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I, Lourda Fitzpatrick, Project Manager Regulatory Affairs, Abbott Ireland Diagnosties Division ,
Longford, Ireland, hereby certify that the attached doeuments that keep the number of pages
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manuals of manufacturer.

A, Nypaa dutynatpuk, PykoBoauTesib MNMPoeKTOB perynsaTopHOro otaena, 96601T
JdunarHoctuyeekoe MNMogpasgeneHne NpnaHgns, Jlonrgops, NpnaHgna (Lourda Fitzpatrick,
Project Manager Regulatory Affairs, Abbott Ireland Diagnostics Division, Longford,

Ireland), HacTOALLMM yAOCTOBEPSAIO, YTO NMpuiaraemble JOKYMEHTbI B HUXENPUBeLEHHOM 06beMe
CTpaHuL, ABMATCA MHCTPYKLUMAMU MO MPUMEHEHNIO. STU JOKYMEHTbI MOJIHOETHIO
€00TBETCTBYIOT (PaKTUYEEKON JOKYMEHTaUUN MpPon3BOANUTENS.

MHCTpyKLUMA NO NPpUMeEHEHUIO HA MeguLMHcKoe nsgenne (Insert for medical devises)

Habop KoHTponei gns KonmM4ecTBeHHOro onpeaenenmns 25-OH sutammHa D

UMMYHOXEMU/TIOMUHECLUEHTHBIM METOJO0M B CbIBOPOTKE U M/1a3Me KPOBM Yesi0BeKa Ha
UMMYHOXMMUYeckoM aHanusatope ARCHITECT i
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lert for the ARCHITECT 25-OH Vitamin D Controls with ADDENDUM
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iHHEM pansa Poccun.
Date No/6

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



en

fiin 5P02-10 25-OH Vitamin D
ARCHITECT 5p02

a 25*0H Vitamin D Controls G5-9324/R01
C5P020

iINTENDED USE

The ARCHITECT 25-OH Vitamin D Controls are for the estimation

of test precision and the detection of systematic analytical
deviations of the ARCHITECT iSystem when used for the quantitative
determination of 25-hydroxyvitamin D (25-OH vitamin D) in human
serum and plasma.

Refer to the reagent package insert and the ARCHITECT System
Operations Manual for additional information.

CONTENTS

« 1 Bottle (8.0 mL) Low Control contains 25-OH vitamin D
prepared in PBS buffer with human serum. Preservatives: ProClin
950, Sodium Azide.

« 1 Bottle (8.0 mL) Medium Control contains 25-OH vitamin D
prepared in PBS buffer with human serum. Preservatives: ProClin
950, Sodium Azide.

« 1 Bottle (8.0 mL) High Control contains 25-OH vitamin D
prepared in PBS buffer with human serum. Preservatives: ProClin
950, Sodium Azide.

The controls are at the following ranges and approximate

concentrations:

Target Concentration Control Range

Control (ng/mL) (nmol/L) (ng/mL) (nmol/L)
I00ONTROL| 1 | 20.0 50.0 140 - 26.0 35.0 - 65.0
lcontrollml| 40.0 100.0 28.0 - 52.0 70.0 - 130.0
|coHTnoc|H| 75.0 187.5 52.5 - 975 131.3- 243.8
PRECAUTIONS

®

« For In Vitro Diagnostic Use

)‘I( 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 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 serum used in the controls is nonreactive for HBsAg,
HIV-1 RNA or HIV-1 Ag, anti-HCV and anti-HIV-1/HIV-2.
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The following warnings and precautions apply to: |comtrol|1 | j
controllm!l |control|h]|

WARNING Contain methylisothiazolone and sodium
azide.

H317 May cause an allergic skin reaction.

EUHO032 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-rP352 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 ARCHITECT System Operations Manual,
Section 8.

STORAGE

« Controls are stable until the expiration date when stored and
handled as directed.

« Do not use past expiration date.

« Controls must be stored at 2-8"C in an upright position and may
be used immediately after removal from 2-8'C storage.

Jve-C

PREPARATION FOR ANALYSIS

Controls may be used immediately after removal from 2-8"C storage.
Prior to each use, mix by gentle inversion.

After each use, tightly close the caps and return the controls to
2-8'C storage.
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ADDENDUM

to the Instruction for Use (for Russia)

SHIPPING

Recommended shipping conditions for device correspond to storage
conditions provided in the Instructions for Use (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 (GOST R 51088-2013). 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 directed. Manufacturer
set the warranty shelf life of device which corresponds to period
between the date of manufacture and expiration date that are
indicated on the label and/or in accompanying documentation.
Device must be discarded if stored with deviations in manufacturer’s
requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.
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ARCHITECT
25-OH Vitamin D Controls

HA3HAYEHWE

KoHTponum ARCHITECT 25-OH Vitamin D Controls npegHasHaueHbl
[U151 OLLleHKN BOCMPOM3BOAMMOCTMN TecTa U BbIIBEHUS
aHanUTUyYecknx oTknoHeHuit cuctembl ARCHITECT iSystem npu
KONMYeCcTBEHHOM onpegeneHun 25-rmgpokcusntammnia D (25-OH
BUTaMuH D) B CbIBOPOTKE U MnasMe KpPOBU YefoBeka.
[loNONHUTENbHYIO MHGOPMALMIO CM. BO BKMafbllle K peareHTy u
PykoBogcTee no akcnnyatauum cuctembl ARCHITECT.

COOEPXWNMOE

e 1 donakoH (8,0 MN) KOHTPONSA HWU3KOW KOHLEHTpauun c
cogepxaHnem 25-OH ButamuHa D, nofroToB/IEHHOIO B
PBS-6ydhepe ¢ CbIBOPOTKOW KpoBM YenoBeka. KOHCepBaHTbI:
ProClin 950, a3ung HaTpus.

¢ 1 chnakoH (8,0 Mn) KOHTPONA CpefHel KOHLEeHTpauuun ¢
cogepxaHunem 25-OH ButamuHa D, noAroToB/IEHHOIO B
PBS-6ydhepe ¢ CbIBOPOTKOIW KpOBM Yenoseka. KOHCepBaHThbI:
ProClin 950, a3ug HaTpus.

¢ 1 chnakoH (8,0 M) KOHTPONS BbICOKOW KOHLEHTpauumn ¢
cogepxaHunem 25-OH ButamuHa D, noArotoB/eHHOro B
PBS-6ycthepe ¢ CbIBOPOTKOW KpoBu 4yenoseka. KOHCepBaHTbI:
ProClin 950, a3ung HaTpus.

KOHTponM MMetoT cnepytolime guanasoHbl U NpuGansuTesbHble

KOHLeHTpaymm:

LleneBasa KoHUeHTpayuus [lnana3oH KOHTpons

KoHTponb (Hr/mn) (Hmonb/n) (Hr/mn) (Hmonb/n)

ICONTROL L 1 20,0 50,0 140- 26,0 35,0 - 65,0
|control|m| 40,0 100,0 28,0 - 52,0 70,0 - 130,0
[CONTROL |H] 75,0 187,5 52,5 - 97,5 131,3- 2438

MEPbI MPELOCTOPOXHOCTM
[in

e [na gnarHoctuky In Vitro

BHVMAHWE: [laHHbIli NPOAYKT COAEPXUT NOSyUYeHHble
OT YesloBeka W/MNN NOTEHLMANbHO UH(EKLMOHHbIE KOMMOHEHTbI.
Cwm. pasgen COOEPXXWUMOE pganHoro Bknagblia. Hu oguH n3
M3BECTHbIX METOZ0B TEeCTUPOBAHUS HE MOXEeT rapaHTUpoBaTth,
uTO GUOMaTepuanbl YenoBeka WM MHAKTUBUPOBAHHbIE
MUKPOOPraHW3Mbl He MepeHoCsT MHekuuto. Moatomy Bce
6Guomatepuansl Yenoseka crneAyeT cuutaTb NoTeHLUMUANbHO
MHMEKUMOHHbIMK. PekomeHayeTcs o6palyatbCsi ¢ peareHTamu
1 o6pasuyamu, NonyyeHHbIMU OT YenoBeka, B COOTBETCTBUU
co CTaH4apToOM No o6palleHnto ¢ reMOKOHTaKTHbIMM
natoreHamu, paspaboTaHHbiM Ynpasnenunem CLUA no oxpaHe
TpyAa v npombiwieHHol rurnene (OSHA). Mpu pa6oTe ¢
mMaTepuanamu, cofepxaluMmu Unu NpeanonoxXuTenHo
coZepxalMn MHMEKLMOHHbIE areHTsl, cnegyeT cobnogatbh
npasuna 6vonornyeckoit 6e3onacHocTu, ypoBeHb 2, Un apyrue
cooTBeTCTBylLWMe npasuna 6uonornyeckoii 6esonacHocTun.’ *
Mcnonb3oBaHHas B KOHTPOMSX CbIBOPOTKA KPOBW YesioBeKa He
peakTuBHa Ha HBsAg, HIV-1 RNA uan HIV-1 Ag, aHTU-HCV un
aHTU-H1Y-1/H1Y-2.
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25-OH Vitamin D
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® 5P02-10

Cnepytolwme npeaynpexaeHns n Mepbl npefocTOPOXHOCTH

oTHOCATCA K: |control|l |/ |control|m]|j |control H|

NPEAYNPEXAEHNE CofepxuT MeTunM3oTnasonoH u asng
HaTpus.

H317 MoxeT BbI3blBaTb asifiepruyeckyto
KOXHYI0 peakLuto.

EUH032 Mpn KOHTakTe ¢ kucnotamu obpasyeTcs
BbICOKOTOKCUYHBINA ras.

MpepotBpalieHne

P261 WN36eratb BAbIXaHNa TymaHa/napos/
asposoneii.

P272 He BbIHOCUTL 3arpsisHEHHYI0 ogexay ¢
pabouyero mecra.

P280 Monb3oBaTbCs 3alUTHLIMU NepyaTkamu/
3alUTHON oaexaoi/cpeAcTBaMmn 3aLUnUTbI
rnas.

PearnposaHue

P302+P352 NPV NONAOAHUK HA KOXY: MpombITh
60NbLINM KONIMYECTBOM BOfbI.

P333+P313 Ecnu npoucxoauT pasgpaxeHue Koxu
UK nosiBneHne cbinn: O6paTUTbCs K
Bpauy.

P362-MP364 CHATb 3arpsi3HeHHy0 ogexay u
BbICTMPATb ee nepef UCNob3oBaHNeM.

YTunusauymsa

P501 YTunusupyiite cogepxumoe/KoHTeliHep B

COOTBETCTBUM C CaHMTapPHLIMU HOpMaMu
P® (CaHnlMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30MacHOCTM AOCTYNHbI Ha cainTe
www.abbottdiagnostics.com unu y mecTHOro npegcraButens.

Moapo6Hyto MHopMaLnio 0 Heo6X0AUMbIX Mepax
npefoCcTOPOXHOCTU Npu paboTe aHanusatopa cM. B PykoBoAcTBe Mo
akcnnyatauun cuctembl ARCHITECT, Pasgen 8.

XPAHEHWNE

e [pn nNpaBU/IbHOM XpaHeHUN M 06palleHN KOHTPONM ocTalTCs
CTabubHBIMU 10 UCTEYEHUA cpoka FOAHOCTN.

e He ucnonb3yiiTe nocne McTe4yeHUss cpoka rofHocTU.

¢ KOHTponM Heo6xoAMMO XpaHUTb Npu Temnepatype 2-8'C B
BEPTUKaNbHOM MOJIOKEHUN U UCMONb30BaTb cpasy nocne
N3BNEYEHUss N3 MecTa XpaHeHus ¢ Temnepartypoii 2-8'C.

JT8-C

2'Ch



MnoAroToOBKA K AHANN3Y

KOHTPO/M MOryT MCNONb30BATLCA HEMOCPeACTBEHHO nocne
13B/IEUEHNS1 U3 MecTa C COOTBETCTBYIOL el TemnepaTypoil xpaHeHus
(2-8'C).

Mepep kaxbiM MCNONb30BaHMEM NepeMelnBaiiTe, akkypaTHO
nepesBopaunBas hnakoH.

Mocne kaxAoro Mcnosib3oBaHUsi KOHTPOsIel NOTHO 3akpbiBaiiTe
hnakoHbl KPbILKOM W NomeliaiTe B MeCTo C COOTBETCTBYHOL el
Temnepartypoii xpaHeHus (2-8'C).

BVBNNOIrPA®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. Biosafety in
Microbiologicai 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 Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Vicnonb3yemble CUMBO/bI

BHumanve

Cm. MHCTPYKLMUM NO MUCMNONb30BaHUIO

MpounssoguTesns
TemnepatypHbIli pexum

Wcnonb3oBatb 0/CpoK rogHOCTH

N < X

come | KoHueHTpauuns

Copepxut asung Hatpus. MNpu

KOHTaKTe ¢ kucnotamu o6pasyetcs
BbICOKOTOKCUYHbIW ras.

ICONTAINS: AZIDE |

KoHTponb Huskuii, CpegHunii, Boicoknii

ICONTROL 1L |
(LM,H)

| MeguuunHckoe usgenve ans
anarHocTtukm in Vitro

[in Homep cepun

{PRODUCT OF IRELAND | MpownsBegeHo B VipnaHaum

{RANGE ! [nana3oH
@ KatanoxHblii Homep

MpepynpexaeHune: MoxeT Bbi3blBaTb
annepruyeckyto peakuuto.

IWARNING: SENSITIZER |

ARCHITECT sBnsieTcs TOprosoii mapkoli komnanum Abbott
Laboratories B pasnnyHbIX lopucankumax. Bee gpyrune toprosble
Mapku SBAATCA COGCTBEHHOCTbIO COOTBETCTBYIOLLNX BRafenbLes.

Abbott Ireland
Diagnostics Division C €
Lisnamuck, Longford

Co. Longford

Ireland

+353-43-3331000

CepBucHasa nogaep>kka: O6paljaiTecb K CBOeMy MeCTHOMY
npeAcTaBUTE/IO UM CMOTPUTE KOHTAKTHYIO MHOpMaLuio Aist
Ballell cTpaHbl Ha cailite www.abbottdiagnostics.com

A Abbott

Pepakuma: uionb 2015 r.
© 2015 Abbott Laboratories
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ABTOpPU30BaHHbI NpeAcTaBUTENb U3FOTOBUTENA HA TeppUTOpPUN
Poccun n gpyrux ctpaH CHrI:

000 «3660TT /labopaTopus», 125171, Poccus, r. Mocksa,
NeHunHrpagackoe wocce, 16A, ctpoeHue 1,

Ten: +7 (495) 258 42 70 (80); chakc: +7 (495) 258 42 71 (81)



MPUNOXEHNE
K MHCTPYKLMU MO MCMONb30BaHW Ans Poccum

TPAHCIMOPTUPOBKA

M3penve, pekomeHayeTcs TpaHCNOPTNPOBAaTb B COOTBETCTBUN

C yKa3aHHbIMW B UHCTPYKLMUN TPeGOBaHUAMU XpPaHEHUA npu
Temnepatype 2-8'C. M3genune octaetcs cTabunbHbIM A0 OKOHYaHWA
cpoka roflHoCTV yka3aHHOro Ha ynakoBke. [pu TpaHCNopTMPOBaHMUM
C HapylleHMeM TemMnepaTypHOro pexumMa, usgenve He

noanexuT npumeHexuto (B cootsetctsnm ¢ NOCT P 51088-2013).
TpaHcnopTUpoBKa OCYLLECTBASIETCS BCEMU BUAaMMU TpaHcnopTa B
KPbITbIX TPAHCMOPTHBLIX CPeACTBaX B COOTBETCTBUW C MpasBunamu
nepeBO3KW rPy30B, AeACTBYIOLWMUMI HA KaXAOM BUAe TpaHcrnopTa.

TAPAHTUMHBIE OBA3ATE/NIbCTBA

Mpon3BoAnTENb rapaHTMpyeT, YTO NPU NPaBUIbLHOM XPaHeHUn

1 o6palleHnn nsgenme ocTaeTcs cTabu/bHbIM A0 NCTEYEHUS

cpoka rogHocTu. FapaHTuliHbIA CPOK rOAHOCTU K3aenus
YyCTaHOB/EH NPOWN3BOANTENIEM, U COOTBETCTBYET Nepuosy Mexay
fAaTtoli NnpousBoAcTBa U faToll UCTEYEHUss CpoKa rofHOCTH,

KOTOpble yKa3aHbl Ha 3TWKeTke U/MAKN B CONPOBOAUTENbHOM
[OKYMeHTauun Ha nsgenue. sgenve, xpaHuBlieecs ¢ HapylleHuem
pernameHTMPOBAHHOIO NPOU3BOAUTENEM PEXUMa, NPUMEHEHUD He
noanexut (B coorseTcTBum ¢ MOCT P 51088-2013).

TEXHWYECKOE OBC/TY>XVBAHUWE
He TpebyeTtcs.

TEKYLW M PEMOHT
He TpebyeTtcs.
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MepeBof C aHINMUIACKOTO0 A3blKa Ha PYCCKNiA A3bIK

3660TT [marHocTmyeckoe
Moapasgenexnne VipnaHama
JIncHamyk

JNoHrdopg

Ten.:+353 43 3331000
dakc:+353 43 3331001

[pachcTBO JToHrhopa

2660TT

Wpnanamna

/TeKCT AOKYMeHTa npoAy6ampoBaH Ha pyccKoM s3bike/

/WTamn/
3660TT AuarHoctuyeckoe MogpasgeneHue JIoHrgopa
/Mognuck/
/WTamn/
3660TT AnarHoctnyeckoe MogpasgeneHune JIoHrgops
/Mopnuce/

Mopanuce: /Mognuck/

Jlypaa dutynaTpmk

PykoBoauTenb MPoeKTOB perynaTopHoro otgena
3660TT AuarHoctuyeckoe MogpasgeneHue VipnaHans
JlncHamyk, JToHrops,

[Jata: 19 okTabps 2016 .

/LWTamn/

3660TT AumarHocTnyeckoe MoapasgeneHne JTIoHrgopa
/MevaTs/

Toprosas NManata MannuHrap

padcTeo JToHrdhopy, Y nocToBepeHo
NpnaHgns /Mopnuce/
27.10.2016 .
/Mognucs/ /MeyvaTs/
/WTamn/ Toprosas Manata MannuHrap
3660TT AunarHoctuyeckoe Moppasgenerue JIoHrdopa Y [LOCTOBEPEHO
/Moanwncek/
27.10.2016 .

MepeBoA AaHHOMO TEKCTA C aHI/IMIACKOIO SA3blKa Ha PYCCKUIA A3bIK cenaH MHOM, NepeBoO4YNKOM
Ky3HeuoBbiM  Anekceem [laBnosuueMm. TpeboBaHUS K TeKCTy repeBoja (MaKcvMa/ibHas
TOYHOCTb, MEPEeBOJ BCEX PEKBU3UTOB, FPaMOTHOE W3/M0XKEHWE, CO6M0AeHMEe TEPMUHOMNOTUN U
T.N.) MHe pa3bscHeHbl. [puHMMaKD Ha cebA JIMYHYK0 OTBETCTBEHHOCTb 3@ BEPHOCTb
BbIMNO/IHEHHbLIX MHOIO MepeBOAOB AOKYMeHTOB. O6sa3ytocb cobntofaTb TaliHy COBepLUeHUs

HOTapUasibHbIX ,U,EVICTBMVI n CBe,Cl'eHVII‘/JI, KOTOpPble MHE CTa/In U3BECTHbI B CBA3N C MEPEBOAOM
[OOK3TUEHTOB.

Moanucb Aniiies
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Bcero npownTo, NpoHyMepoBaHo
N CKpenaeHo nevyarbio
INCTOB

Poccuiickaa Pepepauus

Mopog Xnmkn MocKoBCKoW o6actu.

LLlecTHaAuUaToro mas ABe TbICAYM CEMHAALATOrO roga. ey ¥

#A, Mamegosa ViHHa CTaHUCNaBOBHA, HOTapUyC HOTapuasibHOro OKpyra ropog XI/IIiIﬁ)}]'IMOCKOBCKon
obnactv,  CBUAETENLCTBYD  MOAAMHHOCTL  nmognucy  nepesogunka  KY3HELLIOBA  AJIEKCEA
MAB/I/TOBNYA.

Mognuch caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoanucaBsLUero JOKYMEHT YCTaHOB/IEHA.

5 Bcero nmpowHypoBaHAr-
| npoHymepoBasB

? nevarbto P

" Hotapuyc”
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