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I, Lourda Fitzpatrick, Project Manager Regulatory Affairs, Abbott Ireland Diagnosties Division ,
Longford, Ireland, hereby certify that the attaehed documents that keep the number of pages

indicated below are the Insert for Use. These documents are in a full accordanee with aetual
manuals of manufacturer.

A, lypaa dutunatpuk, PykoBoanTenb MNpoeKToB PerynsTopHoro otaena, 36601t

[wnarHoctuueckoe MNogpasgeneHve Npnadaus, JToHrgopa, Vipnanamsa (Lourda Fitzpatrick,
Project Manager Regulatory Affairs, Abbott Ireland Diagnostics Division, Longford,

Ireland), HacToSALWWMM YAOCTOBEPSIO, YTO NpUaraeMble JOKYMEHTbI B HUXKENPUBELEHHOM 00beMe
CTpaHuL, SBNSKTCA UHCTPYKUMAMM MO NPUMEHEHUIO. TN AOKYMEHTbI NOMHOETLIO
COOTBETCTBYHOT (DaKTUYECKOI JOKYMeHTaLM1 Npou3BoauTens.

MHCTpYKUMA No NpuMeHeHNIO Ha MmeanuuHckoe n3genme (Insert for medical devises)

Habop KannubpaTopoB A5 KONM4YecTBEHHOro onpegeneHnsa 25-OH ButammHa D
UMMYHOXEMUMTIOMUHECLLEHTHLIM METOLOM B CbIBOPOTKE U1 M1a3mMe KPOBUM YesioBeKa Ha
1 UMMYHOXUMMUeckom aHanmzatope ARCHITECT i

)H Vitamin D Calibrators with ADDENDUM

3cTpyKumMs no npumeHeHnto ARCHITECT 25-OH sutamuH D kanubpatopbl
1NOXEHWEM pnsa Poccuu.

Signed: Date: / " A A

Lourda Fitzpatrick
Project Manager Regulator”

Abbott Ireland Diagnostics Di\ mmmmmmm
Lisnamuck, Longford

Co Longford

Ireland
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ARCHITECT
25-OH Vitamin D Calibrators

INTENDED USE

The ARCHITECT 25-OH Vitamin D Calibrators are for the calibration
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

6 Bottles (4.0 mL each) of ARCHITECT 25-OH Vitamin D Calibrators.

Calibrators A-F contain PBS buffer and human serum. Calibrators
B-F contain different concentrations of 25-OH vitamin D.
Preservatives: ProClin 950, Sodium Azide.

The calibrators are at the following concentrations:

Concentration

Calibrators (tig/mL) (nmol/L)
ICALIAI 0.0 0.0
4.0 10.0
(cfcCle\ 10.0 25.0
[catH 30.0 75.0
ICALIEI 75.0 1875
ICAL|F| 160.0 400.0

STANDARDIZATION

The ARCHITECT 25-OH Vitamin D assay is standardized against
NIST SRM 2972 (National Institute of Standards & Technology
Standard Reference Material 2972).

PRECAUTIONS

¢ For In Vitro Diagnostic Use

).K 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 tor materials that
contain or are suspected of containing infectious agents."”

The human serum used in the calibrators is nonreactive for
HBsAg, HIV-1 RNA or HIV-1 Ag, anti-HCV and anti-HIV-1/HIV-2.
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25-OH Vitamin D
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The following warnings and precautions apply to: |c*1|*L |cal|f]|

WARNING Contain methylisothiazolone and sodium
azide.

H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic oas.

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 W 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

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

« Do not use past expiration date.

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

fC

2'c n
PREPARATION FOR ANALYSIS

Calibrators 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 calibrators 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
stabie untii the expiration date indicated on the package. Device is
no ionger suitabie for use if shipping temperature iimits have been
vioiated (GOST R 51088-2013). Ship in an enciosed carrier vehicie
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 Calibrators

HA3HAYEHUWE

Kanu6patopbl ARCHITECT 25-OH Vitamin D Calibrators
npeflHasHaneHbi ans kann6posku cuctembl ARCHITECT iSystem npu
KONMYeCTBEHHOM onpeaeneHnn 25-rugpokcmentammia D (25-OH
BUTaMiH D) B CbIBOPOTKE W Niasme KPOBU YesioBeka.
[ONONHUTENBHYIO MHGOPMALMI0 CM. BO BKMafbllle K peareHTy n
PykoBogcTee no akcnnyatauuu cuctembl ARCHITECT.

COOEPXNMOE

6 chnakoHoB (4,0 mn kaxpablil) kanubpaTopos ARCHITECT 25-OH
Vitamin D Calibrators.

Kanu6patopbl A-F cogepxat PBS-6ydep v CbiBOPOTKY KPOBU

yenoseka. Kanubpartopbl B-F cogepxaT pasHble KOHUeHTpauum
25-OH ButamuHa D. KoHcepBaHTbi: ProClin 950, asug Hatpus.

Kann6paTopbi xapakTepusylTcsa cnegylowmnmMmn 3HadyeHnamm:

KoHueHTpayus
Kanuépatopsbl (Hr/mn) (Hmonb/n)
[c*Al¥] 0,0 0,0
4,0 10,0
I LC| 10,0 25,0
30,0 75,0
|c*Ue| 75,0 187,5
160,0 400,0
CTAHOAPTU3ALNA

TecT ARCHITECT 25-OH Vitamin D ctaHfapTM30BaH B COOTBETCTBUM
¢ SRM 2972 NIST (PecbepeHcHbIii cTaHgapT 2972 HaunoHansHoro
WHCTUTYTa CTaHAapTOB U TEXHONOTUIA).

MEPbI MPEAOCTOPOXHOCTU
S

* [ins gnarHoctukm In Vitro

BHVUMAHWE: [aHHbIi NPOAYKT COAEPXUT NONYUYEHHbIE

OT YesloBeka M/MNN NOTEHUNANbHO UH(EKLMOHHbIE KOMMOHEHTbI.
Cwm. pasgen COAEPXWMOE pgaHHoro Bknagbiwa. HA oguH n3
M3BECTHbIX METOJ0B TECTUPOBAHNSA He MOXeT rapaHTMpoBaTtb,
4yTto 6HOMaTepnanbi yenoBeka WM UHAKTUBUPOBAHHbIE
MWUKPOOPraH13Mbl He NepeHocsT NHdekymo. Moatomy Bce
6romatepuansl YenoBeka crnefyeT cunTaTb NoTeHUUaNbHO
MHDEeKLUMOHHbIMI. PekoMeHayeTcst obpaliaTbCs ¢ peareHTamu

1 o6pasLamm, NosyyeHHbIMU OT YesloBeka, B COOTBETCTBUM

co CTaHapToM no o6palieHuio ¢ reMOKOHTaKTHbIMM
naToreHamu, paspaboTaHHbiM YnpaBneHvem CLUA no oxpaHe
TpyAa 1 npombilwieHHol rurnerne (OSFIA). Mpu pa6oTte ¢
matepuanamu, cogepxawuMu nam npesnonoxuTenbHo
cofepXalimMn UH(EKLNOHHbIe areHTbl, credyeT cobnoaaTb
npasuna 6uonoruyeckoin 6e30nNacHOCTH, YPOBEHb 2, NN Apyrue
COOTBETCTBYIOLWME NpasBuna 6Monornyeckoin 6esonacHocTn.*
Mcnonb3oBaHHas B kannbpaTopax ChiBopoTxa KPOBW YenoBeka
He peakTuBHa Ha FIBsAg, HIV-1 RNA nan HIV-1 Ag, aHTu-HCV n
aHTH-HIV-1/HIV-2.
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25-OH Vitamin D
5P02
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S5P02R
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Cnegpytolne npegynpexaeHns v Mepbl NpeAoCTOPOXHOCTH
OTHOCATCA K:

<$>

NMPEAYNPEXAEHUNE CofepXnT MeTUIN30TUa3oIoH 1 asung,
HaTpus.

H317 MoxeT BbI3blBaTb as/iepruiyeckyto
KOXHYI0 peakuuio.

EUHO032 Mpn KOHTakTe ¢ kucnotTamu obpasyeTca
BbICOKOTOKCUYHbIN ras.

MpepoTBpalieHue

P261 MN3beraTb BAbIXaHMA TymaHa/napos/
asposoneii.

pP272 He BbIHOCUTL 3arpsA3HeHHYI0 ofexay C
pabouero mecra.

P280 Monb3oBaTbCa 3alWUTHBIMM NepyaTkamu/
3alMUTHOW opaexaoli/cpeacTBaMun 3alyiiTbl
rnas.

PearnposaHue

P302+P352 NPV NONALAHNN HA KOXY: MpombiTh
60/1bWNM KONNYECTBOM BOAbI.

P333-rP313 Ecnn nponcxoguT pasgpaxeHue Koxu
1unu nosieneHne coinn: O6patnTbes K
Bpauy.

P362+P364 CHATL 3arpsAsHEHHY0 oAexay 1
BbICTUPATbL €e nepes WCNoNb30BaHUEM.

Ytunusauus

P501

YTunusnpyite cogepxumoe/koHTeliHep B
COOTBETCTBUW C CaHUTapPHLIMU HOpPMamu
P® (CanMuH 2.1.7.2790-10 oT 09.12.2010).

MacnopTta 6e30nacHOCTV AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nnm y MecTHoro npeactasuTens.
Moapo6Hyto MHhopMaLnio 0 HeO6XOAMMBIX Mepax
npejoCcTOPOXHOCTU Npu paboTe aHanusaTopa cM. B PykoBoacTse Mo
akcnnyatauun cuctembl ARCFIITECT, Pasgen 8.

XPAHEHVE

* [pu npaBUNbLHOM XpaHeHUn W obpalyeHnn KanmépaTopbl
ocTalTCA CTabU/bHBLIMW 0 UCTEUEHNS CPOKa FOAHOCTH.

* Fie ncnonb3yiTe nocne ucteyeHns cpoka rogHoCTu.

« Kanu6partopbl HEO6XOAMMO XpaHUTb Npu Temnepartype 2-8'C
B BEPTUKA/IbHOM MOJIOXEHUM W UCMONb30BaThL Cpasy nocne
n3BneyveHns u3 xonogunbHuka (2-8'C).

Irs-C

rc-A



noaroToOBKA K AHANNZY

Kanu6partopbl MOTyT UCMONb30BATLCA Cpasy nocne W3BfeyveHust u3
MecTa XpaHeHus ¢ TemnepaTypoin 2-8'C.

Mepep KaxofbiM MCMONb30BaHMEM MepeMeLnBaiite, akkypaTHo
nepesopaunsas nakoH.

Mocne Kaxaoro NCnonb3oBaHWs NAOTHO 3akpbiBaiiTe (PakoHbI €
KanuépartopaMun KpblILWKOA M noMelyaiiTe B COOTBETCTBYHOLLYIO
TemnepaTypy xpaHeHus (2-8'C).

BUBTNOIrPA®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
Microbioiogical and Biomedicai Laboratories. 5th ed. Washington, DC:
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 Vitorkers From Occupationaiiy Acquired infections:
Approved Guideiine—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Vicnonb3yemble CUMBO/IbI

A
C®

BHumanve
Cm. UHCTPYKLMU NO UCMOMb30BAHUIO

Mpoussogutens

TemnepartypHbIii pexum

X
n

lcatla |

Wcnonb3oBatb A0/CpoOK rOAHOCTH

Kanu6partop (AB,C,D,E nnn F)

CopepxuT asug Hatpus. Mpu
KOHTaKTe ¢ kucnotamu o6pasyercs
BbICOKOTOKCUYHbIW ras.

M MeguuuHckoe usgenuve ans
auarHocTtuku In Vitro

1CONTAINS: AZIDE 1

Homep cepuun
1PRODUCT OF IRELAND | MpowusseaeHo B UpnaHann
KaTanoxHblii Homep

MpepynpexaeHune: MoxeT Bbi3blBaTb
annepruyeckyto peakuymio.

IWARNING: SENSITIZER |

ARCHITECT saBnseTtcs TOproBoii Mapkoii komnaHuu Abbott
Laboratories B pasnnuHbix pucankLuax. Bee gpyrue toprosbie
Mapku SIBAATCA COGCTBEHHOCTbIO COOTBETCTBYIOLUX BNajesbLes.

CE

Abbott Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

CepsucHas nogaepsicka: O6pauyaiitecb kK CBOeMy MeCTHOMY
npeAcTaBUTENIO NN CMOTPUTE KOHTaKTHYI0 MHopMauuto ans
Balleli cTpaHbl Ha caiite www.abbottdlagnostics.com

Pepakumsa: nionb 2015 r.
© 2015 Abbott Laboratories
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MPUNOXEHNE
K MHCTPYKLMU MO MCMONb30BaHMio Ans Poccum

TPAHCMNOPTUPOBKA

M3penve, pekoMeHAyeTcs TpaHCNOPTMPOBaTb B COOTBETCTBUU

C yKasaHHbIMU B MHCTPYKLMUU TPEBOBAHUSAMN XPaHEHUS Mpu
Temnepatype 2-8'C. M3genue octaeTcs CTabwubHbIM [0 OKOHYaHUS
CpoKa rofJHOCTU yka3aHHOro Ha ynakoBke. [1py TpaHCNOPTUPOBAHMM
C HapyleHWeM TeMnepaTypHOro pexwuma, usgenve He

noANexuT npumeHexuto (B cooteetcTeun ¢ FOCT P 51088-2013).
TpaHcnopTMpOBKa OCyLLecTBASAETCA BCeMU BuAamu TpaHcnopTa B
KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBAM C Npasunamu
nepeBO3KM rPy30B, AeACTBYIOWMMU Ha KAXAOM Buie TpaHcnopTa.

TAPAHTUMHBLIE OBA3ATE/NILCTBA

Mpon3BoAnTeNb rapaHTMpyeT, YTO NpU NPaBUILHOM XpaHeHun

1 obpalleHun nsgenne octaeTcs cTabunbHbIM A0 UCTEUEHNS

cpoka rogHoctu. FapaHTWiiHbI CPOK FOAHOCTW U3aenus
yCTaHoB/IEH NPOW3BOAUTENEM, U COOTBETCTBYET NEPUOAY MEXAY
[aTtoii Npou3BOACTBA W AATOW UCTEYEHUsA CpoKa Fof4HOCTH,

KOTOpble yKa3aHbl Ha 3TUKeTKe W/WNN B CONPOBOANTENLHOI
[OKYMeHTauun Ha usgenve. M3penve, XxpaHuBLLeecs ¢ HapylleHuem
pernameHTMPOBaHHOTO NPOWU3BOANTENIEM peXxnma, NPUMEHEHUI0 He
noanexut (B coorsetcTBumn ¢ FOCT P 51088-2013).

TEXHWYECKOE OBCNYXWVNBAHUE
He TpebyeTtcs.

TEKYW WA PEMOHT
He TpebyeTtcs.
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MepeBoA C aHINUIACKOIO i3blKa Ha PYCCKMUIA A3bIK

3660TT [marHoctuyeckoe
MopgpasaeneHvie VipnaHansa
JlncHamyk
JNoHrdopa

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

"pahcTBO J1oHrhopa,

2660TT

VpnaHgma

/TeKCT AOKYMeHTa npoaybnmpoBaH Ha pycCKOM s3blke/

/WTamn/
3660TT AunarHoctuyeckoe MNogpasgeneHue JIoHrgopa
/Mopgnuce/
/WTamn/
3660TT [narHoctuyeckoe MNogpasgeneHune JloHrgopa
/Mopgnuce/

Moanuck: /Mognuck/

Nypaa eéutynaTpmuk

PykoBsoaunTenb MNMPOeKTOB perynfaTopHoro otaena
3660TT unarHocTnyeckoe MNogpasgeneHune VipnaHans
JNncHamyk, JloHrdopg,

[Jata: 19 okTa6ps 2016 r.

/WTamn/

3660T1T AnarHoctnyeckoe MogpasgeneHme JIoHrdops,
/MevaTs/

Toprosas MNanata MannunHrap

pathcTBO JlIoHThopa Y [0OCTOBEPEHO
WpnaHgns /Moanwcs/
27.10.2016 .
/Mognucek/ /MevaTs/
/WTamn/ Toprosas Manata MannuHrap
3660TT [AnarHocTtmueckoe MogpasgeneHue JIoHrgopa Y [oCTOBEPEHO
/Mognuce/
27.10.2016 r.

MepeBOA faHHOr0O TeKCTa C aHIIMACKOro SA3blka Ha PYCCKUIM A3bIK cieflaH MHOW, NepeBoOAYnKOM
Ky3HeuoBbiM Anekceem [MaBnoBunuem. TpeboBaHWs K TeKCTy nepeBoja (MakCvMasibHas
TOYHOCTb, MEPEBOA, BCEX PEKBU3WUTOB, rPaMOTHOE WM3/I0XKeHWe, COGMIOAeHE TEPMUHONOTUNA Y
T.N.) MHe pasbAcHeHbl. [MpMHMMaKD Ha Ccebs NMYHY0 OTBETCTBEHHOCTb 3a BEPHOCTb
BbIMO/THEHHbIX MHOK MepeBOOB A0KYMeHTOB. O6s3ytoCch C06/04aTh TalHy COBEpLUEHMS
HOTapuasibHbIX AEACTBUIA U CBELEHWIA, KOTOPble MHE CTa/lM WU3BECTHbI B CBS3N C MEepeBOAOM
[OKYMEHTOB.

Mognuck

em.
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Bcero npowunTo, npoHym(
1 CKpEneHo neyatbto
cToB

Poccuiickaa depepaums

Mopog XvMKu MOCKOBCKOI 06/1acTH.

LLlecTHaauaToro masa ABe TbICAYM CEMHaALLATOro roja.

A, MamegoBa VMHHa CTaHMCNaBOBHA, HOTapMyc HOTapuasbHOr0 OKpyra ropof XuMMKU MOCKOBCKOW
ob6nacTu, CBNETeNbCTBYIO NOANMHHOCTb nognucu nepesofynKa KY3HELOBA ANNEKCEA
MABJIJTOBUYA.

Mognuck chenaHa B MOEM MPUCYTCTBUN.

JInyHOCTbL MoAnuMcaBlIero JOKYMEHT yCTaHOBJ/IeHa.
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