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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 duTuXepanbg, Cneumnanucrt perynatopHoro otaena, 3660TT
OuarHoctuyeckoe TopgpasgeneHve WpnaHgusa, Jlonrdopn, WpnaHgua (Lourda
Fitzpatrick, Project Manager Regulatory Affairs, Abbott Ireland Diagnostics Division,
Longford, Ireland), HacToAWMM YAOCTOBEPAD, 4TO Mpwuiaraemble [OKYMEHTbl B
HXKENpuUBeLEHHOM 06beMe CTpPaHWL, ABAAKTCA WHCTPYKUUAMWU MO MPUMEHEHUIO. OTU
[LOKYMEHTbI MOIHOCTbIO COOTBETCTBYIOT (PAKTUYECKONM AOKYMEHTaLMN Npon3BOAUTENS.

MHCTPYKUMA No npuMeHeHU0 Ha meanumnHckoe mnigenne (Insert for medical devise)

KoHTposibHble  MaTepuanbl  AnA  MOATBEPXAEHWA  BOCMPOU3BOAMMOCTM W
npaBu/IbHOCTH KO/INYECTBEHHOIO onpegeneHus nponakTnHa
NMMYHOXEMUTIOMUHECLLEHTHBIM METO0OM B CbIBOPOTKE M M1a3Me KPOBU YesioBeKa
Ha WMMYHOXUMWYECKMUX aHanusatopax Alinity i «MponaktuH KOHTpOsbHbIE
maTepuansl (Alinity i Prolactin Controls)»

CocrTas:
# Title Number
of pages
1 Instruction for Use for the j p~ojactin Controls with 3
ADDENDUM for Russia.
WHCcTpyKumsa no npumeHeHuto «MponakTuH KOHTPONbHbIE
z matepuansl (Alinity i Prolactin Controls)» ¢ MPUNOXEHWMEM pns 3

Poccun.

Mo TeKCTY MHCTPYKLMKN BCTPeYaTCA BapuaHTbl HAMMEHOBAHMUN MeAULUHCKNX U3L4eNnunii,
npuBeAeHHbIE B TabNMLE HUXe, KOTOpble ABAAKOTCA CNPaBef/IMBbIMU U PaBHO3HAUYHbIMU
(Instruction for Use includes the followings true and equivalent short names of medical
devices listed in table):

HavMeHoBaHMe Ha  HaumeHOBaHWe MeAVLMHCKOTO WM3AeNna Ha CoKpalLeHHOe

aHIINIACKOM 513bIKE  PYCCKOM Si3blKe HaMMeHOBaHWe

Alinity i Prolactin  Ha00p peareHToB Ansi KONMUECTBEHHOTO CLL A TUH PeareHTsl
Reagent Kit ONPEAE/IEHNA NPONAKTHA Prblactin

VIMMYHOXEMUTIOMUHECLIEHTHBIM METOM/MA T
CbIBOPOTKE U MN1asMe KpOBM Yesil0BEKA
UMMYHOXUMUYECKUX aHanm3atopax Aljklmi n
«MponaktuH PeareHTobl (Alinity i Prolacy””™\ °
Reagent Kit)»

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX M3REMM
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Alinity i Prolactin  Kanm6patopbl gi1s 06ecrneyeHnst NpaBUibHOCTU
Calibrators KOJINYECTBEHHOI 0 OMpefeneHns NponakTnHa
NMMYHOXEMUNIIOMUHECLEHTHBIM METOAOM B
CbIBOPOTKE M MNa3Me KPOoBY YesloBeKa Ha
UMMYHOXMMUYecKMX aHanmsatopax Alinity i
«MponaktuH Kanunépatops! (Alinity i Prolactin
Calibrators)»

Alinity i Prolactin KoHTposbHbIe MaTepuanbl gns

Controls) MOATBEPXAEHNA BOCMPOM3BOAUMOCTM U
MPaBUIbHOCTW KO/TMYECTBEHHOIO OMpeaesieHuns
NPoNaKTUHa UMMYHOXEMUTIOMUHECLIEHTHbIM
MeTOZIOM B CbIBOPOTKE W MNJ1asMe KpPoBU
YesioBeKa Ha MMMYHOXUMUYECKNX
aHanusatopax Alinity i «MponakTuH
KoHTponbHble matepuansl (Alinity i Prolactin
Controls)»

Signed:  /jlo'Y Date:

Nora Fitzgerald

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

fIHWII

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL cooD F*ITH
I!
Authorised Official
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Alinity |
Prolactin Controls

Read Highlighted Changes: Revised February 2018.

NAME

Alinity i Prolactin Controls (also referred to as Prolactin Ctrls)

INTENDED USE

The Alinity | Prolactin Controls are for the estimation of test precision
and the detection of systematic analytical deviations of the Alinity |
analyzer (reagents, calibrators, and instruments), when used for the
quantitative determination of prolactin in human serum and plasma.
For additional information, refer to the Alinity i Prolactin reagent
package insert and the Alinity ci-series Operations Manual.

CONTENTS

The |controif1 | [controt|m | @nd |comtroi|n|cCONtain prolactin
(human) in TRIS buffer with protein (bovine) stabilizers.
Preservative: Sodium azide.

The controls are at the following ranges and target concentrations:

MNcT lANGE 1 lON"CI‘ LANGE 1

Control Quantity (ngimL) (ng/mL) (miuiL) (mIu/L)
wowieon) L30n 80 6298 1B 1D B
Tonrotins 180n. A0 AU 4D IBEY
180, 40 NS M2 8D G718

|controlit|h]

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

STANDARDIZATION

The controls are manufactured by dilution and referenced to the
World Health Organization (WHO) 3rd International Standard 84/500
for Prolactin at each concentration level.

PRECAUTIONS
. ®

* For In Vitro Diagnostic Use

Safety Precautions

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.""*
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The following warnings and precautions apply to- [controi|1 |
IcONTROI1Im] AANH |controi|h|

Contains sodium azide.
EUHO032

P501

Contact with acids liberates very toxic gas.
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

« Thaw completely at room temperature (15 to 30‘C) for 1 to
2 hours, or overnight at 2 to 8'C. Do not thaw at elevated
temperatures.

« Prior to each use, mix by gentle inversion (3 to 4 times).

« Record the expiration date of the thawed control on the bottle.

STORAGE

* This product is shipped on dry ice.
« Do not refreeze controls after thaw.
« Do not use past expiration date.

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened -IO'C or Until expiration
colder date
Opened 2to 8'C Up to 60 days  store tightly capped.

after thaw, not
to exceed the
expiration date
printed on the
bottle

After each use,
immediately return
the thawed controls to
refrigerated storage (2
to 8"C).

INSTRUMENT PROCEDURE

¢ To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 3 drops of the
low control, 3 drops of the medium control, and 3 drops of the
high control into each sample cup 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.



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

Microbiological and Biomedicai Laboratoi-ies. 6th ed. Washington, DC:

US Government Printing Office; December 2009.
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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

1SO 15223 Symbols

X
I
1
2

{after THAW 1

M
icONcl

{CONTAINS: AZIDE |

ICONTROL 1L 1

IDISTRIBUTED IN THE USA BY |

1IINFORMATION FOR USA ONLY |

1PRODUCT OF IRELAND |
1IRANGE 1

1Rx ONLY 1

1UNTIL FIRST USE |

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Upper limit of temperature

Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number

other Symbols

After thaw store at
Control Number
Concentration

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

Control Low, Medium, High
(L,M,H)

Distributed in the USA by

Information needed tor United
States of America only
Product of Ireland

Range

For use by or on the order of a
physician only (applicable to USA
classification only).

Until first use store at
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Alinity is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.

Abbott Ireland

Diagnostics Division C€
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+353-43-3331000
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Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com
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ADDENDUM

to the Instruction for Use Alinity i Prolacin Controls (for Russia)
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device is - 10°C or cokder in single-
use thermo containers containing coolant elements, of in reusable thermo
conteiners with automatically mainteined temperature or
autorefrigerators using theemal indicators, Device is stable untit the
expiwation dete indicated on the package, Device is no longer suitable for
use i shipping temperature limlts have been viclated. Ship in an enclosed
carvier vahicle of any kind in accordance with shipping rules, applicable to
the respective camier.

Medical device must be siored st 8 temperaturs - 10°C or cokder n
refrigeratorsirefrigerator chambers 1o ensure regulated temperature
conditions with & daily temperalure record.

WARRANTY

Manufacturer guaraniess that device remains stable untit the expiration
date when stored and handied as directed. The maximum shelf life of the
medical devios is 12 months from date of manufacturing. Device must be
discarded if stored with deviations in manufaciurer’s requirements.
MAINTENANCE

Not requirad.

REPARS

Not required
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the
requirements of SanPin 2.1.7.2750-10 dated December 12, 2010
*Sanliary-epidemiologicel Requirements for the Management of Medica
Wate",

Transmit and dispose of 8 product and its components and packaging in
accordance with Jocal reguistions.

LIST OF APPLICABLE STANDARDS

1SO 9001, 150 13485, ISO 13485 (including CMDCAS)

POTENTIAL USER

Alinity i Prolactin Controls are intended to be used in a variety of clinice!
and lsboratory conditions, including, without Nmitation, hospitals,
diagnostic centers, reference laboratories and blood transfusion faciitbes
around the world, whose personnel have been trained in the use of the
Alinity | analyzer,

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF
MEDICAL DEVICE

Does not contain any drugs

STERLIZATION

Medical device Is not required 10 be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Modical device cannol be re-applied.

MATERIALS OF ANIMAL ORIGIN

Matsrials of animal origin are tested and risks of using MD are Indicated in
SDS. Salety Data Sheets are avaisble st www abbottdiagnosiics.com or
contact your local representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applicable.
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Alinity

MponakTH KOHTPONbHbIE MaTepuanbl

(Alinity i Prolactin Controls)

Cm. BblieNeHHble n3MeHeHns. Pegakuua: oespans 2018 r.

HANMEHOBAHWE (CokpalieHHOe)

MponakTuH KoHTponbHble matepuansl (Alinity i Prolactin Controls)
(Takxe BcTpeuvaeTcs no TekcTy: Prolactin Ctrls)

HA3HAYEHVE

MponakTuH KoHTponbHble matepuansl (Alinity i Prolactin Controls)
npeAHasHauyeHbl 415 OLeHKM BOCMPOM3BOAMMOCTM TecTa U
BbISIB/IEHUA CUCTEMATUYECKNX aHANMMTUYECKNX OTKOHEeHW B
pabounx xapakTepuctukax aHanusatopa Alinity i (peareHTos,
KanmépaTopoB U CUCTEM) MPW KONNUYECTBEHHOM OMNpefesieHnm
nponakTMHa B CbIBOPOTKe W NyiasmMe KPOBM YesloBeka.

JloNONHATE NbHYI0 MHGOPMALMIO CM. B UHCTPYKLMUM NO NPUMEHEHUIo
K COOTBETCTBYIOLEMY peareHTy U PykoBoACTBE MO 3KCMyaTaLuum
Alinity ci-series.

COEPXVMOE

IconNTROL|I icoNTRou[M| LL[cONTROL|H| cogopxaT nponakTuH
(4enoseka) B TRIS-6ychepe 0 NnpoTenHOBLIMU (BblUbUMU)
crabununsartopamu.

KoHcepBaHT: a3nj Hatpus.

KoHTponn nmeloT crneaylowne ananasoHbl U LeneBble
KOHUeHTpaLuuu:

NAKTUH MponaktuH
COHC| ICONCj
KoHTporis Komuectso  (ng/ml) (ng/mL) (mluL) (L,
1CONTROLIL 1 1x8,0 ml 8.0 6.2-9.8 168 130- 206
lcontrot|m| 1x8.0ml 20.0 15.4-24.6 420 323 -517
1x8.0 ml 40.0 30.8 - 49.2 840 647- 1033

{controi|h|

NMPUMEYAHWE: [Inana3oHbl, ykasaHHble B MHCTPYKLUKN MO
NpUMeHeHUIo, He cneuurnyHbl N0 CepUsM 1 NpeacTaBnsioT
co60ii 06wWne gmanasoHbl 3HAYEHWI, rTeHepUpyeMbIX B TeYeHne
cpoka rogHoctu npogykta. Kaxgoii na6opatopun pekomeHayeTcs
ycTaHaBNMBaTb CBOM COGCTBEHHbIe CPefHMEe 3HAYeHus K
[nanasoHbl NpuemMaeMblx 3HaYeHW, KOTopble AO/KHbI BbiTb B
pamkax AnanasoHoB, yKasaHHbIX B MHCTPYKLKUM NO MPUMeEHEHUI0.
VcTouHukamm oxumpaemoli BapuabenbHoOCTU MOTYT 6biTb:

¢ Kanu6poska * Cepus koHTpona « Cepusa peareHTa
« Cepus ¢ Ananusartop

Kanuépartopa
CTAHOAPTUIALUUSA

KOHTPO/IM M3roTOB/EHbI NyTEM pa3BefeHNst U COOTHECEHbI C
3“ MexayHapofAHbIM CTaHAapTOM BceMupHON opraHusauum

3apaBooxpaHeHns (BO3) gna nponaktuHa 84/500 Ha Kaxaom
YPOBHe KOHLEHTpaLuu.
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G76222R03
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MEPbI MPEAOCTOPOXHOCTU

¢ H
e [na guarHocTtuku In Vitro
IRx ONLY |

Mepbl NPesoCcTOPO)KHOCTYH

BHVMAHWE: [laHHbIi NPOAYKT COAEpPXUT
NoJlyYeHHble OT YesioBeka U/MAN NOTEeHLUUaNbHO WHAEKLNOHHbIe
KOMNOHeHTbl. CmoTpute pasgen COAEPXXVMOE paHHoi
WHCTPYKLWM MO NPUMEHeHU0. HU OfMH U3 U3BECTHbIX
MeTO/J0B TECTUPOBAHUS He MOXET rapaHTMpoBaTb, YTO
maTepuasbl, NosyyeHHble 0T YesloBeKa, UM UHAKTUBUPOBAHHbIE
MWUKPOOPraHu3mbl He NepeHocAT uHdekuuto. Moatomy Bce
maTepuansl, MoJiyyYeHHble OT YenoBeka, crefyeT cuuTatb
noTeHLUMaNbHO WHAEKLUNOHHbIMK. PekoMeHayeTcst o6paliaTtbes
C AaHHbIM NPOAYKTOM W o6pasuamu, NosiyYeHHbIMK OT
YyenoBeka, B COOTBETCTBUM co CTaHAapTOM Mo o6palleHunto ¢
reMOKOHTaKTHbIMK NnaToreHamu, paspaboTaHHbIM YnpaBneHnem
CLWA no oxpaHe Tpyfa W NPOMbILWIEHHOW TUTNeHe
(OSHA). Mpu paboTe c matepvanamv, cogepxawumm nnm
npeAnonoXUTeNIbHO COAEePXallUMN UHMEKLNOHHbIE areHTbl,
cnepyet cobntogatb npaeuna 6uonornyeckoli 6esonacHocTy,
YpPOBEHb 2, MU ApyrMe cOOTBeTCTBYKOLNE NpaBuia
6uonoruyeckoit 6esonacHocTu.™*

Cnepyiowme npefynpexaeHus n Mepbl NpefocTOPOXHOCTH
OTHOCATCA K. lcontrotti | lcontrot|mp,

|control |H|

CofepxuT asung Hatpus.

EUH032 Mpu KOHTakTe ¢ kucnotamu obpasyetcs
BbICOKOTOKCUYHbIVA ras.
P501 YTunusupyiite cogepxnmoe/koHTeiHep B

COOTBETCTBUM C CAHUTAPHLIMWU HOpMamun
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

Macnopta 6e30MacHOCTN [OCTYNHbI Ha caiite
www.abbottdiagnostics.com unu y mectHoro npegactaBuTens.
Moapo6Hyo MHpopMaLunio 0 He06X0AMMbIX Mepax
npeoCTOPOXHOCTK NpU paboTe ¢ aHanN3aToOpoM CM. B
PykoBogcTBe no akcnnyatauuu Alinity ci-series. Pasgen 8.

MoAroToOBKA K NCIMO/b3OBAHNIO

* Pa3mopo3bTe NOMHOCTLIO NMpU KOMHaTHOW TemnepaTtype (15 -
30'C) B TeyeHue 1 - 2 yacoB WM OCTaBbTe HA HOYb Npu 2 - 8'C.
He pa3mopaxuBaliTe npu noBbIWEHHOW Temneparype.

* lepep KaxAblM WCNOMb30BaHWEM NepemellnBaiiTe, akkypaTHO
nepesopauuBas cnakoH (3 - 4 pasa).

e YKaxuTe CPoK rogHOCTU PasMOPOXEHHOTo KOHTPONA Ha
chnakoHe.

XPAHEHVE

e [JlaHHblA NPOAYKT TPAHCMOPTUPYETCS HA CYXOM /ibjy.

e Tocne pasMopo3kn He 3aMOpaXnBaiTe KOHTPO/IU MOBTOPHO.
e He ucnonb3yiiTe nocne ucTeyeHust cpoka rogHOCTU.



JlononHuTenbHble

TemnepaTypa Makc, Bpems MHCTPYKLMKM NO

XpaHeHus XpaHeHus XpaHeHuio
HeBckpbITbii  -10°C nan [l0 okOH4YaHuA
hnakoH HUXe cpoka rogHocTn
BCKpbITbIi 2-8C [lo 60 gHeit XpaHuTb BO
nakoH nocne chnakoHax,
pasmoposku, NNOTHO 3aKPbITbIX
He mpeBblllas  KpblWKaMU.
CPOK TO/IHOCTH, He3ameAnuTesnbHO
yKa3aHHbIl Ha  nocne Kaxgoro
chnakoHe NCMnonb3oBaHns
nomeuaiite

pasMopOXeHHble
KOHTpPONIN 06paTHO
B XONOAUNbHUK (2
- 8°C).

MPOLEAYPA PABOTblI HA AHATM3ATOPE

e [1na nony4YeHUs pPeKOMEHAYeMOoro o6beMa KOHTPOJIEH AepxuTe
¢hnakoH BepTUKaNbHO M fo6aBbTe 3 Kanju HU3KOro KOHTPONS,
3 Kanau cpefHero KOHTPons 1 3 Kanan BbICOKOTO KOHTPONS B
Kaxaylo valleuky Ans o6pasla B COOTBETCTBYIOLEH NO3ULMU.

¢ WHdopmaumio o 3akase u 3arpy3ke KOHTponei B cuCTeMy CM. B
PykoBogcTBe no akcnnyatauumn Alinity ci-series, Pasgen 5.

MOKA3ATE/N HECTABU/IBHOCTWN N TTIOPYIN

MokasatensiMm HecTabWIbHOCTW WU NOPYN CAYXWT ocafok,
BUAMMble CNefbl NPOTeYkn, 3aMyTHEHHOCTb W/IM HECOOTBETCTBUE
KOHTpO/iell KpUTepUAM, ykasaHHbIM B UHCTPYKLMU MO NPUMEHEHWIO
n/vnn PykosoacTBe no akcnnyatauum Alinity ci-series.

BNBNNOIPAPNA

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

Microbiological and Biomedical 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.

dopmart uucen:

* B kayecTBe pasfenuTens TbiCAY MCNOMb3yeTcsi Npo6en (npumep:
10 000 o6pas3suoB.).

* B kauecTBe pasgenuTens [ecaTUUYHbIX 3HAKOB MCMO/b3yeTcs
Touka (npumep: 3.12%).

Micnonb3lyemble CUMBOJIbI
CumBsonbl iSO 15223

BHumanve

CM. MHCTPYKLUIO No
NpUMeEHeHNo
M3roToBuTens

TemnepatypHblii AnanasoH
BepxHsisi rpaH1La Temnepatypbl
2 Mcnonb3oBaTth f0/CPOK rogHOCTY

MeguuuHckoe nsgenve ans
anarHoctTukn In Vitro
Homep cepun

KaTanoxHslii Homep
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[pyrue cumBOsbI
WFTER THAW | Mocne pasMopoO3Kn XpaHuTb Mnpu
Temnepartype

KOHTPONbHbIA HOMEp

|coNC| KoHueHTpauuns

CopfepxuTt asug Hatpus.

Mpun KoHTaKTe 0 kucnotamm
o6pa3yeTca BbICOKOTOKCUUHBbIN
ras.

ICONTAINS: AZIDE j

lcontroltll |

KoHTponb Hwuskuii, CpegHuii,
Bbicokuii (L,M,H)

IDISTRIBUTED IN THE USA BY | AuvcTtpubbiotop B CLUA

INFORMATION FOR USA ONLY | WHbopmauma Tonbko ans CLUA

1PRODUCT OF IRELAND | Mpopykt Upnauaun

IRANGE 1 JAwnana3soH

IRx ONLY 1 [Ana ncnonb3oBaHUA TONbKO
MeNLUUHCKAM pPa6oTHUKOM
(NPUMEHUMO TONBLKO K
knaccudukaunn CLUA)

[lo Mcnonb3oBaHUA XpaHWUTb Npu

Temneparype

DNTILFIRST USE 1

ANnity sBnseTcs TOprosoil mapkoii komnanum Abbott Laboratories B
pasnnyYHbIX lpUcanKLUax. Bee gpyrue Toprosble Mapku sBASOTCA
COGCTBEHHOCTLIO COOTBETCTBYIOLMX BNafenbLeB.
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+353-43-3331000
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NPUNOXEHNE

K VHCTPYKUMM N0 npuMeHeHuo MW  «[ponakTuH KOHTpOnbHble
matepuansbl (Alinity i Prolactin Controls)» gnsa Poccuu.

YC/IOBUS TPAHCIMOPTUPOBKWM 1 XPAHEHUS

3pnenve pekomeHayeTcs TpaHCNopTMpoBaTk Npu Temnepartype ot -10°C
1 HKE B TEPMOKOHTEiHepax 0fHOPa30BOro No/b30BaHNs, COAEPXaLLNX
XNaf031eMeHTbl, UM B TEPMOKOHTEiHEepPax MHOTOKPATHOro NPUMEHeHNs
C  aBTOMaTUyeckn nogdepxvBaemMoil  Temnepatypoii  wam B
aBTopechpuxepaTopax ¢ UCMosIb30BaHNEM TEPMOUHANKATOPOB. M3genne
ocTaeTcs CTabu/bHbIM [0 OKOHYaHWS CpoKa FOAHOCTW, YKa3aHHOro Ha
ynakoske. [lpyn TpaHCMOPTUPOBaHWM C HapyLleHWeM TeMmnepaTypHoro
pexuma usgenvMe He MNOANEXUT NPUMEHeHWo. TpaHCnopTUPOBKa
oCyLLecTB/IETCA BCEMW BUAAMW TPaHCMOPTa B KPbITbIX TPAHCMOPTHbIX
cpefcTBax B COOTBETCTBMM C MNpaBuiamum  NEepeBO3KM  [PY30B,
[eCTBYIOLLIMMU Ha KaXAO0M BUAEe TpaHcrnopTa.

XpaHeHune nsaenuii AO/MKHO OCYLLECTBNATLCSA Npy TemnepaTtype ot -10°C
U HMKE B XOMOAWMIbHbIX —KaMepax WM B XOMOAW/bHUKAX,
obecneynBatoLLMX pernameHTMpOBaHHbI TeMNepPaTypHbI PeXuM.

TAPAHTUMHBLIE OBA3ATE/ILCTBA

Mpon3BoguTeNb rapaHTMpyeT, YTO MpuW NPaBUIbHOM XPaHEeHUu WU .
obpalleHun u3genve OCTaeTcsi CTabw/bHbIM [0 WCTeYeHUs Ccpoka S 1
rofHOCTW. MakcuManbHblii CPOK FOAHOCTY MEAMLMHCKOTO WU3Lenvsi He

6onee 12 mecsueB C AaTtbl NPOM3BOACTBA. W3fenue, XpaHuBLueecs C

HapyLWeHWemM  pernameHTUPOBAHHOTO  MPOU3BOAWTENIEM  PEXUMA,

NPYMEHEHUI0 He MOANEXUT.

TEXHUYECKOE OBCNY>XUBAHWNE
He TpebyeTtcs.
TEKYWWIA PEMOHT

He TpebyeTcs.
OAHHBIE NS YTUAN3ALUN N YHUUTOXEHUSA MEOVLIMHCKOIO

M3QENNA
MeanumnHcKoe u3genue yTUIUSKUPYOT U YHUYTOXAKT B COOTBETCTBUM C
npasvnamu obpatleHns c MeANLUHCKUMU oTxojamu,

pernameHTupytowmmmca  Canlud 2.1.7.2790-10 ot  12.12.2010
«CaHutapHo-anuaemumonornyeckne TpeboBaHusa K obpaleHnto  c
MeULIMHCKUMM OTXO04aMu».

Heo6xoanMo crnefoBaTb HalUMOHasIbHBIM CTaHAapTam npu nepepaye u
yTUAU3aUMM N3genus, ero KOMMNOHEHTOB W YNakoBKU.

NEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEANLUVHCKOE U3AEUNE

1SO 9001:2008, 1SO 13485:2003, ISO 13485:2003 (Bkntoyas CMDCAS).
MOTEHUMWANBbHbLIA NOTPEBUTENb

MegauumnHckoe nsgenue «MponaktuH KoHTponbHble mMatepuans (Alinity i
Prolactin Controls)» npegHasHauyeHO AN UCMONb30BAHUA B Pa3/IMuHbIX
K/IMHUKO-NaGopaTOPHbIX ~ YCNOBUAX,  BKIOYas, 6e3  OorpaHuyeHus,
60NbHULBI, AMAarHOCTUYECKME LEHTPbl, pediepeHTHble nabopatopun un
YUpexaeHus nepesiMBaHNs KPOBM MO BCEMY MUPY, MEPCOHaN KOTOPbIX
npoLuen obyyeHne no ncnosb3oBaHuio aHanusartopa Alinity i.
NH®OPMALMA O HAANYUKA B  MEANUMHCKOM  WU3AENU

NEKAPCTBEHHOIO CPE/ICTBA n
He copepxur.
CTEPW/IbHOCTb o

MoctaBnsieTcA B HecTepunbHOM  Buge. CTepunusauus  nepeq
npumMeHeHnem He TpebyeTcs.

NH®OPMALINA O BO3MOXXHOCTW NMOBTOPHOIO NPUMEHEHWA
He nognexvT NOBTOPHOMY MPUMEHEHMIO.
MATEPUANBbI XKUBOTHOIO NMPONCXOXAEHUNA

MaTtepuasibl  KMBOTHOTO  MPOUCXOXAEHWSI  MPOBEPEHbl W PUCKN SLIGO CHAMBER OF COMMERCE (INC)

npumeHenns MW  ykasaHbl B [acnopTe 6e3onacHoctu. [lacnopta

6e30MacHOCTM MOXHO HaiiTW Ha caiite www.abbottdiagnostics.com wnm CERAFIED CORRECT |N ALL GOOD FA'TH

obpaTutecb K MECTHOMY NpeACcTaBUTENto.

MOKA3AHUA N MPOTUBOMNOKA3AHUSA K MPUMEHEHWUIO
He npumeHunmo.

AiithorisftrtOfficial
n
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3660rr VpnaHgus Ten:+353 43 3331000
JnarHoctuyeckoe nogpasgeneHue, ®akc: +353 43 3331001
JlncHamyk, JloHrdopga,

rpaccteo JSloHrdopa, VpnaHams

<nognucaHo> 10.04.2019 r.

Moanuck: <NoANMCaHO> Oata; 10.04.2019 .
Hopa ®duuygxepanbg

Cneunanuct perynsaTopHOro otaena

3660TT NpnaHaus, AnarHocTnyeckoe noapasfenieHue

NuncHamyk, JIoHTopL

pagcTBO JlOHThOpA

WNpnangnsa

/Mevatb: QnarHoctnyeckoe nogpasgeneHne 3660T1T, rpagcteo JIoHrdopa/

/MeyaTs: TOPFTOBAS MAJIATA C/TANTO (MHK)
NOANMNHHOCTbL 3ACBUAETE/IbCTBOBAHA JOBEPOCOBECTHO
Ynonuo.moyeHnoe nuuyo /nognucaHo/ 11.04.2019 r./
IMeyaTb: TOPFTOBAS MANIATA C/TAVIO (MHK)

3ABEPEHHbIN CEPTU®UKAT O MPOUNCXOXAEHNN/

MepeBog C aHIINIACKOIO A3blKa Ha PYCCKWUIA A3blK BbINOMHEH NepeBogunKpL, LaTHeBbIM Nnbeii
ANEKCeeBNYEM
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Poccwiickaa depgepauyus. Mopog Mocksa.
BocemHaguaTOro anpens Ase ThbICAYN AeBATHaALAaTOro roga.
4, baxTaa3e dnbmupa HOpbeBHa, HOTapuyc r. MockBbl, CBUAETENLCTBYHO NOAJ/IMHHOCTb
nognucu nepesofyuvka LlatHeBa nbu AnekceeBnya.
Mognuce caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTL nognucaBLlero AOKYMEHT yCTaHOB/EHA.
3aperucTpupoBaHo B peectpe: Ne77/52-H/77-2019-.e?'- '//I3 O
no tapudcy 100 py6.

'Ynnadeyp 3aoTgaHue ycayr npaBoBOro M TEXHNYECKOro xapakrepa: -

3.10. baxTapnse

Bcero npoLluHypoBaHo, npuxeposaH”
AN LLNCT.,
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