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12008276 Level LTA 6x4 mL

REF| 12008277 Level 1 6 x4 mL
12008278 Level 2 6 x4 mL
12008279 Level 3 6 x4 mL
12008280 MiniPak 4 x4 mL
IIPUMEHEHME
Ipoaykr  InteliQ  Specialty Immunoassay  Control

IMpE€aAHA3HAYCH MJIA UCII0JIb30BaHUs B KAYECTBE KOHTpOJ'ILHOﬁ
CBIBOPOTKH IJIA KOHTPOJIAI Ka4€CTBa WU TOYHOCTU IPOLCAYP
J'Ia60paTOpHI)IX AHAJIM30B aHAJIUTOB, IICPCUNUCIICHHBIX B 3TOM
HWHCTPYKIIUH.

KPATKHWM OB30P U IIPUHIIUIT

Marepuanbl JUisi KOHTPOJISI KadecTBa IMPEIHA3HAYCHBI IS
OOBEKTUBHOM OIICHKHA TOYHOCTH HCIIOJIb3yEMBIX METOIOB U
MPUEMOB, W WX HCIOJB30BaHHUE SIBISETCS HEOTHEMIIEMOI
4acThIO HaJyIeKaIIeH nabopaTopHOA MIPAKTUKH.
[Ipennaraercs HECKOJIBKO YPOBHEM KOHTPOJIS,
MO3BOJISTIONIUX CIICIUTh 332 HAAEKHOCTHIO aHAIMTHIECKOM
CHUCTEMBI.

PEATEHTbBI

OTOT MPOAYKT U3TOTOBIICH U3 NePUOPUHUPOBAHHON ILIA3MBI
KpPOBU 4YENIOBeKa C JO0AaBICHHEM XHUMHYECKHX BEILECTB,
KOMIIOHEHTOB YeJI0BEeUeCKOro u KUBOTHOTO
NPOUCXOXKIEHHS, CTAOMIN3aTOPOB M KOHCEpBAaHTOB. Jlns
y100CTBa 3TOT MPOAYKT IOCTABIAETCS B KHUIKOU opme.

XPAHEHUE ¥ YCTOHYNUBOCTH
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OTOT MPOAYKT COXPaHSET YCTOMYMBOCTH JO WCTCUCHUS

CpOKa TOJHOCTH TIpM XPaHEHHH HEBCKPBITHIM  IPH
temneparype or -20 mo -70°C. [Insg onTHUMambHBIX
pe3yIbTaToB n3oeraiire UCIIOJIb30BaHUS
HU3KOTEMIICPATYPHBIX ~ XOJIOJWILHUKOB C  HCIapUTeNeM

HaJIeTU JUTsl XPaHEHUS 3TOTO MPOYKTA.
Pa3mopo:keHHbIH 1 HEBCKPBITHI:

Korna HEBCKpHITHIM MPOAYKT pa3MOPOKEH U XpaHUTCA MPHU
temmepatype ot 2 g0 8°C, oH OyaeT CcOXpaHATh
YCTOHYHMBOCTH KaK yKa3aHO HUXKE:

- Bce ananuter: 30 gHe.

3a HCKIIIOYEHHUEM:

- IITT (cBoOOMHBII): 7 MHEH.

XpaHeHHe B _XO0JIOJHJIbHHKE (IIPM _ HMCHOJL30BAHHH _Ha
BCeX npuoopax, ot 2 10 8 °C):

OTOT TPOAYKT COXPaHSET CTaOWIBHOCTH B CIEIYHOIIUX
YCIIOBUSIX:

- Bce ananuter: 10 gHei.

3a HCKIIIOYEHHUEM:

- IITT (cBoOOMHBII): 7 MHEH.

Xpanenue B mpuoope (Siemens Atellica, or 2 10 8 °C):
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C€

IVD

OTOT TPOAYKT COXpaHSAET CTAOMIBHOCTh B CICIYHOIIUX
YCIIOBUSIX:

- Bce anamutsr: 30 gHei.

3a HCKITIOYeHUEM:

- I[ITT (cBoGOaHEIH): 7 AHEH.

He 3amopaxuBaiiTe JaHHBIM NOPOAYKT THOBTOPHO IIOCHE
BCKPBITHS TTPOOHPOK.

[Ipoaykr TpaHCHOPTHPYETCS C COOJIOACHUEM CIICAYHOIIMX
YCJIOBUM: B 3aMOPOKEHHOM BHUJIE.

MPOLIEYPA

]3]

OO0paniatbCs C TUM MPOIYKTOM CIEAYET TaKUM K€ 00pa3oM,
Kak © C oOpa3lamu, B3SATBIMH Yy TMalyeHTa, coOmonas
WHCTPYKITUH, MPUJIAraroIuecs K UCTIOJIE3yEeMOMY
000pY/IOBaHUIO WIIA PEArCHTY.

DTOT HMPOIYKT MOYXKHO HCIIONIB30BATh TOJNBKO C COONIIOJICHUEM
OpoIeyphl XpaHEHHs B OpuOOpe WIM XpaHCHHUsS B
XOJIOAMIbHUKE, HCKITFOUasi COUETaHUE 00CUX MPOLICAYD.
Pa3mopo3ka npoaykra:

Ilepen wcnonbp3oBaHHEM MAalWTE 3aMOPOKEHHOMY TPOIYKTY
OTTasTh NpU KOMHaTHOH Temmneparype (18-25°C) npumepHo B
TedeHne 60 MUHYT WIM 0 TeX MOp, MOKa OH MOJHOCTBHIO HE
pasmoposutca.  [locme  pasMopakWBaHHS ~ OCTOPOIKHO
MEPEBEPHUTE MPOOHPKY HECKOJIBLKO pa3 Jisl obecreueHHsI
OJIHOPOJIHOCTH M30eras BCIICHUBAHMSI.

XpaHeHHe B X0J0IWJIbHUKE (IPH WCIOJb30BAHHM HA BCEX
npuodopax, ot 2 10 8 °C)

Ilepen MCTONB30BAaHUEM OCTOPOXKHO MEPEBEPHUTE MPOOHUPKY
HECKOJIBKO pa3 Juisi oOecriedyeHus] oJHOpoJHOCTH. CHHUMHUTE
KPBIIIKY U YCTAHOBUTE MIPOAYKT B MPUOOP JJIs UCCIICTOBAHUS.
IMocne 3aBepIiieHUs] UCCIISIOBAHUS CPa3y 3aKPONTE KPBIIIKY U
BO3BpaTUTE MPOJAYKT Ha XpaHEHUE B XOJOAWIbHUK. JlJist
ONTUMANbHON CTaOMJIBHOCTH aHAM3MPYEeMOI0  BEIIeCTBa
Clle/lyeT MUHMMH3HPOBATh BpeMsi B NPUOOpPE U BO3JCHCTBHE
KOMHATHOU TEMIIepaTypHl.

Xpanenue B npuoope (Siemens Atellica, oT 2 10 8 °C):
CHUMHUTE KpBIIIKY W YCTAaHOBHUTE NPOIYKT B MpHUOOp JUIs
UCCIICZIOBaHUS. XPaHHTE MPOMYKT TIOCIE BCKPBITHSA Ha
IMPOTSXKEHHUU CPOKa 3asiBJIEHHON CTAOMJILHOCTH Ipu XpaHCHUHN
B mIpubope.

Mephbl 6e30macHOCTH

. HeoOxomumo ~ coOmiogaTb  OCTOPOXHOCTH — TIpH
oOpallleHUd ¢ JaHHBIM IPOJIYKTOM, 4YTOOBI H30EKaTh
pasopeiruBanus. C 1ENpI0 3aIIUTBI OT OpBI3T MPOIYKTa
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UCTIONIb3YITE MOMXOMASIIE CPEICTBA ISl 3alUTHI TIa3/TuIa
BO BpeMs PaOOTHI.

o BriOpaceiBaliTe Bce  HEHYXHBIE MaTepuanbl B
COOTBETCTBHU C MECTHBIMH TPEOOBAHUSIMH MO YTHIN3ALHN
0oTX070B. Ecnmm ymakoBKa TOBpekIeHa, oOpamiaiitech B
MECTHBIN otmen mnpomaxk Bio-Rad Laboratories wimm B
ciyxOy TexHuueckoi noanepxku Bio-Rad Laboratories.

OI'PAHUYEHUS

1. He ncnonp3yiTe 3TOT MPOAYKT MOCIIE UCTEUCHHS CPOKa
TOAHOCTH.

2. Ecmm ecte mpu3HaKM MHKPOOHOTO 3arpsi3HEHHS WIH
HabromaeTcss dYpe3MepHOe ITIOMYTHEHHE TPOJYKTa,
HEO0XOIUMO BEIOPOCUTH MPOOUPKY.

3. DTOT MPOAYKT He MpeAHa3HAa4YeH Ul MCIOIb30BaHUS B
Ka4yecTBe CTaHIapTa.

BHUMAHHE!

BemecTBo 0OHOJIOTHYECKOT0 IPOMCXOMKICHHSA.
Oo0pamarbcs KaK ¢ IOTEHUHAJIbHO HHPEKIIUOHHBIM.
Kaxnas equHuna MOIYyYEHHOIO OT YeNOBEKa JAOHOPCKOTO
MaTepHaja, UCIOJIb30BAaHHOIO JUIl U3TOTOBIEHUS 3TOTO
MpOAyKTa, OBLIa HWCIBITAaHA COMJIACHO TPEeOOBaHUIM
MeTo10B, 000peHHBIX FDA (DenepanbHbIM yIIpaBIeHHEM
CIIA 1o KOHTPOJNIO 3a TPOAYKTAaMH THTaHUS U
JIEKapCTBEHHBIMM TpernapaTamMu). TecTel Ha MpHU3HAKU
WHOUUMPOBAaHUA BHUPYCOM HMMYHOAE(DUIMTA YeEIOBEKa
(BHY), Bupycom renaruta B (BI'B) u Bupycom renatura C
(BI'C) BBIIBMIIM OTCYTCTBUE PEAKLUK WIIH OTPHLATECIHHBIH
pe3yabTar. CornacHo paBuiIam HaJIexKalen
1a00paTOpHON MPAKTHKH, BCE MaTepHaibl YeJIOBEYECKOTO
MIPOUCXOXK/IEHUST JIOJDKHBI CUHTATHCS TMOTEHIHATbHBIMHU
WUCTOYHUKAMH WHQEKIHUH, I[I03TOMY HOpU OOpalleHuH C
HUMH HEOOXOJIUMBI T€ K€ MEPhI IPEIOCTOPOXKHOCTH, YTO U
npu paboTe ¢ o0pa3namu, B3STHIMH y TIAIIUEHTOB.

IIpenynpexnenue
Hpenynpexnenust 00 onacuoctn (Hazard, H) u mepax
npenocropoxuoctu (Precautionary, P)
Conepxur 5-xjiop-2-metun-2H-u3o0tnazonns-3-oH.
H317 Moxer BbI3bIBATH KOXHYIO — aJJICPrHUECKYIO
pEaKImio.
H412 Omacen m1st BOJHOW Cpejibl, OKa3bIBaeT JIUTEIHHOS
JIEUCTBHE.
P273 He nomyckaliTe momnajaHus B OKPYKarOIIyIO Cpemy.
P280 HapesaiiTe 3amuTHBIE TIEPYATKH, 3alIUTHYIO
OJICXKTy; MPUMEHSITE CPEJCTBA 3alUThI TJ1a3 U JIUIIA.
P302+P352 ITPU TTOIMAJJAHMU HA KOXY: mpomoiite
0O0JIBIIIM KOJIMYECTBOM BOJIBI C MBLIOM.
P333+P313 IIpy BOBHUKHOBEHUM PA3JIPAKECHUST KOXKH UITH
CBITIH: OOPATHUTECH K Bpady.
P501 VYnansiite cojepXMMoe M KOHTEHHEDP B OTXOJbI B
COOTBETCTBHH c MECTHBIMH, pEerHOHALHBIMU
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HAIIMOHATBHBIMA WM  MEXK/YHAPOJHBIMH HOPMATHBHBIMH
JIOKYMEHTaMH.

[IpodeccnoHanbHBIM  IMOJBL30BATENSIM  JIOCTYIICH TACIIOPT
oe3omacHoctu (Safety Data Sheet, SDS) na caiite www.bio-
rad.com.

IKCIIJIYATALHNOHHBIE XAPAKTEPUCTUKHU

OTOT TPOAYKT MPEACTAaBIIET COOON CTaOMIM3HPOBAHHYIO
JKUJKOCTh, M3TOTOBJICHHYIO B COOTBETCTBHHM CO CTPOTUMHU
CTaHIapTaMyd  KOHTPOJS  KadectBa. Jlnsg  mosryueHUs
BOCIIPOU3BOJIUMBIX PE3yJIbTATOB aHAIM30B KOHTPOILHBIN
MaTtepuai CIeAyeT HajJieKalmuM o00pa3oM XpaHHTh U
o0palaThCs ¢ HUM B COOTBETCTBUH C HHCTPYKITUSIMH.,

IPUCBAVBAHUE 3HAYEHUI

CpenHue 3Ha4eHMs] U COOTBETCTBYIOIIME AMana3oHsl +3SD,
npezacTaBieHHble B Assignment of Values Data Charts
(Tabmurer aTTECTOBAaHHBIX 3HAYCHHH), KOTOpBIE
MOCTABJISIIOTCS.  OTAENBbHO, OBUIM  TONYy4YEHBI  MyTeM
MOBTOPACMBIX AHAJIM30B W HWHAUBUAYAJIbHBI I MapTUN
npoaykTa. Jas  ompeneneHHsT HEKOTOPBIX —JHANa30HOB
3HAYEHWH  WCIIONB30BaHBl  JIaHHBIE  MEXITa00paTOPHOH
nporpaMmmbl Unity. TecTsl TPOBOAUINCH IPOU3BOAUTEICM U
(nn) HEe3aBUCUMBIMHU J1a0OpPATOPHUSAME C HCIIOJIB30BaHUEM
PEaKTHUBOB, 0100PEHHBIX MIPOU3BOIUTENIEM, u
pEeNpe3eHTaTUBHON  BBIOOPKOH sl TapTHH  MPOLYKTA.
Pexomenayercs, 4ToOBl Kaxkaas jabopaTopusi yCTaHOBHIIA
CBOM COOCTBEHHBIC AMANA30HBl MPUEMIIEMBIX 3HAYCHUH H
HCIIOJIb30Bajia IPUBCACHHBLIC B T36JII/IH3X aATTECTOBAHHBIX
3HAYEHWH TMOKa3aTenu TOJbKO B KAadecTBE CIIPABOYHBIX.
YcTaHOBIEHHBIE JTabopaTopruel qUama3oHbl 3HAYeHUH MOTYT
OTIMYAThCS OT YKa3aHHbIX B Ta0JMLAX aTTeCTOBAHHBIX
3HaYEHUH Ha TPOTSHKEHWH CPOKa TOJHOCTH KOHTPOJIBHOTO
npoaykTa. Pa3nuuusi, BOSHUKAIOIINE C TEYCHUEM BPEMEHH, a
TaKKe Ppazauuust MEXOy JabopaTopusiMd MOTYT OBITh
BbI3BAHBI pasinuruiaMunu B J'IaGOpaTOpHLIX METoAax,
Oo0OpYZIOBaHMHM ¥ peareHrax, JMO0 MOTUPHUKAIUIMH
PEKOMEH/IOBaHHBIX IPOU3BOIUTEIEM METOIOB aHAIU3A.
MexmnaboparopHast mporpamma Unity SIBJISICTCSI
IIPOrpaMMHBIM MPOLYKTOM KOMITAaHUH Bio-Rad,
coJepkaiuM Oonee 2 MUIIMApIOB YUCICHHBIX AaHHBIX I10
KOHTPOJIIO KaueCTBa, IOJYYCHHBIX OT HECKOJBKHUX THICAY
nabopaTopu.

HHCTPYKIIMUKA IIO0 ITOJYUYEHMIO TABJIAIIL
JAHHBIX

Tabmuupl MaHHBIX TPEIOCTABIAIOTCS depe3 MHTepHET o
aapecy www.myeinserts.com. Vmerorcst u apyrue crocoObl
MOJTy4eHUs TaOJHIl JaHHBIX, PO KOTOPhIE MOXKHO y3HATh B
MECTHOM TpezicTaBuTeabCcTBE Bio-Rad Laboratories, Inc.

ITUKETKHU CO ITPUX-KOJAMU

JlonONHUTENBHBIE  JTHKETKH €O  INTPUX-KOJAMH ISt
HEKOTOpPBIX  MPUOOPOB  MOXHO  HAaWTH Ha  caiite
https://blg.qcnet.com.  Ilepen  Qukcammerd  3TUKETKH

yOenuTech, 4To MpoOupKa JUIs MPOAYKTa YHCTas U CyXasl.
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AHAJINTBI

25-ruapoxcu-euTaMmuH D HN®DP-1/comaTomenun C C-nentua
AHTHTHpEOT 100y 11H (Anti-TQ) OcTteoxajabuuH OpHUTPONOITHH
AnTH-THpONepokcuaa3a (Anti-TPO) Ilaparupeomanbiii  ropmon  (IITI)

(cBOOOIHBIIT)

UNITED STATES, Bio-Rad Laboratories
9500 Jeronimo Road, Irvine, CA 92618

EC |REP
FRANCE, Bio-Rad

B’O_MD Bio-Rad 3 boulevard Raymond Poincare, 92430 Marnes-la-Coquette
Laboratories Phone:(33) 1-4795-6000 / Fax:(33) 1-4741-9133

Clinical Russia, Bio-Rad Laboratorii, 105064, Russian Federation, Moscow, Nizhnij Susalnyj
. . pereulok, 5, Bldg., 5A ¢ Phone +7 495 721 14 04 » Fax +7 495 721 14 12
Diagnostics Group

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

FAX (949) 598-1550
bio-rad.com/qualitycontrol

Technical Service:
(800) 854-6737

© 2021 Bio-Rad Laboratories Inc.
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Bio-Red Clinical Diagnostics Group
Blo m Laboratories 9500 Jeronimo Road
Irvine, California 92618-2017

Tel: (949) 598-1200
www.bio-rad.com/qualitycontrol

punoxenne k WHCTPyKUMH MO NPUMEHEHUI0O HA MEAUUMHCKOE H3JesHue IJIsl
oOpamenusi Ha Teppuropun Poccuiickoii @egepaunu

HaumenoBanue MECAUIINHCKOI'O U3e/1ud

Matepuan xoHtponbHbIH «HTenukpio KouTpons Cnerumanehbii MmmyHoxumudeckuit» (InteliQ
Specialty Immunoassay Control) ajis AMarHOCTUKHM in Vitro i BHYTPHJIA0OpAaTOPHOTO KOHTPOJIS
KauecTBa MpoIieayp J1a00paTOpHBIX aHAIH30B, B BAPUAHTAX UCTIOTHEHHUS

(manee mo Tekcty Mmarepuas  KOHTpoubHbIM  «MHTenukpio  KonTtpons — CrnenuanbHbIN
Nmvmynoxumudeckuii» (InteliQ Specialty Immunoassay Control), marepuan koHTponbHbIH, InteliQ
Specialty Immunoassay Control, npoaykr, Ypoenb LTA, Vposens 1, YpoBersr 2, YpoBeHb 3,
KOHTPOJIb, MaTEPUAJIbI I KOHTPOJIS KAaUecTBa)

IMpousBoauTenb: «Bio-Rad Laboratories, Inc.» («Buo-Pan JlaGoparopues, Uuk»), 9500 Jeronimo
Road, Irvine, California 92618, USA

YnosaHoMo4eHHBbIN nIpeacTaBuTesib B P@: O6uecrso ¢ OrpannyeHnoil OTBETCTBEHHOCTHIO
«buo-Pax Jlaboparopumn» (OOO «buo-Pan Jlabopatopun»)

105064, r. MockBa, Huwxxuuiit CycanbpHblii nepeynok, 1oM 5, ctp. SA

Tem: +7 495 721-14-04, daxc: (495) 721-14-12

E-mail: ra_russia.cis@bio-rad.com

Crnenuduyeckoe HazHavyeHue 51 oOpameHusi Ha Tteppuropun Poccuiickoii
Denepaunu

Marepuan koHTponbHbIH «MHTenukbpo KonTposns Crenumaneubiii MmmyHoxumudeckuit» (InteliQ
Specialty Immunoassay Control) mnpenHa3HaueH A BHYTpUIaOOpaTOPHOTO KOHTPOJSL KauecTBa
nporenyp 1abopaTOpHBIX aHAINW30B HMKE MPEICTaBICHHBIX aHAINTOB B CHIBOPOTKE U IJIa3Me KPOBU
YeJIoBeKa Ha MMMYHOXMMHYECKUX aHalM3aTopax: 25-rugpokcu-sutamMud D (25-Hydroxy Vitamin D),
AnTtutnpeornoOynuH (Anti-Tg), Autu-tuponepokcugasa (Anti-TPO), UDP-1/comatomenun C (IGF-
1), Octeokanbimu (Osteocalcin), Ilapatupeounnsiii ropmon (ITTT) (cBo6oausiii) (PTH (intact)), C-
nentun (C-Peptide), Oputponostun (EPO). JlanHbINA TPOIYKT MpeHA3HAYEH TOJIBKO JISl TUarHOCTUKHU
in vitro.

Buumanmue!

Mo Texcty uHCTpYKIMHU UHPOpMaluio o Baprante ucnoiaenuss MiniPak 4x4 ml (12008280), mpocum
YUTATh TOJBKO B CIIPABOYHBIX LIEJISX.

KoHIleHTpanusi aHaIUTOB MOXET MEHSTh OT JIOTa K JOTY. J[Jis yrouHeHHsT KOHIEHTPAIUK aHATUTOB
clieyeT oopamarhesi K MECTHBIM TpencTaButensim Bio-Rad Laboratories.

IHoxa3anus
Marepuan koHTponbHbIH «MHTenukbp0 Kontpons Crnenuansubiii MMmMyHoxumudeckuit» (InteliQ
Specialty Immunoassay Control) mpeaHazHaueH isi BHYTPHJIaOOpAaTOPHOTO KOHTPOJIS KauecTBa
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nporenyp 1abopaTOpHBIX aHAIMW30B HIDKE MPEICTABICHHBIX aHAIWTOB B CHIBOPOTKE U IJIa3Me KPOBU
YeJIoBeKa Ha MMMYHOXMMHUYECKUX aHaiu3aropax: 25-rugpokcu-sutamMmud D (25-Hydroxy Vitamin D),
Antutupeornodynus (Anti-Tg), Autu-Tuponepokcuaasa (Anti-TPO), UDP-1/comaromenun C (IGF-
1), Ocreokansiun (Osteocalcin), I[Taparupeounnsiii ropmon (ITTT) (cBo6omusiit) (PTH (intact)), C-
nentua (C-Peptide), Oputponostun (EPO). JlaHHbI POIYKT MpeIHA3HAYEH TOJIBKO ISl TUArHOCTUKA
in vitro.

IIporuBonOKa3aHus
He npumenumo. M3nenue npenHazHadeHo yist 1a00paToOpHOM JUArHOCTHKH.

ITo0ouHbIe nelicTBUA
He HpI/IMeHI/IMO, T.K. U3CJIHUC npenHa3Haquo JJIA na60paTopH017I JUArdHOCTHUKH.

Oobs1acTh NpMeHeHUs
HJ’IH HpO(i)CCCI/IOHaJ'IbHOFO HCIIOJIb30BaAHHA MCIHUIUMHCKHM IICPCOHAJIOM KIIMHUKO-AWMAIHOCTUYCCKHX
nabopaTopuid.

Teopernueckoe 000CHOBaHHE

KonTponbHble MaTepuanbl HEOOXOAMMBI Ui oOOecledeHUsT IOBCEAHEBHBIX BHYTPUIA0OpPaTOPHBIX
IIpOLEYp KOHTPOJIA KauyecTBa (ONEpaTUBHOIO KOHTPOJII KauecTBa), HAPABJICHHBIX Ha BBISIBICHUE
HEJONYCTUMBIX CIy4YallHBIX M CHCTEMaTHYECKMX IIOTPEIIHOCTEH Ha AHAJIUTHUYECKOM JTalle
KJIIMHUYECKHUX J1a00paTOPHBIX UCCIIEJOBAHUM, BBITIOIHAEMBIX KOJIMYECTBEHHBIMU METOAAMH.

KoHTpoib kauecTBa aHaJIUTUYECKOTO ATamna KIMHUYECKHUX J1a0OpaTOPHBIX HMCCIEIOBAaHUM SBIISETCS
HEOTHEMJIEMON YaCThIO CHCTEMBI B3aMMOCBS3aHHBIX MEpP IO YINPABICHUIO Ka4eCTBOM KIMHUYECKUX
nabopaTtopHbIX HccaenoBaHui. CHucTeMaTHYeCKOe BBIMOJHEHHE MPOILENyp ONEPaTUBHOIO KOHTPOJIS
Ka4ecTBa MO3BOJISAET C TOMOIIBIO KOHTPOJIBHBIX ITPABUJI U YCTAHOBIICHHBIX KOHTPOJIBHBIX IIPEIEIIOB IS
Ka)KJJOTO aHAJIMTA BBISIBUTH HEJOIMYCTUMBIE MOTPEIIHOCTH U MTPOBECTU PabOTY MO UX YCTPAHEHHUIO.

HepequL U OIIHCAHME MATEPHAJTOB MCIUMINUHCKOI0O H3aejaM#A, BCTylawIUX B

HEMOCPeICTBEHHbI KOHTAKT C OPraHu3MOM NANMEHTAa (TeJI0M YeJIOBEKA)
He IMPUMCHHUMO. MaTCpI/IaJ'II)I JAHHOTO MCIAUIMHCKOI'0 U3CJIUA HC BCTYIIAIOT B KOHTAKT C OPraHnu3MOM
ManueHTa HY HapsSMYI0, HU OITOCPeA0BaHHO. MeIUIIMHCKUI TepcoHan paboTaeT B epyaTkax.

IIpouenypa (momosiHeHue)

Pa3zmoposka npoaykra:

ITocne pasMoOpaKuBaHUA OCTOPOIKHO TICPECBCPHUTEC HpO6I/IpKy HECKOJIBKO pa3 I obecnieyeHus
OIHOPOJHOCTH, n30eras BCIIEHUBAHMUSL.

KomiuiekT nocraBku

Matepuan xoHtponbHbli «HTenukbio Kontpons Cnenmanehbiii MMmyHoxumuueckuit» (InteliQ
Specialty Immunoassay Control) mis nmuarHocTuku in vitro uis BHYTpUIaOOpaTOPHOTO KOHTPOJIS
KadyecTBa Mporeayp J1a00paTOPHBIX aHAIN30B, B BAPHAHTAX UCTIOTHEHUS
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1. Marepuan koHTposibHBIN «MHTEenukpi0 KoHTpons CrnenuanbHblii MMMyHOXUMHUUYECKUI
(InteliQ Specialty Immunoassay Control) misi AUarHOCTHKH in Vitro i BHYTPHJIA0OPATOPHOTO
KOHTPOJISI KauecTBa MpoLeayp Ja00paTOpHBIX aHATH30B, BAPUAHT UCIIOIHEHUS

Marepuan kouTponbHblid YpoBenb LTA, nmpoOupka, o0bem 4 Mt — 6 miT.

2. Martepuan koHTpoibHbIH «MHTenukpto KonTpons ChneuuanbHelii MIMMyHOXMMHUYECKHI»
(InteliQ Specialty Immunoassay Control) mis AMarHOCTHKH in Vitro IS BHYTpHIa0OpPaTOpHOrO
KOHTPOJISI KaueCcTBa IPOLEAYp Ja00PaTOPHBIX aHAIU30B, BAPUAHT UCIIOIIHEHUS

Marepuan KOHTpOJIBHBIA YpoBeHb 1, mpobupka, 00bem 4 M1 — 6 1T,

3. Martepuan koHTpoibHbIH «MHTenukpto KonTpons CneumanbHbiii VMMyHOXMMHYECKHID)
(InteliQ Specialty Immunoassay Control) misi IUarHOCTHKH in Vitro aJis BHYTPHJIA0OpaTOPHOTO
KOHTPOJISI KauecTBa MpoLeayp Ja00paTOpHbIX aHAIU30B, BAPUAHT UCIIOIHEHUS

Matepuan KOHTPOJIBHBIN Y POBEHb 2, poOupka, 0obeM 4 M — 6 mT.

4. Marepuan koHTponbHbIM «MHTenukbt0 KouTpons Cnenuanbablii IMMyHOXMMUYECKUN»
(InteliQ Specialty Immunoassay Control) mist AMarHOCTHKH in Vitro Ui BHYTpUIaOOpaTOPHOTO
KOHTPOJISI KauecTBa MpoLeayp Ja00paTOpHBIX aHATH30B, BAPUAHT UCIIOIHEHUS

Marepuan KOHTPOJIBHBIH YPOBEeHb 3, MpoOupKa, 00beM 4 Mi1 — 6 TIT.

I/IHCTPYKIII/DI o NMpUMCHCHUIO HC BXOAWUT B KOMIUJICKT ITOCTAaBKH. I/IHCTPYKHI/ISI o NpuMCHCHUIO B
6YMa)KHOM BHUAC IIPCAOCTABIIACTCA HOTpC6I/ITCJ'IIO BMECTE€ C OCTaJIbHOM COHpOBOHHTeHBHOﬁ
HOKYMGHTaHHGﬁ Ha MCOULMHCKOC H3JACIHC IIPU OTTPY3KE KIIMCHTY. I/IHCTPYKIII/IH o NpPpUMCHCHHIO
TAKXKC NOCTYIIHA B 3JICKTPOHHOM BUAC YUCPE3 HHTepHCT o aapecy WWW.myEinsertS.Com, CCBLJIIKa Ha
KOTOpI)II\/JI YKa3aHa Ha MapKHPOBKE MECAULMHCKOTO U3ACIIUA HAa PYCCKOM A3BIKEC.

Mepsb1 0€301aCHOCTH (A0MOJIHEHHUE)

. Jlia nuarsoctukd in vitro (IVD).
J Tosbko 1 MpohecCnOHANBHOTO HCIOIb30BAHMS.
J HeoOxonumMo cobmogaTh OCTOPOXKHOCTh IMpPH OOpaIleHWH C JI@HHBIM MPOIYKTOM, UYTOOBI

n36exath pazope3ruBanus. C 1EIbI0 3alUThI OT OPBIT MPOAYKTA UCTIOJIB3YUTE MOAXOISIINE CPEACTBA
JUIS 3aIIUTHI T1a3/711a BO BpeMs paboThl (0JHOPA30BbIe MEPUATKH U 3ALIUTHYIO OJIEXKY).

. N30eraiite KOHTaKkTa peareHTOB C IJla3aMM M CIU3UCTBIMU oOonoukamu. [lpu momananum
pEareHTOB Ha YyBCTBUTENIBHBIE YYACTKH IIPOMONTE MOPAKEHHBIE YYACTKH JTOCTATOYHBIM KOJIMYECTBOM
BOJIBI.

. He nomyckate MHUKpOOHOTO 3arpsi3HEHHMsI pPEareHTOB, MOCKOJBKY 3TO MOXET MPHUBECTH K
MOJTYYEHHUIO OIIMOOYHBIX PE3yIbTaTOB.
. BriOpaceiBaiiTe Bce HEHY)XHbIE MaTepUallbl B COOTBETCTBUU C MECTHBIMHM TPeOOBaHUSIMU I10

yTUau3auu 0Tx010B. Eciii yrmakoBka moBpesk/IcHa, oOpamaiTech B MECTHBINH oTIe npogaxk Bio-Rad
Laboratories mmu B ciry:k0y TexHUUecKor moanepxku Bio-Rad Laboratories.

Orpannyenusi (10M0JHEHHUE)

Tectbl Ha pu3HaKK UHOUIUPOBAHUS BUPYCOM UMMYHoiedunnTa yenoseka (BUY), Bupycom renarura
B (BI'B) u Bupycom renaruta C (BI'C) BbIsiBUIIN OTCYTCTBUE peakUUii WM OTPULIATEIbHBINA pe3yibTar,
4TO noATBepkaaeT orcyrcrBue antuten kK BUY 1,2 u Bupycy renarura C u HBsAg.
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IKCIIIYATAIMOHHBbIC XAPAKTEPUCTHKHU (TOMOJIHEHHE)

BocnpoussoaumocTb

B pamkax wucciaenoBaHus BOCIPOHM3BOJAMMOCTH MaTepHaia KOHTpoJbHOro «MHTennkbpio KoHTpoIb
Crnenuansasiii UMmmynoxumuuaeckuitn» (InteliQ Specialty Immunoassay Control) kaxislii aHamut
TECTUPOBAJICS [0 KpalHEeH Mepe B TpeX KIMHUYCCKUX J1a00paTOpusx WIM y IPOU3BOIUTEIIS
COOTBETCTBYIOIIUX PEAreHTOB [UIsl ONPEICIICHUS aHAIMTOB B o0Opaslle Ha WMMYHOXUMHYECKHX
aHanu3aropax. Kaxmoi WCHBITaTeNbHON TUIOMIANIKE MPEIoCTaBIsUINCh 00pasibl InteliQ Specialty
Immunoassay Control B goctatogyHOM KoNM4ecTBe. KOMM4ecTBO MpeaoCTaBICHHBIX 00Pa3I[0B 3aBUCETIO0
OT KOJIMYECTBA 3aIIAHMPOBAHHBIX HCIBITAHUNA, 00beMa, HEOOXOAMMOIO JUIS KaXJIO0r0 MCIBITaHUA, U
KOJIMYECTBA HMCIIOJIb3yEeMbIX aHAIM3aTOPOB. VcmbITaHUS BOCIPOM3BOJAUMOCTH OBLIM MPOBEICHBI IS
BCEX aHAJMTOB B HECKOJIbKMX ITOBTOPHOCTSAX IO KpallHEH Mepe ¢ OJHUM Pe3yJIbTaTOM B JICHb, HapsTy C
WCIBITAHUSMH BHYTPEHHErO KOHTPOJS KadecTBa aHaimuTa. J[7s KaKaoro oOpasia pacCUMTHIBAIMCH
CpeJHee 3HaUYeHUE U CTaHapTHOE OTKJIOHEHHE.

NHCTPpYKIMM 110 MOJYYEeHUI0 TA0JIMI JaAHHBIX (TA0JMI] ATTECTOBAHHBIX 3HAYEHM )
Tabauip! qaHHBIX (TaOJIMIl ATTECTOBAHHBIX 3HAYCHHIA) MPEIOCTABISIOTCS Yepe3 MHTepHeT 1o axpecy
WWww.myeinserts.com U He BXOIAT B KOMIUIeKT moctaBku InteliQ Specialty Immunoassay Control.
HmeroTest U Apyrue crocoObl MOJTydeHus TaOJIuI| JaHHBIX (TaOJUIl aTTeCTOBAHHBIX 3HAUYCHUIT), PO
KOTOpBIC MOXKHO y3HaTh B MECTHOM IpeacTaButeibcTBe Bio-Rad Laboratories, Inc.

MeTpOJIOFI/I‘IeCKaﬂ MPOCJIC:KUBACMOCTD

He npumenumo, t1.k. Marepuan KoHTpodbHbI «MHTenukpio KonTposns CrnenuanbHbii
Nmmynoxummueckuit»y  (InteliQ  Specialty Immunoassay Control) HeoOxomum uiss  1enei
BHYTpHJIA0OpaTOPHOTO KOHTPOJS KadecTBa. Kaxaplii ypoBeHb Marepuaja KOHTPOJIBHOTO HMEET
npeaciibl  OpeamnojaraCMbix  MPHUEMIICEMBIX 3Ha‘~IeHHI>i, Ka)K)II)II\/JI HWHTECpBAJI IIOJYUYCH IIYTEM
MeXJ1a00paTOPHOT0 KOHCEHCYCa B OTHOILICHUH OJJTHON 33JaHHON METOAMKHU BBIITOJIHEHHS U3MEPEHNUH, a
3HAYEHHS MPEIEIOB METPOJIOTHYECKH HE MPOCIIEKEHBI.

XpaHeHHe M YCTOMYMBOCTD (IOMOJTHEHHE)

OTOT NPOJIYKT COXPAHSIET YyCTOWYMBOCTh O UCTEYEHUsI CPOKA TOAHOCTH IPU XPAHEHUH HEBCKPBITHIM
npu Temmeparype ot -20 10 -70°C 10 yka3aHHOTO CpOKa TOIHOCTH Ha YIaKOBKe (MakCUMaJbHO 24 Mec.
C JaTbl  M3rOTOBIEHMA). JIId  ONTUMAIBHBIX  pe3yabTaTOB  M30€raiire  MCIOJIB30BaHUS
HU3KOTEMIIEPATYPHBIX XOJOUIBHUKOB C UCIIAPUTEIIEM HAJIEN U1 XPAHEHUS ATOr0 IPOAYKTA.

YciaoBusi TPaHCIOPTUPOBKH

Ilepen otmpaBkoi ¢ 3aBoJIa MPOAYKT MPOXOJUT KOHTPOJIbHBIE MPOBEPKU. MEXTyHApOIHbIE CUMBOJIBI
Ha YNAaKOBKE M CHENHAIbHBIC MHCTPYKIHU MO OOPAIIEHUIO YKa3bIBAIOT TPAHCIIOPTHPOBIIUKY, Kak
cienyer oOpamarbes € 3TUM NpOoAyKToM. IlpM mModydeHHMH NpOayKTa BHUMATEIBHO OCMOTPUTE
ynakoBKy. [1py Hammaum M00BIX CIIe0B HEMTPABWIIBHOTO OOpAIIEHHS WM MOBPEKACHHUSI HEMEIEHHO
oOpatuTech B OTHEN OOCIYKMBaHHMsS KIMEHTOB KommaHuu Bio-Rad Laboratories, Inc. wmm x
PETHOHATILHOMY ITOCTaBIIHUKY.

TpancnopTupoBKa OCYyIIECTBISAETCS BCEMH BUJAMH TPAHCIIOPTA B KPHITHIX TPAHCIIOPTHBIX CPEJICTBAaX B
COOTBETCTBHHM C MPABWJIAMH II€PEBO3KH TPy30B, ACHCTBYIOIIMMHM HAa KaKIOM BHJAE TPAHCIIOPTA.
[TpoxyKT TpaHCHOPTUPYETCS C COOIIOAEHUEM CIEYIOLIUX YCIOBUI: B 3aMOPOKEHHOM BUJIE.
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Crepuiansanus
I/I3I[€J'II/IC IMOCTAaBJIACTCAA HCCTCPUIIbHBIM. He IMOMJIC)KUT IIOBTOPHOMY HCIIOJIB30BaHUIO H/Uan
CTCPUIIN3alluU I1O0JIB30BATCIICM.

TpeGoBanus K oXpaHe OKpY:KaloLieil cpeabl

MeauuvHCKOEe W3A€Iue IPU  HUCIOJIb30BaHUM, TPAHCIOPTUPOBKE W XPAaHEHHWHM HE OKa3bIBacT
HEraTUBHOTO BO3JCHMCTBHUS Ha 4YEJIOBEKA M OKPYKAIOLIYI0 Cpeay INpH COOMIOACHUM YCIOBHM
IIPUMEHEHHUS] U MEP MIPENOCTOPOKHOCTH, YKA3aHHBIX B UHCTPYKIIMH.

Yruiauzanus

Bo n30exanne BO3MOXKHOTO 3arpsi3HEHUS OKpYKarotei cpeasl Marepruan KOHTPOJIbHBINA «HTETHKBI0
Kontpons Cneumansueiii Ummynoxumuueckuii» (InteliQ Specialty Immunoassay Control) s
IMAarHOCTHKHM 1N Vitro JUisi BHYTPHJIA0OPAaTOPHOTO KOHTPOJIS KadecTBa IMPOLEAYpP J1adOpaTOpHBIX
aHaJIM30B, B BApUAHTaX UCIIOTHEHHSI C UCTEKIIIMM CPOKOM T'OJHOCTH, & TAKKE OTXO/IbI, UCIIOJIb30BAHHBIX
MaTepUaIOB  KOHTPOJIBHBIX, JIOJDKHBI ~ YTHJIM3HPOBATHCS B COOTBETCTBUM C  MECTHBIMHU
roCy/1apCTBEHHBIMU H/WJIM OOTbHUYHBIMU HOPMATUBHBIMU TPEOOBAHUSIMH.

[IpaBuIbHOE YHUUTOXKEHUE M YTHIIM3ALUs OyIeT IMOAJIEPKUBATh COXPAHEHUE PUPOIHBIX PECYPCOB U
COJICHICTBOBATH 3aIlUTE 37J0POBHS UYEJIOBEKA U OKPYKAIOIICH CpeIbl.

YTHIu3anms 0TX010B YIAKOBKH.

VYnakoBka mpoaykuuu Bio-Rad Laboratories, Inc. pa3paborana c menbi0 CBEACHUS K MHHUMYMY
3arps3HCHUSI  OKPYXKAaIOIeH Cpeapl [P  COXPAHCHHWH IEJIOCTHOCTH IPOAYKTa BO  BpeMs
TPAHCIIOPTUPOBKH U XPAHCHUS. Y1akoBoOYHBIC OTXOAbI JOJ’KHBI YTUJIM3UPOBATHCA B MCCTHBIX ITYHKTax
cOopa yrakoBKH, B CIICIIHATH3UPOBAHHBIE KOHTEHHEPHI, PACTIONIOKEHHBIE B MyHHUITHITAINTETaX.

YTrunusanus u3eus ¢ HCTEKIIHM CPOKOM IOJHOCTH M 0TX0J0B, HCII0JIB30BAHHBIX PEareHTOB.
[Ipn yrtunmzanuy WM YHUYTOKEHHM W3JIE€IUM C HCTEKIIMM CPOKOM TOJHOCTH, a TaKXe OTXOOB,
UCTOJb30BAHHBIX MAaTEepHaJiOB KOHTPOJBHBIX, HEOOXOAMMO JEHCTBOBaTh B COOTBETCTBUU C
TUTHEHUYECKUMH HOpMaTHUBaMM M CIE€A0BaTh OQUIHUAIBHBIM HHCTPYKIMSAM IO YTWIM3ALUA U
YHUYTO)KEHUIO MOTEHIUAIbHO HHPEKIIMOHHOTO U XUMHUYECKOT0 MaTepHaa, IPUHATHIM Ha TEPPUTOPUN
Poccuiickoit ®eneparuu u B nansom JIITY.

KiroueBblMM BOIpocaMu B CTPAaTErHMM YIPABICHUS OTXOAAMM SIBISAETCS ONTHUMM3ALUsl TAaKTHK U
IIOAXOJ0B K KOHEYHBIM MPOAYKTAM, a TAK)KE MUHUMU3ALMSA BO3MOXKHOTO 3arps3HEHUs OKPYKAOLIEH
Cpeabl.

bosnee mnoapoOHyr0 HHPOPMALKIO MOXKHO NOIYYUTb Yy IPOM3BOAUTENS / YHOJIHOMOYEHHOTO
MIPEACTABUTENS IPOU3BOAUTEIIA.

YTunuzanus 10JKHA TPOBOJUTHCA B COOTBETCTBUU C MECTHBIMA HOPMAMM 3aKOHOJATENIBCTBA, 4 TAKKE
B COOTBETCTBMM C IIPOTOKOJAMU MEIHULMHCKOIO YYPEKICHUS, TIAE€ HCIHOJIB3YIOTCS [aHHBIE
MeAUIMHCKUE u3aenus. He yrunuzupoBaTb COBMECTHO € OBITOBBIMU OTXOJIaMHU.

I'apanTHiinbie 00s3aTe/ILCTBA

[IpousBoauTens rapantupyer, 4yto Marepuas KOHTpoiabHbIH «MHTENMKBI0 KoHTpoas CrnernuanbHbIi
Nmvmynoxumudaecknit» (InteliQ Specialty Immunoassay Control) mist IUarHoCTHKU in Vvitro Aiis
BHYTPHJIA0OpAaTOPHOTO KOHTPOJISI KadecTBa MPOLEAYp JIaOOpaTOPHBIX aHAIHW30B, B BapHaHTaX
WCIIOJTHEHUS] COOTBETCTBYET CHEIU(UKALINIM, 3asBJICHHBIM Ha dTHKETKe. [[pon3BOIUTENb TapaHTHPYET
0€30IMaCHOCTh METUITUHCKOTO H3JIEITUsI, OTCYTCTBUE HEIOMYCTUMOTO PUCKA TPHUNHEHUS BPE/Ia )KU3HH,
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3I0POBBI0 UEJIOBEKA M OKPYXKAIOUIEH cpele MNpU HCHOJIb30BAHMU MEIUIIMHCKOTO H3AENus IO
Ha3HAYCHHIO B YCIOBUSX, TPETYCMOTPEHHBIX POU3BOIUTEIIEM.

[IpousBoauTeNb rapaHTUPYET CTAOMIBHOCTh MEIUIIMHCKOTO U3/EIHS 10 OKOHYAHUS CPOKa FOJJHOCTH
IIpH COOJTIO/ICHUH YCIIOBUN TPaHCIIOPTUPOBAHUS, XPAHCHHS U IPUMEHEHUS, YKa3aHHBIX B HHCTPYKITUH.
W3nenust AOMKHBI MCHOJIB30BAaTHCS TOJBKO 10 MCTEYEHHS] CPOKa TOJHOCTH, KOTOPBIM yKa3aH Ha
YIaKOBKE.

[To Bompocam, CBA3aHHBIM C Ka4eCTBOM H3JENUN, a Takke C WX paboTOH, HY)KHO oOpamarbcs K
VY101HOMOYEHHOMY MIPEACTABUTENIO TPOU3BOAUTENS HAa Tepputopuu PO:

OO0miecTBO € OrpaHMYEeHHOW OTBETCTBEHHOCThIO «bmo-Pax JlaGoparopun» (OOO «buo-Pan
JIaboparopuny), 105064, Mocksa, Hiwxuuit CycanbHbIid Iepeyiiok, 1om 5, ctp. SA, Tenedon: +7 (495)
721-14-04, e-mail: diag_support_rcis@bio-rad.com; www.bio-rad.com

IIpeTen3uu nmo Ka4ecTBy (pPeKJIaManin)

HOpSII[OK NpCaAbABICHUA pCKJIaMaLII/Iﬁ U OTBCTOB Ha HUX DPEryjliMpyeTCiad TIPAXKIAAHCKHUM IIPABOM.
PGKJ'IaMaIII/IFI MOKCT MPEABABIIATLECA TOJIBKO IO TAKMM BOIIPOCAaM, KOTOPBIC HE ABJIAINCH NPCIMECTOM
IIpUEMKH TOBApa, HpOHSBG,Z[CHHOfI B COOTBCTCTBHUHU C YCIIOBHUAMHA JOT0OBOpPA.

I[To Bcem BompocaM, CBSI3aHHBIM C OOCIY>)KHBaHHEM HW3JICIHS, HEOOXOAUMO OOpaTUThCA K
yHOJ’IHOMO‘IeHHOMy IpCaACTaBUTCIIIO IIPOU3BOAUTCIIA. B ClIydyac pcCKjlaManuu 06pamaTLc>1 K
IMPOU3BOJUTCIIIO U / nim YIIOJJHOMOYCHHOMY IPEACTABUTCIIIO IPOU3BOJUTECIIA.

Matepuan xoHTposbHBI «WHTenmukbpi0 KonTpons Chnenuanbsbiii MmmyHoxumudeckui» (InteliQ
Specialty Immunoassay Control) mocraBisieTcsi TOTOBBIM K NPUMEHEHHI0 HAa UMMYHOXMMHYECKUX
aHaynm3aropax. s Gomee moapoOHON WHQOpPMAIMKM KacaTeIbHO IOMOJIHUTEIBHBIX HEO0OXOIUMBIX
MaTepuasoB oOpalaiTech K COOTBETCTBYIOIIMM MHCTPYKIMSM MO MPUMEHEHHIO HAOOpOB peareHTOB
JUIS OIIPEJICJIEHNS aHAIIUTOB M PYKOBOJICTBY I10JIb30BATENsl HA AHAJTN3aTOPHI.



