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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 Instruction for Use. These documents are in a fijll accordance with actual manuals of
manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens [upektopa perynsatopHoro otgena Esponsl,
BnvwkHero Boctoka, Adpukn n lMaknctaHa 3660TT 'mox M Ko. KIT (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacTosilyM y0CTOBEpSitO,
YTO NpunaraeMble JOKYMEHTbI B H/XEMPUBEAELLIOM 06beMe CTPaHUL, ABNSKOTCA MHCTPYKLMUAMM

no MNpUMEHEHNIO. atn AOKYMEHTbI MOMrTOCTbIO COOTBETCTBYHOT (haKTVIHeCKOVI AOKyMeHTauun
npounssoguTens.

MHCTpYKUMS Mo NpUMeHeHUIO Ha MeguumHckoe usgenue (Instruction for Use for medical
devise)

Kanubpatopbl gnA  obecnevyeHUss MpPaBWU/IbHOCTU  KOJIMYECTBEHHOr0  OMpeAeneHus
oHkomapkepa CA 19-9 MMMYHOXEMUIIOMUHECLEHTHBIM METOAOM B CbIBOPOTKE MW M/ia3me
KPOBM 4esioBEKA Ha WMMYHOXMMMUYeCKMX aHanusatopax Alinity i "CA 19-9XR
Kanu6patopsl (Alinity i CA 19-9XR Calibrators)™

Mo TeKCTy WHCTPYKUMM BCTPEYAOTCS BapuaHTbl HAWMEHOBAaHWA MESULMHCKMX U3AeNNiA,
NpuBefieHHble B Tabnuue HWXe, KOTOpble SBASKOTCS CMpPaBef/MBbIMU M PaBHO3HAYHbIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHMe  HavmeHOBaHWe MeAMLMHCKOrO U3Aenns Ha PYCCKOM  CoKpalLLeHHoe
Ha aHrIMACKOM A3blKe HavMeHoBaHue
A3blKe (no TekcTy
[IOKYMEHTA)
Alinity i CA 19- Habop  peareHTOoB AN KONNYeCTBEHHOTo  CA 19-9XR
9XR  Reagent onpegeneHus OHKOMapkepa CA 199 PeareHTbI
Kit NMMYHOXeMU/TFOMUHECLIEHTHBIM Me'TofOM B (Alinity i CA
CbIBOPOTKE WAM  nNnasMe KpPoBW YenoBeKa Ha 19-9XR
UMMYTTOXUMUYECKMX aHanmsatopax Alinity i "CA 19- Reagent Kit)
9XR PeareHTbl (Alinity i CA 19-9XR Reagent Kit)"
Alinity i CA 19- Kanubpatopbl A1 o6ecriedeHnsl NpaBUMbHOCTM CA 19-9XR
9XR Calibrators  ko)Lu4eCTBEHHOrO OmpedeneHns OHKomapkepa CA  Kann6patops
19-9  “MMyHOXEMUNIOMUHECLIEHTHBIM  MeTogoM B (Alinity i CA
CblBOPOTKE WM  Mfa3vMe KPoBM  4enoBeka Ha 19-9XR

UMMYHOXMMUYECKMX aHanmn3aTopax Alinity i "CA 19-

Calibrators)

9XR Kanmbpatopbl (Alinity i CA 19-9XR

Sitz der Geselbchaft: Wiesbaden
Amtsgericht Wiesbaden HRA 4888
Personlich haftende Gesellscbafterin:
Abbott Management GmbH

Sitz der GescHschaft; Wiesbaden
Amtsgericht Wiesbaden URB128S9

Geschaftsfulirer;

Christian Grapow

Greg Alilberg

Vorsitzender des Aufeichtsrates:
Jaime A. Contreras
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Calibrators)"
Alinity i CA 19- KoHTponbHble MaTepuanbl  Anis  nogTeepxkaeHus CA 19-9XR
9XR Controls BOCMNPOW3BOAMMOCTM n NPaBWIbHOCTU  KOHTPO/bHbIE
KOTLLIMECTBEHHOIO onpefeneHns oHkomapkepa CA  maTepuansl
199 VMMYHOXEMUNIOMUHECLIEUTHBIM  MeTogoM B (Alinity i CA
CbIBOPOTKE WM njasme KpoBM YenoBeka Ha 19-9XR
MMYyMOXUMUYecKuX aHanmsartopax 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 Calibrators with 3
ADDENDUM for Russia.
2. WHcTpykums no npumeHeHnto «CA 19-9XR Kannbpatops! (Alinity i 4
CA 19-9XR Calibrators)» ¢ MPUNOXEHWEM pans Poccun.
Signed Date:
Zaman KhanT
Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG. Ab bott
Abbott GmbH & Co. KG
Max*Planck-Ring 2
Abbott GmbH & Co. KG 65205 Wiesbaden
Max-Planck-Ring 2
65205 Wicsbadcn-Dclkenheim
Germany
it
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Alinity i
CA 19-9XR Calibrators

Read Highlighted Changes: Revlaed July 2011

NAME
Alinrty i 19-9XR Calibrators (also referred to as CA 19-9XR Cals)

INTENDED USE

The Alinity i CA 19-9XR Calibrators are lor the calibration of the
Alinity i analyzer when used for the quantitative determination of
1116-NS-19-9 reactive determinants in human serum or plasma.
For additional Information, refer to the Alinity | CA 19-9XH reagent
package insert and the Abiity cl-series Operations Manual.

CONTENTS
The 15" a | contains TRIS buffer wdth protein (bovine) stabilizer.
The contains 111B-NS-19-9 reactive determinants

(human) prepared InintS buffer wth protein (bovine) stabilizer.
Preservatives: sodium azide and ProClin 20 .

CA199

Gaiitodar Qertly W)
Icallal 1X3.0 mL 0
UL 1X3.0 mL 30

1X3.0mL too

1X3.0mL 260
(CALjII 1X30mL 600

1X3.0mL 1200

MATERIALS REQUIRED BUT NOT PROVIDED
= 04R1001 Alinity cl-sehes Calibrator/Contro) Replacement Caps

STANDARDIZATION

CA 19-9XR 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 19-9XR assay are
manufactured volumetrically and are referenced to this smndard
prepared by Fujirebio Diagnostics, Inc. There is no Internationally
recognized CA 19-9 standard available at this time.

PRECAUTIONS

- H

« For In V70P Diagnostic Use
« [momly]

Safety Precautions

- X CAUTION: This product contains human-sourced and/
or potentially infectious components. Calibrators B-F contain
antigen derived from a human cell line. No kncwn test method
can offer complete assurance that products derived from human
sources Of inactivated microorganisms will not transmit Hecticn.
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 Bioodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing kifectious agents."”
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@ 08P3201

703-331_R02
S8P320

The following warnings and precautions apply to; - (5*0)

(0]

WARNING Contains tromethamine hyc”chloride’,
methylisothiazdones and sodium azicte.

H317 May cause an allergic skin reaction.

N3le- Causes mlid skin Irritation.

EUHO32 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated m>Tk clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Responm

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 widi local regulations.

« Not appiic’l© where regulation EU 1272/2008 (CtP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
Implemented.

Safety Data Sheets are available at www.abboltdiagnoslics.com or

contact your local representathre.

For a detailed discussion of safety precautions during system

operation, refer to the Alinity ci-sertes Operations Manual. Section B

PREPARATION FOR USE

« This product is liquid ready-to-use.

m  This product may be used immediately after removal from 2 to
8'C storage.

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

STORAGE

« Do not use past expiration date.

$t<KBge Maximum Additional Stwage
Temperature  Storage Time Inatructlorte
Unopened 2to 8'C Until expiration
date
Opened 2to8'C Until expiration Store tightly capped
date with new replacement

cap.
Return to reffigerated
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 belt exceeded. Maximum In-use Stability can be



found in the Assay Parameter Report. For additional information on
caiibrator in-use Stability, refer to the Alinity ci-serles (Iterations
Manual. Section 5.

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

INSTRUMENT PROCEDURE

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

=« For information on conf*ur”~g caiibrator data, refer to the Alinity
cl-series Operations Manual, Section Z.

=« For Instructions on ordering and loading calibrators on the
instrument, refer to the Aiinity ci-series Operations Manual.
Section 5.

QUAUTY 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, alt subsequent samples

may be tested without turner 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 rrronitor and control system
performance, as described In the Quality Control Procedures
section of the associated reagent package insert.

« if statistically-based quality corttrol limits are not available, then
the calibration should not exceed a 30-day limit for recallbration
frequency.

This assay may require recallbration after maintenance to critical

parts Of subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Aliinity ci-series OperaHons Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidi”, 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 us Department of Labor, Occupational Safety and Health
Administration, 29 CFH Pari 1910,1030, Btoodbome pathogens.

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

3. World Health Organization. Labomtmy Biosafety Manual. 3rd ed.
Geneva; World Health Organlzatiwi; 2004,

4. Clinical and Laboratory Standards kratltute (CLSI). Protection
of Laboratory Wforkers From Occupationally AcquirmJ InfecUom;
Approved Guideline— Fourth Edition. CISi Document M29-A4, Wayne,
PA: CLSI; 2014.

Note for number formatting;

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

« A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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Key to Symbols
ISO 15223 S|*faoia

Caution
X
Consult Instructions for use
D S
Manufacturer
d i
Temperature limitation
1
Use by/Expiration dale
2
in Vitro Diagnostic Medical
Device
IGIt1 Lot Number
List Number
Serial number
other Symbols
Calibrator (A,B,C.D,E or F)
s Conbof Number
Concentration
I0ONTAINSI AZICS | Contains Sodium Azide. Contact

vnth acids liberates very toxic
gas.

IMSTRIBUTIO INTMCUSABV 1 Distributed In the USA by

ANFORMATION FORUSAONLY | Information needed lor United
Stales of America only

jFROQUCED FORABBOTT BY | Produced for Abbott by

JFRODUCT OF USA Product of USA

IRIONLYj For use by or on the order of a

physician only (applicable to USA
classification only).

Alinity Is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.

Abbott GmbH ~ Co, KG

M il  Max-PiarvckRIng 2 ¢ ¢
65205 Wiesbaden
Germany
+49-6122-580

[FRODUCID FORABBOTT BVj IMSTRISUTSD INTHE USABY |

Fujirebio Dia™ostics, Inc.

201 Great Valley Parkway
Malvern, Pennsylvania 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

Abbott Laboratories
Abbott Park. H 60064 USA



ADDENDUM

to the Instruction for Use Alinfty i CA19-9XR Calibratons (for Russia)

SHIPPING

Fiecommertded ~ shipi*ng conditicm for deviceis Z'B'C. Device is stable
until Nee expirebon date indlceted on the pacitege. Device te no longer suitable for use
if shipping temperature limits have been violated. Sfup in an endosed earner vehids
of arvy kf>d in accordance wito shiftoing rules, aj»(tcable to toe respective ceffrler.
WARRANTY

Marvulaciurer guarantee that device retarm stable until the expiration date when
stored and handled as direded. The mexifrjufii shelf life of the medical device is 12
months from dale of manufaciufing Device must be discarded if stored with deviabons
in maniifecturer's raquiramMits.

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in acocx'dance tivith the requirements of
SanPin 2.1.7.2790-10 dated December 12, 2010 ‘Sarritary-epidenboiogical
Requirements tor the Management of Medical Waste*.

Transmit ar>d dispose of a (“octoct and its comporrents and packaging in accordance
with ioced regulations.

LIST OF APPLICABLE STANDARDS

9B519/EC. EN ISO 9001, ISO 1M8S. EN ISO 1811M. EN ISO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not cont™n any daigs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Mediesd device cannot be ro-apjtied
MATERIALS OF ANIMAL ORIGIN

Materials of animal odgirt eie tested end dsks of usittg MD ore iirdcated In SDS. S”ely
Data Swets are svallebie at www.abbottdiajpiostice.com or contacd your local
represerrUitive.

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



Alinity
CA 19-9XR Kanubpartopbl
(Alinity i CA 19-9XR Calibrators)

Cm. Bblfi<TEHHbIE N3MMKeHus. Pefakuma: ntons 2018 r.

HAUMEHOBAHME (CokpalleHHoe)
CA 19-9XR KanmbpatE~bl (Alinity | CA 19-9XR Calibrators)
(Taroke BcTpeyaeTcst no Tekcty: CA 19-9XR Cats)

HA3HAYEHUNE
CA 19-9XN Kanmbpatops! (Alinity i CA 19-9XR Calibrators)
npefHasHayeHbl AnA KanmbpoBky aHanm3artopa Alinity i npu
KONMYeCTBEHHOM OnpeAeneHun peakTuBHbIX JeTepMuHaHar 1116-
NST9-9 B CbIBOPOTKE UMW MNrLL3ME KPOBU YenoBekKa.
JlononHUTENbHYIO VH(OPMALMIO CM. B MHCTPYKLWN MO MPYMOHOHMIO
K COOTBETCTBYIOLLIEMY peareHTy 1 PyKOBOACTBE MO 3KCryaTaLmm
Alinity ci-series.
COAEPXWMOE

cogepxut TRiS-6yep ¢ npoTenHoBbIM (6bI4bVIM)
crabunnsatopom,

-1 "W copepxar peakimsHble geTepMnHaHTbl 1116 NS
19-9 (4yenoseka), NpurotoBneHHble B TRIS-'Gydepe ¢ nNpoTemHoBbIM
(6bl4bIlM) cTabunmnsatopom. KoHcepBaHTbl: a3ug Hatpusa u PraCtin
300.

Kanvioparop Komuecrio (U/mi)

K Ul 1X3.0 mL 0
1X3.0mL 30

tcSra 1X3,0ml 100
1X3.0ml 250
1X3.0mL 600
1X3,0mL 1200

HEOBXOAVMMBIE, HO HE NPEAOCTABNIAEMbIE

MATEPUANDI

= 04R1001 3ameHsieMble KPbILLKW NSt Kanmbparopa/KoHTponst
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

EgaHuueli navepeHus pesynbtatoB Tecta Ha CA 19-9XR saBnsetcs
U/mL EAMHMLA M3MEepeHVs BbIPXKAET 3HaueHne peiepeHCHo) 0
npenaparta koMmnaHun Fujirebio Diagnostics, Inc. Kanmbpartopbl Tecta
Alinity | CA 19-9XR npousaefiaHbl BOMOMETPUHECKN 11 COOTHECEHbI

C [JaHHbIM CTaHAPTOM, U3roTOBNEHHBIM KOMMaHueli Fujlrebio
Diagnostics, Inc. B HacTosilee ap”™a MexayHapoaHO MPU3HaHHbIX
craHgaptos CA 19*9 He cyLBCTBYET.

MEPbI MPEAOCTOPOXHOCTW
- S
« [ina anarHoctuku /n \ftro

Mepbl NpefocTopoXXHOCTU

l \ BHUMAHWE: [aHHbli NPOAYKT COAEPXKUT

nonyyeHHble OT YenoBeka U/unv NoTeHUManbHO
MHEKLVOHHbIE KOMMOHeHTbI. Kannbpatctbl B - F copepxxar
aHTUreH, NonyyeHHbIli U3 IMHUK KNeToK Yenoseka. Hn

OfVH 13 N3BECTHbIX METOJ0B TECTUPOBAHNA HE MOXET
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CA19-9XH
@ 08P3201

G76316R02
S8P32R

rapaHtMpoBsartb, YTO Marepuasibl, NonyyYyeHHbIe OT YenoBeka, nnn
VHaKTBMPOBaHHbIE MWUKPOOPraHn3mbl HEe NePeHOoCAT VItheKLI,VIK).
Moatomy Bce marepuaibl, NMoayyYeHHbIE OT YenoBeKka, cneayet
cuntatb NOTEHUMaNbHO MHEKUMOHHbIMW. PekomeHayetcsa
obpaLlatbCa € filaHHbIM NPOP~KTOM 1 0bpasuamu, Noay4YeHHbIMU
OT 4YenoBeka, B COOTBETCTBUMN CO C[aH,qapTOM no o6pau4eHvuo c
reMOKOHTaKTabIM1 naroreHamu, paspaboTaHHbIM >\paBnBHNOM
CLUA no oxpaHe TpyAa 1 NPOMbILLIEHHON rUrieHe

(OSHA). MNpu pabote ¢ Marepuanamu, cogepxalymv unm
NPeAnoNoXNTENBHO COAePKalLVIMU MHDEKLVIOHHbIE areHTbl,
cnegyet cobnogatb npasuna 6ronorMyeckoli 6esonacHocTu,
YPOBEeHb 2, UK Aipyrme COOTBETCTBYIOLLME Npasuna
6ronornyeckoii 6esonacHocTn.N"

CnegytoLpe NpefynpeXxxaeHns v Mepbl NPesoCTOPOXXHOCTU

OTHOCSITCS K I*! - [call k]
NPEAYNPEXOEHUNE Copaep>kut TpoOMeTaMUH-TUL00XI0PUA™,

MOTUNN30TUA30/10HbI N a3ni HaTpus.

H317 McLueT BbI3bIBaTb aniepruyeckyro
KOXHYHO peaKLyio.

H316* BbI3bIBaeT Nenroe pasgpavkeHne KoXxu.

EUHO032 Mpu KOHTaKTe ¢ Kucnotamm obpasyercs

abICOKOTOKCUYKbIA ra3.
MNpepoT8(»wBHUB

P281 M36erartb BAbIXaHUA TymmaHa/napos/
aspo3oneil.

pP272 He BbIHOCUTb 3arpsAsHeHHyO ofexay C
paboyero mecra.

P280 Monb3oBaTbCs 3aLLMTHBIMU NepyaTkamm/
3alUUTHON ofexaoii/cpescTBaMm 3aLnThbl
rmas.

Pearvnposaxue

P302+P352 NP NONAZAHUA HA KOXXY: Mpombitb
6OMbLLIVIM KOMYECTBOM BOfb.

P333(p313 Mpuy pasgpadkeHnn KOXv Unm nosiBneHnn
cbinu: O6paTUTLCA K BpaYy.

P362rP364 CHATb 3arpa”eHHyro ofexay n
BbICTUPATh €€ Mepef UCToNb30BaHeM.

Ytnnnsauus

P501 YTunnaupyiite cogepkMmoe/KoHTeiHep B

COOTBETCTBUM O CaHWUTapPHbIMM HOPMaMU
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

«He npumeHMMO Ha Tepputopum felicteua PAlumeHTa EC Na
1272/2Ct0s (CLP) nnn CtaHgapTta onoBeLleHns 06 onacHoOCTu
Ynpasneuus CLUA no wyi3aHe Tpyaa v NPOMbILLNEHHON r1rneHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

Macncgta 6e30MacHOCTY AOCTYMNHbI Ha calite
www.abbottdiagnostics.com v y MectHoro npegcrasutens.
Mogpo6HY MHOPMALIMIO O HEOBXOANMBIX Mepax
NpejoCTOPOXHOCTY NpU paboTe ¢ aHamM3aropcLl CM. B
PykoBogcTBe no akcnnyatauuu Alinity ci-series. Pasgen 8.



NOATOTOBKA K UCMONb30OBAHUIO

ﬂ'aHHblﬁ NPOEKT NnocTtaasiAeTca B XXMOKOM BUAe, roToB K
MNCNOMb30BaHNIO.

[JlaHHbI NPOAYKT MOXET MCMONb30BaTbCS HENOCPEACTBEHHO

nocne N3BNEYEHUs 13 MECTA XPaHEHWs ¢ Temneparypoii 2 - 8‘C.

Mepes KaKL'M 1CMonb30BaHEM MepemMeLLmnBaliTe, akkyparHo
nopoeopauvBas nakoHbl (5 - 1Q pas).

XPAHEHUE

= He ucnonb3yeTe nocne UCTeYeHUst CPOKa FOAHOCTY.

,ﬂOﬂOﬂHVITeﬂbeIE

Temneparypa Makc, Bpemsi VHCTpYtOAuM no

XpaHeHwst XpaHeHust XpaHeHWo
HeBckpbIThbIil 2 - 8'C Jlo0 oKoHuaHuA

thnakoH cpoka rogHocTu

BekpbiThlli  2- 8C J10 OKOHYaHWI ~ XpaHWTb BO
nakoH CpOKa rofHOCTN (nakoHax, NnoTHa

3aKpPbITbIX HOBLIMM
3aMeHsieMbIMM
KPbILLIKaMM.
MomecTutb B
XONOAWIbHUK nocne
MCTONb30BaHMS.

Cuctema OTCneXmBaeT CTabubHOCTL MPY UCMO/b30BaHNN -
nepyoy BpeMeHY, B TeYeHMe KOTOPOro Kaméparop HaxoauTes
BHe XOnoAnbHYKa Ha 60pTy aHanm3aropa. Cuctema He nNo3BonmT
MCNosb30BaTh Kaméparop, ecnv nepuog cTabunbHoCT

NpyY UCMoMb30BaHUM UCTEK. CM. MaKCUMaUbHOe 3HaueHue
CTabunbHOCTN NPU NCNOAL30BaHUN B OT4HeTe “MapameTpbl
TecToB". [ONONHNTENbHYIO MH(OPMALMIO O CTAbUNBHOCTY MpU
MCNoMb30BaHWUM Kanméparopa cM. B PyKOBOACTBE MO aKcnnyatauum
Alinlty ci-series. Pa3gen 5.

JOMONHUTENBHYIO MH(OPMALMIO O BbIBOAE MapaMeTpoB TECTOB

Ha nevarb cM. B PykoBoACTBa No akcnayatauum Atlnity ci-senas,
Pa3gen 5.

nPoLUBAYPA PABOTblI HA AHANN3ATOPE

« [MapameTpbl cepumn Kanmbpartopa MOryT BBOAUTLCS NMPY NMOMOLL
LUTPMXKOAA Ha yNakoBKe kannbparopa.

= Hopmaumio 0 HacTpolike NapaMeTpoB Kanméparopa cM. B
PykoBogcTtaa no akcnnyaraumm Alinrty ci-series. Pasgen 2.

= VHdopmaLmio 0 3aKase 1 3arpy3ke KanmbparopoB B CUCTEMY
cm. B PykosogcTtee no akcnnyatauum Alinlty cl-serles. Pasgen 5.

NMPOLEAYPbLI KOHTPONA KAYECTBA

[ins oLeHKV KaMGpOoBKY TecTa HeoGXoanMo NpoTecTnpoBaThb Mo

O/IHOMY KOHTPO/IIO Ka>KICB-0 YPOBHS. Y6eanTech, YTO 3Ha4eHs

KOKTPO/Ielt HaXoAsTCA B Npefenax AvuanasoHa fonyCcTuMbIX

3HaueHWlA, yKa3aHHbIX B COOTMTCTBYHOLLEN hhctpv mmh no

NPVYIMEHEHWIO.

VHhopmaumiko 0 3alcase KoHTponeli cMm. B PAoBoACcTBE No

akcnnyatauvu Alinlty cl-serles, Pa3gen 5,

Mocne NPUHATUS 1 COXPaHeHUs! pesyNbTaToB KanmGpoBKY TecTa Bce

nocnegytoLe o6pasLibl MOXHO TECTUpOBaTb 6e3 npeaBapuTenbHoM

Ka/MBPOBKM, KPOME Tex ClydaeB, Korja:

= Vcnonb3yeTtcsi HAGOP peareHToB C HOBbIM HOMEPOM CEPUN.

= PesynbTarbl eXXefHEBHOI NPOLEMPbl KOHTPONS KavecTsa
HaXOfsTCA BHE CTATUCTUYECKM OGOCHOBAHHOIO AvanasoHa
KOHTPO/Si Ka4eCcTBa, VCMO/b3YeMOro Ansi MOHUTOPUHTa U1
KOHTPONS paBoUMX XapakTepUCTUK CUCTEMbI, KaK YKasrilo B
pasgene "Mpoueaypbl KOHTPOA KavecTsa'" MHCTPYKUMK Mo
NPVYIMEHEHMIO K COOTBETCTBYIOLLEK™ peareHTy.

= ECnu crtatMcTMyecky 060CHOBaHHbIN Ayana3oH 3HaueHui
KOHTPONA HEOCTYNEH, TO NEePYOZ MeXy KaMGpoBKammn He
[nonxaaH npe.biwatb 30 gHEN.
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MOKeT noTpe6oBaTLCs NOBTOPHAs KaMGpOoBKa Tecta nocna
npoueaypbl TEXHNYECKOTO 06CTYXKMBAHWA OCHOBHbIX YacTeii
CHCTEMbI UM €€ KOMMOHEHTOB UM NOCNE NPOBEAEHUS CEPBUCHBIX
npoueayp.

[ONONHUTENBITYHO UHOPMALMIO CM. B UHCTPYKLMM MO MPUMEHEHNIIO

K COOTBETCTBYIOLLIEMY peareHTy n PyKOBOACTBE MO 3Kcnnyaraumm
Alinlty cl-series.

NMOKABATENN HECTABWIbBHOCTW UK MOPYIN

MokasarensiMm HecTabunbLHOCTV MW NOPYK CNY>KaT 0CafoK,
BUfMMbIe Cnefia NPOTOYKM, 3aMyTHEHHOCTb, MeCOOTBETCTBUB
KaNMGpOBKM KPUTEPUSIM, YKa3aHHbIM B HCTPYKLMM MO MPUMEHEHUIO
n/vnn PykoBogcTtee no akcnnyatauun Alinlty cl-series, nnm
HecooTBETCTBME KOHTPOMel YCTaHOBNEHHbIM KPUTEPUSIM.

BUBNOTrPA® A

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.t030, Btoodbome pathogens.

2. US Department of Health and Human Services, Biosafety in
Micwblological and Biomedical Laboratwies. 6lh ed. Washhgton, DC:
US Godmmen Filming Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSt), Protection
of Laboratory Wibrkers Frurn OccupatianBlly Acquired Infections;
Approved Guideiirre— Fourth Edition. CLSI Document M29-A4. Wayne,
PA; CLSI; 2014.

opmar uncen;

= B KayecTBe pasgenutensi Tbicad UcrnonmMyeTcsi npo6en {npumep;
10 000 o6pasLoB).
B KayecTBe pasfenvrens JecaTUUHbIX 3HAKOB MUCMONb3yeTcst
Touka (npumep; 3.12%).
|/|CI'IOJ'Ib3yeMI>Ie CNMBO/bI
Cumsonbl 1SO 15223
BHumaHne

Cm. MHCTPYKLMIO NO MPUMEHEHNIO

05
bl

W3rotosutens

TemnepartypHblii fuanasoH

Wcnonb3oBatk 40/CpokK rogHoCTn

B MejtHMMHCKoe un3Luanve gns
AnarHoctukm In Vitro
Homep cepun

" KatanoxHbiii Homep

0 CepuiiHbIii Homep

[pyrve cumBonbI

[ ¥.%) Kanunéparop (A,B,C,D,E nnn F)
o1 KoHTponbiblii Homep
[0B] KoHueHTpauus

Tontmntiaziokl Copepxut asng Hatpus. Mpu
KOHTaKTe C K1ciotamMu obpasyetcs
BbICOKOrOKCUYHbIiA ras.
[Junctpubbrotop B CLUA

imsrmauTco iNthe uia bv|

ANFOaIMTION FOB USA ONLY] VikMopmauys Tonbko ana CLUA

Mpoun3ssegeHo ans Abbott

JjPBOOUCED FOB ASaOTT BY

ProODUCTOFUSA |

MpoaykT CLUA

Thonwy j A1 ncnonb3oBaHns TONbKO
MEAULMHCKMM PaboTHUKOM
(MPUMEHUMO TONbKO K

Knaccutmkaumm CLLA)



Alinrty siBnsieTcsi TOProBoi Mapkoii KomnaHum /bott Laboratories B
pas3/MYHbIX OPUCANKUMSX. Bce gpyrve Toprosble MapKu SIBMSHOTCA
COBCTBEHHOCTLIHO COOTBETCTBYHOLLNX Bnafenbues.

m  Abbott GmbH & Co. KQ C€
L |1 Max-Planck-Ring 2
65205 Wiesbadw"
Germany
+49-6122-580
HHwowjcBO FOB ABBOTT tef\ I'piTIHAU-NEP LLITHE U»A 8Y]
Fuijiretrio Diagnostics, inc. Abbott Labor"ories
201 Great Valley Parkwmy Abbott Parle, IL 80064 USA

Matvern, Penns”nia 19355, USA

CepBucHas noagep3kka: Obpauyaiitecb K CBOEMY MECTHOMY
NpeLyIrsBNTa/II0 UM CMOTPUTE KOHTAaKTHYHO MHOpMaLUIo ANist
Ballleli cTpaHbl Ha caiite www.abbo’tdlagrioStics.com
Pepakuus: vions 2018 .

©2016, 2010 Abbott Laboratories

ABTOPV30BaHHbIN MPErLTBBUTENb U3rOTOBUTENS Ha TeppUTOpUn
Poccumn n Apyrux ctpaH CHT;

OBLECTBO C OrPaHNYEHHOI OTBETCTBEHHOCTHIO

“9660TT /labopatopus”. 125171. Poccus, r. Mocksa.
NeHvHrpagckoe wwocce, 16A, ctpoeHve 1,

Ten: +7 (495) 258 42 80; thakc: +7 (495) 258 42 81
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NPVNOXXEHNE

K MHCTPYKUMM Na npuMeHeHnto Knambpa-wpbl Ans 0GELBYEHNs NpaBUTa>HOCTI
TanuM4yecTaeHMoro ony ns ol CA 19-8

VIMUYHOXEMUTIOMYLLIECMBHTXbIM METOAOM a Cb/OPOTKE WK Nnasme hoan 4enoBeks
Ha UMMYHOKUMTYECKUX aHANnAsTopsx Aiinity i "CA 19-9X51 Kanm6patopbl (Alln/ly i CA
1S-BXR Calibrator*)* {y\s Poccun

TPAHCMOPTUPOBKA

Wapanus pekomeHayeTcs TpaHcnopTuposaTb Npu TBMrioparype 2-8*C. Magsnue
ocTaetcs crs6unbHbitl] 4o owkdWMA CPOKA FAIHOCTI. YKA3aHHOTO tie ynakoske. Mpu
TPBHCNIOPTMPOAAHHT C HAPYLIEHUEM TEMMEPATYPHOTO PEXUMA N3AENNe He NOANEXUT
npuMeHeHuio.  TPaucnopTUPOBK3 OOALECTBSIETa3 BCEMW BMAaMu TpaHcrnopta B
KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCIBUM C NPaBUNamMu NepeBo3Ki rpy3os,
AeficTu M MKaK Ha KKOM BUAE TPHOK3TOPTA.

FAPAHTUMHBIE OBA3ATENBLCTBA

Mpon3soaunTenb rapaHTUPyeT, YTO NPK IaaurTbHOM XPaHeHUM 1 0GpalleHnm nsgenne
CXrraarcs CTabunbHbIM 10 MCTEHUEHUS CPOKa rOAHOCTU. MaKCUMB/bXUii CPOK rogHoe™
MefvUMHCKOro nafenns He 6onee 12 Mecsiues C AaTbl NpousBoacTee. Visaenun,
XPaHWALWEBC» C HapyleHMeM PernamMeHrnpoBakoro Npou3BOANTENEM PBXOTME,
(hMEHEHNIO He NOANEXWT.

TEXHWUYECKOE OBCNY)XXWBAHUE
I Ha Tpebyetcs.
TEKYLWL WA PEMOHT
He Tpebyertcs.
JAAHHbBIE ana YTUNN3ALNN n YHUYTOXXEHNA
MEANUNHCKOro U3AENNA

MeMUMHCKOE MajBINe YTUIM3NPYIOT U YHIUTOXAIOT B COOTBETCTBUM C NPaBMnamn
obpalleHus ¢ [ i

py CaHluH
2.1.7.2790-10 OT 12.12.2010 «CameTapHO-3NJBMMNOSAOTNYECKUB TpeGoBaTBTA K
("BULEHUIO C MMAUHCKUMUW OTXOAaMMY.

HecXoAMMO cnejoBaTh HaUMOHATTEHBIM CTaHApTaMm Mpu nepejada v yTuausaumm
M3[eNVs, el KaMNTEeHTOA 1 yNaKoBKA.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVUWHCKOE U3AENNE

9B/79/EC. EN fSO 8001, 1SO 134SS. EM ISO 16113-1, EN ISO 18113-2
|'|OTEHL|,V|AI'|be||7| NMOTPEBWUTENDb

MpothBCOXWTEMBI Nanb3oBareT»

NWH®OPMALINA O HANNYNWN B MEAVNUNHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPUNBHOCTb

MocTansiBTc B HecTabuibHoM Buje. CTepunnsauyusi nepej NPUMONOHMEM He
TpebyeTtcs.

NH®OPMALMA (0] BO3MOXHOCTU NMOBTOPHOIO
NMPUMEHEHUA

He noanexwuT ressTopromMy NpUMeHeHMIO.

MATEPWANBI XKUBOTHOIO NPOUCXOXAEHUSA

Marrapnanibl XWEOTHNTO MPONCXOXAEHNA NPOBEPeHbl N PUCKM NpuMeHeHns MU
ykasaHbl B Macnopte 6esonacHocTy. MacnopTa 6B30rLLICMOCT MOXHO HaliTi He caiite

www.a’botldi*nosUce.com nnu o6partutecb K MECTHOMY Npe/CTBANTENIO.
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36601t 'M6X & Ko. KI' Ten: +496122580

Makc-I1nanr-Punr 2, Qakc: +49 61 22 58 1244
65205 Bucbanen

n/s 1303, 65011 BucGanen

TToanucs: /nodnucaro/ Harta:25 oxmabps 2019 2.

3aman Kxan (Zaman Khan)
3amecTHTENb AUPEKTOpPA

Mo HOPMaTUBHO-NIPaBOBOMY PETYIHPOBAHHIO
Peruon EBBA wu IlakucTan
26601 I'M6X & Ko. KT

26601r I'M6X & Ko. KT
Makc-ITnauk-Pusr 2

65205 Bucbanen-/lenbkeHxainM
I'epmanus

/Teuamy: 3660mm
2660mm I'mbX & Ko. KI”
Maxc-IThaux-Pune 2

65205 Bucbaoen/
FOpuanueckuit agpec: Bucbanen
Paitounntii cyn Buc6anena HRA 4888 VYnpasasiowuii:
Hecyutnii nepcoHanbHyIo OTBETCTBEHHOCTh KOMNAHBOH: Kpuctuau I'panoy (Kristian Grapow)
3660TT MeHemkment I'M6X Iper Ans6epr (Greg Ahlberg)
FOpuanueckuii anpec: Bucbanen Ipeacenatens HabnoaaTENLHOTO COBETA:
Paitonnbiii cya Bucbanena HRA 12889 Xaime A. Koutpepac (Jaime A. Cintreras)

OdurimanbHOE 3aCRIIETEALCTROBAHNC

Hacrosmmum  0QHUKANLHO  YAOCTOBEPACTCA, HTO r-H 3aman Xau
I660tT 'M6X & Ko. KI' Maxkc-Tlnauk-Punr 2, 65205 Bucdaaen,
COOCTACHHOPYYHO M1OCTABHII BBIIICCTORINYIO TIOANHCH B IPUCYTCTBHM
NONMUCABILLTOCH NPCIACCAATEAN MCCTHOrO CYAR.

BucGaaen, 29.0.2019 2.

Ne 8 peectpe 837/19

[owama B coorserctsyn ¢ Monoxkennem o cGOpax B pasmepe 6 espo
onnaveHa

/noonucann’

Ipeaccnarent MCCTHOTO Cyia

Tevams: Mecminwiis cy0 & Bucbaden XI* 2/

/noonucano/ 25 oxmsabpa 2019 a.

3aman Kxan (Zaman Khan)

Texcm 6 Ookymenme «HHCMpYKyusi N0 NpUMEHEHUIO» HA GH2AUUCKOM U PDYCCKOM A3bIKAX
noHOCMbIO cognadaem.

Ilepeeod c¢ anznutickozo u Hemeyko g A3LIKO6 HA PYCCKUU A3bIK BLINOTHEH NEPEBOOYUKOM
Tynunoeou FOnueu Anopeegnou. -
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Poccuiickasa ®egepauuns. Flopog Mocksa.

JBeHajuaToro HoA6psA ABe TbiCAYN AEBATHAALATOrO roja.

A, BopoHuHa EBreHusi BnaguMupoBHa, BPEMEHHO MCMOMHsMLAs 06513aHHOCTM HOoTapuyca
r. Mockebl bBbaxTtagse 3nbmupbl HOpbeBHbI, CBUAETENLCTBYHD MOA/MHHOCTL  MOANUCA
nepesofunka TynnHosol KOnun AHLpPeeBHbI.

Mognucb caenaHa B MOEM NPUCYTCTBUN.
JInuHoCTL NoAnucaBLLero AOKYMEHT YCTaHOB/IEHa.

3apeructpuposaHo B peectpe: No77/52-H/77-201 0 ~ 7
B3bickaHO no Tapudy 100 pyo6.

YnnayeHo 3a OkasaHuve yC/yr NpaBoBOro Y TEXHWUYECKOro xapakrepa: -

E.B. bBopoHuHa

Mognuck
MeyaTb
Bcero npowHypoBaHo, npeay~*~oBaHo
MpowwnTo B KONIMYECTBE NINCTOB P yp PEAY
rtCdTh. roga wet
OvpekTop Hanpain.®ns "KnumHnyeckne uccnegosaHns”
000 «MHBUTPC/» //™.... :
MevaTb
f1. 3. HoBuMKoOBa
POCCMMCKaﬂ (D |Op0A MOCKBa
Asexaauatr 1 ABE ThiCAUN OEBATHAALATOrO roga.
A1, BopoH'
p' .ms BnagumupoBHa, BpeMEHHO MCMOMHAWAasA 06s3aHHOCTU HoTapuyca . Mocksbl baxtaase
Anbnnm
.<;BHbl, CBMAETE/NbCTBYI0 BEPHOCTb KONWUW C NPeACTaB/IEHHOrO MHE JOKYMEHTA.
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