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NMHCTPYKUWNA

Mo skcnyaTaunm MeguUUMHCKOro U3fennsa Ans AuarHoCTUKM in vitro
KOHTponbHble MaTepuansl 4ns NOATBEPXKAEHUS BOCMPOU3BOAMMOCTU N NMPaBUIbHOCTH
KO/IMYeCTBEHHOrO0 onpegesieHna 25-OH sutammHa D UMMYHOXeMUNOMUHECUEHTHBLIM

METOZIOM B CbIBOPOTKE W MNiasMe KPOBU YesioBEKA HA MMMYHOXUMUYECKNX aHamnsarTopax
Alinity i «25-OH ButamunH D KoHTponbHble matepuans! (Alinity i 25-OH Vitamin D
Controls)»,
npousBoacTBa 3660TT MpnaHansa, AnarHocTuyeckoe nogpasgeneHue, Abbott Ireland
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Division, Fax +353 43 3331001
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1, Nora Fitzgerald, Regulatory Affairs, 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 ®upxkepanby, PerynatopHeii  otgen, 3660TT  [AmarHoCTUYecKoe
MoppasneneHue NpnaHgus, Nlodrdopa, NpnaHana (Nora Fitzgerald, Regulatory Affairs,

N Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosWNXM yA0OCTOBEPSAIO, UTO
npuiaraemble  AOKYMEHTbl B HWKENpPMBELEHHOM 00beme CTpaHuy, SB/AKOTCA
WHCTPYKUMAMW MO MNPUMEHEHUID. ITW  JOKYMEHTbI MOSIHOCTbKO COOTBETCTBYHOT
(haKTMUeCKOM JOKYMeHTauuy Npon3BoguTens.

MHCTpYKLUMSA MO NPUMEHEHUIO Ha MefnuMHCKOoe n3genuve (Insert for medical
device):

KOHTponbHbIe MaTepuasibl A1 NOATBEPXKAEHMS BOCMPOM3BOANMOCTY U
NpaBUIbHOCTU KOMIMYECTBEHHOro onpegeneHuns 25-OH sutamumHa D
NMMYHOXEMWUTIOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE W MNasme KPoBW YesioBeKa
Ha UMMYHOXUMWUYECKMX aHanmsatopax Alinity i "'25-OH ButamuH D
KoHTponbHble maTepuasbl (Alinity i 25-OH Vitamin D Controls)™

I.  To TeKCTy MHCTPYKLMM BCTPEYatoTCA BapuaHTbl HAUMEHOBaHWUI MeANLMHCKNX
U3nennii, NpuBeLeHHbIE B Tab/IMLLEe HUXKE, KOTOPbIE ABNAKOTCA CNpaBes/IMBbIMUA U
paBHo3HauyHbIMK (Inserts include the followings true and equivalent short names
of medical devices listed in table):

Oo

1 A HavwmeHoBaHve  HaumeHOBaHME MeAULMHCKOrO MU3AeNns Ha CokpalleHHoe

D Ha aHI/IMCKOM  PYCCKOM fi3blKe HavMeHOoBaHue
A3blKe

Habop peareHTOB /19 KONUYECTBEHHOIO 25-OH ButamuH D

Alinity 1 25-OH  onpegenenns 25-OH ButamunHa D PeareHTbl (Alinity i
Vitamin D UMMYHOXeMUTIOMUHECLLEHTHbIM MeToA4oM B 25-OH Vitamin D
Reagent Kit CbIBOPOTKE 1 Nfia3Me KpPoBM YesloBeka Ha Reagent Kit)

NMMYHOXMMUYeCKux aHanusatopax Alinity i
"25-OH ButamuH D PeareHTol (Alinity i 25-
OH Vitamin D Reagent Kit)"

Alinity 125-OH  Kannb6patopbl gnis obecrneyeHns 25-OH ButamnH D

Vitamin D NPaBUIbHOCTN KONIMYECTBEHHOT O Kann6paropsl

Calibrators onpeaeneHuns 25-OH sutamuHa D (Alinity i 25-OH
NMMYHOXEMUNIOMUHECLEHTHBIM MeTo4oM B Vitamin D
CbIBOPOTKE M Njia3Me KPOBM YesioBeka Ha Calibrators)
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Abbott Ireland Diagnostics Tel. +353 43 3331000
Division, Fax +353 43 3331001
Lisnamuck,

Longford

Co. Longford

Ireland

NMMYHOXMMUYECKNX aHanm3atopax Alinity i
"25-OH ButamuH D Kanubpatops! (Alinity i
25-OH Vitamin D Calibrators)"

Alinity i 25-OH  KOHTpOnbHble MaTepuasbl Ans 25-OH ButamuH D

Vitamin D NnoATBeP>KAeHNs BOCMPOU3BOAVMOCTH U KOHTpO/bHbIe

Controls NPaBUIbHOCTU KONNYECTBEHHOTO maTepuanbl (Alinity i
onpegeneHuns 25-OH sutamuHa D 25-OH Vitamin D

NMMYHOXeMUNKOMUHECLEHTHBIM MeTogom B Controls)
CbIBOPOTKE M MNJjia3Me KPOBM YenioBeKa Ha
NMMYHOXMMUYECKuX aHanusatopax Alinity i

"25-OH ButamnH D KOHTpO/ibHbIE

maTepuansbl (Alinity i 25-OH Vitamin D

Controls)"
Cocras:
# Title Number
of pages
1 Insert for the Alinity i 25-OH Vitamin D Controls with 4
ADDENDUM for Russia.
2 WHcTpyKuma no npumeHeHuto 25-OH ButamuH D KOHTpONbHbIe 4
" matepuans! (Alinity i 25-OH Vitamin D Controls) ¢
MPNNOXEHWEM pnsa Poccun.
Signed: Date: At //Vott/~V.

Nora Fitzgerald

Regulatory Affairs

Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (INC)
ffiimiiMfi CERTIFIEP CORRECT IN ALL GOOD FAITK
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Alinity |
25-OH Vitamin D Controls

Created September 2016.

NAME

Alinity i 25-OH Vitamin D Controls (also referred to as Vit D 250H
Ctrls)

INTENDED USE

The Aiinity i 25-OH Vitamin D Controls are for the estimation of test
precision and the detection of systematic anaiytical deviations of
the Alinity i analyzer when used for the quantitative determination of
25-hydroxyvitamin D (25-OH vitamin D) in human serum and plasma.
For additional information, refer to the Alinity i 25-OH Vitamin D
reagent package insert and the Aiinity ci-series Operations Manuai.

CONTENTS
|conTroL IL L1conTrROL IM | and |conTrOL |n | Contain 25-OH vitamin D

in PBS buffer with human serum. Preservatives: ProCiin 950 and
sodium azide.

The controls are at the following ranges and target concentrations:

25-OH 25-OH
vitamin O vitamin D
Control Quantity (ng/mL)  (ng/mL) (nmol/L) (nmol/L)

lconTrROL I 1x 8.0 mL 20.0 14.0 «26.0 500 35.0- 65.0
lcontroLlm] 1x80mML 400 280-520 1000 70.0 - 130.0
750 525-975 1875 1313 - 2438

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:

¢ Calibration « Control lot ¢ Reagent lot
« Calibrator lot ¢ Instrument
PRECAUTIONS

« For In Vitro Diagnostic Use

Safety Precautions

A RCAUTION: 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 these reagents 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 controls is nonreactive

for HBsAg, HV-1 RNA or HIV-1 Ag, anti-HCV, and anti-HIV-1/HIV-2.

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

Yen

Vit D 250H

@ 08P4510
G71165R01
C8P450

The following warnings and precautions apply to:
TontroLl 1XonTrOL | @nd [conTROL [H |

)

WARNING Contains methylisothiazolone and sodium azide.

H317 May cause an allergic skin reaction.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be allowed
out of thp 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
Temperature ~ Storage Time
Unopened 2to 8'C Until expiration
date

Additional Storage
Instructions

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 4 drops of the
low control, 4 drops of the medium control, and 4 drops of the
high 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.

Abbott



INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of ieakage, turbidity, or if controls do

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

BIBLIOGRAPHY

1 us Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.
US Department of Health and Human Services. Biosafety in

Microbioiogical and Biomedicai Laboratories. 5th ed. Washington, DC:

US Government Printing Office; December 2009.

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

Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory kvbr/ters From Occupationally Acquired Infections:
Approved Guideline—ourth 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%).

Key to Symbols

Caution
Consult instructions for use
Oa
Manufacturer
Temperature limitation
Use by/Expiration date
feN | Control Number
1CONC{ Concentration
1CONTAINS: AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.
1CONTROL 1L 1 Control (Low, Medium, High)
w In Vitro Diagnostic Medical
Device
Lot Number
1PRODUCT OF IRELAND | Product of Ireland
1RANGE 1 Range
List Number

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

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

Created September 2016.
©2016 Abbott Laboratories
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ADDENDUM
to the Instruction for Use Alinity i 25-OH Vitamin D Controis for Russia

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device are (2-8°C).

Medicai device must be stored in freezers to ensure regulated temperature conditions with a daily temperature record.

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.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended. The maximum shelf
life of the medical device is 15 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 APPLICAPLE STANDARDS
EN 1SO 9001
ISO 13485

EN ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN 1SO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511
ISO 80000-1

EN ISO 15193
EN ISO 15194

POTENTIAL USER
Professional technicians.

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 is intended for one-off usage.

TECHNICAL CHARACTERISTICS
Controls: pH-value at 20 °C: 7,2

COMPATABILITY WITH OTHER MEDICAL DEVICES
No available data.

MATERIALS OF ANIMAL/HUMAN ORIGIN
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Alinity

25-OH BuTtawTH D KOHTpO/IbHbIE MaTepuasbl
(Alinity i1 25-OH Vitamin D Controls)

Pepakuus: ceHTsiopb 2016 T.

HAVMMEHOBAHUWE (CokpalieHHoe)

25-OH ButamuH D KoHTponbHble maTepuans (Alinity i 25-OH
Vitamin D Controls ) (Takxe BcTpeyaetcs no TekcTy: Vit D 250H
Ctrls)

HA3HAYEHUVE

25-OH ButamuH D KoHTponbHble maTepuans! (Alinity i 25-OH
Vitamin D Controls) npegHasHavatoTCs /151 OLEHKN
BOCMPON3BOAUMOCTU TeCTa W BbISIBNIEHUA CUCTEMATUYECKUX
aHa/IMTUYECKNX OTK/IOHEHWIA B paboumnx xapakrepucTukax
aHanmnsartopa Alinity i npy KonM4yecTBeHHOM onpeaeneHnn
25-rngpokcusutamvHa D (25-OH BuTamuH D) B CbiBOPOTKE ©
nnasme KpoBwW 4esioBeka.

JlononHnTeNnbHyo MHopMaumio CM. B MHCTPYKLMMW MO NPUMEHEHUI0
K 25-OH ButamuH D PeareHtam (Alinity i 25-OH Vitamin D Reagent
Kit) n PykoBogcTee no akcnayatauuu Alinity ci-series.

COOEPXNMOE

|contkoi. |1 l|co||trol|m1m |control |n] cogepxaT 25-OH ButamuH D
B PBS-6ydhepe ¢ CbIBOPOTKOM KPOBU YerioBeka. KOHCepBaHTbI:
ProClin 950 v a3ng, Hatpus.

KOHTpO/M MMELOT crefytole avanasoHbl 1 Lenesble
KOHLeHTpauum:

25-OH 25-OH
vitamin D vitamin D
wconcl wraNGE1 1concl [range]|
KoHTponb  KonuuectBo (ng/mL)  (ng/mL) (nmol/L)  (nmol/L)
lecontrotji| 1x 80 mL 200 140-26.0 50.0 35.0- 65.0
lcontrotlm| 1x80mi 40.0 28.0-520 100.0 70.0-130.0
1ICONTROL|H|  1x 80 mL 750 525-975 1875 131.3-2438

MNMPUMEYAHNE: [unana3oHbl, yKa3aHHble B MHCTPYKLUUWN NO
NPUMEHEHMNIO, He CneunUYHbI Mo CepusiM 1 NpeAcTaBNAT
co6oii 06Lve AnanasoHbl 3HAYEHU, reHepupyembIX B TedeHne
cpoka rogHocTu npogykta. Kaxgoli nabopatopun pekomeHayeTcs
ycTaHaB/MBaTb CBOW COBCTBEHHbIE CPefHMe 3HaYeHus U
[AnanasoHbl NpUeMIemblx 3Ha4eHUi, KoTopble JO/MKHbI BbiTh B
pamMkax AnanasoHoB, yKasaHHbIX B MHCTPYKLWW MO NPUMEHEHWIO.
VICTOUHMKaMN oxuaaemoin BapuabesibHoCTU MOryT GbiTb:

Kanun6poska Cepusa KoHTponsa Cepusa peareHTa
Cepusa AHanunsatop
Kannépartopa
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MEPbI MPEAOCTOPOXHOCTHU

* liyol
e [Ons guarHocTukm In Vitro

Mepbl NpefoCTOPOrkHOCTU

A,BHVIMAHI/IE: [JaHHbIA NPOAYKT COAEPXUT NosyYeHHble
OT YesnioBeka W/Unu noTeHUNanbHO WH(EKLMOHHbIE KOMMOHEHTbI.
CmoTpute pasgen COAEPXXWMOE faHHOW MHCTPYKLMU MO
NpUMeHeHu0. Hi 0AuH 13 U3BECTHbIX METOA0B TECTUPOBAHMA
HE MOXeT rapaHTMpoBaTb, YTO MaTepuasibl, No/lyYeHHble OT
4yenoseka, UM UHaKTUBMPOBAaHHbIE MUKPOOPraHn3Mbl He
nepeHocaT MHpekumto. MoaToMy BCe MaTepuasibl, NosyveHHble
OT YenoBeka, cnefyert cHMTaTh NOTEHUMUaTbHO MHEKLMOHHBbIMM.
PekomeHayeTcst obpalwiatbcst ¢ peareHTamMmm 1 obpasuamu,
nosly4eHHbIMU OT YesloBeka, B COOTBETCTBUM co CTaHAapToOM Mo
obpalleHNto C FeMOKOHTaKTHBIMU naToreHamu, paspaboTaHHbIM
Ynpasnexvnem CLUA no oxpaHe TpyAa v NPOMbILLIEHHOM
rurneHe (OSHA). Mpu paboTe ¢ matepuanamu, cogepxaliuMmu
WA NPeAnoNoXUTeNbHO CofepXaliMy NHEKLMOHHbIE areHTbl,
cnepyeT cobnogatb npasuna 6uonornyeckoil GesonacHocTy,
YPOBEHb 2, UK Apyrue COOTBETCTBYHOLME Npasuia
6uonoruyeckoit 6esonacHocTu.™"

Martepuvan, nonyYeHHbI OT YenoBeKa, UCMNOMb30BaHHbLIN B
KOHTPO/ISAX, He peakTMBeH Ha HBsAg, HIV-1 RNA wnnan HIV-1 Ag,
aHTU-HCV 1 aHTu-HIV-I /HIV-2.

Cnepytowue npeaynpexaeHns n Mepbl NpesoCcTOPOXHOCTH

OTHOCATCSH K: icontrol|l |. [control|m| W |cohtrol|h|

()

NPEAYMPEXAEHNE CofiepXxnT METUNN30TUA30/I0H U a3unf
HaTpus.

H317 MoXeT Bbi3blBaTb a/I/IEPINUECKYI0 KOXHYIO
peakumio.

EUH032 Mpy KOHTaKTe ¢ KVVICHOTaMVI obpasyeTcs
BbICOKOTOKCUYHbIN ras3.

MpepoTsBpalleHne

P61 W3beratb “B,qblxaHm;l TymaHa/napos/
aspo3oneit.

P272 He BbIHOCUTbL 3arpA3HeHHy0 oaexay C
paboyero mecta.

P280 Monb3oBaTbCs 3aWUTHLIMU Nepyatkamm/
3aLMTHOW ofexaoi/cpeacTBaMm 3aLiuUThbl
rnas.

PearvnpoBaHuve

P3024P352 MNP MOMALAHN HA KOXXY: MpombITh
60/1bLUMM KO/IMYECTBOM BOfbI.

P333+P313 Mpn pasgpaxeHnn KOXu win nosisneHnum
cbinu: O6paTuTbCs K Bpady.

P362+P364 CHATb 3arpsi3HeHHYI0 ofex/y 1 BbICTUpaTb
ee nepef NocseyoLmm UCNo/ib30BaHNEM.

YTunusaumsa

P501 YTunusupyiite copepxmmoe/KoHTelHep B

COOTBETCTBMMN C CaHUTaAPHbIMX HOpMamMn
P® (CaHlNvH 2.1.7.2790-10 ot 09.12.2010).

™ 1Abbott



MacnopTa 6e3onacHOCTK AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nnu y MecTHoro npeacrasuTens.
Moapo6Hyto MHOPMaLMo 0 HEO6XOAUMbIX Mepax
NpeAoCTOPOXHOCTM NpW paboTe C aHanM3aTopom CM. B PykoBoacTee
no akcnnyatauuu Alinity ci-series, Pa3gen 8.

noAroToOBKA K NCIMOJIb3OBAHUIO
e [aHHblii NPOAYKT NOCTABASIETCA B XUAKOM BUAE, FOTOB K
1CMNOb30BaHWI0.

e [laHHblli NPOAYKT MOXET MCNOMb30BaTbCA HEMOCPELCTBEHHO
nocnie U3B/EYEHNS U3 MECTa XpaHeHusi ¢ TemnepaTypoit 2 - 8'C.

e Tlepea KaxabiM MUCNob30BaHMEM MEPEMeLUNBaiiTe, akkypaTHO
nepesopaunBas riakoHsl.

XPAHEHVE

e He 1cnonb3yiiTe Noc/ie OKOHYaHWSI CPOKa FOLHOCTU.

JlononHuTenbHble
Temnepatypa MakcuMasibHOE  WHCTPYKLUKX MO

XpaHeHus BPEMs XpaHeHNs1 XpaHeHuto

HeBckpbIThIli 2 - 8°C [0 oKOoHYaHus

hnakoH CpoKa rofHoctu

BCKpbITbIN 2>8C [0 OKOHYaHuss ~ XpaHuTb BO

chnakoH Cpoka rofHocTV dhakoHax,
M/10THO 3aKPbITbIX
KpbILLKaMK.
XpaHuTb B
BEPTUKa/IbHOM
NOSIOXEHNN.

NomecTuTb B
X0NnogunbHUK nocne
Mncnonb3oBaHuA

MPOLIEEAYPA PABOTbI HA AHANTN3ATOPE
* [Ins nony4yeHnsi pekomeHAyemMoro obbema KOHTponel fepxuTe
chnakoH BepTUKasibHO 1 fo6aBbTe 4 Kanan HU3KOro KOHTPOSS,
4 Kannu cpefHero KOHTPO/St U 4 Kanan BbICOKOro KOHTPONS B
KavkZyto yalleuky gns obpasiia B COOTBETCTBYHOLLEN MO3ULWN.
*  VHdopMaumio 0 3akase W 3arpyske KOHTPOnei B cuctemy
cM. B PykoBoactee no akcnnyatauum Alinity ci-series, Pasgen 5.

MOKA3ATENN HECTABUNIbHOCTW WA NMOPYN
MokazaTenamy HecTabunbHOCTU WK MOPYU CNYXUT 0CaAOK,
BUAMMbIE Criefbl NPOTEeYKN, 3aMyTHEHHOCTb UM HECOOTBETCTBUE
KOHTpO/el KpUTepUsM, ykasaHHbIM B UHCTPYKLUKM NO NPUMEHEHUI0
n/mnn PykoBoacTeBe no akcnnyatauum Alinity ci-series.

BNBJTNOITPA® A
us Department of Labor, Occupationai Safety and Health
Administration, 29 CFR Part 1910.1030, Bioodborne pathogens.
US Department of Health and Human Services. Biosafety in
Microbioiogicai and Biomedicai Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.
World Health Organization. Laboratory Biosafety Manuai. 3rd ed.
Geneva: World Health Organization; 2004.
Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationaily Acquired infections;
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA CLSI; 2014.

copmar uncen:

* B KauyecTBe pasgenuTens TbiCAY mcnonb3yeTcs npoben
(npumep: 10 000 o6pas3LioB).

* B KkauyecTBe pasgenuTens AecATUYHbIX 3HAKOB WCMOMb3yeTcst
Touka (npumep: 3.12%).
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CM. MHCTPYKLMIO NO NPUMEHEHMNIO

WM3roTosutens

TemnepaTypHblii AuanasoH

Mcnonb3oBatb 40/CpoK rogHoCTy

KOHTpPO/bHbIA HOMep
KoHueHTpauus

Copepxut asug, Hatpust. Mpu

KOHTaKTe O KMcnoTamy obpasyetcst
BbICOKOTOKCUYHBII ras.
KOHTpONb(HU3KWUIA, CpeaHuii, BbICOKWMiA)

MeguuuHckoe nsgenuve s
[marHocTuku in Vitro
Homep cepun

MpoaykT Vipnangum
[OuanasoH

KaTanoxHblii Homep

Alinity siBnsieTcst ToproBoli Mapkoii komnaHum Abbott Laboratories B
pas/IMyHbIX lopuUcanKUMAX. Bece Apyrne Toprosble Mapky sIBAAKOTCA
COBCTBEHHOCTLIO COOTBETCTBYIOLLMX BMafesnbLes.

Abbott Ireland
Diagnostics Division

CE

Lisnamuck, Longford

Co. Longford

Ireland

+353-43-3331000

CepBucHasi nogaepsrka: O6palyaintecb kK CBOeMy MECTHOMY
NpeACTaBUTENIO UM CMOTPUTE KOHTaKTHYH MHAOpMaLmio A/1s
Balleli cTpaHbl Ha calite www.abbottdiagnostics.com

Pepakums: ceHTsa6pb 2016 T.

©2016 Abbott Laboratories

ABTOPU30BaHHbI NPeACTaBUTENb N3rOTOBUTESNSI HA TEPPUTOPUN

Poccun n gpyrux ctpaH CHI™:

OO6LLECTBO C OrpaHNYEHHON OTBETCTBEHHOCTbLIO
“3660TT /labopatopus”, 125171, Poccusn, r. Mocksa,
JleHuHrpagckoe Lwocce, 16A, cTpoeHue 1,

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

Abbott



MPNNOXEHWE
K MHCTPYKUMK NO npumMeHeHunto 25-OH ButamuH D KoHTponbHble maTtepuans! (Alinity i 25-OH Vitamin D Controls) ans Poccun

YCNnoBuA TPAHCIMOPTUPOBKW n XPAHEHUNA

M3penve pekomeHayeTtcs TpaHcnopTuposaTh npu 2-8°C.

MegaunumHckoe n3genvie fOMKHO XPaHUTCA B XON0AUNbHUKAX, 06ecneymBatoLLmx pernaMmeHTMpoBaHHbIN TemnepaTypHbIi pexuM.
N3penve octaetca cTabuiibHbIM [0 OKOHYAHUS CPOKa FOAHOCTM, yKa3aHHOro Ha ynakoske. [pu TpaHCNOpPTMPOBaHWM C HapylueHnem
TemnepaTtypHOro pexumMa usgenve He MnoANeXuT NpUMEHeHuo. TpaHCMopTUPOBKA OCYLLEeCTBNSETCA BCEMM BuMAAMU TpaHcrnopta B
KPbITbIX TPAHCMOPTHBIX CpeACTBax B COOTBETCTBMM C NpaBuiamy NepeBo3kn rpy30B, AelCTBYIOLLMMUN Ha KaxaoM BuAe TpaHcnopTa.

FTAPAHTUNHBIE OBA3ATE/NIbCTBA

Mpon3soauTenb rapaHTMpyeT, YTO NpU MPaBU/IbHOM XpaHeHun W obpalleHun n3fenne octaeTcs CTabuibHbIM [0 UCTEYEHUS Cpoka
rOAHOCTU. MakcUMasibHbIli CPOK FOAHOCTU MeAMLMHCKOrO usgenusi He 6onee 15 mecsues. V3genve, xpaHuBLUEECA C HapylUeHWeM
pernaMeHT1poBaHHOro NPON3BOAUTENEM pPeXuMa, NPUMEHEHUIO He noanexuT (B cootseTcTBum ¢ MOCT P 51088-2013).

TEXHNYECKOE OBC/YXXMBAHUE
He TpebyeTcs.

TEKYLWNA PEMOHT
He TpebyeTcs.

AOAHHBIE ONA YTUNN3AUNNA N YHUUYTOXEHWMA MEAVNUNHCKOIO N3AENTNA

MeauumHcKoe nsgenme yTuamsnmpyoT U YHUUTOXAKOT B COOTBETCTBMM C Npasuiamy o6paLleHnst ¢ MeAULMHCKAMU OTXO4aMW,
pernameHTupyowmmmucs CanlfluH 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3nuaeMmonornyeckne TpeboBaHnsa K obpatleHuto ¢
MeULMHCKAMN OTXOAAMU».

Heobxoaumo cnepfoBaTb HalMOHa/IbHBIM CTaHAapTaM npu nepejade v yTuansaummn U3genns, ero KOMNOHEHTOB U YNakoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUVMHCKOE U3AENVNE
EN 1SO 9001

ISO 13485

EN ISO 14971

EN 13641

EN 13612

EN ISO 15223-1

EN 980

EN ISO 18113-1

EN ISO 18113-2

EN ISO 18113-3

EN ISO 23640

EN 1SO 20776-1

EN 13975

EN ISO 17511

ISO 80000-1

EN 1SO 15193

EN ISO 15194

MOTEHUMANBHbBIN MOTPEBUTE/b
MpodheccnoHanbHbIn NabopaHT.

NH®OPMALMNA O HATNYNI B MEANUVNHCKOM U3OENNN NEKAPCTBEHHOIO CPEACTBA
He cogepxuT.

CTEPW/IBHOCTb
MocTaBnsieTca B HecTepusibHOM Buge. CTepunmsauus nepes nprmMeHeHnem He TpebyeTcs.

NH®OPMALMNA O BO3MOXHOCTW NMOBTOPHOIO NPUMEHEHWA
MpeaHasHavyeHo 415 OAHOKPATHOTO NPUMEHEHMS.

TEXHUWYECKNE XAPAKTEPUCTUKN
- KoHTposbHble matepuasbl: 3HadeHne pH npu 20 °C: 7,2

CBEAEHNA OB W3BECTHbIX OIFPAHWYEHUAX MO COBMECTHOMY TMPUMEHEHWIO MEOWUVMHCKUX W3AENNN NO
HA3SHAYEHWNIO

OTCYTCTBYIOT.
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MATEPUAJbI XXUBOTHOTO/ME/TOBEYECKOIO MPONCXOXAEHNA

MaTtepunasibl XMBOTHOTO MPOUCXOXAEHWNSI MPOBEPeHbl U PUCKM NpuMeHeHns MW ykasaHbl B [Macnopte 6GesonacHocTu. [Macnopra
6e30MacHOCTN MOXHO HaWiTh Ha caiiTe www.abbottdiagnostics.com nnn obpaTnTech K MECTHOMY NpeACTaBUTENIO.

SLIGO CHAMBER OF COMMERCE (INC)
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[marHocTuueckoe nogpasgeneHue

KOMNaHuu «3660TT», MpnaHaus Ten:+ 353 43 3331000
JIncHamyk, dakc: +353433331001
JloHropa
rpagctso JloHrdops,
apTa WpnaHans
Mognucb: <nognucaHo> [Hata: 23 Hos6ps 2018 T.

Hopa ®uumkepanbs,

CneupanmncT perynsTopHoro otgena

[JwnarHoctnueckoe nogpasjeneHne KomnaHnum «36601T», VpnaHaua
JNncHamyk, JToHrgops

I"pachcTBO JToHThopA
VipnaHgus
-Tya
bocas. <MeyaTsb: TOPFOBAA MANATA CNANTO (MHK)
3ABEPEHHbIV CEPTU®UKAT O MPOUCXOXXAEHNN>
(A

<MevaTb: AMATHOCTUYECKOE MO/APA3JENEHVNE KOMMAHWU «3BBO0TT» (ADD),
JIOHF ®OP/>

<nognucaHo> 21 Hos6ps 2018 T.

<MeyaTb: TOPFOBAAMAJIATA C/TAATO (MHK)
MNOANNHHOCTbL 3ACBUAETE/IbCTBOBAHA JOBEPOCOBECTHO
<nognucaHo> 27J11.2018 r. ¥YNoAHOMOYEHHOE NnL0>

MepeBOf, C aHIAMIACKOrO A3blKa Ha PYCCKUI S3bIK BbINONHEH NEPEBOAUYNKOM YNCTSKOBOI
BukTopuein AMNTPUEBHON.
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Poccuiickaa ®epepaums. Fflopos Mocksa.

YeTBepTOro gekabpsa Ase ThiCAYN BOCEMHAALATOrO roja.

A, baxTapgse Inbmupa KOpbeBHa, HOTapuyc r. MOCKBbl, cBUAETENBCTBYO MOLJIMHHOCTb
nognucu nepeeBogunka YncrtakoBoil Buktopun AMUTPUEBHBI.

Moannce caenaHa B MOEM NMPUCyTCTBUN.
JIn4HOCTL noAnucasLLEero AOKYMEHT yCTaHOB/1€HA.

3apeructpupoBaHo B peectpe: Noe77/52-H/77-2018-
B3bickaHo 1o Tapudpy 100 py6,

Aa3aHue ycnyr npaBoBOro M TEXHUYECKOro xapakrepa: —

3.10. baxTazze

Bcero npolwHypoBaHo, NpoHy/neposaHo "
W CKpenseHo neyatblo....K: M A ..aneT..'MA
HotapuycC..M\ [.eeeeeeeiieiieiienn, )

MpowwnTo B KONNYecTBe nncTos

2018 ropga-;;
eHepasibHbIN AMPEKTOPA.ANAN!
OCO «He3saBucumas na8,0"5ars

A.1O. OcTpoBCKMii
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