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NHCTPYKUMA N0 NPUMEHEHNIO HA MeMLIMHCKOE n3aenmve

KOHTpO/IbHble MaTepuasbl ANA MOATBEPXAEHUA BOCMPOU3BOANMOCTU U NPaBU/IbLHOCTU
KONIMYeCTBEHHOI 0 onpeaeneHnsa oHkomapkepa CA 19-9 MMynoxeMmatoMUHECLEHTHBIM
METOAO0M B CbIBOPOTKE WU/ Ma3Me KPOBU YesioBeKa Ha MMMYHOXUMUNYECKNX
aHanmnsatopax Alinity i «CA 19-9XR KoHTponbHble maTepuasibl (Alinity i CA 19-9XR
Controls)»,
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[, 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 Instruction for Use. These documents are in a full accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectuTenb [lMpekTopa pPerynsTopHoro otaena EBponbl,
BnvxxHero BocTtoka, Adpukn n MakuctaHa 3660rt 'mox m Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosLwmMM y40CTOBEpSitO,
4TO MpunaraeMble JOKYMEHTbI B HUXKENPUBELEHHOM 06beMe CTPaHuLL, SBASKTCA UHCTPYKLUMAMU

Mo MPUMEHEHU0. 3TW [OKYMEHTbI MOSHOCTLIO COOTBETCTBYIOT (DAKTUUECKOW AOKYMEHTaLMM
MPOU3BOAMUTENS.

MHCTpYKUMA Nno NpuUMeHeHUIO Ha MeauuHHcKoe usgenuve (Instruction for Use for medical
devise)

KoHTpoNbHble MaTepuanbl AN NOATBEPXAEHUS BOCMPOU3BOAMMOCTU U MPaBUIbLHOCTU
KOJINYEeCTBEHHOro onpegesieHns ovkomapkepa CA 19-9 MMMYyMOXEeMUNOMUHECLEHTHbLIM
METOJ0M B CbIBOPOTKe WU M1a3Me KPOBU YesioBeKa Ha MMMYHOXMMUWYECKMX aHanm3aTopax
Alinify i "CA 19-9XR KoHTponbHble maTepuansl (Alinify i CA 19-9XR Controls)™

Mo TEeKCTY WHCTPYKUMM BCTPEYarOTCA BapvaHTbl HaMMEHOBaHUA MeAULMHCKUX U3Aenui,
npuBefeHHble B Tabnuue HWKe, KOTOpble SBAAKOTCA CRpaBei/MBbIMA W PaBHO3HAYHLIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HaumeHoBaHve  HauMeHOBaHWe MeAMLMHCKOTO U3fenus Ha pycckom  CoKpallieHHoe
Ha aHrINMCKoM A3blKe HauMeHOBaHue
A3blKe (no TekcTy
[IOKYMEHTa)
Alinify i CA 19- Ha6op peareHTOB ans konnyecteeHHoro CA 19-9XR
9XR Reagent onpeaeneHus OHKOMapKepa CA 19-9 PeareHTbl
Kit NMMYWNOXEMUTFOMUHECLEEHTHBIM MEeTOA0M B (Alinity i CA
CblIBOPOTKe MAM  nfa;!Mc  KpoBu uenoeeka na 19-9XR
VIMMYHOXMMUYECKITX aHanu3aTopax Alinify i "CA 19- Reagent Kit)
9XR PeareHTbl (Alinity 1CA 19-9XR Reagent Kit)"
Alinify i CA 19- Kanubpatopbl fns  obecneveHuss npaswunbHocTn  CA 19-9XR
9XR Calibrators ~ KONMYecTBEHHOro ornpefeneHus oHkomapkepa CA  Kaimbpatopbl
19-9 MMMyHOXCMUNIOMMHECUEHTHbIM  MeTogom B (Alinify i CA
CbIBOPOTKE WM MnasvMe KpoBu uenoBeka Ha 19-9XR

NMMYHOXMMUYECKMX aHanmsaTopax Alinity i "CA 19-

Calibrators)

9XR Kanuopatopbl (Alinity i CA 19-9XR
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Abbott

Calibrators)"
Alinity i CA 19- | KowtponbHpie Matepuansi  and  nojrsepxaeHus | CA 19-9XR
9XR Controls BOCMPOH3BOIMMOCTH H npaswibHocTH | Kontposnsiinic

KOMMYECTBEHHOro onpeneneuusa onkomapkepa CA | marepuannt
19-9 ummyHoxeMwuioMuHecueHTHsIM MetogoM B | (Alinity i CA
CHBOpOTKE HAH [Ula3Me KpoBu 4enobeka Ha | 19-9XR
MMMYHOXHMHYECKHX anann3aTopax Alinity i "CA 19- | Controls)
9XR Koutponsunie matepuanst (Alinity i CA 19-
9XR Controls)"

Cocras:

# Title Number
of pages
3

1. | Instruction for Use for the Alinity i CA 19-9XR Controls with
ADDENDUM for Russia.

2. | Unctpyxuus no npumencunio «CA 19-9XR KonrpomsHile MaTepuansl 3
(Alinity i CA 19-9XR Controls)» ¢ TPHJIOXXEHHEM nns Poccun.

Signed: @ J Date: g ;S@}Tﬁ

Zaman Khan,
Associate Director Regulatory
Affairs EMEA and Pakistan,

Abbott GmbH & Co. KG. - Abbott

Abbott GmbH & Co. K
Max-Planck-Ring 2
Abbott GmbH & Co. KG 65205 Wiesbaden
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65205 Wicsbaden-Delkenheim
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Alinity
CA 19-9XR Controls

Read Highlighted Changea; fleviaed July 2018.

NAME

Alinity i CA 19-BXR Controls (also referred to as CA 19-9XR Cirls)
INTENDED USE

The Alinity | CA 19-9XR Controls are br the estimation of test
predaion and the detection of systematic analytical deviations of
the Alinity | analyzer (reagents, calibrators and instrument), when
used for the quantitative measurement of 1116-NS-19-9 reactive
determinants in human serum or plasma.

For additional information, refer to the Alinity | CA 19-9XR reagent
package Insert and the Alinity cl-serles Operations Manual.
CONTENTS

T h e |couti«i I u | co«tiiol|h| contain 1116-NS-19-9
reactive determinants (human) prepared in THIS buffer with protein
(bovine) stabilizer. Preservatives: sodium azide and ProClin 300,
The tollowing concentration ranges may be used tor individual
replicate ctmlral specifications on the Alinity | analyzer:

CA19-9
IcOMcl
Control Quantity (U/mL) (U/mL)
|cOMTKOOILI 1X8.0 mL 40 26.0 «54.0
ICONTHOLIM 1X8.0mL 150 102.0 - 198.0
lconthollh! 1XBOmML 750 510.0 - 990.0

NOTE: The insert ranges tor the controls are not tot specific

and represent the total range of values which may be generated
throughout the life of the product. If is recommended that each
laboratory establish Its own means and acceptable ranges which
should fall within the package Insert ranges. Sources of variation that
can be expected include:
« Callbralon .
« Calibrator lot .

Control lot * Reagent lot

Instalment

PRECAUTIONS
S

« For In Vitro Diagnostic Use
e rraouLYi

Safety Precautions

« X CAImON; This product contains human-sourced
and/or potentially Infectious compononts. The Controls contain
ant"en derived from a human celi 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-souroed materials should be considered
potentially fefectlous. 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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CA19-9XR
@ 08P3210

703-336_R02
C8P320

The followino warninos and precautions apply to;
IcomtroINI* anrticcHiTaol

<I>

WARNING

H317
H316'
EUH032
Prevention
P261

P272

P280
Response
P302+P352
P333"P313

P362+P364

Disposal
P501

Contains tromethamine hydrochloride*,
methyiisothiazolones and sodium azide.
May cause an allergic skin reaction.
Causes mild skin Irritation.

Contact with adds liberates very toxic gas.

Avoid breathing mist 1vapors / spray.
Contaminated work clothing should not be
allowed out of the workplace.

Wear protective gloves / protective
clothing / eye protection.

IF ON SKIN: Wash with plenty of water.

If skin irritation or rash occurs: Gel
medical advice / attention.

Take off contamfeatad dothirig and wash
it before reuse.

Dispose of contents / container in
accordance with local regulations.

« Not applicable where regulation EU 1272/2000 (CUP) or OSHA
Hazard Communication 29CFH 1310.1200 (HCS) 2012 have been

implemented.

Safety Data Sheets are available at www.abboUdlagno8tics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.
PREPARATION FOR USE

« This product is liquid ready-to-use.

8*C storage.

STORAGE

This product may ba used immediately after removal from 2 to

Prior to each use, mix by gentle inversion (5-10 times).

Do not use past expiration date.

Strxnge
Temperature

Unopened 2to 8C

Opened 210 8C

Maximum
Storage Time
Until expiration
date

Until expiration
date

Additional Storage
Instructions

Store tightly capped.
Return to retrigerated
storage after use.



INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the controls,
hoid the bottle vertically, and dispense 4 drops of the low control.
4 drops of the medium control, and 4 drops of the high control
into eac” sample cup in the assigned position.

« For instructions on ordering and loading controls on the
instrument, refer to the Alinity ci>series Operations Manual.
Section 5.

INDICATIONS OF INSTABIUTY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, or if controls do

not meet the appropriate package insert and/or Alinity ci-series
Operatioris Manual criteria.

BIBLIOGRAPHY

1 us Department of Labor, Occupatlortal Safety and Hearth
Admmistration, 29 CFR F/rt 1910.1030, Bloodborn© pathogens.

2. US Department of Health and Human Services. Bios&fetyin
Microbiological and Biomedica} Lebomtorles. 5th ed. Vtashington. DC:
US Government Priming 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 Whrkers Rom Occupationally Acquired Infections;
~proved 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 ftactionai
part of a number written in decimal form (example: 3.12%).

Key to Symbols

1S 016223 Symbola
Caution
X
i Consult instructions for use
0i]
Manufacturer
Temperature limitation
-l
Use by/Expiratlon date
2
e In Wro Diagnostic Medical
Device
Lot Number
List Number
Other Symbols
7] Control Number
[CONG Concentration
ICONTAINSIAZIOj Contains Sodium Azido. Contact
with acids liberates very toxic
gas.
|control|1 | Control Low, Medium, High
(L.M,H)
{DIStNBUTEOIN THE USABYj Dlisttibuted in the USA by
i INYORMATIOMFCRUSAQNLY | Information needed for United
States of America only
TPRODUCED FORABBOTTBY | Produced for b ott by
[product OFusal Product of USA
{ranoe[ Range
iRXONtyj For use by or on the order of a

physician only (applic*le to USA
classification only),
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Alinity Is a trademark of Abbott Laboratories In various Juriadlctions.
All other trademarks are property of their respective owners.

Abbott GmbH 4 Co. KG

mijll  Meu(-PlanckRing 2 C€
65205 Wiesbaden
Germany
+49-6122-580

iPWOBUCEO FOWABBOTT BY|

Bi«miauT«> in the usa by
Furtrebio Diagnostics, Inc.

201 Great Valley Parkway

Malvern, Pennsylvania 193&5, USA
Customer Service: Contact your local representative
or ifnd country-spectflc contact Information on
www.abbottdlagnostics.com

Revised July 2018.

©2016, 2018 Abbott Laboratories

Nebott Laboratories
Abbott Park, IL 60064 USA



ADDENDUM

to the Insiructian for U&e AJinityi C A19-8XH Controla (for Russia)

SHIPPING

Recommende<j shipping cofKfiUons fordeviceis 2-8*C. Device te stabie
unlii twi expi®un date indicalad on the package. Device is no longer Bu1llB io t use
If shilling temperature limlte have been vialaterd. Ship in an sndosed center vehicle
of any kind In accordance with shij*ng ntles, applicable to the respecttve carrier.
WARRANTY

Manufacturer guarantees that device remaimi stable wnlll the expirabon date when
stored arwl har>dled as directed. The majdinum dratf life of the medical device is 12
months from date of manufacturing. Device miut be discarded if stored with detnations
In manufacturer'e requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct end rfii*se of a medictd device in accordance wth dre req”renrenls of
SarPin  2.1.7.2790-10 dated Dot»fnber 12. 2¥310 ‘Sanitary-epidemiological
Requirement for the Management of Mec"cal Waste*.

Transmit and (depose of a product and its comporrents and parJceging In accordance
with loc” regulations.

LIST OF APPLICABLE STANDARDS

9B/M'3/EC, EN ISO 9001, iSO 13483. £N ISO 1B113-1. EN ISO 18113-2
POTENTIAL USER

Rmfesskinal user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any dnjgy

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device c«mot ba re-applied

MATERIALS OF ANIMAL ORIGIN

Uateriais of ervmal ongin are tested and risks of using MD are indicated in SDS. Safety
Data Sheets are availabie at www.abbottdiagrk>stic&.cum or contact your local

reprweniative.
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Alinity i

CA 19-9XR KOHTpO/NbHbIe MaTepuansbl

(Alinity i CA 19-9XR Controls}

Cm. BbleNeHHble u3MeHeHnsa. Pegakums; nonb 2018 r.

HANMEHOBAHWE (CokpalyeHHoe)

CA 19-9XR HOsHTpasnbHbla priatepuasibl (Alinity i GA 19-9XR Controls)
(Takke BcTpevaeTcs no TekcTy: CA 19-9XR Citrls)
HA3SHAYEHUE

CA 19-9XR KoHTpornbHble matepuanbl (Mnity (CA 19-9XH
Controls) npeaHasHaueHbl /151 OLEHKW BOCMPOMN3BOAMMOCTM TecTa
1 BbISIB/IEHNS CUCTEMATNYECKUX aHAIMTUMECKNX OTK/IOHEHWIA B
pabounx xapaktepucTukax aHanmsaropa Aiinity | (peareHToB,
Ka/IMGPaTOpPOB 1 CUCTEMBI) NMPW KONIMYECTBEHHOM OnpeesneHnn
peakTMBHbIX AeTepMuHaHT 1116-NS-19-9 B cbiBOpPOTKE WnW nnasme
KPOBU YesioBeka.

JloNoNHUTENbHYI0 MHhOMISALWI0 CM. B MHCTPYKLMW MO NPUMEHEHWIO

K COOTBETCTBYIOLLIEMY peareHTy n PykoBoAcTBe no akcnayarauumn
Alinity ci-serles.

COOEPXWMOE

rMarsolr LM MeOllraob[MMYcaHTlub|H| cogepxaT peakTuBHble
AetepMuHaHTbl 1116-NS-19-9 (Yenoseka), NpUroToBneHHble B TRIS-
6ydeps 0 npoTenHoBbIM (6bl4bMM) CTabUNM3aTOPOM. KOHCEpBaHTbI;
a3ng Hatpust n ProClin 300.

CnepytoLLme avanasoHbl KOHLIEHTPaLWiA MOryT UCMO/b30BaTLCA

B VHAMBUAYaNbHBIX CrieuudrkaLmsix KOHTPONS Ha aHaimsarope
Alinity i:

CA19-9
ffcOHA iRANGIl
KoHTponb Konnuectso (U/inL) (U/mL)
ICONTHOt-I 1XBOmL 40 26.0 - 54.0
lcontrollml 1X6.0 ml 150 102.0 - 198.0
lcontroUn! 1X8.0 mL 750 510.Q - 990.0

MPUMEYAHVE: [InanasoHsbl, yka3aHHble B UHCTPYKLUM MO
NPUMEHEHUIO, He CreLMgUYHbI N0 CepusiM U NpeacTaBsaT
co60oii 06LMe AManasoHbl 3HAYEHNUIA, FEHEPUPYEMbIX B TeYeHne
cpoka rofiHoCTV npogykTa. Kax/zoi naéoparopun pekomeHayeTcs
ycTaHaa/maaTb CBOW COGCTBEHHbIE CPeAHMe 3HaMEeHUs 1
[AnanasoHbl NPUEM/IEMbIX 3HAYEHWIA, KOTOPbIe JOMKHbI GbiTb B
pamkax A1anasoHoB, yKasaHHbIX B UHCTPYKLWM MO MPUMEHEHWIO.
VcTouHnkamn oxunaaemoii BaprabesibHOCTH MOTYT ObiTb:
* Kanubposka .
* Cepto? .
Kanubparopa

Cepusi KOHTpONA  ©
AHnanusarop

Cepus peareHTa

MEPbI MPEJOCTOPOXHOCTU

H
« [Ons guarHocTtukm In Vitro
« fltoONivl

Mepbl NpegoCTOPO)KHOCTU

)'I'( BHUMAHWIE; [aHHblli NPOAYKT COAEPXNT
NoslyYeHHble OT YesloBeKa UMM NOTEHLMANIBHO UH(DEKLMOHHbIE
KOMMOHEHTbI. KOHTPO/IM COAepXaT aHTUreH, nostyYeHHblii us
JIMHUM KNeTOK YenoBeka. H OAMH U3 U3BECTHBIX METOAOB
TECTUPOBaHWA He MOXET rapaHTUpoBaTh, YTO MaTepuasbl,
Nosly4yeHHble OT YenoBeka, WK UHAKTUBUPOBaHHbIE
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CA19-9XR
froFl 08P3210

G76317R02
C8P32R

MWUKPOOPraHn” bl He NepeHocAT WHekuymio. MoaTomy BCce
marepuasbl, Nosy4eHHble OT YerlioBeka, criefyeT cunTarb
NoTeHLNabHO MHPEKLMOHHbIMU. PekoMeHyeTcs obpataTbes
C AiaHHbIM NpoA>"oM 1 o6pa3sLamu, nosyyeHHbIMU OT
YyenoBeka, B COOTBETCTBUM cO CTaHAapTOM No obpalleHuto ¢
reMOKOHTaKTHbIMW MaToreHamu, paspaboTaHHbIM YnpasneHnem
CLUA no oxpaHe Tpyfa W NPOMBbILL/IEHHON rTUrneHe
(OSHA). Mpw paboTte ¢ mMaTepuanamu, CogepxaLinumm nim
npPefnosc»KUTENbHO COAEPXALLUMU MH(EKLIMOHHBIO areHTbl,
creflyeT cobnoAaTh npasuia 61onornyeckoii GesonacHocT,
YPOBEHb 2, WK [pyriie COOTBETCTBYHOLLME NpaBuia
6uonornyeckoii 6eonacHocTn. NN

Cnepytolme npegynpyeeHust U Mepbl NpefocTOpc HOCTU

OTHaMTCAl k: n

(0}

MNPEAYMNPEXAEHVE  CoaepXuT TpoMeTamum-rnapoxichugr.
MEeTUNU30TUA30N<KbBI U asng, HaTpus.

H317 )JToXeT Bbi3blBaTb a11EPrUYECKYI0
(OXHYI0 peakumio.

H316* 3bI3bIBAET SIETKOE Pas pXeHne KOXu.

EUH032 IMpn KOHTaKTe ¢ kucnoTamu obpasyeTcs
BbICOKOTOKCUYHBIIA ras.

MpegoTBpw HMe

P261 W3beratb BAbIXaHUA TymaHa/napos/
a3po3oneil.

P272 He BbIHOCUTb 3arpsi3HEHHYI0 ofexay C
pabouero mecra.

P280 Monb30BaTbCS 3aLLMTHLIMW NepyaTkamu/
3alMTHOI ofexaoii/cpeacTaam 3aluTbl
rnas.

PearnpoBaHue

P302TP352 MPY MOMNALAHNN HA KOXY; MpombITh
60/bLUMM KONNYECTBOM BOAbI.

P333+P313 Mpu pas”axBHUN KWK WN NOSIBNEHAN
cbinu: O6paTUTLCA K Bpauy.

P36Z+P364 CHATb 3arpsi3HEHHYI0 OAieXzay 1
BbICTVPATh €€ Mnepej UCMOb30BaHNEM.

Ytunusaumsa

P501 YTunusunpyiite cogepxumoe/ko(TTeiiHep B

COOTBETCTBUM C CAHUTaPHLIMU HOpMamu
P® (CaHlunH 2.1.7.2790-10 o1 09.12.2010}

* He NpUMEHUMO Ha TeppuTopun feiicTBust Pernamenta EC Na
1272/2008 (CLP) nnu CrwegapTa onoseLyeHns 06 cTacHOCTH
Ynpaenexusi CLLUA no oxpaHe TpyZa U NpOMbILLMIEHHON TurneHe
(OSHA) 29CPIM 1910.1200 (HCS) 2012.

MacnopTa 6e30MacHOCTU JOCTYMHbI Ha caiiTe
www.abbottdiagnoslic8.com nnn y mectHoro npeacrasutensi.
Mowto6Hy0 H(hMaLmio 0 HeoBX0AUMbBIX Mepax
npefoCTOPLUKHOCTY Npu paboTe C aHa/IM3aTOPOM CM. B
PykoBogcTBe no akcnnyartauuu Alinity cLseries, Pasgen 8,



NnoAroToBKA K MCMNOJ/Ib3OBAHUIO

« [laHHbIl NPOAYKT nocralumioTcst B MOlAKOM BUfe, roToB K
1CMO/Ib30BaHMI0.

*  [laHHbIii NPOAYKT MOXET UCMO/Nb30BATLCSA HEMOCPEACTBEHHO
nocne n3eneyeHnii U3 MecTa XpaHeHus ¢ Temneparypoii 2 - 8‘C.

* [epep kax/biM 1CMOMb30BaHMEM MepeMeLLnBaliTe, akkypaTHo
nepesopauvBas nakoHbl (5 ¢ 10 pas).

XPAHEHVE

¢ He ucnonb3yiite nocne UCTeYEHUst cpoka ro/~ocTu.

,qOI'IOI']HVITeI'IbeIe

Temnepatypa Makc, BpEMsi — MHCTPSCAMN MO

XpaHeHus XpaHeHus XpaHeHuio
HeBckpbITbIl 2 - 8'C Jl0 OKOHYaHWA

dnakoH CpoKa rogHocTn

BCKpbITbIi 2 .8C [0 OKOHYaHUA  XpaHuTb a MIo0THO
chnakoH CpoKa roAIHOCTU 3aKPbITbIX KPbILLKaMM

hnakoHax.
MomecTuts B
XONOAMNbHUK Nocre
1CMO/b30BaHUS.

MPOLUEAYPA PABOTbI HA AHAJTIM3ATOPE

« [lns nonyyeHusi pekoMeHAyemoro obbama Ko’rTposiBii gepxuTe
chnakoH BePTUKa/IbHO M 06aBbTe 4 Karny HA3KOro KOHTPOSs,
4 Kannu cpefHero KOHTPOJIS W 4 Kan/im BbICOKOTO KOHTPO/IS B
Kaokayto valleuky /Ylsa o6pasua a cCooTBEeTCTBYIOLLEl No3uLmK.

*  VHdopmaumio 0 3aKase u 3arpy3ke KOHTPOsel B CUCTEMY CM. &
PykoBogcTee no akcnnyataumu AlHty ci-series. Pasgen 5,

NMOKA3ATE/IN HECTABUNBbHOCTU UJTN NOPYN
MokasaTensamy HecTabunbHOCTU WU MOPYK CAYXWUT OCAAOK,
BunanmMble cneapl NpoTeyvkn, 3aMmyTMENHOCTb UM HECOOTBETCTBUE
KOHTPO/IEN KPUTEPUAW, YKAa3aHHBIM a MHCTPYKLUMUMN TH0 NMPUMEHEHUIO
n/vnn PykosogcTee no akcnnyatauum Alinity ci-s”Vies.

BUB/IMOTPA®UNA

1 us Department of Labor, OccupationeJ Safety and HealUi
Administration, 29 CFR Part 1910.1030, Bloodbortie pathogens.
2. US Department of Health and Human Services. Biosafetyin

Micfobioiogicai and Biomedical Laboratories. 5th ed. Washington, DC:

US Government Printing Office; December 2009.

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

4. Citnical and Laboratory Stimdards Institute (CLSI). Protection
of Laboratory t"brkers From Occupatior\dly Acquired Infections:
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

copmar uucen:

* 8 kauyecTBe pasfenuTens Thics4 UCMoNb3yeTcs npoben (npumep:
10 000 06pasLioB).

* B kauyecTBe pasfenuTens AecsTUYHbIX 3HAKOB WUCMO/b3yeTcs
Touka (npumep; 3.12%).
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Vcnonb3oBaTb A0/CpoK rogHoOCTH

MegauvuuHckoe usgenve ans
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M Homag, cepun
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[pyrvie cMMBOAbI
H KoWTposbIrbiii Homep
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MPUNOXEHNE

K vHCTpYngum na npumeHennio KOHTPO/bHbIE MaTepuasbl A MOATBepKAeHN
a0C/IPOM3BO/MMOCTN 1 MPaBUILHOCTU KO/«MBCTBEHITaro onpefieNIeHnsi OHKoMapkepa
CA 19-9 uMMyHOXBM>IMIOMUHGCMEHIHBIM METOAOM B CbIBOPOTKE WM Masme KpoBu
4OI0BEKB Ha UMMYHOXVUMU4eckux aHanmnsatc ax Allnity | *CA 19-9XR KOHTpevB>HbIB

matepuarnbl {AlinTtyi CA 19-9XR Contioib)" ans Poccumn
TPAHCNOPTUPOBKA

WNapganHe pBKOM»LYBTCA TPaHCMoOpTUpOBaTb Npu TamTiopeT B 2-8*C Usgenve
OCTaeTCs CTAbWILHBIM [J0 OKOHUAHWsI CPOKA FOA/MOCTU. YKa3aHHOTO Ha YNGKKoBKe. Mpu
TPBHCMOPTUPOAAHMN C HAPYLLEHMEM TEMMEPATYPHOTO PEXIMA U3/Ie/INe He MOAJIEXUT
npuMeHeHnio.  TpaHaTC TUPOBKA OCYWECTB/ISIETCA BCEMW BUAAMM rpaHaiopTa B
KPbITbIX TPAHCTIOPTHBLIX CPEACTBaX B COOTBETCTBUM C NPaBUIaMy NEPEBO3KM TPY30B,
[IeViCTBYIOWMMM HA KXKOM BU/E TP3HILOPTA.

rAPAHTVII?IHb[E OBA3ATE/NLCTBA

MPOM3BCUB<TBIL FapaHTUPYET, YTO MPY NPaBUTLHOM XPAHEHUI 1 0Bpan aH1 Usaenne
0OCTaeTCs CTabWIbHBLIM [0 UCTEUeNKH cpopl luanociH, MakcManbHbIi CpOK roAHOCTI
MBOUIMHOKOTO M3aenus He G6onee 12 MecsiLeB C fleThl NpoussoAcTea. Wsgenne,
)haHMAWBBCA C HapyleHuem PBrIBMS8»TchoBaMHOTo MPOMSAcAMTENeM pexuMa,

MPUMEHEHUIO HE NOANEXUT.
TEXHWYECKOE OBCNYXWBAHUE
He TpebyeTtcs.

TEKYLWWA PEMOHT

He Tpe6yercs.

OAHHBIE  ANn4A YTUNN3ALUN N YHUUTOXEHWA
MEANUMNHCKOro M3JENNA

oe nsgenve y PYOT 11 YHUMTOXIOT B COOTe»1Cimm ¢ MpasNewmn

cMsgu(eHnss c©  MOAMLIOIKUMU  OTXOfamu, pernamektupylona™mucsi  Caklum
2.17.2790-10 oT 12.12.2010 «CaHUTapiio-3/IMABMUONOITBCIMB Tpe6oBaHWs K
06paLEHUIO C MEANT(MHCKMMI NTKOAAMU»

Heo6X0AMMO CriefoBaTh HALMOHA/ILHBIM CT»«apTan Npy fepefaye v yTuansammm
VA3AE/MN, €70 KOMIMOHEHTOB 1 YNaKOBKY.

NMEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLUWMHCKOE U3AENVE

9a/79€C, EN ISO 9001, iSO 13435, EN ISO 18113-1, EN ISO 18113-2
NMOTEHUMANBHbBI N MOTPEBUTENb

NpothBCCMOKT>H(sAi NonbIToBaTeNb

NWH®OPMALMA O HANNYNKM B MEOULIMHCKOM U3 JENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPWNBHOCTb

MocTaB/isieTcsi B HeCTepunbHOM Buaa. CTBpUnM3auus neped npuvNowHMeM ue
TpebyeTcs.

NH®OPMALNA 0 BO3MOXXHOCTU MOBTOPHOIO
NMPUMEHEHWNA

He nopanexwvT noBTopHO«1y n|u(MBHEHN2O0.

MATEPUWA/bI XxuBoTHOro NPOUCXOXAEHNA

MaTepuasbl XMaoTHEHO /IPOMCSUDKAJHWH NPOBEPEHbI W PUCKN MpuMeHeHns M
yKasaHbl B [MaaxspTe 6830naonocTy. MacnopTa 6e30MacHOCT MOXHO HaiiTy Ha caiiTe

WWW abbondiagnosUcs.cem unu rreTutechk K MECTHOMY NpefcTaBuUTesNto.

nre
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36601t 'M6X & Ko. KI' Ten: +496122580

Makc-TTnaur-Punr 2, ®Gaxkc: +49 612258 1244
65205 Bucbanen

n/a 1303, 65011 Bucbanen

[Toanucek: /nodnucano/ Hata:25 okmabps 2019 2.

3aman Kxan (Zaman Khan)
3aMecCTHTENb AMPEKTOpa

N0 HOPMaTHBHO-NIPAaBOBOMY peryHpOBaHHIO
Pernon EBBA u Ilakucrau
26601t I'M6X & Ko. KI'

36601t I'MOX & Ko. KI'
Makc-ITnauk-PuHr 2

65205 Bucbanen-JlenpkeHxaiim
'epmanus

/Mevames: 3660mm
266omm I'mboX & Ko. KI™
Maxkc-ITnank-Punz 2

65205 Bucbaoen/
HOpuanueckuit anpec: Bucbanen
PaitonHbIi cyn Buc6anena HRA 4888 Vupasnstoumii:
Hecymnii nepcoHanbHy1o OTBETCTBEHHOCTb KOMIAHbOH: Kpuctuan I'panoy (Kristian Grapow)
36601T MenemkmenT ['mM6X [per Ansbepr (Greg Ahlberg)
IOpunnuecknit anpec: Bucbaaeu Mpencenarens HabNOAATENLHOrO COBETA:
PaiioHnslii cya Buc6anena HRA 12889 Xaiime A. Koutpepac (Jaime A. Cintreras)

()(bul!hil.’lbﬂ()(: 3ACBHACTCALCTBONAHNUE

Hacrosiumm  ofimimanio  yiaocrosepaercs, uto r-n 3aman  Xan
I660TT I'MOX & Ko. KI' Makc-Mlaanuk-Punr 2, 63205 Bucoaach,
COOCTRCHHOPYYHO MOCTABUA BLIIICCTONIIYIO MOUIHCH B 1IPUCY TCTBUH
HOUTMCABUICTOCK NPCACEAATE. N MCCTHOIO CYAA.

Bucoaaes, 29.70.2019 o.

Ne B peectpe 83719

[owsmna 8 coorsercrsun ¢ [lonoxkenuenm o chopax B pasmepe 6 espo
onnasena

/noonucano”

Mpejicenarent MECTHONO CYAR

Alewamy: Mecmnwaii cyo . Bucéaden XI* 2/

/nodnucano/ 25 oxmsabpa 2019 2.

3aman Kxan (Zaman Khan)

Texcm 6 Ooxkymenme «HHCMpyKkyus no NPUMEHEHUIO» HA AHZAUUCKOM U PYCCKOM S3bIKAX
noaHocmblo cognacaem.

Ilepesod ¢ anenuiicko20 u Hemeyko20/ J3bIK08 HA PYCCKUU A3bIK BbINONHEH NEPEEOOHUKOM

it

Tynunoeou FOnueu AndpeesHoi.
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Poccwuiickaa degepauymsa. Nopog Mocksa.

JBeHaguaTOoro HoA6pA ABe ThICAYN AeBATHaALAaTOro roja.

A, BopoHvHa EBreHus BnagumMupoBHa, BPEMEHHO WCMOJHsOLWAs 06513aHHOCTY HOTapuyca
r. MockBbl bBaxTagse 3nbmMupbl HpbeBHbI, CBUAETENBCTBYIO MOAJ/IMHHOCTL NOAMUCU
nepesogynKa TynuHoson HOnuu AHApPeEEBHbI.

MNognuck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTb MoAnucasLLIero OKYMEHT yCTaHOB/EHa.

3aperncTpupoBaHO B PEECTPE: N°77/52-h/77-201 A
B3bICKaHO Mo Tapudy 100 py6.

YnnayeHo 3a okasaHwe ycnyr npaBoBOro M TEXHWYECKOro xapakrepa: —

E.B. bBopoHvHa

Mognuck
MevaTtb
Bcero npolwHypoBaHo, npo)3ag\*osaHo
|'|po|_]_||,1'|'o BKONMunyecTtBe” INCTOB ~"*“Ho neyartblO..... y\:...MbIVlCT.._
»i 2019 ropa )
OvnpekTop Hii%paBneHns "KnuHuyeckne mccnegosaHusa"
000 «MHBUTPO» n
Meuatb
4. 2. Hosukosa *
Lab
Po'- i depepauns. Mopog Mocksa

-.OLATOro HOSIGPS [BE ThiCAUM AEBATHAALATOIO roa.
, bOPOHMHA EBreHns BnaavmmpoBHa, BPEMEHHO MCMOMHArLas 06s3aHHOCTM HoTapuyca . MockBbl BaxTtaase
Anbmypbl KOpbEBHbI, CBUAETENLCTBYIO BEPHOCTb KOMWUM C NPEACTaB/IEHHOTO MHE [JOKYMEHTa.
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Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesbaden

Postfach 1303, 650N Wiesbaden

+49 6122580
+496122581244

Tel.
Fax

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby eertify that the attaehed documents that keep the number of pages indieated below
are the Instruetion for Use. These doeuments are in a fiill aeeordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3ameeTuTen [Aupektopa PerynsatopHoro otgena EBponsl,
BavxHero BocToka, Adpukm n MakuctaHa 3660TT mM6x n Ko. KI (Associate Direetor
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HaeTosAWMM y40CTOBEPSItO,
YTO npunaraemble JOKYMEHTbI B HUXENPUBELEHHOM 06beMe CTpaHuL, ABNAIOTCA UHCTPYKUUSMU
N0 MNPUMEHEHU0. 3TU AOKYMEHTbl MOMHOCTbIO COOTBETCTBYIOT (JaKTUYECKOW AOKyMeHTauuu
npoun3BOAUTENS.

MHCTPYKLMA NO NpUMeHeHW0 Ha meguumHckoe usgenuve (Instruction for Use for medical
devise)

KOHTpO/NbHble MaTepuanbl ANs MOATBEPsiefeHMs BOCMPOU3BOAMMOCTM W MpPaBUIbHOCTY
KOMIMYECTBEHHOr0 onpegeneHnsi oHkomapkepa CA 19-9 MMMYHOXeMUIHOMWUHECLLEHTHbLIM
MeTOZOM B CbIBOPOTKE WU Nia3Me KPOBU YesloBeKa Ha UMMYHOXMMUYECKNX aHa/m3aTopax
Alinity i "CA 19-9XR KoHTponbHble MmaTepuanbl (Alinity i CA 19-9XR Controls)"

Mo TeKCTy WHCTPYKLMM BCTPEYalOTCa BapuaHTbl HAUMEHOBAHWA MEAULUHCKUX U3AENuid,
npvBefeHHble B TabnuuUe HWXKE, KOTOopble SBAAHOTESN CMPaBef/IMBbIMW U PaBHO3HAYHLIMU
(Instruction for Use includes the followings true and equivalent short names of medieal deviees
listed in table):

Hal/lmeHOvBaHVIe HavmeHoBaHe MeANLIMHCKOTO U3AeN1A Ha PYCCKOM  CoKpalleHHoe
Ha aHTINACKOM A3bIKe HaMMeHoBaHMe
a3blKe (Mo TekeTy
[LOKyMeHTa)
Alinity i CA 19- Ha6op peareHToB ans KO/IMYECTBEHHOTO CA 19-9XR
9XR Reagent onpegeneHus OHKOMapKepa CA 19-9  PeareHTbl
Kit NMMYHOXEMUTIOMUHEELIEHTHBIM MeToZOoM B (Alinity i CA
CbIBOPOTKE MMM NnasMe KPOBM YenoBeka Ha 19-9XR
NMMYHOXUMUYeeKnx aHannsatopax Alinity i "CA 19- Reagent Kit)
9XR PeareHTbl (Alinity i CA 19-9XR Reagent Kit)"
Alinity i CA 19- Kanu6patopbl [Ans  06GecredyeHus MpPaBUNbLHOCTM  CA 19-9XR
9XR Calibrators  konuuecTBeHHOro onpegeneHnst oHkomapkepa CA  KanuGpatopsl
19-9 MMMYHOXeMWUIOMUHECLEHTHBIM  MeTogoM B (Alinity i CA
ebIBOPOTKE WM  Na3Me KpPOBM YenoBeka Ha  19-9XR

MMMYHOXMMMYecKnx aHanusatopax Alinity i "CA 19-
9XR Kanuébpatopbl (Alinity i CA 19-9XR

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellschafterin:
Abbott Management GmbH

Sitz der Gesellschaft: Wiesbaden
Amtsgericht Wiesbaden HRB 12889

Geschaftsfiihrer:

Christian Grapow

Greg Ahlberg

Vorsitzender des Aufsichtsrates:
Jaime A. Contreras
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Abbott

Calibrators)"
Alinity i CA 19- KoHTponbHble MaTepuanbl  gna  nogtBepxgeHus CA 19-9XR
9XR Controls BOCMPON3BOAMMOCTHU n npasunbHocT  KOHTPOnbHbIe
KOMMUYEeCTBEHHOTO OMpefAeneHns OHKomapkepa CA  maTepuaibl
19-9  MMMYHOXeMUMIOMUHECLEHTHbIM MeTogom B (Alinity i CA
CbIBOPOTKE WM NnasMe KpoBu uenoBeka Ha 19-9XR
MMMYHOXMMUYeCKNX aHanmnzatopax Alinity i "CA 19- Controls)
9XR KoHTponbHble matepuanbl (Alinity i CA 19-
9XR Controls)"

Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i CA 19-9XR Controls with 3
ADDENDUM for Russia.
2. WHcTpykuma no npumeHeHunio «CA 19-9XR KoHTpOnbHble MaTepuasbl 3
(Alinity i CA 19-9XR Controls)» ¢ MPUOXEHMEM ans Poccum.
Signed: Date: 7
Zaman Khan,
Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG. Abbott
s Abbott GmbH & Co.
Max-Planck-Ring 2
Abbott GmbH & Co. KG 65205 Wiesbaden
Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany
r O] /'t erX n vor
Page 2 of2
C L2 -N -
...... ,4r
-0 vids N,
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Alinity i
CA 19-9XR Controls

Read Highlighted Changes: Revised July 2018.

NAME
Alinity i CA 19-9XR Controls (also referred to as CA 19-9XR Ctrls)

INTENDED USE

The Alinity i CA 19-9XR Controls are for the estimation of test
precision and the detection of systematic analytical deviations of
the Alinity i analyzer (reagents, calibrators and instrument), when
used for the quantitative measurement of 1116-NS-19-9 reactive
determinants in human serum or plasma.

For additional information, refer to the Alinity i CA 19-9XR reagent
package Insert and the Alinity ci-series Operations Manual.

CONTENTS

The |coiitrol|1 [ Icontrol |[m[*icoMTRoL|H| contain 1116-NS-19-9
reactive determinants (human) prepared in TRIS buffer with protein
(bovine) stabilizer. Preservatives: sodium azide and ProClin 300.
The following concentration ranges may be used for individual
replicate control specifications on the Alinity i analyzer:

CA 199

JCONC] RANGEL
Control Quantity (U/mL) (U/mL)
I0ONTROL |/] 1X8.0mL 40 26.0 - 54.0
IOONTROLL 1X8.0 mL 150 102.0 - 198.0
I0ONTROL fi | 1X8.0mL 750 510.0 - 990.0

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

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

L en

CA 19-9XR

fiin 08P3210
703-336_R02
C8P320

The following warnings and precautions aoolv to-1 control |1 |
|controllm| sinH |control|h|

(0}

WARNING Contains tromethamine hydrochloride*,
methytisothiazolones 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.

pP272 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.

Control lot .
Instrument

« Calibration .
« Calibrator lot .

PRECAUTIONS
n

« For In Vitro Diagnostic Use

Reagent lot

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 cl-series Operations Manual, Section 8.

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

Safety Precautions

CAUTION: This product contains human-sourced
and/or potentially infectious components. The Controls 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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« 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 2 to 8*C Until expiration  Store tightly capped.

date

Return to refrigerated
storage after use.



INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the controls,
hold the bottle vertically, and dispense 4 drops of the low control,
4 drops of the medium control, and 4 drops of the high control
into each sample cup in the assigned position.

« For instructions on ordering and loading controls on the
instrument, refer to the Alinity ci-sehes Operations Manual,
Section 5.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, or if controls do

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

BIBLIOGRAPHY

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

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

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

4. Clinical and Laboratory Standards Institute (CLSI). Pmtection
of Laboratory V~rkers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI: 2014.

Note for number formatting:

« A space is used as thousands separator (example: 10 000
specimens).

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

Key to Symbols

A

id
X
a

1SO 15223 Symbols
Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

M In Vitro Diagnostic Medical
Device

Eog Lot Number
List Number

Other Symbols
[ch] Control Number

Iconcl Concentration

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

Control Low, Medium, High
(L.M.H)

Distributed in the USA by

IcONTAINSI AZIDE 1

ICONTROL L i

IDISTRIBUTED IN THE USA BY]

JINFORMATION FOR USA ONLY | wrortanon neeoso TJ uniteo
States of America only

IPRODUCED FOR ABBOTT BY | Produced tor Abbott by

IPRODUCT OPUSA 1 Product of USA

Jrange] Range

IKONLY 1 For use by or on the order of a

physician only (applicable to USA
classification only).
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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
IPRODUCED FOR ABBOTT BY] DISTRIBUTED IN THE USA BY

Abbott Laboratories
Abbott Park. IL 60064 USA

Fujirebio Diagnostics, Inc.

201 Great Valley Parkway

Malvern, Pennsylvania 19355, USA
Customer Service: Contact your local representative
or find country-specific contact Information on
www.abbottdiagnostics.com

Revised July 2016.

©2016, 2018 Abbott Laboratories



ADDENDUM

to the Instructon for Use Alinity i CA 19-9XR Controts (for Russia)

SHIPPING

Recommended shipping conditions for deviceis  2-8°C. Device s stable

until the date on the Dewice is no longer sultable for use
if shipping temperature limits have been violsted. Ship in an enclosed carrier vehicie
of any kind in with shi g rules, to the resp camer,
WARRANTY

Manufacturer guarantees that device remains stadble untl the expiration date when
stored and handied as directed. The maximum sheif kfe of the medical device is 12

months from date of menutacturing. Device must be o stored with

in manufacturer's requirements.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of 8 medical device in with the of
SanPin  21.7.2790-10 dated December 12, 2010 “Sanitary-spidemiological
Requi for the of Medical Waste®.

Transmit and dispose of 8 product and its and packaging in

with local reguistions.

LIST OF APPLICABLE STANDARDS

S&/7T9/EC, EN ISO 9001, ISO 13485, EN ISO 18113-1, EN (SO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain sny drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Meodical device cannot be re-applied
MATERIALS OF ANIMAL ORIGIN

Materials of animai onigin are tested snd risks of using MO are indicaled in SDS. Safety
Data Shests are at www. h com of contact your local
representatve
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Alinity

CA 19-9XR KOHTpO/ibHble MaTepuanbl

(Alinity i CA 19-9XR Controls)

Cm . BblgeneHHble n3MeHeHus. Pegakuma: nons 2018 1

HAVMEHOBAHWVE (CokpalieHHOEe)
CA 19-9XR KoHTponbHble matepuasnsl (Alinity i CA 19-9XR Controls)
(Takxe BcTpeyaetcs no Tekcty: CA 19-9XR Ctrls)

HA3HAUYEHUVE

CA 19-9XR KoHTponbHble matepuansl (Alinity i CA 19-9XR
Controls) npeaHasHaueHbl 47151 OLLeHKW BOCMPOU3BOAUMOCTY TecTa
1 BbISIBNIEHNS] CUCTEMATUYECKUX aHANINTUYECKUX OTK/IOHEHWIA B
paboumx xapakrepuctukax aHanusaropa Alinity i (peareHToB,
Ka/IMGpaTopoB U CUCTEMbI) NPU KONMYECTBEHHOM onpegeneHun
peakTuBHbIX geTepMuHaHT 1116-NS-19-9 B cbiBOpPOTKE WM nNnasme
KPOBW YesoBeka.

JlononHUTENbHYI0 MHGOPMALWMIO CM. B UHCTPYKLMK NO NPUMEHEHNI0
K COOTBETCTBYIOLLEMY peareHTy n PyKoBOACTBe MO 3Kcnyatauum
Alinity ci-sehes,

COLEPXWVMOE

1<=°"T"°MM, |[comtbol|m | |[comtrol|h| COAEPXAT peaKkTUBHble
petepMuHaHTbl 1116-NS-19-9 (4enoseka), NpuroToBneHHsle B TRIS-
6ythepe ¢ npoTenHoBbIM (6blUbMM) CTabUNU3ATOPOM. KOHCEpBaHTbI:
a3ng Hatpus n ProClin 300.

Cnegytolme ananasoHbl KOHLEHTpaLMA MOryT UCMO/b30BaTbLCSA

B VHAMBMAYaA/IbHbIX CneundmrKaLmsax KOHTPONsS Ha aHanusaTope
Alinity i

CA19-9

|CONC] IRANGE 1
KoHTporb Konuyectso (U/mL) (U/mL)
ICONTROL 1L 1 1x8.0 mL 40 26.0 - 54.0
ICONTROL IM 1 1x8.0 mL 150 102.0 - 198.0
1CONTROL H1 1x8.0mL 750 510.0 - 990.0

MPUMEYAHWE: [inana3oHbl, yka3aHHble B UHCTPYKLUUU MO
NPUMEHEHNIO, He crneunuyHbl N0 CepUsAM U NpeAcTaBNAT
co6oii 06LMe AnanasoHbl 3HAYEHUI, TeHEPUPYEMBIX B TeYeHne
cpoka rofHocTu npogykra. Kaxgoii nabopatopuu pekomeHgyertcs
ycTaHaB/MBaTb CBOWN COGCTBEHHbIE CpefiHWe 3HAuYeHUs U
[AnanasoHbl NPUEMIEMbIX 3HAYEHWIA, KOTOPbIE [OKHbI GbiTb B
pamKax [uana3oHoB, ykasaHHbIX B MHCTPYKLMM MO NPUMEHEHMIO.
VIcToYHVKamn oxugaemoii BapuabesbHOCT MOTyT BbiTb:

* Kanubposka « Cepusa koHTpona e+ Cepusi peareHta
« Cepus * AHanusartop
Kanuépatopa

MEPbI MPEOOCTOPOXHOCTU

« [ns gnarHocTtukm In Vitro
+  IRconlyl

Mepbl NpefoCTOPO>KHOCTH

)K BHVIMAHWE: [aHHblli NPOAYKT COAEPXUT
NoslyYeHHbIe OT YesioBeka /MM NOTEHUNAIbHO UHEKLIMOHHbIE
KOMMOHEHTbI. KOHTPO/IM copepkaT aHTUreH, Noy4eHHbI 13
JINHUM KNeTOoK YenoBeka. HW OAWH W3 N3BECTHLIX METOZOB
TeCTUPOBaHWSI He MOXET rapaHTMpoBaTb, YTO MaTepuasbl,
NoslyYeHHble OT YesoBeKa, UM MHAKTUBUPOBAaHHbIE
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CA 19-9XR
@ 08P3210

G76317R02
C8P32R

MWUKPOOPraHu3Mbl He MepeHoCsT uHekumto. MoaTomy Bce
MaTepuasibl, NOMyYEHHbIE OT YesloBeka, crnefdyeT cuuTaTb
NoTeHUNaNbHO UHEKLMOHHBIMA. PekoMeHayeTcs obpalatbes
C [JaHHbIM NPOAYKTOM 1 06pasuamu, nosyyeHHbIMU OT
YyesnoBeka, B COOTBETCTBUM co CTaHAApPTOM MO 0GpaLLeHnio ¢
reMOKOHTaKTHbIMU NaToreHamu, paspaboTaHHbIM YnpasneHnem
CLUA no oxpaHe TpyAa U NPOMBILLIIEHHON rUrreHe

(OSHA). Mpy paboTe ¢ matepuanamu, cogepxawiumu unm
NpeanosIoX1TeNIbHO cofepXaluMn UHAEKLNOHHbIE areHTbl,
cnepyet cobngarb npasuna 6uonormyeckoii 6esonacHocTy,
YPOBEHb 2, UK Apyre CoOTBETCTBYHOLME npasuia
6uonornyeckoit 6esonacHocTu. N

Cnepyolime nNpeaynpexaeHns 1 Mepbl NPeA0CTOPOXHOCTH
OTHOCATCS K: |comtroi.|l 1|comtrol|ml, |comtroi.|h|

(0}

MNPEAYNPEXAEHNE CofepxuT TpOMeTaMuH-rMAPOXIopua*,
MeTUIN30TNA30/I0HbI 1 a3ng, HaTpus.
H317 MoxeT BbiI3blBaTb aniepruyeckyto

KOXHYI0 peakumio.

H316* BbI3biBaET N1erkoe pasgpaxeHune KOXu.

EUHO032 Mpu KOHTaKTe ¢ kucrnoTamu obpasyercs
BbICOKOTOKCUYHBII ras.

MpepoTspatlyeHne

P261 M3beraTb BAbIxaHUA TymaHa/napos/
asposoneil.

p272 He BbIHOCUTL 3arpA3HEHHyl0 ofexay C
pabouero mecra.

P280 Monb30BaTbCA 3aWUTHBIMU NepyaTkamm/
3alMTHON ofexaoii/cpecTBaMu 3alnTbl
rnas.

PearvposaHue

P302+P352 MPY NOMALAHU HA KOXXY: MpombITb
60/bLLMM KOIMYECTBOM BOfpbI.

P333+P313 Mpu pasgpaxeHun KOXu Uam nosiBNeHnu
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpA3HEHHYI0 ofexay 1
BbICTVPATL €e nepej UCMo/b30BaHNEM.

YTunusauusa

P501 YTunusupyite cogepxmnmoe/koHTeliHep B

COOTBETCTBUM C CAHUTAPHLIMKU HOpMamMu
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

* He NnpUMEHWMO Ha Tepputopuu aeiicTBusi Pernamenta EC Ne
1272/2006 (CLP) unu CtaHgapTa onoBeleHns 06 onacHocTu
YnpaBnexus CLUA no oxpaHe TpyAa W NPOMbILMIEHHON TUrneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Macnoprta 6e3onacHOCTK JOCTYMHbI Ha caiiTe
www.abbottdiagnostics.coni unu y mecTHoro npegcrasutens.
Moapo6Hyto MHhopMaLMio 0 HEOBXOAUMbIX Mepax
npefoCTOPOXHOCTU Npu paboTe ¢ aHa/M3aTopoM CM. B
PykoBoacTBe no akcnnyatauun Alinity ci-series. Pasgen 8.



NOAroToBKA K UCNONb3OBAHUIO

*  [lanHbif NPOQYXT NOCTABNABTCA B MUAXOM 8nQe, roTos

UCNONL30BAHKIO.

*  [laHHpi NPORYKT MOXBT HCNONBLIOBATLCR HENOCPEACTEBHHO
NOCNEe NIBNEUSHUN NI MECTA XPAHBHUA C Temnepatypown 2 - 8°C.

* (Mepen xaxabm ucr aTe,
nepesopaunsan ¢naxoHn (5 - 10 pas)
XPAHEHUE
* He ucnunuyme NOCN® NCTOUSHUA CPOKA FOAHOCTH.
Dononnuransiisie
Temnepatypa Mexc. BPoMA  MHCTPYKUMNA NO
XPEHOHUA P XPAHOHNIO
Hescupuitmin 2 - 8'C Lo oxonuarua
naxon CpOXa rogHOCTH
Bexputein 2-8°C £10 oKOHUAHNA  XPAHUTL B NNOTHO
Gnaxon CPOKA rOAHOCTA 3BKPHITHIX KPHILKAMM
$naxkoHax.
MomecTuTs 8
XONOQMNBHAK NOCNe
UCNONBIOBAHUR.

nPOU.EﬂVPA PABOTbI HA AHAJTU3ATOPE

Ana nanyweHus p yyemoro obu A NBPXUTE
$naxon sepTMKANLHO v n06asLTe 4 xannu nmoro KOHTpaNs,
4 KaNNM CPOAHBTo KOHTPONA U 4 KANNK BLICOKOTO KOMTPONA 8
KAXIYI0 YawWweuKy A 06pasua B COOTBETCTRYIOWEN NOIULWNA.
*  MnGopMauMIO 0 38Ka3e N IAIPY3IKE KOHTPGNOH B CUCTOMY CM. B
PyxosoncTee no akcnnyaraumm Alinity ci-series, Paanen 5.
NOKASATENU HECTABUNbHOCTU WK NOPYN
T '3 OCTH MNU NOPHN CITYKUT OCaNOK,
BUQAMbIO CTEABI NPOTEYKM, 3aMYTHEHHOCTD UNH HECOOTBETCTBME
KOHTPONOR KPUTOPUAM, YKA3AHHBIM 8 UHCTPYXUMK N0 NPUMEHEHNIO

v/uomn PyxosoncTee no axcnayaraumw Alinity ci-series.

BMEnMOl'PAOMﬂ
US Depariment of Labor, Occupational Safety and Heaith

Administration, 29 CFR Part 1910.1030, Biocodborme pathogens.
2. US Depariment of Health and Human Services. Biosafety in
Sth ed. Washington, DC:

diological and Bio 1 ah

US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.

Geneva: World Health Organization; 2004.
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Alinity sanseTca Toprosow Mapkon komnasun Abbott Laboratories B
opucankuusx. Bce apyrue TOProasie MapKn ABAAIOTCA

4. Clinical and Laboratory Standards Insmuto (CLSI)

<

of Laboratory Workers From O«
Approved Guidelina—Fourth Edlrﬂon CLs! Documom M29-A4. Wayno.
PA: CLSI; 2014.

Qopmar uncen:

* B xauecTse paznenuTens ThiCHY UCT y8TCR NPob

10 000 o6pa3uos).

* B xauecTse palleNvTeNs NeCATUUHLIX IHAKOS HCNONL3IyeTCcA

Touka (npumep: 3.12%).
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cobx b0 COOTBETCTBYIOUUX BNANGNLLES.
Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580
(PoSuces rom aseory av] [oremmairtes i it vea Y]
Fujirebio Diagnostics, inc. Abbott Laborstories
201 Great Valiey Parkway Abbott Park, ILL 60084 USA

Cepancuan nonnepkxa: OGPaLMITECE K CROSMY MECTHOMY
P nm P KOHTAKTHYIO MHOOPMALMIO AN
SAWER CTPAHN Ha CSRTe www.abbottdiagnostics.com

*36607T Naboparopua™, 125171, Poccus, r. Mockea,
Nennnrpanckoe wocce, 16A, cTpoenue 1,
Ten: +7 (495) 258 42 80; daxc: +7 (495) 258 42 81

CJ Abbott



MPUNOXEHNE

K VHCTPpyKUMM MO MpUMEHEHNIO KOHTPO/bHbIE MaTepuanbl s NOATBEPXAEHWs
BOCMPON3BOAMMOCTY 1 NPaBU/ILHOCTY KOINUYECTBEHHOTO ONPE/AENEeHNs] OHKOMAapKepa
CA 19-9 UMMYHOXEMWTIOMWHECLEHTHbIM METO/0M B CbIBOPOTKE WK Mniiasme KpoBu
4yesoBeKa Ha UMMYHOXUMUYeCKUX aHanusaTopax Alintty i "CA 19-9XR KOHTponbHble
matepuanbl (Alinity i CA 19-9XR Controls)" agns Poccun
TPAHCMNMOPTUPOBKA

N3penue pekomeHayeTcsi TpaHCNOpTUpoBaTb nNpu Temnepatype 2-8°C. Uspenue
0CTaeTCs CTABU/IbHBIM [0 OKOHYAHUs CPOKA TOAHOCTY, YKA3aHHOTO Ha ynakoske. Mpu
TPAHCMOPTMPOBAHNN C HAPYLLEHUEM TEMMNEPaTYPHOTO PeXNMa U3/Ie/INe He MOANeXUT
npumeneHnio. TPaHCMOPTUPOBKA OCYLIECTB/SIETCS BCEMU BUAAMK TpaHCnopTa B
KPbITbIX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBUM C MpaBU/IaM1 NEepeBO3KN rPy30B,
[eficTBYIOUMMY HA KaX/A0M BUAE TPaHCNopTa.

FTAPAHTUAHBIE OBA3ATE/NILCTBA

Mpou3BOAVTE L TAPAHTUPYET, YTO NPU MPaBUILHOM XPaHEHNM 1 0GpaLieHn n3aenme
0CTaeTCs CTabWU/IbHBIM 0 UCTEUEHUST CPOKA FOHOCTN. MakcuMabHbI CPOK FOAHOCTY
MEAMUMHCKOTO M3fenns He Gornee 12 MecsiueB C AaTbl npousBoAcTea. Wspgenve,
XPaHNBLIEECA C HApyLIEHWeM PEriaMeHTMPOBAHHOTO MPOM3BOANTENEM PEXNMA,
MPUMEHEHNIO HE MO/IEXNT.

TEXHVWYECKOE OBCNYXWBAHUE

He TpebyeTcs.

TEKYW WA PEMOHT

He TpebyeTcs.

AAHHbIE ana YTUAN3ALUNN n YHUUYTOXEHNA
MEAVNLUMHCKOro U3genna

MeMUMHCKOe U3[ieine yTUAM3NPYIOT M YHUUTOXAKT B COOTBETCTBMW C MpaBUiaMm
obpaljeHnsi € MEAULMHCKAMM  OTXOAAMU,  PeriameHTupylowmmncs  CanMuH
2.1.7.2790-10 or 12.12.2010 «CaHUTapHO-3aNMAEMUONoTHeCKNe TpeGoBaHUA K
06PALLEHNIO C MEAVLIMHCKIMM OTXOIaMI».

Heo6x0AMMO CefjoBaTh HaUMOHA/IbHBIM CTaHAApTaM Mpu nepejade v yTuamMsauum
M3[1eNns, er0 KOMMOHEHTOB 1 YNaKoBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEANUMNHCKOE U3AENVE

98/79/EC, EN ISO 9001, ISO 18485, EN ISO 18113-1, EN ISO 18113-2
MOTEHUWANBbHbI 1 MOTPEBUTENb

npoeccuoHanbHbIi Nonb3oBaresls

NH®OPMALMA O HAANYNN B MEANLUMNHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPUBHOCTb

MocTaBnsieTcst B HecTepunbHOM Buge. Crep nepeg np He
TpebyeTcs.

NH®OPMALNA [e] BO3MOXHOCTKN MOBTOPHOIO
NMPUMEHEHWA

He NoAnexuT NoBTOPHOMY MPUMEHEHMIO.

MATEPWA/Ibl XXUBOTHOTIO NMPONCXOXAEHNA

MaTepnankl XWBOTHOTO MPOMNCXOXAEHUS NPOBEPEHbl W PUCKM MpuMeHeHns MU
yKasaHbl B [acnopTe 6e3onacHocTu. MacnopTa 6e30MacHOCTM MOXHO HaiiTi Ha caiiTe

www.abbottdiagnostics.com unu o6paruTeck K MECTHOMY NPeACTaBUTESIO
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Abbott

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
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2660TT T'M6X & Ko, KI
Makc-IMnaHr-PuHr 2,

Ten:+49 61 22 58 0
dakc: +49 61 22 58 1244

65205 BucbageH
n/a 1303,65011 BucbageH

Moanuce: /noanucaHo/

3amaH KxaH (Zaman Khan)

3amecTuTens AnpekTopa

Mo HOPMATVBHO-MPaBOBOMY PEryiMpoBaHUIO
PervoH EEBA v NakucrtaH

3660TT 'M6X & Ko. KIT

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

65205 BucbaaeH-[enbKeHxanm
MepmaHua

Opuanyecknii agpec: BucbaseH
PaiioHHbI cyg BucbageHa HRA 4888

HecyLLl'VIVI NnepcoHa/IbHYKO OTBETCTBEHHOCTb KOMMNAaHbOH!

3660TT MeHeKMeHT MTM6X
FOpuanyecknii agpec: BucbageH
PaioHHbIl cyg BucbageHa HRA 12889

[Oata:25 okTa6ps 2019 r.

/MevyaTb: 3660TT
2660TT F'MO6X & Ko. KIM
Makc-IMnaHk-PuHr 2
65205 BucbaaeH/

YnpasnsroLwuii:

KpuctunaH Mpanoy (Kristian Grapow)
per Anbbepr (Greg Ahlberg)
Mpeacenatens HabnOAAaTeNBHOMO COBETA:
Xalime A. KoHTpepac (Jaime A. Cintreras)

0(buupmansik)c iiicBHzic renbc! BoBaHve

Hactoawwmm otuymanbHo yAocToBepseTcs, 4to i-n 3amas XaH
m)660TT 1'M6X & Ko, KI' Makc-MlnaHk-1/lwr 2. 6520.5 BucbageH,
CO6CTBEHHOPYYHO NOCTaBW/ BbILLECTOALLYIO HOSHWUCb B MPUCYTCTBUN
|10;LLincaB1mC10ca npe.Tccna rens MECTHOrO CyAa.

BucbageH, 29,/0.20/9a

XT B peecTpe 857,19

MownvHa B GA0OTBETCTBUM C 1KTNIOXEHMEM 0 cbopax B pa,!Mepe 6 eBpo
onnaveHa

/nognucaHo"

Mpeacenatens .MeCcTHO Cyfaa

"MeyaTb: MeCTHbI cya r. BucbageH X1 *2/

/nognucano/ 25 okTa6ps 2019T.

3amaH KxaH (Zaman Khan)

TeKCT B AOKyMeHTe «WHCTPYyKUMS MO NPUMEHEHWHO» HA aHIMIACKOM U PYCCKOM Si3blKax

NONHOCTbIO COBNajaeT.

MepeBoj C aHrIMIACKOTO M HemelKoro/
TynnHoBoit KOnmein AHLPEEeBHOIA.

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

bIKOB Ha PYCCKMWIA S3blK BbINONHEH MNEPeBOAYMKOM



Poccuiickaa degepauus, Nopog Mocksa.

[JBeHaguaTOro HoAb6psA ABe ThiCAYM AeBATHaALATOro roja.

A, BopoHuHa EBreHusi BnagMmMmpoBHa, BPEMEHHO WCMOJHAKOLWAA 0653aHHOCTU HOTapuyca
r. MockBbl bBaxTagse 3nbmupbl HOpbeBHbI, CBUAETENLCTBYHO MOA/IMHHOCTL  NOANUCK
nepesogunka TynnHoBoW HKOonum AHOPEEBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb MOANMCABLLETO AOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe; N277/52-n/77-2019- »
B3bickaHO o Tapudy 100 py6.

YnnayeHo 3a oka3aHUe e nhasoBOro 1 TEXHUYECKOTO XapakTepa: -

E.B. bopoHnHa

Bcero npowHyposaHo, nMHy*epoBaHo
1 CKpenieHo neyar >wo...-M
BPMO Hotapuychrn
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