I, Paolo Bosio, Technical Director, Sentinel CH SpA, Via Robert Koch 2, Milan 20152, Italy,
hereby certify that the attached documents that keep the number of pages indicated below-are the
Instruction for Use. These documents are in a full accordance with actual manuals of
manufacturer.

A, Maono Bocwo, TexHuyeckuii gupektop, CaHtuHen Y CnA, Bua Pobept Kox 2, MunaH 20152,
Wtanma (Paolo Bosio, Technical Director, Sentinel CH SpA, Via Robert Koch 2 Milan 20152,
Italy), HacToAWMM y[LOCTOBEPSIIO, YTO NpunaraeMbie LOKYMEHTbl B HWXKEMNPUBEAEHHOM 06beme
CTpaHuy, ABAAKTCA  3KCNyaTauMOHHOW  AOKyMeHTauuen. 3TW  JOKYMEHTbl  MOHOCTbIO
COOTBETCTBYHOT aKTya/llbHOM JOKYMeHTaLuy NpousBogMTens.

MHCTpYKUMA No npumeHeHWI0 ana meanumHckoro usgenunsa (Operational.documentation for
medical device):

PeareHTbl AnarHocTuyeckue in vitro n-pacxofHble matepuasnbl A1s OUeHKU rokasaTenei
MeTabonmama Ha 6uoxmmmyeckom aHaamsatope ARCHITECT ¢ (RY, Ne ®C3 2010/07389
oT 27 wiona 2017 roga) B 4acTu:

Ammpnak, kKoutponH (Ammonia Controls)

CocrTas (contents):

Title Number of
pages
L Insert for the ARCHITECT Ammonia Controls with ADDENDUM for Russia.
2. MHCTpYyKLMA nO NnpuMeHeHNto AMMuak, KoHtponun (Ammonia Controls) c 3

MPNNOXEHWEM pana Poccuun.

Date:E b colkz a"20l10

Dr. Paolo Bosio,

Technical Director

Sentinel CH SpA, Via Robert Koch 2,
Milan 20152, Italy

| PeriGpamis MU EPocsnpaesansope® EN 1ISO 13485:2016 - ISO 13485:2016 MDSAP - BS OHSAS 18001:2007 - 1ISO 14001:2015
wﬁh{@m@f\mf{j@ﬁgbﬂ@é@gﬂl 2+ 20152 MILANO - Tel. +39 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc. E P.lva/ VAT IT 07118040158
Reglstro delle implese dirMilano = "REAN®1139796 mReglstro AEE n” 1T03040000004820 - Cap. Soc. / Nom. Cap. C5.000.000 i.v. - sentinel@sentinel.lt

www .sentineldiannridtirc.rom



AMMONIA CONTROLS

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from the
instructions in this package insert.

Read Highlighted Changes; Revised May 2016.

INTENDED USE

The Ammonia Controls must only be used to verify the®
performance of the Ammonia Ultra assay IREFI 6K89-30.

CONTENTS / MATERIALS PROVIDED

IREfl 6K89-20 Ammonia Controls are prepared with

ammonium sulfate in uman serum. Preservative is also present.

Actual ammonia concentrations for this lot of Ammonia Controls are
listed in the Ammonia Controls Value Sheet packaged with the
controls. The color of the cap corresponding to each level of control is
indicated in the table below.

ICONTI Cap Color [Qeyl
ICONTROLI 11 White 1x 5mL
ICONTROLI2I Blue 1x 5mL
ICONTROLI 31 Red 1x 5mL

MATERIALS REQUIRED BUT NOT PROVIDED
|REF|6K89-30 Ammonia Ultra

PRECAUTIONS

Precautions for Users

« flvDI

« For In Vitro Diagnostic Use.

« Do not use components beyond the expiration date.

m Do not mix materials from different kit lot numbers.
«CAUTION; This product contains human sourced and/or

)K_ootentially infectious components. Refer tothe €ONTENTS /
MATERIALS PROVIDED section of this package insert. No
known test method can offer complete assurance that products
derived from human sources or inactivated microoiganisms
will not transmit infection. Therefore, all human sourced
materials should be considered potentially infectious. It is
recommended that these reagents and_human specimens be
handled in accordance with the OSHA Standard on Bloodborne
Pathogens.' Biosafety Levei 2" or other appropriate biosafety
practices®" should be used for materials that contain or are
suspected of containing infectious agents.
* The human serum used in IEONTROI TSI is nonreactive
for HBsAg, HIV-1 Ag or HIV:L-NAT, anti-HiV-1/HIV-2, and
anti-HCV.

The following warnings and precautions’apply to ICOMTROLII-31:

Contains sodium azide.

EUHO032 Contact with acids-liberates very toxic gas.

P501 Dispose of contents / container in accordance with
local regulations.

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

Perucrpanua MU B PocagpaBnagsope
www.nevacert.ru | info@nevacert.ru
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IFORUSEWithL Ammonia Controls
W\ 6K89-20
306958/R06
CBK890

ARCHITECT

STORAGE AND STABILITY
* Unopened controls are stable until the expiration date when stored at
2 to 8'C.

« Opened controls are stable for 1 month at 2 to 8'C:if.contamination
is avoided and the bottles are recapped immediately after use.

PREPARATION OF CONTROL
Ammonia Controls require no preparation prior to-use.

INSTRUCTIONS FOR USE

1 Verify that the correct control values have been entered into the

control file.

2. Remove controls from the refrigerator and allow to stand for

15 minutes at room temperature.

Mix bottles several times by gentle inversion to ensure the

homogeneity of the solution. Avoid foaming.

4. Open the bottles, place an appropriatesamount of each control In a
separate sample cup, and place in the-assigned positions.
NOTE: Immediately cap bottles tightly and return to refrigerated
storage. Always return each cap to its original bottle.

. Run controls according to the Instructions in Section 5 of the
ARCHITECT System Operations -Manual.

w

o

INDICATIONS OF INSTABILITY OR DETERIORATION
Controls are clear, colorless liquidy Instability or deterioration should
be suspected if there are visible signs of ieakage, extreme turbidity,
microbial growth, or if controis_do not meet the appropriate acceptance
criteria.

LIMITATIONS OF THE PROCEDURE

Accurate and reproducible:results are dependent upon properly
functioning instruments ‘and reagents, storage of product as directed,
and good laboratory technique.

BIBLIOGRAPHY

1 US Departmentof-Labor, Occupational Safety and Heaith
Administration. 29; CFR Part 1910.1030. Bloodborne Pathogens.

2. US Department of Health and Human Services. Biosafety in
Microbiologicai and Biomedical Laboratories, 5th ed. Washingtén;-DC:
US Government Printing Office, December 2009.

3. World Health"Organization. Laboratory Biosafety Manual, 3rd ed:
Geneva: Worid Heaith Organization, 2004.

4. Clinical'and Laboratory Standards Institute (CLSI). Protection of
Laboratory Workers From Occupationally AcgyiSd Infections; Approved
Guideline-Fourth Edition. CLSI Document M29-A4. Wayne, PA: CLSI;
2014

TRADEMARKS
The ARCHITECT c System family of instruments consists-of c4000,
¢8000, and ¢ 16000 instruments.

ARCHITECT, C4000, C8000, ¢ 16000, ¢ System, and-MULTIGENT are
trademarks of Abbott Laboratories in various jurisdictions.

All-other trademarks are property of their respective owners.
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Key to Symbols

A
[a
X

u

CONTI
|CONTROLI1-3!
ICONTROLI 11
ICONTROLI2I
ICONTROLI3 1
JOONVENTIONAL UNTS1
ICONTAINS: AZIOEI
IPISTRIBUTEP IN THE USA BYI
IFORUSEEWTHL
IGTINI

IINFORMATION FOR USA ONLYI

ouw
[1od
IPRODUCTOF USAI
[OTV
IRANGE 1
fref]
Isi UNITSI
IVALUE 1

Caution

Consult instructions for use
Manufacturer

Temperature limitation

Use by/Expiration date

Contents;of kit
Controls, T through 3
Control 1

Controi 2

Control 3

Conventional Units

Contains sodium azide. Contact with
acids liberates very toxic gas.

Distributed in the USA by
Identifies products to be used together

Global Trade Item Number

Information needed for United States
of America oniy

In Vitro Diagnostic Medical Device

Lot Number

CE

Product of USA

Quantity

Range

List Number

S| Units

Vaiue May 2016
2/2

Perucrpanua MU B PocagpaBnagsope
www.nevacert.ru | info@nevacert.ru

Customer Service:

Contact your local representative or find
country-specific contact.information on
www.abbottdiagnostics.com.

SENTINEL CH. SpA
Via Robert Koch, 2
Milan 20152 Italy

|P1STEIBIAEP IN THE USA~BY|

Abbott Laboratories
Abbott Park. IL 60064 USA

Abbott



ADDENDUM

to the Instruction for Use Ammonia Controls (for Russia)

SHIPPING

Recommended  shipping conditions for device is 2-8®C. 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.
WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 24
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer’s requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in accordance with the requirements_of
SanPin  2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological
Requirements for the Management of Medical Waste".

Transmit and dispose of a product and its components and packaging in accordance
with local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC, EN 1SO 9001, I1SO 13485, EN ISO 18113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF .DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety
Data Sheets are available at www.abbottdiagnostiés.com or contact your local

representative.

Peructparus MH 8 PocanpaBranzope
www.nevacert.ru | info@nevacert.ru



AMMONIA CONTROLS

Heo6xo/Mo TOYHO crefoBaTh UHCTPYKLMAM AaHHOrO BKajblwa.
Mpy OTKOHEHUM OT UHCTPYKLWIA AaHHOTO BKMaAblla HafLEeXHOCTb
pesynbTaToB TECTA He rapaHTMpyeTcs.

CM. BblaeneHHble n3meHeHus. PeBuans: mai 2016 r.

HA3HAYEHUE

KoHTponn Ammonia Controls fOMXHbI NCMOMb30BaTLCA TONBKO
B Lensax Bepudmkaumnm paboumnx xapakTepuctuk tecta

Ammonia Ultra 6K89-30.

COAEPXWMOE / NMPEAOCTAB/AEMbBIE MATEPUANDI
IREFI 6K89-20 Ammonia Controls 13rotosneHsl ¢ cynbatom
aMMOHUSI B CbIBOPOTKE KPOBU YesioBeka. Takxe

NpUCYTCTBYeT KOHCEPBaHT.

dakTuyeckne KoOHLEeHTpaLu aMMOHWA 41S JaHHOK cepum

KOHTponeH Ammonia Controls ykasaHbl B Tabnuue 3HauyeHuid K
KOHTpoNsaM Ammonia Controls, BNOXEeHHOI B ynakoBKYy KOHTpOseii:
CooTBeTCTBME LiBETa KPbILLIEK YPOBHAM KOHLIEHTPaLMN KOHTPONA
yKkasaHo B Tabnuue Huxe.

lcontl LBeT KpbILLKM [QTVI
ICONTROLI 11 Benii 15 wn
ICONTROLI2I Cuwii 15 wn
ICONTROLI 31 KpacHsii 155

HSOGXOAVIMbIe, HO He npegocTaB/isdemMbl €
MATEPUATNDbI
IREFIEK89-30 Ammonia Ultra

MEPbI MPEAOCTOPOXHOCTU

Mepbl NpefoCcTOPO>KHOCTY 151 NONb30oBaTesien
e Mypl

* [ina anarHoctukm In Vitro.

* He ncnonb3ayiiTe KOMNOHEHTLI NOC/E UCTEYEHUS CPOKA FO4HOCTH.

m He cMelBaiiTe MaTepuasibl U3 ynakoBOK € PasHbIMU HOMepamut
cepuii.

c A
I\

BHUMAHWE; faHHblii NpofykT npegrnonaraet paboty
¢ obpasLamu, NosyyeHHbIMK OT Yenoseka nunm c
NoTeHLUManbHO MHHEKLMOHHBIMYU KOMMOHEHTaMu. CM. pasaen
COJEPXVMOE/MPEANOCTABAEMbIE MATEPWA/bI
[laHHOro BK/1aAbllla. PekoMeHyeTcs cuntath BCe Matepuasbl,
noJlyyeHHble OT YenoBeKa, NOTEHLNANbHO UH(DEKLMOHHBIMN, C
HUMK cnefyeT obpaliatbesla/ cooTBeTcTBUM co CTaHAapTOM
no o6paLleHnto C reMOKOHTaKTHbIMI natoreHamu,
paspaboTaHHbIM Ynpasnensem CLUA no oxpaHe Tpyga
1 npombliwnexHoit rurnere (OSHA)." Mpu pabote ¢
matepuanamu, KoTopble Cogepxar unu MoryT cogepxarb
MHPEKLMOHHbIE 3NeMeHTbI; cnegyeTt cobnofatb TpeboBaHns
npasmn 6uonorMyeckolt 6esonacHoOCTW, ypoBeHb 2 iinu
1cnonbL3oBaTb Apyrne-MeToabl obecnevyeHns 6uonornyeckoit
6e3onacHocTu.N"™*
m  CblBOPOTKA KPOBW-HenoBeka, UCMosib3yemas B KOHTPOISX
ICOWTROLLIi%, He) peakTBHa Ha HBsAg, HIV-1 Ag unu
HIV-1 NAT, aHtt-H1Y-1/H1Y-2 n aHTn-HCV

Cnegytowme npegynpexgeHnii n Mepbl NPefoCTOPOXHOCTN OTHOCATCS
K [CONTnOU1-3I:

CofepXuT asung HaTpus.

EUHO032 Mph-KoHTaKkTe ¢ kucnotamu obpasyerca
BBICOKOTOKCUYHBIIA ras.
P501 YTnnusunpyiite oofepxumoe/KoHTeNHep B

COOTBETCTBUW C CaHMUTapHbIMWU Hopmamu P® (CaulvH
2:1.7.2790-10 ot 09.12.2010).

* MacnopTa 6e30nacHOCTM AOCTYMHbI Ha caiiTe
www.abbottdiagnostics.com nnu y mectHoro npegcrasuTens.

XPAHEHVE N CTABU/NTBHOCTb

* KOHTPOAN B HEBCKPbITLIX (h/1akoHaxX, XpaHUBLLMECS NpW Temneparype
2-8°C;-ocTaloTcst CTabu/IbHBIMW [J0 NCTEUYEHNSI CPOKa FOAHOCTW.

¢ KOHTPO/M BO BCKPbITbIX (hNakoHax OCTaloTCA CTabuibHbIMW B
TeyeHne 1 mecaua npu Temnepatype 2-8'C, ecnu’ Bo.dhnakoHax
OTCYTCTBYET KOHTaMMHaLWA 1 (hNakKoHbI 3aKpbiBaNEh KpbILLKaMU
HernocpeAcTBEHHO MOC/e UCMO/b30BaHUS.

Peructpamnug MH g PocagpaBHagzope
www.nevacert.ru | info@nevacert.ru
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Ammonia Controls
Ll 6KB89-20

C6K89R
G6-7149/R06

IFOR USEwmv
ARCHITECT

NMOArOTOBKA KOHTPOA

KonTponm Ammonia Controls He TpebytoT apeasapuTesibHol
NOArOTOBKM K MUCMO/Mb30BaHMI0.

WHCTPYKUWW NO NCMNONb30OBAHUIO

1 nposepbTe NPaBU/ILHOCTbL 3HAYEHWIA KOHTPOSA, BBEAEHHbLIX B haiin
KOHTpONS.

2. i3BNeknTe KOHTPOU U3 XONOAMU/bHUKA U NOMECTUTE B YCI0BUS
KOMHaTHOIi TemMnepaTypbl Ha 15 MHYT.

3 lMepemeluaiite cogepxmmoe A0 FOMOreHHOro COCTOSIHMS pacTBopa,
akKypaTHO nepeBepHyB (hnakoHbl HECKONbKO pa3. U3beraiite
06pas3oBaHUA NeHbl.

4. BckpoiiTe hnakoHbl, NOMECTUTEe COOTBETCTBYIOLLEE KOMNYECTBO

KaxJoro kanuopartopa B OTAENbHYI0 Halleyky s obpasua v

YCTaHOBUTE Yallleykn B Ha3HaUeHHble NO3ULUN.

NMPUMEYAHWE: Hemepn/ieHHO 3aKkpoiiTe ¢hnakoHbl NAOTHO KPbIKaMmn

1 NoMecTuTe 06paTHO BXOM0ANNLHUK. Beerga 3akpbiBaiite drnakoH

ero CO6CTBEHHOMN KPbILLKOIA.

TecTupyiiTe KOHTPOAW-B:COOTBETCTBUN C WHCTPYKUMAMK Pasgena 5

PykoBogcTBa no akenayatauum cuctembol ARCHITECT.

o

MOKA3ATE/IN HECTABUNBHOCTU NAIW NOPYU
KoHTponn nmetoT BUA MPO3payHoi, 6ecLBeTHON XNAKOCTH.
Mokasatensmy HecTabunbHOCTU MU NOPYN CNYXaT BUAVMbIE NPU3HAKN
NPOTEYKN, CUIbHAA 3aMyTHEHHOCTb, MUKPOGHbIA pOCT, UK ecnun
3HAYEHNA KOHTPOJIEIA He OTBEYAlOT COOTBETCTBYIOLMM KPUTEPUAM.

OrPAHNYEHNA NMPOLEAYPDI

MonyyeHne TOUHbIX N BOCNPOU3BOAUMBIX PE3y/IbTaToB 3aBUCUT OT
npaBu/bHON PaboTbl aHANN3aTOPOB W peareHToB, CO6MI0AeHNS npasun
XpaHeHusa MPoAyKTa B COOTBETCTBUM C UHCTPYKUMAMU U MeToAMKaMM
nabopaTopHOW paGoThl.

BUBNTNOTFPA®UNA

1 US Department of Labor, Occupational Safety and Health

Administration. 29 CFR Part 1910.1030. Bloodborne Pathogens.

US Department of Health and Human Services. Biosafety in

Microbiological and Biomedical Laboratories, 5th ed:-Washington, DC:

US’'Government Printing Office, December 2009.

30 World Health Organization. Laboratory Biosafety Manual, 3rd ed.
Geneva: World Health Organization, 2004.

Clinical and Laboratory Standards Institute (CLSI). Protection of
Laboratory \M)rkers From Occupationally Acquited, Infections; Approved
Guideline-Fourth Edition. CLSI Document M29-A4. Wayne, PA: CLSI;
2014.

2.

TOPIroBblIE MAPKW

CewmeiictBo cuctem ARCHITECT c System Bk/touaeT B cebs
aHanumsartopsl ¢ 4000, ¢ 8000 n ¢ 16000.

ARCHITECT, ¢ 4000, ¢ 8000, c 16000, ¢:System n MULTIGENT sBnsitotcst
TOProBbIMU Mapkamu komnauuu Abbott(Laboratories B pa3nunuHbix
IOPUCANKLMSX.

Bce TOproBble Mapku SIBASIOTCS COGCTBEHHOCTLIO COOTBETCTBYIOLLMX
BnajenbLes.



Mcnonb3yeMmble CUMBOJIbI

A BHUMaH1e
D] Cm. MHCTPYKLUM NO NPUMEHEHMIO

y Mpoussogutesns

I TemnepatypHblii pexum

Wcnonb3oBatb A0/CPOK rogHOCTN

Icontl Copepxumoe Hagopa

lcontrolli-3| KoHTporm 1-3

ICONTROL111 KoHTpons 'L

ICONTROLI2 1 KoHTponb.2

ICONTROLI31 KoHTpons3
ICONVENTIONAL UNITS YCNoBHbIE eAnHNLbI

Cogepxut asup Hatpus. Mpu

ICONTAINS: AZIDEI KOQHTaKTe C kucnotamu obpasyerca

BbICOKOTOKCUYHbIN ras.

IDISTRIBUTED INTHEUSABY | _AucTtpu6btoTop B CLUA

OnpeaensieT NPOAYKTbI, UCNOMNb3yeMble
BMecTe

[ottnl FnobanbHbI HoMep ToBapa

IforuslW hl

INFORMATION FOR USA ONLYE! MHchopmaumsa Tonbko gns CLUA

MeguuuHckoe usgenve ansa

wi aunarHoctuky In Vitro
[LOT] Homep cepun
IPRODUCT OF USAI CrpaHa npovicxoxaeHus CLUIA
w1 Konunuectso
{RANGE] [nanasoH
[RBF] KatanoxHeiii Homep
ISKUNIrrs| EguHunupl Sl
IVALUE 1 3HaueHne
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www.nevacert.ru | info@nevacert.ru

ABTOPU30BaHHbIM NpeAcTaBUTe b U3rOTOBUTENA HAa TepPUTOpUA
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JNleHuHrpagekoe wocce, 16A, cTpoeHue 1,
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NMPUNOXEHWE

KWHCTPYKLMU NO npuMeHeHnto AMMnak, kKoHTponu (Ammonia Controls) ana Poccun
TPAHCMNOPTUPOBKA

M3penue pekomeHayeTCcs TpaHCnopTuposaTb npu Temnepatype 2-8"C. U3genue
ocTaeTcsl CTaBUbHbIM [0 OKOHYAHWA CPOKa rOHOCTY, YKa3aHHOTO Ha ynakoske. Mpn
TPaHCMOPTUPOBAHNN C HApyLLIEHWEM TEMNEPATYPHOTO pexuMa usfenne He NoAnexuT
npUMeHeHno. TPaHCMOPTNPOBKA OCYLIECTBNSETCA BCEMU BUAAMM TpaHcnopTa B
KPbI-bIX TPAHCMOPTHbIX CPeACTBAX B COOTBETCTBUW C NpaBuiamMu NepeBO3kM rpy3os,

[EeCTBYIOLNMI Ha KXKAOM BuAe TpaHcnopTa.
TAPAHTUMHBIE OBA3ATE/IbCTBA

NpON3BOANTE b rapaHTUPYeT, YTO NPU NPaBUILHOM XpPaHEHWUN 1 0GpaLleHnn usaenve
OCTaEeTCA CTabUNMbHbLIM [J0 UCTEUEHWSI CPOKA FOAHOCTU. MaKCUMasbHbIii CPOK FOAHOCTN
MeANLMHCKOTO u3jenus He Gonee 24 Mecsiya C AaTthl NPousBOACTBA. V3genue,
XpaHWBLIEECA C HapyLIEHWEM PpernamMeHTUPOBaHHOTO NPOU3BOAUTENEM pexuMa,
NPUMEHEHMIO HE MOANEXNT.

TEXHNYECKOE OBCNYXWVBAHUNE

He TpebyeTcs.

TEKYWWA PEMOHT

He TpebyeTtcs.

AAHHBIE  Ana  YTUNU3AUNN N  YHUYTOXEHUA
MEAVLIMHCKOIro U3gennd

MeguuyHckoe U3Aea#?yTUNN3NPYIOT U YHUUTOXAKT B COOTBETCTBUM C NpaBunamu
o6palleHnsl €  MeAULMHCKUMW  OTXOAamu, pernameHTupylmmncs  CaHMuH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3NMAeMNONOrn4eckne Tpe6oBaHnsa K
06paLeHuIo C MEANLMHCKAMU OTXOAaMU>.

Heobxoanmo cnefoBaTb HalMOHaNbHLIM CTaHAapTaM Npu RAepeaaye U yTuansauuu
U3/leNVsi, ero KOMMOHEHTOB U YNaKOBKW.

MEPEYEHb CTAHOAPTOB, KOTOPbIM..COOTBETCTBYET
MEAVLUMNHCKOE N3AENVE

98/79/EC, EN ISO 9001, ISO 13485, EN SO =18113-1, EN ISO 18113-2
MOTEHUMANBHbLIA NOTPEBUTE/b

MpodeccroHanbHblii Nonb3oBaTenb

VH®OPMALMA O HANNYUN B MEAVLUMHCKOM N30ENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPU/IBHOCTb

MocTaBnsieTcd B HecTepunbHOM Buae: CTepunusauus nepes NPUMEHEHUEM He
TpebyeTcs.

MH®OPMALINA (0] BO3MOXXHOCTU NMOBTOPHOIoO
NMPUMEHEHNA

He nognexuT noBTOPHOMY NpUMEHEHNIO.

MATEPWANBI XXUBOTHQIO NMPOUCXOXAEHNA

Marepuasnbl XWBOTHOTO MPOUCXOXAEHUS MPOBEPEHbl W PUCKU MpUMeHeHus MU
ykasaHbl B MacnopTe 6e3onacHocTy. Macnopta 6e30NacHOCTV MOXHO HaliTU Ha caiiTe

www.abbottdiagnostics.com unu o6patuteck kK MECTHOMY NpejCcTaBnuTeNo.

Perncrpanug MU B Pocagpasramsope
www.nevacert.ru | info@nevacert.ru






------------------- CERTIFIED SIGNATORY ——-———————mm—————
I, the -undersigned Valerio Tacchini, Notary Public in Milan,
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ney and legal representative of "SENTINEL CH. S.P.A." with
register office in Milan, Via Robert Koch n. 2, registered
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YMNO/THOMOYEHHOE NLO CTMNMPABOM MNOoArNMMCcu

A, Hxenoanucaswuiica Bangpuo TauunHu (Valerio Tacchini); rocygapcTBeHHbI
HoTapuyc r. MunaH, Utanus,

RNOAOTBEPXOAKD, UTO:

BOCNO TNMAONO, popuswwuiica 13 anpens 1963 roga B r. Anbba, pabounii
agpec: r. MunaH, Bua PobeptT Kox, 2, BbICTynawwWUnii-p- KauecTse JOBEPEHHOrO
NMLa 1 3aKOHHOTO npéactasuTens KomnaHum «CEHTUMHENb CU3NY CMA»
(Sentinel CH. SpA), jlopugnyeckunin agpec: r. MunaH, Bua Pobept Kox 2,
3aperncTpmpoBaHHol. . B ToproBom peecTpe MwnaHa, Hanorosbli HOMep
07118040158, 1 obnagaroWnin HagneXxawumm NOAHOMOYNSMN,

YTO €ro NMYHOCTb-U"NOTHOMOYMSA MOATBEPXKAEHbBI MHOW, HOTapUycoM . MunaH, v
YTO OH MOANMCAa-TPeACTaBNEHHbIV Bbille JOKYMEHT B MOEM MPUCYTCTBUN.

r. MunaH, Napko [doHeranu, 2, 13 ¢espans 2020 r.

/neyaTb: «CeHTUHeNL Cndily CnA» (Sentinel CH. SpA),
Bua PobepT Kox, 2, 20152 r. MwaH (UTanms)/

/neyaTs: Banepno TauunHn (Valerio Tacchini), rocyaapcTBeHHbI HOT.apuyc,
MuwaH+

TeKCT B [OKYMeHTE «VHCTPYKUMS- MO MPUMEHEHWIO [ MEAULMHCKOrO M3genT» Ha
@HFMIACKOM 1 PYCCKOM $i3blKax NOIHOCThO COBMAJAeT.

MepeBof, C aHIMMIACKOrO A3blKa Ha PYCCKMIA S3bIK BbINONHEH NEPEBOAUYMKOM LLIaTHEBLIM
Nnbéli Anekceesmyem.
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Poccuiickas depepauus. Mopog Mockea.

BToporo mapTa ABe Thica4n ABaauaToro roja.

A, baxTagse Anbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENLCTBYIO MOA/IMHHOCTL
nognucun nepesoayunka LllatHeBa inbu AnekceeBuya.

Mopnucb caenaHa B MOEM MPUCYTCTBUM.
JInyHOCTb MognucaBlUero AOoKYyMeHT yCTaHOBJ/IEHaA.

3apernctpupoBaHo B peecTtpe: Ne77/52-H/77-2020-<»<-/4"N
B3bickaHO no Tapudyy 100 py6.

oKaszaHuWe yCnyr NnpaBoBOro U TEXHMUYECKOTO Xapakrepa: -

210, baxTapse

Bcero npoW HypoBaHoO, NPOHYMepOBaHO
MW CKPEeMmAEeHO NeYyaTblo .......JNCT..

HoTapuyc......... A e e— )
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I, Paolo Bosio, Technical Director, Sentinel CH SpA, Via Robert Koch 2, Milan 20152, laly.,
hereby certify that the attached documents that keep the number of pages indicated beloware the
operational documentation. These documents are in a full accordance with actual manuals of
manufacturer.

A, Maono bocuno, TexHnueckunin anpektop, CaHtmHen Y CnA, Bua Pobept Kox 2, MuaaH 20152,
Wtanms (Paolo Bosio, Technical Director, Sentinel . CH SpA, Via Robert Koch 2, -Milan 20152,
Italy), HacToAWMM YAOCTOBEPAD, YTO Mpuiaraemble’ JOKYMEHTbl B HVDKENpUBeAEHHOM 06beme
CTpaHuL, SBASAKOTCA 3KCNyaTauMOHHON  [OKYMeHTauuein. 3T  AOKYMEHTbI. MOMHOCTbIO
COOTBETCTBYIOT aKTya/lbHOW AOKYMEHTaLMn Npou3BoANTENS.

MHCTpYKUMA NO NpUMeHeHWIo 419 MeanunHcKoro nsgenua (Operational -documentation for
medical device):

PeareHTbl AMarHoCTUYecKMe in vitro v pacxofHble maTepuasnbl AN OUEHKM MokKasaTenein
mMeTabonumama Ha broxmmmndeckom aHamzatope ARCHITECT ¢ (PY Ne ®C3 2010/07389
oT 27 nonsa 2017 roga) B vacTu:

HeHacblILeHHas Xene3ocBa3biBatoLLas ¢ROco6HOCTb, peareHT (U1BC)

CocrtaB (contents):

# Title Numberof
pages

1 Insert forthe ARCHITECT UIBC with ADDENDUM for Russia: 7

2. MHCTPYKLUMS NO NPpUMeEHEHUD HeHacbil eHHas Xene3ocBa3biBat L an 8

cnocobHocTb, peareHt (UKBC) ¢ MPUNOXEHWEM pgna Poccuu.

Signed: Date:

Dr. Paolo Bosio,

Technical Director

Sentinel CH SpA, Via Robert Koch 2,
Milan 20152, Italy

Pacp10f1
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FOR USE WITH ['HI4R29-21 v

UIBC 4R29
ARCHITECT G10997/R02

B4R290

Read Highlighted Changes; Revised March 2018.

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed If there are any deviations from
the instructions in this package insert,

NAME

uIBC

INTENDED USE

The UIBC assay is used for the quantitative determination of

unsaturated iron-binding capacity (UIBC) in serum or plasma on the
ARCHITECT cSystems.

SUMMARY AND EXPLANATION OF THE TEST

Iron status is used in the diagnosis and management of some
hematologic and hepatic conditions. In addition to serum iron levels,
several tests may be ordered including UIBC, total iron binding
capacity (TIBC) and ferritin. TIBC is a surrogate for transferrin’ and
has a direct relationship to it. TIBC = (UIBC + serum iron):"4

UIBC and TIBC are increased in low iron states such as
uncomplicated anemia and decreased in high iron conditions such
as hemochromatosis. The lone exception to the preceding-is the
case of anemia of chronic disease where the patient.may be anemic
but has adequate iron reserves and a low UIBC.'

PRINCIPLES OF THE PROCEDURE

Sample is added to an alkaline buffer containing a known
concentration of iron to saturate the available binding sites on
transferrin. The iron that remains free after transferrin saturation is
reduced to a ferrous state and then complexed by Ferene-S* to form
a stable complex, of which the color intensity.is measured at 604
nm. The color intensity is directly proportional to the unbound excess
iron concentration and indirectly proportional to the unsaturated iron-
binding capacity. UIBC is therefore determined by subtracting the
quantity of unbound iron from the total.added quantity.

*Ferene-S = 3-(2-pyridyl)-5,6-bis-[2-(5-furylsulfonic acid)]-1,2,4-
triazine

Methodology: Ferene

REAGENTS

Kit Contents
UIBC 4R29
Supplied as a liquid, ready-toluse three-component reagent Kkit.

4R29-21

850*

5x 36 mL
5x 15 mL

[c*E] 3x2mL

*Calculation is/based on the minimum reagent fill volume per Kkit.

Peructparg MH 8 PocagpaBuazmzope
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Reactive Ingredients
"

Concentration

Glycyl glycine buffer (pH 8.6) 255 mmol/L

Sodium bicarbonate 46 mmol/L

Iron (Il) chloride 20 pmol/L

Ascorbic acid (pH 2.5) 300 mmol/L

Ferene-S 12.5/mmol/L

Iron solution 500 pg/dL (89.5 pmol/L)
[m and contain stabilizers, preservatives, and detergents.

contains stabilizer.

Warnings and Precautions
Lnn

« For In Vitro Diagnostic Use
IR> owLy |

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended thatall human-sourced materials be considered
potentially infectious and-handled in accordance with the OSHA
Standard on Bloodborne-Pathogens. Biosafety Level 2 or other
appropriate biosafety-practices should be used for materials that
contain or are suspected of containing infectious agents.™'"?

The following warnings and precautions apply to: 1 and [BE

WARNING Contains methylisothiazolone and
polyethylene giycol.ot"ylphenyl ether*.

H317 May cause an allei”: skin reaction.

H402* Harmful to aquatic life.

Prevention

P261 Avoid breathing mist / vapors// spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves;/ protective
clothing / eye protection.

p273* release to the.environment.

Response

P302-rP352 IF ON SKIN: Wash\with plenty of water.

P333-rP313 If skin irritation(of rash occum”Gpt
medical advice /attentiory<”

P362-rP364 Take off contaminated/knhili3 ;Sris"y49sSir:
it before reuse. S i

Disposal /,'L/

P501 Dispose /of-contents ¥ cintaip€jL,iij;{..-, f *

accordance with locqNegulatlpiTAS-..

* Not applicable where regulation-EU 1272/2008N
implemented.

0.0555% of the ingredients in are of unknown |



The following warnings and precautions apply to the [°**]

WARNING Contains hydroxylamine hydrochloride.

H351 Suspected of causing cancer.

H317 May cause an allergic skin reaction.

H402* Harmful to aquatic life.

Prevention

P201 Obtain special instructions before use.

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not
be allowed out of the workplace.

P273* Avoid release to the environment.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water:

P333-rP313 If skin irritation or rash occurs: Get
medical advice / attention.

P362-rP364 Take off contaminated clothing and
wash it before reuse.

P308-MP313 IF exposed or concerned: Get medical
advice / attention.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

* Not applicable where regulation EU 1272/2008 (CLP) has been
implemented.

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

For a detailed discussion of safety precautions _during system
operation, refer to the ARCHITECT System Operations Manual,
Section 8.

Reagent Handling

« Do not use reagents beyond the expiration date.

« Do not pool reagents within a kit or between kits.

« Do not use components from one lot'with components from
another lot.

¢ When either the U or reagent-cartridge becomes empty,
replace both cartridges and validate the system by analyzing
controls.

* Remove any air bubbles present in the reagents with a new
applicator stick, or allow the reagents to sit at the appropriate
storage temperature to allow.the bubbles to dissipate. To
minimize volume depletion,;“do not use a transfer pipette to
remove bubbles.

CAUTION: Bubbles may-interfere with proper detection of
reagent level in the cartridge and cause insufficient reagent
aspiration which could=impact results.

For a detailed discussion_of handling precautions during system

operation, refer to the ARCHITECT System Operations Manual,

Section 7.

Peructpamma MU B Poc3gpapHanzope
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Reagent Storage

Maximum
Storage Storage Additional Storage
Temperature Time Instructions
Unopened 2-8'C Until May be used immediately
reagent expiration after removal from:2-8'C
and date storage.
Calibrator
On board System 28 days After 28 days (672 hours),
temperature the reagent kit must be
discarded:
Opened  2-8'C 60 days Recap vijals.immediately

after use-to avoid
contamination.

Calibrator

Indications of Reagent Deterioration

Reagents and calibrator must be clear.

Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage or contamination, turbidity, or if
calibration or controls do not meet the appropriate package insert
and/or ARCHITECT System Operations-Manual criteria.

INSTRUMENT PROCEDURE

The UIBC assay file must be installed-on the ARCHITECT cSystem
prior to performing the assay.

For detailed information on assay-file installation and viewing

and editing assay parameters, refer to the ARCHITECT System
Operations Manual, Section 2:

For information on printing assay parameters or for a detailed
description of system procedutes, refer to the ARCHITECT System
Operations Manual, Section 5:

Alternate Result Units

The Conventional result unit for the UIBC assay is pg/dL. The
corresponding Sl result unit is pmol/L. To convert results from pg/dL
to pmol/L, multiply pg/dL by 0.179.®

When converting to units other than those listed, refer to the
ARCHITECT System Qperations Manual, Section 2.

SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS

Specimen Types

Verified specimen types to be used with this assay:
Specimen'Types Collection Tubes
Serum Serum (with or withe&t gel barrier)
Lithium heparin (with or witheut gel

barrier)

Plasma

Sodium heparin

. Ethylenediaminetetraacetic acid (EDTA) and sodium fluoride/
oxalate are not acceptable anticoagulants.®

¢~ Other specimen types and collection tube types, have not been
verified with this assay.

s The instrument does not provide the capability to verify specimen
type. It is the responsibility of the operator:to verify that the
correct specimen types are used in the assay.

Specimen Conditions X

Liquid anticoagulants may have a dilution_effect

concentrations.

* For accurate results, serum and plasma specirnfenp s (*0 be
free of fibrin, red blood cells, and other particjj*tfl mafe~/~rLfr
specimens from patients receiving anticoagularxi®ftfbnv/thi
therapy may contain fibrin due to_incomplete cl(«TetfqdiSM;;\/*

« For accurate results, plasma.specimens should be4(w NI
platelets and other particulate matter. Ensure centrifu”iQrf
adequate to remove platelets.



« For additional information on specimen conditions, refer to the
Interference section of this package insert.

« To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

Serum: Ensure complete clot formation has taken place prior

to centrifugation. Centrifuge according to tube manufacturer's
specifications to ensure proper separation of serum from blood cells.
Plasma: Centrifuge according to tube manufacturer’s specifications
to remove platelets and ensure proper separation of plasma from
blood cells.

Frozen specimens must be completely thaviied before mixing.

Mix thawed specimens thoroughly.

Visually inspect thawed specimens. If layering or stratification is
observed, mix until specimens are visibly homogeneous. If specimens
are not mixed thoroughly, inconsistent results may be obtained.
NOTE: Stored specimens must be inspected for particulates. If
present, mix and centrifuge the specimen to remove particulates
prior to testing.

For total sample volume requirements, refer to the ARCHfTECT
System Operations Manual, Section 5.

Specimen Storage

Jf* Storage Maximtm.Storage

Specimen Type Temperature Time

Serum/Plasma 20-25'C 7 days'®
2-8°'C 3 weeks'® "
-20'C 1 year®

Each laboratory may establish a range around -20'C-from either the
freezer manufacturer’s specifications or your laboratory standard
operating procedure(s) for specimen storage.

Avoid multiple freeze/thaw cycles.

PROCEDURE

Materials Provided
4R29 UIBC Reagent Kit

Materiais Required but not Provided
* Control material
« Saline (0.85% to 0.90% NaCl) far specimen dilution

Assay Procedure

For a detailed description of how(to ‘run an assay, refer to the
ARCHITECT System Cperations“Manual, Section 5.

For sample volume requirements, refer to the ASSAY PARAMETERS
section of this package insert-“Minimum sample volume is calculated
by the system and printed on_the Crder List Report. Ensure adequate
sample volume is present prior'to running the test.

Specimen Diiution Procedures

Specimens with UIBC values exceeding 500 pg/dL (89.5 pmol/L)

are flagged and may be diluted by following the Manual Dilution

Procedure.

Manual Dilution Procedure

1 Dilute the specimen with saline (0.85% to 0.90% NacCl).

2. Enter the dilution, factor in the Patient or Control order screen:
The systemuuses this dilution factor to automatically correct the
concentration by multiplying the result by the entered factor..If
the operator.does not enter the dilution factor, the result must
be manually-multiplied by the appropriate dilution factor.before
reporting_the result.

\_ (Volume of Specimen + Volume of Dilution Reagent)
Manual Dilution, Factor = -
Volume of Specimen

If .a diluted specimen result is flagged indicating it-is-less than

the linear low limit, do not report the result. Rerun=using an

appropriate dilution.
For detailed information on ordering dilutions, refer to the ARCHITECT
System Cperations Manual, Section 5.
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Calibration

NOTE: The calibrator value for the UIBC Calibrator must be‘entered
as a negative number. Refer to the ASSAY PARAMETERS section of
this package insert.

Calibration is stable for approximately 168 hours, but Issrequired

with each change In reagent cartridge. Verify calibration with at
least two levels of controls according to the established quality
control requirements for your laboratory. If control/results fall outside
acceptable ranges, recalibration may be necessary.

The calibrator value is verified using a National Institute of Standards
and Technology (NIST), SRM 3126.

For detailed information on how to perform an assay calibration, refer
to the ARCHITECT System Cperations Manual, Section 6.

Quality Control Procedures

As appropriate, refer to your laboratory standard operating

procedure(s) and/or quality assurance plan/for additional quality

control requirements and potential corrective actions.

« At least two levels of controls (normal and abnormal) are to be
run every 24 hours.

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

« If quality control results do not-meet the acceptance criteria
defined by your laboratory,-patient values may be suspect. Follow
the established quality control procedures for your laboratory.
Recalibration may be necessary.

* Review quality control results and acceptance criteria following a
change of reagent or‘calibrator lot.

Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and international’regulations covering the transport of clinical
specimens and infectious substances.

RESULTS

Representative performance data are given in the EXPECTED
VALUES and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert. Results obtained in individual
laboratories may, be different from the data presented.

LIMITATIONS OF THE PROCEDURE

Use disposable plastic pipettes or glassware soaked in 1'N
hydrochloricvacid solution and rinsed with distilled water;

For diagnostic purposes, the test findings should always be
assessed in conjunction with the patient’s medical history, clinical
examinations, and other findings.

Significant interference may be observed with hemolyzed samples.
See-Interference section for additional information:

Refer to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS and SPECIFIC PERFORMANCE CHARACTERISTICS
sections of this package insert.

EXPECTED VALUES

Reference Range

Serum and Plasma

Range (pg/dL)
69 to 240
70 t0~310

Range (pmol/L)
12.4 to 43.0
12.5 to 55.5

Male
Female

A confirmation study was conducted using 22 male and 22 female
volunteers from a healthy donor population in Milan, Italy. Data were
analyzed as described by Clinical and Laboratory Standards Institute
(CLSI) protocol EP28-A30." From:this study, the central 90% of
specimens fell within the ranges-above.

The circulated iron level can‘show a 30% diurnal variation, with a
peak early in the morning.'®

It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.



SPECIFIC PERFORMANCE CHARACTERISTICS

Representative performance data are given in this section. Resuits
obtained in individuai iaboratories may vary.

Linearity
Linearity for the UIBC assay is 25 to 500 pg/dL (4.5 to 89.5 pmol/L).
Linearity was verified using CLSI protocol EP06-A."

Limit of Quantitation (LOQ)

The LOQ for UIBC is < 25 pg/dL (4.5 pmol/L). The LOQ is the
analyte conoentration at which the %CV = 20%. Studies were
conducted on the ARCHITECT System using CLSI Document
EP17-A2’5

Precision

The precision of the UIBC assay is s 7% Total CV at concentrations
£ 143 pg/dL (25.6 pmol/L) and < 10 pg/dL (1.8 pmol/L) SD at
concentration < 143 pg/dL (25.6 pmol/L). The study was conducted
on the ARCHITECT System using CLSI Document EP05-A3'®and
summarized below.

Control Level 1 Level 2 Level 3
N 132 132 132
Mean (pg/dL) 152 219 271
Mean (pmol/L) 271 39.1 485
Within Day SD (pg/dL) 3.2 27 2.3
SD (pmol/L) 0.6 0.5 0.4
%CV 21 12 0.9
Between Day SD (pg/dL) 5.4 77 101
SD (pmol/L) 1.0 14 18
%CV 3.6 35 3.7
Total SD (pg/dL) 6.3 8.2 10.4
SD (pmol/L) 11 15 1.9
%CV 4.2 3.7 3.8
Interference

Interference studies were conducted on the ARCHITECT System
using CLSI document EP07-A2.’* Representative data are
summarized below.

Interference studies were conducted using an.acceptance criteria

of + 10% or + 14 pg/dL (2.5 pmol/L) deviation, whichever is greater,
from the target. UIBC is not affected by the presence of the following
interferents up to the concentrations indicated below.

UIBC- Ditference
Interfering Interterent Target tram Target %Difference
Substance Concentration N (lig/dL) (pg/dL)  tram Target
Bilirubin 59 mg/dL 12 141 -10.6 —
(conjugated) 62 mg/dL 12 298 — -4.0
Bilirubin 53 mg/dL 12 156 — -1.8
(unconjugated) 56 mg/dL 12 284 -2.5
1000pg/dL 3 139 -6.0 -
Copper
2000 pg/dL. 3 289 — -7.8
62 mg/dL 12 168 — -8.1
Hemoglobin
125 mg/dL 12 323 J— -9.4
1000 mg/dl 12 142 -9.7 -
Intralipid
1000-mg/dL 12 295 — -1.6
! 100 mg/L 3 136 13.2 -
Oxytetracycline
100.mg/L 3 303 — 4.4
Rheumatoid 100'1U/mL 3 145 — 2.4
Factor 100 1U/mL 3 300 — -0.2
901 mg/dL 12 147 - 2.8
Triglycerides”
1157 mg/dL 12 269 — -6.7
13.2 g/dL 12 152 - 5.2
Total Protein
13.4 g/dL 12 252 — 10.0
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UIBC- Ditference
Intertering Interterent Target from Target %Difference
Substance Concentration N (pmol/L)  (pmol/L)  from Target
Bilirubin 1008.9 pmol/L 12 25.2 -1.9 -
(conjugated) 1060.2 pmol/L 12 53.3 — +4.0
Bilirubin 906.3 pmol/L 12 279 — -1.8
(unconjugated) 957.6 pmol/L 12 50.8 — -2.5
157.0 pmol/L 3 24.9 -11 —
Copper
314.0 pmol/L 3 517 — -7.8
0.62 g/L 12 30.1 - -8.1
Hemoglobin
1.25g/L 12 57.8 = -9.4
10 g/lL 12 254 -7 —
Intralipid
10 g/lL 12 52.8 — -1.6
. 220 pmol/L 3 24.3 24 —
Oxytetracycline
220 pmol/L 3 54.2 — 4.4
Rheumatoid 100 IU/mL 3 26.0 — 24
Factor 100 IU/mL 3 537 — -0.2
10.2 mmol/L 12 26.3 — -2.8
Triglycerides”
13.1 mmol/L 12 482 _ -6.7
132 g/L 12 27.2 — 5.2
Total Protein
134 g/L 12 451 — 10.0

Triglycerides testing was performed using commercially available,
human-sourced lipemic material. The“results displayed here may
not adequately represent results observed on other instruments with
similarly-sourced, but different lipemic material.’®

Clinical samples with high triglycerides can be clear while samples
with moderate triglycerides can. be’turbid. The light scatter for
Intralipid does not always match' with that of lipoproteins in the
patient samples due to differences in the size and distribution of
these lipoproteins.®®

The effect of interfering/substances has only been evaluated for
those listed above.

The following compounds may interfere with the UIBC assay;

¢ Gadolinium Magnetic Resonance Contrast Agents®’ - @

*  Deferasirox®®

Interferences from medications or endogenous substances may
affect results.

Method Comparison

Results from the UIBC assay on an ARCHITECT cSystem were
compared)with=the results from a commercially available ferrozine
methodology, the UIBC 4P79, and between ARCHRECT cSystem
instruments.~Studies were conducted on the ARCHITECT System
using CLSI.Document EP09-A3®* and summarffied below,

4R29 vs. Between
Comparative ARCHITECT
Method  4R29 vs. 4P79, cSyslems
N 110 109 110
Y-Intercept (pg/dL) -4.97 8.03 -4.98
Y=Intercept (pmol/L) -0.89 1.44 -0.89
Correlation Coefficient 0.995 0.995 0.996
Slope 0.97 0.97 0.96
Range (pg/dL)* 41.7 to 478.1 31.510.458.8 39.9t0 447.6
Range (pmol/L)* 7.510 85.6 5.61t0'82.1 IPLJ

Indicated ranges are from the comparative‘m eth ("0f&<J/"% "r6"'>
the Cc8000, respectively. ' - -
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ASSAY PARAMETERS

UIBC Serum/Plasma—Conventional and Sl Units

Configure assay parameters - General

1. o Calihratinn 0 SmartWash 0 Results 0 Interoretation 1 1 0 General 0 Calibration ¢ SmartWash 0 Results O-Interoretation 1
1 Assay; UIBC-L Type:  Photometric Version: t 1Assay: UIBC-L |
Number; 2981 COMPONENT  REAGENT / ASSAY  WASH Volume - Replicates |
Run controls for onboard reagents by: Lot Rl AMIK9 Detergent A U5 1
|+ Reaction definition 0 Reacent 1Samoie 0 Validity checks R DGOO Detergent A 345 1
Reaction mode; End up Rl DGTOB Detergent A 35 1
Primary Secondary Read limes RL GENT9 Detergent A 345 1
Wavelength: 604 | 700 Main: 31 - 33 RL TOBRA Detergent A A5 1
Last required read: 33 ) R VANCO Detergent A 345 1
Absorbance range; Golor correction; _- _ RL FRUCS 05%AcidWash /345 1
Sample blank type: Self Blank: 13-15 Rl FRULO Detergent A 345 1
R2 AMIK9 Detergent A 345 1
0 Reaction definition « ReaoentlSamoie 0 Validity checks R2 Deo Detergent A 1
RL RrR2 R2 DGTOB Detergent A 345 1
Reagent: UIBCL Reagentvolume: 175 50 R2 GENT9 Detergent A 345 1
Diluent; Saline Water volume: R2 TOBRA Detergent A 345 1
Diluent dispense mode: Type O Dispense mode:  TypeO TypeO R2 VANCO Detergent A 345 1
Diluted Default R2 FRUOS 0.5% Acid Wash 345 1
Dilution name Sample  sample  Diluent Water  Dilution factor dilution R2 FRUL9 DetergentA 345 1
STANDARD:  25.0 = 1:1.00 .
= 0 UIBC Serum/Plasma—Conventional Units
Configure assay parameters - Results
0 General 0 Caltbratlon 0 SmartWbsh  « Results 0 Interoretation
0 Reacti()l? definition 0 Reaoent / Samoie « Validitv checks Assay: UIBCL Assay number; 2981
Reaction check: None Dilution default range; Result units: pg/dL
Low-Unearity: 25

Maximum absorbance variation:___

Configure assay parameters - SmartWash

High-Linearity: 500
Gender and age specific ranges:**

Results

GENDER AGE (UNITS) NORMAL
Male 0-130 (Y) 69 - 240
Female 0-130 (Y) 70-310
Configure assay parameters — Calibration
. Configure result units
1 0 General ¢ Calibration 0 SmartWash 0 Resulis 0 Interoretation | 9
1 Assay: UIBC-L Calibration method: Linear | Assay.  UIBC-L
Version;  t
« Calibrators 0 Volumes 0 Intervals 0 ValldHv checks Rsutt units: - pg/dL
Calibrator set: Calibratorlevel: Concentration: Decimalplaces; 0 [Range 0-4]
UIBC-L Blank: Water o* Correlation factor:  1.0000
Call: UBGLT tt Intercept:  0.0000
Replicates: 2 [Range 1- 3
UIBC Serum/Plasma—SI Units
0 Calibrators # Vslumes 0 intervals 0 Validitv checks Configure assay parameters — Results
Calibrator: - UIBC-L Diluted 0 General 0 Calibration 0 SmartWash  *
Calibrator level Sample  sample  Diluent Water Assay: UIBC-L
Blank:  Water 250 Dilution default range:
Gl UBCLL 250 _ _ LowLinearity: 45
High-Linearity; 89.5
Gender and age specific ranges:**
0 Calibrators 0 Volumes « Intervals O Validitv checks GENDER AGE (UNITS) NORMAL
Calibration intervals: Male 0-130(Y) 12.4-43.0
Full interval: 1,168  (hours) Female 0- 130(Y) 125- 555
Calibration type:
Adjust type:'  None Configure result units
Assay: UIBC-L
0 Calibrators 0= Volumes 0 Intervals « Validitv checks Version:
Blank absorbance range; Result units:  pmol/L
Span: Blank - Blank Decimal places: 1 [Range 0-41
Span absorbance range: - Correlation factor:  1.0000
Expected cal factor:  0.00 Intercept:  0.0000

Expected cal factor tolerance 0

t  Due to differences in instrument systems and unit configurations, version numbers may vary.
Displays the number of decimal places defined in the decimal places parameter field,

Configure calibrator set screen.
Non-gender specific (Either) range may be user defined.
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EXTREME

o

0 Interoretation
Assay number; 2981
Result-units: pmol/L

EXTREME

The value for the UIBC Liquid Calibrator must be entered-as a negative number: -500 pg/dL (-89.5 pmol/L).=These values are defined



ADDENDUM

to the Instruction for Use UIBC (for Russia)

SHIPPING

Recommended shipping conditions for device is 2-8*C. Device is stable
until the expiration date indicated on the package. Oevice 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.
WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 14
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in accordance with the requirements of

SanPin  2.1.7.2790-10 dated December 12, 2010 “Sanitary-epidemiological

Requirements for the Management of Medical Waste".

Transmit and dispose of product and its components and packaging in accordance

with local regulations. — **

LIST OF APPLICABLE STANDARDS

98/79/EC, EN ISO 9001, ISO 13485, EN ISO 18113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF* DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any dnjgs
STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks/of-.using MD are indicated in SDS. Safety
Data Sheets are available at www.abbettdiagnostics.com or contact your local

representative.
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|FOR USE WITH |

ARCHITECT

wBe

Cm. BblfeNeHHble n3MeHeHusa. Pegakuusa; mapt 2018 r.

Heo6x0AMMO TOYHO cnepoBaTth AAHHOW WHCTPYKLMU MO
nNpUMeHeHuo. Mpy OTKNOHEHWN OT AAHHOW WHCTPYKLUKM No
NPUMEHEHUNIO HAAEXHOCTb Pe3yNbTaToB TecTa He rapaHTupyeTcs.

HA3BAHWE
uiBC
HA3HAYEHWE

Tect UIBC npegHasHavyeH A5 KOJIMYECTBEHHOrO onpepesieHns
HeHacbIWeHHON xenesocsAsbiBatowweli cnocobHocTn (UIBC) B
CbIBOPOTKE unu nnasme Kposu Ha cuctemax ARCHITECT cSystems,

KPATKOE OMNCAHWE TECTA

OnpepfeneHune craTyca Xxefesa UCNOMb3yeTca Npu AnarHocTuke un
IeYEeHUN HEeKOTOPbIX TeMaToNorMyecknx 1 renaTuyecknx COCTOAHUIA.
B fononHeHve kK onpegeneHnto YpoBHSA Xenesa B CbiIBOPOTKE, KPOBU
MOXHO 3aka3aTb HeCKONbKO TecToB, Bknoyas UIBC, TIBC (obwas
Xenes3ocsasblBaolas cnocobHOCTb) u heppuTuH. TIBC.ABNseTca
cypporaTom TpaHcteppuHa 1 UMeeT K HeMy NpsiMoe OTHOLleHune.
TIBC - (UIBC + xene3o B CbIBOPOTKE KPOBK).'*3

UIBC 1 TIBC noBbllEHbI NPU COCTOAHUAX, XapaKTepuayoLinxcs
HW3KUM COepXaHueM xefesa B KPOBU, TaKNX Kak HEOCN0XHEHHas
aHeMus, 1 NOHWXKEHbl NPU COCTOSHUAX, XapaKTepusyoLnxcs
BbICOKMM COflepXaHneM xesiesa B KPOBU, TakuX Kak reMoxpomartos.
EVHCTBEHHbI UCK/IOUYEHUEM K yka3aHHOMY Bbllle sBNseTcs aHemus
XpoHuyecknx 3abonesaHunii, korga y naymeHTa-Haénwogaetca
aHemMusi Npu ajekBaTHbIX pe3epsBax xenesa u HU3kom UIBC.'

NMPNHUMMObLI MPOLUEAYPbI

O6pasel fob6aBnseTca B LWENOUYHON BydepHblii pacTBop, MMetoLnii
N3BECTHYI0 KOHLEHTpaLuio xenesa, 418 HacbllWeHnsa cBOOOAHbIX
CBA3bIBAOLNX LLEHTPOB TpaHCcdeppuHa. Xeneso, koTopoe octaeTcs
CcBO6O/HbIM MOC/e HaCbIWeHNs TpaHegepprHa, BoccTaHaBNNBaeTCcs
[10 XeNe3ncToro CoCToAHUA 1 3aTeM 06pa3yeT CTabu/bHbIN
Komnnekc ¢ Ferene-S* MHTEHCMBHOCTL LiBETA KOTOPOro M3MepseTtcs
npu 604 HM. VIHTEHCMBHOCTL LiBeTa NpsMO MponopuuoHaibHa
3HAYEHWIO KOHLLeHTpaL U/ HeCBA3AHHOIO M36bLITOUHOrO Xenesa u
o6paTHO NponopuMoHanbHa HEHaCBILWEHHOW Xene3ocBs3biBatoLeit
cnocobHocTn. Takum o6pa3om;=UIBC onpegensetca nytem
BblYNTAHNS KONMYeCcTBa HECBA3AHHOIO Xenesa 13 ob6uero
[06aB/IEHHOIO KONM4YecTBay,

*Ferene-S - 3-(2-nupuaun)-5,6-6uc-[2-(5-cpypuncynboHoBas
kucnota)]-1,2,4-TpnasmnH

MeTogonorus: Ferene

PEATEHTbI

Copepxumoe Habopa
UIBC 4R29

MocTaBnsieTcst B BAe Habopa n3 Tpex XWAKUX, TOTOBbIX K
1CNoMb30BaHMNIO KOMMOHEHTOB.

[E1 4R29-21

V 850’

N 5x 36 mn
5 x 15 Wn
3x 2wmn
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fu

uiBC
4R29

G69720R02
B4R29R

fii?] 4R29-21

'PacuyeT OCHOBAH Ha MWHMMasbHOM 06beMe KOMMIOHEHTOB B O4HOM
Habope.

AKTUBHbIE VHTPEANEHTbI

]

ravumn-ranumn 6ycep (pH 8,6)
Bukap6oHaTt HaTpus

KoHueHTpaums

255 MMonbin
46 mmons/n

Xnopupg xenesa (Il) 20 MKMOAb/N

AckopbuHoBas kucnota (pH 2,5) 300 mmonb/n

Ferene-S 12,5 Mmonb/n

PacTtBop xenesa 500 mkr/gn (89,5 mkmonb/n)

A3 coflepxar cTabunn3aropbl, KOHCEPBAHTbI U AeTepreHTbl.

| copepxut ctabunusatop:

MpeaynpexaeHus n Mepbl.NpefocTOPOXHOCTH
. s

e [na guarHoctuku In Vitro

Mepbl NPeaoCTOPOXHOCTU

BHUMAHWE: [laHHbIA-NpOAYKT npeanonaraet pa6oTy ¢
o6paslamu, nonyyeHHbIMI OT yenoBeka. PekomMeHayeTcs cunTatb
BCEe MaTepuasbl, NOAYYEHHbIe OT YesloBeKa, NOTEeHLManbHO
MH(EKLMOHHBIMN W 06pallaTbCsl C HUIMU B COOTBETCTBUK

co CTaHAapTOM N0 _o6palleHnto ¢ reMOKOHTaKTHbIMU
natoreHamu, paspaboTtaHHbiM YnpasneHnem CLUA no oxpaHe
TpyAa v npomsbliifieHHol rurneHe (OSHA). Mpu pa6oTe ¢
mMaTepuanamu, cofepxawumMm uam npeanosioXUTeNbLHO
cogepxal MU MHPEKLNOHHbIe areHTbl, cnegyeT cobnoaarb
npasuna, 6uonoruyeckoii 6e€30NacHOCTN, YPOBEHb 2, NN Apyrue
cooTBeTCIBYlOLWMe npaBuia 6uonornyeckoit 6esonacHocTy. "
Cnegywlyne npefynpexaeHns v Mepbl NpefoyopoXHOCTH
oTHOCATCA K LN n @

OPEAYNPEXAEHWNE CofepXut MeTUIn3oTUasoNoHbl
W oktundeHnnosbIi »dup
NONNITUNEHINNKOIA':
H317 MoXeT BbI3blBaTb @/1/1epruyeckyio
KOXHYI0 peakLuio:
H402* Bp«|AHO anst BOAHBIX OpraHn3mMoB. X
TpepoTepaleHue * YA
P261 N3beraTb BAbixaHua Tym~/rLiii'on" -~ B A
aspo3soneii, 1Y o-1> % 3
pP272 He BbiHOCUTb 3arpasH Yo e[léx O
pabouero_mecra. Loty y'*7
P280 Monb3oBarsea 3awuTribiMy NP9 2T am1™Nn
3aWMTHON ofexaoii/c[ii » B A~ i » A A
i-naa. n
P273*
cpegqys



PearnposaHune

P302+P352 NPV MOMALAHUN HA KOXY: MpombITh
601bLWKNM KOTMYECTBOM BOfpbI.

P333+P313 Mpu pasgpaxeHnn KOXu uaun nosiBieHnu
cbinu: O6patuTbCs K Bpady.

P362+P364 CHATb 3arpsa3HeHHylo ogexay u
BbICTMpaTb ee nepej 1CNo/ib30BaHNEM.

YTunusauyma

P501 YTunusnpyiite cofepxmmoe/KoHTeliHep B

COOTBETCTBMM C CaHMTapHLIMU HOpMamm
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

* He npuMeHuMo Ha Tepputopumn gelicteus PernamenTta EC
1272/2008 (CLP).
TokcuyHocTb 0,0555% unHrpeamnenToBs B LW HensBecTHa.

Cnepyowne npegynpexaeHns u Mmepbl NpesocTOPOXHOCTU
OTHOCATCS K

NPEAYNPEXA CofepxuT rnagpokcunammnHa
rmapoxnopug,.

H351 MpeanonoXuTenbHO Bbi3bIBAET pak.

H317 MoxeT BbI3blBaTb asif1epruyeckyto
KOXHYI0 peakuuio.

H402* BpefHo A/19 BOAHbIX OPraHn3MoB.

MpepoTBpalieHue

P201 Mepep NCNONL30BAHUEM MONYUNTH
cneuuanbHble WHCTPYKLUK.

P261 N36eratb BAbIxaHus-TymaHa/napos/
asposoneii.

P272 He BbIHOCWTL 3AFPSA3HEHHYIO oAexay ¢
pa6oyero mecTa.

P273* He gonyckatb-nonajaHvsa B
oKpyxatolly cpegy.

P280 Monb3oBaTbCA 3aWUTHBIMU
nepyatkamMmu/3alMTHON opexaoii/
cpeAcTBaMu 3aluThbl rNas.

PearnposaHue

P302+P352 NPV AONALOAHUN HA KOXXY: MpombITb
60/AbMNM KOMYECTBOM BOfpbI.

P333+P313 Mpu-pasgpaxeHun Koxu unm
nosBneHnn coinn: O6paTUTLCA K Bpady.

P362+P364 CHATL 3arpA3HeHHY0 ofexay u
BbICTVPATb ee nepej NCMo/b30BaHNEM.

P308+P313 B CNIYYAE Bo3geiicTBusi unmn
o6ecnokoeHHOCTH: O6paTUTLCA K
Bpauy.

YTunusauyma

P501 YTunusnpyiite cogepxumoe/KoHTelhHep:

B COOTBETCTBUM C CaHUTapPHbIMU
Hopmamu P® (CanluH 2.1.7.2790-10,01
09.12.2010).

* He npumeHnmMO Ha TeppuTopun feiicteus Pernamenta EC

1272/2008 (CLP):

MacnopTta 6€30NacHOCTN [OCTYNHbI Ha caiiTe

www.abbottdiagnostics.oom nnn y mecTHoro npegcraBuTens:

Moppo6Hyo MHpopmauno 0 Heo6X0AUMbIX Mepax

npefoCcTOPOXHOCTU NpK pa6oTe aHanusatopa cM. B PykOBOACTBE no

akcnnyatayun cuctembl ARCHITECT, Pasgen 8.

O6pallleHne c peareHTamu

» '\ He ncnonb3syiiTe peareHTbl Nocfie UCTEUEHUA/CPOKA TOAHOCTN.

¢ He cmewwnBaliTe peareHTbl OfHOW WU Pa3HbiX-yNaKoBOK.

* He ucnonb3yiiTe KOMMNOHEHTbI OfHOW CEPUN C KOMMOHEHTamMu
Apyroit cepuu.
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« Korga kapTpugx peareHta U nnn n3pacxogyercs,
3amMeHuUTe o6a KapTpuaxa v npoeeauTe BanujaLntd CUCTEMbI
npu NOMoLM KOHTPONei.

« Ecnu B KapTpupxe peareHTa NpucyTCTBYIOT Ny3blpbku, yganute
UX, UCMNONb3YS HOBbIV annankaTop, WaM NOMegTUTEe peareHT B
COOTBETCTBYIOLW NI TeMnepaTypHblii pexum [0 UCHe3HOBEHUA
ny3blpbkoB. UTO6bI MUHMMWU3NPOBATL NOTEPI0 0ObEMa peareHTa,
He ucnonb3yiTe TpaHcepHble NUNEeTKU A1 yaaneHus
ny3bIPbKOB.

BHVUMAHWE: TNy3blpbkn B peareHTe MOFYT flomellaTb
npaBUIbLHOMY OMNpe/eNieHno YpoBHS peareHTa B kapTpumxe
1 NpMBECTU K HeJO0CTaTOYHOW acnupaunu’ peareHTa, Kotopas
BNNSET Ha NPaBUbHOCTb pe3ynbTaToB:

Moapo6Hylo MHbopmalmnio 0 mepax NpegoCcTOPOXHOCTN npu paboTe

Ha aHanusatope cM. B PykoBoACTBe Mo-3KCnayaTtaunyu cuctemsl

ARCHITECT, Pasgen 7.

XpaHeHune peareHToB
JononHuTtenbHble

TemnepaTtypa Makc, Bpems VHCTPYKLUMK No

XpaHeHus XpaHeHns XpaHeHuto
HeBckpbITbili 2 - 8'C [0 OKoHuaHusa  MoxeTt
chnakoH, cpoka rogHoCcT! Mcnosb3oBaTbCs
peareHT u cpasy nocne
KanuépaTop n3BnevYeHns un3
MecTa XpaHeHust
c Temnepatypoii
2-8'C
Ha 6opTty Temnepatypa 28 aHei Mo ucteuexHnn
B cucteme 28 pHelt (672 vacos)
Habop peareHToB
Heo6xoaMMo
YyTUN3UPOBATD.
BCKpbITbI 2-8'C 60 gHeid Mocne
chnakoH, MCnonb3oBaHns
kanuépatop HesamenTeAbHO

3akpolitTe hakoHbl
KpblILWKaMu, 4To6bl
npefoTBpaTUTh
KOHTaMUHaLWH0.

Moka3atenu nopyn peareHToB

PeareuTbl 1 kannbpaTop JOMKHbI 6biTb YACTLIMU.

MNokasarensamMm HecTabuabHOCTU WKW NOPYM CNYXAT-0CafoK,
BuAuMble NPU3HAKMW NMPOTEYKN UM KOHTaMuHauun, 3aMyTHEHHOCTb,
a‘Takke HecoOTBeTCTBME pe3y/nbTaToB KanMGpPOBKW M KOHTPONSA
KPUTEPUAM, YKa3aHHbIM B UHCTPYKLWUWN MO NPpUMEHEHUI0 n/unmn
PykoBogcTtee no akcnnyatauyun cuctembl APCHLTECT.

NMPOUEAYPA PABOTbl HA AHANTN3ATOPE

Mepep nposegeHnem Tecta Ha cucteme ARCHITECT cSystem
Heo6xoANMO ycTaHoBUTL (haiin Tecta ARCHITECT UIBC.
Moapo6Hylo nHhopmaumnio 06 ycTaHOBKE (haiina Tecta, NpocmoTpe
1 pefakTMpoBaHUKM napameTpoB aHanusa €M. B PykoBoAcTBe Mo
akcnnyaTtauuun cuctembl APCHITECT, Paspen 2.

WHopmaLuio o pacnevaTke napameTrpoB aHanusa unn nogpo6Hoe
onucaHue npouegyp pa6oTbl ¢ cucTeMoii oM. B PykoBoAcTee no
akcnnyatauumn cuctembl ARCHITECT, Pa3sgen 5.

AnbTepHaTUBHble eMHULbI(M3MEPEeHNs pe3ynbTaTta
YcnoBHOW efuHuLel coobLeHus pesynbtata Ans CbiIBOPOTKU
kpoeu Tecta UIBC aBnsetca Mkr/gn. CooTBeTCTBYIOLWeEN eanHuLeit
coobuieHnsa pesynbtata CU @BAsieTca MKkMonb/n. UYtobbl nepesecTtu
pesynbTatbl U3 MKI/ANn B MKMOJIb/N, YMHOXbTe MKr/an Ha 0,179.®
MNpu nepecuyeTe B €4WHWLbI,OT/IMYHbIE OT yKa3aHHbIX, CM.
PykoBogcTBO no akcnnyatauun cuctembl ARCHITECT, Pasgen 2.



CBEOP OBPA3UA M NMOATOTOBKA K AHANN3Y

Tunbl 06pasLoB

B faHHOM TecTe Heo6X0AVMMO MCMNOJb30BaTb TO/bKO
BepuuLMpoBaHHbie Tunbl 06pasLoB:

Tunbl o6pasuos Mpo6upkn ans c6opa o6pasuos
CbIBOpPOTKa KpoBU CbiBOpOTKa KpoBK (C paspenuTesnibHbiM
renem unm 6es Hero)

Mnasma kpoBwu NnTuii renapuH (C pasfgenuTenbHbIM
renem unm 6es Hero)

Hatpwuii renapuH

*  ITuneHpgnamuHTeTpaykcycHas kucnota (EDTA) u
hTopug /okcanart HaTpus He SBNSAIOTCA NpUeMIeMbIMU
aHTUKoarynsHtamn.®

* [lpyrne Tunbl o6pa3uoB u npobupok ana c6opa o6pasuos He
6bl11 BEPUdMLNPOBaHbI HA NPUTO4HOCTL K UCMO/b30BaHNIO B
[aHHOM TecTe.

* B awnanusatope He npepycmoTpeHa onuusa Bepudukauum tuna
ucnonb3yemoro obpasua. B 0653aHHOCTM onepaTopa CUCTEMbI
BXOAMT NpoBepKa TUNOB 06pasLoB, NCNONb3YEMbIX B TECTE.

CocTosiHne o6pasuoB

Xugkve aHTUKoarynsHTbl MOTyT AaBaTb ekt pasbaBneHus, 41o

MOXET NMPUBECTU K 3aHMKEHHbIM KOHLLEeHTpaLusaMm.

e UTOoGbl NONYYNTb NpaBU/ibHble pe3ysibTaTbl, 06pasLbl
CbIBOPOTKM W Nnia3Mbl KPOBW CneayeT oTAeNuTb oT hnbpuna,
3PUTPOLNTOB 1 APYrMX TBepAbIX YacTul. O6pasLbl CbIBOPOTKM
KPOBW MauWeHTOB, MOMyYaloLNX aHTUKOAryNALNOHHYIO-UN
TPOMGONUTUYECKYIO Tepanuio, MOryT cofepxaTtb ubpuH B
pesynbTaTe He3aKoOHYEeHHOro 06pa3oBaHKs CrycTKOB.

e [1ns NofyyeHWst TOUHbIX pe3y/nbTaToB 06pasLbl naasmbl KPOBK He
[OMIXHbI cofepxaTb TPOMGOLUTLI U Apyrie TBepAble YacTulbl.
Y6eputechb, 4TO TPOMGOUUTLI yaaneHsl LeHTpUdyrmpoBaHuem.

¢ CM. AONONHNUTENbHYIO MHOPMAaLMI0 O COCTOSHUNU 06pasLoB
B pasgene "MHTepdepeHuna” AaHHON MHCTPYKEMN no
nprMeHeHuo.

* PekomeHpayeTcs MCNONb30BaHWe OAHOPA30BbIX NUMNETOK
1 HaKOHEUYHWKOB [J19 NUNETOK /1 NpeAoTBpaLleHuns
nepeKkpecTHOW KoHTamMuHaLuu.

MoprotoBka K aHanusy

CbIBOpPOTKa KpoBU: Y6eanTech, 4To hopMUpOBaHMe CrycTKoB
3aBepLlmnNoCh [0 Hadana LeHTpudyrnposaHus. LieHTpudyrupyiite
o6pasibl B COOTBETCTBUN C UHCTPYKUUSMMN Npoun3BoanTens
npo6MPOK ANs NOHOrO OTAENEHUs ChIBOPOTKN KPOBW OT K/1ETOK
KpPOBU.

Mnasma kposu: LieHTpudyrnpyiite 06pasubl B COOTBETCTBUMN C
WHCTPYKLMAMKU NPON3BOAUTENS ANA. YAANeHNs TPOMGOLUTOB 1
NOJIHOTO OTAeNeHUs Nnasmbl KPOBW OT KNETOK KPOBU.

Mepep nepemelwnBaHMeM 3aMoOpoOXeHHble 06pas3Lbl He06X0ANMO
MOJTHOCTbIO Pa3MOPO3UTh.

TwartenbHO nepemelaiiTe PasmMopoXeHHble 06pasLibl.

BusyanbHO npoBepbTe 06pa3Lbl nocne pasmoposku. Ecnu
HabnogaeTca paccnoeHue.-unu ctpatudukauns, nosTopsinte
nepemellnBaHne o TeX NOP, noka o6pasibl He CTaHyT BU3yaslbHO
O/IHOPOAHbIMW. HefocTarouHoe nepemelinBaHue o6pasLoB MOXeT
BECTW K MONYYEHWNIO HETOUHbIX Pe3y/bTaTos.

NMPUMEYAHUE: Xparuslunecs o6pasLbl 4O/HKHbI OblTb NPOBEPEHbI
Ha Hanuune TBepAblx MacTuy. Ecnu B o6pasuax npucyTcTBylOT
TBepAble YacTuukl, nepes uccnefoBaHmem nepemeluaiite u
LeHTpudyrupyinTe-o6pasubl, YTo6bl yaannTb 3TU HacTuULibl.
MonHyto nHpopmamio o TpeboBaHNAX K 06beMy o6pasua cm, B
PykosogcTBe~n0-3kcnnyartaymum cuctemsl ANICHITECT, Paspaesn, 5.
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XpaHeHue o6pasuos

Temnepartypa MakcumanbHoe
Tun o6pasya XpaHeHuns BpeMs XpaHeHUn
CbiBOpOTKa/nnasma 20 - 25'C 7 fHel'®
Kposu 2-8C 3 Hepenn'®”
-20"C 1 roq'®

Kaxpoi nabopaTopun pekoMeHAyeTCs yCTaHOBUTb TEMMEPATYPHbIi
pexumMm npnénusntensHo -20'C B COOTBETCTBUMN C WHCTPYKLUAMU
Npoun3BOAUTENSA XONOAWUbHUKA WAN CTaHAAPTHON(bIMU)
onepauvoHHO(biIMK) npoueypoii(amun) xpaHeHns obpasLoB Balleii
na6opatopuu.

MN36eraiite MHOroKpaTHbIX LVKMI0B 3aMOPO3KnN/pasMopo3Ku.

MPOLELYPA

[IpepocTtaBnsemble matepuasnbl
4R29 UIBC Reagent Kit

Heob6xoanmble, HO He NpegocTaBnsaemMble maTepuansl

¢ KOHTpPONbHbIA mMaTepuan

* dusnonornyecknin pacteop (0.85 -/0.90% NaCl) ana
pa3BegeHusa obpasua

Mpoueaypa aHannsa

MoapoGHoe onucaHue npoueaypbl ApoBeAeHUs aHannsa cM. B

PykoBogcTee no akcnayatauun cuctemol AMNCHITECT, Pasgen 5.

NHopmauuio o Tpe6osaHuAx K 06bemy obpasua cMm. B pasgene

MNAPAMETPbI AHANTIN3A faHHOW WHCTPYKLWUW NO NPUMEHEHUIO.

MuHUManbHbIA 06bem obpasua paccynTbiBAeTCA CUCTEMOW U

pacneyvaTbiBaeTcA B OTueTe MO CNWCKYy 3aka3oB. Y6egutech B

HannuuyM A0oCTaTOYHOro KosnyecTBa obpasua nepej nposegeHnem

nccnefoBaHus.

Mpoueaypbl passefeHns o06pasLos

O6pasubl co 3HadeHuami UIBC, npesbliwatowmmu 500 mkr/gn

(89,5 mkmonb/n) nomeyaroTes hnaxkamum u MoryT 6biTb pasBefeHbl

B COOTBETCTBUM C NpOLEeAypoii pyyHOro pasBefeHus.

Mpoueaypa py4yHoro=passefeHuns

1 [ns passefeHus.obpasua ucnonbayiite n3nonornyeckuii
pacteop (0,85'-.0,90% NacCl).

2. BsepguTte hakTop pa3BefeHWs B aKpaHbl 3akasa nayumeHTa uau
KOHTpONSA.
Cuctema nenonb3yeTt akTop pasBefeHus 418 aBToMaTuyeckoi
KOPPEKTUPOBKM 3HAYEHUSI KOHL,eHTpaLun, yMHOXas peaynbTaT
Ha 3afaHHblii thakTop. Ecnn onepatop He BBen haxkTop
pa3BefeHuns, yMHOXbTe pe3ynbTaT Ha COOXB3TCTBYIOLW M) chakTop
pasBEfleHNs A0 coobLeHns pesy/bTaTa.

thakTop py4Horo (O6bem o6pasua + Obbem peareHTa passefeHus)

pasBefeHnst = O6bem obpasLa

Ecau pesynbTat uccnefoBaHns passefeHHOro oépasua

nomeyeH (PnaxkoM, ykasbiBaloL UM, YTO pesysbTal Huxe

HWXHEro NuHeiiHoro npegena, He coo6LaiiTe-aToT pesynbTar.

lNoBTOpUTE TECT, MCMONL3YA NpaBU/bHOE pA3BEAeHMe.
Flogpo6Hylo nHopmaumio o0 3akase pasBefeHuii cM. B PykoBogctee
fo akcnnyataumn cuctembl ARCHITECT, Pasgen:5.



Kann6poska

NMPUMEYAHWE: 3HaueHne kanubpatopa ansa kanmépatopa UIBC
Calibrator Heo6x04MMO BBOAUTL Kak oTpuuaTenbHOe YnUCo.
WHopmanmio o Tpe6oBaHuax kK 06beMy obpasua cMm. B pasgene
MNAPAMETPbI AHAJIN3A faHHOW MHCTPYKUUM NO MPUMEHEHWUIO.
Kann6poBka octaeTcs cTabunbHOW B TeyeHne npuban3nTensHoO
168 yaca, HO ee HEO6XO0A4MMO NPOBOAUTL C BBEAEHMEM Kasloforo
HOBOTO KapTpugj)ka peareHTta. MpoBepbTe Kann6poOBOUHYIO
KPVBYIO C MOMOLLbIO MO MeHbLIEW Mepe [BYX YpOBHel KOHTponei
B COOTBETCTBMM C YCTAHOBMEHHbIMU Balleil nabopaTtopueil
Tpe6oBaHNAMU KOHTPONA kadyecTBa. Ecnn pesynbTatbl KOHTponei
BbIXOJSAT 38 PaMKW YCTAHOBJIEHHbIX AMaNasoHOoB, MOXeT
notpe6oBaTbCs NOBTOpPHasA KanubpoBska.

3HauyeHne kanubpaTtopa BepuduymposaHo npu nomouwin NIST
(HaumoHanbHbI MHCTUTYT cTaHAapToB U TexHonorum), SRM 3126.
Mogpo6Hoe onucaHue npoueaypbl KanM6poBKN CM. B PykoBOACTBE
no akcnnayartauum cuctembol ARCHITECT, Pa3gen 6.

Mpouenypbl KOHTPO/A KayecTBa

Mpy Heo6Xo0ANMOCTU NPUMEHEHMNA AONOMHUTENbHbIX TpeboBaH it

K KOHTPO/II0 KauyecTBa M NOTEHLNASIbHbIX KOPPEKTUPYIOLLNX Mep

cnepyiite ctaHgapTHOW(bIM) onepaunoHHoli(bIM) npouesype(am)

Baleli na6opaTopuu u/mnu nnaHy obecnevyeHns kavecTsa:

¢ Kaxpgble 24 yaca A0/MKHbI TECTUPOBATLCA NO MeHbLIen Mepe
[iBa YPOBHA KOHTponeli (HopmanbHblii 1 aHOMasbHbIA):

* Ecnn npouepgypbl Balweit nabopatopun TpebytoT 60/ee yacTtoro
MOHUTOPWHIa KOHTPONA KayecTBa, crefyiiTe NPUHATON nNpakTuke.

* Ecnn pesynbTaTbl KOHTPONA KauecTBa He COOTBEICTBYIOT
KPUTEPUSIM NPUEeMIeMOCTH, YCTAHOBEHHbIM Balleii
nabopatopueii, 3HaueHuss pe3ynbTaTtoB TeCTUPOBaHMA 06pasLoB
nauneHToB MOTyT GbiTb COMHUTENbHbIMU. CReayiiTe NPUHATLIM
Balleli nabopaTtopueli npoueaypaM KOHTPONA Kavectsa. Moxet
notpe6oBaTbCsA NMOBTOPHAA KanubpoBKa.

« [locne ycTaHOBKM HOBOI cepuu peareHIa Wnm kanubparopa
npoBepbTe pe3ynbTaTbl KOHTPONA KayecTBa W Kputepun
npreMnemMocTy.

TpaHcrnopTupoBKa 06pa3uoB

YnakoBblBaiiTe n mapkupyiite o6paslbl B)\COOTBETCTBUM C
rocylapCTBEHHbIMU, dhefepanbHbiMU N MeXAyHapogHbIMU
Tpe60oBaHMAMU NO TPAHCNOPTUPOBKE KNMHUYECKUX 06pasLoB n
MH(EKLMOHHBIX BELLECTB.

PE3Y/NIbTATDI

B pasgenax OXUAAEMbIE S3HAYEHUA n CNEUVNPUYECKNE
PABOUYNE XAPAKTEPUCTUKWM-AaHHON WHCTPYKLMUMN MO
NPUMEHEHNIO NpuBefeHbl penpeseHTaTNBHbIE AaHHble N0 padounm
XxapaktepucTukam. PesynbtaTblsTecTa, NosyyeHHble B OTAe/IbHbIX
nabopatopusix, MOryT OT/I4aTbCsA OT NPUBEEHHbIX AaHHbIX.

OrPAHNYEHWNA NRPOUEAYPbI

Mcnonb3yiiTe ofHOpa3oBbie NAacTUKOBble NUNETKN UAWN CTEKNAHHYIO
nocyfy, o6pa6oTtaHHble 1. N pactBopa CONSHOA KMCNOTbl U NPOMbITbIE
AVCTUNNNPOBAHHOW ,BOAOIN.

B Lensx ycnewHoW AuarHocTUkL pesynbTaTtbl TecTa JO/KHbI
paccMaTpuBaTbCsi B COBOKYMHOCTW C JaHHbIMU UCTOPUU GOIE3HU
nauuneHTa, KNMHUYeCkummn HabnwaeHnaMn n apyroii nHgopmaumei.
FemonusnpoBaHHble 06pasLbl MOTYT 4EMOHCTPUPOBaTh
3HauMTeNbHY MHTepdepeHLnto. [JONONHNTENbHYI0 UHDOPMALUID
cM. B pasgene-"MHtepdepeHuuns”.

Cwm. pasgenb"€bOP OBPA3LIA 1 NOATOTOBKA K AHANNZY

n CNEUV@NYECKUNE PABOYMNE XAPAKTEPUCTWKW paHHoM
VHCTPYKUMM N0 NPUMEHEHWIO.
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OXWAAEMBIE 3HAYEHNA

PedepeHcHblli gnanasoH
CbiBOpPOTKa M njiasma KpoBMu

AunanasoH

[vanasoH (mMkr/gn) (Mkmonb/n)

MyX4unHbI 69 - 240 12,4 - 43,0
XKeHWnHbI 70 - 310 12,5 - 55,5

VccnepoBaHne NpoBoAWIOCH C UCNOMb30BaHMEM 22 o06pa3Los OT
MYXUYMH-A06pOBO/MLLEB M 22 06pa3L0B OT XeHLWKH-406pOBONbLEBR
13 nonynsuum 340poBbIX JOHOPOB KPOBM B MunaHe, Vtanus.
[laHHble 6bin NpoaHann3npoBaHbl B COOTBETCTBUMN C NMPOTOKOIOM
WNHCTUTYTa KNMHMYeCKuX 1 nabopaTopHbixX eTanfaptos (CLSI) EP28-
A3c.'”* B flaHHOM nccnepoBaHnn LeHTpanbHbii 90%-ii ananas3oH
3Ha4YeHWii KOHUeHTpauuii o6pasLoB Haxeanaca B npegenax
fAnanasoHa, NpUBEJEHHOro Bbille.

M3MeHeHVe YypoBHA xenesa B KPOBOTOKe ‘B TeUeHUe AHA MOXeT
pocturatbe 30%, NUK NPUXOAUTCA Ha YTPEeHHMe 4achl.'®

Kaxpoit nabopatopun pekomeHjyercs. ycTaHaBnBaTb CO6CTBEHHbIN
pedepeHCHbIli Anana3oH, OCHOBaHHbLIA Ha cneunduke pernoHa n
xapaktepucTukax nonynsyuu.

CNEUNPUNYECKNE PABOYUNE XAPAKTEPUCTUKN

B [l@aHHOM pasjesie npeAcTaBAEHbl penpeseHTaTUBHbIE AaHHble Mo
pa6ounm xapakTepucTukam. PesynbTatbl, NoayYyeHHble B OTAENbHbIX
na6opartopusix, MOryT OT/IMYATLCA OT NPUBEAEHHbIX JaHHbIX.

JInHeliHOCTb

Tect UIBC ocTaeTcs nuHelHbIM B AnanasoHe 25 - 500 mkr/gn (4,5 -
89,5 mMkmonb/n).

JNInHelHOCTb BepuUuUUPOBAIN B COOTBETCTBUMN O JOKYMEHTOM
EPO06-A CLSI.™

Mpegen konnuecTBeHHoro onpegenexus (MKO)

MKO Ttecta UIBC ‘cocraBnset s 25 mkr/gn (4,5 mkmons/n). MKO
ABNAETCA 3HAYEHNEM KOHLUEeHTpauuu aHanuTa, npu kotopoi %KB

“ 20%. WiccnepoBaHua 6binim npoBedeHbl Ha cucteme ABCHITECT ¢
ncnonb3osaHnem gokymeHta EP17-A2 CLSI'®

BOCI‘IpOI/ISBO,qI/IMOCTb

BocnpounssoanmocTtb Tecta UIBC coctaBnsieT s 7% obuwero Ks
npu 3Ha4YeHUAX KOHUeHTpauuii r 143 mkr/an (25,6 mkmosnbla) n
£ 10 mkr/gn (1,8 mkmonb/n) CKO npu 3Ha4YeHUAX KOHUeHTpauuin
< 143 mkrign (25,6 mkmonb/n). WiccneposaHns nNpoBoOAUAUCE

Ha cncteme ARCHITECT c¢ ncnonb3oBaHuem gokymeHta CLSI
EP05-A3,/® pesynbTaTbl NPpUBEAEHbI HUXE.

KoHTpoIbL YpoBeHb 1 YpOBEHb-2'  YpOBeHb 3
Kon-80 132 132 132
CpenHee (Mkr/an) 152 219 271
CpeaHee (MKMOAL/N) 271 39,1 48,5
BHyTpV AHA CKO (mkr/g) 32 2,7 23

[0;@) 0,6 05 04

(MKvonb/n)

%KB 2,1 1,2 09
Mexay gHsM1 CKO (mkr/g) 54 7,7 10,1

O 1,0 14 1,8

(MKvonb/n)

YoKB 3,6 35 37
Bcero CKO (mkr/g) 6,3 8,2 104

O 11 15 19

(MKvonb/n)

VKB 42 37 38



NHTepcepeHuns

ccnepoBaHue MHTepepeHLMn NpoBOAKNIOCL Ha cUcTeMe
ARCHITECT c uncnonb3oBaHnem gokymeHnta EP07-A2 CLSL"
PenpeseHTaTuBHblE AlaHHble NpUBeAeHbl B crefyolieii Tabnuue.
MccnenoBaHua MHTepdepeHLn NpoBOAUINCE C UCMNO/b30BaHNEM
KpuTEepneB npuemnemoctn * 10% unm + 14 mkr/gn (2,5 Mkmonb/n)
OTK/IOHEHUA OT LiesIeBOro 3HaYeHWsi, B 3aBUCUMOCTH OT TOTO, 4YTO
6onblue. MpucyTcTBUE CReAyoLUX MHTepthepupyoLnX BelecTs
B yKasaHHbIX HMXe KOHLEHTpauusx He BIUSeT Ha pe3ynbTar Tecta
UIBC.

LuBe-
LeneBas
WuTepdhepupytoLee KoHueHTpaumss  Kon- KOHL,. PasHnua % pasHu-
BELECTBO uHTepepeHta  BO  (MKr/gn)  (mkr/an) ubl
Bunupy6uH 59 mr/an 12 141 -10,6
(KOHBIOrMPOBAHHbIIA) 62 mr/gn 12 298 - -4,0
Bunupy6uH 53 mr/gn 12 156 — -18
(HEKOHBLHOTMPOBAaHHIIA) 56 mr/gn 12 284 — -25
1000 mkr/gn 3 139 -6,0 -
Megp
2000 mkr/gn 3 289 - -7,8
62 mr/gn 12 168 — -8,1
FemornobuH
125 mr/gn 12 323 —_ -9,4
1000 mr/gn 12 142 -9,7 —
VHTpanunuap!
1000 mr/an 12 295 — 1,6
100 mr/n 3 136 13,2 —
OKCUTETPALMKIWH
100 mr/n 3 303 — 4,4
b . 100 ME/mn 3 145 — 2,4
eBMaToUAHbIN (PakTo)
a P 100 ME/mn 3 300 — -0,2
901 mr/gn 12 147 — -2,8
Tpurnuumpuabr*
1157 mr/gn 12 269 S -6,7
13,2 r/n 12 152 = 52
O6Lmit 6enok
13,4 rjign 12 252 — 10,0
LiBe-
Lenesas
WuTepcbeprpytowee KoHueHTpauna Kon- KoHu. (Mk- PasHuua % pasHu-
BeLLecTBO vHTepdoepeHTa  BO  MOAb/)  (MKr/An) bl
Bunmpy6uH 1008,9 mkmonb/n - 12 25,2 -1,9 -
(KOHBIOrPOBAHHbIIA) 1060,2 mkmonb/n - 12 53,3 — -4,0
Bunmnpy6uH 906,3 mkmonb/n - 12 27,9 — -18
(HEKOHbIOTMPOBaHHBI)  957,6 Mkmonb/n 12 50,8 — -2,5
157,0 MKMOnNb/N 3 24,9 -1,1 -
Menp
314,0 MKmonb/n 3 51,7 — -7,8
0,62 r/n 12 301 - 8,1
FemornobuH
1,25 r/n 12 57,8 — -9,4
10 r/n 12 25,4 -1,7 -
VHTpanmnuab!
10 r/n 12 52,8 - -1,6
220 MKMOTBIA 3 24,3 2,4 —
OKCUTETPALIMKIUH
220 MKmeAL/N 3 54,2 — 44
P . 100 ME/mn 3 26,0 — 2,4
eBMaToMAHbIN (PaKTo)
. P 100-ME/mn 3 537 - -0,2
10,2 MMoAb/N 12 26,3 - -2,8
Tpuramumpuabr*
13,1-MMonb/n 12 48,2 - -6,7
132 rin 12 27,2 - 52
O6LLMiA 6enok
134 r/n 12 451 — 10,0

‘MiccnepoBaHue TpUranuepuaos 6b1710 NPoBEAEHO C
1crnosnb3oBaHnem KOMMEPYECKOro IMNeMn4eckoro matepuana,
NoNy4eHHOro OT.4enoBeka. MNpuBefeHHble pesynbTaTbl MOTyT
OT/IMYaTbCA OT PesynbTaToB, NOyUYEHHbIX HA APYrUX aHannsatopax-c
MCNO/Ib30BaHUEM [IPYroro IMNemMmnyeckoro marepuana.'®'
KnuHnyeckne o6pasibl C BbICOKUMU KOHLEHTpaLusMm
TPUrANLEepngos mMoryT 6biTb YACTbIMK, B TO BpeMs kak o6paslbl

C YMepeHHbIM) colepXaHnem TpUrnnLepuaoB MoryT 6biTb
3aMyTHeHHbIMU. Pe3ynbTaTbl MeTOAa PacCesiHHOro cBeTa A/1s
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VHTPanunuaoB He Bcerja coBnajawT ¢ pesynbTatamu Ans
nunonpoTenHoB B o6pasue nauueHTa B CBA3M C pasHuuel B
pasmepe u pacnpejeneHun nunonpoTenHos. M

OdhdhekT uHTepepeHunn 6bin OLEHEH TONbKO ANA NepeyvyncneHtbix
Bbllle BellecTs.

Cnepyouime BelecTsa MoryT uHtepcdepuposatb B TecTe (JIBC:

« [aponuHuii, KOHTpacTHble BewecTBa (MPT)2r22

¢ [lehepasvpokc®”

NHTepdepeHums nekapCcTBEHHbIX Npenaparos UAN 3HAOFEHHbIX
BellecTB MOXeT okasblBaTb B/MAHME Ha pe3ynbTaTbl/TecTa.

CpaBHeHVe MeTOof0B

PesynbTathl Tecta UIBC, nonyyeHHble Ha cucteme ARCHITECT
cSystem cpaBHMBaANWCb C pesynbTaTamu, NOAYYEHHbIMU C
NCronbL30BaHMEM KOMMepUYecKoro metoda onpefesieHns
Xenesa, UIBC 4P79, n Ha pa3sHbix aHanusatopax ARCHITECT
cSystem. WccneposaHusa nposogunnce Ha cucteme ARCHITECT
€ ncnonb3oBaHmeM fgokymeHTa CLSI EPO3-A3"*, pesynbTatbl
npuBEefEHbl HUXE.

Mexay
4R29 B cpaBH. 4R29 cuctemamu
C MeToAoM B/ CpaBH. C ARCHITECT
CcpaBHeHUsA 4P79 cSystem
Kon-o 110 109 110
Y-nepeceuexune (MKr/gn) -4,97 8,03 -4,98
Y-nepeceyeHue -0,89 144 -0,89
(MKmonb/n)
KoatheprumeHT Koppensiumm 0,995 0,995 0,996
HakoH 0,97 0,97 0,96
[AvanasoH (Mkr/gn) 41/7-478,1 31,5-458,8 39,9 - 447,6
[vanasoH (MKmMonb/n)* 7,5-85,6 5,6-82,1 71-801

'YKasaHHble AnanasoHbl N0/y4eHbl C UCNONb30BAHMEM MeTOAUKK
cpaBHeHusa UIBC 4P79 u-aHanusatopa c8000, COOTBETCTBEHHO.
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NMAPAMETPbI AHANTN3A

UIBC CbiBOpOTKa/nnasma KpoBu—yYcnosHble ea. n Eg. CU

Configure assay parameters —General Configure assay parameters - SmartWash
1« Genera O Calibration 0 SmartWash 0 Results 0 Interoretation 1 1 0 Genera 0 Calibration * SmartWash 0 Results 0 “Interoretation 1
Assay: UIBC-L Type;  Photometric Version: t 1Assay: UIBC-L |
Number: 2981 COMPONENT ~ REAGENT 1ASSAY  WASH Volue™ Replicates 1
Run controls for onboard reagents by: Lot Rl AMIK9 Detergent A U5 1
« Reaction deflnltlon 0 Reaaent 1Samole 0 Validitv checks = DO Detergent A 345 1
Reaction mode: End up RL DGTOB Detergent A 345 1
Primary  Secondary Read times RL GENTS Detergent A 345 1
Wavelength: 604 /700 Main: 31 - 33 = TOBRA Detergent A 345 1
Last required read: 33 R VANCO Detergent A 345 1
Absorbance range; Color correction; __ - RL RUOCS 0.5% Acid Wash U5 1
1 Sample blank type:  Self Blank: 13-15 RL FRUL9 Detergent A 345 1
R2 AMIK9 Detergent A 345 1
0 Reaction definition + Reaaent / Samole 0 Validity checks R Do Detergent A ¥ 1
RL RrR2 R2 DGTOB Detergent A 345 1
Reagent: UIBCL Reagentwoume: 175 50 R GENTS Detergent & ¥ 1
Diluent: Saline Water volume: rR2 TOBRA Detergent A 345 1
Diluent dispense mode: Type 0 Dispense mode:  Type O Type O R VANCO Detergelt w1
Diuted Defailt 274 FRUCS 0.5% AcidWash 345 1
Dilution name  Sample  sample Water  Dilution factor dilution R2 FRUL9 Detergent A 345 1
STANDARD 250 - 1:1.00 .
= 0 UIBC CbiBOpoTKa/nnasma KpoBU=—YCnoBHble ef,.
— - 0 Configure assay parameters —Results
L 0 General 0 Calibration 0,SmartWbsh ¢ Results 0 Interoretation
0 Reaction definition 0 Reaaent / Samole « \aiditv.checks Assay: UIBC-L Assay number: 2981
Reaction check: None Dilution default range; Result units:  pg/dL
Low-Linearity: 25
HighsLinearity: 500
Maximum absorbance variation:__ Gender and age specific ranges:*
GENDER AGE (UNITS) *_/NORMAL EXTREME
Male 0-130 (Y) 69 - 240
Female 0-130(Y) 70-310

Configure assay parameters - Calibration

T . Configure result units
I 0 General * Calibration 0 SmartWash 0 Results O Interoretation |

| Assay. UIBC-L Calibration method: Linear | Assay. UIBC-L
Version:  t
« Calibrators 0 Volumes 0 Intervals 0 WIiditv checks BESUR units:  pg/dL
Calibrator set: Calibrator level: Concentration: Decimal places: 0 [Range 0-41
UIBC-L Blank: Water: o* Caorrelation factor: ~ 1.0000
Cal & UBESLL tt Intercept:  0.0000

Replicates: 2 [Range 1- 3]
UIBC CbiBopoTka/nnasma kposu—Eg. CU

0 CaUbrators « Volumes 0. Intervals 0 Validitv checks Configure assay parameters —Results
Calibrator: - UIBC-L Diluted 0 General 0 Calibraion 0 SmartwWash  * Results “30. Interoretation
Calibrator level Sample sample  Diluent Water Assay: UIBC-L Assay number: 2981
Blank:  Water 250 Dilution default range: Result tinits:  pmol/L
Cd 1 UuUBCLl 25.0 _ _ _ Low-Linearity: 4.5

High-Linearity: 89.5
Gender and age specific ranges:*"

0 Calibrators 0 Volumes « Intevals O Validitv checks GENDER AGE (UNITS)  NORMAL EXTREME
Calibration intervals: Male 0-130(Y) 12.4-43.0
Full interval: =168 (hours) Female 0-130(Y) 12.5-55.5
Calibration type:
Adjusttype;  None Configure result units
Assay. UIBC-L
0 Calibrators 0. Volumes 0 intervals « Validitv checks Version:  t
Blank absorbance range: Result units: ~ [imol/L
Span:  Blank - Blank Decimal places: 1  [Range 0-41
Spanabsorbance range: - Correlation factor: ~ 1.0000
Expected cal factor:  0.00 Intercept:  0.0000

Expected cal factor tolerance % 0

t  WM3-3alpasnnunii cuctem n KOHMrypauuii efuHuL, n3Mepexnii Homepa BepCWii MOryT OT/INYaTbCs,
¢ OToGpaxaeT KONNYECTBO AECATUYHBIX 3HAKOB, OMpefe/ieHHbIX B None 419 JeCATUYHbIX 3HAKOB,
tt  3HaueHune kannbpatopa Ans kanmbpartopa UIBC Liquid Calibrator Heo6xoaMMo BBOAUTL Kak OTpuULATENBHOE YUCNO:
-500 mkr/gn (-89,5 mkmonb/n). 3TM 3Ha4eHuUs onpeaenstoTcs B okHe “Configure calibrator set” («KoHchurypuposath Habop kanmbparopo!
*"  [lnanasoH He 3aBUCWT OT nona (N6oi) n MoxeT 6biTb onpeAeneH nosb3oBaTenem.
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NMPUNOXEHWNE

KMHCprKL[I/IVI no NpUMeHeHuwo HeHaCbILL[eHHaﬂ xenesocsfA3blBawLas cnoco6HOCTb,

peareHT (UIBC) gns Poccun
TPAHCMNOPTUPOBKA

Msgenve pekomeHayeTCs TpaHCMoOpTMpoBaTb Mpu Temnepatype 2-Q°C. Mspenue
ocTaeTcst CTabUbHbIM 10 OKOHYAHWSI CPOKa FOAHOCTU, YKa3aHHOTO Ha ynakoeke. Mpn
TPaHCNOPTUPOBAHUM C HAapYLLIEHWeM TEMMNepaTypHOro peXxuma Usfenne He nognexuT
npuMeHeHno. TpaHCNOPTMPOBKa OCYLLECTBNSETCA BCEMM BuaMK TpaHcnopTa B
KPbITbIX TPAHCMIOPTHBIX CPEACTBAX B COOTBETCTBUW C NpaBuUiamMu NepeBO3kM rpy3oB,

[e/iCTBYIOLMMN Ha KaxAoM Buje TpaHcnopTa.
TAPAHTUMHBIE OBA3ATE/IbCTBA

NpoN3BOANTE b FAPAHTUPYET, YTO NPU NPaBUILHOM XpaHeHUN 1 06palLeHnn usaenme;
0CTaeTCA CTabUNbHLIM A0 UCTEUEHUS CPOKA FTOAHOCTW. MaKCUMasbHbI CPOK FOAHOCTM
MeANLMHCKOTO u3aenus He Gonee 14 mecAua C jaTbl npoussBoAcTBa. Wsgenve,
XpaHWBLIEECA C HapylleHUeM pernaMeHTUPOBAHHOTO MPOWU3BOAUTENIEM PEXUMA,

NPUMEHEHUI0 He NOANEXUT.

TEXHNYECKOE OBCNYXWVBAHUNE

He Tpebyetcs.

TEKYWWXA PEMOHT

He TpebyeTcs.

AAHHBIE  AnAa >"MON3ALNN N YHUYTOXEHWNA
MEAVMUMHCKOIO N3AENNA

MeaunuuHckoe usaenve yTUNN3UPpYT U YHUUTOXAKOT B COOTBETCTBUW, C Npasunamu
obpaljeHnss C MeAULMHCKUMW  OTXOZamu,  pernameHTupylwmnMincs  CanMnuH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-aNMAEMNONOTNYECKIE TpeboBaHnsa K
06paLLeHnio C MeAULIMHCKUMI OTXOAaMM».

Heo6x0AnMo cnefoBaTh HauWOHaNbHLIM CTaHAapTaMm npu mepeAaye U yTunnsauuu
M3A€enus, ero KOMNOHEHTOB 1 YNaKOBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM=COOTBETCTBYET
MEAMLUNHCKOE N3AENVE

98/79/EC, EN ISO 9001. ISO 13485, EN ISO 18113-1, EN ISO 18113-2
MOTEHUMANBHbLIA NOTPEBUTE/b

MpodeccroHanbHblii nonb3oBaTenb

NH®OPMALUNA O HANNYM B MEOVLNHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUNBHOCTb

MocTaBnsieTcd B HecTepunbHOM Buge. CTepunusauus nepej NpUMEHEHUEM He
TpebyeTcs.

NH®OPMALNA [o] BO3MOXXHOCTU MOBTOPHOIO
NMPUMEHEHNA

He noanexuT NoBTOPHOMY NPYIMEHEHRNIO:

MATEPWANBbI XXUBOTHOTIO NMPONCXOXAEHNA

Matepuanbl XWBOTHOTO MPOUCXOXAEHNSI NpPOBEPEeHbl U PUCKN NpUMeHeHus MU
ykasaHbl B MacnopTe 6e3onacHocTy. Macnopta 6e30MacHOCTI MOXHO HaliTh Ha caiiTe

www.abbottdiagnostics.com au.o6patuTecb K MECTHOMY NpeACTaBUTENI.
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CSRTX'FT'E.r) SXGNPITOKX
X, fhe undersigned Valerio TaccVvinl, notary Public in Milan,

Italy’ _______________________________________________________ @
---------------------- CERTIFY THAT: —m—mmmmmmmmmmmmmmmmm Q
- BOSIO PAOLO, born in Alba on April 13th 1963, domiciled %’
for his office in Milan, Robert Koch n. 2, acting as attor- QCQ
Y 2
)&




/nognuce/ [Hata: 13 theBpana 2020 roga
/nognunce/
/nevaTb: Banepno TayuuHm
(Valerio Tacchini),
rocyfapCTBEHHbIN HOTapuyc,
MwinaH /

[-p Maono bocno (Paolo Bosio)
TexHuyecknin gupekTop «CeHTMHeNnb Cn3diy
CnA» (Sentinel CH. SpA),

Bua PobepT Kox, 2, 20152 r. MunaH
(NTanua)

I1SO >001:2015 - 1SO 13485:201() n TV ISO 13-185:2016 - ISO 13485:2016 CAIDC VS - BS OlISAS-18001:2007 -

1SO-14001:2015
«CEHTUHE/b CU3Y CnA» (Sentinel CH SpA) - Bua Po6€pr.KoX, 2 - 20152 MUJIAH « Ten.: -635 02 345514.1 dakci+39 02 345514.64
* Hanorosblii kog 1 na. Homep nnatensiynka HAC 07118040153
Registro delia Impress di Milano « REA - n 1139796 « Registro’ AEE n 1T050040000004820 « Cap. Soc, / Nom./Cap. € 5.000.200 i.v.

senlinel@sentinel.il
www.scntineldiagnostics.com

YMNMOJIHOMOYEHHOE NNLUO C NPABOM MNo4rmimcim

A, Hwkenognucaswuinica Banepno TauyumHu (Valerio Tacchini), rocygapCTBeHHbIN
HoTapuyc r. MunaH, Ntanu4,

MOATBEPXIAHOD, UTO:

BOCUO T1AOJIO, pogmsluniica 13 anpens 1963 roga B r. Anbba, pabouwnii
agpec: r. MunaH, Bua Po6epT Kox, 2, BbICTyMNarOLW Wi B Ka4eCTBE [0BEPEHHOrO
NULa U 3aKOHHOTO mpeAcTaBuTens Komnavun «CEHTUHEIb CU3AY ClMA»
(Sentinel CH. SpA), topugnyecknii agpec: r. MunaH, Bua Pobept Kox 2,
3aperncTpuMpoBaHHOi . B TOproBom peecTpe MwnaHa, HanoroBbli  HomMep
07118040158, n o6nafatoLLNn HagNeXaW UMK MOSHOMOYUAMMU,

YTO €ro NMYHOCTL U NONHOMOYMS NOATBEPXKAEHbL MHOW, HOTapUycoM . Munau; 1
YTO OH NoanucaAPeACcTaBNeHHbIV Bbllle AOKYMEHT B MOEM MPUCYTCTBUMN.

r. MunaH, lapko AoHeranun, 2, 13 ¢gespansd 2020 r.

/neyaTb: «CeHTunHeNb Cudity CnA» (Sentinel CH. SpA),
Bua PobepT Kox, 2, 20152 r. MunaH (ATanus)/

/nevaThk: Banepno TauumHu (Valerio Taechini), rocygapcTBeHHbIN HOTFapuyc,
MunaH /

TeKCT B AOKYMeHTE «VIHCTPYKUMUS MO MPUMEHEHWIO 11 MEAULIAHCKOrO M3AenUs» Ha
aHFMMIACKOM M PYCCKOM si3blKax MOMHOCT b0 COBMAJAeT.

MepeBof C aHrNMIACKOTO A3blKa Ha PYCCKWIA S3bIK BbINOMHEH MepeBoAYnkom LLIaTHeBbIM
Nnbéii Anekceesmuem.
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Poccuiickas ®egepauus. Mopog MockBsa.

BToporo mapTa ABe Thicaun ABaaLaToro roga.

A, baxTagse Anbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, cBUAETE/IbCTBYO MOA/IMHHOCTL
nognucun nepesoguunka LaTtHeBa Nnbu AnekceeBunya.

MNoanucb caenaHa BmMoém MPUCYTCTBUMN.
JInyHoCTb nNognucaslUero AOKYMEeHT yCTaHOB/1eHa.

3apeructpuposaHo B peectpe: Ne77/52-H77-2020V -
B3bickaHO no Tapudyy 100 py6.

okasaHWe ycnyr npaBoBOrO0 M TEXHMYECKOTO xapakTepa: -

2.10. baxTapgse

Bcero npouwHypoBaHo, np(~epoBaHo_
M CKPENMAEHO NJ1AaTbHO0............... JICT..
HoTtapuyc
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