A 1P37-01  IM: K3086R L
G6-4997/R03

ARCHITECT Urine NGAL kanmnépartopbl
ARCHITECT Urine NGAL Calibrators

Mpoussoautens: Abbott Ireland Diagnostics Division, Usnamuck,
Longford, Co. Longford Ireland (MipnaHgas) / CoctaB: 6 dui. X 4,0 mn
PY Ne ©C3 2010/08262

PeareHTbl, KOHTPO/IbHbIE MaTepuasibl U KambpaTopbl 15 BbISABNEHUSA
In Vitro mapkepoB NoBpexaeHnst NoYyek 1 paka ANYHUKOB Ha
NMMYHOXMMmnyeckom aHannsatope ARCHITECT i/ Cepwuto, cpok
rogHoOCTW, AaTty Npou3BOACTBA, YCNOBUA XPaHEHUSA, CTpaHy
MPONCXOXOAEHUSA U rpachnuyeckne CMMBOJIbI CM. HA OPUTMHASIbHOA
ynakoBke. PaclumdpoBKy rpapuyecknx CUMBOJIOB CM. B UHCTPYKLMUN.
ABTOpPU30BaHHbIN npeactaBuTesib n3rotosutens: OO0 «2660TT
Nabopartopmns», 125171, r. MockBa, JIeHUHrpaackoe wocce, 4. 16A,
cTpoeHue 1, ten.: (495) 258-42-70 (80), chakc: (495) 258-42-71 (81)

¢  \A\ 1P37-10 W K3087R
G6-4998/R04

ARCHITECT Urine NGAL KOHTpoO/1n
ARCHITECT Urine NGAL Controls

Mpounssoautens: Abbott Ireland Diagnostics Division, Usnamuck,
Longford, Co. Longford Ireland (Mpnangus) / CoctaB: 3 g1 X 8,0 mn
PY Ne ¢pC3 2010/08262

PeareHTbl, KOHTPO/IbHbIE MaTepuasibl N KambpaTopb! 4718 BbISAB/IEHUS
In Vitro mapkepoB noBpeXxaeHns NoYek U paka SsIMYHWKOB Ha
NMMYHOXMMnyeckom aHanmsartope ARCHITECT i/ Ceputo, cpok
rogHoCTu, Aaty Npou3BOACTBA, YC/I0BUA XPaHEeHUs, CTpaHy
NPOUCXOXAEHNA U rpachnuyeckne CMMBOJIbI CM. HA OPUTMHAJIbHOM
ynakoBke. PaclumpoBky rpadpuyeckmx CUMBOJIOB CM. B MHCTPYKLUW.
ABTOpU30BaHHbIN Npegcrtasutens narotosutens: OO0 «3660TT
Nabopatopus», 125171, r. MockBa, JIeHUHrpaackoe wocce, 4. 16A,
cTpoeHue 1, Ten.; (495) 258-42-70 (80), chakc: (495) 258-42-71 (81)

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM



1P37-25 WK K3088R
G6-4999/R04

ARCHITECT Urine NGAL peareHT
ARCHITECT Urine NGAL Reagent

Mpounssogntens: Abbott Ireland Diagnostics Division, Lisnamuck,
Longford, Co. Longford Ireland (Wpnangusa) / CoctaB: Mukpoyactuybl 1
don. 6,6 Mn; KoHbtorat 1 don. x 5,9 mn

PY Ne ®C3 2010/08262

PeareHTbl, KOHTPO/IbHbIE MaTepuanbl U KannopaTopbl 4515 BbisBeHNS In
Vitro mapkepoB NoBpeXAeHus NMoYeK N paka ANYHUKOB Ha
nMMyHoxMMmumyeckom aHanmnsatope ARCHITECT i/ Cepwuio, CpoK
rogHoCTW, AaTty Npou3BOACTBA, YCNOBUA XpaHEeHUA, CTpaHy
NPOUCXOXAEHNSA N rpahuyeckme CMMBO/IbI CM. HA OPUTMHA/TLHOWN
ynakoBke. PaclwumdpoBKy rpagpuyecknx CUMBOJIOB CM. B MHCTPYKLUN.
ABTOpM30BaHHbLIN Npegcrtasutens narotosutens: OO0 «3660TT
Nabopatopus», 125171, r. MockBa, JlIeHUHrpaackoe Lwwocce, g. 16A,
cTpoeHue 1, ten.: (495) 258-42-70 (80). hakc: (495) 258-42-71 (81)

REF 2P54-01 IVD K3097R
® G6-7099/R04

ARCHITECT onyxoneBbli mapkep HE4
kannopartopbl / ARCHITECT HE4 Calibrators

Mpou3soautens: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway,
Malvern, PA 19355, USA; Abbott GmbH & Ck).KG Max-Planck-Ring 2, 65205
Wiesbaden, Germany / CocTtaB: 6 dn. x 4,0 mn

PY Ne pC3 2010/08262

PeareHTbl, KOHTPOJIbHbIE MaTepuasibl U KannbpaTopbl 419 BbigBneHus In Vitro
MapKepoB MOBPEXAEHNA NOYEK U paka ANYHUKOB Ha MMMYHOXVMUNYECKOM
aHanmsatope ARCHITECTIi / VIHCTpYKUUA MO NMPUMEHEHUI0 Ha PYCCKOM
Aa3blke: www.abbottdiagnostics.com/IFU / Ceputo, CpoK rogHocTu, gaty
NPON3BOACTBA, YC/IOBUA XPaHEHUSA, CTPaHy MPOUCXOXAEHMA U rpadpuyeckune
CMMBOJIbl CM. Ha OPUTMHAa/IbLHON ynakoBKe PaclumgpoBKy rpadpuyeckmnx
CMMBOJIOB CM. B MHCTPYKLMM ABTOPU30BaHHbIN NpeacTaBuTeslb
N3roToBUTENA Ha TeppuTopun Poccuun n gpyrnx ctpad CHI: OO0 «2660T1T
Nabopatopus», 125171, Poccus, r. Mocksa, JleHMHrpaackoe wwocce, 16A,
CTpoeHue 1,

Ten: +7 (495) 258 42 70 (80); chakc: +7 (495) 258 42 71 (81)

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



[ref] 2P54-10 [m K3099R
G6-7100/R04

ARCHITECT onyxosneBbiin mapkep HE4
KoHTponn / ARCHITECT HE4 Controls

Mponssoantens: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway,
Malvern, PA 19355, USA; Abbott GmbH & Co.KG Max-Planck-Ring 2, 65205
Wiesbaden, Germany / CoctaB: 3 ¢n. x 8,0 mn

PY Ne pC3 2010/08262

PeareHTbl, KOHTPO/IbHbIE MaTepuasibl U KasmbpaTopb! AN BbisBneHus In Vitro
MapKepoB NOBPEXAEHUA NOYeK N paka ANYHUKOB HA UMMYHOXUMUYECKOM
aHanusatope ARCHITECTi / IHCTpyKuua No NpuMEHEHU0 Ha PYCCKOM
A3blke: www.abbottdiagnostics.com/IFU / Ceputo, Cpok rogHocTu, gaty
NPOV3BOACTBA, YC/I0BUSA XPaHeHUs, CTpaHy NpoucxoxaeHusa u rpaguyeckmne
CMMBOJIbl CM. Ha OPUTMHas/IbHOIN yrnakoBke PaclumndpoBKy rpadouyeckmx
CMMBOJIOB CM. B MHCTPYKLUUN ABTOPU30BaHHbI NpeacTaBuTe b
n3rotosuTens Ha tepputopum Poccuun u gpyrux ctpad CHI: OO0
«3660TT JlabopaTopus», 125171, Poccus,

r. MockBa, JleHuHrpazckoe wwocce, 16A, ctpoeHune 1,

Ten: +7 (495) 258 42 70 (80); dpakc: +7 (495) 258 42 71 (81)

o) 2P54-25 [T K3098R
G6-7101/R04

ARCHITECT onyxoneBbli mapkep HE4
peareHT/ ARCHITECT HE4 Reagent

Mponssogutens: Fujirebio Diagnostics, Inc., 201 Great Valley Parkway,
Malvern, PA 19355, USA; Abbott GmbH & Co.KG Max-Planck-Ring 2, 65205
Wiesbaden, Germany / CocTtaB: mukpoyacTtuubl: 1 dn. X 6,6 mn;

KOHblOrat. 1 don. 5,9 mn

PY No pC3 2010/08262

PeareHTbl, KOHTPO/IbHbIE Marepuasibl 1 KanmbépaTtopb! Ans BbisBneHus In Vitro
MapKepoB MOBPEeXAeHUS MoYeK U paka AUYHMKOB Ha MMMYHOXUMUYECKOM
aHanun3aTtope ARCHITECTi/ VIHCTPYKUMS MO MPUMEHEHNI0 Ha PYCCKOM A3bIKE:
www.abbottdiagnostics.com/IFU / Ceputo, CpOK rogHOCTU, aaty
NPOV3BOACTBA, YC/IOBUA XPaHEHWs, CTPaHy NPOUCXOXAEHNA U rpadpuyeckne
CMMBOJ1bl an. Ha OpUIMHa/IbHOM ynakoBke / PaclindpoBKy rpadynyeckmx
CVYMBOJIOB CM. B UHCTPYKUMM / ABTOPU30BaHHbI NpeacTaBuTeNb
N3roToBuUTENS Ha Tepputopumn Poccum n apyrux ctpaH CHI: OO0 «32660TT
Nabopatopu3s», 125171, Poccus, r. Mocksa, JleHMHrpaackoe wocce, 16A,
cTpoeHuve 1, Ten: +7 (495) 258 42 70 (80); cpakc: +7 (495) 258 42 71 (81)
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doTorpadumueckoe ntobpaxeHne ARCHITECT onyxoneBbiii Mmapkep HE4 peareHT (ARCHITECT HE4 reagent)
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\"/ 1x 100 o C€

ARCHITECT
HE4 Reagent Kit

1x 6.6 mL

1x 59 mL

Abiiait{>nNe<(k).KG
Gemeny
IiceuciPFOME A<y

luyttM Ovarmmva Vic. Mitrem. M uSa

IHCOUCTOU

aAbbott



doTorpaguueckoe nsobpaxeHne ARCHITECT onyxonesolii mapkep HE4 peareHT (ARCHITECT HE4 reagent)

T € Tl

HE4
2P54
600-031 8114/R06

B2P540

N27?754-25

ntuapeclw. The primary goal of diagnostic evafuation of
exa\ mass is to determine whether it is banign or malignant.

'"“ated that 5 to /\1r0 erceRtfof women in tha Unitad Statas
or
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doTorpacuyeckoe nsobpaxeHne ARCHITECT onyxonesblii Mapkep HE4 peareHT (ARCHITECT HE4 reagent)

5% 1K100 ~ NE
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doTorpadumueckoe nsobpaxeHne ARCHITECT onyxonesblit napkep HE4 kanuépatopsl (ARCHITECT HE4 Calibrators)

1/\ N N

ARCHITECT HE4 Calibrators

pmol/L
lcalla 1x 4.0 mL 0
crier 1x  4.0mL 30 RN
1x 4.0mL 100
catp 1x 40mL 250 00 OOl N LIS
callel 1x 40mL 750 [woocTorr
callf 1x 4.0mL 1500 Abbott
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doTorpaduueckoe nsobpaxeHme ARCHITECT onyxoneBbiii Mmapkep HE4 kanuépatopsl (ARCHITECT HE4 Calibrators)
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doTorpaguueckoe nsobpaxeHne ARCHITECT onyxoneBblii Mapkep HE4 kanu6patopsl (ARCHITECT HE4 Calibrators)
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doTorpadmueckoe nsobpaxkeHne ARCHITECT onyxonesbiit Mmapkep HE4 koHTponu (ARCHITECT HE4 Controls)

ARCHITECT HE4 Controls

Icomel RANOE
(pmoi/L)  (pmol/L) L ARG
lcowtrolltl 1X 80mL 50 35.0- 65.0 ' %‘%@W
WARNINGI SENSITIZER
ICONTROLIm] 1X 8.6 mL175 1225- 2275 ilCDUCEDFOIAVDTTi
control'h| 1X 8.0mL700  490.0- 910.0 oA Gogmosesle Tt PRESES
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doTorpadurueckoe nsobpaxeHne ARCHITECT onyxonesblii Mapkep HE4 koHTponu (ARCHITECT HE4 Controls)
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doTorpadumueckoe nsobpaxeHme ARCHITECT Urine NGAL peareHT (ARCHITECT Urine NGAL reagent)
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doTorpaduyeckoe nsobpaxeHme ARCHITECT Urine NGAL peareHT (ARCHITECT Urine NGAL reagent)

iRead Higtilighted Changes
- Revised July 2013

eiisoo
latorlal

eiB372S
Desc.: ARCHITECT NGAL

n RGTC100 T=

Ratoh:
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doTorpamueckoe nsobpaxeHne ARCHITECT Urine NGAL peareHT (ARCHITECT Urine NGAL reagent)

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



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



doTorpamueckoe nsobpaxeHne ARCHITECT Urine NGAL kanun6patopbl (ARCHITECT Urine NGAL caiibrators)
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doTorpaduueckoe usobpaxerme ARCHITECT Urine NGAL kanu6patopbl (ARCHITECT Urine NGAL calibrators)
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doTorpamyeckoe nzobpaxeHne ARCHITECT Urine NGAL koHTponn (ARCHITECT Urine NGAL Controls)

IVD

ARCHITECT Urine NGAL Controls

CONC
ng/mL
CONTROL L 1X80mL 20.0

CONTROLM 1x8.0 ml 200.0

CONTROL H 1Xx8.0 mL 1200.0
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RANGE 8'C
ng/mL -
11.0- 290

110.0 - 290.0

660.0 - 1500.0
WARNING: SENSmZER

Ote
- Wiy

AbboE Ireland
Diagnostics Divisior
Lisnamuck, Lffligford
Co.Longfora

i

PROOUaOFIiRELANO

Abbott




doTorpadmyeckoe nobpaxeHne ARCHITECT Urine NGAL koHTponu (ARCHITECT Urine NGAL Controls)

en

. REF |1P37-10
| G2-6014/R03

C1P370

Highlighted Changes
levised March 2012

.Mabl e until the expiration date

(V)

N\
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dotorpaguyeckoe nsobpaxeHne ARCHITECT Urine NGAL koHTposnH (ARCHITECT Urine NGAL Controls)
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