Abbott GmbH & Co. KG Tel. +496122580
Max-Planck-Ring 2 Fax +496122581244
65205 Wiesbaden

Postfach 1303,65011 Wiesbaden

Abbott

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), 3amecTtutens [upekTopa no HopMaTuBHbIM Bonpocam OTaena EBponsl,
BavxHero BocToka, Adpukn n MaknctaHa 3660TT Mmbx 1 Ko. KI™ (Associate Director Regulatory
Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToALMM yL0CTOBEPSALD, YTO NpuiaraemMble
[OKYMEHTbI B H/XKENPUBELEHHOM 00beMe CTpaHUL, SBAAKOTCA 3KCNyaTauMOHHON AOKYMEeHTaLMeEN.
3TN JOKYMEHTbI MOIHOCTLI COOTBETCTBYIOT aKTya/lbHON JOKYMEHTaLUMM NPOU3BOANTENS.

JKcnyaTauMoHHas JoKyMeHTauma ana meguumHcekoro nsgenuna (Operational documentation
for medical device):

Kanunbpatop gna obecrneyeHns nNpaBusibHOCTU O4HOBPEMEHHOIO KayeCTBEHHOrO OMpefie/IeHns aHTUreHa
n aHtuTen K BY Ttuna 1 w/mnn tvna 2 MMMYHOXEMUIIOMUHECUEHTHBIM METOLOM B CbIBOPOTKe WU
nfasme KpPOBM 4YenoBeKa Ha WMMMYHOXMMMYeCKMX aHanmszatopax Alinity i "BUY Ar/At Komb6o
Kanwnépatop (Alinity i HIV Ag/Ab Combo Calibrator)"

Mo TeKCTy 3KCNayaTauMOHHbIX [OKYMEHTOB BCTPEYAlOTCH BapvaHTbl HaUMEHOBAHWI MeULMHCKUX U3LENniA,
npuBefeHHble B Tab/nnLe HWXe, KOTOpble ABAAIOTCA ChpaBef/iMBbIMM M paBHO3HauHbIMK (Operational
documentation contains the following true and equivalent short names of medical devices listed in table):

HanmeHoBaHWe  HaumeHOBaHWME MEAWLMHCKOTO U3AENNS Ha PYCCKOM S3bIKE CoKpallieHHoe

Ha aHrIMACKOM HavMeHoBaHuMe(no
A3blKe TEKCTY JOKYMEHTA)

Alinity i HIV Ha6op peareHTOB fN1s O4HOBPEMEHHOTO KauyeCTBEHHOTO BUY  Ar/AT  Kom6o

Ag/Ab  Combo onpegeneHns aHTUreHa u aHtuten k BUY tuna 1 n/vam  Pearentsl (Alinity i HIV

Reagent Kit T™MNa 2 VMMYHOXEMWIIOMUHECLEHTHbIM  MeTofoM B Ag/Ab Combo Reagent

CbiIBOPOTKE WM M/asMe  KPOBM  yenoBeka Ha  Kit)
UMMYHOXMMUYECKUX aHanm3aTopax Alinity i "BAY Ar/AT
Kom6o PeareHTbl (Alinity i HIV Ag/Ab Combo Reagent

Kit)"
Alinity i HIV  Kanu6patop Ans obecneyeHus npasunbHOCTM  BUY  Ar/AT  Kom6o
Ag/Ab  Combo  ofHOBPEMEHHOTO Ka4yecTBEHHOTO OMpejernieHnst aHTUreHa U KanuGpatop (Alinity i
Calibrator aHTuten Kk BWY  Twuma 1 wwmm  Tuna 2 HIV  Ag/Ab  Combo

MMMYHOXEMUIIOMUHECLLEHTHLIM  METOOM B CbIBOPOTKE  Calibrator)
WA Nna3Me KpoBWM YenoBeKa Ha MMMYHOXMMUYECKUX
aHanm3aTopax Alinity i "BUY Ar/At Kom6o Kanmbpatop

(Alinity i HIV Ag/Ab Combo Calibrator)"

Alinity i HIV  KoHTponbHble — maTepuanbl  Ans NoaTBepXAeHUs BUY  Ar/AT  Kom6o
Ag/Ab  Combo  BocnpoM3BOAMMOCTM U MNPaBUMbHOCTU OfHOBPEMEHHOTO  KOHTPOMbHbIE
Controls KauecTBEHHOro onpejeneHuns aHTUreHa n aHTuten K BUY  marepuanst  (Alinity i

™na 1 wwwm Tuna 2 MMMYyHOXEMWIOMUHECLEHTHBIM  HIV  Ag/Ab  Combo
METOZOM B CbIBOPOTKE WM M/asMe KPOBM uenoBeKa Ha  Controls)
UMMYHOXMMUYeCKMX aHanmnsatopax Alinity i "BUAY Ar/AT
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Kombo KoHTponbHble MaTepuansl (Alinity i HIV Ag/Ab
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linity i
JVAg/Ab Combo Calibrator

Neated August 2016.

NAME

Alinity i HIV Ag/Ab Combo Calibrator (also referred to as
HIV Ag/Ab Cal)

INTENDED USE

The Alinity IHIV Ag/Ab Combo Calibrator is for the calibration

of the Alinity | 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-I/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

lkcalli Icontains purified HIV viral lysate prepared in IRIS buffered
saline with protein (bovine) stabilizer. Preservative: Sodium azide.
Quantity Color

1x3.0mL Red™

Calibrator
ICALII

* Dye: Red D&C No. 33

MATERIALS REQUIRED BUT NOT PROVIDED
e 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

To maintain a consistent HIV-1 p24 antigen sensitivity of <50 pg/mL,
the Alinity i HIV Ag/Ab Combo Calibrator has a HIV-1 p24 antigen
concentration referenced to the international standard Agence
frangalse de sdcuritd sanitaire des produits de sante (AFSSAPS)
panel.

PRECAUTIONS
e ®
e For In Vitro Diagnostic Use

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. 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./N
The calibrator is purified HIV-1 viral lysate.

The followino warninas and orecautlons aoolv to: kalHl

Contains sodium azide.
EUH032

P501 Dispose of contents / container in accordance with
local regulations.

Contact with acids liberates very toxic gas.

Safety Data Sheets are available at www.abbottdlagnostics.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.
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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 Storage Additional Storage
Temperature Time Instructions
Unopened 2to8'C Until expiration
date
Opened 210 8'C Until expiration Store tightly capped
date with new replacement
cap.

Return to refrigerated
storage after use.

The analyzer will track In-use Stability, which is the time the
calibrator is outside of refrigerated storage while on the analyzer.
The analyzer will not allow the use of the calibrator if the In-use
Stability has been exceeded. Maximum In-use Stability can be
found in the Assay Parameter Report. For additional information on
calibrator In-use Stability, refer to the Alinity ci-series Operations
Manual, Section 5.

For additional information on printing assay parameters, refer to the
Alinity ci-series Operations Manual. Section 5.

INSTRUMENT PROCEDURE

* Calibrator lots may be configured using the bar code label on
the calibrator carton.

« For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.

* For instructions on ordering and loading calibrators on the
Instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the
assay calibration. Ensure that assay control values are within the
ranges specified in the respective control package insert.

For information on ordering controls, refer to the Alinity ci-series

Operations Manual, Section 5.

Once a calibration Is accepted and stored, all subsequent samples

may be tested without further calibration unless:

* A reagent kit with a new lot number Is used.

« Daily quality control results are outside of statistically-based
quality control limits used to monitor and control system
performance, as described In the Quality Control Procedures
section of the associated reagent package insert.

« If statistically-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

P I Abbott



INDICATIONS OF INSTABILITY OR DETERIORATION \jse
Instability or deterioration should be suspected if there are

precipitates, visible signs of leakage, turbidity, if calibration does

not meet the appropriate package insert and/or Alinity ci-$erie$

Operations Manual criteria, or if controls do not meet the appropriate

criteria. f nemn

BIBLIOGRAPHY

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens. i\ces
US Department of Health and Human Services. Biosafety in dev
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 iMjrkers 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
specimens).

* A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%). \4

Key to Symbols

A Caution
|:a. Consult instructions for use

Manufacturer

X Temperature limitation

u

ICALIL] Calibrator 1

Use by/Expiration date

Control Number

ICOKTAINStAZIDE 1 Contains Sodium Azide. Contact

with acids liberates very toxic

gas.

In Vitro Diagnostic Medical

Device

Lot Number I P
1PRODUCT OP OERMANY1 Product of Germany

List Number

Serial Number

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 C :€
65205 Wiesbaden 0068
Germany

+49-6122-580

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

Created August 2016.
©2016 Abbott Laboratories

Abbott
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1 NDUM
ke Instruction for Use Alinity i HIV Ag/Ab Combo Calibrator for Russia
NIPPING AND STORAGE CONDITIONS

~commended shipping conditions for devices are r-BX, Medical devices must be stored in
efrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

jMedical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
/thermo 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
/ temperature 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 Calibrator - 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

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, 1SO 13485, EN 1SO 14971, EN
13641, EN 13612, EN 1SO 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 1SO 15193, EN ISO 15194

POTENTIAL USER

The Alinity i HIV Ag/Ab Combo Calibrator 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
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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 available'
at www.abbottdiagnostics.com or contact your local representative.

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable.
TECHNICAL CHARACTERISTICS

Calibrator 1; pH-value at 20 °C: 7.2

Density at 20 & 1.007 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOR AND ODOR

Red and odorless
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«inity 1
i4 Ar/AT Kom6o Kannépartop

/inity i HIV Ag/Ab Combo Calibrator)

nKums: aBryct 2016 r.

AMMEHOBAHMWE (CokpalleHHoe)
WM Ar/AT Kom6o Kannbpatop

Alinity i HIV Ag/Ab Combo Calibrator)

;Tawko BCTpeuaeTcs no TekcTy: HIV Ag/Ab Cal)

HA3HAYEHUWE

BWY Ar/AT Komb6o Kanub6patop (Alinity i HIV Ag/Ab Combo
Calibrator) npegHasHauvaeTcs 419 KanMbpoBku aHanmusaTopa Alinity

i Npn OQHOBPEMEHHOM Ka4YeCTBEHHOM ONpeAeneHnn aHtureHa HIV
P24 n aHTUTeN K BUpYCY MMMyHoAeduLmuTa YenoBeka tun 1 n/wam
TMn 2 (HIV-1/HIV-2) B CbIBOPOTKE WM Msia3mMe KPOBMW YesloBeKa.
[0NONHUTENbHYI0 MHGOPMALMIO CM. B UHCTPYKLMWU MO NPUMEHEHUIO
Kk B/Y Ar/AT Kom6o PearenTtam (Alinity 1 HIV Ag/Ab Combo Reagent
Kit) n PykoBogcTee no akcnayartauum Alinity ci-series.

COAEPXWNMOE

|OAL[i] coBePXMUT OUULLEHHBIA BUPYCHBbI nu3aT HIV,
NoAroToBieHHbI B TRIS-6ychepHoM thranonormueckom pactsope
C NpoTenHoBbIM (6bl4bMM) cTabunmnsaTtopom. KoHcepBaHT: a3ng
HaTpusi.

Konnuectso

1x 3.0 mL

Kanubpatop
iCALhI

LiseT
KpacHbIii™

N Kpacutenb: KpacHblii D&C Ne 33

HEOBXOAWMBIE, HO HE MNMPEAOCTABJ/IAEMbIE
MATEPWA/bI

e 04R1001 3ameHsieMble KpbIWKW 41 KambpaTopa/KoHTpons
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALMSA

[na obecneyeHns CTONKOW YyBCTBUTENbHOCTW K aHTUreHy HIV-1 p24
Ha ypoBHe <50 pg/mL KoHueHTpauus aHTureHa HIV-1 p24 B B/Y
Ar/AT Kom6o Kanubpatope (Alinity i HIV Ag/Ab Combo Calibrator)
COOTHECEHA C MeX/yHapoAHON naHenbio cTaHgapToB Agence
frangaise de Bécmnlé sanitaire des produits de 3alllé (AFSSAPS).

MEPbI MPEAOCTOPOXHOCTHU
¢ ®
e [na gnarHoctukn In Wro

Mepbl NpefocTOPO}KHOCTH

)K,BHI/IMAHVIE: [laHHbIA NPOAYKT COAEPXUT MOJTyYeHHble
OT Yenoseka W/uan NOTEHUMANbHO UH(EKLNOHHbIE KOMMOHEHTbI.
CmoTtpuTe pasgen COLEPXWMOE faHHOW MHCTPYKLUMUK MO
NpPYMEHEHNI0. HW 0fyH 13 13BECTHbIX METOA0B TECTUPOBAHUA
He MOXET rapaHTMpoBaTb, YTO MaTepuasbl, MOMyYeHHble OT
4enoBeKa, WM UHaKTVBUPOBAHHbIE MUKPOOPraHW3mbl He
nepeHocAT nHpekumio. MoaToMy Bce mMaTepuasbl, NOMyYeHHble
OT YesioBeka, creflyeT cunTaTb NOTEHUMNaTIbHO MHAEKLVOHHBIMU.
PekomeHayeTcst obpalwiatbca ¢ peareHTamy 1 obpasuamu,
Nony4YeHHbIMM OT YenoBeka, B COOTBETCTBUM cO CTaHAapTOM no
obpalleHno ¢ reMOKOHTaKTHbIMW naTtoreHamu, paspaboTaHHbIM
YnpasneHnuem CLUA no oxpaHe Tpyga W NPOMbILLIEHHOM
rurneHe (OSHA). Mpu pab6oTe ¢ maTepuanamu, cogepxaliyumm
W NPefnonoXnTeNIbHO COAePXaLLMMIU NH(EKLNOHHbIE areHTbl,
cnefyet cobnogatb npaswna 6ronornyeckoi 6esonacHocTy,
YPOBEHb 2, UK Apyrve COOTBETCTBYHOLLME MNpaBuia
6ronornyeckoin 6esonacHocTn.”™
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HIV Ag/Ab

@ 08P0701
G76242R01
S8PO7R

KannbpaTop SBNSETCA OYNLLEHHbIM BUPYCHbIM nn3atom HIV-1.
Cnefyoume npefynpexaeHns U Mepbl NpefoCTOPOXKHOCTH
oTHocsTes K iCALII
Coaepxut a3ug HaTpus.

EUHO032 Mpn KoHTakKTe ¢ KucnoTamu obpasyeTcs
BbICOKOTOKCUYHbINA ras.
P501 YTunusmpyiite cofepxumoe/KoHTeliHep B

COOTBETCTBUM C CaHUTAPHLIMU HOpMamu Pd
(CanlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nMacHOCTV AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nan y MecTHoro npefactaBuTens.
Moapo6Hyto MH(OopMaLMo 0 HEOBXOAUMBIX Mepax
npefoCTOPOXHOCTN MpU paboTe C aHa/sM3aTopoM CM. B
PykoBoacTee no akcnnyatauum Alinity ci-series. Pasgen 8.

NMoAroToBKA K NCTOJIb3OBAHUIO

* [laHHbIli NPOAYKT NOCTaBNAETCA B XWAKOM Bife, roTOB K
MCMONb30BaHUIO.

e [laHHblli MPOAYKT MOXET UCMONb30BaTbCA HEMOCPeACTBEHHO
nocne u3BnevyeHWs 13 MecTa XpaHeHusi ¢ TemnepaTypoii 2 « 8'C.

* [lepep KaXAblM 1CNOMb30BaHVEM NepemeLLnBaiiTe, akkypaTHO
nepesopaymsas nakoHsl (5 < 10 pas).

XPAHEHUE

* He ncnonb3yiiTe nocne OKOHYaHWS CPOKa rOAHOCTY.

JononHutensHole

TemnepaTypa MakcvManbHOe  UHCTPYKLUK Mo

XpaHeHus BPEMS XPaHEHUSI XpaHEHWI0
HeBCKpbITbIA 2 - 8C [0 okoHuaHusa
chnakoH CpoKa rogHocTu
BCKpbIThIi 2+6'C [0 okoHuaHusa XpaHuTb BO
thnakoH CpoKa rogHocTn nakoHax, NIoTHO

3aKPbITbIX HOBbIMU
3aMeHseMbIMU
KpbILWKamMun.
MomecTuTb B
X0N104nNbHUK nocne
ncnonb3oBaHUA.

CucTema oTCneXnBaeT cTabuIbHOCTb MPU UCMOMb30BaHNUN -
nepuog BpeMeHu, B TeUEHNe KOTOPOro KasmépaTop HaxoauTcst
BHE X0M0AW/bHMKA Ha 60pTy aHanu3atopa. CuctemMa He NO3BOANT
MNCMnonb30BaTb kannbparop, ecnn nepuog crabunbHoCTH

npy UCNONb30BaHUM UCTEK. CM. MakcuManbHOe 3HayeHue
CTabynbHOCTW MPU MCNOMb30BaHUM B OTYeTe "lMapameTpsbl
TecTos". [lONOMHNTENbHYIO MH(OPMaLMo 0 CTabUnbHOCTY Npu
MCMoNb3oBaHUK Kanmbépatopa cM. B PyKOBOACTBE MO aKCMyaTaumum
Alinity ci-series. Pa3gen 5.

[lononHMTENbHY MHGOPMaLMio O BbIBOAE NapaMeTpoB TECTOB

Ha meyaTtb cM. B PykoBoAcTBe Mo akcnayaTauum Alinity ci-series.
Pazgen 5.

Abbott



I'IPOLI,ELI,YPA PABOTbI HA AHAJT3ATOPE

MapameTpbl KOHUrypauum cepumn kannbpatopa mMoryT
BBOAWTLCS MPW MOMOLLM LWITPUXKOAA Ha YnakoBke kKanuépartopa.
e VHdopmauvto o HacTpolike napamMeTpoB Kanuépartopa cM. B
PykoBoacTBe nmo akcnnyatauyum Alinity ci-series, Pasgen 2.
* VHopmauuio 0 3aKka3e 1 3arpyske KanmbpaTopoB B cuctemy
cMm. B PykoBogacTBe no akcnnyatauun Alinity ci-series, Pa3gen 5.

MPOLIEAYPbLI KOHTPOJIA KAYECTBA

[na oueHkn kanmbposku TecTa Heo6Xo4MMO MPOTecTMpoBaThb Mo
OfHOMY KOHTPO/IO KaX0ro YpoBHS. Y6e[uTeCh, YTO 3HaYeHus
KOHTpO/e HaxoaaTcs B npegenax AvanasoHa JonyCcTUMbIX
3HAYEHWIA, yKasaHHbIX B COOTBETCTBYIOLLE/ UHCTPYKLMUM MO
MPVYMEHEHNIO.

MHtopmaumio 0 3aka3e KOHTponei cMm. B PykoBoAcTBe Mo

akcnnyatauun Alinity ci-series, Pa3gen 5.

Mocne NPUHATUSA U COXpaHeHUs pe3ynbTaToB Ka/IMbpoBKM TecTa Bce

nocneaytoume obpasubl MOXHO TeCTMpoBaTb 6e3 npefBapuTeNbHON

KanM6pPOBKW, KPOMe Tex criyyaeB, Korga:

* lcnonb3yeTcsi Habop peareHToB C HOBbIM HOMEPOM CEPUN.

* PesynbTaTbl eXeAHEBHOW npouedypbl KOHTPONS KayecTsa
HaxoAAaTcA BHe CTaTUCTUYeCKN 060CHOBAHHOrO AnanasoHa
KOHTPONS Ka4yecTBa, UCMOJb3yeMOro AN MOHUTOPUHIA U
KOHTpONs paboymx xapakTepucTuk CUCTEMbI, Kak ykasaHo B
pasgene "TMpoueaypbl KOHTPONS KayecTsBa" MHCTPYKLUKA MO
NPVMEHEHNIO K COOTBETCTBYIOLLEMY peareHTy.

e EC/nu cTaTUCTUYECKU OBGOCHOBAHHbLIN AMana3oH 3HaveHui
KOHTPONA HEAOCTYMNeH, TO Nepuoj Mexay kannbposkamu He
[0/DKeH npeBblwaTb 30 gHEN.

MoxxeT notpe6oBaTbCs MOBTOPHAA KasMbposka TecTa nocne

npoueaypbl TEXHUYECKOro 06CNY>KMBaHUA OCHOBHbIX YacTei

CUCTEMbI UM ee KOMMOHEHTOB WUAM NOC/e NPOBEAEHNS CePBUCHbLIX

npoueayp.

[loNoNHUTENbHYI0 MHOPMALMIO CM. B MHCTPYKLUM MO NPUMEHEHUI0

K COOTBETCTBYIOLLLEMY peareHTy 1 PyKOBOACTBe N0 aKcnayatauuu

Aiinity ci-series.

MNOKASATE/N HECTABUJTIBHOCTW W TTOPYN

MokasaTensimMn HecTabWUIbLHOCTU WM MOPYM CAYXKAT 0CafoK,
BUAUMbIE Cefbl NPOTeukN, 3aMyTHEHHOCTb, HECOOTBETCTBME
KanMBpOBKM KPUTEPUSIM, YKa3aHHbIM B MHCTPYKLUM MO NPUMEHEHUI0
n/vnn PykoBoAacTBe Mo akcnayaTtauun Aiinity ci-series, nam
HecoOoTBEeTCTBME KOHTPO/el YCTaHOB/IEHHbIM KPUTEPUAM.
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e B KauecTBe pasfenurtens ThiCSY UCMONb3yeTcA npo6en
(npumep: 10 000 o6pasLoB).

e B KauyecTBe paspgenutens fecATUYHbIX 3HAKOB UCMOMb3yeTcs
Touka (npumep: 3.12%).
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NOXEHNE

'CTPYKUMM No npumMeHeHnio BY Ar/AT Kom6o Kanmbpatop (Alinity i HIV Ag/Ab Combo Calibrator) anst Poccun
Mo

10BUA TPAHCMOPTUPOBKW N XPAHEHWA
leqine peKoMeHAyeTca TPaHCMOoPTMPOBATL W XpaHUTb MpyY Temnepatype 2-8RC. MeauUMHCKVe W3Oena [O/MKHbI
aHUTCA B XONOAWbHBIX KaMmepax Wi B XONMOAWIbHMKaX, 0becrevnBatoLyx pernaMmeHTUpoBaHHbIA TeMnepaTypHbiii
10% o CexkeiHEBHOW peructpaumen TeMnepartypb!.
paHCropTuBKa [0/MKHa  OCYLLECTBAATLCA B TEPMOKOHTEVHepax OAHOPa30BOro MoMb30BaHUs,  COAEPKaLLMX
VCrox Nafio3NIEMEHTbl, WM B TEPMOKOHTE/iHEpaX MHOTOKPATHOrO MPUMEHEHUSI C aBTOMATMYECKU MOAAEPXUBAEMON
o, emnepaTypoi Wi B aBTopeprxepaTopax ¢ UCnob30BaHMEM TEPMOVHAVKATOPOB.
M3penne octaetca cTabuibHbIM 40 OKOHYaHMS CPOKA FOAHOCTM, YKa3aHHOTO Ha YMakoBKe.
Mpy  TpaHCMOPTUPOBaHMN C  HapyLLUeHWeM TEMMEPATYPHOro pexumMa  u3fenve He  MOLJIEXUT  MPUMEHEHUIO.
0 TpaHcnopTUPOBKa OCYLLECTBNSETCH BCEMWU BUAAMW TPAHCMOPTa B KPbITbIX TPAHCMOPTHLIX CPEeLCTBaxX B COOTBETCTBUN C
r% npasviamy NepeBo3KN rpy3oB, AEMCTBYIOLMMIA Ha KadKAOM Buae TpaHcropTa

‘Ana.

ot FTAPAHTUIHBIE OBA3ATE/IbCTBA
Mpon3BoauTeSb rapaHTUpYeT, YTO MPY NPaBWILHOM XpaHEeHWM W 0OpalLeHWM u3fenve OCTaeTcs CTabuibHbIM [0
UCTEYEHNSI CpoKa FoAHOCTW. MaKcyMasibHbIA CPOK FOHOCTL:
BY Ar/AT Kombo Kanmbpatop (Alinity 1HIV Ag/Ab Combo Calibrator) - He 6onee 10 mecsLEeB C AaTbl MPOU3BOACTBA;
M3penve, xpaHuBLLEECS C HapYLLEHWEM peraMeHTUPOBAaHHOMO MPOU3BOAUTENIEM PEXXMMA, MPUMEHEHUIO HE NOANIEXMT (B
cootBeTtcTBuM ¢ FOCT P 51088-2013).

riog o TEXHWYECKOE OBC/Y>XVBAHUE
Mew He Tpebyertcs.

TEKYLW PEMOHT
He TpebyeTcs.

OAHHBIE ANA YTUNU3ALUN N YHUUTOXEHWA MEOULINHCKOIO M3AENA

MeayumHCKoe 1U3aenune YTUWIN3MPYIOT M YHUUTOXAKOT B COOTBETCTBUM C MpasuiaMyi 06paLLieHnst ¢ MeAULIMHCKMN
oTxofamu, pernaMeHTupyrowmmmca CaHlMuH 2.1.7.2790-10 ot 12.12.2010 «CaHW1TapHO-3MMAEMNOOMNYECKMe
TpeboBaHMS K 06paLLEHNIO C MEAVLHCKAMI OTX0AaMM,

Heo6xoaMMo criefloBaTh HaLMOHa/bHBLIM CTaHAAPTaM MpK Nepeaayde v yTunMsaumi U3AENs, ero KOMMOHEHTOB 1
YMaKOBKM.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLIMHCKOE V3OEJTME

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, I1SO 13485, EN ISO
14971, EN 13641, EN 13612, EN ISO 15223-1, EN 980, EN 1SO 18113-1, EN ISO 18113-2, EN 1SO 18113-3, EN
1SO 23640*, EN 1SO 20776-1, EN 13975, EN ISO 17511, EN ISO 15193, EN 1SO 15194

MOTEHUWNA/bHBIA NOTPEBUTE/b

MepuumHekoe nsgenve BUY Ar/AT Kombo Kanmnbpatop (Alinity i HIV Ag/Ab Combo Calibrator) npeaHasHadeHo ans
UCMO/b30BaHNA B Pa3/NYHbIX KMHUKO-/1a00paToOpHbIX YC/IOBUSX, BK/KOYasl, 6e3 orpaHudeHst, GO/bHULI,
[varHocTUYeckrie LIEHTPbl, pediepeHTHble f1abopaTopnn 1 YUpeXaeHUs nepenMBaHns KpoBU MO BCEMY MUY,
MepcoHas KOTopbIX MpoLUesn 0byyeHre Mo 1Cronb30BaHNo aHanmsatopa Alinity L

NH®OPMALUNA O HANNYMM B MEONLNHCKOM U3 OENN NIEKAPCTBEHHOIO CPEACTBA
He cogeput

CTEPUJIBHOCTb
lMocTaBnsieTcs B HeCTEpUIbHOM Buge. CTepunv3auyis nepes NprMeHeHeM He TpeGyeTcs.

MH®OPMALINA O BO3MO>XXHOCTW NMOBTOPHOIO NMPUMEHEHWA
He noanieXxuT NoBTOPHOMY MPUMEHEHMIO.

MATEPUABI XNBOTHOIO MPOUCXOXOEHWA

MaTepvarnbl >XMBOTHOMO MPOUCXOXAEHUA MPOBEPEHbl W pUCKM  npumMeHeHnsa MW ykasadbl B [lacnopre
6e3omnacHocTu. lMacnopTa 6e30MacHOCTU MOXHO HalAT Ha canTe www.abbottdiagnostics.com wim obpaTutech K
MECTHOMY MPeACTaBUTESHO.
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Abbott

a Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden

MOKA3AHWNA N MPOTUMBOTOKA3AHUA K NMPUMEHEHUIO
He npumMeHumo.

TEXHUYECKUE XAPAKTEPUCTUKW

Kanmnbpatop 1 (Alinity i HIV Ag/Ab Combo Calibrator 1):
3HaueHve pH ripn 20 “C: 7,2
MnotHocTb npu 20 °C; 1.007 r/cm3

CBELEHWA OB W3BECTHbIX OTMPAHWYEHWAX MO COBMECTHOMY MPUMEHEHUIO MEAWLUWHCKUX W3LEAUA MO
HA3HAYEHWIO

OTCyTCTBYIOT.

LUBET N 3AMAX
KpacHblii1 1 6e3 3anaxa

EBec/Naiibigiing
giwsrcl o™ tich NaubiQt
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3660TT 'M6X & Ko. KIT Ten:+49 6122580

Makc—TnaHr—PuHr 2, Gakc: +49 61 2258 1244
65205 BricbaaeH
n/a 1303,65011 BucbaaeH

Moanuce: /nognucano/ [Jata:27 asrycTa 2019 .

3amaH KxaH (Zaman Khan)

3amecTuTeNlb AupeKTopa

Mo HOPMaTMBHO-MPaBOBOMY PErynnpPoBaHNIO
PervioH EBBA n lNakuctaH

3660TT 'M6X & Ko. KI

2660TT 'M6X & Ko. KI
Makc-INnaHkK-PuHr 2

65205 BucbageH-[lenbkeHxaim
["epmaHua

/MeyaTb: 3660TT
3660TT IM6X & Ko. KT
Makc-MnaHk-PuHr 2
65205 BucbapeH/

FOpuauueckuii agpec: BucbageH

PalioHHbIli cyq BrucbageHa HRA 4888 YnpaBnsitoLLmiA;

Hecywuit nepcoHanbHyt0 OTBETCTBEHHOCTb KOMMaHbLOH: KpuctmaH Mpanoy (Kristian Grapow)
3660TT MeHepKMEHT MMEX "per Anbbepr (Greg Ahlberg)
FOpuanueckuii agpec: BucbageH Mpeacepatens HabAaTeNbHONO COBETA:
PalioHHbIli cya BrucbageHa HRA 12889 Xalime A. KoHTpepac (Jaime A. Cintreras)

OdhmupmanbHoe :3acBrsieTe. lbclBaHaHNC

MacToAwmm  omupmanibHO  YAOCTOBEPSETCA, 4YTO T-H 3amam  XaH
3660TT TM6X & Ko, KI' Make-UnaHk-Punr 2. 652().5 Bucoriuen,
Cl>0crBeMHOpY4YHO 1toclaBn.l BbILLIECTOSILLYIO MOAMUCL B MPUCYTCTBUU
NoANMCcaBLLErocs Npe-rccaareniss MeCTHOrO cyaa.

BucbageH, 27.45,20/9

NeB peectpe 782/19

MoLwnunHa B coOTBETCTBUM C IMonoXkeHMeM 0 c6opax B paumepe 6 eBpo
onnayeHa

/no6Tcauno'

Mpepfcefatens .MeCTHOTO cyaa

‘MeyaTb: MecTHbIii cys r. Bucbagen X! ® 2/

/nognucaHo/27asrycTta 2019r.

3amaH KxaH (Zaman Khan)

TeKCT B JOKYMEHTE «3JKcniyaTalnMoHHad AOKYMEHT auua» Ha aHTNMNCKOM 1 PyCCKOM A3blKax
NONHOCT b CoOBNajgaeT.

MepeBof C aAHFAWWCKOTO W HEMELKOFo S3blKOB Ha PYCCKWN S3blK BbINONHEH MNEPEBOLYMKOM
L aTHeBbIM Vnbeih ANEKCEEBUYEM.
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PoccuiicHaa depepauns. Fopog MockBsa.

JeBAaToro ceHTabps ABe ThiCcA4n AeBATHaALATOro roja.

1, baxTaase dnbmupa KOpbeBHa, HOTapuyc r. MockBbl, CBUAETENLCTBYHO NOASIMHHOCTb
noanncu nepesoguunka lartHesa Minbn AnekceeBuya.

Moanucek caenaHa B MOEM NPUCYTCTBUN.
JInyHoCTb nognucasLUero OOKYMEHT yCTaHOB/1EeHa.

3apenucTpupoBaHo B peectpe: Ma77/52-H/77-2019-
100 py®.

AMiwayelftpAMOKMaHAMcyiyr npaBoBOro U TEXHMYECKOro xapakrepa: --

J oY

0> 3.10. baxTaase

Bcero npoLIHypoBaHo, NPOHYMepoBaHo
n ckpenneHo;175?8 al5 b ...ancl1 M
HoTtapuyc..
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