«COI'JIACOBAHO» «YTBEPXKJIAIO»
JIUpeRTOp  PpErynaTOpHON®G  OTAeNa JAupekrop  HanpaBncHMS  «KiIHHEYeCKHE
JIHarEoCTHIECKOro HOAPA3ReNICHAS HCCNIEXOBAHHAY
OfmecTsa ¢ orpaHAIeHAOH 000 «Hezarrcumas naGoparopas UHBUTPO»
OTBETCTBEHHOCTRIO «9660r1T -

JIs6oparopn3» B Poccan 1 crpanax CHI'

HucTpyxnus no npHMeHeRRI0

KORTpONBHEC MATEPHATH VIS NOATBEPKACHAS BOCIPOH3BOAMMOCTH H NPABHNLHOCTH
KOJIHYECTBEHHOI'O H KA9CCTBEHHOrO onpenenenns obmero f-XI'Y
AMMYHOXEMH/IIOMHHECIICHTHEIM METOZOM B CHIBOPOTKE HJIH ILTA3ME KPOBH YeJIOBeKa Ha
HMMYHOXHMHYECKHX aganma3aTopax Alinity i «O6umit p-XI' KoHTpoNsHEe MaTepHantl
(Alinity i Total B-hCG Controls)»,
npousBozacTsa 3660Tr Upnanmas, Jlnarsoctadeckoe noapasacnenne, Upnanms

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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v I, Nora Fitzgerald, Regulatory Affairs Specialist, Abbott Ireland Diagnostics
Division , Longford, Ireland, hereby 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 ®uTwkepanbg, CneynManuct  perynstopHoro  otgena,  3660TT
[OnarHoctnyeckoe [MogpasgeneHve Wpnavgwsa, Jlowrdopg, WpnaHgua (Lourda
Fitzpatrick, Project Manager Regulatory Affairs, Abbott Ireland Diagnostics Division,

i Longford, Ireland), HacTOAWMM yOOCTOBEPAD, 4TO NpUnaraeMble LOKYMEHTbl B

VS, HWKENpWBEAEHHOM 0ObEME CTpaHUL, ABASKOTCA MHCTPYKUMAMU MO MPUMEHEHUID. ITU
[OKYMEHTbI MO/THOCTBI0 COOTBETCTBYHOT (DaKTUUECKOI AOKYMEHTALMN NPOU3BOAUTESS.

MHcrpykums no npuMeHeHMto Ha MeguumHcekoe nsgenue (Insert for medical devise)

Kanubpatopbl 418 obecnevyeHNss NPaBUNbHOCTU KOSIMYECTBEHHOIO U
Ka4yecTBEHHOr0 onpegeneHmns obwero p-XryY nMmyHOXeMUAKOMUHCCUEHTHBIM
MeTOZOM B CbIBOPOTKE 1 M1a3Me KPOBY YesloBeKa Ha MMMYHOXUMUYECKNX
aHanmzatopax Alinity i ""O6wmii P-XI'Y Kannbpatopsbl (Allnity i Calibrators)™

CocTas:
Title Number
of pages
m -  Instruction for Use for the Alinity i Total P-hCG Calibrators with 3
xo  ADDENDUM for Russia. 3

VIHCTpYKUWMS no NpuMeHeHnio "O6wumii P-XIMY Kannbpatopb!
(Alinity i Total p-hCGCalibrators)" ¢ MPUJTOXXEHWEM gns Poccun.

Mo TEKCTY MHCTPYKLMM BCTPEYAOTCA BapuaHTbl HaMMEeHOBaHUI MeAULIMHCKNX
V3OENNIA, MPUBELEHHbIE B TaBNMLIE HKE, KOTOPbIE SBNSKOTCS CMPaBef/MBLIMM 1

" paBHO3HauHbIMKM (Instruction for Use includes the followings true and equivalent short
2 names of medical devices listed in table):
HavMeHoBaHVie Ha HavmeHoBaHVe MEULIMHCKOTO M3aenns Ha CokpatLigHHoe
exxn AHIIMACKOM 513bIKe PYCCKOM $13bIKe Ha/MeHOBaHVie
Alinity i Total 0-h0G Ha60op peareHTOB /N1 KO/IMYECTBEHHOTO 1 OBy P-XIY
R;:'%t' K(ii P KaueCTBEHHOrO onpezeneHs obLuero p-Xry PearenTbi (Alinity i
g MMMYHOXEMTIFOMUHECLIEHTHBIM METOZIOM B Total p-hCG Reagent
CbIBOPOTKE U M/1a3Me KPOBW YesioBeKa Ha Kit);

VIMMYHOXMMUYECKMX aHanm3aTopax Alinity i
"O6LmiA P-XIMY PeareHTsl (Alinity i Total p-hCG
Reagent Kit)"
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Alinity i Total P-hCG ~ KanmGpatopbl 415 06ecrneyeHns npaBuibHOCTM  O6wmin p-XIry

Calibrators KO/IMYECTBEHHOIO N Ka4eCTBEHHOr0 Kanunépatopbl (Alinity i Re
onpegeneHns obuero p-Xry i Total p-hCG
NMMYHOXEMW/TIOMUHECLLEHTHLIM METOA0M B Calibrators)

CbIBOPOTKE U Njia3mMe KPoBY YesiIoBeKa Ha
UMMYHOXUMUYECKMX aHanm3aTopax Alinity i

Alir
"O6wwin p-XI'y Kannopatops! (Alinity i Total p- IN
hCG Calibrators)" Th
Alinity i Total p-hCG  KoHTponbHble MaTeprasbl AN NOATBEPXKAEHMNS O6wuii p-Xry g
Controls BOCMPOU3BOAMMOCTI 1 NPaBUIbHOCTU KOHTpOosbHble hu
KOMMYECTBEHHOTO 1 Ka4eCTBEHHOI0 Matepuanibl (Alinity i Fo
onpezenenus o6Lero p-Xry Total p-hCG Controls). '8
MMMYHOXEMUTIOMUHECLLEHTHBIM METOA0M B 1 1
CbIBOPOTKE U1 M/1a3Me KPOBU YeoBeKa Ha az
NMMYHOXMMUYECKNX aHanm3aTopax Alinity i
"O6wwmii P-XIM'Y KoHTpOosbHble MaTepuasbl A
(Alinity i Total p-hCG Controls)" H
[
S
B
: A0 (
Signed: A2 WU cdbif Date: [

Nora Fitzgerald

Regulatory Affairs Specialist,
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

94l ifieiftiy

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH

//nr liLil LAuthorised Official

I
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Alinity i
Total p-hCG Calibrators

Read Highlighted Changes: Revised p~ember-2017. <

NAME
Alinity i Total p-hCG Calibrators (also referred to as p-hCG Cals)
INTENDED USE

The Alinity i Total p-hCG Calibrators are for the calibration of the
Alinity 1 analyzer when used for the quantitative and qualitative
determination of beta human chorionic gonadotropin (P-hCG) in
human serum and plasma.

For additional information, refer to the Alinity i Total p-hCG reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS
- |°*AI7] prepared in human serum. Preservative: Sodium

azide.
Total P-hCG|c°"c|
Calibrator Quantity (mlu/mL) (uy
1x 3.0 mL 0 0
1x 3.0 mL 10 10
1x 3.0 mL 250 250
I 4p] 1x 3.0 mL 1000 1000
1x 3.0 mL 7500 7500
1x 3.0 mL 15 000 15 000

MATERIALS REQUIRED BUT NOT PROVIDED
« (04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

The calibrators are manufactured gravimetrically and referenced
to the World Health Organization (WHO) 4th International standard
76/589 for p-hCG at each concentration level.

PRECAUTIONS
®

« For In Vitro Diagnostic Use

Safety Precautions

/lx CAUTION: This product contains human-sourced

and/or potentially infectious components. Refer to the
CONTENTS section of this package insert. No known test
method can offer complete assurance that products derived from
human sources or inactivated microorganisms will not transmit
infection. Therefore, all human-sourced materials should be
considered potentially infectious. It is recommended that this
product and human specimens be handled in accordance with
the OSHA Standard on Bloodborne Pathogens. Biosafety Level
2 or other appropriate biosafety practices should be used for
materials that contain or are suspected of containing infectious
agents."™"

The human-sourced material used in the calibrators is
nonreaotive for HBsAg, HIV-1 RNA or HV-1 Ag, anti-HIV-1/HIV-2,
and anti-HCV.
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The following warnings and precautions apply to:
Contains sodium azide.
EUH032

P501

Contact with acids liberates very toxic gas.
Dispose of contents / container in
accordance with local regulations.

Safety Data Sheets are available at www.abbottdiagnostios.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
Temperature Storage Time instructions
Unopened 2to 8C Until
expiration
date
Opened 2to 8C Until Store tightly capped with
expiration new replacement cap.

date Return to refrigerated
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 been exceeded. Maximum In-use Stability can be
found in the Assay Parameter Report. For additional information on
calibrator In-use Stability, refer to the Alinity ci-series Operations
Manual, Section 5.

For additional information 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 configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.
For instructions on ordering and loading calibrators on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY 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.

a Abbott



Once a calibration is accepted and stored, all subsequent samples

may be tested without further 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 monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package Insert.

« If statistically-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.

INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, if calibration does
not meet the appropriate package insert and/or Alinity ci-serles

Operations Manual criteria, or if controls do not meet the appropriate
criteria.

BIBLIOGRAPHY

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

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

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationaiiy Acquired infections:
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

Note for number formatting;

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

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

Caution

Consult instructions for use

Manufacturer
td
Temperature limitation
2 Use by/Expiration date
in Vitro Diagnostic Medical
Device
Lot Number
[SE List Number
L] Serial number

|calla| Calibrator (A,B,C,D,E or F)

[cm] Control Number

JCONC1 Concentration

ICONTAINS azide] Contains Sodium Azide. Contact

with acids liberates very toxic
gas.
IDISTRIBUTED INTHE USABY]

JINFORVIATION FCRUSAQNLY | fifoOKn”lorrjind’e'dit™™
Saigl/BJamifteajohly

IPRODUCTCPIRELAND | Product of Ireland

RXO\NLY1 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 Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

| DISTRBUTED IHTHE USABY |

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

Revised December 2017.

©2016, 2017 Abbott Laboratories

H abbott
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ADDENDUM
to the Instruction for Use “Alinity i Total (3-hCG Calibrators” (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 Management of Medical Waste”.
Transmit and dispose of a product and its components and packaging in accordance with local regulations.

LIST OF APPLICABLE STANDARDS
1SO 9001, 1SO 13485, 1SO 13485 (including CMDCAS)

POTENTIAL USER

Alinity i Total |[3-hCG Calibrators 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
Materials of animal origin are absent.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.
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Alinity i
o6wunin p-Xr'Y Kannoépartopsobl
(Alinity i Total p-hCG Calibrators)

pm/BblaeneHHbleNn3geHeHns;MPegan 2017 r. vu,

HANMEHOBAHWE (CokpalieHHoe)

06w uin p-Xry Kanuéparopsl (Alinity i Total p-hCG Calibrators)
(Takxe BcTpevaeTcs no TekcTy: p-hCG Cals)

HA3SHAUYEHUNE

O6wwnii p-Xr4d Kanuepatopsl (Alinity | Total p-hCG Calibrators)
npegHasHaveHbl 4ns kanubposku aHanm3atopa Alinity | npu
KO/IMYECTBEHHOM U KayeCTBEHHOM onpejeneHun Geta-
XOPUOHMYECKOro roHafoTponuHa yenoseka (p-XY) B cbiBOpoTke 1
nnasme KpoBuW YesioBeka.

JlononHUTENbHYI0 MHGOPMALIMIO OM. B MHCTPYKLUW MO NPUMEHEHWIO
K COOTBETCTBYIOLLEMY peareHTy 1 PyKoBoACTBE MO aKcniyatauum
Alinity ci-series.

COAEPXWMOE
NOATOTOB/IEHbI B CHIBOPOTKE KPOBW YesioBeka.
KoHcepBaHT; asug Hatpusi.

mﬁ p_erl CONCi
Karvbparop Korwmqectso (mum) (up
1x3.0mL 0 0
1x 3.0 mL 10 10
iPAMg 1x3.0mL 250 250
[c*Ip| 1x 3.0 mL 1000 1000
ICALIE| 1x 3.0 mL 7500 7500
[Hy?! 1x 3.0 mL 15 000 15 000

HEOBXOAMMbIE, HO HE NMPEAOCTAB/IAEMbIE
MATEPUAJIbI

* 04R1001 3ameHsiemMble KpbILIKL A5 KanibpaTopa/KoOHTPOss
Alinity ci-serles Calibrator/Control Replacement Caps

CTAHOAPTU3ALMA

Kanunépatopb! M3roToB/IEHbl FPaBUMETPUYECKN U COOTHECEHbI
¢ 4" MexayHapoZHbIM CTaHAapTom BcemupHoii OpraHusauuu
3apaBooxpaHeHus (BO3) ansa p-XIY 75/589 Ha Kax<gom ypoBHe
KOHLeHTpauum.

MEPbI MPEAOCTOPOXHOCTU

e [nsa gnarHoctuky In Vitro

lrk onty 1

Mepbl nNpefocTOpOAKHOCTH

BHUMAHWE: [aHHblii NPOAYKT COAEPXNT
nosly4eHHble OT YesioBeka W/Uin NoTEeHUMa/IbHO UHMEKLVOHHbIe
KOMMOHeHTbl. CMoTpuTe pasgen COOEPXXUMOE paHHoi
WNHCTPYKLUW MO NPUMEHEHMIO. HW OyH M3 U3BECTHbIX
METOZ0B TECTUPOBAHNSA HE MOXET rapaHTuposaTb, YTO
mMartepuasibl, NO/yYeHHblE OT YesioBeKa, WM NHAKTUBMPOBAHHbIE
MWUKPOOPraHW3Mbl He NepeHoCcAT uHdekumo. Moatomy Boe
mMarepuasibl, NO/yYeHHblE OT YeoBeKa, CriefyeT cuntaTb
noTeHUMasnbHO MH(EKLMOHHbIMU. PekomeHayeTcs obpatiarbest
C [laHHbIM NPOAYKTOM 1 o6pasuamu, NosyYeHHbIMU OT
yesioBeka, B COOTBETCTBMM cO CTaHAapToM no obpaLleHnio ¢
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rEMOKOHTAKTHbIMU NaTtoreHamu, paspaboTaHHbIM Ynpas/ieHnem
CLIA no oxpaHe TpyZa W NPOMbILLNEHHOW TUTMeHe
(OSHA). Mpu pa6oTe 0 matepuanamu, cogepxawiumm unu
NPeAnosIoXUTENbHO cofepXalMn UHMPEKLNOHHbIE areHTbl,
cnefyeT cobnoaaTtb npasuna 61Monornyeckoil 6e3onacHocTy,
YpOBeHb 2, WK Apyrve COOTBETCTBYHOLLME npasuia
6uonoruyeckoii 6esonacHocTu."™™
Martepuaibl, No/y4eHHbIe OT YesloBeKa, UCMO/b30BaHHbIe B
KanuépaTopax, He peakTBHbl Ha HBsAg, HIV-1 RNA nam HV-1
An, aHTu-HIV-1/HIV-2 n aHTn-HCV.
Cnepyolwe npegynpexaeHns 1 Mepbl NpegoCcTOPOXHOCTH
OTHOCATCA K: I®**-1%] -
CopepXuT asung, HaTpus.
EUH032 Mpy KOHTaKTe ¢ kucnoTamu obpasyercs
BbICOKOTOKCUYHBIIA ras.
P501 YTunusupyiite coepxumMoe/KoHTeliHep B
000TBETOTBUM C CaHUTapPHbLIMU HOpMamm
P® (CaHlNuH 2.1.7.2790-10 ot 09.12.2010).

Macnopta 6e30MacHOCTW AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nnny mecTHoro npeacraButens.
Moapo6Hyto MHhopMaLmMio 0 HEOBXOAUMbIX Mepax
nNpeaoCcTOPOXHOCTY NpK paboTe C aHaNN3aTOpPoOM CM. B
PykoBogcTBe no akcnnyatauum Alinity ol-series. Pasgen 8.

MOoAroTOBKA K NCIMOJ/Ib30OBAHUIO

e [laHHbllii NPOAYKT NOCTaBNSETCS B XWAKOM BUAe, rOTOB K
MCNO/b30BaHUIO.

e [laHHblli NPOAYKT MOXET MCNOMb30BaTLCS HENOCPEACTBEHHO
nocne n3B/eYeHNs M3 MecTa XpaHeHusi ¢ TemnepaTypoii 2 - 8'C.

* Tlepea kaxablM MCNOMb30BaHKEM NepemellvBaiiTe, akkypaTHO
nepesopayvBas ¢1akoH.

XPAHEHUE
e He vcnonb3yiiTe nocne UCTEYEHNsI CPOKa FOAHOCTU.

JononHutesnbHble

Temnepatypa Makc, Bpemsi  MHCTPYKLWW NO

XpaHeHus XpaHeHust XpaHeHno
HeBckpbIThIl 2 ¢ 8C [0 okoHYaHus
dnakoH CpoKa rofiHocTu
BckpbIThii 2 - 8'C [lo oKoHYaHua  XpaHuTb BO
hN1akoH CpoKa rojHocTn thn1akoHax, nI0THO

3aKpbrbIX HOBbIMM
3aMEHSIEMbIMM
KpbILLKaMW.

MNocne
1CNOsIb30BaHMUA
XpaHuTh B
OXNaXAEHHOM Bue.

Cuctema oTcnexuBaeT CTabuIbHOCTb NPY UCNOMb30BaHUN -
nepuos BpeMeHu, B TeYeHMe KOTOpPOro Kanmbpatop HaxoauTcst

BHE XONIOAW/bHMKA HA GOPTy aHanusatopa. Cuctema He No3Bo/UT
1Cnonb30BaTh Kamoparop, ecan nepuog ctabunbHocTu

npy 1Mcnosib3oBaHun nctek. CM. MakcuManbHoe 3HadeHune
CTabuIbHOCTU NPU MCNOMb30BaHUN B OTHeTe “MMapameTpbl

TecToB". [loNONHUTENIbHYI0 MHDOPMAL0 O CTabuIbHOCTU Npu
1cnosb3oBaHUM kannbpatopa cM. B PyKoBoAcTBe Mo aKcnayaTtauum
Alinity ci-series. Pa3sgen 5.

Abbott

Hi

Ko™
3Hc
npt
WIH(
3KC
Moc
noc
Kan

Mox(
npou
CUCT<
npow
Jono
K €00
Alinit)
MOK
[MNoka:
BN
Kanme
nvnu
Hecoo

BB
1 Ui

2 W



YT

)Tammm

koatfc

2

[JlononHutensHyo MHoOpMaLyio O BbiBOJE NapaMeTpoB TECTOB
Ha nedyaTb cMm. B PykoBoacTBe no akcnnyatauum Alinity ci-series,
Pasgen 5.

NMPOUEAYPA PABOTbI HA AHATIM3ATOPE

* [lapameTpbl cepun kanmépaTopa MOryT BBOAWTLCA NMPU NOMOLLU
LUTPUXKOAA Ha ynakoBke kanubparopa.

e VHdopmMauymio 0 HacTpolike nNapamMeTpoB Kann6paropa oM. B
PykoBoacTBe no akcnnyaTauum Alinity ci-series, Pasgen 2.

¢ VHdopmauuio 0 3akase 1 3arpyske KanubpaTopoB B CUCTEMY
oM. B PykoBoacTBe no akcnnyatauum Alinity ci-series, Pasgen 5.

MPOUEAOYPbI KOHTPO/IA KAYECTBA

[na oueHKn KanmbpoBKM TecTa HEO6XOAVMO NPOTecTUposaTb Mo

OfIHOMY KOHTPOJIIO K&XA0ro YpoBHS. Y6eauTechb, 4TO 3Ha4YEHUs

KOHTpO/el HaxofsaTca B npejenax AvanasoHa JomnyCTUMbIX

3HAYEHWI, yKa3aHHbIX B COOTBETCTBYIOLLEN NHCTPYKLUM MO

NPUMEHEHNIO.

VIHchopmaumio 0 3aka3e KOHTposiel cMm. B PykoBoACTBE N0

akcnnyaTaumm Alinity ci-series. Pa3gen 5.

Mocne NpUHATASA 1 COXPaHEHWs1 pes3yNibTaToB KasIMObpPOBKN TecTa Bce

nocneaytoLme o6pasLbl MOXHO TECTUpOBaTb 6e3 npeaBapuTesibHoOl

KasIMbpoBKK, KPOME Tex Crlyvaes, Koraa:

¢ Wcnonb3yetcs Habop peareHTOB C HOBbIM HOMEPOM CEpUN.

e Pesy/bTatbl eXeAHEBHON NpoLeypbl KOHTPONA KayecTBa
HaxcAAaTCcsl BHE CTaTUCTUYECKM 06OCHOBAHHOIO Juana3oHa
KOHTPONA KauyecTsa, MUCMOJIb3yeMOro /11 MOHUTOPUHra ©
KOHTPONA paboymx XxapakTepucTuK CUCTEMbI, Kak yKasaHo B
pasgene "TpoLeaypbl KOHTPO/S KayecTBa" COOTBETCTBYOLLEN
MHCTPYKLUMK NO NPUMEHEHUIO K peareHTy.

* Ecnu cTatuctuyeckn 060CHOBaHHbIN AnanasoH 3HayYeHuit
KOHTPONSA HefOCTYrNeH, TO Nepuog mMexay Kannéposkamu He
[O/MKeH npesblwats 30 AHei.

MoxeT noTpeboBaTbCa NOBTOPHasA KaimbpoBka Tecta nocne

npoLieslypbl TEXHUYECKOTO 06CNYXMBaHUA OCHOBHbIX YacTeit

CUCTEMbI U/ €e KOMMOHEHTOB WN MOC/e NPOBELEHNSI CEPBUCHBIX

npoueayp.

[JlononHuTtenbHyto MHAOPMALMIO CM. B MHCTPYKLUM MO NPUMEHEHNIO

K COOTBETCTBYIOLLEMY peareHTy 1 PyKkoBOACTBe MO aKcniyaTaumm
Alinity ci-series.

MOKA3ATE/IN HECTABU/IbHOCTW U NMOPYN
MokasatensmMn HecTabunbHOCTY UK MOPYM CRYXaT 0CafokK,
BUOUMbIE Criefibl NPOTEYKM, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KaUIMBPOBKN KPUTEPUAM, YKa3aHHbIM B WHCTPYKLUM MO NMPUMEHEHWIO

wwm PykoBoacTtee no akcnnyataumm Alinity ci-series, nnm
HECOOTBETCTBME KOHTPO/EN YCTAHOBMEHHbIM KpUTEPUSIM.
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doopvar uucen:

* BkayecTBe pasfgenuTens TbicaY uUcnonb3yeTca npoben (npumep:
10 000 o6pasLoB.).

* BkayecTBe pasgenurens AecATUYHbIX 3HAKOB WCMOMb3yeTcs
Touka (npumep: 3.12%).
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K VHCTPYKLMM O NpuMeneHnio KanwGpatophl Ans 05ecneveHitn NPaBUNbHOCTH KONHYECTBEHHOMO U
KBMECTBEHHOMO onpeaeneHuA obwero B-XI'Y NMMYHOXSMHUNIOMHUHOCLSHTHEIM METOAOM B CHIBOPOTKS M
NNG3ME KPOBU HGNOBEKA HA MMMYHOXUMKUGCKKX axanusaTopax Alinity | «OGwwmit B-XMY KanuGpartope
(Alinity | Total B-hCG Calibrators)» ans Poccun

YCROBUR TPAHCNOPTUPOBKW U XPAHEHUA

Wsnenue pekoMeHAYSTCA TPAHCTIOPTHPOBATL NPX Temnepatype 2-8°C. Mapenne ocraeTca cTabunuHbin
AO OKOHYANHA CPOKA TOQHOCTH, YKASAHHOTO Ha ynakoske. IMpw TPAHCNOPTUPOBAHMU C HAPYWIEHWEM
TOMNEPETYPHOO POXMMA HIAGNNE HE MOANEKUT NPUMEHEHWID. TPRHCNOPTHPOBKA OCYLECTRNAGTCA
BCEMN BUABMN TPEHCTIOPTA B KPBITHIX TPAHCNOPTHLIX CPEACTBAX B COOTRETCTEMN C NPABKAMN NEPeRcIKM

rpysos, AERCTEYIOWMMH HA KAXA0M BRAS TPAHCNOPTA.

Xparienne nanennii AOMKHO OCYWSCTRNATLCA NPY TEeMNepaType oT 2 °C 40 8 °C B XONOAMNbHLIX KaMepax -
WNK B XONOGUALHHKAX, OBECIEYUBRIOUMX PEFNAMEHTHPOBAHHbIA TEMNOPATYPHLIN PEXMM, ;
TAPAHTUMHDLIE OBR3ATENLCTBA .

MpoussonuTens rapaHTHpYeT, NTO NPM NPABMNLHOM XPaHeHMU W OCPALGHNM NIRENHe OCTAeTCH %(
CTaGRNLHLIM 10 NCTEYOHNA CPOKA FORHOCTH, MaxcHManbHLIA CPOK FOQHOCTH MEAMUMHCKONO HAAENUA He -

l

Gonee 10 mecsiues ¢ AATH NPOMIBOACTEA. M3nenie, XPaHNBLLSECH C HAPYLISHHOM PEITIAMEHTUPOBAHHOM g u?
NPOUSBOANTENSM PAXMMA, NPUMSHEHWIO HE NOANSXMNT. jr‘ .,‘;
TEXHUWYECKOE OBCNYXUBAHUE

He TpebyeTca.

TEKYL{UA PEMOHT

He Tpeysrcs.

AAHHBIE ANA YTUNIUSALWUA U YHUMTOXEHUA MEAMUMHCKONO UIAENUA
MeanLIMHCKOS H3AENKe YTHANSHDYIOT M YHMYTOXIOT B COOTBOTCTBUM C npasunamn olpaluexus ¢
MAIAMUMHCIKMMN OTXOGAMMW, pernaMeHTUpylowmmucn Canlng 2.1.7.2790-10 ot 12.12.2010 «CanurapHo-
snugemuonomieckne TpeSosaHns K OGPALISHNIO C MOAULIMHCKUMM OTXORAMUY,

HeolxoauMo CNeAcBaTL HALMOHANLHLIM CTAHABPTAM NPH NEPSAENS W YTUNMSALUWM MIASAUA, &0
XOMROHEHTOB W YNAKOBKN.

NEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MEAUIWHCKOE USENUE
ISO 8001:2008, ISO 13485:2003, ISO 13485:2003 (exnouan CMDCAS)

NOTEHUMANBHBIA NOTPEBUTENDL

MeguiMHeKoe USAGNKS HauMeHOBaHWE MU npeaHasHa4YeHO ANS UCNONLIOBAHKA B PASIIMYHLC KN
£1a60PaTOPHLIX YCIOBKURX, BKHO4ERA, 63 OrpaHryerinn, SONbHULBI, AUArHOCTUHECKWS UBHTPLI,
pedepetiTHbie NAGOPATOPHN W YUPEXAESHHA NOPENUBAHUA KPOBK NO BCOMY MDY, TEPCONAN KOTOPLIX
npowien obyyenne No KCNONL3VBaHWIO aanusaropa Alinity i.

UHOOPMALIUA O HANWYMU B MEQULIMHCKOM U3AENUY NEKAPCTBEHHOI'O CPEACTBA
He cogepxur.

CTEPMNBLHOCTL
MOCTABNRETCS B HECTEPUALHOM BUAE. CTEPUIMSALIMA Nepas NPUMEHeHKeM He TpebyeTes,

SR L

WHOOPMALIUA O BOSMOXHOCTHU NOBTOPHOIO NPUMMEHEHUA
He nOANEXUT NOBTOPHOMY NPUMBHSHNIO,

MATEPUANDBI XKWBOTHOIO NMPOUCXOXXAEHUA
MaTepUanhl XXHBOTHOM NPOUCXOXASHUA OTCYTCTBYIOT.

ROKASAHHUA U NPOTUBONOKAIAHUA K NPUMEHE!
SLIGO CHAMBER OF COMMERCE (INC)

;ZRTIFIE CORRECT IN ALL GOOD FAITH
Authorised Official

@ 000 LWPMH [&7) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU

N\ Y7



366otT Hpnarums, Ten: + 353 43 333 1000
JIHArHOCTHICCKOE ROAPAIACICHHE, Qaxc: + 35343 333 1001
Jircramyx, Jlourdops,
rpegerso Jloargopa, Hpnasans

Hommucs: <nodnucano> Hara: 29 sueaps 2019 2.

Hopa Ouikepansa

CrensamicT perynaropHoro otaena

36601t Hpnanaus, IarmocTHIECKOE NIOAPAIACTICHHS
Jiucuamyk, Jlourdopn

I'pagerso Jlourdopn

Hpnauzaus

/eyamy: TOPIOBAA NNAJIATA CITAHIO (HHK)

HOOMIHHHOCTD 3ACBAAETENBCTBOBAHA JOSPOCOBECTHO

Ynornamouenwoe nuyo (nodmycana’ 31.01.2019 2/
/euamy: TOPFOBAA ITAJTATA CHIANIO (HHK)
3ABEPEHHBIN CEPTHOHKAT O TPOHCXOXAEHHH/

/evamy: Juaznocmuyeckoe nodpasdenexue S66omm, zpagpemeo Jlonzgopd/

/modnucaro/
29 sneaps 2019 2.

lepesod c anznuiicko20 U HEMEYKO20 ATBIKOE KA PYCCKUI AILIK GHINORAHEN NEPECOIYUKOM
Yucmaxosoii Buxmopuei [Imumpueenon.
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Poccuiickaa ®epgepauns. Nopog Mocksa.
MaToro deBpana ABe ThiCAYM AEBATHAALATOrO roga.
4, bBaxTaas3e Snbmupa OpbeBHa, HOTapuyc r. MOCKkBbl, cBMAeTENBCTBY NoANNy”

nepeBoguymka YncrtakoBoii Buktopum AMUTPUEBHDI. HOAI'II/I(|,
Moanuce caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL NoanucaBllero 4OKYMeHT yCTaHOB/1eHa.

N

3apernctpunpoBaHo B peectpe: Ne 77/52-H/77-2019-

B3bickaHO no Tapudgy 100 py6.
YnnayeHo 3a okasaHue ycnyr NnpaBoBOro ¥ TEXHUYECKOro XxapakTepa: -- /

2.10. B' Yy

Moanuchb

MNeyaTb

Bcero npowHypoBaHo, np
McKkpenneHone4vyaTblo.Nu

HoTapuyc.....cccccvveeneee .
Mognuck
MpownTto  KoJ NINCTOB
MevaTb
"ofla
Ovpektop”ay”~BneH| M|(niintnueckne nccnegoBaHmna™
ocooo«mHwTpoax# "/::,n N

a. 3. HOBUR ~ 7

Poccuin

MaTtoro cpeBpan"?(SVIblb;|<|/|',quﬂTHa,qu,aToro roga.

7, BaxTaa3e 9nbmupa FOpbeBHa, HOTapuyc . MOCKBbI, CBUAETE/IBLCTBYHO BEPHOCTL KOMUWU C NPeACcTaB/IEHHOIO MHe
[OKyMeHTa.
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