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MHCTPYKLUWNA

Mo akcnyaTtaumm MegMUMHCKOIo U3fenna ansa AMarHocTUKK in vitro
Kannbpatopsbl g1 obecneveHMs NpaBUIbHOCTU KaYeCTBEHHOIO OMNpeaesieHnst aHTUTeN K
renatuty B MMMyHOXeMUIIOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE WU/N NJia3Me KPOoBU
YesioBeKa Ha UMMYHOXMMKUYecKnx aHanusaTtopax Alinity i «<HBsAg KadecTBeHHbI 11
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- CERTIFIED CORRIQ™" [N ALL GOOD FAITH
Abbott A S— LtrLAAuthorised Official

I, Mary Heffeman, Supervisor Project Management, Abbott Ireland Diagnostics
Division, Finisklin Business Park, Sligo, Ireland, hereby certify that the attached
documents that keep the number of pages indicated below are the Extract from technical
file. These document are in a full accordance with actual manuals of manufacturer.

A, Mapu XehdepHaH, PYKOBOAMUTENb MNpPOeKTa N0 YMpaBAeHWIO MpoeKTamu,
nogpasfeneHne AUarHocTukm 3660TT WpnaHausa, 6usHec-napk ®UHUWKANH, Chairo,
WpnaHgna (Mary Heffeman, Supervisor Project Management, Abbott Ireland
Diagnostics Division, Finisklin Business Park, Sligo, Ireland), HacToAWMNM
YAOCTOBEPAKD, YTO MpUNaraeMblii JOKYMEHT B HUXeNpuBeAeHHOM 00bemMe CTpaHuL,
ABnaetTcd BbINWCKOW U3 TeXHUYECKOro (pana. ITOT [AOKYMEHT MOAHOCTbLIO
COOTBETCTBYIOT (paKTUUYECKOA JOKYMEHTALUN NPOU3BOAUTENS.

NHCTPpYKLUMA MO NPUMeHeHNI0 Ha MeauumHeKoe usgenve (Instruction for Use for
medical devise)

KannbpaTtopbl ans obecriedyeHUs NPaBU/IbHOCTM KayeCTBEHHOIO OrpefeneHns
aHTUTeN K renatuty B MMMYHOXeMWU/TIOMUHECLEHTHbIM METOLOM B CbIBOPOTKE
UM Nnasme KpPoOBWU YenoBekKa Ha MMMYHOXMMWUYeCKMX aHasm3aTopax Alinity i
"HBsAg KauecTBeHHbIn |l Kanmbpatopbl ™ (Alinity i HBsAg Qualitative Il
Calibrators)

Mo TEKCTYy WHCTPYKUWM BCTPEYaloTCAa BapuaHTbl HavMEHOBaHWI MeAWULMHCKUX U3LeNuid,
NpvBeAEHHbIE B Tab/MLE HWKe, KOTOpble SABASKTCA CrNpaBefNMBbIMA W PaBHO3HAYHLIMY
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HanmeHoBaHME  HaumeHoBaHME MEAVULIMHCKOTO U3AENSA Ha PYCCKOM CoKpaLLeHHoe

Ha aHrNACKOM A3blKe HanmeHoBaHWe
A3blKe (no Tekcty
o [OOKYMeHTa)
Alinity i HBSAG  HaGop peareHTOB 4N KaueCTBEHHOTO OMpefeneHns  HBsAg
Sualltatl\}/f_ I noBepxHocTHOro aHTUrena Bupyca renatuta B KayecTBeHHbI 11
eagent Kit ini
9 NMMYHOXEMUMTIOMUHECLIEHTHLIM METOZ0M B PearenTbl (Alinity
CbIBOPOTKE WM Ma3Me KpoBM YenoBeka Ha | HBsAg
Qualitative un

NMMYHOXUMUYECKUX aHanmnsaTopax Alinity i Reagent Kit)
"HBsAg kauecTBeHHbIN Il PeareHTol (Alinity i
HBsAg Qualitative Il Reagent Kit)"

Alinity i HBSAG  Kannbpatopbl Ana  o6ecrieyeHns MpaBUIbHOCTH  HBsAg

Qualitative Il kauecTBeHMHOro  onpefeneHWs  MOBEPXHOCTHOMO  KayeCTBEHHbI 1

Calibrators aHTUreHa BUpYCa renaruTa B Kann6patops
NMMYHOXEMUTIOMUHECLIEHTHLIM ~ METOZOM B (Alinity i HBsAg
CbIBOPOTKE WAM Mna3Me KPOBM uenoBeka Ha  Qualitative il
NMMYHOXMMUYECKUX  aHanu3aTopax  Alinity i Calibrators)

"HBsAg kayecTBeHHbIn Il Kanmbpatopbl (Alinitv i
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Abbott

Diagnostics Division,
Finisklin Business Park,
Finisklin,

Sligo,

Ireland

Abbott Ireland

HBsAg Qualitative Il Calibrators)"

Tel. +353 71 9156200
Fax +353 71 9171718

Alinity i HBsAg KOHTPONbHble MaTepuarsl AR MOATBEPXK/EHMS HBsAg 5
Qualitative ||  BOCTIPOM3BOAMMOCTM n npaBunbHoCTY ~ KAYECTBEHHbIA 1
Controls KauyeCTBEHHOro  OrpefiefieHnst  MOBEPXHOCTHOMO KOHTpO”beI"e
aHTWreHa BUpYCa renatmTa B Marepuasbl
UMMYHOXEMUTIIOMUHECLIEHTHBIM ~ MeTogom B (Alinity i HBsAg
CbiBOPOTKE WM MfiasMe KpoBM uenoseka Ha Qualitative I
UMMYHOXUMUYECKMX  aHanusaTopax  Alinity i Controls)
"HBsAg KayeCTBEHHbIV 7 KOHTpO/bHbIE
matepuanbl”  (Alinity i HBsAg Qualitative |1l
Controls)
Title Number
# of pages
1 Insert for the Alinity i HBsAg Qualitative Il Calibrators with ADDENDUM tor 3
Russia.
2 MHCTpyKums no npumMeHeHnto HBsAg KadecTBeHHbIN |l Kannbpatopbl  (Aimity i 4
HBsAa Qualitative Il Calibrators)c MPUTQXXEHVEM ana Poccum-----------------------
. Date:
Signed: |
Mary Heffem~ A
Supervisor Project Management,
Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland
Division
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TR en
Allnlty I HBsAg Qual

[bef| 08P1001

HBsAg Qualitative Il Calibrators G71229R01
S8P100

Created September 2016.

NAME Calibrator 1 contains purified HBsAg (inactivated) and human

Alinity i HBsAg Qualitative Il Calibrators (also referred to as HBsAg plasma. The human plasma is nonreactive for HBsAg, HIV-1 Ag

Qual Cals) or HIV-1 RNA, anti-HIV-1/HIV-2, anti-HCV, and anti-HBs.

INTENDED USE The human-sourced material used in Calibrator 2 is nonreactive
. o . . . for HBsAg, HIV-1 Ag or HIV-1 RNA, anti-HIV-1/HIV-2, anti-HCV,

The Alinity | HBsAg Qualitative Il Calibrators are for the calibration and anti-HBs.

of the Alinity i analyzer when used for qualitative detection and

confirmation of the presence of hepatitis B surface antigen (HBsAQ) The following warnings and precautions apply to: Ic'u-I

in human serum and plasma using the Alinity | HBsAg Qualitative II
and HBsAg Qualitative II Confirmatory Reagent Kits.

For additional information, refer to the Alinity i HBsAg Qualitative Il

and Alinity | HBsAg Qualitative Il Confirmatory reagent package WARNING Contains methylisothiazolones.
inserts and the Alinity ci-series Qperations Manual. H317 May cause an allergic skin reaction.
CONTENTS Prevention
[I*n il contains inactivated purified human HBsAg (subtype acf) in p261 Avoid breathing mist / vapors / spray.
phosphate buffer with human plasma and protein (bovine serum P272 Contaminated work clothing should not be allowed
albumin) stabilizers. Preservatives: ProClin 300 and ProClin 950. out of the workplace.
15*31] contains recalcified human plasma. Preservatives: ProClin P280 Wear protective gloves / protective clothing / eye
950 and sodium azide. protection.
The Alinity i HBsAg Qualitative Il and HBsAg Qualitative 1l Response
Co.nflrrr?atory f@says use Calibrator 1 and Calibrator 2 to as_st_ass. P302+P352 IF QN SKIN: Wash with plenty of water.
calibration validity and to calculate the assay cutoff. The Alinity i o . .
o ) . P333+P313 If skin irritation or rash occurs: Get medical advice /
HBsAg Qualitative Il Confirmatory assay uses Calibrator 2 to )
A attention.
calculate the % Neutralization.
_ ) . P362+P364  Take off contaminated clothing and \wash it before
The calibrators are at the following concentrations:
reuse.
HBsAg jcowcl Disposal
Calibrator Quantity (IU/mL) P501 Dispose of contents / container in accordance with
1X3.0ml 0.5244 local regulations.
1X3.0ml 0

The following warnings and precautions aoolv to: [ca1]2]

MATERIALS REQUIRED BUT NOT PROVIDED

« 04R1001 Alinity ci-series Calibrator/Control Replacement Caps q)
STANDARDIZATION
WARNING i i i i i
The Alinity i HBsAg Qualitative Il Calibrator 1 is referenced to the Ha17 Contains methyllsoth_lazol_one am—j sodium azide.
World Health Qrganization (WHO) Second International Standard for May causg an a_IIerg_lc skin reactlon._
HBsAg (subtype adw2, genotype A, NIBSC Code 00/588). EUHO032 Contact with acids liberates very toxic gas.
PRECAUTIONS Prevention
° ||\d P261 Avoid breathing mist / vapors / spray.
« For In Vitro Diagnostic Use p272 Contaminated work clothing should not be allowed
‘ out of the workplace.
Safety Precautions
y P280 Wear protective gloves / protective clothing / eye
° A protection.
CAUTION: This product contains human-sourced and/or Response
otentially infectious components. Refer to the CONTENTS
P ; Y ) _p P302+P352 IF ON SKIN: Wash with plenty of water.
section of this package insert. No known test method can
offer complete assurance that products derived from human P333+P313 If skin irritation or rash occurs: Get medical advice /
sources or inactivated microorganisms will not transmit infection. attention.
Therefore, all human-sourced materials should be considered P362+P364  Take off contaminated clothing and wash it before
potentially infectious. It is recommended that these reagents and reuse.
human specimens be handled in accordance with the OSHA Disposal
Standard on Bloodborne Pathogens. Biosafety Level 2 or other P501 Dispose of contents / container in accordance with
appropriate biosafety practices should be used for materials that ocal regulations.

contain or are suspected of containing infectious agents."”
Safety Data Sheets are available at www.abbottdiagnostics.com or

contact your local representative.

Abbott
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For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manuai, 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 8'C Until expiration
date
Opened 2to 8C Until expiration  Store tightly capped with

date new replacement cap.
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. Maiximum 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.

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-series
Operations Manual criteria, or if controls do not meet the appropriate
criteria.
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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 fractionai
part of a number written in decimal form (example: 3.12%).

Key to Symbols

A
m

Caution

Consult instruotions for use

Manufacturer

Temperature limitation

2 Use by/Expiration date

Calibrator (1,2)
Control Number

1CONC1 Concentration

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

In Vitro Diagnostic Medical
Device

Lot Number

ICONTAINSIi AZIDE |

1PRODUCT OF IRELAND | Product of Ireland

[Bi?1 List Number

1® Serial Number

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

M i 0843

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo

Ireland
+353-71-9171712

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

Created September 2016.

©2016 Abbott Laboratories
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ADDENDUM

to the Instaiction for Use Alinity i HBsAg Qualitative Il 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.

SHELF LIFE

8 months at the recommended storage condition (2 to 8*C).

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 8
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements (GOST R 51088-2013).

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
EN ISO 9001, ISO 13485

POTENTIAL USER

Professional user

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 tested and risks of using MD are indicated in SDS. Safety
Data Sheets are available at www.abbottdiagnostics.com or contact your local

representative.

INDICATIONS
Not applicable.

CONTRAINDICATIONS
Not applicable.
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Alinity |

HBsAg KayecTBeHHbI Il KanubpaTtopbl
(Alinity i HBsAg Qualitative Il Calibrators)

|Penaxups: ceHT6pb 2016 .

HANMEHOBAHWE (CokpalleHHoe)
HBsAg kauecTBeHHbIii 1| Kanmbpatops!

(Alinity i HBsAg Qualitative Il Calibrators)

(Tawke BcTpeyaeTcsa no Tekcty: HBsAg Qual Cals)

HA3HAYEHWE

HBsAg kauecTBeHHbIli 1| KanmbpaTops! (Alinity 1 HBsAg Qualitative

Il Calibrators) npefHa3HavalTCa AN KaNMOPOBKM aHanm3aTopa
Alinity i npy KayecTBEHHOM OMpeAeneHun 1 NOATBEPXAEHUN
HanM4msi NOBEPXHOCTHOrO aHTUreHa Bupyca renatuta B (HBsAQ) B
CbIBOPOTKE W Mfa3Me KPOBWU yenoseka C 1crnosib3osaHnem HBsAg
KauecTBeHHbIN Il PeareHToB (Alinity i HBsAg Qualitative Il Reagent
Kit) 1 HBsAg kauecTBeHHbIl Il MoaTeepxaatowmx PeareHtos (Alinity
i HBsAg Qualitative Il Confirmatory Reagent Kit).

[JlonofHNUTENbHYI0 MHOPMALMIO CM. B MHCTPYKLMW MO NPUMEHEHUI0
K COOTBETCTBYIOLLMM peareHTam, a Takke B PykoBojcTse Mo
akcnnyatauum Alinity ci-series.

COOEPXWNMOE

N A" copepXuT MHAKTUBMPOBAHHLIN OUnLLEeHHbIE HBSAg
yenoseka (noatun ad) B chocchatHom Gycdhepe ¢ Naasmoi Kposu
yenioBeka M NPOTEVNHOBLIMU (a/IbGYMUH CbIBOPOTKU GblUbei KPOBW)
ctabunmsaTopamu. KoHcepsaHTbl: ProClin 300 n ProClin 950.
[1*05 comepXuT pekasibLMHMPOBaHHY Nnasmy KpOBW YenoBeka.
KoHcepsaHTbl: ProClin 950 v a3ug Hatpus.

Kanu6patop 1 n kanmbpartop 2 ncnonb3ytotcs B Tectax Alinity i
HBsAg Qualitative Il 1 HBsAg Qualitative Il Confirmatory gns oueHkun
Ba/IMAHOCTN Ka/IMOPOBKN M pacyeTa NnoporoBoro 3HavyeHus Tecta.
Kanubpatop 2 ucnonb3yetcs B Tecte Alinity i HBsAg Qualitative I
Confirmatory ans pacueta % HelTpanusauuu.

KanuépaTtopbl UMEeIT cnefytoLime KOHLEHTpaLMK:

HBsAg |cwe]
Kanu6patop Konnuectso (IU/mL)
1X3.0 mL 0.5244
1X3.0 mL 0

HEOBXOAMMBbIE, HO HE NMPEAOCTABNAEMBbIE
MATEPWVATbI

e 04R1001 3ameHsieMble KpbILIKN A/ KanimbpaTopa/KoHTposs
Alinity ci-series Calibrator/Control Replacement Caps

CTAHOAPTU3AUNA

Kanubpartop 1 cooTHeceH co 2“ MexayHapoAHbIM CTaH4apToOM
BcemunpHoii OpraHusaummn 3apasooxpaHeHus (BO3) ana HBsAg
(nogTun adw2, reHoTtun A, NIBSC kog 00/588).

ME"l;EI MNPEAOCTOPOXHOCTN

« [ina gmnarHocTtuku In Vitro
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Mepb! npegocropoficHoCTH

A § BHUIMAHWE: [laHHblii NpOAyKT COAEPXNT NOMyHYeHHble
0T YenoBeka U/Wan NOTEHUWUaIbHO UH(EKLMOHHbIE KOMMOHEHTBI.
CmotpuTe pasgen COAEPXXVMOE faHHON MHCTPYKLUM no
npyMeHeHno. Hn oanH 13 13BECTHbIX METOA0B TECTUPOBAHMUS
He MOXeT rapaHTMpoBaTh, YTO MaTepuasibl, NosyYeHHble OT
yenoseka, WM MHAKTUBMPOBaHHbIE MUKPOOPraHn3Mbl He
nepeHocAT nHdekumo. MNMoaToMy BCe Marepuasibl, NOyYeHHble
OT YesioBeka, cnefyeT CunTaTb NOTEHLUMAbHO MHAEKLMOHHbIMU.
PekomeHpayeTcs obpallaTtbCst ¢ peareHtamy 1 obpasuamu,
NoJly4YeHHbIMW OT YesloBeKa, B COOTBETCTBUM €O CTaH4apToM Mo
obpaLleHnto C TeMOKOHTaKTHbIMU MnaTtoreHaMmu, paspadboTaHHbIM
YnpasneHvnem CLUA no oxpaHe TpyAa W NPOMbILLIEHHON
rurneHe (OSHA). Mpu paboTe ¢ MaTepuanamu, cogepxalinmu
W NPEeANONIOXUTENBbHO COAEPXALLMMUN UHIDEKLMOHHBIE areHTbl,
cnepyet cobnoaatb nNpasuna 6uonormyeckoii 6e3onacHocTy,
YpPOBEHb 2, WK ApyrMe COOTBETCTBYOLME npasuna
6uonoruyeckoit 6esonacHocTn."”

Kanu6patop 1 cofepXuT oumnileHHblli HBSAg uenoBeka
(MHaKTUBMPOBaHHbI) M NnasMy KPoBK YesioBeka. MNna3ma KpoBu
yenioBeka He peaktusHa Ha HBsAg, HIV-1 Ag nim HV-1 RNA,
aHT-H1Y-1/H|V-2, aHTn-HCV 1 aHTn-HBs.

MaTtepuan, nonyyeHHblii OT YenoBeka, MCNosb30BaHHbIN B
Kanuépartope 2, He peakTuBeH Ha HBsAg, HIV-1 Ag unun

HIV-1 RNA, aHTu-HIV-I/HIV-2, aHTu-HCV 1 aHTn-HBs.

Cnepytowme npefynpexaeHnst 1 Mepbl NPejoCTOPOXHOCTH
oTHOCATCA K: |calli |

()

NPEAYMPEXAEHNE  CopepXuT METUIN30TNA30/OHI.

H317 MOXeT BbI3bIBATb a/lNIEPrNYecKyto KOXKHYI0
peakuuio.

MpegoTBpaLyeHme

P261 M36eraTb BAbIXaHUs TymaHa/napos/
aspo3onei.

p272 He BLIHOCUTL 3arpAHEHHYI0 OAeXay C
paboyero mecta.

P280 MoNb30BaTLCA 3aLUTHLIMW NepyaTkammu/
3aLMUTHON ofexaoi/cpeacTBaMm 3aLuThbl
rnas.

PearnpoBsaHue

P302-1P352 MPY MOMALAHUN HA KOXY: MpombiTh

60MbLWIMM KONNYECTBOM BOAbL.

P333-TP313 Mpy pasapakeHn KOXW WK NOSABNEHUM
cbinu: OBPaTUTLCA K Bpady.

P362+P364 CHSITb 3arpA3HEHHYI0 0AEXay W BbICTUPaTb
ee nepeg, NoCNeAyoLWMM UCNO/b30BaHNEM.

YTtunusaumna

P501 YTUNN3MpyiiTe CofepXUMOe/KoHTeliHep B

COOTBETCTBUW C CaHWUTapHbLIMK HOpMamm
Pdp (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

r~1 Abbott



Cnegywole npegynpexaeHua n Mepbl NpesocTopoXHOCTH
OTHOCHATCS k: |CAL|2|

®

MNPEAYNPEXAEHVE CoaepXvut MeTunn3oTnasosnioHbl 1 asug
HaTpus.

H317 MoXeT BbI3blBaTb a/l/IePrnyeckyto KOXHYyH
peakumio.

EUHO032 Mpy KOHTaKTe C Kucnotamu obpasyetcs
BbICOKOTOKCWYHBIN ras.

MNpepoTepaLleHne

P261 V3beratb BAbIXaHWs TymaHa/napos/
aspo3onei.

pP272 He BbIHOCUTb 3arpsisHEHHYI0 oiexay C
pabouyero mecra.

P280 Monb3oBaTbCs 3alMTHLIMU nepyaTkamu/
3aWMTHO ofexaoi/cpeacTBaMm 3aLmThbl
rnas.

PearuposaHve

P302+P352 MNP MOMNAOAHN HA KOXXY: MpoMmbITb
60/bLUVM KONIMYECTBOM BOfbI.

P333+P313 MNpyn pa3gpaxeHnn KoXu v nosisneHnn
cbinu: O6patUTLCS K Bpady.

P362+P364 CHATb 3arpA3HeHHY0 ofiexay v BbICTUPaTb
ee nepeq, NocneayoLWmM UCNob30BaHNEM.

Ytunusauma

P501 YTunusupyiite copepxvumoe/koHTeliHep B

COOTBETCTBUN C CaHUTAPHbIMW HOPMaMU
P® (CaHMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30nacHOCTU AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nnu y MecTHOro npeacrasutens.

Moapo6Hyto MHGopMaLMio 0 HeobXoANMbIX Mepax
npeAoOCTOPOXHOCTW NpU paboTe C aHaM3aTopoM cM. B PykoBoacTBe
no akcnnyatauuu Alinity ci-series, Pa3sgen 8.

NoAroTOBKA K UCMOJIb3OBAHUIO

e [laHHbllii NPOAYKT NOCTaBNSETCS B XUAKOM BuAe, roToB K
MCNO/b30BaHMIO.

e [laHHblli NPOAYKT MOXET UCMONb30BaTLCA HEMOCPeCTBEHHO
nocnie U3B/ieYeHUs 13 MecTa XpaHeHusi ¢ Temneparypoit 2 - 8‘C.

e Tepep KaxabIM UCMONb30BAHNEM NepeMeLLMBaiiTE, akKypaTHO
nepesopauunBasi (IakoHbI.

XPAHEHUE

¢ He VICI'IOI'Ib3yVITe rnocsie OKOH4YaHWA CpokKa rogHoCTW.

[JlononHuTenbHble
Temnepatypa MakcumMasibHOe WHCTPYKLUK Mo

XpaHeHust BpeMs XpaHeHUsi XpaHeHno
HeBckpbITbIli 2 - 8'C [lo okoHYaHuA

(chnakoH Cpoka rogHocT

BCKpbIThbI 2-8C [0 OKOHYaHuss ~ XpaHuTb BO
hnakoH cpoKa rofHocT hnakoHax, NJ0THO

3aKPbITbIX HOBbIMU
3ameHsieMbIMU
KpbILLKaMW.
NomecTuTb B
X0NoAUNbHUK nocne
MCMO/Ib30BaHUA.

Cucrema oTcnexumsaeT CTabu1bHOCTb MPY UCMNO/b30BaHUN -
nepuoj BpemMeHu, B TeYeHne KOTOPOro KasimbpaTop HaxoauTcs
BHE XON0AW/bHKKA Ha BopTy aHann3aTopa. Cuctema He Nno3sonnUT
MCNoNb30BaTh Kanmbparop, ecnu nepuog ctabunbHOCTU

npy MCNosb30BaHMN uctek. CM. MakcUMasibHOe 3HaueHune
cTabunbHOCTV NpKU MCNONb30BaHUK B oTyeTe "MapameTpbl
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TecToB”. [loNoNHUTENbHYO MHGOPMaLMI0 O CTabUNbHOCTU MpuU
1Cnosb30BaHuM kasimbparopa cM. B PykoBOACTBE MO aKcnayaTauum
Alinity ci-series, Pa3gen 5.

[JlononHnTeNbHY0 MHhopMaLmio 0 BbiBOfE NapaMeTpoB TeCTOB

Ha neyartb cM. B PykoBoactse no akcnnayatauum Alinity ci-series.
Pa3gen 5.

MPOLIEAYPA PABOTbI HA AHAJIN3ATOPE

* TlapameTpbl KOHhUrypauum cepumn kanmbparopa moryt
BBOAMTLCA MPY MOMOLLM LUTPUXKOAA Ha ynakoBke kannéparopa.

e VIHchopmaumio 0 HacTpolike nNapamMeTpoB KasmépaTtopa cM. B
PykoBoacTtee no akcnayatauum Alinity ci-series. Pasgen 2.

¢ WHdopmaumio 0 3aKase 1 3arpyske KannbpaTopos B cUCTEMY
cM. B PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.

MPOLEEAYPLI KOHTPO/IA KAYECTBA

[ns oueHKn KanmbpoBKu TecTa HEOOXOAMMO MPOTECTUPOBATbL MO
O/IHOMY KOHTPOJIIO KaXK[0ro YpoBHS. Y6eauTech, YTo 3HaYeHus
KOHTpO/el HaxofAaTca B npegenax AvanasoHa JonyCTUMbIX
3HAYEHWI, yKa3aHHbIX B COOTBETCTBYIOLLE/ UHCTPYKLMUM No
NPUMEHEHMIO.

VIHchopmaumio 0 3aka3e KOHTposieit cM. B PykoBoAcTBe Mo

akcnnyaTauumm Alinity ci-series. Pa3gen 5.

Mocne NPUHATUA U COXpaHeHUs pe3ynbTaToB KaMbpoBKM TecTa BCe

nocneayoLime obpasLbl MOXHO TeCTMpOBaThL 6e3 npefBapuUTeNbHON

KasIMbpoBKM, KpOMe Tex Cyyaes, Korga:

Vicnonb3yeTtcsi Habop peareHToB C HOBbIM HOMEPOM CEpUN.

*  PesynbTaTbl eXeAHeBHON npoueAypbl KOHTPONSA KavecTBa
HaxoAATCA BHE CTaTUCTMYECKN 0BOCHOBAHHOIO Auana3oHa
KOHTPONA KayecTBa, WUCMOJb3yeMOro /19 MOHUTOPUHIA U
KOHTPONA pabounx XxapakTePUCTUK CUCTEMBI, Kak ykasaHo B
pasgene "MNpoueaypbl KOHTPO/ISE kKayecTBa” COOTBETCTBYHOLEN
MHCTPYKLUMM MO NPUMEHEHUIO K PeareHTy.

* Ecnu ctaTucTMYeckn 060CHOBaHHbIV Anana3oH 3HadeHui
KOHTPONA HeLOCTYNeH, TO nepuoj Mexay kanmbposkamu He
[O/MKeH npesbiwaTb 30 AHel.

MoxeT norpe6oBaTbCs NOBTOPHAA KasIMOpPOBKa TecTa nocse

npoueaypbl TEXHAYECKOTO 06CNYXNBaHNS OCHOBHbIX YacTel

CUCTEMbI WM ee KOMMNOHEHTOB WAV MOCc/e NPOBEfEHNS CePBUCHbIX

npoeayp.

JlononHnTeNbHY0 MHhopMaLmio CM. B MHCTPYKLUM MO NPUMEHEHWIO

K COOTBETCTBYIOLLEMY peareHTy n PyKoBOACTBE MO aKCnayartaumum

Aliinity ci-series.

MOKASATE/IN HECTABU/TbHOCTU WX MOPY

Mokazatensamy HecTabWUbHOCTY UK MOPYM CRYXaT 0Cafok,
BUAVMbIE CriefAbl NPOTEYKM, 3aMyTHEHHOCTb, HECOOTBETCTBUE
KaIM6pOBKN KPUTEPUAM, YKa3aHHbIM B MHCTPYKLMM NO NPUMEHEHUIO
n/ivnn PykoBoacTee no akcnnyataumm Alinity ci-series, nnm
HecoOTBETCTBME KOHTPO/el YCTaHOB/IEHHbIM KpUTEPUsAM.

BUBTNOIPA® A
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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 Viforkers From Occupationaiiy Acquired Infections:
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

dopmart yucen:

* B kayecTBe pasgenurens TbiCAY UCMO/b3yeTcs npoben
(npumep: 10 000 06pa3LioB).

¢ B kavecTBe pasgenurens AecATUYHbIX 3HAKOB MCMOMb3yeTcs
Touka (npumep: 3.12%).
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Vicnonb3yemble CUMBOIbI

BHumaHune

T CM. VHCTPYKLMIO MO NPUMEHEHWIO

N3rotosutesnb

TemnepatypHblii fuanasoH
Vcnonb3oBaTb A0/CpoK rogHoOCTH

Kanuépatop (1,2)

rem] KOHTPO/IbHbIN HOMeEp
1CONC1 KoHueHTpauma
1CONTAINSi AZIDE | Copepxut asung Hatpusa. MNpu

KOHTaKTe C Kucnotamu obpasyeTtcs
BbICOKOTOKCUYHbIN ras.

MepguuunHckoe usgenve gnsa
anarHocTtukuy In Vitro
Homep cepun

1PRODUCT OF IRELAND | Mpoaykt Vpnanann

KaTanoxHblii Homep

CepuiiHblii Homep

Alinity siBnsieTca ToproBoli mapkoii komnaHuu Abbott Laboratories B
pasfiMuHbIX PUCANKLUAX. Bce apyrue Toprosbie Mapku sIBASOTCA
COGCTBEHHOCTHLIO COOTBETCTBYIOLUX BNajenbLEB.

Abbott Ireland

m I Diagnostics Division C€
Fl_nlsklln Business Park 0843
Sligo
Ireland

+353-71-9171712

CepBucHasi nogaepxkka: O6paliaiiteck kK CBOEMy MECTHOMY
npeACcTaBUTENO UM CMOTPUTE KOHTaKTHYH UH(opMaLmo ans
Balllei CTpaHbl Ha cainTe www.abbottdiagnostics.com

Pepakuums: ceHTsi6pb 2016 T.

©2016 Abbott Laboratories

ABTOPM30BaHHbI NpeacTaBUTeNb U3rOTOBUTENSA Ha TeppuUTopumn
Poccumn v gpyrux ctpad CHr':

000 «2660T1T J1abopaTopus», 125171, Poccus, . Mocksa,
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Ten: +7 (495) 258 42 80; dakc: +7 (495) 258 42 81
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MPUNOXEHVE

KuHetpykuun MOMpumeHeHnio HBSAQ kauecTaeHHblii Il KanuGpatopsl (Alinity i HBsAg
Qualitative Il Calibrators) gns Poccun

YCNoBNA TPAHCIOPTUPOBKN n XPAHEHNA

M3penne pekomeHayeTcsa TpaHcnopTuposaTb Npu Temnepatype 2-8®C. W3spenue
ocTaeTcs CTabU/bHLIM [J0 OKOHYaHUS Cpoka rOAHOCTM, yKasaHHOro Ha ynakoske. Mpu
TPaHCMNOPTUPOBAHWUY C HapyLIeHUEM TeMnepaTypHOro pexuma usfenve He nognexnT
npuMeHeHu. TpaHCNOpPTMPOBKA OCYLLECTBASETCS BCEMU BUAAMW TpaHcnopTa B
KPbITbIX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBMM C NpaBWIamMn NepeBO3KN rpy3os,
[leficTBYIOWNMMN Ha KaX /oM BUAe TpaHcnopTa.

XpaHeHue usfenuii AOMKHO OCYLLecTBATLCA Npu TemnepaType oT 2°C Ao 8BC B
XONMOANbHbIX Kamepax unu B XONOAUNbHNKAX,

obecneunBaioLnx
pernameHTUpPOBaHHbI TEMNEPaTypHbI Pexum.

CPOKrogHocTu

8 MecsALEeB Npu XpaHeHU B PeKOMeH0BaHHbIX ycnousx (2-8@C).

FTAPAHTUMHBIE OBA3ATE/IbCTBA

Mpon3BoANTENb rapaHTUpyeT, YTO NPU NPaBUIbHOM XPaHEHUN U 0GpaLyeHnn usgenve
ocTaeTca CTabubHbIM 0 UCTEYEHUSA CPOKA FOAHOCTN. MaKcMMasbHblii CPOK FOAHOCTY
MeJULWHCKOTO u3fenus He Gonee 8 MecsueB C faTbl Npou3BoAcTBa. Msasnue,
XPaHUBLUBBCA C HapylleHWEM perfiaMeHTUPOBAHHOTO NPOM3aoANTBAEM Pexuma,

NpUMeHeHno He nognexut (B cootseTcTBun ¢ FTOCT P 51088-2013).

TEXHWYECKOE OBCNYXXWBAHUE

He tpebyeTcs.

TEKYLUIA PEMOHT

He TpebyeTcs.

OAHHBLIE  ONa  YTUAUSAUKMK W
MEOVLUWMHCKOTO N3AENNA

MeauuyHCKOe u3fenve yTUAN3UPYKT W YHNYTOXAOT B COOTBETCTBUN C MpasuiaMu
ob6pauieHus ¢

YHUYTOXEHUA

MeaNLUNHCKUMN oTxogamwu,

CaHlux
217 2790-10 ot 12.12.2010 «CaHuTapHO-anugemuonornyeckne TtpeboBaHUA K

pernameHTUpyLWuMucs

06palLleHni ¢ MeANLMHCKUMI OTXOAaMM».
Heo6xoAuMMo cnefoBaTh HaLMOHaNbHLIM CTaHAapTam npu nepejade u yTunusauuni

n3genvsa, ero KOMNOHEHTOB U YNakoBKW.

MEPEYEHb CTAHJAPTOB, KOTOPbIM COOTBETCTBA
MEAVLVHCKOE U3JENNE

EN ISO 9001, ISO 13485

NOTEHLUMANBHBIN NOTPEEL/

MpodheccroHanbHbIii nonb3osaTeb

NH®OPMALINA O HANNYX B MEOVNLIMHCKOM W3AENNN
NEKAPCTBEHHOTO CPEACTBA

He copgepxut

CTEPUNBHOCTb

MocTaBnseTca B HecTepunbHOM Bude. CTepunusauusi nepes MPUMEHEHWEM He

TpebyeTcs.

NHOOPMALINA O
MPUMEHEHWA

He noAnexuT NOBTOPHOMY NPUMEHEHMIO.

BO3MOXHOCT  NMOBTOPHOIO

MATEPWANbBI >xuBoTHOTro NMPOUCXOXAEHNA

MaTepuanbl XWBOTHOTO MPOUCXOXAEHUS NPOBEPEHbl U PUCKW NpuMeHeHus MU
ykasaHbl B MacnopTte 6esonacHocTu. MacnopTa 6€30MacHOCT MOXHO HaiiTh Ha caiiTe

www.abbottdiagnostics com nnn o6patutecb kK MECTHOMY NpeACTaBUTENIO.

MOKA3AHUA KNPUMEHEHWIO
He npumeHumo.

MPOTUBOMOKA3AHNA K NPUMEHEHUIO

He npumeHumo
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[mnarHocTnueckoe noapasaeneHve

DPUHUCKINH BusHece Mapk Ten:+ 353 43 3331000
DPUHUCKNVH, ®Pakc: +353433331001
Caiiro
WpnaHgns

Moanuck: <nognucaHo> [Oata: 17 okTs6ps 2018 1.

Mapu XeddepHaH,

YnpasfieHVe NPOEKTOM M0 KOHTPO/II0

[JuarHocTtnyeckoe nogpasjeneHne KomnaHnum «36601T», VipnaHams
®uHUCKINH BusHece napk, Cnaiiro, VpnaHaus

<MeyaTb: TOPFTOBAS MANIATA C/IANTO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHNU>

<MeyaTb: AUATHOCTUYECKOE MOAPA3JAENEHNE KOMMAHWW «3660TT» (ADD),
®UNHUNCKNWNH BU3HECC NMAPK

CNAWNTO

FPA®CTBO CJIANTO

NPNAHONSA>

<nognucaHo> 16/10.2018 r.

<MeuaTds: TOPFTOBAA MANATA CANTO (MHK)
NoOANNHHOCTbL 3ACBUAETE/IbLCTBOBAHA JOBEPOCOBECTHO
<nopgnwucaHo> 19J10.2018 r. ¥YNO/IHOMOYEHHOE NNLL0>

MepeBOA C aHTIMIACKOTO A3blKa HAa PYCCKWIA 13blK BbIMOHEH nepeBogvYnkoM MHaTHeBbiM NMnbeK
Anekceesnyem

\
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Poccuiickas Pepepaups. Fopog Mocksa.
[BaguaTb NATOro OKTAGPS ABe ThICAYN BOCEMHAALATOrO roga,

A baxTagse 3nbanvpa KOpbeoHa, HoTapuyc r. MOCKBbI, CBMAETENLCTBYH NOATMHHOCTb
noanucy nepesofguvka LlartHesa Mnbn Anekceesunua.

Mognuce coenaHa B MOEM MPUCYTCTBUMN.
JlInyHocTb nognucaswero AOKYMEHT YCTaHOB/IEHA.

B peectpe: N977/52-H/77-2018-<f- /Y /
~ 100 py6.

jKaMh+ije AT-""npaB0OBOro M TEXHUYECKOro Xxapakrepa: —

AHO. baxTaase

Bcero npowHyposaHo,
N CKpPEeneHo neyvyartbio
Hotapuyc

MpowmnTo B KOMYecTBe NNCTOB

«J.6 »Q/bTAiNhu} 201 rog

Pykosogutens OTaena «KnnMHUYeCKne nccnesoBaHnsa»
000 «MHBUTPO»

P.C. l'oayHoB;
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