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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), 3amectuTtens [lMpekTopa perynsatopHoro otgena Esponbl,
BnvwkHero Boctoka, Adpukn un MakmuctaHa 3660TT Tm6x n Ko. KIT (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosAWMM YyA0CTOBEPSIO,
4yto Mpunaraemble  OOKYMEHTbl B  HWKernpuBeAeHHOM 00beMe  CTpaHul,  ABNAKOTCA
aKcnyaTaumoHHON AOKyMeHTauuen. 3T JOKYMeHTbl MOIHOCTbIO COOTBETCTBYIOT aKTyaslbHOM
[OOKYMEHTALMN NPOV3BOAUTENS.

JKcnyaTtauMoHHass  JOKyMeHTauus  Ansa  MeguvuuHckoro  msgenma  (Operational
documentation for medical device):

Kanmbpatopbl A1 obecriedeHUs  MPaBUILHOCTU  KOJIMYECTBEHHOIO  OMpeaesieHus
oHkoMapkepa CA 125 MMMYHOXeMWIHOMUHECLIEHTHBbIM METOAOM B CbIBOPOTKE U M1a3me
KPOBW YesioBeKa Ha MMYHOXMMUYECKMX aHanmsatopax Alinity i «CA 125 1l KanmbpaTtopsbl
(Alinity i CA 125 11 Calibrators)»

Mo TeKCTy 3KCnyaTauMOHHbIX AOKYMEHTOB BCTPEYAOTCA BapuaHTbl HavMeHOBaHWUA MeAULMHCKUX
M3Lenunin, NpuBeAeHHble B TabnuLe HWKe, KOTOpble SIBASIOTCA CApaBe/IMBbIMU M PaBHO3HAYHbIMU
(Operational documentation contains the following true and equivalent short names of medical devices
listed in table):

HavmeHoBaHne  HaviMeHOBaHWe MeULMHCKOrO U3LeNNs Ha PYCCKOM Si3bIKe CokpalleHHoe

Ha aHr NACKOM HavMeHoBaHMe(no
A3bIKe TEKCTY [OKYMEHTA)

Alinity i CA 125 Hab6op peareHTOoB AnSl KonuyecTBeHHoro onpegenedns CA 125 11 PeareHTbl

Il Reagent Kit oHKoMapkepa CA 125 uMMyHoxeMunloMuHeclueHTHbIM — (Alinity i CA 125 I

MeTOOM B CbIBOPOTKE M MnasMe KpoBM 4YenoBeka Ha Reagent Kit)
MMMYHOXMMUYECKMX aHanm3atopax Alinity i «CA 125 I
PeareHTbl (Alinity i CA 125 Il Reagent Kit)»
Alinity i CA 125 Kasnmbéparopbl ansi obecnevyeHuns npasunbHoctn CA 125 |
I Calibrators KOMMYECTBEHHOrO onpefeneHuss oHKomapkepa CA 125 Kanubpatopbl (Alinity i
NMMYHOXEMUTIOMUHECLIEHTHLIM MeToaoM B cbiBopoTke M CA 125 Il Calibrators)
nnasMe KpPOBM  YefoBeka Ha  UMMYHOXUMMUYECKMX
aHanmsatopax Alinity i «CA 125 Il Kanunbpatopsl (Alinity i
CA 125 Il Calibrators)»
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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 Martepuansl - (Alinity

MMMYHOXEMUTIOMUHECLIEHTHLIM MeTooM B cbiBopoTke n  CA 125 11 Controls)
nnasmMe  KpoBM  4Ye/loBeKa Ha  UMMYHOXUMWUYECKUX

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 MHcTpyKumsa no npumeHeHuto CA 125 Il Kannbpatopsl (Alinity i CA 125 11 4

Calibrators) ¢ MPUJTOXEHWEM gnsa 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
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Ih 25 1l Calibrators
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~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 | 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 Il 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:

CA 1251

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 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 containing infectious agents.\""
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CA 1251
08P4901
701-331_R02
S8P490

The following warnings and precautions apply to: I 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 Uus Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, 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 Fmm Occupationaliy 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 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
Loncl 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

1PRODUCED for ABBOTT BY |

titl

1IDISTRIBUTED IN THE USA BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

Fujirebio 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 ISO 13485, Medical Device
Regulation GSR 78 E

POTENTIAL USER

The Alinity i CA 125 II 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) npegHa3Ha-

; Wbl 419 KanMbpoBkM aHanudartopa Alinity i npu KONMYeCTBEHHOM
' onpefeneHnn aHTureHa, BbisiBNsieMoro aHtutenamm OC 125, B
CbIBOPOTKE U Masme KpoBW YesioBeka.

JlononHnTensHyto MHopMaumio CM. B MHCTPYKLMK NO NPUMEHEHWIO
KpeareHTy n PykoBoacTBe no akcnnayatauuu Alinity ci-series.

COJAEPXWNMOE

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

lcaclsl. 1Q0.IF conepxat aHTuren, BhisBnsEMbI aHTUTENaMM

OC 125 (4enoBeka), NoAroToBeHHbIli B TRIS-6ychepe ¢
nNpoTenHoBbIMK (Bbl4buUMK) cTabunmsaTopamu. KoHcepBaHTbl; 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| 1x3.0mL 1000

HEOBXOAWMBIE, HO HE NPEAOCTABJ/TAEMbIE

MATEPWANbI

e 04R1001 3ameHsieMble KpbILLIKW A5 KanmbpaTopa/KoHTPoNs
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALINA

PesynbTatbl Tecta CA 125 Bblpaxatotca B U/mL. [jaHHasa egvHuua
M3MepeHus BblpaxaeT 3HayeHne pedhepeHcHoro npenapara
komnaHun Fujirebio Diagnostics, Inc. CA 125 Il Kannbpatopbl

(Alinity i CA 125 Il Calibrators) npov3segeHbl BO/IIOMETPUYECKN U
COOTHeCEeHb! C [aHHbIM CTaHAAPTOM, W3rOTOB/IEHHLIM KOMMaHuei
Fujirebio Diagnostics, Inc. B HacTosiwee Bpems ana tecta CA 125 He
CyLLecTByeT Mex/yHapoHOro npusHaHHoro craHgapra.

MEll:T/I?I MPEAOCTOPOXHOCTU

«  [ns guarHoctukm N Vitro

IRX ONLY |

Mepbl NPefoCTOPTEKHOCTM

2\ BHVIMAHVE: [aHHblii NPOAYKT COAEPXUT
Mo/lyYeHHbIE OT YesI0BEKa W/MNK NOTEHLMANLHO
MH(EKLMOHHbIE KOMMOHEHTLI. KanmGpaTopbl B-P cogepxat
aHTUreH, NOJyYEHHbIA N3 JIMHUM KNeToK YesnoBeka. Hu
OJVH U3 N3BECTHbIX METOAO0B TECTUPOBAHUS HE MOXET
rapaHTpoBaTh, YTO Marepuasibl, NOJyYeHHbIe OT YenoBeka, Win
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CA 125 I
[UF] 08P4901

G76258R02
S8P49R

MHaKTUBMPOBaHHbIE MUKPOOPraHW3Mbl He NePeHOCAT UHEKLMIO.
MoaTomy Bce maTepuasbl, MONyYeHHble OT YenoBeka, cneayeT
cymTaTh NOTEHLMaNbHO MH(EKLMOHHBIMW. PekomeHayeTca
obpalatbCca ¢ AaHHbIM NMPOAYKTOM 1 06pasuamMu, NosyYeHHbIMU
OT YesnoBeka, B COOTBETCTBMM cO CTaHAapTOM Mo o6paLleHuto ¢
reMOKOHTaKTHBIMU NaToreHamu, pa3paboTaHHbIM YnpasieHnem
CLUA no oxpaHe TpyAa U NPOMbILLAEHHON rurneHe
(OSHA). Mpy paboTe ¢ MaTepuanamu, cogepxaliuMmv unu
NpeAnoNioXNTENbHO COAEePXaLMMN UH(DEKLMOHHbIE areHTbl,
cnenyeT cobnoaaTb npasuia 6uonoruyeckoii 6esonacHocTu,
YPOBEHb 2, UMW Apyrue COOTBETCTBYIOLLME NpaBuna
6uonornyeckoli 6esonacHocTin."”

Cnepytouive npefynpexaeHns 1 Mepbl NpefoCcTOPOXHOCTU

OTHOCATCA K: “ 'mihl

<>

MPEAYNMPEXAEHVNE Cogepxut TRIS-rugpokonmsTu-
aMyHOMeTaH*, MeTUIN30TNA30/OHbI U
asug Hatpus.

H317 MoXeT Bbl3blBaTb asl/1Ieprnyeckyto

KOXHYIO peakuuio.

H316* BbI3bIBaET fIerkoe pasfpaxeHune Koxu.

EUH032 Mpy KoHTakTe ¢ kucnotamu obpasyetcs
BbICOKOTOKCUYHBIA ras.

MpepoTBpatleHne

P261 W36eratb BAbIXaHWsA TymaHa/napos/
asposoneii.

pP272 He BbIHOCUTL 3arpsi3HEHHYI0 ogexay ¢
pabouyero mecta.

P280 Monb3oBaTbCs 3aWMTHBIMK nepyaTkamu/
3almUTHOI oaexaoi/cpeacTBamMy 3awuTbl
rnas.

PearnposaHxue

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

P333-MP313 Mpn pasgpaeHnn Koxu nan nosiBNeHnn
cbinu; O6paTUTLCS K Bpady.

P362+P364 CHSATb 3arpsisHeHHylo oaexay v
BbICTVPATb ee nepef 1CMonb30BaHNEM.

Ytunusauymsa

P501 YTUNu3unpyiTe cofepxmmoe/KoHTeliHep B

COOTBETCTBUU C CaHUTapPHbLIMV HOPMamu
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

* He npyMeHUMO Ha TeppuTopumn aeiicteusi PernameHta EC Ne
1272/2008 (CLP) unn CraHgapTa onoselyeHusi 06 onacHocTn
YnpasneHnusi CLLUA no oxpaHe TpyZa 1 NPOMbILLIEHHON TUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Macnopta 6e3onacHOCTK JOCTYMNHbI Ha caiite
www.abbottdiagnostics.com v y MecTHoro npeactasutens.
Moapo6Hyo MHhopmaLmio 0 HeobXoANMbIX Mepax
NpefoCTOPOXHOCTU NpKU paboTe C aHaIM3aTopom 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 XpaHeHuns XpaHeHuto
m»ckpbiThiil 2 - 8'C o
LWaKoH OKOHYaHus
cpoka
rogHoCTU
4 " XpaHUTb BO (PlakoHax,
/BCKpbITbIN 2-8C [o p .
N0THO 3aKpbITbIX
/ chnakoH OKOHYaHus p
cpoka HOBbIMW 3aMeEHAEMbIMN
roiHOCTN KpbILWKamMmn.

Nomectutb B
X0N0AWNbHYK nocne
MCMNO/Ib30BaHNSA.

Cuctema oTCNeXnBaeT CTabubHOCTb NPU UCMOMb30BAHUN -
nepuos, BpeMeHu, B TEYEHNE KOTOPOro KaimbpaTop Haxogurces
BHE X0/104W/IbHIKa Ha 60pTy aHanusaropa. Cuctema He no3sBoauT
MCMonb30BaTh kambépartop, ecnu nepuog cTabunbHOCTU

npy UCMosb3oBaHUK UcTek. CM. MakcMmasibHoe 3HayeHue
CcTabunbHOCTM NpU UCMNOMb30BaHWK B OT4yeTe "lMapameTpbl
TecToB" [ONONHUTENbHYIO MHOPMaLUWI0 O CTabubHOCTY Npu
MCNonb30BaHUN Kannbpatopa cMm. B PyKoBoACTBe MO aKcnayatauun
AHy cl-3erleb. Pasgen 5.

JlononHnTeNbHY0 MHopMaLUuio O BbIBOJE NapamMeTpoB TECTOB
Ha neyatb cM. B PykosoacTee no akcnnyartauuu AllnHy eHsenes.
Pa3gen 5.

NMPOLUEAYPA PABOTblI HA AHAJTM3ATOPE
napameTpbl cepun kasnméparTopa MOryT BBOAUTLCA NPU MOMOLLU
LUTPUXKOJA Ha ynakoBke kanuéparopa.

VIHhopMaumio 0 HacTpolike nNapameTpoB kanmépaTopa cM. B
PykoBopacTse no akcnnyatauun Anlly cl-3erles. Pasgen 2.
VHcbopmaumio 0 3aka3e u 3arpyske kanmbpaTopoB B cuctemy
cMm. B PykosogacTtse no akcnnyatauuun Aluflly cl-3erles. Pasgen 5.

MPOLEAYPblI KOHTPOJIA KAYECTBA

[ins oueHKn KannbpoBkM TecTa HeO6XOAMMO MPOTECTUMPOBATL MO
O[JHOMY KOHTPOJIIO KaXXA0ro YpOoBHS. Y6eauTech, Y4To 3Ha4YeHUs
KOHTpONel HaxofsTca B npejenax AnanasoHa JonyCTUMbIX
3HaYeHWN, yKkasaHHbIX B COOTBETCTBYIOLEN NHCTPYKLMUM NO
NPUMEHEHUIO.

WHdhopmauuio o 3akase koHTponeli cm. B PykoBoacTee Mo
akcnnyaTauin AVn/ly cHserles. Pasgen 5.

Mocne NpUHATUA 1 COXpaHeHWs pe3ynbTaToB KaIMGpPOBKK TecTa Bce
nocnegyolve obpasLibl MOXHO TecTupoBaTb 6e3 npeaBapuTeNbHO
KanM6poBKM, KPOMe Tex Cryvaes, Korga.

* Vicnonb3yetca Habop peareHTOB C HOBbIM HOMEPOM Cepuu.
Pe3ynbTartbl eXefHeBHOI npoLeaypbl KOHTPONA KayecTsa
HaxoAATCs BHe cTaTUCTMYeckn 060CHOBaHHOMO fuanasoHa
KOHTPONSA Ka4ecTBa, WUCMosb3yemMoro A1s MOHUTOPUHIa 1
KOHTPO/ISi pabounx XapakTepPUCTUK CUCTEMbI, Kak ykasaHo B
pasgene "Mpouenypbl KOHTPOSA KavyecTBa" COOTBETCTBYOLEN
MHCTPYKLMW MO NPUMEHEHNIO K peareHTy.

Ecnu cTaTUCTUYECKU 060CHOBAHHLIN Avana3oH 3HaYeHwui
KOHTPO/ISi HEAOCTYMNeH, TO NEePUOS, Mexay KannbpoBkamMun He
[o/MKeH npesbiwaTb 30 gHe.
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MoxeT noTpe6oBaTbCs NOBTOpPHas KannbpoBka TecTa nocne
npoLeaypbl TEXHAYECKOTo 06CMyXMBaHUA OCHOBHbIX YacTel
CUCTeMbl WU ee KOMMOHEHTOB WW Nocne NPoBeAeHNsi CePBUCHbIX
npoueayp.

[lononHUTeNbHYI0 UHChOPMAaLMIO CM. B MHCTPYKLMW MO NPUMEHEHUI0
K COOTBETCTBYIOLLLEMY peareHTy 1 PyKkoBoACTBe MO aKcniyatauum
Alinity ci-series.

MOKASATE/IN HECTABU/IbBHOCTW 1N NMOPYA

MokasaTtensamu HecTabUMbLHOCTY WM NOPYN CRYXaT 0Cafok,
BUAMMbIE CMieAbl NPOTEYKM, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KanM6poBKN KPUTEPUAM, YKa3aHHbIM B MHCTPYKLMW MO NPUMEHEHN0
nvnn PykoBoacTBe no akcnnayatauuu Alinity ci-series, nau
HEeCOoOTBETCTBME KOHTpONeli yCTaHOBMEHHbIM KPUTEPUAM.

BVNBTNOTPADUNA

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 pasgenunTens Tbica4y ucnonb3yertcsi npoben (npumep:
10 000 o6pasuos).

B kauecTBe pasfenmTenst 4ecATUYHbIX 3HAKOB UCMO/b3yeTcst
Touka (npumep: 3.12%).
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MpyrmMe cMMBONbI

BHumaHve

CM. MHCTPYKLMIO N0 NPUMEHEHUIO

M3roTosutens
TemnepaTypHbIii Aruana3oH
Vcnonb3oBatb 40/CpoK rogHOCTU

MepguumHckoe nsgenve ans
guarnoctuku [N Vitro

Homep cepun

KaTanoxHblii Homep
CepWuiiHblii Homep
Kann6patop (A.B.C.O.E nnu P)
KOHTPONbHbI HOMep
KoHueHTpauma

Copfepxut asug Hatpus. Mpu

KOHTaKTe C Kucrotamu obpasyeTcsi
BbICOKOTOKCUYHBII ras.

Anctpubbiotop B CLUA
VHcbopmaums Tonbko gna CLUA
MNpousseneHo a1 Abbo«
MpoaykT CLWA

[Ans ncnonb3oBaHWs TOMbKO
MeAULMHCKUM PaboTHUKOM
(NPUMEHNMO TONbKO K
Kknaccudukauun CLLA)
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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

,\N3BOANTENb rapaHTMpyeT, YTO NMPU NPaBUILHOM XPaHEHUU 1 06paLleHnn usaenue
IXTaeTcA cTaBUbHBIM [J0 UCTEHYEHUst CPOKa FTOAHOCTU. MaKkCUMasbHbIi CPOK rofHOCTH
/lignuvHckoro uspenus He Gonee 8 MecsLeB C Aatbl NpousBogcTBa. W3genue,
[h3HMBLUEECA C HapyllEHMEeM pernamMeHTUPOBAHHOTO NPOM3BOAUTENEM pexXuMa,
NPUMEHEHMIO HE MOZJIeXMT.

TEXHWYECKOE OBCNYXWVBAHUE

He TpebyeTcs.

TEKYWWA PEMOHT

He TpebyeTcs.

OAHHBIE  Ana  YTUIN3AUWN N YHUUTOXEHUA
MEAVLUMHCKOIo N3[ENNA

MeauumMHCKoe U3fienne yTUAMSNPYIOT U YHNUYTOXAOT B COOTBETCTBUM C NpaBuiamu
obpallernst € MefULMHCKUMM  OTXOfamu, pernameHTupylowmumucs  CaHMuH
2.1.7.2790-10 oT 12.12.2010 «CaHUTapHO-3anuAemMuoniornyeckne Tpe6oBaHNA K
06palLeHnio C MEANLMHCKAMI OTXOAaMU».

Heo6xoAumo cnefoBaTh HauMOHa/bHLIM CTaHAapTaMm npu nepefade v yTuamsauum
U3/ieNVsi, ero KOMMOHEHTOB W yNaKoBKY.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLNHCKOE U3AENVE

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, BS EN ISO 14971, EN ISO 13485, MeauumnHckue
usgenua PerynuposaHne GSR 78 E - *
MOTEHUMA/bHbBIA NMOTPEBUTE/Nb

MeguuuHckoe mspgenue CA 125 Il KanmGpatopsl (Alinity | CA 125 Il Calibrators)
npeAHasHayeHo ANA  WUCMONb30BAHWA B Pas3/NYHbIX  KNNHWUKO-NabopaTOpHbIX
YCNoBusiX, BK/ToYas, 63 orpaHMyeHNs), 60NbHULbI 1 1aGopaTopnK, NEPCOHa KOTOPbIX
npowuen o6yyeHne no Mcnosnb3oBaHWio aHanusartopa Alinity I.

MH®OPMALNA O HANNYM B MEANLNHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUIBHOCTb

MocTaBnseTcs B HecTepunbHOM Buge. CTepunusauus nepej NpUMEHEHWEM He
TpebyeTcs.

VH®OPMALNA o] BO3MOXXHOCTN MOBTOPHOIO
NMPUMEHEHWA

He noanexuT NnoBTOPHOMY NPUMEHEHUIO.

MATEPUANbI xnBoTHOTro NMPOUNCXOXOEHNA

Matepuanbl XMBOTHOTO MPOUCXOXAEHWUSI MPOBEPEHbl W PUCKM MpuUMeHeHus MU
ykasaHbl B [acnopte 6e3onacHocTu. Macnopta 6e30MacHOCTU MOXHO HaiiTW Ha caiite
www.abbottdiagnostics.com nnu o6paTutech kK MECTHOMY NpeACTaBUTENHO.
NOKA3AHNS UMPOTUBOMOKA3AHUA

He npumeHumo.

YCNoBNA XPAHEHNA N NTPUMEHEHWA

XpaHeHne MeAMLMHCKOro u3genus npu Temnepartype oT 2°C o 8 C A0/KHO
OCYLLLeCTB/IATLCS B XOMOAU/bHBIX kKamMepax Uin B X0Nofu/bHIKax, obecneunBaowmx
pernamMmeHTUpPOBaHHbIli  TemnepaTypHblii  pexum ¢ exefHeBHOll peructpaumeit
Temneparypsbl.
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9660TT I'M6X & Ko. KI Ten;+ 4961 22580
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

/TleyaThb: 2660TT
2660TT F'M6X & Ko. KI
Makc-InaHK-PuHr 2
65205 BucbageH/

HOpuanyeckuii agpec: BucbageH

PaiioHHbI cys BucbageHa HAA 4888 YNpaBnsoLLyiA:

HecyLmnii NepcoHasibHY0 0TBETCTBEHHOCTb KOMIMAHBOH: KpuctmaH panoy (Kristian Grapow)
3660TT MeHemKMeHT TM6X "per Anb6epr (Greg Ahlberg)
FOpuaunueckuii agpec: BucbageH Mpefcegatens HabntoAaTeNIbHOrO COBETA:
PaiioHHbIN cya BucbageHa HMA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

0 (bnlwansHoe meacslbl e fenbCTBoBaHMe

Hactoawwum oduumnanbHo yAocToBepseTcs, 4TO r-H 3amali  XaH
3660TT 1M6.X & Ko, Kr Makc-MNnank-Puur 2. 652().) BucbageH,
COGCrBeVHOPYYMO NOCTaBWU/ BbILLIECTOSALLYIO MOAMUCH B MPUCYTCTBUM
HOAHWCaBLLETOCA NpejcefaTeNns MecTHOro cyfa.

BucbageH, 09.07.20/9a

Ne B peecTpe 722/19

MoLwnvHa B COOTBETCTBUM C MonoxeHnem o cbopax B paumepe 6 eBpo
onnaveHa

/noanucaHo/

MpeacegaTenb MeCTHOTO cyaa

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

/nognuncaHo/1l nona 2019r.

TeKCT B AOKYMeHTe «3JKcnayaTaluoHHas [OKYMEeHTauus» Ha aHIMACKOM M PyCCKOM si3blKax
MOMHOCTbIO COBNajaeT.

MepeBof C aHMMIACKOTO U HEMELKOFO $3bIKOB Ha PYCCKMIA $S3bIK BbIMOSIHEH MEpPeBOAYNKOM
UncTaKoBol BukTopuein AMUTpPUEBHOIA.
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Poccuiickad ®egepayud. Nopog Mocksa.

JdesaTHajuaTOro NONA ABe ThiCAYN AeBATHALLATOrO roja.

A, bopoHuHa EBreHnss BnagnmumupoBHa, BPEMEHHO MCNONHAKL WA 0653aHHOCT M HOTapuyca
r. Mocksbl baxTapse 3Onbmupbl HOpbeBHbLI, CcBMAETENLCTBYKD MNOAMIMHHOCTL MNOAMUCHK
nepeesoaumka UnctsakoBoii Buktopun AMUTPUEBHDI.

Moanuch caenaHa B MOEM MPUCYTCTBUN.

JlnyHOCTbL NnognucaBlLUEero 4OKYMEHT YCTaHOBJIEHA.

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

E.B. bopoHuHa
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MpunoxkeHune 3

«COINMACOBAHO» «YTBEP>XOAHRO»
JOunpekTop perynatopHoro otaena OnpekTop HanpasneHus
JdnarHocTnyeckoro nogpasgeneHuns «KnnHuyeckue ncenegosanua», Poccusd/CHI

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

"A. JlabunHckasn _9.9. HoBuKoBa
2019 .

NMHCTPYKUWMA

Mo NprMeHeHNI0 Ha MeaULMHCKOe n3fenve
KanunbpaTopbl A/151 06ecneyeHnsi NpaBu/IbHOCTN KOSIMYECTBEHHOIO onpesesieHns
oHKoMapkepa C A 125 UMMYHOXEMUTFOMUHECLIEHTHLIM METOZOM B CbIBOPOTKE U N1asme
KPOBWM YenoBeKa Ha UMMYyHOXMMUYecKnx aHanmsatopax Alinity i «CA 12511 Kanubpatopsl
(Alinity i CA 12511 Calibrators)» npousBogcTtsa 3660T1T 'M6X & Ko. KI™, MepmaHus

oT «19» nonsa 2019 .
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KOlusl

Abbott GmbH & Co, KG Tel. -t496122580
Max-Planck- Ring 2 Fax +49 61 22 58 1244
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, 3amalii XaH (Zaman Khan), 3amecTutenb J[MpeKTopa perynsatopHoro otaena EBsponsl,
BnvxHero Boctoka, Adpukn n MakuctaHa 9660TT 'm6x u Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAWwMM yA0CTOBEPSIHO,
4YTO  npuiaraemble  [JOKYMEHTbl B  HWKENpPUBELEHHOM 00beMe  CTpaHuu,  ABASKOTCA
3KCn/yaTauMoHHOW AOKyMeHTaumed. 3T AOKYMEHTbl MOMHOCTHI0 COOTBETCTBYHOT aKTyaslbHOA
[LOKYMeHTaLMy NpousBoauTens.

JKcnayartaunmoHHas — JOKYMeHTauus  ona  MeguumHckoro  msgenus  (Operational
documentation for medical device):

Kanubpatopbl fansa  obecneveHnss  MNpPaBUIbHOCTU  KOJIMYECTBEHHOIO  OMNpejeseHns
oHkomapkepa CA 125 UMMYHOXeMUIHOMUHECUEHTHbLIM METOAOM B CbIBOPOTKE M Mnasme
KPOBW YenoBeka Ha UMMyHOXMMUYeckux aHanusatopax Aliiiity i «<CA 125 || Kannbpatopsl
(Alinity i CA 125 U Calibrators)»

Mo TekcTy 3KcrnyaTaumMoHHbIX AOKYMEHTOB BCTPEYalOTCH BapuaHTbl HauvMEHOBaHWi MeAULMHCKMX
M3enunin, npuBefeHHble B TabnuUe HWKe, KOTOpble SABAAKOTCA CApaBefMBbIMA U PaBHO3HAYHBLIMU
(Operational documentation contains the following true and equivalent short names of medical devices
listed in tabic):

HanmeHoBaHne  HaumeHoBaHVie MeAVMLMHCKOIO U3AENNS ira PYCCKOM S3bIKe CokpalLieHHoe
Ha aHrNINMACKOM HaumeHoBaHMe(no
A3bIKE TEKCTY JOKYMEHTa)
Alinity i CA 125 Habop jTcarcHTOB Ansi KOAWYeCTBEHHOro onpefeneHuss CA 125 1 PeareHTbl
11 Reagent Kit OHKoMapkepa CA 125 HMMyHoxeMuAlOMUHecLeHTHbIM  (Alinity 1 CA 125 I

MeTOZOM B CbIBOPOTKE W MNjasMe KpoBW 4enoBeka Ha Reagent Kit)
NMMYHOXUMUYECKMX aHanm3aTopax Alinity i «CA 125 T
Peat eH'rbI (Alinity | CA 125 11 Reagent Kit)»
Alinity i CA 125 Kanm6paTopbl ona obecrieyeHns npasuibHocT  CA 125 "
Il Calibrators KONMYECTBEHHOrO  OnpefienieHnst ouMkomapkepa CA 125 Kanmbpatopbl (Alinity i
NMMYHOXEMUTIOMUHECUEHTHBIM METOAOM B CbIBOPOTKE U CA 125 U Calibrators)
nnasve KpoBU Ye/ioBeKa Ha  MMMYHOXVMUWYECKUX
aHanmzatopax Ability i «CA 125 U Kannbpatopsbl (Alinity i
CA 125 11 Calibrators)»

Sitz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaft.sfiihrer:

Personlich haftende Gesellschafterin: Christian Graixnv

Abbott Management GmbH Greg Ahlbei-g Page | of 2
Sitz der Gesellschaft; Wiesbaden Vorsitzender des Aiifsichtsrate,s:

Amtsgericht Wiesbaden HRB 12889 Jaime A Contreras
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Abbott

Alinity i CA 125 KoHTpo/bHble matepuanbl  Ans noaTeepxaeHus CA 125 Il
Il Controls BOCMPOM3BOAUMOCT U NPaBWIbHOCTU  KOJIMHYECTBEHHOIO  KOHTPO/bHbIE
onpeaeneHus OHKOMapKepa CA 125 wmarepuanbl  (Alinity i

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

aHamzatopax Alinity i «CA 125 1l KoHTposbHble

matepurans! (Alinity i CA 125 1l 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 npumeHeHunio CA 125 11 Kaimbpartopsl (Alinity i CA 125 11 4

Calibrators) ¢ MPUTOXEHNEM 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
| 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 FuJirebio 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 Diagnostic 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
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 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.” *
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M en

CA 1251
[FE~ 08P4901

701-33L 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
contact your 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 oontrois do not meet the appropriate
criteria.

BIBLIOGRAPHY

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

2. US Department of Health and 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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A Caution

0 a Consult instructions for use
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DN

In Vitro Diagnostic Medical
Device
Lot Number

S List Number

Serial number

other Symbols
Calibrator (A,B,C,D,E or F)

lcatla |
Control Number

1comcl Concentration

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

Distributed In the USA by
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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 is 8
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 requirornems 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 POSSIBILITY 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 ata temperature of 2 *C to ft “C should be carried outin cold

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

CA 125 Il Kannepatopsbl (Alinity i CA 125 Il Calibrators)

Cm. Bblfe/ieHHble n3meHeHus. Pegakuma: nions 2018 r.

HAVMMEHOBAHWE (CokpalleHHoe)

CA 12S Il Kanmbpartops! (Alinity | CA 126 II Calibrators)
(Tarke BcTpeyaeTcst no TekcTy: CA 125 Il Cals)

HA3HAYEHWE

CA 125 Il Kannbpartops! (Alinity | CA 125 N Calibrators) npegHasHa-
YeHbl ANa Kannbposkn aHanmsaropa Alinity i npu KonMyecTBEHHOM
onpefieNieHnn aHTUreHa, BbisiBNsieMoro aHtuTenamm OC 12S, B
CbIBOPOTKE W MasMe KpoBW YesioBeka.

JlononHuTensbHyo UHopMaLyto CM. B MHCTPYKLMK MO NPUMEHEHNIO
K peareHTy 1 PykoBoacTse no akcnnyatauuu Alinity ci-series.

COJEPXVMOE

copepxut TRIS-6ychep ¢ npoTenHoBbIMU (Bbl4bVMI)
cTabunusaropamu.
cofilepaT aHTWreH, BbISIBISIEMbIi aHTUTENamm
OC 125 (4enoBeka), NOAroToBNEeHHbIN B TRIS-6ychepe ¢
nparenmHoBbIMU (Bbl4bMK) cTabunmsatopamv. KoHcepBaHTbl: A3na
Hatpusi n ProCrn 300.

KannépaTopbl XapakTepusyoTcs CreayownuMmn 3HaueHNsIMA:

IS 1T "®!

Karvioparop Korvqectso Um)

1X3.0mL 0
|CAL]g] 1X3.0mL 20
|c«.]cl 1X3,0mL 75
IcE161 1X3.0 mL 225
[SLTIl 1 X3.0 mL 500

1X3.0mL 1000

HEOBXOANMbIE, HO HE MNMPEAOCTABJ/TAEMBIE
MATEPUVAJbI

¢ 04R1001 3ameHsiemMble KPbILWKN 4719 KanmbpaTopa/koHTpons
Alinity d-series Calibralor/Control Replacement Caps

CTAHOAPTU3ALUNA

PesynbTatbl Tecta CA 125 Bbipaxatotcst B U/mL. [laHHasa eauHuua
13MepeHVs BblpaxaeT 3HaueHne pediepeHcHoro npenapara
KomnaHum Fujirebio Diagnostics, Inc. CA 125 Il Kannéparopbl

(Alinity t CA 12S Il Calibrators) npov3sefeHbl a0NtOMETPUHECKN U
COOTHECEHbI C JaHHbIM CTaHAaPTOM, U3roTOB/EHHBIM KOMMaHuel
Fujirebio Diagnostics, Inc. B HacTosiee Bpems ansa tecta CA 125 He
cyllecTByeT MexayHapoAHOro Npu3HaHHOTo CTaHdapTa.

MEPbI NMPEJOCTOPOXHOCTU

e [ina AnarHoctukm In Vim
» faxonly]

Mepb npegocTopo/lHOCTHU

BHUMAHVIE: [aHHbli NPOAYKT COAEPKUT
NoNy4YeHHbIe OT YesioBeKa MUY NoTeHUUANLHO
MHEKLMOHHbIE KOMMOHEHTLI. Kanuépatopb! B-P cogepxart
aHTWUrEH, MOMYYEHHbIA U3 NIMHAK KNETOK YenioBeka. Hi
OfVH 13 M3BECTHbIX METOLOB TECTUPOBAHUSI HE MOXET
rapaHTMpoBaTh, YTO MaTepuasbl, NoyYeHHbIE OT YerioBeka, Win
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CA 1251
[i?1 08P4901

Gr6258R02
S8PA9R

MNHaKTMBNPOBaHHbIE MUKPOOPraHM3Mbl He NEPeHOCAT UHMEKLMIO.
Moatomy BCe Marepuasbl, NOJyYeHHble OT YesoBeka, creayet
cumTaTth NOTEHUMaIbHO HIDEKUMOHHBIMU. PekomeHayeTcs
obpalarbCs ¢ JaHHbIM NPOAYKTOM M o6pasLamu, nosyyeHHbIMN
OT YesioBeKa, B COOTBETCTBUM cO CTaHAapToM Mo obpalleHuKs ¢
rEMOKOHTaKTHbIMW MnaToreHamu, paspaboTaHHbIM Ynpas/ieHem
CLLA 1o oxpaHe Tpyda 1 NpOMbILLIEHHOV FUrneHe

(OSHA). Mpun paboTe ¢ maTepvanamu, CogepxaLimmu nm
NpeanonoXMTENbHO CoepXallMy MH(PEKLIMOHHBIE areHTbl,
cnepnyeT cobnogatb npasuia 61oONorMYeckoit 6esonacHoCTy,
YPOBEHb 2, UK ApYyrMe COOTBETCTBYIOLLME Npasuna
6uonoruyeckoli 6esonacHocTun."»

Criesiylolyie npeaynpexaeHust 1 Mepbl NPesoCTopoXHOCTU
OTHOCATCSA K: Al-

P

NMPEAYMNPEXAEHVE :;008pxUT TBL3-TIPOKC/MOTUIH
aMWHOMBTaH*, METU/IN30TNA30/10HbI U
aswg, HaTpys.

H317 MoxeT BbI3blBaTb a/11ePrnyecKyo
JIOXKHYHO peakLuio.

H3ie* BbI3bIBAET NIErkoe pasgpakeHne Koxu.

EUH032 Mpun KOHTaKTe ¢ KMcnoTamm obpasyercs
BbICOKOTOKCWYHBII ras.

MNpepoTtepalleHne

P261 M3beratb BApIxaHUs TymaHa/napos/
asposoneii.

P272 He BbIHOCUTb 3arpsi3HEHHYI0 OfEXay C
paboyero mecra.

P280 Monb30BaTbCA 3alMTHBIMK NepyaTkamu/
3alMTHOI ogexaoii/cpeacTBaMm 3alyTbl
s

PearnposaHue

P302+P352 MNPV MOMALAHA HA KOXKY; MpoMbITb
60/1bLUMM KONNYECTBOM BOAbI.

P333+P313 Mpn pasgpakeHnn KoXu wan nossieHnn
cbinu; O6paTUTLCA K Bpauy.

P362+P364 CvsiTb 3arpsA3HEHHYI0 ofexay 1
BbicTMpaTb 06 nepep UCNosib30BaHUEM.

Ytmunusaumsa

P501 YTunusupyiite cofiepXumoe/KoHTeliHep B

COOTBETCTBMN C CaHUTAPHbIMX HOpMamMu
P® (CaHlMunH 2.1.7.2790-10 ot 09.12.2010).

* He npvmeHnMO Ha TeppuTopun felicTeusi PernameHta EC Ne
1272/2008 (CLP) nnu CraHgapTa onoseLyeHns 06 onacHoCTu
YnpaeneHusi CLUA no oxpaHe Tpyda ¥ NPOMbILLIEHHON rurneHe
(OSHA) 29GFR 1910:i200 (HCS) 2012.

MacnopTa 6e30MacHOCTN [OCTYMHbI Ha caiite
www.abbottdiagnostios.com wam y MecTHOro npeacrasutens.
Moapo6Hy0 MHGopMaLIMIo 0 HE0BX0ANMbIX Mepax
npeAoCTOPOXHOCTMN NpK paboTe C aHa/IM3aTopoM CM. B
PykosoacTee no akcnnyatauum Alinily oi-series, Pasgen 8,



MOAIOTOBKA K NCIMOJIb3OBAHNIO

« [laHHblii NPOJYKT NOCTAB/SIETCS B XWUAKOM BUAE, TOTOB K
1CMO/b30BaHUIO.

* [laHHblii NPOAYKT MOXET MCMO/b30BATLCA HENOCPEACTBEHHO
nocne n3BfleYeHns N3 MecTa XpaHeHusi ¢ Temnepatypoii 2 - 8‘C.

* Tlepea KaxAablM MCNONb30BaHWEM NepemeLLvBaiiTe, akkypaTHO
nepesopaumsas nakoHbl (5 - 10 pas).

XPAHEHVE

e He ucnosnb3yiiTe Nocne UCTEYEHUs CPOKa FofHOCTY.

[JlononHutenbHble
Temnepatypa Makc, BpeM» WHCTPYKLMK MO
XpaHeHus XpaHeHus XpaHeHuo
HeBckpbITbiil 2 - 8'C o
hnakoH OKOHYaHuA
cpoka
rogHocTn
BekpbITbIi  2- 8-C Jo XpaHnUTb BO (lakoHax,
dhnakoH OKOHYaHUA  M/IOTHO 3aKPbITbIX
cpoka HOBbIMW 3aMeHSeMbIMU
rogHocTn KpbILLIKAMMW.

[NomecTuTb B
X0NnoAunbHWK nocne
MCNo/b30BaHUA.

Cuctema oTc/exvBaeT CTabuibHOCTb NPY UCMO/b30BaHUN -
nepuof BpeEMEHH, B TEHEHNE KOTOPOTrO KaibpaTop HaxoamuTcs
BHE XO/I0AW/IbHUKA Ha 60pTy aHanm3aTopa. Cuctema He No3soamT
1CNonb30BaTh KamMépaTop, ecnm nepuog cTabuibHOCTU

npu UCMNosb30BaHUN UCTek. CM. MakcMmasibHoe 3HayeHue
CcTabunbHOCTM NPW UCMoMb30BaHUM B oTHeTe "TapameTpbl
TecToB". [oNosIHNUTE NbHYI0 MHPOpMaLMIO O CTABUILHOCTU NpK
MCNo/b30BaHWUN Kanvbpatopa cM. B PyKoBOACTBE N0 3KCMyaTaumm
A/Iny c1-88r1e8, Pasaen 5.

[lononHuTenbHyo MHopMaLio O BbIBOAE NapamMeTpoB TECTOB

Ha neyarb cM. a PykosogcTse no skcrinyataumy Alllly c!-8erlss.
Pasgen 5,

MPOLEAOYPA PABOTbI HA AHANTM3ATOPE

« [apameTpbl cepun Kambpatopa MoryT BBOAWUTLCA NPW NOMOLLM
LITPUXKOZA Ha yrnakoBKe kasmbparopa.

*  VHdhopmaumio o HacTpolike napameTpoB kannépartopa cM. B
PykosogcTse no akcnnyarauun Allnlly bl-3enes, Paspen 2.

¢ WHdpopmaupio o 3akase n 3arpyske kanmbpaTopoB B cUCTEMY
cm. B PykosogcTse no akcnnyaTtaumun Alilly cP3enes, Pasgen 5.

MPOLEAYPblI KOHTPO/IA KAYECTBA

[ina oueHKn KanmbpoBKM TecTa HEO6XOAMMO NPOTECTUMPOBATL MO

O[JHOMY KOHTPOJIIO K&XKJO0r0 YPOBHS. Y6eauTech, YTO 3HaYeHWst

KOHTpO/Ee HaxofsATCs B Npefenax AnanasoHa AomyCcTUMbIX

3HaAYeHWIA, yKasaHHbIX B COOTBETCTBYIOLLE/ WHCTPYKUMK Mo

NPUMEHEHUIO.

VHbopmaumio o 3akase koHTposeli cM. B PykoBoacTBe no

skcnnyarauun Allmlly cHsenes, Pasgen 5.

Mocne NPUHATUA 1 COXPaHeHWs pesybTaToB KasMbpoBKK TecTa BCe

nocneayoue o6pasLbl MOXHO TECTMPOBATL 6e3 NpeasapuTesibHol

Ka/IMbpoBKK, KPOME Tex Crlyyaes, Korga:

* Vicnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM Cepum.

*  PesynbTarbl eXeAHEBHON NpoLieAypbl KOHTPONA kavecTsa
HaxofsATCcA BHE CTaTMCTUYECKM 0BOCHOBAHHOIO JManasoHa
KOHTPO/1A Ka4eCcTBa, MCrMosib3yeMoro 19 MOHUTOPUHIa 1
KOHTPO/NSA pabounx xapakTepuUCTVK CUCTEMbI, KakK ykasaHo B
pasgene "TpoLeaypb! KOHTPONA kavecTa" COOTBETCTBYOLLEl
MNHCTPYKLMM MO MPUMEHEHMIO K peareHTy.

* Ecnm ctaTUCTUYeCKN 0BOCHOBAaHHbIV AnanasoH 3HaueHuit
KOHTPONA HEAOCTYMNEH, TO NEpUo, Mexy Kasmbposkamn He
[omkeH npesbiwath 30 AHENA.
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MoxeT notpe6oBaTbCsi NOBTOPHAs kaMbpoBka TecTa nocne
npoueypbl TEXHNHECKOTO 06C/Y)XMBAHUA OCHOBHBIX YacTeil
CUCTEMbI UMM €e KOMMOHEHTOB WM NOC/e NPOBELEHNS CEPBUCHbBIX
npoueayp.

[lononHUTENbHYI0 MHAIOPMALIMIO CM. B UHCTPYKLMW MO NMPUMEHEHMIO
K COOTBETCTBYIOLLEEMY peareHTy 1 PyKoBOACTBe Mo aKcnayatauum
Alinity ci-series.

MOKA3ATE/IN HECTABUIBHOCTU A TIOPYA
Mokasarensmm HecTabubHOCTY UM NOPYM CAyXaT 0cafok,
BUANMBIE Crefbl NPOTEYKW, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KaNMGPOBKN KPUTEPKSIM, YKa3aHHbIM B UHCTPYKLMU MO NPUMEHEHMIO
n/vnn PykosogcTee no akcnnyatauuu Alinity cl-series, nnm
HeCcoOoTBeTCTBME KOOPO/EN YCTaHOBEHHbIM KpUTEPUAM,

BNBTNOIPADNA

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

2. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. Slh ed. Washinglon. 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 From Occupationally Acquired Infections;
Approved Guideline -Fourth Edition. CLSI Document M29-A4. Wayne,
PA; CLSI; 2014.

dopmar umcen:

* B KayecTBe pasfgenmrens TbiCsiy 1cnonb3yetcs npoben (npumep;
10 000 o6pa3LoB).

* B KayecTBe pasfenutens AeCATUYHbIX 3HAKOB UCMOJb3yeTcs
Touka (npumep; 3.12%).



Wcnonb3yemble CUMBOJIbI
CumBonbl 1SO 15223
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BHumaHve
Cm. MHCTPYKLMIO NO NPUMEHEHNIO

V3roTosutens

TemneparypHbilii AvanasoH

Wcnonb3oBatb Jo/CpoK rogHOCTM

MegavuuHckoe nsgenve ana
[OuarHocTukm /n Vitro

Homep cepun
KaTanoxHblii Homep

CepWiiHblii Homep

[Opyrve cumBobI
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i PRODUCT CPUSH!

IRONLY]

Kannéparop (A,B,C,0,E nam P)
KOHTpO/bHBIA HOMep
KoHueHTpauusa

CofepxuT asug, Hatpusi. Mpn
KOHTaKTe C KucnotaMmu obpasyetcs
BbICOKOTOKCUYHBIN ras.
[AvncTpubbiotop 8 CLUA

VHdbopmaums Tonbko g CLUA
MpousseaeHo a/1a Abboll
Mpopykr CLUA

[na ncnonb3oBaHUs TONbKO
MeAULMHCKUM PaBGOTHUKOM
(NPUMEHMMO TOMbKO K
Kknaccudomkaumm CLLUA)
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Alinity siBnsieTca TOproBoil Mapkoi komnaHum Abbott Laboratories B
pasnnuHbIX PUCAMKLMAX. Bce apyrue ToproBble Mapku sBAsOTCS
COBCTBEHHOCTHHO COOTBETCTBYHLLWX BNAAE/bLEB.

Abbott GmbH & Co. KG
Max-Planck-RIng 2
65205 Wiesbaden
Germany
+49-6122-580
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Balleli cTpaHbl Ha calite www.abbottdiagnostics.com
Pepakuvs: nionb 2018 r.

©2016, 2018 Abbott Laboratories
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Abbott Laboratories
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JleHuHrpagckoe wocce, 16A, cTpoeHve 1,
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NMPUNOXEHUE

riwW=*~** no npumerenuto CA 125 Il Kanmépartccs! (Aiinity i CA 125 il Calibrators)
n"PocenT
FPAHCMNOPTNPOBKA

W3pgenve  pekomeHgyeTcsi  TpaHcnopTuposaTb npu  Temnepatype 2-8'C B
TepPMOKOHTEliHepax 0[iMOPa30BOro NO/b30BAHMS, COAEPXKaU™MX XNaf03/1eEMEHTbI. U1
B TEPMOKOHTe/iHepax  MHOTOKPATHOTO  MPUMEHEHWs  C  aaToMaTU4ESCKM
noAuepX1MBaomMoil Temnepatypoit unu e BBTOopedpikeparchax ¢ 1aTonb3oBaHueM
TePMOVHANKATOPOB. /13A4en1o ocTaeTcsi CTabUNbHBIM [0 OKOHYAHWA CPOKa FOfHOCTH,
yKa3aHHOro Ha ynakoBke. pu TPaHCNOPTUPOBaHUN C apyTAeHNeM TeMnepaTypHoro
pexuma nsgenue He NLWEXWAT NMPUMEHEHMI0. TPaHCMOPTUPOBKA OCYLeCTBSeTCs
BCEMU BUAMW TPAHCNOPTA B KPbITbIX TPAHCMOPTHBIX CPeACTBAaX B COOTBETCTBUN C
npaBunami NepeBo3Kky rpy3oB, AeCTBYKHLMMU Ha K&OKAOM BY;LL, TPHKCMC Tra.

FTAPAHTUWMHBIE OBA3ATE/IbCTBA

MpousBoANTE b rapaHTUPYET, YTO MPU NPaBUILHOM XPaHEHUN 1 0GpaLLEeHn u3genve
0CTaeTCs CTaBUNbHBIM 10 NCTEUEHMS CPOKA FOAHOCTW. MakcuMaibHblii Gx»K rogHoCTU
MeULMHCKOTO u3fenus He Gonee 8 MecsueB C fAatbl npoussoacTea. Wapgenve.
XpaHUBLUEECS C HapylleHVeM pernamMeHTMPOBaHHOTO MPOM3BOAUTENEM PeXVUMa,
NPUMEHEHMIO He NOAIeXUT

TEXHUYECKOE OBC/TY>XVUBAHUE

He Tpebyetcs.

TEKYLWWA PEMOHT

He Tpebyetcs.

OAHHBIE  OnA  YTUIN3ALMN N YHUYTOXEHWNA
MEAMUNHCKOIo N3AENNA

MeAVILI,VIHCKOe nigenve yTuamsvpyroT U YHUYTOXatT B COOTBETCTBUM C nNpasuiamun

»

obpalleHnst C MeAWULMHCKUMW  OTXOfamu, pernameHTupylowmmncs  CaHluH
2.1,7.2790-10 ot 12.12,2010 «CamuTapHo-anuaemuonornieckue TpeGoBaHust K
o6paLLeHNio C MeAULMHCKAMU OTXOAaMM>.

Heo6xo4uMo cnefjoBaTb HaLWOHaNbHBIM CTaHAAPTaM Npy nepejade v yTunmsauum
V3ieNNs, ero KOMMOHEHTOB 1 YNaKOBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVNLUWHCKOE N3AENVNE

98/79/EC. BS EN 13641, BS EH 13612. BS Ebl ISO 15223-1, BS EN 1SO 18113-2. BS
EN ISO 1S113-3, BS EN ISO 23640, BS EN ISO 14971, EN I1SO 13400, Meguuuuowe
nspenus PerynnposaHue GSR /8 E . »
MOTEHUWA/IbHbLIA NMOTPEBUTE/b

MeauupHckoe usgenne CA 125 U Kaymbpatopel (AVinly | CA 125 U Calibrators)
npegHasna4yeMo Ans  WUCMOsb30Barbri B Pas/MuHbIX  KIMMUKO-NAaGoPaTOPHBbIX
YCNOBUAX, BKNOYas, 6€3 orpanniermsi, 6oMbHNLbI 1 1aGopaTopum, IMBPCOMAsT KOTOPbIX
npoLen o6yyeHne no Ncnonb3oBaHNo aHanusatopa Aiinity i

NH®POPMALIMA O HAJTMYNN B MEOANUWNHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxunt

CTEPUNMBbHOCTb

MocraBnserca H HecTepunbHOM BuAe. CTepunusauus nepef NPUMETIOHMEM He
TpebyeTcs.

NHPOPMALIMNA O BO3MOXHOCTHU NMOBTOPHOIO
NMPUMEHEHNA

He NoAnoXuT NOBTOPHOMY MpUMeE’\TeHIto,

MATEPWANBI XKMBOTHOIO NMPONCXOXAEHNA

Martepuarbl KMBOTHOTO MPOUCXOXAEHUA MPOBEPEHbI U PUCKU MpUMeHeHns MU
ykasaHbl B [MaatopTe 6e3onacHocTu. MacnopTta 6€30NacHOCTY MOXTIO HaliTK 13 caiite
www.abbottdragnoslics.com unm o6patutech k MECTHOMY NPeACTaBUTENIO.
MOKA3AHNA N MPOTUBOMOKA3AHWA

He npumenumo.

YCNoBUA XPAHEHNA N MTPUMEHEHWA

KpaveHvne meguumHcKoro usgenusi npu Temne{»Type oT 2*C po 6'C [O/MKHO
OCYLLECTBNIATLCS B XOMOAW/IbHBIX KAMepax UM a Xon3aurbunkax, 06ecrreunHalnrnx
pernamenTMpoBanublii  TEMNEepaTypHbIi  PeXUM C  exeAnoBHOM perucrpaumeii
Temnepatyphs.
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9660TTI'M6X & Ko. KT Ten:+ 49 61 22 58 o

Makc-MnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbapeH
n/s 1303, 65011 BucbaseH

Mognucek: /nognucaHo/ Jata: 1 nona 2019 .

3amaH KxaH (Zaman Khan)

3amecTuTeNb AMpeKTopa

no HOPMAaTUBHO-MPaBOBOMY Pery/iMpoBaHuio
PervoH EBBA v NMakuctaH

3660TT M'M6X & Ko. KIF

2660TT T'M6X & Ko. KIN
Makc-lnaHk-PuHr 2

65205 BucbaaeH-enbKeHXxamnm
MepmaHus

/MeyaTb: 2660TT
2660TT N'M6X & Ko. KI™
Makc-InaHk-PuHr 2
65205 BucbageH/

KOpuanyeckuin agpec: BucbageH

PaitoHHbI cyg BucbageHa HKA 4888 YnpasatoLLuiA:

Hecywwmin nepcoHasnbHy0 0TBETCTBEHHOCTb KOMMAHbOH: Kpuctuan Mpanoy (Kristian Grapow)
3660TT MeHepKMeEHT MMEX I"per Anbbepr (Greg Ahlberg)
KOpuaunyeckuin agpec: BucbageH Mpencenatens HabOAATENLHOIO COBETA:
PaitoHHbI cya BucbageHa HKA 12889 Xaiime A. KoHtpepac (Jaime A. Cintreras)

OdmumansbHoe 3acBUAETENIbCTBOBAHME

HacTosawmm oduumanbHo yAOCTOBepsieTCA, 4YTO I-H 3amMam Xau
3660TT M'M6X & Ko. KI' Makc-MnaHk-Puur 2, 6520,5 BucbageH,
CO6CTBEHHOPYYHO MOCTaBU/ BbILIECTOSLLYO MOAMNUCL B NPUCYTCTBUK
noAnucasLLerocs npescefaTens MeCTHOMO cyjaa.

Buc6ageH, 09.07.2019 .

Ne B peecTpe 722/19

MownnHa B cooTBETCTBUM ¢ MoN0XeHMEM 0 c6opax B pasMepe 6 eBpoO
oLunayeHa

/nognucaHo/

MpepacenaTenb MeCTHOro cyfa

/MeyaTb: MecTHbIli cTar BucbageH X1 * 2/

/nognuncaHo/l wiona 2019r.

TeKCT B [OKYMeHTe «3JKcnnyaTauuoHHas AOKYMeHTauusa» Ha aHrIMACKOM M PyCCKOM s3blKax
MOMIHOCT b0 COBMajaeT.

MepeBOA C aHIWMACKOr0O M HEMELKOro A3bIKOB Ha PYCCKUIA A3bIK BbIMOMHEH MNEPEBOLYMKOM
UuncTsakoBoii BukTopnein MnUTpUeBHOIA.
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Poccuiickaa degepaumna. Nopog Mocksa.

JesaTHaLLaTOro MDA LBe ThICAYN AeBATHaALATOro roja.

A, bopoHuHa EBreHns BnagnmupoBHa, BPeMEHHO ucnonHawwaa ob6a3aHHocTyu Hop'/ .a
r. Mockebl bBaxTapg3e O3nbmupbl MK pbeBHbl, CBUAETENbLCTBYHD MNOAJIMHHOCTL ,lmcu
nepesoguyuka YnctakoBo BukTopun ONANTPUEBHDI.

Mognucb caenaHa B MOEM NPUCYTCTBUMN.
JlnyHOCTbL noAnucasLlero 4O0KYMeHT yCTaHOB/IEeHa.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-201" 2- /

B3bickaHo no Tapudy 100 py6.
YnnayeHo 3a okasaHvie ycnyr npasoBOro M TEXHUYECKOro xapakrepa:-

Il

EB. bor,
Moanuck !/

[Mevatb

Bcero npoluHypoBaHo, npo epoBaHo -
N CKpensieHo neyatbio..... Al ...meT
BPVO Hotapuyca...............

Mopgnuck

MpowwnTo B KONIMYEeCTBe ~  IUCTOB
«My=> n™rN1</ 2019 roga
JOupektop HanpasneHns "KnnHnyeckne nccrefosaHns

000 «MHBUTPG»->/

Mevatb

A 3 HoBukoBa
e -0."

Poccu JAepauusa. Nopog Mocksa
Op /m TOr0 WA ABe ThiCAYM AeBATHAALATOro roga.

/ 1Ha EBreHns BnagvuMmnpoBHa, BpEMEHHO ucnonHswwas ob6sa3aHHOCTU HoTapuyca r. MockBbl Baxtagse
/m pbl KOpbEBHbI, CBMAETENLCTBYI0O BEPHOCTb KONUK C NPeACTaB€HHOIN0 MHE JOKyMeHTa.

..pernctpupoBaHo B peecTtpe: Ne77/52-H/77-2019-2 -2 3 [/ /

B3bickaHO Mo Tapudy:
Yp5*eHa3a§”3aHue ycnyr npaBoBOro ¥ TEXHUYECKOro Xapakrepa: -- !
.

"JE.B. BopoHuHa

Bcero npoLHypoBaHo, NPoOHYyMepoBaHo
N cKpensieHo ne4yatbio.....C2MNUL,..meT2M A
BPVO HoTtapuyda’iA}Mia1/0/2
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