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I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below are the
operational documentation. These documents are in a fiill accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amecTutens AunpeKTopa no HopMmaTMBHbIM Bonpocam OTgena EBponsl,
BnunxHero Boctoka, Appukun n MakunctaHa 9660TT F'mb6x n Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWwMM ya0CTOBEPSIIO, YTO NpuaaraemMble
OOKYMEHTbI B H/DKENPUBEAEHHOM 00beMe CTpaHuL, ABMASIOTCS 3KCMAyaTauMoOHHOM JOKYMEHTaLMeid.
3TN JOKYMEHTbI MOSIHOCTbLIO COOTBETCTBYIOT alcryasibHON JOKYMEHTaLUumM npon3BognTens.

JkcnnyatauMoHHasa AOKyMeHTauuna gna meguumHckoro nsgenms (Operational documentation
for medical device):

KOHTpOoNbHble MaTtepuanbl paclwWMpPeHHOro Anana3oHa KOHUeHTpauui Ana noATBEpPXLEeHUs TOYHOCTU
KONMYECTBEHHOTO ONpeAesieHna MeToTpekcaTa UMMYHOXEMU/TIOMUHECLEHTHBIM METOA0M B CbIBOPOTKE U
niasMe KpOBU 4YesioBeka Npu UCNOb30BAHUW PYYHOro pasBefeHus 06pas3loB HA MMMYHOXUMUYECKUX
aHanunsatopax Alinity i «MeToTpekcaTt PacwunpeHHblit gnana3oH KoHTponbHble maTtepuansl (Alinity i
Methotrexate Extended Range Controls)»

Mo TeKCTy 3KCrlyaTaUyoHHbIX AOKYMEHTOB BCTPEYatoTCsl BapyiaHTbl HAUMEHOBaHWIA MeOVLMHCKMX U3AENIA,
NEUBEAEHHbIE B Tab/MUe HUMXKEe, KOTOpble SIBASIOTCS CrpaBeq/WBbIMM UM paBHO3HauHbIMK  (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHMe  HaviMeHOBaHWe MeQUUMHCKOIO M3Oe/ s Ha PYCCKOM A3bIke CokpalleHHoe
Ha aHINNIACKOM HavmeHoBaHue (No
A3blke TEKCTY JOKYMEHTa)
Alinity i Habop peareHTOB /11 KO/IMHYECTBEHHOTO OMpenenieHns MeToTpekcaT PeareHTbl
Methotrexate MeToTpeKcaTa MMMYHOXEMUTFIOMUHECLIEHTHLIM MeToZIoM B (Alinity i Methotrexate
Reagent Kit CbIBOPOTKE 7 rniasvie KpOBU yesioBeKa Ha Reagent Kit)
VIMMYHOXUMUYECKUX aHasmM3aropax Alinity i
«MetoTtpekcaT PeareHTbl (Alinity i Methotrexate Reagent
Kit)»
Alinity i KoHTposbHble mMarepvasibl ons noareepxaeHna  MeToTpekcar
Methotrexate BOCTMPOV3BOAMMOCTA 1 MPaBWIbHOCTU  KO/IMYECTBEHHOTO  KOHTPOSIbHbIE
Controls onpeaeneHns mMeToTpekcarta Marepvasibl  (Alinity i

NMMYHOXEMU/TIIOMMHECLIEHTHLIM METOZIOM B CbIBOpPOTKE M Methotrexate Controls)
MniasMe KpoBM Ye/l0 BeKa Ha  MMMYHOXVMUYECKMX

aHanmzatopax Alinity i «MeToTpekcar KOHTpOSibHble
mMarepvasibl (Alinity i Methotrexate Controls)»
Alinity i KOHTpos/ibHble MaTepuasibl  pacLUMpeHHOro  AvanasoHa MeToTpekcar
Methotrexate KOHLeHTpaumii ansa noaTBepXaeHNa TOYHOCTU PaclumpeHHbIii
Extended Range KOMM4YeCTBEHHOIO orpeaeneHns MeToTpekcata Auanas3oH KOHTpOsibHbIe
Controls VMMYHOXEMWUIFOMUHECLIEHTHBLIM METOAOM B CbIBOPOTKE U Matepuanbl  (Alinity i
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Abbott

nnasme KpoBU 4YenoBeka MpU MCNofnb3oBaHUM py4dHoro Methotrexate Extended
pasBefeHUst 06pasuoB Ha NMMyHOXMMUYecknx Range Controls)
aHanmsaTopax Alinity 1 «MeToTpekcaT PacluMpeHHbIi

AnanasoH KoHTponbHble  matepuanbl  (Alinity i

Methotrexate Extended Range Controls)»

Alinity i Kanmnbpatopesl ans obecneyeHns npasuibHOCTK  MeToTpekcaT
Methotrexate KOMIMYECTBEHHOIO onpegeneHns meToTpekcata Kanunbpatopb! (Alinity i
Calibrators MMMYHOXEMWUTIIOMUHECLIEHTHBIM METOAOM B CbIBOPOTKe M Methotrexate

nnasmMe KpoBM  4YenoBeka Ha  MMMYyHoxuMmyeckux  Calibrators)
aHanmsatopax Alinity i «MeTtoTpekcatr KaimbpaTopsbl
(Alinity i Methotrexate Calibrators)»

CocTtaB (contents):

# Title Number of
pages
1 MHCTPYKLMS NO NpMMeHeHN0 MeToTpeKcaT PacluMpeHHbI gnanasoH 3

KoHTponbHble MaTepuanbl (Alinity i Methotrexate Extended Range Controls) ¢
MPNNOXEHWEM pgna Poccun.

Signed:

Zaman Khan,

Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.
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Alinity

MeToTpekcaT PacwmnpeHHbIn anana3oH KOHTPObHblE
maTepmnanbl (Alinity i Methotrexate Extended Range Controls)

Pepakuusa: asryct 2018 .

HAVMEHOBAHWE (cokpalieHHoe)

MeToTpekcaT PaclumpeHHsblii Auana3oH KOHTPOsbHblE MaTepuasb
{Alinity [ Methotrexate Extended Range Controls) (Tawkxe
BCTpeyaeTcs Mo TekcTy: Methotrexate Extended Range Ctrls)

HA3HAYEHNE

MeToTpekcaT PaclumMpeHHblii Anana3oH KOHTposbHble MaTepuasibl
(Alinity i Methotrexate Extended Range Controls) ncnonb3ytoTtcsa ans
YBEPEHHOCTW B TOYHOCTU pasBefeHUs 06pasLioB BPYUHYHO.
JlononHnTeNbHY0 MHChOPMAaLUWIO CM. B MHCTPYKLMM NO NPUMEHEHUIO
Kk MeTtoTpekcart PeareHtam (Alinity | Methotrexate Reagent Kit) n
PykoBogcTee no akcnnyaTauumm Alinity ci-series.

COAEPXVMOE

ICOHTWOLIY [JCOKTSIOb I« | iponsBegeHbl C UCMOMb30BAHNEM
meToTpekcarta dapmakonen CLUA (USP), no6aBneHHoro B
peKasIbLIMHMPOBAHHYI N1asMy KPOBU YenioBeka. KoHcepBaHTbl: A3ng,
HaTtpusa 1 ProClin 950.
KOHTponu nmetoT cnefyolme ananasoHbl W Lenesble
KOHL,EeHTpaLum:

MBTOTpBKCT

Kovmpork  Konmuectso - timol/L linral/l lig/mL ligAnL
CONTROL V 1x8.0mL 50000 30.000-70.000 22722 13633-31.811

IcoNTROulal 1x8.0mL 500.000 320.000 - 700.000 227.220 145421 -318.108

MPUMEYAHVIE: Inana3oHbl, ykazaHHble B UHCTPYKLUK MO
NPUMEHEHNIO, He crieuuduyHbI MO cepusM 1 NpeacTaBnsioT
co6oi1 06LMe AnanasoHbl 3HaYeHUl, reHepupyeMbix B TeYeHVe
cpoka rogHocTu npogykta. Kaxaoi nabopatopun pekomeHgyeTcs
yCTaHaB/MBaTb CBOW COBCTBEHHbIE CPefHMe 3HAaYeHNs 1
[nanas3oHbl NpUeMsieMblX 3Ha4eHNii, KoTopble JO/MKHbI GbiTb B
pamkax AuanasoHoB, yKa3aHHbIX B MHCTPYKLUW MO NPUMEHEHUIO.
VcTouHnkammn oxvaaemoii BapnabenbHOCTN MOTYT BbliTb:

¢ Kanmbposka e Cepus koHTponis +  Cepus peareHTta
* Cepusa *  AHanusarop
Kanmbpatopa

MEPbI NMPEAOCTOPOXHOCTU
- ®

e [Ona gnarHoctukm In Vitro

Mepbl NpesoCcTOPOXHOCTHU

A BHU1/IAHVE: [laHHbI NpOAYKT COAEPXUT NOMyYeHHble
OT YenioBeka U/nMnu noTeHUnanbHO MHAEKLMOHHbIE KOMMNOHEHTbI.
CwmoTtpute pasgen COAEPXXVMOE faHHOW MHCTPYKUMM MO
npyMeHeHno. HW OnH 13 N3BECTHbIX METOA0B TECTUPOBAHNS
He MOXeT rapaHT!poBaTb, YTO MaTepuasibl, NOyYeHHble OT
yesioBeka, WM MHaKTUBMPOBAHHbIE MUKPOOPTaHU3Mbl He
nepexkocAT NHMeKUmMo. MoaToMy BCe MaTepuasibl, NOyYeHHbIE
OT YesnoBeka, crefdyeT cunTaTb NOTEHLNaNbHO VHEKLMOHHBIMU.
PekomeHgyeTcs obpallatbCs ¢ AaHHbIM MPOAYKTOM U
ob6pasuamu, NosyvyeHHbIMU OT YesloBeKa, B COOTBETCTBUM
co CraHaapToM No o6paLleHnio C reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbIM YnpasneHnem CLUA no oxpaHe
TpyAa v NpombilwneHHol rurneHe (OSHA). Mpu paboTe ¢
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mMarepvasiaMun, Coaepxaliumu nan npeanosokuTesIbHo
cofiepXallMn MHAEKLUMOHHBIE areHTbl, cnedyeT cobnogatb
npasuna 6uonornyeckoii 6e3onacHoCTu, ypoBeHb 2, UK apyrue
COOTBETCTBYIOLWVE Npasuna 6uonornyeckoii 6esonacHocTn. N
PekanbLnHMpoBaHHas nnasma KpoBu YesioBeka,
MCNOMb30BaHHAA B KOHTPOJIAX paclIVpPeHHOro Ananasona, He
peakTuBHa Ha HBsAg, HIV-1 RNA vnn HIV-1 Ag, aHTu-H1V-1/H1Y-2
n aHtTn-HCV.

Cnepyowye noefynoexoeHnss n Meobl N0ef0CTO00XHOCTN

OTHOCATCS K: lcontrot|v] |controt #

MNPEAYNPEXOEHUE CofepXuT MeTUIN30TUA30/0HbI U asng,
HaTpus

H317 MoXxeT Bbi3blBaTb a/l/1epruyeckyio
KOXHYIO peakLuio.

EUHO032 Mpun KOHTaKTe ¢ KMcnotamm obpasyetcs
BbICOKOTOKCUYHBINA ras.

NpepnotapQuygHno

P281 W3beratb BApIxaHUs TymaHa/napos/
aspo3sonei.

P272 He BbIHOCUTL 3arpA3HEHHYI0 ofexay C
paboyero mecta.

P280 Monb3oBatbCa 3alMTHLIMU nepyaTkamu/
3alWNUTHOI ofexaoi/cpeacTeaMm 3aLimTbl
rnas.

PearnposaHwue

P302+P352 MPY NONAJAHNN HA KOXXY: MpoMbITh
60/1bLUIMM KONUMYECTBOM BOAbI.

P333+P313 Mpn pasgpaxeHnun KOXn nam nosiBfieHnn
cbinu: O6paTnUTLCA K Bpady.

P362-fP364 CHATb 3arpA3HEHHYI0 ofexLy v
BbICTPATb €e nepef UCNosb30BaHNeM.

Ynl/3alpla

P501 YTnnusupyiite cogepxumoe/koHTeliHep

KaK anuaeMmnonornyecky onacHole
OTXOZbl B COOTBETCTBUN C /TOKaSTbHbIMMW
CaHNTapHO-3NNAEMNONOTMYECKUMU
TpeboBaHNAMU.

MacnopTa 6e30nacHOCTU JOCTYMHbI Ha caiite
www.abbottdiagnostics.com nany mecTHOro npeacraBuTens.
Moapo6Hyo nHhopMaLmio 0 HeOBXOAUMBIX Mepax
NpefoCTOPOXHOCTW Npu paboTe C aHaN3aTopoM CM. B
PykoBoacTtee no akcnnyatauun Alinity ci-series, Pasgen 8.

MOArOTOBKA K UCIMOJIb3OBAHNIO

+ [laHHbIl NPOAYKT MOXET UCMO/b30BATLCS HEMOCPELCTBEHHO
nocne M3BeYeHUsi N3 MecTa XpaHeHus ¢ Temneparypoii 2 - 8'C.

* lepep kaxablM UCNOMb30BaHWEM MepeMeLLnBaiiTe, akkypaTHo
nepesopaymBas piakoH.

Abbott



« KoHTtponu Alinity i Methotrexate Control Y u Alinity i Methotrexate
Control Z Heo6X0AMMO pa3BOAWTL B COOTBETCTBUM C
MHCTPYKnsiMmn pasgena "Mpoueaypbl passefeHns o6pasLos”
VHCTPYKUMKN NO NpUMeHeHuo K MeToTpekcaT PeareHtam
(Alinity j Methotrexate Reagent Kit) n ncnonb3oatb Kak
KOHTPO/bHblE MaTepuasibl NPy TECTUPOBAHUN pa3BeAEHHbIX
06pasLioB.

- Wcnonb3yiite HOBble 0AHOPAa30Bble NUNETKU UK
HaKOHEYHVKN ANA MUNEeTOK AN KaXA0ro atana passefeHus.

e [lpu NoA03peHUN Ha 3arpsisHeHe, CMeHNTe nepyatku.

* BHumaHve: Bo nsbexaHvne nepekpecTHoOl KOHTaMUHauun He
yaansaiite HakoOHeYHWKU-A03aTopbl ¢ olakoHOB MeToTpekcat
PaclunpeHHbIii gnana3oH KoHTponbHbIx maTepuanos (Alinity i
Methotrexate Extended Range Controls). Cobntogaiite
OCTOPOXHOCTb NpU paboTe C h/lakoHaMU KOHTPOel n
KpbILLKaMK.

XPAHEHVE
e [aHHblii MPOAYKT MOANEXUT TPAHCTIOPTUPOBKE Ha MOKPOM JibAy.
e He ucnonb3yiiTe nocne UCTEUEHWs1 CPOKa FOAHOCTW.

JononHutesnbHble

Temnepatypa Make, Bpemsi ~ MHCTPYKLWW NO

XpaHeHus XpaHeHus XpaHeHuno
HeBCKpbITbIA 2 - 8'C Jlo oKoHYaHus
chnakoH CpoKa rogHocTn
BCKpbIThIi 2-8¢C [lo okoHYaHuA  XpaHuTe B
hnakoH CpoKa rofiHOCTV BepTVKa/IbHOM

NOIOXEHNN.
XpaHuTb B M/I0THO
3aKPbITLIX KPblLLKAMU
dhnakoHax.
MomecTnTb €
XONOAWNbHUK nocne
1CMOJb30BaHMA.

Mpoueaypa pa6oTbl Ha aHanM3aTope

¢ VHdopmauymio o 3akase v 3arpyska KOHTPOnei B CUCTEMY CM. B
PykoBoacTBe no akcnnayataumm Alinity ci-serles. Pa3gen 5.

MOKASATE/IN HECTABUNBHOCTU NI NOPYA

MokasaTensaMn HecTabuILHOCTU WM MOPYK CNYXaT 0CafoK.
BUAVMbIE CrieAbl NPOTEYKM, 3aMyTHEHHOCTb WM HECOOTBETCTBME
KOHTpOneli KpUTepusim, ykasaHHbIM B MHCTPYKLUM MO NPUMEHEHWIO
n/vnn PykoogcTee no akcnayatauum Alinity ci-serles.

BUBNNOTIPA®UA

1 US Department ol Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
Micrbhex)nlCsl and Biomedical Laboratories. Sth ed. Washington, DC:
US Qovernment Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manma/. 3rd ed.
Geneva: Wbrid Heaith Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Vibrkers Rom Occupationelly Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

opmart uncen:

* B kayecTBe pasfenurens TbiCAY UCNOMb3yeTcsA npoben (npumep:
10 000 o6pasLoB).

* B KkayecTBe pasgenuTens AeCATUYHbIX 3HAKOB MCMOb3yeTcs
Touka (npumep: 3.12%).
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Vicnonb3yemble CUMBOJIbI
CwvmBornbl 1SO 15223

BHumaHune

CM. WHCTPYKLMIO NO
NPUMEHEHUIO
M3rotoButesnb

TemnepaTypHblii AuanasoH

Mcnonb3oBaTb f0/CpoK rofgHOCTM

N X

MeguuunHckoe nsgenve gis
anarHocTuku In Vitro

Howmep cepun

KaTanoxHblii Homep

[pyrne cumsonsl

l«wicl KoHueHTpauus

CopiepXuT asug, HaTpus.

Mpy KOHTaKTe C K1cnoTamm
06pasyeTcsi BbICOKOTOKCUUHbII
ras.

KOHTPO/IbHBIN HOMEp

IconTmubl gatoe 1

feoHTTieLIvl KoHTponm (Y unmn Z)

iMODucee pesABBOTTAY| Mpovn3sseaeHo ana Abbott

ImooMcreawsAl Crtpana npovicxoxgeHus: CLUA

iMUMII Qinanaso

Alinity siBnsieTca Toprosoit mapKoii komnaHun Abbott Laboratories B
pas/IMyHbIX IOPUCANKLMSX. Bce apyrue ToproBble Mapku siBAsOTCS
COGCTBEHHOCTLIO COOTBETCTBYIOLMX BNaAesbLeB.

Abbott QmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
>46-6122-560

MoDucee e m ABeeTT BY

CE

Fujirebio Diagnostics, Inc.
201 Great Valley Parkway
Malvern, Pennsylvania 19355, USA

CepsucHas nogaepsKka: O6pauaiiteck K CBOEMY MECTHOMY
npefcTaBuTeslo NN CMOTPUTE KOHTaKTHYIO MHhopMaLluio ans
Ballleli cTpaHbl Ha caliTe www.abbottdiagnostica.com
Pepakups: asryct 2018 r.

©2018 Abbott Laboratories

ABTOPV30BaHHbI NpeacTaBuTeNlb M3rOTOBUTENSA HA TeppuTopun
Poccun n apyrux ctpad CHI:

00O “3660TT JlabopaTtopuns”, 125171, Poccus, r. MockBa,
NeHuHrpagckoe wocce, 16A, cTtpoeHue 1,

Ten; >7 (495) 258 42 80; chakc: >7 (495) 258 42 81
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MPUNOXEHNE

K WHCTPYKUMM N0 npuMeHeHno “"MeToTpekcaT PacCluMpeHHblii  guanasoH
KokTponbHble matepuans (Alinity | Methotrexate Extended Range Controls)" ansa
Poccun.

YCNoBNA TPAHCIOPTUPOBKN n XPAHEHWA
W3genve pekoMeHnyeTca TpaHcnopTuposaTtk npu temnepartype 2-8*C. M3penve
0oCTaeTcs CTabu/bHbIM 0 OKOHYaHWSA CPOKa rOAHOCTY, YKa3aHHOro Ha ynakoBke
Mpu TP»«CTOPTUPOBAHNN C HapyLLEHEM TEMMEPATYPHOTO pexumMa nsgenve He
NOANBKAT NPUMEHEHWUIO. TpchnopTMpOBKa ocyuiecTendeTca BceMmn Buagamu
TpaHCnopTa B KPbITbIX TPAHCMOPTHLIX CpeAcTBax B COOTBETCTBMN C npasuiamMmn
nepeBo3ku rpy30B, AeiCTBYIOLMMM HA KECKOOM BUAE TpaHcrnopTa.

XpaHeHne n3genuii JOMKHO OCYyLLLeCTBNSATLCA Npu TemnepaTtype oT 2°C go B°C B
XOMOAWNBHBIX ~ Kamepax WAM B XONOAWNbHMKAX,  OGecrneunBaloLmx
pernapueHTMpoearHbIi TeMnepaTypHbIi pexum

CPOK TOAHOCTK

18 mecsALEB NPy XpaHEHUN B PeKOMEH0BaHHbIX yC1oBusXx (2-B’ C).

FAPAHTUHBIE OBA3ATENLCTBA

Mpon3BoAUTENb FAPaHTUPYET, YTO NPW NPABWILHOM XPaHEHWW U OGpaLLeHUn
U3fienne ocTaeTcs CTabunbHbIM 0 UCTEUEHUS CPOKa FOAHOCTU. MakKcMalbHbI
CPOK TOAHOCTM MEAMLMHCKOTO u3fenust He 6Gonee 18 mecsiues c pAarbl
npousBoAcTBa V3fenue, XpaHuBLIEecs C Hap MeHWeM pernameHTMPOBaHHOMO
NPOM3BOANTENEM PEXCHMA. NPUMEHEHWIO HE NMOANEXUT

TEXHNYECKOE OBCNY>XXVNBAHVE

He TpebyeTcs

TEKYLWWIA PEMOHT

He TpebyeTcs

OAHHBIE ONA YTUNU3AUMN N YHUUTOXEHWA
MEANUMHCKOI O U3AENUA

MeaMUMHCKOE N3genve yTUANPYIT U YHUUTOXKAIOT Kak 3an1AeMUONor1Yeckm
onacHble 0TX0/bl B COOTBETCTBUM C CAHUTAPHO-3MUAEMNONOTMYECKMU
TPe6OBaHNSIMM JI0KA/ILHOTO, PaMoHAILHOTO U HALWOHANBHOTO
3aKoHO/jaTeNbLCTBA.

Heo6xoavMo Tatoke CnefioBaTh SI0Ka/IbHBIM (TPE60BaHUSIM) NPU YTUAM3ALMN
YNakoBKU MEAULIMHCKOTO U3Lenus.

MEPEYEHb CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVNUMHCKOE U3AENVE

HauuoHasibHble cTaHAapTb! M HopMaTVBHAsA JOKYMEHTaLWs!, MpuMeHsieMble K MU;
FOCT ISO 17511-2011, FOCT P 51352-2013, FOCT P NCO 23640-2015, MOCT
P NCO 18113-1-2015, FOCT P CO 18113-2-2015, FTOCTP UCO 15223-1-2014,
FOCT P NCO 15223-1-2014, TOCT P EH 13612-2010, FOCT P 53022.2-2008,
FOCT P 53022.3-2008

MocTaHoBneHne [MpaButensctBa P® oT 27 pekabps 2012r. Neldl6 «O6
YTBEPXAEHNM NPaBU/ rocyAapCTBEHHOI PerucTpaLmm MeauLyHCKUX usgenuii! (8
pegakuuu MocTtaHoBneHus MpasuTensctea P® ot 17.07.2014r. Ne 670), Mpuvka3
MwuH3gpasa Poccum ot 06.06.2012r. Ne 4H (C U3MEHEHWsIMU cornacHo Mpukasy
M3 P® oT 25 ceHTabpa 2014r. N 557H), lMpuka3 MuH3gpasa Poccum ot
09.01.2014r. Ne 2k. Mpuka3z MuHucTepcTea 3apasooxpaHeHus P® Ne 11H ot 19
sAHBapA 2017 r.

MOTEHUMASIbHBIA NOTPEBUTE/b

MeguumHckoe m3genve MeToTpekcaT PaclivpeHHblii Auana3oH KOHTposbHble
matepuansl (Alinity | Methotrexate Extended Range Controls) npegHasHaueHo
AN NCNOMb30BaHUA B Pa3/INYHbIX KnVIHVIKO-ﬂaGOpaTOprIX ycnosusx, BKIw4vas,
6e3 orpaHuyeHusi, GONbHWLBI M NaGopaTopuy, NepcoHas KOTOPbIX MpoLlen
06yyeHwe no ncnonb3oBaHuo aHanusatopa Alinity |

NHOPOPMALUMA O HANMYMN B MEAVLINHCKOM
N3AENNN NEKAPCTBEHHOIO CPEACTBA

He cogepxur.

CTEPW/IBHOCTb

MocTtaBnseTca B HecTepunbHOM Buge. CTepunusaums nepeg nprMeHeHneMm He
TpebyeTcs.

MHPOPMALNA (0]
MOBTOPHOIO NMPMMEHEHWA

He NoAneXuT NOBTOPHOMY MPUMEHEHUIO.

MATEPWAbI XXUBOTHOIO NPOUNCXOXAEHWNA

Marepuasbl XXMBOTHOTO MPOUCXOXAEHWUA NPOBEPEHbI U PUCKM NpuMeHeHus M
yKkasaHbl B Macrnopte 6e3onacHocTu. MacnopTa 6e30MacHOCT MOXHO HaiiTi Ha
caiite www.abbottdlegnostics.com unu o6patutech K MECTHOMY NPEACTABUTENHO.

BO3MOXXHOCTU
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MOKA3SAHNA K MPUMEHEHWIO

MeToTpekcaT PaclumMpeHHbIii gnana3oH KoHTponbHble matepuansl (Alinity i
Methotrexate Extended Range Controls) ucrionb3yloTca ANs yBepeHHOCTH B
TOYHOCTU pa3BefemMTs 06pas3L 0B BPyUHYO

MPOTVBOINOKA3AHNA K MPUMEHEHUIO

He npumeHumo.



Offentliche Beglaubigurj® "~

die vor stO«encie/fr ' {i:v:hiift"
dem unterr'iichneten Ortsgerich”
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MepeBof C HEMELLKOTO M aHTIMIACKOTO A3bIKOB Ha PYCCKUI A3bIK

9660TT TM6X 1 Ko. KI™ Ten;+ 49 61 22580

Makc-MnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbaaeH

n/a 1303,65011 BucbageH

Mognucek: /nognucaxo/ [aTa: 29 mapTa 2021 r.

3amaH XaH (Zaman Khan)

3amecTuTensb gnpekTopa

Mo HOPMaTMBHO-NPaBOBOMY Pery/iMpoBaHuULO
PernoH EBEBA n MNMakuctaH

2660TT 'M6X 1 Ko. KIF

2660TT 'Mm6X 1 Ko. KIr
Makc-lnaHK-PuHr 2

65205 BucbageH-[enbKeHxanm
MepmaHuA

/MeyaTb: 3660TT
2660TT F'M6X M Ko. KIT
Makc-I'naHk-PuHr 2
65205 BucbageH/

ropuanYecknii gapec: BicbaoeH

PaiioHHb I cy, BrcoaaeHa HRA 4838 YnpaBsitoLLpi;

HecyLumin nepcoHaribHyt0 OTBETCTBEHHOCTb KOMIMBHBOH: CredoeH Born (Stefan Boll)

2660TT MeHemKMeHT MvI6X I"per Anbbepr (Greg Ahlberg)
FOopuayueckuii gapec: BricbaaeH Mpeaceparenb HAGMMOOATENTBHOMO COBETA:
PaiioHHb I cy, BricbaneHa HRB12889 Xaiime A. KoHmpepac (Jaime A. Contreras)

Odniuiiaibtioe lacBM-iciMbCTBOMIMK

MactoamwM opHU>Ia1bKO ynocToBepsieTcd. 4TtOo r-H 3amw] . XaH
3660TT 'M6X Il Ko. KI' Makc-MN-TaHk-Puw 2. 65205 BucbageH,
CO6CTBEHHOPYYHO iioeTaBii.i BbiLLecToALY!O iio.'uiiich B npHCYTCLILW
nonmHcasLwel)cs npence;urtcas MecTHOL CyAa.

BuclageH. 39.0S.2021 n

Ne B peectpe

MownrHa B cooTBETCTBUM C !10n0XCHMEM O cbopax B paTmepc 6 cap<d
OlnaucHa

mnojnucaqa’

MpencenaTe.'b MeCTHOro cyga

MeyaTb: MecTHbI evOe. BiicOatKii X1 *2'

/MoanucaHo: 3amaH XaH (Zaman Khan)/

TekcT B OOKYMEHTE <(3KCI'II'IyaTaLI|I/IOHHaFI AOKYMEHT aluna» Ha aHIIMIACKOM 1 PYCCKOM A3blKaX
NO/IHOCTbIO CoBNajacT.
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lMepeBof faHHOrO TeKcTa BbINOMHEH NepeBofYnkomM MNaHkKoBbIM AHApeeM BUKTOpPOBUYEM.

Poccuiickaa degepayus

MNopof MockBa.

Matoro anpens [ABe ThicAYU ABajuaTb NepBOro roja.

A, AeinHeko Niogmuna BanepueBHa, BPEMEHHO UCMOMHALOWAaA 0693aHHOCTU HOTapuyca ropoga
MockBbl MpPOKOLWEHKOBON EneHbl EBreHbeBHbI, CBUAETENLCTBYH MOA/IMHHOCTb MOAMUCU MepeBOAYMKA
MaHkoBa AHApea Bnktoposuya.

Moannce chenaHa B MOEM NMPUCYTCTBUMN.

JInyHOCTb NoAnucaBLUEro JOKYMEHT YCTaHOBJ/IEHA.

3aperncTpupoBaHo B Ne21/86-H/77-2021- jf -

Ynna4yeHo 3a oro gericteumsa: 400 py6. 00

N1.BNeiiHeko f "-'«I/

\ jy& i m uV

MpolwHYpoBaHo, nwuct(-a,-0B).

.B. feiiHeko
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