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This isto certify that the attached document isthe Dimension assay Instructions for Use with
Addendum for:

Products: Dimension CHK Flex reagent cartridge

Sincerely,

Karlyn Kellogg, Regulatory Technical Specialist,
Siemens Healthcare Diagnostics Inc.

Vickie M. Couiter-Phillips,
Notary Public

Vickie M. Coulter-Phillips
Notary Public
State of Delaware
My Commission Expires
February 10,2020
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Thisdocument contains information which is strictly confidential and proprietary. Itisto be used exclusively for registration
by Siemens Regulatory Representatives, Local Agency Reviewers and Health Authorities. The distribution, copying or
publication of any inform ation in this document is prohibited.

Siemens Healthcare Diagnostics Inc.

P.O. Box 6101 1-800-242-3233
Newark, DE 19714-6101 www.siemens.com/diagnostics
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- -dge with reagent CHK (for check-up) for
S~Nomical analyzers series “Dimension”
(Dimension CHK Flex reagent Cartridge (CHK))

Scope of delivery:

1 Cartridge with reagent (for check-up) (Dimension
CHK Flex reagent Cartridge (CHK)) - 8 pcs

2 Package insert;

3. Instruction for use.

Application

The cartridge is designed to verify the proper
functioning of sampling systems and liquid reagents as
well as photometric measurement system, which are a
part of the analyzers of the "Dimension" series. It is
used for daily checks of the analyzers of the
'Dimension” series.

Soope

Clinical laboratory diagnostics.

Contraindications
Notapplicable for this medical device.

Possible side effects when using the medical
device
Notapplicable for this medical device.

Operator (user) requirements

Medical device should be used only by a qualified,
trained (in the field of clinical laboratory diagnostics)
personnel.

Description

Inthe test for optical density measurement, red organic
dye is used as the sample and reagent to check for
reliable functioning ofthe reagents and samples dosing
system as well as photometric system of measurement
onthe analyzer for clinical biochemistry Dimension.

Medical device content

Reagent wells® Ingredient Concentration*’
1-6 Ponceau S 0.14 mg/m!
7-8 empty -

I 12 5

broad side of the cartridge.
“Nominal value ofthe test during manufacturing.
Only for in vitro diagnostics.

Cartridge CHK Flex contains stable liquid reagent

consisting of red organic dye (Ponceau S), buffer
solution, and preservative.
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Safety measures

Only for in vitro diagnostics. Only for use by
professionals.

Cartridge should only be used by trained personnel.
Special protective clothing, gloves, and eyel/face
protection is required, operation must be carried out in
accordance with the requirements of good laboratory
practice.

Precautions associated with the procedure

Prior to using, read the entire manual. Follow the
instructions carefully, failure to follow the instructions
may lead to deviation of test results.

Do not use the cartridge if packaging is damaged.

The wuse of the cartridge for analysis of samples
different from those which are permitted for use in this
test system may lead to deviation oftest results.

Do not use the cartridge after the expiration date.
Always check the expiration date prior to testing.

Used cuvettes contain body fluids, so treat them with
due caution to avoid contact with skin and ingestion.

Environmental protection
When handled, transported, or stored properly, this
device causes no harm to the environment.

Waste disposal procedure

If possible, avoid waste generation or minimize its
quantity. When disposing of this product, solutions and
derivative products requirements of legislation on
environmental protection and waste disposal as well as
any requirements of local authorities should be
followed. Disposal of excess product and products not
subject to recycling should be carried out by a
contractor organization licensed to recycle waste.
Dumping of wuntreated waste into the sewer is
prohibited, except in full conformity with the
requirements of all authorities with appropriate
authorization.

Product classification may meet hazardous waste
criteria.

If possible, avoid waste generation or minimize its
quantity. Leftover packaging is subject to recycling.
Incineration or waste burial should only be considered
when recycling is not feasible.

This material and its container must be disposed ofin a
safe way. Caution should be taken when handling
empty containers that have not been cleaned or rinsed.
Empty containers and packing materials may contain
product residues. Avoid spreading of spilled materia! as
well as its entering into soil, watercourses, sinks, or

ASnosric



drains.

Preparation of the reagentworking solution
The solution is liquid and ready for use.

Expiry date:

12 months

Expiry date is indicated on the packaging of individual
sealed reagent cartridges. After opening, the cartridges
are stable for 30 days.

Storage conditions

Storage temperature: (+2...+8) *C
Relative humidity: 10% to 80% noncondensing.
Pressure: atmospheric.

To be stored in accordance with local regulations. Store
in original container protected from direct sunlight, in a
cool dry place with good ventilation, away from
incompatible materials, food, and beverages. Prior to
using, the container should be tightly sealed. Opened,
containers should be resealed and kept upright to
prevent leakage. Do not store in containers without
labeling. Use appropriate measures to prevent
environment pollution.

Do not ingest. Avoid contact with eyes, skin, or
clothing. Avoid inhalation of vapor or mist. Avoid
release to the environment. Store in the original
container or an approved alternative container made of
compatible material; seal tightly when notin use. Empty
containers contain product residues and may be
hazardous. Do not reuse container,

it is prohibited to eat, drink, or smoke in areas where
this material is being handled or in places of its storage
and processing. Before eating, drinking, or smoking,
workers should wash their face and hands. Before
entering the eating area, remove contaminated clothing
and protective equipment.

Sealed cartridges are stable until the expiry date stated
on the product label at a storage temperature of
(+2...+8) °C. After opening, store in a dark place.

Transportation conditions

Transportation should be performed all types of the
covered transport, observing temperature condition of
storage ofthe reagents.

Transportation within customer
transportation should always be carried out in sealed
and protected containers in upright position. Ensure

premises:
that persons transporting the product know what to do
incase of damage or leakage of the product.

Stability during transportation: during transportation, the

cartridge is stable under storage conditions until the
expiration date stated on the packaging.
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Relative humidity: 10% to 80% noncondensing.
Pressure: atmospheric.

The stability of an open cell
3 days for cells 1-6

Collection of samples (in the system without NM
module)

Before removing the contents of one cell with the
pipette and placing it in the tube for samples, gently
invert CHK Flex reagent cartridge.

CHK cartridge is intended only to provide a sample— it
should not be installed on the analyzer for testing of the
reagents.

Procedure

Provided materials

CHK cartridge with reagent (for check-up) for
biochemical analyzers series "Dimension” (Dimension
CHK Flex reagent Cartridge (CHK)) Cat. No. DF179

Required (butnot provided) materials
None.

Testing stages

Sample collection, addition of the reagent, mixing,
separation, processing, and printing of results are
carried out automatically by the Dimension system.
Further details are provided in the Dimension analyzer's
operator manual. Container for the collection of
samples should be of appropriate size so that it could
contain a control volume and have some free space;
there is no need to completely fill the container.

Calibration
Test for optical density measurement is used to verify
performance ofthe analyzer. Calibration is not needed.

Quality control

Use of CHK test should be conducted as partof system
check-up during daily maintenance. Check-up consists
of 5 repetitions of various tests that allow ensuring that
the sampler and the subsystem for work with liquid
reagents are functioning normally.

For the system without the NM module, to start the

system check-up, it is necessary for the operator to
manually prepare a CHK reagent sample cup.
Instruments with the NM module are configured to
automatically check the system and do not require
manual preparation ofthe CHK fluid.

Results

Many different tests are used as part of the system
check-up, and each of them uses a different system for
adding fluid. In each test, the difference of optical
density between the two wavelengths of Ponceau S,
diluted as a sample or a reagent, is measured by
means of the endpoint method with two filters (510 nm



and 600 nm). The results of these measurements must
meetthe parameters setout in the operator's manual. If
the parameters are not met, this can serve as an
indicator of system malfunction.

Test Condition
Temperature AT'AC
Wavelength 510 nm, 600 nm

Measurementtype Bichromatic, endpoint

Specification"fsystem check-up for CHK

System check-up Specifications
Photometer . -2.5 mAU to +2.5 mAU
only for 293 nm filter
. -1.5 mAU to +1.5 mAU
for all other filters

LOCI All values are in the range from
0.001 kE to 0.144 KkE
Mean Std. dev.
Reagent holder Certified value " 3.8
No. 1 provided on the CHK
package, 15 mAU
Reagent holder Certified value <3.8
No. 2 provided on the CHK
package, 15 mAU
Sampler 10% from the certified <1.6

value provided on the

CHK package, 2

mAU

10% from the certified < 1.6

value provided on the

CHK package, =4

mAU

RMS Certified value <3.8
provided on the CHK
package, 15 mAU

GIA wash system

Sampler probe True
cleaner
Reagent intake  True

probe cleaner

Limitations ofthe procedure

Information system of the instrument contains error
messages to warn the operator about certain
malfunctions. Prior to proceeding, read the Dimension
analyzer's operator manual to determine the
malfunction.

W arranty

This device has been designed, manufactured, tested,
and packaged in compliance with all appropriate
precautions. Siemens Healthcare Diagnostics Inc.
provides warranty for the device until the expiry date,
provided that its packing is not damaged.

Manufacturer guarantees safety of the medical device,
absence of unacceptable risk of harm to the human life.
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health, and the environment when the cartridge is used
as intended in conditions stipulated by the
manufacturer.

In case of any issues related to manufacturer's warranty
obligations, contact the official representative of the
manufacturer in Russia (Siemens Healthcare LLC).

Legend
Symbol Description
EXP N Use before
CCYY-MMDD H
lotl Batch code

kef I Catalog number

Manufacturer

m |

Authorized representative in the
EC REP

European Community

Contains enough for conducting <n>
V tests

IVD Medical device for in vitro diagnostics

Temperature range

/.DN Refer to instructions for use

Dimension and Flex are brand names ofthe Siemens
Healthcare Diagnostics Inc.

©2008 Siemens Healthcare Diagnostics Inc.

All rights reserved.

= Authorized

III representative in
Russia;

Siemens Healthcare Siemens Healthcare LLC

Diagnostics Inc. 500 96 Dubininskaya St,

GBC Drive, P.O. Box Moscow 115093, Russia

6101, Newark, Tel.: (495)737-12-52

Delaware  19714- Fax: (495)737-13-20

6101, USA https:/lwww.healthcare.si
emens.ru/
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MepeBOof C aHTMIICKOTO Si3blKa Ha PYCCKUIA S3bIK

Okpyr Konymb6us

HaCTOﬂLU,I/IVI anocTtunnb HeAeVICTBVITEI'IeH Ana ncnonb3osBaHua B CoefquMHeHHbI X WTatax
AMEpUKN, Ha ee TEPPUTOPUAX NN BRajeHNax.

HeCTOHU.l,I/II?I anocTuNb TONMBbKO yaooOCTOBEPAET NOANMNMHHOCTL NoagnnCcn N AONXHOCTb nuua,
noanucaswero chl/ILlI/Ial'IbeIﬁ OOKYMEHT, W, B Cniy4vae H6‘06X0,CI|VIMOCTI/I, NOANWHHOCTb ne4vyaTtn unun
wTamMmna, KOTOPbIMMN CKpenaeH O(*JVILI,VIaI'IbeIVI AOKYMEHT.

[aHHbI/i anocTub He y40CTOBepsAeT coaepXaHue AOKYMeHTa, AN KOTOPOTro OH 6bl/l BblgaH.

ANOCTUNb
(Faarckast HOHBEHUNA OT 5 okTAGpA 1961 r.)
1. Okpyr Konym6usa, CoefmHeHHble LTaTbl AMEpPUKM
2. HacTtoswwuin odhnunanbHbll LOKYMEHT nmoAnucaH AXMAL MAUCKWN
3. BbicTynalowum(-ein) B kauectse HOTAPNYCA OKPYITA KONYMBUSA

4. ckpennéH wrtamnom/nevaTtoto AXMAL MUCKN. HOTAPNYC OKPYIFA KONYMBUA

YAOOCTOBEPEHO
5. B BawwuHrtoHe, okpyr Konyméus
6. 1WOHA 2018 T.

7. cekpeTapem okpyra Konyméus
8. 3a Ne 482529

9. Wramn/MeyaTsb

10. Mopgnuck:

/MeyaTb/: Okpyr Konym6us
NOPEH K. BOTAH

/Mopnuck/

NopeH K. BoraH
CekpeTapb okpyra Konyméus
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BENAHKC 3NEMEHTAMM 3ALLNTHI
NOABOP KPACKW MO LBETY NEPEAHUA ®OH CUHWIA /
3ALHUIA ®OH BENbIN
HECAHKLWOHUPOBAHHAS KONWUA MAHTOTPA®
LUBETOBOW ®OH YCTOMYNB K CTUPAHUIO

BENAHKC 9NEMEHTAMU 3ALWUTHI
NOABOP KPACKW MO UBETY NEPEAHUNA ®OH CUHUN /
3A[HUIN ®OH BE/bIN
HECAHKLUWOHUPOBAHHASA KOMUSA MAHTOIPA®
LBETOBOW ®OH YCTOMUUB k CTUPAHUIO
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BJIAHK C 3/TEMEHTAMM 3ALUTHI
NOABOP KPACKMN MO UBETY NEPEAHUNA ®OH CUHWUIA |
3ALHUA ®OH BENbIN
HECAHKLUWOHWPOBAHHAS KOMUSA MAHTOTPA®
LUBETOBOW ®OH YCTOMUYNB k CTUPAHUIO

BNAHKC SNTEMEHTAMMU 3ALLUTHI
NOABOP KPACKM MO LUBETY NEPEAHUNA ®OH CUHWIA |
3AJHWA ®OH BENbI
HECAHKLUMOHWPOBAHHAS KOMWUA NMAHTOIPA®
LBETOBOW ®OH YCTOMUYNUB K CTUPAHUIO
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Mo mecTy Tpe6oBaHuA:

HacToswwunm ygocToBepseTcs, 4To npunaraemblii JOKyMeHT siBnseTcss WHCTPYKUUEd MO NPUMEHEHUIO

KapTpuaxa Ans 6MOXUMUUYECKUX aHanu3aTopoB cepumn «Dimension»:

N3pennsa: KapTpugx c peareHTom CHK (NpoBepouYHbliil) ANns GUMOXMMMUYECKMX aHanuM3aTopoB cepuu
«Dimension» (Dimension CHK Flex reagent cartridge (CHK))

C yBaxeHuewm,

/Moanuce/

KapnuHu Kennor, TexHuyecknii cneymanncTt oTaena permcrpayum n ceptudukaumm,
«CumMeHC Xenckaa AunarHoctuke UMHK.»

/Mopanuncek/

Bukun M. Koyntep-®wunnunc,
HoTapuyc

/WTtamn/:
Bukn M. Koyntep-®unnunc
HoTtapuyc
WraTt AenaBap
Cpok MOuMX nonHOMOuUNl nctekaet 10 dpespans
2020 r.

TonbKO gna peructpayumm B Poccum
MonoxeHne o0 KOHPMAEHLNANBHOCTY 1 HepasrnaweHun nHgopmaynm ot 29.05.2018 r.

HacToAwmnii AOKyMeHT COAepXWUT CTPOro KoHUAeHUManbHyl WHMHOPMaLWUI0, COCTaBAAIOLWYI0 KOMMepueckyl TaiHy. [laHHas
MHOPMaLMA MOXET WCNOMb30BaTbCA WCKAOUYNTENLHO AN pPerncTpauun npefcTaBUTeNs MU PEryanpyowmx opraHoB «CUMeHe»,
KOHTPONUPYIOWNMN WHCTAHLUAMU MEeCTHbIX OPraHoB BJAacTW W OpraHamu 34paBooXpaHeHus. 3anpeljaeTcs pacnpocTpaHsTh,
KonupoBaTb MM Ny6nnKoBaTb N06YI0 NHHOPMALMI0 U3 HACTOALWErO LOKYMEHTA.

«CuMmeHc Xenckaa inarHoctuke VHK.» 1-800-242-3233
P.0. Box 6101 www.siemens.com/diaanostics
Newark, DE 19714-6101
als 6101

Hobloapk, wrat flenasap 19714-6101

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



/KapnvH Kennor/

/Mevatb/:

«CnmeHc Xenckaa AimarHoctuke NHK.»
511 Benedict Avenue

Tarrytown, NY 10591 USA (CWA)
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REF DF179

SIEMENS

Dimension 6uoxumuyecknin aHanusartop

KapTpugx c peareHtom CHK (npoBepo4HbIil) Ans
GuoxmmMuyecknx aHanmsatopos cepuu «Dimension»
(Dimension CHK Flex reagent Cartridge (CHK))

KomMmnnekTauus MeguLUHCKOTO N3LENNs:

1. KapTpuax c peareHTom npoBepouHblii (Dimension
CHK Flex reagentcartridge (CHK)) - 8wr;

2. luct-Bknagbi W ;

3. HCTpyKUNSA NO NPUMEHEHUIO.

Ha3HauyeHue:

KapTpupgx npegHas3HauyeH NS NPOBEpPKM Hajnexalwero
D yHKLUMOHNpPOBaHNSA cucTem oTbopa nNpob M XUAKMX
peareHTOB , a TakXe CUCTeMbl (OTOMETPUYECKOTO
M3MEpPEHNS, BXOAALWMUX B COCTAB aHaANM3aTopoB Cepuu
«Dimension». Mcnonb3yeTcs ans eXefHEeBHOIA
npoBepKkn aHanmsatopoB cepun «Dimension».

O6nacTb NpUMeHeHUs
Knuuuueckas naGopatopHas AMarHoctuka

MpoTuBonokasaHns
He npumeHumo Ana gaHHoro MU.
Bo3MOXHble nNoGOYHbI € pencTBmus npu
MCNONb30BAHUM MEAULWNHCKOTO U3fenns

He npumeHumo Ana gaHHoro M.

Tpe6oBaHus kK onepaTtopy (NonNb30BaTeNio)
MepfuunHckoe uW3fenne [JONXKHO MCNONb30BATLCA
TONbKO KBANU(ULUMPOBAHHBIM, 06yYeHHbIM (B 06nactu
KNMHNYecKon na6opaTopHOIl
nepcoHanom.

OVAaTHOCTUKK)

OnucaHue

B TecTe AnA M3MepeHWs ONTUYECKOA MNAOTHOCTU
NCNONb3YKTCA KPaCHbI OpraHnyecknit Kkpacutenb B
kauectBe o6pasua U peareHta AN NpOBepKM
HafeXHOro PYHKLMOHMPOBAHUSA CUCTEM [O3MPOBAHUSA
pereHtoB u o06pasyoB, a Takxe (GOTOMeTpUYECKOW
cUCTEMbI n3MepeHus Ha aHanusaTope ans
KnuHnyeckoit 6uoxumun Dimension.

CocTtas MU

NTyHKK

peareHTos A WHrpeaneHT

KoHueHTpayua N

1-6 Ponceau S 0,14 mrimn

7-8 nycrtole -
a. Jueflkn NpoOHymMepoBaHbl NOCNeJ0BAaTENbHO HaynHan
C WWPOKOW CTOPOHBI KapTpuAxa.
b. HOMWHaNbHOE 3HA4YeHMEe TecTa NPW U3TOTOBAEHUU.
TonbKo ANS in Vitro ANATHOCTUKK.

KapTpugx CHK Fiex copepxut cTabunbHblii Xugkui
peareHT, cocTOoAWMUA W3 KPAcHOr0O OpraHM4yeckoro
kpacutena (Ponceau S), 6ydepHoro pactBopa Mu
KOHCepBaHTa.
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HaumeHoBaHue NoeHTudukatopsl %
npogykra /

MWHTpegneHTa

2-meTtnn-4- EC:220-239-6 <0.1
M30TNA30NNH-3- CAS:2682-20-4

OH

Mepbl 6€30MacHOCTH:

Tonbko Ansa in  vitro AuarHocTuku. Tonbko pAns
MCNONb30BaHNA CNeLmuanmcTamu.

KapTpuax LONXeH 'MCNoNb30BaTLCA TONbKO
cneunmansHo o6yvyeHHbIM nepcoHanom. Tpe6yeTcs
cneyuanbHas 3alWuTHas ofexpa, Nepyatkn 1 3awuta
Ans rnas/nuya, skcnanyaTtauus SOAXHA NPOM3BOAUTLCA
B COOTBETCTBMM C TpeboBaHMAMN Hagnexauei
na6opaTopHOii NpakTuKK.

Mepbl nNPefLoCTOPOXHOCTH,
npoyepypoi

Mepes Hayanom  paboTbl  NPOYTUTE  MONHOCTHIO
WHCTPYKUMi0. TuwatenbHo cnepfynte MHCTPYKUUSAM,
HapyweHWe UHCTPYKLUA MOXET NPUBECTU K UCKAXEHUID

CBA3aHHbI € C

pe3ynbTatoB TecTa. ¢

He wucnonb3yiiTe KapTPpUAX NPW  NOBPEXAEHUN
ynakoBKM.

Mcnonb3oBaHWe KapTpuaxa ANs NpoBeAeHNs aHanusa
06pasyos, OTAMYAI W NXCS oT Tex, KOTOpbI €
paspelweHbl K MCNONb30BaHWK B faHHOW TecT-
CNCTEME, MOXET NMPUBECTU K UCKAXEHUW Pe3ynbTaToB
TecTa.

He wucnonb3yiiTe KapTpUAX Nocne WCTEYEHUs cpoka
roAHOCTU. Bcerga npoBepsiiTe faTy OKOHYaHUA cpoka
TOLHOCTM Nepes NPOBELEHUEM TECTUPOBAHUS.
Mcnonb3oBaHHbIe KIOBEThI copepxar  XWAKOCTH
opraHnsma yenoseka, no3aTomMy o6palw,aitTecb C HUMMU C
OONXHOM OCTOPOXHOCTbIO, 4ToObI n3bexatb
nonagaHnsa Ha KOXY W BOBHYTPb.

OxpaHa oKkpyxatowei cpepfbl

[laHHOe wn3genue He HAHOCMUT Bpefa OKpyxatLleil
cpege npu npaBuabHON
TPAHCNOPTUPOBKE U XPAHEHUMU.

akcnayatauum,

Mopagok ocywecTBAEHUS yTuamsaunm

Mo BO3MOXHOCTM cneayeT wu3beraTb ob6pa3oBaHus
OTXOL0B WA MWUHUMM3NPOBATbL WX KOAW4YecTBO. [pu
BbIMONTHEHUM yTunnsaunu LaHHOTO npoAaykTa,
pacTBOPOB M MNPOM3BOAHbIX MNPOAYKTOB  AOMXHbI
cobniwpateca TpeboBaHWS 3akoHOogaTenbcTBa Mo
3allMTe oKpyXallu el cpedbl U yTunnsaLunm oTXoAo0B, a
Takxe Nwb6ble TpeboBaHuUA MECTHbIX  OpraHos
ynpaBneHus. YTuausauus UM3ANWKOB NpoAykTa M
NPpOAYKTOB, He nojgnexawnx nepepaboTke, AONXHA
OCYW, eCTBAATLCA NOAPSAHON opraHusaunein, umetow ei
NWULEeH3NK Ha yTunusauuw oTxopos. Co6pacbiBaTh
HEOUYML eHHble OTXOA4bl B KaHanu3aluuio 3anpewaetcs,
32 UCKNIOYEHUEM C/lyyaeB MOMHOTO COOTBETCTBUSA
Tpe6oBaHMAM BCEX opraHos BfacTy c
COOTBETCTBYOW MMM NONHOMOUYUAMMU.

Knaccugukaumsa npofykTa MOXET COOTBETCTBOBATH
KPUTEPUAM ONacCHbIX OTXOA0B.

Mo BO3MOXHOCTM cnepfyeT wu3beraTb o06pa3oBaHuUf
OTXO0A0B MAW  MWHUMU3UPOBATb UX KOJANYECTBO.
OctaBwascs ynakoBska noAnexuT BTOPUYHON



bl

nepepaboTke. CxuraHne WNn 3aXOpoOHEHWEe Ha cCBanke
MOXeT TMNPUMEeHATLCA, TONbKO eciu  BTOPUYHAsR
nepepaboTka HEBbLINONHUMA.

[laHHblli  mMaTepuan u ero KOHTeilHep cneayert
yTunusuposaTtb 6GesonacHblM cnoco6om. Cnepgyet
cobniogate OCTOPOXHOCTb Npu 06paleHnn ¢ NycTbiMu
EMKOCTAMMU, KOTOPbIE He OblM  OUYWWEeHbl  uaun
NPOMbITbl. [lycTble KOHTeWHepbl W MNpokAajoyHble
mMaTtepuanbl  MOTyT cofepxaTb OCTaTku npopykra.
M3beratb pacnpocTpaHeHWsa NpoANTOro matepuana, a
TakKxe €ro nonajaHua B MOYBY, BOJOTOKM, CNUBbLI W
kaHanusaunk”

MpuroToBneHne paboyero pacTeopa peareHta
PacTBOp XWAKWA W rOTOB NSl TPUMEHEHNS.

CpoK rogHocTun:

12 mecques

CpoK TOJHOCTM CM. Ha YynakoBke OTAE/bHbIX
HEBCKPbITbIX  kapTpuAxeih ¢ peareHtom. [ocne
BCKPbITUSA KapTPUAXW CTaGUNbHbI Ha npoTaxeHuu 30

oHell.
YcnoBusa xpaHeHus

XpaHuTbL npu Temnepatype; 2 - 8 °C.

OTHOoCuMTenbHasa BAaxHocTb; oT 10 go 80 % 6es
KoHA4eHcaLunu.

[laBneHne: aTmocdepHoe.

OcCywecTBNATL XpaHeHe B COOTBETCTBUM C MECTHbIMM
HOpMaMu. XpaHWTb B OPUIMHANbBHOM KOHTeliHepe,
3al MU eHHOM OT nonajaHus nNpPAMbIX CONMHEYHbIX
nydyeit, B CYXOM nNpPOXAagHOM MecTe C Xxopowei
BeHTUNALNENd, BLANU OT HECOBMECTUMbIX MaTepnanos,
nAWeBblXx NPOAYKTOB M  HanuTkoB. [Jo Hauana
MCMNONb30BaHMA KOHTENHep [JONXeH O6biTb NAOTHO U
TepMeTUYHO 3aKpblT. OTKPbITbie KOHTEWHEepbl [ONXKHbI
ObITb BHOBb TepMEeTNUYHO 3aKpblThl N XpaHuUtbCA B
BEpPTUKAaNbHOM MONOXEHWW ANA NpefoTBpalieHns
BO3MOXHOCTM yTeyek. He xpaHUTb B KOHTeliHepaXx 6e3
MapKupoBKK. Mcnonb3oBaTb COOTBETCTBYK LW ME Mepb
AN npepfoTBpalleHus  3arpa3HeHus  okpyxatlowen
Cpeabl.

He npuHumaTtb BHYTpb. He gonyckaTb nonajgaHus B
rnasa, Ha KOXy WAu Ha opexgy. W3b6eraTb BAbIXaHuUA
napoB WAW TymaHa. M36eraTb BbIGpOCa B OKpyXatolyio
cpedy. XpaHuUTb B OpPUIMHANbHOM KOHTeliHepe WAu B
anbTepHATUBHOW YTBEPXAEHHOI Tape "3
COBMECTUMOro MaTepuana; NAOTHO 3akKpbiBaTb, Korga
He wucnonb3yeTcs. [lycTble KOHTeliHepbl copgepxar
0CTaTKM NpPOAYKTa M MOTYT NpPeAcTaBNATb OMNACHOCTb.
Henb3s NOBTOPHO WCNONb30BATH KOHTElHEP.
3anpewaeTcs nNpuHUMATbL NUWYy, NUTb W KypuTb B
mecTax, rAe nNpoBOAuTCcA  paboTta €  [faHHbIM
maTtepuanom, WAW B MecTax €ro XpaHeHus u
o6pa6oTku. [epes nNpuemMoM nUWKU, NUTbEM UK
KypeHnem paGoume [OMKHLI BbIMbITb NWULO U PYyKU.
Mpexpe 4yem BXOAMTbH B 30HY npuema nulu, CHATb
3arpsA3HeHHyl  OAeXpAy W 3alWuTHOE CHapsxeHue.
HeBCKpbITble KapTpUAXU CTabUAbHbBI A0 OKOHYAHMSA
cpoka rofHOCTU, yKa3aHHOTO Ha 3TUKETKe U3LEeNus npu
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XpaHWTb B TEMHOM MecTe.
YcnoBusa TPaHCMOPTUPOBKK

TpaHCNoOpTUPOBKY CcnepfyeT OCYWeCTBASATbL BCEMMU
BUAAMMN KpbITOTO TpaHcnopTa, co6niopgas
TeMnepaTypHblil PEXNUM XpaHEHUS peareHToB.

TpaHcnopTupoBka B npegenax nomelw eHuni
noTpeGuTens: TPaHCNOPTUPOBKY BCerga chepgyer
OCyW ecTBNATD B '3aKpbl Thi X 3al MLy eHHbIX
KOHTeHepax, KOTOpPble HAX0AATCA B BEPTUKANbLHOM
NoONOXeHNU. YypocToBepbTeCh, uTo nuua,
oCylW ecTBAsIOWME TPAHCNOPTUPOBKY NPOAYKTA, 3HAMKT,
Kakue felicTBUS MM CnepfyeT NpeAnpuUHATbL B cryvae

NOBPEeXAEHNS WU YTEeUKM NPOAYKTA.

CTabunbHOCTL NpM TpaHCNOPTMPOBAHUM - BO BpeMmsA
TPAHCNOPTUPOBKM KapTpuax cTtabuneH npu ycnoBusax
XpaHeHUs [0 UCTeyeHUs cpoka FOLHOCTU, YKA3aHHOTO
Ha ynakoBke.

OTHOoCcuMTenbHaa BAaxHocTb: oT 10 go 80 % 6es
KOHgeHcaunm.

[llaBneHue: aTmocepHoe.

CTabuNbHOCTb OTKPbLITON AYENKMN
3 4HA oNnA Aavyeekc 1- 6

Cb6op ob6bpasuos (B cucteme 6e3 HM mopgyns)
Mpexfe 4yem yaanaTb COAEpPXMMOE W3 OfHOK A4Yelku
f03aToOpoOM W nomelw,ate ee B Npobupky gns obpasyos,
akKkypaTHO nepeBepHuUTe kapTpupgx c peareHtom CHK
Flex.

Kaptpunax CHK npegHasHayex TONbKO ana
npegocTaBneHns obpasya; ero Henb3s ycTaHaBnuBaThb
Ha aHanusaTop N7 TeCTUPOBAHUA pPeareHTos.

Mpouepypa

MpepocTtaBnsembie matTepuansl

KapTpugx ¢ peareHtom CHK (npoBepouHbiil) gns
6MoxMmmyecknx aHanmsatopos cepun «Dimension»
(Dimension CHK Flex reagent Cartridge (CHK)) Kat. Ne
DF179

Heob6xogumbie
mMaTepuansl
Hert

(HO He npepgocrtaBnsieMble)

3Tanbl TecTupoBaHus
3abop obpasya, fob6aBneHue peareHTa, CMelWwmnBaHue,
cenapauyus, o6paboTka M neyaTb pe3ynbTaToB
ocywecTBnswTCA cucTemoi Dimension
aBTomMaTtuyeckn. TMoapobHYyl0 WHGMOpMauuiw cM. B
PykoBogcTee onepatopa aHanusatopa Dimension..
KoHTeliHep pana cb6opa o06pas3uoB [JOAXeH O6bITb
COOTBETCTBYlO LW Er0 pa3mepa, 4Tobbl B HEM HaxoAuncs
KOHTPONbHbLIA 06bemM, W ocTanocb CBOGOAHOE MECTO;
noNHOM

HET HeoﬁXOAI/IMOCTVI B 3anoiHeHnn

KOHTeNHepa.

Kann6poska



Tect pgnsa n3MepeHus onTUYeCKon NNOTHOCTU
ncnonb3yeTca [NA NpoBepkn nokasateneir paboThl
aHanusatopa. Kanubposka He TpebyeTca.

KoHTpoNnb KayecTBa

Mcnonb3oBaHne Tecta CHK cnepgyetr npoBoAWTbL B
pamkax npoOBepku cucTembl npu  eXefHEeBHOM
o6cnyxusaHuu. TpoBepka BknwyaeT B cebs 5
NOBTOPOB pa3/N4YHbIX TecTOB, KOTOpble MNO3BOAAKT
y6eanTbcsA, 4T0 Npo60OTHOPHMK U mogcucTemMa paboThl
C KWLKUMU peareHTaMu ¢ yHKLUOHMUPYET HOPMANbHO.

fna cuctemb 6e3 mogyns HM TpebyeTcd, 4TO0ObI

onepatop BPYYHYl NOATOTOBMA yalweuyky obpasua
peareHta CHK pgns 3anycka npoBepksM CUCTEMBI.
NHcTpymeHTol ¢ mogynem HM  HacTpoeHbl Ha
aBTOMAaTWYECKYyl TNPOBEPKYy CUCTEMbl U He TpebywoT
PYYHOTO NMPUToTOBAEHNA XUAKOCTH CHK.

PesynbTaTsl

B pamkax noBepkW CUCTEMbl BbLIMONHAETCA MHOXECTBO
pas3snuyHblX TECTOoB, W B KaXAoOM WUCNONb3yeTcA WHaA
cuctema pfob6aBneHus XuakocTu. B kaxpgom TecTe
pasHula ONTUYECKOW NNOTHOCTM  MEeXAYy AByms
AnuHamu BoNH Ponceau S, pa36aBneHHOro B kayecTse
o6pasla WAW peareHta, U3MepsieTcs N0 MeTOAUKE
KOHEYHO! Touykm ¢ gByms dunbtpamn (510 n 600 Hm).
PesynbTaThl 3TUX W3MepeHUA [ONXKHBI 0TBeyaTb

napameTpam, YCTAHOBJ/IEHHbIM B pyKoBOACTBE

onepaTtopa. Ecnu napameTpbl He cobniopgawnTtca, 3To

MoXeT CNYXUTb MHANKATOPOM HeucnpasHOCTH

CUCTEMBI.

Tect ycnosue

Temnepartypa 37 "C

OnuHa BONHbI 510, 600 MM
Buxpomatnueckuii,

Tun n3mepexus
KOHeuyHas Toyka

Cneuuncukauus nposepkn cucrtembl ansg CHK

MpoBepka Cneuundgunkayum
cucTemsbl
doTomeTp . oT -2.5 po +2.5 mAU
TONbKO Ana  ¢unbTpa
293 HM;
. o1 -1.5 pgo +1.5 mAU
ans BCEX opyrunx
DMNbTPOB.
LOCI Bce 3HaueHua cocTaBAAwT OT
0.001 po 0.144 kE
CpegHee CraHpa.
OTKN.
OepxaTtensb ATTecToBaHHOE <3.8

peareHta No 1 3HauyeHne, ykazaHHoe
Ha ynakoske CHK,
+15 mAU
fepxatens ATTecToBaHHOE <3.8
peareHta No 2 3Ha4YeHne, ykasaHHoe
Ha ynakoske CHK,

+15 mAU

Mpo6ooT6opHUK 10 % oT 116

aTTecToBaHHOrIo

2uauaumMa
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yKasaHHOTO Ha
ynakoske CHK, =2
mAU
Cucrtema 10 % oT <16
npombiBku TNA atTecToBaHHOro
3HavYeHus,
yKa3aHHOTO Ha
ynakoske CHK, =4
mAU
RMS ATTecToBaHHOE £3.8

3Ha4YeHne, ykasaHHoe
Ha ynakoske CHK,
+15 mAU

Ounctutenb 3oHga BepHo

3abopa obpasuos

Oumuctutens 3oHfa BepHo

3abopa peareHTtos

OrpaHuyeHus npouepgypsl

WH(popmMaynoHHas cuctemMa WHCTPYMEHTA COAEPXWT
coobueHna 06 owwubkax, uYTOo6GLI NpefynpeauTb
onepatopa 06 onpejeneHHbIX HEUCNPABHOCTAX.
Mpexae u4em npojonxaTtb paboTy, npounTaiite
Pykosofgctso onepatopa aHanusatopa Dimension,
4yTOoGbl ONpeAennTb HENCMPABHOCTD.

[apaHTniiHble 06fA3aTenbcTBa

llaHHoe wu3penue 6bino paspaboTaHo, M3TOTOBNEHO,
MCNbITAHO M ynakoBaHO npu cobnwgeHun Bcex
COOTBETCTBYIO L MX Mep NPefoOCTOPOXHOCTW. Siemens
Healthcare Diagnostics Inc. gaeT rapaHTuio Ha usgenune
40 WCTEYeHWA cpoka ero rofgHOCTU, NpPU YCAOBUMU, 4YTO
ero ynakoBka He noBpexpjeHa.

MpoussoaunTtens rapaHTupyer 6esonacHocTb
MeAWLWHCKOTO M3Aenns, OTCYTCTBME HE[ONYyCTUMOTO
pucka NPUYMHEHWA Bpefa XWU3HW, 3[0pPOBbI0 YenoBeka
N oKkpyxawluieii cpefe Npu MCNONb30BAHUN KaApTPUAXKa
N0 Ha3Ha4YeHWo B YCNOBUAX, TNPEAYCMOTPEHHbIX
npou3BOANTENEM.

B cnyvyae BO3HWKHOBEHMSA BOMPOCOB, CBA3AHHbLIX C
rapaHTuiHeiMn  ob6a3atenbcTBamu  [ponssogntens,
cnepgyert obpawatbcd K opuumanbHomy
npegcrasutent Mpoussogutens B Poccum - 00O
«CuMeHc 34paBooXpaHeHune».

CumMBONbLl M 0BO3HAUYEHMUSA

Cumson OnucaHue

EXP U Mcnonb3osath o
CCYY-MU00 LI

1o t| Koa naptuu

k—ef I Homep no katanory

N3rotoButenb

YNONHOMOYEHHbI npefcTaBuTenb B

EC REP EBponeiickom coobuecTse

Cogepxumoro 40CTATOYHO ans
NPoBEAEHNs <N> KOMMYeCTBA TECTOB



MeanunHckoe nsgenue gns

IVD L
AuarHocTuky in vitro

TemnepaTypHblii fuanasoH

OGpaTuTech K UHCTPYKLUN NO
NMpUMEHEHNIO

Dimension n Flex aBnsTCA TOProBbiMU Mapkamu
komnaHuu Siemens Healthcare Diagnostics Inc.
©2008 Siemens Healthcare Diagnostics Inc.

Bee npaBa 3al iy eHbl.

YNONHOMOYEHHbI
m npeacrtaBnuTenb Ha

Tepputopumn Pd:
Siemens Healthcare 00O «CumeHc

Diagnostics Inc. 500 3papaBooxpaHeHune»
GBC Drive, P.O. Box 115093, Mocksa, yn.

6101, Newark, Ay6uHuHckas, 96,
Delaware 19714- Poccus
6101, USA Ten: (495) 737-12-52

®akc: (495) 737-13-20
https;//www .healthcare.si
emens.ru/
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Ha ocHoBaHuN umetoweiica HhopmaLum
ATeHTCTBO neranusaynn agcxymentos CLUA

A, XaHagn AfXeMu, 3aMecTuTeNb NpeacesaTens, HacTOAWUM
YAOCTOBEPSAIO, YTO AaHHbIN OKYMEHT ABASETCA OPUTMHANOM
LOKYMEHTa,

/Moanuck/
* Mognncb YNoNMHOMOYEHHOTO nya

Okpyr Konym6usa: nognucaHo v NOATBEPXAEHO NOA NPUCATON
MoanucaHo noa NpUCSAroil B MOEM NPUCYTCTBMUK,
cerogHq, 31 mas 2018 r.

/Mognuck/
Axmag Mwucku, HoTapuyc,
okpyr Konymé6us

Cpok Moux nofiHomMounit uctekaet 31 niona 2019 r.

/MevaTb/:
AXMAL MUCKW * OKPYT KONYMBUNA * HOTAPWNYC *CPOK NMONHOMOYUA WCTEKAET 31.07.2019r.

/Hakneika/:
Poccus 964380
[29/32]32 W Tpux-kog
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Poccuiickas ®epepaumns
Mopop MockBa
[eBATHaALATOr0 UOHA iBe ThiCAYM BOCEMHAALATOro roga

A, MBaHoBa EkaTepvHa BnagMmupoBHa, BpeMeH/M-"OMOAHAKLWAA 0643aHHOCTM HOTapuyca ropoga
Mocksbl Jyaapesa AnekcaHapa Bnagumuposuua, ceueT|AcT 0 NOAJIMHHOCTL NOANUCK nepeBogunka CaHa!
AHauT JTIeBOHOBHbI. ‘ '

Mognuck caenaHa B MOEM MpUCyTCcTBUNA.A / \
# JInyHOCTb NOANMCaBLUEro JOKYMeHT/ycTaH6 e a.
3apernctpnposaHo B peectpe: NeA7/178-H/A772018-7-1156.

B3bICKaHO rocyaapCcTBEHHOM nowwuHbl (na Tapudy)”~100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr ApMOBOroy TeMHUUMKOro xapa”epa: 200 py6. 00 kon.

E.B. /IBaHOBa

@-b

aioit’Otuma,
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Poccuitickas ®epepauuns
fopog MockBa
[eBATHaAUATOro MIOHA ABe TbiCAYM BOCEMHAALATOrO roga

A, NBaHoBa EkaTepvHa BnagnmupoBHa, BpeMeWBKMMCNONHAOWAs 0653aHHOCTM HOTapuyca ropoja
Mocksbl [lynapeBa AnekcaHapa BnagnMmmpoBuya, cCBUATeNb\TBYO BEPHOCTb KONWUK C NPeACTaBNEHHOrO MHe

LOOKYMeHTa.
3aperncTpupoBaHo B peectpe: No/77/178- 7-1181.
B3biCKaHO rocyjapCTBeHHO Noi WKnHbI (Ac/Tapudly): )0'kon.
Ynna4yeHo 3a 0KasaHWe ycnyr np LWOoBOro U TEXHUYyec prpa: 850 py6. 00 kon.
E.B. BaHOBa
MpoLwmnTO B KOMMYECTBE NNCTOB
« N 201 frop

KombloTeSi*s a«:414* 3 borpecc™
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