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ARCHITECT

a STAT High Sensitive Troponin*! Controls

Read Hlghliehled Changes: Revised March 2017.

INTENDED USE

The ARCHITECT STAT High Ssnsttive Troponin-l Contrtis are lor the
estimation of test precision and the detection of systematic analytic®
deviations of the ARCHITECT | System with STAT protocol capability
when used for the quantitative determination of cardiao troponin |
(cTnl) in human serum and plasma with the ARCHITECT STAT High
Sensitive Troponin-I reagent kit.

Refer to the ARCHfTECT STAT High Sensitive Troponin-I reagent
package insert and the ARCHITECT System Operations Manu” for
additional information.

CONTENTS

3 Bottles (8.0 mL each) ol ARCHITECT STAT High Sensitive
Troponin-i Controls. Low Control, Medium Control, and High Control
contain recombinant human cardiac troponin 10 complex in
phosphate buffer with protein (bovine) stabilizer.

Preservative: ProClin 300.

The controls are at the followir>g concentrations:

Conbols Concentration (pg/mL) Range (pg/mL)
ICONTIIOLKI 20 12.0 - 2B.0
IcowmoLIMI 200 120.0 - 260.0
Icontrollhl 15,000 9,000.0 « 21,000.0

Each laboratory should establish its own concentration ranges for
new control lots at each control level.

Note: The insert ranges for the controls are not lot specific and
represent tire total range of values which may be generated
throughout the life of the product. It Is recommended that each
laboratory establish Its own means and acceptable ranges which
should fall within the package insert ranges. Sources of variation that
can be expected Include:

+ Calibration
+ Calibrator tot
« Control lot

* Reagent lot
¢ Instrument

PRECAUTIONS

* Forin vitn Diagnostic Use

The foUowtnQ warntnasand precautions apply to; foontnotti} f

O

WARNINQ Contains
H317 May cause
PrevenUon
P261 iiwst/vapors/"wvay.
p272 cioth” should not”
wofkplaca.
P286
1 ’ IA 1
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[m F]3P25.11 STAT High Sensitive Troponin-|

3P25
G56529R02

C3P2U0

Response

P302TP3S2 IF ON SKIN: Wash with plenty of water.

P333+P313 It skin irritation or rash occhjrs: Gel
medical advice / attention.

P362TP364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose ol contents / container in

accordance with local regulations.

Safety Data Sheets are available at www4ibbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operations Maruial,
Section 6.

Handling Precautirms

+ Caution: Due to the seiwiUvlty of the ARCHITECT STAT High
Sensitive TYoponln-1 assay, use caution when handlti* control
bottles and caps to prevent cross4:ontamlination.

STORAGE

+ Controls are shipped frozen and must be stared at -10'C or
colder upon recent until first usage.

« Store thawed controls at 2-8*C. Do not refreeze controls after
thaw.

« Controls are stable until the expiration date when "ored and
handled as directed.

+ Do not use past expiration date.

-icrc

UNTILniwruaif

PREPARARON FOR USE

* Remove fn»n carton and allow controls to stand at room
temperature (tS-3T'C) until completely thawed (approximately
120 to 150 minutes).

* Thawed controls should be tiioroughly mixed by gentle inversion
before use.

+ Aftereach use, Inmediately cloee the caps tightly and return
the thawed controls to 2-8‘C.

+ Thawed controls may be atored refrigerated at 2-8*C for up
to Omottths, notto exceed the expiration date printed on the
home.

* 'Jo obbln tite feoonvnended vAm e rsgufnvnents for the
‘conttois, hold the bottles vertically and dispense 10 drops of
each centred into each respective sample cup.

+ For information on ordering controls, refer to the ARCHtTECT
System Operations Manuai, Section 5.
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QUALITY CONTROL PROCEDURES

The recommended control requirement Forthe assay is that a single
sample ot each conuol level be tested once every 24 hours each
day of use. If your laboratory qu”ity control procedures require
more frequent use of controls to verify test results, follow those
procedures.

Addidonal controls may be tested in conformance with local, stale,
and/or country regulations or accreditation requirements and your
laboratory's quality control policy.

The control values must be within the acceptable ranges specified
in the control package insert. If a control Is out of its specified
range, the associated test results are invalid and must be retested.
Recallbralion may be Indicated.

Refer to the ARCHITECT STAT High Sensitive TtoponIn-I assay

reagent package Insert and ACHITECT System Operations Manual
for additional Information.

Key to Symbols
I:'J Consult instructions for use
m | Manufacturer

Temperature limitation

1
Upper limit of temperature
1
Use by/Expiralion date
2
*niHTHAWI After thaw store at
Concentration
loontrolll | Control Low. Medium. High
(L.M.H)
In Vitro Diagnostic Medical
Dcvico
lot] Lot Number
iMtoMteroF 1 Product of Ireland
|mMwaal Range
List Number
IUNTn.msTuu| Until first use store at
Mumwo ol aAMHIaxs1 Warning: May cause an allergic
reaction.

[d"CHITECT Is a trademark of Abbott Laboratories In various
jurisdictions. All other trademarks are property of their respective
owners.

Abbott Ireland

Diagnostics Division C€
Ltenamuck, Longford

Co. Longford

Ireland

+353-43-3331000

Customer Service: Contactyour local representative
or find country”peciflc contact Information on
www.abbottdiagnostics.com

Revised March 2017.

©2015, 2017 Abbott Uboratories &Z] Abbott
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ADDENDUM

to the Instruction for Use ARCHITECT STAT High Sensitive Troponin |

Controls (for Russia)

SHIPPING AND STORAGE CONDITIONS (
Recommended shipping cor>ditions for device is - 10*C or colder in sinole-

use thermo containers containing coolantelements, or in reusable thermo

containers  with automatically ~maintained temperature or In Cm
autorefrigerators using thermal Indicators Device is stable until the

eigtiration date Indicated on the package. Device is rto longer sultablo for

use shipping temperature limits have been violeted. Ship in an enclosed

carrier vehicle of any kind in accordance with shipping n“es. applicable to

tee respective carrier.

Medical device must be stored at a temperature - 10*C or colder in {8
lefrigerators/rcfrigerator chambers @ ensure regulated temperature npi
conditiom wite a daily temperature record. Bbl
WARRANTY AR
Manufacturer guarantees that device remains stable ullAd tee expiration Z:f
date when stored and handled as directed. The maximum shelf life of the per
medical device is 6 months from date of manufacturing. Delrice must be flo
discarded if stored with deviations in manufacturer's requirements Ko
MAINTENANCE Py»
Not required. cC
REPAIRS 3|
Not required. Se
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE Co;
Destruct and dispose of a medical device In accordance with tee I'O
requirements of SanPin 2.1.7.2790-10 dated December 12, 2010 CTt
‘Sanitary-epidemiological Requirements for the Management of Medical Iﬁ
Waste", Koi
Trensmll and dispose of B product and Its components and packaging in

accordance with local regulabona [«
LIST OF APPLICABLE STANDARDS

1SO 9001. I1SO 10485. ISO 1348$ (including CMDCAS)

POTENTIAL USER

ARCHITECT STAT High Sensitive Troponin | Controls are intended to be K>
used In a variety of dinical and laboratory conditions, induding, without coC

limitation, hospitals, diagnostic centers, reference laboratories and blood Koh

transfusion faculties around the world, whose personnel have been trained rp

in the use of tee ARCHITECT i analyzer

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF zgi
MEDICAL DEVICE cp
Does not contain any drugs )e
STERILIZATION Ao
Medical device is not required to be sterile. m
INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION ne

Medical device cannot be re-applied.

MATERIALS OF ANIMAL ORIGIN

Matanali of animal origin are tested and r«ks of using MD are indicated in

SOS. Safety Data Sheets are available at www.abbottdiagnostic8.com or

contact your local representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE M
Not applicable

x
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ru

ARCHITECT [A3P25'11 STAT High Sensitive T*oponin-t
3P25

STAT High Sensitive Troponin>I Controls G54998R02
C3P2UR

Cm. BblfieNieHHble n3MeHeHnd. Pegakuusa: mapt 2017 r.

HA3BHAYEHWE

MpegoTBpalieHne

KoHtponn ARCHITECT STAT High Sensitive Trc nin-| P261 /36eraTb BAbIXaHuA TymaHa/napoa/

npesHasHayeHbl 47151 OLLEHKW BOCNPOU3BOAUMOCTY TecTa 1 aaposonei.

BbISIBIEHNA CUCTEMHbIX @HAUTUYECKUX OTKIOHEHNA CUCTeMbI pP272 He BbIHOCUTb 3arpA3HeHHYI0 0fexay

ABCHTLICTI System ¢ onuueii npotokona STAT npu pabouero mecTa.

KONN4YeCTBEHHOM onpefefieHnn CepevyHoro TPONOHUHa | (CTl'll) e P280 M0nb30BaTHCA 3aLLUTHBIMM nepanKaMm/

CbIBOPOTKE W naa3Me KpoBuM YenoBeka C UCNOSIb30BaHUEM Ha60pa 3aL|.||/1THO|Z OAeM(,D,OIZ/Cpep,CTaaMM 3aWnThbl

peareHToB ARCHITECT STAT High Sensitive Troponin-I. rnas.

[lononHUTENbHYI MHEOPMALIMIO CM. B MHCTPYKLWUN NO NPUMEHEHUIO PearnposaHue

k peareHTy ARCHITECT STAT High Sensitive Troponin-I n P302TP352 MPW NOMAJAHUN HA 1<KY: MpombiTh

PykoBogcTBe no akcnayaTauuu cuctembl ARCHITECT. 6OMbLIAM KOMUYECTBOM BOABI.

COOEPXUMOE P333+P313 Mpu pasgpaxeHnun KoXu uan nosBneHnu

3 ¢hnakoHa (3,0 Mn Kaxablit) koHTponeit ARCHITECT STAT High ceinu: OBpaTuTLeA K Bpay.

Sensitive Troponin-1. Hu3kuit, CpegHUit 1 BbICOKMiA KOHTPOMN P362+P364 CHATb 3arpASHEHHYI0 OAEXAY W

COlePXaT KOMNNEKC PEKOMGUHAHTHOTO KapAManbHoro 'onoHMHa BbICTUPATL €€ NEePe/ UCNONb30BAHMEM.

1Cuenoseka B pocatHoM Bydpepe ¢ NPOTENHOBLIM (6blubiM) YTnnusauua

CTabUNM3aToOpOM. P601 YTunusupyitte cogepxumoe/kokteiinep B

KoHcepsaHT: ProClin 300. COOTBETCTBUM C CAHUTAPHBIMW HOPMaMK

KoHTponu uMeloT crefytoLyme KOHLeHTpaLum: P (CanruH 2.1.7.2790-10 ot 09.12.2010).

KoHTponin KoHueHTpauusa (nr/mn)  LuanasoH (nr/mn) MacnopTa 6e30nacHOCTI AOCTYMHbI Ha caiiTe

)COMMOK]s| 20 12,0 - 28,0 www.abbottdiagnostics.com unu y MecTHoro npeacrasurens.

LeowTsexiv) 200 120,0 * 280,0 MoApo6HY0 MHAOpMaL M0 0 HE06XO4NMbIX Mepax
npesjoCcTOPOXHOCTU NpK paboTe aHanuaTopa cM. e PyKoBOACTBE No

Icohtmollk| 15000 6000,0 - 21000,0 akcnayatauuu cucteMsl ARCHITECT, Pasaen B.

Kaxpaas na6opatopus J0/KHA CaMOCTOATENbHO YCTaHABNNBATL Mepbl npejocTOpo3kHOCTM Npu pagoTe

CO6CTBEHHbIE AMaNa30Hbl KOHLEHTPaLMN A1S HOBBIX Cepuii + OcTopoxHo: BBugy 4yBctButenbHocti recta ARCHITECT

KOHTPOAS Ha KAX/AOM YPOBHE KOHLEHTPALMM. STAT High Sensitive 1Yoponln-1 ocTopokko o6paLiaiitech ¢

MpuMeyanne: nanasoHbl KOHTPONEH, ykasaHHble B MHCTPYKLUN dnakoHamu Y KpblWKamu KOHTPONS ANIA NPEAOTBPALLEHNA

N0 NPUMEHEHWIO, HE CNeLUMUYHbI N0 CEpPUaM U NPeACTaBNAT NEPEKPECTHOU KOHTaAMUHAL K.

co60i 06WKB AnanasoHbl 3HAYEHNN, reHepupyeMbIX B TeYeHne

XPAHEHWE
CpoKa rofHoCTH nNpoaykTa. Kaxgon nabopatopum pekomMeHayeTcs
¢+ KOHTpONU TPaHCMOPTUPYIOTCA @ 3aMOPOXEHHOM COCTORHUM W
YCTAHOBUTb COBCTBEHHbIE CPEAHME 3HAYEHUSA W AMANa3oHbI [IOKHbI XPAHUTLCA MpH Temnepatype -10°C Wan Hike nocne
[0NyCTUMbIX 3HAYEHWiA, KOTOPbIE [OMKHbI HAXOAUTLCA B Npefenax NONYHEHIS 10 NEPBOTO UCTOb30BAHNA
[1ana3oHoB, yKa3aHHbIX B MHCTPYKL MU MO NPUMEHEHUIO. P 6 ' 9. 6C
. .
MoTeHynanbHbIMM NpUYMHaMN BapnabensHOCTM MOryT BbiTh: a3MOPOXEHHBIE KOHTPO/IM HEOOXLINMO )pauTs npy '
Kanu6ooska Mocne pa3Mopo3kn He 3amMOpaxuBaiTe KOHTPONM MOBTOPHO.
.
Howe pce Wi KanuGnaTona « Tpu NpaBUbHOM XpaHEHUM W 06palLeHUn KOHTPOIN OCTalTCs
.
H P cep patop CTabunbHbIMM 40 UCTEYEHUSA CPOKA TOAHOCTY.
* Homep cepum KoHTpons o
H p cep P ¢ He ucnonbayiitTe nocne nctevyeHns Cpoka rofHoCTH.
. OMep Cepuun peareHTa
»  AHanusarop
MEPbl MPEAOCTOPOXHOCTW . r [wHnr, sumn'ies!
B'C

[ONns [uarHoCTUKM In Vitro
c [*Ta THAY
neouolune noeoynoexaeHnsa U Mepbl NPEO0OCTOgKHOCTH
raunn>toa V FrcOMTaW N / ICOKTROI.IM | 11CONTROL
NMOATOTOBKA K NCMNONTb30OBAHUIO

[locTaHbTe KOHTPONW W3 YNaKoBKM U NO3BO/bTE OTCTOATLCA NP
komHaTHOI Temnetatype (15 ¢ 30'C) 40 NOAHON pa3Mopo3ku
(okono 120 - 150 MUHYT).

Pa3mMopoXeHHble KOHTPONM HEO6XOAMMO TLjaTeNbHO
nepemelaTb, akkypaTHO nepesopaynsas QnakoHbl, 1
1CnoNb3oBaTh He3aMefInTeNbHO nocae 3Toro.

NPCAYMPEXAEHVE ~ COAEpXUT METUAN30TUA30/I0H. .

T MoxeT BbI3bIBaTb annepruyeckyto
KOXHYI0 peakumto.
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Mocne Ka)kA0ro MCNONb30BaHNA NIOTHO 3aKkpbiBaiTe

(h1aKOHbI C KOHTPONIAMM KPbILWKAMU U He3aMeANNTENbHO

nomeLiaiiTe B COOTBETCTBYILYI0 TEMAEpPaTypy XpaHeHns

(2-e*q.

Pa3MopoXeHHbIe KOHTPOSIM MOTYT XPaHUTbCH B

XO0NOANNbHUKE NpK Temnepatype 2 - 8'C B TeyeHune

3 MecsLeB, He NPeBbIlWas CPOK FOAHOCTU, YKa3aHHbIA Ha

thnakoHe.

m [N nonyyeHns pekoOMeH40BaHHOTO0 06bemMa KOHTPONEH AepxuTe
(hnakoHbl BEPTUKANLHO U HaxanaiiTe 10 kanesb Kaxjoro

KOHTPONSA B COOTBETCTBYIOLYIO Yalleyky 415 06pa3LoB.

VHthopmauuio 0 3aka3e KOHTposieil cM. B PykoBoACTBE No

akcnnyatauuu cuctembl ARCHITECT, Pasgan 5.

MPOLUEAYPbI KOHTPOJIA KAYECTBA

PekomeHayeMble Tpe6OBaHUA N0 KOHTPOIO KayecTBa TecTe
3aKK4alnTCca B TECTUPOBAHNN NO CU3OMY KOH")ON0 BCEX
YpOBHeN Kaxgble 24 yaca, TO ecTb Kaxzble CyTKW aKkcnayaTaluu.
Cobntogaiite npaBuna Balleii nabopatopun, ecnu oHu TpebyT
60n1ee 4acToro MCNOMb30BAHNA KOHTPONEN A1 NPOBEPKM
pesynbTaToB TECTOB.

[lonyckaeTcs TeCTUpoBaHWe [OMNONHUTENbHbIX KOHTPONEN B
COOTBETCTBUN C MECTHLIMM U/MNKN FOCYLAPCTBEHHBIMI 3aKOHAMM
nnu Tpe6oBaHNAMM akkpeauTaLmMm, a Takke NOANTUKON KOHTpONs
kayecTBa Baleii nabopatopuu.

3HauyeHus KOHTPONS AOMKHbI HAXOAUTLCA B pamkax AnanasoHa
[ONYCTUMBIX 3HAYEHU, YKa3aHHOTO B MHCTPYKLWWN NO NPUMEHEHNIO
K KOHTpONsAM. Ecnn 3HaYeHNe KOHTPONS BbIXOAMUT 3a pamKu
yKa3aHHOro rpyanasoHa, pe3ynbTaTbl COOTBETCTBYHLLNX TECTOB
cnefyeT cunTaTb HefeiiCTBUTEIbHbMY, U 06pa3Lbl AO/KHbI ObiTh
ITPOTBCTUPOBaHbLI NOBTO{X0. MOXeT noTpe6oBaTbCA NOBTOpHAA
kanubposka TecTa.

[lononHNTENbHYID MHAOPMALNIO CM. B MHCTPYKLUK NO NPUMEHEHWIO
Kk pearenTy /ICHITECT STAT High Sensitive Troponin-I n
PykoBozcTBe no akcnnyatauuu cuctembl ARCHITECT.

Mcnosnib3yemble CUMBO/IbI

CM. MHCTPYKLMIO MO NPUMEHEHWI0
O a

Visrotosutens
TemnepaTypHblii AnanasoH

BepxHss rpaHuLa Temneparypei

r

Wcnonb3oBatb 40/CPOK FOAHOCTH

2

:APTIATHALL| ocne pasmopo3kn XxpaHnuTb npu
Temnepatype

1CONCI KoHueHTpauma

IcotrmoiiLi KoHTponb Huskuii, Cpeganil, Bbicokuit
(L.M.H)

n MegaunymHckoe nsgenve ans

[MArHOCTMKM In Vitro

Homep cepum
IMoooeTOpTHAHB! Mpoaykt Npnaxaum
[ilUNaa| [lnanasoH

Eslo KaTanoxHblii Homep

[uuTn.NMTLYB | [0 MCnonb30BaHMs XpaHUTh Npu

Temneparype

Mpeaynpexaetne: MoXeT Bbi3blBaTh
annepruyeckyio peakumio.

WMMMO>aaBartnss 1
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ARCHITECT sBnseTcs TOproBoii Mapkoii komnaHum
Abbott Laboratories B pasnuuHbIx topucaukuuax Bee apyrue

TOPrOBbIE MApKN ABAAIOTCS COBCTBEHHOCTbIO COOTBETCTBYIOLINX
BNajenbles.

Abbott iretend

Diagnostics Ohriskm C€
Usnamuck, Longlord

Co. Longford

Ireland

*353.43-3331000

CepsucHas noagepxka: Obpawaitech kK CBOEMY MECTHOMY
npesCcTaBUTEN NN OMOTPUTE KOHTAKTHYH WH( OpMauuo ans
Balleil cTpaHbl Ha caiite www.abbottdlagnostics.com
Pepakuyus; mapt 2017 r.

©2016. 2017 Abbott Laboratories f*1 Abbott

ABTOpPM30BaHHbIii NPeACTaBUTE/b N3TOTOBUTLYbI HA TEPPUTOPUM
Poccuun n gpyrux ctpan CHI:

000 «2660TT la6opatopus», 125171, Poccus, . Mockea,
NleHnHrpagckoe wocce, 16A, cTpoeHue 1,
Ten; *7 (495) 258 42 70 (80); dakc; *7 (495) 258 42 71 (81)
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MPUNOXEHNE

K MHCTpYKUMM no  npumeHeHmio  Mu  «ARCHITECT  STAT
BbICOKOUYBCTBUTE/IbHbIN TponoHuH-1 ranTponu (ARCHITECT STAT High
Sensitive Troponin | Controie)» gns Poccuu.

YCNOBUA TPAHCTIOPTUPOBKW n XPAHEHWA

130enve pekomeHayeTca TpaHCnopTMpoBsaTh npu temn”*atype ot- 10'C
1 HUXE a TePMOKOHTeliHepax 04HOPa30BOoro NoAb30BaHNs, CoAepXalLmnx
La/i03N1EMEHTbI, N B 16" OKOHTEeHe 8 X MHOrOKpaTHOro NpuMeHeHns
C aBTOMAaTM4Yeckn  MOAAEPKMBAEMOA  Temnepatypoii wm B
aBTopedpuxepaTopax ¢ UCNoNb30BaAHMEM TEPMONHANKATOPOB. V3aenve
0CTaeTcs CTabWNbHbIM [0 OKOHYaHWA CPOKa rOAHOCTY, YKA3aHHOTO Ha
ynakoske. Tpu TPaHCMOPTUPOBAHWN C HapylieHeM TemnepaTypHon3
pexMMB  M3fenue He NeANeXUT NpUMEHeHWt. TpaHcnopTMpoBKa
OCYLLECTBNACTCA BCEMU BMAAMM TPaHOOPTa B KPbITbIX TPAHCMOPTHbIX
cpefcTBax B COOTBETCTBMM C  NpaBunaMmu  N1epeBo3tol  Ipy3oB,
[EeNCTBYIOLMMY Ha KaX[0M BUZE TpaHCcnopTa.

XpaHeHue 13gennuil 4oNX0k ocyLLecTBAATLCA Npu TeMnepat™e o7 - 10*C
W HWKe B XONOAWNbHBIX — Kamepax WAW B XONOAWUNbHUKA,
06ecneynBaroLLnX pernamMmeHTUpPOBaHHbIA TEMNEPaTYPHBIA PEXUM.

TAPAHTUAHBLIE OBA3ATE/ICTBA

MpcX3BOAUTENb [apAHTUPYET, UYTO NpU MPaBUMLHOM XPaHEHUH W
06palleHn W3fenne OCTaeTCs CTabUMbHBIM 10 UCTEUYEHUS Cpoka
TOAHOCTA. MakcuManbHbIii CPOK TOAHOCTU MEAMLMHOKIO W3Aenms He
Gonee 6 MecsLeB C AaTbl MPOM3BOACTBA. M3fenue, XxpaHuBlueecs C
HapylleHWeM  pernamMeHTMpoBaTroro  MPOU3BOAMTENEM  PEXUMa,
NPUMEHEHNIO HE MOANEXUT.

TEXHUWYECKOE OBCNY)»anaAHNE
He Tpebyetcs.

TEKYLWA PEMOHT
He Tpebyetcs

[JAHHBIE ANA YTUNU3ALUK N YHUUTOXEHUA MELULIMHCKOIO
V3AENNA

MeganLmnHCKoe u3fenue YyTUNN3NPYIT U YHUYTOXAK0T B COOTBETCTBUN C
npasunamn obpatleHns c MeNLIMHCKAMM oTXofamu,
pernameHtupyowmmmucs  Cadfue  2.1.7,2790-10 ot 12.12.2010
«CaHuTapHo-3nuaemmonoruyeckne  TpebosaHus K - obpalieHnio ¢
MEe/MLHCKAMM OTXOJamua.

Heo6xoaumo cnesoBaTh HAUMOHANb»>bIM CTaHAApTaM Npu nepejade u
YTUNU3aLNAM U3AENNS, €r0 KOMMOHEHTOB W YNAaKOBKM.

NEPEYEHb  CTAHJAPTOB, KOTOPbIM  COOTBETCTBYET
MEAVLIMHCKOE U3LENNE

1SO 9001:2008, ISO 13485:2003, ISO 13485:2003 (Bknk34as CMDCAS).
MOTEH1"ANbHbIN NOTPEBUTENb

MeauuuHckoe usgenme «ARCHITECT STAT BbICOKOYYBCTBUTE/bHbII
TponoHuH-1 koHTponm (ARCHITECT STAT High Sensitive Troponin |
Conlrois)» npefHasHa4YeHo f19 UCNONb30BAHUS B PA3/IMYHBIX K/IUHUKO-
NabopaTopHbIX YCNOBMAX, BK/OYas, 6e3 orpaHuyYeHns, 60/bHULbI,
[VarHocTMyeckne LeHTPbl, pediepeHTHble NabopaTopun W yupexaeHns
nepeniMBaHis KpoBW MO BCEMY MUPY, MEPCOHasN KOTOPbIX MpPOLIEeN
06y4eHue no ncnonb3oBaHuto aHammsaropa ARCHITECT I
VHOOPMALIMA O HAMMYMM B MEAWLMHCKOM wn3/wnum
NEKAPCTBEHHOIO CPEZAICTBA

He cogiepxur.

CTEPW/IbHOCTb

MocrasTetcqd B  HecTepunbHoM  Bufe. Crepunusauus  nepeq
NpUMEHEHNEM He TpebyeTcs.

VH®OPMALLLS O BO3MOXXHOCTW NOBTOPHOIO NMPUMEHEHUA
He nognexut noBTOPHOMY NpUMEHEHMIO.

MATEPWAJTbI XXMBOTHOTO MPOUCXOXAEHUA

MaTtepuanbl  XMBOTHOTO  MPOUCXOXAEHWUS  MPOBEPEHbl W PUCKK
npumeHeHns MV ykasaHbl B [lacnopte 6e3onacHocTu. [Macnopta
6e30MaalocTM MOXHO HaliTi Ha caiite viTMiw.abbottdiaanostics.com wnm
06paTUTECh K MECTHOMY NPEACTaBUTENIHO.

MOKA3AHNA 1 NPOTUBOMOKA3AHNA K MPUMEHEHNIO
Henpumerumo.
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SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL GOOD FAITH

Authorised O fficial
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3660TT UpnaHauns, T: +353 43 3331000

[unarHocTnyeckoe dakc: +353 43 3331001
nofpasgaeneHue
JncHemak, J1oHrdopAa
I"padpcTBO JloHrdhopa,
VpnaHgwns.
MopnucaHo: /nognucaHo/ Jarta: 18 pexkabps 2019 r.

Hopa dutymkepanss (Nora Fitzgerald),

Cneumnanmct No HOPMaTMBHO-MPaBOBOMY PErynpoBaHUIO
2660TT NpnaHguns,

JnarHoctmnyeckoe nogpaspeneHvie

NucHemak, JloHrdoopg

padpcTBO JIoHrhopa,

VpnaHans.

/MeyaTb: TOPFTOBASAMNANATA CNANTO (MHK)

NMOANTMNHHOCTbL SACBUAETE/ILCTBOBAHA LJOBPOCOBECTHO
YnonHoOMOYeHHOe AnLo /nognuncano/19.12.2019 r./

/MevyaTb:narHocTnyeckoe
nogpasgeneHme 3660TT,
NoHropp/

/MeyaTb: TOPFTOBAANANATA CNANTO (MHK)
3ABEPEHHbIN CEPTUD®UNKAT O MPOUCXOXAEHNN/

/MopnucaHo, 18 gekabpa 2019 r./

TeKCT B [OKYMeHTe «/HCTPYKUMA MO NPUMEHEHWIO» Ha AHTNNACKOM U PYyCCKOM sA3blKax
MONHOCTbIO COBNajaeT.

MepeBOA C aHIAMACKOTO fA3blKa Ha PYCCKMUIA $3blK BbIMOAHEH MNepeBOAYMKOM LU aTHeBbIM
N nbéiht AneKkceeBnYem.
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Poccuiickaa degepayus. Nropog Mocksa.
ABajguaTb YeTBEPTOro fAekabpsa ABe ThicAYM LeBATHAALATOrNO roja.

A, baxTaase 3nbmupa KOpbeBHa, HOoTapuyc r, MOCKBbl, CBUAETENbCTBYI MOA/IMHHOCTL
nognucu nepesogyuka WatHesa Vnbu Anekceesunuya.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.
JInyHocTb nognucaBllero JOKYMeHT yCTaHOBJ/1eHa.

3apernctpupoBaHo B peecTpe: No 77/52-H/77-2019-/'/?% ~"
B3bickaHo no Tapudy 100 py6.

Ynna4yeHo 3a oKasaHue ycnyr NpasoBOro U TeXHUYeCcKOoro xapakrepa: -

2.10. baxTapgse
Moanuco

MeyvaTb

Bcero npolwHypoBaHo, NpoH™epoBaH”

1 CKpenaeHo neyatbio... M?2il..auctn?

HOTAPUYC.....ccviereircrec )
Mopnuck

MeyaTb

Poccwiickas deaepauys. Mopog Mockea
[BafuaTh UETBEPTOrO AeKabPst ABe ThicsHM AEBATHAALIATONO rofa.

A BaxTtanze Ibsmmpa FOpbeBHa, HOTapyyC I. MOCKBbI, CBUAETE/BCTBYHO BEPHOCTL KON C MPEACTaB/IEeHHONo VHe
[OKyMeHTa.

3aperncTpurpoBaHo B peectpe: No77/52-H/77-2019-
BsbrckaHO ro Tapudly:

pyr NpaBoBOro M TEXHNYECKOro XxapaKkrepa: -

3.10. baxtanze

Bcero npowHypoBaHo, NpoHyMepOoBaH
M CKPENEHOo NevarTblo... T . ..JIACT.
HoTtapuyc
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Nonums

Abbottireland Diagnostics Tel. 7353433331000
Division. Fax -»3S343 3331001
Llsnanfivd(.

Longford

Co. Longford

Ireland

Abbott

I, Nora Fitzgerald, Specialist Regulatory Affairs, Abbott Ireland Diagnostics Division,
Longford, Ireland, hereby certily that the attached documents that keep the number of
pages indicated below are the Insert for Use. These documents are in a full accordance
with actual manuals of manufacturer.

A, Hopa duymkepanbi,  CNEUVNaIUCT  PErynsaTopHoOro  oTgena,  9660TT
[JmarHoctmnyeckoe MogpasgeneHne NpnaHavs, SloHrdopa, Npnanamsa (Nora Fitzgerald,
Specialist Regulatory Affairs, Abbott Ireland Diagnostics Division, Longford, Ireland),
HaCTOSILLMM YOCTOBEPSIO, UTO MpUaraemblii JOKYMEHT B HUDKENpPUBEAEHHOM 06bemMe
CTPaHWL, SBASETCA WHCTPYKUMEN MO MPUMEHEHUO. 3TOT AOKYMEHT MOHOCTHIO
COOTBETCTBYHOT (DAKIMUECKOM AOKYMEHTaLMN MPOV3BOAUTENS.

VHCTPYKUMA M0 NPUMEHEHMIO Ha MegmumMHcKoe mnagenue (Instruction for Use for
medical devise)

# Title Number
of paees
I. Insert for use ARCHITECT STAT High Sensitive Troponin-I Calibrators 3
wth ADDENDUM for Russia.
2. WHctpykumsa no npumeHeHnto ARCHITECT STAT BbICOKOUYBCTBUTE/BHbIN T

TponoHuH-1kanuépatopsl (ARCHITECT STAT High Sensitive Troponin-I
Calibrators)

i/ '
Signed: Date: It liff If
Nora Fitzgerald
Specialist Regulatory Affairs
Abbott Ireland Diagnostics Division
Lisnamuck, Longford
Co Longford
Ireland

SUGO C IAMBER OF COMMERCE (INC)
CERTIFED CORRECT INALL GOOD FAITH

AuthoriMd O fficial
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ARCHITECT

STAT High Sensitive Troponin=I| Cailbrators

Read Highlighted Changes: Revised June 2017.

INTENDED USE

The ARCHITECT STAT High Sensitive Troponin-I Calibrators are

for the calibration ut the ARCHITECT i System with STAT protocol
capabllily when used for the quantitative determinalion of cardiac
troponin | (cTnt) in human serum and plasma with the ARCHITECT
STAT High Sensitive Troponin>| reagent IcK

Refer to the ARCHITECT STAT High Sensitive Troponin-I reagent
package insert and the ARCHITECT System Operations Manual for
additional Information,

CONTENTS

6 Bottles (4.0 mL each) ol ARCHITECT STAT High Sensitive
Troponln-I Calibrators. Calibrator A contains phosphate buffer

with protein (bovine) stabilizer. Calibrators B - P contain different
concentrations of recombinant human cardiac troponin FO complex In
phosphate buffer with protein (bovine) stabilizer.

Preservallvo: ProClin 300.

The calibrators are at the foilowing concentrations:

Concentration

Cs”ibrators (Pf/mL)
0
[bttlel 2Q
fSHecl 100
bl N
10A00
@ 3 60A00
STANDARDIZATION

The Mibtatora are manufactured gnnwnairicaly usbtg recombinant
Oard«ewp«rtn tC compitx. The cabbniots va maiohed
LT *nnn atandanb unparadvalnQ <econ«inant human
IC oomiML Qaltoratar S la«mMble to NIST SRU
! CalbiW r» wwy not be commuiablewith other

teartion!

AwjtfigfIftNT.fnM /«PO»» [ apfay.
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| en

®3P25-02 STAT High Sensitive Ttoponin-|
3P25
G56531R03
S3P2U0
Response
P302+P352 IF ON SKIN: V~sh with plenty of water.
P333-"P313 1 skin Irrltetion or rash occurs: Qet
medical advice / attention.
P362-"P264 Take off contaminated cbthing and wash
It before reuse.
Disposal
P501 Dispose of contents / container in

accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnoslics.com or
contact your local representative.

For a detailed discussion ol safety precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section B.

Handling Precautions

+ Caution: Due to the sensitivity of ths ARCHITECT STAT
High Sensitive TToponirvl assay, uae caution when handling
calibrator bottles ar>d caps to prevent cross<ontamlnetlon.

STORAGE

+ Calibrators are shipped frozen Neid must be stored at -10*C or
cotdor upon receipt.

+ Chbrators are stable untH the expiration dale when stored and
handled as diracted.

+ Do not use past expiration date.

+ Calibrators must be stored at -10*0 or colder.

-\/C

r
PREIVUMTION FOR USE

* Remove from carton and allow calibratora to stand at room
temperature (1S-30*C) until completely thawed (approximately BO
to 120 minutes).

+ Thawed calibrators should be Otoroughly mixed by gentle
Inversion before use and used bnmedietely.

+ Aftereach uae, Immediately close the cape tightly and
return the calibrstors to -IO'C or colder. Incorrect handling
of the calibrators could result in Inaccurate calibration of the
instrument.

« Discard calibratora attar 3 freeze-thaw cycles, regardless of
remaining axplintlon.

* To obtain the recommended volume requirements for the
calibrators, hold the bottles verticaly and dispense 15 drops of
each calibralor into each respective sampie cup.

* To perform a calibration, test the calibrators in duplicate. The
calibrators should be priority loaded.

+ For Information on ordering calibrations, refer to the ARCHITECT
System Operations Manual. Section 6.



QUALITY CONTROL PROCEDURES

A single sample of each control love! must be tested to evaluate the
assay calibration. For Information on ordering controls, refer to the
ARCHITECT System Operations Manual, Section 5.

« Ensure that assay control values are v hin the ranges specified
in the control package Insert.

Once an ARCHITECT STAT High Sensitive Troponin-| calibration is
accepted and stored, all subsequent samples may bo tested without
further calibration unless:

« A reagent kit with a new tot number is used.
+ Controls are out of range.

Key to Symbols
DS Consult instructions for use

Yy

Manufacturer
Upper limit of temperature
Use by/Explratlon date

Calibrator (A.BLI0.E or F)
In W ro Diagnostic Medical

Device
Lot Number

Pii00UCTOP IRELANB1 Product of fraiand

[«?] List Number

IWARHMOIttN Sm ZeR 1 Warning; May cause an allergic
reaction.

ARCHITECT is a trademark of Abbott Laboratories in various

jurisdictions. All other trademarks are property of their respective
owners.

Attoott Ireland

Diagnostics Division C€
Lisnamuck, Longford

Co. Longford

Ireland
ot-353-43-3331000

Customer Service: Contact your local representathn

orfind country-specific contact Infomtatlon on
www.abbottdlagnostics.com

Revised June 2017.

©2015, 2017 M}botl Laboratories a Abbott
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ADDENDUM

lo the Instruction for Use ARCHITECT STAT High Sensitive Troponin |
Calibrators (for Russia)

SHIPPING AND STORAGE CONDITIONS C
Recornimnded shipping conOLLions for device is- 10*C or colder in single-

use thermo containers containing coolant elements, or In reusable thermo

containers wdth autsmatically maintained temperatijne or in auto Cm.
rehigerators using thermal Indicators. Device is stable until the expiration

date indicated on the package Device Is no longer suitable for use if

shipping temperature limits have been violated. Ship in an enclosed carrier

vehicle of any kind in accordance with shipping rules, applicable to the

respective carrier HA3
Medical device must be stored at a temperature - 10*C or colder in

Kanu!
refrigeralors/refrigerator chambers to ensure regulated temperature npe»
conditions with a daily temperature record. c onn
WARRANTY cepne
ManufacUirer guarantees Neat device remains stable until the expiration uenoe
date when stored and handled as directed The maximum shelf life of the High {
medical device Is 9 months from date of manufacturing Device must be Aono.
discarded if stored with deviations in manufacturer's requirements. KP pea
MAINTENANCE yKoe.
Not required (nul'
REPAIRS 6 a3

) Sens!
Not required. ¢ npo
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE COfgE
Oestruct and dispose of a medical device in accordance with the 1C usl
requirements of SanPin 2.1.7.2790-10 dated December 12, 2010 npote
‘ Sanriary-epidemiological Requirements for the Management of Medical Kokce
Waste’, Kanu!
Transmit and dispose of a product and its components and packaging irt
accordance with local regulations Kanm

LIST OF APPLICABLE STANDARDS

1SO 9001, ISO 13465, ISO 13465 (including CMDCAS)

POTENTIAL USER

ARCHITECT STAT High Sensitive Troponin | Calibrators are intended to
be used in a variety of dinical and laboratory conditions, induding, without
limitation, hospitals, diagnostic centers, reference laboratories and blood
transhjsion facilities around the world, whose personnel have been trained
in the use ofthe ARCHITECT | analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF
MEDICAL DEVICE

Does not contain any drugs.

STERILIZATION

Medictti device is not required to be sterile

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPUCATION
Medical device cannot be re-applied.

MATERIALS OF ANIMAL ORIGIN

Materials of aitimal ongin are tested and risks of using MD are Indicated In

SOS. Safety Data Sheets are available at www.abbottdlagnostics com or
contactyour local representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.
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ARCHITECT

STAT High Sensitive Troponin*! Calibrators

Cm. Bblfje/IeHHble U3MeHeHns. Pegakuma: noHb 2017 1.

HA3HAYEHWE

Kann6patopsl ARCHITECT STAT High Sensitive Troponin*!
npefHasHaueHbl Ana kanun6posku cuctembl ARCHITECT | System

c onuuei npotokona STAT Npu KOMMYECTBEHHOM ONpeaeneHum
cepAeyHoro TponoHuHa | (cThl) B CbIBOPOTKE M nnasme KpoBu
uenoBeka € ucnonb3osaHuem Habopa peareHtos ARCHITECT STAT
High Sensitive Troponin-I.

[lonoTUTENbHYIO MHAOPMALMIO CM. B UHCTPYKLMU NO NPUMEHEHUIO
k peareHTy ARCHITECT STAT High Sensitive Troponin-l n
PykoBogcTtee no akcnnyataunn cuctembl ARCHITECT.

COOEPXVMOE

6 (hnakoHoB (4,0 mn kaxpgblit) kanuépatopos ARCHITECT STAT High
Sensitive Troponin-l. Ka/mepaTop A cogepxuT docchatHblii Gydep
C NpoTenHoBbIM (6blubuM) cTabunusatopom. Kanmbpatopsl B ¢ F
cofepxar komnnekc pekoMBUHaHTHOrO KapAuanbHOro TPONOHUHA
10 Yesi0BeKa B pasHbiX KOHMEHTpaLmax B docatHom bydepe ¢
NPOTENHOBbLIM (Obl4buM) C1B6 UNN3ArMPOM.
KoHcepsaHT. ProClin 300,
Kanubpatopbl xapakTepusytoTca cnefyloLwnmn 3HaueHnamu;
KoHueHTpauus

(nr/bin)

0

Kanu6patopbl

20
100
500

10000

50000

CTAHOAPTU3ALMA

KannbpaTopbl Npon3BefeHbl rpaBUMeTpUYecki ¢ MCNONb30BaHNEM
KoMnaekca PekOMBUHAHTHOTO CepAeyHoro TponoHMHa 1CyenoBeka.
Kanubpatopbl COOTHECEHbI C BHYTPEHHUMU PE(hePEeHCHbIMM
cTaHfapTam, U3roToB/IEHHbIMU C UCNO/b30BAHNEM KOMM/IeKca
pexkoMOUHaHTHOTO cepAeyHoro TponoHuHa 1C yenoseka.
Kanu6patop B cooTHeceH ¢ NIST SRM 2921 Ha ypoBHe 20 nr/nsn.
Kanubpatopbl He NPUroAHbl AN NCNONb30BAHNS C APYTUMU
Tectamu.

MEPbI MPEAOCTOPOXXHOCTU
. ®
o [ina guarHocTuku in Wtro

PoetOnoiune npesynpexaeHns u Mepbl NPesoCcTOPOX0CTH
oTHoCATCA K: [ 3 -

NeayNPEXAEHWUE  CogepxuT Menrmnm3oTasonoHbl.
T MOXeT Bbi3blBaTb annepruyeckyio
KOXLUYIO peakuuio.
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[*3P25-01 STAT High Sensitive Troponin*!

3P25
G54997R03
S3P2UR

MpegoTtBpawTne

P261 N36eratb BAbIXaHUs TymaHa/napos/
asposoneit.

p272 hto BLIHOCUTb 3arpsi3HEHHYI0 OfieXaY C
pabouero mecTa.

P280 lMonb3oBaTbCA 3alWMTHBBUM NepyaTkamun/
3alUTHON Ofexaoi/cpeacTBamMm 3aLyuTl
rnas.

PearuposaHue

P302+P352 NP NONAAAHUW HA KOXY: MpombITb
6oreillum KonnM4ecTBOM BOAbI.

P335+P313 Mpu pasgpaxeHnun KOXu nan nossieHnn
cbinu: O6patnTbeA K Bpauy.

P382+P364 CHATb 3arpsi3HeHHyio ofexay n
BLICTMPATL €e Nepej UCMoNb30BaHNeM.

Ytunusakws

P501 ynuwusnpyiite cogepxumoe/koHTelinep a

COOTBETCTBUN C CAHUTAPHLIMU HOPMaMK
P® (CoTMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHoOCTM AOCTYNHbI Ha caiTe
www.abbottdiagnostics.com nan y mecTHOro npegcrasutens.
Moapo6Hyt MHGOpMaLN 0 HE06X0AUMBIX Mepax
npefoCTOPOXHOCTK Npu paboTe aHanu3aTop» cM. B PyKOBOACTBE N0
akenn”rrauuu cuctembl ARCHITECT. Pasgen 8.

Moepy npegoctoposknocTn npn pabore

o OcTopoxHo: BBugy uysctsutensHocTn tecta ARCHITECT
STAT High Sensitive 'Poponin-i ocTopo”kHo obpalyaitecs
c (hnakoHamu W Kpblwkamn kanunbpartopa Ans
npesjoTBPALLEHNA NepeKpecTHON KOHTaMUHaLMN.

XPAHEHWE

* Kanubpatopbl TpaHCMOPTUPYIOTCA B 3aMOPOXSHHOM COCTOSIHUN
W LO/MKHbI XpaHUTbCA npu Temnepatype -10'C uim Huxe nocne
NX NONy4eHns.

+ [pu NpaBUAbHOM XpaHeHun u obpalieHny kanmbpartopb
0CTaloTCA CTabUNbHLIMY [0 UCTEYEHUS CPOKa FOAHOCTH.

*  He WUCMoNb3yiiTe NOCNe UCTEYEHUs Cpoka rOAHOCTH.

+  Kanubpatopbl He06X0AMMO XpaHuTb Npu Temnepatype -10 *C
NN HUxe.

/--10*C

MnoAroToBKA K MCMOJIb30OBAHUIO

+ [JlocTaHbTe kanubpaTopbl 13 ynakoBki 1 MO3BO/bTE OTCTOATLCA
npu KOMHaTHOM TemneTatype (15 - 30'C) o NONHON pa3Mopo3ku
(okono 90 - 120 MuHyT),

+  Pa3MopoxeHHble kanubpaTopbl He06X0AMMO TILATENbHO
nepemeluaTh, akkypaTHo nepBB”3aunBas (nakoHbl, 1
CNO/b30BaTh HE3aMeAnnTenbHO Noce 3Toro.

+ Mocne ka)kAoro UCNonb3oBaHNsA WIOTHO 3aKpbiBaiiTe
hNakoHbl ¢ kanubpatopamu KpblllKkaMu U Hesame[UTeNbHO
nomelyalite B COOTaeTCTBYIOLLYIO TEMNEPATYpy XpaHeHus
(-10 'C nnwn Hu)ke). B pesynbTaTe HenpaBWAbHOTO 06paLleHns

C Kanm6paTopaMM MOXET HapyWwmnTbCA TOYHOCTb Kal'lVIGpOBKM
aHanusartopa.



o YTunusupyiite kannbpeTtopbl noaie Tpex LUKNOB
3aMOpO3KN*PEIMOPOIKN HE3aBUCMMO OT UCTEYEHNS CpoKa
rOfHOCTU.

m [Infa nonyyeHnss pekOMEeHZ0BaHHOro 06bema kannbpaTopos
Aepxute hnakoHbl BEPTUKANbHO U HakananTe 15 kanenb
kaxaoro kanubpartopa B COOTBETCTBYIOLLYI0 YaLleyky Ans
06pa3sLos.

+ YT06bl BbINOMHMTL KANNOPOBKY, NpOTECTUPYiiTe kannbpaTopsl B
ny6ne. Kannbpartopbl 4OMKHEI UMETL MPUOPUTETHYIO 3arpys3Ky.

*  WHdopmauunio 0 3aKase kanubposok CM. B PykoBoAcCTBe Mo
akcnnyatauuu cuctembl ARCHITECT, Pasgen 6.

MPOLUEAYPbLI KOHTPO/IA KAYECTBA

Ons oueHKn kanubpoBku TecTa HeOBX0AMMO NPOTECTUPOBATb
no OAHOMY KOHTPONK KaXA0ro ypoBHs. HthopmalLmio 0 3akase
KOHTponeit cM. B PYKOBOACTBE MO 3KCnayaTayuu CUCTEMbI
ARCHITECT, Pasgen 5.

+  Y6epuTechb, YTO 3Ha4EHUA KOHTPOMEN HaXOAATCA B npefenax
AnanasoHoB JONYCTUMbIX 3HAYEHWIA, Yka3aHHbIX B MHCTPYKL N
M0 MPUMEHEHNIO K KOHTPOSHO.

Mocne NPUHATUA W CO3haHeHns pesynbTaToB kanubpoBku TecTa

ABCHIMACT STAT High Sensitive Troponin-l Bce nocnen*wue

06pasLbl MOXHO TecTUpoBaTb 6€3 NpeABapuTeNnbHON KannbpoBkM,

Kpome Tex cnyyaes, Korga:

*  Wcnonb3yetcs Habop peareHTOB C HOBbLIM HOMEPOM Cepui.

*  3HaueHWst KOHTPONE BbIXOAAT 3@ paMku AnanasoHa JOnyCTUMbIX
3HaYeHUi.

|/|CI'I0}'Ib3yEMbIe CUMBO/IbI
T CM. MHCTPYKLMKO MO NPUMEHEHNIO

ni

M3rotoButens
BepxHss rpaHnLa Temnepatypbl
Vcnonb3oBatb f0/CpokK rofgHOCTY

fAx] Kanuépatop (A,B,C,0.E nnmn F)
MeguunHckoe nsgenve ans
LNATHOCTHKN In Vitro

[iorl Homep cepuu

BA0BVBT 0T IMLANDL

v KaTanoxHblit Homep

WAXKNLWLFM wm xial

MpogykT VpnaHamu

Mpegynpexaexne: MoxeT Bbi3biBaTh
annepruyeckyio peauuio.

ARCHITECT sBnseTcs TOProBoil Mapkoit KomnaHuu

Abbott Laboratories e pasnuuHbix pucaukuuax. Bee apyrue
TOProBble Mapku ABNAITCA COBCTBEHHOCTbIO COOTBETCTBYHOLLNX
BNafenbles.
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Abbott Ireland

Di*noslics Division C€
Ustiamuck, Longford

Co. Longlord

Ireland

#353-43-3331000

CepsucHas nogaepAka: Obpalaiitec k CBOEMY MECTHOMY
npeAcTaBUTEeN0 UAN CMOTPUTE KOHTAKTHYI0 MH(OpMaLuio Ans
Balleli cTpaHbl Ha caiiTe www.abbottdiagnostics.com

Pepakuns: vioHb 2017 T.
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MNPUNOXEHWE

K WHCTpyKUun no NMPUMEHEHMNIO MU OARCHITECT STAT
BbICOKOYYBCTBUTE/IbHbIV TPOMOHWH-1 Kanu6patop (ARCHITECT STAT
High Senaitive Troponin I Calibrator)» ans Poccun.

YCNnoBUA TPAHCMNOPTUPOBKW n XPAHEHUA

N3penvne pekomeHayeTcsa TpaHCnopTuposBartb Npyu Temnepatype ot « 10*C
1 HKe B TEPMOKOHTEiHepax 0HOPa30BOro Nosb30BaHus, coaepXatnx
XNaf03NeMEHTbI, N B TEPMOKOHTeliHepax MHOrOKpPaTHOro NpyMeHeHns
C  aBTOMaTuyecku noasepXxueaemoin  Temnepartypolii wnn B
aBTopedpmKepaTopax ¢ UCNO/b30BaHeM TePMOVHAVKATOPOB. V3genue
ocTaeTcss CTabWUNbHLIM [0 OKOHYaHMUS CPOKa FOAHOCTW, YKa3aHHOro Ha
ynakoBke. [py TpPaHCMOPTUPOBAHUM C HapyLIEHWEM TeMnepaTypHOro
pexuma wusgenue He MOANEXWUT MNPUMEHEeHUo. TpaHCnopTMpoBKa
ocyujecTtansieTca BCEMU BUAaMU TPAHCNOPTa B KPbITbIX TPAHCMOPTHBIX
cpeAcTBax B COOTBETCTBMM C  MpasBuiaMu  MepeBO3KM  rpy3oB,
AeCTBYIOLW MU Ha KaXKAO0M BUE TpaHcrnopTa.

XpaHeHune n3aenunii JONXWO OCyLecTBNATLCSA NpuTemnepaTtype oT - 1O 'C
N HMKe a XONOoAWbHbIX Kamepax WM B XONMOAUNbHUKAX,
ob6ecneynBalOL X PernaMmeHTUpoBaHHbI TeMNepaTypHbI peXxum.

FAPAHTUVHBLIE OBA3ATE/IbCTBA

MpounssognTesib rapaHTUpyeT, 4TO MpU MPaBUIbHOM XpaHeHUn wn
oﬁpameva uninenne octaeTcs cTabunbHbIM A0 ucrevyeHnsa cCpoka
rogHocTun. MakcumarsbHbl i CPOK rogHoc™ MegUuUMHCKOro mnsgesniua He
6onee 9-Tv MecsiLeB C aTbl NPOU3BOACTBA. M3genve, xpaHuBlieecs ¢
HapyuweHunem pernameHTMpoBaHHOro npounssoauTenemMm pexuma,
rthMMEHEHUNIO He MOA/IeXUT.

TEXHUYECKOE OBCNY)XWBAHWE

He TpebyeTcs.

TEKYLWNA PEMOHT

He TpebyeTcs.

AAHHBIE ANA YTUNTU3ALUUN N YHUUTOXEHWA MEAWLUWHCKOTIO
N3OENNA

MeguuuHckoe n3genve yTUANSUPYIOT U YHUUTOXAKOT B COOTBETCTBUU C
npasunamu o6patuieHna c MeANLMHCKUMN oTxofAamu,
pernameHTUpyLwmnMnca CaHlMuH 2.1.7.2790-10 ot 12.12.2010
1 CaHuTapHo-anmgemuonornyaxme Tpe6osaHua K bl3paweHnio ¢
MeAULMHCKUMN 0TXOAaMMn>» .

Heo6xoanmo cnejfoBaTh HaLMOHaNbHLIM CTaHAapTam npu nepejaye u
YTUM3aLUmmn n3aenusi, ero KOMMOHEeHTOB U YNakoBKu.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAWLWHCKOE U3AENVNE

1SO 9001.2008, I1SO 13485:2003. ISO 13485:2003 (Bk/1tovast CMOCAS).
NOTEHUWANBHbLIA NMOTPEEUTENb

MeanumHckoe wusgenve «ARCHITECT STAT BbICOKOYYBCTBUTE bHbIM
TponoHuM-1 kanuépatop (ARCHITECT STAT High Sensitive Troponin 1
Calibrator)» npefgHasHa4eHO ANA UCMOMb30BAHUS B PA3/TMHHbIX KIIMHUKO-
Nna6opaTopHbIX YCAMWUAX, BKIOYas, 6e3 orpaHUYeHus, GonbHULbI,
[AVarHocTMyeckne LEeHTPbl, pedepeHTHble 1abopaTtopun 1 yupexaeHus
nepenuBaHNA KpPOBM MO BCEMY MWUPY, NepcoHas KOTopbiX npowen
obyuyeHune no ncnosnb3osaHuio aHanusatopa ARCHTTECT L
NH®OPMALUMNA O HAANYMM B MEAULUWMHCKOM W3AENUNN
NEKAPCTBEHHOIO CPEACTBA

He copgepxuT.

CTEPU/IbBHOCTb

MoctaBnisieTcs B HecTepusibHOM — Buge. CTepunvsaunsi  nepeg
nprYiMeHeHUeM He TpeGyeTcs.

NH®OPMALMNA O BO3bIO)IO10CTVN MOBTOPHOTO MPUMEHEHWSA
He NoanexuT NoBTOPHOMY NMPUMEHEHWUIO.

MATEPUANDBI XXUBOTHOTO MPONCXOXAEHUNA

MaTepuanbl  XMBOTHOTO  MPOUCXLI3AEHWA  MPOBEPeHbl U puocn
npumeHeHuss MW  ykasaHbl B [lacnopTe 6e3onacHocTu. [lacnopTa
6e30MaoCcTM MOXHO HaliTu Ha caiiTe www.abbottdiagnostics.com unu
obpaTtnTeck KMECTHOMY NpeAcTaBuTeNio.

MOKA3AHVA NMPOTUBOMOKA3AHNA KMNPUMEHEHUIO

HenpumeHumo

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



SUGO CHAMBER OF COMMERCE (INC)
CERTINED CORRECT INALL GOOD FAITH

.ﬂl-l/l, AuthorisM 1 O fficial

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



3660TT UpnaHaus, T: +353 43 3331000

JunarHocTnyeckoe dakc: +353 43 3331001
nogpasaeneHue
NucHemak, JloHrdopa
"padpcTBO JIoHThopa,
WpnaHgns.
MognucaHo: /nognmcaHo/ [Hata: 18 nekabps 2019T.

Hopa ®dutumxepansg (Nora Fitzgerald),

CnewLmanncT no HopMaT1BHO-NPABOBOMY Pery/iMpoBaHuUo
3660TT NpnaHaus,

[varHocTnyeckoe nogpasgenieHme

NincHemak, JloHrcopsa

I"padhcTBO JlOHrhopA,

WpnaHawus.

/MevaTb: TOPTOBAAMAJIATA C/AATO (MHK)
MNOAMHHOCTL 3ACBUAETE/IbCTBOBAHA JOEPOCOBECTHO
YnonHomMmoueHHoe o /nognuncano/19.12.2019 r./

/MevyaTb: AnarHocTunyeckoe
noapasaeneHve 3660TT,
Nourdopa/

/MevaTb: TOPTOBAATIAIATA CNAAIO (MHK)
3ABEPEHHbBIVI CEPTU®UKAT O MPONCXOXXAEHWIA/

/MopnncaHo, 18 fekabps 2019 ./

TekCT B [IOKyMeHTe «V/IHCTPYKUMSt MO MPUMEHEHUIO» HA AHIMIACKOM M PYCCKOM Si3blKax
MOMHOCTHHO COBMafaET.

MepeBod C aHrMACKOrO sA3blKa Ha PYCCKWIA 513blK BbIMOMHEH MepeBoauvkom LLIaTHeBbIM
Unbéin AnekceeBnyem.
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Poccuiickas depepauyus. Fopog MockBsa.
[BajuaThb 4eTBEPTOro gekabpsa ABe ThbiCAYM JEBATHAALATOrO roja.

A, baxTap3e 3nbmupa lOpbeBHA, HOTapuyc r. MOCKBbl, CBWUAETE/IbLCTBYH MNOA/MHHOCTb
nognucu nepesogunka WartHesa Unbu AnekceeBuya.

Moanucb caenaHa B MOEM MPUCYTCTBUMU,
JINYHOCTb NOANMNCABLIErO AOKYMEHT YCTAHOB/IEHA.

3apernctpupoBaHo B peecTpe: Ne 77/52-H/77-2019-/"
B3bickaHo no Tapudy 100 pyo.

YnnayeHo 3a okasaHue yc/yr NnpaBoBOro U TEXHMUYECKOro Xapakrepa: -

3.10. baxTapase
Moanuck

Meyatb

Bcero npolwHypoBaHo, NPOHYMepoBaHO

N CKPensieHo nevyaTbio.... 2" .....mNcTAP

HOTAPUYC..covveeiereieieiieeinieis )
Moanuce

Mevatb

Poccwiickas denepauys. Mopog Mockea
JBanuaTs YeTBepTOro Aekabps ABe ThIcAun AEBATHAALIATOrO rofa.

A Baxraaze rbvmpa FOpbeBHa, HoTapuyc . MOCKBbI, CBUOETE/BCTBYHO BEPHOCTL KOMWM C NPEACTaB/IEHHOIO MHe
[JOKYMeHTa.

3aperncTpmpoBaHo B peectpe: Ne77/52-H/77-2019-/-"/"/
BsbickaHO Mo Tapudy:

\oKasaHvie ycnyr NpaBoBOro 1 TEXHUHYECKOro xapakrepa: -

3.10. ba>cTamze

Bcero npowHypoBaHo, NpoH”epoBa
M CKpenaeHo neyatbio....n/A...ancTl
Hotapuyc
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