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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, pPyKoBOAMTe/Nlb MNPOEKTa MO0 YNpaB/IeHUKO MNpoeKTamu,
nogpasgesieHne AnarHocTMku 3660TT UpnaHaus, 6usHec-napk ®UHUWIKAMH, Cnairo,
Wpnangua (Mary Heffeman, Supervisor Project Management, Abbott Ireland
Diagnostics Division, Finisklin Business Park, Sligo, Ireland), HacToAwwmMm
YAOCTOBEPSAID, UYTO Mpuiaraemblii JOKYMEHT B HUXXENPUBEAEHHOM 06beme CTpaHuL,
ABNAeTCA BbINMCKOM M3 TeXHUYecKoro aina. 3TOT AOKYMEHT  MOJSIHOCTbIO
COOTBETCTBYHOT (DAKTUYECKOWN JOKYMEHTaLMN MPON3BOANTENS.

MHCTPYKUMA No NpuMeHeHMO Ha MeamumnHckoe magenue (Instruction for Use for
medical devise)

KOHTpo/bHble  MaTepuanbl ANsi  MNOATBEPXKAEHUS  BOCMPOM3BOAMMOCTV U
NPaBU/IbHOCTM KauyeCTBEHHOro OMnpefe/ieHNs1 MOBEPXHOCTHOrO aHTUreHa BuMpyca
renatnta B MMMyHOXeMUIIOMUHECLIEHTHLIM METOOM B CbIBOPOTKE WX MNJia3ve

KPOBM 4esioBeKa Ha MWMMYHOXMMUYeCKuX aHasmsatopax Alinity i "HBsAg
KayecTBeHHbIN |l KoHTponbHble mMaTepuanbl™ (Alinity i HBsAg Qualitative Il
Controls)

Mo TeKCTy WHCTPYKLUUM BCTpPeYalTCA BapuaHTbl HavMeHOBaHWi MEeAULUHCKUX Un3aenuni,
npuBeAeHHble B Tabnuue HWXe, KOTOpPble SBAAKTCA CNPaBefMBbIMA W PABHO3HAUYHLIMU
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavMeHoBaHWe  HanvMeHOBaHWe MeAMLMUHCKOIO WU3AEeNNs Ha PyCCKOM CokpalleHHoe
Ha aHrNACKOM A3bIKe HaMMeHOBaHMe
A3blKe (mo Tekcty
[LOKYMEHTAa)
Alinity i HBSAg HaGop peareHToB A4/ KauecTBEHHOro onpeaeneHns  HBsAg
Qualitative Il nopepxHocTHOrO aHTUreHa Bupyca renatuTa B KauecTBeHHbIR I
Reagent Kit PeareHtbl (Alinity

UMMYHOXEMUTIOMUHECLEHTHBIM METOLOM B
CbIBOPOTKE MW Nna3Me KPOBU YesioBeka Ha
UMMYHOXMMMYECKMX aHanusatopax Alinity i
"HBsAg kavecTBeHHbI |l PeareHTbl (Alinity i
HBsAg Qualitative Il Reagent Kit)"

i HBsAg
Qualitative I
Reagent Kit)

Alinity i HBsAg Kanu6patopbl fns o6ecneyeHus npasBunabHOCTM  HBsAg
SLIGO CHAIlyie@9tOivdCONON|ERIA(&"iNeeb OnpefeneHnss  MOBEPXHOCTHOTO  KayeCTBeHHbIN |l

ALL (SS'CTIW AITH rematmTa B KanuGpatopsi
CERTIFIED C VMMYHOXEMUIOMUHECLEHTHbLIM MEeTOAOM B (Alinity i HBsAg
11AnMWALE' WL ciiPy  nnasve KpoBu uyenoseka Ha Qualitative !
UMMYHOXUMMYECKUX  aHanmsatopax  Alinity i1 Calibrators)
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Tel, +353 71 9156200
Fax +353 71 9171718

"HBsAg kauyecTBeHHbI Il Kannbpatopbl (Alinity i
HBsAg Qualitative Il Calibrators)"
Alinity i HBsAg KoHTponbHble MaTepuansl Ans  noateepxpeHns HBsAg
Qualitative [l BOCMPOU3BOAMMOCTM n NpaBUNbLHOCTM  Ka4yecTBeHHbIA |l
Controls KauyeCTBEHHOro  OMpefeneHnuss  NOBepXHOCTHOro KOHTPO/bHbIE
aHTMreHa BUpYCa rematuta B wmatepuanbl”
MMMYHOXEMUTKOMMUHECLEHTHBIM MeTO40M B (Alinity i HBsAg
CbIBOPOTKE WM nnasmMe KpoBM yenoBeka Ha Qualitative Il
UMMYHOXMMUYeckux  aHanusatopax  Alinity i Controls)
"HBsAg KayeCTBEHHbII I KoHTpONbHbIE
maTepuansl” (Alinity i HBsAg Qualitative I
Controls)
Cocras:
# Title Number
of pages
1 Insert for the Alinity i HBsAg Qualitative 11 Controls with ADDENDUM for 3
Russia.
2 WNHcTpykuma no npumeHeHnto HBSAQ KauecTBeHHbIl || KOHTpONbHbIE 4

maTtepuansl” (Alinity i HBsAg Qualitative Il Controls) ¢
MPNNOXEHWNEM pna Poccuu

Date:

Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland
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Alinity i
HBsAg Qualitative Il Controls

Created November 2016.

NAME

Alinity | HBsAg Qualitative 1| Controls (also referred to as HBsAg Qual
Ctrls)

INTENDED USE

The Alinity i HBsAg Qualitative Il Controls are for the estimation of
test precision and the detection of systematic analytical deviations
of the Alinity i analyzer when used for the qualitative detection and
for the confirmation of the presence of hepatitis B surface antigen
(HBsAg) in human serum and plasma using the Alinity i HBsAg
Qualitative Il and HBsAg Qualitative Il Confirmatory Reagent Kits.
For additional information, refer to the Alinity i HBsAg Qualitative Il
and Alinity i HBsAg Qualitative Il Confirmatory reagent package
inserts and the Alinity ci-series Qperations Manual.

CONTENTS

[controi|-1 contains recalcified human plasma. Preservatives:
ProClin 950 and sodium azide.

[coNTROL|t| contains inactivated purified human HBsAg (subtype
ad/ayi in phosphate buffer with human plasma and protein
(bovine serum albumin) stabilizers. Preservatives: ProClin 300 and
ProClin 950.

The controls are at the following ranges:

HBsAg
ITARGET 1 IRANGE 1
Control Quantity Color (SICO) (SICO)
[controt -] iXS.OmL  Natural s 0.85
[controtl+] 1x8.0 mL Blue* 3.50 175- 5.25
® Dye: Acid Blue No. 9
Alinity i HBsAg Qualitative Il Confirmatory (08P11)
HBsAg
HBsAgQuaC2
[targetl  RANGE1 %
Control Quantity Color (S/CO4  (S/CQb) !neutrauzationl
ontTROLM 1X80 mL Blue= 331 165 - 4.96 a 50%

® Dye: Acid Blue No. 9
A target and a range are not defined for HBsAgQuaCl S/CQ.

NOTE: The insert ranges for the controls are not 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 means and acceptable ranges which
should fall within the package insert ranges. Sources of variation that
can be expected include:

Control lot « Reagent lot
Instrument

¢ Calibration .
« Calibrator lot .
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HBsAg Qual
08P1010
G71230R01
C8P100

PRECAUTIONS
o livl
« For In Vitro Diagnostic Use

Safety Precautions

‘ \I1CAUTION: This product contains human-sourced and/or
potentially infectious components. Refer to the CQNTENTS
seotion 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 these reagents and
human specimens be handled in accordance with the QSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infeotious agents."”

The human-sourced material used in the Negative Control is
nonreactive for HBsAg, HIV-1 Ag or HIV-1 RNA, anti-HIV-1/HIV-2,
anti-HCV, and anti-HBs.

The Positive Control contains purified HBsAg (inactivated) and
human plasma. The human plasma is nonreactive for HBsAg,
HIV-1 Ag or HIV-L RNA, anti-HIV-1/HIV-2, anti-HCV, and anti-HBs.

The following warnings and precautions apply to: [controi]-|

()

WARNING Contains methylisothiazolone and sodium azide

Ha17 May cause an allergic skin reaction.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

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

P333+P313  |f skin irritation or rash occurs: Get medical advice /
attention.

P362+P364  Take off contaminated clothing and wash it before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

ocal regulations.

~1 Abbott



The followino warninos and orecautions aoolv to: [controt|+|

()

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

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

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

P362+P364  Take off contaminated clothing and wash it before
reuse.

Disposal

P501 Dispose of contents / container in accordance with

local regulations.

Safety Data Sheets are available at www.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
Temperature ~ Storage Time Instructions
Unopened 2 to 8'C Until expiration
date
Opened 2to 8C Until expiration  Store tightly capped.
date Store in an upright
position.

Return to refrigerated
storage after use.

INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 6 drops of the
negative control and 6 drops of the positive control into each
sample cup in the assigned position.

¢ For instructions on ordering and loading controls on the
instrument, 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.
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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 fractional
part of a number written in decimal form (example: 3.12%).

Key to Symbols

Caution
A
Consult instructions for use
Oa
Manufacturer
b
Temperature limitation
1
Use by/Expiration date
2

Control Number

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

Negative Control

ICONTAINSI AZIDE |

ICONTROL 1-1

1CONTROL 1+1 Positive Control

N In Vitro Diagnostic Medical
Device
Lot Number

Neutralization

Ineutralization!

1PRODUCT OF IRELAND | Product of Ireland

1RANGE 1 Range
B List Number
ITARGET 1 Target

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

Abbott Ireland

Diagnostics Division C€

Fi_nisklin Business Park 0843
Sligo

Ireland

+353-71-9171712

Customer Service: Contact your local representative

or find country-specific contact information on
www.abbottdlagnostics.com

Created November 2016.

©2016 Abbott Laboratories

3 Abbott



ADDENDUM

to the Instruction for Use Aiinity i HBsAg Qualitative Il 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.

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 i

HBsAg kadecTBeHHbI || KOHTpO/bHbIE MaTepuansbl
(Alinity i HBsAg Qualitative Il Controls)

Pepakums: Hos6pb 2016 T.

HAVMMEHOBAHWE (CokpalieHHOe)
HBSAQ kauyecTBeHHbIN Il KOHTpO/bHbIE MaTepuasbl
(Alinity i HBsAg Quiaiitative li Controls)

(Tawke BcTpeyaeTca no TekcTy: HBsAg Qual Ctrls)

HA3HAYEHNE

HBsAg kayecTBeHHbIV Il KOHTposbHble MaTepuasbl (Alinity i
HBsAg Qualitative Il Controls) npegHasHayaroTca 415 OLEeHKN
BOCMPOU3BOAVMOCTM TECTa U BbISBIEHUA CUCTEMaTUYECKNX
aHa/IMTUYECKNX OTKTIOHEHWUI B paboumx xapakTepucTukax
aHanusartopa Alinity i npu KayecTBEHHOM onpefeneHnn n
NOATBEPXKAEHUN HAMUMA NOBEPXHOCTHOTO aHTUreHa Bupyca
renatnta B (HBsAg) B CbIBOPOTKE M Nna3Me KpPOBW YesloBeka
¢ ncnonb3oBaHnem HBsSAQ kayecTBeHHbIN Il PeareHToB (Alinity
i HBsAg Qualitative Il Reagent Kit) 1 HBSAg kayecTBeHHbI Il
MopTeepxgatowmx PeareHtos (Alinity i HBsAg Qualitative I
Confirmatory Reagent Kit).

JlononHNTeNbHY0 MHAOPMALIMIO CM. B MHCTPYKL UK NO NPUMEHEHWIO
K COOTBETCTBYIOLUMM peareHTam, a Takke B PykoBOACTBE MO
akcnnyaTaumm Alinity ci-series.

COLAEPXVMOE

|comMTsAOBL|" cofepXnT pekanbLMHUPOBaHHYO NiasMy KpoBw
yenoseka. KoHcepBaHTbl: ProClin 950 v asug, Hatpus.

|QONTRCLI-n cOAEPXMT MHAKTUBMPOBAHHbIA OUULLLEHHbI HBSAQ
yenoseka (noatun ad/ay) B chocchatHom Gydhepe ¢ nnasmoli Kposwu
yesioBeka 1 NPOTEUHOBBLIMU (a/1IbGYMUH CbIBOPOTKM Bblubell KpOBY)
crtabunusatopamu. KoHcepsaHTbl: ProClin 300 n ProClin 950.
KoHTponn nmetoT criegytoLlye AnanasoHbl KOHLLEeHTpaLuii:

Alinity | HBsAg Qualitative Il (08P10)

HBsAg
farget! IRANGE 1

KoHTponb ¢ Konunyectso Liset (S/ICO) (S/CO)
1ICONTROL1- 1 1x8.0 mL HarypasnbHblii - S0.85
ICONTROL1+1 1x80mL  lony6oii® 3.50 175-5.25
® Kpacutenb: KncnoTHslii rony6oit Ns 9
Alinity | HBsAg Qualitative Il Confirmatory (08P11)

HBsAg

HBsAgQuaC2
ITARGET 1 IRANGE1 %

KoHtpons  Konmuectso  Liger  (S/CO™) (s/con) heutralization!
icomTroL[T] 1x80 mL Tony6oit* 331 1.65- 4.96 r 50%

® Kpacutenb: KUCNOTHbI rony6oin Ns 9

i Lenesoe 3HauyeHWe 1 auanasoH He onpefeneHbl Ans
HBsAgQuaCl S/CO.

MNMPUMEYAHWE: [InanasoHbl, yka3aHHble B UHCTPYKLUM MO
NpUMeHeHWo, He crneuudunyHbl No cepusamM 1 NpeacTaBnsloT
co6oii o6LMe ananasoHbl 3HAYEHWI, reHeprpyeMbIX B TeueHue
cpoka rofHocTn npoaykTa. Kaxgoli nabopatopum pekomeHgyeTcs
yCTaHaB/IMBaTb CBOW COGCTBEHHbIE CPefHMe 3HAYeHUst 1
[AnanasoHbl NpYeMIEMbIX 3HAYEHWIA, KOTOpble A0MKHbI GbiTb B
pamkax AuanasoHOB WHCTPYKLUUM MO NPUMEHEHUI0. VICTOYH1Kammn
oxugaemoii BapuabensHOCT MOTyT BbiTb:
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HBsAg Qual
[~08P1010
G76395R01
C8P10R

Kann6poska Cepus koHTponsi  *  Cepusl peareHTa
Cepus AHnanusatop
Kanmbéparopa

MEPbI NMPEAOCTOPOXHOCTHA
c M

« [Ons gnarHoctuku In Vitro

Mepbl NnpefoCcTopoArHocTn

A’BHI/IMAHI/IE: [laHHbIA NPOAYKT COAEPXUT MOJyHYeHHble
OT YesioBeka W/MIN NOTEHUUaIbHO MHAEKLMOHHbIE KOMMOHEHTbI.
CmoTpuTte pasgen COOEPXXWMCE paHHOI MHCTPYKLUK no
NpYMeEHeHN0. H1 0AnH 13 M3BECTHbIX METOA0B TECTUPOBAHA
He MOXeT rapaHTMpoBaTh, YTO Matepuasibl, NoJlyYeHHble OT
yesioBeka, UM MHAKTUBMPOBAHHbIE MUKPOOPraHn3Mbl He
nepeHocAaT nHdekumo. MNMoaToMy BCe Matepuasibl, NosyYeHHble
OT YesioBeKa, criefyeT cuntarb NoTeHUUabHO MH(EKLNOHHBIMA.
PekomeHayeTcs obpaliaTbCa € peareHTamy U obpasuamu,
nosly4eHHbIMK OT YesloBeka, B COOTBETCTBUM cO CTaHAapToM Mo
o6paLleHno C reMOKOHTaKTHbIMW naToreHamu, pa3paboTaHHbIM
YnpasneHnem CLUA no oxpaHe TpyAa U NPOMbILLIEHHO
rmrneHe (QSHA). Mpu paboTe ¢ maTepyvanamu, cogepxaliuMmu
NN NPEeAnosoXMTENIbHO COAEePXaLlMMN UHIDEKLVOHHbIE areHTbl,
cnepyeT cobnogatb Npasuna 6uonoruyeckoit 6e3onacHocTi,
YpPOBEHb 2, UNW Apyrvie COOTBETCTBYIOLWWME npasuna
6uonoruyeckoit 6esonacHocTu."”

Martepuan, nosyyeHHsblii OT YenoBeka, UCMo/Ib30BaHHbIl B
oTpuLaTesIbHOM KOHTPO/e, He peakTueBeH Ha HBsAg, HIV-1 Ag
wm HV-1 RNA, aHTU-H1Y-1/H1Y-2, aHTn-HCV 1 aHTu-HBs.
[MONOXNUTENbHBIA KOHTPO/Ib COAEPXKUT OUMLLEHHBIN HBSAQ
yenoBeka (MHaKTMBMPOBAHHBLI) W NiasMy KpOBW YenoBeka.
MNna3va KpoBu YesnoBeka He peakTnBHa Ha HBsAg, HIV-1 Ag nin
HIV-1 RNA, aHTu-HIV-I/HIV-2, aHTU-HCV 1 aHTu-HBs.

Crepylolme npeaynpexaeHis n Mepsl NPesoCTOPOXHOCTY
OTHOCATCA K: |contron|- 1

()

MPEAYTMPEXIAEHNE CoaepxuT MeTUIM30TNAa30/10Hb! 1 a3ug,

HaTpus.

H317 MoxeT BbI3blBaTb anepruyeckyto KoxHyo
peakuuio.

EUH032 Mpn KOHTaKTe C KucnoTamu obpasyeTcsi
BbICOKOTOKCUYHBIN ras.

MpepgoTBpaLeHne

P261 M3beratb BAbIXaHUa TymaHa/napos/
aspo3oei.

P272 He BbIHOCUTbL 3arpsisHEHHYI0 OAexay C
paboyero mecra.

P280 Monb3oBaTbCA 3aWMTHBIMKU NepyaTkamu/
3alMTHOI ofexaoii/cpeacTBamMm 3alnTbl
rnas.

|PearupoBaHune

Abbott



P302+P352 MNP MOMNALAHN HA KOXXY: TMpoMbITb
60/bLUVM KOJIMHECTBOM BOfbI.

P333+P313 MNpyn pasgpaxeHnn KoXun Unn nosisneHun
cbinu: O6patnTLCS K Bpady.

P362+P364 CHATb 3arpsA3HEHHYI0 ofexay W BbICTMPaTh
ee nepef NocnefyoLyM UCNosb30BaHNEM.

Ytunusaumsa

P501 YTunusupyiite cogepxumoe/koHTelHep B

COOTBETCTBUW C CaHUTapHLIMX HOpMamMu
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

Cnepytouwye npeaynpexaeHvs 1 mepbl NpesoCTOPOXHOCTU
OTHOCATCA K. |cohtrol|+]

()

MPELYTPEXAEHVE  CopepXuT MeTUIn3oTUasosoHbl.

H317 MOXeT BbI3blBaTb a/I/IEPIMUYECKYI0 KOXHYIO
peakuuio.

MNpepoTBpaLleHue

P261 W3beratb BAbIxaHWst TyMaHa/napos/
aspo3onei.

P272 He BbIHOCUTL 3arpsi3sHEHHYH oAexay C
paboyero mecra.

P280 Monb3oBaTbCA 3alWTHBIMU NepyaTkamu/
3alMTHOI oaexoii/cpeAcTBamMmn 3aLmThI
rnas.

PearupoBaHue

P302+P352 NP MNOMALAHUN HA KOXXY: MpoMbITh
60/IbLUMM KO/IMYECTBOM BOAb.

P333+P313 Mpn pasgpaxeHUn KOXW UK NOSIBNEHUN
cbinu: O6paTuTLCS K Bpady.

P362+P364 CHATb 3arpsAA3HeHHyI0 ofexay 1 BbiICTUpaTb
ee nepeg nocneayoWwmUM NCnosib3oBaHNeM.

YTtunusaumsa

P501 YTunusupyite copepXnmoe/KoHTeliHep B

COOTBETCTBMMX C CaHUTapPHbIMXU HOpMamMn
P® (CaHMuH 2.1.72790-10 ot 09.12.2010).

MacnopTta 6e30MacHOCTV AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nnm y MecTHoro npeacraButens.
Moapo6Hyto MHGOPMaUWo 0 HE0BXOANMbIX Mepax

NpPefoCTOPOXHOCTU NpK paGoTe C aHaIM3aTopoM CM. B PyKoBOACTBE

no akcnnyatauum Alinity ci-series, Pa3gen 8.
noaAroToOBKA K NCMNOJ/Ib3OBAHUKO

e [laHHblii NPOAYKT NOCTaBNSETCA B XUAKOM BUAE, FOTOB K
1CNOMb30BaHNIO.
e [laHHbl NPOAYKT MOXET UCMO/b30BaTLCA HEMOCPEACTBEHHO

nocnie U3BfeYEeHUs1 U3 MecTa XpaHeHus ¢ TemnepaTypoit 2 - 8‘C.

e Tepeq KaxabIM UCMONb30BAHUEM MepeMELLMBAIiTE, akKypaTHO
nepesopayvBas o1akoHbl.

XPAHEHVE
* He ncnonb3yiite nocne OKOHYaHWs CPoKa roOAHOCTY.
JononHuTensHole

Temnepatypa MakcumanbHoe WHCTPYKLMW Mo
XpaHeHust BPEMSsi XpaHeHUsi XpaHeHNo

HeBcKpbITbId 2 - 8C
dnakoH

[0 okoHYaHuA
CpoKa rofHoCTK
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BCKpbIThbI
dnakoH

JononHutesnbHble
Temnepatypa MakcvMasisHOe MHCTPYKLUM No
XpaHeHus BpPEMS XpPaHEHUs1 XpaHeHUo

2-8C [0 OKOHYaHMA  XpaHWUTb BO
CpoKa rofjHocTn cpriakoHax,

N/IOTHO 3aKPbITbIX
KpbILLIKaMU.
XpaHuTtb B
BepTVKa/IbHOM
NONOXEHNN.
lMomecTutb B
XOM0AWNBbHUK Mocne
MCNOMb30BaHNA.

MPOLEAYPA PABOTblI HA AHAIM3ATOPE

[ins nonyyeHns pekomeHgyemMoro o6bema KoHTposeli gepxuTe
hnakoH BepTUKauIbHO 1 f06aBbTe 6 Kanesb OTPULATENIbHOro
KOHTPO/ISt U 6 Kanesib NOMOXWTENbHOTO KOHTPO/IS B KaXKAYHO
yaleuky Ans obpasia B COOTBETCTBYOLEN No3uuuu.
WHbopmaumio o 3akase 1 3arpyske KOHTponeii B cuctemy

cm. B PykoBogacTee no akcnnayatauum Alinity ci-series. Pasgen 5.

MOKASATE/NIN HECTABW/IbHOCTW NI MOPYIN
MokazaTenamy HecTabuIbHOCTV UM NOPYM CNYXaT 0CagokK,
BUAMMbIE Cefbl NPOTEYKW, 3aMyTHEMHOCTb WK HECOOTBETCTBYE
KOHTpONel KpUTEPUAM, ykasaHHbIM B UHCTPYKLUW NO NPUMEHEHWIO
nvnn PykoBoacTee no akcnnyatauuu Alinity ci-series. -

BVNB/TNOIrPAD®NA

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. Biosafetyin
Microbioiogicai and Biomedicai Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections:
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

dopmar uucen:

B kauecTBe pasfenurens TbICAY UCMOMb3yeTcs npo6en
(npumep; 10 000 06pa3LioB).

B kauecTBe pasfenurens AeCATUYHbIX 3HAKOB MCMO/b3yeTcs
Touka (npumep: 3.12%).

Vicnonb3yemble CUMBO/bI

N << E}

BHvmMaHve

CM. MHCTPYKLMIO MO NPUMEHEHUIO

M3roTosutens

TemnepatypHbIii AnanasoH

Vcnonb3oBatb f0/CpoK rogHOCTH

[em] KOHTPO/bHbIA HOMep

ICONTAINS» AZIDE 1

ICONTROL I- 1

|control|+|

M

CopepxuT asung Hatpus. Mpn
KOHTaKTe € Kucnotamu obpasyetcs
BbICOKOTOKCUYHBIIA ras.
OTpuLaTenbHblii KOHTPO/b
MonoxuTenbHbIi KOHTPOsb

MepguuuHckoe mnsgenve ana
avarHoctukm In Vitro

Abbott



nn Homep cepun

Ineutralization] HeliTpanuzaums
1PRODUCT OF IRELAND | MpoaykT VipnaHgun
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[ref] KaTtanoxHblii Homep
TARGET 1 Llenesoe 3HaveHune

Alinity siBnsieTca ToproBoii Mapkoli komnaHuu Abbott Laboratories B
pasnyUHbIX PUCANKLUAX. Bce apyrie TOproBble Mapku sIBASHOTCA
COBCTBEHHOCTbIO COOTBETCTBYHOLLMX BAAENbLEB.

Abbott Ireland

Diagnostics Division C€
Fl_nlsklln Business Park 0843
Sligo

Ireland

+353-71-9171712

CepBucHas nogaepAka: Obpallaiitecb K CBOeMy MECTHOMY
npeAcTaBUTENIO UM CMOTPUTE KOHTaKTHYHO MHopMaLumio aist
Ballei cTpaHbl Ha calite www.abbottdiagnostics.com

Pepakums: Hosbpb 2016 T.

©2016 Abbott Laboratories

ABTOPV30BaHHbI NpeACcTaBUTENb U3rOTOBUTENSI HA TEPPUTOPUA
Poccuu 1 apyrux ctpaH CHrI:

OO6LEeCTBO C OrpaHUYeHHOl OTBETCTBEHHOCTbLIO

“3660TT /labopaTopus”, 125171, Poccus, r. MockBa,
JleHuHrpaackoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 81

Abbott
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MPNNOXEHUE

K MHCTPYKUMK No npumeHeHnio HBsAg kadecTBeHHbIl || KOHTponbHble maTepuansl gna Poccun

YCNoBUA TPAHCNOPTUPOBKW U XPAHEHNA

V3penve pekomeHAyeTCsi TpaHCMopTMpoBaTb Mpu TemnepaType 2-8*C. W3jgenue ocTaeTcs CTabW/bHLIM [0 OKOHYaHUS CPOKa rOAHOCTW, yKa3aHHOro Ha ynakoBke. MMpu
TPaHCMNOPTUPOBAHUN C HAPYLWEHWEM TEMNEPaATYPHOTO pexvuma U3fenine He NoASEeXnUT NpUMeHeHuto. TPaHCNoPTUPOBKa OCYLECTBAAETCS BCEMW BUAAMU TPAHCMNOPTA B KPbITbIX
TPaHCNOPTHbLIX CPeACTBaX B COOTBETCTBMM C NpaBUnamMv NepeBO3KM rpy3oB, 4eACTBYIOWNMI HA KaXA0M Buje TpaHcnopTa.

XpaHeHue M3fennii AOMKHO OCYWecTBAATLCA /pU Temnepatype oT 2°C Ao 8'C a X0NnoAnNbHbIX KaMepax Wau B XONOAU/bHMKAX, 0GecneunBalownx pernamMmeHTMpoBaHHbIii
TeMnepaTypHbIN PEXUM. A 3

CPOK rogHocCTun

12 MmecsiueB Npu XpaHeHUN B PeKOMeHJ0BaHHbIX ycrioBusax (2-8*C),

TAPAHTUMHBLIE OBA3ATE/IbCTBA

MpounsBOANUTB/L TapaHTUPYBT, YTO NPY NPaBUILHOM XPaHEHUW U OGpalleHun U3fenne O0CTaeTcs CTabUbHLIM [0 UCTEYEHUS CPOKA FOAHOCTU. MakCUMasbHbIi CPOK FOAHOCTY
MeJJMLIMHCKOTO n3aenus He Gosliee 8 MecsUeB C AaTbl NPON3BOACTBA. M3/enue, XpaHUBLIEECS C HAPYLWEHUEM pernamMeHTUPOBAHHOTO NMPOU3BOANTENEM PEXUMA, NMPUMEHEHUI0

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

TEXHUYECKOE OBCNYXVBAHWE

He TpebyeTcs.

TEKYLMA PEMOHT

He TpebyeTcs.

OAHHBIE ana YTUAN3ALUMA N YHUUTOXEHWNA MEANLUNHCKOIO U3AENNA

MeAuuMHCKOE n3genve yTUAnsnpytoT U YHUUTOXAT B COOTBETCTBUM C MpaBuiamu o6palleHns ¢ MeAULMHCKUMU OTX0A4aMu, periamMmeHTupyowmmncs Canluu 2.1,7.2790-10 ¢

12.12.2010 «CaHMTapHO-3aNNAEMNOOTNYecKne TpeboBaHNs K 06palleHnto ¢ MeAULMHCKUMWU OTXO04aMu».

Heo6xoanMmMo cnegoBaTh HauMOHalbHbIM CTaHAapTaM Npu nepejaye v yTUan3auun n3aenns, ero KOMNOHEHTOB U yNakoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANLUWNHCKOE U3AENNE

EN ISO 9001, ISO 13485

MOTEHUMANBHbLIA MOTPEBUTE/b

MpodeccnoHanbHelii nonb3osBaTesb

NH®OPMALNA o HANNYNN B MEANLUNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPU/IbBHOCTb

MocTaBnsieTcs B HECTePUILHOM Buje. CTepunusauus nepeyj npUMeHeHueM He TpeGyeTcs,

NH®OPMALIMA O BOSMOXHOCTW NMOBTOPHOIO NPUMEHEHUA

He NoAnexuT NoBTOPHOMY NPUMEHEHNIO.

MATEPUANbI xnBoTHOro NMPOUNCXOXAOEHNA

Matepuasibl XUBOTHOTO MPOVNCXOXAEHUS MNPOBEPEHbI U PUCKM NpUMeHeHus MW ykasaHbl B lacnopTe 6e3onacHocTu. facnopta 6e30MacHOCTW MOXHO HaWTWM Ha caiTe

www.abbottdiagnostics.com nnu o6patntecb kK MECTHOMY NpeAcCTaBUTENIO.

MOKA3AHUVA K MPUMEHEHWIO
He npumeHumo.
NMPOTUNBOIMOKA3AHUNA K MPUMEHEHUIO

He npumennmo
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SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORREC" IN ALL GOOD FAITH

(mlr)irv! uthorised Official
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[marHocTuueckoe nogpasgeneHune

PUHNCKNUH BusHece Mapk Ten:+ 353 43 3331000
PUHNCKNNH, dPakc: +353433331001
Caiiro
WpnaHans

Mognwucb: <MOAMMCaHO> Jarta: 17 okTs6ps 2018 .

Mapu XethdepHaH,

YnpasneHne NpoeKToM Mo KOHTPO/0

[unarHoctunyeckoe nogpasgeneHvie KomnaHum «3660T1T», MpnaHaus
®uHncknnMH busHece napk, Cnaiiro, MipnaHgms

<MeyaTb: TOPFOBAAMA/IATA CNIAATO (MHK)
3ABEPEHHbIV CEPTUDUKAT O MPOUCXOXXAEHN>

<MevaTb: ANATHOCTUYECKOE MOAPA3ANENEHVE KOMMAHUN «36B60TT» (ADD),
OUHUCKINH BU3HECC MAPK

CNANTO

FPA®CTBO C/IAVIO

NPMTAHONS>

<nognucaHo> 16.10.2018 .

<MeyaTb: TOPFOBAAMANATA CNTAIO (MHK)
MOoAJTIMHHOCTbL 3ACBMAETENBCTBOBAHA AJOBPOCOBECTHO
<nognucaHo> 19.10.2018 r. ¥No1HOMOYEHHOE NnL0>
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Poccuniickasa depepauus. Fopoa MockBa.

h"eoZ " ’a ““«-MHaAMLUOTOro rofo.

nognucu nepesofunTacl™?. °runfuTlrekreeBu*Ar™ «! NoA/IMUHOCTb

Mopnuncek caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL NoAnNUcaBLIErO AOKYMEHT YCTaHOB/IEHA.

Bcero npowHypoBaHo, NnpoHymepos”
N CKPEN/eHOo nevarbro.-«?M2 |

Hotapuyc.._"""

[MpowwnTo B KONINYecTBe NTNCTOB

PykosoguTtenb OTtgena «KNnuHM4YecKue vecsefoBanmns»
000 «MHBUTPO»

P.C. logyHoB
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