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Abbott GmbH & Cb. KC; Tel. +4961 22,80
Max-Planck-Ring 2 Fax +496122 58 1244
65205 Wiesbaden

Postfach 1303, 6.5011 Wiesbaden

Abbott

I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GrnbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below
are the operational documentation, d'hese documents are in a fiill accordance with actual manuals
of manufacturer.

A, 3amaH XaH (Zaman Khan), 3amecTuTtenb [upeKTopa perynatopHoro otgena Esponsbl,
BnmxHero BocToka, Adpukn u [lMakuctaHa 2660TT 'mb6x m Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToswmMM yaoCcToBepsito,
4yTO npunaraemble  OOKYMEHTbl B HWXENpPuUBeLEHHOM 06beMe  CTpaHuL, SABASAKOTCA
3aKcnayaTtauMoHHOM fOKYMeHTauuel. 3TN JOKYMEHTbl MOMHOCTbIO COOTBETCTBYIOT aKTyaslbHOW
JOKYMEeHTaL NN Npoun3BOAUTESNSA.

akcnnyaTtauuoHHas  AOKyMeHTauuma  gna  MeaumumHckoro  u3genusa  (Operational
documentation for medica! device):

KOHTpONbHbIE MaTepuanbl ANS HOATBEPXLLEHW» BOCHPOWU3BOAMMOCTU W MNPaBUbHOCTU
KOMIMYECTBEHHOro onpejesieHUss oHkomapkepa CA 125 MMMYHOXeMWUTIOMUUECLLEHTHbIM
METOAOM B CbIBOPOTKE M Mja3Me KpPOBU YesloBeEKa Ha MMMYUOXUMUYECKUX aHanmsaTopax
Alinity i «CA 125 N KoHTponbHble maTepuansl (Alinity i CA 125 Il Controls)»

Mo TekcTy 3KCMMyaTauMOHHbIX [OKYMEHTOB BCTPEUAlOTCA BapuaHTbl HaUMEHOBAHWIA MEeAMLIMHCKUX
M3genuii, npuBedeHHble B Tabnuue HWKe, KOTOpble SABAAIOTCA CNPaBef/MBbIMA W PaBHO3HAYHbIMM
(Operational documentation contains the following true and equivalent short names of medical devices
listed in table):

HavmeHoBaHVe  HauMeHOBaHVie MeAVLMHCKOTO M3LENMS Ha PYCCKOM Si3bIKe CokpatLeHHoe
Ha aHr IMIACKOM HavmeHoBaHMWe(no
A3blKe TEKCTY [JOKYMEHTA)
Alinity i CA 125 Habop peareHTOB A1 KOAMYeCTBEHHOro onpegeneHns CA 125 1l PeareHTbl

M Reagent Kit oHkomapkepa CA 125 wummyHoxemuntoMuHecueHTHbIM — (Alinity i CA 125 I
METO4OM B CbIBOPOTKE M MnasMe KpoBM uenoseka Ha Reagent Kit)
UMMYMOXUMNYeCKNX aHanmsaTopax Alinity i «CA 125 M
PeareHTbl (Alinity i CA 125 N Reagent Kit)»

Alinity i CA 125 Kanun6patopb! ans ob6ecrneyeHus npasunsHoct  CA 125 0

I Calibrators KO/IMYECTBEHHOIO oOnpegeneHns oHkomapkepa CA 125 Kanmbpatopsel (Alinity i
VIMMYHOXEMWU/TIOMUHECLIEHTHBIM Me3'0floM B CbiBOPOTKe M CA 125 1l Calibrators)
nnasmMe  KpOBM  YenoBeKa Ha  MMMYMOXMMUYECKMX
aHanmsaropax Alinity i «CA 125 0 Kanmbpatopsl (Alinity i
CA 125 |l Calibrators)»

Sit?, der Gesellschaft; Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Gceschéftsfiihrer:

Personlich haftende Geseltschafterin: Christian Grapow Page 10f 2
Abbott Management GmbH Greg Ahtberg geto
Sit? der Geseilschaft: Wiesbaden Voreitzender des Aufsiehtsratcs:

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras

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



Abbott

Alinity i CA 125 KowponbHble marepuasibl ans nogTeepxkaeHns CA 125 Il
Il Controls BOCMPOU3BOAMMOCTM U MPaBWUIBbHOCTM KOMMYECTBEHHOTO  KOHTPO/bHbIE
oripegeneHvs OMIKOMapKepa CA 125 w~atepuanbl  (Alinity i

NMMYHOXEMUTIOMUMECLIEHTHBIM METOAOM B CbiBopoTKe M CA 125 Il Controls)
nnasmMe KpoBW  YesioBEKA Ha  MMMYMOXHMUYECKUX

aHanmzatopax Alinity i «CA 125 11 KOHTpOnbHble

matepuanbl (Alinity i CA 125 1 Controls)»

CocTaB (contents):

# Title Number of
pages
1. Instruction for use for Alinity i CA 125 11 Controls with ADDENDUM for 3
Russia.
2. MHCcTpyKumns no npumeHeHnto CA 125 0 KoHTponbHLle matepuransl (Alinity i 3

CA 125 1l Controls) ¢ MPUNNOXEHWMEM ans Poccun.

Signed W ) Date: 0(-b A -2g<”
Zaman Khan,
Associate Director Regulatory

Affairs EMEA and Pakistan,
Abbott

Abbott GmbH & Co. KG.
a Abbott GmbH & Co. KG

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

OffentMclA E/Matblgiiiig
Es wlal ntfftityiiii bsaiauDigt,

ty "j blo<Ct7 _
rire \r.-r - mv vor
cii-'d Ortta!:: dfic.idi.svi:>is*sher ei

Page 20f2

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



Alinity
CA 125 Il Controls

React Hishlishted Changes; Revised duly 2018.

NAME
Alinity i CA 125 Il Controls (also referred to as CA 125 |l Ctrls)

INTENDED USE

The Alinity i CA 125 Il Controls are lor the verification of the
accuracy and precision of the Alinity | analyzer when used lor 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 ci-series Operations Manual.

CONTENTS

The Fo»BnuT»«. and lces*Taoi|M contain OC 125
defined antigen (human) prepared in TRIS buffer with protein
(bovine) stabilizers. Preservatives: Sodium Azide and ProClin 300.
The following concentration ranges may be used lor individual
replicate control specifications on the Alinity | analyzer:

GAIBllIcovel
Control Quaniity (Ufmi) licdVIOS(UIrL)
Tontrol]L| 1X80 L 40 280 «520

Icontnolim] 1X8.0 mL 300 2100 * 3900
Icontrollh] 1X80 mL 850 4550 - 8450

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

and represent the total range of values which may be generated
througtiout 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:

¢ Calibration ¢ Control lot .
«  Calibrator lot e Instrument

Reagent lot

PRECAUTIONS
. s
+  For h \itro Diagnostic Use

Safety Precautions

CAIMON: This product contains human-sourced and/
or potentially infectious components. The Low Control, Medium
Control, and High Control 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 inlection. 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 Bloodbome
Pathotiens, Biosafety Level 2 or other appropriate biosafety
practices should be used (or materials that contain or are
suspected of containing infectious agents.
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CA 125 1l
@ 08P4910
701-336_R02
C8P490
The toilowing wamings and precautions apply to:
TONTRALIML and JGONTROLH|
<I>
WARNING Contains tris hydroxymethyl
aminomethane*, methylisothiazolones and
sodium azide.
H317 May cause an allergic skin reaction.
H316* Causes mild skin irritation.
EUHO32 Contact with acids liberates very toxic ges.
Prevention
P231 Avoid breathing mist / vapors / spray.
p272 Contaminated work clothing should not be
allowed out of the workplace.
P280 Wear protective gloves / proteciive
clothing / eye protection.
Response
P302+P352 IF ON SKIN: Wash with plenty of water.
P333rP313 If skin irritation or rash occurs: Get
medical advice / attention.
P362+P364 Take off contaminated clothing and wash
it before reuse.
Disposal
P01 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 wwww.abboltdiagnostics.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
8C 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 TIrm Instructions
Unopened 2to 8C Until
expiration
date
Opened 2t0 8C Until Store tightly capped.
expiration  Retum to refrigerated
date storage after use.



INSTRUMENT PROCEDURE

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

¢ Forinstructions on ordering and loading controls on the
Instrument, refer to the Allnity oi-series 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 It controls do

not meet the appropriate package insert andfor Allnity ci-series
Operations Manual criteria.

BIBLIOGRAPHY

1 us Department ol Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910,1030. Bloodbome ,

2. US Department of Health and Humen Services.

jcal and Baedical Leboratries: 5th ed. Washrgm DC

US Govemment Printing Office: December 2009

3. World Health Organization. Bosdetyl\/lnd&ded
Geneva: World Health Organization; 2004,

4. %Ilnmla’dLaboratoryStarﬁards Institute (CLS). Rdsdian

rajlrfedms
Qlicdine. mmmmw@mm MVR9-A4. Nayre.
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: 312%).

Key to Symbols

............. -lgQ

A cus

CLLI Consult instructions for UB

y Manufacturer

r Temperature limitation

a Use by/Expiration date

fivo| In \tro Diagnostic Medical
Device
Lot Number
List Number

Other Symbols

[em Control Number

oHa Concentration

JOONTANS 10| Contains Sodium Azide. Contact
with acids liberates very toxic
ges.

[coktrolli | Control Low, Medium, High
(LMH)

EBRBUEDINTHEURABY| Distributed In the USA by

JINFCRVATIONFORUBAQNLY| Informaiiort needed for United
Slates of America only

FRIOUBDRIRABOITBY| Produced for Abbott by

FRDLITPUAL Product of USA

IRNEL Range
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.

DISTRIBUTSD IN THS USA BY
Abbott Laboratories
Abbott Park, IL 60064 USA

Abbott GrbH & Co. KG
Max-Planok-Ring 2
65205 \Mesbaden
Gemany
+49-6122-580
|eHoaucBD boh Abbottby |
Fujirebio Diagnosfics, tnc.
201 Gresat Valley
Malvem, Penns’vania 19355, USA
Customer Service; Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com
Revised July 2018.
©2016, 2018 Abbott Laboratories



ADDENDUM
to the Instruction for Use Alinity i CA 1251 Controls (for Russia)
SHIPPING

Recommended shipping condiliws for device is 2«8 in singie-us© thermo containers
containing coolant elements, or in reusable thermo containers with autwnatlcally
maintained temperature or (n autorefrigerators uslrtg thennal Indtcators- Device is
staWe until the expiration date indicated on the package. Device Is no longer suitable
for use if shipping temperature limits have been violateri. Ship in an enclosed canter
vehicie of any kind in accordance with shipping rules, applicable to the respective
catrler.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maxinxim shelf life of the medical device is 8
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements.
MAINTENANCE
Not required
REPAIRS
Not required.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

» Desiruct and dispose of a medical device in acccHtlance with the requirements of
SanPin  2.1.7.2790-10 dated December 12, 2010 'Sanitary-epidemiological
Requifemfinls for the Management of Medical Waste'.
Transmit and dispose of a product and its compwients and packaging In accordance
with local regulations
LIST OP APPLICABLE STANDARDS
98/79/EC, BS EN 13641.8S EN 13612, BS EN ISO 15223-1, BSEN 1SO 16113-2, BS
EN 1SO 18113-3. BS EN 1SO 23640, EN ISO 14971. EN ISO 13485, Medical Device
Regulation GSR 78 E
POTENTIAL USER

The Alinity i CA 125 11 Cof>trols is intended to be used in a varkjlv of clinical and
laboratory conditions. Induding, wHhemt limitation, hospitals and laboratoHas,
pereonnal have been trained h dte use of die Alinity I analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPQOSITION OF MEDICAL DEVICE

Do«8 not contain any druga

STERILIZATION

Medical devica is not required to be slerite

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medkal davic# cannot be raappllad

MATERIALS OF ANIMAL ORIGIN

Materials of animat origin are tested and risks of using MDare indicated In SDS. Safety
Data Sheets are avaUabtei et www.abbottdia”ostlcs.com or contact your local
representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not appRcabie.

STORAGE AND USE CONDITION

storage of Medical device at a temperauire of 2 *Cto 6 *Cshould be carried out in cold
rooms or in refrigaralors providing a regulated temperature regime with a dally
temperature record.
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Afinity |

CA 125 Il KOHTpOJ/iIbHblIEe MaTepuanbl

(Alinity i CA 125 |l Controls)

Cm. BblfeneHHble n3meHeHvs. Pepakums: uonb 2018 .

HAVMMEHOBAHMWE (CokpalieHHoe)
CA 125 |l KoHTporibHble Mateprarsb! (Alinity | CA 125 1l Controls)
(Tatoke BCTpeyaetcst no Tekcty: CA 125 1l Girls)

HA3BHAYEHWE

CA 125 |l KorrmporsHble Matepviarbl (Alinity | CA 125 iControls)
npeAHasHaYeHbl A1 NPOBEPKV TOYHOCTU 1 BOCMPOV3BOAMMOCTY
aHanmzaropa Alinity | npy KOMYeCTBEHHOM OnpeaeieHmn
creumdmyeckoro aHtureHa OC 125 B CbIBOPOTKE 11 /1a3vie KPoBM
YerioBeka.

JononHymenbHyto MHAGOPMALWKO CM. B MHCTPYKLMM MO MPUMEHEHI0
K CA 125 Il PeareHtam (Alinity 1 CA 125 Il Reagent Kit) u
PykoBozcTBe Mo akcruyarauum Alinity «-series.

COOEPXWNMOE

[0OTTTON)], 1c°kast bIM] 1 cofiepkar crneLychnieckiin
aHTUreH (Yenoeeka) OC 125. nogroToenenHbIi B TRIS-Oydhepe ¢
MPOTEVHOBLINX (BbIHbMMM) CTabWIM3aTOpaMW. KOHCEpBaHTLI: asiig,
Harpusi 1 ProClin 300.

CriefiytoLLyie AyianasoHbl KOHLIEHTPALMIA MOTYT VCro/b30BaTHCA

B MHAVBUOYa/TbHBIX CreLmAMKaLMAX KOHTPO/S Ha aHavzatope
Alinity I:

CALSI[p™°.

KoHmpors Komeced un) Aum)
IGONTROL 1XVom. 40 280520

lcohtrofiml 1X80 mL 300 2100 - 3900
JCONTROLH 1X80 mL 650 4550 m8450

MPYMEHAHVIE: [iyianasoHbl, ykasaHHbIe B UHCTPYKLMM 1O
MPUVEHEHVIO, He CTIELIcMUHbI N0 CepUsiM 1 MPEACTaBMSOT
coboli 06LLVE Avana3oHb! 3HAYEHWIA, FeHEpVPYEMbIX B TEHEHME
CpOoKa rofiHoCTV NpofykTa. Kavkaoii naboparopun pexoMeHayeTcst
yCTaHaB/MBATHL CBOM COGCTBEHHbIE CPeAHYie .3Ha4eH s 1
[yianasoHbl MpviemnieMbIX 3Ha4EeHWH, KoTopble JO/DKHbI GbiTb B
pamMKax AManasoHoB, YKasaHHbIX B MHCTPYKLUMA MO MPUMEHEHVIO.
VICTOYHVKaMI OXMAREMOIN BapraberisHOCTU MOTYT GbiTh:

¢ Kambposka e Cepua koHporid  »  Cepust peareHTa
 CepmA e AHasmsarop
Kanmbparopa

MEPblI MPEAOCTOPOXHOCTWU

Ons avarsoctvukia InMiro
Ire@QNLY1

Mepb! NPefoCTOPOXHOCTU

)K BH/MAHVIE; [laHHbIi NpoayKT Conep T
Mo/TydeHHbIe OT YenoBeka WM NMOTEHLMATbHO VHADEKLVIOHHbIE
KOMMOHEHTBI. HU3KWA KOHTPOSTb, CPEAHWIA KOHTPOSb W BbICOKUIA
KOHTPO/Tb COAEPXAT @HTUTEH, MOMydeHHbI 113 SIHAN KNeToK
Yerioeka. Hi ofvH 13 V3BECTHbLIX METOL0B TECTVPOBAHISA

He MOXET rapaHTVpoBaTh, YTO MaTepviaribl, MosydeHHble oT
YerioBeKa, WM VHaKTVIBMPOBaHHbIE MVIKDOOPraHV3Mbl He
MEPEHOCAT MHpeKLMIO. TMoaToMy BCe Marepriasibl, NorydeHHble
OT YerioBeKa, criedyeT CHMTaTb MOTEHUMANTBHO MHCDEKUVMOHHBIMIA.
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CA 125 11
@ 08P4910

G76257R02
C8P49R

PexomveHayeTcs obpaLLiaTsesa ¢ AaHHLIM MPOLYKTOM U
obpasLiamui, NMosyYeHHbIMA OT YENIOBEKA, B COOTBETCTBUM
00 CTaHOapTOM M0 0BPALLIEHNIO C MBMOKOHTaKTHLIMM
naroreHamy, paspabdoTaHHbIM YnpasneHrem CLUA no oxpaHe
TpyOa 1 NpombILLIeHHON rrveHe (OSHA). Mpu pabote ¢
mareprasiam1, Conep aLLyIMA Wini NPeioNioKATE NIbHO
COAEPKALLMA MHIPEKLIMOHHbIE areHTbl, criedyeT cobnoaaTb
npaBwia 61oNorM4eckoli 6e30nacHoCTI, YPoBeHb 2, Wi ApyTie
COOTBETCTBYHOLLYIE NMpaBwia G101orM4eckoli 6e3onacHoCTy,
Cn e EHVIA 1 | NPEIOCTOPOXHOCTU
nm%%?&‘”x xngqnpynau_ |(II\ITFON.|eng|t:, |£8Ajrm8.|fﬁ

MPEOYTIPEXIAEHVE  Cogepwut TB18-MapoxonvieTw -
aMMHOMETaH*, METWI30TUA30/10HbI U
asng Harpys.

H317 MOXET BbI3bIBaTb a/TMEPTNHECKYHO
KOXHYIO PeaKLio.

H316* BbI3bIBAET JIETKOE PA3APAKEHVE KIKA.

EUHO32 IMpn KOHTaKTe C KVcroTaMn obpasyeTcs
BbICOKOTOKCYHBIA ras.

MpepoTeparleHvie

P261 V36erarb BapXaH/s TymaHa/napos/
aspo30reN.

p272 He BbIHOCUTL 3arpsi3HEHHYIO ofex/y C
paboyero mecta.

P280 IMonb30BaTHCA 3aLLMTHBIMU NepyaTkamu/
3aLLMTHOI 0AOXKAOA/CpeCcTBaMM 3aLLMTI
a3,

PearvposaHve

P302+P3S2 MNPV MOMALAHA HA KOXKY: IMpombITb
60/bLLMM KOSMYECTBOM BO/b!.

P333+°313 [y pasapaskeHnn KON Win NosiBneHn
cbinv: OBpaTUTLECA K Bpady.

P362+P364 CHATL 3arpsisHEHHYH0 oaexay 1
BbICTVIPATL € Nepef, UCTo/b30BAHNEM.

Ymnusaupa

Ps0L Ymnvsvpyiite coaepxvmMoe/KoHTenHep B

COOTBETCTBAM C CaHUTapPHbIMA HOpMaMn
Ptp (CaHMvH 2.1.7.2790 10 ot 09.12.2010),

* He npumMeHMo Ha TeppuTopum feiicTeus PernamerTa EC

Na 1272/2008 (CLP) wm CraHzapTa OrnoBeLLEeHMs 06 OracHOCTU

npasnexyst CLLA no oxpaHe Tpyaa v NPOMbILLITEHHON rrvieHe

(OSHA) 28GFR 1910.1200 (HCS) 2012.

MacriopTa 6e30MacHOCTV AOCTYMNHbI Ha caliTe

www.abbottdiagnostics.com wiv y MECTHOro npeaCcTaBuTe .

MoapoBHYH0 MHGOPMALYIO O HEOBXOOYIMbIX Mepax

NPEefoCTOPOXHOCTU MNP paboTe C aHa/3aTopoM OM. B

PyxkoBozctBe o akcryatauym Alinity oi-series, Pazaen 8.

MOATOTOBKA K MCMNONb30OBAHWNIO

*  [laHHbIi MPOMYKT MOCTAB/AETCA B XWALKOM BIALE, OTOB K
CrO/Tb30BAHUIO.

*  [laHHbIVi NPOSYKT MOXET MCTOMb30BaTLCA MENocpeacTBEHNO
roc/ie VBBMEHEHUS 113 MECTa XpaHeHVsi ¢ Temneparypoii 2 - 8'C.



+ [epen kaxapIM VCroNb30BaHVIEM MepeMeLLInBaiiTe, akikypartHoO
nepesopauvBast dyiakoHb! {5 - 10 paz).

XPAHEHWE
* He vicnonb3yiiTe nocne 1CTe4eHns Cpoka rofHOCTU.
Makc.
Temneparypa Bpemd JononHurernHble
XpaHeHVA XPaHeHWA  VIHCTPYKLMM M0 XPaHEHNO
HesckpbIThilt 2 - 8C o
doriakoH OKOHYaHWA
cpoKa
rogHoOCTU
BekpbiThlli 2 - 8C [o XpaHuTb B MVI0THO
¢o/1aKoH OKOHUYaHVIA 3aKPbITLIX KPbILLIKAMM

cpoka diakoHax.

TOOHOCTV  [MomecTUTs B
XONOAWTbHVK Mocne
VCTIOb30BaHMS.

NMPOUEAYPA PABOTbI HA AHAJTIM3ATOPE
»  [ins nony4deHns pekomeHayemMoro obbeva KOHTPOel aepie
driakoH BEPTUKa/IbHO M 06aBbTE 4 Karyv HU3KOMO KOHTPOSA.
4 Kannn cpefHero KOHTPOMA 1 4 Karsiv BbICOKOTO KOMTPO B
KaKOYHO Yallieuky Ay 06pasLia B COOTBETCTBYHOLLEV MO3ULIN.
*  VHchopmaLyio 0 3akase U 3arpy3ke KOHTPOSEel B CriCTeMy CM. B
PykoBogacTse no akcruyarauym Alinity ci-series, Pazaen 5.
MOKASATENWN HECTABUIBHOCTWN U MOPYU
lMokasarensamy HECTAOWILHOCTV W MOPHA CIY)XKUT OCAIOK,
B/AOVIVbIE Ciebl MPOTEYKY, 3aMyTHEHHOOTb WM HECOOTBETCTBYE
KOHTPO/IEN KPUTEPUSM, YKa3aHHBIM B UHCTPYKLMM MO MPUMEHEHIO
ninmn PyxoBogCTBe o okcriyarauvm Altnity ci-series,

BVWBNNOTPA®UNA
1 us Deparmem of Labor, Ocoopationai Safety and Heglth
Administration, 29 CFR Pari 19101030, Bloodbome
2, US Department of Health and Humen Services. B()ssfey
adBoreddd Laboaaies 5th ed. Washirtgton, DG
US Government Printing Office; Decermber 2008,
MirLe. 3d ed

World Health Organization.
Geneva: World Health Organization; 2004,
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dopmar uvcen:

* B kauectBe pazaenmren TbicsH UCNonb3yeTcs npoben (mpymep:
10 000 06pasLoB).

* B kauecTBe pa3aermrens AecsTTVHHbIX 3HaKOB UCTIONb3yeTcs
TouKa (Mpvvep: 3.12%).

w

Ncnonb3yemble CUMBO/bI

CunmBorb! ISO 16223
BHUMaHVe

CM. MHCTPYKLMIO MO
MPVYMEHEHIIO

VizrotoBuTESb

TemrieparypHbiii AyanasoH

Vicrionb3osartb A0/CpoK roaHoCTU

N < QB

MeayumHckoe v3aerve 4y
JAvarHocTvkm In

Howmep cepun
KaranoxHbiii Hovep
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[pyrve cMMBOSbI

KoHTpOrsHb I HoMep
[1A KOHLeHTpaLys
iGONTANS AACE| Copepxur asva Harpua. Mov

KOHTaKTe C KvicrioTamn obpasyeTcst

BbICOKOTOKCUUHBIN ras.
BONRA1i KoHTporbs Huskmia. CpepHuid, Bbicokuii
OSTRATEDMTEWABY|  Anctpubbiotop B CLLA
{INFORVATIONFORUBAQNLY]  HchopiviaLyst Tonbko st CLLIA
FROOUODRRAROITBY|  TMpoussgaeHo Ama Abbon
FROLTAFURA] Mpogyxr CLLA

[vanasoH
RONY1 [na venons308aHNA TOMLKO

MEOVLMHCKVM PabOTHUKOM
(MPVIMEHMMO TOSBKO K
KnaccudovkaLyim CLLA)

Alinity siensieTcA Toprosoli Mapkoii komnaHmy Abbott Laboratories B
PazMUHbIX HPUCAVKUMSX. Bee apyrve ToproBbie Mapky SRMSKOTCS!
COGCTBEHHOCTHH) COOTBETCTBYHOLLMX BaEbLIEB.

Abbott GrbH & Co. KG

mHi Max-Panck-Ring 2
65205 Wesbaden C €
Gamany
+49-6122-580
FRODUOEDRCRAEBOTT BY OSTRBUTEDIN THEUBABY
Fujirebio Diagnostics, Inc. Abbott Laboratories
201 Great Valley Parknay Abbott Park, IL 60064 USA

Malvem. Pennsytvania 19355, USA

CepBucHas noaaepsicka: ObpaLLiaiitech K CBOEMY MECTHOMY
NpeACTaBuTEe o WM CMOTPUTE KOHTaKTHYO MHCpopmaLmio 41a
BaLLlell cTpaHbl Ha caiite www.abbottdiagnostics.com
Pepaxuys: vianb 2018 .

©2016, 2018 Abbott Laboratories

ABTOPM30BaHHbI NpeACTaBUTE b U3rOTOBUTENS Ha TEppUTOpUn
Poccvm v ppyrmx ctpaH CHI™:

OO0 “3660TT JIabopartopns”, 125171, Poccus, 1. Mocksa,
JleHnHrpaackoe Lwocce, 16A, cTpoeHve 1,

Tert: +7 (495) 258 42 80; dpaxc: +7 (495) 258 42 81



NMPNNOXEHWE

rUUCTPYKLMN No npuMeHeHnto CA 125 li KoHTponbHble MaTepuans! (AHhnity iCA 125 U
Controls) gns Poco»u

TPAHCMOPTUPOBKA

W3pgenve  pekomeHgyetcs  rpaHcnopTupoBatb npu  TeMfieparyf)«  2-6“C B
TepMOKOHTeVIH’\aX o,ch"aaaosoro NoNb30BaHNA, CodepXKalunx Xnago3nemMemT bl, Unv
8 Tapmoxomeﬁmepax MHOroKpaTHoOro npUMeHeHns C aBTOMaTUYECKN
NOAZEPXMBAEMOl TOMMEPBTYPOI M B aaTcu>ehpukopaTopax ¢ UCMob3aBaunemM
TepMOVHANKATOPOB. V13aenne ocTaeTcs cTabunbHbIM O OKOHYaHUs CPOKa rog>4ocTu.
YKa3aHTIOro Ha ynakoBke [pu TpaHCMOPTMPOBaHUM C HapyLuL(vem TeMneparyjJHOro
pexuma unsfienve He NoAIeXWUT MPUPUEHEHNIO TpaHCMOPTUPOBKa OCYLLECTBNSETCA
BCEMU BMAAMU TPAHCMOPTA i »(bITbIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBUW C
npaBunamy NepeBo3KM rpy3oB. AENCTs YLUAUMU Ha KKAOM BUAE TPaHCMOpTa,

FTAPAHTUMHBIE OBA3ATE/IbCTBA

Mpoun3BoAMTeENb rapaHTUPYeT, YTO NPU MPaBUILHOM XPaHEHUU 1 0GPaLLeHNN n3genve
0CTaeTcs CTabnMnbub(M 0 NCTEYEHWs CPOKa FOAHOCTU. MakcuMasbHBIi q)OK rogHocTH
MeAULIMHCKOTO M3fenus He 6onee 8 MecsleB C fAaTbl NPOM3BOACTBA. M3genve,
XPaHUBLUEECS C HapyLLeHWeM perflaMeHTUPOBAHHOTO MPOM3BOAUTENEM pPeXiMa,
NPUMEHEHUIO HE JIOXYTEXUT.

TEXHUWYECKOE OBCNYXWBAHWUE

He TpebyeTtcs,

TEKYW WA PEMOHT

He TpebyeTcs,

AOAHHbIE Ana YTUNN3ALNN n YHUUYTOXEHWA
MEAVNUWNHCKOI O N3JENNA

MeanLmMHCKoe 13fenne YTUAM3MPYIOT W YHUMTOMX@IOT B COOTBETCTBIW C MpaBuiamu
obpalleHnst € MeAVLIMHCKMMU  OTXOfamy, —pernameHTupytolmmmcs  CaHlMuu
2.1.7.2790-10 ot 12.12.2010 «CaHurapmo-3nuaemMvuonoruyeckne TpebosaHus K
06 EeHNIO C MOAMLMMCSATMN OTXOAaMM»

Heo6xoauMo cnefioBaTh HaLMOHabHBIM CTaHAapTaM Mpu nepejave v yTuamsaummn
13fenus. ero KOMIOMEHTOA 1 YMaKOBKUA.

NMEPEYEHb CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVNUWMHCKOE U3AENNE

98/79/EC, BS EN 13641. BS EN 13612.8S EN ISO 15223-1, BS EN ISO 18113-2, BS
EN 1SO 18113-3, BS EN fSO 23640. BS EN 1S 014971, EN (SO 13485. MeguuyHckue
usgenus PerynuposaHune GSR 78 E

MOTEHUNANBbHbIV MOTPEBUTE/b

MeguwtHekoe m3genue CA 125 W KoHTponbT»B MaTepuanbl (Alinly | CA 125 L
Controls) npegHasHa4eno ANs UCTIONb30BaHWH i PasnUYMbIX KIMHUKO-NabopaTopHbIX
ycnoBusx, BKoYas, 6e3 orpaHuyeHns, 601bHULbI M 1abopaTopuu, FOPCOHaN KOTOPbIX
npeLen obyyeHune N0 NCMONb30HaHWI0 aHanu3aTopa Alinity }

NMH®OPMALNA O HANVMYN B MEAVWLUWHCKOM U3AENNN
NEKAPCTBEHHOTIO CPEACTBA

Ho cogepxut

CTEPU/IBbHOCTb

MocTaBnsBres M HecTepunbHOM Buge. CTepunusauus nepef npUMeHeHWeM He
Tpebyetcs,

NH®OPMALNA o BO3MOXHOCTK NMOBTOPHOTIO
NMPUMEHEHWA

Ho NoAnoXuT NoBTOPHOMY MpUMENEMMIO.

MATEPUAJbl XXUBOTHOIO NMPOUNCXOXAEHUA

Martepuanbl XMBOTHOTO CHOUCXOXAEHUS NPOBEPEHbl W PUCKW MpuMertonns MA

1y,

yKasaHbl a lMacnopTe 6e3onacHocTy. MacnopTta 6e30MaatoCcTi MOXIHO HaiiTi Ha caiiTe
www.abboUdiaQnoslics.conn nnu obpatunTech K MECTHOMY NpeACcTaBUTENHO.
NMOKA3AHUA N MPOTUBOMNOKA3AHNA

He npumexnmo.

yYCnoBuna XPAHEHWA N NMPUMEHEHWA

XpaHeHve wMeanldumickoro wmsgenus npu remnepatys or 2'C fo 8'C  AWMKHO
OCYLLECTBAATLCSA B XONOAW/bHBIX KaMOPax UMM a XoNMoAubHNKaX, 06eCneumnBatoLLmx
PernamMeHTUPOBaHHbIA  TEMIIOPATYPHbIA PEXWUM C  EXEAHEBHOW perucTpaumeit
TeMnepaTypbl.
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2660TT 'M6X & Ko. KIN Ten:+ 49 61 22 58 0
Makc-MnaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303, 65011 BucbageH

Moanves: MQMVcaHD Oara: 1MoRZ0rT,

3amaH KxaH (Zaman Khan)

3amecTuTeNb AUpeKTopa

Mo HOPMATVBHO-MPaBOBOMY PEryMpoBaHuMIO
PernoH EEBA v MNakucTaH

3660TT M'M6X & Ko. KIr

32660TT 'M6X & Ko. KI
Makc-InaHk-PuHr 2

65205 BucbageH-enskeHxanm
["'epmaHua

M B00TT
ForTTIVOXE&KD K™
Vac! TerAH 2

A Bt

HOpuanyecknin agpec: BucbageH

PaiioHHbI cyg BucbaneHa HKA 4888 YNpaB/soLLMA: o

Hecyuwnii nepcoHasibHYt0 0TBETCTBEHHOCTb KOMMaHbOH; Kpuctran I"panoy (Kristian Grapow)
3660TT MeHempKMeHT MMEX per Anbbept (Greg Ahlberg)
|'Op|/|,ﬂ'|/|L|eCK|/||7| afpec; Bl/|C6a'qu [MpeacepaTens Ha6ﬂ|‘0,aneﬂbH0r0 COoBETa:
PaiioHHbIN cya BucbageHa HKA 12889 Xaiime A. KoHTpepac (Jaime A. Cintreras)

OAwununmnanbHoe 3acBUAeTeIbCTBOBaHNE

HacToswmum oduunanbHo YAOCTOBEpseTcs, 4TO r-M 3amaH Xau
3660TT TM6X & Ko. K[ Makc-MnaHk-PHHr 2, 65205 BucbageH,
CO6CTBEHHOPYYHO MOCTaBU.N BbILLECTOALLYHO NOANUCH B NPUCYTCTBUAN
nojnucasLLerocs npejacefarenis MeCTHOIO cyja.

BucbageH, 09.07.2019 .

No B peecTpe 722/19

MownnHa B cooTBETCTBMU € [Mon0XeHnem o cbopa,\ B pasmepe 6 espo
oavayeHa

InognucaHo/

Mpepcenarens MeCTHOTO cyfa

/MeyaTb: MecTHbIA c\’gr. Bucbagen X1 *2/

/mavcaH/lnan 00T,

TaCT B ARMVEHTE «QATYaTaYCHEA [DKVEHTALY> HR aHTW/OKOVI M[Dy00KOM SBokaX
MYHCTHOOHBEET.

quqca{mmmmmm%lm HAL YO $SBbK BoMHEH MEEBQHAOVI
Yo BKTopei AwmvesHai
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Poccuiickaa ®eaepaums. fopog Mocksa.

JeBATHaALaTOoro uong Ase Thicayn AeBATHaALATOro roja.

A, bopoHnHa EBrenuns BnagmmumpoBHa, BPEMEHHO WUCNOMHSAWas 0653aHHOCTU HOTa'

r. MockBbl baxTagse 3OnbmMupbl HOPbEBHbI, CBUAETENLCTBYI MNOAIMHHOCTL T cu
nepesofg4ynka Unctsakosoh Buktopmm AMUTPUEBHDI.

Mognnchk caenaHa B MOEM NMPUCYTCTBUN.
JIMyHOCTb NoANUCaBLWIEro 4OKYMEHT yCTaHOBeHa.

3aperucTpupoBaHo B peectpe: Ne77/52-H/77-2019"--

B3bickaHO no Tapudy 100 py6. |
YnnayeHo 3a okaszaHue yCnyr npaBoBOro N TeXHUWYECKOro Xxapakrepa: - !

E.B. bopoH!
Moanwuck

[MevaTb

Bcero npowHypoBaHo, NpoHyMepoBaHo

MpowwuTo B KONMYecTBe Y'/' nuctos
N cKpenneHo neyvartblo.....e M. ancT./ATrn

«YY» 2019 roga

A N " " BPVIO HOTaprycCa......cccceeeeevveeee e )
AunpekTop rM/pépanénma "KnnHuyeckme nccnegoBaHus n
oanuchb

000 «N>wpapaB0»aco A
) MeuaTb

Poccwiickas “Kuns. Mopog Mocksa

[JesatHagy” NIoNA ABe TbiCAYU AeBATHAALATOro roga.

4, BopoH’ UMeHVs BnagummnpoBHa, BpeMeHHO McnosHsawLwas obsa3aHHOCTU HoTapuyca . MockBbl baxtaase

Snbmu- AbeBHbl, CBUAETE/NbCTBYIO BEPHOCTbL KOMUW C NPELCTaB/IEHHOIO MHE [OKyMeHTA.

3ape cTpupoBaHo B peectpe: Ne77/52-H/77-2019-" ~ ; 2,
no Tapudpy: vip y o
NpPaBoOBOIro N TEXHMYECKOro Xapakrepa:—
E.B. bopoHuHa

Bcero npowHypoBaHoO, NPOHYMEpPOBaHO
W CKpensieHo neyaTtbio™. ;M. anucT.2yIN
BPVO HoTtapuyca.
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