INpanoxenne 3

«COI'JIACOBAHO» «YTBEPXKIAIO»
JBpeKTOp peryIaTopHOro oTaeNa HAnpekTop HAnpaBiCHHA
JInarEocTHYECKOro NOApasAeeHAs «K/THEHYeCKHE HCCTICIOBAHMA»
O6mecTea ¢ OrpaHA9CHHOMN 000 «Hesasucumas naboparopus HHBUTPO»
OTBETCTBeHHOCTBIO «I600TT JIabopaTopus»
: B Poccru u ctpanax CHI'
]
T.A. Jlabunckan
2019r.

IKCNAYATANHOHHAS JOKYMEHTALKA /IS MEIHIIHHCKOro H3Aeny in vitro
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I, Zaman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indieated below
are the operational documentation. These doeuments are in a full aceordanee with actual manuals
of manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens [upekTopa perynsatopHoro otgena EBsponbl,
BamxHero BocToka, Agpukn u MakuctaHa 3660TT FM6X u Ko. KIT (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAwwuM ya0CTOBEPSIHO,
4yTo npuiaraemble  JOKYMEHTbl B HWKENPUBEJEHHOM 00beMe  eTpaHul,  SABNAKTCA
JKCrn/yaTalMOHHON [OKYMeHTaunein. 3T JOKYMEHTbI MOSIHOETLIO €00TBETCTBYHOT aKTyas/lbHON
JOKYMeHTauun npon3BoanTens.

3kKcnnyataunoHHaa  JOKYMeHTauus
documentation for medical device):

ana  megmuuHckoro  usgenua  (Operational

Kanubpatop gnsa obecnevyeHMs NpPaBU/IbHOCTU KayeCTBEHHOrO OnNpefenieHUs aHTUTen K
Syphilis TP MMMYyHOXeMWUIIOMUHECLUEHTHLIM METOLOM B CbIBOPOTKE W [Ma3me KPoBWU
yesloBeKa Ha MMMYHOXMMWYECKMX aHanui3atopax Alinity i «Syphilis TP Kannbpatop
(Alinity i Syphilis TP Calibrator)»

Mo TeKkcTy aKcryaTaumoHHbIX [OKYMEHTOB BCTPEYAOTCA BapuaHTbl HauUMeHOBaHWA MeaVILMHCKUX
W3LeNViA, NpVBedeHHble B TabnMLe HWKe, KOTOpble SB/SIOTCA CrPaBe/MBbIMA U PaBHO3HAYHLIMA
(Operational documentation contains the following true and equivalent short names of medical devices

listed in table):
HavmeHoBaHVe  HavimeHOBaHVe MEAMLIMHCKOMO M3LeNS Ha PYCCKOM S13bIKe CokpalLieHHoe
Ha aHrNIMACKOM HanMeHoBaHVe (o
SBbIKe TEKCTY JOKYMEHTA)
Alinity i Syphilis Ha6op peareHTOB [ KadecTBeHHOro onpegeneHns  Syphilis TP PeareHTbl

TP Reagent Kit

aHtutenn K Syphilis TP MMyHOXEMUTIOMUHECLIEHTHBIM

(Alinity i Syphilis TP

METOAOM B CbIBOPOTKE W M/1a3Me KPOBM YenioBeka Ha  Reagent Kit)

UMMYHOXUMUYeCKMX aHanmzaTopax Alinity i «Syphilis TP

PeareHTbI (Alinity i Syphilis TP Reagent Kit)»
Alinity I Kammbpatop  ans obecneyeHuns npasunbHocTM  Syphilis TP
Syphilis TP kayecTBeHHOro ornpegeneHus adtuten K Syphilis TP Kanmbpatop (Alinity i
Calibrator NMMYHOXEMWUTIOMUHECLIEHTHBIM METOAOM B CbiBOPOTKe  Syphilis TP Calibrator)

N nniasmMe KpoBM YesioBeKa Ha MMMYHOXMMUYECKUX
aHanmzatopax Alinity i «Syphilis TP Kanunbpatop
(Alinity i Syphilis TP Calibrator)»
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Alinity i KOHTposbHbIE — MmaTepuanibl 4 MNOATBePXAeHWA  Syphilis T
Syphilis TP BOCNPOM3BOAMMOCTM W MPaBWILHOCTM KayeCcTBEHHON0 KOHTPO/IbHbIE
Controls onpegeneHns aHTUTen K Syphilis TP wmatepuanbl  (Alinity i

UMMYHOXEMUTIOMUHECUEHTHBIM MeTOZOM B CbiBOPOTKe  Syphilis TP Controls)

N nnasMe KpoBM YesioBeKa Ha WMMYHOXUMWUYECKUX
aHanmzatopax Alinity i «Syphilis TP KoHTponbHble
matepuasibl (Alinity i Syphilis TP Controls)»

CocraB (contents):

# Title Number of
pages
1. Instruction for use for Alinity i Syphilis TP Calibrator with ADDENDUM 3
for Russia.
2. WHctpykums no npumeHeHuto Syphilis TP Kanunbpatop (Alinity i Syphilis 3
TP Calibrator) ¢ MPUJTOXXEHWEM ans Poccum.
Signed: Date:
Zaman Khan,
Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG. 35 Abbott
Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden-Delkenheim
Germany
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//nity |
/yphilis TP Calibrator

Read Highlighted Changes: Revised December 2017.

NAME

Alinity i Syphilis TP Calibrator (also referred to as Syphilis Cal)

INTENDED USE

The Alinity i Syphilis TP Calibrator is for the calibration of the Alinity
ianalyzer when used for the qualitative detection of antibody to
Treponema pallidum (TP) in human serum and plasma.

For additional information, refer to the Alinity i Syphilis TP reagent

package insert and the Alinity ci-series Operations Manual.

CONTENTS

|prepared in recalcified human plasma (inactivated); reactive
for anti-TP. Preservatives: sodium azide and other antimicrobial
agents.
Callbratar Quantity Color

lcatl]i] 1x3.0mL Green®

®Dye: Green (Acid Yellow No. 23 and Acid Blue No. 9)

MATERIALS REQUIRED BUT NOT PROVIDED

e 04R1001 Alinity ci-series Calibrator/Control Replacement Caps

STANDARDIZATION

The calibrator is referenced to an Abbott internal reference standard.
This internal reference standard is manufactured by dilution of high
titer positive plasma with HEPES buffer with nonreactive human

plasma.

PRECAUTIONS

« For In Vitro Diagnostic Use

Safety Precautions

)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 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."”

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

The following warnings and precautions apply to:
Contains sodium azide.
EUHO032 Contact with acids liberates very toxic gas.
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.
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Syphilis

@ 07P6001
G71145R03
S7P600

PREPARATION FOR USE

e This product is liquid ready-to-use.

e This product may be used immediately after removal from 2 to

8'C storage,

= Prior to each use, mix by gentle inversion (5 to 10 times).

STORAGE

= Do not use past expiration date.

Storage Maximum Additional Storage
Temperature Storage Time Instructions
Unopened 2 to 8"C until
expiration
date
Opened 2 to 8°C Until Store tightly capped with
expiration new replacement cap.
date Return to refrigerated

storage after use.

The analyzer will track In-use Stability, which is the time the
calibrator is outside of refrigerated storage while on the analyzer.
The analyzer will not allow the use of the calibrator if the In-use
Stability has been exceeded. Maximum In-use Stability can be
found in the Assay Parameter Report. For additional information on
calibrator In-use Stability, refer to the Alinity ci-series Operations
Manual, Section 5.

For additional information on printing assay parameters, refer to the
Alinity ci-series Operations Manual, Section 5.

INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

< For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.

= For instructions on ordering and loading calibrators on the
instrument, refer to the Alinity ci-series Operations Manual,
Section 5.

QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the
assay calibration. Ensure that assay control values are within the
ranges specified in the respective control package insert.

For information on ordering controls, refer to the Alinity ci-series

Operations Manual, Section 5.

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

< A reagent kit with a new lot number is used.

« Daily quality control results are outside of statistically-based
quality control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of the associated reagent package insert.

- If statistically-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recalibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Alinity ci-series Operations Manual.
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INDICATIONS OF INSTABILITY OR DETERIORATION
Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, if calibration does

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

BIBLIOGRAPHY

1. US Department of Labor, Occupational Safety and Health

Administration, 28 CFR Part 1810.1030, 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. CLS| Document M29-A4. Wayne,
PA: CLSI; 2014.

Note for number formatting:

e 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%).
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in Vitro Diagnostic Medical
Device
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Calibrator 1

Control Number

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

Distributed in the USA by
Sintes. of Amaring only

Product of Germany

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

classification only).

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

Abbott GmbH & Co. KG
Max-Planck-Ring 2

85205 Wiesbaden
Germany
+48-6122-580

Abbett Labomstories
Abbott Park, it 00084 USA

Ce

Customer Service: Contact your local representative
or find country-specific contact information on

www.abbottdiagnostics.com

Revised December 2017.

©2018, 2017 Abbott Laboratories
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DENDUM
he nstruction for Use Alinity i Syphilis TP Calibrator (for Russia)
‘SHPPING

./ Aeccmmended shipping conduicns for device i 28 in sgh-use eI containers

/
N

i

conieining coclant elements, or in revsable theme containers with aulcmatically
ssinisined mperahure Of in aulorelrigeraiors using thermel indiosiors. Device s
siable unil the expiration date indicsied on thw package. Device is no longer sultabls
for use i shipping temperature imits heve been viciated. Ship in an enclossd carrier
vahicle of any kind in sccordence wilh shipping rules, applicable 10 the respacive
cavier.

WARRANTY

Mersdachurer guaranioes thet devioes semaine stable Uni he expicalion date when
siored and handied s direcied. The mexiewsn shelf ie of the medical device is 12
monitw from cele of manutackuring. Device must He discarded ¥ 5210 with devislions
I menufaciurer's sequirements.

MAINTENANCE

Not requised.

REPAIRS

Not necpdred.
DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Desiruct and dispose of a madical device in eccordence with the requirements of
S8anPin  24.7.279010 deled December 12, 2010 “Saniary-spideniologionl
Requirements for the Menagement of Medical Wene®,

Tranemit and disposs of a product and its components and packaging i ECCINANDS
wilth local reguistions.

LIST OF APPLICABLE STANDARDS

SRTNEC, 1272020000EC (CLP) ¢ amandad, 1907/2008EC (REACH) as amended,
Reguistion {EC) 1080/2009, Reguisiion (EC) 14212011, CLASS 2013 (as amended),
GHE (as amended), WHER Part 7.1 (as amendaed), EN 180 9001, 180 13486, EN 180
14974, EN 13841, EN 13812, EN 80 15223-1, EN 980, EN IS0 12113-1, EN I80
131132, EN 190 18113-3, EN I80 23640, EN 180 20778-1, EN 13978, EN IS0 17611
POTENTIAL USER

The Alinity | Syphilis TP Calibrator is intendlad 10 be used in a variely of diinios and
teborsiory condiiions, inchuding, without imitalion, hospitals and laboratories, whoes
persannel have been irsined in the use of e Alinity | anslyzer.
WNFORMATION ABOUT PRESENCE OF DRUGS W
CONMPOSITION OF MEDICAL DEVICE

Doss not contain any drugs

STERILIZATION

Madical device is not required 10 be slerle.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Mecionl device oannct be re-applied

MATERIALS OF ANIMAL ORIGIN

Materials of snimel origin are tesiad and deles of using MD are indicalad in 8D8. Salety
Dais Shests are aveilabie st www.abbotidiagnosics.com or contaat your local
represeniative.
INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applicable.

STORAGE AND USE CONDITION

Srorage of Medicel device at & tempersiure of 2 °C 10 8 *C should be camrled outin cold
rooms o i reffigeralons providing & reguisted mperahre reginee wilh @ daly
mperare record.
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Alinity i

Syphilis TP Kannoépatop (Alinity i Syphilis TP Calibrator)

Cm . BblAeNeHHble n3MeHeHus. Pepgakums: aekabpb 2017 1.

HASBAHVE

Syphilis TP Kanu6patop (Alinity i Syphilis TP Calibrator)
(CokpaweHHoe Ha3BaHue: Syphilis Cal)

HA3HAYEHWE

Syphilis TP Kanu6patop (Alinity i Syphilis TP Calibrator)
npefHasHayeH Ans KanubpoBku aHanusatopa Alinity i npu
KayecTBEHHOM onpepgeneHun aHtuten (1M u IgG) k Treponema
pallidum (TP) B cbiBOpoTKe M Nna3me KpOBW YenoBeKa.
JlononHWTeNnbHYK MHGpOPMAaLMIO CM. B MHCTPYKLUU NO NPUMEHEHUIO
K COOTBeTCTBYKLWEMY peareHTy u PyKoBoACTBe No akcnjayaTtauumn
Alinity ci-series.

COJEP)K/MOE

I NOAroTOBNEH B peKaNbUWHUPOBAHHON Nnasme KpoBu
YyenoBeka (MHaKTUBWPOBAHHON); peaKTUBEH Ha aHTM-TP.
KoHcepBaHTbl: a3uj HaTpus M NPOTUBOMUKPOGHbLIe npenaparthl.
Kanubpatop Konuuectso Liget

|c*L|1]| 1x3.0mL 3eneHbli®
® KpacuTtenb: 3eneHblii (KUCNOTHbLIA XenTblii N° 23 U KUCNOTHbIN

rony6oii N9 9)

HEOBXOAMMBIE, HO HE MPELOCTABIAEMBbIE
MATEPWA/bI

 04R1001 3ameHsieMble KpblIWKKU ANs Kanubpatopa/KOHTpoONs

Alinity ci-series Calibrator/Control Repiacement Caps

CTAHOAPTU3ALINA

KanubpaTop COOTHECEH C BHYTPeHHUM pedepeHCHbIM cTaHgapTom
Abbott. BHYTpeHHUIi petepeHCHbI cTaHfapT Npou3BeAeH MeToA0M
pasBepfgeHuns NONOXUTENbHOW NNasmbl KpOBW C BbICOKUM TUTPOM C

HEPES-6ythepom ¢ HepeakTUBHOW nna3moii KpOBW 4YenoBeKa.

MEPbI NMPEAOCTOPOXXHOCTU

« [Ana guarHoctuku In Vitro
, IBiowbyl

Mepbl NpefoCTOPLKHOCTHU

BHVUMAHWE: [aHHbI NpoAyKT COAEPXUT
nonyyeHHble OT YenoBeKa W/ VAN NOTEHLUNANbHO UHMEKLNOHHbIe
KOMMNOHEHTbI. CMoTpuTe pasgen COLEPX MUMOE pgaHHOW
MHCTPYKLUMU NO NPpUMeHEeHno. HU OAUH N3 U3BECTHbIX
MeTO/[0B TECTUPOBAHNSA HE MOXET rapaHTupoBaTb, YTO
MaTepuanbl, NMOAyYeHHble OT YesnioBeKa, UM MHAKTUBMPOBAHHbIE
MUKPOOPraHW3Mbl He NepeHOCAT UHPeKyuto. MoaTomy Bce
MaTepuanbl, NofyyeHHble OT Yenoseka, cnepyeT cuutatb
noTeHUManbHO UH(EKLUNOHHbIMN. PekomMeHayeTcs obpalaTtbes
C AlaHHbBIM MPOAYKTOM M o6pasyamMu, NOAyYeHHbLIMU OT
yenoseka, B cooTBeTcTBMM co CTaHAapToOM no o6paweHunto ¢
reMOKOHTAaKTHbBIMU naTtoreHamMu, pa3paboTaHHbIM YnpaB/ieHnem
CWl A no oxpaHe TpyAa M NPOMbIWNEHHON rUrueHe
(OSHA). MNpu paboTe c maTepnanamu, cogepxawmmu nnum
npeAnonoXUTEeNbHO cofepXawnmMmn NHPeKLNOHHbIe areHThl,
cnepyeT cobnogatb npaBuna 6uonornyeckoil 6esonacHocTm,
ypoBeHb 2, WU Apyrue cOOTBETCTBYWLWMNe Nnpasuna

6uonornyeckoit 6esonacHocTu."”

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

MaTepunanbl, NonyyeHHble OT YenoBeKa, UCMNONb30BaHHbIE B

Kanuépatope, peaKTWBHbl Ha aHTU-TP W He peakTUBHbI Ha aHTU-

HCV HBsAg, HIV-1 RNA wnnun HIV-1 Ag, u aHTn-H1Y-1/H1Y-2.
Cnegywuue npefynpexaeHns U mepbl NpejoCTOPOXHOCTH
oTHocATCA K: 1®@"-N 1

COAEepXWUT azupg Hatpus.

EUHO032 Mpn KOHTaKTe C Kucnotammu obpasyeTcs
BbICOKOTOKCUYHbIN ras.
P501 YTunusupyiite cogepxummoe/KoHTeliHep B

COOTBETCTBUMN C CaHUTAPHBLIMM HOpPMam#u
P® (CaHMuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTta 6e30nacHOCTM AOCTYNHbl Ha caiiTe
www.abbottdiagnostics.com unu y mecTHOro npeacrasutens.
NoppobHy MHpopmMayunio 0 HeO6XOAMMbBIX Mepax
NpeAoOCTOPOXHOCTM Npu paboTe ¢ aHanNM3aToOpoOM CM. B

PykoBopcTtBe no akcnnyaTtauum Alinity ci-series. Pasgen 8.

MNoAroTOBKA K MCMO/Mb30BAHUIO

* [laHHbI/i NPOAYKT NocTaBAsieTCS B XWAKOM Buge, roTos K
MCNONb30BaHMUIO.

* [aHHbI/i NPOAYKT MOXeET MCNONb30BaTbCA HEMOCPeACTBEHHO
nocfe U3BNEeYEHUS M3 MecTa XPaHEHUs Cc TemnepaTtypoin 2 - 8'C.

« [lepep KrokAbiM MCNONb30BaHWeM nepemelnBaiiTe, akKypaTHO

nepesopauymBas gnakoHbl (5 - 10 pas).

XPAHEHWE

- He MCHOHbEyVITe nocne ncrtevyeHMa cpoka rogHoctTu.

flononHuTeNbHbIe
UHCTPYKLUMMU MO
XpaHeHUto

TemnepaTypa Makc, Bpems
XpaHeHus XpaHeHuns

HeBCcKpbITHIA 2 - 8'C [0 oKOHYaHuA

thnakoH cpoka rofHocTy
BCKprTbIﬁ 2 -8C [0 OKOHYaHus XpaHuTb BO
CbﬂaKOH cCpoKa rogHocTn iakoHax, NAOTHO

3aKpbITbIX HOBbIMMU
3aMeHseMbIMU
KpblwKamu. Mocne
Mcnonb3oBaHns
XpPaHUTb B

OXNaXeHHOM Buae.

CncTema oTcnexunsaeT cTabUAbHOCTb NPU UCNONb30BAHUM -
nepuoj BpeMeHu, B TeHeHWe KOTOPOro KanmGpatop HaxoauTcs
BHE XONOAWNbHWKA Ha 6OpTy aHanmsaTtopa. CucTtema He No3BOAUT
Mcnonb3oBaTb Kanu6patop, ecnu nepuoj ctabuabHocTH

npu MCNonb30BaHWU UcTek. CM. MakcumManbHOe 3HayeHue
cTabWABHOCTU NPU UCNONb30BaHUWN B 0T4YeTe "lapameTpsl
TecToB". [LONONHUTENIbHY WH(OpPMaLU 0 cTabUAbHOCTU Npun
Mcnonb3oBaHUN Kanm6patopa cM. B PyKoBOACTBE MO akcnayaTtayum
Alinity ci-series. Paspgen 5.

JlonoNHUTEeNbHY WH(OpMauUl O BbiBOJE MapaMeTpoB TECTOB

Ha neyaTb cM. B PykoBoacTBe no akcnnyatauumn Alinity ci-series.

Paspgen 5.
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PABOTbl HA AHAJTN3ATOPE
ANepaMBTpbl cepuu Kanubpatopa MOryT BBOAMTHLCS MPU NOMOLL MW
"WTpUXKOAa Ha ynakoBke KanuGpartopa.
A j Y WHdopmauuio o HacTpoiilke napamMeTpoB Kanmb6paTtopa cMm. B
pykoBoAcTBe no akcnnyaTtauuum Alinity ci-series, Pasgen 2.

WHdopmaynio o 3akase u 3arpyske kannbpatopos B CUCTEMY

cMm. B PykoBogcTBe no akcnnyatauum Alinity ci-series, Pasgen 5.

/I'IPOLI,E,D,YPbI KOHTPONA KAYECTBA

[ns oueHknM Kann6GpoBKU TecTa HEOGXOAMMO NMPOTECTUPOBaTh MO
OJHOMY KOHTPO/IO KaX/[Ooro ypoBHsi. Y6eAuTecb, 4TO 3HaYeHUd
KOHTpONeil HaxoAsTcA B npejenax gnanasoHa [ONyCTUMbIX
3HaYeHU, yKasaHHbIX B COOTBeTCTBYylOW e UHCTPYKLUM no
NPpUMEHEeHNIo .

MHopmaLunio 0 3aka3e KOHTposieil cMm. B PykoBoACTBe No

akcnnyaTtauum Alinity ci-series, Pa3gen 5.

Mocne NPUHATUS M COXpPaHeHWs pe3ynbTaToOB KaAMGPOBKKM TecTa Bce

nocnepgyiolwmne obpaslbl MOXHO TecTupoBaTb 6e3 npeaBapuTenbHOA

KannbpoBKM, KpOMe Tex CinyvyaeB, Korja;

= lWcnonb3yeTcs Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

= Pe3ynbTaTbl exejHeBHOI npouejypbl KOHTPONA KayecTBa
HaxoAATCA BHe CTaTUCTMYeCKNW O0GOCHOBAHHOTNO AManasoHa
KOHTPONSi KayecTBa, MCNOMb3yeMOro Ans MOHUTOPUHTA U
KOHTpONs pa6oynx xapakTepuUCTUK CUCTeMbl, KakK yKka3aHo B
pasgene "Mpouefypbl KOHTPOA KavyecTBa" MHCTPYKUMM MO
NPMMEHEHNI0 K COOTBETCTBYOW EMY peareHTy.

e Ecnun ctatuctuyeckn o60CHOBAHHbLIM AManasoH 3HaYeHWI
KOHTPOJI HeJOCTYyNeH, TO Mepuoj Mexay KanmépoBkamu He
[o/KeH npeBbiwaTb 30 AHel.

MoxeT notpe6oBaTbCA NOBTOPHAaA KannGpoBKa TecTa nocne

npouyefypbl TEXHUYECKOTO 06GCNYXMNBAHNSA OCHOBHbIX YacTell

CUCTEMbl UNW €e KOMMNOHEHTOB WU Noc/je NPOBeAeHUss CePBUCHbIX

npoueayp.

JlononHNTEeNbHYI0 MHMOPMALNI CM. B MHCTPYKLUWU NO NPUMEHEHWIO

K COOTBETCTBYlOlL €My peareHTy n PykoBojCcTBe Mo 3aKcnayaTauumu

Alinity ci-series.

MOKA3ATENN HECTABU/IBHOCTW T MOPYN

MokaszaTensimu HecTabWAbBHOCTU UNKU MOPYU CAYXAT 0CafOK,
BUAMMblE Cnefbl MPOTEYKN, 3aMYTHEHHOCTb, HECOOTBETCTBUE
KCWMNOGPOBKN KPUTEPUSM, YKa3aHHbIM B MHCTPYKLUWU MO NPUMEHEHUIO
n/vnn PykoBoacTBe no akcnnyatauuwm Alinity ci-series, nnun

HecooTBeTCTBME KOHTpOnEVI YCTAHOBJ/IEHHbIM KPUTEPUAM.

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

Microbioiogical and Biomedical 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). Pmtection
of Laboratory Workers Fmm Occupationaliy Acquired Infections;

Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,

PA; CLSI; 2014.

dbopmat uncen;

- B KauyecTBe pas3fenuTens TbicAY UCNoONb3yeTca npo6en (npumep:

10 000 o6pa3yos).
- B kauecTBe pa3jenutens AecCATUYHbIX 3HAKOB MCMNONb3yeTCs
Touka (npumep: 3.12%).
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MPNNOXXEHUNE

K HCTpyto(um no MpumeneHuto Syphilis TP Kanu6patop (Alinity i Syphilis TP Calibrator)
Ans Poccun

TPAHCMNOPTVNPOBKA

N3penne pekomeHgyeTcsa TpaHcnopTuposaTb nNpu  TemnepaTtype 2-8*0 B
TEPMOKOHTeliHepax 0/HOpa3oBOro nosb30BaHWsA, COAEPXaLLNX XNaf03/1eMEHTbI, UK
B TepMOKOHTeliHepax MHOrOKpaTHOro npuMeHeHus C  aBTOMaTU4ecku
noAAep>uBaeMoii TemnepaTypoii unu B aBTopedipuepaTopax C UCMO/b30BAHUEM
TEPMOWHANKATOPOB. V3fjenne ocTaeTcs cTabunbHbIM 40 OKOHYAHWUS CPOKa roAHOCTY,
yKa3aHHOr0 Ha ynakoBke. Mpu TPaHCNOPTUPOBaHUN C HapYLIEHWEM TeMMepaTypHOro
pexuma usgenvie He MOANEXMUT NMPUMEHEHMI0. TPaHCNOPTUPOBKA OCYLLeCcTBSETCS
BCEMU BWAAMW TPAHCNOPTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B COOTBETCTBUN C

npaBunamMu nepeBo3Kn rpysos, AefCTBYIOWMUMU Ha KaXA0M Buje TpaHcrnopTa.
FAPAHTUNHBIE OBA3ATE/IbCTBA

Npou3BOANTENb FrapaHTUPYeT, YTO NPU NPaBUILHOM XPaHEeHUU 1 06paleHun ngenve
ocTaeTcs CTabuNbHbLIM 0 UCTEHEHUS CPOKa FOfJHOCTU. MaKCcUManbHbIi CPOK roAHOCTM
MEeANLMHCKOro u3aenus He Gonee 12 MmecsuesB C AaTbl NPOU3BOACTBa. W3pgenue,
XPaHMBLIEECH C HapyLWEHWeM perfamMeHTUPOBaHHOrO MPOM3BOAUTENIEM pEXWMa,
NPUMEHEHMIO He NOANEXNT.

TEXHNWYECKOE OBCNY>XNBAHUE

He TpebyeTcs.
TEKYWWA PEMOHT
He TpebyeTcs.

AAHHBIE  ONAa  YTUIN3ALN N YHUUTOXXEHUA
MEAVNUMNHCKOro M3aenna

MeANLMHCKOE M3Aenue yTUNN3MPYIT U YHUUTOXAKT B COOTBETCTBUAM C MpaBunamu
obpaljeHns ¢  MegULMHCKUMU  OTXofamu,
2.1.7.2790-10 ot 12.12.2010

pernameHTupyowummca  CauluH
«CaHUTapHO-3nuaeM1onoruyeckne Tpe6oBaHns K
o6paljeHnio ¢ MeJULMHCKUMU 0TXOAaMMU».

Heo6xo4uMo cnejoBaTh HalLWOHaNbHbIM CTaHAapTaM Mpu nepejave v yTunusauum

n3aennsa, ero KOMNOHeHToB U

MEPEYEHb CTAHAAPTOB. KOTOPbIM COOTBETCTBYET
MEAVLIMHCKOE U3AENNE

98/79/EC, 1272/2008/EC (CLP) B geiicTByowein pegakyum, 1907/2006/EC (REACH)
B fAelicTByloweli pegakumn, PernameHt (EC) 1069/2009, PernameHT (EC) 142/2011,
CLASS 2013 (B pelicTBytoweii pegakumun), GHS (B geiicTBytoweii pegakuum), W HSR
YacTtb 7.1 (B geiicTByloweii pegakyum), EN 1ISO 9001, ISO 13485, EN 1SO 14971, EN
13641, EN 13612, EN 1SO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN
ISO 18113-3, EN ISO 23640, EN I1SO 20776-1, EN 13975, EN ISO 17511
MOTEHUWMA/BbHbLIA MOTPEBUTESb

MeauuyuHckoe usgenue Syphilis TP Kanu6patop (Alinity i Syphilis TP Calibrator)

npeaHasHavyeHo Ansa ucnonb3oBaHnsa B pas/invHbIX KI'II/IHVIKO-I'Ia60paTOprIX

YCNoBusX, BKNO4as, 6€3 orpaHnyeHuns, 60/1bHNLbl 1 1a60PaTopuK, NEPCOHaN KOTOPbIX
npowen oby4yeHne no Ucnosb3oBaHuio aHanmsatopa Alinity i.

NH®OPMALMA o HANNYNM B MEONLUMHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPUNBHOCTb

MocTaBnsetcs B HecTepuibHOM BUae. CTepVIIWISaLLI/IR nepeg npuMeHeHnem He
TpebyeTcs.

MHPOPMALNA o BO3MOXHOCTMU MOBTOPHOIO
MPUMEHEHWA

He noanexuT NOBTOPHOMY MPUMEHEHUIO.
MATEPUNAJbI )XNBOTHOIO MPOUNCXOXXAEHNA

MaTepuanbl >XXUBOTHOFO MPOUCXOX/AEHUA NPOBEPEHbI W PUCKUM NpuUMeHeHus MU
ykasaHbl B MacnopTe 6e3onacHocTi. MacnopTa 630NacHOCTU MOXHO HaiiTU Ha caiiTe
www.abbottdiagnostics.com nnu o6patntecb K MECTHOMY NpeAcTaBUTENIO.
MOKA3AHVA N MNMPOTUBOMOKA3AHNA

He npumeHumo.

YCNoBnA XPAHEHNA 1 MPUMEHEHWA

XpaHeHne MeAULMHCKOro usgenus npu temnepatype ot 2*C fgo 8*C [o/mKHO
OCYL|ECTBAATLCA B XONIOA4U/bHbBIX KaMepax Uau B XONOAWbHNKAX, o6ecneynBaioLmnx
pernaMmeHTUPOBaHHbI TeMMNEepaTypHbIii  PeXxum C  exefHEeBHON peructpayunei
Temnepatypsbl.
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Ten: +496122580
Qaxe: +49 612258 1244

n/s 1303, 65011 BucSanen

Noanucs: foonucano/ Bata:12 cenmnbpa 2019 2.
3aman Kxan (Zaman Khan)
3aMeCTHTENb TUPEXTOPA
NO HOPMATHBHO-NPABOBOMY PETYAHPOBAHHIO
Peruon EBBA u [Nakucran
96601t 'M6X & Ko. KT
26601 I'M6X & Ko. KI'
Maxc-Ilnaax-Panr 2
65205 Bucbagen-Jensxenxaiiv
I'epManns
levamv: I660mm
2660mm I'mbX & Ko. KI
Maxc-IIranx-Punz 2
65205 Bucbaden/
IOpnawieckuil appec: BucGaneH
Paltonnmit cyn BucGanena HRA 4888 Vnpasasioutuit:
Hecymmi#l nepcoHanbHyI0 OTBETCTRCHHOCTS KOMIBHBOH; Kpucrnan I'panoy (Kristian Grapow)
3660rr Menemxment M'6X Tper AnuGepr (Greg Ahlberg)
IOpuanueccxnii anpec: BucGanen Tpenconarens HaGmOAATENRHOrO COBETA:
Pationsmit cyn BacGanena HRA 12889 Xaitme A. Kontpepac (Jaime A. Cintreras)

Hacrommum oPHUMANELD YAOCTOBEPACTCA, 4T0 r-H 3aMan Xau
6oty ['w6X & Ko. KI' Maxc-Ilnank-Pimir 2, 65205 BrcSagen,

COOCTRRHEOPYMHO SOCTABHI BRIALICCTONIRYIO VIOANHCS B NMPHCYTCTBHH
NOATIHCARHICTOCK MECTHOO CYAL.

BucGanes, 17.09.2019 2.

N » poectpe 80719

flomnnna 8 cooteercrenn ¢ lonomennen o cOOpax B pazuepe 6 capo
ofIaYcHn

moonucano’

[Tpeacenarens necTHOrO Cyan

HTenamv; Mecmunils cyo 2. BacBaden XT* 2/

/nodnucano/ 12 cenmabps 2019 e.
3aman Kxan (Zaman Khan)

Texcm ¢ doxymenme «IKCNAYAMAYUORHAR OOKYMERMAYURY HA AHZAULICKOM U DYCCKOM RIBIKAX

noanoCMmuIO coenaoaem.

Ilepecod ¢ anaRulick020 U HEMEYKO20 AINKOE HA PYCCKUll ALK GHINOTHEN NEPEBOOUUKOM

Yucmaxoeoti Buxmopueii [Juumpuesnoti.

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



Poccuniickaa ®epepauunsa. Nopog MockBa.
ABafuaTb CeAbMOro CeEHTAGPA ABe ThiCAYN AeBATHaALATOro roja.
A, baxTagase 3nbmupa lOpbeBHa, HOTapuyc r. MockBbl, CBUAETE/IbCTBYIO MOAJ/IMHHOCTb

noanucu nepesogunka UMcTaKoBoi BUKTOpUnM OMUTPUEBHDI.
Moanuck caenaHa B MOEM MPUCYTCTBUMN.
JINYHOCTb MoAnucaBLUEro 4OKYMEHT yCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2019-r?
B3bickaHo no Tapudy 100 pyo6.

YnnayeH ~Anyr MNpaBoBOro M TEXHUYECKOTo XapakTepa: --

3.10. baxTtagse

Bcero npoLuHypos P | .epoBaHO
M cKpenneHo e ..aunet/1n,
Hotapuyc.....
MpowuTo B KOAMYecTBe " /NCTOB
roga
OunpekTtop MAMAT | MAK"KnMHnyeckne nccnegoBanms”
000 «A
A 3.
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