doTtorpapuueckue nzobpaxenua o6mero BHA2 HA METHLMHCKOE H3EHE

KanuGparopuw 118 obecnevenng nNpaBAABHOCTH KOJIRYECTBEHHOT0 OnNpee/ieHus
NEKIOCHOPHHA HMMYHOXEMILUTIOMAHECTCHTHRIM METOOM B LICILHON KPOBK YEN0BEKA HA
HMMYHOXHMHYCCKHX anaam3aTopax Alinity i «llaxnocnopan KaanbpaTopns (Alinity i
Cyclosporine Calibrstors)»

(pa3mepoM He Menee 18 x 24 cantuMerTpa)

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM



doTorpaduyeckoe n3obpaxkeHne Bnaa yrnakoBku Liuknocnopun Kanuépatopsl (Alinity i Cyclosporine Calibrators)

AlInity i cyclosporine Calibrators
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doTorpaduyeckoe n3obpaxeHue suga ynakosku LinknocnopuH Kannépatopbl (Alinity i Cyclosporine Calibrators)
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doTorpaduyeckoe n3obpaxeHne nakoHoB LinknocnopuH Kannépatopsl (Alinity i Cyclosporine Calibrators)
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Bcero npowwmnTto, NpoHymepoBaH!
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Maker MapKHPOBKU Ha MEAULIHHCKOC H3CIIHE

KanaGpaTopsi A1 ofecnedyeHRR NPABHALHOCTH KOIHECTBCHHOTO ONPEACICHHA WHICTOCTIOPHHEA
HMMYHOXeMHI/IIOMHHECHEHTHBIM MCTOA0M B NEALHON KPOBH 1¢/I0BEKA HA HMMYHOXHMHYUECKAX
anamsaTopax Alinity i «[luxaocnopun Kaanbparopnt (Alinity i Cyclosporine Calibrators)»
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IVBKET MapKMPOBKY MEVILWHCKOIO HOae s i 0OpaLLIeHI S Ha Teppuropun Poccuiickoii denepalym
Lk TocriopmH Kanoparops! (Alinity i Cyclosporine Calibrators)

<> |REF| 09P3901

Kanmbpatopbl ans ob6ecrnevyeHuss NpaBWIbHOCTM  KOJIMYECTBEHHONO  OrnpeaesieHns
LIMKNOCMOPUHA MMMYHOXEMUTIOMUHECLLEHTHBIM METOL0M B LIENbHO KPOBM YesioBeKa Ha
NMMYHOXMMUYECKNX aHanm3artopax Alinity i «LmknocnopmH Kanunopatopsbl (Alinity i
Cyclosporine Calibrators)»

B coctaBe: Kannbparop A (Alinity i Cyclosporine CAL A) -1 chnakoH x 9,0 mn.; Kannbparop
B (Alinity i Cyclosporine CAL B) -1 chnakoH x 4,5 mn.; Kanmoéparop C (Alinity i Cyclosporine
CAL C) -1 dnakoH x 4,5 mn.; Kanmoparop D (Alinity i Cyclosporine CAL D) -1 iakoH x 4,5
M/1; Kanmbparop E (Alinity i Cyclosporine CAL E) -1 cnakoH x 4,5 mn.; Kanmbparop F
(Alinity i Cyclosporine CAL F) -1 dnakoH x 4,5 mn.; VHCTpyKUMA Mo npumMeHeHuto /
Mponssogutens: Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo,
Ireland / Mecto npownssoacTea: Abbott Ireland Diagnostics Division, Finisklin Business
Park, Sligo, Ireland/ CrpaHa npowucxoxaeHus: VipnaHgma/ PY Ne / oT
. .1 VHctpykupma MO  MNPUMEHEHNIO  HA  PYCCKOM  SI3blKe:
www.abbottdiagnostics.com/IFU/

Cepusi, MCnonb3oBaTb [0, YCNOBUA XPaHEHWA YyKasaHbl B rpafuyeckux CUMBOAX.
PaclumdpoBKy rpatmyecknx CMMBOJIOB CM. B MHCTPYKUMW/ [JaHHbIA NPOAYKT COAEPXUT
MoslyYeHHble OT YesioBeka W/nnm noTeHumasibHO HPEKUMOHHbIE KOMMOHEHTbI
ABTOPM30BaHHbI NpeacTaBuUTENlb U3rOTOBUTENSA Ha TeppuTopumn Poccnn n apyrnx
cTpaH CHI:

OO6LLEeCTBO C OrpaHUYEHHON OTBETCTBEHHOCTLIO «3600TT JTabopaTtopus», 125171, Poccus,
r. MockBa, JIeHWHrpaZckoe Lwocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 70 (80); dakc: +7 (495) 258 42 71(81)
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MakeT OpUrMHanbLHON MapKMPOBKM MeaMLUMHCKOTro ugeviHa LiuknocnopuH Kanubpatopsl (Alinity i
Cyclosporine Calibrators)

At

sieodUiJodsoioAo

Alinity i Cyclosporine Calibrators Abbott
CONC rc .
ng/mL (Jig/iL) ~ nmoliL zJ Cyclosporine
[CALIA. Ix 9.0mL 0 0.0 NI Cals
lcatlb] Ix 4.5mL 40 333
Ix 4.5mL 150 124.7
lcalTd] Ix 45mL 400 332.6 M
Icallel 1X 4.5mL 800 665.2 C€
[caCTF | Ix 4.5mL 1500 1247.3 re
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MaKeT MapKUPOBKM KOMMOHEHTOB MeAMUMHCKOro nsgenna LyknocnopuH Kannopatopbl (Alinity i
Cyclosporine Calibrators)

Kanu6patop A (Alinity i Cyclosporine CAL A)

ini i 09P39A

g Alinity 3 oo
Cyclosporine Ong/mL

ICALIA G91963R01
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Kann6paTtop B (Alinity i Cyclosporine CAL B)

F : 09P39B
g Alinity i i
Cyclosporine 40 ng/ml
CAL B G91962R01
CONTAINS: AZIDE |
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Kanm6patop C (Alinity i Cyclosporine CAL C)

Pl Alinity i o
/ Cyclosporine 150 rof
2CN ' ICAL C G91961R01

CONTAINS: ANIOE
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Kanuépatop D (Alinity i Cyclosporine CAL D)

[i* Alinity i 09P39D
Cyclosporine 400 ng/mL_
J A CAL D G91960R0L
CONTAINS: AZIDE
L'Bp
ABBOTT
Kannoépatop E (Alinity i Cyclosporine CAL E)
PA ; 09P39E
P1 VD Alinity I_ 45mL
Cyclosporine 800 ng/mL
... A lcal|e 1 (G91959R01
CONTAINS: AZIDE
LEq
ABBOIM
Kanunépatop F (Alinity i Cyclosporine CAL F)
P i OgP39F
Alinity 1 i
Cyclosporine 1500 ng/mL
| 1
JIi""A CAL F GO1958R0L

CONTAINS: AZIDE
Qen

ABBOI

CBefleHNA 0 cTaHfapTax, NPUMEHAEMbIX K 3TUKETKe Ha MI:
CraHpgapT HanmeHoBaHwue cTaHgapTa
nsgenua  Ana AMarHoCTMKM  in  vitro.

roct PUCO MeauunHckume
18113-1 -2015 MHpopmayms,
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npefocTaBsieMast

N3roToOBUTENEM



(MapkupoBkKa). Yactb 1. TepMuHbI, onpeaesneHnsa n obLimne

TpeboBaHUS.
/| rtocT Puco MeguuuHcKke wn3genna  Ana  OUAarHOCTUKU i vitro
18113-2-2015 WHpopmaums, npegocTtasnsemas NMPoOn3BOANTENEM

(MapknpoBka) - YacTb 2: PeareHTbl ANA ANArHOCTUKWN in vitro
AN NPOdecCMOHaIbHOr0 NPUMEHEHUS.

NMOCTPuco MN3genna megnumHckue. CuUMBOMbI,  MPUMEHSAEMbIE  NPU

15223-1-2014 MapKMpOBaHUN Ha MeANLUHCKUX U3JeNnax, 3TUKETKax U B
COMPOBOANTENBbHOM AOKYMeHTauuun. Yactb 1. OCHOBHbIe
TpeboBaHMs.

PacLumchpoBKa CMBOJIOB NMPeACTaB/eHa B UHCTPYKLMN.
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Bcero npowuunTo, npoHymeposa!
N CKPenex) nevyatbto
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