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Schonenbuch, 02 February 2024

To be submitted to the Competent Health Authorities in Russian Federation

I herewith confirm, that the content of medical device "BUHLMANN fCAL turbo Control Kit for
use in the quantitative determination of calprotectin in human stool samples by turbidimetric
analysis" instruction for use is valid and true.

BUHLMANN Laboratories AG, Baselstr. 55, 4124 Schonenbuch, SWITZERLAND Is the original
manufacturer of the device, mentioned In the instruction for use.

Siorlature

Dr. Andreas Abel
Chief Operations Officer
Of the company BUHLMANN Laboratories AG

Legalization

On the basis of a signature held by the chancellery,
the authenticity of the above signature

of Atoc-\
Qtfice/eapeeity/company U~ bor my-\oC,c"s

is hereby witnessed.

Liestal,
The chancellery of the canton Basel-Landschaft

Jasmin Mischler

Legalisatlonen
3/EKTPOHHAA KOMUS 0®OPMIIEHA LIEHTPOM UCTILITAHIT W PETUCTPALMM MEDULMHCKYUX M3LENHA



EJ BUOHLMANN

HBCTPYKIHA 10 NPHMEHEHNIO KA MEAHNHHCKOS H3neaAHe

Ha6op xoutpoabubix Marepaanos BUHLMANN fCAL turbo Control Kit ans scnonbiobanus B xone
KOJNHYECTBEHHOTO0 ONpefeeHH KANbAPOTEKTHHA B 06pasiax KaIa YeI0BeKs METOAOM
TYpOHAHMETPHYECKOT0 AHAIN3S

JnA TpUMEeHCHHA B AHArHOCTUKE in vitro.
Ana npodhecCHOHANBHOTO MPAMEHEHUA,

Homep no xatanory: B-KCAL-CONSET

. Jata eeinycka: 2024/02
Bepcua Ne A3

VD

‘ BUHLMANN Laboratories AG (BIOJIbMAHH JlaGopatopus AI’)

Anpec:  Baselstr. 55, 4124 Schdnenbuch, SWITZERLAND

(Basenburtpace 55, 4124 1liéuentyx, lliseiinapns)
Ten.: +41 61 487 12 12
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HAUMEHOBAHME MEJUUHUHCKOI'O H3JEJIUA

Ha6op kourponsHsix MatepuanoB BUHLMANN fCAL turbo Control Kit ans ucnonb3oBaHus B xone
KOJIMYECTBEHHOTO ONpeNeIeHHA KaNbIIPOTEKTHHA B 00pa3uax Kana 4ejoBeKka METOAOM TYpOHAHMETPHYECKOTO
aHanu3a

Ipumeuanne. [lanee mo TeKCTy, HAaMMEHOBAaHHE HACTOALIETO MEAMUMHCKOTO H3AEJIHA MOXET ObITh
o603nauyeHo B Buae: «Habop pearenroB BUHLMANN fCAL turbo Control Kit unu fCAL turbo Control Kit».

HA3HAYEHHUE

Usnenne npeanHasHaueHO 1A AMArHOCTHKHM in Vitro, Ais NMPOBENCHHA KOHTPOJA KayeCTBAa aHAJMTHYECKOH
CHUCTEMBI B XOA€ KOJIMYECTBEHHOr0 OMpeAeNeHHA KalbNpOoTEeKTHHa B obpasuax Kaja 4enoBeka METOJOM
TYpOUAHMETPHYECKOr0 aHaIM3a Ha OHOXMMHYECKMX aHANM3aTopax M NMPUMEHAETCA A8 IHarHOCTHKH M
MOHHMTOPHHIa BOCNAINTEbHbIX 3aboneBaHMi KWILEYHWKA, AN BCEX rpynn HaceneHus 6e3 rpagauuu
NAalUMEHTOB M0 NONyJIALUHOHHOMY H AemMorpaguyecKoMy NpH3HAKy, a Takke 6e3 rpanauuu no noyy U Bo3pacty
nauMeHTa.

. NMONYJALUUOHHBIE, JEMOIPAOHUYECKHE ACIIEKTbBI IPUMEHEHUSA
MEJUIIMHCKOI'O U3AEJINA
Meauumnuckoe wu3JenHe TNPUMEHSETCS JUls BCeX TIpynn HaceneHus 6e3 rpajauuM MauMeHTOB IO
nemorpadMuecKoMy HIIH MONyNALUHOHHOMY NPH3HAKY, a Takxke 6e3 rpafaiiy no nojy 1 BO3pacTy NauHeHTa.

NOKA3AHUA K IPUMEHEHHIO
H3nenne noka3aHo A5 NPUMEHEHHA B COOTBETCTBHH C €r0 Ha3HAYEHUEM.

IMPOTUBOINNIOKA3AHMA
[TpoTHBOMNOKa3aHMA HE BBIABICHBI 113 MEAWLIMHCKOTO H3JEH.

NMOBOYHBIE JENCTBHUA
He npumenunmo.

HHOOPMALIUA O ITOJIBb30OBATEJIE

MeanuuHckoe usaenue ans npodeccHOHaNbHOro NPUMEHEHHA NEPCOHANIOM, HMEIOLLNM KBaTHPHKALHIO IR

BBIMOJHEHHs JHarHOCTHYECKHUX HCCIeIOBaHMIi in vitro B pe3y/braTte crneuranbHoro o6pa3oBaHus U 06yyeHHs:
. Bpay K/IMHHYECKOH nabGopaTOpHON AMAarHOCTHKH, MEIHUMHCKHA J1ab0paTOpHBIH TEXHHK WIW HHOM

CNELHATIHCT, MPOLIEALUIMA NMOArOTOBKY MO METOAMKE J1abOpaTOpHBIX MCCIEAOBaHMH W 3HAKOMBIH C MX

NOTEHUHANbHbIM BO3AeiCTBHEM. MeQHUMHCKOE U3aenue clieayeT NPUMEHATh B 1abopaTopHsax, KIMHHKAX H

6onbHHULIax.

THUII AHAJIUBUPYEMOTI'O OBPA3LIA
OG6pasen kana yenoseka.

METOJAUKA AHAJIN3A U OITUCAHHUE AHAJIUTA

KanbnpoTekTHH sBNseTCs LIMPOKO M3BECTHBIM MAapKEpPOM BOCMAIEHHS, KOTOPbIH MOXKHO MCMOJL30BaTh B
KayecTBe BCMOMOraTeNbHOrO CpPEACTBa AMAarHOCTMKM M BOCMAJHMTENbHBIX 3a00oneBaHMH KHILNEYHHKA M B
KayecTBe BCIIOMOraTebHOrO CPeaCTBAa MOHHTOPHHIa BOCNAIUTENbHBIX 3a001€BaHNH KHILEYHHUKA.

Meroa TypOHAHMETPHYECKOro aHaIH3a KajbNIPOTEKTHHA Ha OHOXMMHYECKUX aHAJIM3aTOPaX — 3TO YCHUJICHHBIN
yacTHuaMH  Typbuaumerpuueckuii  ummyHoananu3  (PETIA), nossonsromuii  aBTOMaTH3UpOBaTh
KOJIMYECTBEHHOE OMpeJesIeHHe KanblpoTeKTHHAa B oOpa3uax Kana uenoBeka Ha OHOXHMHUYECKMX
aHanu3aropax. Ot6op npo6 kana npoussoaat ¢ npumeHenuem npobupku CALEX Cap ans noarorosku npo6
Kana yenoseka (koa: B-CALEX-CS50; B-CALEX-C200; B-CALEX-C500. Per. ynocroBepenne Ne P3H
2023/20148) 1 aHanu3upyloT npu uToroBoM pasbaenenun 1:500. DkcTpakThl M3 oOpa3ua kana uyesnoBeka
MHKYOHpYIOT B peakuuOHHbIH 6ydep M CMEWMBAIOT C MOJAUCTHPOJbHLIMH HAaHOYACTHLAMH, MOKPBITHIMH
NTHYBUMHM AHTHUTENAaMH K 4eNOBeuYeCKOMY KanbmnpoTekTHHy.. Hmelommiica B npobe KaabnpoTekTHH
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cnocoGCTByeT  arrmoTHHauUMd uMMyHouacTu. C  ofpa3oBaHMEM  KOMIUIEKCA  «KaJlbIIPOTEKTHH-
MMMYHOYACTHLa» CBETOMOIIOLIEHHE TNpoObl pacTéT M HABNAETCS NPONOPUHOHANLHBIM KOHUEHTPALHH
KaJlbNpOTEKTHHA. YCTAaHOBNEHHAs CTENeHb CBETONMOIJIOLIEHHS TMO3BOMNAET KOIMYECTBEHHO OMNpPEAENHTh
KOHLIEHTPALMIO KaNb[IPOTEKTHHA NyTEM HHTEPNOJALUMH NO 3aJaHHOH KanHOPOBOYHOH KPHBOH.

COCTAB

Ha6op xoutponbHbix MaTepuanos BUHLMANN fCAL turbo Control Kit ans ucnonszosanus B xoae
KOJIMYECTBEHHOIrO ONpeaeeHHs KanbNpoTeKTHHA B 06pa3uax kana 4eJ0BE€Ka METOAOM
TypOHIMMETPHYECKOrO aHaM3a B COCTaBe:

1. KonrponsHbiit MaTepuan Boicokoro ypoBHs (Control H), daakos (1 ma.) — 3 wr.

2. KouTtponbHbiii MaTepran Huskoro ypoBHs (Control L), ¢pnakon (1 mn.) — 3 wr.

3. OxcnayaTalUHOHHAA JOKYMEHTallUsA B COCTaBe:

- MHCTPYKUMA 110 NPUMEHEHHIO, | wWT.

- cepTU(HKAT KOHTPOIA Ka4yecTna, | wr.

OINMUCAHME U3JEJIUA U ET'O KOMIIOHEHTOB

’ Komnonenrtbl / Pearentsni |Homep no Karaaory| Onucauue / F'oTOBHOCTh K HCNOJb30BAHHIO
KoHTponbHblit MaTepHan B-KCAL IBOTOB K HCMOJIb30BAHUIO.
Bricokoro yposHs (Control po3pauHblii 6GecuBeTHbI pacTBOp.
CONSET . . "
H), dnaxos (1 Ma.) — 3 wr. [YnakosaHo B Genbiii pnakoH ¢ 6€10# KpbILIKOiA
OHTPOJIbHBII MaTepHan B-KCAL T0TOB K HCNOJIB30BAHMIO.
n3koro yposts (Control ITpo3pauHbiii GeclBETHBLIH pacTBOP.
CONSET o " .
L), daaxon (1 mu.) — 3 wir. 'YnakosaHo B 6enblii hnakoH ¢ 6€n0i KpbILLIKOA
[Tpumeuanue:

KOHUEHTpau1s KOHTPOJIbHBIX MaTEPUAJIOB 3aBHCUT OT MAapTHH NMPUBOAUTCA B CEPTHHUKATE aHAIN3A KAKAOH
napTuu Habopa.
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NPEAYIIPEXAEHUA U MEPBI IIPENJOCTOPOXHOCTH

* JlaHHbi# TeCT NpeaAHa3HauYeH HCKIIOYHTENBHO JUIS IHarHOCTHKH in vitro

* Marepuansl JaHHOro Habopa cojaepxaT KOMITOHEHTHI YEJIOBEYECKOro NpoucxoxaeHus. Hecmorps Ha 1o,
YTO pe3y/ibTaThl TECTHPOBaHHA N0Ka3alH OTPUHLATE/IbHBIA pe3yIbTaT Ha NIOBEPXHOCTHBIA aHTHUIEH renarura
B, C n antutena x BUY 1/2, ¢ peareitamu cneayer obpamarbes Tak, 6yaATO OHM cnoco6GHBI nepeaasaTh
HH}eKIHH, 1 paboTaTh ¢ HUIMH B cooTBeTcTBHH ¢ Hannexatuei naboparopHo# npakrukoii (GLP), co6nronas
COOTBETCTBYIOLIHE MEPHI NTPEAOCTOPOXKHOCTH.

* C obpa3suaMH nmauMeHTOB ciexyeT obpamarbcsa Tak, 6yATO OHH CMOCOOHBI nepesaBaTh WHPEKLUH, H
pabotarb C HHMH B cooTBeTcTBMM ¢ Hamnexameit naboparopHoii npaktukod (GLP), cobmonas
COOTBETCTBYIOLIHE MEPbI IPEAOCTOPOXKHOCTH.

* Pearenthl. M30erarb KOHTAaKTa pearcHTOB C KOXEH, rjla3aMH WIH CIM3HCTBIMH obosioukamMu. B ciyuae
KOHTaKTa HEMEUIEHHO MPOMBITh 60JbIIHM KOJMYECTBOM BOJAbI; B MPOTHBHOM CITy4ae MOXET BO3HUKHYTb
pasapaxeHue.

* PeakTHBBI H XMMHKaThl JO/DKHBI PACCMAaTPUBATHCA Kak OMAacHbIE OTXO0/bl B COOTBETCTBHH C HALLMOHAIbLHBIM
PYKOBOJACTBOM HJIM HOPMATUBHBIMH JOKyMEHTaMH [0 TEXHHKe O€30macHOCTH NpH OOpalleHHH C
6HOJIOrHYeCKH ONacCHHIMH MaTepHAJIaMH.

' Texnn4yeckHe Mepbl NPEAOCTOPOKHOCTH

* Bolnepxarh peareHTbl, KOHTPOJIbHBIE MaTepuasbl, Kanubpatopbl U NpoObl COrIacHO yKa3aHHSAM IO
NPHMEHEHHIO.

* Ucnapenne xaatubpaTopoB U KOHTPOJbHBIX MaTEPHAJIOB B aHAIM3aTOPE MOXET MPHBECTH K IOIYYEHHIO
HEMpaBHIILHBIX Pe3yJIbTATOB. 3anyCcTHTE aHAIM3 cpa3y MoCJie 3arpy3Ky aHaJIM3aTopa.

* Tect-cucrema mnpenHa3Ha4yeHa UIA OKCTPAKTOB Npo0 Kajna, NOATOTOBJCHHBIX C TNPHUMEHEHHEM
cnennansHoro 6ydepa ans sxcrpakuun BUHLMANN.

» [lepen HayanoM NpoBeACHHS TecTa yOeauTECh, YTO B Mpobax OTCYTCTBYIOT My3bIPbKH.

TPAHCIIOPTUPOBKA, XPAHEHME U CPOK TOJHOCTH

Bce xoMnoHeHTH Habopa cTabHIbHEI IPH XPaHEHHWH H TPAHCIIOPTHPOBKE NpH Temneparype 2-8 °C 1o

HCTEYEHHs CpoKa FOAHOCTH, YKa3aHHOIO Ha 3THKeTKax. ["apaHTHiHBIN CPOK XpaHEHHS PaBEH CPOKY

FOOHOCTH.

CrabunpHOCTDb NOCie BCKpbITHA Habopa peareHToB:

XpaHuth He O60nee 12 Heaens npu Temneparype 5-12 °C (B KOHTPOIHPYEMBIX TEMIIEPATYPHBIX YCIOBHAX HIIH

Ha 60pTy aHanu3aTopa)

Cpok roaHoctn Habopa cocTaBnser 28 MecaleB ¢ AaThl H3roToBieHHa. He ucrions3yiite Habop nocie
' HCTEYEHHS CPOKa FOAHOCTH, YKa3aHHOTO Ha ITHKETKE.

CrabunbHocTH KaTM6POBOYHOMN KPUBOH COCTAaB/IAET HE MeHee 12 Heaes.

Bunmanne! He noasepraiite Habop peareHTOB 3aMOpO3Ke.

KIIACCHOHUKAIIMA MEJUUHUHCKOI'O U3AEJINS
N3nenue oTHOCHTCA Ki1accy pHcka 2a.

KO/INMYECTBO TECTOB

[ToTeHnuanbHOE KOJTHYECTBO HHAMBHAYAIbHBIX aHanu30B — 200 aHamM30B Ha OAMH HAabop peareHTOB
aHanmutHyeckoit cucreMsl BUHLMANN fCAL turbo. Baumanue! KonuyecTBo HHAHBHAYATbHBIX aHATH30B
3aBHCHT OT UCIOJIb3yEeMOro OHOXHMHYECKOr0 aHaJIM3aTopa H pacxoja peareHToB Ha Npoby 6uoMarepuana u
HE MMEET TOYHO YCTAHOBJIEHHOrO 3HAa4€HHA.

HEOBXOAUMBIE MATEPHUAJIBL, PEATEHTHI H AHAJIM3ATOPbBI, HE BXOASLIUE B
KOMIUIEKT ITOCTABKH

H3neans Aas 3KcTpaknuu o6pa3ioB Kajia H J0NOJHHTE/IbHbIE HA00pbI peareHToB

OnucaHHble HIXKE H3EHA IS 3KCTPaKIMK 00pa3iioB Kajia He IOCTaBAsIOTCS B Habope, noboe U3 HUX
Heob6X0MMO 3aKa3bIBaTh BMECTE C HAGOpOM.
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MN3pgenna ona askcTpakumm KonunyecTso Homep no kartanory

Mpo6upka CALEX Cap ansa JOoCTynHbLI BapuaHTbl UCNOJIHEHNA MO

B-CALEX-C50
noAroTOBKKU NMpob Kana YenoBeka, 50, 200 nnan 500 npobupok.

B-CALEX-C200
BapuaHTbl ucrnonHeHus (Per. Mpobupkun cogepxat 6ydep ana B-CALEX-C500
YpnoctoBepeHne 2023/20148) akcTpakuuu (Extraction Buffer)

[ ononHUTeNbHble HAaGoPbl peareHTOB

PeareHTbl KonnyecTtBo Homep no kaTtanory
Habop kanu6patopos BUHLMANN fCAL turbo Calibrator
Kit ana wucnonb3oBaHWA B XOAe  KOJIMYECTBEHHOrO 6 (hnakoHOB

B-KCAL-CASET
onpefeneHns KanbnpoTeKTMHa B 06pasuax Kana 4enoseka no 1mna/dnakoH

METOA0M TYpOUAMMETPUUYECKOTO aHanmsa
Habop KoHTponbHbIX MaTepnanos BUHLMANN fCAL turbo 2 KOHTpO/bHbIX
Control Kit gnd ncnonb3oBaHWMA B XOfe KONMYECTBEHHOro Martepuana rno 3
onpefeneHns KanbnpoTeKTMHa B obpasuax Kana 4enoBeka (hnakoHa
MEeTOAOM TYpbUaMMeTPMYEeCKOro aHanmsa no 1mn/pnakoH
(R1), dhnakoH (35
Ha6op peareHToB BUHLMANN fCAL turbo Reagent Kit gnamn.) - 1 wr.
KONMMYECTBEHHOTO ONpejeneHns KanbnpoTekTuHa B o6pasuax (R2), hnakoH (7
Kana yenoBeka MeTOLOM TypObUAMMETPUYECKOTO aHanmnsa mn.) - 1wr.

B-KCAL-CONSET

B-KCAL-RSET

JononHuTenbHoe obuwenabopaTopHoe 060pyLoBaHMe

- BopTekc ana skcTpakuvmn obpasuos Kana.

- LleHTpudyra HacTonbHas

- KannbpoBaHHble MUNETKN U OAHOPA30Bble HAKOHEYHUKN 06BbEMOM 10-100 mkn, 100-1000 mkn un 250-
2500 mkn.

AHanunsartop YcnoBHoe 0603HayveHme Per. YaocTtoBepeHue
AHanunsatop 6uoxumnyeckuin Alinity ¢ gns in Abbott Alinity c/ci-cepus P3H 2019/8539
Vitro AMarHoCTUKN ¢ NpuHagnexHocTamu (c/ci-

cepusa*)
Beckmann Coulter ®C3 2010/06742
AU480
Beckmann Coulter ®C3 2010/06743
AU680
Beckmann Coulter ®C3 2010/06741
AHanuzaTtop 6uoxumunyecknin Beckmann Coulter, AU2700 Plus
AU cepuns* Beckmann Coulter ®C3 2011/10595
AU5400
Beckmann Coulter ®C3 2011/10584
AU5800
Beckmann Coulter DxC P3H 2020/9855
700 AU
Mindray BS-230; P3H 2020/9740
A 6 . . BS-240
Hanusarop ,\;?nxd"l'rg";”é‘;“?:p;:lo“"am”ec"”” Mindray BS-240 Pro P3H 2019/8755
’ Mindray BS-480 P3H 2015/3441

Mindray BS-600
* KomnaHna BUHLMANN 3aaBngeT, 4To MeguMLUMHCKOE U3fenne nNosHOCTL0 afanTUpPoOBaHO U COBMECTUMO C
No6bIM aHanNnM3aTopoM K3 3TOW Cepumn.
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OTBOP OBPA3110B, UX XPAHEHME U CTABUJIBHOCTb

Hnsa npouenypsl 3kcTpakuuu TpeGyercs meHee | r HaTuBHOro obpasua xana. Orbuparor obpaseu kana B
00bI4HBIE MTPOOHPKH.

BaxHo! Heo6xoanmo otobpath ob6pasen 6e3 kakux-mub0 XHMHYECKHX HIH OHONOrMYECKUX 106aBOK.
TpaucnopTHpoBKa 00pa3uos

O6pa3usl kana Heo6Gx0aMMO NPEROCTaBUTh B JaGopaTopHio s 06paboTku B TeueHue 3 aHeil nocne orbopa.
O6pa3tbl MOXKHO NEpEBO3UTH NPH KOMHATHOH TEMIEPATYPE HIIH B XOJIOAH/IbHHUKE.

XpaHenue o06pa3uoB

O6pasusl kana Heo6XOAUMO XPaHHTh B XOJIOLHIbHUKE NpH Temnepatype 2—8 °C U 3KCTparupoBaTh B TEYEHHE
3 axeit nocne Ux nocrymnieHus B nabopatopuio. He xpanutb 06pasubl NpH NMOBBILICHHBIX TEMMEpaTypax.
CtabuabHOCTb IKCTPaKTa

OKCTpaKThl KalbMPOTEKTHHA U3 0oOGpa3LoB Kaja, mony4yeHHblie ¢ nomoiuso npobupku CALEX Cap (Per.
Ynocrosepenue 2023/20148), crabunsHbl npu koMHaTHO#H Temnepatype (23 °C) B Teuexnue 7 aHeilt U npu
temnepatrype 2-8 °C nmo 15 nneii. Ina Gonee MIMTENLHOrO XPAHEHHMS 3KCTPAKThl 3aMOPAXHBAIOT MNpH
temmneparype -20 °C. 3aMOpoKeHHbIE IKCTPAKThl CTAOUIbHBI B TEYEHHE 23 MECALICB.

. OKCTpakKThl, nojy4yeHHoie ¢ nomoublo npobupku CALEX Cap, MOXHO XpaHHTh K 3aMOpaXMBaTh
HenocpeactseHHo B npobupke CALEX Cap. 3JxcTpakTbl MOXHO INOJABEPraTh YETBIPEM LHKJIAM
3aMOpaXHBaHHA-pa3MopakuBaHua. Ilepen u3MepeHHeM HeE0OXOOMMO [aTh 3aMOPOXKEHHBIM 3IKCTPAKTaM
OTCTOATLCA A0 KOMHATHOM TeMnepatypsl. 115 NOBTOPHOTO MCNO/Ab30BaHHA/H3MEPEHHSA IKCTPAKTOB CM. 3Tam 2
B paszene «Meroauka aHanu3a». [lepen n3MepeHHEM BbLIEPKHUTE 3aMOPOXKEHHBIE IKCTPAKTHI 10 KOMHATHOM
TeMIepaTyphbl, TIIATENLHO NepeMeLuaiiTe B TeyeHue 10 cexyHA U UEHTPHGYTHPYHTE B COrIaCHO HHCTPYKLIHEH
MO MPHMEHEHHUIO TECT-CHCTEMBI.

METOIMKA AHAJIU3A

AHanu3 COCTOMT M3 TPEX ITaloB:

1. IkcTpakuus o6pa3uoB Kajaa

Cneayiite MHCTpYKUMHM no npuMeHeHuio B kommiekte npobupku CALEX Cap. Hrorosoe pasbasnexue

3KCTPaKTOB npob kana, moaroroBnaeHHeix nocpeacrsom npodbupkn CALEX Cap ans noarorosku npob kana

yenoseka, coctaBuT 1:500 ¢ NoAHOA rOTOBHOCTHIO K MPUMEHEHHIO.

Xuakne npobbl Kaja MOXKHO OTMEPHTh NMuneTko# HenocpeacTseHHo B npobupky CALEX Cap. OtxpyTure

CHHIOKO KpBIIIKY ¥ IPH momowy nunetku seeaute 10 mxa npobsl kana B npoOupky. 3akpOWTE KpPLILIKY

npobupku CALEX Cap u ocyuiecTBUTE BUXPEBOE NEPEMEIIMBAHHE COTJIACHO NpoUENype 3KCTPaKUHH, KaK
. YKa3aHO C MTIOCTPALMAMM B HHCTPYKLIMHM N0 IPHMEHEHHUIO B komniekte npobupku CALEX Cap.

Baxuo: [lepex HayanoM BbinonHeHusa npoueaypsi BUHLMANN fCAL turbo npouentpudyrupyiite

npobupky CALEX Cap ans noarorosku npo6 kana yenosexa B TeueHue 10 munyt npu 1000-3000 g.

2. O6pa6GoTka obpa3nos

[Tpo6upka CALEX Cap IMocne 3kcTpakuMu Ja10T IKCTPAKTY Kajla OTCTOATLCA B TedeHHE 10 MHHYT, NOBEPHYB

npobupky Oenoi cropoHo# BHM3. OTKpY4MBAIOT CHHHMI Koanadok. HanocamouHylo >KHAKOCTb MOXHO

UCMONBb30BaTh B XOJE€ MCCIENOBaHHA METONOM TypOuMaMMeETpHyecKoro aHanu3a 6e3 ganbHeiuero

pasbaBneHus.

3. Yka3aHHA O NPUMEHEHHIO / YCTRHOBKA TeCT-CHCTEMbl

INpoueaypa ananu3sa nocpenctsom BUHLMANN fCAL turbo BannaupoBaHa a1 HECKONbKUX KIMHHYECKMX

OMOXHMMHUUECKUX aHanU3aToOpoB. [lepeueHs aHaNN3aTOPOB yKa3aH B pasfesne «bHOXMMHYECKHE aHaIU3aTOopB,

NpHUMeHsAEeMble COBMECTHO ¢ uaaeaneM». [IpoTokonst paboTel ¢ KOHKPETHBIM OHOXHMHYECKUM aHAIH3aTOPOM

npyBeAEHBb B MPHIOXKEHUAX K HACTOALIEH MHCTPYKLIMHM NMO NMPHUMEHEHHIO. B Lenax nonydyeHus cBeaeHui o

HACTpOHKe, TEXHUYECKOM OOCNy)KHBaHMH, IKCNIyaTalMH aHAlIH3aTOPOB M COOTBETCTBYIOIUHMX Mepax

NpPeIOCTOPOXHOCTH, NOXKaNy#HcTa 06paTHTECh K COOTBETCTBYIOLIMM PYKOBOACTBAM [10 3KCIUIyaTaUHH.

[Toaroroska peareHTOB:

PearenTs! 13 HaGopa peareHTOB roTOBbl K MCMO/Jb30BaHWIO. AKKYpaTHO MX B36OnTaiiTe nepen 3arpy3koi B

aHanu3atop. MIaKkoHbl C peareHTaMH MOXHO MOMELIATh HEMOCPEACTBEHHO B aHAIM3aTOp, €C/IM MHOE He

yKa3aHO B YKa3aHHAX 110 NPUMEHEHUIO COOTBETCTBYIOLLETO aHATTH3ATOpa.

6
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MNPOLUEAYPA KATMBPOBKW AHATMTUYECKOW CUCTEMBI

Hab6op kanubpatopoe BUHLMANN fCAL turbo Calibrator Kit ucnonb3ytoT ana nocTpoeHusa CTaHAapTHOW
KpVBOW MO LIECTM TOYKaM COrnacHo pyKOBOACTBY MO 3KCMayaTauum 6MOXMMUYECKOro aHannsatopa. 3HaueHus
Kanubpatopa 3aBUCAT OT KOHKPETHOM napTuu. [Ns Kaxgoi HOBOW NapTuUM KanubpaTopoB W peareHTOB
Heob6X04MMO BbINOMHATL HOBYHO KaIM6POBKY. B MHbLIX Cnyyasx KanmbpoBKYy crnefyeT NPOBOAUTL KaxAble ABa
Mecsila COrnacHoO ykKasaHMsiM MO0 3KChayaTauun Ccpefctsa M3mepeHus. [Ons nonyyveHuWs CBeAEHMIA O
MPUCBOEHHbIX KanmbpaTopaM 3HaYeHMAX CMOTPUTE CepTMUKaT KOHTPO/S KayecTBa B KOMMEKTe Habopa
Kanmbpatopos BUHLMANN fCAL turbo. B cnyyae HEBO3MOXHOCTU MPOBeAeHUs KanubpoBkn 6e3 Hanuyms
OWNBOK ob6paTuTecb B CAYXOY noadepXkn kKomnaHun «BKOJIBMAHH» v K ynofHOMOYeHHOMY
npeacTaBuTento KomnaHun «6FOJIbMAHH» B P®. JJononHuTensHas MHGopMauns o npoueaype KanmbpoBKu
aHa/IMTMYEeCKOW CcUCTeMbl MpuBefeHa B MPUNOXKEHUAX K WMHCTPYKLMU MO MPUMEHEHUID A1 KaX4Oro u3
Ba/IMANPOBAHHbIX BUOXMMUYECKNX aHaNN3aToOpOB.

MNPOLIEAYPA KOHTPONSA KAYECTBA AHAJIMTUYECKOW CUCTEMbI

Habop KoHTponbHbix MaTepnanos BUHLMANN fCAL turbo Control Kit ncnonb3yeTtca ans exegHeBHOW
NpoBEPKM A0 Havana oTbopa 3KCTPaKTOB Mpo6 Kana nayueHTa B LENsx Baangauumnm KanmbpoBOYHON KPUBOWA.
KOHTpONbHLIM MaTepuanam NPUCBOEHbI AMana3oHbl 3HAYEHWUI, yKa3aHHbIe B cepTU{uKaTe KOHTPOIA KayecTsa
B KOMIMEKTE K KaXAOMy Habopy KOHTposibHbix Matepuanos BUHLMANN fCAL turbo. Pesynbrathbl
KOHTPO/IbHbIX U3MEPEHUIA LOMKHbI ObITh B Npefenax yKaszaHHbIX AMana3oH0B 3HaYeHWUW B LeNnsx noayyeHus
[0CTOBEPHbIX Pe3y/ibTaToB Mo 3KCTpakTaMm npob Kana naumeHTa.

B cnyyae HecoOTBETCTBMS 3HAYEHMI KOHTPOJ/IbHbIX MaTepuasoB MOBTOPUTE W3MEpPeHUe C NpUMeHeHueMm
HOBbIX KOHTPONbHbIX MaTepuanoB. B cnyyae coxXpaHeHWs HECOOTBETCTBMSA 3HAYEHUIN KOHTPOJIbHbIX
maTepuvasnoBs  Mpou3BeAUTe  MOBTOPHYH  KalMOPOBKY  TecT-CUCTeMbl. B cnyvae  HeBO3MOXHOCTU
BOCMPOW3BEAEHNA [LONYCTUMbIX 3HAYEHUA KOHTPO/IbHLIX MaTepuanoB MO BbIMOJHEHUN BbllLeyKa3aHHbIX
[eNCcTBUIN obpaTuTech B CNy)K6y noagepxkun komnaHun «bKOJIBMAHH». [lononHuTenbHas UHGopmaumus o
npouesype KOHTPONA KayecTBa aHa/IMTUYECKON CUCTeMbl MpuBeAeHa B MPUNOXKEHUAX K WHCTPYKUUU MO
MPUMEHEHWNIO A/1F K&XKA0r0 U3 BaJIMANPOBAHHbIX 6UOXMMUNYECKUX aHa/M3aTopoB.

N3MEPEHWE MOKA3ATEJIEM 3KCTPAKTOB MPOB KAJIA MALUNEHTA

Mocne NoCcTPOEHNs KanubpoBOUHOW KPUBOW 1 e BanuaaLum Npyu NOMOLLYU KOHTPO/bHbLIX MaTepuanoB MOXHO
NPUCTYNUTb K M3MEPEHMWIO MoKa3aTeneli SKCTPAKTOB Kana NauueHToB. BbIMONHWTE M3MepeHMe NoKasaTeneid
3KCTPAKTOB Ka/ia MalXeHTa CorfacHo yKasaHusm o npyvMeHEeHNI0 U pyKOBOACTBY MO 3KCM/yaTalumn cpeacTaa
N3MEPEHNS.

PE3YJ/IbTATDbI

KnuHnyecknii 6GMOXMMMYECKNIA aHanM3aTop MPOM3BOAMT aBTOMATUYECKWI pacyéT pe3ynbTaToB, KOTOpble
BbIBOAMT B MKI/I, €CIN MHOE He yKa3aHO B COOTBETCTBYMOLLMX YKa3aHMSX MO 3KCnayatayuu KAMHWYECKOro
OMOXMMMNYECKOr0 aHanm3aTopa.

OIrPAHNYEHNA
Pe3ynbTatbl TECTOB MOA/NEXAT MHTeprpeTaLnn B CoYeTaHUM CO CBeAEHUAMM, NMOSMYHYEHHbLIMM MO UTOram
K/IMHNYecKoro obcnefoBaHna nauneHTa u Apyrux AMarHoCTUYECKMX npoLesyp.

Ana  mMoHuTOpuHra 3abonesaHns CPK npeafioXXeHO MHOrOKpaTHOe Wu3MepeHue (eKanbHoro
KanbNpOTeKTUHA C UHTepBasIOM [0 4 Hefenb, YTO 06ecneymBaeT HaUIYyULY ANAarHOCTUYECKYHO TOYHOCTb B
MPOrHO3MPOBAHUMN K/IMHUYECKOTO PeLunanBa y nauueHToB (Cebinkn 23-24).

MNpuém HecTepoMaHbIX NPOTMBOBOCNANMTENbHbIX npenapatos (HMBI1) moXeT npuBectn K

MOBbLILIEHMIO YPOBHA (PEKaNbHOro KasibMPOTEKTUHA.
Pe3ynbTatbl KNMHUYECKWU HEMPUMEHUMbI K eTAM MnajLle 4 neT, y KOTOPbIX C/ierka nosbIleH YPOBEeHb
KanbNpoTeKTNHA B Kane (CCblIKK 25-28).

TEXHNYECKUME XAPAKTEPUCTUMKW
3HayeHue

KoMnoHeHT TexHn4Yeckas xapakTepucTmka
XapaKTepucTuKu
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KOHTPONbHbI maTepuan [abapuTHble pasmepbl (akoHa 19,6 mm X53,5 mm ( 3,0
BbICOKOro ypoBHsa (Control H)  (anameTp B camoOil LWWPOKOW uyact [/ MM)
lnpuHa / BbicoTa), MM.

Macca (hnakoHa C peareHTom, T. 57r(x0,5r)

O6bem peareHTa B (hnakoHe, M. 1mn (20,2 mn)

LiBeT KpbILWKM Benblii
KOHTPONbHbI matepuan [abapuTHble pasmepbl hnakoHa 19,6 mm X53,5 mm (£ 3,0
HU3Koro yposHsa (Control L) (auameTp B cCamoOM LWIKMPOKOWA yactn [/ MMm)

BbICOTA), MM.

Macca (hfiakoHa ¢ peareHTomMm, T. 57r(05r)

O6bem peareHTa B (hnakoHe, M. 1wmn (0,2 mn)

LiBeT KpbILLKK Benbiii
MoTpebuTensckaa  ynakoBKa Bpicota, MM 52 MM + 10 MM
MeMUMHCKOro nsgenns Habop 153 £ 10
KOHTPO/IbHbIX maTepuanos Anvna, MM MM £ 10 MM
BUHLMANN fCAL turbo LUupuHa, mm 101 mm £ 10 Mm
Control Kit Macca ynakoBKW ¢ U3genmem B c6ope, T 95 r (+ KOT)

MATEPWANbI W1rOTOBNEHNA
KomMnoHeHT PeareHTbl Kart. Homep MaTtepuanbi
MaTpuua ¢ 6yepHbIM HU3MONOTNYECKNM

Habop KOHTPO/bHBIX pacteopom HEPES

MaTepuasios B-KCAL-  )BwH-20
BUHLMANN fCAL KOHTpO/IbHbIE MaTEPUaIbI 2-meTun-2H-130Tnazon-3-oH

CONSET o o
turbo SKCTPaKT, cofiepXKalLii YenoBeYeckuit
KaNbNpPOTEKTUH, C A06ABNEHNEM TPaHYNOLUTOB
yenoBeka

MpumevaHve: KOHUEHTpaUWs KOHTPO/MbHbIX MaTepuasoB 3aBUCWUT OT MapTWM MpPUBOAWUTCS B CepTUdUKaTe
aHanM3a Kaxzoi naptum Habopa.

ONATHOCTUNYHECKNME XAPAKTEPUCTUKUN N KNINHNYECKAA OLLEHKA

Brnonornyeckne pedepeHTHble UHTEPBa/IbI U UHTepPNpeTaumsa pesynbTaToB aHa/In3a
KaTeropun pesynbTaTOB OCHOBaHbl Ha [aHHbIX KAUHUYECKMX WCCNeAO0BaHW, NPOBEAEHHbLIX KOMMaHWei
BUHLMANN, u asnatotca pekomeHgaunamm BUHLMANN:

KoHueHTpaynsa
NHTepnpeTaymns Mocnepytowee HabnwoneHne
Ka/ibNPOTEKTUHA
<80 mKr/r HopmanbHoe 3HayeHue Het
o Mocnepytowee  HabnwpgeHve B

80-160 mKr/r Ha norpaHW4yHoOM C HOPMOW YpPOBHE AY A

TeyeHue 4-6 Hepenb

[MoBTOPATHL no mepe
> MoBbILLEHHOE 3HaYeHne

160 mkr/t HEeo6x0aMMOCTHU

3HayYeHNs KanbnpoTeKTUHA HMXe 80 MKr/T.

3HauyeHVa KanbnpoTekTUHa B obpasyax kana <80 MKr/r He CBUAETENbCTBYHOT O BOCMaNeHUU B XENyLOYHO-
KuWeyHoOM TpakTe. [llauneHTbl C HU3KUM YPOBHEM Ka/lbMPOTEKTUHA, CKOPEee BCEro, He HYXAAalTcAa B
WHBA3UBHbIX Npoueaypax aaa onpegeneHns npuymnHol BOCMasieHns.
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3HavyeHun kanbnporekTuHa ot 80 10 160 Mxr/r.

Cpeanue ypoBHH KanbpOTEKTHHA B o6pa3uax kana ot 80 0o 160 MKI/r, TakKe Ha3biBa€MbI€ NOrPaHUYHBIMU
YPOBHSMH, He SABJAIOTCA MNpPAMbIM MOKa3aTeJieM aKTHBHOTO BOCNAlEHHS, TpedyiolWero HEMEAJEHHOro
MOCNEAYIOWEro WHBa3MBHOTO MCCIENOBaHUA. TeM He MeHee, HEenb3s HMCKIIOYHTb HAIMYHE BOCMAIEHHA.
PexoMeHayeTcss MOBTOpHas OLIEHKa YPOBHS KalbMpOTEKTHHa B ofpa3uax kana uepe3 4-6 Hemenb s
OfpeIesIEHUs BOCTIAIMTEILHOTO CTaTyCa.

3HaueHHs KadbNpPOTeKTHHA Boiwie 160 mKkr/r.

3HaueHHs KaablpoTeKTHHa B oOpa3uax kana >160 MKI/T MOXET CHTHaJM3HWpOBaThb O HAJIMYHM AKTHBHOIO
BOCMANUTENbHOro 3aGoneBaHus. [Ina ycraHOBiAeHHMs OOLIEro KJIMHHYECKOrO [OMArHO3a MNpeanaraloTcs
COOTBETCTBYIOLUHE AOMOJHHUTENbHbIE HCCAEAOBAHHA, MPOBOAUMBIE CIIELIHATIUCTAMH.

BuuManue!

Kaxnas nabopaTopusi NO/DKHA YCTaHOBUTb CBOM COOCTBEHHbIE AMANa3’OHbl HOPMAIbHLIX 3HAYEHHH B

3aBUCHMOCTH OT CBOUX COOCTBEHHBIX METOAOB, KOHTpOJeH, o0opynoBaHHUs, NMOMyJIALMH MAaLHEHTOB U B

COOTBETCTBHH C COOCTBEHHBIMH YCTAHOBIEHHBIMH MPOLIELYPaMHU.

OKOHYaTENbHBIM KIMHHYECKMI IHArHO3 He JOMKEH OCHOBBIBATHCA TOJABKO Ha pe3yjibTaTax MPOBEAEHHOIO
. TECTa, a JO/DKEH ObITh MOCTaBNEH Bpa4OM M0C/Ie OLEHKH BCEX KIMHUUYECKHUX U n1abopaTOpHbIX OaHHBIX.

Juarsocruyeckas 4yBCTBHTEJAbHOCTb H CHEeIHPHUHOCTD

JIMarHoCTHYECKas YyBCTBUTENBHOCTD H CrieUH(PHUUHOCTD Obli1a MOATBEPXKAEHA B KIMHUYECKOM MCC/IEA0BaHHH
¢ yuacTHeM 06e3nuueHHbIX 295 06pa3uoB OT MaUMEHTOB C BOCNAJIMTENbHBIMU 3a00/IEBAHHAMH KHILIEYHUKA
WIH T1OJO03pEeHHEM Ha HHX M NauUMeHTOB C OGONAMM B IKHUBOTE W/WIM OHapeeil WIM IOpPYTHMH He
BOCNAJIMTE/IbHBIMH NPOLIECCAMH B XKENYJOYHO-KHILIEHHOM TPAKTE.

JlnarHocTHuyeckas 4yBCTBHTENbHOCTD, C YYETOM JOBepHTENbHOro HHTEpBana (95% JIM) Ha ypoBHe npuHaTHA
KJAMHHYecKoro peweHus >80 MKI/r kansnporekTHHa B 06pasue cocrasuna 85,0 % (95% AU: 76,0%, 90,7%).
JnardocTruyeckas cneunUYHOCTb, C YYETOM JOBEPUTENbLHOro MHTepBana (95% W) Ha ypoBHE NpHUHATHA
KAMHUYECKOro peuwienus >80 MKr/r kanbnpoTekTHHa B obpasue coctaBuna 81,0 % (95% AU: 74,2%, 86,6%).

CPABHEHHUE METOJ10B
CpaBHenue anannTH4eckoii cucrembl BUHLMANN fCAL turbo ¢ ucnoanzosanuem npoéupok CALEX
Cap u anaautnyeckoii cucrempt BUHLMANN Calprotectin ELISA ¢ ucnoab3oBaHHeM npoGHpok
CALEX Cap

. CpaBHHUTENbHBIH aHANK3 MeTOAOB npoBenéH cornacHo pykosoactsy CLSI EP09-A3. TposeneHo nsmepenue
cTa aessiHOCTO AeBATH (199) xnuHHyeckux obpasuos ¢ npuMmeHeHneM oaHoi mapruu BUHLMANN fCAL
turbo B Teuenue 18 aHel ¢ 0aAHUM KATMOPOBOYHBIM LMKIOM. MTOroBblit HHTEPBa pedepeHTHBIX 3HaYEHHUH
KOHLEHTPAlMH KanbnporekTHHa 30,3—-1672,5 mkr/r onpenenéu mpu nomomwn BUHLMANN Calprotectin
ELISA. Dkcrpakumio npo6 ocywectsunu nocpeactsom npobupku CALEX Cap ans noarorosku npob kana
yenoseka. EAMHMYHBIE OMpeneneHHs MO IKCTPaKTaM, nonyyeHHsiM nocpeacrsoM npobupku CALEX Cap,
BBINOJIHUAYK C NpUMeHeHHeM 06oux MeTonoB. OTKIOHEHHE ONPEAC/IMIN NOCPEACTBOM JHHERHON perpeccuu
[Taccunra—babnoka. Pe3ynbTaThl perpecCHOHHOTO aHan3a [oKasajnH BhICOKYIO CTeneHb koppensauuH ( r> 0,7)
H JOCTOBEPHOCTh Ha YPOBHE 3HAYUMOCTH 95%.

Perpeccuonnsiii anaau3 Ilaccunra—babaoka
Vinon (95%-uii Touka nepeceyenun | OTKIOHEHHE NPH OTK/10HEeHHe NpH
1) [MKr/r] (95%-HbIii 80 mkr/r 160 Mkr/r (95%-Hbiit r
JIN) (95%-ub1ii J1H) AH)
1,139 -18,3 -9,0% 2,4% 0.982
(1,104;1,172) (-24,4;-13,2) (-15,1%;-3,1%) (-1,2%;5,4%) ’

AHAJIMTHYECKHUE H ®YHKHUOHAJIBHBIE XAPAKTEPUCTHKH

AHanuTHyeckue M (YHKUHMOHANbHbIE XAapaKTEPUCTHKW TMPEACTABACHbl ANA AHAIMTHYECKOH CHCTEMBI
9
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BUHLMANN fCAL turbo, Bimodatoueit B ce6s cleayioliie COBMECTHO TNPUMEHSIEMblE MEIMLHUHCKHE
M3/IEJIUA U1 KOJIMYECTBEHHOT O aHaIu3a:

- Ha6op pearentos BUHLMANN fCAL turbo Reagent Kit ans KOnH4eCTBEHHOro OnpeaeneHUs
KaJbNpOTEKTHHA B 0Opa3uax Kana yeJoBeKka METOAOM TYPOHIMMETPHUYECKOro aHaln3a.

- Ha6op xanu6paropos BUHLMANN fCAL turbo Calibrator Kit ans ncnonb3oBaHus B Xxone
KOJIMYECTBEHHOTO OMNpeAeieHns KalbNpoTeKTHHA B 06pa3ilax Kana yenoBeka METOAOM TYPOHAHMETPHUYECKOrO
aHanu3a.

- Ha6op koutponbhbix Matepuanos BUHLMANN fCAL turbo Control Kit ans ncnons3osanus B xone
KOJIMYECTBEHHOTO OMNpEAENEHUA KAIbNIPOTEKTHHA B 06pa3uax Kkana yen08eka METOAOM TYPOHAMMETPHUECKOTO
aHanM3a.

Kparkasi uH(pOpMaIHA 0 METPOJOrHYEeCKOH NPOC/IeKHBAEMOCTH

Ananutnyeckas cuctema BUHLMANN fCAL turbo kanubpyercs u obnagaer MeTpOSOrH4ecKoi
NpOCNeXHUBAEMOCTBIO 10 MEPBHYHOTrO 3TAJIOHHOTO MaTepHana NPOM3BOAMTENA NMOCPEACTBOM KalnUOpPOBKH H
NPUITUCHIBAHUA 3HA4YEHHWH C NPUMEHEHHEM METOAMKH BBHIMOJHEHUS H3MEPEHHH MPOU3BOAMUTENS:
BUHLMANN Calprotectin ELISA.

IIpeunsnonnocrs (IloBTOpsiemocTs)
Koapdpuumnent Bapuaunu (KB) < 8,3 %
IIpeunsnonnocts (Bocnpou3soauMocTsb)
Kos¢puunenT Bapnaunu (KB) <9,1 %

IIpenen o6uapyxeHus Habopa peareHToB
30 Mxr/r kanenportexTHHa. [loarBepkaeHo Ha ofpasue 3xcTpakra W3 obpa3ua kana C yCTaHOBJIEHHOM
KOHUEHTpaUHeil KajiblpOTEKTHHA, Onu3kodf K HHXKHeH rpaHuue AMana3oHa u3MmepeHus. AbcomoTHoe
OTKJIOHEHHE CPERHEro MOMYYEHHOro 3Ha4eHHUs He npeBbilaeT 10 MKI/T OT KOHUEHTPAaUMH KanblIPOTEKTHHA B
obpasue ¢ ycTaHOBJIEHHOH KOHLIEHTpauue.

JAuana3on usmMepenun nabopa pearenton

HwkHas rpaiuna nMana3oHa uaMepeHusa: 30 MKr/r KanbnpoTEKTHHA.

MMoaTBepxaeHo Ha o6pa3ie IKCTpakTa U3 obpa3ua Kana ¢ yCTaHOBJAEHHON KOHUEHTpalHER KalblPOTEKTHHA,

ONU3KOM K HMWKHEH IpaHuule auana3oHa niMepeHHs. AGCONIOTHOE OTKIOHEHHE CPEAHEro MNOJyYE€HHOro

3HayeHHs He mpeBbiliaeT 10 MKI/r OT KOHUEHTPAalMM KalblpPOTEKTHHA B ofpasle C yCTaHOBICHHOMH
. KOHUEHTpaLHe.

Bepxuss rpannua ananasoHa namepeHus: 2000 MKr/r KanbnpoOTEKTHHA.

[ToaTBepxaeHo Ha obpa3ue IKCTpakTa U3 06pa3ua Kana ¢ YCTaHOBJICHHOH KOHUEHTPALIMEH KaJIbITPOTEKTHHA,

6/M3KOM K BepxHel rpaHuue avanasoHa uaMepeHus. OTHOCHTENBHOE OTKJIOHEHHE CPEAHETO MMOJy4YEHHOTO

3HayeHHs He npesbliaer 10 % OT KOHUEHTpaUMM KanbMPOTEKTHHa, B oOpa3lle C YCTaHOBJIEHHOH

KOHLIEHTpauu1eH.

Juana3on auHeiinocru: 30-2000 mxr/r

Jluneiinplii auanason HaGopa pearentoB BUHLMANN fCAL turbo 6win noaTepkaen Ha obpasiax
IKCTPAKTOB M3 00pa3uoB Kaja 4eJOBeKa C YCTAHOBJIEHHOW KOHUEHTpauMeil KalblpPOTEKTHHA COIJIAaCHO
pykosoactsy CLSI EP06-A. Ilpo6st ¢ koHueHTpauuei 6onee 2000 MKr/r aHanIM3aTOp aBTOMAaTHYECKH
pa3bGaBnsan B cootHoweHun 1:10. Jlonyckajsock MaKCHMaJbHOE OTHOCHTENBHOE OTKJIOHEHHE OT
yCTaHOBNEHHOro 3HadyeHus B 10%. [Ina 3HaueHui KOHUEHTpaLMK HUXKeE 75 MKI/T, aonyckanach abconroTHoe
OTKJIOHEHHE OT YCTaHOBJIEHHOTO 3HaYyeHHus He Gonee 10 Mkr/T.

AHanuTH4yeckan cneuupuuHocTs (MHTepdepupytomue H nepeKpecTHO-pearupyloiine BeuecTrsa)

OueHka BIMAHHA Ha AHAINTHYECKHE M (YHKLHOHAJIbHBIE XapaKTEPUCTHKH MEAHUMHCKOTO W3Jenus
NpOBOAMJIACh B COOTBETCTBMH C METOAOM HcchaenoBaHHs HWHCTHTYyTa KIMHM4YECKMX M N1aGOpaTOPHBIX
cranaaproB EP7-A2 "HccnemoBaHue Ha uHTepdepeHUHIO B KiMHHYeckoH Xxumuu": 2007. Bnusnuem Ha
pe3yJIbTaThl TECTA CYHTAIOCH OTHOCUTENBHOE OTKJIOHEHHE OT YCTAHOBJIEHHOM KOHUCHTPALMHU KalblIPOTEKTHHA
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+ 10 % Ha o6pa3uax nauueHToB, C KOHUEHTpaUHe KaIbNIPOTEKTHHA B AHANAa30Ha H3MEPEHHS aHATHTHYECKOH
cucteMbl. JIng 3Ha4YeHWUA KOHUEHTpaUMM HHXe 75 MKI/r, gomyckanack abCONOTHOE OTKIOHEHHE OT
YCTaHOBJIEHHOrO 3HauyeHus He Gonee 10 Mkr/r. Ha ocHOBaHMM NMpPOBEACHHBIX HCCIACNOBAHHMH, BIMAHHUSA HA
pe3ynbTaThl KOJIMYECTBEHHOTO ONpeleNeHns KalbMpOTEKTHHa B oOpasuax Kana 4ejioBeKa [KOHLEHTpalus
(mr)/50 Mr xana] He BblSBJIEHO AJ1A: reMoriobMHa B KOHLUEHTpauuy 1,25 Mr/50 MKr kana yenoBexa.

CHUMBOJIBI
OcHosuble CHMBOJIBI

g Hcnons3oBath 10
E]E O6paTHTECh K HHCTPYKLIHH 10 IPUMEHEHHIO
“ H3rotoButens
. REF Homep no karasnory
IVD MeaMUMHCKOE H3/1e/IHE U1 THarHOCTHKH in Vitro
LOT Koa naptuu
8°C ;
2C TemnepartypHbiit auanasox (2°C - 8°C)
'YnonHoMmoueHHbl# npeacrasutesns B EBponeitckom Coobuiectse
Hmnoprép

[1Ipoune cuMBOJIBI
ICumBoa Ha3BaHue ¥ onucaHHe CHMBOJIA

c exw Cumon CE («eBpomneiicKkoe COOTBETCTBHE») C HACHTH(PHKALUHOHHBIM HOMEDPOM
HOTH(}HIIMPOBaHHOTO opraHa (XXXX)

. @ YV HHKaIbHbIA HACHTH(PHKATOD H3dENHA

Ha oTaenbHOM 3THKETKE Ha YNakoBKE YKa3bIBAlOT HHXKENpPUBEREHHBIE CHTHAJIBHOE CJOBO M MUKTOrPaMMbl
ONacHOCTH 1A PEareHTOB KOMIUIEKTA, coaepxawux 2-mMeTtnia-2H-u3ornason-3-on. CuMBOI OnacHOCTH Aast
310poBbsi U H/P-¢passl and npeaynpexaeHHs Moab3oBaTenedl 0 XHMHMUYECKHX OMACHOCTAX, KOTOPbIM OHH
MOTYT MOJABEprarhcs.
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HMBOJ1 [Ha:mauue H ONMHCAHHE CHMBOJIA

MukTorpamma CLP: OnacHOCTb A5 3/0pOBb/0NacHOCTb

ICuMBos: BocknuuarenbHbli 3HaK

[Audopmauus 06 onacHocTaX:

Murpeauent: 2-metun-2H-n3onnaszon-3-on. CAS Ne 2682-20-4 IIpeaynpexaenne H317:
MoKeT BbI3BAaTh a/NIEPrHYECKYIO KOXKHYIO peakuuto. P261: W3beraiite BabIxaHus nbiian/ aAbiMa/
rasa/ TyMaHa/ napos/ aspo3oneii. P272: 3arpasHennyio pabouyio onexay Henb3s BBIHOCHTD 3a
npeaens! paboyero mecta. P280 HocuTb 3alMTHBIE NEpYaTKH/ 3aIMTHYIO OREXAY/ CPEACTBA
awuThl a3 P333 ¢ P313: [Npu nossneHun pasapaxeHus KOXH HIIH ChINK: 00paTUTbCA K
Bpauy. P362 ¢ P364: CHATb 3arpsA3HEHHYIO OAEXIY M NOCTHPATH €€ Nnepel NOBTOPHBIM
MCIIOJIb30BAHHEM

CHMBOJIBI TPAHCIIOPTHOH YAKOBKH

! CumBoa ] 3uauenue )
. 1_' JToii CTOPOHOIA BBEPX
! Xpynkoe, 06paluaTbcs OCTOPOXKHO

i
| /
: : TemnepaTypHblii JHana3oH
§ <rcCuac
'.- A A2 @ o —'
URGENT
MEDICAL
SUPPLIES VYKa3zaHue 0 HEOTIOKHOM OXJIAKACHHH MEAHLIMHCKOTO H3Jenus no npubbITHH
NI AKGERATE O ARRIVAL
YTAIN3ALUA

YTuausaums U3enus G0KHA POU3BOAMTLCA B COOTBETCTBUH C TpeOOBaHUAMH JIOKAILHOIO, PETHOHAILHOTO
M HaUHMOHaANBLHOTO 3aKOHOATENLCTBA.

Bce 4acTH [OAHHOrO MEAMUHHCKOrO HM3JEeNHs Anf in Vitro OWarHOCTHKH, oOpasubl ¥ MaTepHaibl,
UCMonb3ylolinecs U o6pa3ylolIHecs NpH BbINOJIHEHWH HUCCAEAOBaHKHN, B TOM YHCNE PEAreHThl ¢ HCTEKLIMM
CPOKOM TFOQHOCTH, ClleayeT yTHan3upoBaTh B cootBeTcTBuM ¢ CanlluH 2.1.3684-21.

KoMnoHeHThl H3aenus, He KOHTaKTHPOBaBlUKe ¢ 6HOMaTEepUaIOM NMAUMEHTA, OTHOCATCA K Kiaccy A.
KoMMoHeHTHI U3AeNHs, KBATUPHULHMPYEMbIE KaK OTXOAbI KIIHHUKO-AMarHOCTHYECKHUX abopaTopuii, OTHOCATCS
K knaccy B.

JAAHHBIE IO CTABMWJIBHOCTH MEJUIIMHCKOI'O U3JEJINA

CTabHNbHOCTL MEAMLIMHCKOrO M3jenus, coorsercrByet TpeboBanuam EN ISO 23640:2015. Hudopmauns o
CTaOMIALHOCTH H3OENHs TNpUBEAEHAa B pasaene «TPAHCMOPTHPOBKA, XPAHEHHE M CPOK TOAHOCTH»
HaCTOALUEro JOKYMEHTAa.

TEXHUYECKOE OBCJ1Y)XKHBAHUE
He tpebyercs.
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TEKYIIHAHA PEMOHT
He Tpebyercs.

HAHO®OPMAUUA O MEHEIXKMEHTE PUCKA

[IpousBoanTens MEAUUMHCKOTO M3AEHSA OCYLIECTBAAET aHAU3 PUCKOB B COOTBETCTBHH CO cTaHaapToM ISO
14971 c uenpio NpoaAEMOHCTPHPOBATh YPOBEHb PHCKA H YMEHBIUEHHE CYLIECTBYIOLErO PHUCKa.

Buiin onMcaHbl OCHOBHbIE MCTOYHMKM PHCKOB, BK/IIOHAss HM3MEHEHHA AM3aHHA, M3MEHEHHUS OKpYXKalolleH
cpeabl U YCNOBUI XpaHEHHs, NPUMEHEHHE KOHEYHBIM 110/1b30BaTENEM H cooblieHHe O MmpobiemMax, a Takxe
aHaIM3 XapaKTepa U NoCcjaeACTBUI HEUMCMTPABHOCTE.

HUHO®OPMALINA O MATEPHAJIAX YEJIOBEYECKOI'O H )KHBOTHOTI'O TPOUCXOXJIEHUA
KomnoHeHTb! JaHHOTO Habopa cozep>kaT KOMITOHEHTHI YEJIOBEUECKOrO NPOUCXoXacHHs. HecMoTps Ha
TO, YTO pe3y/1bTaThl TECTHPOBAHMA IM0Ka3aln¥ OTPHULIATENbHBIA PE3ynbTaT Ha IMOBEPXHOCTHBI aHTHreH
renatuta B, C u antutena k BUY 1/2, ¢ pearenramu ciaeayer obpawmarbcs Tak, OyaATro OHH crnocoOHbI
nepenasath HH(EKUHH, U paboTaTs C HUMHU B cooTBeTCTBMH ¢ Hannexaiuei naboparopHoit npakrukoit (GLP),
cobmno1as COOTBETCTBYIOLLHE MEPbI NPEAOCTOPOIKHOCTH.
. BuuMmanue!
C obpasuamu nauueHToB cneayer obpaiarbes Tak, 6yaATOo OHM cnoco6HbI nepeaaBaTh HHGEKUUH, H
pa6oratb ¢ HuHMH B coorBercTBMM ¢ Haanexaweit naGoparopHoi npaktukor (GLP), cobnronas
COOTBETCTBYIOLLKHE MEPLI MPEAOCTOPOIKHOCTH.

INNEPEYEHb IIPUMEHSEMBIX CTAHJIAPTOB
IHa:mauue cTaHjaaprTa

N ISO 13485:2016
eAMUMHCKHE u3aenus — CucTeMbl MEHEDKMEHTa KadecTBa — TpeGoBaHHsA 1A uenel peryiupoBaHus
EN 13612:2002
OieHKa GYHKIUMOHAIBHBIX XapaKTEPHCTHK MEIHLIMHCKHX M31EIHil V11 AMarHOCTHKH in vitro
EN 13641:2002
Y cTpaHeHHe WM CHH)KEHHE PMCKa 3apaXK€HHs, CBA3aHHOTO C peareHTaMH [Jls AMarHOCTHKH in vitro
EN ISO 14971:2012
M3nenus MeauuuHckue — IIpuMeHEHHE yNpaBlIeHHWS PUCKaMH K MEAMUMHCKMM u3aeausMm (ISO
14971:2007, ucnpasnenxas sepcus ot 01.20.2007)
@ [ENISO 15223 -1:2016
eaMuuHckue usgenus — CHUMBOABI, NMPUMEHAEMbIE NPH MapKHPOBKE MEAHLUHCKHUX H3JCNHUAX, Hay
THKETKaX ¥ B CONPOBOAMTEIbHON AOKYMEHTALHH
ISO 15223-1:2016, ncnpasnenHas Bepcus ot 03.2017)

Me’rponornqecxau NpoCaeI)KUBACMOCTh BE/IHYHH, 3aJaHHBLIX 1A Kanu6paropoa H KOHTPOJIbLHBIX

aTEpHaJIOB
E’N ISO 18113-1:2011

N ISO 17511:2003
eIULIMHCKHE H3OEIHs A1 AHArHOCTHKH in vitro — M3Mepenue konuyecTsa B 6Honoruyeckux obpasuax

EAMLHHCKHE M3AEeNHs Ui JUArHOCTHKH in vitro — UHdopMauus, npeaocraBnsemMas NpoH3BOAUTENEM
mapkuposka) — YacTts 1: TepMuHsl, onpeaeneHus u odume tpebosanus (ISO 18113-1:2009)

MapkupoBka) — YacTb 2: PeareHTsl Ang AMarHOCTHKH in vitro ans npogeccHoHanbHoro npumeHeHus (1ISO
18113-2:2009)
N ISO 23640:2015
€ANLUMHCKHE U3AENHA N1 QMarHOCTHKH in vitro — OueHKa CTabHIbHOCTH pPeareHToB Ul IMarHOCTUKH
in vitro (ISO 23640:2011)

N ISO 18113-2:2011
€AMLMHCKHME U3JEeNUs JUIA THarHOCTHKH in vitro — UHdopMmauus, npeaocrapasemas npou3BOAUTENEM
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Hepeqeub APYTUX NPHUMECHACMBIX CTAHAAPTOB H NMPaBHII.

[Ha3zBaHHe cTaHAapTA
Pernamedt REACH (EC) Ne 1907/2006 kacarouiuidcs npaBua perucTpaumH, OUEHKH, CAHKLUIHOHHPOBaHHU
M OrpaHHYeHUs Hcnosb3oBakus XuMmuueckux BeuecTB (REACH-Verordnung)

Cnucok Apyrux npuMeHuMbIX pykosoactB MHcTuTyTa Knnuunueckux u Jlabopatopubix Ctanaapros (CLSI):

[Ha3Banue pykoBoacTBa
EP15-A3: OueHka TOYHOCTH H OLIEHKA MTOTPELIHOCTH N0J1b30BaTENEM
EP25-A:2009
OueHka cTabUIbHOCTH PEareHTOB /18 AMArHOCTHKM in vitro
X5-R
MeTponoruyeckas npocaexuBaeMocTb U e€ BHeapenue; OTuér
EP09-A3
. CpaBHEHHE METONOB U3MEPEHHUi M OLEHKa aHAIUTHYECKOTO CMEIUEHHA C HMCMOjb30BaHHEM 00pa3uos
NaLHEHTOB
EP17-A2
OLIeHKa BO3MOXXHOCTH OOHapy>XeHHs i Npouenyp KIHHHYECKHX 1abopaTOpHbIX H3IMEPEHHH
EP06-A
OueHKa TMHEHHOCTH NMpoLeayp KOJTHYECTBEHHbIX U3MepeHHUit: CTaTHCTHYECKHH noaxon
EP29-A:
BripaXKeHHME HEONPEAETIEHHOCTH H3MEPEHHA B 1abopaTopHO# MeaAKLIMHE
EP07-A2
MuTepdepeHUIMOHHOE TECTHPOBAHHE B KIIMHHYECKOH XUMHH
EP-05-A3
OLieHKa MPEH3HOHHOCTH KOJHYECTBEHHBIX METOJOB H3MEPEHHS.

CIIYCOK MCNOJIb3OBAHHOM JIUTEPATYPBI

1. Hunscen, T. u coast. // XXypHan kauHuueckoro naboparopHoro aHanu3sa (Journal of Clinical Laboratory !

Analysis). 2017. — Ne 31(4). — doi (naentudukarop ungpposoro o6bexra): 10.1002/jcla.22061 \
. 2. Manauu-T'aBenka, A. U coaBT. // Knuuuueckas na6oparopus (Clinical Laboratory). 2017. — Ne 63(5). — C.

907-913.

3. Hoa6ayap, B. 1 coasT. // Biochemia Medica (3arpe6). 2017. — Ne 27(3): 030710.

4. ®arepxon, M.K. // Jlancer (Lancet). 2000. — Ne 356 — C. 1783-4

5. Tu66a, JIx.A. n coasT. / 2000. — Kumka (Gut). — Ne 47. — C. 506-13.

6. Tu66a, Ix.A. u coasr. // F'acrpo3anteponorus (Gastroenterology). 2002. — Ne 123. — C. 450-60.

7. Slucen, JIx. u coasT. // XXypuan Hopsexckoii Meanuunckoi accounauuu (Tidsskr Nor Legeforen). 2009. —

No 129(8) - C. 743-5

8. Mauu,M. u coasr. // )KypHan ractposnteponoruu bocronckoro meauuuHckoro uestpa (BMC

Gastroenterology). 2012. - Ne 12 - C. 5.

9. Masaunauc, I1. u coasT. // CkanaMHABCKHIi )ypHan ractpo3HTeponoruu (Scandinavian Journal of

Gastroenterology). 2013. — Ne 48(9). — C. 1048-54

10. Konukodd, M.P. u [lencon, JI.A. // BocnanutensHbie 3a6oneBanus kumeuHuka (Inflammatory Bowel

Diseases). 2006. — Ne 12(6). — C. 524-34

11. JIunb ¥ coast. // BocnanurensHbie 3abonesanus kuue4yHuka (Inflammatory Bowel Diseases). 2014. — Ne

20. - C. 1407-15.

12. JIo6atou, T. u coast. // XXypHan o 6one3uu Kpona u xonure (Journal of Crohn's and Colitis). 2013. — C.

641-51.

13. Jlo6aton, T. u coaBT. // BocnanurensHsie 3a6onesanus kuueynuka (Inflammatory Bowel Diseases).

2013. - Ne 19(5). — C. 1034-42.
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14. Paiit u coaBr. // 'actposuTeponorus (Gastroenterology). 2015. — Ne 148(5). — C. 938-947.
15. Heitcmur, I'.J1. u coaBT. // Xypuan o Gonesuu Kpona u xonute (Journal of Crohn's and Colitis). 2014. —
Ne 8. - C. 1022-9.
16. ®eppeiipo-Urnecuac, P. u coasr. // CxananHaBckui xypHan ractpo3Hreposioruu (Scandinavian Journal
of Gastroenterology). 2015. — Ne 23. - C. 1-6.
17. deppeiipo-Urnecuac, P. u coast. / XKypnan knunudeckoi ractposnreponoruu (Journal of Clinical
Gastroenterology). 2015. — Ne 50(2). - C. 147-51.
18. 'sapauona, . u coast. // Knnnnueckas racrposnreposiorus u renatonorus (Clinical Gastroenterology
& Hepatology). 2015. — Ne 12(11). - C. 1865-70. '
19. JlaccoH, A. u coaBt. / OGbeanHEHHBIH eBponeiickuii )ypHan ractposnreponoriu (United European
Gastroenterology Journal). 2015. — Ne 3(1). - C. 72-9.
20. Bpeccnep, B. u coaBt.: KaHaackuit xypHan ractpo3urteponoruu u renatonoruu (Canadian Journal of
Gastroenterology and Hepatology). 2015 . — Ne 29(7). — C. 369-72.
21. MNeiipun, B.JI. 1 coaBT.: AMEpHKaHCKHii XypHan ractpoanteposoruu (American Journal of
Gastroenterology). 2015 . - Ne 110. - C. 1324-38.
22. PuyuyTo, A. 1 coaBT. // Peuensuu B chepe knuHuueckux naboparopHbix Hayk (Critical Reviews in

. Clinical Laboratory Sciences). 2019. — Ne 56(5). - C. 307-320.
23. Monauzep, I1. u coasr. // XypHan o 6one3un Kpona u konute (Journal of Crohn's and Colitis). 2015. —
C. 633-40.
24. Jle Boc, M. u coasr. // BocnanutensHsie 3a6oneBanus kuweynuka (Inflammatory Bowel Diseases).
2013. - Ne 19.-C. 2111-2117.
25. darepbepr, Y.JI. u coaBT. // XKypHan neanaTpuuyeCKHUX racCTpoIHTEpOIoruy u nurauus (Journal of
Pediatric Gastroenterology and Nutrition). 2005. — Ne 40. — C. 450-5.
26. JIn, ®. u coasT.: // PLoS ONE. 2015. — Ne 10(3).
27. Uxy, K. u coaBt. // PLoS ONE. 2016. — Ne 11(3).
28. Ileypa, C. 1 coaBt. // CKaHAMHABCKUH XypHal KIMHHYECKHUX H 1aOOpaTOPHBIX HCCIEN0BAHHIA
(Scandinavian Journal of Clinical and Laboratory Investigation). 2018. — Ne 78(1-2). — C. 120-124.

OTYETHI OB HHIMIEHTAX
B cnyuyae BO3HHKHOBEHHS CEPbE3HOTO HHUMIEHTA B CBA3H C AAHHBIM H3/ICJIMEM HE3aMEMJIMTENBHO COOOIINTE
0 HEM NPOMU3BOAMTENIO U B KOMNETEHTHBIN OpraH Ballieil cTpaHbl-yyacTHHLb! EC.
NMOBPEXJIEHME I1PU TPAHCIIOPTHPOBKE
B cnyuae nmosyueHus noBpexAEHHOro npoaykra coobure 06 3ToM CBOEMY AUCTPHOBIOTODY.
. JAUPEKTHUBA REACH
Insa Bcex MaTepuanoB U peareHToB Habopa nacnopra 6ezonacHoctn marepuanos (MSDS) cornacho
PernamenTty (EC) Ne 1272/2008 (CLP) u qupextuse EC Ne 1907/2006 (REACH).

CTEPWIBHOCTDb
[NocTaBnsercs B HecTepuibHOM Buae. CTepubHOCTb He TpebyeTcs.

AE3UH®EKILUA, CTEPUJIN3ALUA H OYUCTKA
He npumenumMo.

HH®OPMALIUSA O BO3MOXHOCTH INOBTOPHOT'O NIPUMEHEHUA
He noanexut noBTOpHOMY NPUMEHEHHIO.

TAPAHTUHRHASI HUHOOPMALIUSA

[Ipou3BoanTENL TapaHTHPYET COOTBETCTBME XapaKTEPMCTHK MEJMUMHCKOrO M3JENUs 3asBlEHHbIM B
IKCMIIyaTalMOHHOMN JOKYMEHTALMH NPH YCIOBUHY NPUMEHEHHA H3AEIUA B COOTBETCTBHH C HHCTPYKUMEi U 110
Ha3HAYEHUIO, NPEAYCMOTPEHHOMY NMPOU3BOAMUTENEM.

Ilo Bcem BOMpocaMm, U1 NOJIYHYCHHS TEXHHYECKOMN KOHCYJIbTaUHH H NOAAECPIKKH, & TAKIKE NOAAYN pemamauuifl
cnenyer obpaiaThCa K YNoJHOMOYEHHOMY NMpeACTaBUTENIO MPOU3BOAUTENS HA TEPpUTOPHH PD:
AxkunonepHoe obuectBo «buoXumMax JlnarHoctuka»
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119311, r. Mocksa, BH.TEp.r. MyHHUMNIANBHE okpyr Pamenku, np-kt JloMosocoBckni, a. 25, k. 2, momen.
60/3
Ten. +7 (495) 647-27-40

i E-mail: info@biochemmack.ru

IOPHAHAYECKAA HH®OPMALMA

IIpon3BoaAHTEAb:
B MANN Laboratories AG (BIOJIbMAHH JlaGoparopus AI')
Baselstr. 55, 4124 Schénenbuch, SWITZERLAND
(Baszenbmrpace 55, 4124 LlIénenCyx, LlIseiiuapus)
Ten. +41 61 487 12 12
E-mail: info@buhimannlabs.ch
| Ynonaomouennniil npeacTABHTENL NPOH3BOAHTEAN:
AxunoHepHoe obmecTBo «buoXumMMak JlnarnocTuka»
119311, r. Mocksa, BH.TEp.I". MyHHIMNANLHLI oxpyr PamerkH, np-kT JIoMOHOCOBCKHE, 4. 25, K. 2, noMem.
| 60/3
@ Ten.: +7 (495) 647-27-40
E-mail: info@biochemmack.ru
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B BUHLMANN PyCCKuH

IMpuaoxenne Ne 1 K HHCTPYKUHH No npuMeHeHH10. IIpoToko. paboThl ¢ HCMOAB30BAHHEM
aHanu3zatopa: Abbott Alinity

BUHLMANN fCAL turbo Tonbko AN NHArHOCTHKH in vitro
Abbott Alinity c/ci-cepus

OcnoBnan nudopmauus
Cnenyiouee npuaoxeHue papaborano cneunanbio ans usnenns Alinity cepun c/ci. IToxanyiicra, cobnionaiite npusenéxusie
MHCTPYKUHH, 4TOGbl O6Gecneunts (yHKUHOHANbHBIE XAPAKTEPHCTHKH AHANHTHYECKOHW CHCTeMbl. IJTO npuioxeHue 6uiio
paspaGoTaHo H BanuauposaHo komnanueii "BIOJIbLMAHH Jla6oparopus Al (BUHLMANN Laboratories AG).
Kpome Toro, noxanyicra, 03HaKOMbTeCh C PYKOBOACTBOM MO IKCTLTyaTalHH GHOXMMHYECKOTO aHANH3aTOpPa 18 03HAKOMJIEHHS
C HHCTPYKLHMAMH M0 IKCMUTyaTaUHH H NPOrPaAMMHPOBAHHIO 110,1b30BATEIbCKMX TECTOB.
IIpouenypa aHanu3a

. KoHkperHbie HacTpoiiku aas Ha6opa BUHLMANN fCAL turbo nosmxHbl 6biTh 3anporpaMMHpOBaHbl Ha HEM, cM. HHXe. [lns
Nony4YeHua JOMOMHHTENbHBIX HHCTPYKLUMI 06paTHTECh K PYKOBOACTBY MO KCIUTyaTauMH GHOXHMHYECKOTO aHaIH3aTopa.

3arpy3ka peareHToB:

HUcnoabayiite Habop pearentos BUHLMANN fCAL turbo Reagent Kit.

TocraBnsieMble peareHTh! FOTOBHI K MCMOML30BaHMIO. AKKYPaTHO nepemeluaiite nepen 3arpyskoii B npuGop. 3arpysxatite B
COOTBETCTBHH C PYKOBOACTBOM NO IKCNIyaTalHH 6HOXMMHYECKOro aHaNH3aTopa.

YcTaHoB/AeHHe KATR6poBouHONH KpuBO#H:

Hcnoas3yitte Ha6op xanu6patopos BUHLMANN fCAL turbo Calibrator Kit.

Korana pearentst (R1 u R2) u kanubpatopbi (CAL1-CALG6) 3arpyxeHbl B aHAIM3aTOP, MOXHO YCTaHOBHTh 6-TOHEYHYIO
KanHGpoBOYHYI0 kpHBYlo Ana Habopa BUHLMANN fCAL turbo. Kanu6poska Ha aHaau3atope Alinity BhinonHsercs B AByX
napanensHbIX aHann3ax.

Ctabuasnoctb kKanH6poBicK:

Ha6op xouTponbubix MaTepuanos BUHLMANN fCAL turbo Control Kit cneayer Hcnoss3oBaTe npH Kaxaoi kanubposke.
Kanu6poska ctabunsHa B Teuenue 30 anxeii. [ToBTopuTe KanmubpoBKy CHCTEMBLI NPH H3IMEHEHHHM NAapTHHU pearcHTa WiW Koraa
MIOBTOPHBIE KOHTPOJbHBIE H3IMEPEHHSA BLIXOAAT 33 Npee;1bl 3a0aHHOr0 AHANA30Ha, YKa3aHHOTO B NacNoOpTe KOHTPOJIK KayecTsa.

Konrpoabnbie MaTepHanl
Ha6op konTponbHeix Matepuanos BUHLMANN fCAL turbo Control Kit, HU3KOro 1 BbICOKOro yposHs, (koa: B- KCAL-
. CONSET) nomkeH aHanH3MPOBATbCA KaXAbli AeHb mepea IKCTpakuuei obpasuoB kana nauHEHTa AN NOATBEPKACHHA
kanubposounoii kprBoi. KOHTPOILHBEIM MaTepHanaM NPHCBOEHBI AHANA30Hb! 3HAYEHHUH, YKa3aHHEIE B CepTHhHKATE KOHTPONS
KauecTsa, MpHJIaraeMoM K KakaoH napTuy Habopa KOHTPOJbHLIX MarepHaloB BUHLMANN fCAL turbo Control Kit.
KOoHTponbHbIE 3HaYEHHA H3MEpPEHHiT JO0MKHBI HaXOAMTHLCA B NpeNeiax yKasaHHbIX AHANA30HOB 3HAYEHHH [UIA MOTyYEHHS
JOCTOBEPHBIX PE3y/LTaTOB Npu 06paboTke IkcTpakToB 06pasuoB Kana nauHeHTa. ECiM KOHTPOabHBIE 3HAUYEHMS HEBEPHBI,
BLIMIONIHATE CAEAyIoUIMe npoueaypsl 1) MOBTOPHTE H3MEPEHHE KadeCTBa KOHTPOAbHBIX MAaTEpHAOB, HCMNOAb3Ys HOBbIC
KOHTPO/IbHBIE MaTephaibl 2) NoBTOpuTe Kannbposky npubopa. O6paturecs B cayx6y noanepkku BUHLMANN uan
yNOAHOMOUEHHOMY MpEeACTABUTENIO HA TeppuTopHH PD, ecaH AOMYCTHMbIE KOHTPOBLHBIE 3HAYEHHA HE MOryT ObiTh
BOCNPOH3BEEHbI.

Himepetine o6pa3uos nalHeHTOB:

Kak TosbKO KanuGpoBOYHaA KPHBAs YCTAaHOBNEHA H MOATBEPKACHA NPOBEPKOHA KAueCTBA KOHTPOAbHLIX MATEPHANOB, MOXHO
M3MEpATh IKCTPaKTH 006pa3uoB Kana nauxenTa. Boinonuure u3mepenne 3kcTpaxta obpa3ua Kaia NauMeHTa B COOTBETCTBHH C
HHCTpPYKUHeE# NO NpHMEHEHHIO Ha HaGop peareHTOB H PYKOBOJACTBOM MO JKCIUTyaTallHH aHanH3aTopa.

Mony4yennsie pe3yabTaThbi:

Pe3ynbTaThl aBBTOMaTHYECKH OLIEHHBAIOTCA aHAIM3ATOPOM H MPEACTABAAIOTCH B €AHHHLIAX MKT/T ¥ HE HYXK/1aeTCA B nepecyere.
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Ib BUHLMANN

Pa6ouasn Tabauna napamMerpoB aHaau3za Abbott Alinity c/ci-cepus:

| BUHLMANN fCAL turbo |
OGune napaMeTphbl
HasBanue Tecra: fCAL* Thn ananu3a: dotomeTpHUECKHi
Ne: 2001* JlocTynHocTs aHanu3a: AKTHBHD.
Bepcus tecra: 1 Bepcus xanuGparopa:
3anyck KOHTPOJILHBIX MaTEpPHANOB U1 PEareHTOB ¢
NOMOLLBIO: Kaprpuax
*Buibupaercs onepaTopom
Onpenenenne peakuuu
Tun peakuuu: Kou. Tou. BBepx nasu: 32-33
MepBrunan A1HHA BOARDL 548 um Bpems ureHus Touku nepernba:
BropuuHas AnHHA BONHBI: 804 um Bpems urenus ¢
Mocneanan TpeGyemas: 33 LBETOKOPPEKUHEH: CUHT. 20-20
. Gnanka:
J1ana3oH NOraowWeHus:
Tun xonocToit npobut XonocTan npo6a, Ta xe
obpa3ua Cuv
Xosnocras npoba
Pearent/ O6Gpasen
Pearenr: fCAL
O6vem pearenta R1: 130 O6vem pearenTa R2: 26
O6vem soabt R1: O6vem Boan R2:
Pexunm aosupopanus R1: Tun 2 Pexum nosuponanus R2: Tun S
Ha3ssanue pazbasurens: Saline
Tun xonoctoit npo6bt
AHanu3 Xxon0cTon
1npobni
Ha3zsanne O6pa3sen Pa3Ben. o6pa3zua | JinaioenT Bona Koadduunenr
pa3BeeHus paibaBaenus
Crangapr 9,5 1,00
1:10 10 9,5 90 10,00
. Passen. [lo ymoauanuio

fIpoBepka 10CTOBEPHOCTH
MpoBepka NOCTOBEPHOCTH PeakLUH: OTCYTCTBYET
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OTyeT 0 NapaMeTpax aHaJaH3a

BUHLMANN fCAL turbo

Mapamerpot kanubposkn
Metoa kanubposku: Spline
HUcnonb3yiite ko3 PpHUHEHT Kan. u3: Koadduumenr:
Hurepsan nons. kanubp: 1440 Yacbl MHTEpBANA KOPPEKTHPOBKH:
Tun koppexTHposkH: Her YpoBelib KOPPEKTHPOBKH:
Oxunaembiit ko3dhuuneHT Tun 3akaza no yMOA4aHHIO:
xanubp.: Jlnana3ox nornoueH1s
Oxunaaemblit Jonyck no xo3pPHUHEHTY X0J10CTO#H Npo6bi:
Kanu6p. %
Hnrepsan: Jlnana3oH nor/owWeHHs KHTEpBana
MakcumanbHbliii non6op kpHBo#:
Ha3spauue naGopa kanubparopos: fCAL* MosTopnt 2
YpoBensb kai. Konuentpau | Ofnem O6unem pasbasiennoro obpalna Obvem O6ném
HR o6pa3ua pa3basurtenn BOb
. bnank = Water 0 9,5
Kan | = Kanubparop 2 51,54+ 9,5
Kan 2 = Kaaubpatop 3 206** 9,5
Kan 3 = Kanubparop 4 515%* 9,5
Kan 4 = KanauGparop 5 1030** 9,5
Kan 5 = Kanu6parop 6 2061 ** 9,5
**3aBUCHT OT NapTHH
Smart wash (yMHas npoMbIBKa)
TMapameTpnt pe3yabTaTa
Jluana3oH AKHEHRHOCTH: 30 - 2000
TexHuyecKHe XapaKTePUCTHKH auana3oHa ¢naros:
EAHHHIBI H3MEPEHHS pe3yjbTaTa
EanHuubI KOHUEHTpALMH pe3ybTara: MKTr/T Kos¢dbruneHt koppensumnn: 1,00
' IMapamMeTpb! HHTEpNpeTaAlHH
JecatHuHbie pa3paabl pe3ynbrara: 1 Hurepcenr: 0,0
IMpasuna nepesanycka Ha3s. npaBuaa >500 Huauxarop pe3-ta: auan.
Opur. Paz6aBnenne pe3-ta
CTAHAAPT JAnana3zon pez—ta: 500
MosTopHbuiii ananus IMosTopublii ananni N IosTOpHOE pa3Benenne IosTopusiil 3anyck
fCal* 2001* 1:10 1
4
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Ib BUHLMANN

.- P KU
E)BUHUWANBU yecknu

Mpuaoxerne Ne 2 Kk HHCTPYKUHMH no npumeHeHu10. [IpoToko. pa6oTst ¢ HCN0JIL30BaHHEM
anaau3atopa: Beckmann Coulter AU cepusn

BﬂHLMANN fCAL turbo TOABKO 218 ZANAFHOCTHKH in vitro
Beckmann Coulter AU cepus

OcnosHas HHpoOpMauHa

Cneaylouiee npunoxeHue paspaborano cneumansio ans usgenns Beckmann Coulter AU cepus. [loxastyficra,

cobmopaiite npHBeAEHHBIE HHCTPYKUHM, 4YTOObI oOecnednTh (YHKUHOHAIbLHBIE XapaKTEPUCTHKH aHaNMHTHYECKOMH

cucTeMbl. JTO npunoxeHHe Owbrio paspabotaHo u BasmauposaHo komnanueit "BIOJIBMAHH Jlabopatopus AI™

(BUHLMANN Laboratories AG).

Kpome Toro, noxanmyiicta, O3HaKOMbTEChb C PYKOBOACTBOM MO JKCIUTyaTauHHW GHOXHMHYECKOTO aHanH3aTopa A
. 03HAKOMJICHHUS C HHCTPYKLMSAMH MO IKCTUTyaTallMd H NPOrPaMMHPOBAHKIO MObL30BATENbCKHX TECTOB.

TMpouenypa anannsa

KonkpeTHbie HacTpoiiku nns va6opa BUHLMANN fCAL turbo onxHbl 66ITh 3anporpaMMHpOBaHbl Ha HEM, CM. HHXKE.

JAns nonyyeHHs HOMOJHUTEBHBIX HHCTPYKUHHi 0OpaTHTECh K PYKOBOACTBY MO 3KCIUTyaTaUHH OGHOXHMMHUYECKOTO

aHanH3aTopa.

3arpy3ka peareHToB:

Hcnonw3yiite Ha6op pearentos BUHLMANN fCAL turbo Reagent Kit.

IMocTaBnseMble peareHTbl FOTOBbI K HCMOAL30BaHHMIO. AKKYPaTHO nepeMeluaiite nepen 3arpyskoi B npuGop. 3arpyxaiite
B COOTBETCTBHH C PYKOBOACTBOM MO 3KCIUTyaTaUHH GHOXHMHYECKOTO aHAIH3aTOpa.

Ycranosienne xaaubpoBouHoit KpHBoii:

Hcnonssyiite Ha6op kanubpatopos BUHLMANN fCAL turbo Calibrator Kit.

Korna pearentsl (R1 u R2) u kann6patopst (CAL1-CALG6) 3arpyxeHbl B aHATH3ATOP, MOXKHO YCTAHOBHTbL 6-TOHEYHYIO
Kkanu6poBouHylo kpuByio mis HaGopa BUHLMANN fCAL turbo. Kaaubposka na ananusatope Beckmann Coulter AU
680 BrINONHAETCA B ABYX NapauienbHbIX aHANIH3aX.

CrabuasHocTh Kanu6poBKH:

Ha6op xoutponmbHeix matepuanos BUHLMANN fCAL turbo Control Kit crieayer Wenons3oBaTh npu Kaxiaod

kanubposke. KanubpoBka crabunbia B TeueHune 30 aueit. [loBTopHTe KaNnMOPOBKY CHCTEMbl NTPH H3MEHEHHH MAapTHH

peareHTa WM KOrfla MOBTOPHBIE KOHTPOSIbHBIE H3MEPEHHSA BLIXOAAT 3a MpeAenbl 3aJaHHOTO NHana3oHa, yKa3aHHOro B
' MacnopTe KOHTPOJA KayecTaa.

Kontponsisie MaTepHabl

Ha6op xouTposbHeix MaTepuasios BUHLMANN fCAL turbo Control Kit, Hu3koro i Bricokoro yposus, (koa: B- KCAL-
CONSET) nomkeH aHaIM3MpOBaTLCA KaXIbIA ACHL fepea IKCTpakuHei o6pa3tioB Kana nauKeHTa 113 NOATBEPXKACHHA
kanubpoBouHOi kpHBOi. KOHTpONBHBIM MaTepHanam NPHUCBOEHb! AHaNa3OHbI 3HAYEHHi, yKasaHHbIE B cepTH(HKaTe
KOHTPONA Ka4ecTBa, NPHIAraeMoM K Kaxao# napTuu HaGopa koHTponbHeix Matepnanos BUHLMANN fCAL turbo
Control Kit. KouTtpoabHbie 3HaueHHs H3MepeHui T0KHBI HaXOAUTECA B MpeAenax YKa3saHHbIX AHana3oHOB 3Ha4YeHHii
IUIA NOMyYEHHs JOCTOBEPHLIX PE3Y/bTaTOB NpH 06palboTke IKCTPaKkTOB 06pa3itoB Kasa nauueHTa. Ecam KoHTposnbHbIE
3HaYEHHA HEBEPHBI, BBIMOIHHUTE CAEAYIOUHKE NpoLUeayps! |) NOBTOpHTE H3MepEHHE KauecTBa KOHTPOIbHBIX MaTEPHATIOB,
HCNONb3YS HOBbIC KOHTPO:IbHbIE MaTepHabt 2) noBTOpHTEe Kanubposky npubopa. Ob6paTutecs B cnyxby noanep>kku
BUHLMANN muiu K yHONHOMOHEHHOMY NpEICTAaBHTEII0 HAa TeppuTopun PX, ecin aonycTHMble KOHTPONbHbLIE
3HAYEHHUA HE MOTYT ObITb BOCTIPOH3BEEHBI.

Himepenne 06pa3uoB nauHeHTOB:

Kak Tonabko kaquOGpoBOYHAA KpHBas YCTAaHOBJEHAa H MOATBEPXKACHA MPOBEPKOH KayeCcTBa KOHTPObLHBIX MaTEpHAos,
MOXHO H3MEpATh IKCTPaKThl 06pa3uoB Kajga nauxeHTa. BuinonHuTe H3MepeHHe dKcTpakTa obpasna kaja naluMeHTa B
COOTBETCTBHH C HHCTPYKLHEH MO NPHMEHEHHIO HAa HAbop peareHTOB H PYKOBOACTBOM MO KCITYaTallMH aHAJIH3aTOpa.
IMonyuennbie pe3yabTaThi:

Pe3yabTaThl aBTOMAaTHYECKH OLEHHBAKOTCA aHATM3ATOPOM M NPEICTABIKIOTCS B €JHMHHLUAX MKI/T H He HYXKAaeTcA B
nepecuere.
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Ib bOhImann

Pabouyas Tabnuua napameTpoB aHanmsa Beckmann Coulter AU cepua:

0614ve LIH ISE [vana3soH
HassaHue TecTa *xx.  fCAL Tun: Onepauua
CoiBopoTka T na
O6béMm obpasua 7.7 MKN Pas6asn 0 MKN pasbasneHus
eHune
PeareHTsl R1 (R1-1) 100  wkn Pas6as 0 MK MuH. OD Makc. OD
eHune
R2 (R2-D) 20 w™mkn
Pas6aBn 0 MKA
[ononHUTENbHbIA eHUe
peareHT
Tun HeT

AnvHa BONHbI

PeareHT OD
MepBuyHas 540
P BTopuuHas Her Mepssiii N 1000 TISPELL - 2,5000
. 1000  Mocnep 2,5000
MeTopg PUNKCUP MocnegHnin N HWii N
KnHeTnyeckas peakums
Touka nsmepeHus 1
MepBas 1 MocnegHaAs 18
Koathdunuymnent 0,000000
Touka nsmepeHua 2 MNepsan Mocnegsa Koppenauyun A
Cta6unbHoCTb Ha 6opT)” 0Oq
OTcyTCcTBUE
BPEMEHU 3afepXKHU
o6wune ISE
Ha3BaHue TecTa Tn: CbIBOpOTKA
TWH Ka.ln6poBKu: 6AB T dopmyna: CNNANH v No
Kan. Ne oD KOHL,. Ko3d. Koad¢./OD-N Koatd./OD-H
Touka L. 21* 0,00%* 9999999 9999999
Touka 2: 22* 51,50%* 9999999 9999999
Touka 3: 3% 206,00%* 9999999 9999999
Touka 1. 24* 515,00** -9999999 9999999
Touka 1: 25* 1030,00** -9999999 9999999
26> 2061,00%* -9999999 9999999
Touka 1:
1-ToyeyHas ToYKa KannbpoBKY; MpoBepka HaknoHa: Hert
> Onpefenserca nofb3oBatenem KoapduumneHT ans MpaBWNbHOCTb KanMGpPOBKKU:
/** 3aBUCUT OT NapTumn MB-Tuna:
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Ib BUHLMANN

li) BUHLMANSU PYCCKHH

Npunoxerue Ne 3 kK HHCTPYKUKMHK No npumereHu1o. [IpoTrokoa paboTe! ¢ Hcnoab30BaHHEM
aHaau3zatopa: Mindray BS cepus

BUHLMANN fCAL turbo TonbKO NS AHRFHOCTHKH in Vitro
Mindray BS cepus

Ocnosuan undopmauns

Cnenyrowee npuioxeHue paspaborano cneunansHo ans usaeans Beckmann Coulter BS cepus. IMoxanyficra, cobmonaiite
npHBeAéHHbIE HHCTPYKUMH, YTOGH! 0GecneunTh HYHKUHOHANbHBIE XaPaKTEPUCTHKH aHATIKTHYECKOH CHCTEMB). DTO NPHIOKEHHE
66110 pa3pa6oTaHo H BanuanposaHo koMmnanueii "BIOJIbMAHH Jla6oparopus A" (BUHLMANN Laboratories AG).

Kpome Toro, noxany#icra, 03HaKOMbTECH C PyKOBOACTBOM MO 3KCILTYaTallMH GHOXHMHUECKOro aHaNK3aTopa NTs 03HAKOMEHHA
C MHCTPYKLUHMAMH 110 IKCTLTyaTallMH H NPOrpaMMHPOBAHHIO NOJIb30BATEIbCKHX TECTOB.

IMpouenypa ananusa

KonkpeTHsle HacTpoiiku mns Ha6opa BUHLMANN fCAL turbo aomkHbl 6bITh 3anporpaMMHpoOBaHbl Ha HEM, cM. Huxe. [ns
NoYyueHHs NOMOTHUTENbHBIX HHCTPYKUKA 0OpaTHTECH K PYKOBOACTBY MO JKCNJyaTalHH GHOXHMHYECKOro aHanH3aTopa.

3arpy3ka peareHToB:

HUcnons3yiite Ha6op pearentos BUHLMANN fCAL turbo Reagent Kit.

[MocraBnseMsie peareHThl roTOBbl K MCMOJb30BaHHIO. AKKYPaTHO mepeMelaiite nepea 3arpyskod B npubop. 3arpyxaiite B
COOTBETCTBHM C PYKOBOACTBOM 110 3KCIUTyaTaluHH 6HOXMMHUYECKOrO aHaIH3aTopa.

Yeranosienne kanubpopounoit kpusoii:

Ucnons3yiite Ha6op xann6patopos BUHLMANN fCAL turbo Calibrator Kit.

Korna pearentst (R1 u R2) u kaamnbparopwl (CAL1-CALG6) 3arpyxeHbl B aHaIM3aTOp, MOXHO YCTAHOBHTb 6-TOUEUHYIO
kanubpoBouHy1o kpuBylo 115 Ha6opa BUHLMANN fCAL turbo. Kaam6poska Ha ananusatope Mindray BS cepus sbinonnsercs
B €IMHHUYHBIX MOBTOpPaX.

CrabuabHocTb Kaaubposku:

Ha6op koutponbHbix Matepuanos BUHLMANN fCAL turbo Control Kit cneayer ucnonb3oBaTs npu Kaxaoi kaauGposke.
Kann6poska ctabunsHa B TeveHne 30 aneil. [loBropHTe KaIMOPOBKY CHCTEMBI NPH W3MEHEHHH MAapPTHH peareHTa WK Koraa
MOBTOPHbIE KOHTPO:IbHbIE U3MEPEHHA BLIXOAAT 3a NpeAe;ibl 3aJaHHOr0 JHAaNa3oHa, YKa3aHHOIO B NNacnopTe KOHTPOJIA KauyecTsa.

KonTtpoasunie MaTepHabl

Ha6op kontponsHeix matepnanos BUHLMANN fCAL turbo Control Kit, Hu3koro u Bbicokoro yposHs, (koa: B- KCAL-
CONSET) a01keH aHanM3MpOBaTbCH KaXKAbIH AeHb nepea 3xcrpakuMeit o6pa3sloB kana nauHeHTa [N MOATBEPNKACHHS
KanuBpoBouHO#i KpHBOH. KOHTPONLHBIM MaTepHalaM NPHCBOEHBI IHAMAa30HLI 3HaUYCHHH, yKa3aHHbie B CepTHHKATE KOHTPONA
KauyecTsa, MPHAAraeMoOM K Kaxaoit napTuu HaGopa KoHTpoabHbIX Matepuanos BUHLMANN fCAL turbo Control Kit.
KOHTpObHbIE 3HaYEHHA M3MEPEHHIT OKHBI HAXOAHMTLCA B NMpEAenax yKa3aHHBIX AMANa30HOB 3HAYEHHHA WA NONYYEHHA
OOCTOBEPHLIX pe3ynbTaToB NpH o6paboTke KcTpakToB 06pa3uoB kana nauuenTa. Ecau KOHTPONBHBIE 3HAYEHUA HEBEPHBI,
BBLINOJIHUTE CACAYHOlIHe mpouedypsl 1) MOBTOPHTE M3MEPEHHME KayecTBa KOHTPOJBHBIX MaTepHaNnoOB, HCMOJb3YSs HOBBbIE
KOHTPO/IbHbIE MaTepHalbl 2) nosTopuTe Kaaubposky npubopa. Obpatutecs B cayx6y nomsepkkn BUHLMANN wumn x
YNOAHOMOYEHHOMY MPEACTABUTENI0 Ha TeppHTOpHH P®, ecaH NOnycTHMble KOHTPOJbHBIE 3HAaYEHHS HE MOryT ObITh
BOCNpOU3BEAEHbDI.

H3mcpenne o6pa3uos nauneHTon:

Kak Tonsko kaau6poBoYHas KpHBas YCTAHOBIEHA M MOATBEPXKAECHA MPOBEPKOH KayeCTBAa KOHTPONBHLIX MAaTEpHaIOB, MOXHO
M3MepATb IKCTPaKTh 06pa3uoB Kata nauMeHTa. Boinonuute HiMepenue JKkcTpakTa o6pasua kana naluMeHTa B COOTBETCTBHH C
MHCTpYKUMEI N0 NPUMEHEHHIO Ha Habop peareHToOB ¥ PYKOBOJACTBOM MO SKCMTyaTaUHH aHasu3aTopa.

MoayueHHble pe3yabTaThl:

PesynbTaThi aBTOMaTHYECKH OUCHHBAIOTCA AaHATU3AaTOPOM W MPEACTABIAIOTCA B EAHHHLIAX MKT/T W HE HY)XKA8€TCR B fiepecyere.
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Ib BUHLMANN

PaGouyas Tabauua napaMetrpoB aHaau3za Mindray BS cepus

Yruaura <> OnpenesieHne/peIaKTHPOBAKHE XHMHUYECKRX BelLeCTB

Xum. fCAL Turbo* Xumcocras
Xnmcoctas Ne ll:lleqa'rb Ha3BAHHA = .
anpasneHHe ONOXHTENbHB
Tun peakuuu f:q}::;ponmu pemgmu
Tepsuy. /.8 546 um BropHuHas BosHA
Hecatnunuiit 0,1 Tun npobui ChiBopoTka
En. uiM. MKT/MN Bpems peakunn |3 25
Bpewms xo1. npobul |2 |2 Bpems unkyGauny |21
06. npobul AcnHpHpOBaHO Pa3z6aBnTenn Obbem
Crannapt 7| mxn MK MK pearcHra
Tonsxen. 7| mxa 15| Mxn 135{ Mxn Rl 105 Mk
[osbileH. MK MKJT MK R2 17,5 Mxn
Jluan. srHeHROCTH (CTana) 30 2000 Mpenen anneiinocT
[nan. anu. (yMenbi) Hcrout. cyberpara
Jlnana3on auH. (yBenuy.) Mornow. cMewanKoi
R1 Xonocr. npoGay:lomom. 35000 35000 xonocroit npobu -35000 35900
- Crab-1s Ha 60| 30{Axen
Omnnk xonoct. npobbt 735000 35000 pTY -
Mpeaen curnanus. 10
DearexTa

*  Onpeneasercs nonb3osarenem

Kaan6ponka ¢ ucnosb3osanuem Habopa kaanbpartopos (Kon: B-KCAL-CASET):

Mpasuno! Pennukars!: CnnakH Hassanne: Konn.:
K: 1 v | KK-CAL1 0%=*
YyBCTBHT-Tb v | KK-CAL 2 50***
. Koadduu. andd v | KK-CAL 3 200%**
CraHa. OTKIOH. v | KK-CAL 4 500***
Mornow. xonocT. npo6st v | KK-CAL S 1000***
Mpenen norpewHocTH v | KK-CAL 6 2000***
Kosd. onpea.

| *** 3aBUCHT OT NAPTHH, CM. CEPTU(RHMKAT KOHTPO/IA KauecTBa, npunaraeMblit k kanubparopy
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MepeBof C aHIIMIACKOTO U HEMELKOTO A3bIKOB Ha PYCCKUIA A3bIK

/Norotun: «BFOSIBMAHH>» «BKONNbMAHH Na6opatopus Al» TeneoH+41 61 487 12 12

(BUHLMANN)/ BasenbLiTpace 55 dakc+41 61 487 12 34
CH-4124 LLIéHeH6Yx/Ba3enb info@buhlmannlabs.ch
LLIseriapus www.buhimannlabs.ch

LLIEHeHOYX, 02 theBpans 2024 r.

ONA NPEABABNEHNSA B KOMMNETEHTHbBIE OPTAHbI 3PABOOXPAHEHUNSA B POCCUNCKOW ®EAEPALNM

HacToAwmM NOATBEPXKAAID, UTO COLEpPXKaHue WHCTPYKUMM MO MPUMEHEHMIO Ha MefMuuHCKoe wusgenvie «Habop
KOHTponbHbIX MaTepuanos BUHLMANN fCAL turbo Control Kit gns mMcnonib3oBaHWs B XOAe KONNYECTBEHHOTO
onpefeneHns KanbrnpoTeKTMHa B 06paslax Kaia YenoBeka MEeTOoAoM TypOMAMMETPUYECKOrO aHa/m3a» ABMAETCH
BEPHbLIM W TOYHbIM.

Komnannsa «bHOJIbMAHH abopaTtopu3 Al» (BUHLMANN Laboratories AG), basenblutpace 55, 4124 LLIEHeHOYX,

LLIBeliLiapus, SIBNSETCA OPUTMHAIbHBIM MPOW3BOAUTENIEM MEAULIMHCKOTO W3AENWS, YKa3aHHOTO0 B WHCTPYKLMM MO
MPYMEHEHMIO.

/Mognuce/

[okTop AHpgpeac Abenb
Ynpasnsowmii UPEKTOP Mo NPOU3BOACTBY
Komnanun «6KOJIbMAHH Jlabopatopus Al»

Jleranunsayms
Ha ocHoBaHMM nognucK, XpaHaLeics B KaHLensapuu,
MOA/IMHHOCTb BbILLEYKa3aHHOW NoAnMcK
AHppeaca Abens
otuca/npeanpusaTus/komnaHnm «6FOJIbBMAHH JlabopaTtopus Al»
HaCTOALLMM Y0CTOBEPSETCA.
Nuctanb, 07.02.2024 r.
KaHuenapusa KaHToHa basenb-SlaHa
/Moanuce/
>KacMuH Mwuwinep
CneunanucT no neramsagmm

epboBast nevatb: FTOCYAAPCTBEHHAA KAHUENAPUNA; KAHTOH BA3E/b-TAH/,
/Oanee cnepyeTt TEKCT Ha PYCCKOM fA3bIKe/

NepeBoAUMnK A Tpoumykaa O.H.
Poccuiickas Peaepauus
"opog Mocksa
[Baauars Lwectoro mapra fiBe TbiCAuM ABafLaTh YETBEPTOro roja
A, KysHeuoBa Hatanbd VIpukoBHa, HoTapuyc ropoja MOCKBbI, CBMAETENbCTBYHO MOAJIMHHOCTL MOAMNUCK
nepeBoa4nka Tpomukoit Onecn H1KonaeBHsbI.
Mognuce caenaHa B MOEM MpucyTcTeme'™ "
3apernctpuposaHo B peectpe: Ne iy h\Mfl1j
YnnayeHo 3a CoBepLLeHMe HoTaprasTbypLl 4a . Kon.
B

H.W. Ky3HeuoBa
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