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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 full accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens upekropa no HopmaTneHbIM Bonpocam OTaena Esponbl,
BanxHero Boctoka, Adpukn 1 MaknctaHa 3660T1T M'mox n Ko. KIM (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALMM Y0CTOBEPSAIO, YTO NpuiaraemMble
[OKYMEHTbI B HYWXKENPUBEAEHHOM 06beMe CTpaHuL, ABNAKOTCA IKCMyaTalMOHHOW AOKYMeHTaLe.
3TN JOKYMEHTbI MOSHOCTHIO COOTBETCTBYHOT aKTyaslbHOM LOKYMEHTaLUMM NPOU3BOAUTENS.

3KcnnyaTauMoHHasa JOKyMeHTaums 4Na MeguumHeKoro ngenus (Operational documentation
for medical device):

KoHTponbHble MaTepuanbl 418 NOATBEPXKAEHMNA BOCNPOU3BOAUMOCTM M NPaBU/IbHOCTU OLHOBPEMEHHOIO
KayeCTBEHHOrO  OMpefesieHUss aHTureHa wn  aHmTen K BWY tuma 1 wwam  Tuna 2
UMMYHOXEMU/TIOMUHECLLEHTHBIM ~ METOAOM B CbIBOPOTKE WM  NasMe KpOBM  YesioBeKa Ha
UMMYHOXMMUYECKMX aHanusatopax Alinity i "BUY Ar/AT Kom6o KoHTponbHble matepuanbl (Almity i
HIV Ag/Ab Combo Controls)™

Mo TekCTy 3KCnnyaTaLMOHHbIX AOKYMEHTOB BCTPEYAtOTCH BapWaHTbl HAMMEHOBAHWIA MeLULMHCKUX WU3LENniA,
npuBefeHHble B Tabnuue HWKe, KOTOpble ABAAIOTCA CNpaBefnvBbIMM U paBHO3HaYHbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HavmeHoBaHMe  HammeHOBaHME MeAMLMHCKOTO 13A€eNns Ha PYCCKOM Si3bIKe CokpaLleHHoe

Ha aHrINACKOM HaMMmeHoBaHMe(No
A3bIKe TeKCTY AOKYMEHTa)

Alinity i HIV Habop peareHTOB And OAHOBPEMEHHOrO KauvecTBeHHoro BWY  Ar/AT  Kom6o

Ag/Ab  Combo
Reagent Kit

onpefeneHus aHTureHa wn aHtuten K BUY tuna 1 wvnn
TMNa 2 WMMYHOXEMW/HOMUHECLEHTHbIM  METOLOM B
CbIBOPOTKE ~ WAM  NNa3Me  KPOBM  YefoBeKa  Ha
UMMYHOXMMUYECKMX aHanmsaTopax Alinity i "BAY Ar/AT
Kombo PeareHTbl (Alinity i HIV Ag/Ab Combo Reagent
Kit)"

PeareHtbl (Alinity i HIV
Ag/Ab Combo Reagent
Kit)

Alinity i HIV Kanmbpatop ans obecneyeHus npasunbHoctT  BUY  Ar/AT  Komb6o
Ag/Ab  Combo 0AHOBpPEMEHHOrO KaueCTBEHHOrO onpegeneHus aHtureHa u  Kanu6patop (Alinity i
Calibrator aHtuTen Kk BWY  Ttwuma 1 w/wm Tuna 2 HIV  Ag/Ab  Combo
MMMYHOXEMWIIOMUHECLLEHTHBIM  METOAOM B CbiBOPOTKe  Calibrator)
WM nnasMe KpoBWM YenoBeka Ha WMMYHOXUMUYECKUX
aHanm3aTtopax Alinity i "BUY Ar/AT Kom6o Kannbpatop
(Alinity i HIV Ag/Ab Combo Calibrator)"
Alinity i HIV  KoHTponbHble marepuanbl ans nogreepxaeHus BUY  Ar/AT  Kom6o
Ag/Ab  Combo BOCMPOM3BOAMMOCTM W MNPaBWILHOCTU OAHOBPEMEHHOrO  KOHTPO/bHbIE
Controls KaueCTBEHHOr 0 ornpefefnieHns aHTureHa n aHtuten K BUY  martepuansl  (Alinity i
™na 1 wvan Tuna 2 UMMYHOXeMWUIOMUHECLeHTHbIM  HIV  Ag/Ab  Combo
METOLOM B CbIBOPOTKE WAW Na3Me Kposu 4YesoBeka Ha Controls)
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UMMYHOXMMUYeCcKnX aHanmsatopax Alinity i "BWY Ar/AT
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inity i
/ Ag/Ab Combo Controls

ated August 2016.

IAME

tiinity i HIV Ag/Ab Combo Controls (also referred to as HIV Ag/Ab
Cirls)

INTENDED USE

The Alinity i HIV Ag/Ab Combo Controls are for the estimation

of test precision and the detection of systematic analytical
deviations of the Alinity i analyzer when used for the simultaneous
qualitative detection of HIV p24 antigen and antibodies to human
immunodeficiency virus type 1 and/or type 2 (HIV-1/HIV-2) in human
serum or plasma.

For additional information, refer to the Alinity i HIV Ag/Ab Combo
reagent package insert and the Alinity ci-series Operations Manual.

CONTENTS

|coumm01.I-1, jcow TWOL, and lcowtroll A are prepared in
recalcified human plasma. The Positive Control 1 (inactivated) is
reactive for anti-HIV-1. The Positive Control 2 (inactivated) is reactive
for anti-HIV-2. The |"»WTROL|*|a]| is purified HIV viral lysate prepared
in TRIS buffered saline with protein (bovine) stabilizer.

Preservatives for Negative Control, Positive Control 1, and Positive
Control 2: sodium azide and antimicrobial agent. Preservative for
Positive Control 3: sodium azide.

The controls are at the following S/CO ranges:

iIRANM
Control Quantity Color (S/ICO)
OXKRA.= 1 1X8.0 mL Natural 0.00 - 0.50
ICOKTRCL +11 1X8.0 mL Blue» 1.20 - 11.50
ICORTRCL +ISi 1X8.0 mL Yellows» 1.52- 8.30
Icontroll+ls) 1X8.0 mL Purple” 1.87 - 4.59

" Dye: Acid Blue No. 9

Dye: Acid Yellow No. 23
® Dye: Acid Blue No. 9 and Red D&C No. 33
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
can be expected include:
Control lot .
Instrument

¢ Calibration .
« Calibrator lot .

PRECAUTIONS

Reagent lot

¢ For In Vitro Diagnostic Use
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Safety Precautions

A sCAUTION: 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. It is recommended that these reagents 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 HBsAg, anti-HIV-1/HIV-2, anti-HCV and HIV-1 RNA
or HV-1 Ag.

The human-sourced material used in the Positive Control 1 is
reactive for anti-HIV-1. The human-sourced material is also tested
for HIV-1 by either HIV-1 Ag and is nonreactive, or by HV-1 RNA
and may be reactive. The human-sourced material is nonreactive
for anti-HIV-2, HBsAg and anti-HCV.

The human-sourced material used in the Positive Control 2 is
reactive for anti-HIV-2. The human-sourced material is also
tested for HIV-1 by either HIV-1 Ag or by HIV-1 RNA and is
nonreactive. The human-sourced material is nonreactive for
anti-HIV-1, HBsAg, and anti-HCV.

The Positive Control 3 is purified HIV-1 viral lysate.

The following warnings and precautions apply to:

ICONTROLI-. IcONTROLI+Hl. IcoMTROLKIal. and ICONTRO LkISI

Contains sodium azide.

EUH032 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.

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 Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C Until expiration
date
Opened 2to 8C Until expiration  Store tightly capped,
date Return to refrigerated

storage after use.

P I Abbott



INSTRUMENT PROCEDURE

» To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 10 drops of the
Negative Control, 10 drops of the Positive Control 1, 10 drops of
the Positive Control 2, and 10 drops of the Positive Control 3 into
each sample cup In the assigned position.

» For instructions on ordering and loading controls on the
instrument, refer to the Alinily 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 cl-serles
Operations Manual criteria.

BIBLIOGRAPHY

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.

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

Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory KVbrkers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Note for number formatting:

* A space is used as thousands separator (example: 10 000
speolmens).

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

Key to Symbols

A Caution
(R

y Manufacturer

/ Temperature limitation

Consult Instructions for use

2 Use by/Expiration date

Control Number

ICOIfTAINS AZIDE1 Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

ToimolL *1

Toirraol 1+11 1

Negative Control

Positive Control 1

ICOKTROLI"ZI Positive Control 2
DOTTUCLI+13L Positive Control 3
In Vitro Diagnostic Medical
Device
Lot Number
1PRODUCT CPOERVIAHV 1 Product of Germany
|RANOE| Range
List Number
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Alinity Is a trademark of Abbott Laboratories in various jurisdic.H"'"
All other trademarks are property of their respective owners.

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

Customer Service: Contact your local representative
or find country-specific contact Information on
www.abbottdiagnostics.com
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A e Instruction for Use Alinity i HIV Ag/Ab Combo Controls for Russia
0odPPING AND STORAGE CONDITIONS

“commended shipping conditions for devices are 2-8°C. Medical devices must be stored in
frigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
Pernio containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

'Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
Itemperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

Alinity i HIV Ag/Ab Combo Controls - 10 months from date of manufacturing.

Device should not be used if stored with deviations from manufacturer’s requirements (GOST R 51088-2013).
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
O 98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 2002/364/EC, 2009/886/EC, Regulation (EC) 1069/2009,
Regulation (EC) 142/2011, CLASS 2013, GHS, WHSR Part 7.1, EN ISO 9001, ISO 13485, EN ISO 14971, EN

13641, EN 13612, EN ISO 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, EN ISO 15193, EN ISO 15194

POTENTIAL USER

The Alinity i HIV Ag/Ab Combo Controls is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the Alinity i analyzer.

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

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



Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

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

INDICATIONS AND CONTRAINDICATIONS FOR USE

Not applicable.

TECHNICAL CHARACTERISTICS

Negative Control 1. pH-value at 20 “C: 7.3
Density at 20 °C; 1.025 g/cm3
Positive Control 1: pH-value at 20 "C: 7.3
Density at 20 °C: 1.025 g/cm3
Positive Control 2: pH-value at 20 ®C 7.3
Density at 20 ®C, 1.025 g/cm3
Positive Control 3: pH-value at 20 ®C. 7.2
Density at 20 °C; 1.007 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

COLOR AND ODOR

Negative Control 1. Yellow and odorless

Positive Control 1: Blue and odorless

Positive Control 2: Yellow and odorless
Positive Control 2; Purple and odorless
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INnity i

U Ar/AT Kom60 KOHTpOJIbHbIE MaTepuansbl
¥ Jinity i HIV Ag/Ab Combo Controls)

AKumsa: aBryct 2016 r.

AVMEHOBAHMWE (CokpalleHHoe)
Y Ar/AT Kom60 KOHTpOsbHble MaTepuasbl
/Minity i HIV Ag/Ab Combo Controls)
(Tawke BCcTpeyaeTca no TekcTy: HIV Ag/Ab Citrls)

HA3HAYEHWE

B/M Ar/AT toM60 KoHTponbHble matepuans! (Allnity i HIV Ag/Ab Combo
Controls) npefHa3Ha4eHbl A9 OLEHKN BOCMPOU3BOAUMOCTU TecTa

1 BbISIB/IEHVSI CUCTEMATNYECKUX aHA/IMTUYECKNX OTKTOHEeHUI

B pabounx xapaktepuctukax aHanusatopa Allnity | npu
O[JHOBPEMEHHOM KayeCTBEHHOM onpegeneHnn antureHa HIV p24 n
aHTUTeN K BUpPYCY MMMyHogedmumTa yenoseka tuna 1 n/wnn 2 (HIV-
1/HIV-2) B CbIBOPOTKE WM Nna3Me KPOBW YesioBeKa.
[onofHNTENbHYI0 MHKPOPMALIMIO CM. B UHCTPYKLMUW MO MPUMEHEHNIO
K BUY Ar/AT Kombo Pearentam (Allnity i HIV Ag/Ab Combo Reagent
Kit) n PykoBoacTtse no akcnnayatauumm Allnity ci-series.

COAEPXWMMOE

IcowmoLI”. |coMTWOL[*il m lcom noLI* nogrotoBneHs! B
pekasbLMHMPOBaHHON NnasMe KpPoBW YesioBeka. MonoXnTeNbHbINA
KOHTPO/b 1 (MHaKTWBUPOBAaHHBI) peakTBeH Ha aHTU-MIV-I.
MonoXuUTeNbHbIA KOHTPOb 2 (MHAKTUBMPOBAHHbIN) peakTuBeH

Ha aHTH-HIV-2. icONTHOtKIal siBnseTca o4 eHHbIM BUPYCHbIM
nusatom HIV, nogrotoBneHHbIM B TRIS-6ycepHom crsnonormyeckom
pactBope C NpoTENHOBbLIM (6blYbMM) CTabUIM3aTOPOM.
KoHcepBaHTbI A1 OTpULIATENIbHOTO KOHTPOSA, MOMOXNTENbHOTO
KOHTPONA 1 1 NOMOXUTENBHOTO KOHTPONA 2: asug HaTpus v
NPOTMBOMUKPOGHBI npenapar. KoHCepBaHT f/1 NOMOXUTENIbHOTO
KOHTpONs 3: a3nj, HaTpus.

KoHTponn nmetoT cnegyowime ananasoHsl S/CO:

lranoel
KoHTposib KonnuyectBo Liset (S/CO)
COMmALL: 1 1X8.0 mL HatypanbHblii 0.00 - 0.50
ICOHTMLL 11 1 X80 mL Tony6oi® 1.20 - 11.50
TONTROLIHal 1X8.0mL XKenmbir™ 152 - 8.30
IcoK TiioLklel 1X8.0 mL TTyprypHLIA® 1.87- 4.59

® KpacuTenb: KACNoTHbIA rony6oit Ne 9
Kpacutenb: KucnoTtHblii xenTbiii N® 23
°  Kpacutenb: KnucnotHblit rony6oii Ns 9 n kpacHblit D&C Ne 33

NPUMEYAHUE: AunanasoHbl, ykasaHHble B UHCTPYKLWU NO
NPUMEHEHNIO, He chneundWYHbl Mo CepusiM 1 NpeacTaBsioT
co60ii 06LMe AnanasoHbl 3HAYEHUIA, TeHepupyeMbIX B TeueHne
cpoka rogHoCTM npoaykTa. Kaxpaoi nabopatopuu pekomeHayeTcs
ycTaHaB/MBaTb CBOWM COGCTBEHHbIE CPeAHME 3HAaYeHUsl U
[nanasoHbl MpUeMIeMbIX 3HAUYEHWI, KOTOpble AOKHbI GbiTb B
pamkax guanasoHOB, yKa3aHHbIX B MHCTPYKLMM MO MPUMEHEHMIO.
McTouHMKamMn oxuaaemoii BaprabenbHOCTN MOTyT 6biTb:

Kann6poska Cepuisi KOHTpONs Cepus peareHTa
Cepus AHnanmzatop
Kkanubpartopa
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MEPbI MPEAOCTOPOXHOCTW

e ®
e [ins anarHoctuku In Vitro

Mepbl NPefocTOPOXHOCTU

A y- BHUMAHWE: [laHHb1ii NPOAYKT COAEPXNT MOJyYeHHble
OT YesioBeka W/Wn noTeHunanbHO MHAEKLMOHHbIE KOMMNOHEHTbI.
CmoTpute pasgen COLEPXXUMOE faHHOW MHCTPYKUMKM MO
NPUMEHEHMIO. HY OAMH 13 N3BECTHbLIX METOA0B TECTUPOBaHUA
He MOXET rapaHTMpoBaTh, YTO Marepuasibl, NoslyyeHHbIe oT
yenioBeka, Wi MHaKTUBMPOBaHHbIE MUKPOOPraHW3Mbl He
nepeHocsT nHdekuuo. MoaTomy BCce matepuasibl, NoyYeHHble
OT YesioBeka, crefyeT cUMTaTh NOTEHLUMABHO UHEKLMOHHBIMA.
PekomeHgyeTca obpaljatbca ¢ peareHTaMmu 1 obpasuamu,
nosly4eHHbIMY OT Ye/loBeka, B COOTBETCTBMM CO CTaHAapTOM Mo
06palleHNto C reMOKOHTaKTHbIMW naTtoreHamu, paspaboTaHHbIM
Ynpasnexnem CLUA no oxpaHe Tpya v NPOMbILLIEHHO
rmrimeHe (OSHA). Mpy paboTe ¢ MaTepuanamu, cogepxatiymm
VN NPefnonoXnTeslbHO cofepXalMn NHDEKLMOHHbIE areHTbl,
cnepyeT cobnogatb npasuia 6uonornyeckoin 6esonacHocTy,
YPOBEHb 2, UK Apyrue COOTBETCTBYIOLME Npasuia
6nonornyeckoii 6esonacHocTn.’"™
MaTepuan, nosyyYeHHbIid OT YenoBeka, UCMosb30BaHHbI B
oTpuLaTesIbHOM KOHTPOJ/le, He peakTuBeH Ha HBSAQ, aHTu-HIV-I/
HIV-2, aHTn-HCV 1 HIV-1 RNA vmn HIV-1 A,
MaTepuan, NosyYeHHbI OT YesioBeka, UCMosb30BaHHbIN
B NOJIOXUTENIbHOM KOHTpone 1, peakTuBeH Ha aHTu-HIV-I.
MaTepuau, NosyyYeHHbI OT YesloBeka, Takke UCCnefoBaH Ha
HIV-1, He peakTnBeH Ha HIV-1 Af 1 MOXET ObITb peakTUBHbIM Ha
HIV-1 RNA. MaTepuan, nosyyeHHblii OT YenioBeka, He peakTVBeH
Ha aHTH-HIV-2, HBsAg v aHTn-HCV.
MaTepuasn, nofyyeHHbIA OT YesioBeka, UCMob30BaHHbIN
B NOJIOXUTENNLHOM KOHTPOsIE 2, peakTnseH Ha aHTH-HIV-2.
Martepuan, nonyyYeHHbIn OT YenoBeka, Takke UccnefoBaH Ha
HIV-1, He peakTnBeH Ha HIV-1 Ag nnn HIV-1 RNA. Marepuan,
nosly4YeHHbI OT YenoBeka, He peakTMBeH Ha aHTu-HIV-I, HBsAg
n aHTn-HCV.
MonoxuTenbHblli KOHTPOb 3 ABNAETCS OUULLEHHBIM BUPYCHBLIM
nmzatom HV.
Cnepytowme npeaynpexaeHst 1 mepbl NPefoCTOPOXHOCTN
otHocsTest K: ICONTROLI-L. ICONTIIOLIi-lIl. ICONTROLI+12L n
ICONTROLKISI
CopaepxuT a3uf, HaTpus.
EUH032 Mpn KOHTaKTe c KucnotTamm obpasyerca
BbICOKOTOKCUUHbIN ra3.
P501 YTunusupyiite cofepXxumMoe/KoHTelHep B
COOTBETCTBUM C CaHUTapHbIMK HOpMamun Pd
(CaHlnuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30MacHOCTW JOCTYMHbI Ha caiite
www.abbottdiagnostics.com wnu y MecTHoro npeacraBuTens.
Moapo6Hyo MHDOpMaLMI0 0 HEOBXOANMBIX Mepax
nNpeAoCTOPOXHOCTM NpU paboTe C aHasM3aTopom CM. B
PykoBoacTBe no akcnnyatauuu Alinity ci-series. Pasgen 8.
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NOAroTOBKA K UCITOML3OBAHUIO

*  Jansnit NPOQYKT NOCTARNRETON B XNAKUM BHAE, roToS K
WCAIQNLIOBAHNIO.

*  Darendil DPOGYKT MOKET NOTHINLI0BATLEA HEMOCPELCTIOHND
NIOGNS NIBNBUSHIA K MECTA XPAKAHIA ¢ TeMnepaTypad 2 - 8°C.

+  Tlapen Kangem NCNONLITEAHWEM NOPEMOLWBAINTS, AKIYPATHO
NepaRCpaYMEan ¢makoHnl (5 - 10 paa).

XPAHEHUE

*  He HCNONL3YRATE NOCNS ONOHUAHMA CPOXE TOIHOCT.

APaHeHER BPORANR XPEHOHISN XPEHSHEN

Hescxpurwd 2 - 8°C 10 oxoH-aHIA

GriaxoH CPOKA rOHOCTY

Boxpomeali 2-8'C fo okoHuaHMA  XpaHWTb 80

PnaKoH CPOKA IOHOCTH  NAKOHAX,
NNOTHD JBKPLITI
KPAMLKBMM,
MosecTyms &
XONOATLHUE NOCHe
WCTIONLI0BAHMS.

NPOLELNYPA PABOTBI HA AHANTUIATOPE

¢ [1nn NO/MAIBHUA DEKOMEHIYSMONO 06DEMA KOHTPONGIA ABQXNTS
GRAKOH BEPTHKANLHO K A06ANLTE 10 KaNenb OTPHLLETERLHOTD
KONTRORA, 10 KATISML NONGRUTANLHOM KOHTPOMA 1,
10 xanefns NONDKNTENBHONS KOHTPOMA 2 ¥ 10 Kanane
NONIKITENGHOTD KOHTRONA 3 B KIUKGYIO waweyxy ana obpaslia &
COOTBOTCTBYIOW|SA NOMALAM.

*  HOPMELINO O JBKAIS W SATPYIXS KOHTPONOI B CHCTOMY CM. B
Pyxosoncree no axcnnyatauuu Alinkty ci-series, Paagan 6.

NOKASATENW HECTABMNLHOCTHU NN NOPUN
Moxa3ave/mwm HECTREWITLHOCTH WAW OPNH CIYXMT OCAROK,
BHONMEIS CNRAOK NPOTEUKK, SAMYTHEHHOCTD WN HECOGTBETCTRNG
KGHTPONSA KDVTODAM, YKASAHHLIM 8 MHCTRYKLIHA NO NPHMMONEHVIC
Wi PyxoBORCTEe NO axcniyatalwi Alinity ci-series.
BUEMOIPADIAA
1. US Dspanment of Labor, Occupational Safety and Heah
Adminiswation, 20 CFR Part 1910.1030, Bloodbome pathogens.
US Dspariment of Haalth and Human Secvicas. Blosafely in
Aficroblological and Biomedical Laboratories. S5th ed. Washingion, DC:
US Govermnment Printing Office; Decomber 2008,
3. World Heakth Ocganization. Laborsiory Biosafaty Manual. 3rd od.
Geneva: World Heakh Organization; 2004.
4, Clinical and Laboratory Standards (ngtilute {CLSH). Profection
of Laborstory Workers From Cocupationally Acquired infections;
PA: CLSK; 2014,

2

(Popwar vncean:

* B xavscTse paifeniTans TECTY WeNomaIyeTon npoben
{npmasp: 10 000 ofpa3ios).

* B xayscTes paineniTem QECHTWHHNX 3HAKOB WCTIONL3YBTCS
Touka (npiwesp: 3.12%).
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CM. WHCTDYXLIWO NO NDAMSHOHNO

Warorosurens

TOMNOPATYPHLIA AHANAI0H

WcrnonsaosaTs 0o/Cpok ropHocTw

KoHTponsHui Homep W
Conepxut azug warpim, Mpn e
KOHTAKTE © KMOAITRMN 0BPAZYSTOR 1M
BHICOKOTOKCYIHLIA A3,
OTPMUATANLHBN KOHTPONL c RM
(lonGRUTENSHBIA KOHTPOR 1 M
NonowuTencHbi KOHTPANb 2 meﬂ
TTONONKTENLHDIA KOHTPOAD I BW“ A
MEMUMHOKOS V3NRIMS W"M
AR auarkocTIRK i Vitro v\spP“v‘
Homep capiy mo“w
NpogyxT fepmanim
Hwanazon ﬂ
KATANOmHbA HoMep
Alinlty #EnmeTca TOProBol MapKOH xomnanuw Abbott Laboratories & ¢
PARIBMHBIX IOPUCAMKLIVAX. BCe NPYTHe TOPTOBLIE MAPI SRMNAITCA W

COBCTRENNOCTRO COUTEETCTEVIOUIUX IADENLLSS.

Abbott GmbH & Co. KG
Max-Planck-Ring 2
B5205 Wiesbeden

ce

Cepomoran noanepkns: OSpaumiTecs K CB00MY MOTTHOMY
NPSACTARNTANG NN CAOTRNTE KOHTAKTHYIO NQOPMELENG ANA
sameil CTpais He calite www.abbottdiagnostics.com
Pegaxumna: asryot 2018 r.

©2016 Abbott Laboratories

ARTOPRIOEAHIAN NPOACTABUTAAL HITOTOSNTENA HE TAPPNTORNN
Poccum n Apyras cTpad CHIM:

OBIECTEO € OTPAHMMSHHON OTBETOTAHHOCTLIO “3660TT
NabopaTopua”, 125171, Poccusn, r. Mocxsa,

Nermwrpancxkoe wWocce, 18A, cyposHus 1,

Tan: +7 (#495) 258 42 60; dmxc: +7 (4958) 258 42 &
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CTpyKuMmn no npumeHeHunto BNY Ar/AT Komb6o KoHTponbHble MaTepuansl (Alinity i HIV Ag/Ab Combo Controls)
Poccumn

0BMA TPAHCMOPTUPOBKI 1 XPAHEHINA
[enve pekoMeHAyeTcs TPaHCMoOpTMPOBAaTb U XpaHUTb Mpu TemnepaTtype 2-8RC. MeaMUMHCKME M3AENNUs [OKHBbI
aHWTCS B XOJIOAU/BHBIX Kamepax Wau B XONOAU/bHUKAX, O6ecneuynBatolyx perfaMeHTUpPoBaHHbI TemnepaTypHblii
DKUM C eXeJHeBHOIM perucTpaumeii Temneparypsl,
paHcnopTVBKa [O/MXKHA OCYLIeCTBAATLCS B TEPMOKOHTEiHEepax OAHOPa30BOr0  MO/b30BAHMS,  COAEPXKalLMX
NajoanemMeHTbl, WM B TEPMOKOHTEMiHEpaX MHOTOKPAaTHOrO MPYMEHEHUS C aBTOMATUYeCKn MoAAepXK1Baemoit
'eMnepaTypoit unu B aBTopedpikepaTopax ¢ UCNoib30BaHNEM TEPMOUHANKATOPOB.
M3penvie ocTaeTcst CTabu/bHbIM 10 OKOHYaHKS CPOKa rOAHOCTY, YKa3aHHOro Ha ynakoBKe.
/Mpy  TpaHCNoOpTMPOBAHWM C HapyWEeHWeM TeMnepaTypHoro pexuma usfenve He MNOANeXUT NPUMEHEHMHo.
TpaHCNopTMPOBKa OCYLLECTB/AETCS BCEMU BUAAMM TPAHCNOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBUU C
npasmaamy NeEPeBO3KM Py30B, AENCTBYOLMMY HA KaXX40M BUAE TpaHcnopTa

rapaHTuiiHble o6a3aTenbcTBA

Npon3BOANTE b FapaHTUpYeT, YTO NpU NPaBWILHOM XpaHeHWM W 0b6palleHun u3genMe ocTaeTcs CTabufbHbIM [0
MCTEYEeHUs cpoKa rogHOCTU. MakcMMasibHbI CPOK FOAHOCTU:

BWY Ar/AT Kom6o KoHTponbHble matepuans! (Alinity i HIV Ag/Ab Combo Controls) - He 6onee 10 mecsiueB ¢ gathbl
Npou3BOACTBA;

M3nenune, xpaHuBLLEECSA C HApYLUEHWeM pernameHTUPOBaHHOIO NPOU3BOANUTENEM PEXUMA, MPUMEHEHUNIO HE NOANEXNT (B
cooTtBeTcTBUKM ¢ TOCT P 51088-2013).

TEXHWYECKOE OBCNY>XNBAHWE
He TpebyeTcs.

TEKYLNW PEMOHT
He TpebyeTcs.

OAHHBIE ANA YTUAN3AUMWN N YHUUTOXEHNA MEAVLIMHCKOIO U3AENNA

MeguunHckoe usgenvie yTuansmpyoT Y YHAUYTOXaOT B COOTBETCTBUM C NpasuiaMy 06paLleHns ¢ MeguumHCKUMm
oTxodamu, pernameHTupyrowmmmca CanluH 2.1,7,2790-10 ot 12.12.2010 «CaHuTapHO-anmaeMmnonornyeckme
TpeboBaHua K 0bpaLleHnio C MegULNHCKUMU OTXO4amu».

Heo6xoanMo criefjoBaTh HaUMOHa/IbHBIM CTaHAAPTaM Npy nepegade v yTuansauum U3genus, ero KOMIOHEHTOB 1
yNaKoBKU.

MNEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEAULINHCKOE U3AE/TME

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 2002/364/EC, 2009/886/EC, Regulation (EC)
1069/2009, Regulation (EC) 142/2011, CLASS 2013, GHS, WHSR Part 7,1, EN 1SO 9001, ISO 13485, EN ISO
14971, EN 13641, EN 13612, EN ISO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN
ISO 23640*, EN 1SO 20776-1, EN 13975, EN ISO 17511, EN ISO 15193, EN ISO 15194

MOTEHUWNA/LHBIA MOTPEEUTENb

MeaunumnHckoe msgenne BUY Ar/AT Komb6o KoHTponbHble matepuanbl (Alinity | HIV Ag/Ab Combo Controls)
npefHasHayeHo A1  WCMOMb30BaHUS B Pas3/IMYHbIX  KIVHMKO-abopaTopHbIX  YC/IOBWAX, Bk/IYas, 6e3
orpaHnyeHnsl, 60/bHULbBI, AMarHOCTUYECKME LIeHTPbl, peddepeHTHbIE nabopaTopum U YYpexXaeHus nepennsaHus
KpOBMW MO BCEMY MVpy, MEPCOHas KOTOpbIX NpoLlen obyyeHne no 1Cnosb30BaHMi0 aHannsartopa Alinity I

NH®OPMALMA O HATMYA B MEOVUMHCKOM U3OENNW NEKAPCTBEHHOIO CPEACTBA
He copepxunt

CTEPWNIbHOCTb
MocTaBnsieTca B HeCTepubHOM Buae. CTepuiusaums nepej npUMeHeHneM He TpebyeTcs.

NH®OPMALMA O BO3SMOXXHOCTW NMOBTOPHOIO NMPUMEHEHNA
He noa/iexuT NOBTOPHOMY MPUMEHEHWIO.

MATEPUA/bI XXNBOTHOIO NPONCXOXXAEHNA
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Marepvasibl XMBOTHOTO MPOUCXOXAEHMA MPOBEPEHbl M PUCKM NpumeHeHus MW  ykasadbl B [lacnopt
6e3onacHocTu- MacnopTa 6e30nNacHOCT MOXHO HailTu Ha calitTe www.abbottdiagnostics.com nnn obpatutech 1C
MECTHOMY NpeACTaBuUTesio.

MOKA3AHNA M MPOTUBOMOKA3AHNA K MPUMEHEHUIO Abbott
He npumeHumo.
Abbott GmbH & Co..
TEXHUYECKUE XAPAKTEPUCTUKN Max-Planck-Ring 2
OTpuuaTenbHblii kKoHTponb 1 (Alinity i HIV Ag/Ab Combo Negative Control 1): 65205 Wiesbaden
3HayeHwne pH npu 20 “C: 7.3
MnotHocTb npu 20 °C: 1.025 r/cT3

MonoxuTenbHblli KOHTPosb 1 (Alinity i HIV Ag/Ab Combo Positive Control 1):
3HayeHwne pH npu 20 °C; 7,3
MnotHocTb npn 20 °C: 1.025 r/cT3

MonoxuTenbHblii kOHTPosb 2 (Alinity i HIV Ag/Ab Combo Positive Control 2):
3HaueHune pH npn 20 °C: 7,3
MnoTtHocTb npn 20 X : 1.025 r/cT3

MonoxutenbHbin KOHTPob 3 (Alinity i HIV Ag/Ab Combo Positive Control 3):
3HayeHve pH npn 20 “C: 7,2 I
MnoTtHocTb npu 20 °C: 1.007 r/cT3

CBELEHMA OB W3BECTHbIX OMPAHUYEHWAX MO COBMECTHOMY MPUMEHEHWIO MELULMHCKUX W3LENNA MO
HA3HAYEHWIO

OTcyTCTBYIOT.

LBET W 3ATIAX

OTpuuartensHblit koHTponb 1 (Alinity i HIV Ag/Ab Combo Negative Control 1); XXenTbiii 1 6e3 3anaxa
MonoxutenbHbli koHTPoAb 1 (Alinity i HIV Ag/Ab Combo Positive Control 1): CuHuid 1 6e3 3anaxa
MonoxutenbHblii KOHTPOb 2 (Alinity i HIV Ag/Ab Combo Positive Control 2): )XenTblli 1 6e3 3anaxa
MonoxutenbHblii KOHTPOb 3 (Alinity i HIV Ag/Ab Combo Positive Control 3): ®noneTtosblin 1 6e3 3anaxa

OtfentUdie aegiaubigung

Es wird offantii ,bagiaubicjt*"qass.* ~ »

dte vor e linterscfirift/en vor |
dem unterzeicdoetefi Ortsgerichtsvorst*her ei

Tgb.rvr.
Geb. QebO

(/N_€ b«?Ahlt
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2660TT F'M6X & Ko. KI Ten:+ 4961 22 58 0
Makc-MnaHr-PuHr 2, ®dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Moanuck: /noanucawo/ Jata:27 asrycTa 2019 r.

3amam KxaH (Zaman Khan)

3aMecTuTenNb AMpeKTopa

Mo HOPMaTMBHO-NPABOBOMY PEry/iMpoBaHUIO
PervioH EBBA v lNakuctaH

3660TT M'M6X & Ko. KI

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

65205 BucbageH-denbkeHxainm
MepmaHua

/MeyaTb: 3660TT
3660TT IM6X & Ko. KT
Makc-MnaHK-PuHr 2
65205 BucbapgeH/

KOpuauueckuii agpec; BucbageH

PaiioHHbIi cyn BucbageHa HRA 4888 YnpaBnstoLuii;

HecyLumii nepcoHasibHyH0 OTBETCTBEHHOCTb KOMMaHbOH: Kpuctnax IMpanoy (Kristian Grapow)
3660TT MeHeKMEHT MMEX "per Anb6epr (Greg Ahlberg)
FKOpuamnyeckuii agpec: BucbageH Mpencenatens HabnO4ATENBHOIO COBETA:
PaitoHHbI cyg BucbageHa HRA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

()lbullmanbHoe 3aCNUACTCABCTBOBAHUC

Hactoawum Of|)uymansit ypocToBepseTcs, 4TO r-H 3amam Xam
3660TT T'M6X & Ko. KI' Makc-Mnank-Puur 2. 65205 Bwucbanem,
COBCrBCHMOPYYHO NOCNABWUA BbIWECTOAWYIO MOMHUCL B NPUCYTCTBUM
nognucaslwetocs npefcefatens MeCTHOro cypa.

BucbageH, N .08.2019 r.

Ne B peecTpe 782719

1low.TMna B COOTBETCTBMM C 1logoxeHucm o cbopax B paTtmepc 6 eBpo
onnavyeHa

/nopgnucaHo/

Mpepcefatens MeCTHOO cyfa

MevyaTb: MecTHbIW cyg r. Bucbagen X | ® 2/

/nognucaHo/27asrycTta 2019 r.

3amaii KxaH (Zaman Khan)

TekCT B JOKYMeHTe «JKCnayaTauyWoHHAs JOKYMeHT auus» Ha aHTIMACKOM W PYCCKOM s3blKax
NMONHOCT b COBNajaeT.

MepeBOA C aAHINUIACKOrO M HEMELKOTO f3blKOB Ha PYCCKUMN $3blK BbINONHEH MNEPEBOAYMKOM
Ll aTHeBbIM Nnbeli AneKceeBuyem.
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Poccuiickaa ®epgepauns. Fopog MockBa.

[leBAaTOro ceHTAGpPA ABe ThiCAYN AeBATHaALATOrO roga.

A, BaxTaase Anbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENLCTBYHO MOA/IMHHOCTb
noanvicu nepesogynka LaTHeBa Vnbn AnekceeBuya.

Moannck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTL NOANUCABLLErO [OKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTtpe: No77/52-h/77-2019-
BsbickaH&a0 L1y 100 pyo6.

:MKa3aP”v,cvr NpaBoOBOro U TEXHUYECKOro Xapakrepa: -

3.10. baxTapgse

Bcero
n ckpen
Horap,
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