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for use in the quantitative determination of pancreatic elastase by turbidimetric analysis"

instruction for use is valid and true.
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manufacturer of the device, mentioned in the instruction for use.
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B BUHLMANN

HucTpyxuus no OpuMeHEHHIO HA MEAHIHHCKOE HieaHe

Ha6op xaaubparopos BUHLMANN fPELA turbo Calibrator Kit nas ucnons3obanna B xoae

KOJHYECTBEHHOr0 onpeaeneHHs NaHKpeaTHUecKo# M1acTa3ki MeToAOM TypSuaaMeTpAYecKoro
aHANHIA

Jna npuMeHeHUA B THATHOCTHKE in vitro.
Jna npogeccHoHANEHOr0 NPUMEHEHHS.

Homep no xaranory: B-KPELA-CASET

Hara panycka: 2024/02
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HAMMEHOBAHHE MEJMIIHHCKOI'O H3EJINA
Habop kamubparopor BUHLMANN fPELA turbo Calibrator Kit s wucmonsiosaHus B xone

KOJIMYECTBEHHOTO ONPEAENEHHA NAaHKpeaTHdeckol MacTa3kl METONOM TYpOHANMETPHYECKOro AHATH3A

Tpumeyanue. Jlanee Nno TEKCTY, HAMMEHOBAHWE HACTOAIICTO MEZHLMHHCKONO M3fienmus MoOxer Owbirs
o6o3naueno B Buge: «HaGop pearenros BUHLMANN fPELA turbo Calibrator Kit wm fPELA turbo
Calibrator Kit». :

HA3SHAYEHHE

H3nenue mpeasasHaueHo WIS AMATHOCTHKH in vitro, nd kamOpoBKM aHAMTHYECKOH CHCTEME! B XoAe
KOJIMUECTBEHHOTO ONpEACNeHNs NAHKpeaTudeckoli 371acTasH B IKCTpakTe M3 ofpasna xana uyenoBeka
METONOM TYPOHOMMETPHYECKOTO aHamu3a Ha OHOXMMHYCCKHX aHANM3ATOpaX M NPHMEHACICE Kak
JOTIONIHHTE/IGHEL AHANK3 VIS AUATHOCTHKA X MOHHTOPHMHIS COCTOSHAH 3K30KPMHHOH HEZOCTATOMHOCTH
TIO/UKENYAOSHOH Xele3n y NalMeHTOB, UM BCEX IPYNN HacedeHHs 0e3 rpajaliuit NALMEHTOB IO
NONYNALKROKHOMY H AeMorpadudeckoMy pH3HaKYy, & Taxxe 63 rpasalmu o nojy 1 BO3pacTy NanHeHTa.

MONYJIALMOHHBIE, AEMOIPAOHYECKHE ACTIEKThI IPHMEHEHHS
MEJHIIAHCKOIO H3EJHA
Meauumnckoe H3ZeNMe TNPUMEHSeTcs AAA BeeX IPynn HacencHus Ge3 rpajaldH DAUMEHTOB IO

AemorpaduueckoMy WIH NONYNALMOHHOMY MpH3HAKy, & Taike §e3 rpagaumu fo mOJAy M BO3PacTy
MalMeHTa.

TMIOKA3SAHHA K IPHMEHEHHIO
Hapenne nokasaHo Ais NPHMEHEHUS B COOTBETCTBUM C €0 HASHAYCHUEM.

MPOTHBOITOKA3AHHMA
[IpoTHBONOKA3AHHA He BHABICHB A/ MEAHITAHCKOIO H3ACIHA.

IIOBOYHBIE AEACTBHA
He npumennmo.

HHOOPMAILIHA O ITIOJIB3OBATEJIE

MeuuuHCKOe H3feue JUiA NMPOGECCHOHANBHOTO NPHMEHEHHS NEPCOHATOM, HMEIOIMM KBANA(DHKALIMIO
I/ BHINOJHEHHS AMACHOCTHUECKMX MCCIEAOBaHMi in vitro B pesyabrTaTe CeRManbHOro oOpasoBaHKa H
obyuenus: spay KiuHudeckodf 1aGOpaTopHOH MHATHOCTHKH, MEAMUHHCKMA NaGOPATOPHBIM TEXHHMK HIM
HHOY CneuHamiCT, OpOoIEAIn MOATOTOBKY 110 METOAUKE JAOOPaTOPHEIX HCCICAOBAHMH H 3HAKOMBIHA € HX
MOTCHUMANLHBIM BO3ACHCTBHEM. MeINIMHCKOE H3AeNKe CleqyeT NPUMEHATS B 1a60paTOpHAX, KIHHHKAX
u GonpHHUIAX.

THI AHAJTH3HPYEMOI'O OBPA3LIA
OGpasent kana 4eNnoBeKa.

METOJIHKA AHAJIN3A H OTTHCAHHUE AHAJIHTA

Onucanne SHAJHTA

C nomommio amanutuueckoit cucremn BUHLMANN fPELA turbo onpemensior KOHUEHTpAUMIO
NAaHKPEATHIECKOi 2macTassl B o6pasuax kana uenoseka. Konnenrpanis naHKpeaTHICCKOHA 31aCTA3H B Kasle
YeNoBeKa, MHICBAPHTENEHOIO (epMeHTa, BHpalaTRIBACMOI0 ANMHOLMTAMA MNOMKETYAOUHOH XKeMme3sl,
3HAYHTENLHO KOppeTHpYeT ¢ 06miel BHpaboTKOH IanKpeaTHueCKuX (epMEHTOB H IK30KPRHHOA PyHKnuei
NOMKENYAOUHON xeneswl (Xau M coasT., 2005). ITankpeaTnaeckan anacra3a gpiiercsa crabuwmbHoit Ha
NPOTHKEHHH BCEIO NPOXOKUCHHUA Yepe3 KHINEIHHK, H MIMMYHOXHMHUCCKHA aHANA3 HE HHTEphEpUpYeT C
oOKrunolt 3aMecTHTENEHOR Tepanmueii npenaparaMu (GpepMEHTOB NOMKENYAOUHOR KeNesW (CBMHONO
MPONCXOXAEHKHA) H3-33 CreUAGHUHOCTH aHTHTEN. KOIHYECTBEHHOE ONpEAENeHHE NMAHKPEATHYECKOiH
anacTass B ofpasue xana yenoBexka NPUMEHACTCH KaKk BCTIOMOTATEbHBIA aHANH3 A/I1 AUATHOCTHKH M
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MOHHTOPHHIA COCTOSHHMA IK30KPHHHOM HEAOCTATOYHOCTH NMOMKEITY IOTHOM JKeIeasl,

MeToanKka aHANH3A

Anamutuueckas cucrema BUHLMANN fPELA turbo npencrarnser cobo#t TypOuammeTpHueckui
MMMYHOQHATH3 ¢ YCWIGHHEM UaCTHIAMH, NO3BONAIOMMA MpPOBECTH  ABTOMATHIUPOBAHHEIH
KOJMMYECTBEHHEIH aHANM3 TIAHKPEATH4ecKOH 3MacTashi B JKCTpakTax n3 oOpa3loB KaNa YENOBEKa Ha
GuoxMMMdecKnil aHATH3aTOPaX. DKCTPAKTH H3 00pasLOB Kana Ie/I0BEKA HIBACKAIOTCS ¢ momomsio Bydepa
mns axcrpakuuk (Extraction buffer) ¢ ucnons3zosannem IlpoSupxn CALEX Cap s noarorosku mpob xana
YenoBeKa M NMPHMEHMIOTCA B KOHeuHOM pasBeschuu 1:500. OxcTpakTsl MHKyOupyloT ¢ PeakuHOHHEIM
6ydepom (R1) u cMemmBaior ¢ MMMyHOYacTHIAMH (R2) - HAHOYACTHLIAMM HOMMCTHPONA, MOKPHTHMH
aHTHTENaMH, creuMdHUecKUMH K naHkpearmdeckodi amacrase. [lamkpearwueckas 27acTasa,
NpUCYTCTBYIOmas B o6pasue, cnocofCTBYeT ArTMIOTHHAUHM HWMMyHouactul. IlornomenHe cpers,
yBequyuBaercas ¢ o0pasoBaHMEM KOMIUIEXCA «IIAHKPESTHYECKAA JIACTA3A-MMMYHOYACTHUE» H
NPONOPUHOHANBHO KOHLICHTPALMM NaHKpeaTHueckod 3macrask. OO6HapykeHHOe NOITOWICHHE CBETA
N03BOMAET KOJHYESCTBEHHO ONPESACNHTh KOHICHTPALIHIO AHKPEaTHUCCKOR 31acTashl MyTéM HHTEPNOIALUUH
10 YCTaHOBJCHHOI KanuGporouHoit KpHBOH.

COCTAB

Ha6op xannGparopos BUHLMANN fPELA turbo Calibrator Kit ana ucnons3oBasuna B X0me
KONMHYECTBEHHOTO ONMpeAeNeHNA MaHKPEeaTHYeCcKoH 31acTa3hl METOAOM TYPOHIMMETPHUECKOro aHanu3a B
cocraBe:

1. KammGparop (CAL 1), dnaxon (1 ma.) — 1 mm.

2. KanuGparop (CAL 2), dnaxon (1 mn.) — 1 mr.

3. Kanu6parop (CAL 3), ¢pnaxon (1 ma.) — 1 w.

4. Kanu6parop (CAL 4), dnaxon (1 mn.) — 1 mir.

5. Kamuoparop (CAL 5), dnaxon (1 mn.) -1 mr.

6. Kamu6patop (CAL 6), ¢naxon (1 mn.) - 1 wr,

7. JxcuTyaTalMOHHAA AOKYMEHTAIMSA B COCTaBe:!

- HHCTPYKIMA O TPHMEHEHHIO, 1 mWT.

- cepTa(uKaT KOHTPONIA KauecTna, 1 mt.

OINNHCAHHE H3AEJHA H EI'O KOMIIOHEHTOB

KomnouenTn: / Pearentii | HoMep no KaTajiory Onucanne
1. KanuGparop (CAL 1), IB-KPELA-CASET [[oTOB K HCIIO/Ib30BAHHIO.
bnaxon (1 mn) - 1 mr. poapaunbiif GecrperHbit pacrsop. bes 3amaxa.
'Vnaxosano B npospasiHeiif GnakoH ¢ npo3pauHoli
[KPHIUKOH

2. Kam6parop (CAL 2), IB-KPELA-CASET [[010B K HCTIONE30BAHUIO.

tbnaxon (1 mur) — 1 orr. pospauHEifi GecLBeTHRIE pacTBOp. Be3 sanaxa.
Vnakopano B npospauHmii ¢maxon ¢ Genoit
[KpHILIKOH
3. KamnGparop (CAL 3), [B-KPELA-CASET [[0T0B K HCMONL30BAHUIO.
ibnaxon (1 mn) - 1 wr. po3paunsiii GecluBeTHsI pacTBop. be3s sanaxa.
MAKOBAHO B Mpo3payHbii (iakoH C KeITOH
RIIIROH
4, KanuGparop (CAL 4), [B-KPELA-CASET Elomon K MCTIONIB30BAHHIO.
kpnaxon (1 mn) - 1 mr. po3payuHblii GecupeTHn pacTBop. bes 3anaxa.
VitakoBano B mpo3payHEIf (uIakOH € OpaHXKEBOH
|KpRIIKO#
5. Kamu6parop (CAL 5), [B-KPELA-CASET [['o10B K HCTIONE30BAHMIO.
ihnaxon (1 sun) — 1 miT. po3paunniif GecLperHbt pacTBop. bes 3anaxa.
YnakoBaHo B Npo3paqHkii (uiakoH ¢ KpacHoii
[KpBILIKOI
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l6. Kanm6parop (CAL 6), KPELA-CASET [[0TOB K HCTOIb30BAHHIO.
axoH (1 mn) - 1 mr. pospaannii GecuserHsii pacTBop. bes 3anaxa.

BIIIKOH

IMpumeuanne: KoHneHTpauys aHamnTa B KaTHOpaTopax 3aBUCHT OT NapThH Halopa peareHTos H
NpUBEAECHA B CepTHMKATES KOHTPOA KaYecTBa NocTannaemMoro Habopa.

NMPEAYIIPEXIEHHSA H MEPAI HPENOCTOPOXHOCTH

Jlanustii TECT NpeAHa3HaYeH HCKMOYATENBHO A4 NHATHOCTHKH i vitro.

Jlanupiti #aGop CONCPIKMT KOMIIOHEHTH, OTHECEHHBIC K OfHOH n3 kareropuii Permamenra (EC) Ne
1272/2008, a HMEHHO 2-MeTHI-2-H30THA30AHH-3-0H, IOITOMY PEArcHTE MOTYT BHI3HBATH AJICPIHICCKHE
KoxHple peaxtun (H317).

He nomycxaiire nonaaaHus peareHTOB Ha KOXY, B I/1a3a WIH Ha CIH3UCTHIE ofonouxn. B cnyyae nonanaana
HE3aMEIJTHTENBHO UX MPOMO#iTe OOHABHNM KONHYECTBOM BOIEI, HHAYE MOXKET BO3HHKHYTh Pa3paxkeHHe.
PexoMeHAyeTC NpPOBECHHE AaHaNW3a KBATHQHIMPOBAHHHIM mepcoHanom cornaceo  Csomy
MEXlyHapOAHLIX TpeGoBaumii k naGoparopaeiM uccneaopanuam (GLP).

TexnugecKne Mepbl NPEROCTOPOKHOCTH

BLIZICPKHTE PEAreHTH!, KOHTPONBHHIC MaTepHaibi, KATHOpATOPH H MpobHl COTNACHO YKA3AHHAM [0
NPAMEHCHHUIO. '

Wcnapenne kaauGpaTopoB M KOHTPOJBHEIX MATEPHAJIOB B AHAIM3ATOPS MOXET NPUBECTH K NONYYEHHIO
HEBEPHBIX Pe3yJBTATOB. 3aMYCTUTE S8HATH3 CPa3sy ke NMOCIE 3arpy3KH B AHANU3ATOD.

AHamuTHuecKas CHCTEeMa B XOA¢ AaHANM3a MCOONB3YST OJKCTPakThl M3 ofpasua Kajna uenoBexa,
NOATOTOB/IEHHBIX ¢ npiMeHenneM npobupkn CALEX Cap nia noarorosku npob xana uenosexa.

Ilepen HauanoM NpoBeNcHUA TeCTa YOSANTECH, YTO B NPpolax OTCYTCTBYIOT My3HIPHKY.

TPAHCIIOPTHPOBKA, XPAHEHHE H CPOK I'OJJHOCTH

Bce xoMmoHenTH HaGopa crabMIBHBEI NIPH XPaHCHHHM H TPAHCIOPTHpPOBKe mpH Temneparype 2-8 °C no
HCTEYCHHS CPOKa TOJHOCTH, YKAa3aHHOIO HA JTHKeTKaX. ['apaHTHHHEIA CPOK XpaHEHMA DABEH CpPOKY
TOOHOCTH.

CrabuiasHOCTh TIOCHe BCKPHTHA Habopa peareHToB:

Xpauuts He Gonee 3 mecaues (90 anefi) npu Temneparype 5-12 °C (B KOHTPOTHPYEMBIX TEMIIEPATYPHBIX
YCIOBHAX)

Cpox romuoctn HaGopa cocraBnser 18 mecanes ¢ zarst wiroTosaenud. He ucnonssyiire mabop nocne
ACTEMEHNS CPOKa MOJHOCTH, YKa3aHHOTO Ha STHKETKE.

CraGunpHocTH XAnTHOPOBOYHOK KPHBOi cocTannseT He MeHee 90 muei.

Buumanne! He nonpepraiite nabop peareHTos 3aMOpo3Ke.
KJACCHPHKALIINA MEJHIIHHCKOI'O M3AEJIHS

Hanenue OTHOCHTCA Kaccy pHCKa 2a.

KOJAYECTBO TECTOB

TIOTeHUHATEHOE KOMMYECTS0 MHAMBHAYANBHHX aHann3oB — 100 aHamu3oB Ha ogHH HaGOp peareHTOB
BUHLMANN fPELA turbo Reagent Kit ananutuueckoit cucremn BUHLMANN fPELA turbo. Bunmanne!
KonuuecTso MHAMBHAYAAbHHX SHANM3OB 3aBUCHT OT HCIONB3YeMOTro OMOXMMHYECKOTO aHANM3ATOPA H
pacxoza peareHToB Ha NIpoby GHoMaTepHana ¥ He MMEET TOYHO YCTAHOBIEHHOrO 3HAUCHHA.

HEOBXO/JHMBIE MATEPHAJBI, PEATEHTBI H AHAJA3ATOPHI, HE BXOJAIIHE B
KOMILIEKT NIOCTABKH

Hagenus aag 3xcTpaknny o6painos Kala M JONOIHHTEAbEbIe Habopbl pearenTos

OnMcaHHBe HHXKE H3JICNHA UIA IKCTPakLUMK o0pasLioB xana He MocTaraaioTea B Habope, aioboe U3 HUX

Fmﬂuw BMecTe ¢ Habopou.
H3aenna A9 IKCTPAKIHE HoMep 0o KATAI0ry

Il'lpoanxa CALEX Cap ans noarotopku npo6 xana uenonexa, sapuantt  [B-CALEX-C50
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Hanesns An8 IKCTPAKIHH HoMep 10 KATAJI0ry
criomuerns (Per. Yaocrosepenne 2023/20148) B-CALEX-C200
B-CALEX-C500
Jlonoauureasnbie Habopn peareHToB
[PearenTh [Homep mo xaTanory
Op peareHToB BUHLMANN fPELA turbo Reagent Kit
ONUYECTBCHHOTO OMpeneseHus IaHKpeaTHdyeckod aactaszel  MeronoMB- KPELA -RSET

HCIOAE30BAHNA B Xone KOJHYCCTBCHHOIO onpeaAciICH
AHKPEATHYECKONA 3NacTaskl METOAOM TYPOUANMETPHYECKOTO aHATH3A

KoHTponsHEX Marepranos BUHLMANN fPELA turbo Control Ki
- KPELA -CONSET

Jononuurensnoe obienaboparopnoe obopyaosanne
- Boprexc ans 3kcTpakiun oGpasios xana.
- llentpudyra HacronnHan

- Kanu6poBanHEle MHNETKH H OHOPA3OBHIE HAKOHEYHHKH 00BéMOM 10-100 Min, 100-1000 Mxn u 250-

2500 Mxm.

BuoxnMuueckne AHAIH3ATOPLI, OPHMEHAEMbIC COBMECTHO ¢ MINCIHEM

AsanmsaTop §Ye.nonuoe ofozuauenue | Per. YnocroBepenne :
Anamaarop SHoxumugeckuit Alinity ¢ ang in - | Abbott Alinity c/ci-cepusn | P3H 2019/8539
vitro AMArHOCTHKM C MPHBAUIEXKHOCTAMHA (c/Ci-
cepua*)
Beckmann Coulter ®C3 2010/06742
AU480
Beckmann Coulter ®C3 2010/06743
AU680
Beckmann Coulter ®C3 2010/06741
Ananuzarop 6uoxumuueckuit Beckmann Coulter, | AU2700 Plus
AU cepns* Beckmann Coulter ®C3 2011/10595
AUS400
Beckmann Coulter ®C3 2011/10584
AUS5800
Beckmann Coulter DxC P3H 2020/9855
700 AU
Mindray BS-230; P3H 2020/9740
AHamu3aTop GHOXMMUIECKHH ABTOMATHYSCKHHA B3-240
Mindray, BS cepus® M!ndray BS-240 Pro P3H 2019/8755
’ Mindray BS-480 P3H 2015/3441
Mindray BS-600

* Komnauns BUHLMANN 3a1B15€T, 9T0 MEZIMUMHCKOE M3MEIHE MIOMHOCTBIO aZaNTHPOBAHO H

COBMECTHMO C /II00BIM HANH3ATOPOM U3 ITOH Cepuu.

OTBOP OFPA3LOB, HX XPAHEHHE H CTABIJIBHOCTD

Jna npoueayps 3xcTpakumm TpeSyerca Mesee | r HarHBHOro ofpasua xana. OrGupaior obpasew kana B

ofbruHbIe NPOGHPKH.

Baxro! HeoGxomuMo oTobpats o6pasen; 6e3 kakux-nu6o xumuueckux win Guonoruyeckux 1o6aBok.

TpaacnopTuposka ofpauos

OGpazum kana HeoGxoauMO mpeaocTaBuTh B naGopatopmio aas obpaGorku B Tewenne 3 mueil mocae
orGopa. O6pasusl MOXKHO NEPEBO3HTH IIPH KOMHATHOH TEMNEPATYPE MM B XONOARILHAKE.

Xpanerue o6pasuos

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




JIaGopaTopKa AODKHA IEPOHIBECTH 06paGoTKy 06pasLOB Kana YENOBCKA B TEUCHHE 6 AHEH C MOMEHTA HX
orbopa. TpauCHOpTHPOBKY U XpaHEeHKE 06pasIIoB Kala MOXHO BHITIONHATS IPY TEMIEPATYPE OKPYKAIOMEH
cpemst (no 28 °C) unu B xonogmnsHuke. [Ipn Heobxoxmmoctn Gonee JMHTENBHONO XPaHCHA 3aMOPO3bTe
npo6si npu Temnepatype -20 °C. PexomeHAyeTCs Npor3BOAUTE He Goree 2 1MIIOB 3aMOPO3KH-Pa3MOPO3KH
ofpa3nioB kana 9eIoBeKa.

CralRIbHOCTD IKCTPAKTA

JKCTPAKTH NAHKPEATHHUECKOH 3MacTasH B ofpasiax Kaua, HOlyYeHHbE ¢ nomomsio npobupkn CALEX
Cap (Per. Yaocroseperue 2023/20148), crabwibub npn KoMHaTHOH Temneparype (<28 °C) B Teuenue
8 aueit n npu Temmeparype 2-8 °C no 12 smedl. [lna Gonee ANMTENBHOrO XPaHCHHA SKCTPAKTH
3aMOPRXKHBAIOT NpU TeMnepaType -20 °C. 3aMOpOXEHHBIE IKCTPAKTH CTAGHIBHH B Te4eHHE 24 MECALIEB.
DKCTPaxTHl NAHKPEATHYECKOH 3NacTashl, nonydenusie ¢ momompio mpobupkn CALEX Cap, MoxHO
XPAHHUTS U 3aMOPRXHBATL HenocpeacTeenHo B mpobupke CALEX Cap. SxcTpakTsi U3 ofpastia Kana MOXKHO
MOABEPraTh NATH LMKJAM 3aMOPaXHBAHAA-pasMopaxubannd. Ilepen HaMepermeM HEOOXOAHMO ZaTh
3aMODOKCHHBIM  3KCTPAKTAM OTCTOSTBECA A0 KoMHATHOM Temmeparypul. [Jna nosTOopHOrO
HCMONB30BAHHA/M3MEPEHHA IKCTPAKTOB CM. 3Tan 2 B pasaene «Meromika ananniay». [lepen usMepenuem
. BEICPKHTE 3aMOPONKEHHEIE IKCTPAKTH! A0 KOMHATHO#H TEMNEPATYPH, TIATENBHO flepemelaite B TeUCHHE
10 cexynn 1 uentpudyrupyiire 8 cornacHo HHCTpyXuHeii N0 NPHMEHEHUIO TECT-CUCTEMHI.

METOAHKA AHAJTH3A

AHaNM3 COCTOMT U3 TPEX 3TANOB:

1. Dxerpaxnus obpainos xana

CrenyliTe HECTPYXUMH 1O NpHMeHeHHI0 B kommiekte npobupkn CALEX Cap. Hrorosoe paiGasnenue
3KCTPAxTOB Npob Kana, NoAroToBNeHHAMX nocpencTeom npobupxs CALEX Cap ans noaroToBku npob kana
genonexa, cocTaBuT 1:500 ¢ nosHoO# rOTOBHOCTEIO K IPHMCHEHHMIO.

Buumanuue! ITocpeactsom anamuruueckoii cucreMst BUHLMANN fPELA turbo HeNbas BEINONHSTS
M3IMEPEHHA 1o xuaKuM npobam kana (cM. pasgen «OrpaunueHns» HIKE N0 TEKCTY)

Baxkyo: BrinepiuTe 3KCTPaKT Kaja HE MEHee OAHOTO 4aca 20 HEHTPH(YTHPOBAHUS R MOCIEAYIOWIEro
A3MEPEHHA.

Baxcio; Iepex mauanom Bemomsenus npouexypsl BUHLMANN fPELA turbo npouentpudyrupyiire
npobupxy CALEX Cap ana nogroroBks npob kana yenoseka B Teyenue 10 munyt npu 1000-3000 g.

2. O6paboTka oGpa3uos

INpoGupxa CALEX Cap Tlocne 3KCTpakimsi AalOT 3KCTPAKTy KANR OTCTOSTsCA B TedeHue 10 muHyT,
nosepHys npobupky Genoii cropoHoit BHu3. OTkpyunBaioT cHEUl konmavox. Hanocafiounyio JKHIAKOCTb
MOMKHO HCIOJIB30BATH B XO/i€ HCCNICAOBAHHA METOAOM TypOHAMMETpHYeCcKoro aHamk3a 6e3 nansHeHmero
pazbaBieHH,

3. Yka3auus N0 NpEMEHEHHIO / YCTAHOBKA TECT-CHCTEMbI

Mpouenypst aHamssa nocpeacrsoM BUHLMANN fPELA turbo paspaloraubl OnS HECKONBKHX
KIHHHYCCKHX OHOXHMMYECKMX aHammsaTopoB. [lepevyeHr ananuaaToOpoB yKkazaH B pasjene
«BHOXHMHYECKME AHATM3IATOPH, IIPHMEHACMBIE COBMECTHO ¢ H3zeiueM» I[Iporokoms palorsl ¢
KOHKPETHRIM GHOXHMUYECKVM aHANH3ATOPOM NMPHBEACHH B NPHIOKEHHUAX K HACTOAMICH MHCTPYKIIHH MO
npUMeHeHwo. B nenax nonydenns ceefieHul 0 HacTpoiiKe, TEXHUIECKOM OGCIY)KHBAHHH, IKCILTYaTALHH
aHANTH3ATOPOB M COOTBETCTBYIOIMX Mepax NpeJOCTOPOXKHOCTH, Noxanmyiicra olpaturech K
COOTBETCTBYIOIMM PYKOBOACTBAM TIQ IKCILTYaTalHH.

INoaroToBKa peareNTon

PearenTs! 13 Ea6opa peareHTOB N'OTOBH K HCIIONBE30BAHMIO. AKKYpaTHO HX BIGO/TaliTe Nepes 3arpysKoi B
ananu3aTop. MOnakoHHI ¢ peareHTaMi MOXHO NOMEIIATE HEMMOCPEACTBSHHO B AHAIM3ATOD, €CIM HHOE He
yKa3aHO B YKa3aHHAX N0 NPUMCHEHMIO COOTBETCTBYIOLIETO AHATH3ATOPA.

MMPOIEXYPA KAJTHFPOBKHM AHAJTHTUYECKOM CHCTEMBI

HaGop xana6patopos BUHLMANN fPELA turbo Calibrator Kit HCMOAB3yIOT I NOCTPOCHHSA
cTaHAapTHON KPHBOJ MO MECTA TOYKAM COrTIACHO PYKOBOACTBY IO IKCIUTYaTAUHH HANH3ATOPA. 3HAUECHUSA
xanubpaTopa 3aBHCAT OT KOHKpeTHOH mapTuu. JIns kaxuod HoBoif naprax xammGpaTopoB M PEareHTOR
1eob6X0MMO BRNONKATS HOBYIO XanHOpoBKy. B MHBIX cydasx kanuGpoBKy ClICAyeT NPOBOANTE KAXIBIE
JBA MECAA COIMIACHO YKA3JAHMAM IO 3KCIUyaTAlMM AHAmu3arTopa. JinA nodyueHHs CBEACHMH O
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TPUCBOSHHEIX KAMMOPATOpaM 3HAYECHHAX CMOTPHTE CEPTH(HKAT KOHTPONA KAYECTBA B KOMIUIEKTe Habopa
kanu6patopop BUHLMANN fPELA turbo. B ciyuae HEBO3MOXHOCTH NpOBEAeHHA KannGposku Ges

Hanuyus ommGok obparurecs B ciryk6y noaaepxxu komnanuu « BIOJIbMAHH» nin K ynoaHoMO4eHHOMY
npeacrapuremo komnauuu «BIOJIbMAHH» B P®. JlonommuremsHas uudopMauma 0 npoueaype
KATMOPOBKH AHATKTHYECKOH CHCTEMB! NPHBEACHA B NMPUIOKEHUAX K HHCTPYKLAM NO NPHMCHEHHIO A
KQKZOTO W3 BATHAMPOBAHHKX OHOXMMHYECKAX AHATH3ATOPOB.

NMPOLEXYPA KOHTPOJIS KAYECTBA AHAJIMTHYECKON CUCTEMBI

Ha6op kontponsuex Marepuanoe BUHLMANN fPELA turbo Control Kit noanexut exenanesHoi
NpoBEpKe A0 Havana o16opa SKCTPAKTOB NPoG KaJIa NALKMEHTA B LE/AX BaNUAalny XAnuGpoBoyHOHA KpHBOH.
KOHTPONBHEM MATEPHAIAM NPHCBOCHH JHANA3OHK SHaucHWH, YKa3aHHHE B CEPTUOHKATE KOHTPONA
KAYecTBa B KOMIUIEKTE K KKAOMy HaGopy komrponmsusix Marepuanmos BUHLMANN fPELA turbo.
PeaynLTaThl KOHTPONBHAIX H3MepeHuit JOMKHE OWITh B npeaenax YKasaHHRIX JHANA30HOB 3HAYCHUH B
LENAX NOMYYEHUs JOCTOBEPHHIX PE3yLTATOB 1O IKCTPAKTaM Npob Kana NalHEHTA.

B cnyuae HeCOOTBETCTBMA 3HAYCHHI KOHTPOJBHAIX MATEPHANIOB MOBTOPHTE H3MepeHHe C NIPHMCHCHHEM
HOBRIX KOHTPONBHEIX MATEpHANOB. B ciiyuae COXpaHEHUMA HECOOTBETCTBHA 3HAYCHMH KOHTPONBHBIX
MATEpPHANOB MNPOM3BEAMTE MOBTOPHYI0 KaMMOPOBKY TeCT-CHCTEMH. B ciyuae HEBO3MOXHOCTH
BOCTIPOM3BEACHHSA JOMYCTHMBIX 3HAYCHHH KOHTPOJIBHBIX MATEPHANOB MO BHIIONHCHHE BBINECYKA3AHHBIX
neficranit obparurecy B ciywGy noamepkku kxomnanuM «BIOJIBMAHH» wmm x ynomioMoueHHOMY
npeacrasuTemo komnanuu «BIOJIBMAHH» B PO. JlononnurensHas HHGpopManms o npolieaype KOHTpONS
KAYECTRA AHAMMTHYECKOH CHCTEMBI NPHBEJCHA B MPHAOXCHHAX K HHCTPYKIHM NO NPUMEHEHHIO U1
KaOXKIOTO U3 BIMAMPOBAHHEIX OHOXMMHYECKAX AHATH33TOPOB.

W3MEPEHHE MOKA3ATEJIEH 9KCTPAKTOB ITPOB KAJIA [IAIIKEHTA

Tocne nocTpoeHus KanuGpoBouHOl Kpusoft M e€ BANHAALNM NPH MOMOIM KOHTPOJIBHBIX MATEPHANIOB
MOXHO TMPHCTYNIMTH K H3MEPEHHIO TIOKA3aTENCH 3KCTPAKTOB Kajla MAUMEHTOB. BLINONHHTE H3MEpEHHE
mokasareneii 3KCTPAKTOB KN MALMECHTa COIVIACHO YKA3aHMAM MO NMPHMEHEHHIO K PYKOBOACTBY NO
3KCTUTYaTdLMH CPEACTBA H3IMEPEHHS.

PE3VJBTATH

Knuunueckuit GMOXMMHUECKHIE aHAMM3ATOP NPOMIBOAMT aBTOMAaTUYECKHit pacuér pe3ynbTaToB, KOTOPHE
BLIBOJIHT B MKT/T, €C/IH HHOE HE YKA3aHO B COOTBETCTBYIOIIMX YKA3RHHAX NO IKCIUTYaTALMM KIHHHYECKOTO
OnOXMMIIECKOTO aHANH3ATOPA.

OI'PAHHYEHHUA
BriCcOKOe COepXaHue BOAbL B mpobe kana (xuaxue NpoGhl Kana) NPUBOAUT K MOMYYEHHIO 3AHIKEHHOTO
3HAYEHWA KOHLCHTPALMHM NAHKPeaTHUeCKo# anacTasy B xane. Pekomennyercs npoussecta or6op npobsl
KAana B APYTOH AEHb,

Pe3y/ILTaTH TECTOB NOANEKAT MHTCPIPETAUMU B COUETAHHN CO CBEACHHAMM, NONYYCHHEIMH N0 HTOraM
KIMHAYECKOro 06CeJOBaHHA NALUEHTa ¥ APYTHX AHATHOCTHYESCKEX NPOUEAYP.

HMeerca NOBHINEHHBH PHCK MOCTAHOBKH JIOXHOOTPULIATENBHOTO AMATHO33 MAIMEHTAM C N€rkod M
YMEPEHHOH HEAOCTATOUHOCTHIO MO CPABHEHHIO ¢ MAlMEHTAMH C TAXENOH HEAOCTATOUHOCTHIO (CCBLIKa 1).
JIna naunenToB ¢ caxapHuM AnabeToM 3 GEeKTHBHOCTD TECTa HA YPOBEHD COACPIKAHMS NAHKPEaTHYECKOH
3/1aCTa3H B Kajle orpaHudena (CM. CCEUIKH 2, 3).
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TEXHNYECKUNE XAPAKTEPUNCTUKUN

1 KoMmnoHeHT IS  TexHuueckasn xapakTepuctmka  jl 3HauveHune xapakTepucTnkn 1
Kanné6parop (CAL 1) "abapuTHble pa3mepbl rakoHa 13,5 mm x 48,5 mm (£ 3,0 Mm)
Kannb6patop (CAL 2) (auameTp B Ccamoil LWIMPOKOW uyactn /

Kannépatop (CAL 3) BbICOTA), MM.
Kannépatop (CAL 4) Macca hnakoHa ¢ peareHTom, T. 30r(x05r)
E:ﬂﬂggggg Egﬁt 2; O6bem peareHTa B (h1akoHe, M. 1mn (£ 0,1 mn)

LIBET KpbILKM Kannépatop (CAL 1):

Mpo3payHblit
Kannépatop (CAL 2):
6enblin

Kannépatop (CAL 3):
XenTbli

Kannépatop (CAL 4):
OpaH>XeBblii
Kannépatop (CAL 5):
KpacHblii

Kannépatop (CAL 6):
(h1moneToBbIN

MoTpebuTensckas BbicoTa, MM 52 MM + 10 MM
ynakoBka MeAULUHCKOro

v3nenns Ha6op OnvHa, mm 103 MM £10 Mm
KanmbépaTopos WwnpnHa, Mm 76 MM £ 10 mm

BUHLMANN fPELA

] ) Macca ynakoBKu ¢ usgenuvem B coope, r 56 1 (£ KOT)
turbo Calibrator Kit

MATEPUWANBbI N3ArOTOBJTEHNA

KaTano)Hbli

PeareHTbl KOMMNOHEHTHI
HoMep
Kanubpatopbl B-KPELA-  Marpuuya ¢ O6ydepHbIM  (PU3MOIOTMUYECKUM
CASET pacTBOpoOM n PEKOMOMHAHTHas
naHKpeaTu4yeckas anacTasa yenoBekKa

(n3ogpopmbl  CELA3A-His n CELA3B-His
OGMOTEXHONOMNYECKOT0 MPONCXOXKAEHUS)
TeuH-20

2-MeTun-2H-n30TMaszon-3-oH

MpuMeyaHmne: KoHLEHTpaLWs aHanuTa B KanmépaTopax 3aBMCUT OT NapTUM Habopa peareHToB 1 NpuBefeHa
B CEPTU(MKATE KOHTPONS KauecTBa NOCTaBNseMOro Habopa.

OVNATHOCTUYECKUWE XAPAKTEPUCTUKIN N KTMHNYECKAA OLUEHKA

Buonornyeckune peepeHTHble MHTEPBa/IbI N UHTEPMpeTaLna pe3ybTaToB aHannsa
Kateropuu pe3ynbTaTtoB OCHOBaHbl Ha AiaHHbIX KIMHUYECKNX UCCnefoBaHni, NPOBeLEHHBIX KOMMaHWeNn
BUHLMANN, n asnatoTca pekomeHgaunamm BUHLMANN:

KoHLUeHTpaumsa naHKpeaTUYeCKoOn anacTasbl B Kasle  OnuncaHue

HopmansHoe PyHKLMOHUPOBaHWe
MOKeNyA0UHOMN Xenesbl

<200 mkr/r OK30KpMHHAA HeloCTaTO4HOCTb

o1 200 go >500 mkr/r
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| imomxenynouHoi Kenesn |

Buumaune!

Kaxaas naGoparopus NO/MKHA YCTAHOBHTb CBOM COOCTBEHHBIE HMANAIOHM HOPMAIBHBIX 3HAYCHHA B
38BHCHMOCTH OT CBOMX COOCTBEHHBIX METOROB, KOHTpONeH, 060pyA0BaHNA, NOMYAAUHH NTALMEHTOB H B
COOTBETCTBHH € CODCTBEHHBIMH YCTAHOBJICHHBIMH MNPOLIEAYPAMH.

OKOHUATENbHBIH KIMHHYECKMH AMATHO3 M NPHMEHEHHE TCPanHH HHKOI'AAa HE AOMKHE OCHOBHIBATHCH
TONBLKO HA PE3YIBTATAX NMPOBEACHHOIO TECTa, & AOMKHB OHITH ONMpeAe/eHk BpauoM NOCE OUEHKH BCeX
KIMHUYECKHX M 1abOpaTOPHLIX AaHHEIX.

JAHarHocTHYECKAS YYBCTBHTEIbHOCTD H CIEIHPHIHOCTL

JIMATHOCTHYECKAS WYYBCTBHTEJIBHOCTD M CHCHMOHMYHOCTh ObUIA TNOATBEPKACHA B KIMHHYECKOM
ACCNENOBAHMH C yuacTHeM obeamueHHBIX 130 06pasios OT manmeHToB ¢ 3K30KPHHHONH HEAOCTATOYHOCTHIO
NOAXENYAOYHOMR JKENIE3Hl A NONO3PEHHEM Ha Hee.,

JinarHocTuueckas YyBCTBHTENBHOCTb, C YUETOM JOBepHTENbHOro wHrepsana (95% JIH) wa yposue
MPHHATHA KIHHHYECKOTO pemenns < 200 Mxr/r maHkpearnueckoii snacrasul B ofpasue kana Jenosexa
cocTasrna 92,6 % (95% AH: 80,94%, 96,6% ).

JIMarHoCTHYECKas CeuMHUHOCTD, ¢ YIeTOM JioBepHuTeasHoro HHTepBaina (95% [IH) Ha ypoBHE MPHHATHA
KIMHHYECKOrO pemeHH < 200 MET/I MaHKpeaTHHeCKoif anacTasst B o6pasiie kana yenopeka cocrasuna 77,0
% (95% N 63,46%, 86,7%).

CPABHEHME METOAOB

Conoctasieane Meronos: BUHLMANN fPELA turbo n ScheBo Pancreatic Elastase 1 Stool test

CpaBHATENBHBI aHANW3 METOZOB npoBeaéH cornacHo pykopoacrsy CLSI EP09-A3. B reuenue 4 auelt
NpOM3BEIeHH MaMepenns cta BockMH (108) npo6 ¢ npumenennenm 3 napmuit BUHLMANN fPELA turbo.
Cpenuue pedepeHTHNE JHAYCHNA, NPH KOTOPHIX 3HAUCHUA KOHUCHTPAIMA 31acTa3H GLUTH B AManasoHe
21,0-444,9 MKI/r, YCTaHOBJICHE NpH nomoix 2 napTuii (10 2 M3MEpeHHA HA MAaPTHIO) TECT-CHCTEME!
ScheBo Pancreatic Elastase 1 Stool test. OTknoHEHHE onpeneMAM NOCPSACTBOM JIMHEHHOH perpeccuu

[accunra—-Babnoka.
Perpeccuonuniii ananns Iaccunra—babaoka
Yrnon Touxa nepeceucHust Otknounenne npa 200 Mxr/r r
(95% 1H) (95% IH) (95% OH) Y
0,90 13.7 -2,7%
(0,80, (-3,0 ’27 2) (-17,2%, 0,847
1,04) o 14,0%)

AHAJIATHYECKHE H ®YHKIITHOHAJIBHBIE XAPAKTEPHCTHKH

Pe3ynbTaTht OLEHKH AHATHTHYCCKHX H QyHKIMOHANBHEIX XAPAKTEPHCTHK MOATBEPAACHH MCIILITRHUAMM,
NpoBefCHHKIMH HA TeppuTOpUM Poccutickoii epepanyn Ha aHanusarope Mindray BS-240 Pro.

AHanuTHueckHe M QYHKUHMOHANBHEIC XSPAKTEPHCTHKH NPEACTABICHBI AN AHANHTHYCCKOH CHCTEMH
BUHLMANN fPELA turbo, sxmoyaomeit B ce6a ciefyiome COBMECTHO NPHMEHACMEIC MEIHIMHCKHE
H3/ieNHMA 4719 KONTHYECTBCHHONO aHAIH3A:

- Ha6op pearestor BUHLMANN fPELA turbo Reagent Kit g1 konuuecTsennoro onpeaeneHus
NIAHKpeaTHUEeCKOoi 3nactashl B 00pasiax Kana YeloBeKa MeTOA0M TYpOHAHMETPHYECKOTO aHAJNM3E,

- Ha6op xama6paropos BUHLMANN fPELA turbo Calibrator Kit ans ucnonssoBatns B Xode
KOJIMYECTBEHHOIO ONpefcNeHHs NaHKpeaTHYeckol 3nactaskl B obpaslax Kala 4YeJOBEKA METONOM
TYpOHAMMETPHUECKOTO AHANH3A.

- Ha6op xoutponsusx matepuanos BUHLMANN fPELA turbo Control Kit mia ucnons3opauus s
XOMi¢ KOJIMYECTBEHHOIO ONpEAeIeHHS naHKpeaTnyeckoi a/macrassl B ofpasiax Kajla 4eJOBeKa METOAOM

9
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



TypOHIMMETPHYECKOTO aHAMN38.

Kparxag undopManus 0 METPOJOTHYECKOi NPOCACKHBACMOCTH

Anamatrueckas cucrema BUHLMANN fPELA turbo kamubpyerca m ofmasaeT MeTpONOrudeckoi
NPOCIICHKHBAESMOCTBIO X0 MEPBUYHONO ITAOHHOIO MATEPHANA TPOHIBOAUTENS NOCPEACTBOM KATHOPOBKH H
NPHUMKCKIBAHKS JHAUCHHAK ¢ NPUMEHEHHEM METOAMKH BRITONHEHUA H3MEPeHUI IPOH3BOJHTENA.

IIpenn3sonnocts (IloBTOPREMOCTS)
Koadduimenr sapuauyn (KB) < 8,3 %
Ilpeum3sonnocTs (Bocnpou3isoauMocTs)
Koadduunent papuanum (KB) < 8,3 %

IIpenen ob6Bapyaenus nabopa pearenTon

8,6 MKI/r naHKpearwyeckodl anmacrassl. [ToaTBepkaeHo Ha oOpasue IKCTpakTa M3 obpasua Kama ¢
YCTAHORICHHO! KOHUCHTpaumell maHKpeaTHueckoi anacTasm, Omu3xkof X HUXHeH rpaHHue AManasoHa
u3Mepenus. AGCOMOTHOE OTKIIOHCHHE CPENHETO MOMYYCHHOrO 3HAYCHMA He npesHnaeT 10 Mxr/T or

KOHLCHTPALHK NIAHKpeaTHueckol anacTass B 06pasiie ¢ yCTAHOB/NCHHOM KOHUEHTpalHeii.

Ananazon n3mMepeHns HaGopa peareHTon

Hibkuag rpaHHIA AHANa3oHa H3Mepenus: 8,6 MKr/r naHKpeaTH4ecKoii 31acTasml.

MoarsepxkpeHo Ha obpasue 3kcTpakTa B3 0O0pasia Kama C YCTaHOBICHHO# KOHUEHTPAUMEH
naHKpeaTHyeckod snacrassl, Onmskoif k wkHelt rpaHuue IuanasoHa HiaMepeHua. AOcomoTHoe
OTKIOHEHHE CPeJHEr0 MONYYEHHOTO 3HAYMEHHA He npeBwmaeT 10 MET/r OT KOHUEHTpamuH
NAHKPEATHIECKO#H nacTassl B 06pasie ¢ yCTaHOBACHHOA KOHLEHTpaluMeit,

Bepxnsa rpanuna quanasoHa usMepenus: 500 Mr/T naHKpeaTAYCCKOR 31acTaskl.

INoarsepxpaeHo Ha obpasue 3kcTpakra M3 obpasua xama ¢ YCTaHOBNEHHOM KOHuUeHTpauMeH
NaHKpeaTHYecKol 3nacrassl, Gamskoit k BepxHeli rpaEmne AManasoHa uiMepesnd. OTHOCHTENbHOE
OTKIOHEHHE CPEJIHEr0 NONYueHHOTO 3HaUCHHA He npesbimaer 10 % OT KOHUEHTPALHA NE8HKPEATHICCKOR
aMacTassl, B o0pasue ¢ ycTAaHOBNEHHON KOHIIEHTpatHe}.

JAuanazon aunelinocrn: 8,6-500 mxr/r

JIuneiinsit ananason HaGopa pearentos BUHLMANN fPELA turbo Guin moareepxack Ha ofpasuax
3KCTPAKTOB M3 00paslOB Kaja YEJOBEKa C YCTAHOBJICHHOMH KOHLGHTpalHued NaHKpeaTHYecKo# anacrasst
cormacHo pykxosogctey CLSI EP06-A. Ilpo6u ¢ konuentpammedt Gonee 500 mxr/r amanusarop
asromMaruuecku paibasnan B coorHomenmu 1:10. Jlomyckanoch MAKCHMANLHOE OTHOCHTENLEHOE
OTKIIOHCHHE OT YCTAHOBACHHOro 3Ha4eHus B 10%. Jing 3HaucHui koHueHTpauuum Huke 100 MKT/T,
Jomyckanach aGcomoTHOe OTKIOHCHHE 0T YCTAHOBJIEHHOTO 3HaueHn He Oonee 10 mMxr/r.

AnanuTHyeckas cneundmynocts (Hnurepdepupylomue H NEPeKpecTHO-PEATHPYIOLIAE BEMIECTRA)
Ouenka BNHAHMA HA QHAIMTUYECKNEe H (YHBKIMOHANBHBIC XAPAKTCPHCTHKH MCEOHLHHCKOIO M3ACIHA
NPOBOAMNACH B COOTBETCTBHH € METOJOM MccnefoBaHHs MHCTHTYTa KIHHMYeCKHX M nabopaTopHHX
craugaproB EP7-A2 "Hcenenosanne Ha nnrepdepeHimio B xmHndeckoit xamuu": 2007, BausuneM Ha
Pe3yNLTATH TecTa CYATANOCH OTHOCHTCNBLHOE OTKJIOHCHHE OT YCT3HOBJICHHOH KOHICHTPauHH
naHkpeaTHyeckoit anacrasst + 10 % Ha obpasuax nauMeHTOB, ¢ KOHUEHTpALMCH MaHKPCATHYECKOH
371aCTa3kl B fHANA30HE H3MEPEHUA RHANHTHYCCKOH! cHCTeMEL. Ha 0CHOBAHHM IPOBEAESHHEIX HCCRENOBatUiL,
BIIMSHHA HA PE3yNETAaTH KOJIHYECTBEHHOTO ONpefiefieHHa MaHKpeaTHJecKo# 3nacTa3nl B obpasnax kana
yesoBeKa [konueHTpauus (Mr)/50 Mr kana yenopeka) (HHTepdepeHnin) HE BRIABICHO AIA: remMornobuta B
KOHUCHTpaumH 1,25 Mr/50 MxT Kana yenosexa,

[MepexpecTHas peaKTHBHOCTD HE BRISBJICHA A XHMOTPHIICHHA B KOHLIEHTPALMAX X0 1 MKI/MI1 3KCTpakTa
H3 00pasna Kasa YeIoBexa.
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CHAMBOJIbI
OcHoausie CHMBOJIB

|I’]CHO!IB308&TB Ao

OGpaTurech X HHCTPYKLHM [0 NPHMEHEHUIO

[MaroToBUTEND

FI-Iouep NO KaTanory

MeauuHHCKOe H3AENNE N1 TUATHOCTHKH in Vitro

[Kox napTun

Temneparypusiii auanason (2°C - 8°C)

VnonsomoucHHHIH npeacrasuTens B Esponeitckom Coobmecrse
I i

[HazBanne W ONHCAHHE CHMBOIA
nMBon CE («eBponeiickoe COOTBETCTBHE») C HACHTHPHKAMOHHEIM HOMEPOM|
otuduImpoBanEoro oprasa {XXXX)

VHUKANBHEL naeHTHHKATOp H3AEIHA

Ha oraenbHO# 3THKETKE HA YNAKOBKE YKa3hiBAIOT HIDKENpPUBEAEHHKE CHITHANIBHOE CJIOBO H NHKTOrPaMMBI
ONACHOCTH U1 PEAreHTOB KOMIUICKTa, coaepxamux 2-Metia-2H-u301Ha3on-3-04. CHMBON ONacHOCTH Afis
ssopoBba W H/P-dpasu ana npenynpexieHus NONAb30BATENCH 0 XHMHYCCKHX ONACHOCTAX, KOTOPHIM OHK
MOT'YT [OABEPraThCA.

[Cumpoa  [Haspauue B onucanne CHMBOJIR
uxtorpamma CLP: OnmacHoCTs 414 340pOBbA/ONACHOCTD
n: BockmiatenbHbli 3HaK
dopmanusn of onacHocTHX?
naMenT: 2-meTun-2H-usonuason-3-on. CAS Ne 2682-20-4 Tipeaynpexnenue H317:
OXET BH3IBATH A/UIEPIUYESCKYIO KOKHYI0 peakumio. P261: M36eraiite Basixanus nsum/
rasa/ Tymanga/ napos/ asposoneit. P272: 3arpazaennyio paGouyio ofiexay Helb3s
BIHOCHTS 33 npenenst paGouero mecra. P280 Hocuts 3amipTHRE NepYaTky/ 3aWIMTHYIO
aexay/ cpeacrsa 3ammTsi raas P333 ¢ P313: [pu nosBneEMy pasapaxeHA KOXKH HITK
: obpaTuThbes K Bpady. P362 ¢ P364: Cuate 3arpasHeHHYIO OJEKILY U TOCTHPATD e¢
gpel MOBTOPHRIM HCTOJBL30BAHHEM

CuMBOJILI TPAHCTIOPTHOM YNaKOBKH
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I Camson ' 3nagenne l

n Sroii cropoHo# BREPX

T Xpymnkoe, 0OCTOPOXKHO

TemnepaTyphnlit fHanasoH

§ rouro

URGENT

MEDICAL
suPPLIES VKasaHKe 0 HEOTIONKHOM OXIAKACHHR METHIMHCKOTO H3JENIHA N0 MpHOLITHE

AEPAIGERATE Ol ARRIAL

YTRIM3ANAA

VTunuzauus u3feAud JOMKHA NPOH3BOAMTLCE B COOTBETCTBHMH ¢ TPEOOBAHMAMH JIOKAJIBHOTO,
pEerHOHANBHOIO H HALMOHANBHOIO 3aKOHOAATENFCTBA.

Bce 4acTH AAHHONO MESHLMHCKONO HM3JCIMS AN% in Vitr0 JMarHOCTHKH, oOpaslH M MAaTepHANLI,
HCTIONB3YIOIWMECS B 06pasyIOMMECa IPH BHIIONHCHAH KCCTISAOBAHHIL, B TOM YHCIIC PEAaTreHTH ¢ ACTeKIIAM
CPOKOM FOZHOCTH, ClIEAYET YTHAN3HPOBATh B coorercTBHA ¢ CanllnH 2.1.3684-21.

KOMIIOHEHTE A3fIE/IHA, HE KOHTAKTHPOBABILME ¢ GHOMATEPHANIOM MALMEHTa, OTHOCATCA K KJaccy A,
KOMIIOHEHTH H3lenMs, KBanWQHUUMpYeMEE KaK OTXOAB KIHHMKO-ZHArHOCTHYeCKHX naboparophii,
OTHOCATCA K Knacey B,

JAHHBIE IO CTABAJIbHOCTHA MEJHITHHCKOTI'O H3AEJAHS

CrabuanHOCTh MEAHUMHCKOTO M3ziemms, cooTBeTcTByeT TpeGorarmaM EN ISO 23640:2015. MadopmManus
0 CTaOWIBHOCTH M37ENHA MPHBEACHA B padene «TPAHCHOPTHPOBKA, XPAHEHHE H CPOK IOAHOCTH»
HACTOAMIETO JOKYMEHTA.

TEXHAYECKOE OBCJIYXHBAHHUE
He Tpebyercs.

TEKYILIIHHA PEMOHT
He rpebyercs.

HAHO®OPMAILINA O MEHEDKMEHTE PHCKA

[IpOM3BOAUTEND MEAHUMHCKOTO HIJACHHA OCYIICCTRIAET AHANH3 PHCKOB B COOTBETCTBHH CO CTAHAApTOM
ISO 14971 ¢ uensio NPOAEMOHCTPHPOBATL YPOBCHD PHCKA H YMCHBIICHHE CYLICCTBYIOLIETO PHCKA.

BLUTH OIMHCAHEI OCHOBHEIC MCTOUHMKH PHCKOB, BKIIOYAS M3MEHEHHS NH3aliHA, H3IMEHEHNI OKpyKaiolel
CPEAIBl H YCIOBHIA XpaHeHUA, MpUMEHeHHe KOHEMHBIM NTONIB30BATeeM H coobmenne o npobnemax, a Takxe
aHA/TM3 XapaKTepa H NOCACACTBUN HEHCTIPABHOCTEI.

HHOOPMAIIHA O MATEPHAJIAX  YEJIOBEYECKOI'O A IJKHBOTHOT'O
NPOHCXOXKIEHHASA

H3nenue COMEPKHUT B CBOEM COCTABE KOMIIOHEHTR! YEJIOBEUECKOTO MPONCXOXAeHUA. HecMOTpa Ha
TO, YTO PE3yNBTATHl TECTHPOBAHMA NOKA3ANH OTPHUATENbHE PE3yNbTaT HA NMOBEPXHOCTHBIN AHTHICH
renatuta B, C u antarena x BUY 1/2, ¢ pearenramu cnexyer obpaimarhca Tak, 6yaro OHH CNOCOGHE!
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nepenasats nHpexunu, 1 paborars ¢ BaMu B coorsercTeun ¢ Hannexameit naboparopHodl npakTHKoH
(GLP), cobmoaas COOTBETCTBYIOLIME MEPH NPEAOCTOPONKHOCTH.

Bunmanne!

C obpasnamy nauueHToB ceAyer ofpaiiaTbea Tak, GyATo OHM CrIOCOOHL nepenasaTh HHpEKIMHY,
H paGorate ¢ Humm B coorBercTBuM ¢ Haanexameit naGopatoproi#t npaxrakoi (GLP), cobmozas
COOTBETCTBYIOIIHE MEPHE TIPEAOCTOPOXHOCTH.

INEPEYEHDb IPHMEHSEMBIX CTAHJIAPTOB
He cTABAAPTA

ISO 13485:2016
eAHIMHCKNE H3neus — CHCTEMM MeHE/DKMEHTa KauecTsa - T
13612:2002
eHKa PYHKIHOHANLHEIX XAPAKTSPHCTHK METHIIHHCKHX H3ICNHYA 414 JHATHOCTHKH in vitro
[EN 13641:2002
VeTpaHeHHE HIH CHIJKEHME PHCKA 3apakKeH s, CBA3HHOTO ¢ PEATeRTaMH JUIM AMATHOCTHKH in vitro
ISO 14971:2012
enus MeOMUMHCKHE — IlpuMeHeHHe YTPaBlCHWA DHCKEMA K MeAMUMHCKHM H3aemmaM (ISO
14971:2007, ncnpasnenHas sepcus ot 01.20.2007)
ISO 15223 -1:2016
eAMLHHCKHE u3neaus — CHMBONBI, IPHMEHACMEIC TIPH MAaPKMPOBKE MEAMLMHCKHX HM3NEIHAX, Ha
€TKaX H B COMPOBOAUTENBHOR AOKYMEHTALHH
0 15223-1:2016, ucnpasnenHas Bepcus o1 03.2017)
ISO 17511:2003
CMUIMHCKHE MAfieNMd QI8 AMATHOCTUKH in vitro — HM3mepensue xonuuecTBa B GHOJNOrAYCCKMX
— Merponoruteckas NPOCAEKHBAEMOCTh BeNHYHH, 3aJaHHHX M1 KanuOparopos H|
OHTPO/IbHBIX MaTEPHAJIOB
ISO 18113-1:2011
SAMUMHCKHE H3AENNA JUIS JHATHOCTHKY in vitro — MadopMauus, npeaocTannsemMas NpOAIBOAHTENEM
MapkupoBka) — Yacts 1: Tepmuun, onpeaencuus u obmme tpebosanns (ISO 18113-1:2009)
ISO 18113-2:2011
CAMIUHCKAE HATEHA NS AMACHOCTHKH in vitro — Hudopmaumus, npenocrasnseMas npouasomam
MapkupoBka) — Yacts 2: PearenTst 41 AHATHOCTHKH in Vitro 414 NpodecCHOHANBHOTO PHMEH
ISO 18113-2:2009)

ISO 23640:2015
AULUMHCKME M3JeNHMd A AWArHOCTHKH in vitro — Onesxa cTaGuibHOCTH pearcHToB 11}]51
ocTHKH in vitro (ISO 23640:2011)

HepeveHb APYTHX NPHMEHACMBIX CTRHASPTOB M NPABKI:

[Ha3Bnakue CTAHAAPTA
Eemauem REACH (EC) Ne 1907/2006 xacaromuiica NpaBun PErHCTpalMM, OLCHKH,
OHHpPOBAHHA H OrPaHUYEHHS MCMoNb30BaHHA xuMuyeckux BeuiecTs (REACH-Verordnung)

Cnucok APYTHX MPHMEHHMEIX pyKoBoAcTs Mucraryra Knnanueckux u JlaGopaTophsix Crauaapros
(CLSI):

[HazBaHHe PYKOBOACTBA
IEPIS-A3: OneHka TOYHOCTHA U OLIEHKA MIOTPEUTHOCTH NOAb30OBATENEM

P25-A:2009
1eHKA CTACHILHOCTY PEarcHTOB 1 AHATHOCTHKH in vitro
-R
eTpoJiornteckas NpOCexKHBAeMOCTh H e€ Baeaperne; Oruér
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EP09-A3
CpaBHEHHE METOAOB MIMEPEHHHt H OLEHKA AHAMTHYECKOTO CMEILICHHA ¢ UCNIONb30BaHKEM 06pasLOB)

IEHKA THHERHOCTH MPOLIeAYP KONHYECTBEHHBIX n3MepeHHi: CTaTHCTHYECKKH NOAX0A

29-A:
BIPAXKCHHE HEONPESNeHHOCTH H3MEPCHHS B N1abopaTopHOil MexHIMHE

07-A2

El:cmp')cpennnonnoe TECTHPOBAHHE B KIHHHYECKOH XHMHH
-05-A3
CHKA MPEUH3HOHHOCTH KONHYECTBCHHBIX METOAOB H3MEPEHHA.

CIIHCOK HCIIOJIb30BAHHOM JINTEPATYPBI
1. Banra 1 coaBt. JlnarsocTrueckas pQeKTHBHOCTD H3Mepennii GexansHol snacTa3sl-1 Npy BEIABICHHH

3K30KPHHHOH HENOCTATOTHOCTH NOMKENYAOUHOH xene3nl. Chcremarmueckuit 0o630p B MeTaaHanus. —
2018.

2. Xau 1 coaT. Hu3kue yposau (exanpHolt anacrashi-1 He yKashiBAIOT Ha SKIOKPUHHYIO HENOCTATOYHOCTD
DOMKeNyA0UHON JKeJIe3n NpH caxapHoM auabere 1 Thna. - 2008.

3. Kpoitudemar u coast. KOHTpons AHHAMMKH 3K30KpHHHOK QYHKIMH MOMKENYAOTHOH XeNe3H NpH
caxapaom xuabere | Tuna, - 2005.

OTYETHI OF HHIIMAEHTAX

B cyyae BO3HHKHOBEHHA CEPhE3HOr0 HIMACHTA B CBA3H ¢ AAHHBIM N3ACTUEM HE3aMEITHTE/ILHO
coo0muUTe 0 HéM NMPOU3BOAKTENIO M YNIOIHOMOYECHHOMY IPEACTaBHTENIO.

NOBPEXJAEHHE ITPH TPAHCIIOPTHPOBKE

B ciygae nonyueHus MOBpeXAEHHOIO NPOAYKTa coobiare 06 3TOM YNOTHOMOUCHHOMY NPEACTABHTENIO,
JHPEKTHBA REACH

Jlns Bcex MaTepHANOB M peareHToB Habopa nacnopra Ge3onacHocTH Marepuanos (MSDS) cornacko
Pernamenty (EC) Ne 1272/2008 (CLP) u [upextuse EC Ne 1907/2006 (REACH).

CTEPHIIBHOCTD
TMocrarnsercs B HecTepuabHOM BaAe. CTepUiIbHOCTD HE Tpebyerc.

AESHHOEKIAA, CTEPHIA3ALIAA H OYACTKA
He npaMernMo.

HHO®OPMAILIHA O BO3MOXKHOCTH NOBTOPHOI'O MIPHMEHEHUA
He noanexut 00BTOpHOMY NPHMEHEHHIO.
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TAPAHTHIHASI HHOOPMAIIHS

[IpOM3BOAMTENs TAPAHTHPYET COOTBETCTBHE XAPAKTEPHCTHK MEIMLMHCKOIO W3JENMA 3aABICHHHIM B
3KCILTYATAMOHHON NOKYMEHTALMM TIPH YCIIOBHE IIPUMEHEHHS H3JC/THA B COOTBETCTRHH C MHCTPYKUHEH H
N0 HA3H3aYEHHIO, NPEAYCMOTPEHHOMY NPOH3BOXHTEIIEM.

Ilo BceM BOmMpocaM, MIA MOAY4EHHA TEXHHYECKOH KOHCYJbTALUMH M IOANEPKKH, 8 TAKKE OOAAYM
peKnaMaumii cneayer ofpaliaThea K YIOJHOMOYEHHOMY NPEACTABHTEIIO IPOH3BOJKTENA HA TEPPHTOPHH
Pd:

AxuuonepHoe obmecTBo «buoXumMax JnarHocTHKa»

119311, r. Mocksa, BH.Tep.I. MyHHUANANBHENL OKpYT PaMenkH, np-kT Jlomonocosckui, A. 25, K. 2, nomeln,
60/3

Ten. +7 (495) 647-27-40

E-mail: info@biochemmack.ru

IOPHAHYECKAS HHOOPMALIHA

IIpon3BoauTenn:
BUHLMANN Laboratories AG (BIOJIbMAHH Jla6oparopns AT')
Baselstr. 55, 4124 Schonenbuch, SWITZERLAND
55, 4124 111énen6yx, lllpetinapns)
Ten. +41 61 487 12 12
E-mail: info@buhlmannlabs.ch
YnonromMoueHnbIii DpeACTABHTEIb NPOR3BOIMTLNNS
Axumoneptoe obmecrso «buoXumMak Jlnarnocrukan
119311, r. Mocksa, BH.TEp.T. MyHHLIMNANbHENL OKpyr Pamenku, np-kT JIOMOHOCOBCKHI, X. 25, K. 2,
nomemt. 60/3
Ten.: +7 (495) 647-27-40
E-mail: info@biochemmack.ru
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E)BUHLMANN PYCCKHH

Mpuaoxenne Ne 1 kK HHCTPYKUKH RO npumeten:o. IipoToxkon paboTsl ¢ HCNOIL3IOBAHHEM
auaau3aTopa: Abbott Alinity c/ci-cepusn

BUHLMANN fPELA turbo Toaseo A28 AHATHOCTI i1 Vitro
Abbott Alinity c/ci-cepusn

OcxoBuas nuopMaung
Cneayiomee nprioxchue paspaboTano cmeumansHo ana magenns Alinity. TNoxaylicrs, cobmonafite npusenéHuue
MHCTpYHRUMH, ITOSH OGECHEUHTs QYHKIMOHANBHAE XaPAKTEPACTHEH AHANHTHYECKON CHCTEME. D10 nprnoxeHue Onuo
paspaBoraio # panuaHpoRano xounaunel "BIOJIBMAHH NaGoparopus Al™ (BUHLMANN Laboratories AG).
Kpome Toro, nowamyHcra, 03HAKOMETECh ¢ DPYKOBOACTBOM MO JKCIUTyartanhy GHOXMMHYCCKOTO AHANMIATOPE AN
O3HAKOMIICHHS C HHCTPYKIHAMH IO SKCIUTYATAHH H DPOTPAMMHPOBAHHIO NOJIB30BATEILCKHX TECTOB.
Iponeaypa aHaIMIs
Konxperttie nacTpotixn an naGopa BUHLMANN fPELA turbo Aomsest GhITb 3anporpaMMHpOBAHE HA HEM, CM. HHXE.
Jns nOMyueHMs NONONMHHTCIRHWX HMHCTPYXIMM o6paTMTCCh K DYKOBOACTBY TO SKCHNYSTAUKH GHOXHMEIESCKOro
aHATH3ATOpA.

PeareHToB:
Hcnonsaysire HaGop pearenros BUHLMANN fPELA turbo Reagent Kit.
TocTasnAeMLE PEANCHTH TOTOBN K HCTIONB3OBAHKIO. AKKYPATHO Mepemenraiire nepex 3arpyakoii 8 nmprfop. Jarpywsitre 8
COOTBETCTRRH C PYKOBOACTBOM N0 IXCILTyaTalty SroxumHteckoro anamiaropa. Hiberaitre obpasopanis my3sipbkos.
Yeranonnenne kuinbponousoll kpusoil:
Ucnonsayiire Habop xamubparopos BUHLMANN fPELA turbo Calibrator Kit.
Jinx nomywenns Bocnpon3soanMoit xamubposoanoll xpupoli ypassopecsTe peareHTs R1 B R2 210 TeMnepaTypei xpancHus
AHAMHIATOPA, 3arPy3uB GUIAKOHHK C PEATCHTAMH, 110 KpaiiHeit Mepe 3a 1 uac 10 coaaanna xaanGposouHoH RpUBOit.
Xpauyre xanuGpaTOPH!, 2 TAKXE KOHTPOJIBHEIE MATEPHATE! | 00pasiiil MAUHEHTOB MPH KOMHATHON TeMIEpaType He MeHee

30 munyT nepea HavanoM anamsa. Koraa pearentn (R1 n R2) 1 xans (CAL1-CALS) sarpywenH 8B npabop, MOxHEO
YCTaHOBRTE G6-ToueuHylo xanubposounyio kpusyio ann HaGopa B fPELA tutbo, Ans O3HAKOMNEHMA ¢
AHCTPYKIHAME CM. PYKOBOACTBO 00 IKCIUTYSTAWWR Haaennd. KamuGpoeka na ananmsarope Alinity suinonHserca 8 Apyx
TAPANIEAbHEIX AHATHIAX.

CrabunnnocTs xanabpoBicn:

Habop xonTponsnsix Marepaanos BOHLMANN fPELA turbo Control Kit cieyer nemonssoaTs npy xamuol kanuGposxe.
KanuBposka crabumsxa B Teuenne 30 anell. ITostopuTe XanHGPORKY CHCTEMB MPH HIMEHEHMH NAPTHH PEATCHTA NI KOIA
MOBTOPHLE KOHTPONLHEIC M3MEPEHHA BHIXOJAT 32 MpEAeiH 3ANAHHONO AMAMAIOHA, YKEIAHHOTO B NACTIOPTE KOHTPOAA
xauecTsa. UToSm NoATEEepARTS CTACHIEHOCTE XAMMGpOBOUHOH KPHBOH A/18 NOCAEAYIOMMX B3MEpeHRil, TpoaRATHIHPYHTE
KAYECTBO KOHTPONBHAIX MATEPHANOB, HHAKOTO ¥ BHICOKOIO YPOBHN, HIEPE HAYANOM KAXIOH NPOLCAYPSH ¢ HCTIONABI0BAHMEM
IKCTPAKTOB KAIA NMALMEHTA MIM B COOTBETCTBHH ¢ TpeGOBAMMAMH CTRHAZPTHHIX ONCPAUMOHNLIX TPOUEAYp Baiel
nalopaTopKH.

IopropuTe KAnMGPOBKY CHCTCMH NPH HIMCHCRHH MAPTHM PCArcHT8 HAH KOIZA NMOBTOPHHE KOHTPOJNbHBIE HIMCPCHHA
BEIXOART 32 MPEASNB 38JAHHOTO AHANIAZ0HA, YKRIAHHONO B NACTOPTE KORTPONA KAYCCTRS.

KORTpoNhHbIe MATEPHANLI
HaﬁopmmpnmmumcpmmnBﬂHLMANNﬂ’ELAurboConleimemnmmypm,mmu
AHATIIHPOBATECA KAXIMI ACHL Neped 2KCTPAKUREH 0GpPasoB Kana MAUKEHTa UIN MOATBEPAUCHMA XANMHGPOBOTHOMN
kpuBolt, KOHTPONEHEIM MATEPHATAM DPHCBOCHN AHAMASOHE! 3HAYCHWH, YRAIAHHLIC B CEPTHOUKATE KOHTPONS KAISCTBR,
TIpHIATACMOM K Kaxaoi mapru naGopa xonTponsusx Matepuanos BOHLMANN fPELA turbo Control Kit. Kowtponsuzie
IHAYEHRAS HIMEPEHHI ROMKHBI HAXODUTECA B MPEASIEX YRAMMHHAIX AMANAIOHOB JHAYCHHA ANg NOMYUCHHA NOCTOBEPHEX
pesynsTaTop npn ofpaboTke axcTpakToB 06pasnos kana naumenta. ECIM KOHTPOABHEIC SHAYCHMR HECREPHSI, BRIMOMHUTE
caeayompe Tponenyps 1) DOBTOPHTE NIMEPEHHE KaYeCTBA KOHTPONBHEIX MATEPHANOB, HCTIONB3YA HOBHIC KOHTPO/IbHELS
Matepuans: 2) nosropure kamaGposky npubopa u naGopa pearenros. OGpatutecs b cayxGy noanepwxn BUHLMANN
WM K YNONTHOMOYEHHOMY NPEACTABUTENIO HA TeppHTOPHH PO, ecti ROMyCTHMELE KOHTPOAbHLIE 3HAUCKHA HE MOTYT OHITH
BOCHPOKIBEACHE,

Hamepenne ofpaiuoB nauxenTos:

Kak TonbK0 KanuGpoBouHan KpHBAA YCTAHOB/CHA H MOATBEPXACHA POBEPKOIf KAYECTRA XOHTPIILRLIX MATCPHAROB, MOXHO
H3MEPRTH SKCTPAKTH 06pasuos kana mankenta. Benonure namepenne sxcTpaxTa 00pasita Kana NanKeHTa B COOTBETCTBHH
¢ HHCTpYX1UeH MO NPUMEHEHUIO HA HA(OP PEAreHTOR H PYKOBOACTBEOM NO SKCITYATAUHH ananu3atopa. Jlafire akcTpakTam
ofpasuoB Kaa NAMEHTA JOCTHYb KOMHATHOH TEMNEPaTypH, OCTABKE HX XAK MUHHMYM Ha 30 MUHYT, IPEXAC YeM HAYHHATE
AHANHI,

Momyuenbie peayaaTaThi:

PesynsTaTil aRTOMATHYECKM OLCHUBAIOTCA BHANMIATOPOM H NPEICTARIAIOTCA B CAHHHIAX MKI/T U HE HYXIRETCK B
nepecere.
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PaGouan TaGanua napaMerpoB anaun3a Abbott Alinity c/ci-cepus

O0mpme napaMeTpl

Hassaune: fPELA* Tun ananmuza: $oromerpHaeckhit

Homep 2001* JOCTYMHOCTE AHANHIA: AKXTHBHD.

aHanusa: Bepcun xanubparopa:

Bepcua 1 3amycx KOHTPOSLHBIX

AHATM3A: MAaTEPHAJIOB IUIA PEareHTos ¢ Kaprpuax

NOMOIIBIO:

*BrGHpacTen onepaTopoM

Onpeneneane peakuun

Pexnam pearumn: OKOHYaHHE OCHOBHOE BPEMA TTEHHA: 32-33

TMepsaanas snrHa 548 am Bpems wrennst Touky nepernba:

BOJIHBL Bpemsa urenns ¢

Broprunas JiHHA 804 M LBETOXOppEKUMCH:

BOMHEL Bpems uTeHnA X0n0cToi Npobu: 20-20

Tlocneanan peGyemas: 33

Jinana3oH NOrAOmMEHAN:

Tan xonocroli Xonocras npoba, T2 xe

npobul Cuv

Ananus xonocroit

npobu

Pearent/ Ofpasen

Pearent: fPELA

OG6neum pearenta R1: 126 O6weM pearenta R2: 20

OO6nem Boant Ri: Obwem soan R2:

Pexum posvposarust R1:  Tun 2 Pexum nosuporanns R2: Tam 2

Ha3panme pazbasurens: duspacTaop

Tum xonocroit

npoSH

Ananus xonocToi

npolu

Haznanue Ofbim Ob6nem Ofnem Ofnem oM Koagduuuenr

padbanaenun obpaina paiGannexnoro | pazbasurens pa3fapaensus
ofpmna

Cranaapt 1,8 1,00

1:10 10 1,8 90 10,00

IIpoBepKka AOCTOBEPHOCTH

TlpoBepka AOCTOBEPHOCTH PCAKUYH: OTCYTCTBYET
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[ARanniarop]
Anpem 2021

BBI'JI-I.MANN

IapaMerpsl kaaHGpoBKXN

Meroa kannGpoBKH: Cnnaitn
Henomss.  Koabd.

KanHOpOBKH or:

Yacos DOJHOTO 720
HHTEPRANA:

Turt peryiHpoBKH: Her
Oxypaempiit koadd. kaymbp.:
Donyck oxpaemMoro
xo3dprumenTa Kanubp. %
Wnrepaan:
Maxcum, noabop xpusoit:
Haspanne aaGopa .
RAUmMGpaTopos: fPELA

Koasdduument:
Yacos HHTEpBANA
KOPPEKTHPOBKH .

YpoBeHD KOPPEKTHDOBKH:
Tun 3axasa no yMOTHAHHIO:

Junanason nornomiesns

xonoctolt npobes:
JluanasoH NoraoieHNs

TlosTOpH

Yponens kAL Kounentpann | O6uin
ofipaaua

Obuem paibanieanere Obriu Obvin

ols

Xonocrax npola = 1,8

| KannGperop |

Kanl = 25« 1,8

Kan2= 754 1.8

Kag3= 125%» 1,8

Kand= 250%¢ 1.8

Kan§= 550+« 1,8

Smart wash (ymuan apoMLiBica)

IMapameTps pe3-Ta

Duan. auneliHoCcTH: 8,6 - 500
Texumaecxne
XapaKTePHCTHKH

[IapaMeTphi HETEPNPETALNH

[ EAMHMIILI MIMEDRHUN PesyAbTATS
E/MAAIM XOHICHTPALHY PE3YbTATA:

Koxpdpuument koppeasumm: 1,00
Hurepeent: 0,00

OIIIHOHAJIPHO

MED/T JIeCATMYHEE DaspAREl pE3YLTATA: 1

Ipannaa nepe3anmycka Hass. npasuna >500 HupuxaTop pe3-Ta: auan.
Opnr. Pasfannenue pea-Ta

CTAHIAPT

JAunanason pes—ra: 500

Hopropubik ananm3 TNorTopamN ananuy M IoaTopnoe passenenne HosTopHMi 3amycK

fPELA* 2001*

1:10 1
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BBUHLMANBG PYCCKUH

Ipunoxenue M 2 K HECTPYKIMH N0 NpHMeHeHH1O. IIporokoa paboTsl ¢ HCNONLIOBAHHEM
anaausaropa: Mindray BS cepusn

BUHLMANN fPELA turbo Tanbso AAx IHATHOCTHXM in Vit

Mindray BS cepus
OcaosHag ARPOPMALHR
Cnenyomee NpRAOKCHHE PaspaloTaHe CRENMANBHO A4 Hneans Mindray BS cepus. Iloxanmyiicra, cofmonaitre
npHBeAEHHLIE HHCTPYKIKH, TTo0M ofecmeamts (yRXUMOHANEHBIC XAPAKTCPHCTHEM BHMANATHHECKOH CHCTEMH. 310
npuwioxenne Guo paspaborano u sanmuanpossHo xommamuedt "BIOJIbMAHH JlaGoparopus AI™ (BOHLMANN
Laboratories AG).
KpoMe TOro, moxanyHcra, O3HAKOMBYECH C PYKOBOACTBOM N0 JKCIUIYSTAllMH OGHOXHMMMECKOTO SHANHIATOPA A
OIHAKOMJICHHSA ¢ MHCTPYKIHAMH M0 3KCIUTYaTallHi K NPOIPAMMHPOBAHHIO MOJTE30BETENCKHX TECTOB.
Mponexypa aHATHIA
KouxperHsie nacTpoiixu nna na6opa BOHLMANN fPELA turbo 20manil GLITS 38MpOrpaMMHEPOBANE! HA HEM, CM, BIIRE.
Jlax nonyueHHA AORONHWTEIBHMX HMHCTPYKIWH OGpaTHTeCh X PYKOBOACTBY NO JKCNAYaTAtMM GHOXHMHYECKOTO
aramm3aTopa.
3arpysa pearenTon:
Hcnomsaytire Habop pearentos BUHLMANN fPELA turbo Reagent Kit,
TlocTaRNsEMEIE PEATEHTH FOTOBM K HCMONE30BAHMIO. AKKYPAaTHO nepeMemaiite nepea 3arpy3kolt 8 mpuGop. 3arpyaaitre
B COOTBETCTBHM C PYKOBOZCTBOM NO KCTUTYaTaUHH GHOXMMIYecKoro aHannsaTopa. Haberakre o6pasosanms ny3sipskos.
Ycranosaenne kaanbpopounoit xpunpoit:
Iina nomyaexna socipomssouMolt xanutposounolf kpuBol ypaprosecsTe pearentsl R1 m R2 a0 remneparypu
XPAHEHHS AHAMMIATOPE, 3ATPYINB SANOIHEHHYIO KACCeTY C pearentamu Mindray BS cepus no xpaiineit mepe 3a 1
9ac 10 co3npHMA KAnrOposoarOH KpHBOH.
Xpanute xanuGpaTopsi, 8 TAKKE KOHTPONLHEE MATEpHANS! #t OGPA3LIL NANHEHTOR PH KOMHATHON TEMIIEPATYPE HE MEREE
30 MuuyT nepea Bauanom apanuza. Koraa pearental (R1 u R2) u xanuGpaTop sarpysennt 8 npnGop, MOXKHO YCTAHOBUTD
6-Toueunyio kanGpoBotHyio KpuByIo s habopa BUHLMANN fPELA turbo, A18 03HAXOMICHKA ¢ RECTPYKURSMH CM.
PYKOBOCTBO N0 3xcAnyaTaunn n3genns. KamGposka na mapenur Mindray BS cepia BRIOMHACTCS CHHTICTAMH,
Crabuasnocts xannbpoBru: -
Habop komtponstnix Mmarepuanos BUHLMANN fPELA turbo Control Kit cneayer ucnonsioBats npH Kaxumok
xatuGposxe. KamuGporka crafunbia B Teuenne 30 axeil. Flosropure RammGPOBKY CHCTEME! NPH H3MEHEHHR NAPTHURA
PeareHTa MM KOTAS NOBTOPHAIC KOHTPOJNBHbIE HIMEPEHHS BLIXOIAT 32 NMPEXETH 3ATAHHOIO OHAMAIOHA, YKA3IAHHOIO B
NACTIOPTe KOHTPONS KAYECTBa.
KoHTpoabHLIe MATEPHAAM
Ha6op xontponsunx marepuanos BUHLMANN fPELA turbo Control Kit, hu3xoro u smcokoro ypoens, (xoa: B-
KCAL-CONSET) nOmXeH aHANHIMPOBATECK KAXAHN AeHp mepen skcipaximedl ofipasuop kana maumeHTa MA
noaTsepxacHus kanwGporowHol kpusoll. KoRTponsHEIM MaTepHanan NPHCBOCHL NHANA3OHE JHAYCHHH, YKajaHHLIe B
cepTHOMKATE KOHTPONA KAYECTBA, MPHIIAFACMOM K XaXaoH napTru Habopa koRTponsHEX Matephanos BUHLMANN
fPELA turbo Control Kit. KOHTpobHbIC 3HaYCHNA H3MEpEHHT NONKHE HAXOAUTHCA B MPeAeIax YKA3aHHEKIX AHANAIOHOB
aHaveHnit N8 MOAYUCHHS ROCTOBEPHHX Pe3ynbTaToR npH ofpaboTke 3xcTpaktos ofipasioB xkana naumcHra. Eciam
KOHTPONIBHBIE 3HAYCHHA HEBEPHLI, BLIMONHHTC CACAYIOIHE NpoUEAYPH !) NOBTODHTS H3IMEPCHHE KauecTEa
KOHTPONIBHBIX MATCPHANOB, MCIONL3YA HOBhe KOHTpONbHEIE MaTepHaan 2) nosropute KamuGposxy npuGopa.
O6patvrecs B cmyx6y nopaepaxn BOHLMANN i & ynonHoMoueHHOMY NPEACTABRTETIO HA TEPPHTOpHH PD, ecru
AOIMYCTHMEIS KOHTPO/ILHDIE 3HAYEHNA HE MOTYT GHITH BOCIPOH3BEACHH.
Hamepenne ofpasuos nanuenton:
Kak Tonsko kanubpoBOYHAA KPHBAA YCTAHOBJICHR H DOATBEPMICHA IPOBEPKOA KAHECTBA KOHTPOMBHLIX MAaTEpHANIOB,
MOXHO M3MEPATh KCTPAKTH ofpajnos xana naumenTa, BHnonHuTe HIMepeHHe 3KCTpaKTa ofpasua Kana NALHEHTa B
COOTBETCYBMH ¢ HHCTpYKiMel 0O NPHMCHEHHIO HA HaGOp PEATEHTOB H PYKOBOACTROM IO SKCTUTYATAIMH AHAIH3ATODA.
Datire sxcTpaxTam o6pasnos xana NANHEHTa SOCTHYL KOMHATHOH TEMIICPATYPH, OCTABHB HX KaK MHHMMYM Ha 30 MAHYT,
NpLARC M HAYTMHATE AHAIHI.
Ionywentnie pe3yNbTATRI:
PesynsTaThl 38BTOMATHUECKH OLCHHBRAIOTCA GHA/MHIATOPOM. PE3ynbTaTnl, MOXYYCHHLNE NpH Henonu3opamuu Hadopa
BUHLMANN fPELA turbo, Noxa3siBaloT KONHYECTRO MAHKPEATHYUCCKOH 3/M8CTA3H B MET Ha I 00pa3is Kana. ExmHuis!
u3Mepenua [MxT/r] MOryT G1ITS HeocTYNHN Ha rnaTdopMax Mindray BS cepus. Moxer Ouivs Bripan moGol (nanprmep,
(Mxr/mMn]) WiH HEKAKOH BADHAHT SAMHHUN WIMepeHwa. Pesyasrarw Moryr OuiTs npeofpasoBatl B MKN/T myTeM
npuMencHnn koadbnunenta 1,0,
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Pa6ouas Ta6nuua napaMeTpoB anaan3a Mindray BS-240 Pro

YTuaura -> OnpeneredHe/peIakTAPOBARNE XUMHYCCKHE BEMICTS

Xrm TPELA ﬁmoomn -
XumcocTaB Ne chid AL
THn peaxun KoHTpONsHAR ToUKA Hanpasnenue TNonoxuTensRasn
gm’ no;ua 3416 L BropwriHad BoIRA
E; .: uaul L .um Py Tun ofpazua ChiBopoTRa
. T Bpewma peaxipu 2 |24
; 6 Xom. Bpems uuxyGaunn | 21
O0BeM Obrem Pasbasn
ma | Acnupupyemuii | PasGasurens pearesta TeNb
Cranpgapr 3| Mxn MK MEN R1 150 Mxn MK
YMeHbII. 3| Mrn 15 | Mxn 135 | mxn R2 25 nxn MET
Yeeany. MET MEN MKR
Hupan. mmeltrocTn (Cranm) 86] 500 Mpenen mncinocTy
Juan, aHR, (YMeHbi) Herou. cySctpara
Juenason MAH. (YREnHs.) [Mornow. cMewmnof 3500035000
R1 Xonoct. npoSa norsoum, 35000 35000 Mmﬂl:;ﬂw 30| Timen
] -35000] 35000 TMpenen chramis. 1°'I-
ouearesTa

*  OnpeaenseTca noNLIOBATENEN

Hmmtf’mm:
K:

YyBCTBHT-TB

Koadurt. audp

Crana. oTeaON.
Tornow. xonoct. npobst
Mpenen norpemHoCcTH
Kosd. onpea.

* 3asucuT OT napTHH HaGopa peareHTOB
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Kaaulpoaka ¢ ucnons3osanues nabopa xanubparopen (Koa: B-KCAL-CASET):
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B PYCCKHIA
BUHLIMANSE0

Npunoxenne N2 3 k MHCTPYKIMA N0 nprMenern1o. Iiporoxon paoTn ¢ HCMONL3IOBAHNEM
anam3aTopa: Beckmann Coulter AU cepun

BUHLMANN fPELA turbo TomKo 4% ZHArHOCTIKS in vitro

Beckmann Coulter AU cepus

Ocronuan sudopManEs

Cnenyiomee npunoxenne paspaborano cmeupamsno i waneaus Beckmann Coulter AU cepun. Ilowamylicre,
cofmogalite nNpUBENEHHMC HHCTPYKiMH, urobb OfecmedanTs (QYHRUMOHANBHHC XADAXTEPHCTHKH AHATNTHIECKOH
cHCTeMHEL. DTo mpunoseuue Guno paspaboraro u pamuanposano xomnamumedt "BIOJIbMAHH JlaGoparopus AI"
(BUHLMANN Laboratories AG).

Kpome toro, nOXamyicra, O3HAKOMBTECH ¢ PYKOBOACTBOM MO IKCAIYATAlMH OHOXMMHICCKOrO 2HAMMIATOPA ANA
O3HAKOM/ICHHUS ¢ HECTPYKIKAMA N0 SXCIVIYATALMH H NPOrPaMMHPOBAHIIO NONBIOBATCNBCKHX TECTOR.

Iponexypa apann3a

KouxpeTHsie HacTpoitxu ana nabopa BUHLMANN fPELA turbo aomeHn! GbiTh 3anporpaMMHpOBAHE HA HEM, CM. HILKC.
Jiax nOMyMEHHA AOMONHMTENBHBIX MHCTPYKUMH OGpATMTECE K PYKOBOACTSBY MO IKCIUTYaTaiMM GHOXHMMUECKOro
aHANHIATOPA.

3arpysxa pearenros:

Henomssytire Ha6op pearentos BUHLMANN fPELA turbo Reagent Kit.

TloCTaBNACMEIE PEATEHTH TOTOBK K HCTIONB3OBAHHIO. AKKYPATHO NepemMenuaiite nepen sarpy3xodi s npubop. 3arpyxafite
B COOTBETCTBHH ¢ PYKOBOACTROM NO 3XCTLTyaTauMe GroxuMuueckoro anamaTopa. Haberaitre o6pasosarus my3sipsion.
Ycranosnenne kannbponoynoft kpusoii:

Jnx momywesns BOCOPOH3BOTUMON xamrGpoBOuHOK KpHBOH ypassosechre pearentsl R1 u R2 g0 Temuepatypat
XPAHCHMA AHANHIATOPA, IATPYIHB JANOIHEHHYIO KACCCTY © PEAarcHTaMH no xpafincl mMepe 3a 1 9ac 1o cosnanms
RATUOpPOBOMHON KPHBONA.

XpauuTe KanHGPATOPH!, & TAKKS ROHTPONLHEIE MATEPHANE H OOPA3LE NALHEHTOB NPH KOMHATHO TeMIepaType He McHEe
30 MumyT nepen uasanom ananmsa. Korma pearentst (R1 1 R2) n xannGpatop sanpyaeHnt B npuGop, MOXHO YCTAHOBUTH
6-Toueuryio kamuGporoIHYI0 KpHBYIO Ana Habopa BUHLMANN fPELA turbo, A1x 03HAKOMIIEHRA ¢ HECTPYXIVASMH CM.
PYKOBOACTBO MO KCIUTyaTauMy B3aeans. Kanubposka Ha mapenur Beckmann Coulter AU cepiist BHNOMHACTCH B Ay6aAX.
CrarasiocTs KanuGpoBxu:

Habop xonTpomsHux Marephanos BOHLMANN fPELA turbo Control Kit cneqyeT mcmonssopats NMpH Kakaok
xambposxe. Kanubposxa crabumna b Teuenne 30 miel. ITopropHTe KaMMOPOBKY CHCTEMEI MPH HIMCHEHHW MAPTHH
PEAareNTa AAM KOrO@ MOBTOPHbIE KOHTPOJBHLIE HIMEPEHMA BHIXONAT 38 NMPEAEME 33IAHHOIO AMANA3O0HA, YKA33HHOTO B
TIACTIOPTE KOHTPOMA KAYECTRA.

KOHTPORLHLIE MATEPRAIM

Habop xontponsuux marepnanos BOHLMANN fPELA turbo Control Kit, Hu3Koro u BHCOKOro yposas, (xox: B-
KCAL-CONSET) aomseH AHBNMIMpOBATHCE KamAnil NeHL mepen >xcTpaxumedl ofpa3nop xana NALMEHTa KIS
noaTBepiACHUL KanuGpopouHoR kpupoll. KORTPONBHNM MATEPHATAM NPHCBOSHE AMANAIOHE 3HAYCHHH, YKAIAHHLIE B
CEPTHOHUKATE KORTPONA KAUECTRA, MPHIATAEMOM K Kaxnoli napTua Habopa KORTPONBHEIX MATEPHANOB BUHLMANN
fPELA turbo Control Kit. KouTponbHiie 3HaUCHHE H3IMEPCHAN AO/KHE HAXONKTLCS B MPEACNAX YKASAHHLIX JHANIIOHOB
sBavenMit AN4 NONYMEHHA NOCTOPEPHHIX PE3YIETARTOR NMpH obpaboTxe sxcTpakToB 0OpaiuoB kana naumexta. Ecnu
KOHTPO/GHHE 3HAYCHHA HEBEpHH, BLIMONHMTE C/CAYIONHE NPOUCAYPH |) NOBTOPHTE HIMEpPEHHE XayecTBa
KOHTPONBHEX MSTEPHANOB, MCTONB3YS HOBWE KOHTPOALHWE Marepwans! 2) nosropare KannGposky mpnbopa.
Oﬁparmmncnyxﬁyuomxemeﬁm.MANN WK X YTIOTHOMOMCHHOMY MPEACTABUTENO HAR TeppHTOpHN PO, ecimm
JOIYCTHMEIE KOHTPONBHBIC 3HAYCHAA HE MOTYT GLITL BOCIPOH3BEACHEL.

Hamepenue o0pa3iiop NauNenToB:

Keak TOnBKO KammOpOBOUHAA KPHBAN YCTAHOBICHA H NOATBEPAICHA NMPOBCPKOH KAYECTEA KOHTPOJIBHHMX MATEPHANOB,
MOXHO M3MEPSTh SKCTPAKTH 00pajnos xana nauiexTe. BHNONHATE M3MEpeHHe SKCTpakTa ofpasua Kana MAUMEHTA B
COOTBETCTBHE ¢ MHCTPYKIHeH MO NPHMEHEHAIO HA HAGOP PEAreHTOB H PYROBOACTEOM IO IKCIUIYATALIHH aHATH3ATOPA.
Jlaitre axcTpaxTaM o5pastios Kafa NAIHEHTS JOCTHYD KOMHATHON TEMICPATYPH, OCTABME HX K8k MHHHMYM HA 30 MUHYT,
npexne ueM HAUMHATD SHAINI.

IMoxyqennbie peIyaALTATLS

Pesyin1aTsi aBTOMATHYECKH OLCHHMBAIOTCH AHANHAATOPOM. PesymbTaTsl, MOMYYCHHHE NPM ACHONLICBAHMA Habopa
BUHLMANN fPELA turbo, NOKa3HBAIOT KONHIECTBO NAHKPEATHYSCRON 3NaCcTashl B MK Ha T ofpasua xana, Equsmus
waMepenns [Mxavr] moryt Gurms mepocTynHM Ha maatdopMax Beckmann Coulter AU, Moxer 6uth BuiGpan moGoh
(manpumMep, [MXr/M]) KM HHXAKOH BapHAHT SAMHMUM HIMEPEHHA. PesyinTaTss Moryr 6mTs npeobpasopsHsl B MXI/T
myTeM npuMereHns Kodddmimenra 1,0.
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Pabouas Tabnmua napameTpoB aHanm3a Beckmann Coulter AU cepus;

O6Lme LIH
HasBaHue TecTa *xx.  fPELA
O6bEM 0bpasLia 3 MKN Pas6aen
eHve
PeareHTbl R1 (R1-1) 160 mKn Pa36asn
eHve
R2 (R1) 30  MKn
Pasz6aen
[LononHuTenbHbIN eHve
peareHT
Twvn
[ IMHa BOMHbI
MepBryHas 540 BTopvuHas
DPUKCUP.
MeTog
KunHeTunyeckas peakuys
Touka nsmepexus 1 Mepeast 1 MocrnegHsist
Touka n3mepeHus 2 Mepsas MocneaHsis
OrtcyTcTBYE
BpeMEeHV 3a[ePXKKN
O6Luye ISE
HassaHuie TecTa
Tun KanMbpoBKMU: 6AB dopmyna:
Kan. Ne OD
Touka 1: o1*
Touka 2: 22*
Touka 3: o3*
Touka 1: 24*
Touka 1: 25*
26*
Touka 1:

1-TouyeuHas ToOUKa Ka/MbpoBKU:

*OnpefenseTca nosb3osBaresiem

[** 3aBMCUT OT NapTun

ISE

Tvin:

MK

MK/

0 MK/

Het

16

CMNNAVH

KOHLU, Koad.

0,00**
25,00%*
75,00%*

125,00**
250,00**
550,00**

MpoBepKa HaKMoHa:  HeT

KoathdpuumeHT ons
MB-Tuna:
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[mnanasoH
Onepauys
CbiBopotka Y Ja
pasbaBneHns
MwuH. OD Makc. OD
1
PeareHT OD
MepBbl
MepBbii N -1000 P 2,5000
Mocne 2,5000
MocnegHuin N 1000 HUAlA N,q
KoagpdmpeHT 0 000000
Koppenaumm A ] !

CrabunbHOCTb HA GOPTY g1

Tun: CbIBOpOTKa
v |
Koathgh./OD-N Koathth./OD-H

-9999999 9999999
-9999999 9999999
-9999999 9999999
-9999999 9999999
-9999999 9999999
-9999999 9999999

MpaBUILHOCTb KaNMGPOBKU

30
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/Norotun; «BFOJIBMAHH» «BHOJTIbBMAHH Naboparopus Al TenethoH+41 61 487 12 12

(BUHLMANN)/ Basenblutpace 55 Pakc +41 61 487 1234
CH-4124 LLIEHeH6YX/Bazenb info@buhlmannlabs.ch
LLIseitLapust www.buhlmannlabs.ch

LLIEHeH6YX, 02 theBpans 2024 .

ANA NPEABABNEHUA B KOMMNETEHTHBLIE OPFAHbI 34PABOOXPAHEHNA B POCCUNCKOW ®EAEPALIAN

Hactoawmm nogTeepXaato, UYTO COAEpXKaHMe WHCTPYKUMM MO MPUMEHEHWIO Ha MeauuuHCKoe u3genne «Habop
kannépatopos BOHLMANN fPELA turbo Calibrator Kit 4ns ucnonb3oBaHus B Xofe KONMYECTBEHHOIO OnpesesieHns
naHKpeaTn4ecKol anacTasbl METOLOM TYPOUANMETPUYECKOTO aHan3a» ABNSETCA BEPHbIM 1N TOUHbIM.

KomnaHuna «BKOSIbMAHH la6opatopus Al» (BUHLMANN Laboratories AG), basenbluTpace 55, 4124 LLIEHeH6YX,

LLIBeiiuapwns, SBNSETCA OPUTMHaNbHLIM MPOM3BOANTENEM MEAVLIMHCKOTO M3AeNNs, YKa3aHHOro B MHCTPYKLMW MO
MPUMEHEHMIO.

/Mognuck/

Joktop AHgpeac Abenb
YnpaBnstoLmiA AMPEKTOP N0 NPOU3BOACTBY
KomnaHuu «bKOJIbMAHH Jlabopatopus Al

Neranunzaynsa
Ha ocHOBaHWM NOANMCK, XPaHALLEACS B KaHLeNsapuu,
NOA/IMHHOCTb BblLLIEYKa3aHHOW NOANMUCY
AHfpeaca Abens
othmca/npeanpusaTus/komrwwmn «bKOIbMAHH JlabopaTtopus Al»
HaCTOALLMM YI0CTOBEPSETCS.
Nnctanb, 07.02.2024 T.
KaHuenapua KaHToHa basenb-SlaHa

/Moanuce/

>KacMuH Muwnep

CreymanucT no nerannsaymm

ep6osas nevars: TOCYOAPCTBEHHAA KAHUENAPUA; KAHTOH BA3E/b-TAHL,

/fanee cneflyeT TEKCT Ha PYCCKOM A3bike/

MepeBoaUnK Tpownukas O.H.
Poccuiickan depepauys
"opoz Mocksa
[B™uaTth LWeCToro mapta AABe ThiCAYM ABajLiaTb YeTBEPTOro roga
A, KysHeyosa HaTt~AMA" pu~™*" Hotapuyc ropoga MOCKBbI, CBWAETENLCTBYIO MOAMHHOCTL MOAMUCK
nepesoauunka Tponulw rOneCli ilnifcj eB!
Mognuck caena” B Tipém npHcyroJ niJ»
JInuxocTs noMu(“s/ize r"FlU\"’\eH T*A S
3apervctpupcwadp-fi IMPA> & 77877 -al77-2024-27'06'7 7

YnnadeHo 3a 1osOMeB 4~ A ~anbaor | felicteus: 400 py6. 00 Kon.

H.N. Ky3HeL0Ba
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«3eKre» WcwHYPOBANR,
NPOHYMEPO”3/T1ag CKPE
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