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Marepuan koHTpoJbHbIH BI'C aasi numarHocTukm in vitro s BHYTPHIA0GOPaTOPHOIO
KOHTPOJI1 Ka4eCTBa MPoUeAyp Ja00paTOPHbIX AHAJIN30B, B BADHAHTAX HCIIOJIHEHUS
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Conep:xanue

1. IHCTpYKUMS 1O MPUMEHEHUIO Ha MEANIIMHCKOE U3JIETIHe
Marepuan xkoHTpodbHbI BI'C anmst quarHOCTHKHM in vitro Juis BHYTpUIIaOOpPaTOPHOTO KOHTPOJIS
Ka4ecTBa MPOLEAYP JJaOOPAaTOPHBIX aHATN30B, BADUAHT MCIIOTHEHHS

Marepuan koutpoasabiii BI'C Huskuit Yposens (EDX HCV Low Run Control), npo6upka, o0bem

1 M1 — 5 mr.

2. MHCTpyKIMs 110 NPUMEHEHUIO HA MEIULIMHCKOE U3/ETINe
Marepuan xkoHTpoiabHbIi BI'C nmisi muarHOCTHKM in Vitro Jjisi BHYTPUIAOOPATOPHOTO KOHTPOJIS
KayecTBa MpoLeayp J1a00paTOpHBIX aHAIN30B, BAPHAHT UCTIOTHEHUS

Marepuan kontposbHbii BI'C Bricokuit Yposernr (EDX HCV High Run Control), mpo6upka,

00beM 1 M1 — 5 .



EXRCTEX

NHCTPYKIMUA 11O IPUMEHEHHWIO

(INSTRUCTION FOR USE)

HA MEIWITHCKOE W3/EJINE

Marepuan koHTPOJbHbIH BI'C nas amarHocTukm in vitro s BHYTPWIA0OPATOPHOIO
KOHTPOJIS1 Ka4eCTBa MPouUeaAyp Ja00paTOPHbIX AHAJN30B, BADHUAHT MUCIIOJTHEHUS

Marepuaa koutposabHblii BI'C Huskuii Yposens (EDX HCV Low Run Control), npodupka,
o0bem 1 mu1 — 5 .

IIpousBoauTeb:

Exact Diagnostics, 100 South Jones Street, Suite 100, Fort Worth, Texas 76104, USA

2023

Bepcus 1
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Exact Diagnostics HCV Low Run Control

KatanoxHbin Homep: HCVL101

EDX HCV Low Run Control

HCVL101

KaTanoxHblit Homep

KomnoHeHT PekombuHaHT Bupyca renatuta C (HCV)
MaTtpuua WctunHaa 3ATA-nnasma
KoHcepBaHT ProClin® 300
XpaHeHue -20 °C nnu Huxe
Obbem 1,0 mn
KonunuectBo npobupok B 5 Npo6MpPoK
Habope
Konunuectso
MHorokpaTHoe ucnonb3oBaHne
1cnonb3oBaHus

Cpok xpaHeHus 36 mec. ¢ AaTbl NPOU3BOACTBA

lMpocnexvBaemMocTb 47 mexxayHapoaHbIn ctaHaapT BO3

Mepbl NPeaoCTOPOXKHOCTH Buonoruyeckme pucku

[ns AMarHocTukv B nabopaTopHbIX

PerynaTopHbIn ctatyc
ry P y YCIOBUSX

NMPUMEHEHME NO HA3HAYEHMUIO:

EDX HCV Low Run Control npeactaensiet coboii BHelLHee CpeacTso
KOHTPOMS KayecTBa, NpeAHasHauYeHHoe AN MCMOonb30BaHNsS B npoLecce
npoeedeHVss aHanu3oB Bo3dyautenen HCV gns  MOHMTOpWHra
nokasatenen pAdaHHoro aHanmsa. EDX HCV Low Run Control
oTkanubpoBaH cornacHo 4™ mexgyHapogHomy cTtaHgapty BO3 ans
Bupyca renatuta C (06/102)'. [daHHoe cpeacTBO Mcronbayercs Ons
MoHuTopuHra Hannunsa PHK Bupyca renatuta C (HCV). MNpumeHenne EDX
HCV Low Run Control B noBcegHeBHol paboTte no3sonseT nabopaTtopusim
OLEHNBATb CYTOYHbIE M3MEHEHWS U U3MEHEHNS XapaKTepUCTMK OT napTum
K mapTuM B mpoLecce NPOBEeAEHVS CBOMX MOMEKYNAPHbIX aHanvM3os U
npoTecTupoBaTh kBanudukaLuumio onepaTopa.

OMUCAHMUE MNMPOAOYKTA:

EDX HCV Low Run Control paspabotaH c ucCnonb3oBaHUEM
pekombuHaHTa Bupyca renatuta C (HCV), koTopbivi cogepXuT BCTaBky 5’
UTR HCV. CpeagctBo koHTpons EDX HCV Low Run Control
npegHas3Ha4yeHo Ans TeCTMpOBaHWs BCEro npouecca MONeKynsipHoro
aHanusa, BKItOYas 3KCTparmpoBaHue, AeTeKTMpoBaHve "
aMnnndukaumio.

EDXHCV Low Run Control cosgaetcs B uctunHon O TA-nnasme, kotopas
sBnsieTca HedyscTButenbHon k AHK HBV, PHK HCV, PHK BWY-1,
HBsAg v aHtutenam ans BUY-1/2 n HCV.

NPOLIEAYPA:

Ona EDX HCV Low Run Control TpebyeTcsi atan akcTparMpoBaHusi.
CpencTBO KOHTPOMS AOSMKHO 0bpabaTtbiBaTbCA aHanorndHbiM obpasom,
Kak 1 apyrue TectupyemMble o6pasubl. OTO NO3BOMSIET OnepaTopy OLEeHUTb
METOAMKY IKCTParMpoBaHus.

EDX HCV Low Run Control siBnsieTca HeaTTeCTOBaHHbIM CPeACTBOM
KOHTPOMS U He WMEEeT TMNPUCBOEHHbIX 3HayeHuin. [laHHoe cpeacTBo
KOHTPOMNS He 3ameHsieT Habop cpeacTB KOHTPONs npousBoauTens,
npefocTaBnsieMbIX BMeCcTe ¢ Habopom peareHTOB Ans aHanusa. MNpoaykr
EDX HCV Low Run Control gomxeH TecTupoBaTbCs B COOTBETCTBUU C
MHCTPYKUMAMW U pekoMeHAauusiMm npousBoauTenss Habopa peareHToB
Ons  aHanuM3a wnuM - ucnbiTatenbHou  nabopatopuun.  Oxupaaemble
pesynbTathl ucnonb3oBaHus EDX HCV Low Run Control gomkHbl 6biTb
YCTaHOBIEHbl KOHEYHbIM NOMb30BaTeNeM B OTHOLLUEHWM ONpeaerieHHOro
Habopa peareHTOB A aHanuaa.

XPAHEHUE U OBPALLEHUE:

EDX HCV Low Run Control cnepyet xpaHutb npu Temnepatype -20 °C unm
HUXe.

Mepen npumeHeHvem pasmopo3bte EDX HCV Low Run Control npu
KOMHaTHOW TeMnepaType v 6bICTpo nepemMellaniTe BUXPEBLIM CNOCOBOM.

Mocne otramBanHna EDX HCV Low Run Control ctabuneH B TeyeHve 5
OHeW npu xpaHeHun npu Temnepatype 2-8 °C. [lpoaykT MOXHO
3aMOpPO3NTb U UCMONb30BaTbL NOBTOPHO He Bonee yeTbipex (4) pas. MNocne
YeTBEPTOro LMKMa 3amMOpaxuBaHUS-OTTaMBaHWA OCTaBLUMWCS maTtepuan
cnegyert yTunuanposaTb. He pa3baenate.

He cnepyet mncnons3oBatb EDX HCV Low Run Control no ncreveHum
cpoka rogHOCTW.

OrPAHUYEHUA:

[Ons AnarHocTUkM B nabopaTopHbIX YCOBUSIX

NPEAYNPEXAEHUA U MEPbLI MPEAOCTOPOXHOCTM:

EDX HCV Low Run Control cogepxuT pekoMbuHaHT Bupyca renatuta C
(HCV), opgHako npopykT crnefyeT paccmaTtpvBaTb Kak ©uonorudecku
onacHbln. Heobxoaumo cobnogaTb 06bl4HbIE MEPbI NPEAOCTOPOXHOCTU U
TpeGoBaHVs Haanexawen ytunusaumm?, He oTmepuBaiTe npoaykT
nuneTkow nepopanbHo. He KypuTe, He elbTe U He nenTe B 30HaX, rae
HaxoasTcs n obpabaTeiBatoTCA 06pasLpbl BeLecTBa.

Bbi6pocuTte npoayKT, ecnv ynakoBka npoAyKTa nospexaeHauny npotekaer.
[esnHduumnpynTte xuagkocTn, matepuans unu pasnuebl 0,5 % pactsopom
rMnoxnopuTa Hatpusa. YTunuaupynWTe Bce MaTepuanbl U XKUAKOCTH,
ucnonb3oBaHHble B XOA4e Mpouedypbl, Kak OyATo OHWM  copepxat
naToreHHble MYKPOOPraHWU3Mbl.

MarotoeneHo komnaHuen: Exact Diagnostics, 100 South Jones Street, Suite 100, Fort Worth, Texas 76104

www.exactdiagnostics.com
PI0008-ROW pea. 05.00
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Exact Diagnostics HCV Low Run Control

KatanoxHbin Homep: HCVL101

CMPABOYHbIE CCbIJIKW:

4" mexayHapoHbi ctaHaapT BO3 ans supyca renatuta C (06/102)
IFU. http://www.nibsc.org/documents/ifu/06-102.pdf

2Siegel JD, Rhinehart E, Jackson M, Chiarello L, and the Healthcare
Infection Control Practices Advisory Committee, 2007 Guideline for
Isolation Precautions: Preventing Transmission
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BepxHsial rpaHyLa TemnepaTypHoOro gnanasoHa
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Exact Diagnostics

100 South Jones Street, Suite 100,
Fort Worth, Texas 76104

United States

Bio-Rad
Laboratories

Clinical
Diagnostics Group
500 Jeronimo Road

Irvine, California 92618

(800) 854-6737

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

Technical Service:
(800) 854-6737

United States Customer Service: 4000 Alfred Nobel Drive ® Hercules, California 94547 * Phone (510) 724-7000 ® FAX (510) 741-6373

Also in: Gladesville, Australia, Phone +61 (2) 9914 2800 * Fax +61 (2) 9914 2888 Vienna, Austria, Phone +43 (0) 1 877 89 01 9 * Fax +43 (0) 1 876 56 29 Temse, Belgium, Phone +32 (0) 3 710 53 00 * Fax +32 (0)
37105301 S&o Paulo, Brazil, Phone +55 11 3065-7550 Montréal, Canada, Phone +1 514 334 4372  Fax +1 514 334 0872 Shanghai, China, Phone +86 21 6169 8500 ® Fax +86 21 6169 8599 Prague, Czech
Republic, Phone +420 241 431 660 Science Park, Phone +45 44 52 10 00  Fax +45 44 52 10 01 Helsinki, Finland, Phone +358 9 804 22 00 Marnes-la-Coquette, France, Phone +33 (0)1

47 05 80 00 = Fax +33 {0V 47 41 01 33 Munichk Garmany, Phone +49 (0) 80 31884 303 = Fax +49 /0) 80 31884 136 Athens. Greace, Phone +30 210 7774398 = Fax +30 210 7774375 Quarry Bay, Hong Kona,
47858000 = Fax +33 {0)1 47 41 91 33 Munich, Germany, Phone +49 (0) 89 31884 393 = Fax +48 {0) 82 31884 136 Athens, Greece, Phone +30 210 7774396 = Fax +30 210 7774375 Quaity Bay, Hong Kong,

Phone +85 2 2789 3300 * Fax +85 2 2789 1257 Budapest, Hungary, Phone +36 1 459 6190 ® Fax +36 1 459 6101 Haryana, India, Phone +91 124 4029300 * Fax +91 124 2398115 Rishon Le Zion, Israel, Phone
+972 03 963 6025 * Fax +972 03 951 4129 Milan, Italy, Phone +39 024 94 86 600 * Fax +39 02 21609399 Tokyo, Japan, Phone +81 3 6361 7070 * Fax +81 3 5463 8481 Seoul, Korea, Phone +82 080 007 7373 *
Fax +82 (2) 3472 7003 Mexico D.F., Mexico, Phone +52 (55) 5488 7670 * Fax +52 (55) 1107 7246 Veenendaal, The Netherlands, Phone +31 (0)318 540 666 * Fax +31 (0)318 542 216 Auckland, New Zealand,
Phone +64 (9)415 2280 © Fax +64 (9)415 2284 Oslo, Norway, Phone +47 23 38 41 30 ® Fax +47 23 38 41 39 Warsaw, Poland, Phone +48 22 331 99 99 * Fax +48 22 331 99 88 Amadora, Portugal, Phone +351 21
4727 700 * Fax +351 21 472 7777 Moscow, Russia, Phone +7 495 721 1404 * Fax +7 495 721 1412 Singapore, Phone +65 6415 3170 * Fax +65 6415 3189 Johannesburg, South Africa, Phone +27 11 442
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9555 © Fax +41 (0) 61 717 9550 Taipei, Taiwan, Phone +886 (2) 2578-7189 * Fax +886 (2) 2578-6890 Bangkok, Thailand, Phone (662) 651 8311 ® Fax (662) 651 8312 Hertfordshire, United Kingdom, Phone +44
(0)1923 471301 © Fax +44 (0)1923 471340
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Ipuioxkenne k UHCTPYKIMH MO NMPUMEHEHUI0 HA MEAMUMHCKOE HM3JeJue sl
oOpamenusi Ha Teppuropun Poccuiickoit @egepaunu

HaunmMmenoBanmne MeIMIIMHCKOT0 U31€JTUA

Marepuan xkoHTposbHbIH BI'C nmis mUarHOCTHKM in Vitro il BHYTPHUIAOOpPaTOPHOTO KOHTPOJIS
KauecTBa MpoIieayp 1a00paTOpHBIX aHAITM30B, BAPUAHT UCIIOTHEHUS

Marepuan koutpossHbiii BI'C Huskuit Yposens (EDX HCV Low Run Control), mpo6upka, 06bem
1 M1 — 5 mr.

(manee mo Tekcty marepuall KOHTposibHBI BI'C, marepuan KOHTPOJBHBIH, MpoaykT, Marepuain
kouTpoabHbI BI'C Huskuii Yposens (EDX HCV Low Run Control), EDX HCV Low Run Control,
MEIUIIMHCKOE M3/IeNINe, KOHTPOJIbHBINA MaTepHra)

IpousBoauTenb: «Exact Diagnostics» («Dk3ext duarnoctukc»), 100 South Jones Street, Suite
100, Fort Worth, Texas 76104, USA

YnoinHomoyeHHbI npeacraBute]b B Poccumiickoit ®egepauum: ObGuiectBo ¢
Orpannyennoit OtBercTBeHHOCTHIO «bro-Pan Jlaboparopum» (OO0 «buo-Pan Jlabopatopum»)
105064, r. MockBa, Huxxnuii CycanbHbIi IEPEYIIOK, 10M 5, cTp. SA

Ten: +7 495 721-14-04, ®akc: (495) 721-14-12

E-mail: info_russia@bio-rad.com

Ha3nauenue niia oOpameHusi Ha teppuropuu Poccuniickoit @enepanun

Matepuan koHTposibHblil BI'C npenHasHaueH aJis BHYTpHJIaOOpaTOPHOIrO MOHUTOPUHIA KauyecTBa
nporenyp naboparopHsix aHaiauzos onpeaenenus PHK Bupyca renatura C (HCV) B nmnasme kpoBu
YEJIOBEKa KOJIMYECTBEHHBIM WM KadecTBeHHbIM MeroaoM III[P. Ilpumenenne wmarepuana
koHTposibHOro BI'C B moBcenHeBHOM paboTe MO3BONISIET Ja0OpaTOpHUsM OLIEHMBATH CYTOUYHBIE
W3MEHEHUs M W3MEHEHUs XapaKTepUCTUK OT MAPTUM K NapTHM B IPOLECCE MPOBEICHUS CBOUX
MOJICKYJISIPHBIX aHaJIM30B. J[aHHBIN NPOIYKT MpeIHa3HaueH TOJIBKO JIJIsl TUarHOCTUKY in Vitro.

IHoxa3anus

Marepuan koHTposibHbIH BI'C npennazHadeH A BHYTpHIIaOOpaTOPHOIO MOHUTOPHHIA KauecTBa
nporenyp radboparopHsix ananuzos omnpeaenenus PHK Bupyca remarura C (HCV) B mmazme kpoBu
YeJIOBEKa KOJIMYECTBEHHBIM WM KadecTBeHHbIM MeronoMm [IIIP. Ilpumenenne wmarepuana
koHTposibHOro BI'C B moBcenHeBHOUW paboTe mo3BoJsieT 1ab0paTopusM OLEHUBATh CyTOYHBIE
U3MEHEHHS M U3MEHEHUS XapaKTEpUCTHK OT NMapTHM K MAPTHUM B INPOILECCE MPOBEACHUS CBOUX
MOJIEKYJISIPHBIX aHAINU30B. JlaHHBIN NPOAYKT MpeIHa3HaYeH TOJIBKO JUIsl TUAaTHOCTHKY 1n Vitro.

IIporuBonokazanust
He mpumenumo. M3nenue npennasHadeHo Jyist 1a00paTOPHOM TUAarHOCTHKH.

ITo0ouHbIe aelicTBHUA
He npuMennMo, T.K. U3/1eNIMe IpeTHA3HAYCHO TSI Ta00paTOPHOU THArHOCTHKH.

OobsaacTh NpUMeHeHHUs
JI1st ipo(heCcCHOHATBHOTO HCIIONB30BAHNS MEJUIIMHCKEM MEPCOHATIOM KIMHHKO-THarHOCTHYECKUX
nabopaToOpHid.
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Teopernueckoe 000CHOBaHHE

KonTponbHble MaTepuanbl HEOOXOAUMBI IJisi 00eCHeueHusl MOBCEIHEBHBIX BHYTPUIA00PATOPHBIX
IpoIelyp KOHTPOJIA KauecTBa (OMEepaTUBHOTO KOHTPOJSI KaYecTBA), HAPABJICHHBIX HA BBISBICHUE
HEJOMYCTUMBIX CIyYalHBIX W CHUCTEMAaTHMYECKUX MOTPEIIHOCTe Ha aHaJIMTUYECKOM JTare
KIIMHUYECKUX JTA00PaTOPHBIX HCCIETOBAHUN.

KoHTposib kauecTBa aHATUTHYECKOTO ATana KIMHUYECKUX JIA0OPATOPHBIX UCCIIEIOBAHUI SIBIISETCS
HEOTHEMJIEMOH YaCThIO0 CUCTEMBI B3aMMOCBSI3aHHBIX MEP TI0 YIPABJICHUIO KAYECTBOM KIMHUYECKHX
nabopatopHbIX uccaeaoBanuil. CucreMaTHuecKoe BBIMOJHEHHE MPOLIEyp ONEPaTUBHOTO KOHTPOJIS
Ka4yecTBa MO3BOJISIET C MOMOIIBIO KOHTPOJIBHBIX MPABWJI U YCTAHOBJICHHBIX KOHTPOJIBHBIX MPEIEIOB
JUIS @HAJIUTA BBISIBUTH HEIOIYCTUMBIE MTOTPEIIHOCTH U MTPOBECTU padOTy MO UX YCTPAHEHUIO.

Pearenrsn (cocTan)

Marepwuan koatpoasnbiii BI'C Huskuit Yposens (EDX HCV Low Run Control) npeacrasmisier coboi
TOTOBYIO K IPUMEHEHHIO MAaTPHILY, KOTOpasi COJCPKHUT B CBOeM cocTtaBe UCTHHHYIO D/ TA-1uazmy,
He peaktuBHyto K JJHK HBV, PHK HCV, PHK HIV-1, HBsAg u antutenam mst HIV-1/2 w HCV, a
takke pekomOuHant Bupyca remarura C (HCV) (B konuentpauuu 200* ME/min). B kadectse
KoHcepBaHTa ucnonb3yercst ProClin 300 (5-Xiop-2-metui-3(2H)-u30TraszonoH, cMech ¢ 2-METHII-
3(2H)-u30THA30110H).

*He SBIIIETCS aTTECTOBAHHBIM 3HAUYECHHEM. O)KI/II[aeMbIC PE3YJIbTAaThl TOJIKHBI OBITH YCTaHOBJICHBI
KOHCYHBIM I10JIb30BATCIIEM

I/IH(l)OpMaIII/ISI 0 JICKAPCTBCHHBIX CPEACTBAX B COCTAB€ MEAUIMHCKOTO U31C/TUA
He nmpumenumo. MeaunHcKoe U31eue He COAEPIKUT JIEKAPCTBEHHBIX CPEJICTB.

Ilepeyenb MaTepUaIOB dKMBOTHOIO U (MJIM) YeJI0BEYECKOI0 MPOUCXO0KICHU.
Mamepuanvi uenoseuecko2o npoucxoucoeHus.

Kaxxpgas enMHUIa TOJyYEHHOTO OT YEJIOBEKa JOHOPCKOIO MaTepuaia, HCIOJIb30BAHHOTO IS
M3TOTOBJIEHUS] 3TOTO MPOJYyKTa, OblIa MCHBITaHA COTJIACHO TPeOOBaHUSAM METOJO0B, OJOOPEHHBIX
FDA (®enepansubiM  ynpasieHueM CIHIA 1o KOHTpoNO 3a MPOAYKTaMU MHUTaHUS U
JIEKapCTBEHHBIMU MpernapartaMu). TecTsl Ha MpU3HAKU UHPUIIMPOBAHUS BUPYCOM UMMYHOAEPUIIUTA
yenoseka (B1Y), supycom renatuta B (BI'B) u Bupycom renatuta C (BI'C) BrIsBHIN OTCYTCTBHE
peakuui Win OTpULATEIbHBIA pe3yJbTaT, 4TO MOATBEpXkAAaeT orcyTrcTBue aHTuTen K BUY 1,2 u
Bupycy renatura C u HBsAg. CornacHo mpaBuiiaM HajJiexaniel J1abopaTopHOW NMpaKTUKH, BCe
MaTepuasbl YEJIOBEYECKOTO MPOUCXOXKIAECHUS TOJKHBI CUUTAThCS MOTEHIUAIBHBIMU UCTOYHUKAMU
MHEKIMA, T03TOMY MPHU OO0pAIIEHUN C HUMU HEOOXOIUMBI T€ K€ MEpHI MTPEI0OCTOPOKHOCTH, YTO U
pu padboTe ¢ 00pa3liaMu, B3ATHIMHU Y TAI[IEHTOB.

Mamepuansl dicusomnozo I’lDOMCXOchaeHMﬂ.'
He IMPUMCHHUMO. MeaunuHcKoe U3AeInue He COACPIKUT MATCPUATIOB JKUBOTHOT'O IMTPOUCXOKIACHUA.

Ilepeyenb M omucaHUe MATEPHAJIOB MEAUUUHCKOI0 HU3JAeJHus, BCTYNAKIIMX B
HENoCPeJICTBEHHbIH KOHTAKT ¢ OPraHU3MOM MalueHTa (TeJIOM Yei0BeKa)

He npumenumo. Marepuansl JaHHOTO MEIULMHCKOIO WU3AEIMS HE BCTYHNAIOT B KOHTaKT C
OpPraHM3MOM TIAIMeHTa HU HANPSMYIO, HU OIOCPEIOBaHHO. MeqUIMHCKUN MepcoHan paboTaer B
nepyaTKax.
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IIpouenypa (momosiHeHue)

[Tepen npuMenenueM pazmoposbTe Matepuan koHTposibHBIN BI'C nipu kOMHaTHO# TemmepaType u
OBICTPO TIEpEeMEIIaiiTe BUXPEBBIM CIIOCOO0M, M30erasi BCICHUBAHUSI.

DTOT NPOIYKT MOYXKHO HUCIOJIb30BATh TOJIBKO C COOJIIOIEHUEM MPOIIEAYyPhl XPAHEHHUS.

Hcnoabp30BaHue N0 HaA3HAYEHHIO

Martepuan koHTponbsHbIi BI'C mocraBinseTcs TOTOBBIM K TPUMEHEHHUIO.

Martepuan koHTposibHbI BI'C MOXKeT HUCIIoNb30BaTbCcsi COBMECTHO C IMAarHOCTUYECKUMH TeCTaMu
CTOPOHHUX MPOU3BOUTENEH (HAOOpPOB peareHTOB U KanOpaTopoB st onpeaenenuss PHK Bupyca
rernatuta C (HCV), uMeronmx MapKUpPOBKY: I AHMArHOCTHKH in Vitro M 3aperucTpUPOBAHHBIX B
YCTaHOBJIEHHOM TOpsAKe Ha Tepputopun Poccuiickoit @enepanuu.

s 6onee moapoOHOM MHGOPMALMU KacaTeNbHO OMOJHUTEIBHBIX HEOOXOJUMBIX MaTepHalloB
oOpamanTech K COOTBETCTBYIOIIUM HWHCTPYKIHSM TIO TNPUMEHEHHIO HA0OPOB pPEAareHTOB IS
omnpexaenenuss PHK Bupyca rematura C (HCV) u pykoBOJCTBY 10JIb30BaTE sl HAa aHATU3ATOPBI.

KoMiuiekT mocraBku

Marepuan xkoHTpodabHbIE BI'C miisi qMarHOCTHKHM in Vitro Ui BHYTPHUIA0OPATOPHOTO KOHTPOJIS
KadecTBa MpoIeayp J1a00paTOPHBIX aHAIM30B, BAPUAHT UCIIOJTHCHUS

Marepuan koutposbHbiii BI'C Huskuit Yposers (EDX HCV Low Run Control), npo6upka, 06bem
1 mut — 5 mr.

NHcTpyKIps 110 NPUMEHEHHIO HE BXOJUT B KOMIUIEKT IIOCTaBKU OT Ipou3BoauTens. MHCTpyKuus 1o
IPUMEHEHHIO B OyMaXHOM BHUJE IPEAOCTABISAETCA IMOTPEOUTENI0 BMECT€ C OCTaJbHOU
CONPOBOAUTENBHON JOKYMEHTAMEN Ha MEAUIIMHCKOE U3EIINE IIPU OTTpYy3Ke KiMeHTy. MHCTpyKIus
[I0 TPUMEHEHHUIO TakkKe JOCTyllHa B DJIEKTPOHHOM Buze uyepe3 IMHrepHer mno anpecy
www.gcnet.com/ru (Bkianaka «JlokymeHTanus»/« IHCTpYKIIUI»), CChUIKA Ha KOTOPBIA yKa3aHa Ha
MapKUpPOBKE MEIULIMHCKOIO U3JEIIUS HA PYCCKOM SI3BIKE.

Ipenynpexaenusi ¥ Mepbl NPETOCTOPOKHOCTH (IOMOJTHEHHUE)

o Tosnbko 115 podeCcCHOHATBHOTO HCITOIB30BAHUS TS JMATHOCTHKH IN Vitro.

o HeobxonumMo co0moaath OCTOPOKHOCTh IMPHU OOpAaIIeHUHM C JAHHBIM MPOIYKTOM, YTOOBI
n30exarb paszopbiruBaHus. C IeNbl0 3aIIUTBl OT OpBI3T MPOAYKTAa HCIHOJIB3YHTE MOAXOASIINE
CpeJlCcTBa JIJIs 3aIUTHI TJ1a3/JIKIla BO BpeMs paboThI (0HOPA30BBIC MEPUATKU U 3aAIIUTHYIO OJCKIY ).
o W30eraiiTe KOHTaKTa peareéHTOB C IJla3aMU U CIM3HUCTBIMH obOonoukamu. [Ipu monamanun
p€arcHTOB Ha YYBCTBUTCIBHBIC Y4YaCTKH HpOMOﬁTC MOpa’)XCHHBIC YYaCTKH OJOCTATOYHBIM
KOJINYECTBOM BOJIBI.

o He nomyckaTh MHUKpPOOHOTO 3arpsi3HEHHsI peareHTOB, MOCKOJIBKY 3TO MOXET NPHUBECTU K
MOJIyYEHHUIO OMIMOOYHBIX PE3yIbTaTOB.
o BriOpaceiBaiiTe Bce HEHYKHbIE MaTeprajbl B COOTBETCTBUU C MECTHBIMH TPEOOBaHHUSIMU IO

yTUIM3aluu 0TX0/10B. Eciu ynakoBka moBpex/ieHa, oOpaliaiTech B OTAEN MPOJaK WU B CIIYKOY
texunueckor noanepxkku OO0 «buo-Pan Jlabopatopum.

Kaxxgas enumHuIa NOJSyYEHHOTO OT YEJIOBEKAa JOHOPCKOIO MaTepuana, HCIOJIb30BAHHOTO IS
M3TOTOBJIEHUS] 3TOTO MPOJYKTa, OblIa MCHBITaHA COTJIACHO TPEeOOBaHUSAM METOJOB, OJOOPEHHBIX
FDA (®enepanbubiM  ympasinenueM CIIJA 1o KOHTpomo 3a TPOAYKTaMH NHTAaHUS U
JIEKapCTBEHHBIMU TpernaparaMu). TecTsl Ha MPU3HAKK UHPUIIMPOBAHUS BUPYCOM UMMYHOAEPUIINTA
yenoBeka (BMY), Bupycom renatura B (BI'C) u Bupycom renatura C (BI'C) BbIsiBHIM OTCyTCTBHE
peaKkuuii WM OTPUUATENbHBIA PE3yJIbTaT, YTO MOATBEPKAAET OTCyTcTBUME aHTHTEeN K BUY 1,2 n
Bupycy renatuta C u HBsAg. CoriacHo mpaBuiam Hajajexkaiiei J1abopaTopHON MpPaKTHUKHU, BCEe
MaTepuajbl YEIOBEYECKOTO MPOUCXOKACHUS JTOJDKHBI CUUTATHCSl MOTEHUUATbHBIMU MCTOYHUKAMU


http://www.qcnet.com/ru
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UH(EKIHH, T0ITOMY ITPU 0OPAIIEHHN C HUIMU HEOOXOAMMBI T€ K€ MEpPBI IPEIOCTOPOIKHOCTH, UYTO U
npu pabdore ¢ oOpas3amu, B3ATHIMU Y AIIUEHTOB.

H317 — [Ipu KOHTAKTE C KOKEH MOXKET BBI3bIBATH AJUIEPTHUECKYIO PEAKIIHIO.
P280 — Mcnoap30BaTh cpeaCcTBa 3alIUTHI IJ1a3/IulIa.

IKCILUIyATANIMOHHBbIE XAPAKTEPUCTUKHU

Bocnpoussoaumocts

Jlns moATBEpKACHUS IKCIUTYaTallMOHHBIX XapakTepucTuk Marepuana koutpossHoro BI'C Huzkuii
Yposeupr (EDX HCV Low Run Control) Obutd mnpoBeACHbI HCIBITAHUS MEXKIOTOBOU
BOCIPOU3BOJMMOCTH, MEXJIA00paTOpHON BOCHPOU3BOAMMOCTH, a Takke Oblla HCIbITaHa
BOCITPOM3BOJUMOCTH B IIpejiesiaX MOCTaHOBKH.

WcnpiTanus ObIIM MPOBEACHBI B TPEX Pa3HbBIX J1a00paTOPUAX C UCIOIb30BAHUEM TECTOB JJIs in Vitro
nuarnoctuku BI'C, omoopennsix Ynpasienuem CIIA mo KOHTPOITIO Ka4eCTBa MUIIEBBIX TPOIYKTOB
U JIeKapCTBEHHBIX cpeacTB. Ilocne momydyeHus BceX pe3ysbTaTOB OBLJIO PACCYMTAHO IS KasKIOM
naboparopun o0IIee cpeHee 3HAUCHUE, CTAHAAPTHOE OTKJIIOHEHHE U KodduimeHT Bapuaruu (CV)
B % U1 BCeX MapTHil, cpefHee 3HaUeHHe, CTaHAapTHOE OTKIIOHeHHE 1 KodQduieHT Bapuanuu (CV)
B % 1151 Kaxa0i naptuu. beuio paccuntano oluiee cpeiHee 3HaU€HUE, CTAaHIapTHOE OTKJIIOHEHHUE U
koa¢dunment Bapuanuu (CV) B % 11t Bcex Tpex 1adopaTopHil B COBOKYITHOCTH.

JlanHbIe, MOTy4YEHHBIE paMKaX MCCIIEOBAaHUS BOCIIPOM3BOIMMOCTH MaTepuaiia KoutposibHoro BI'C,
COOTBETCTBOBAJIU KPUTEPUSIM MPUEMIIEMOCTH.

XpaHeHue u oOpaieHue (I0MOJTHEHHE)

OTOT NPOJYKT COXPaHsIET YyCTOMYHUBOCTD /10 UCTEUEHHSI CPOKA TOAHOCTH IPH XPAaHEHUU HEBCKPBITHIM
npu Temreparype ot -20 uii HiKe 10 YKa3aHHOTO CpOKa TOJHOCTH Ha YIaKOBKE (MaKCUMAIIBHO 36
MeC. C JaThl H3TOTOBJICHHUs). MaTepuan KOHTPOJIbHBIN CTA0MIICH 10 YKA3aHHOTO Ha YIIAKOBKE CPOKa.
XpaHeHHe  U3JeNUd  JODKHO — OCYIIECTBISTHCS B MOPO3MJIIBHUKAX,  00€CIeYMBAIOIINX
periaMeHTHPOBAaHHBIA TemrepaTypHblid pexum (-20°C win HIKe) ¢ €KEIHEBHOM perucrparuei
TEeMIIEPaTypBbI.

W3nenusi, XpaHUBLIMECS C HapyLIEHHEM pErJIAaMEHTHPOBAHHOIO pPEXUMa, NPUMEHEHHIO He
HOJIeKAT.

Yci10BUA TPAHCIIOPTHPOBKH

[Iepen otrpaBkoil ¢ 3aBOIA MPOAYKT ITPOXOAUT KOHTPOJIBHBIE IPOBEPKU. MeEKTyHApOIHBIE CUMBOJIBI
Ha YIAKOBKE M CIIEHUalIbHble HHCTPYKIMU MO OOpaleHUIO YKa3bIBAlOT TPAHCIIOPTUPOBIIUKY, KaK
cienyer obpamarbesi ¢ 3TUM NpoaykToMm. Ilpu mosydyeHuu npojykTa BHMMATEIbHO OCMOTPHUTE
ynakoBky. Ilpm Hamuuuu m100BIX CIIEOB HEMPABWIIBHOTO OOpallleHUs] WM TOBPEXKICHUS
HEMEMJIEHHO o0patuTech B OTHen o00cimykuBaHus kiueHToB kommanun OOO «buo-Pan
JlaGopaTopun» UM K perHOHaIbHOMY HOCTABILUKY.

TpaHCHOpTI/IpOBKa OCYHICCTBIIACTCA BCEMU BUAMU TPAHCIIOPTA B KPBITBIX TPAHCIIOPTHBIX CPEACTBAX
B COOTBETCTBHMM C IIPaBWJIAMHU INIEPEBO3KU I'PY30B, IEHCTBYIOIIMMH Ha KaXJIOM BHJIE TPaHCIOPTA.
ITpoxyKT TpaHCIOPTUPYETCS C COOTIOAEHUEM CIIETYIOIUX YCIOBUN: B 3aMOPOKEHHOM BHUJIE.
TpaHncnopTupOBaHUE JTOIKHO OCYLIECTBIATHCA B TEPMOKOHTEMHEPAX OJHOPA30BOI0 MOJb30BaHUSA,
COJIEpKaIlMX XJIAJ0AJIEMEHThl, WIM B TEPMOKOHTEHHEpaX MHOTOKpPaTHOIO MPUMEHEHHUS C
aBTOMAaTHYECKH IMOJJIEPKUBAEMON TeMIIepaTypoil WK B aBTOpedpHKepaTopax ¢ UCIOIb30BAHUEM
TEPMONHINUKATOPOB.

W3nenus, TpaHCIIOPTUPOBAHHBIE C HApYILIEHHMEM TEMIIEPATypHOIO peXHMa, NPUMEHEHUIO He
HoJyIeXkar.
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Crepuiamnzanus
HSI[CJ'II/IC IMOCTaBJIACTCA HECTCPUIIBHBIM. He MMOMJIC)KUT IIOBTOPHOMY HCIIOJB30BAHUIO /U
CTCPUJIM3allUHU ITOJIB30BATCIICM.

TpeGoBanus K oXpaHe OKpPY:KaloLIeil cpeabl

MeauuMHCKOE U3JeNMe IpPU MCIOJIb30BAaHUM, TPAHCIIOPTUPOBKE M XPAHEHWHM HE OKa3blBaeT
HEraTUBHOTO BO3JICHCTBUS Ha 4YEJIOBEKA M OKPYKAIOIIYI0 Cpeay MpH COONIOJCHUU YCIOBUMN
IIPUMEHEHHUSI U MEP MIPELOCTOPOKHOCTH, YKA3aHHBIX B UHCTPYKIUH.

Yruiauzanus

Bo mn30exanne BO3MOXKHOTO 3arps3HEHUs] OKpyxaromieil cpensl Matepuan xontponbHbiii BI'C ¢
UCTEKUIMM CPOKOM IF'OJHOCTH, @ TAKXKE OTXO/IbI HCIIOJIb30BAaHHOI'O MaTepUala KOHTPOIBHOTO IOJIKHBI
YTUIIU3UPOBATECSA B COOTBCTCTBMHM C MCECTHBIMU TOCYJAapCTBCHHBIMU W/uan  OONBHUYHBIMA
HOPMAaTHBHBIMU TPEOOBAHUSIMH.

[IpaBunbHOE YHUUTOXKEHUE U YTHIIM3AIMS OYyI€T MOAIEPKUBATH COXPAHEHHUE MPUPOIHBIX PECYPCOB
U COJEHCTBOBATH 3AILUTE 370POBbs UEIOBEKA U OKPYKAIOLIEH CpPeIbI.

YTrnian3anus 0TX010B YIIAKOBKH.

YnakoBKa NpOAyKIMH pa3paboTaHa ¢ LEIbI0 CBEACHUS K MUHHUMYMY 3arpsi3HEHHS OKpYIKarolien
Cpelpl IPU COXPAaHEHMM LEJIOCTHOCTH NPOAYKTa BO BpeMs TPAHCIOPTUPOBKM M XPAHEHUS.
YTaKoBOYHBIE OTXOJABI JOJDKHBI YTHJIM3UPOBAaTbCS B MECTHBIX ITyHKTax cOOpa YIakOBKH, B
CIELIMAIM3UPOBAHHbIE KOHTEHHEPBI, PACIIOJIOKEHHBIE B MyHULIUTIAINTETAX.

Bropuunyto ynakoBKy ciielyeT yTUIM3UPOBaTh KaK OTXO/bI Kacca A.

Yruianzauus usgejus ¢ HCTEKIIMM CPOKOM I'OJJHOCTH U 0TX0/10B, HCII0JIb30BAHHBIX PeareHToB.
[Ipy yTunanzauuy M yHUYTOXKEHUU H3IEJIHMM C UCTEKIIMM CPOKOM TOJHOCTH, & TaKXe OTXOJOB,
WCIIOIb30BAaHHBIX MAaTepUaiOB KOHTPOJBHBIX, HEOOXOAMMO JIeWCTBOBATh B COOTBETCTBHH C
TUTUEHUYECKUMH HOPMAaTHUBaMU M CIIEOBaTh O(PHUIMAIBHBIM HHCTPYKUHUSAM IO YTHUIM3AIUH U
YHUYTOKCHUIO TOTCHIIMATHHO HMH(PEKIIMOHHOTO W XWMHUYECKOro MaTepuala, NPUHSATHIM Ha
teppuropuu Poccniickont denepanyu u B 1anHom JIITY.

KnroueBsiMM BOmpocamMu B CTpaTErMy YHPaBJICHUS OTXOJAMH SBISETCS ONTUMM3ALMS TAKTUK U
MOJXO0/I0B K KOHEYHBIM MPOAYKTAM, & TAK)KE MUHUMHU3ALIMS BO3MOYKHOIO 3arp3HEHUS OKPYIKAKOLIEH
Cpebl.

bonee moapoOHyro uHGOPMAIUI0O MOXXHO TOIYYUTh Yy MPOU3BOAUTENS / YHOTHOMOYEHHOTO
MPEICTaBUTENS TPOU3BOAUTENS.

YTunusanusi 10JKHA MPOBOAUTHCS B COOTBETCTBUM C MECTHBIMH HOPMaMM 3aKOHOJATENILCTBA, a
TaKK€ B COOTBETCTBUHU C MPOTOKOJIAMH MEAULHUHCKOIO YUPEKICHUS, TJI€ MUCIOIb3YIOTCS TaHHBIC
MeIUIMHCKUE n3aenus. He yTuim3upoBaTh COBMECTHO ¢ OBITOBBIMU OTXOJIAMHU.

Bce o0pa3iupl 1 Matepualibl, HCIIONb3YIOMIMECS U 00pa3yoIIuecs MPU BbIOIHEHUH UCCIIEA0BAHUMN,
B TOM YHCJIE MAaTEPUAIIBI C UCTEKIIUM CPOKOM TOJJHOCTH, CJIEAYET YTUIM3UPOBATh KaK OTXObI Kjlacca
b.

I'apanTuiinbie 00s3aTe/ILCTBA

[IpousBonuTens rapaHTupyer, uro Marepuan koHTpodapHbBIM BI'C nns nuarHoctuku in vitro juis
BHYTPHJIAOOPATOPHOT'O KOHTPOJISI KauecTBa IMpOLEAyp J1a0OpaTOpHBIX aHaJM30B, B BapHaHTax
UCIIOJHEHUSI COOTBETCTBYET cIeUU(UKALMIM, 3asBICHHbIM Ha AJTUKeTke. [IpomsBoaurens
rapaHTHpyeT O€30MacHOCTh MEIULMHCKOIO M3JeNUs, OTCYTCTBHE HEIOMYyCTUMOIO pHCKa
IIPUYMHEHUS BpEla JKW3HM, 3J0POBBI0 4YEIOBEKAa M OKPYKAIOWEH Cpene IPH HCIOJIb30BAHUU
MEIULMHCKOI0 U3JENH 10 Ha3HAYECHUIO B YCIIOBUSX, IPEAYCMOTPEHHBIX IIPOU3BOAUTEIIEM.
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[Ipou3BoauTENb rapaHTUPYET CTAOMIBHOCTH MEAUIIMHCKOTO U3/I€TTHS O OKOHYAHUS CPOKA FOTHOCTH
npu COONIIOJICHMH YCJIOBUH TPAHCIIOPTUPOBAHMSA, XPAHEHUS M MPUMEHEHHs, YKa3aHHBIX B
MHCTpYKUUU. W3enust JOKHBI UCIIONIB30BAThCS TOJIBKO /10 UCTEUYEHHSI CPOKA TOJHOCTH, KOTOPBIN
yKa3aH Ha yIaKOBKeE.

[To Bompocam, CBA3aHHBIM C KayeCTBOM H3JENIUH, a Takke ¢ X paboToil, Hy>)KHO oOpalarbcs K
YII0ITHOMOYEHHOMY NPEACTABUTENI0 IIPOU3BOAUTEIN HAa TeppuTopun Pocculickoit denepanuu:
OOmiecTBO € OrpaHMYEHHON OTBETCTBEHHOCTHhIO «bmo-Pax Jlabopatopun» (OOO «buo-Pax
Jlaboparopumy), 105064, MockBa, Hwkuuii CycanbHbI niepeyiok, 1oMm 5, ctp. SA, Tenedon: +7
(495) 721-14-04, e-mail: diag_support_rcis@bio-rad.com; www.bio-rad.com

IIpeTen3un mo KavyecTBy (PeKJIaMAaIAH)

[Topsinok npenbsBiIEHUS peKIaMaluuil U OTBETOB HAa HUX PETryJIUPYETCS TPAKIAHCKUM IMPABOM.
Pexnamanust MOKeT NpeabsIBIATHCS TOJIBKO IO TAKMM BOIIPOCAM, KOTOPBIE HE SBJISIIUCH IPEIMETOM
MIPUEMKH TOBapa, IPOU3BEACHHON B COOTBETCTBHUH C YCIOBHUSIMU JOTOBOPA.

[To Bcem Bompocam, CBSI3aHHBIM C OOCTYXHBaHHEM W3JENUs, HEOOXOAUMO OOpaTUTHCA K
YHOTHOMOYEHHOMY TIPEACTaBUTENIO0 MpOU3BOAUTENs. B ciywae peknamanuu oOpamarbes K
MIPOU3BOIUTEIIO U / WM YIIOJIHOMOYEHHOMY IPEJICTABUTEIIO TPON3BOIUTEIIS.

CumMmBoJIbHBIE 0003HAYEeHUS (TOTMOJTHEHHE)
QR-kox

3anpeT Ha MIOBTOPHOE IPUMEHEHHE

Y1akoBKa MOAJIEKUT BTOpI/I‘lHOI\/’I Hepepa60TKe

MaHI/IHy.TI}II_[I/IOHHHﬁ 3HAK «BEPX»

9 :
Iz:{og@ ek



EXRCTEX

NHCTPYKIMUA 11O IPUMEHEHHWIO

(INSTRUCTION FOR USE)

HA MEIWITHCKOE W3/EJINE

Marepuan koHTPOJbHbIH BI'C nas amarHocTukm in vitro s BHYTPWIA0OPATOPHOIO
KOHTPOJIS1 Ka4eCTBa MPouUeaAyp Ja00paTOPHbIX AHAJN30B, BADHUAHT MUCIIOJTHEHUS

Matepuaa koutpoJbHbiii BI'C Beicokmit Yposen» (EDX HCV High Run Control),
npodupka, odbem 1 mu1 — S mr.

IIpousBoauTeb:

Exact Diagnostics, 100 South Jones Street, Suite 100, Fort Worth, Texas 76104, USA

2023

Bepcus 1
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Exact Diagnostics HCV High Run Control

KatanoxHbin Homep: HCVH102

EDX HCV High Run Control

KaTanoxHbIn Homep HCVH102

KomnoneHT PekombuHaHT Bupyca renatuta C (HCV)
Matpuua WctuHHaa 34 TA-nnasma
KoHcepBaHT ProClin® 300
XpaHeHue -20 °C nnu Huxe
O6bem 1,0 mn
KonunuectBo npobupok B 5 Npo6MpoK
Habope
Konunuectso
MHorokpaTHoe ucnonb3oBaHue
1cnonb3oBaHNs

CpoK XpaHeHust 36 mec. ¢ AaTbl NPOU3BOACTBA

MpocnexvnBaemocTb 4" MmexxayHapogHbIn ctaHaapt BO3

Mepbl NPeaoCTOPOXKHOCTH Buonoruyeckme pucku

[nsa avarHocTukn B na60paToprlx

PerynaTopHbIn ctatyc
ry P y YCINOBUSX

NMPUMEHEHME NO HA3HAYEHMUIO:

EDX HCV High Run Control npeactaBnser cobov BHellHee CpPeAcTBO
KOHTpONS KayecTBa, NpefHa3HayYeHHoe Afs MCMomnb30BaHWsA B npolecce
nposedeHns aHanm3oB  Bo3byautenem HCV  gna MOHMTOpUWHra
nokasatenew gaHHoro aHanu3a. EDX HCV High Run Control oTkanmbpoBaH
cornacHo 4™ mexgyHapogHomy ctaHaapTy BO3 ans Bupyca renatuta C
(06/102)". [daHHOe CPEeACcTBO WCMOMb3YeTCs O MOHWUTOPUHIra Hanmuus
PHK Bupyca renatuta C (HCV). MpumeHeHne EDX HCV High Run Control
B noBcegHeBHON paboTe nossonseT naboparopusM oLeHVBaTb CYyTOYHblE
N3MEHEHWS 1 M3MEHEHWS XapaKTepUCTMK OT NapTuK K NapTum B npoLiecce
npoBedeHNss CBOUX MOMEKYNAPHbIX aHanu3oB W MNpOTecTUpoBaTh
KBanudukaumo onepartopa.

OMNUCAHME NPOOYKTA:

EDXHCV High Run Control pa3paboTaH ¢ UCnofnb3oBaHWEM pekoMBrHaHTa
Bupyca renatuta C (HCV), koTopbii copepxut BcTaBky 5 UTR HCV.
Cpepacteo koHTpons EDX HCV High Run Control npepHasHaveHo ans
TECTMPOBaHMSA BCEro mMpouecca MOMEKYNApHOro aHanusa, BKIoyas
3KCTparMpoBaHue, AeTEKTUPOBaHMe U amnnmdukaumio.

EDX HCV High Run Control cospaetca B wuctuHHon J3[TA-nnaswe,
KoTopas sBnsieTca HedyscTBuUTenbHow k AHK HBV, PHK HCV, PHK
BWY-1, HBsAg u aHtutenam ans BUY-1/2 n HCV.

NPOLIEAYPA:

Ona EDX HCV High Run Control TpebyeTca aTan akcTparMpoBaHusi.
CpeacTBO KOHTPOMs AOMKHO obpabaTbiBaTbCs aHaNoOrMyHbIM 06pasom,
KaK 1 Apyrue TecTmpyemMblie o6pasLbl. ATO NO3BOMSET ONepaTopy OLEHUTb
METOANKY SKCTParmpoBaHusl.

EDX HCV High Run Control siBnsieTcs HeaTTecToBaHHbIM CPeaCcTBOM
KOHTPOMNS M He WMeeT MPUCBOEHHbIX 3HayeHun. [aHHoe cpeacTBo
KOHTpOmNs He 3ameHseT Habop cpeAcTB KOHTPONS MPOW3BOAUTENS,
npefocTaBnsieMbIx BMecTe ¢ HabopoM peareHToB Ans aHanuaa. Mpoaykt
EDX HCV High Run Control gomkeH TecTMpoBaTbCsi B COOTBETCTBUM C
WHCTPYKUMSIMU U pekoMeHAdauusiMM NpousBoautensi Habopa peareHToB
Ons aHanu3a WnuM - ucnbiTaTenbHou  nabopatopuun.  Oxupgaemble
pesynbTathl ncnons3oBanns EDX HCV High Run Control gomkHel 6biTb
YCTaHOBIEHbI KOHEYHBIM MONb30BaTENEM B OTHOLLEHUW OnpeaeneHHoro
Habopa peareHTOB AnA aHanu3a.

XPAHEHME U OBPALLEHUE:

EDX HCV High Run Control cnegyet xpanutb npu Temnepatype -20 °C
UnK HUXe.

Mepen npumeHeHvem pasmopo3dbTe EDX HCV High Run Control npu
KOMHaTHOW TeMnepaType v BbICTpO nepemellanTe BUXPEBLIM CMOCOGOM.

Mocne otramBaHua EDX HCV High Run Control ctrabuneH B TeueHue 5
OHen npu xpaHeHun npu TemnepaTtype 2-8 °C. [pogykt MOXHO
3aMOpPO3NTb M UCMOSb30BaTb MOBTOPHO He boree yeTbipex (4) pas. MNocne
4YeTBEPTOro LMKNa 3aMOpaXuBaHWUS-0TTaMBaHNA OCTaBLUMIACSH mMaTepuan
cnegyet yTunuanpoBaTb. He pa3baBnsitb.

He cnepyet ncnonbsosate EDX HCV High Run Control no ncrevexrun
CpoKa rogHocTu.

OrPAHUYEHUA:

[ns gnarHocTuku B na60paToprlx ycnoBuax

NPEAYNPEXAEHNA U MEPbI MPEQOCTOPOXHOCTM:

EDXHCV High Run Control conepxut pekoMbuHaHT Bupyca renatuta C
(HCV), opgHako npopyKT criegyeT paccmaTtpuBaTb Kak Guonornyecku
onacHsbln. Heobxoaumo cobnioaats 00bIYHbIE MePbl NPeA0CTOPOXHOCTM U
TpeboBaHUsa Hagnexawen ytunusauum?. He oTMmepuBaiTe npoaykT
nuneTkow nepopanbHo. He KypuTe, He ewbTe U He NeilTe B 30HaX, rae
HaxopsaTcs n obpabaTbiBatoTcs 06pasLbl BelecTsa.

BbiOpocute npoaykTt, ecnvM ynakoBka MpodyKTa noBpexaeHa wunu
npotekaeT. [lesnHduumpynTe XnakocTu, Matepuansl unu pasnuesl 0,5 %
pacTBOPOM TUMOXNOpUTa HaTpus. YTUNU3MpPyWTe BCe MaTtepuanbl u
XWOKOCTW, WCMONb30BaHHbIE B XOAe Mpoueaypbl, kak OyaTo OHu
coaepxat naToreHHble MUKPOOpraHU3Mbl.

MarotoeneHo komnaHuen: Exact Diagnostics, 100 South Jones Street, Suite 100, Fort Worth, Texas 76104

www.exactdiagnostics.com
PI0009-ROW pea. 05.00
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CMPABOYHbIE CCbIJIKW:

47 mexpyHapogHbin ctaHaapT BO3 ans supyca renatuta C (06/102)
IFU. http://www.nibsc.org/documents/ifu/06-102.pdf

2Siegel JD, Rhinehart E, Jackson M, Chiarello L,and the Healthcare
Infection Control Practices Advisory Committee, 2007 Guideline for
Isolation Precautions: Preventing Transmission

CUMBOIJIbHbIE OBO3HAYEHUA:

Homep no KaTtanory

REF
LOT

Koa naptum

c € 2797
e [rr

Emergo Europe
Prinsessegracht 20

2514 AP The Hague
The Netherlands

BIORAD

IVD

MeanuunHckoe nsgenue onsa AnarHocTuku in vitro

Mcnonb3oBaTtb 80

BepxHsial rpaHyLa TemnepaTypHoOro gnanasoHa
M3rotoBuTenb

OcTopoxHo!
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Ipuioxkenne k UHCTPYKIMH MO NMPUMEHEHUI0 HA MEAMUMHCKOE HM3JeJue sl
oOpamenusi Ha Teppuropun Poccuiickoit @egepaunu

HaunmMmenoBanmne MeIMIIMHCKOT0 U31€JTUA

Marepuan xkoHTposbHbIH BI'C nmis mUarHOCTHKM in Vitro il BHYTPHUIAOOpPaTOPHOTO KOHTPOJIS
KauecTBa MpoIieayp 1a00paTOpHBIX aHAITM30B, BAPUAHT UCIIOTHEHUS

Marepuan kourpoisHbiii BI'C Beicokuii Yposens (EDX HCV High Run Control), mpo6upka, 06bem
1 M1 — 5 mr.

(manee mo Tekcty marepuall KOHTposibHBI BI'C, marepuan KOHTPOJBHBIH, MpoaykT, Marepuain
kouTposbHbIi BI'C Beicokuit Yposens (EDX HCV High Run Control), EDX HCV High Run
Control, MmeauIHCKOE M3/1EHe, KOHTPOJIbHBIM MaTepHal)

IpousBoauTenb: «Exact Diagnostics» («Dk3ext duarnoctukc»), 100 South Jones Street, Suite
100, Fort Worth, Texas 76104, USA

YnoinHomoyeHHbI npeacraBute]b B Poccumiickoit ®egepauum: ObGuiectBo ¢
Orpannyennoit OtBercTBeHHOCTHIO «bro-Pan Jlaboparopum» (OO0 «buo-Pan Jlabopatopum»)
105064, r. MockBa, Huxxnuii CycanbHbIi IEPEYIIOK, 10M 5, cTp. SA

Ten: +7 495 721-14-04, ®akc: (495) 721-14-12

E-mail: info_russia.@bio-rad.com

Ha3nauenue niisa oOpamenusi Ha teppuropuu Poccniickoit @enepanun

Matepuan koHTposibHblil BI'C npenHasHaueH aJis BHYTpHJIaOOpaTOPHOIrO MOHUTOPUHIA KauyecTBa
nporenyp nadoparopHsix aHanu3os onpeaenenus PHK Bupyca renatura C (HCV) B mina3me kpoBu
YEJIOBEKa KOJIMYECTBEHHBIM WM KadecTBeHHbIM MeroaoM III[P. Ilpumenenne wmarepuana
koHTposbHOro BI'C B moBcenHeBHOW pa®oTe MO3BONsSIeT Ja0OpaTOpuUsM OLEHHBATh CYTOUYHBIE
W3MEHEHUs M W3MEHEHUs XapaKTepUCTHUK OT IMMAPTHUU K MAPTUHA B MPOLECCE NMPOBEACHUS CBOMX
MOJICKYJISIPHBIX aHaJIM30B. J[aHHBIN NPOIYKT MpeIHa3HaueH TOJIBKO JIJIsl TUarHOCTUKY in Vitro.

IHoxa3anus

Marepuan koHTposibHbIH BI'C npennazHadeH A BHYTpHIIaOOpaTOPHOIO MOHUTOPHHIA KauecTBa
nporenyp Jyradboparopusix ananuzos omnpeaenenus PHK Bupyca remarura C (HCV) B miazme kpoBu
YeJIOBEKa KOJIMYECTBEHHBIM WM KadecTBeHHbIM MeronoMm [IIIP. Ilpumenenne wmarepuana
koHTposibHOro BI'C B moBcenHeBHOUW paboTe mo3BoJsieT 1ab0paTopusM OLEHUBATh CyTOYHBIE
U3MEHEHHS M U3MEHEHUS XapaKTEpUCTHK OT NMapTHM K MAPTHUM B INPOILECCE MPOBEACHUS CBOUX
MOJIEKYJISIPHBIX aHAINU30B. JlaHHBIN NPOAYKT MpeIHa3HaYeH TOJIBKO JUIsl TUAaTHOCTHKY 1n Vitro.

IIporuBonokazanust
He mpumenumo. M3nenue npennasHadeHo Jyist 1a00paTOPHOM TUAarHOCTHKH.

ITo0ouHbIe aelicTBHUA
He npuMennMo, T.K. U3/IeNIAe IPeTHA3HAYCHO IS Ta00paTOPHOM THArHOCTHKH.

OobsaacTh NpUMeHeHHUs
JI1st ipo(heCcCHOHATBHOTO HCIIONB30BAHNS MEJUIIMHCKEM MEPCOHATIOM KIMHHKO-THarHOCTHYECKUX
nabopaToOpHid.
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Teopernueckoe 000CHOBaHHE

KonTponbHble MaTepuanbl HEOOXOAUMBI IJisi 00eCHeueHusl MOBCEIHEBHBIX BHYTPUIA00PATOPHBIX
IpoIelyp KOHTPOJIA KauecTBa (OMEepaTUBHOTO KOHTPOJSI KaYecTBA), HAPABJICHHBIX HA BBISBICHUE
HEJOMYCTUMBIX CIyYalHBIX W CHUCTEMAaTHMYECKUX MOTPEIIHOCTe Ha aHaJIMTUYECKOM JTare
KIIMHUYECKUX JTA00PATOPHBIX HCCIEIOBAHUM.

KoHnTposib kauecTBa aHATUTHYECKOTO 3Tana KIMHUYECKUX JTaOOPaTOPHBIX MCCIEIOBAHUM SBIISETCS
HEOTHEMJIEMOH YaCThIO0 CUCTEMBI B3aMMOCBS3aHHBIX MEP IO YIPABICHUIO KAYE€CTBOM KIIMHUYECKUX
nabopatopHbIX uccaeaoBanuil. CucreMaTHuecKoe BBIMOJHEHHE MPOLIEyp ONEPaTUBHOTO KOHTPOJIS
Ka4yecTBa MO3BOJISET C MOMOIIBIO KOHTPOJIBHBIX MPABUJI U YCTAHOBJICHHBIX KOHTPOJIBHBIX MPEIEIOB
JUIS @HAJIUTA BBIIBUTH HEIOIYCTUMBIE ITOTPEIIHOCTH U ITPOBECTU PabOTy MO UX YCTPAHEHUIO.

Pearenrsn (cocTaB)

Martepuan koutposbHbiii BI'C Bricokuit Yposens (EDX HCV High Run Control) npeacrasnser
co00if TOTOBYIO K MPUMEHEHHIO MATPHILY, KOTOPasi COJEPIKUT B CBOEM cocTaBe ucTuHHYI0 D[ TA-
wiasmy, He peaktuBHyto k JIHK HBV, PHK HCV, PHK HIV-1, HBsAg u antutenam mis HIV-1/2
u HCV, a taxxe pekomOunanT Bupyca renatuta C (HCV) (B kornertparuu 1 000 000* ME/mn). B
KavecTBe KoHcepBaHTa ucmoib3yercs ProClin 300 (5-Xmop-2-metnin-3(2H)-u30tna3osn0H, cMech ¢ 2-
meTni-3(2H)-u30Tna3omnoH).

*He SABIISICTCS aTTECTOBAHHBLIM 3HAYCHUEM. O)KI/IIIaeMI)IC PE3YIbTAThl OOJIKHBI OBITE YCTaHOBJICHEBI
KOHCYHBIM I10JIb30BATCIIEM

I/IH(l)OpMaIII/ISI 0 JICKAPCTBCHHBIX CPEACTBAX B COCTABE MEAUNIIUMHCKOTO U31€/TUA
He IMPUMCHUMO. MCIII/II_II/IHCKOC HU3ACIINC HC COACPIKUT JICKAPCTBCHHLIX CPCACTB.

Ilepeyenb MaTepPUAJIOB )KMBOTHOTO M (MJIM) YeJI0BEYECKOI0 MPOUCXO0KICHHUS.
Mamepuanvi uenoseueckoeo npoucxodicoenus.

Kaxnas enuHuIa IMOJydEHHOTO OT YEJIOBEKa JOHOPCKOrO Marepuasa, HCIOIb30BAHHOIO IS
M3TOTOBJIEHHS 3TOTO IMPOAYKTa, OblIa MCIBITaHA COTJIACHO TPeOOBAaHUSM METOJIOB, OJ00pPEHHBIX
FDA (®enepanbubiM  ynpasieHueM CIIA 1o koHTponto 3a MNpPOAYKTaMH MHUTaHUS U
JIeKapCTBEHHBIMHU Ipenaparamu). TecTsl Ha MPU3HAKK WHOUIIMPOBAHUS BUPYCOM UMMYHOAE(DUIIUTA
yenoseka (BUY), supycom renatuta B (BI'B) u Bupycom renatuta C (BI'C) BrIsBHIN OTCYTCTBUE
peakuuii WM OTPULIATEIbHBIA PE3yJbTaT, YTO MOATBEPXKAAET oTcyTcTBHE aHTHTEN K BUY 1,2 n
Bupycy renatuta C u HBsAg. CornacHo mpaBuiiaM Hajjexaunieil 1abopaTtopHOd MpaKkTUKH, BCe
MaTepHasbl YEJIOBEYECKOTO MPOUCXOXKIACHUS JOJDKHBI CUUTATHCS MOTEHIUAIBHBIMU UCTOYHUKAMU
MH(DEKIMA, TO3TOMY NPHU OOpAILLIEHUN C HUIMH HEOOXOAUMBI T€ K€ MEPBhI IIPETOCTOPOKHOCTH, YTO U
npu pabore ¢ oOpas3amu, B3ATHIMU Y HAllUEHTOB.

Mamepuaﬂbl HCUBOMHO2O npoucxoofcdeﬂuﬂ:
He IMPUMCEHHUMO. MGJII/IHI/IHCKOC HU3CJIMC HE COACPIKUT MAaTCPHUAJIIOB JKUBOTHOT'O ITPOUCXOXKICHH.

IlepeyeHs M onmMcaHHe MATEPUAIOB MEIUMIUHCKOIO H3JeJHUs, BCTYNAKWUIUX B
HEMOCPeACTBEHHbIN KOHTAKT C OPraHM3MOM NMALMEHTA (TEJIOM YeJI0BEeKA)

He IMPUMCHHUMO. MaTCpI/IaJ'IBI JaHHOTO MCIUIHUHCKOrO H3ACIHUA HE BCTYIIAKOT B KOHTAKT C
OpraHM3MOM NAIMeHTa HU HalpsIMyl0, HU ONOCpelIoBaHHO. MenuuuHCKUi nepcoHaln paboTaeT B
nepyaTKax.
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IIpouenypa (momosiHeHue)

[Tepen npuMenenueM pazmoposbTe Matepuan koHTposibHBIN BI'C nipu kOMHaTHO# TemmepaType u
OBICTPO TIEpEeMEIIaiiTe BUXPEBBIM CIIOCOO0M, M30erasi BCICHUBAHUSI.

DTOT NPOIYKT MOYXKHO HUCIOJIb30BATh TOJIBKO C COOJIIOIEHUEM MPOIIEAYyPhl XPAHEHHUS.

Hcnoabp30BaHue N0 HaA3HAYEHHIO

Marepuan koutponbHbiii BI'C noctaisieTcst rOTOBBIM K IPUMEHEHUIO.

Martepuan koHTposibHbI BI'C MOXeT HCIosib30BaThCs COBMECTHO C TMArHOCTUYECKHUMH TECTaMU
CTOPOHHUX MPOU3BOUTENEH (HAOOpPOB peareHTOB U KanOpaTopoB st onpenenenuss PHK Bupyca
rernatuta C (HCV), uMeronmx MapKUpPOBKY: I AHArHOCTHKH in Vitro M 3aperucTpUPOBAHHBIX B
YCTaHOBJIEHHOM TOpsAKe Ha Tepputopun Poccuiickoit @enepanuu.

s 6onee moapoOHOM MHGOPMALMU KacaTeNbHO OMOJHUTEIBHBIX HEOOXOJUMBIX MaTepHalloB
oOpamanTech K COOTBETCTBYIOIIUM HWHCTPYKIHSM TIO TNPUMEHEHHIO HA0OPOB pPEAareHTOB IS
omnpexaenenuss PHK Bupyca rematura C (HCV) u pykoBOCTBY I0JIb30BaTEN sl HAa aHATU3ATOPBI.

KoMmiieKT mocraBKHu

Matepuan xkoHTposnbHbIH BI'C mis quarHOCTHKHM in Vitro Juisi BHYTPHUIIA0OPATOPHOTO KOHTPOJIS
KauecTBa Mpolieayp J1ab0paTopHbIX aHAIM30B, BAPUAHT UCIIOIHEHUS

Marepuan kontponbsHbiii BI'C Beicokuii Yposens (EDX HCV High Run Control), npo6upka, 00bem
I mu1 — 5 .

WHCTpyKIMS 0 TPUMEHEHUIO HE BXOAMUT B KOMIUIEKT ITOCTAaBKU OT Mpou3BoauTeNs. HCTpyKIus 1o
NPUMEHEHHI0O B OYMa)XHOM BHUJE TPEAOCTABISACTCA IOTPEOUTENI0 BMECTE C OCTAJIbHOU
COIPOBOINTENHHOM TOKYMEHTAIMEH Ha MEJMIIMHCKOE U3/EIHE [TPU OTTPYy3Ke KIHeHTy. MHCTpyKuuns
0 TPHUMEHEHHWIO TakkKe JIOCTyIHAa B DJJIEKTPOHHOM BHIE uepe3 MHTepHeT mo aapecy
www.qcnet.com/ru (Bknaaka «JlokymeHTanus/« IHCTpYyKIMU»), CChUTKA Ha KOTOPBIA yKa3aHa Ha
MAapKHUPOBKEC MCIUITMHCKOI'O U3JCJINA Ha PYCCKOM A3BIKE.

IpeaynpesxkaeHuss 1 Mepbl NPEI0CTOPOKHOCTH (AOMOJIHEHHE)

L4 Tonsko JJIA HpO(l)eCCI/IOHaJIBHOFO HUCIIOJABb30BaHUA AJIs1 JUAarHOCTHUKH in vitro.

o Heo6xonumo co0iroaaTh OCTOPOKHOCTh MPH OOpaIlleHUH C JaHHBIM MPOAYKTOM, YTOOBI
n30exarb pa3zopbiruBaHus. C 11eNbl0 3aIIUTBl OT OpBI3T MPOAYKTAa HCIHOJIB3YHTE MOAXOASIINE
CpeAcTBa IS 3allIUThI rias/ JIM1ia BO BpEMA pa60TBI (O,Z[HOpa?»OBLIe NEPpUYATKH U 3alIUTHYIO OI[C)KI[Y).
L4 H30eraiite KOHTaKTa p€arcHToB C rja3aMu U CIU3UCTbIMU 000JI0UYKaMHU. HpI/I nonagaHuM
p€arcHTOB Ha YYBCTBUTCIBHBIC Y4YaCTKHU HpOMOﬁTC MOPa’)XCHHBIC YYaCTKH OJOCTATOYHBIM
KOJIMYCCTBOM BOJHI.

L4 He AOIYCKAaTb MI/IKpO6HOFO 3arpsI3HEHUS pEarcHTOB, IMOCKOJIbBKY 3TO MOXKCT IIPUBECTU K
MOJIYUCHUTIO OIIIMOOYHBIX PE3yJIbTAaTOB.
L4 BLI6paCLIBaﬁTe BCC HCHYXXHbIC MaT€pUuajibl B COOTBCTCTBUU C MCCTHBIMU Tpe6OBaHI/I$IMI/I 1o

yTHIIM3aluu oTx0/10B. Eciu ymakoBka moBpex/ieHa, oopamiaitech B OTAEN MPOAaX WU B CIYKOY
texHndeckoit noanepxkku OO0 «buo-Pan Jlaboparopum».

Kaxgas enuHuIa NOJydyeHHOrO OT YEJIOBEKa JOHOPCKOIO MaTepuana, HCIOJIb30BAHHOTO s
M3TOTOBJIEHHS 3TOTO MPOAYKTA, OblIa MCIBITaHA COTJIACHO TPeOOBAaHUSAM METOJIOB, OJ00pPEHHBIX
FDA (®enepansubiv  ymnpasienneMm CIIA 1o KOHTpOdIO 3a TPOAYKTAMH THUTAHUS |
JIeKapCTBEHHBIMH Ipernapatamu). TecTsl Ha MPU3HAKK HHPHUIIMPOBAHUS BUPYCOM HUMMYHOAe(UIINTA
yenoeka (BMY), Bupycom rematuta B (BI'C) u Bupycom renatura C (BI'C) BbIsIBUIM OTCYTCTBHE
peakuuil WM OTpULATEIbHBIA PE3yJbTaT, YTO MOATBEPXKAAET OoTCcyTcTBHE aHTHTEeN K BUY 1,2 n
Bupycy renatuta C u HBsAg. CornmacHo mpaBwiaM HaJjiexaiiend Jab0opaTOpHON NPAKTUKH, BCE
MaTepHasbl YEJIOBEYECKOTO IIPOUCXOXKAECHUS TOJDKHBI CUUTATHCS MOTEHIUAIBHBIMU UCTOYHUKAMU
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UH(EKIHH, T0ITOMY ITPU 0OPAIIEHHN C HUIMU HEOOXOAMMBI T€ K€ MEpPBI IPEIOCTOPOIKHOCTH, UYTO U
npu pabdore ¢ oOpas3amu, B3ATHIMU Y AIIUEHTOB.

H317 — [Ipu KOHTAKTE C KOKEH MOXKET BBI3bIBATH AJUIEPTHUECKYIO PEAKIIHIO.
P280 — Mcnoap30BaTh cpeaCcTBa 3alIUTHI IJ1a3/IulIa.

IKCILUIyATANIMOHHBbIE XAPAKTEPUCTUKHU

Bocnpoussoaumocts

J{nst moATBEPKACHUS IKCIUTYaTallMOHHBIX XapakTepucThuk Marepuana kouTposibHoro BI'C Beicokuii
Yposeur (EDX HCV High Run Control) Obiii mpoBeaeHbl HCHIBITAHUS MEXKIOTOBOU
BOCIPOU3BOJMMOCTH, MEXJIA00paTOpHON BOCHPOU3BOAMMOCTH, a Takke Oblla HCIbITaHa
BOCITPOM3BOJUMOCTH B IIpejiesiaX MOCTaHOBKH.

WcnpiTanus ObIIM MPOBEACHBI B TPEX Pa3HbBIX J1a00paTOPUAX C UCIOIb30BAHUEM TECTOB JJIs in Vitro
nuarnoctuku BI'C, omoopennsix Ynpasienuem CIIA mo KOHTPOITIO Ka4eCTBa MUIIEBBIX TPOIYKTOB
U JIeKapCTBEHHBIX cpeacTB. Ilocne momydyeHus BceX pe3ysbTaTOB OBLJIO PACCYMTAHO IS KasKIOM
naboparopun o0IIee cpeHee 3HAUCHUE, CTAHAAPTHOE OTKJIIOHEHHE U KodduimeHT Bapuaruu (CV)
B % U1 BCeX MapTHil, cpefHee 3HaUeHHe, CTaHAapTHOE OTKIIOHeHHE 1 KodQduieHT Bapuanuu (CV)
B % 1151 Kaxa0i naptuu. beuio paccuntano oluiee cpeiHee 3HaU€HUE, CTAaHIapTHOE OTKJIIOHEHHUE U
koa¢dunment Bapuanuu (CV) B % 11t Bcex Tpex 1adopaTopHil B COBOKYITHOCTH.

JlaHHbIe, MOTyUYEHHbIE paMKaX MCCIIEIOBAHUS BOCIIPOM3BOIMMOCTH MaTepuaiia KoutposibHoro BI'C,
COOTBETCTBOBAJIU KPUTEPHUSIM MPUEMIIEMOCTH.

XpaHeHue u oOpaieHue (I0MOJTHEHHE)

OTOT NPOJYKT COXPaHsIET YyCTOMYHUBOCTD /10 UCTEUEHHSI CPOKA TOAHOCTH IPH XPAaHEHUU HEBCKPBITHIM
npu Temreparype ot -20 uii HiKe 10 YKa3aHHOTO CpOKa TOJHOCTH Ha YIaKOBKE (MaKCUMAIIBHO 36
MeC. C JaThl H3TOTOBJICHHUs). MaTepuan KOHTPOJIbHBIN CTA0MIICH 10 YKA3aHHOTO Ha YIIAKOBKE CPOKa.
XpaHeHHe  U3JeNUd  JODKHO — OCYIIECTBISTHCS B MOPO3MJIIBHUKAX,  00€CIeYMBAIOIINX
periaMeHTHPOBAaHHBIA TemrepaTypHblid pexum (-20°C win HIKe) ¢ €KEIHEBHOM perucrparuei
TEeMIIEPaTypBbI.

W3nenusi, XpaHUBLIMECS C HapyLIEHHEM pErJIAaMEHTHPOBAHHOIO pPEXUMa, NPUMEHEHHIO He
HOJIeKAT.

Yci10BUA TPAHCIIOPTHPOBKH

[Iepen otrpaBkoil ¢ 3aBOIA MPOAYKT ITPOXOAUT KOHTPOJIBHBIE IPOBEPKU. MeEKTyHApOIHBIE CUMBOJIBI
Ha YIAKOBKE M CIIEHUalIbHble HHCTPYKIMU MO OOpaleHUIO YKa3bIBAlOT TPAHCIIOPTUPOBIIUKY, KaK
cienyer obpamarbesi ¢ 3TUM NpoaykToMm. Ilpu mosydyeHuu npojykTa BHMMATEIbHO OCMOTPHUTE
ynakoBky. Ilpm Hamuuuu m100BIX CIIEOB HEMPABWIIBHOTO OOpallleHUs] WM TOBPEXKICHUS
HEMEMJIEHHO o0patuTech B OTHen o00cimykuBaHus kiueHToB kommanun OOO «buo-Pan
JlaGopaTopun» UM K perHOHaIbHOMY HOCTABILUKY.

TpaHCHOpTI/IpOBKa OCYHICCTBIIACTCA BCEMU BUAMU TPAHCIIOPTA B KPBITBIX TPAHCIIOPTHBIX CPEACTBAX
B COOTBETCTBHMM C IIPaBWJIAMHU INIEPEBO3KU I'PY30B, IEHCTBYIOIIMMH Ha KaXJIOM BHJIE TPaHCIOPTA.
ITpoxyKT TpaHCIOPTUPYETCS C COOTIOAEHUEM CIIETYIOIUX YCIOBUN: B 3aMOPOKEHHOM BHUJIE.
TpaHncnopTupOBaHUE JTOIKHO OCYLIECTBIATHCA B TEPMOKOHTEMHEPAX OJHOPA30BOI0 MOJb30BaHUSA,
COJIEpKaIlMX XJIAJ0AJIEMEHThl, WIM B TEPMOKOHTEHHEpaX MHOTOKpPaTHOIO MPUMEHEHHUS C
aBTOMAaTHYECKH IMOJJIEPKUBAEMON TeMIIepaTypoil WK B aBTOpedpHKepaTopax ¢ UCIOIb30BAHUEM
TEPMONHINUKATOPOB.

W3nenus, TpaHCIIOPTUPOBAHHBIE C HApYILIEHHMEM TEMIIEPATypHOIO peXHMa, NPUMEHEHUIO He
HoJyIeXkar.
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Crepuiamnzanus
HSI[CJ'II/IC IMOCTaBJIACTCA HECTCPUIIBHBIM. He MMOMJIC)KUT IIOBTOPHOMY HCIIOJB30BAHUIO /U
CTCPUJIM3allUHU ITOJIB30BATCIICM.

TpeGoBanus K oXpaHe OKpPY:KaloLIeil cpeabl

MeauuMHCKOEe U3JeNMe IPU HCIOJIb30BAHUM, TPAHCHOPTUPOBKE M XPAaHEHUU HE OKa3bIBAET
HEraTUBHOTO BO3JICHCTBUS Ha 4YEJIOBEKA M OKPYKAIOIIYI0 Cpeay MpH COONIOJCHUU YCIOBUMN
IIPUMEHEHHUSI U MEP MIPELOCTOPOKHOCTH, YKA3aHHBIX B UHCTPYKIUH.

Yruiauzanus

Bo mn30exanne BO3MOXKHOTO 3arps3HEHUs] OKpyxaromieil cpensl Matepuan xontponbHbiii BI'C ¢
UCTEKUIMM CPOKOM IF'OJHOCTH, @ TAKXKE OTXO/IbI HCIIOJIb30BAaHHOI'O MaTepUala KOHTPOIBHOTO IOJIKHBI
YTUIIU3UPOBATECSA B COOTBCTCTBMHM C MCECTHBIMU TOCYJAapCTBCHHBIMU W/uan  OONBHUYHBIMA
HOPMAaTHBHBIMU TPEOOBAHUSIMH.

[IpaBunbHOE YHUUTOXKEHUE U YTHIIM3AIMS OYyI€T MOAIEPKUBATH COXPAHEHHUE MPUPOIHBIX PECYPCOB
U COJEHCTBOBATH 3AILUTE 370POBbs UEIOBEKA U OKPYKAIOLIEH CpPeIbI.

YTrnian3anus 0TX010B YIIAKOBKH.

YnakoBKa NpOAyKIMH pa3paboTaHa ¢ LEIbI0 CBEACHUS K MUHHUMYMY 3arpsi3HEHHS OKpYIKarolien
Cpelpl IPU COXPAaHEHMM LEJIOCTHOCTH NPOAYKTa BO BpeMs TPAHCIOPTUPOBKM M XPAHEHUS.
YTaKoBOYHBIE OTXOJABI JOJDKHBI YTHJIM3UPOBAaTbCS B MECTHBIX ITyHKTax cOOpa YIakOBKH, B
CIELIMAIM3UPOBAHHbIE KOHTEHHEPBI, PACIIOJIOKEHHBIE B MyHULIUTIAINTETAX.

Bropuunyto ynakoBKy ciielyeT yTUIM3UPOBaTh KaK OTXO/bI Kacca A.

Yruianzauus usgejus ¢ HCTEKIIMM CPOKOM I'OJJHOCTH U 0TX0/10B, HCII0JIb30BAHHBIX PeareHToB.
[Ipy yTunanzauuy M yHUYTOXKEHUU H3IEJIHMM C UCTEKIIMM CPOKOM TOJHOCTH, & TaKXe OTXOJOB,
WCIIOIb30BAaHHBIX MAaTepUaiOB KOHTPOJBHBIX, HEOOXOAMMO JIeWCTBOBATh B COOTBETCTBHH C
TUTUEHUYECKUMH HOPMAaTHUBaMU M CIIEOBaTh O(PHUIMAIBHBIM HHCTPYKUHUSAM IO YTHUIM3AIUH U
YHUYTOKCHUIO TOTCHIIMATHHO HMH(PEKIIMOHHOTO W XWMHUYECKOro MaTepuala, NPUHSATHIM Ha
teppuropuu Poccniickont denepanyu u B 1anHom JIITY.

KnroueBsiMM BOmpocamMu B CTpaTErMy YHPaBJICHUS OTXOJAMH SBISETCS ONTUMM3ALMS TAKTUK U
MOJXO0/I0B K KOHEYHBIM MPOAYKTAM, & TAK)KE MUHUMHU3ALIMS BO3MOYKHOIO 3arp3HEHUS OKPYIKAKOLIEH
Cpebl.

bonee moapoOHyro uHGOPMAIUI0O MOXXHO TOIYYUTh Yy MPOU3BOAUTENS / YHOTHOMOYEHHOTO
MPEICTaBUTENS TPOU3BOAUTENS.

YTunusanusi 10JKHA MPOBOAUTHCS B COOTBETCTBUM C MECTHBIMH HOPMaMM 3aKOHOJATENILCTBA, a
TaKK€ B COOTBETCTBUHU C MPOTOKOJIAMH MEAULHUHCKOIO YUPEKICHUS, TJI€ MUCIOIb3YIOTCS TaHHBIC
MeIUIMHCKUE n3aenus. He yTuim3upoBaTh COBMECTHO ¢ OBITOBBIMU OTXOJIAMHU.

Bce o0pa3iupl 1 Matepualibl, HCIIONb3YIOMIMECS U 00pa3yoIIuecs MPU BbIOIHEHUH UCCIIEA0BAHUMN,
B TOM YHCJIE MAaTEPUAIIBI C UCTEKIIUM CPOKOM TOJJHOCTH, CJIEAYET YTUIM3UPOBATh KaK OTXObI Kjlacca
b.

I'apanTHiinbie 00513aTe/ILCTBA

[TpousBoauTeNns rapaHTHpyer, 4yro Matepuan koHTposibHBIA BI'C anst quarHocTuku in vitro juis
BHYTpHJIA00PATOPHOTO KOHTPOJIA KadecTBa MPOIEAyp JIa0OpaTOPHBIX aHAJW30B, B BapHaHTaX
HCIIOJIHCHUS COOTBCTCTBYCT CHCI_II/I(I)I/IKaI_[I/I}IM, 3as4BJICHHBIM Ha JTHKCTKC. HpOI/I3BOIII/ITCJIB
rapaHTupyeT 0€e30MmacHOCTD MCIUIUHCKOIro HU34€CIHA, OTCYTCTBHC HCIOIMYCTHUMOI'O pPHUCKA
INpUYUHCHHA BpEaa KHU3HH, 3J0POBLI0O YCJIOBCKA H Opr)KaIOIJ_Ieﬁ cpeac mnpu HUCIIOJIb30BaHUU
MCIUIHUHCKOI'O U3CJIMA 10 HA3HAYCHHUIO B YCIIOBUAX, IPEAYCMOTPECHHBIX ITIPOU3BOANUTCIICEM.
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[Ipou3BoauTENb rapaHTUPYET CTAOMIBHOCTH MEAUIIMHCKOTO U3/I€TTHS O OKOHYAHUS CPOKA FOTHOCTH
npu COONIIOJICHMH YCJIOBUH TPAHCIIOPTUPOBAHMSA, XPAHEHUS M MPUMEHEHHs, YKa3aHHBIX B
MHCTpYKUUU. W3enust JOKHBI UCIIONIB30BAThCS TOJIBKO /10 UCTEUYEHHSI CPOKA TOJHOCTH, KOTOPBIN
yKa3aH Ha yIaKOBKeE.

[To Bompocam, CBA3aHHBIM C KayeCTBOM H3JENIUH, a Takke ¢ X paboToil, Hy>)KHO oOpalarbcs K
YII0ITHOMOYEHHOMY NPEACTABUTENI0 IPOU3BOAUTEIN Ha TeppuTopun Pocculickoit denepanuu:
OOmiecTBO € OrpaHMYEHHON OTBETCTBEHHOCTHhIO «bmo-Pax Jlabopatopun» (OOO «buo-Pax
Jlaboparopumy), 105064, MockBa, Hwkuuii CycanbHbI niepeyiok, 1oMm 5, ctp. SA, Tenedon: +7
(495) 721-14-04, e-mail: diag_support_rcis@bio-rad.com; www.bio-rad.com

IIpeTen3un mo KavyecTBy (PeKJIaMAaIAH)

[Topsinok npenbsBiIEHUS peKIaMaluuil U OTBETOB HAa HUX PETryJIUPYETCS TPAKIAHCKUM IMPABOM.
Pexnamanust MOKeT NpeabsIBIATHCS TOJIBKO IO TAKMM BOIIPOCAM, KOTOPBIE HE SBJISIIUCH IPEIMETOM
MIPUEMKH TOBapa, IPOU3BEACHHON B COOTBETCTBHUH C YCIOBHUSIMU JOTOBOPA.

[To Bcem Bompocam, CBSI3aHHBIM C OOCTYXHBaHHEM W3JENUs, HEOOXOAUMO OOpaTUTHCA K
YHOTHOMOYEHHOMY TIPEACTaBUTENIO0 MpOU3BOAUTENs. B ciywae peknamanuu oOpamarbes K
MIPOU3BOIUTEIIO U / WM YIIOJIHOMOYEHHOMY IPEJICTABUTEIIO TPON3BOIUTEIIS.

CumMmBoJIbHBIE 0003HAYEeHUS (TOTMOJTHEHHE)
QR-kox

3anpeT Ha MOBTOPHOE IPUMEHEHHE

Y1akoBKa MOAJIEKUT BTOpI/I‘lHOI\/’I Hepepa60TKe

MaHI/IHy.TI}II_[I/IOHHHﬁ 3HAK «BEPX»
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