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1, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH &-Co.
KG., hereby certify that the attached documents that keep the number of pages indicated"below

are the operational documentation. These documents are in a full accordance with actual ‘manuals
o f manufacturer.

A, 3amaH Xau (Zaman Khan), 3amectutenb [upektopa peryasTtopHoro otvgena. Esponsl,
BnvxHero BocToka, Adpuku u TMakuctaHa 6601t M.m6x m Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott-GmbH & Co. KG.), HacToawmnm yaocTOBEPSIO,
4TO  npwunarae.Mble  AOKYMeHTbl B  HMXeMpuWBeAeHHOM 06bemMe CTpaHuUlly sBNsTCA
3KcnayaTauMoHHOW AOKYMeHTauuer. OTU LOKYMEHTbl MOMTHOCTbI COOTBETCTBYHT, aKTyasibHOMN
[OKYMEHTaLUM npousBoanTens.

3KcnnyaTauMoHHaa — [OKYMeHTauusa 0N MeguumHckoro  wmsgenua  (Operational
documentation for medical device):

KoHTponbHbIe MaTepuanbl A5 MOATBEPXAEHUS BOCMPOM3BOAUMOCTA= N MPaBUIbHOCTY
KOMIMYECTBEHHOI0 onpedeneHns oHkomMapkepa CA 1S-3 MMMYHOXEMUIOMUHECLLEHTHBIM
MeTOJOM B CbIBOPOTKE M Mjia3mMe KPOBU 4esiloBeKa Ha MMMYHOXMMUYECKMX aHanm3aTopax
Alinity i «CA 15-3 KoHTponbHble-marepuanbl (Aiinity i CA 15-3 Controls)»

Mo TekcTy 3KCn/lyaTauMOHHbIX AOKYMEHTOB BCTPEYaloTCs BapuaHTbl HaMMeHOBaHUA MeAULMHCKNX
n3genuii, npvBefeHHble B Tabnuue HMKe, KOTOpble $as3slTCs CrpaBef/IMBbIMU U PaBHO3HAYHbIMU
(Operational documentation contains-the following true and equivalent.short names of medical devices
listed in table):

HavnmeHoBaHue Ha HanmeHOBaHVe MeAVNLIMHCKOr0o U3aennsa na py.cckom CokpalleHHoe
aHIrINMCKOM AA3bike A3blKe HanmeHoBaHue(rno
TEKCTY [JOKYMeHTa)
Alinity i CA 15-3 Ha6op peareHToB ansa KonuyectseHHoro CA  15-3  PeareHTsl
Reagent Kit onpegesieHNA OHKOMapkepa CA 15-3 (Alinity i CA =153
VMMYHOXEMUTIOMUHECLEHTHbIM MeTOoA0M B Reagent Kit)

CbIBOPOTKE M Nnasme  KpPOBWU [ HesoBeka  Ha
NMMMYHOXUMMYecknx aHanmsatopax Alinity i «CA 15-
3. PeareHTbl (Alinity i CA 15-3 Reagent Kit)»
Alinity i CA 15-3i.. Kanub6patopbl pgns obecneve!lns npaBunbHocTM  CA 15-3 KaavGpaTopsl
Calibrators KO/NIMYECTBEHHOI0 onpefesieHns oHkomapkepa CA 15- (Alinity i “CA 15-3
3 UMMYHOXEMWUIOMUHECLLEHTHbBIM MeTo40M B Calibrators)
CbIBOPOTKE WM MNasme  KPOBWM  4esioBeKa  Ha
MMMYHOXMUYECKNX aHanmnidaTopax Alinity i «CA 15-
3 Kanubpatopsl (Alinity i CAL15-3 Calibrators)»

Srtz dcr Gesetbehaft; Wiesladen

Amtsgeficht Wkabaden HRA 4888 Geschaftsfiihrer:
Personlich haderrle Gesdlischafterin; Christian Grapow
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KoHTponbHble  martepuansl  Ans noATBeEPXAEHNS
BOCMPON3BOANMOCTH 7] npasuIbHOCTU
KOJ/IMYECTBEHHOr0 onpefesieHns oHkomapkepa CA 15-3
VMMYHOXeMWU/TIOMUHCCLEHTHbIM MeTO0M B CbIBOPOTKe
M niasme KpoBW YesioBeEKa Ha | MMMYHOXMMUYECKNX
aHanmzatopax Alinity i «CA._ 153 KOHTpPO/IbHbIE
matepuansl (Alinity iCA 15-3 Controls”

Title

CA 15-3 KOHTpOAbHbIe

matepmanbl  (Alinity
CA 15-3 Controls)”

Number of
pages
1 Instruction for use for Alinity i CJ1* 15-3 Controls with ADDENDUM for 3
Russia.
2. MNHc'hykumna no npumeHeHuto «CA 15-3 KoHTponbHble MaTepuasibl (Alinity i
CA 15-3 Controls)» ¢ MPUNJTOXXEHWEM pna Poccuu. 3
Signed; Dale: Z0St?
Zaman Khan,
Associate Director Regulatory
Affairs EMEJT and Pakistan,
Abbott GmbH & Co. KG. Abbott
Abbott GmbH & Co. KG
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Alinity |
CA 15-3 Controls

Read Highlighted Chengas: Reseed July 2018.

NAME

Alinity 1 CA 15-3 Controls (elso referred to as CA 15-3 Ctrla]
INTENDED USE

The Alinity | CA 16-3 Controls are for the verification of the accuracy
and precision of the Alinity | analyzer when used for the quantitative
determination of DF3 defined antigen in human serum and plasma.
For additional information, refer to the Alinity i CA 15-3 reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

The !cohtkol|11 [~51570 contain DF3 defined antigen
(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:

CAI535®@®)  MntmiMNGE
Qe Quriiy i) iy
ICOImIOLILI 1X8.0 mL 40 272-528
lemrmto|[H]| 1X80 mL 250 1700=330-0

NOTE: The insert ranges for the controls are rot 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 moons and acceptable ranges which
should fall within the package insert ranges. Sources-of variation that
can be expected include:

* Calibration « Control lot = Reagent lot
* Calibrator lot e Instrument
PRECAUTIONS

R)r in Wiro Diagnostic Use

Safety Precautions

CAUTION: This progduct contains human-sourced and/
of potentially infectious comportenls. The Low Control and High
Control contain antigen derived from a human celt line. No known
test method can offer complete assurance that products derived
from human sources or inactivated microorganisms will not
transmit infection. Therefore, ail 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 Bioodbome Pathogens. Biosafety Level
2 or other appropriate biosafety practices should be used for
malerials that contain or are suspected of containing infectious
agents.™*

en
CA15-3
[wi™ 08P5110

702-336_R02
C8P510

The follewing warnings and precautions anniv = [cOKNkHTELT anrl
oomTLUS(M]

WARNING Contains M tiilw M tiiyl
methylisothlazolones and

sodium azide.

H317 May cause an allergic'skin reaction.

nair

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P281 Avoid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be
allowed out oi Iho workplace.

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

RetponM

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

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

P3Br-*P384 Take-off.contaminated clothing and wash
It before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

* Not ept”*caUe «deTtesregutafion EU 1272/2008 (CLP) or OSHA
Hazard Cwnmunication 29CFR 18t0.1200 (HCS) 2012 have been
implwnented.

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

For a detailed diseussion 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.

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

* Priorto'each use. mix by gentle inversion (5-10 times).
STORAGE
« Donot use past expiration date.

Storage MaxinHim  AddlUortal Storage
Temperature ~ Storage Time Instnictlons
Urropened 2 to8'C umii
expiration
date
Opened 2t08'C Until Store lightly capped.
expiration  Return to refrigerated
date storage after use.


http://www.abbottdiagnostlcs.com

INSTRUMENT PROCEDURE Alinity is a trademark of Abbott Laboratories in various lurisdictlons.

ADDI
- To obtain the recommended volume requirements tor the AH Other trademarks are property of their respectnm owners. tothe
controls, hold the bottle vertically, and dispense 4 drops of the Abbott GrbH « Co. KG SHIPI
low control and 4 drops of the high control into each sample cup Max-IMarck-Ring 2 G: Recon
in the assigned position. 65205 Wiesbaden tankK
e Fot instructions on ordering and loading corrtrols on the Germany contal’
instrument, refer to the Allnity ci-series Operations Manual, ) 49-6122-580 autore
Section 5. [wicfnegooBres0TTBY] (OWNi»UTBIWTM»ueABV| expira
Fujirebk) Diagnostics, Inc. M)bon Laboratories use if
INDICATIONS OF INSTABILITY OR DETERIORATION 201 Great Valley Parkway Abbott Park, IL 60064 USA eam»
instability or deterioration should be suspected Il there are Matvem, Pennsylvania 19355, USA the re
precipitates, visible signs of leakage, turbidity or if controls do Customer Service; Contact your local representative
not meet the appropriate package insert and/or Alinity ci-series or find eountry-specific contact Information on Menu
Operations Manual cntoria. www.abbottdiagr>ostics.cam date’
BIBLIOGRAPHY Revised July 2018, EECJ\aA
1 US Department ol Labor, Occupational Safety and Health ID2016, 2018 Abbott Laboratories MAIl
AdmmisUation. 29 CFR Part 1910.1030, Bloodt>ome pathogens.
2. US Department of He”*h and Human Services. Biosafety in Notn
Microbiological and Biomedicai Labom lories. 5lh ed Washington. DC; REP
US Government Printing Office; December 2009. Notn
3. Woild Health Organization. Laboratory Biosafety Manual. 3rd ed. DES
Geneva: World Health Organization; 2004. .
4. Clinical and Laboratory Standards Institute (CLSI). Protecoon Oesti
ol Laboratory Vibrkers From OccupaYonaHyficguirod Infections: reqm_
Approved Guideline—Fourth Fdft'on. 01 Document M29-A4. Viifeyne, ‘Sani
PA; CLSI; 2014, Wiast
Note lor number lormalting: Tram
» Aspace Is used as thousands separator (example: 10 000 acco
specimens). NAT
« A period Is used to separate the integer part from the fractional 00<
part of a number written ir decimal fosm (example: 3.12%). GOS
RIS<
Key to Symbols Gos
XXNBTEYTbLU ansr
Cauon Mint
A i
Consult instructions lor use Mni
PO
Manufacturer Alin
. and
Temperature limitation aroi
1 Al
Use by/Expiration date IN)
2 cc
. . ! Do
/11 \Wro Diagnostic Medical
i ST
Device M
Lot Number N
M?] List Number Al
atherSwhnii M
v Control Number M
IcovVg Concentration g/l
1cONTAM Contains Sodium Azide. Contact a
with acids liberates very toxic Il
gas. T
iCONTKOLIK] Control Low, High (LH) o
 MBTMSUno INTHE USABT | Distribuied In me USA ~ ‘I’:
WrMMAMION FORUSACHYV 1 Intonnation needed for United it
States of America only <
fFRODUCEBTQRAIienirl Produced tor Abbott by f
ImoBuer OFUSAI Product of USA
RAVOH Range
iRIBNUTr! For use by or on the order of a

physician onty (applicable to USA
classification only).




ADDENDUM

to the Instruction for Use Alinity i CA 1$-3 Controls (for Russia)
SHIPPING

Recommended shipping conditions for deviceis 2>6°C in single-use
thermo containers containing cootent elements, or In reusable thermo
containers swth automaticalty maintained temperature or in
autorefrigerators using thermal indicators. Device Is stable until the
expiration date indicated on toe package. Device Is no longer suitable for
use if shipping temperature limits have been violated. Ship in an errclosed
carrier vehide of any kind in accordance with shipprirtg rules, applicable to
toe respective carrier.

WARRANTY

Manufacbjrer guarantees that device remains stable until the expiration
date when stored and handled as directed. The maximum shelf life of the
medical device is 12 months from data of manufacturing. Device must be
discarded if stored with deviations in manufacturer's requirements.
MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCHON AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device In accordance with toe
requirements of SanPin 2.1.7 2790-10 dated December 12, 2010
‘SamtarY-epidemiological Requirements for the Management of Medical
Waste*,

Transmit and dispose of a product and its components and packaging in
accordance with local regulations.

NATIONAL RUSSIAN STANDARDS AND NORMANVE
DOCUMENTATION APPLIED TO MD:

GOST R 51362-204, GOST R 17511-2011, GOST R EN 13612-2010, GOST
R ISO 23640-2015, GOST R 18113-1-2015. GOST R ISO 48113-2-2015,
GOST R ISO 15223-1-2014, Government Regulation N41418 tOn the
approval of the rules of state registration of medical devices"., Order of the
Ministry of Health of Russia dated 06/06/2012. No _4n,Order of the
Ministry of Health of Russia dated 01/09/2014. No Order of the
Ministry of Health of toe Russian Federation No. 11nof January 19, 2017.
POTENTIAL USER

Alinity i CA 15-3 Controls are intended to be used in‘a variety of clinical
and lat™atory conditions, including, without limitation, hospitals,
diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the
Almity i analyzer.

INFORMATION ABOUT PRESENCE' OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is ®=Lrequired to be sterile

INFORMATION  ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medicd device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using VD are indicated in
SDS. Safety Data Sheets are-available at wwwabbottdiagnosticscom or
contact your local representative.

INDICATIONS FOR USE

The Alinity i CA 15-3 Contrals are for the verification of the accuracy and
precision o1 the Alinity/ i"analyzer when used for the quantitative
determination of OF3 defined antigen in human serum and plasma.

For additional information, refer to the Minify | CA 15-3 reagent package
insert aivf toe Minify-d-Serles Operations Manual.
CONTRA-INDICATIONS FOR USE

Notapplicable

STORAGE,AND,USE CONDITION

Storage of Medical~device at a temperature of 2*C to 8*C should be
caried out “in=cold rooms or in refrigerators providing a regulated
temperature regime with a daily temperature record




Alinity i

CA 15-3 KOHTpO/IbHbIEe MaTepuanbl

(Alinity i CA 15-3 Controls)

Cm. BbljeNieHHble OMeHeHHe. Peakkuiia: nons 2018 r.

HAMMEHOBAHWE (CokpalyeHHoe)

CA 1S-3 KoHTtporbHble Matepuans! (Alinity | CA 15-3 Controls)
(TaHKe BcTpeyaetcs no TekcTty; CA 15-3 Ctrls)

HA3SHAUEHWE

CA 15-3 KoHtporbHble Matepuassl (Alinity i CA 15-3 Controls)
npeaHasHaYeHb! 415 NPOBEPKM TOYHOCTM 1 BOCMPOU3BOANMOCTM
aHanmsatopa Alinity | Npy KONMYeCTBEHHOM OMNpefeneHN aHTUreHa,
BbIFB/IIEMOrO aHTUTeNnamm DF3, B CbIBOPOTKE U MN/1a3me Kposu
YenoBeka.

JlononHATENbHYHO UHOPMALAKO CM. B UHCTPYKLW MO MPYMEHEHIO
K COOTBETCTBYIOLLIEMY peareHTy 1 PyKoBOACTBE MO aKCnyatauum
Alinity el-series.

COOAEPXWMOE

|co>naeL]L| 1 [coMTI>bl1| cofepPXKaT aHTUTEH, BbISBSIEMbINA
aHTUTENaMn DF3 (4enoBeka), MOArOTOB/EHHbIN B TRIS-6ythepe

C MPOTEVHOBbLIM (BbIYbMM) CTabUNM3aTopoM. KOHCcepBaHTbI a3ng,
Harpusa v ProCln 300.

CnepytoLLme amanasoHbl KOHLEHTPaLIWA MOryT 1Cnonb30Barses

B VHAVBMAYaNbHBIX CreLmbmKaLmax KOHTPONA Ha aHam3atope
Alinity i:

COV6-3[« ™. Kovporbs™

Kovpors Konuyectso (u/mMm,) (umy
1XBonL 40 272 -52B
|oorreoe[H] 1x8,0 mL 250 1700 « 3300

MPUMEYAHVIE: nanasoHsbl, ykasaHHble B MHCHYKLMK MO
MPUMEHEHWIO, He CrieLmYHbI M0 CEPUSM U TIpeACTaB/IAaoT
co6oVi 06LLYie AnanasoHbl 3HaYEHWI, reHepUpPyeMbIX B TeUeHVe
CpOKa rofHOCTN NpoAykTa. Kaxkaoii nabepatopun pekome™NM etcs
yCcTaHaB/IMBaTb CBOW COOCTBEHHbIE CpefHNEe 3HaYeHns U
[1anasoHbl NpUeMeMbIX 3Ha4eHUI, KOTepble JO/KHbI ObiThb B
pamMKax A1anasoHOoB, yKa3aHHbIX B UHCTPYKLMM MO MPUMEHEHMIO.
VIcTOUHNKaMn oxxvzaemoli BaprabembHOCTU MOTyYT ObITh:

* Kanmbposka e CepuakoHtporsi « CepuH peareHTa
e Cepusa s  AHausarop
Kanmbparopa

MEPBI MPEAOCTOPQ@XHOCTU

e [1na ANArHOCTUKK In Vitro
® I

Mepbl NpesocTopo>KHOCTU

4 \ BHVIMAHWIE: [laHHbI NPOAYKT COAEPXKUT
nosyyeHHble OT HesioBeKa U/ NOTEHLMaTBHO VH(EKLMOHHBIE
KOMIMOHEHTb:. H/3KMI KOHTPOSIb 1 BbICOKUIA KOHTPO/b

COflep>KaT @HTUreH, MosyyeHHbIN U3 JIMHAM KNETOK YenoBeka.
HV 0aWH U3 M3BECTHbIX METO/AOB TECTUPOBAHWS HE MOXET
rapaHTMPoeBaTb, YTO Matepuasibl, MOTyYEHHbIE OT YesIoBeKa, VAN
VNHaKTUBUPOBaHHbIE MUKPOOPraHM3Mbl He NMePEHOCAT UHEKUMIO.
Mostomy BCe marepuasibl, MOsyHeHHble OT YesioBeKa, Creayet
CUUTATL-MOTEHLMANTBHO VH(EKLIMIOHHBIMU. PeKOMeHYETes
obpalliaTbCs € fAaHHBIM MPOZYKTOM 1 06pasLiaMu, NOAYHEHHbIMA

lu

CA 153
[iiF1 08P5110

G76297R02
C8P51R

OT Ye/loBEKa, B COOTBETCTBUN CO CTaHAAPTOM M0/ OBPALLIEHMIO C
reMOKOWTaKTHbIMW NatoreHamu, paspaboTaHHbIM-YApasieHnem
CLUA no oxpaHe TpyAa 1 NPOMbILL/IEHHOW rUrvieHe

(OSHA). Mpun paboTe ¢ MaTepuanamu, cogepXaLLiivm nam
NPEANONOXUTENBHO COAEPXKALLVMN VH(PEKLMOHHBIE areHTbl,
cneflyet cob/k3naTh NpaBwia GMOOTNYECKON BE30MacHOCTH,
YPOBEHb 2. WK [pyre COOTBETCTBYHOLLME NpaBiia
6ronorMyeckoi 6e30nacHoOCTNN*

CrieflytoLue NPeaynpesaeHrs 1 Mepbl MPELOCTOPOXXHOCTU
OTHOCATCS K; [COATHOBT/1 1 (OOUDKK. h)

<>

MPEAYTPEXAEHWVE Copepxut T Te nwpCi»W]imfIHB
METWIM30TUA30/I0HbI 1 a3ng,

HaTpus.

H317 MoXeT BbI3bIBaTb aNiePrnyeckm KoXHyr0
peakLuro:

H816*

EUH032 IMpyv ‘KOHTaKTe ¢ KvcriotaMn obpasyertcst
BbICOKOTOKCWYHbINA ra3.

MpepoTspalLLieHre

P261 M36eratb BApIxaHWs Tymaka/napoe/
aspo3oneii.

p272 He BbIHOCUTL 3BrPA3HEHHYIO OAEXKAY C
paboyero mecTa.

P280 Monb30BaThbesa 3alUTHBIMK NepyaTkamu/
3alLMTHON oaexaoin/cpencTBaMn 3allnTbl
rnas.

PeervposeHve

P302+P352 MPU MOMALAHMIA HA KOXXY; MpombiTs
6O/BLUMM KOMMYECTBOM BOfp!.

P333+P313 TV PasapasKEHN KOXV N MOAB/IEHIAV
cbinu; O6PaTUTLECA K Bpady.

P362*P364 CHATb 3arpasHEHHYIO Oy 1 BbICTYPaTL
ee nepes, UCrosL30BaHNEM.

YmnuzaUlu

P50L YTUnusupyite cofepXXMMOe/KOHTBIHEP a

COOTBETCTBUM C CaHUTapHBIMI HOPMaMK
P® {CaHlNnH 2.1.7.2790-10 01.09.12.2010).

*He npumeHumo Ha TeppuTopumn geiieTwn Pernamenra EC Ne
1272/2008 (CLP) nnn CtaHaapTa onoeelyeHns o6 ofacHocTn
)2paBnekus CLUA no oxpaHe Tpyza v NPOMbILLACGHHON rurneHe
(OSHA) 20CFR 1910.1200 (HCS) 2012.

Macnopta 6e30MacHOCTU JOCTYMHbI Ha caiiTe
www.abbottdiagnosticscom wm y MecTHOro: npeacTaBuTesNs.
Moapo6HYI0 MHPOPMALIIO O HEOBXOAVMbIX Mepax
NPesoCTOPOXKHOCTY MK paboTe ¢ aHaIM3aTOPOM CM. B
PykoBoacTse no akcnnyataumm Alinity ci-series, Pasaen B.
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http://www.abbottdiagnostics.com

MNOArOTOBKA K MCIMOJIb3BOBAHUIO

e [aHHbIi NPOOYKT NOCTAB/SAETCA B XKUOKOM BUAE, FOTOB K
MCMO/b30BaHUIO.

e [aHHbIi NPOAYKT MOXXET 1CMO/b30BaTLCA HEMOCPEACTBEHHO
nocne 13BneYeHNs 13 Mecta xpaHeHus ¢ Temneparypoii 2 « B'C.

e Tlepes KaxxabIM 1CMob30BaHVEM NepeMeLLnBaiiTe, akkypaTHO
nepesopayvBas uiakoHbl (5 -10 pas).

XPAHEHWE

* He ncnonb3yiite nocne UctedeHUs cpoka rogHoCTU.

[JononHuTenbHbIe
Temneparypa Makc, Bpems VHCTPYKUMN MO
KpaveMus  XpaHeHsia XpaHeHUo
HeBcKpbITbIN 2 - 8C [0 OKOHYaHUA
(hnakoH CPOKa rofjHoCTU
BekpbiTeii 2 ¢8'C [0 OKOHYaHVsi ~ XpaHWTbL eo
thnakoH cpoka MYHICIN thnakoHax.

TVIOTHO 3aKPbITbIX
KpbILLKamu. Mocne
MCMO/b30BaHUA
XpaHUTbL B
OX/IK/EHHOM BUJE.

MPOUELYPA PABOTbI HA AHAJTM3ATOPE

e [inA nonyyeHns pekoMeHIyemMoro o6bemMa KOHTPO/IeN Aepyxute
(nakoH BepTUKanbHO 1 f06aBbTe 4 Karin HASKOTO KOHTPOAS Y
A Kar/i1 BbICOKOrO KOHTPO/ & Kavkayto Yallieyky A1a obpastia B
COOTBETCTBYHOLLIEA NO3ULWN.

*  WHdopmaLpio o 3akase 1 3arpyske KOHTPO/el B CUCTEMY CM. B
PykoBogctBe Mo akcnnyataumm Alinity ci-series. Pasgen 5.

MOKA3ATE/IN HECTABUJIbBHOCTU NTN-FIOPYIN
MokasarensMm HecTabUIbHOCT UMW MOPHM CNYXKUT OCaA0K.
BAIMIMbIE CNefibl MPOTEUKM, 3aMYTHOHHOCTb WM HBCOOTBETCTBUNO
KOHTPOMEV KpUTEPUAM, YKa3aHHbIM B UHCTPYKLWN O MIPUMEHEHNIO
w/vnm PykoBoacTee Mo akcnayataumm Alinity ci-series:

BUBTNOTPADUA

1 us Department of Labor, Occupatk>nal Safety and Health
Administration, 29 CFP Part 1910 1030. B>oobar>e pathogens

2. US Department of Health and Human Services. Biosaiety In

Microbiological and Biomedical Laboralojias. 6th ed. Washington, DC:

US Government Printing Office; December 2009.

3. World Health Organization’. Laboratory Blosalety Manual. 3rd ud.
Geneva: World Heakh Organization; 2004

4. Clinical and Laboratory Standards Inslilule (CLSI). Protection
of Laboratory Hbriters From Occupationatty Acquired Infections;

Guldeline-Founh Et»bon=CLSI Document M29-Ad. Weyne,

PA: CLSI; 2014,

O >mar umcen:

* B kayecTBe pasfenuTB/A TbICAY,UCMONb3yeTcs Npoben (Mpumep:
10 000 06pasLoB).

* B KauectBe pasfenmTens AECATUYHbIX 3HAKOB MCMO/b3YeTcs
TouKa (npumep: 3.12%).

Mcnonb3yemble CMMBO/IbI
CLWAMMbINO.IM s

A BHV/MaHne
I:IZ CM. VHCTPYKUMIO NO

NPYIMEHEHNIO
V3rotoBuTeNb

TemnepartypHbIii AvanasoH

2 Vcnonb3oBarb A0/Cpok rogHoCTH
[iH MeaumumHekoe vsgenve oia
[NarHoCTVKM h Vino
Homep cepun

KartanoyHblii'Hovep
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Allnity siBnsieTcst TOproeoii Mapkoii komnaHuy Abbott Laboratories e
PasNUHbIX FOPUCAVKLUMISX. Bce apyrve TOproBble Mapky SIBSHOTCS
COBCTBEHHOCTLIO. COOTBETCTBYIOLLWIX BaAe/bLEB.
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CepeucHas noaaepAks: Obpallaiitecs K CBOEMY MECTHOMY
APELCTaBUTENO UM OUOTPUTE KOHTaKTHYIO MHEhopMaLnio Ans
eBLUeli cTpaHbl Ha calite www.abbottdlagnostics.com
Pepakuus: wons 2018 .
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ABTOPUW30aBHHbI NPeSCcTaBUTENb M3rOTOBUTENS HA TEPPUTOPUN
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mO660TT J13boparopua’, 125171, Poceustir. Mocksa,
JleHnHrpagckoe wwocce, 16A, ctpoeHve 1,

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

K VHCTPYKUMM MO MpUMEHeHWIO  KOHTPOrbHble  Matepuianbl - s
MNOATBEPXKAEHMSA BOCTPOMABOAMMOCTY U NPABWILHOCTU KOMMHECTBEHHOTO
onpefeneHys oHkoMapkepe CA  1S-3  MMMYHOXEMWIOMUHECLIEHTHBIM
METOZIOM B CbIBOPOTKE U M/ia3Me KpOoB YesioBeKa Ha UMMYHOXUIMUHYECKVIX
aHanmzatopax Alinftyj"CA 1S-3 KoHtporbHble Mateprars! (Alinlty | CA 15-
3 Controta)' ansa Poccumn

TPAHCIMOPTUPOBKA

Vi3oenvie pekomeHayeTcst TPeHCropTvpoBaTs npy temn/artype 2-8'C B
TAPVOKOHTEHEPaX ~ OfHOPAsOBOTO  MO/b30BaHVS.  COEPMKaLLX
X1a103N1EMEHTBI, WM € TEPMOKOHTEVIHEPaX MHOMOKPATHOTO MPUMEHEHIS €
aeTonaTnyeCKu NoLAEPKMBAEMON  Temnepatypoli win B
asTopethpydKepaTopax C MCMomnb30BaHEM TePMOVHAVIKETOPOB. V13aenve
OCTaeTcs CTabbHBIM A0 OKOHYaHWA CPOKa FOAHOCTM, YKA3aHHOro Ha
yrnaKoBke. [Mpy TPaHCMOPTUPOBaHMA C  HapyLLEeHeM TeMrepatypHoro
pexvva  u3fieve  He  MOL/IKUT  MPUMEHEHUIO.  TPaHCroPTVPOBKA
OCYLLIECTB/ISIETCA BCEMM BUAMM TPAHCMOPTa a KPbITbIX TPaHCMOPTHbIX
CpeacTBax B COOTBETCTBAM C  MpaBWiaMM  MEPeBO3KM  PY30B,
[e/CTBYIOLLMMM Ha KaXKIOM BUAE TPaHCropTa.

FTAPAHTUMHBIE OBSA3ATE/ILCTBA

MpovissoauTenb  rapaHTUpyeT, Y10 MM MPaBWILHOM  XpaHeHWA-. N
obpaLleH i  m3aenve OocTaeTcsl CTabWibHbIM 10 WUCTEYEeHUs  CPOKa
roAHOCTV.  MaKCMMarbHbIA CPOK TOAHOCTU MEOMLIMHCKOrO M3aeiust He
6onee 12 mecaueB C faTbl NPoOV3BOACTBA. W3aenve, XpaHyBLLIEecH ¢
HapylLeH/eM  perfiaMeHTVPOBAHHOTO  MPOVBBOAVITENEM - PeXVa,
MPUVEHEHWIO HE MOL/IEXMT.

TEXHWYECKOE OBCNYXXWBAHUE

He Tpebyertcs.

TEKYLLWA PEMOHT

He Tpebyetcs.

OAHHBIE and YTUNU3ALNN n
MEAVNLUNHCKOIO N3JENUNA

MeavUYHCKOE V3AeNMe YTWIMVDYIOT 1 YHUMTOXAHOT-B/COOTBETCTBIAM C

YHUYTOXEHNA

npaswiamu obpaLLieHrs c MEVLIIHCKANA oTxofamm,
pernamveHvpytowmmmne CaHlMvH - 21.7.2790-10 ¥ ot 12122010
«CaHWUTaPHO-3NMAEMMONOTNYECK/e  TPebOoBaHUA K oOpaLLieHio ¢

MEIVLIHCKVIMA OTXOZaMM».

Heobxoamo cneaoBath HaLioHarbHbIM CTalaapTaM My nepefaye v
YTUM3ALWN U3LENNS, €r0 KOMIMOHEHTOB M YMNaKoBT.
HALUMOHANBbHBLIE CTAHAOAPTBI UWHOPMATUBHASA
AOOKYMEHTALUWA, MPUMEHAEMBIE K MW:

FOCT P 51352-2013, FOCT CO 17511-2011, MOCT P EH 13612-2010.
FOCT P MCO 23640-2015, TOCT P 11CO-19113-1-2015, FOCT P LCO
18113-2-2016, MOCT P WCO ~15223-1-2014, [locTaHOB/EHVE
Mpasutenscta P ot 27 pekabpsiy2012r N>1416 «O6 yBepKaeHn
NPaBWN FOCYAAPCTBEHHOW PervicTpaLyin-MeaMLHCKVX U3aenvii». Mpykas
MwH3apasa Poccvm ot 06.06 2012r. N>4H. Mprikas MuH3apasa Poccum ot
09.01.2014 Nt 2H. MpurKasom MuHKCTepcTaa 3apaBooxpaHeHns PO N>
11H 0T 19 sHBaps 2017 1.

MOTEHUMANBHBIA NOTPEENTENb

MemumHekoe uzgenvie CA 15-3 KoHTporsHble Matepuaribl (Alinity | CA 15
3 Controlt) NpeaHB3HAYEHO /151 UCTIOMB30BaHWS B Pa3NYHbIX KIMHUKO-
NabopaTopHbIX YCrIOBUAX, “BKMOYas, 6e3  orpaHMyeHus, GONbHULp,

[MarHocTuYeckue LIEHTPbL. petiepeHTHble labopartopiv U Y pesLLIEHUS
nepenvBanvis KPOBM MO BCEMY MVPY, MEPCOHaT KOTOPbIX MpOLUen
0byyeHvie Mo MCroMb30BaHUIO aHanm3atopa Alinity i.

NMH®OPMALNA O-HANNYNN B MEAVLUMHCKOM M3AENNN
NEKAPCTBEHHOFQ/CPEACTBA
He copepur

CTEPU/IbHOCTH

MoctasnseTcs B, HeCTEPWILHOM
npyiveHeHviem He TpebyeTcs.
NH®OPMALWNA © BOSMOXHOCTW NMOBTOPHOIO
NMPUMEHEHWA

He Nca/1eXknT- AOBTOPHOMY MPUMEHEHVIHO.,

Bage.  Crepwimzaums  rieper

MATEPWAITbI XXWBOTHOT O NMPONCXOXAEHNA

Marepuaribi XVIBOTHOMO MPOVICXOMAEHA NMPOBEPEHb! Y1 PYCKUA-NPYVIEHEHNA
M yKasaHb! e IMacropre 6e3onacHocU. MacriopTa 6e30MacHOCT MOXHO
HalfTi Ha calite www.abooRdlagnosées.com win obpatnTees K MECTHOMY
NPeLCTaBUTENHO.

MOKA3AHMNA

CA 153 KoHtpombHble matepuanibl (Alinity i CA  15-8 Controls)
npegHasHayeHbl 18 MPOBEPKA  TOYHOCT U BOCTPOMSBOAMMOCTN
aHanmaeTopa MinHy mIpy KOMMYECTBEHHOM OMpefe/eH aHTUreHa,
BbISB/IAEMOro aHTuTElaMn DF3, B CbIBOPOTKE Y1 N/a3Me: KPOBY HesIOBEKa.

MPOTUMBOMOKA3AHNA
He npuverivio
YCNOBUA XPAHEHUSA N MPUMEHEHNA

XpaHeHVe MemMLLMCKOrO u3gervs npu Temneparype ot 2*C o 8*C
[IO/DKHO OCYLLIECTB/IATLCS B XONOAW/TbHbIX KAMEpPaX M B XONOATEHKEX,
06eCTeUMBaIOLLMX  PerfaMEHTUPOBAHHBI  TEMAEPATYPHbIA  pexXM ¢
©Ke[HEBHOI perycTpaLyeli TeMneparypbl.

Abbott

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

Offentliche Beglaubigung

Es Vv/ird dffentlicn beglaubigt. dass
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die vor - uftv- steKende/rt-Untersc!-fifyon.vor

dem unterzelchneten @rtsgerichtsvorstohor
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http://www.abooRdlagnos6cs.com

3660TT M'MO6X & Ko. KIF
Makc-InaHr-PHHr 2,

Ten:+4961 22580
dakc: +49 61 22 581244

65205 BucbaaeH
n/a 1303,65011 BucbaaeH

Mognucs: /nognucaHo/

3amaH KxaH (Zaman Khan)
3amecTuTeNb AMpekTopa

Mo HOPMAaTWBHO-NPaBOBOMY PerysiMpoBaHMio
PernoH EBEBA wm lNakuctaH

3660TT TM6X & Ko. KIT

3660TT T'M6X & Ko. KIN
Makc-INnaHkK-PuHr 2

65205 BucbageH-AenbkeHxamm
CepmaHna

KOpugnuecknin agpec: BucbageH

PanoHHbIV cyn BucbageHa HRA 4888

HecyLnii nepcoHasibHYy 0TBETCTBEHHOCTb KOMMaHbOH;
2660TT MeHefKMeHT TM6X

KOpuaunueckuii agpec: BucbageH

PaiioHHbIN cyg BucbageHa HRB12889

Jata: 13 mons 2020T.

/MevaTb: B660TT
2660TT 'M6X & Ko. KI
Makc-InarHk-PuHr 2
65205-BucbageH/

Ynpasnawowuii;

KpuetmaH M'panoy (Kristian Grapow)
per Anbbepr (Greg Ahiberg)
Flpeacepatenis HabgaTelbHOMO coBeTa:
Xarime A. KoHTpepac (Jaime A. Cintreras)

O/luitHanbHoe 3acBUAeTeIbCTBOBAHNE

Hacmixiavwm - ocmumanbHO  yAocToBepsieTcs, 4To -H 3amul XaH
Ab66arr TM6X & Ko. KI Makc-MnaHk-PuHr 2, 65205 BucbageH,
COBCTBEHHOPYYHO MOCTaBU/ BbILLECTOALN'I0 MOAANCL B MPUCYTCTBUN
ROANMcaBLLErocs npejceaTesnisi .UeCTHOro cyAa.

BucbaaeH. \S.07.2020r.

Ne B peecTpe FON20

MownnHa B cooTBeTCTBUM C MMonoXeHnem o .cbopax B pa3vepe 6 eBpo

glnnaqua

Mpegacegatenb MecrHoro cyaa

/TevaTs: MectmbiM evd 1. BucbageH X! *2/

13uona 2020 r./noanucaHo/

3amaH KxaH (Zaman Khan)

TeKCT B [JOKYMEHTe «IKCMnyaTaluoHHAs AOKYMeHTaLUuns» Ha aHTIMIACKOM M PYCCKOM si3blKax

[O/IHOCTbIO CoBNajacT.

MepeBof C aHIMIACKOrO A3blKa Ha PYCCKMiA A3bIK BbIMONHEH MepeoaunkoM LLiaTHeBbIM nbeii
AnekceeBnyem




Poccuiickas ®epepayusa. Nlopog Mocksa

JBajguaTb BTOPOro Uona gBe Thica4yuM gBajuaToro roga.

A, bBopoHuMHa EBreHus BnagvmMunpoBHa, BPEMEHHO UCNONHAO WA 0693aHHOCT -HOTapuyca
r. MockBbl baxTapgse 3nbmMupbl HOpbeBHbLI, CBUAETENbCTBYHO MNOMAJIMHHOCTL NOAMUCU
nepesofyunka LlatHeBa Vnbu Anekceesuua.

Moanuck caenaHa B MOEM MPUCYTCTBUM.

JINyHOCTL NognucasLLero 4OKYMeHT yCTaHOBNeHa.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2020-"-
B3bickaHO no Tapudy 100 pyo6.

Ynna4yeHo 3a okasaHue yc/yr NpaBoBOro 1 TeXHMUYECKOro xapakrepa; —

E.B. BOpoHUHa

Moanwucs

MNeyatb

Bcero mpoLLUHypOoBaHO, NPOHYyMepoBa»”™
N CKPEr/ieHo nevarsio/™MAC... /e
BPVIO Hotapuyca..........

Mognnce

Meyarb

Poccuiickan ®epepaums. fopos Mocksa

[BajuaTte BTOPOFO:MIONA ABE ThiCAYN ABaALLATOrO rofa:

A, BOpPOHUHa EBreHus BnagnmumpoBHa, BpeMEeHHO UCTOMHSAOWasA 061a3aHHOCTM HOTapuyca . MockBbl BaxTtagse
AnbMnpbl KOPbEBHbLI, CBUAETENLCTBYHO BEPHOCTL KON C NPEeACTaBNeHHOro MHE JOKYMEHTA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2020-- BMIS¥N




