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OnpekTop PerynsTopHoro oTaena [vpeKTop HanpaB/ieHNs] «KnnHnyeckue
[narHocTnyecKoro nogpasaeneHns nccnegoBaHmsa»
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NHCTPYKUMS N0 NPUMEHEHMIO

Kanunbpatopbl 4na o6ecneveHUs npaBuibHOCTU KOJIMYECTBEHHOIO N KaYeCTBEHHOIO
onpegeneHus obuero p-XryY MMMyHOXeMUTIOMUHECLLEHTHBIM METO0M B CbIBOPOTKE U
naasmMe KpoBW Yesl0BEKA HA UMMYHOXMMUYECKUX aHanusatopax Alinity i «O6wunii P-XI'Y

Kanun6patopbl (Alinity i Total P-hCG Calibrators)»,
npou3BoAcTBa 9660TT MpnaHans, narHoctuyeckoe nogpasaeneHue, VpnaHgns

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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I, Nora Fitzgerald, Regulatory Affairs Specialist, Abbott Ireland Diagnostics
Division , Longford, Ireland, iiereby certify that the attached documents that keep the
number of pages indicated below are the Insert for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, Hopa ®utLpkepasbg, cneuuanncTt peryasTopHoro otaena, 36601t AnarHoctnyeckoe
Moapasgenenne Vpnangus, NoHrgopa, Npnanans (Lourda Fitzpatrick, Project Manager
Regulatory Affairs, Abbott Ireland Diagnostics Division, Longford,

Ireland), HacToALLWIM yAOCTOBEPSAIO, YTO NpUIaraeMbie JOKYMEHTbI B HKENPUBEAEHHOM
o6beme CTpaHuL, ABMSIOTCA MHCTPYKUMUA.MM NO NPUMEHEHUO. 3TN JOKYMEHTbI
MOSTHOCTHIO COOTBETCTBYIOT (DAKTUYECKOM JOKYMEHTALMN NPOU3BOANTENS.

MHCTpyKLMA No npuMeHeHNIO Ha MmeguumnHckoe nsgenue (Insert for medical devise)

KOHTpONbHbIE  MaTepuanbl 49  MOATBEPXAEHWA  BOCMPOU3BOAUMOCTU W
1BUILHOCTM KOJINYECTBEHHOr0 U Ka4yeCTBEHHOr0 onpegeneHunsa obwero p-Xr4y
*MYHOXEMW/TIOMUHECLLEHTHBIM METOZLOM B CbIBOPOTICE M Nia3Me KPOBU YenoBeka
19 MMMyHOXMMUYecKMX aHanusaTopax Alinity i "O6wwmin P-XI'Y KoHTpONbHbIE
matepuasbl (Alinity i Total p-hCG Controls) ™

Cocras:
Title Number
of pages
Insert for the Alinity i Total p-hCG Controls with ADDENDUM for 3
Russia. 3

VIHCT}ayKuns no npumMeHeHnto " O6wmii B-XT'Y KowposbHble
mMaTepnarthbl (Alinity i Total p-hCG TSH Controls)” ¢
NMPUNOXXEHWNEM wvpgs Poccuw.

3 Mo TEKCTY MHCTPYKUMM BCTPEYAIOTCH BapyaHTbl HAUMEHOBaHWIA MeAULIMHCKNX

> n3aennin, NpmBeseHHbIe B TabmLe HUXe, KOTOPble ABMSIOTCA CrpaBeaBbIMA U
paBHo3HauHbIMK (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table):

HavmveHoBaHve HaviveHoBaHVe MeQVLIMHCKOIO M3LeNnA Ha CokpalLieHHoe
- Ha aHr IACKOM PYCCKOM $13bIKe HavMeHOBaHVie
A3bIKe
Habop peareHToB A/151 KOIMYECTBEHHOIO U o6y P-Xry
Alinity i Total P-  kavecTBeHHOro onpeaeneHnst obLero p-Xr4y PeareHTb! (Alinity i
hCG Reagent Kit  IMMYHOXEMWTIFOMWUHECLIEHTHBIM METOLOM B Total p-hCG Reagent
CbLLIOPOTKE U MN/1a3Me KpPOBY YesioBeKa Ha Kit);

UMMYHOXMMMYECKUX aHasmzaTopax Alinity i
"'O6LmiA p-XIMY PeareHTbi (Alinity i Total p-hCG
Reagent Kit)"*
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Abbott Ireland Diagnostics
Division,

Lisnamuck,

Longford

Co, Longford

Ireland

Abbott

Alinity i Total p-  Kanmbpatopb! 4519 06ecneveHms npasnibHOCTY

hCG Calibrators ~ KONMYeCTBEHHOI0 U Ka4eCTBEHHOO
onpefeneHus obngero p-Xry
NMMYHOXEMUTIOMUHECLIEHTHLIM METO0M B
CbIBOPOTKE U MNJ1a3mMe KPOBW YesioBeKa Ha
UMMYHOXMMUYECKUX aHanmzaTopax Alinity i
"'O6wwii p-XIr'Y Kannopatops! (Alinity i Total p-
hCG Calibrators)**

Alinity i Total P-  KoHTposibHbIe MaTepyasbl 471 MOATBEPXKAEHNSA

hCG Controls BOCIMPON3BOAMMOCTIM U MPaBUIbHOCTU
KOJIMYECTBEHHOIO Y KayeCTBEHHOr0
onpefeneHuns obuero p-Xry
NMMYHOXEMWU/TIOMUHECLIEHTHBIM METO0M B
CbIBOPOTKE W M/1a3Me KpPOBYM YesioBeKa Ha
UMMYHOXMMUYECKMX aHanmnsaTopax Alinity i
"'O6wwii p-XIMY KoHTposbHble MaTeprasbi
(Alinity i Total p-hCG Controls)”

L

Signed: N~oth i f (ATt Date:

Nora Fitzgerald

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH
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Alinity i-Total p-hCG Controls (also referred to as p-hCG Cirls)
INTEMDED USE

The Alinity 1 Total p-hCG Controls are for the use in quality control to
nonitor the accuracy and precision of the Alinity 1 Total p-hCG assay
system in human serum or plasma.

Fer additional informetion, refer to the Alinity 1 Total p-hCG reagent
package insert and the Alinity ci-series Operations Manual.

ICONTROL[11 ICONTROL|m] gnd CONTROL M contain hCG prepared in

huen serum Preservative: Sodium azide.

Tre folloning target concentration ranges may be used for individual

replicate control specifications on the Alinity i analyzer:

Tod phG
ICOND

(mun)
(w

IRANGE 1

(mum)
wy
% 16- 34

0 488 - 1013
5000 3250 - 6750

@td

1CONTROL|11

Qertity
1x80nmL
1x80nL

1x80nL

Icontrol|m|

|control|h|

NOIE The insert ranges for the controls are not lot specific

ad represent the total range of values which may be generated
thraughout the life of the product. It is recommended that each
laboratory establish its oan means and acceptable ranges which

shoud fdl within the package insert ranges. Sources of variation that
can be expected include:

¢ Clibrain e Control lot ¢ Reagent lot
o Clibrator lot e Imstrument
STANDARDIZATION

Tre concentration of the controls are evaluated using calibrators
refererced to the World Health Organization (WHO) 4th Intermational
Sachd 75/589 for phOG

FRECAUIIONS

@

¢ FrIn\itro Diagnostic Use

CAUTION This product contains human-sourced

andlor potentially infectious components. Refer to the
GONITENTS section of this package insert. No known test
nrethod can offer conplete assurance that products derived from
huan sources or inactivated microorganisis will not transmit
infection Therefore, dl human-sourced materials should be
corsickred potentially infectious. It is recommended that this

. pradldt and huren specimens be handled in accordance with
the GHAStachrd on Bloodborme Pathogens. Biosafety Level
2 ar other gopropriate biosafety practices should be used for
naterids thet contain or are suspected of containing infectious
A

 The hurenssourced nrateria used in the controls is nonreactive
for HBAg HVL RVAor HVAL Ag, anti-HVAL/HIV-2, and anti-HCV,

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

en

Total p-hCG
[ii~ 07P5110
G71137R02
C7P510

m

The following warnings and precautions apply to: icontrou|i |
[CONTROL]m | AVH Icontrol|h]|

Contains sodium azide.
EUH032

Contact with acids liberates very toxic gas.
P501

Dispose of contents / container in
accordance with local regulations.

Safety Data Sheets are available at wwwv.abbottdiagnostics.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.

¢ This product may be used immediately after removal from 2 to

8'C storage.
¢ Prior to each use, mix by gentle inversion.
STORAGE
¢ Do not use past expiration date.
Storage Maximum  Additional Storage
Termperature  Storage Time Instructions
Unopened 2to 8'C Until
expiration
date
Opened 2t0 8C Until Store tightly capped.
expiration  Retumn to refrigerated
date

storage after use.

INSTRUMENT PROCEDURE

To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 3 drops of the
low control, 3 drops of the medium control, and 3 drops of the
high control into each sample cup inthe assigned position.
For instructions on ordering and loading controls on the

instrurrent, refer to the Alinity ci-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 if controls do

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

BIBLIOGRAPHY

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

2 US mmnnﬂntof Health and Humen Services. Biosafety in
Microbioiogical and Biomedical Laboratories. 5ﬂ'] ed V\mhlrgtm, DoC

US Government Printing Office: Decermber 2009,

World Health Oganlzatlm Laboratory Biosafety Manual. 3rd ed.

Geneva: World Health Organization; 2004.

Cinical and meystal’m Institute (OSI) Protection

of Laboratory V\torkers From Occupationally Acquired Infections;

Approved Guideline—Fourth Edition. (LSl Docurmrent VR9-Ad. V\Hyre,
PA AS; 2014.
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Note for number formetting:

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

e Aperiod is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%9.

Key to Symbols
17 g 15223i;Syml)9js
Caution
Consult instructions for use
Manufacturer
Temperature limitation

Use by/Expiration date

< S

In Vitro Dlagrmtlc Medical

Device
Lot Nurmber
List Number
Other Symbols
Gontrol Number
|cone| Concentration
1ICONTAINS: AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.
lcontrotlll Control Loy Medium High
LMH
1DISTRIBUTED IN THE USA BY | Distributed ;jhithe US4,by
1UNFORMATION FOR USA ONLY | Information-needed fo'r-United
States (of America, only
1PRODUCT OF IRELAND | Product of Ireland
1RANGE 1 Range
IRx ONLY 1 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.
Al other trademarks are property of their respective owners.

Aobot. Irsiard
B_iagnosti(s Division C€

IDISTRIBUTED IN THE USA BY j
Abhott Laboratories
Abbott Park,. 1L'60064: USA

Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com

Revised December 2017.
©2016, 2017 Abbott Laboratories
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ADDENDUM
to the Instruction for Use “Alinity i Total p-hCG Controls” (for Russia)

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device is 2-8°C. Device is stable until the expiration date indicated
on the package. Device is no longer suitable for use if shipping temperature limits have been violated. Ship

in an enclosed carrier vehicle of any kind in accordance with shipping rules, applicable to the respective
carrier.

Medical device must be stored at a temperature of 2°C to 8°C in refrigerators/refrigerator chambers to
ensure regulated temperature conditions with a daily temperature record.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled
as directed. The maximum shelf life of the medical device is 10 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

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10
dated December 12, 2010 “Sanitary-epidemiological Requirements for the Managementof Medical Waste”.
Transmit and dispose of a product and its components and packaging in accordance with local regulations.
LIST OF APPLICABLE STANDARDS

ISO 9001, ISO 13485, ISO 13485 (including CMDCAS)

POTENTIAL USER

Alinity i Total (3-hCG Controls are intended to be used in a variety of clinical and laboratory 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 Alinity i analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION
Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN
Meterials of animal origin are absent.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.

QAbibot~
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Alinity

O6wunn p-Xr'4Y KoHTposibHble maTepuarssl

(Alinity i Total p-hCG Controls)

Cm. lﬂpl,qeneHHble U3MENgHU: Pe_,anLmﬂ;_q?Kg6pb 2017,\5’& A

HANMEHOBAHUWE (CokpauieHHOe)

06wt pXIY KoHTpossHbE MaTeprarib|

{Alinity | Total p-hCG Corttrols)

(Taroke BCTpeyaeTcs Mo Tekcty: p-hCG Cirls)

HA3HAUEHUE

O pXY KoHtparsHsE Matepriarisi (Alinity 1 Total p-hCG
Controls) npegHasHaqeHb! 41 NPOBEAEHWA MPOLEAYPbl KOHTPOA
KaYecTBa 1 MOHTOPKMHIA TOHHOCTU W BOCTIPOM3BOAMMOCTY TecTa
Alinity | Total p-hCG npun riccnegoBaHMM CoBOPOTKA U MV1a3Mbl
KPOBY Yer10BeKa.

JononHUTenbHYH0 MHGOPVIELIMEO CM, B MHCTRYKLVM 10 NMPUMEHEHEO
K COOTBETCTBYHOLLIEMY peareHTy 1 PyKOBOACTBe M0 3KCruTyaTaLym
Alinity ci-series.

COLEPXUWMOE

ICONTRODb|L( |cOMTROI [m[ u [CONTROL|H| cogepxaT XY

MOArOTOR/MEHHbIA B CbIBOPOTKE KPOBY UerioBeKa. KOHCepBaHT; asug,
HaTps,
CrenytolLLivie viarnasoHbl LIEMEBLIX KOHLIEHTpaLWA MoryT

CrI0/b30BaTLCS B MHAYBATYabHBIX CMIELMGMKALISIX KOHTPOS! Ha
aHanwvzarope Alinity k

QR RXUY
jcONCI IRANGE |
(mum) (mUm)
KaHipob Koveceo (A7) wy
|controt|1] 1x80mi 25 16-3A
|control|m]| 1x80nL 70 488 - 1013
lcontrol|h| 1x80ml 5000 3250 - 6750

MPVIVEYAHV/E [IyanasoHbl, YKa3aHHbE B VHCTPYKLMW MO
MPVIVEHEHUIO, He CrielqWIYHbI MO CepyisiM Y1 NPEACTaB/ISoT
c060ii 06LLME AMariasoHbl 3HAYEHWIA, FeHEPVPYEMbIX B TeUeHVe
CpOKa roAHOCTU MpofyKTa. Kavkaoii nabopatopui peKoMEHZYeTCs
YCTaHaB/MBATb CBOM COBCTBEHHbIE CPEHYIE 3HAYEHUS U
[manasoHbl MpYeMieMbIX 3HAYEH, KOTOPbE JO/DKHBI Gbb B
pamMKax Auana3oHoB, YKasaHHbIX B UHCTRYKLWM M0 MPUMEHEHMIO.
VICTOUHMKaMA 0XMaeMO BapriaberibHOCTU MOTYT ObiTb:

¢ Kawmbposka e Cepus koHTPOH *  Cepua peareHTa

e Cepua ¢ AHavsatop
Kanmbpartopa
CTAHOAPTU3ALNA

KOHLIEHTPALWIO KOHTPO/IEH OMPEAENsI C UCTIONb30BaHMEM
KarmbpaTopoB, COOTHECEHHBIX C A" MBXKIyHAPOIHBIM CTaHAPTOM

75/589 pgra (3XY BeemmpHoii OpraHmsaupim 3apaBooxpaHeHst
(BOB).
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Total p-hCG
[Sig O7P5110
G76227R02
C7P51R

MEPBI MPEAOCTOPOXHOCTU

e 1A ANarHoCTVKK in vitro
,  IrRxonwyl

Mepbl NpefoCTOPO>KHOCTH

t, BH/MAH/E: [aHHbIiA NPOyKT COASKAT
Mo/yYeHHbE OT YerioBeka Wi NOTEHLMaIbHO MHGEKLMOHHbE
KOMIMOHeHTbL CvioTpuTe pazaen COOFPYK/IMOE aaHHoi
VHCTPYKUMM 10 NPVIMEHEHVIO. HA 0VH U3 UBBECTHbBIX
METO/0B TeCTUPOBAHUA He MOXET FapaHTUpOBaTb, HTO
MaTepviasibl, NMoyYeHHbE OT YeNOBEKa, W VHaKTVB/POBaHHbE
MVIKDOOPraHM3MbI He MepeHOCT HekUto. MoaToMy Bce
maTepviasibl, NMo/yYeHHbE OT YeIOBEKa, CrIEAyeT CUMTaTb
MOTEHLWI&/IbHO VH(EKLMOHHBIMA. PeKoMeHIyeTcs 0bpaLLiaThest
C JaHHbIM MPOYKTOM M 06pasLiamu, NoyHeHHbIMA OT
YerioBeka, B COOTBETCTBUM CO CraHOgpTOM Mo 06paLLIEHIO C
reMOKOHTaKTHBIM MaToreHamiv, paspaboTaHHbIM YTpag/ieHVieM
CLLA ro oxpaHe TpyZa 1 NPOMbILLITEHHO rUrvieHe
(CSHA). M paboTe 0 MaTepraiamy, CoLePXALLUMA WA
NPEANOOMTENBHO COAEPXALLYMA VH(EKLMOHHbE areHTb|,
CcnefyeT cobnopaTb NpaBWia BYOMOTMYECKO 6e30MacHOCTH,
YPOBeHb 2, W pyTvie COOTBETCTBYHOLLIME MPaBWia
Gronoruyeckoli GesonacHocTn."™
MaTepyiarn, nomyqeHHbIA OT YeroBeKa, VICMo/b30BaHHbIA B

KOHTPO/IX, He peakTueeH Ha HBsAg, HVAL RNA wm H\AL Ap,
aHTHHMY/HN\2 1 aH-HCV.

CreytoLLyie MpeayrpexaeHAs 1 Mepbl MPeaoCTOPOXXHOCTY

OTHOCATCA K Lontrot |1 || controt|m|,, [controt H1

CopepiuT asny, Harprs,

EUH032 MoV KOHTaKTe C K1CToTamy 06pasyeTcst
BbICOKOTOKCVUHB A Te3.

P501 YIWwWBMpyiiTe COfeKAMOe/KOHTEHED B

COOTBETCTBAN C CaHUTaPHbIMA HOpMaMA

P (CaHviH 2.1.7.2790-10 ot 09.12.2010).

[MacrnopTta 6e30MacHOCT AOCTYMHbI Ha CaiiTe

www.abbottdiagnostics.coni Wy MeCTHOro NpeAcTaBUTENS.

MoapobHYH0 MHGOPMALIKO O HEOOXOAIMbIX Mepax

MPeLOCTOPOKHOCTI MV paboTe € aHa/M3aTopoM CM. B

PykoBoacTse o akcryarauym Alinity ci-series. Pazgen 8.

MoAroTOBKA K MCMOJ/Ib3OBAHNIO

e [laHHbIA NPOdYKT MOCTABMSETCH B XWOKOM BULE, FOTOB K
CIO/Mb30BAHMIO,

e JlaHHbIA NMPOJYKT MOXET MCrO/b30BaThCA HEMOCPeACTBEHHO
rnocrie V3BMEYEHIsT U3 MecTa XpaHeHVst ¢ Temneparypoii 2 - 8'C.

»  TMepe KaXIbM MCTIO/b30BAHVEM MEPEMELLIMBAIATE, aKKyPaTHO
MepeBopaUVBast (Y1aKoH,

XF
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XPAHEHUE
¢ He vcnonb3yiiTe nocsie UCTEYEHWSt CPOKA MOAHOCT.
JononHuTensHbe
Temriepatypa MBKC, BpeMA  MHCTPYKLWM 10
XpaHeHus XpaHeHA XpaHeHUO

HeBcKpbITbIA 2 - 8'C [o oxoH4aH/s

thnakoH CpoKa rogHoCTM

Bekpbmbii 2 - 8C o okoH4aH/A  XpaHWTb BO

thnakoH CpOKa roAHOCTV (lakoHax.
TV/I0THO 3aKPbITbX
KDbLLKAVW.
[ocre
CTI0Mb30BaHUA
XPaHUTb B

OX/IaYKIEHHOM BUZE.

MPOUEAYPA PABOTblI HA AHAJTM3ATOPE

e [ins nonyyeHns pekoMEeHYeMOoro 06beMa KOHTPOMe AepykuTe
(1akoH BEpTUKa/IbHO M j06aBbTe 3 Karvivi HSKOMO KOHTPO/IS,
3 Karvm cpefHero KoHTPOA U 3 Karviv BbICOKOTO KOHTPO/ S B
KadKIYH0 YalleyKy i1 06pasLia B COOTBETCTBYHOLLEIA MO3ULIMN.

e VHdhopmaLmio o 3aKase v 3arpyske KOHTPOrEl B CUCTEMY CM. B
PykoBoacTee no akcrvtyatauym Alinity ci-series, Pasgen 5.

MOKA3ATE/NTN HECTABUNBHOCTU U MOPYUN
IMoKasaTessiMM HECTAGUIIBHOCTA WA TIOPHM CIY)KAT OC3I0K,
BUIMMbEE C/Ieflbl MPOTEUKY, 3aMyTHEHHOCTb W HECOOTBETCTBME

KOHTPO/EN KpUTEPHAM, YKa3aHHbIM B MHCTPYKLMN 10 MPVIMEHEHIO
wwm PyKoBoACTBe Mo aKcryyatauym Alinity ci-series.

BUBNNOTPA®INA

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

2 USDepartrmntof Health and Huen Services. Biosafety in
Microbiological and Biomedicai Laboratories. 5ﬁ1ed V\mhlrgtm, oC
US Governirent Printing Office; Decermber 2009.

3. V\l:ﬂd |‘ba|th |Zat|m Laboratory Biosafety Manual. a’d m
Geneva: World Health Organization; 2004.

4. Clinical and Lmatﬂ'ystal’m Irstitute (Oﬂ) Protection
of Laboratory IMorkers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. .Sl Docunent VR29-Ad. V\ayl"ﬂ,
PA A.S; 2014.

thopmat umcen;

* B KayectBe pasgennTenia Tbcay UCMO/b3YETCA np06er| (I'IpVINEp,
10 000 06pa3uoB).

¢ B KauecTBe pazaenvTesis AeCTUUHbBIX 3HAKOB VCTI0/b3YeTCA
Touka (Mpyvep: 3.12%.
Mcnonb3yemble CUMBObI
CumBONbi1lS0.15223

BHuvaHve
X
Qv VHCTPYKLMO MO
C® MPUMEHEHNIO
l/BrotoBuTe/b
TevrepaTypHb 4 AyianasoH

Vicrionk3oBaTh A0/CPOK FoHOCTY

MeoyumHekoe n3aenve arsi
[VArHOCTUIKA in Vitro

M Homvep cepun
KararoiHbii Hovep
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Apyru.e cMMBO/bI

few] KOHTpObHLIA HOMEp
icONCi KoHLeHTpaLyA
1CONTAINS: AZIDE 1 CofiepHIT a3ng, Harpus,

M KOHTaKTe ¢ K/CIoTavIn
06pasyeTcs BbICOKOTOKCMHHb I
ra

Wb Hskiin, CpeaHiii,
Bercorii (LMH)
[yictpit™papp;s-CLLIA
WHchopvaLys Torbko g CLLA
Mooy VipraHaymn

[JvanasoH

controll|l |

IDISTRIBUTED IN THE USA BY |
linformation for USA ONLY
Iproduct of IRELAND |
IRANGE 1

1RXx ONLY 1

[na venonb3oBaHUs TOMbKo

MEALIIHCKM PaGOTHKOM
(NpYIMEHMMO TOMBKO K

KraccvgmkaLym CLLIY)

Alinity sIBMsIETCH TOProBoiA Mapkoii KomnaHun Abbott Laboratories B

pasHHbIX HOPVGIVKLYSIX. Bee pyrvie TOProBbE MapKU SIBMSOTCS
COGCTBEHHOCTBIO COOTBETCTBYHOLLX B/AJE/bLIEB.

Abutt. Ireland

Diagnostics Division C€
Iéo Longford

Irdlard

+353-43-3331000

IDISTRIBUTED IN THE USA BY |
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MPUNOXEHNE

K VHCTPYKUMW 10 NPUMeHeHW0 KOHTPO/IbHbIE MaTepuasibl AN MOATBEPXAEHUSA BOCMPOU3BOAMMOCTU U
npaBuIbHOCTA KOINYECTBEHHOIO n KayeCTBEHHOro onpegeneHns obLuero (3Xry
UMMYHOXEMW/TIOMUHECLIEHTHBIM ~ METOAIOM B CbIBOPOTKE W [J/la3Meé  KPOBM  YesioBeKa  Ha

UMMYHOXUMMYeCKMX aHanmsaTopax Alinity i «O6wmin P-XI'Y KoHTponbHble maTepuasnsi (Alinity i Total p-
hCG Controls)» gna Poccuu

YCnoBuA TPAHCIMOPTUPOBKW n XPAHEHWA
M3penue pekomeHayeTCcs TpaHCNOPTUPOBaTb Mpy TemrnepaType 2-8°C. M3genve octaeTcs CTabuibHbIM
[0 OKOHYaHWA CpoKa rOAHOCTM, YKa3aHHOro Ha ynakoske. [Ipy TpaHCMOPTMPOBAHUW C HapyLUeHVeM
TeMMNePaTypHOro pexuma W3genive He MOL/IEKUT MPUMEHeHW0. TpPaHCNopTUPOBKa OCYLLIECTBIISETCA
BCEMW BUZAMW TPAHCMOPTa B KPbITbIX TPAHCMOPTHBLIX CPeCTBax B COOTBETCTBUN C MpaBuiamMn NepeBo3Ky
rPy30B, AEMCTBYHOLLMMMN Ha KaXK4OM BUAe TpaHcrnopTa.
XpaHeHWe U3ae/Nin JOMKHO OCYLLIECTBATLCA Mpy TeMmnepaTtype oT 2 °C 4o 8 °C B X0noanbHbIX Kamepax
W1 B XONOAW/IbHUKAX, 06ecnevmBatoLLMX PerylaMeHTMPOBaHHbIA TeMMNePaTYPHbIA PEXUM.

rvo 1
FAPAHTUNHBIE OBA3ATE/IbCTBA
Mpon3BoAnTENb rapaHTMPYeT, 4YTO MpY MPaBUIbHOM XpaHeHUW W obpalleHun U3fenne 0oCTaeTcA
CTabu/IbHbIM 0 WCTEYEHNS CPOKa FOAHOCTU. MaKCuMasibHbIA CPOK FOAHOCTU MEAULIMHCKOIO n3genns He ]b
6onee 10 mecsLeB € gaTbl NPOM3BOACTBA. 3henne, XpaHUBLLIEECS C HAPYLLEHWEM PerlaMeHTMPOBaHHOMO
NPON3BOAUTESNIEM PEXNMA, MPUMEHEHUIO HE MOLNIEXNT.

»-
«n

TEXHWYECKOE OBC/Y>XBAHWE
He TpebyeTcs.

TEeKyWwmnii peMoOHT
He TpebyeTcs.

OAHHBIE ONA YTUIN3AUNA N YHUYHTOXEHUA MEANUMHCKOIo U3[ENNA

MeguumHCKoe u3genve YTWIN3MPYIOT N YHUYTOXAKOT B COOTBETCTBMM C Npasuiamy obpalleHns C
MeSUUNHCKMMN oTXof4amun, pernameHTupyowmmmnca CadlMuH 2.1.7.2790-10 ot 12.12.2010 «CaHuTtapHo-
3ANVAEMMONOTNYECKIME TPe60BaHUS KOBPALLEHNIO C MEAULMHCKAMUN OTXOLaMU».

HeobxogmMmMo crefoBaTb HaUMOHa/IbHBIM CTaHapTam Mpu nepejave W yTUAM3aUMW WU3LeSVs, ero
KOMPMOHEHTOB U YMaKOBKW.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLINHCKOE N3AEMNE
1SO 9001:2008, 1SO 13485:2003, 1SO 13485:2003 (Bktovass CMDCAS)

MOTEHUWANBHbBIN NMOTPEBUTE/b

MeguupmHekoe mnsgenune O6wmin P-X'Y KoHTponbHble MaTepuasibi (Alinity i Total P-hCG Controls)
npefHa3Ha4YeHo 418 UCMOMb30BaHWSA B Pa3/IMYHbIX KIMHUKO-1ab0paTopHbIX YCMOBUSX, BKIHOYas, 6e3
OrpaHnyeHns, 60MbHULLbI, AMArHOCTUYECKME LEHTPbI, pethepeHTHbIE /1abopaTopumn 1 yUpexxaeHns

nepenvMBaHya KPOBW M0 BCEMY MUPY, MEPCOHaN KOTOPbIX NPoLLen 0byyeHre Mo UCMosIb30BaHUIO
aHanusatopa Alinity i.

NHPOPMALMA O HAMNYNA B MEAVLIMHCKOM U3OENWW NEKAPCTBEHHOIO CPEACTBA
He cogep>xut

CTEPW/IbHOCTb
MocTaBnseTc B HECTEPU/IbLHOM BUae. CTepunusaums nepes npuMeHeHUEM He TPeOYeTC NN AE A

NH®OPMALSA O BO3MOXHOCTW MOBTOPHOIO MPUMEHEHWS fl:-7"fMrnoms4

T wn/ CcerTIFICATE
He NoANEXXUT NMOBTOPHOMY NMPUMEHEHMIO. OF

ORIGIN
MATEPUNAJIbl XXUBOTHOIO NMPONCXOXOEHNA
MaTepuasbl XXUBOTHOFO MPOVCXOXKAEHNS OTCYTCTBYHOT.
MNMOKA3AHUA N MPOTUBOMNOKA3AHNA K MPUMEHEHWNKO
He npymeHio. SL1GO CHAMBER OF COMMERCE (INC)
CERTIFIER CORRECT IN ALL GOOD FAITH
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3660TT VipnaHaws, Ten:+ 353 43 333 1000
JviarHoctuyeckoe nogpasaeneHve, dakc: +353 43 333 1001

JNucHamyk, JToHrdopa,
rpagicso JloHrchopg, WpnaHavs

Mognuck: <nognucaHo> Jara: 29 ansapa 2019 r.

Hopa ®uymkepanbg

CneunanncT perynaTtopHoro oTaena

3660TT VpnaHgus, AinarHocTn4yeckoe NogpasgeneHme
JlucHamyk, J1oHrops

MpagcTBo JToHrops

WpnaHgnsa

/MeyaTb: TOPTOBASA MANATA CNAVIO (MHK)

MNOANMMNHHOCTbL 3ACBUAETE/IbCTBOBAHA JOBPOCOBECTHO

YnonHoMo4YeHHOe nnuo /nognucano/ 31.01.2019 r./
TMeyaTs: TOPFOBASA MAJIATA C/TAVTO (MHK)

3ABEPEHHbIV CEPTU®UKAT O MPOVNCXOXAEHWW/

/MevaTb: narHocTunyeckoe nogpasgeneHme 3660TT, rpadcTso JIoHrgopa/

/nognucaHo/

29 axuBapa 2019 r.

MepeBof C aHrAMACKOTO M HEMELKOTO S3bIKOB HA PYCCKUI A3blK BbINOAHEH NMEPEBOAUYNKOM
YucTAakoBoin BukTopueidn AMuTpreBHOIA.
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Poccuiickasa depepauyus. Nopog MockBa.

MaToro deBpansa ABe ThicAunM AeBATHaALATOro roga. /

A, baxTaase dnbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENbCTBYHO MOAMUHN
nepesogumka YnNcTakoBoin Bukropum OMUTPUEBHBI. rioAnucy

Mopgnucb caenaHa B MOEM NMPUCYTCTBUMN.
nMHHOCTbHOAHMC&BW&FOAOKyMeHTyCTaHOBHEH&

3apeructpupoBaHo B peecTpe: Noe77/52-H/77-2019- A
B3bickaHo no Tapudy 100 pyo6.

YnnadyeHo 3a okasaHue ycsyr NpaBoBOro 1 TeXHUUYECKOro Xapakrepa; -

2.10. bo
Mopnucek
MevaTb
Bcero npoluHypoBaHo, np/yjyiepoBan
M CKPENJIEHO Meyarbio. et AT
HOTapuyC......cccocvvveiieieee,
N
MpoLmnTo B KO/IMYECTBE nncTos Moanmce
«/K » 2 0 ~ rogan
A "
[unpekTop HanpaBneHAa/NNMMHNYEeCKNe NCCneLoBaHus MeyaTh

000 «MHBUATPO»

A 3. HoBuKoBa

Poccuiickan Pepepaums. Ffopog Mocksa

MsaToro qespans Ase ThiCAYM AEBATHAALATOIO roja.

A, baxtagse 3nbmupa OpbesHa, HoTapuyc . MOCKBbI, CBUAETE/LCTBYIO BEPHOCTL KOMUKM C NPeaCcTaBieHHOro MHe
[OKyMeHTa.

3apervctpuposaHo B peectpe: Ne77/52-H/77-2019-
B3bickaHo Mo Tapudy:
YriaueHo 3a 0KasaHyie yeyr npaBoBoro M TEXHWYECKOr0 XapaKrepa: —

2.0, baxTtapgse

Bcero npolHypoBaHo, npoHy”~poB3aIN
M CKpenaeHo n*ybnslo.../14"mP .n\ncn44r,
HoTapnyc..M s )
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