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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 [lMpekTopa perynsaTtopHore. otaena Esponbl,
BnvwkHero BocToka, Adpukn un MakucraHa 3660TT Tmb6x n Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTOsilLMM YAOCTOBEPSIIO,
4yto Mpwunaraemble  OOKYMEHTbl B  HWKenpuBeAeHHOM  00beMe . CTpaHul, ABNAKTCA
aKcnyaTauMoHHON AOoKyMeHTauuen. 3T JOKYMEHTbl MOIHOCTbIO COOTBETCTBYIOT aKTyaslbHOM
[OOKYMEHTALMN NPOV3BOAUTENS.

JKcnyaTtauMoHHass — JOKYMeHTauus  ansa  MeguyuuHckoro wmsgenma  (Operational
documentation for medical device):

Kanmbpatopbl A1 06ecriedeHns  MpaBUIbLHOCTU  KOSIAYECTBEHHOIO  OMNpeaesieHus
oHkoMapkepa CA 125 MMMYHOXeMWIHOMUHECLIEHTHBbIM METOAOM B CbIBOPOTKE U M1a3me
KPOBW YesioBeKa Ha MMYHOXMMUYeCKNX aHanmsatopax Alinity i «CA 125 11 KanmbpaTtops!
(Alinity i CA 125 11 Calibrators)»

Mo TeKCTy 3KCcnayaTauMOHHBIX AOKYMEHTOB BCTPEYAOTCA BapWaHTbl HaVMeHOBaHWA MeAULMHCKINX
n3gennia, npuBefeHHble B, TabnuMLe HWXKE, KOTOpble SABAAKICA CrpaBef/MBbIMUA WM PaBHO3HAYHbIMU
(Operational documentation-contains the following true and equivalent short names of medical _devices
listed in table):

HavmeHoBaHne  HaumMeHoBaHWe MeULMHCKOr0 U3LeNns Ha PYCCKOM Ai3bIKe CokpaluleHHoe
Ha aHr NACKOM HavMeHoBaHWe(no
A3bIKe TEKCTY JOKYMEHTa)
Alinity i CA 125 ~Ha6op peareHToB Ansl KonuyecTBeHHoro onpegenedns CA 125/ 11 PeareHTbl
Il Reagent Kit OHKoMapkepa CA 125 uMMyHOXeMuloMuHecleHTHbIM  (Alinity =i CA 125 I

MEeTOOM B CbIBOPOTKE U MnasMe KpoBM 4enoBeka Ha ReagentKit)
UMMYHOXUMMYECKMX aHanm3atopax Alinity i «CA 125 1l
PeareHTbl (Alinity i CA 125 llkReagent Kit)»
Alinity i CAL125 Kanmbparopb! ons o6ecneveHuns npasunbHoctn CA 125 |
I Calibrators KOMMYECTBEHHOrO OnpefeneHnss oHkomapkepa CA 125  Kanubpatopbl (Alinity i
NMMYHOXEMUTIOMUHECLIEHTHLIM MeToA0M B cbiBopoTke M ‘CA™125 Il Calibrators)
nnasMe KpoBM  4YenoBeka Ha  UMMYHOXUMMUYECKMX
aHanmsatopax Alinity i «CA 125 Il Kanunbpatopsbl (Alinity i
CA 125 1l Calibrators)»
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Abbott Management GmbH GregAhlberg
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Ainity i CA 125 KOHTpOnbHble — maTepuanbl A1 MoATBepxaeHus CA 125
"Il Controls BOCMPOM3BOANMOCTM W MPABUMLHOCTU KONMYecTBeHHoro —KOHTPONbHbie,
onpeaeneHns OHKOMapKkepa CA 125 Martepuansly, (Alinity

MMMYHOXEMUTIOMUHECLIEHTHLIM MeTooM B cbiBopoTke n  CA 125 HL.Controls)

nnasmMe KpoBM  YesloBEKA Ha  MMMYHOXMMMUYECKUX
aHanmzatopax Alinity i «CA 125 Il KOHTponbHbIe
matepuasbl (Alinity 1CA 125 11 Controls)»

Cocras (contents):

4 Title Number of
pages
1. Instruction for use for Alinity i‘CA 125 Il Calibrators with ADDENDUM for 3
Russia.
2. WHcTpykumsa no npumeHeHuto CA 125 1l Kanunbpatopsl (Alinity i=CA 125 11 4
Calibrators) ¢ MPUJTOXEHWUEM gna Poccun.
Signed: Date:
Zaman Khan,
Associate Director Regulatory
Affairs EMEA and Pakistan; Abbott
Abbott GmbH & Co. KG. 3 Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Abbott GmbH & Co, KG
' Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany
E3eglaub4gyng
Es Mnd offerilicli beglaubiat, dass
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Ih 25 1l Calibrators
f

~Highlighted Changes: Revised July 2018.

t ME

ty i CA 125 Il Calibrators (also referred to as CA 125 I Cals)
INTENDED USE
The Alinity 1 CA 125 Il Calibrators are for the calibration of the Alinity,
ianalyzer when used for the quantitative determination of OC 125
defined antigen in human serum and plasma.
For additional information, refer to the Alinity i CA 125 Il reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

The Ic**-1*! contains TRIS buffer with protein (bovine) stabilizers.
The icAL IB 1AL I contain OC 125 defined antigen (human)
prepared in TRIS buffer with protein (bovine) stabilizers.
Presen/atives; Sodium Azide and ProClin 300.

The calibrators are at the following concentrations:

CA1251

Calibrator Quantity (U/mL)
lcalla| 1X3.0mL 0
lcatlb| 1x3.0mL 20
|C*7'\1q 1X3.0mL 75

1X3.0mL 225
|lcatle] 1X3.0 mL 500

1X3.0 mL 1000

MATERIALS REQUIRED BUT /NOT PROVIDED
« 04R1001 Aiinity ci-series Caiibrator/Control Replacement Caps

STANDARDIZATION

CA 125 assay values are expressed /as U/mL. A unit is a value
related to a Fujirebio Diagnostics;-InC. maintained reference
preparation. The calibrators for,the-Alinity i CA 125 Il assay are
manufactured volumetrically and are referenced to this standard
prepared by Fujirebio Diagnostics, Inc. There is no internationally
recognized CA 125 standard-available at this time.

PRECAUTIONS
®

« For In Vitro Diagnostic.Use
Irx onLy |

Safety Precautions

2KCAUTION: This product contains human-sourced and/

or potentially. infectious components. Calibrators B-F contain
antigen derived from a human cell line. No known test method
can offer cemplete assurance that products derived from ‘human
sources.-or-inactivated microorganisms will not transmit.infection.
Therefare, all human-sourced materials should be considered
potentially infectious. It is recommended that this preduct 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.~"
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CA 125 11
08P4901
701-331_R02
S8P490

The following warnings and precautions apply to:1% tJ”*_[cAiJ"

<$> 1
WARNING Contains tris hydroxymethyl
aminomethane*, methylisothiazolones and

sodium azide:

H317 May cause an-allergic skin reaction.

H316* Causes mild_skin irritation.

EUHO032 Contact with, acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear, protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If.skin irritation or rash occurs: Get
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

« Not applicable,where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
implemented.

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 oi-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 (5-10 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 8'C Until Store tightly capped with
expiration new replacement cap.

date 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



Jnthe Assay Parameter Report. For additional information on
kor In-use Stability, refer to the Alinity ci-series Operations
Section 5.
jkdditlonal information on printing assay parameters, refer to the
|ly ci-series Operations Manual, Section 5,

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

| For information on configuring caiibrator data, refer to the Alinity
d-series Operations Manual, Section 2.

» Forinstructions on ordering and loading calibrators on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY CONTROL PROCEDURES

Asingle 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.

INDICATIONS OF INSTABILITY;OR DETERIORATION

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

BIBLIOGRAPHY

1 usS Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Senrices. Biosafety in
Microbiological and Bionedical 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 Workers Frmm Occupationaliy Acquired Infections;
Approved CGuideline—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 fraotional
part of a number written in decimal form (example: 3.12%).
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Key to Symbols

X

1SO 15223 Symbols
Caution

Consult instructions:for 'use

Manufacturer

Temperature limitation

Use by/Expiration date

2
In Vitro Diagnostic Medical
Device
Lot Number
[BEP] List Number
S Serial number
other Symbols
Icalla | Calibrator (A,B,C,D,E or F)
Control Number
Eoncl Concentration

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

Distributed in the USA by

ICONTAINS: AZIDE |

1IDISTRIBUTED IN THE USA BY+|
Information needed for United
States of America only
Produced for Abbott by

1INFORMATION FOR USA ONLY |

Product of USA

1PRODUCED FOR ABROTT.BY |
1PRODUCT OF USA

For use by or on the order of a
physician only (applicable to USA
classification only).

Irxonltyl

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

1IPRODUCED for ABBOTT BY |

titl

1DISTRIBUTED IN THE USA BY |

Abbott Laboratories
Abbott Park; IL 60064 USA

Fuijirebio Diagnostics, Inc.
201, Great Valley Parkway
Malvern, Penns®vania 19355, USA

Customer Service: Contact your local representative
or find country-specific contact Information-on
www.abbottdlagnostics,com

Revised July 2018.

©2016, 2018 Abbott Laboratories



KNDUM
Llruction for Use Alinity i CA 125 Il Calibrators (for Russia)
IpPNG
L_ended shipping conditions for device is 2-8 in single-use thermo containers
coolant elements, or in reusable thermo containers with automatically
Lined temperature or in autorefrigerators using thermal indicators. Device is
j until the expiration date indicated on the package. Device Is no longer suitable
Le if shipping temperature limits have been violated. Ship ih an enclosed carrier

of any kind in accordance with shipping rules, applicable to the respective

JWARRANTY

(Manufacturer guarantees that device remaihs stable uhtil the expiratioh date when
stored and handled as directed. The maximum shelf life of the medical device is 8
nonths from date of manufacturihg. Device must be discarded if stored with deviations
inmanufacturer's requirements.

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 Medicai Waste'.
Transmit and dispose of a product and its components and packaging.in accordance
with local regulations,

LIST OF APPLICABLE STANDARDS

98/79/EC, BS EN 13641, BS EN 13612, BS EN ISO 15223-1, BS EN ISO 18113-2, BS
EN ISO 18113-3, BS EN ISO 23640, EN ISO 14971, EN I1SQ 13485, Medical Device
Regulation GSR 78 E

POTENTIAL USER

The Alinity i CA 125 Il Calibrators is intended to be used in a variety of clinical and
laboratory conditions, including, without limitation, hospitals ahd laboratories, whose
personoel 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

Medical device cannot be re-applied

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 CONTRA-INDICATIONS FOR USE

Not applicable.

STORAGE AND USE CONDITION

storage of Medical device‘at a temperature of 2 °C to 8 'C should be carried out in cold
rooms or in refrigerators ‘providing a regulated temperature regime with a daily

temperature record.
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linity i

1125 Il Kanubpatopsbl (Alinity i CA 125 1l Calibrators)

I BblgeneHHble n3ameHeHUs. Pegakuma: nonb 2018 r.

VIMEHOBAHWE (Cokpal,eHHoe)

A1 |l KannbpaTtops! (Alinity |1 CA 125 Il Calibrators)
SecTpeyaetca no TekcTy: CA 125 Il Cals)

/HazHaueHune

|0-\125 Il Kannbpatops! (Alinity i CA 125 Il Calibrators) npegHa3sHa-

; Wbl 419 KanMbpoBkM aHanudartopa Alinity i Npu KONMYECTBEHHOM

' onpefeneHnn aHTureHa, BbisiBNsieMoro aHtutenamm OC 125, B
CbIBOPOTKE U Masme KpoBW YesioBeka.

JlononHnTensHyto MHopMaumio CM. B MHCTPYKLMKM NO NPUMEHEHWIO
KpeareHTy 1 PykosogcTse no akcnnyatauum Alinity ci-series.

COJAEPXWNMOE

|o*b|*1 copepxunT TRIS-6ycdhep ¢ NpoTenHOBLIMK (6bl4bUMM)
cTabunuzaropamu.

lcaclsl. 1GA,IFI copepxar aHTuren, BoisBnsembiii aHTUTEamMu

OC 125 (4enoBeka), NOAroToBeHHbIV B TRIS-6ychepe ¢
npoTenHoBbIMK (BblubnMUK) cTabunusaropamu. KoHeepsaHTbl; A3ng
HaTtpua n ProClin 300.

CA125lII* "B|
KanviGparop KonuuectBo unm)
|caula | 1x3.0mL 0
|cat|b| 1x3.0mL 20
lcat|c| 1x3.0mL 75
lcat|dl 1x 3.0 mL 225
lcal]e]| 1x 3.0 mL 500
lcal|f| 1x 3.0 mL 1000

HEOBXOAWMBIE, HO HEIPEAOCTABJ/TAEMbIE

MATEPWANbI

¢ 04R1001 3ameHsieMble KpbILKV AnS KanmbpaTopa/KoHTPoNs
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALINA

PesynbTathl Tecta CA 125.BbipaxatoTca B U/mL. [laHHas eguHuua
M3MepeHus BblpaxaeT 3HadeHne pedhepeHcHOro npenapara
KomnaHun Fujirebio Diagnostics, Inc. CA 125 Il Kannmbpatopb!

(Alinity i CA 125 Il Calibrators) npov3segeHbl BOIIOMETPUYECKN U
COOTHeCEeHb! C JaHHbIM CTaHAAPTOM, W3rOTOB/EHHLIM KOMMaHuei
Fujirebio Diagnostics;.Inc. B HacTosLee Bpems ans Tecta CA 125He
CyLlecTByeT MexyHapoJHOro npusHaHHoro craHjapra.

MEPbI MPEAOQCTOPOXHOCTU
"

«  [ns guarnoetukm N Vitro
IRx ONLY.I

Mepbl NPEAOCTOPTEKHOCTM

25\ BHUMAHVE: [aHHblii NpoAyKT COAepPXuUT
MOAyYEHHbIE OT YenoBeka Wunm noTeHUnanbHa
MNHDEKLIMOHHbIE KOMMOHEHTbI. Kannbpatopsl B=P. cogepxar
aHTUreH, Nony4YeHHbI 13 IMHUM KNeTOK YenoBeka. Hu
OfMH M3 N3BECTHbIX METOAOB TECTUPOBAHUSI HE MOXEeT
rapaHTVpoBaTb, YTO MaTepuasbl, NOyYeHHbIe OT YesioBeka, Wn
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CA'125 I
[UF] 08R4901

G76258R02
S8P49R

MHaKTUBMPOBaHHbIE MUKPOOPraHW3Mbl He /NEPEHOCAT UHEKLMIO.
MoaTomy Bce maTepuasbl, MONyYeHHble OT;YeNoBeka, cneayeT
cynTaTh NOTEHLMaNbHO MH(EKLMOHHBIMN. -PekomeHayeTca
obpalatbCca ¢ AaHHbIM NMPOAYKTOM M 06pasuaMu, NosyYeHHbIMU
OT YesnoBeka, B COOTBETCTBMM cO CTAHAAPTOM Mo o6paLleHuto ¢
reMOKOHTaKTHbIMU NaToreHamu, pa3paBoTaHHbIM YnpasneHnem
CLUA no oxpaHe TpyAa U NPOMbILLAEHHON rurneHe

(OSHA). Mpy paboTe ¢ MaTepuasamu, cogepxaliuMmv unu
NpeAnoNioXNTENbHO COAePXaLLMMU NH(DEKLMOHHbIE areHTbl,
cnepyeT cobnoaatb npasuna Guonoruyeckoit 6esonacHocTu,
YPOBEHb 2, UMW Apyrue COOTBETCTBYIOLLME NpaBuna
6uonornyeckoli 6e3onacHoCTi.*

Cnegytolwme npegynpexaeHns u-mMepbl npefocTopoXHOCTU
OTHOCATCA K: ‘w1

<>

MPELYMPEXAEHUE ~-CoaepxnT TRIS-rmgpokouMsTun-
aMWHOMETaH*, MeTUIM30TNA30/0HbI 1
asug, HaTpus.

H317 MoxeT BbI3blBaTb aniepruyeckyto

KOXHYIO peakuuio.

H316* BbI3bIBaET fIerkoe pasfpaxeHune Koxu.

EUH032 Mpy KoHTakTe ¢ kucnotamu obpasyetcs
BbICOKOTOKCUYHBIA ras.

MpepoTBpatieHne

P261 M36eratb BAbIXaHWsA TymaHa/napos/
asposoneii.

pP272 He BbIHOCUTL 3arpsi3HEHHYI0 OAexay ¢
pabouyero mecta.

P280 Monb3oBaTbCs 3aWMTHBIMM (MepYaTkamu/
3alUMTHON ofexpaoii/cpefcTBaMM 3aLuUThI
rnas.

Pearnposaxue

P302-IP352 MPY NOMNALAHUN HA'KOXXY: MpombITb
60/bLUNM KONINYECTBOM. BOAbI.

P333-IP313 Mpn pasgpaeHnn KOXW W nosiBNeHnn
cbinu; O6paTUTLCA K Bpauy.

P362+P364 CHATb 3arpsisHeHHylooaexay v
BbICTVPATb ee Mepef 1CMonb30BaHNEM.

Ytunusauymsa

P501 YTunusunpyiite cofepxumoe/koHTeliHep B

COOTBETCTBUW-C CaHUTapHbLIMV HOPMamu
P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

* He npyMeHUMO Ha TeppuTopumn geiicTeus Pernamenta EC Ne
1272/2008 (CLP) nnn CtanpapTa ofnoBeLleHns 06 onacHocTu
Ynpasnenusi CLLUA no oxpaHe TRYZa 1 NPOMbILLIEHHON TUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Macnopta 6e3onacHOCTK JOCTYNHbI Ha caiite
www.abbottdiagnostics.com wan,y MecTHoro npefcrasutens.
Moapo6Hyto MHhopmaLumio 6 _HE06X0ANMbIX Mepax
npefoCTOPOXHOCTN NpK paboTe C aHa/IM3aTopom CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 8.



/0TOBKA K NCMNO/b30OBAHUIO
(VB NpoAyKT NOCTaBNAETCA B XWAKOM BUAe, roToB K
NOMb30BAHMIO.
bHbIi NPOAYKT MOXET UCMONb30BaTLCA HENOCPeACTBEHHO
(B V3BIEUEHNSI U3 MECTa XpaHeHUsi ¢ Temneparypoii 2 - ©C.
KPen, KakbIM 1CMOoJb30BaHiieM nepemelunBainTe, akkypaTHO
nepesopaunsas donakoHbl (5 - 10 pas).

MEHVE

JlononHnTeNbHbIE
Temnepartypa MaKc, BPeMsi MHCTPYKUuu no

XpaHeHus XpaHeHns XpaHeHuio
m»ckpbiThiil 2 - 8'C o
LWaKoH OKOHYaHus
cpoka
rofiHOCTU
4 ! XpPaHUTb BO (PlakoHaxX,
/BCKpbITbIN 2-8C [o p .
N0THO 3aKpbITbIX
| donaxon OKOHYaHWA p
cpoka HOBbIMW 3aMeHSAEMbIMW
rogaHocTn KpbILWWKamMun.

Nomectutb B
XONOAUNBHUK noenae
MCMNOJIb30BaHNA:

Cuctema oTCNexXnsaeT CTabubHOCTb NPU UCNOb30BARUM -
nepuos, BpeMeHu, B TEYEHNE KOTOPOro KaimbpaTop Haxogurcs
BHE X0/104W/IbHIKa Ha 60pTy aHanusaropa. Cuctema:He no3sonmtT
MCMonb30BaTh kambéparop, ecnu nepuos cTabunibHOCTH

npy UCMosb3oBaHUK UcTek. CM. MakcumasibHoe 3HadeHue
CcTabunbHOCTM NpU UCMOMb30BaHWM B OT4YeTe "lNapameTpbl
TecToB" [lONOMHUTENIbHYO MHhOpPMaLMI0 O CTaBWUIIBHOCTU NpK
MCNoNb30BaHUN Kannbpatopa cMm. B PyKoBOACTBE NO aKcnayatauun
AHy cl-3erleb. Pasgen 5.

JlononHnTeNbHY0 MHopMaLUuio O BbiBOJE AAPAMETPOB TECTOB
Ha nevartb cM. B PykoBogcTBe no akcnnyaratun AllnHy eHsenes.
Pa3gen 5.

MPOLUEAYPA PABOTbl HA AHAJIN3ATOPE
napameTpbl cepun kasmépaTopa MOryT BBOAUTLCA NPU MOMOLLU
LUTPUXKOJA Ha ynakoBke kanvbpartopa.

MHdhopmaumio 0 HacTpoiike napamMeTpoB kannépaTopa cM. B
PykoBoacTee no akcnnyartauun AlTilly cl-3erles. Pasgen 2.
ViHchopmaLio 0 3akase ¥ 3arpyske Kasmbparopos B CUCTEMY
cMm. B PykosogacTtse no skcpayaTtauumn Aluflly cl-3erles. Pasgen 5.

NMPOLEAYPblI KOHTPOJIA KAUECTBA

[na oueHkn KanmbpoBku TeETa Heo6x0AMMO NPOTECTUPOBaTL NO
OfJHOMY KOHTPOJIIO KaXXAorQ YPOBHS. Y6eauTech, Y4TO 3HaYeHUs
KOHTpONel HaxofsTca B npefenax AnanasoHa JonyCTUMbIX
3HaYeHWN, yKkasaHHbIX B/COOTBETCTBYIOWEN NUHCTPYKLMUM NO
NPUMEHEHUIO.

WHdhopmauuio o 3akase-KoHTponeli cm. B PykoBoacTee Mo
akcnnyaTauiin AVinfly-cHserles. Pasgen 5.

Mocne NpuHATUA 1 COXpaHeHNs pe3ynbTaToB KaIMGPOBKM TecTa Bce
nocnegyolive obpaslibl MOXHO TecTupoBaTb 6e3 npeaBapuTebHOIA
KanM6poBKM, KDOMETEX Cryvaes, Korga.

*  Vicnonb3yercs'Habop peareHTOB C HOBbIM HOMEPOM CepuMU.
Pe3ynbTarthl eXefHeBHON npoLeaypbl KOHTPONA KayecTBa
HaxoAATCsA. BHe cTaTUCTMYeckn 060CHOBaHHOMO fuanasoHa
KOHTPO/IS Ka4ecTBa, WCMosb3yemoro Ais MOHUTOPUHTA, U
KOHTPO/ISI pabourx XapakTepPUCTUK CUCTEMbI, Kak yKa3aHo B
pasgene "TipoueAypbl KOHTPONA KayecTBa" COOTBETCTBYIOLLEi
MHCTPYKLMM MO NPUMEHEHNIO K peareHTy.

ECnu cTatucTMyeckm o60CHOBaHHbIV Anana3oH 3HayeHui
KOHTPONA HEeLOCTYNEH, TO Nepuos Mexay KanmépoBkamn He
Ao/mkeH npesbiwatb 30 gHe.

Peructpamug MU B Poc3gpaerapzope
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MoxeT noTpe6oBaTbCs NOBTOpPHas KannbpoBka TecTa nocne
npoLeaypbl TEXHAYECKOTo 06CMyXMBaHUA OCHOBHbIX YacTel
CUCTeMbl WU ee KOMMOHEHTOB WM Nocne NpoBeAeHWsi CepBUCHbIX
npoueayp.

[lononHNTENbHYI0 MHhopMaLMo CM. B MHCTPYKLMKN MO NPUMEHEHNIO
K COOTBETCTBYIOLLLEMY peareHTy n PykoBOACTBe MO aKcrjlyaraLum
Alinity ci-series.

MOKA3ATENIN HECTABU/IBHOCTU NN MTOPYIN
Mokasatensamu HecTabuUIbLHOCTY WM NOPYN CNYXaT-0CafoK,
BUAMMbIE CMieAbl NPOTEYKM, 3aMyTHEHHOCTb, HECOOTBEeTCTBME
KanM6poBKN KPUTEPUAM, YKa3aHHbIM B MHCTPYKLUN MO NPUMEHEHUo
n/vnn PykosogcTee no akcnayartauun Alinity cisSeries, nm
HEeCoOTBETCTBME KOHTpONeli yCTaHOBMEHHbIM KPUTEPUAM.

BEVNBTNOTPADUNA

1 US Depanment of Labor, Occupational Safety'and Health

Administration, 29 CFR Pan 1910.1030, Bloodborne pathogens.
2 US Department of Health and Human Services. Biosafety m

Microbiological and Biomedical Laboratories. 5th ed. Washingtoh, DC.
US Government Printing Office; December 2009.
3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization;-2004.
Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationally Acquired Infections;
Approved Guideline-Fourth Edition CLSI Document M29-A4. Wayne,
PA CLSI; 2014.
copmar uucen;
. B KauecTBe pasgenvTtens Thicauy ncnonb3yercs npoben (npumvep:
10 000 o6pasuos).
B kauecTBe pas3fesMTENst AecATUYHbIX 3HAKOB UCMO/b3yeTcst
Touka (npumep: 3.12%).
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BHymMaHve

CM. MHCTPYKLMIO N0 NPUMEHEHUIO
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IKKEHVE
nno npumeHeHnto CA 125 Il Kannépartops! (Alinity i CA 125 Il Calibrators)

|[MOPTUPOBKA

pekomeHfyeTcsi  TpaHcnopTuposaTb nNpu Temneparype 2-8°C B
BHTeliHepax 0AHOPa30BOTO MO/b30BaHMNSA, COAEPXALLNX XNaA03NEMEHTbI, U1
/"OKOHTeliHepax  MHOrOKpaTHOrO  MPUMEHEHUs  C  aBTOMaTU4Yecku
pXuBaeMoii TemnepaTypoii unu B aBTOpedpuxepaTopax ¢ UCMo/b3oBaHUEM
MHaVKaTopoB. M3enve ocTaeTcsl CTabUNbHbLIM [J0 OKOHYaHUsi CPOKA FOAHOCTH,
(VHOTO Ha ynakoBKe. Mpu TPaHCMOPTUMPOBaHUM C HapyLUeHNeM TemnepaTypHoro
éha nsgenve He MOANEXWUT MPUMeHeHMIo. TPaHCMOPTUPOBKA OCYLLECTBNAETCA
L BMAamu TpaHCMopTa B KPbITbIX TPAHCMOPTHbIX CPEACTBaX B COOTBETCTBUM C

vewnam1 nepeBo3ku rpy3oB, AENCTBYIOWMMY Ha KAXAOM BUAe TpaHcnopTa.
lapaHTuiinble o6s3aTenbcTBa

,\N3BOAMTENb rapaHTMpyeT, YTO MPU NPaBUILHOM XPaHEHUM 1 06paLLeHnn nsgenue
IXTaeTcA cTaBUbHBIM [J0 UCTEYEHUst CPOKa FTOAHOCTU. MaKkCUMasbHbIi CPOK.FOHOCTN
/lignuvHckoro usgenus He Gonee 8 MecsLeB C AaTbl NpousBoAcTBa. W3fenue,
[h3HMBLUEECA C HapyllEHMeM pernamMeHTUPOBAHHOTO NPOU3BOAUTENEM PEeXUMA,
NPUMEHEHMIO HE MOZJIeXMT.

TEXHWYECKOE OBCNYXWVBAHUE

He TpebyeTcs.

TEKYWWA PEMOHT

He TpebyeTcs.

OAHHBIE  Ana  YTUIN3AUWN N YHUUYTOXEHUA
MEAVLUMHCKOIo N3[ENNA

MeauumMHCKoe U3fienne yTUAMSNPYIOT U YHNUYTOXAlOT B COOTBETETBUM C NpaBuiamu
obpallerns € MefULMHCKUMU  OTXOfamu, pernamentupylowmummucs  CaHMuH
2.1.7.2790-10 oT 12.12.2010 «CaHuTapHO-anufemuosiorndeckne Tpe6oBaHNA K
06palLeHnio C MEANLMHCKAMI OTXOAaMU».

Heo6xoAumo cnefoBaTh HauMOHa/bHLIM CTaHAapTaMm npu-Aepejade u yTuamsauum
U3/ieNVsi, ero KOMMOHEHTOB W yNaKoBKY.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLNHCKOE U3AENVE

98/79/EC, BS EN 13641, BS EN 13612, BS EN |SO-15223-1, BS EN ISO 18113-2, BS
EN ISO 18113-3, BS EN ISO 23640, BS EN ISO 14971, EN ISO 13485, MeauumnHckme
usgenua PerynuposaHne GSR 78 E - *
MOTEHUNA/bHbBIA NOTPEBUTENb

Meaununnckoe usgenve CA 125 Il Kasm6patopsl (Alinity | CA 125 I Calibrators)
npeAHasHayeHo ANA  WUCMOMb30BAHWA| B  Pas/NNYHbIX  KNNHWUKO-NaboPaTOPHbIX
YCNoBusiX, BK/IoYas, 6e3 orpaHyeHNs, 60/bHULbI 1 1aGopaTopnK, NEPCOHa KOTOPbIX
npowien o6yyeHne no Mcnonb3oBaHnio aHanusaropa Alinity I.

MH®OPMALNA O HANKUYNN B MEANLIMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUIBHOCTb

MocTaBnseTcs B HecTepunbHOM Buge. CTepunusauus nepej NPUMEHEHWEM He
TpebyeTcs.

VH®OPMALNA 0 BO3MOXXHOCTN MOBTOPHOI'O
NMPUMEHEHWNA

He noanexuT NoBTOPHOMY NPUMEHEHUIO.

MATEPUANBIXMBOTHOTo NMPOUNCXOXAEHNA

Matepuanbl XUBOTHOTO MPOUCXOXAEHWUSI MPOBEPEHbl W PUCKM MPUMEHeHus: MU
ykasaHbl B [1acrnopre 6esonacHocTu. Macnopta 6e30MacHOCTU MOXHO HalTH Ha caiite
www.abbottdiagnostics.com nnu o6paTutech kK MECTHOMY NpeACTaBUTEIO.
MOKA3AHNS UMPOTUBOMOKA3AHUA

He npumeHumo.

YCNOBUAXPAHEHNA N NTPUMEHEHWA

XpaHeHue “MeauUMHCKOro usgenus npu Temnepartype ot 2°C /no 8 C gonxHo
OCYLIECTB/IATLCS B XOMOAU/BHBIX kKamMepax Ui B X0N0f4U/bHIKaX, 06ecneunBaowmx
perflaMeHTMpoBaHHbIli  TemnepaTypHblii  pexum ¢ exefHEBHOW perucTpaumeit
TemMneparypbl.

Peructpamug MU B Poc3gpaerapzope
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9660TT I'M6X & Ko. KI Ten;+ 49 61 22/58 0
Makc-TnaHr-PuHr 2, dakc: +49 61.22,58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Mognucek: /nognucaHo/ [Jata: 1 wniona 2019 .

3amaH KxaH (Zaman Khan)

3amecTuTens AMpeKTopa

Mo HOPMaTWBHO-NPABOBOMY PerynMpoBaHuio
PervnoH EEBA u lNakucTaH

3660TT M'M6X & Ko. KIF

3660TT TM6X & Ko. KIT
Makc-IMnaHK-PuHT 2

65205 BucbaaeH-[enbKeHxamnm
repmaHusd

/TeyaTb: 2660TT
2660TT T'MO6X & Ko. KT
Make=I'1naHK-PuHr 2
65205 BucbapgeH/

HOpuanyeckuii agpec: BucbageH

PaiioHHbI cys BucbageHa HAA 4888 YnpaBnsAoLLyiA:

HecyLmnii NepcoHasibHY 0TBETCTBEHHOCTb KOMIMAHBOH: KpuctmaH Ipanoy (Kristian Grapow)
3660TT MeHemKMeHT TMEX "per Anb6epr (Greg Ahlberg)
FOpugnueckuii agpec: BucbageH Mpeacegatens HabHOAATEIbHORO COBETA:
PaiioHHbIN cya BucbageHa HVA 12889 Xaiime A. KoHTpepac (JaimecA-Cintreras)

0 (bnlwansHoe meacslbl e lensCcTBoBaHMe

Hactoawmm oduumnanbHo yAaocToBepseTca,” 4To r-H 3amaii  XaH
3660TT 1M6.X & Ko, Kr Makc-MNnank-Puur 2. 652().) BucbageH,
COGCrBeVHOPYYMO NOCTaBWU/ BbILLIECTOSLLYIO MOAMNUCH B MPUCYTCTBAM
HOAHWCaBLLETOCA NpejcefaTens MecTHOLO/cyfa.

BucbageH, 09.07.20/9a

Ne B peecTpe 722/19

MowwnvHa B COOTBETCTBUM C MonoXxeHrem o cbopax B paumepe 6 eBpo
onnaveHa

/noanucaHo/

MpeacegaTenb MeCTHOTO cyaa

/MevaTb: MeCTHbIA cya r. BucbageH X1 * 2/

/nognucaHo/1 nona 2019 r.

TeKCT B AOKYMeHTEe «IKCaAyaTalMoHHasa [OKYMEeHTauusa» Ha aHIMACKOM M PyCCKOM si3blKax
MOMHOCTbIO COBNajaeT.

MepeBof C aHMMIACKOTO U HEMELKOFO $3bIKOB Ha PYCCKMIA $S3bIK BbIMOSIHEH MEpPeBOAYNKOM
UncTaKoBol BukTopuein AMUTpPUEBHOIA.

Peructpamug MU B Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



Poccuiickad ®egepayud. Nopog Mocksa.

JdesaTHajuaTOro NONA ABe ThiCAYN AeBATHALLATOrO roja.

A, bopoHuHa EBreHnss BnagnmumupoBHa, BPEMEHHO MCNONHAKL W AA 0653aHHOCTM=HO T apuyca
r. Mocksbl baxTapse 3Onbmupbl HOpbeBHbLI, CcBMAETENLCTBYKD MNOAMIMHHOCTE MNOAMUCK
nepeesoaumka UnctsakoBoii Buktopun AMUTPUEBHDI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTbL NoAMNMcaBLLETrO AOKYMEHT yCTaHOBJ/IEHA.

3apernctpuposaHo B peecTtpe: Ne77/52-1/77-201 9-2
B3bickaHo no Tapudpy 100 py6.

E.B. bopoHuHa

Peructpamug MU B Poc3gpaerapzope
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MpuioxkeHne 3

«COINMACOBAHO» «YTBEP>XOAHRO»
JOunpekTop perynatopHoro otaena OnpekTop HanpasneHus
JdnarHocTnyeckoro nogpasgeneHuns «KnuHuyeckue ncenegosanuas;\Poccusd/CHI

O6LwecTBa C OrpaHU4eHHOM 0TBeTCTBEHHOCTBIO OO0 «HesaBucumas nabopatopusa MHBNTPO»
«3660TT J1abopaTopn3» B Poccuun 1 cTpaHax

"A. NabuHckas ~.9. HoBukoBsa
2019 .

NMHCTPYKUWMSA

[Mo-AprMeHeHNI0 Ha MeaULUHCKOe n3aenve
KanunbpaTtopbl 4as 06ecneyeHNst NpaBu/IbHOCTIA KO/IMYECTBEHHOIO orpesesieHns
oHKoMapkepa C A 125 UMMYyHOXeMUTFOMUHECLIEHTHBIM METOZOM B CbIBOPOTKE WU-[/1a3Me
KPOBW YenoBeKa Ha UMMYHOXMMUYeCKMX aHanmsaTopax Alinity i «CA 12511 Kanubpatopbl
(Alinity i CA 12511 Calibrators)» nponsBogctsa 3660T1T 'M6X & Ko. KI™, [FepmaHus

oT «19» noas 2019 .

Peructpamug MU B Poc3gpaerapzope
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KOlusl

Abbott GmbH & Co, KG
Max-Planck- Ring 2

65205 Wiesbaden

Postfach 1303,65011 Wiesbaden

Tel. -t4g612
Fax +49612

NN

580
58 1244

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, 3amaii XaH (Zaman Khan), 3amecTnienb [upektopa perynsatopHoro .otaena Esponsl,
BnmxHero Boctoka, Adpuku u TNMakucraHa 3660TT TmM6x u Ko. KI ~(Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTesLluM yA0CTOBEPSIO,
4YTO  npuiaraemble  [JOKYMEHTbl  Bs= HWKENpUBeLeHHOM 00beMe - CTpaHul, SABNAIOTCA
3KCnyaTauMoHHOW AOKyMeHTaume. ST AOKYMEHTbl MOMHOCTHI0 COOTBETCTBYHOT aKTyasbHO
[LOKYMeHTaLMy NpousBoauTens.

JkcnayartaunmoHHas — JOKYMeHTalus  And  MeguumHckoro . m3genus  (Operational
documentation for medical device):
KannbpaTtopbl Ana  06ecneyeHns  npaBUIbHOCTM  KOJIMYECTBEHHOrO  OMNpefeneHuns

oHkomapkepa CA 125 UMMYHOXeMUIHOMUHECUEHTHbLIM METOZOM B CbIBOPOTKE M Mnasme
KPOBW YenoBeka Ha MMMyHOxMMUYeckux aHanusatopax Aliiity i «CA 125 Il Kannbpatopsl
(Alinity i CA 125 U Calibrators)»

Mo TekcTy 3aKcrnyaTaumMoHHbIX AOKYMEHTOB BCTPEYaloTCH BapWaHTbl HavMEHOBaHWi MeAULMHCKMX
M3genunin, npuBefeHHble B Tabnuue HWKe, KOTOpble SABAAKTCA CApaBefMBbIMA U PaBHO3HAYHBIMU
(Operational documentatien’ contains the following true and equivalent short names of medical devices
listed in tabic):

HaumeHoBaHve  HanmeHoBaHWE MEAULMHCKOIO U3Aenusi-ira pycCKOM Si3blKe CokpallgHHoe
Ha aHTr/IMACKOM HanMmeHoBaHKE(No
A3bIKE TEKCTY AOKYMEHTA)

Alinity i CA 125
11 Reagent Kit

Alinity i CA_125
Il Calibrators

Habop jTcarctHTOB A1 KO/IMYECTBEHHOrO OrnpeaeneHust
oHkomapkepa CA 125 HMMYHOXeMWUTIOMUHECLEHTHbBIM
MeTOLOM B CbIBOPOTKE W MJ1d3Me "KPOBM YesioBeKa Ha
UMMYHOXMMMYeCKMX aHanusaTepax Alinity i «CA 125 T
Peat eH'rbl (Alinity i| CA 125 11 Reagent Kit)»

Kannépatopbl ons o6ecreyeHns NpaBuIbHOCTA
KOMNYECTBEHHOr0 onpeeseHna oukomapkepa CA 125
NMMYHOXEMWU/TFOMUHECUEHTHBIM METOLOM B CbIBOPOTKE W
nnasme KpOBM  YeslOBEKA Ha  VIMMYHOXMMUYECKMX
aHanmzatopax Ability i «CA' 125 M Kannbpatopsbl (Alinity i
CA 125 11 Calibrators)»

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft; Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Gceschéft.sfiihrer:

Christian Graixnv

Greg Ahlbei-g

Vorsitzender des Alifsichtsrate,s:
Jaime A Contreras

Peructpamug MU B Poc3gpaerapzope
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CA 125 ,M~"PeareHTbl
(Alinity=1 'CA 125 1l
Reagent Kit)

CA 125 n
Kainbpatopbl (Alinity i
CA 125 W Calibrators)
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Abbott

Alinity i CA 125 KoHTpo/bHble matepuanbl  Ans noaTeepxaeHus CA 125 Il
Il Controls BOCMPOM3BOAUMOCT U NPaBWIbHOCTU  KOJIMHYECTBEHHOTO  KOHTPO/bHBIE
onpeaeneHus OHKOMapKepa CA 125 marepuanbi~ (Alinity i

VNMMYHOXEMWTIOMUHECLIEHTHLIM METOAOM B CbIBOPOTKE U CA 125 I, Controls)
nasMe KpoBM  Ye/ioBeKA Ha  MMMYHOXVMMYECKUX

aHanmzatopax Alinity i «CA 125 I KOHTposbHble

matepurans! (Alinity i CA 125 11 Controls)»

Cocrtas (contents):

# Title Number of
pages
1 Instruction for use for Alinity i CA) 125 Il Calibrators with ADDENDUM for 3
Russia.
2. WHCTpyKums no npumeHeHno/CA 125 11 Kaimbpatopsl (Alinity i CA 125 11 4

Calibrators) ¢ MPUTOXEHUEM ansa Poccun.

Signed: Date:
Zaman Khan,

Associate Director Regulatory

Affairs EMEA and Pakistan; A b b 0 tt

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

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

65205 Wiesbaden-Delkenheim
Germany
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Alinity i
CA 125 Il Calibrators

Read Highlighted Changes; Revised July 2018,

NAME
Alinity 1 CA 125 |l Calibrators (also referred to as CA 125 Il Cals)

INTENDED USE

The Alinity | CA 125 Il Calibrators are for the oalibration of the Alinity
I analyzer when used for the quantitative determination of OC.125
defined antigen In human serum and plasma.

For additional information, refer to the Alinity | CA 125 Il reagent
package Insert and the Alinity cl-serles Operations Manual.
CONTENTS

The [c*i-|«| contains THIS buffer with protein (bovine) stabilizers.
The contain OC 125 defined antigen (human)

prepared in THIS buffer with protein (bovine) stabilizers:
Preservatives: Sodium Azide and ProCtin 300.

The calibrators are at the following concenlrations;

CN125 1t
Calibrator Quartity (Uimi)
§*5%] 1x 3.0mL 0
|:*5»] 1x 3.0mL 20
Icallcl 1X3,0mmL 75
lcalld] 1x 3.0 ml 225
§*m-§! 1X3.0mL 500
1x3.0mL 1000

MATERIALS REQUIRED BUT NOT PROVIDED
« 04R1001 Alinity d-series Calibrator/Conlrol Replacement Caps

STANDARDIZATION

CA 125 assay values are expressed as U/mL. A unit is a value
related to a FuJlrebio Diagnostics. Inc. maintained reference
preparation. The calibrators for the Alinity | CA 125 Il assay are
manufactured volumetrically;and are referenced to this standard
prepared by Fujirebio Diagnostics. Inc. There is no internationally
recognized CA 125 standard.available at this time.

PRECAUTIONS

« For In Vitro Diagnestic Use

Safety Precautions

CAUTION: This product contains human-sourced. and/
or potentially rnlectious components. Calibrators B-F contain
antigen.derived from a human cell line. No known test method
canoffer 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 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 contairtirKj infectious-agents.” *

Peructpamug MU B Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru
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CA125 11
[FE~ 08P4901

701331 R0?
S8P490

The following warnings and precautions apply to: §**-I*UcAi,|Fi

<|>

WARNING Contains tris hydroxymethyl
aminomethane*. methyllsothiazolones and
sodium azide:

H317 May cause an allergic skin reaction.

H316* Causes mild’ skin irritation.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

P272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / OyB protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333rP313 If skin Irritation or rash occurs: Got
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
It before reuse.

Disposal

P501 Dispose of contents / container In

accordance with local regulations.

« Not applicable where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
implemented.

Safety.-Data Sheets are available at www.abbotidlagnosiics.com or
contactyour local representative.

For.a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-serles 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-(5-10 times).

STORAGE

« Do not use past expiration date.

Storage Maximum Additional Storage
Temperature  Storage Time-Instructions
Unopened 2 to 8'C Until
expiration
date
Opened 2to 8C Until Store tightly capped with
expiration new replacement cap.

dale Return to retrigeratod
storage after use.

The analyzer will track In-use Stability, which is the lime 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
Slability has been exceeded. Maximum In-use Stability can be



found in the Assay Parameter Report. For additional inlormation on
calibrator In-use Stability, refer to the Allnlty cl-series Operations
Manual, Section 5.

For additional information on printing assay parameters, refer to the
Alinity cl-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
cl-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 lurther 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 racalibration after maintenance to critical

parts or subsystems or alter service procedures have been

performed.

For additional information, refer to the assay.reagent package Insert

and the Alinity cl-serles Operations Manual:

INDICATIONS OF INSTABILITY-OR DETERIORATION

Instability or deterioration should bo suspected it there are
precipitates, visible signs of leakage; turbidity, if calibration does

not meet the appropriate package insert and/or Alinity ci-series
Operations Manual criteria, or If gontrois do not meet the appropriate
criteria.

BIBLIOGRAPHY

t.  US Department of Labor, Qccupational Safely and Health
Administration. 29 CFR Part;1910.1030, Bloodborne pathogens.

2. US Department of Healthrand Human Services. Biosafety in
Microbiologicai and Biomedical Laboratories. 5th ed. Washington, DC;
US Government Printing-Olfloe; December 2009.

3. World Health Organization. Labomtory Biosafety Manuel. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Wodrers Rom Occupationally Acquired Intections;
Appmved Guideline—Fourth Bdliton. 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%).
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Key to Symbols
ISO 15223 Symbols

A Caution

0 a Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

DN

In Vitro Diagnostic Medical
Device
Lot Number

S List'Number

Serial number

other Symbols
lcatla | Calibrator (A,B,C,D,E or F)
Control Number
1comcl Concentration

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.
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ADDENDUM

to the Instruction for Use Afinify i CA 125 Il Catibrators <for Russia)

SHIPPING

Recommended sfiipping conditions for device is 2-8 in single-use thermo containers
containing coolant elements, or in reusable thermo containers with automaticalty
maintained temparature or in outorefrigerators using thermal andicators. Device Is
stable until the expiration date indicated on the package. Device is no longer suitable
for use if shipping temperature limits have been vicrfaled. Ship in an enclosed carriw
vehicle of any kind in accordance with shipping rules, appScabte to the rospecltve
carrier,
WARRANTY
Manufacturer guarantees that device rerrjains stable until the expiration date when
slewed and handled as dimefed. The maximum shelf Wo of the medical device 'is8
months iTom date of maiurfacturing Device must be discarded if stored with deviations
ki manufacturer's requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Deslfucl and dispose of a medical device In accordance Mrith ttie tequirornems of
SanPin 2.1.7.2790-10 dated December 12. 2010 Sanhary-epidemiologica!
Requirements for the Management of Medical Waste".

Transmit arid dispose of a f*oduct and Ks components and packaging in accordance
with local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC. BS EN 13641, BS EN 13K12, BS EN ISO 15223-1. BS EN ISO 18113-2. BS
EN ISO 18113-3. SS EN ISO 23640. EN ISO 14971, EN ISO 13485. Medical Device
Regulation GSR 78 E

POTENTIAL USER

The Alinity i CA 125 Il Callibrators is intendeit to-be.used in a variety of clinical and
laboratory conditions, including, vdthout limitation, “hospitals and laboratories, whose
personnel have been trained in \ho use of ttie Atinity-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 “RPOSSIBILITY OF MULTIPLE
APPLICATION

Medicai device cannot be re-appited

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of usir>g MO are indicated in SDS. Safety
Data Sheets are available-at www.abbottd'aQnostics-com or contact your local
representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.

STORAGE AND USE CONDITION
Storage of Medical device at a temperature of 2 *C to ft “C should be carried out in.cold

rooms or in refrigerators, providing a regulated temperature regime with @ daily
temperature record.
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