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NMHCTPYKIMUS 110 IPUMEHEHUMIO
HA MEJUIIMHCKOE U3JEJNE

MatepuaJji KOHTPOJbLHbI MHOTOYPOBHeBbIH «J/InkBHUek KoHTpOIb
Kapaunaasnbiii AaBanc» (Liquichek Cardiac Advance Control) ais
AMATHOCTHUKH in Vitro JJsi KOHTPOJIS Ka4eCTBAa M OLIEHKH BHYTPHWJIa00PATOPHOIi
BOCIIPOU3BOAMMOCTH JIA00PATOPHBIX UCCJIE0BAHUI, B MOJEJIAX

IIpousBoauTenb:

Bio-Rad Laboratories, Inc., 9500 Jeronimo Road, Irvine, California 92618, USA («buo-Pan
JlaGoparopue3, Uuk.», 9500 Txepouumo Poya, Upsaiin, Kaaudopuus 92618, CLIHA)
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CID) I

Liquichek Cardiac Advance Control

Levels 1,2,3 and 4

12016447 Level 1 Gx3mL
12016448 Level 2 6x 3 mL
12016449 Level 3 6x 3 mL
12016450 Level 4 6x 3 mL

q3

IVD

INPUMEHEHUE

Liquichek Cardiac Advance Control npenHasHaueH st
HCIIOJIB30BAaHHUSI B KA4YCCTBEC KOHTpOJ'II:HOfI CBIBOPOTKH
JUIS  KOHTPOIIA KadyecTBa H BHYTPUIA0OpaTOPHOMA
BOCITPOM3BOJIMMOCTH  JJTAOOPATOPHBIX — MCCIICIOBAHUMA
AQHAJIUTOB, IIEPEYUCIICHHBIX B ’TOW UMHCTPYKIIUH.
KPATKHI OB30P U TPUHIIUII JEVCTBUSI
MaTepI/IaJIBI JUIA KOHTpOJISI KadyccTBa Hpel[HaSHaquBI

Ui OOBEKTHMBHOM  OLIGHKH  BHYTPHJIA0OPATOPHOU
BOCIIPOU3BOJJUMOCTHU HCIOJIb3YyCMbIX METOAOB )41
NpUeMOB, M WX  WCIOJNB30BaHUE  SIBISETCS

HEOTHEMJIEMOM YacThlO HaJyIexkaleil J1abopaTropHon
npakTuku. HeckoabKko ypOBHEH KOHTPOJISI MO3BOJISIOT

CJIEIUTH 3a JIOCTOBEPHOCTBIO IIOJIy4aeMbIX
pe3yJIbTaTOB.
PEAT'EHTBI
OTOT  OPOAYKT  M3IOTOBJIEH U3 Marepuana
YeJIOBEYECKOI0  MPOMCXOXKAEHUS ¢  J00aBICHHEM
KOMIIOHEHTOB YeJI0BEYECKOr0 u JKHUBOTHOT'O

MIPOUCXOXKACHUSI, CTAOMIM3aTOPOB U KOHCEPBAHTOB.
Jlnis yno6cTBa 3TOT MPOAYKT MOCTABISETCS B KUIKOM
dbopwme.

XPAHEHUE U CTABUWIBHOCTD

OTOT MPOAYKT COXPAHSET CTAOUIBHOCTD IO UCTEUECHUS
CpOKa TOMHOCTH TMPU XPAHCHUU HEBCKPBITHIM TMIPH
temnepatype ot -70 mo -20°C.

Pa3mMopo:KeHHbIH U OTKPbIBABLIMIACH:

Ecnu npoaykT pazMopakuBajcs U OTKPBIBAJICS, TO MPH
XpaHEHUH B IJIOTHO 3aKPBITOM KPBIIIKOHN (DIakoHe MpH
temmnieparype ot 2 g0 8°C, oH OyAeT COXpaHATH
CTaOUIBLHOCTD KaK YKa3aHO HUXKE:

- Bce aganuter: 20 quen

3a UCKITIOUEHUEM:

- Harpuiiypernueckuii nentuny tuma B (BNP),
I'omonucrenn, Muornobun, MW3odepment KK-MB,
Harpuitypernueckoro ropmona (B-tuma) N-koHIeBOM
nponentua (NT-proBNP) u Tporonun I: 10 nueit
AnukBoTa -  3amopoxkeHnHasi: Eciu  KOHTPOJIbHBIN

Crpanumua 1

MaTepuanl pPasMOPAKHUBAICA M OTKPBIBAICS, TO MPHU
XpaHEHUU B NPoOMpKax Mg aJUKBOT C IUIOTHO
3aKpBITOM KPBILIKOM nipu Temmnepatype ot -70 go -20°C,
OH OyJIeT COXpaHATh CTAOMIIBHOCTD KaK yKa3aHO HIKE:

- Bece ananutsi: 30 nHei

OcraTo4HbIil MaTepUal HY>KHO BRIOPOCHTD.

[Ipogykt  TpaHcmopTHpyeTcss C  COOJIIOJIEHHEM
CJIEYIOIINX YCIOBHI: B 3aMOPOKEHHOM BHU/IE.
MPOLIEAYPA

OOpamaTbcst ¢ 3TUM MPOAYKTOM CIIEAYeT TaKUM >Ke
o0pazoM, Kak W C oOpaslamu, B3SITBIMH Y IaIlMCHTOB,

coOmromas WHCTPYKIUH, [pUJIararonmecs K
HCITOJIB3yEMOMY 000PYyIOBaHHIO, HAOOPY peareHTOB WIIH
peareHTam.

Ecnu mpoayKT XpaHuics B 3aMOPOKEHHOM BHUJIE, JANTe
€My MOCTOSTh Mpu KoMHaTHOU Temneparype (18-25°C)
0 TeX TMOp, MOKa OH MOJHOCTbIO HE Pa3MOPO3UTCH.
OCTOpPOKHO KpPYTOBBIMH JBMKCHHUSMHU TEepEeMeIanTe
comepxuMoe (prakoHa HECKOJIbKO pa3 i o0ecreueHus
onHopoaHocTH. Ilocie kaXmoro MCHojb30BaHUS cpasy
&Ke 3aKporTe (DIAKOH KPBIIIKOM U IMOCTaBbTE XPAHUTHCS
npu temmneparype ot 2 no 8°C.

Ecnu mpomyKT XpaHuWics B XOJOIWIBHUKE, TO TEpen
UCIIOJIb30BAaHUEM  HU3BJIEKUTE  €ro  OTTyJa W
BBIJICPKUBANTE, TMOKAa OH HE JOCTUTHET KOMHATHOU
temriepatypbl  (18-25°C). TIlepen B3arumem oOpasma
OCTOPOKHO KPYTOBBIMH JIBIKEHUSIMU TIepeMeIIanTe
coaepkuMoe (hIakoHa HECKOJIBKO pa3 i o0ecredeHus
OJIHOPOAHOCTH.

Jlis MOATOTOBKHM AalMKBOTHBIX OOpPAa3lOB MOJOXKAUTE,
noka (IakoH C KOHTPOJBHBIM MaTepHalioM He
pa3Mopo3uTcs, Kak omnucaHo Bbime.  OCTOpOXKHO
KPYTrOBBIMH JIBIDKEHUSIMU TIEPEMEIIANTEe CONEPKUMOE
dbIakoHa  HECKOJBbKO  pa3  maua  olecredyeHus
OJIHOPOJHOCTH, nocie 4ero pacnpenenure
KOHTPOJIbHBI MaTepuaid B MPOOUPKHU IJi1 aJTUKBOT U
XpaHute 1mpu Temneparype ot -70 go -20°C.
Pa3moposkeHHasi anuKBOTa HCIONB3YETCS OJUH pas.
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OcTtaTku MaTepuaia Hy>KHO BBIOPOCHUTD.
Mepbi Oe30nacHoCTH
- HeoOxomumo  coOmoaTh  OCTOPOXKHOCTH — TPU
oOpameHUu C JaHHBIM  TPOJYKTOM, YTOOBI
n30exarb pa3opeiruBadusa. C 1EIbI0 3alIUTHI OT
OpbI3T  MPOAYKTa  HWCIONB3YHTE  MOAXOMASIINE
CpezacTBa /s 3allUTHI TJ1a3/111a BO BpeMsl paOOTHI.
- Ecniu Bo BpeMsi HCHOIB30BaHUS STOTO MPOAYKTA
WIH B PE3yJIbTaTe €ro UCIOJIBb30BaHUS MPOU30MIET
Cephe3HBI MHUUACHT, IPOCHM Bac COOOLIUTH 00
srtoM B Bio-Rad Laboratories, Inc. m B cBoit
HAI[MOHATILHBIA OpraH 3[PaBOOXPaHEHHS, €CITU ITO
He00XO0aUMO.
« YTUWIM3UPYHUTE BCE HEHY)KHBbIE MaTepHaibl B

COOTBETCTBUM C MECTHBIMH TpPEOOBaHUSIMHU 110
YTHWIA3ALHUH OTXOJIOB. Ecin yIaKOBKa
MOBpPEXJCHA, OOpamaiiTecb B MECTHBIA OTHEN

MPOJaX WIH B CIYKO0y TEXHUYECKOW MOIICPKKU
Bio-Rad Laboratories, Inc.

OI'PAHNYEHUSA

1. He ucnons3yiTe 3TOT MPOAYKT IIOCIIE HCTCUYECHMS
CpOKa rOJJHOCTH.

2. Ecnu ecTh mpu3HAKU MUKPOOHOTO 3arpsi3HEHUS UIIN
HabIt01aeTcsl Ype3MepHOe MOMYTHEHHE MPOIYKTa,
HE00XO0AUMO BBIOPOCUTH (PIIAKOH.

3.OTOT  MpPOAYKT  HE  IMpelHa3HaueH
WCIIO0JIb30BaHUSI B KAYECTBE CTaHAApTA.

4. Tompko ansa JmabopaTOpHOTrO/MpodhecCHOHATHEHOTO
MIPUMEHEHUS

5. [locTeneHHOE CHM)KEHME 3HAYEHUH B TEUYCHHE
CpOKa  XpaHEHHS  MOXET  HaOMoIaThCsi Y
cnenytomero ananura: M3opepment KK-MB.

TSt

BHUMAHHUE!

& Marepuan GuOJOTHYECKOT0 MPOUCXOKIEHUS.
O0pamarbces Kak ¢ MOTEHUHAJIbHO HH(PEKIHOHHBIM.

Marepuan YeII0BEYECKOTrO MIPOUCXOXKICHUS,
MCIIOJIb30BAaHHBIN I U3TOTOBJICHUS ATOTO MPOAYKTA,
OB UCHBITAH COTJACHO TPeOOBaHUSM METOJIOB,
onobpernsix FDA (denepanpHbM  yhpaBieHUEM
CIIIA 1o KOHTPOJIO 3a MNPOAYKTaMHU IUTAHUS U
JIEKapCTBEHHBIMU TNpenaparamu). TecTbl Ha MpU3HAKU
UHQPHUIMPOBAHUS BHUPYCOM UMMYHOJIepHUIUTA
yenoBeka (BUY), Bupycom remarura B (BI'B) u
Bupycom remnarura C (BI'C) BbISIBUIM OTCYTCTBUE
peaKuuM WIM OTPULATENIbHBIN pe3ynbTaT. CoriacHo

CtpaHunua 2

npaBUiIaM HaJjIexaleil 1abopaTopHOH MpPaKTUKH, BCe
MaTepuaibl YEIOBEYECKOTO MPOUCXOXKIACHUS IOTKHBI
CUNTATHCA MOTEHIIMAILHBIMU UCTOYHUKAMH WH(EKIINH,
MOATOMY TNPH OOpPAIICHUH C HUMH HEOOXOJHMMBI T€ K€
Mepbl TPEIOCTOPONKHOCTH, YTO W TMpH padore ¢
oOpa3iamu, B3ATbIMH Y MallUEHTOB.

[Ipenynpexnenue
Cogaepxur S-xynop-2-metuin-3(2H)-u3otna3onoH, cMech
¢ 2-metun-3(2H)-u30Tnazonon
IIpenynpe:xnenns 06 onmacnoctu (Hazard, H) n
Mepax mpenocropo:xHoctd (Precautionary, P)

H317 Moxer BBI3BAaTh KOYKHYIO
AJNIEPTUYECKYI0 PEaKIHnIo.
H412 Omacen ansa BOXHOM  cpedbl, OKa3bIBaeT

JUIATEIbHOE IEVCTBUE.

P333+P313 Ilpu BO3HMKHOBEHMM Da3APAKECHUSI KOKH
WIN CBIIU: 0OpaTUTECh K Bpayy.

P273 He pnonyckaiiTe mnomazaHuss B OKPY’KaOLIYIO
cpeny.

P501 VY nansiite copepkuMoe U KOHTEMHEP B OTXOJIbI B
COOTBETCTBUM  C  MECTHBIMHM,  PETMOHAJIbHBIMH,
HaIlMOHAJIbHBIMHU WIH MEKIyHAPOAHBIMU
HOPMAaTHUBHBIMU JOKYMEHTaMH.

P280 HanesaiiTe 3amuTHble epUaTKH, 3alIUTHYIO
OJIeKy; NMPUMEHSANTE CpEeACTBA 3aIUUTHI IJIa3 U
JHIIA.

P302+P352 I1IPU [TIOITATAHUN HA KOXY: npomoiite
OOJIBIINM KOJIMYECTBOM BOJIbI C MBLIOM.
IKCIIJTYATAIMOHHBIE XAPAKTEPUCTUKH

JroT IIPOIYKT IIPEACTABIISIET coboit
CTa0WJIN3UPOBAHHYIO JKUAKOCTh, M3TOTOBJIECHHYIO B
COOTBETCTBUHU CO CTPOTMMH CTaHIAApTaMU KOHTPOJISA

KauecTBa. JInsg  momydeHHMsT  BOCHPOM3BOIMMBIX
pe3y/NbTaTOB  aHaliM3a KOHTPOJIBHBIA  MaTepuai
cleyeT HaaJexaluM  o0pa3oM  XpaHUTh U
oOpamatbcs ¢ HUM B COOTBETCTBUH  C
MHCTPYKLHUSMHU.

IMPMCBAUBAHUE 3HAYEHUIA

Cpennrie 3HaYEHUS M COOTBETCTBYIOUIUE THUANIA30HBI
+3 SD, mpencrtaBnennbie B Assignment of Values
Data Charts (Tabnuiisl aTTeCTOBaHHBIX 3HAUCHUN) U
MOCTaBJIsiEMbIE OT/AEIbHO, OBLIM TOJTY4YEHBl IMyTEM
MOBTOPSIEMBIX AHAIW30B W WHAWBHIYAIbHBI IS
KaXJA0M mnapTuum npoaykra. Jlns  ompeneneHus
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HEKOTOPBIX JMANa30HOB 3HAYEHUN HCIOIb30BaHbI
JaHHble MexiabopaTopHod mporpammbl  Unity.
UccnenoBanuss NpOBOAWINCH MPOU3BOJUTEIEM U
(vm) HE3aBUCHMBIMU nabopaTopusiMu c
UCIIOJIb30BaHUEM PEaKTHBOB, 0JI0OpEHHBIX
MIPOM3BOJUTENIEM, W PEIPE3CHTATHBHON BHIOOPKOM
U1l KaXI0M mapTtuM mnpoaykra. Pexomennmyercs,
yTOOBI KaXkaash jgabopaTopusi YCTaHOBUJIA CBOH
COOCTBEHHBIC TUATIA30HBI TPUEMIIEMBIX 3HAYCHHUH U
UCIIONIb30Baja  NpUBEIEHHbIE B Tabmumax
aTTECTOBAaHHBIX 3HAYEHUN TOKA3aTeld TOJbKO B
KayecTBe CIIPABOYHBIX. YcTaHoBNEHHBIE
naboparopueld  IUana3oHbBl  3HAUYEHUH  MOTYT
OTIMYaThcs  OT  yKa3aHHBIX B Tabimumax
aTTECTOBAHHBIX 3HA4YCHMH. Pazanums,
BO3HUKAIOIIME C TEYEHHEM BpPEMEHH, a TaKxKe
pa3nuuus Mexay J1abopaTOpHsIMH MOTYT OBIThH
BbI3BaHbl Pa3jNuMsiIMU B JTAOOPATOPHBIX METONaX,
000py10BaHUU U peareHrax, oo
Mo (pUKAITIMU PEKOMEHI0BaHHBIX
MIPOU3BOJUTENIEM METOIOB aHAIM3A.

Mexnabopatopaass mnporpamma Unity sBisieTcs
MporpaMMHBIM TIPOAYKTOM Kommanuu Bio-Rad,
collepKamuM Ooliee 2 MULTHAPIIOB UYMCICHHBIX
JaHHBIX MO KOHTPOJIO KayecTBa, MOJYYEHHBIX OT
HECKOJIbKUX THICSY JIA0OpATOPHH.

HHCTPYKIUU 1O HNOJYYEHUIO TABJINILL
ATTECTOBAHHBIX 3HAUEHUN

UtoObl  mOJYyYHTh  TAOMWIIBI  ATTECTOBAHHBIX
3HAUEHUH, UCHONB3YIOT TOJS Ha CTpPaHUIIC
Hacrtpoiika My elnserts s BbIOOpa MYHKTOB
Tabnuibl. Bel MoOXeTe mpocMaTpuBaTh, MedYaTaTh
WIM COXpaHATh Ballld BbIOpaHHBbIE BapuaHTHI. [is
MONTly4eHUs]  yBEJAOMJICHMA 00  OOHOBIEHUSX
COJlep’KaHusl BKJAQJbIIIA MO JJIEKTPOHHOW TMOYTe
CleyiiTe yKa3aHUsIM Ha 3TOM BeO-caiite. iMetores
W Jpyrue  CrnocoObl  TONy4YeHUs  TaOJuIl
aTTECTOBAHHBIX 3HAYEHHH, MPO KOTOPHIE MOMKHO
y3HaTh B BallleM MECTHOM IIpe/IcTaBUTeNbCTBE Bio-
Rad Laboratories, Inc.

CtpaHuuya 3
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Liquichek Cardiac Advance Control, Levels 1, 2, 3 and 4

AHAJINTBI
lanexTun-3 Nzodepment KK-MB Hatpuitypetnueckoro ropmona (B-  Tpomonun I
tuna) N-konreBoi nponentua (NT-
proBNP)
I'omonucrens Muornobus C-peaxtuHblii nporenH (CPII) Tpononun T
JUTUTOKCHH HarpuitypeTnueckuii  nentuj

tuna B (BNP)

UNITED STATES, Bio-Rad Laborafories Inc.
L5500 Jeronimao Road, Irvine, CA 32618

EC |REP

FRANCE, Bio-Rsd
3 boufevard Raymaond Poincare, 52430 Mames-ls-Coqueffe
Phane(33) 1-4755-6000 / Fax: (33} 1-4741-9133

Bio-Rad
B’ O'RAD l.;barztoﬁes, Inc.

Clinical Russia, Bio-Rad Laboratorii, 105064, Russian Federation, Moscow, Nizhny Susalny Pereulok
Diagnostics Group 5, Building 54 * Phone +7 (495)721-14-04 « Fax +7 (495) 721-14-12

9500 Jeronimo Road
Irvine, California 92618
(800) 854-6737

FAX (943) 598-1350
bio-rad com/qualityeonical

Technical Service:
(B00) 854-6737

© 2024 Bio-Rad Laboratories, Inc.
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105064 r. Mocksa, HxHmi CycasnbHbivi nep., 5 cTp. 5A
B’O _RAD 00O buno-Pap Ten.: +7 (495) 721-14-04
”a6opaTop"” Qakc: +7 (495) 721-14-12

E-mail: info_russia@bio-rad.com

IIpuioxkenne kK MHCTPYKIUM 1O NMPUMEHEHHUI0 HA MeIMUMHCKOE H3Jesue IJs
oOpamenus Ha Tepputopun Poccuiickoit @enepannu

HaumMmeHnoBanne MeIMIIMHCKOT0 U31€JIHA

Marepuasn KOHTpOJIbHBIN MHOTOYypoBHEBBIH «JInkBruek Kontpons Kapnuanensiii Aasancy (Liquichek
Cardiac Advance Control) ams auarHOCTHMKM In Vitro JJii KOHTPOJII KadecTBa W OLICHKH
BHYTPHIIA0OPATOPHOI BOCIIPOM3BOIUMOCTH JTAOOPATOPHBIX HCCIEIOBAHUM, B MOJCTISX.

([lanee mo TekcTy MOTYT HCTIOH30BATHCS CIISAYIONINE COKPAIIEHUS: KOHTPOJIbHBIA MaTepHal, MPOAYKT,
m3nenue, meaunuHckoe miaenue, Liquichek Cardiac Advance Control, Marepuan KOHTPOJIBHBIN
MHoroypoBHeBbIil «JIukBuuek Koutpons Kapmmaneusiii Ansanc» (Liquichek Cardiac Advance
Control)).

IIpousBoauTenb (M3roTOBUTENb): Bio-Rad Laboratories, Inc., 9500 Jeronimo Road, Irvine,
California 92618, USA («buo-Pax JlaGoparopues, Huk.», 9500 J[Ixeponumo Poyxn, Wpgaiin,
Kamudopuus 92618, CILIA)

Yno.iHOMO4YeHHBbIH npeacTaBuTe]b B PD: O6uecto ¢ OrpanndenHoil OTBETCTBEHHOCTHIO
«buo-Pan Jlaboparopum» (OO0 «buo-Pan JlabopaTopum»)

Poccus, 105064, r. MockBa, Huxxuunit CycanbHslii iep., 1. 5, ctp. SA

Ten: +7 495 721 14 04.

E-mail: info russia@bio-rad.com*

* aopec snekmpoHHOU Noymvl 01 00paeHUll AOMUHUCIPAMUBHO20 XapaKmepa

Ha3zna4venue quist oopamenusi Ha Tepputopuu Poccuiickoit @enepanuu

Marepuan KOHTPOJIbHBIN MHOTOYpOBHEBBIN «JInkBruuek Kontpons Kapauansusiii Aasancy (Liquichek
Cardiac Advance Control) mnpenHa3zHaueH Ui KOHTPOJS KaueCTBa W OLEHKH BHYTPUIA0OPATOPHOM
BOCTIPOU3BOAMMOCTH MHOXECTBEHHBIX aHAITNTOB CePACYHO-COCYTUCTHIX 3a00seBaHUi
MMMYHOXUMHYECKUM M OMOXMMHUYECKHUM METO/IOM B CHIBOPOTKE MIIM IJIa3ME KPOBH YEIIOBEKA.
JIaHHBII TPOMYKT TpPEAHA3HAYeH TOJBKO Ui JMArHOCTHUKU in  vitro. M3genwe sBisercs
BCIIOMOTATEIbHBIM CPEACTBOM B JuarHoctuke. Jns mpoecCHOHANbHOTO HCIONb30BAHUS B
J1a00paTOPUN MEIUITUHCKUM PaOOTHHKOM.

Ioka3anus

Marepuan KOHTPOJIbHBIN MHOTOYpOBHEBBIHN «JInkBruuek Kontpons Kapauansusiii Aasancy (Liquichek
Cardiac Advance Control) mnpenHa3zHaueH il KOHTPOJS KaueCTBa W OLEHKH BHYTPUIA0OPATOPHOM
BOCTIPOU3BOAMMOCTH MHOXECTBEHHBIX aHAIIMTOB CePACYHO-COCYTUCTHIX 3a00seBaHUI
MMMYHOXUMHUYECKUM M OMOXMMHUYECKHUM METO/IOM B CHIBOPOTKE HIIM IJIa3ME KPOBH YEIIOBEKaA.
JIaHHBII TPOMYKT TpEAHA3HAYeH TOJBKO Ui JWArHOCTHUKU in  vitro. M3genwe sBisercs
BCIIOMOTATEIbHBIM CPEACTBOM B JUAarHoctuke. s mpoecCHOHANbHOTO HCIONb30BAHUS B
J1a00paTOPUN MEAUITUHCKUM PaOOTHHKOM.

IIporuBonoka3anus
He npumenumo.
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ITo60ouHBIe nelicTBUA
He npumenumo. M3nenue npennazHadeHo 1ist 1abOpaTOpHOM JUArHOCTHKH.

O06Js1acTh NpUMEHeHN s

JInst mpoecCHOHANBHOTO HWCIIOJIB30BAHUSI MEIUIMHCKHM TIEPCOHAIOM KIMHHUKO-THArHOCTUYECKUX
na0opaTOpHid.

[onynasiumonnbie, aeMorpauueckue acneKTbl NPHUMEHEHMs MeIUMIMHCKOro
u31eus

I/IB,Z[G.HI/IG HC UMCCT MOMYJIANUOHHBIX U ;[eMorpa(quecm/Ix ACIICKTOB MPHUMCHCHUS.

IIpeana3zHaYyeHHbIN NOJb30BaTEIb
UckmrountensHO IS HpO(l)eCCI/IOHaJ'II)HOFO HCIIOJIb30BAHUA MCIAUIIMHCKUM IIEPCOHATIOM KIIMHHUKO-
JTMArHOCTHYECKUX JIA00OPATOPHIA.

Teoperuueckoe 000cHOBaHME

KontponbHble MaTepualibl HEOOXOIUMBI JUIsI TPOBEIEHUS ITOBCETHEBHBIX BHYTPHIA00pAaTOPHBIX
MpoLEAYp KOHTPOJISI KauecTBa (OMEpaTUBHOTO KOHTPOJIS KauecTBa), HANpPaBJICHHBIX Ha BbISBICHHE
HCOOIIYCTUMBIX CHy‘I&ﬁHBIX U CHUCTEMATHUYCCKUX HOI‘pGHIHOCTGfI Ha AaHAJIMTHYCCKOM JTallc
KJIIMHUYECKUX J1a00paTOPHBIX UCCIETOBAHUIA.

KOHTpO.HB Ka4ueCTBa aHAJIUTHUYCCKOI'O 3Talla KIIMHHUYCCKHUX J1a60paT0prlx I/ICCHGI[OBaHI/II\/'I ABJISACTCA
HEOTHEMJIEMON YacCThIO CHUCTEMbl B3aWMOCBS3aHHBIX MEpP IO YIPABJICHUIO KAUYE€CTBOM KIMHUYECKUX
nabopatopHbIX uccnenoBanuii. CHcTeMaTHYecKoe BBHITIOTHEHHE MPOIEAyp ONEPATUBHOTO KOHTPOJIS
KauyecTBa MO3BOJISIET COTPYIHUKAM J1a00paTOpUi BBISBIIATE CIydaliHbIE MIIM CUCTEMAaTUYECKUE OIIUOKH
u OOHApyXHBaTh TPEHABI, CMEUICHHbIC OICHKM WJIM Jpyrue BO3HHUKaromue mpobinemsl. [lpu
PETYJISIPHOM MPOBEACHUN KOHTPOJISI KAUeCTBA PE3YJIbTAThI €0 BBHIITOJHEHUS MOKHO MCIIONIb30BaTh JIJIsS
CpaBHEHHsI C pe3ylbTaTaMu JPYTuX Ja0OpaTOpHil MM paHee HAKOIUICHHBIM IIyJIOM CPEIHEro M
kod(durmenTa Bapuay COOCTBEHHOM JJabopaTopuu. BkiIroueHne TaHHOTO TPOYKTA B KAXKABINA ITUKIT
aHaJlM3a MPEJOCTaBUT TabOPaTOpUH CPEACTBO OIEHKH BHYTPHJIA0OPATOPHOU BOCIPOU3BOJIUMOCTU U
OTCJICKUBAHUS 00X pabouYMuX MapaMeTpOB CUCTEMbI IPU BHITIOJHEHUH MOCIIEI0BATEIbHBIX IIHUKIOB
HCCIICIOBAHUM.

HNudopmanus o JieKapCTBEHHBIX CPEACTBAX B COCTaBe MeIHIMHCKOT0 M3/1eJIHsl
He mpumennmo. MeaunumHckoe u3ienue He COEP)KUT JIEKapCTBEHHBIX CPEICTB.

Ilepeyenb MaTepHaJIOB )KUBOTHOTO U (MJIH) Y€J10BEYECKOI0 MPONCXO0KICHUS.

Mamepuanvl weroseuweckoco I’lpOLlCXO.?fCO@HMﬂ N

Marepuain 4eI0Be4eCKOro MPOUCX0XKICHH S, UCIIOIb30BAHHBIN JUIsl U3TOTOBJIEHUS 3TOTrO IPOAYKTa, ObLI
WCIIBITAH COTJIaCHO TPeOOBaHUSIM METO10B, 0100peHHBIX FDA (®enepansupiM ynpasnearem CIIA mo
KOHTPOJIIO 3a MpPOAYKTaMM IHTaHUS W JIEKapCTBEHHBIMM Ipenaparamu). TecTbl Ha IpU3HAKU
MHOUIMPOBaHUS BUPYCcOM HMMYyHoAeduuuTa yenoseka (BY), Bupycom renaruta B (BI'B) u Bupycom
renaruta C (BI'C) BbIsIBUIM OTCYTCTBHE pEaKLMU WM OTPULIATEIbHBINA PE3YJIbTAT, UTO IOATBEPKIACT
orcyrcrBue antuten k BUY 1,2 u Bupycy renarura C u HBsAg. CornacHo npaBuiaM Hajyiexaluen
1a00paTOpPHON MPAKTUKHU, BCE MaTepHajbl YEIIOBEUECKOTO MPOMCXOMXKACHUS TOJDKHBI CUHUTAThCS
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MOTEHLUAJIbHBIMU UCTOYHUKAMHU WH(EKIUH, TTOITOMY MPHU OOpalleHUd ¢ HUMH HEOOXOIUMBI Te XKe
Mepbl IPETOCTOPOKHOCTH, YTO U MU paboTe ¢ 0OpasliaMu, B3SITHIMU Y MAI[IEHTOB.

Mamepuanst dicusommno2o npoucxoofcdenuﬂ:

KoMITOHEHTBI )KHBOTHOTO TIPOUCXOKACHUS IPOLLIH MPOLEAypPy aHATN3a U MPU3HAHBI 0€30MaCHBIMH C
OMOJIOTMYECKOI TOUKU 3PEHUS.

HepequL H OIIMCAHHEC MaATEPHAJIOB MCIMINHHCKOI0 H3ACJIHSA, BCTYMAKWIIHX B

HEMmoCpeCTBEHHBI KOHTAKT C OPraHu3MOM NanueHTa (TeJI0OM YeJI0BeKA)

He npumennmo. Marepuanibl JaHHOTO MEIULIMHCKOTO U3/IEUS HE BCTYIAIOT B KOHTAKT C OPraHU3MOM
ManyeHTa HU HapsIMyl0, HU OMOCPEJOBAaHHO. MeTUIIMHCKUI IiepcoHall paboTaeT B mepyaTKax.

KoMIieKT mocraBku

Marepuan KOHTPOJIbHBIN MHOTOYpOBHEBBIN «JInkBruuek Kontpons Kapauansusiii Aasancy (Liquichek
Cardiac Advance Control) mis JMArHOCTUKU in Vitro JUIsi KOHTPOJS KadecTBA W OIEHKHU
BHYTPHJIA0OPATOPHOIN BOCIPOU3BOMMOCTH JTa00PATOPHBIX HCCIICOBAHUI, B MOICTISX.

Mogens 1 — Yposens 1.
Cocras:
1) ®nakoH, o0beM 3 mi1 — 6 TIT.
2) WHcTpykiys 1no npuMeHeHuro — 1 mr. (B OyMakHOM BapHaHTE MPEIOCTABISIETCS OTAEIBHO C
COTPOBOAUTEIIHPHON TOKYMEHTAITUEH ).

Mogens 2 — YpoBeHs 2.
Cocras:
1) ®nakoH, o0beM 3 M1 — 6 IT.
2) WHcTpykuys 1no npuMeHeHuro — 1 mr. (B OyMakHOM BapHaHTE MPEIOCTABISIETCS OTAEIBHO C
COTPOBOAUTEIIHFHON TOKYMEHTAITEH ).

Mogens 3 — YpoBens 3.
Cocras:
1) ®nakoH, o0beM 3 M1 — 6 1IT.
2) WHcTpykuys 1no npuMeHeHuro — 1 mr. (B OyMakHOM BapHaHTE MPEIOCTaBISIETCS OTAEIBHO C
COTPOBOAUTEIIHLHON TOKYMEHTAITUEH ).

Mogens 4 — YpoBens 4.
Cocras:
1) ®nakoH, o0beM 3 mi1 — 6 IT.
2) WHcTpykuys 1no npuMeHeHuro — 1 mr. (B OyMakHOM BapHaHTE MPEIOCTABISIETCS OTAEIBHO C
COTPOBOAUTEIIHLHON TOKYMEHTAITUEH ).

WHcTpyKuys o IpUMEHEHHUIO Ha PYCCKOM S3bIKE TaKyKe JOCTYITHA B 3JIEKTPOHHOM BapUaHTE M0 aApecy
B IHTEepHETE, CChIIKA HAa KOTOPBIN YKa3aHa Ha MapKUPOBKE MEAUIIMHCKOTO U3IENIHSI HA PYCCKOM S3BIKE.
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Hcnoab30BaHue 10 HA3HAYECHUIO
Marepuan KOHTpOJIbHBIH MHOTOYypoBHEBBIH «JInkBuuek Kontpons Kapanansusiit Ansanc» (Liquichek
Cardiac Advance Control) mpenHa3HadeH I8 KOHTPOJISI KadyecTBa W OICHKH BHYTPUIA0OpPATOPHOMN
BOCTIPOU3BOJMMOCTH MHOECTBEHHBIX aHAJIUTOB CepACYHO-COCYTUCTHIX 3aboseBaHu
MMMYHOXUMHYECKUM U OMOXHMHUYECKUM METOJIOM B CBIBOPOTKE WJIH MJIa3Me KPOBH YeIOBEKa.
Marepuasn KOHTPOJIbHBIN MHOTOYypOBHEBBIH «JInkBruek Kontpons Kapnuanensnii Aasancy (Liquichek
Cardiac Advance Control) mis AWarHOCTMKK 1in Vitro JJIs KOHTPOJS KadyecTBa W  OLCHKH
BHYTPHJIA0OPATOPHON BOCIIPOM3BOIUMOCTH J1A0OPATOPHBIX MCCIEAOBAHUM MOCTABISETCA B KUAKOU
dbopMe A1 MPUMEHEHHS HAa UMMYHOXHUMHUYECKUX UM OMOXMMHUYECKUX aHaJTU3aTopax™.
MenuiuHcKoe U3/eiue MOXKET HCTI0JIb30BaThCsl COBMECTHO C AMATHOCTHUECKUMH TECTaMU CTOPOHHHUX
MPOM3BOUTENCH (HAOOPOB peareHTOB W KAIMOPATOPOB) ISl ONIPECIICHUS MHOKECTBEHHBIX aHAJIUTOB
CepICYHO-COCYIUCThIX 3a00JieBaHUM, MMEIOIIUX MapKUPOBKY: [UIsi JUArHOCTHKU In  Vitro "
3apEeruCTPUPOBAHHBIX B YCTAHOBJICHHOM NOpsiiKke Ha Tepputopun Poccuiickoilt denepanumn.
st Gonee monmpoOHOW WHGOPMAIMK KacaTeIbHO JOIMOJTHHUTEIBHBIX HEOOXOIMMBIX MaTepHaJIOB
oOpamaiTech K COOTBETCTBYIOIIMM HMHCTPYKLUUSM [0 TPHUMEHEHHIO HaO0OpPOB peareHToB IS
oTpe/ieNIeHUs] aHAJIMTOB U PYKOBOJICTBY IOJIb30BATENS HA aHAIU3ATOpP.
*B xoJe KIMHUYECKHUX HCIbITaHWH Ha Tepputopuu Poccuiickoit deneparuu Oblia MOATBEpKICHA
BO3MOXXHOCTh HCIIOJIb30BaHUS KOHTPOJILHOTO MaTepuaja COBMECTHO C HMMYHOXUMHUYECKUMHU H
OMOXMMHYECKUMH aHAIM3aTOPaMH Ha CIIEIYIONINX aHAIN3aTopax:
- Ilnardpopma MoxmynbHas a1 OMOXMMHMYECKOTO M HMMMYHOXHMMHYECKOro aHaimza '"kobac”
(cobas) B pa3nMuHbIX KOHGUTYpALUX, C TPUHAIJICKHOCTIMHU, BAPUAHTHI UCTIOJIHEHHS: ""KOOac
8000” (cobas 8000), "kobac mpo” (cobas pro), 6. buoxumuaeckuit Moayins ¢ 502 (cobas 8000
¢ 502) B cocrae, mpousBojacTBo "Pom /lnarnoctukc I'm6X", ['epmanus (perucrpannoHHOE
ynoctoepenue Ne @C3 2012/12764);
- Ilnardopma mMomynbHas g OMOXMMHYECKOTO M MMMYHOXHMHYECKOrOo aHayim3a '"kobac”
(cobas) B pa3nu4HbIX KOH(PUTypalUsix, ¢ MIPUHAIICKHOCTSIMH, BApUAHTHI HCIIOJHEHHS: "Kobac
8000 (cobas 8000), "kobac mpo” (cobas pro), 7. UmmyHoxumuueckuii Moayns € 602 (cobas
8000 e 602) B cocraBe, mnpousBoactBo "Pom Jlmarnoctukc I'm0X", T'epmanus
(peructpamuonnoe yaocroBepenue Ne ®C3 2012/12764);
- Anammzarop ummyHoxumudecknii UniCel® DxI 800 ¢ mpuHAIIEKHOCTSIMH, TPOU3BOJICTBO
"bexmen Kynbrep, Uuk.", CILIA (peructpannonnoe ynoctoBeperre Ne P3H 2015/2862).

Mepsb1 0€301aCHOCTH (J0MOJTHEHHE)

*  Toapko mist mpodheccuoHaTBFHOTO UCTIOJIB30BAHUS JUIsl TMATHOCTUKH 1n Vitro.

* HeobxomuMo cob6m01aTh OCTOPOKHOCTH TMPHU OOpAIICHHH C JAHHBIM TMPOIYKTOM, YTOOBI
n30exarh pa3opeiruBanms. C IENbI0 3aIUTHI OT OPBI3T MPOJIYKTA MCIIONIB3YHTE MOIXOISIINE
CpeICTBa ISl 3AIUTHI IJ1a3/IUIa/pyK BO BpeMsi paboThI (MCIIOIB30BaTh OJHOPA30BBIE EPYATKU
1 3aIIUTHYIO OJCKIY).

 Ecnm BO BpeMs HUCHONB30BaHUS 3TOrO MPOAYKTAa WM B PE3YJIbTaTe €ro HCIOJIb30BAHUS
MIPOM30MACT CEPhE3HBIN MHIMICHT, MPOCKUM Bac cooOmuTh 00 3ToM B Bio-Rad Laboratories, Inc.
gepe3 YIOJIHOMOUYEHHOTO TPEJCTAaBUTENS U B CBOM HAIMOHAIBHBIM OpPTraH 3ApaBOOXPAHCHUS,
€CJIM 3TO HEOOXOINMO.

*  YTunmsupyiTe BCe HEHY)KHBIE MATEpUAIBI B COOTBETCTBHHM C MECTHBIMH TPEOOBaHUSMHU IO
YTHWIM3AIMHA OTXOJ0B. EClii yrmakoBka MOBpeXkIeHa, oOpamanTech B MECTHBIH OTJIEN MPOJIax
WM B cayx0y TexHuueckoil noguep:xxku Bio-Rad Laboratories, Inc. uepe3 ynonnomoueHHOTO
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NpEaACTAaBUTECIIA B BallIEM PETUOHE.

IKCINIyATALMOHHBbIE XaPAKTEPUCTHKH (JOMOJTHEHHE)

BocnpousBoaumocts

B pamkax uccnenoBanus oneHKH 3(PGEKTUBHOCTH OBLIM MTPOTECTHPOBAHBI 3asBJICHHBIC aHATUTHI. J{Jis
KaX/10T0 00pasiia pacCYMTHIBAIOCh COOTBETCTBHE 0XKUJAEMOMY pe3yJbTary. JlaHHBIE, OITy4YEeHHBIC B
paMKax UCCICAOBAHUA KOHTPOJIILHOTO MaT€pralia, COOTBETCTBOBAJIM KPUTCPHUAM ITPUCMIIECMOCTH.

MeTtposaorunyeckasi MpocJaeKUBAEMOCTh

He npumennmo, T.x. Marepuas KOHTpOJbHBIA MHOTOYpOBHEBBIN «JInkBruuek Kontpons KapaunanbHbliid
Ansancy (Liquichek Cardiac Advance Control) HeoOxomum [UIsl 1enell BHYTPUIaAO0OpaTOPHOTO
KOHTpOJIs KauecTBa. Kaxaplii ypoBeHb KOHTPOJIBHOTO MaTepuaia UMeeT MpEeesibl MpeanoaraeMbix
MPUEMIIEMBIX 3HAUEHUH, Ka)XIblii WHTEpBal TMOJIydYeH IyTeM MEXIabopaToOpHOro KOHCEHCyca B
OTHOIICHWH OJIHOM 3a/JlaHHOM METOJMKHM BBIMIOJHEHUS H3MEPEHMH, a 3HaueHUs IMPeesioB
METPOJIOTHUYECKHU HE MPOCIIEKEHBI.

NHCTPpYKUMM 110 MOJYYEHUIO TAOJUI] ATTECTOBAHHBIX 3HAYEHHU I (0MOJTHEHHUE)

Tabnuiel  aTTECTOBAHHBIX 3HAYEHUW  TPENOCTaBISAIOTCA depe3 MHTepHeT mO  aapecy
www.myeinserts.com u He BXOAAT B KoMmiuiekT moctaBku Liquichek Cardiac Advance Control.
UToOBI MOMYYNTh TAOJIMIIBI AaTTECTOBAHHBIX 3HAYEHWN, UCTIOJIB3YIOT TOJIs Ha cTpanuie Hactpoiika
My elnserts 151 BBIOOpa MyHKTOB TaOJIUIIBI. BBl MOXeTe mpocMaTpuBaTh, Me4aTaTh UIU COXPAHSITH
BalllM BBIOpaHHbIE BapuaHThL. [l MOdydyeHUs yBeOOMJIEHUH 00 OOHOBIEHUSX COJAEpIKAHUS
BKJIQIBIIIA TIO 3JICKTPOHHOM MOYTe ClIeqylWTe yKa3aHMsSIM Ha 3TOM BeO-caiite. MMeroTcs u apyrue
CHOCOOBI MOJIy4eHHs TaOIHIl aTTeCTOBAaHHBIX 3HAYEHM, MPO KOTOPbIE MOXKHO y3HaTh B BallleM
MecTHOM TpencraBuTenbcTBe Bio-Rad Laboratories, Inc.

Ilpu omcymcmeuu docmyna x cemu Hnmepnem Heobxo0umo obpamumvca K YnoaHoMoueHHOMY
npeocmasumento npousgooumens Ha meppumopuu Poccutickoii @edepayuu 3a npedocmasnenuem
Maobauy ammecmo8aHHbIX 3HAYEHUU HA OYMANCHOM HOCUmeIe:

Obwecmeo ¢ oepanuuenHol omeemcmeeHHocmoio «buo-Pao Jlabopamopuuy (OO0 «buo-Pao
Jlabopamopuuy), Poccus, 105064, . Mockea, Huoxcnuii Cycanvuuiii nepeyiok, oom 5, cmp. 54,
Tenegon: +7 (495) 721-14-04, e-mail: diag support rcis@bio-rad.com™®; www.bio-rad.com.

* adpec 31eKMpPOHHOU NOYMbL MEXHUYECKOU NOO0EPIHCKU

XpaHeHue U CTA0MJIBLHOCTD (TOMOJIHEHHE)
DTOT MPOIYKT COXpaHsIEeT CTAaOUIBLHOCTD 10 HCTEUEHUS CPOKA FOTHOCTH, YKa3aHHOTO Ha YIIAaKOBKE, IIPH
XpaHEHUH HEBCKPBITHIM TIpH Temmeparype oT -70 mgo -20°C (MakcuMalbHO 28 MECSIEB C aaThl
IIPOU3BOJICTBA).
Pa3Mopo:KeHHbI U OTKPBLIBABIINIACH:
Ecnu mponykT pasMopakwBalICS U OTKPBIBAJCS, TO MPH XPAaHEHHH B IUIOTHO 3aKPBITOM KPBIIIKOM
(dbnakone ipu Temneparype ot 2 10 8°C, oH OyIeT CoXpaHsATh CTAOMIBHOCTh KaK YKa3aHO HIDKE:
e Bce ananutsl: 20 gHel
3a UCKIIIOYEHUEM:
o Hatpuitypernueckuii nentug tuna B (BNP), I'omonucrenn, Muorno6un, M3opepment KK-
MB, Harpuitypernueckoro ropmona (B-tuma) N-konmeBoit mnponentua (NT-proBNP) u
Tpononun I: 10 gueit
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AJINKBOTA - 3aMOpOKEHHAA:
Ecnu KOHTpOJIBHBIN MaTepuan pa3sMOpPaKUBAJICA U OTKPBIBAJICS, TO MPH XPAaHEHUH B MPOOUPKaAX yis
QIMKBOT C TJIOTHO 3aKPBITOM KPBIIKON mpu Temmeparype oT -70 mo -20°C, oH OymeT COXpaHsTh
CTaOUIBLHOCTD KaK YKa3aHO HUXKE:

e Bce agamuter: 30 nHeit
OcTtaToyHblil MaTepuai Hy>KHO BEIOPOCHUTD.
[IpoaykT TpaHCHOPTHpPYETCS C COOMIOACHHEM CJEAYIOUIMX YCIOBHUIl: B 3aMOpPOKEHHOM BHJE IpPH
temneparype ot -70 go -20°C.

YcnoBus TPaHCIIOPTHPOBKH

[lepen oTmpaBkoi ¢ 3aBOJIa MPOJAYKT MPOXOIUT KOHTPOJIBHBIE TPOBEPKH. MeXTyHApOHBIE CUMBOJIBI
Ha YNAKOBKE M CHENHAIbHBIC MHCTPYKIMU IO OOPALICHUIO YKa3bIBAIOT TPAHCHOPTHUPOBIIMKY, KaK
cilenyeT oOpamarbesi ¢ 3TUM HpoAyKToM. IIpu monyueHMHM NpoAyKTa BHHMATEIbHO OCMOTPHTE
ymakoBKy. [Tpy Hammauu mo0bIX ClIe0B HEMTPABUIIBHOTO OOpAIeH!s WIIH TMTOBPEX/ICHUS HEMEIJICHHO
obOpatutech B oTAen obOciayxuBaHus kiaueHToB komnanun OOO «buo-Pan JlaGoparopum» wim k
PETHOHATILHOMY ITOCTABILHUKY.

TpancnopTupoBKa OCYIIECTBISAETCA BCEMH BUJAMH TPAHCIIOPTA B KPBITHIX TPAHCIIOPTHBIX CPE/ICTBAX B
COOTBETCTBUHM C MpPAaBWIAMH TIEPEBO3KH TIPy30B, NEHCTBYIOIIMMH Ha KaXIOM BHJE TPAHCIOPTA.
IIponykT TpancnopTupyeTcs npu temneparype ot -70 po -20°C.

TpancnopTupoBaHHE JODKHO OCYIIECTBISTHCA B TEPMOKOHTEHHEpaX OJHOPA30BOTO IOJIB30BAHUS,
COZIepKALINX  XJIAJAORJIEMEHTBI, HJIM B TEPMOKOHTEHHEpaX MHOTOKPATHOTO TPUMEHEHHUS C
aBTOMATHUYECKH IIOAJCP)KUBACMON TEMIIepaTypoll WM B aBTOpedprrkepaTopax ¢ HCHOIb30BaHHEM
TEPMOMHIUKATOPOB.  M3nenusi, TpaHCHOPTUPOBAaHHBIE C HAPYILICHHEM TEMIEpPaTypHOTO peKuMa,
OpPUMEHEHHI0O He moaiexar. llpm  mpoBeseHHMHM — MOTPY30YHO-PAa3TPy304YHBIX  paboT u
TPAHCHOPTHPOBAHUU  CJEIYEeT CTPOrO BBIMOMHATH TPEOOBAHUS MAHUNYJSAIHMOHHBIX 3HAKOB,
HAHECCHHBIX HAa YIAKOBKY U TPAHCIOPTHYIO Tapy.

Crepuiuzanus
I/IBIIGJ'II/IG IMOCTaBJIACTCAA HCCTCPUIIbHBIM. He IMOMJIC)KUT TIIOBTOPHOMY HCIIOJIB30BAHUIO /U
CTCPUJIN3alluU I1OJIL30BATCIICM.

HNudopmanus 0 BO3MOKHOCTH MOBTOPHOTO0 NPUMEHEHUSA
He noanexut noBTOpHOMY NPUMEHEHUIO.

TpeGoBanus k oXxpaHe OKpYy:KawoLieil cpeabl

MGI[I/II_[I/IHCKOG HU3CIMC TIIPpHU HUCIOJb30BAHUH, TPAHCIOPTUPOBKEC W XpPaHCHHUU HC OKa3bIBACT
HETaTUBHOTO BO3JICUCTBHS Ha 4YEJIOBEKAa W OKPYXKAIOMIYIO Cpeay TpH COONIOJACHUU YCIOBUH
NIPUMEHEHHS U MEP IPEIOCTOPOKHOCTH, YKa3aHHBIX B HHCTPYKIHH.

Yruaunszanus

Bo wu30exaHue BO3MOXKHOTO 3arps3HEHHs OKpyKaromed cpeabl «Marepuan KOHTPOJIbHBINA
MHoroypoBHeBbIH «JInkBuuek Kontpons Kapauansusiii Ansancey» (Liquichek Cardiac Advance Control)
IUIsL TUarHOCTUKY 1n Vitro JUist KOHTPOJISI Ka9eCTBAa U OLIEHKH BHYTPUIIA00PaTOPHOI BOCTIPOU3BOIUMOCTH
1a0b0paTOPHBIX HCCIEIOBAHUM, B MOJENSX» C HMCTEKIIMM CPOKOM TOJHOCTH, a TaKXe OTXObI,
HCII0JIb30BAaHHBIX KOHTPOJIBHBIX MAaTEPUAJIOB, JOJKHBI YTUIM3UPOBATHCSA B COOTBETCTBUU C MECTHBIMU
roCy/1apCTBEHHBIMU U/WIH OOJbHUYHBIMU HOPMATUBHBIMU TPEOOBaHUSIMHU.
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[IpaBriibHOE YHUUTOXKEHUE U yTHIM3ALMS OyJeT MOAAepKUBATh COXPAHEHHUE MPUPOIHBIX PECYPCOB U
COJICHICTBOBATH 3alUTE 3/J0OPOBbS YEIOBEKA U OKPYIKAIOLIEH Cpeabl.

YTuian3zanus oTX0/10B YIAKOBKH.

VYmnakoBka npoayknuu Bio-Rad Laboratories, Inc. pa3paborana c¢ 1enbio CBeICHHS K MUHUMYMY
3arpsi3HEHUsS]  OKPYXKAloMmIe cpeAapl TMpH COXPAaHEHHWH [EJIOCTHOCTH TMPOIYyKTa BO  BpeMs
TPAHCIOPTHPOBKH U XPaHEHUS. Y TAKOBOYHBIE OTXOBI JOJDKHBI yTHIIH3UPOBATHCS B MECTHBIX ITYHKTaX
060pa YIIaKOBKH, B CIICHHUAIIU3UPOBAHHBIC KOHTefIHepBI, PACIIOJJIOKCHHBIC B MYHUTTUITAJIUTCTAX.
BropuuHyto yImakoBKy ciieyeT yTHIN3UPOBATh Kak 0TX0 bl Kitacca A. (OTX0/bl, He MMEIONNE KOHTAKT
C 6I/IOJIOFI/I‘-I€CKI/IMI/I KHUAKOCTAMU IMallMCHTOB, I/IHq)eKI_[I/IOHHBIMI/I GOHBHBIMI/I (3HI/I,Z[€MI/IOJIOFI/I‘-I€CKI/I
0e3omacHbIe 0TXO/IbI, 110 cocTaBy npudamkeHHbie K TKO - kmacc A (CanlluH 2.1.3684-21)).

Yruiauzauus u3iesms ¢ HCTEKIMM CPOKOM I'OJHOCTH H 0TXO0/10B, HCII0/1b30BAHHBIX PeareHToB.
IIpy yTunmzanmm M YHUYTOXKEHUM HU3JEIUH C HCTEKIIMM CPOKOM T'OJHOCTH, a TaKXE OTXOJOB,
UCIOJIb30BAHHBIX KOHTPOJBHBIX MATEpPHUalOB, HEOOXOAMMO JEHCTBOBaTh B COOTBETCTBHU C
TMTUCHUYECKUMH HOpPMAaTHBaMHU M CJENOBaTh OQHUIMAIBHBIM HMHCTPYKIHUSAM 10 YTHIU3AIUH U
YHUUTOXEHHIO OTEHIIMATBHO HH(PEKIIMOHHOTO M XMMUYECKOT0 MaTepralla, IPUHATHIM Ha TEPPUTOPHH
Poccuiickoit @enepanuu u B gannom JIITY (JieueOHO-popUIakTHUECKUE YUPEKACHUS).

KitoueBbIMM BOmpocaMu B CTpaTe€rMM YIpPABICHHUsS OTXOJAMU SIBJIAETCS ONTUMHU3ALMS TaKTHK U
MIO/IXOJI0OB K KOHEUHBIM IMPOAYKTaM, a TAKK€ MUHUMH3ALUs BO3MOYKHOI'O 3arpsA3HEHUs OKPY Karollei
cpeapl.

Bonee monpobHyo uHPOPMALMIO MOXHO MOJYYUTh Y TMPOU3ZBOAMUTENS / YIOJIHOMOYEHHOTO
IPECTaBUTEIIS IPOU3BOIUTENS.

YTunuszanus JoJKHA IPOBOAUTHCS B COOTBETCTBUM C MECTHBIMU HOPMAaMM 3aKOHOATEIbCTBA, & TAKXKE
B COOTBETCTBUM C IPOTOKOJAMHM MEAMULMHCKOIO YUYPEXAEHUs, TA€ HUCHOJIb3YIOTCA JaHHBIE
MEIULMHCKUE n3senus. He yTuiansupoBaTb COBMECTHO C OBITOBBIMH OTXOJIAMH.

Bce o06pasiiel 1 MaTepuaisl, UCIONb3YIOLIMECs U 00pa3yroluecs Ipy BHIIIOJHEHUN MCCIEI0BAHUH, B
TOM YHCJIE MAaTEPUANIbI C UCTEKIIUM CPOKOM I'OJHOCTH, CIEAYET YTHIM3UPOBATh KaK OTX0.bl kiacca I’
(0TX0zBI, HE MOJUIEKAILUE OCIEAYIOUIEMY HCIONIb30BAHUIO (TOKCUKOJIOTHYECKHUE OMACHBIE OTXO[BI,
NpUOIMKEHHBIE IO COCTaBy K MpoMbIUIeHHbIM - kiace [') (CanlluH 2.1.3684-21)).

I'apanTuiinbie 00513aTEJILCTBA

[Tpou3BoaUTENb TAPAHTUPYET, YTO MEAULIMHCKOE U3/IEIINE COOTBETCTBYET XapaKTEPUCTHKAM,
3asBJICHHBIM B 9KCIUTYaTallMOHHOM JOKYMEHTAIIMH NP YCIOBUH TPUMEHEHHS B COOTBETCTBUU C
MHCTPYKIMEH U 110 Ha3HAYEHUIO, PETyCMOTPEHHOMY ITPOU3BOIUTEIIEM.

[Tpon3BoaNTENH TAPAHTUPYET CTAOMIBHOCT METUIIMHCKOTO M3/EIHs 0 OKOHYAaHUS CPOKA TOAHOCTU
IIpU COOJTIO/ICHUH YCIOBUN TPAHCIIOPTUPOBAHUS, XPAaHEHHSI U TPUMEHEHHUS, YKa3aHHBIX B UHCTPYKIIHH.
W3nenust NOMKHBI KUCHOJB30BATHCSA TOJNBKO /0 HMCTEUEHUS CPOKa TOAHOCTH, KOTOPBIM yKa3aH Ha
YIaKOBKE.

[To Bompocam, CBsI3aHHBIM C KayeCTBOM H3JENIUM, a Takke C UX paboTol, HYKHO oOpamaTthCcs K
YNOJIHOMOYEHHOMY MPEACTABUTENIO MPOU3BOAUTENS Ha Tepputopun Poccuiickoit deaeparuu:
OOmiecTBO ¢ OrpaHHYeHHOM OTBeTcTBeHHOCThIO «buo-Pang Jlabopatopum» (OOO «buo-Pag
Jlaboparopun»), Poccus, 105064, r. MockBa, Hmwxkuuii CycanbHblii TIEpeysoK, oM 5, cTp. SA,
Tenedon: +7 (495) 721-14-04, e-mail: diag_support_rcis@bio-rad.com™®; www.bio-rad.com.

*aopec 21eKkmMpPOHHOU NOUMbBL MEXHUYECKOU NOOOEPIHCKU


http://www.bio-rad.com/

105064 r. Mocksa, HxHmi CycasnbHbivi nep., 5 cTp. 5A
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E-mail: info_russia@bio-rad.com

IIpeTen3uu nmo Ka4ecTBy (peKJIaMann)

[Mopsimox mpenbsBICHHs] pPEKJIaMalliii M OTBETOB HA HHUX PETYJIHPYETCS TPaXKTAHCKAM TIPABOM.
Pexnamanusi MOXKET MPenbsIBIATHCSA TOJIBKO MO TAKUM BOMPOCAM, KOTOPbIE HE SBIIUTUCH NMPEAMETOM
MPUEMKH TOBapa, POU3BEICHHON B COOTBETCTBHH C YCIIOBHSIMH JIOTOBOPA.

ITo Bcem BompocaMm, CBSI3aHHBIM C OOCIY)XMBaHUEM H3JeNUs, HEOOXOJUMO OOpaTHTbCA K
YTOJTHOMOYEHHOMY TIPEICTAaBUTEIIO MPOU3BOAMTENs. B ciydae pexnmamanuu oOpamarbes K
NPOU3BOAUTENI0O M / WIM YIOJIHOMOYEHHOMY TpEACTaBUTENI0 mpousBoautens. Ilo Bcem
HEXEIaTeIbHBIM COOBITUSIM, KOTOPhIE MMEIOT MPHU3HAKU HEOJArOMPHUITHOTO COOBITHS (MHIIMACHTA),
HE00X0IUMO OOPATUTHCS K YIOJTHOMOUYECHHOMY IIPEACTAaBUTEIIO IPOU3BOIUTEIIS.

HopmaTuBHbBIE [JOKYMEHTbI, perjaMeHTHpPYKIIHe TpeOoBaHus 0e30MaCHOCTH,
KavecTBa U 3PPeKTUBHOCTH MEAMIUHCKOI0 u3ae/us Ha Teppuropun Poccuiickon
Degepauuu

I'OCT P UCO 15223-1-2023 «H30enusn meduyunckue. Cumeonvl, npumeHsemvle OJisi nepeoayu
ungopmayuu, npedocmasgnaemoi uzeomosumenem. Yacmo 1. OchosHvle mpebo8anusy,

T'OCT P 51088-2013 «Meouyunckue uzoenusi 0ns OuacHocmuku uH eumpo. Peacenmol, nabopwi
peazenmos, mecm-cucmemsl, KOHMPONbHbIE MAmMepuanbl, numameibHvle cpeovl. Tpebosanus K
U30enUAM U NoOdepAHcUsaoweli OOKYMEHMayuu»,

TOCT P HCO 23640-2015 «H30enus meouyunckue 0as ouacHocmuxu in vitro. Qyenka cmabuibHoCmu
peazenmos 0l OUASHOCMUKU N Vitroy,

T'OCT P UCO 18113-1-2024 «Meouyunckue uzoenusi 011 ouacHocmuku in vitro. Hugopmayus,
npeoocmasnsiemas uzeomosumenem (mapkuposka). Yacmo 1. Tepmumnvl, onpedenenus u obuwue
mpeboBaHusLy,;

T'OCT P UCO 18113-2-2024 «Meouyunckue uzoenus 0as ouacHocmuku in vitro. Hngopmayus,
npeoocmasisaemas uzeomosumenem (mapkuposka). Yacme 2. Peacenmoi 013 ouacHocmuxu in vitro o1a
npogeccuoHanbHo20 NPUMeHeHUsL)

T'OCT P 51352-2013 «Meouyunckue uzoenus 01 OUASHOCMUKU UH BUMPO: MemOObl UCHLIMAHULLY,
I'OCT P EH 13612-2010. Hayuonanououi cmanoapm Poccutickou @edepayuu. Oyenka
@DYHKYUOHATbHBIX XAPAKMEPUCTNUK MEOUYUHCKUX U30eaull 0Jis OUASHOCMUKY in Vitro.

Pacuingposka cuMB0JIOB:

CumMBoJa 3HauyeHHne
Jlorotum usrorosureis buo-Pax
by
2k 2D-xon
c € MapkupoBKa COOTBETCTBHS TPEeOOBAHHSIM JIUPEKTUB

EBpomneiickoro Coro3a

IVD MenunmHCKOe U3AeINe UIST JTUarHOCTUKY 1N VItro

OOparurech K MHCTPYKIMHU 1O MPUMEHEHHIO WU
K MHCTPYKLIMH 10 IPUMEHEHUIO B 3JIEKTPOHHOM BUJE

if OcCTOpOXHO
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ﬂaﬁop aropun E-mail: info_russia@bio-rad.com

/i/ TemnepaTypHbII 1uanazoH

LOT Kon maptun

Howmep no karanory

Hcnonk3oBath 10

REF
I HNsrorosurenn
C |RE

E P YNOJHOMOYEHHBIA TIPEACTaBUTENL B EBponeiickom

C000I1IeCTBE

:: [Iukrorpamma «BockiMuarenbHbIi 3HAK»

AHAJINMTHI (IOMOJIHEHHE)
lanextun-3* Mzodepment KK-MB*  Harpuitypetuueckoro ropmona (B-tuna)  Tpomonun I
N-konneoit nporenti (NT-proBNP)

lomonucrenn®  MuorinoOun C-peaxtusnsiii mporend (CPII) Tpononun T
Jurutoxkcun® Harpuitypetnueckuit
nentu tuna B (BNP)*

* B xo/1e KIMHUYECKUX UCTIBITAHUN Ha Tepputopun Poccuiickoit denepanuu He ObLIa MOATBEPKICHA
BO3MOXKHOCTB UCITIOJIb30BAHUSL KOHTpOHBHOI‘O MaTepI/IaJIa IJIA JaHHBIX aHAJIUTOB.
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