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

A, 3amaH XaH (Zaman Khan), 3amecTutens [AupekTopa perynatopHoro otaena Esponsl,
BamxHero BocToka, Adpukn u lMakuctaHa 3660TT Tm6x n Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTofLWmMM yA0CTOBEPSAIO,
4yTO Mpwunaraemble  AOKYMEHTbl B  HWXKENpPMBEAEHHOM 06beme  CTpaHul, SBMAAOTCS
aKCnnyatauMoOHHON AOKyMeHTauueh. ST AOKYMEHTbl MOSIHOCTbIO COOTBETCTBYIOT aKTyasbHOM
OOKYMEHTaLMM Npon3BOAUTENS.

JKcnnyataymMoHHass  AOKyMeHTauma  aAnd  meguumHckoro  msgennsa  (Operational
documentation for medical device):

KOHTponbHble MaTepuasibl 415 NOATBEPXKAEHMA BOCMPOU3BOAUMOCTM M NPaBUNbHOCTH
KayeCTBeHHOro onpegeneHua aHtuten K Syphilis TP MMMyHOXeMUIHOMUHECUEHTHBIM
METOAOM B CbIBOPOTKE W MjasMe KPOBU YesioBeKa Ha MMMYHOXUMMUYECKUX aHasm3aTopax
Alinity i «Syphilis TP KoHTponbHble MmaTepuanbl (Alinity i1 Syphilis TP Controls)»

Mo TekcTy 3KCnyaTauMOHHbIX [OKYMEHTOB BCTPEYatoTCA BapuaHTbl HaMMeHOBaHW MeAMLMHCKUX
U30eNVin, npuBefeHHble B Tabiuue HWXKe, KOTOpble SBMAIOTCA CrpaBe/IMBbIMA U PaBHO3HAYHbIMM
(Operational documentation contains the following true and equivalent short names of medical devices
listed in table):

HavmeHoBaHve  HaummeHOBaHMe MeAMLMHCKOTO U3L4eNNSA Ha PYCCKOM A3bIKe CokpalLeHHoe
Ha aHrIMACKOM HavMeHoBaHwue(no
A3bIKe TEKCTY [JOKYMEHTA)

Alinity i Syphilis Ha6op peareHTOB 419 KauecTBeHHOro onpegeneHns Syphilis TP PeareHTbl
TP Reagent Kit  aHtuten Kk Syphilis TP ummyHoxemuntomuHecueHTHbIM  (Alinity i Syphilis TP
MeTOIOM B CbIBOPOTKE W MfasMe KpoBWM 4enoBeka Ha Reagent Kit)
NMMYHOXUMUYECKMX aHanmzaTopax Alinity i «Syphilis TP
PeareHTb! (Alinity i Syphilis TP Reagent Kit)»

Alinity i Kanubpatop  ans obecneyeHus npasunbHocTn  Syphilis TP
Syphilis TP KauyecTBeHHOro ornpegeneHusa adntuten K Syphilis TP Kanubpatop (Alinity i
Calibrator NMMYHOXEMUTIOMUHECLEHTHBLIM MeTOAO0M B cbiBOpoTKe  Syphilis TP Calibrator)

M nnasme KpOBWM YenoBeKa Ha VIMMYHOXMMMWYECKUX
aHanmsatopax Alinity i «Syphilis TP Kanubpartop
(Alinity i Syphilis TP Calibrator)»

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaftsfiihrer;

Personlich haftende Gesellschafterin; Christian Grapow Page 10f 2
Abbott Management GmbH Greg Ahlberg

Sitz der Gesellschaft: Wiesbaden Vorsitzender des Aufsichtsrates:

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras
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#
Abbott
Alinity 1 KoHTponbHble  Mmatepuanbl A8 MoATBepxAeHus  Syphilis
Syphilis TP BOCNPOU3BOAMMOCTM M MNPaBWUIbHOCTU KayeCTBEHHOro KOHTPO/bHbIE
Controls onpeaeneHns aHTuTen K Syphilis TP wmarepuanel  (Alinity

NMMYHOXEMUNHOMUHECLLEHTHBIM MeTO4OM B CbiBOpOTKe  Syphilis TP Controls)

M nnasme KpOBM YeNOBEKA Ha WMMYHOXUMUYECKUX
aHanusatopax Alinity i «Syphilis TP KoOHTponbHble
marepuanel (Alinity i Syphilis TP Controls)»

CocTaB (contents):
# Title

1. Instruction for use for Alinity i Syphilis TP Controls with ADDENDUM for
Russia.

2 WHcTpyKuma no npumeHeHnto Syphilis TP KoHTposbHble MaTepuasbl
fAlinitv i Syphilis TP Controls) ¢ MPUTOXEHWEM ans Poccuu.
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Jty i
ililis TP Controls

/Highlighted Changes; Revised December 2017.
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NAME
Alinity i Syphilis TP Controls (also referred to as Syphilis Ctrls)

INTENDED USE

The Alinity i Syphilis TP Controls are for the estimation of test
precision and the detection of systematic analytical deviations of the
Alinity i analyzer when used for the qualitative detection of antibody
to Treponema pallidum (TP) in human serum and plasma.

For additional information, refer to the Alinity i Syphilis TP reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

| coKTROL 17 prepared with recalcified human plasma. |coyrpoLlT|
prepared in recalcified human plasma (inactived); reactive for anti-
TP. Preservatives: sodium azide and other antimicrobial agents.
The controls are at the following ranges;

Quartity Color

Conrd ["NOE;js/CO
1x8.0mmL Natural s 0.40
1x8.0 mL Blue” 1.25- 3.75

®Dye: Acid Blue No. 9

NOTE: The insert ranges for the controls are not lot specific

and represent the total range of values which may be generated
throughout the life of the product. It is recommended that each
laboratory establish its own means and acceptable ranges which
should fall within the package insert ranges. Sources of variation that
oan be expected include:

« Calibration « Control lot .

Instrument

Reagent lot
e Calibrator lot .

PRECAUTIONS

¢ For In Vitro Diagnostic Use
| ok ONLY |

Safety Precautions

CAUTION: This product contains human-sourced and/
or potentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can
offer complete assurance that products derived from human
sources or inactivated microorganisms will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious, ft is recommended that this product and
human specimens be 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 human-sourced material used in the Negative Control is
nonreactive for anti-TP, anti-HCV, HBsAg, HIV-1 RNA or HV-1 Ag,
and anti-HIV-1/HIV-2.

The human-sourced material used in the Positive Control is
reactive for anti-TP and nonreactive for anti-HCV, HBsAg, HV-1
RNA or HV-1 Ag, and anti-HIV-1/HIV-2.
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G71146R02
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The following warnings and precautions apply to: kontro1 |- 1gpd
IconTROL 1

Contains sodium azide.
EUHO032
P501

Contact with acids liberates very toxic gas.
Dispose of contents / container in
accordance with local regulations.

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 Alinity ci-series Operations Manual, Section 8.

PREPARATION FOR USE
« This product is liquid ready-to-use.

« This product may be used immediately after removal from 2 to
8"C storage.

« Prior to each use, mix by gentle inversion (5 to 10 times).
STORAGE
« Do not use past expiration date.

Storage
Temperature

Maximum  Additional Storage
Storage Time Instructions

Unopened 2to 8'C Until
expiration
date
Opened 2to 8'C Until Store tightly capped. Store
expiration in an upright position.
date Return to refrigerated

storage after use.

INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 5 drops of the
negative control and 5 drops of the positive control into each
sample cup in the assigned position.

« For instructions on ordering and loading controls on the

instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

INDICATIONS OF INSTABILITY OR DETERIORATION

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

BIBLIOGRAPHY

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

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

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory \fiforkers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.
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Note for number formatting:

* A space is used as thousands separator (exampie: 10 000
specimens).

* A period is used to separate the integer part from the fractionai
part of a number written in decimal form (example: 3.12%).

Key to Symbols
1SO 15223 Symbols

A Caution
m Consult instructions for use

Manufacturer

X Temperature limitation
: ! Use by/Expiration date

lcdntrotl-I Negative Control
|control|+| Positive Control
M In Vitm Diagnostic Medical
Device
Lot Number
List Number

other Symbols

[ciil Control Number

ICONTAINSI AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

IDISTRIBUTED IN THE USA BY |

INFORMANON FOR USA ONLY |

1PRODUCT OF OERMANY |
RANGE 1

IRx ONLy |

Distributed in the USA by

Information needed for United
States of America only
Product of Germany

Range

For use by or on the order of a

f'f

physioian only (applicable to USA
olassification only).

Alinity is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

DISTRIBUTED IN THE USA BY

Abbott Laboratories

Abbott Park. IL 60064 USA

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

Revised December 2017.
©2016, 2017 Abbott Laboratories
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for Use Afinity i Syphilis TP Controls (for Ruseia)

shipping condiions for devios is 2-8 in single-use themo containers
coclant elements, o in reussbie Swrmo contsiners with automeiically

yehicle of any kind in accordance with shipping rules, appiicable 10 the respeciive
onmier.

WARRANTY

Manufecksrer guaranises thet device remains stable unill the @xiralion duis when
stored and handied a8 drected. The masimum shelf e of the medical device is 12
monihe from dete of manutaciuring. Devios must be discaxied if stored with deviations
in manufachurer’s requinements.

MAINTENANCE

Not reguired.

REPAIRS

Mat requiced.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
mnmdammmwmmmd
BanPin 2.1.7.279010 deled December 12, 2010 “Saniery-epidemiological
Regquirements for the Management of Medical Wasle".

Teanemit and diepose of & product and i camponents and packeging in accordence
with ooal regriations.

LIST OF APPLICABLE STANDARDS

SUITHVEC, 127T2/2008EC (CLP) #s arnended, 1907/2000/EC (REACH) as amended,
MNMWM1W1.W”13(-M
GHE (a8 amended), WHSR Part 7.1 (8s amended), EN 150 9001, IBO 13403, EN 18O
44971, EN 13541, EN 13812, EN 180 162231, €N 980, EN 180 181131, EN 180
13113-2,0010“&3.50“.002"70-1.0(1%!01?611
POTENTIAL USER
mmimwmhwnuwmomdmm
wmmmmmmmm
personnal have been trained in the uss of e Alinily | analyaer.
INFORMATION ABOUT PRESENCE OF DRUGS W
COMPOSITION OF MEDICAL DEVICE

Doss not CoNNn any dnge

STERILIZATION

Medicel devios s not required 1o be sterile.

INFORMATION ABOUT POSSIBLITY OF WULTIPLE
APPLICATION

Madical device cannot be reepplied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin ane tesied and fisks of using MD are indicaled in SOG. Satety
Dats Bheols are svalisble si www.abbotiiagnosiica.com or contact your local
roprasaniaive.
INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not appliosble.

STORAGE AND USE CONDITION
mammmwuzvmvmuwmmm

raome of in refrigersions providing & reguisted temperaiure Tegime with a dully
tamperaiure record.
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Alinity

Syphilis TP KOHTpONbHbIE MaTepuasbl

(Aiinity i Syphiiis TP Controis)

Cm. BblgeneHHble n3MeHeHns. Pegakuns; aekabpb 2017 r.

HA3BAHWVE

Syphilis TP KoHTponbHble matepuanbl (Alinity i Syphilis TP Controls)
(CokpalieHHoe HasBaHue: Syphilis Ctrls)

HA3HAYEHNE

Syphilis TP KoHTponbHble matepuansi (Alinity i Syphilis TP

Controls) npegHasHayeHbl 419 OLeHKM BOCNPOU3BOAMMOCTU TecTa
1 BbISB/IEHUSA CUCTEMATUYECKMX aHA/IMTUHECKNX OTK/IOHEHUIA B
paboumx xapakrepucTukax aHanmsaropa Alinity i npu ka4yecTBEHHOM
onpeaeneHun antuten (1M m 1gG) k Treponema pallidum (TP) B
CbIBOPOTKE W Njia3me KPOBW YesioBeka.

[lononHuTenbHy0 MHGOPMAaLMIO CM. B MHCTPYKLMK NO NPUMEHEHUIO
K COOTBETCTBYIOLLEMY peareHTy 1 PykoBOACTBE MO 3KCM/yaTauuu
Alinity ci-series.

COAEPXWMOE

IcoMTwot. [£1 noAroToBNeH B pekasibLMHUPOBaHHOW nna3me Kposw
yenoseka. |cCOHTAObL|T| NOArOTOBNEH B pekanbLUMHUPOBAHHON
nnasme KpoBu YesioBeka (MHaKTUBMPOBAHHOM); peakTUBHbLIM

Ha aHTK-TP. KoHcepBaHTbI: asuf HaTpus U NPOTUBOMUKPOGHbLIE
npenaparbl.

KOHTpO/n nmetoT creflytolime ananasoHbl KOHLEHTpaLuii:
Kornnuectso Lipet

KoHmpor I"*"" Islco
lcontroll-| 1X8.0 mL EcTecTBeHHbI S0.40
ICONTRCLI+1 1X8.0 mL lrony6oii® 125 - 3.75

®Kpacutenb: KncnoTHblin rony6oi Ne. 9

NMPUMEYAHVIE: [nana3oHsbl, yka3aHHble B UHCTPYKLUKN NO
NPUMEHEHNIO, He crneLndUyHbl N0 CEpUAM 1 NPeacTaBNsloT
coboli o6Lme ananasoHbl 3Ha4YEHU, reHepupyembIX B TedeHne
cpoka rogHocTu npoaykTa. Kaxzoi nabopatopum pekomeHayeTcs
yCTaHaB/MBaTb CBOM COBCTBEHHbIE CPeAHME 3HAYEHUS U
OmanasoHbl NpUeMIeMbIX 3HaYeHN, KOTopble AO/MKHbI ObiTb B
pamMkax AuanasoHoB, YKas3aHHbIX B MHCTPYKLUMW MO NPUMEHEHWIO.
McTouHukamn oxumaaemoi BapuabenbHOCTU MOryT 6OblIThb:

Kann6poska Cepusi KOHTpOSIA Cepusi peareHTa
Cepus AHanusarop
Kanubéparopa

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

MEPbI MPEAOCTOPOXHOCTHN
®

e [nsa guarHoctuky In Vitro

Mepbl npefocTopoAcHOCTU

BHUMAHWVE: [JaHHbIli NpOAYKT COAEPXUT
noslyyYeHHble 0T YenoBeka U/MNn NOTeHLNaNbHO UHEKLNOHHbIE
KOMMOHeHTbl. CmoTpuTe pasgen COAEPXVMOE paHHol
MHCTPYKLMUM MO NPUMEHEHUo. H oauH 13 N3BECTHbIX
MeTO/0B TECTUPOBaHUS HE MOXET rapaHTMpoBaTb, Y4TO
mMartepuasbl, NOMy4YeHHble OT YesioBeka, N MHaKTUBUMPOBAHHbIE
MWKPOOPraHn3mbl He NepeHocAT uHdekumio. Moatomy Bee
mMartepuasibl, NosyYyeHHble OT YesloBeka, cnefyeT cuutaTtb
noTeHUManbHO MHAEKLUMOHHbIMY. PekoMeHayeTca obpalyarbea
C AaHHbIM NPoAyKTOM M obpasuamMu, nosyyeHHbIMU OT
yenoBeka, B COOTBETCTBUM co CTaHAapToM No o6palleHnto ¢
reMOKOHTaKTHbIMW natoreHamu, paspaboTaHHbIM YnpasrieHnem
CLUA no oxpaHe TpyAa U NPOMbILLNEHHON rurnexHe
(OSHA). Mpu paboTe c MaTepuanamu, CoaepXxalumu uim
NpeaNoNoXNTENBHO COAEPXALLMMN NHIEKLMOHHbIE areHTbl,
cnepgyeT cobnogatb npasuia 6uonornyeckoii 6esonacHocTy,
YPOBEHb 2, UK Apyrve COOTBETCTBYIOLWME npasuia
6uonoruyeckoii 6esonacHocTun.”»

Martepuasibl, NOMyYeHHbIe OT YenoBeka, MCMo/b30BaHHbIe B
oTpuLUaTeNIbHOM KOHTPOSIe, He peakTUBHbI Ha aHTu-TP, aHTu-HCY
HBsAg, HIV-1 RNA nan HIV-1 Ag, v aHTU-H1Y-1/H1Y-2.
Matepuanbl, NofyYeHHble OT YenoBeKa, MCNOb30BaHHbIe
B MOMIOXUTENBHOM KOHTPO/IE, PeakTUBHbI Ha aHTU-TP U He
peakTuBHbl Ha aHTU-HCY, HBsAg, HLY-1 RNA nnn HIY-1 Ag, n
aHTU-H1Y-1/H1Y-2.
Cnepytoume npegynpexaeHns u Mepbl NpefocTOPOXHOCTN
OTHOCATCA K: |[control|-| |comtrol|+|
CofepxuT asng HaTpus.
EUH032 Mpy KOHTaKTe ¢ kucnoTamy obpasyercs
BbICOKOTOKCUYHbIN ras.
P501 YTunusnpyiite cogepxumoe/KoHTeHep B
COOTBETCTBMN C CaHUTapPHbIMW HOpMaMmu
P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e3onacHOCTK AOCTYMHbI Ha caiite
www.abbottdiagnostics.com wnn y MecTtHoro npegcrasuTens.
Moapo6Hy0 MHGOPMaLMI0 0 HEOBXOAMMBIX Mepax
npefoCTOPOXHOCTA NpW paboTe C aHa/IM3aToOpoM CM. B
PykoBoacTBe no akcnnyatauum Aiinity ci-series. Pasgen 8.

MoAroToOBKA K NCIMOJIb3OBAHNIO

* [laHHbI NPOAYKT NOCTaBNAETCA B XWAKOM BuAe, roToB K
1CNOoJb30BaHNIO.

*  [laHHbll NPOAYKT MOXET MUCMNO/b30BaTbCSA HENOCPEACTBEHHO
nocne U3BMNeYeHUs M3 MecTa XpaHeHus ¢ Temnepartypoii 2 - 8'C.

* lepep kakAbIM MCNONb30BAHMEM MepemellvBaliTe, akkypaTHo
nepesopaumsas hnakoHbl (5 - 10 pas).
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nb3y|7n'e nocne ncrtedeHnsa cpoka rogHocTu.

JlononHuTenbHbIe

Temnepatypa Makc, Bpemsi VHCTPYKLUMW MO

XpaHeHus XpaHeHns XpaHeHuto
1pbmbii 2 - 8'C [lo oKoH4YaHuA
IvoH Ccpoka rogHocTu
AppmbsT  2-8C [0 OKOHuaHuss  XpaHuTb BO
~aKoH Cpoka rofHocTu hakoHax,

M/IOTHO 3aKPbITbIX

/ KpblLWKammn. XpaHuTb
B BEPTUKA/IbHOM
nonoxexuu. Mocne
1CMO/b30BaHNS
XpaHuTe B
OX/TXAEHHOM BUZe.

MPOUEAYPA PABOTblI HA AHA/TIM3ATOPE

e [1ns NonyyeHnsi pekoMeHayemMoro o6bema KOHTPOseH AepxuTe
(hnakoH BepTuKasibHO U A06aBbTe 5 Kanenb oTpuLaTensHOro
KOHTPO/St 1 5 Kanenb MOSIOKUTENIbHOTO KOHTPO/SA B KaXzyto
yaleuky o1 o6pasua B COOTBETCTBYIOLWEN NO3MLMK.

e VHchopmaumio o 3akase u 3arpyske KOHTPOSIeH B CUCTEMY CM. B
PykoBogcTtBe no akcnnyatauum Alinity ci-series, Pasgen 5.

MOKASATEJIN HECTABW/IBHOCTU WA NMOPYU

MokasaTensiMu HecTabubHOCTU WM MOPYM CMYXUT 0CaAOK,
BUAUMbIE Ciefbl NPOTEYKW, 3aMYTHEHHOCTb WM HECOOTBETCTBUE
KOHTPO/IEH KPUTEPUSAM, YKa3aHHbIM B UHCTPYKL MW NO NPUMEHEHUIO
n/vnn PykoBoacTee no akcnnyaTauun Alinity ci-series.

BNBENNOTIPA®UA

1 usS Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.
2. US Department of Health and Human Services. Biosafety in

Microbioiogicai and Biomedicai Laboratories. 5th ed. Washington, DC:

US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manuai. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationaliy Acquired infections:
Approved Guideline—ourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

cdhopmart uucen:

* B KayecTBe pasfenuTens TbiCAY UCMOMb3yeTca npoben (npumep:
10 000 06pas3LioB).

* B KayecTBe pasfenuTens AecATUYHbIX 3HaKOB UCMO/b3yeTcs
Touka (npumep: 3.12%).
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Vicrnosib3yemMmble CUMBO/IbI

CumBosbl ISO 15223
BHy1MmaHne

X

CM. MHCTPYKLMIO NO
NPYMEHeHNo
N3roToButens

TemnepaTypHblii guanasoH

X
2

Wcnonb3oBatb f0/Cpok rogHOCTH

|control|-| OTpuUATENbHBIA KOHTPOSb
|CONTROL| +| MoNOXNUTENbHBINA KOHTPO/b
M MeauuuHckoe n3aenuve s

puarHoctukm In Vitro
Howmep cepun

KaTanoxHsiii Homep

Lpyrve cymBosbI

a KOHTpO/bHbINE HOMEP

CofepXuT asng Hatpus.

Mpy KOHTaKTe ¢ KMcnoTaMu
06pasyeTcsi BbICOKOTOKCUUHbIN
ras.

AnctpubsbloTop B CLUA
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MPUNTOXEHNE

K MHCTPYKLUMK no npumeHeHnio Syphilis TP KoHTponbHble matepuans {Alinity i Syphilis
TP Controls) gna Poccumn

TPAHCIMNOPTUPOBKA

V3penne  pekomeHfyeTcs  TpaHcnoptupoBatb npu  Temnepatype 2-8*C B
TEePMOKOHTEliHepax 0fiHOPa30BOro Mosb30BaHNS, COAEPXALLMX X/1af03/IEMEHTbI, NN
B TEPMOKOHTeliHepax  MHOTOKPATHOTO  MPUMEHEHWs C  aBTOMaTMYecku
noanepxvisaemMoli TemnepaTtypoii unu B aBTopecipiepaTopax ¢ UCrosb30BaHneM
TEPMOMHANKATOPOB. V3aenne ocTaeTcs CTabu/bHBIM [0 OKOHYaHWsi CPOKa roAHOCTH,
YKa3aHHOrO Ha ynakoBke. [py TPaHCMOPTUPOBAHNM C HapyLUEHMEM TeMnepaTypHOro
pexuma usfenve He NOASIEXWT NPUMEHEHU0. TpaHCMopTUPOBKa OCYLLECTB/ISeTCS
BCEMMW BWAAMK TpaHCNopTa B KPbITbIX TPAHCMOPTHLIX CPEeACTBaX B COOTBETCTBUW C

npasuiamMmn nepeBo3KU rpysos, AeﬁcTBymmMMM Ha KaXAoM ByAe TpaHcnopTa.
TAPAHTUNHBIE OBA3ATE/IbCTBA

Mpou3BoanTenb rapaHTUpyeT, YTO NPV NPaBUIbHOM XpaHeHUn 1 obpalleHun ngenve
OCTaeTCs CTabUNbHbLIM 10 UCTEUEHMUSI CPOKA FOAHOCTU. MaKCUMasibHBbI CPOK roOAHOCTM
MeAuLMHCKOro u3genua He 6onee 12 mecsueB C gaTbl NpousBoacTBa. Msgenwve,
XpaHuBLUEECA C HapylweHMem pernameHTUpoBaHHOIO MPOU3BOAMTESNIEM pexuma,
NPUMEHEHNIO HE NOASIEXWT.

TEXHWNUYECKOE OBC/TY>XUBAHUE

He TpebyeTcs.

TEKYLWNA PEMOHT

He TpebyeTtcs.

OAHHBIE  ana  YTUWIM3ALMKN 1
MEAVLUMHCKOIrO N3AENNA

Me,qVILlVIHCKOe nigenve yTmanmpyrT U YHUUTOXalT B COOTBETCTBMW C Npasuiamun

YHUYTOXEHNA

obpalleHnsi € MeAULMHCKUMKM — OTXoAamu, —pernameHTupylowmmmcs  CaHMuH
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHo-3anugemuonornyeckne TpeboBaHWsA K
06palLLeHnIo C MeNLMHCKUMU OTXO4aMu».

Heobxoanmo cnefoBaTh HaUMOHasIbHLIM CTaHapTam Mpy nepegaye v yTuansaumumn
U3leNns, ero KOMMOHEHTOB U YNaKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAMUVNHCKOE U3AENVNE

98/79/EC, 1272/2008/EC (CLP) B pelicTBytowleii pegakummn, 1907/2006/EC (REACH)
B AelicTytowleli pegakuumn. PernameHT (EC) 1069/2009, PernameHt (EC) 142/2011,
CLASS 2013 (B geiicTBytowlein pepakummn), GHS (B geiicTBytoweii pegakumm), WHSR
YacTb 7.1 (B pelicTByoweii pegakumm), EN ISO 9001, 1ISO 13485, EN I1SO 14971, EN
13641, EN 13612, EN I1SO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN
ISO 18113-3, EN ISO 23640, EN ISO 20776-1, EN 13975, EN ISO 17511
I'IOTEHLI,I/IAI'IbeII7I NMOTPEBUTE/b

MegauumuHckoe nsgenve Syphilis TP KoHTponbHble matepuanst (Alinity i Syphilis TP
Controls) npefHa3Ha4YeHo 4151 UCNOMb30BaHWS B Pa3/IMYHbIX KTMHUKO-NabopaTopHbIX
YCIOBYSAX, BK/TOYas, 63 OrpaHNyeHsi, 6o/bHNLbI M 1abopaTopui, NePCoHas! KOTOPbIX
npoLuen oby4eHne no UCnosb3oBaHMiO aHanusaropa Alinity i.

MH®OPMALINA O HANYM B MEOVUVHCKOM U3OENNA
NEKAPCTBEHHOIO CPEACTBA

He copgepxut

CTEPU/TIBHOCTb

MocTaBnsieTca B HecTepunbHOM Buge. CTepunusauus nepef NpUMEHEHUEM He

TpebyeTcs.

MHPOPMALINA O
MPUMEHEHNA

He NoanexuT NOBTOPHOMY NPUMEHEHMIO.
MATEPUVAJbl XXBOTHOI' O MNMPOVNCXOXAEHVA

MaTepuanbl KMBOTHOTO MPOUCXOXAEHUS MPOBEPEHbI U PUCKA MPUMeHeHWs MU

BO3MOXXHOCTHU MOBTOPHOIO

ykasaHbl B MacrnopTe 6e3onacHocTy. MacnopTa 6e30MacHOCTY MOXHO HaiiTu Ha caiite
www.abbottdiagnostics.com nnu o6paTutecb kK MECTHOMY NpeAcTaBuUTenNto.
MOKA3AHNA N NMPOTNBOMOKA3AHNA

He npumexunmo.

YCNOBUA XPAHEHWA U MPUMEHEHWNA

XpaHeHve MefUUMHCKOTO u3fenus npu Temnepatype oT 2*C po B”C A0/MKHO
OCyLWECTBNATLCA B XO/IOANIbHbIX KaMepax Unun B X0N04U/TbHUKaXx, OGGCI‘IGHVIBBPOLLLVIX
PEernamMeHT!pOBaHHbIA  TEMMEPATYPHbI PEXUM C  eXEeAHEeBHOW perucTpaupeit

Temnepatypsl.
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2660TT 'M6X & Ko. KIF
Makc-InaHr-PuHr 2,

Ten:+ 49 61 22 58 o
dakc: +4961 22 58 1244

65205 BucbageH
n/a 1303, 65011 BucbageH

Mognvcs: /nognucaHo/

3amaH KxaH (Zaman Khan)

3amecTuTesb AupeKTopa

Mo HOPMaTMBHO-NPaBOBOMY PeryMpoBaHuio
PervoH EBBA v MNakuctaH

36601T M'M6X & Ko. KI

366017 'M6X & Ko. KIT
Makc-IMnaHk-PuHr 2

65205 BucbaaeH-LenbKeHxanm
MepmaHua

HOpuanyeckniin agpec: BucbageH
PalioHHbIl cyn BucbageHa HRA 4888

HeC)/LLWIVI nepcoHa/ibHy0 OTBETCTBEHHOCTb KOMMaHbOH:

2660TT MeHeKMEHT TM6X
HOpuanyecknin agpec: BucbageH
PalioHHbIl cyp BucbageHa HRA 12889

[Jata: 72 ceHTa6pa 2019T.

/MeyaTb: 9660TT
2660TT N'MOX & Ko. KI
Makc-TnaHK-PuHr 2
65205 BucbapgeH/

YnpaBnsoLwuii:

KpuctunaH Mpanoy (Kristian Grapow)
Mper Anbbepr (Greg Ahlberg)
Mpeacepatens HabnogaTeNbHOMO CoBeETa:
Xalime A. KoHTpepac (Jaime A. Cintreras)

O(bumma, bHoe 3acBuaeTenscTBOBaHME

HacToswmum oduumansHo yAocToBepsieTes, 4TO r-)i 3amaii  Xaw
3660TT MM6.X & Ko, K[ Makc-M.nank-Pw!r 2. 6520.5 BucbageH,
COGCTBEHHOPYYHO NOCTAaBMA BbILWECTOSLLYIO NOANUCH B NPUCYTCTBUN
NoANUCaBLLErocs npescesfaTens MeCTHO Cyja.

BucbageH, M.09.7019r.

Ne B peecTpe 807/19

MownnHa B cooTBeTCTBUU € MoNoXeHeM o cbopax B pasmepe 6 eBpo
oarnayeHa

/nognucaHo™

Mpepacenatens MECTHOTO cya

/MevyaTb: MecTHbI cyg r. BucbageH X! * 2/

/noanucaHo/12 ceHTA6psA 2019 .

3amaH KxaH (Zaman Khan)

TekCT B AOKYMEHTE «3IKcnayaTaunoHHas AOKYMEHTaUMa» Ha aHTNNACKOM M pyCCKOM fi3blKax

MOMHOCTHLIO coBnajacT.

MepeBOA C AHIMIACKOTO U HEMELKOrO S3bIKOB Ha PYCCKWUIA A3bIK BbINONHEH NEPEBOAUNKOM

UncTskosoin BukTopueli AMUTpreBHON.
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Poccuiickaa d®egepauus. Ffopog Mocksa.

[BafuaTb cegbMOro CeHTAGPA ABe ThiCAYN AeBATHAALATOrO roga.

A, bBaxTapgze dnbMupa KOpbeBHa, HOTapuyc r. MockBbl, CBUAETENLCTBYIO MOA/IMHHOCTb
noagnnucn nepesoynkKa Ymncrtakosoint Buktopun AMUTpUEBHbI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NoAnHMcaBLLEro AOKYMEHT yCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2019-
B3bickaHO Mo Tapudy 100 py6.

AHWe ycnyr npaBoBOro N TEXHNYECKOro xapakrepa: --

3.10. BaxTaaze

Yy

Yy
y

.pOBaHO, NPOHYMepOBaHO
.Onevatbho......Q~"....n\Acryj"

)

lMpowunTo B KONMYecTBe Y  NIUCTOB

«3M » roga
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