n)
38-126 0.6-2.1

Kaxxgas na6opatopus foMKHa NOATBEPAUTL NPaBUIbHOCTb 3TUX UHTEPBANOB ANA UCCNeAYyeMOl monynauuu.

XapakTepucTuku nNocTaHOBKM TecTa
Metog CpaBHeHUs

Fpaukn n Tabnuua nokasbiBalT pe3ynbTaThl CPaBHEHNA 06pa3L 0B, NpoaHanM3npoBaHHbix-Ha cucteme VITROS 750, ¢
o6pasuyamu, KoTOpble 6bIN NMpoOaHanM3MpPOBaAHbLlI CPABHUTENbHLIM METOAO0M,”™'  peKOMEHAOBaHHbIM MeXAyHapoAHOA
denepaymneid knuHnyeckoin 6unoxumun (IFCC); m aganTMpoBaHHbLIM AN aBTOMaTUYeCKOoFo=aHanusaTtopa npu 37'C. WUcnbliTaHusa
cooTBeTCTBYIOT npotokony NCCLS EP9.’ATabnuuya Takxe oTpaxaeT pe3ynbTaTbl CpaBHeHMi 06pa3L0B CbiBOPOTKM Ha
aHann3atopax VITROS 250/350 n 950 ¢ cueremoit 750, a Takxke cpaBHeHune aHanusatopa VITROS 51 FS ¢ VITROS950,

B fononHeHune, Tabnuua nokasbiBaeT pe3dyAbTaTbl CPaBHEHNs 06pa3L0B CbIBOPOTKN/M MAa3Mbl, MpOaHanu3npoOBaHHbIX Ha
VITROS 5500 nVITROS 5,1 FS. UcnbitaHna cootseTcTBytoT NCCLS EP9.

O6wenpuHaTeie Egn CUN Ep. AnbTepHaTuBHbIE EA.
MeToz CpasHenust; yIBepXAEHHbIA meToa npu 37*C(EA/N) MeTog CpaaHeHus: yTBepXaeHHbIi MeToa Mpn37*C (MKkat/n)
O6bweRpunHaTele Ea.u CU Epa. AnbTepHaTUBHbIe EA.
Correlation Range of Range of

n  HaknoH Coefficient sample Activity Intercept  Sy.x Sample Activity Intercept Sy.x
750 npotuB‘mMETOAA

CpaBHeHN 218 0.98 0.994 23-1475 +6.7 37.2 0.4-24.6 +0.11 0.62
250 npowmB 750 87 0.98 1.000 50-1494 +2.6 12.1 0.8-24.9 +0.04 0.20
950 npoTus 750 117 1.01 0.999 31-1436 +0.7 9.4 0.5-24.0 +0.01 0.16
5,1 FS* npoTue 950 129 0.98 1.000 45-1462 +4.4 6.6 0.8-24.4 +0.07 0.11
5600*-* mpoTtus 5,1 FS 107 0.97 0.998 49-1459 -2.2 17.0 0.8-24.4 -0.04 0.28
<www..s. Vit TVWV 4VV1 10> oy rjet-Ut ctncUiHI<I 1UJ

VITROS 5.1 FS. Bee xapakTepucTiku 4na VITROS 5,1 FS aHanmsatopa, cnefoBaTesbHo, NpuveHumbl Keucteme VITROS 4600,
** Pagoune xapaetepuctuky ans VITROS 5600 npumeHnmbl 4na VITROS XT7600 m XT3400
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Bocnpoussoanmoctb
To4yHOCTbL Gblna onpejeneHa ¢ NOMOLWbIO MaTepnanoB KOHTPONA Kayectesa Ha Cuctemax VITROS 250, 350, n 5,1 FS
cornacHo npotokona NCCLS EP5."~ TouyHoCTb 6bl1a TakXke onpejeneHa ¢ NOMOLWbI0O MaTepnManoB KOHTPONA KayecTBa Ha
aHanusartope VITROS 5600 cornacHo NCCLS MpoTtokona EP5.”
MpuBoauMble pe3ynbTaTbl ABAATCA OLEHOYHbIMW, Ha BOCNPON3BOAMMOCTb pPe3yNbTaToOB MOTYT BANATL Takne akTopbl, Kak

yxoj 3a npu6opom, TemnepaTypa v BNaxHoCTb B 1abopaTtopuun, ycnoBus XpaHeHUa cnaifos, pa3BefjeHne KOHTPOAbHbIX
mMaTtepuanos u obpaweHne ¢ obpasyamu.

O6wenpunaTeie Eaq.u CU Ep. AnbTepHaTuBHble En.
Mean Within  Within Lab Mean Within ~ Within Lab Within Lab No.
Acbvity Day SD’ SD*" Activity Day SD* sD" CV%" Observ
250 74 0.7 11 1.2 0,01 0.02 1.4 79 20
469 5.2 7.4 7.8 0.09 0.12 1.6 78 20
51 Fst 108 11 2.3 1.8 0.02 0.04 2.1 88 22
509 5.7 12.3 85 0.10 0.21 2.4 88 22
5600H 106 2.1 2.9 1.8 0,04 0.05 2.7 88 22
471 9.1 10.3 7.9 0.15 0.17 2.2 88
. . . . 22
* BOCTIOOMSBOMMMCHT 2_ TEURHIAE iy (loviaMOBgx a fieHb, Kax(ripst NOCTaHOBKa Mo Mevisveli Mepe

' BOCNpoM3BOAMMOCTb /14 M36opaTopun onpeaeniinack ¢ UCronb30BaHUEM OfHOTO JI0Ta CNaiifj0B NpU eXeHe/eNbHON KannGpoBke,

T Axkan»,Tn4ea<ue aTopuTMbl 06paboTkn 1 NporpamMmHoe o6scnedeHnaVITROS 4KHO cooTaatoroytoT cnauHthu«UHA« aHannsatopa VITROS 5.1 FS. Boe «paeTepucTuku ,ns
VITROS 5,1 FS aHanu3aropa, cnefoaresibHo, NpUMeHUMbI K cuctemeVITROS 4600
tt PaGouve xapaktepucTuku ans VITROS 5600 npumerumbl ans-VITROS XT7600 1 XT3400

CneuunguyHoCTb

He uHTepdepupytoLLme BellecTsa

MepeuncneHHble B Tabnunue BewecTsa UCNbITEIBaANUCL ¢ nomolwbio cnaiigos VITROS ALKP cornacHo npotokona NCCLS
EP7" v He NpoABUAN BAUAHUA Ha UCNbITaHUE NPU yKa3aHHOW KOHUEHTpauuu, cmeweHme <13.1 EA/N (<0,22 mkkat/n).

Bewectso KoHueHTpauus BeuwecTtBO

KoHueHTpauus
Ackop6uHoBas Kucnota 3 wr/an 170 mMKkMONb/N O6uwnit benok 10 r/an 100 r/n
NHTpanunng 800 mr/an 8 r/n A30T MOYeBWHbIKpOBY 100 mr/gn 36 MMONb/n
Teounnun 20 MKr/ma 111 mMKMonb/n
NntepaTtypa

1. Tiete NW (ed). Fundamentals of Clinical Chemistry, ed. 3. Philadelphia; WB Saunders; 385-386; 1987.
2. CLSI. Protection of Laboratory Workers From Cccupationally Acquired Infections; Approved Guideline— Fourth Edition CLSI
document M29-A4. Wayne, PA: Clinical and Laboratory Standards Institute; 2014-
3. Doumas BT et al. Differences Between Values for Plasma and Serum in Tests Performed In the Ektachem 700 XR Analyzer and
Evaluation of Plasma SeparatorTubes (PST)." Clin. Chem. 35:151-153; 1989. LY/
4. Calam RR. Specimen Processing Separator Gels: An Update. J Clin Immunoassay. 11:86-90; 1988.
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Northfield, IL: College of American Pathologists; 1992.
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~ « Q I3~ f't3tlve Measurements; Principles and DeHnitions; Approved Guideline;- ‘Third Edition.
Q 1-56238-613-1), CLSI, 940 West Valley Road, Suite 1400, Wayne, PA 19087:1898,USA; 2006.
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n Estimation Using Patient Samples; Approved Guideline. NCCLS Document EP9 CLSI
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??7? Bias Estimation Using Patient Samples; Approved Guideline. NCELS document EP9-A2 [ISBN
1-56238-472-4]. CLSI, 940 West Valley Road, Suite 2400, Wayne, Pennsylvania 19087-1898 USA3;:2002,
n~ Precision Performance.with Clinical Chemistry Devices. NCCLS Document EP5. CLSI, 940 West
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Cnosapb CMMBOJIOB

Cnepywoume cMBO/bI MOTYT NPUCYTCTBOBATb HA yNaKoBKe AaHHOI0 NpojykTa

He ncnonb3oBath NOBTOPHO I BB[3xHWiA Npegen TemnepaTtypbl H- —H
Mcnonb3oBarth 0 AaTbl
MCTeYeHUs CpoKa rogHoCTH HWxHWIA Npefen TemnepaTypbl rTTn Ll
(roa-mecauy-aeHb)
0T Kog naptvm nnm Homep naptum

I OrpaHuyeHue TemnepaTypbl 1111111

CepuiiHbiii HOMep O3HaKoMbTeCB ¢ Bepcueid "’
MHCTPYKUMIATIO NPUMEHEHIO 1 MposepeHo

Homep no katanory um
Kog NpoayKTa BHuMaHue! VIHCTpyKuum no salodercs

NPUMEHEHUIO N3MEHEHbI

OCTOPOXHO [ st | Ansi ncnonb3osaHus B Urtatmse v
1 AR KAPTPUIKE 0 TeoT-uMnamm AlocTaTo4Ho Ans *T*TecTos

Bepeub 0T Bnaru (3awmiarb Ans-ncnonsb3oBaHUA B LUTATVBE YeTooMcTRO ~
201 KapTpUIKeR ¢ TecT*umnnamm &ﬁ_m

0T B/aT/0bIPO0TH) 4 PTPUAX 1 M1 NaBOPaTOPHBIX
MexayHapogHas cuotema YeoBusx

MpousBoanTenb efimHuL, (CH)

Der Grurie Punkl (3eneHas Touka).

coWi lMpoussoauTens creayet
1) YcnoBHble eguHuLbl © HOPUSTUBHLIM TPE60BAHISIM

ara npon3BOACTBa
d A P A NPV UCMOMb30BaHNN HEKOTOPbIX
. YNaKOBOUHbIX MaTepuasios
EC IREPI YMOMIHOMOYEHHBIN npej- 3HaueHue
cTaBuTe/b B EBponelickom O OueHeHHOe B nabopaTtopumn
coobuiecTse CTaHAapTHOe OTK/I0HeHe
KOoppo3noHHbI BocrnameHsioLuiics OueHb onacHbIv
[N 300POBbA
OnacHbI ANA 3A0POBLSA OueHb TOKCUUHB I TOKCUUHBI B BOAHOM 1m
q) OKpY>XatoLLieli cpefe

FTAPAHTUA

OpTo-KnuHukan inarHocTnke rapaHTUpyeT, 4To U3fjenne NPUMEHUMO ANS-3aABNEHHOTO Ha3HavYeHns. Bce n3genns roroBb
ANA MCNONb30BAHMSA A0 yKa3aHHOro cpoka rofgHOCTU W B cayvae coGNoA€HUA Bcex TpeboBaHUii NO XpaHeHuto,

TPaHCMOPTUPOBKE, LLeNOCTHOCTN yNakoBKMN M NpoLeAype NCNONb30BaHUS, yKa3aHHbIX B UHCTPYKLUKU MO NPUMeEHeHUIo\

YTUNN3ALINA

Heob6xoaumo co6ntoaaTb 0CTOPOXHOCTL Npu obpaleHnn ¢ maTepuanamu, NONyYeHHbIMU U3 KPOBK Yenoseka. Heobxoammo
paccmaTpuBaTb BCe reMomMaTtepuasbl Kak NOTEHLUManbHO NHMULNPOBaHHbIE.

YTUNnN3aLmnsa oTXo40B JO/MKHA GblTb B COOTBETCTBUMU C MEXAYHAPOAHLIMU Tpe6oBaHUAMN, hefepanbHbiM W IOKaAbHbIM
3aKOHOAATeNbCTBOM;

8 un3 9
Pub. No, MP2-37_RU Bepcus 11.0
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0630p U3MEHEHWIA:

Hara OB30P UsmeHeHuii

29-11-2019 [Nlo6aBneH aHanuaTop XT3400
CU1MBO/Ibl; 0OHOB/EHDI
OGHOBNEH agpec EBponelickoro NpeAcTaBuTeNs NPOVM3BOANTENS
m_Kp_eE£I<SiBgggHOija™ Methotrexate (B saxrn

OTpaxeHbl TONbKO N3MEHEHUS o o
Mo CPaBHEHUIO C NPeAbIayLLEel BepCUeii.

Ten:+7 (499) 951-26-12

PernctpaunoHHoe ygoctosepeHue B PP-
®C3 2007/01001

CC

EC IREPI Ortho-Clinical Diagnostics

1500 Boulevard Sebastien Brant
B.P. 30335

67411 llikirch
CEDEX, France

Ortho-Clinical Diagnostics, Inc.
(OpTo-Knuuukan AnarHoctuke, WHK)
100 Indigo Creek-Drive

Rochester, NY 14626

USA (CLWLA)

VITROS 3apervicTpurposaHHas Toprosas viapka
Opre-KnuHukan [yarHocTvike
©0rtho-Clinical Diagnostics 2002-2019

Ortho Clinical Diagnostics

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



V/ITRCDS”

VITROS 6uoxumuueckue npoaykTbl
PechepeHcHbliit pactBop anektponutos (ERF) 300

LLL ‘6844464
Ha3HayeHue

TONbKO ANA ANATHOCTUKM Invitro,

VITROS PedepeHCHbIi pacTBop anekTponntos (ERF) 300 npumeHseTca Npu NoTeHUMOMeTpUYecknx namepennax Harpua (Na+) Kanua
(K+) n Xnopuga (Cl-) Ha Bnoxnmuyecknx Cucremax VITROS 250/350!

PeareHThbl " ~ ~~ e e

VITROS PedepeHCHbIi pacTBop Ana 250/350 3To BOAHbIV pacTBOR 3/M1EKTPOANTOB U NOJIMMEPHOrO areHTa.
PeakTnBHbIE NHIpeaneHTbl
1,2 M Xnopug uesus; 0,2 M HaTpus xnopug; 0,07 M kanusa xaopug .

[Jpyrve VHIrpeaveHThl

MonuBMHMANUPPONNAOH N Bydep.

MpeaynpexaeHna n Mepbl NPeaoCcTOPOXKHOCTU

Tonbko gnsi guarHoctuku 1IN MG,

[laHHbIl NPOAYKT He onaceH NPU PYTUHHOM UCMOAb30BaHUN.

He BCe cucTeMbl AOCTYMHbI BO BCEX CTpaHax

XpaHeHue

BAXHO; He 3amopaxmBaTtb

XpaHeHUe n cTabunbHOCTb

PeareHT YCA0BMA XpaHeHuns CtabunbHocCTb

B/’xonogunbHuke 2-8“C (3&-46T) [lo ncteyeHnsa cpoka rogHoCTU B
3aneyaTtaHHO 3aBOACKOV ynakoBke

HeoTKpbIThbIl

Mpu KomHaTHO! TemnepaTtype 18-28°C (64=82°F)
Ha 6opTy aHanusatopa

S 24 yacos
OTKpbITbIA

S 24 vyacos

TpaHcnopTMpoBKa

XonoaunbHuk 2-8 °C (36-46 °F)

NocTaBnaemMble Mmatepuanb

30 ynakoBaHHbIX pe3epByapoB (6 Mn kaxablil) VITROS pedepeHoHoro pacteopa anektponntos (ERF) 300.

Mpoueaypa

BHW.MAHMUE: He ucnonb3yiite nsgenus, umelline BUANMble NOBPEXAEHUSA NN HETEPMETUYMO 3aKPbITYIO YNaKOBKY.

Mpumeyanue: O6paTuTech KXXypHany 06CNyKUBAHMA [N BbIACHEHNA YacTOThl 3aMeHbl O4HOPa30BbiX HAKOHEYHNKA

Mpnmeual we: Kann6pyiite Na+, K+ 1 C1l- KaKAblii pas npyu cMeHe noTa pedepeHcHoro pacTeopa.

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



ERF300

ou A w

ViTRCDS®

yacal' pesepByapbl B HEpPackpblTOl ynakoBke [0 BHYTPeHHeli TemnepaTtypbl B cucteme (MUHUMYM 30 MUHYT, Makeumym 24

BckpoiiTe nakeT u AocTaHbTe pesepsByap.

AKKypaTHO nepemewaTtb cogepxumoe. HE BCTPAXUBATD.

CHSTb NPOGKY W 3arpysnTb pesepByap B CUCTEMY, Kak 3TO yYKa3aHO B «PyKOBOACTBe No/b3oBaTens» K Bawewmy, i

AHanusnpoBaTb cornacHo «PykoBoAcCTBY nosb3oBaTens» kK Baweli Cucrteme.
YTunusunposaTb pe3epByapbl C oCcTaTKaMu XXUAKOCTU Yyepe3 24 yaca.

CnoBapb CMMBOJIOB

Cnepytouwme CMMBOJ/bl MOTYT MCNOMNb30BaTbLCSA Ha ynakoBKe n3genuns.

LOT

SN |

| ref |

d

|EC IREPI

FTAPAHTAN

He ncnonb3oBaTb NOBTOPHO

MCTEYEHUS CPOKA FOAHOCTY

Mcnonb3oBath A0 AaTbl I
(roa-mecsiu-AeHb)

Kog napTum unu Homep napTuu I

CepuiiHblii HOMep

Homep no katanory um
KOf NpojyKTa

OCTOPOXXHO »
Bepeyb 0T Bnaru (3awmuaTb NS
0T Bnarn/obIpocTy)

ITost
MpoussoguTens

| CoNv |
Jata Nnpon3BoACTBa
YNONHOMOYEHHbI npej- TTTUWY |

cTaBuTenb B EBponeiickom
coobliecTBe

Koppo3noHHbIi

OnacHblil 4N 34,0p0BbA

BepxHuiA peden TemnepaTypbl
HwxHWiA npegen Temnepatypbl

OrpaHnyeHne Temneparypbl

O3HaKoMbTech C Bepcumeit "r*
VHCTPYKUMIA N0 NPUMEHEHNIO

BHUMaHue! UHCTpyKuum no
NPUMEHEHUIO N3MEHEHbI

Ana ncnonb3osBaHUA B LITaTUBE
1 Ans KapTpupkel ¢ TeCT-ymnammn

[nsi ucnonb3oBaHus B LITATVBE
2 Ans KapTpUpKeid o TecT-umnamu

|
P
MexgyHapofiHasa cuctema

eanHuny, (CK)

YCNoBHbIe eanHNLbI
3HaueHue

BocnnameHsitoLuiics

OueHb TOKCUYHbIN

aHanusartopy.
Y1BNSA» K BaleMy <

[OuanasoH

[O/ianasoH cpesHUX 3HaUeHUit

CpefHAA Touka

MpoBepeHo

3ameHsneTca

[LocTaTouHo Ans "Ti* TecToB

YcTpoicTBO
| B

Der GrOne Punkt (3eneuas Touka).
Mpown3soauTens cneayet
HOpMATWBHbLIM TPE6OBAHNAM

NPV UCrOMb30BaHUM HEKOTOPBIX
YNakoBOUHbIX MaTepuanos

OueHeHHoe B na6opatopum
cTaH4apTHOE OTK/IOHEHUE

OueHb onacHbIi
NS 300POBbS

TOKCUYHbIIA B'BOAHOW 1n
OKpyXXatouleli tpese

OpTo-KnunHnkan [JMArHOCTUKE rapaHTUpyeT, 4TO M3genne NPUMEHUMO ANA 3asBNEHHOr0 HasHayeHna. Bce usgenus roTosbl Ans

MCNONb30BAHUSA [0 yKa3aHHOro CPOKa FOAHOCTW U B criyyae cObMIOAeHMs Bcex Tpe6OBaHNI N0 XpaHeHUio, TPAHCNOPTUPOBKE,

LLeIOCTHOCTM YNakKoBKW U Npouefype NCNoNb30BaHUA, yKa3aHHBIX B MHCTPYKLUUN MO NPUMEHEHMUIO.

YTUNM3ALINA

YTunusauna ©IX040B A0/KHA GbiTb B COOTBETCTBMM C MEXAYHAPOAHbIMU TpeGoBaHUAMMN, ejepanbHbiM U OKaNbHbLIM

3aKoHofa

TEeNbCTBOM.

CornacHo CaHlMunH 2.1.7.2790-10 "CaHuTapHO-3anugeMuonornyeckne Tpe6oBaHuna K obpaweHnio EMegNLNHCKUMN 0TX0daMmn»

nsgenne MoXeTt 6bITb OTHECEHO K kKnaccy A

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



[Oata

2911-2019

OB30P V3meHeHwMiA

[o6aBneH pasgen «TpaHCNOPTUPOBKa»
[o6asneH pasgen «lrapaHTUm»
[o6aBneH pasgen « YTunmsauus»

YrOMHOMO4EHHb IV MPeACTaBUTES b MPOVBBOLMTENA HA TEPPUTOPIM Pé:
ooo Opro-KmmHukan JyarHocivike

143026, Poccusi, MockoBckas o6nacTb, OfWHLOBCKUIA calioH
nepesHAa CKonkoso, yn. Hosas, gom 100, nut A A

Ten; +7 (499) 951-26-12

PerucTpaLivioHHOoe y0CTOBEPEHYE B Po;

$C3 2007/01001

Ce

EC

Ortho-Clinical Diagnostics
IREH 1500 Boulevard Sebastien Brant

B.P, 30335
67411

likirch

CEDEX, France

Ortho-Clinical Diagnostics;=inc.

mI (OpTo-KnnHukan fuarHoCtuke, VHK)

100 Indigo Creek Drive
Rochester, NY 14626

USA (CLLA)

Ortho Clinical-Dragnostics

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru

© Ortho-Clinical Diagnostics, 2016-2019



Electrolyte Reference Fluid (ERF)

ERE800
VITROS 6uoxumnyeckne npogykTbl

PechepeHcHblil pactBop anektponnTtos (ERF) 800
684/4463

Ha3HauyeHue

Tonbko gna guardoctuky N VILIO.

VITROS 61oXnMunYecKme NPOAYKTbl pedepeHCHbI pacTBop 31eKTponuToB (ERF) 800 npumeHsieTcst Npyv NOTEHLUOMETPUYUECKUX

n3mepenunsax Harpua (Na+), Kaama (K+) n Xnopuga (Cl-) Ha Buoxmmunuecknx Cuctemax VITROS 5,1 FS /4600, XT3400# Ha
NHTerpnpoBaHHbIx cuctemax VITROS 5600/ XT 7600.

PeareHTsl
VITROS PethepeHCHbI pacTBOp 31eKTponnToB 800 3TO BOAHbI PaAcTBOP 3/1EKTPO/IMTOB M NOSIMMEPHOr0 areHTa,
PeakTnBHbIE MHIrpeaneHTbl
1,2 M Xnopug uesns; 0,2 M Hatpusa xnopug; 0,07 M Kanus xiopug.

[pyrve vHrpeaneHTsl

MoNMBMHUNNUPPONNAOH U Bydep.

MpeaynpexaeHns 1 Mepbl NPeoCcTOPOXHOCTM

Tonbko gna gnardoctukm IN VIO,
[JaHHbIi NPoAYKT He onaceH MpW PYTUHHOM WCMO/b30BAHUN.
He BCe NPOAYKTbI AOCTYMHbI BO BCEX CTPaHax.

XpaHeHune
BAXXHO: He samopaxusaTs
PeareHT Y'enoBua xpaHeHns CTabunbHOCTb
5 B XonogunbHuke 2-8°C (35-46°F) Alo ncTeuenms cpaka ropHacT! B
HeoTKpbITbIi 3anevyaTaHHOI 3aBOACKOI yNnaKoBKe
Flpu KoMHaTHO TemnepaType 18-28°C (64-82°F) i 24 yacos

OTKpbITbIN Ha 6opTy aHanusatopa 5 24 vacoB

TpaHcnopTMpoBKa

XonogunbHunk 2-8 "C (36-45 “F)

[MocTaBngemMble marepuanbl

30 ynakoBaHHbIX pe3epByapoB (16 mn kaxabli) VITROS PeepeHcHoro pactesopa anektponutos (ERF) 800

Mpoueaypa

BHVIMAHVIE; He vcnonb3ayiTe U3genns, UMeloLLMe BUAUMbIe NOBPEXAEHNUS UM HErepMeTKUYHO 3aKpbITYO YNaKoBKY.
MpumMeyaHme: O6paTuTech KXypHany 06CnyXuBaHns AN BblsCHEHUS YacTOTbl 3aMeHbl 04HOPA30BbIX HAKOHEUYHUKA
MpumMeyaHue: Kanuépyiite Na+, K+ 1 01- Kaxablii'pa3 npu cMeHe fioTa pedepeHCcHOro pacTBopa.

pe3epByapbl B HEPAaCKpPbLITOW ynakoBKe 40-BHYTpeHHel TeMnepaTypbl B cucTeMe (MUHUMYM 30 MUHYT, Makcumym 24

BCKpOWiTe NakeT 1 fjocTaHbTe pesepByap.

AKKypaTHo nepemewiaTtb cogepxunmoe. HE BCTPAXVBATD.

CHATb NPo6Ky 1 3arpy3nTb pesepeyap B CUCTEMY, KakK 3TO yKasaHo B «PyKOBOACTBe Mosib3oBarens» KBalemy aHanusatopy
AHannsnpoBaTb COrnacHo «PykoBoacTBY nojb3oBaTens» KBaweir Cucteme.

YTnnunsnposaTb pesepByapbl ¢ ocTaTKaMu MUAKOCTM vepes 24 yaca.

ook wn

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



S/I1'-p R O S
hemistry

ERF800
Cnosapb CMMB0O0B

CnoBapb CUMBOJIOB

Cnegytou,ne CUMBO/bI MOTYT UCN0b30BaTLCA Ha YNaKoBKe U3feNuns.

He ncnonb3oBaTtb NOBTOPHO BepxHuit npegen Temnepatypsbl [nanasoH

Mcnonb3oBatk 0 AaTthl

UCTEUEHNA CPOKA FOAHOCTM HwkHUiA npeaen TemnepaTypb! MMNYYTA  Avanason cpeaHunx sHaueHwii
(roa-mecsiu-AeHb)

Lot Ko, napTum uam HoMmep napTun
OrpaHuYeHve Temnepartypbl
p patyp CpegHsasTotKa
SN 1 CepuiiHblii HoMep O3HaKOMbTECh 0 Bepcuein "’
VIHCTPYKLWIA N0 NPUMEHEHMIO MpoBepeHo
Homep no katanory unm
I REF 1 N 1
KOZ MPOAYKTa IT BHumauue! VIHCTPyKLmMM Mo
®al *  NpUMEHEHNIO U3MEHEHbI 3ameHseTcs
A OCTOpOXHO C K [/i5 MCroNb3oBaHNs B LITATVBE
T'nS KapTpumpKet ¢ TecT-umnamm flocTaTo4Ho Ans " TecToB
Bepeub OT BRary (3awuuathb S2 [nsa ncnonb3oBaHUA B LWITATUBE YerTpoiicTso “
2°4ns KapTpuKeii 0 TecT-unnamu i VEIVLYHOO!
0T BNIArK/CLIPoCTH) AN KapTPUA VD [VeHOCTVIM B natopatopHbix
.. MexayHapoaHas cuctema YCnosuAx
I | MpounssoguTens eanHuny, (CN)
Der Grune Punkt (3eneHas To4Ka).
MpoussoanTens TegyeTt
[lata nponsgogcTea I CONVY YenoBHbIe epuHMLbI HOPMATWBHBLIM TPEGOBaHUAM
d Mpu NCMONb30aaMNIN HEKOTOPbIX
o i NaKoBO4YHbIX MaTepuasnioB
YNOMHOMOYEHHBIN npeg- nTrin 3HaueHMe Y P
J9, cTaBUTeNnb B EBponeiickoM OLeHeHHOe B naGopaTopum
coobuiecTse CTaHAapTHOE OTK/IOHEHMe

Koppo3noHHbIii BocnnameHsioLmiics OueHb onacHbIl
N8 300p0BbA
N Y] )
OnacHblit ANt 340POBES OueHb TOKCUYHBIV TOKCUYHBIN B BOAHON WNiA
OKpYyXXatoLLeli cpeae
LLe/IOCTHOCTM YNaKoBKM 1 Npotiefype NUCNonb30oBaHUA, YKasaHHbIX B MHCTPYKLUW NO NPUMEHEHNION TPaHCNopTUPOBKE,
A"To'maTenbcTBT ®COOTBETCTBUN C MeXAYHapoAHbIMY TpeboBaHUAMM, defepanibHbIM U NIOKAbHBIM
~“nnrmolre?6bl T'b. OTNHNI n ° MeAULMHCKMK oTX0ofammn»

Perucrpaunsa MU B Pocagpasranzope
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n (Products

\“inPF4 L 1

ChemUrryl

. ERF800
VcTopurs “3aMeHeHU

0630p NU3MEHEHWIA:

fata OB30P VaMeHeHuit

29-11-2019 fo0aBneH pasfen «TpaHCmopTUpOBKa» i e
[o6aBneH pasgen «FapaHTm»
[Lo6aBneH pasfen « YTUamsaums»

[o6aBneH afpec ynonHOMOYEHHOr0 NpPeACTaBUTeNsA Npom3BoanTens B PO
[lo6aBrieH HOMeP PermcTpaLMoHHOro y0CToBePeHUs

YNO/HOMOUEHHbI NpescTaBUTeNb NPOU3BOAUTENS HA TeppuTopun PO:

000 Opro-KnuHukan JnatocTuke

143026, Poccusa, MockoBckas 06nactb, OAWHLOBCKMIA paiioH,
nepesHs Ckonkoso, yn. Hoeas, gom 100, nut.A A

'Ten: +7 (499) 951-26-12

PerucrpaymoHHoe ygoctoBepeHue B PO:

®C3 2007/01001

Ortho-Clinical Diagnostics

EC REP 1500 Boulevard Sebastien Brant
B.P, 30335
67411 llikirch
CEDEX, France

Ortho-Clinical Diagnostics, inc.
(OpTo-KnnHukan finarHoctuke, VIHK)
100 Indigo Creek Drive

Rochester, NY 14626

USA (CLLA)

VITROS 370 3apernctpvpoBaHHas Toprosas-mMapka KomnaHuu
Ortho-Clinical Diagnostics.
©O0rtho-Clinical Diagnostics, 2002-2019

Ortho Clinical Diagnostics

3133
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100 Wnauro Kpuk [lpaiis, Pouectep, Hbto-Aopk 14626, CLLIA

2020 rog,

MognucaHo MoA MNPUCArOA B MOEM ' [PUCYTCTBUN,
cerofHa 7axsapa 2020 roga.

<nofnuncaHo> <noAanMcaHo>

MHb XyaH K3poH Kamm

CoTpyaHVK oTAena HOPMaTMBHO-MPaBOBOIO HoTapuyc

perynvpoBaHus

«OpTo-KnuHukan [uarHocTmke» <lWTamn: KIPOH-KAMM

HOTAPUYC WUTATA HEHO-OXXEPCU
CpoK AeincTBrst MOE SMUEH3UN UCTEKaET
12 anpena 2021 ropa>

<Kpyrnas penbedHas neyartb HoTapuyca:
K3OPOH KAMM; HOTAPNYC;
wrart HbKO-)KEPCU >

Perucrpaunsa MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



lMepeBof ACLWINOEO TEKCTA BbINOMHEH NepeBofYMKOM KpannuHblMm leHncom AnekcaHgpoBuyem

Poccuiickas ®epepauus

opog MockBa,

[lBajuatb TpeTbero fAHBapsA ABe TbiCAYM ABaALATOrO roga.
A, TlMpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropofa MOCKBbI, CBNAETENbCTBYIO
NoANMHHOCTL nognucu nepesogumka KpannnHa JeHnca AnekcaHapoBuya.

Moanuckb chenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NMoANMCAaBLUEro 4OKYMEHT YCTaHOB/IEHaA.

3apernctpupoBaHo B peectpe; Ne 21/86-H/77-2020-

B3bickaHO rocyfapCcTBeHHOM NownnHbl (No fapugy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue yc/yr npaBoBOro u TexHmyeckoro xapakrepa; 300 py6. 00 kon.

"ETE.“| [poKoLlIeHKOBa
g Fep6oBas mevatb i h j

MpolwHypoBaHo, NPOHYMepOBaHON CkpensieHoLweYvaTek) M /

MPoHy
ney

Peructpanna MH B Pocampasramgzope
www.nevacert.ru | info@nevacert.ru



