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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert
Examination of Quality, Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use Name of the device (IVD MD)

Purpose of the IVD MD

Indication that the IVD MD is intended for use
foF clinical laboratory diagnostics

Designated user

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Information
required

Does it appear in
the Package insert?
(Yes/No)

Yes

Yes

Yes

Yes

Where to find the information?

VITEK MS-CHCA
Top of the first page of Package Insert
(P1)

Top of the first page of PI

VITEK MS-CHCA matrix is an auxiliary
reagent for in vitro diagnostic and
microbiological control. It is intended to
be used for the preparation of samples
for further analysis by means of MALDI-
TOF (Matrix-Assisted Laser
Desorption/lonization - Time Of Flight),
exclusively on VITEK MS mass
spectrometer, manufactured by
bioMerieux S.A., France (registration
certificate No. FSZ 2012/12091 from
05.05.2012).

A set of reagents (including VITEK MS-
CHCA matrix) is used to conduct a
compulsory stage of preparation of
microorganisms sample. Further in the
analysis process, the matrix absorbs the
laser light and vaporizes, along with the
sample, in the process gaining an
electrical charge (ionization).

Section; Warnings and Precautions of PI

Section: Warnings and Precautions of PI
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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert

Examination of Quality, Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use

Test principle

Description of reagents, calibrators and
control materials.

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Information
required

Does it appear in
the Package insert?
(Yes/No)

N/A

Yes

Where to find the information?

Not applicable in this case:

VITEK MS-CHCA matrix is an auxiliary
reagent for in vitro diagnostic and
microbiological control. It is intended to be
used for the preparation of samples for
further analysis by means of MALDI-TOF
(Matrix-Assisted Laser
Desorption/lonization - Time Of Flight),
exclusively on VITEK MS mass
spectrometer, manufactured by bioMerieux
S.A., France (registration certificate No. FSZ
2012/12091 from 05.05.2012).

A set of reagents (including VITEK MS-CHCA
matrix) is used to conduct a compulsory
stage of preparation of microorganisms
sample. Further in the analysis process, the
matrix absorbs the laser light and vaporizes,
along with the sample, in the process
gaining an electrical charge (ionization).

For more information, see:

e Section 4 of User Manual - 4501-2233 - C -
en - NA - VITEK MS Clinical Use - Workflow

e Section 4 of User Manual - 4501-2233 - C -
ru - NA - VITEK MS Clinical Use - Workflow

Section: Content of the kit of PI
The kit does not contain any calibrators and
control materials.
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Content of Technical Documentation according to Appendix 6 of the Information Does it appear in
"Methodical Recommendations Regarding the Procedure for an Expert required the Package insert?
Examination of Quality, Efficacy and Safety of Medical Devices" (Yes/No)

Section 1: Instructions for Use List of the delivered materials making part N/A
of the IVD MD
List of accessories
List of special materials required to conduct
an analysis, but not delivered with the MD
set

Indication of any special storage conditions X Yes
(e.g. temperature, light, humidity, etc.) and/or
special conditions of handling the IVD MD

Stability parameters (storage conditions, shelf X Yes
life after the first opening, storage conditions

and stability of working solution, where

applicable)

For IVD MD delivered as a sterile product - N/A
indication to its sterile condition, sterilization

method and instructions in case of damaging

sterile packaging.

Information regarding warnings, precautionary X Yes
measures and restrictions on the use of the IVD
MD.

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Where to find the information?

Not applicable in this case:

.The kit does not contain any accessories

nor need special materials

Section: Storage conditions of PI

Section: Storage conditions of Pl

Non-sterile

Section: Warnings and Precautions of PI

Page 4 of 9



Content of Technical Documentation according to Appendix G of the Does it appear in

. . . Information :
"Methodical Recommendations Regarding the Procedure for an Expert required the Package insert?
Examination of Quality, Efficacy and Safety of Medical Devices" (Yes/No)
Section 1: Instructions for Use List of the delivered materials making part N/A
of the IVD MD

List of accessories

List of special materials required to conduct
an analysis, but not delivered with the MD
set

Indication of any special storage conditions X Yes
(e.g. temperature, light, humidity, etc.) and/or
special conditions of handling the IVD MD

Stability parameters (storage conditions, shelf X Yes
life after the first opening, storage conditions

and stability of working solution, where

applicable)

For IVD MD delivered as a sterile product - N/A
indication to its sterile condition, sterilization

method and instructions in case of damaging

sterile packaging.

Information regarding warnings, precautionary X Yes
measures and restrictions on the use of the IVD
MD.

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Where to find the information?

Not applicable in this case:
The kit does not contain any accessories
nor need special materials

Section: Storage conditions of PI

Section: Storage conditions of PI

Non-sterile

<

Section: Warnings and Precautions of PI
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Content of Technical Documentation according to Appendix G of the

Does it appear in

. . . Information )
"Methodical Recommendations Regarding the Procedure for an Expert required the Package insert?
Examination of Quality, Efficacy and Safety of Medical Devices" (Yes/No)
Warnings and/or precautionary measures X Yes

associated \«ith potentially infectious materials
contained in the IVD MD.

As applicable; X Yes
special requirements for the premises
special training
special qualification of the expected user of
the IVD MD.

Conditions for collection, processing and N/A
preparation of samples

Information about stability of the analyzed

samples

Information required to verify whether the IVD X Yes
MD is installed correctly and is ready to for safe
operation

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Where to find the information?

« Section: Warnings and Precautions of
Pl

« Note: VITEK MS-CHCA does not contain

any potentially Infectious materials.
However all specimens, microbiai
cultures and inoculated products to be
analyzed on VITEK MS instrument
should be considered infectious and
handled appropriately.

Section: Warnings and Precautions of PI

Not applicable in this case: the VITEK
MS-CHCA matrix is used with the VITEK
MS System to enable the identification
of microorganisms. The matrix absorbs
energy from the VITEK MS laser and
transfers it to the microorganisms to
enable ionization.

Section: Warnings and Precautions of Pl

Page 50f 9
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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert
Examination of Quality, Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use

Does it appear in
the Package insert?
(Yes/No)

Information
required

Recommendations regarding the quality X Yes
control procedures, where applicable.

Information about metrological traceability of N/A
the values assigned to the calibrators and the

materials for control of correctness, including

an indication to the applicable reference

materials and/or reference measuring

procedures of higher levels.

Analysis procedure, including calculations and N/A
interpretations of the results, and, where
applicable, information about the feasibility of

confirmation tests.

Analytical parameters, such as sensitivity, N/A
specificity, correctness, repeatability,

reproducibility, detection limits and

measurement range, including information

regarding control of known interfering agents,

restrictions of the method and use of available

reference materials and measurement

methods.

Where to find the information?

Section: Quality Control of PI

Not applicable in this case:
The kit does not contain any calibrators
and control materials.

Not applicable in this case:

« VITEK MS-CHCA does not have any
measuring function.

*VITEK MS-CHCA matrix is used with the
VITEK MS System to enable the
identification of microorganisms. The
matrix absorbs energy from the VITEK
MS laser and transfers it to the
microorganisms to enable ionization.

Not applicable in this case: the VITEK
MS-CHCA matrix is used with the VITEK
MS System to enable the identification
of microorganisms. The matrix absorbs
energy from the VITEK MS laser and
transfers it to the microorganisms to
enable ionization.

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert

Examination of Quality, Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use

Clinical efficacy parameters, such as diagnostic

sensitivity and diagnostic specificity, as
applicable.

Biological reference interval, where applicable.

Information about interfering substances or
restrictions associated with the sample, which

can impact the study result.

Warnings and/or precautionary measures
associated with the safe disposal of the IVD MD

and accessories, if any

Operational Documentation for Medical device
VITEK MS-CHCA-411071 (01/2014)
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Information
required

Does it appear in
the Package insert?
(Yes/No)

N/A

N/A

N/A

Yes

Where to find the information?

Not applicable in this case: the VITEK
MS-CHCA matrix is used with the VITEK
MS System to enable the identification
of microorganisms. The matrix absorbs
energy from the VITEK MS laser and
transfers it to the microorganisms to
enable ionization.

Not applicable in this case; the VITEK
MS-CHCA matrix is used with the VITEK
MS System to enable the identification
of microorganisms. The matrix absorbs
energy from the VITEK MS laser and
transfers it to the microorganisms to
enable ionization.

Not applicable in this case: the VITEK
MS-CHCA matrix is used with the VITEK
MS System to enable the identification
of microorganisms. The matrix absorbs
energy from the VITEK MS laser and
transfers it to the microorganisms to
enable ionization.

Section: Waste disposal of Pl
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Content of Technical Documentation according to Appendix G of the Information Does it appear in
"Methodical Recommendations Regarding the Procedure for an Expert ) the Package insert? Where to find the information?
. : . . L required
Examination of Quality, Efficacy and Safety of Medical Devices (Yes/No)

Section 1: Instructions for Use Name of the manufacturer and/or its Yes Bottom of last page of PI
authorized representative, as well as their
addresses and contact details, from which
technical advice and support can be obtained.

Instruction of the user of the necessity to No See bottom of last page of Technical and
furnish a notice containing the respective Operational Documentation for VITEK
information to the Federal Service on MS-CHCA.

Surveillance in Healthcare of the Russian

Federation according to the applicable laws in

case of detection of any side effects which are

not specified in the instruction for use or the

operation manual of the medical device, the

adverse reactions during its use, the

peculiarities of interaction of medical devices

one with another, the facts and circumstances

posing threat to the life and health of citizens

and healthcare professional in the process of

application and operation of the medical

devices.

Section 2: Additional instructions Detailed information about the analysis N/A Not applicable in this case: VITEK MS-
of use for the IVD MD intended  procedure, including preparation of reagents, CHCA matrix is not intended for self-
for self-testing or testing near the taking/preparation of a sample, and testing nor for near patient testing.
sickbed information regarding the procedure for

conducting the test and calculating the results.

Operational Documentation for Medical device Page 8 of 9
VITEK MS-CHCA - 411071 (01/2014)
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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert
Examination of Quality, Efficacy and Safety of Medical Devices"

Section 2: Additional instructions
of use for the IVD MD intended
for self-testing or testing near the
sickbed

Does it appear in
the Package insert?
(Yes/No)

N/A

Information
required

Recommendations regarding the user's
actions in case of a positive, negative or
indefinite result;

Information about the test restrictions and
the possibility of obtaining falsely positive
or falsely negative results, as well as
information regarding any factors which
may influence the test result (e.g. age, sex,
menstrual periods, infections, exercises,
diets or medicine administration).

For IVD MD intended for self-testing - an N/A
indication to the fact that the user should not
make medical decisions without the prior

consultation with the healthcare professional.

Where to find the information?

Not applicable in this case: VITEK MS-
CHCA matrix is not intended for self-
testing nor for near patient testing.

Not applicable in this case: VITEK MS-
CHCA matrix is not intended for self-
testing nor for near patient testing.

On issues related to the quality of medical products "VITEK MS-CHCA", and in case of detecting any side effects specified neither in the instruction for use
nor the operating instructions on the medical devices, of adverse reactions \when used, interaction of medical devices, as well as facts and circumstances
endangering the life and health of citizens and medical professionals during the use and operation of medical devices please contact Authorized

representative of the manufacturer;

Address: Russia

115114, Moscow |
Derbenevskaya Street
Building 20

LLC "bioMerieux RUSS"

Tel./fax: (495)221 10 79
e-mail: office.ru@eu.biomerieux.com
Website: www.biomerieux-russia.com

Structure 11
The reports on possible side effects not specified in the instruction for use or the operating instructions on the medical devices, of adverse reactions when
used, interaction of medical devices, as well as facts and circumstances endangering the life and health of citizens and medical professionals during the use

and operation of medical devices will be sent to the Federal Service for Supervision of Health Care in accordance with applicable law.

Operational Documentation for Medical device Page 9 of 9
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'411071

NEKMS-CHCA matrix for use with VITEK MS

A
9300851C-en-2013/07 4

ND

=VITEK MS-CHCA matrix is used with the VITEK MS System to enable the identification of microorganisms. The matrix
orbs energy from the VITEK MS laser and transfers it to the microorganisms to enable ionization. The VITEK MS-CHCA
lafixis used exclusively with the VITEK MS instrument as indicated in the VITEK MS Workflow User Manual ref. 4501-2233.

ONTENT OF THE KIT

/Nindividual packaging:
7411071  VITEK MS-CHCA =5x 0.5 mL

/COMPOSITION OF THE VITEK MS-CHCA MATRIX

fnieoretical formula

/Alpha—cyano—-4-hydroxy-cinnamicacid. - - ... o ..o ..o .. 3.10g
== g o] () 25.579
| Acetonitrile (). - - o o e 25.44 g
"Solvent. ... to make 100 ml

(® Medium F : HIGHLY FLAMMABLE
Medium X n : HARMFUL
R11 : Highly flammable.
R20/21/22 : Harmful by inhalation, in contact with skin.
R36/37/38 : Irritating to eyes, respiratory system and skin.
S7 : Keep container tightly closed.
S16 : Keep away from sources of ignition - No smoking.
S26 ; In case of contact with eyes, rinse immediately with
plenty of water and seek medical advice.
S36/37/39 : Wear suitable protective ciothing, gloves and
eye/face protection.

For more detaiied information consuit the materiai safety data
sheet availabie on request.

WARNINGS AND PRECAUTIONS

= For in vitro diagnostic use and microbiological control.

= For professional use only.

e For US Only: Caution: US Federal Law restricts this
devioe to sale by or on the order of a licensed
praotitioner.

« All speoimens, microbial cultures and inoculated
products should be considered infectious and handled
appropriately. Aseptic technique and usual precautions
for handling the bacterial group studied should be
observed throughout this procedure. Refer to "CLSI®
M29-A, Protection of Laboratory Workers From
Occupationally Acquired Infections: Approved Guideline
- Current revision”. For additional handling precautions,
refer to "Biosafety in Microbiological and Biomedical
Laboratories - CDC/NIH - Latest edition", or to the
regulations currently in use in each country.

eDo not use the VITEK MS-CHCA matrix after the
expiration date.

« Before use, check that the cardboard box is intact.

Note: as this matrix is saturated, yellow crystals may be

observed, but product performance is not affected.

STORAGE CONDITIONS

« Before use, store tubes at 2-8°C protected from light.
eThe VITEK MS-CHCA matrix may be kept for up to
1 week after the tube has been opened.

QUALITY CONTROL

The VITEK MS-CHCA matrix is systematically quality
controlled at various stages of its manufacture.

For users who wish to perform their own quality control
tests, follow the test procedure described in the VITEK
MS. Workflow manual using the following strains:

- Enterobacter aerogenes ATC C® 13048™

- Candida glabrata ATCC® MYA-2950™

« Escherichia coli ATCC® 87397 (used as calibration stram)
« Negative test (matrix alone with no organism) -
The criterion for quality control conformity is identification
to species level with high level of confidence for the

calibration and QC strains and no identification for tfi¥’
negative test.

WASTE DISPOSAL n

The matrices must be discarded after use according.to.
good laboratory practice.

INDEX OF SYMBOLS

Symbol Meaning “
REF Catalogue number
In Vitro Diagnostic Medical Device
MI Manufacturer
40
Temperature limitation
Use by
lot] Batch code
J
Cl/l Consult instructions for use
) For US Only: Caution: US Federal
iIronly Law restricts this device to sale by or
on the order of a licensed practitioner
WARRANTY

bioMerieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY"-"
AND FITNESS FOR A PARTICULAR USE. bioMerleux
shall not be liable for any incidental or consequential
damages. IN NO EVENT SHALL BIOMERIEUX’'S
LIABLITY TO CUSTOMER UNDER ANY CLAIM
EXCEED A REFUND OF THE AMOUNT PAID TO
BIOMERIEUX FOR THE PRODUCT OR SERVICE
WHICH IS THE SUBJECT OF THE CLAIM.

BIOMERIEUX, the blue logoand VITEKMS are used, pending and/or registered trademarks betonging tobbVerieux, or one of itssubsidiaries, orone of itscompanies.

CLSI isa trademark belonging to Clinical Laboratory and Standards Irstitute, Irc.

The ATCC trademark and trade name and any and dllATCC catalog numbers are trademarks of the American Type Culture Gollection.

Any other name or trademark isthe property of its respective owner .

Ct

0 I bioMerleUx SA RCS LYON 673 620 399
ioMerleux Ték 33 (0)4 78 87 20 00
+ .
Mzur. EUX Chemin de 'Orme Fax 33 (0)4 78 87 20 90
| 69280 Marcy-I'Etoile - France www.biomerieux.coni
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1411071

pukc VITEK MS-CHCA gnsa ncnonb3osaHus ¢ VITEKEMS

9300851C-11-2013/07 <JI>

I\VD

PUKC VITEK MS-CHCA npegHasHaueH Ana ucnonb3oBaHusi B cucteme VITEK MS B npouecce uaeHTU(MKauum
poopraHvM3moB. Martpukc norsowaer sHepruio nasepa VITEK MS n nepepaet ee MuKpoopraHusmam AS18 NpPOTEKaHWUA

/Vizaumn.

)CTAB HAEOPA

3VHAUBMAYANbHOI YNaKoBKe:
KEW 411071 VITEK MS-CHCA =5x 0,5 mn

;OCTAB MATPUKCA VITEK MS-CHCA

FeopeTydecxast popmyna

Anbha—LaHO-4-MAPOKCUKOPUYHEA KNCTIOTAx - -« « o s e e e e e e e e o - 3.10r
2= 0 I

AueToruTpun . - - .

PaCTBOPUTE b - - c e e oo e e e ieaa

N Cpega F: NETKO BOCM/TAMEHAEMOE BELLLECTBO
Cpega Xn: A40BUTOE BELWWECTBO

R11: /lerko BoCcnnameHseMOe BEWeCTBO-
R20/21/22: OnacHO npw BAbIXaHWW, NPV NOMagaHUy Ha KoKy .
R36/37/38: OkasblBaeT pasjpaxawlee aelicTere Ha Iresa,
[AbIXaTeNbHY CUCTEMY U KOXY.
S7: XpaHUTb KOHTENHep NJI0THO 3aKpPbIThbiM.
S16: [lepxaTb BAa/IM OT UCTOYHMKOB BO3rOpaH/st —He KypuTb npu
MCrO/b30BaHNN .
S26: B crydae nonagjaHusi B rniasa Heme/1IeHHO MpOoMbITh Jiasa
60/1bWUM KOMMHECTBOM BOZb! M 0GPaTUTLCA 38 MEAVLIMHCKON MOMOLbH -
S36/37/39: Heo6x0AMMO UCMOML30BaTb COOTBETCTBYIOULYI0
3aWNTHYH oAexdy, NepyaTKv 1 CPeacTBa 3awmTsl ras/ma.
Bonee nogpo6Has uHhopmauusi npvBegeHa B nacriopte 6Gesonac”HocTu
maTepvana, 10Topbli MOXET 6bITb MOTyYeH Mo 3arpocy -

NPEAYNPEXAEHNA N MEPbl MPEAOCTOPOXHOCTH

e 1na AMarHoCTMKK in Vitro 1 MUKPOBMONOTMYECKOro
KOHTPOSIS.

* ToNbKO ana I'IpOdJECCI/IOHaﬂbHOFO MNCMO/1Ib30BaHUA.

e Tonbko ana CLUA: BHumaHue: defepanbHblii 3akoH CLUA
orpaHWuYMBaeT MNpPOAAXy [JaHHOrO npubopa B CBA3N C
BOMpOCaMU NIMLLEH3VPOBAHNS.

« Bce o06pasupl, MUKpOGUONOrMYeCKMe KynbTypbl U WHOKY-
NIPOBaHHble  MPOAYKTbl  AO/MKHbI  paccMaTpuBathCs U
obpabarbiBaTbC  Kak  MaTtepuanbl,  NpeAcTaBastoLimMe
VH(EKUMOHHYIO omacHoCTb. [py npoBefieHUM MpoLie-aypsl
HeobXoauMMO  COG/AEHNE  acenTUUecKol  MEeTo-AuKM U
CTaHZapTHbIX Mep NPefoCTOPOXHOCTH, WUCMO/b-3yeMbIX MpU
obpalleHumn ¢ uccnefyemoii rpynnoit 6aktepuidi. Cm. ,,CLSI®
M29-A,  Protection of Laboratory Workers From
Occupationally Acquired Infections', Approved Guideline
(CLSI® M29-A, 3awmTta nabopatopHbiX paboT-HWMKOB OT
MHpULMPOBaHNS B pabounx YCNOBUSX; YTBEPXKAEHHbIE
pekoMeHfauun) - B [OeiCTByloWed  pegakumun”.  Ons
NoMy4YeHnsi UHGOpPMaLMM O AOMON-HUTE/bHLIX  Mepax
npeaocTopoXkHoctTn cm. ,Biosafety in Microbioiogical and
Biomedicai Laboratories (Buono-ruveckass 6e3onacHoCTb B
MUKPOBMONOTNYECKMX 1 BNO-MeaNLMHCKMX nabopaTtopusx) -
CDC/NIH - nocnegHssi pefakuus', wavM  AelicTByowme
HOPMAaTMBHbIE [JOKYMEHTbI CTPaHbl UCMO/b30BaHUS,

e He ponyckaeTcs ucnonb3oBaHue Matpukca VITEK MS-
CHCA nocne OKOHYaHWsi cpoKa rofHOCTM.

~ epen ucnonb30BaHNEM HeOoBXOAMMO YAOCTOBEPUTLCA B
TOM, 4TO KapTOHHas KOpobka He Gblna NOBPEXAeHa.

Martpukc VITEK MS-CHCA npefHasHayeH TOMbKO A1 MCNOMb30BaHMSA ¢ aHanmsatopom VITEK MS, B
/TBeTcTBUM ¢ PykoBoacTBOM nonb3oBatens VITEK MS 4501-2233.

MpuMeuaHue. TOCKOMbKY MaTpUKC SBNSETCS  HACILEHHbIM
pacTBOPOM,  MOXeT HabnioaaTtbCs  BbiNafleHMe  KeNTbIX
KPUCT/INIOB, He BAMAIOWMX Ha KauecTBO UM pabouue
XapaKTepuUCTMKN NpoayKTa.
YCNOBUA XPAHEHWNA
e Mepea  MCMONb30BAHWEM  XPaHWUTb  MPOGUPKM  MpU

Temnepartype 2-8°C B 3alMLLEHHOM OT cBeTa MecCTe.
e [ocne BCKpbITUA Npobupkn Mmatpuuy VITEK MS- CHCAI
MOXHO XpaHuTb B TeyeHue 1 Hepenu. .

KOHTPOJIb KAYECTBA RN

Matpukc VITEK MS-CHCA npoxoauT cucteMaTuyecKuii-,
KOHTPO/Ib KayecTBa Ha pas/MuHbIX 3Tanax npovwssoacrea.'.,,.*

Ona  npoBefeHWs COBCTBEHHbIX  WCMbITAHUMA  KOHTPX3/IA.
KayecTBa Heobxoaumo cnefosaTb npoueaype, OnNucaHHOK”
B PykoBoAcTBe nonb3oBatens aHanusatopa VITEK MS,
C MCMNOMb30BaHMEM ClefyHoLWNX LWTaMMOB:
« Enferobacferaerogenes ATCC® 13048™ T,
- Candida glabrata ATCC® MYA-2950™
« Escherichia coliATCC® 8739™ (ucnonb3yetcs Kak
KaNMOPOBOYHbIN LUTAMM)
e OTpuLaTenbHbIli KOHTPObHBIA TecT (TONbKO ManI/IKC 6e3,,
MWKPOOPraH1M3moB) ; ;
Kputeprem cooTBeTcTBUSA TPe6OBaHWAM K KayecTBy ABNS3TCSH-
NAEHTU(MKALNA [0 BUAA C BbICOKMM YPOBHEM A0OCTOBEPHOC-TY,-
4N KaNMBGpPOBOYHOMO LITaMMa M Wwramma A8 KOHTOONSA.
KauyectBa, W OTCYTCTBME BbISBMEHUA MUKPOOPraHW3MOB Jtrw;
0OTPULLATENbHOTO KOHTPO/BHOIO TecTa. -
YTUNN3ALNA OTXO40B

YTUNU3MPOBATL MOCME WCMOMb30BaHWUS B COOTBETCTBUU, C;
yKasaHusMW N0 Haj/iexalleil nabopaTtopHoit npaktuke. ' "

TABNMLA CUMBO/OB N OBO3HAYEHUIA

CumBon 3HaveHue
[ref] Homep no katanory
[iin [Lns guarHoctiky in Vitro
H i MponssegeHo
I TemnepatypHble OrpaHu4eHns
Mcnonb3osatb Ao
Homep naptuu
Mepes Mcnonb3oBaHWEM NPoOYTUTE
WNHCTPYKLMIO
Tonbko ang CLUA BHumaHue:
iRconlyl depnepanbHbli 3akoH CLUA

OrpaHnuMBaeT NPOAAXKY [aHHOTO
npnéopa B CBA3W C BONpocamu

BIOMERIEUX rany6aliorawn nVITEK MS SBseTCs Menanb3yevbm, 3apert CTpvposaHHbMA Wi HaXOSAWIMACS B MPOLIECCE PervICTpaLy TOProBsMA MBpKaWA, MVHETIESELMMN

KOMMaHM broMEnenx v ofHOMY Vi3 ee (W anos, W QaHON V3 ee KOMMBHAA.

CLSI sBnseTCs TOProsovi Mapkoi, NpuHagnexaleli HCTUTYTY KinHuieckux nabopaTopHbix cTaHagpTos (Cinical Laboratory and Standards Irstitute, o).
Toprosast Mapka ATCC, KOMMEPHECKOEe HasBaHVie 1 BCe KaTavioxHbie Homepa ATCC SBSIOTCA TOProBbMA MapKam AMEPUKAHCKON KOSVEKLVIM TUMOBbIX KySsTYP

Nio60e [pyroe HayMEHOBaHVE W TOProBas MapKa SIBMSITCS! COBCTBEHHOCTHI0 COOTBETCTBYIOWMX BIGAE/LLES,

I (Arerican Type Qulture Gllecian).
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Sample Preparation

IMPORTANT: Sample preparation is done in conjunction with the VITEK MS Prep
Station. Review the VITEK MS Prep Station section of this manual
(Section 2, Samples) before preparing the samples. The following
section describes the process of placing samples on the VITEK MS-DS
target slides in detail. Section 5, Preparation of VITEK MS-DS target
slides and VITEK® 2 cards on the VITEK MS Prep Station software

describes entry of sample information through the VITEK MS Prep
Station.

This section explains how microbiological samples are prepared for MALDI -
TOF mass spectrometry with the VITEK MS system.

For measurement in the VITEK MS MALDI-TOF mass spectrometer, both the
Escherichia coli ATCC® 8739 calibration strain and the sample must be
freshly cultivated as described in the Sample section of this manual (See
Section 2, Samples). The microorganisms to be identified must first be
isolated on a suitable culture medium, according to established protocols. Itis
preferable to use colonies that are approximately three millimeters in
diameter. However, it is also possible to use colonies that are considerably
smaller or larger.

Suitable colony size

18 to 24-hour culture

Note: The E.coliATCC 8739 strain for the calibration should be incubated for 18 to
24 hours at 35°C +/- 2°C on blood agar.

VITEK® MS Workflow User Manual - Clinical Use 41
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Sample Preparation Preparation of bacteria

Preparation of bacteria

Note: Powder-free gloves should be used when handling VITEK MS-DS target
slides.

Using a 1 pi loop, pick up part of a suitable colony.

Make sure not to pick up any agar with the colony as this would have a
negative impact on the spectrum.

Some microorganisms, such as Streptococci, grow in very small colonies. In
such cases, pick up several similar colonies and deposit them on one spot.

Note: Do not deposit more than 1 (Single Deposit Mode) or 2 (Duplicate Deposit
Mode) samples at a time before adding matrix to the target spots.

Apply the sample to the center of the spot. Take special care not to apply too
much. The appropriate amount on a spot is shown in the picture below. If not
enough colony was deposited, take a new loop and add another part of the
colony.

Too much Too little OK OK

Smear a thin layer of the sample on the spot, then discard the used loop.

Open the microtube containing the VITEK MS-CHCA matrix. Add precisely
1.0 pi of matrix to the center of the spot. Discard the pipette tip. The matrix/
microorganism suspension is then left to dry completely.

Itis strongly recommended to deposit the matrix as indicated in the
VITEK MS Prep Station workflow for bacteria:

li * 2 by 2 in duplicate mode,

e 1by linsingle mode.

Note: The VITEK MS-CHCA matrix contains a high concentration of organic
solvents; itis recommended to close the tube after dispensing to avoid
evaporation.

Proceed likewise for a second sample...etc...

After about five minutes, check for crystal formation on the spots.
Inexperienced users may find using a magnifying glass helpful. Measurement
will succeed only if matrix crystals have become visible as a yellowish film.
Ideally, most of the spot’s surface will be coated with crystals.

VITEK® MS Workflow User Manual - Clinical Use 4-3
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Preparation of bacteria Sample Preparation

When the VITEK MS-DS target slides have been prepared, they must be
tested within 48 hours.

Prepared slides should be stored at room temperature until they are tested

4-4 VITEK® MS Workflow User Manual - Clinical Use
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Sample Preparation Preparation of yeasts

Preparation of yeasts

Note: Powder-free gloves should be used when handling VITEK MS-DS target
slides.

The preparation of yeasts differs from the standard procedure in that VITEK
MS-FA is applied to the sample prior to adding the VITEK MS-CHCA matrix.

Yeast immediately after VITEK MS-FA treat-
ment

Begin with applying the sample to the appropriate VITEK MS-DS target slide
position as in the standard procedure. Smear a thin layer of colony. Add 0.5
pi of VITEK MS-FA. Deposit a second sample and using a fresh pipette tip,
add 0.5 pi VITEK MS-FA ...etc...

Note: The VITEK MS-CHCA matrix contains a high concentration of organic
solvents; itis recommended to close the tube after dispensing to avoid
evaporation.

For efficient extraction, it is important to allow for evaporation of the VITEK
MS-FA before adding the matrix. Depending on the air humidity and other
factors, this usually takes between one and three minutes.

Add 1.0 pi of VITEK MS-CFICA matrix following the same procedure as for
bacteria.
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The preparation of Mycobacteria differs from the standard procedure in that
an inactivation step is necessary prior to adding the VITEK MS-CHCA matrix.

Inactivation

CAUTION:
S The inactivation step described below has to be performed using a
microbiologicai safety cabinet.

The microorganisms to be identified must first be isolated on a suitable
culture medium according to established protocols.

For each sample to be identified, prepare a microtube (2 ml) containing 50 pi
of Trifluoroacetic acid iTFA).

From the solid medium, take a minimum quantity of bacterial cells equivalent
to 2/3 of a 10 pi calibrated loop and add directly into the TFA. In order to
homogenize, the bacterial suspension has to be vortexed a few seconds.
Then the inactivation step is started, wait 30 minutes untii completion.

Suspension preparation

This inactivated suspension has to be diiuted 1/10 by adding 450 pi
demineralized and deionized water to the microtube. Vortex a few seconds.

This suspension is now ready to be deposited on the VITEK MS-DS target
slide.

Deposit

Deposit 1 pi of the prepared suspension on the appropriate spot using a
micropipette. Using a fresh pipette tip, deposit another sample on the next
spot... etc. Allow to dry (5 to 10 minutes) and then add 1 pi of VITEK MS-
CHCA matrix. Depending on the air humidity and other factors, this usually
takes several minutes. It is important to add the matrix when the inactivated
bacteriai suspension has become completely dry. This is usually after one to
three minutes.

CAUTION;

When the target slide has been prepared it must be tested within 2
hours.

4-6 VITEK® MS Workflow User Manual - Clinical Use
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Sample Preparation Preparation of Moulds

Preparation of Moulds

CAUTION:

Use a safety cabinet, wear a laboratory coat, gloves and oversleeves.
Use the appropriate procedure /product to clean the material.

At the current time, only the Sabouraud Dextrose Agar medium has
been validated.

1) Weta swab with suspension medium and take a piece of moulds (spores
or hyphes can be picked up).

Note: Do not remove agar.

2) Resuspend moulds in a 2 ml Eppendorf tube containing 300 pi API
suspension medium.

3) Add 0.9 ml 99.8%, 96% or Absolute Ethanol.

4) Centrifuge for 2 minutes at 10,000 rpm. n

Note: Please note that depending on the instrument, the centrifugation time has to
be adapted (for example 2:30 min in order to have 2 min at 10.000 rpm).
Moreover, ifyou need to take the tubes out of the safety cabinet for the
centrifugation steps, carefully clean the tubes with sporicid product in order to
avoid contamination.

VITEK® MS Workflow User Manual - Clinical Use 4-7
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Preparation of MouWs Sample Preparation

5) Discard the supernatant using a pipette.

6) Add 40 pi Formic acid 70%* and mix (vortex).

Note: 'Formic acid 70% must be prepared each time an identification of moulds is
required. The preparation must be done under a chemical safety cabinet as
follows: 3 volumes of Suspension Medium + 7 volumes of pure formic acid.

7) Add 40 pi Acetonitril and mix (vortex).
8) Centrifuge for 2 minutes at 10.000 rpm.

9) Deposit 1 pi supernatant.
10) Let dry.
11) Add 1 pi CHCA matrix.

12) Let dry.
CAUTION:
When the target slide has been prepared it must be tested within 2
hours.
4-8 VITEK® MS Workflow User Manual - Clinical Use
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Btion
Sample Preparation

Sample preparation failures

Sample preparation failures

Contamination

If none of the VITEK MS-DS target slide position(s) for a sample yields
satisfactory identification results, check the appearance of the deposits (the
deposit has been spread outside the well limits, the deposit is too dry and
peels off the VITEK MS-DS target slide etc.).

If contamination or poor crystal formation could have been the cause of the
unsatisfactory results or if no matrix was added, take a new VITEK MS-DS
target slide and repeat the procedure.

The VITEK MS-DS target slides must be stored in a dust-free environment
and are designed for single-use only.

Powder-free gloves should be used when handling VITEK MS-DS target
slides.

Do not touch the upper face of the VITEK MS-DS target slide before use.
Take care not to contaminate the VITEK MS-DS target slide with bacteria and
avoid liquid spills.

Do not use loops that may have come into contact with anything other than
the sample strain to be tested.

Picking up agar along with the colony may lead to poor identification results.

Be careful that only fresh, sterile pipette tips come into contact with the matrix
or the VITEK MS-FA.

Inappropriate quantity of colony

Automated measurement generally yields high quality mass spectra for a
wide range of cell material amounts applied to the VITEK MS-DS target slide
positions. Nevertheless, an insufficient or excessive quantity of colony may
result in failed spectra or in spectra of low quality. Applying an insufficient
quantity of colony usually results in no spectra being acquired. Applying too
much colony is the common cause of suboptimal performance of the system.
If an excessive quantity of colony is applied, the cells may not suspend well in
the maxtrix suspension. This hampers the extraction process and the
subsequent crystal formation by the matrix.

Note that colonies on agar plates may vary considerably with respect to size,
texture or viscosity, requiring adaptation of the technique for applicationo

Inappropriate application of the matrix

Make sure to always add the appropriate volume of matrix. When using
VITEK MS-CHCA matrix, 1 pi is added to each spot, wheareas only 0.5 pi is
added when using VITEK MS-FA for yeast extraction. If by mistake no matrix
is added to a spot, no identification result will be obtained.

VITEK* MS Workflow User Manual - Clinical Use 4-9
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NoarotoBka o6pasLoB

BAXHO: MoproToBka 06pasuoB OCyLecTBAAETCA C MCNOMb30BaAHNEM
cTaHumn npobonoaroTosBkn VITEK MS. Heo6xoanmo 03HaKOMUT bCS
C pasfenom o cTaHuuu npobonoaroToskn VITEK MS B faHHOM
pykoBoAcTBe (rnaea 2, O6pa3subl) nepeg nogroToBKoW o6pasyos. B
crefylowem pasgesne nogpobHo onucbiBaeTCA NPOLLECC pa3MeLLeHms
o06pasyoB Ha cnaiigax VITEK MS-DS. B rnaea 5, MNoaroToBka cnaiigos

VITEK MS-DS n kapT VITEK® 2 B MO cTaHunm npo60onoaroT oBKM
VITEK MS onucaH BBOA UHGhopmaummn 06 o6pasuax ¢ MOMOLLb0
cTaHuun npobonoaroToskn VITEK MS.

B atom pasgerne onucbiBaeTca npoleaypa noArotoBKM MUKPOOUOIOTNYECKUX:
o6pa3LoB Ana macc-crnekrpometpumn no metogy MALDI-TOF ¢ ¢
ncrnonb3oBaHmeM cuctemsl VITEK MS.

[ns BbINnonHeHns n3mepeHns B macc-criektpometpe VITEK MS,
ncnonb3ytowmm metog MALDI-TOF, Heo6xoauMo NOArOTOBUTL CBEXKYHO
Ky/NbTypy Ka/IMGpoBOYHOro Wwramma Escherichia coli ATCC® 8739 n ceexuii
o6paseL,, kaK onucaHo B pasfene 06 obpasLiax B JaHHOM PyKOBOACTBE (CM.
rnasa 2, O6pasLpbl). MyKpoOpraH13mbl, KOTOpble HEO6X0AVMMO
NOEHTUOULMPOBATL, CHavasia TpebyeTca M30MpPoBaTh C UCMO/Mb30BaHNMEM
noaxoZsiLLeii cpefpl ANs KynbTypbl B COOTBETCTBMN C O6LLENPUHATLIMM
MpoToKoamun. PeKOMeHAYeTC UCNO/Mb30BaTh KOMOHUM, AUaMeTp KOTOpbIX
COCTaB/ISIET OKO/I0 TPEX MUNIUMETPOB. OfIHAKO TalKe MOXHO M1CMO/b30BaTh
KOMOHWW 3HAUUTENbHO MEHBLLEro UM BOsbLUIEro pasmepa.

Moaxoaswmii pa3Mep KOMoHUN

KynbTypa nocne 18-24 yacos
VHKy6aLmm

MpumMeyaHue: WHkybauus wramma E.coH ATCC 8739 ans KannbpoBKy AOMKHA
ocyecTBnATbLCA 0T 18 o 24 yacos npu TemnepaType 35 °C +/-2°C B
KpOBSIHOM arape.

VITEK® MS Pa6ounii npouecc PykoBoacTBo nosb3oBaTens - KnuHuyeckoe ncnosib3oBaHmne 41
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MogroTtoBka cnaiiga VITEK MS-DS

MoaroTtoBka cnaaga VITEK MS-DS

Mpumeyanune: [Mpu paboTe co cnafgamm VITEK MS-DS Heo6xoaMmo 1enons30BaThb
nepyaTkn 6e3 nyapbi.
He pa3peluaeTcsa npukacaThCsA K TOUKaM Ha craiige.
Cnaiig cneflye T 6paTh 3a €ro KOoHeLl,
He paspeluaeTcs HagnMcbIBaTb WK MHBIM CMOCOGOM MOMEYaTH UBAG,

Mepep, fobasneHneM 06pasLoB Ha craing VITEK MS-DS ero HeoGQano
Pa3MecTUTb Ha POBHOW MOBEPXHOCTM, HANpPUMEP, CWIMKOHOBOM KBV
yTO6bI MPEfOTBPATUTL €0 COCKa/Ib3bIBAHME B CTOPOHY.

Cnaiig VITEK MS-DS, npegHasHaueHHbIR gnisi cucteMbl VITEK MS,
npeacTasnseT coboit oaHopa3osblin cnaing VITEK MS-DS ¢ BlRVIOKHOCTHO
pasmeLLeHma 48 obpasuos. Cnaig VITEK MS-DS paspeluaeTcs
MCMO/b30BaTh TO/ILKO OAWH pa3. MecTa pa3veLLeHnst 06pasL0oB pe3aeneHbl
Ha TpX YacTu. Kaxkgas yacTb HasbIBaeTCA rpynmnoi cbopa AaHHbIX. Tov
HEOO/BLUNX TOUKM B LEEHTPE KaXKA0M rpynnbl co0pa AaHHbIX HEfb3s
MCMONb30BaTh 419 UAEHTU(DMKALMN MUKPOOPTaHN3MOB. 3TW TPK TouKN (XAL
xB1, xC1) npeAHasHa4eHbl 4J151 BbINMOSHEHNS Ka/TMOPOBKN.

Fpynnbl c6opa fgaHHbIX

xAl xB1 xC1l

PasmelleHne KaMO6poBOYHOro wramma E. co//ATCC® 8739
Ha cnanage VITEK MS-DS

LLtamm E. co//ATCC 8739 cnefyet pasMecTUTb B CNeAyHLWMX NO3NLmMsX;
xAl1,xB1,xC1, B 3aBUCUMOCTM OT KO/IMYECTBA aHAIM3MPYEMbIX 06pa3LoB
(opHa KanMbpOoBOYHasA TOUKa Ha rpynnbl c60pa AaHHbLIX U3 16 ToUek).
Cobntopgalite yKazaH1s OTHOCUTE/bHO MOATOTOBKW GakTepuii BO Bpems
MOAFOTOBKY Ka/IMbpoBoyHoro wramma £. co//ATCC 8739.

4-2 VITEK® MS Pa6ounii npouecc PykoBOACTBO Mo/b3oBaTens - KnnHuyeckoe Mcnonb3osaHue
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Yo
MoaroToBka 6akTepwii

MNoarotoBka 6akTepui

Mpumeyanune: [Mpu paboTe co cnangamu VITEK MS-DS HeobX0aMMO 1Cnosb30BaThb
nepyaTky 6e3 nyapbl.

BbINOMHUTE OTGOP YacTU NOAXOASLIENA KOMOHMM C MOMOLLBIO MET/IM Ha 1 MK/,

Y6e,D,VITer B TOM, UTO BMECTE C KO/IOHWEl He Bbl1 B3AT arap, Tak Kak 310
oTpuuatenbHO NOB/TUAET Ha CNEKTP.

HekoTopble MVKPOOPraHM3Mbl, HAarpUMEp, CTPEMTOKOKKY, PacTyT B O4YeHb
HEBOMbLIKX KOMOHWMSX. B Takux cryyasix BbINO/HUTE OTGOP HECKO/BKMX -
KOJMOHWIA 1 Pa3MeCTUTe KX B OFHOW TOUKe.

MpumeuyaHue: He pasvellaiiTe 601ee 0AHOTO (OAMHAPHBIN PEXXUM Pa3MELLLEHsT) UK ABYX
(mBOIHOI PeXKIM pa3MeLLEHIST) B OHO BpeMsi nepes A06aBneHeM
MaTpUKCa B LIEIEBbIE TOUKM.

PasmecTtnTe obpaseL, B LeHTpe Toukn. ObpatnTe 0c060e BHUMaHWE, YTOObI -
He pa3meLLaTb CNWKOM 60MbLLOe KOnMuecTBo. COOTBETCTBYHOLLEE
KO/IMYECTBO /11 OHOW TOUKE MOKAa3aHO Ha PUCYHKE HIbke. EC KONMYecTBo:
pasMeLLEHHOl KOMOHWM HEA0CTaTOYHO, BO3bMMUTE HOBOW METNEN eLle ofHy
4acTb KOMOHWN. .

Cnnwikom mMHoro  Cnvwikom mano B Hopme B Hopme

PasmaxbTe o6pa3eu, TOHKUM C/10eM Ha TO4Ke, nocse 4ero Bbl6pOCbTe
MCMOJIb30BaHHYO NET/HO.

OTKpO¥iTe MMKPONPO6MPKY, cofepxallyto maTpuke VITEK MS-CHCA.
Jlo6aBbTe poBHO 1.0 MK MaTpukca B LEHTP TOUKU. BbIGpOCbTE HAKOHEUHMK
nuneTku. MNocne 3Toro ocTaBbTe CYCMEH3NI0 U3 MUKPOOPTaHU3MOB 1
MarpuKca A/19 NOJIHOTO BbIChIXaHMS.

Kateropmueckn pekoMeHayeTcs pasmellatb MaTpuke Takum o6pasom,
KaK yKa3aHo B paboueii npoueaype cTaHummn npobonogrotoeku VITEK

MS gns 6aktepwii: o

e 210 2 B BOIHOM peXume,

e 1no 1B 0AVHApHOM pexume.

MNpumevanune: MaTpuke VITEK MS-CHCA cofep>XvT opraHuyeckve pacTBOpUTENN B
BbICOKOI KOHLEHTpaLuy; PeKoMeHAye T A 3aKpbiTb NPOOMPKY nocne
oT60pa TPebyemMoro KoMYecTBa, YT00bI NPeAoTBPaATUTb UCTapeHue.

VITEK® MS Pabouwnii npouecc PykoBoacTBo nonb3oBaTens - KnmHuueckoe Mcnosib3oBaHve 4-3
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rOAf°
MogroToBKka GakTepuii MogroToBka 06pasLoB

BbIMO/IHUTE TaKUe XKe [eiicTBUS A4S BTOporo o6pasua uT. [,

Mp1MepHO Yepes NsATb MUHYT MPOBEPLTE KPUCTIM3ALMIO HA TOUKAX.
HeonbITHbIE NO/L30BATENIM MOTYT NPUMEHSITL A1 3TOM0 YBE/IMUNTE/IBHOE
CTeK/10. M3MepeHwe ByET YCNELLIHO BhINOMHEHO TO/ILKO B TOM CJlyyae, eciu
BMAHbI KPUCTAT/IbI MaTPYKCa B BUAE XKENTOBATOW MNEHKN. 6 1AETbHOM
cnyyae 6osblUas YacTb MOBEPXHOCTM TOUKM AOMKHA GbITb MOKPbITA
KpucTasinamu.

Mocne nogrotoBku cnaiigos VITEK MS-DS Heob6xoayMo B TeveHue 48 yacoB
BbIMO/IHUTL WX aHan3.

[o npoBesieHNs aHanM3a NOArOTOBNEHHbIE Craifbl CnefyeT XpaHWUTb Npu
KOMHaTHOIA Temneparype.

4-4 VITEK® MS Pab6ounii npouecc PykoBoAcTBO nosb3oBatens - KnnHnyeckoe Mcrnosb3oBaHne
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'MLoB
MoaroToBka 06pasLoB MofroToBKa APOXOKEBbIX rPUGOB

MoAroToBKa APOXXKEBbIX TPUGOB

B Mpumeyanmne: MNpu paboTe co cnaigamm VITEK MS-DS Heo6xoavmo 1cnonb308aTb
nepyaTKy 6e3 nyapbl.

MoAroToBKa APOXOKEBLIX FPUOOB OT/IMYAETCA OT CTaHAAPTHOM Npoueaypbl
TeM, 4To nepeq fobaeneHnemM marpukca VITEK MS-CHCA Ha obpasel,
CHayana HaHocutca npenapar VITEK MS-FA.

JpoxokeBble rpubbl cpasy nocne 06paboTku
¢ nomotpsto VITEK MS-FA

HauHwnTe ¢ pa3melLeHms obpasLa B COOTBETCTBYIOLLEM MecTe cnaiga VITEK
MS-DS cornacHo CcTaHZapTHON npoueaype. PasmaxKbTe KOTOHUH) TOHKUM
cnoem. [lo6asbTe 0,5 mkn npenapara VITEK MS-FA. PasmecTute BTOpOi
ob6paseL, 1, UCMOMb3yA HOBbIi HAKOHEYHWK MUNETKKW, fo6aBbTe K Hemy 0,5
MKN VITEK MS-FA uT. 4.

MNpumevanne: MaTpuke VITEK MS-CHCA cofep>XuT opraHuyeckme pacTBOpUTES N B
BbICOKOV KOHLIEHTpaumn; peKoMeHAye T ¢S 3aKpbITb NPO6UpKy nocne
0T60pa TPebyeMoro KonmyecTBa, YTO00bl NPefoTBPaTUTh KcNapeHue.

[nsa a(hheKTUBHOW 3KCTpaKLmmM BadkHO 0becneunTs ucnapeHme VITEK MS-
FA nepep fo6asneHnem MaTpukca. B 3aBUCMMOCTY OT BI&XKHOCTW BO34yXa U1
Apyrux hakTopoB A8 3TOro 06bIYHO TPEGYeTCa OT OAHOW A0 TPEX MUHYT.

Jo6asbte 1,0 Mk MaTpukca VITEK MS-CHCA, mcnonb3ys Ty e
npoueaypy, 4to 1 ansa 6akrepuii.

Ha ogHom cnaiige VITEK MS-DS MOXHO NoAroToBuTh 06pasiibl C
MPUMEHEHNEM 06eVx NpoLeayp (4ns GakTepuin 1 APOXOKEBLIX TPUOOB).

/ I YKA3AHWUE:
He paspewaetca npumeHatb VITEK MS-FA ana o6paboTtku
KannbpoBOUYHbIX WTamMmMoB E.cOM B monoxeHusax xAl, xB1, xC1.

Mocne noarotoBku cnainaos VITEK MS-DS Heo6xoaymo B TedeHue 48 yacos
BbINOHUTb X aHaNn3.

[0 npoBesieHN s aHa/M3a NOATOTOB/EHHbIE CNaldbl CefyeT XpaHUTb Mpu
KOMHaTHOW Temreparype.
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MofroToBKa MUKOGaKTepwii

MogroToBka 06pasLoB

MoAroTtoBKka MMKOGaKTepUia

MpumeuaHmne: [Mpu paboTe co cnaiigamm VITEK MS-DS He0OXOAMMO MCMOMb30BaTh
nepyaTKn 6e3 nyapbl.
MoparoToBka MMKOGaKTepUiA OTAMYAETCA OT CTaHAAPTHON NpoLeaypbl TeM,
yto nepef fobasneHrem matpukca VITEK MS-CHCA Heobxogmmo
BbINOSHWUTL MHAKTUBALWIO.
NHakTnBaums
YKA3AHWUE:

OnucaHHbIN HWKe 3Tan MHaKTnBaunn AOJHDKEH BbIMOJ/IHATLCA C
Mncnosib3oBaHMemM 3allNTHOIO MI/IKpO6I/IOI'IOFI/I‘-IeCKOFO LIJKa(*Ja.

MVKpOOPraH/3Mbl, KOTOPbIE HEOBXOAVMO UAEHTU(GULMPOBATL, CHaYaa
TpebyeTcs M30/IMPOBaTh C UCMOb30BaHVEM MOAXOAsLLEN cpeabl AN
Ky/IbTypbl B COOTBETCTBUM C OBLLENPUHATLIMW MPOTOKONAMM.

MoArotoBbTe MMKPOMPOGUPKY (2 M) ¢ 50 MK TPUQTOPYKCYCHOM KMCNOTbI
(TFA) ons Kexkaoro NoA/iexallero naeHTudnkauum obpasua.

BosbmuTE OT TBEPHON Cpeabl MUHMMAIbHOE KOMMYECTBO GaKTeEpPUasbHbIX
K/METOK, 3KBUBA/IEHTHOE 2/3 OT OTKa/IM6POBaHHOM NeTm Ha 10 MK, U
[06aBbTe B3ATOE KOMMYECTBO HEMOCPeCTBEHHO B TFA. Ans nonyveHus
TpebyeMOii FOMOTEHHOCT HEOOXOAVIMO BCTPSXMBATL BaKTEpUasbHYH
CYCNEH3MI0 B TEYEHUE HECKOSBbKMX CeKyHA,. ocne 3Toro HaunmHaeTea atan
VHaKTVBaLyW, AN 3aBEPLUEHNST KOTOPOro TpebyeTcs nogoxaars 30 MUHYT.

foarotoBka cycneHsnm

HaKTMBMPOBaHHYIO CycneH3uio cneayeT pa3dasuTb B COOTHOLWeHUN 1k 10,
[06asuB ansa 3toro 450 MK AeMUHEPaIM30BaHHON Y AENOHWN3NPOBaHHOM
BOAbl B MUKPOMNPOOUPKyY. BeTpaxvBaiite NpobrpKy B TEUEHUE HECKOMbKUX
cekyHz,. Tenepb CycrneH3us rotosa 4as pasmelleHus Ha cnange VITEK MS-
DS.

4-6 VITEK® MS Pabouwii npoLiecc PykoBoAcTBO nonb3oBatens - KnmHuyeckoe 1cnonb3oBaHue
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MogroToBka 06pasLioB MofroToBKa MiecHeBbIX rPUGOB

PasmelleHne

C MOMOLLbO MVKPOMUMETKN pasmectuTe 1 MK NOArOTOBNEHHOW CycneH3vm
Ha COOTBETCTBYIOLLEN TOUKE. MCNonb3ys HOBbIV HAKOHEUHWK MUMETKY,
pasmMecTuTe criegytolmin obpasel, M T. 4. [aiite obpasuam BbICOXHYTb (0T 5
80 10 muHyT), nocne yero gobasbte 1 Mk matpukea VITEK MS-CHCA. B
3aBMCUMOCTY OT BNI&XKHOCTW BO34yXa W APYrUX (DaKTopoB AJ1 BbICbIXaHWs
06bI4HO TPebyeTcst HECKOMbKO MUHYT. BaxkHO 406aBUTb MATPUKC UMEHHO
rnoc/e NoJHOrO BbICbIXaHWS NHAKTVBMPOBAHHON GaKTepuasibHON CycreH3nm.
OO6bIYHO ANA 3TOro TPebyeTca OT OAHON A0 TPEX MUHYT.

YKA3AHWUE:

Mocne noarotoBku cnaMAa HeO6XO,CI|I/IMO B TeYeHUe 2 4acoB BbINOJIHUTb
ero aHanus.

NoAroToBKa NnecHeBbIX FpI/I6OB

YKA3AHWE:

TpebyeTca MCNONb30BaTh 3aLUTHbIN WKad, HaAeTb N1abopaTopHbIii
xanaT, nepyaTky 1M HapyKaBHUKKW. [Jns o4ncTKM MaTepuana cnegyet
MPMMEHATL COOTBETCTBYHO L ME NpoOLEeAypbl U CpeacTBa.

B HacTosiLiee BpeMs MPOLECC YTBEPXKAEHUS MPOLEN TONbKO
[LEeKCTpO3HbIiA arap Cabypo.

1) CmounTe BaTHYIO NasiouKy CyCreH3uen 1 BO3bMUTE YacTb MIECHEBbIX
rpVGOoB (BO3MOXEH OTOOP Crop WM rM{OoB).

m MpumeuyaHmne: He ybupaiiTe arap.

2) TloBTOPHO MPWUIOTOBbLTE CYCMEH3WIO NJIECHEBBIX IPUO0B B NPOBKPKe Tna
Eppendorf Ha 2 mn, cogepxawein 300 MKn cpedbl 4715 cycrneH3um API.

VITEK® MS Pabounii npouecc PykoBoACTBO nosib3oBatensi - KnuHuyeckoe ncnosb3oBaHne 4-7
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MofroToBKa NiecHeBbIX rpu6oB

MNprumeyvaHue:

MNprumeyvaHue:

3) [ob6asbte 0,9 m199,8 %, 96 % wm abCOMOTHOrO 3TaHoONa

4)  BbINonHWTE 06paboTKy B LIEHTPUGYTe B TEYEHWE ABYX MUHYT C
yacToToii BpaweHnsa 10 000 06/MyH.

O6paTuTe BHUMaHVe, YTO BpemMs LieH TpUyrnpoBaHns Heo6xoaMmo
V3MEHNTb B 3aBUCUMOCT Y OT npubopa (Hanpumep, 2,30 MYH C Liefbio
nonyyeHus 2 muH npu 10 000 06/MuH). Kpome Toro, eciv gns
LeHTpudyrnpoBaHua TpebyeTca n3sneub NPOBUPKM U3 3aLLTHOIO
Wkada, cnegyeT TLATENbHO OYACTUTb NPOGUPKY C UCMO/b30BAHNEM
cnopoy6rBaloLLEero cpeacTBa, YT00bl NPefoTBPaTUTh 3arpA3HeHMe.

5) Y6epute HagoCaA0uHYHO XIOKOCTb C MOMOLLBIO MUMETKM.

[
T

6) [ob6asbTe 40 MK MypaBbUHOM KMCMOTbI B KOHLEHTpauum 70 %* u
BbINOMHUTE NepemeLLnBaHne (BCTPsXMBaHMe).

"MypaBblHas KucnoTa B KoHueHTpaumn 70 % fomkHa noaroTasmBaThes
KabK[blii pa3, korga TpedyeTcs BbiNOHUTh UAEH TUMKAUUIO NIECHEBBIX
rpnéos. MoAroToBKa Ao/mKHa NPOU3BOAMTHCS B 3aLLUTHOM XMMUYECKOM
LKady cnefiytolnm 06pa3om: 3 06bEMHBIX YacTU cpefbl 4151 CycrneH3um +
7 06bEMHbBIX YacTeli YACTON MypaBbUHOI KUCIOTbI.

7) [o6asbTe 40 MKN aLeTOHUTPUIA Y BbINOSHUTE NepemMeLlrBaHne
(BCTpsIXMBaHWE).

4-8 VITEK® MS Pabounii npoLecc PykoBoacTBO nonb3oBatens - KnuHnyeckoe 1cnonb3oBaHue
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MoA
HeypauHble cnyyam npy noarotoBke 06pasLoB MoaroToBKa 06pasLoB

HeypauHble cnyyan npu noAaroToBke o6pasLioB

Ecnn He ogHa w3 no3vumin 06pasos Ha cnaiige VITEK MS-DS He gaet
Y[OBNETBOPUTE/bHBIX PE3Y/bTaTOB UAEHTU(PMKALIMM, NPOBEPLTE BHELLIHWIA
BMZ pa3MeLLeHHbIX 06pasLoB (0bpasel, pacnpeieneH 3a orpaHuunTEeNbHbIE
npegenbl, 06paseL, CIMLLKOM Cyxoi 1 oTcnanBaetcs ot cnanga VITEK MS-
DS nt. o).

Ecnn npuuvHOW Hey[0BNeTBOPUTESbHBIX PE3Y/IbTAaTOB CTa/N 3arpsisHeHUE
WK N0Xast KpUCTanmsaums Wim ecnm He 6bin f06aBeH MaTpuke,
BO3bMMTE HOBbIN cnaing VITEK MS-DS v nosTopute npoueaypy.

3arpasHeHue

Cnaingbl VITEK MS-DS fomKHbI XpaHWUTbCA 6€3 f4OCTyna Mbin, OHU
npefHa3HayeHbl TOMbKO 19 0fHOPAa30BOro WCMO/b30BaHNS.

Mpn paboTe co cnangamm VITEK MS-DS HeobxoauMo MCrnosb30BaTh
nepyaTkv 6e3 nygpbl.

He paspeluaeTca npukacatbCsi K BepxHeR ctopoHe cnaiiga VITEK MS-DS
rnepes, ero 1cnonb3oBaHvem. CnesyeT NpefoTBPaTUTh 3arpsasHeHne cnainga
VITEK MS-DS 6aKTepusimu; Ha Hero He AOMKHbI NONacTb GpbI3ri
YXNIKOCTEN.

He paspeLuaeTca 1crosnb308aTh NETM, KOTOpble MOM/IN KOHTAKTUPOBATb C
yem fMbo APYruM KpOMe aHa/IM3Mpyemoro wraMma.

3axsaT arapa BMecTe C KO/IOHWEe MOXET NMPUBECTY K NAOXUM pe3ybTaram
NAEHTUDUKALWN.

Cnepyet y6enTbesa B TOM, YTO Ana paboTsl ¢ MaTpukcom wim VITEK MS-FA
MCMOJb3YIOTCS TOILKO CBEXWE W CTEPU/IbHBIE HAKOHEYHWKI MUMETKU.

HeBepHOe KOMMYeCcTBO KOMOHUN

B OOLLEM U LeNIoM, aBTOMAaTU3NPOBaHHOE M3MEpPEHMEe NO3BOSISET NOMYUNUTL \
CMEeKTPbI BLICOKOTO KavecTsa Ans 60/bLIOro AnanasoHa KonmyecTsa
KNETOYHOro Marepuana, pasMeLleHHoro Ha cnainge VITEK MS-DS. OgHako
CNMLLKOM Masioe WK C/IMLLKOM 6O0/bLLOE KOIMYECTBO KOTIOHUM MOXET
MPUBECTN K HEBO3MOXHOCTU NOMyYEHUS CMEKTPOB WK K MOYYEHNHO
CMEKTPOB HU3KOrO KauecTsa. PasmelleHre HeloCTaTO4YHOIO KONMYecTsa
006bIYHO NPUBOAUT K TOMY, YTO He YAAETCH MOMYYUTb HUKAKUX JaHHbIX
CMEKTPOB. PasmelleHne CNIKOM BOMbLIOrO KOMMYECTBA SBASETCA YacTol
MPUYKHON HEOMTUMAJTBHOM paboTbl CUCTEMBI. ECAIM pasMEeLLEHO CIULIKOM
60/1bLI0E KOMMYECTBO KOSOHWW, KNETKN MOTYT 6bITb HEAOCTATOYHO XOPOLUO
CyCMEeHAMPOBaHbI B CYCNeH3nM MaTpukca. 310 3aTpyaHseT npoLiecc
3KCTpaKLUMmM 1, cnefloBatesibHo, (HOPMMUPOBAHME KPUCTA/IIOB C MOMOLLbHO
MaTpuKca.

HeO6XO,CI,VIMO MOMHUTb, YTO KOJIOHMM B YalllKaX C arapoM MOryT CEPbE3HO
OT/INYaTbCA MO pasmMepy, CTPOEHUKO NN BA3KOCTK, YTO Tpe6yeT agantaunn
METOAa HaHECEHUA Ha cnaVl,q.

4-10 VITEK® MS Pabouwnii npouecc PykoBoACTBO Nosb3oBatens - KnuHuyeckoe ncnonb3oBaHue
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Norotun:
BWOMEPBLE (BIOMERIEUX)

JKcnnyaTayMoHHas AOKYMeHTaLuMs Ha MeguMLUNHCKoe n3aenne

Habop peareHToB Ana npobonogrotoBkn Matpuke VITEK MS-CHCA - Bepcua O

MepdopmpoBaHHas Haanuch:
ToproBo-npomsbilieHHas nanata JInoHa
31.01.14 02352

Pa3paboTunk:

«6noMepbe C.A.» (bioMerieux S.A)),

LLeveH fe n°Opme, 69280, Mapcu-n'3tyasnb, PpaHumns
(Chemin de MOrwe, 69280, Marcy TEtoile, France)
Ten: +33 (0) 478 872 000

daxc: +33 (0) 478 872 009

Cair: www.biomerieux.com

MNpoun3soauTens:

«6rnoMepbe C.A.» (bioMerieux S.A.),

LLlemeH ge n’Opwme, 69280, Mapcu-n'Styans, dpaHLUma
(Chemin de TOrme, 69280, Marcy TEtoile, France)
Ten.: +33 (0) 478 872 000

dakc:+33 (0)478 872 009

Caiit: www.biomerieux.com

HanmeHoBaHMe 1 agpec Mecta nNpov3BOACTBa:
«bnoMepbe C.A.» (bioMerieux S.A.),

3 pyT ge Mop Mwuwo, 38390 J1a-banbm-ne-Ipot, PpaHums

(3 route de Port Michaud, 38390 La Balme les Grottes, France)
Ten.: +33 (0) 478 872 000

dakc:+33 (0) 478 872 009

Caiit: www.biomerieux.com

YTBEPXAEHO:
Kpyrnaa neyatb: Toproso-npombilneHHas nanara JInoHa

MonHoe nms: CTtetpaHn OMOJIbE

JomKHOCTb: Cneunannct no MeXxayHapoAHOMY HOPMAaTUBHO-NPABOBOMY PeryiMpoBaHunio
HassaHve komnaHum: «6noMepbe C.A.» (bioMerieux S.A.)
Mognucek: Mognuce
[Jara: 30 aHBapsa 2014 roga
Mevats:
«bnoMepbe CA» (bioM6rieux SA) LLTamn:
LlemeH ge n’Opme, 69280, Mapcu-n'3tyanib - PpaHums HacTtoawmm yaocTtoBepseTca Nog/IMHHOCTb
(Chemin de TOrme 69280 Marcy TEtoile - France) nognucu r-xn OMOJIbE
Ten.: 33 (0)4 78 87 20 00 Mpeacepatens
Moanwuck
B. AAMUWAH
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OTTUCK Kpyrnoi rep6oBoii neyatn; AnennsiymoHHbIl ¢y JInoHa, MeHepanbHbIi rﬂ!’i

BHyTp. Homep: 14/00412

AMOCTW/Ib
(Faarckas KoHBeHuuA oT 5 okTA6pa 1961 roga)

1. CtpaHa: dpaHuy3ckas Pecnybnvka
HacToswuin omumanbHbIA JOKYMEHT
2. 6b11 nognucaH r-nom(xoin) B. LAMUVAH

3. BbicTynaowmm(eid) B KayecTBe Y NOTHOMOYEHHOTO MpejcTaBuTeNns
4. cKpenseH nevaTbio/wiTamMnom  ToproeBo-npoMblwineHHon nanatel IMOHA (POHA)
YpocTtoBepeH
58 r.JINOH
6. fJata 03 ¢eBpans 2014 ropga
7. eHepanbHbLIM NPOKypopom AnennaumnoHHoro cyga r.JIMOH
8. 3aNe 1049
9. neyarb 10. nognuce:
BepeHxep CUHEMWAH
noAnuch

OTTUCK Kpyrnoii rep6oBoit nedatv: AnennsumoHHblii cyg SinoHa, MeHepasibHbIA NPOKYpop
"ANOCTWUNb yA0CTOBEPSET MOAMHHOCTb NOAMMCY, NeYaTyn UK WTamna Ha AOKyMeHTe. DTO He 03HaYaeT, YTo
COZiep>KaHune JoKyMeHTa fABAseTCA BEPHbIM UK 4T0 dpaHuysckas Pecnybnmka o4o6pseT ero cogepykaHque”.

OTTUCK KpYr/ioii rep6oBoii neuaTn: AnennsunoHHbIl cy g JInoHa, MeHepasibHbI MPOKypop
MepdopupoBaHHas HaAMUCh;

Toproeo-npomblLuneHHasa nanara J/inoHa
31.01.14 02352
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CopepxxaHne TeXHUYEeCKOM AJOKYMeHTaLnu B Heobx Hanwnuwne B Coe HalnTKU nHpopmayuo?

co0TBeTCTBUM C MNMpunoxeHnem XK «MeToanYECKNX 0 NNCTKe-

peKoMeHAaLmnii o nopsagKy NpoBefeHUs 3KCnepTU3bl  AMMas  BKNajbllle

KayecTBa, 3h(heKTUBHOCTM M 6e30nacHOCTU MHpop (MHCTPYKUM

MeANLNHCKUX N3LeNNA». Mauma un) (Oa/HeT)

Pasgen HavmeHoBaHve MeauLMHCKOro nsgenmsa X Na VITEK MS-CHCA

1:VIHCTpYKUM  A/19 AMarHOCTUKM in vitro BBepxy nepBoi CTpaHULbl NNCTKa-BKAaAbIwa (MHCTPYKLMK)
n o HasHayeHve MeaNLNHCKOro nsgenus X Na BBepxy nepBoit CTpaHWLbl UHCTPYKLMK

NPUMEHEHUO  [ANS AUArHOCTUKK in Vitro
Martpukc VITEK MS-CHCA fBnseTca BcriomorartesibHbIM
peareHTOM A1 AMarHoCTUKM in Vitro 1 MUKPOBMONOrnyecKoro
KOHTPONA. OH npefHa3HayeH 418 NOoAroTOBKM 06pa3LioB C Le/bo
nocnegytoLlero aHannsa metogom MALDI-TOF (Matpukc-
AccoumunpoBaHHas, JlazepHo-[lecopbunoHHas, BpemsanponeTHas
MoHu3aums) ncknioumTenbHo Ha macc-crnektpometpe VITEK MS,
npown3soacTea 6buoMepbe C.A. dpaHUms (perncTpaLoHHoe
ynocTtoBepeHue Ne ®C3 2012/12091 ot 05 mas 2012 roga).
Hab6op peareHToB ( Bktovad MaTtpukc VITEK MS-CHCA)
ncnonb3yeTcs 41 NPoBeaeHns 0643aTe/lbHON CTaAnn NOAroTOBKM
06pasLoB MUKPOOPraH13MoB. B fanbHeiwem, B NpoLecce aHannsa,
MaTpUKC NOT/OLLIAET U3NyYeHne nasepa, UcnapseTca BMecTe C
06pasLoM V1 NpefaeT emy 3N1eKTPUYeCKMin 3apss (MOHM3aLmMs).

YKa3zaHue Ha TO, UTO MeAULIMHCKOe Na Pasfien B MHCTPYKUMK: MNpeaynpeXkaeHns 1 mepbl

n3genuve Ans AMarHOCTUKM in vitro NnpeLOoCTOPOXKHOCTH

npefHa3Ha4yeHo 415 UCNOMb30BaHNS B

K/IMHWYECKOW nabopaTtopum ans

[ANarHOCTUKM

MpeaHa3HaveHHbIN NONb30BaTES b X Na Pasfen B UHCTpyKuuu: MpegynpexxaeHns n Mepsbl
NpesoCTOPOXKHOCTH

JkcnnyaTtaumMoHHas SOKYyMeHTaums Ha meguunHckoe usgenne VITEK MS-CHCA -411071(01/2014)
CrpaHuua 1 m3 13
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Cogep>xaHne TexXHUYeCKON JOKYMeHTaLnmn B Heobxo Hanuume B  [4e HAlNTW MHpopmaymio?

cooTBeTCcTBMU C [MpunoxeHmem XK «MeTognyecKux anmasa  NNCTKe-

peKoMeHAaLmMn No NopsgKy NpPoBeAeHNNA aKCNepTU3bl  MHGOP  BKAajbille

KayecTBa, 3PPeKTUBHOCTM 1 6€30MacHOCTH Mauma  (MHCTPYKUM

MeANLMHCKUX N3AEeNnNin». n) (da/HeT)

Pasgnen MNpuHUMnN Tecta HenpumeHn  He npuMmMeHMM B JaHHOM C/lyyae:

1:HCTpyKLMKM no MO Martpukc VITEK MS-CHCA gaBnseTca BCroMorare/ibHbIM

NPUMEHEHWIO peareHToM A1 AMarHOCTUKK in Vitro 1 MUKPOBMOIOrNYecKoro
KOHTpOoAS. OH npefHa3HaueH A/11 NoAroToBKM 06pasLoB C Liesblo
nocnegyrowero aHanmsa metrogom MALDI-TOF (Matpukc-
AccouunposaHHas, JlazepHo-LecopbumoHHasi, BpemsinponeTHas
MoHu3auusa) ncknioumTeibHo Ha Macc-cnektpometpe VITEK MS,
npoussoacTea buoMepbe C.A. dpaHuma (perncTpaumoHHoe
ynocTtosepeHue Ne ®C3 2012/12091 ot 05 masa 2012 roga).
Habop peareHToB ( BKMto4as Matpuke VITEK MS-CHCA)
MCNOMb3YeTCA A1 NPOBeAeHNs 0643aTeNlbHON CTagun NOATrOTOBKM
06pasLLoB MMKPOOPraHu3MoB. B fanbHelileM, B NpoLEcce aHa/In3a,
MaTpUKC NOr/OLWAeT n3nyyeHue nasepa, ncnapseTcs BMeCTe ¢
06pasLoM 1 nNpeaaeT eMy 3N1eKTPUYeCKUi 3apsg, (MoHM3aLUms).

Bonee NoApo6HYH UH(OPMALIMIO CMOTPUTE:
-I"naBa 4 PykoBogcTsa nonb3osartens - 4501-2233-C-en-NA-
KNMHN4Yeckoe nucnonb3oBaHne VITEK MS-pabounii npouecc
-I"naBa 4 PykoBoacTea nonb3osatens - 4501-2233-C-ru-NA-
KNMHN4Yeckoe ncnonb3oBaHne VITEK MS-pabounii npouecc
OnucaHne peareHToBs, X Na Pa3gen B MHCTPYyKummn: CoctaB Habopa
KaimbpaTopoB, KOHTPO/bHbIX Habop He cogepXXuT KannbpaTopbl 1 KOHTPO/bHbIE MaTepuabl
marTepunasnos

JkcnnyaraunMoHHaa JOKyMeHTaums Ha MeguumHekoe mnsgenve VITEK MS-CHCA -411071(01/2014)
CrtpaHuua 2 u3 13
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CopgepxxaHue TeXHUYEeCKOn AOKyMeHTaLun B cOOTBeTCTBMN ¢ Heobxo

MpunoxeHnem XX «MeTogNUYECKNX peKOMeHaaunii no anvasn
NopALKY NPOBeAEHNA 3KCNEPTU3bl KavyecTBa, 3PHeKTUBHOCTU  UHGOP
1 6€30MaCHOCTU MeAULNHCKUX N3[eNUNny. MaLuma

Pasgen 1:HCTpyKuun
no NPUMEHEHUIO

NepeyeHb NOCTaBIAEMbIX
MaTeprasnoBs, BXOAALIMX B COCTaB
MeLMULMHCKOro U3fenvs ans
[MarHoCTUKK in Vitro:

-CnnCOK NpuHaa/IeXXHOCTel

-Cnncok creyunanbHbIX MaTepuasos,
KOTOpble TpebytoTcs A4S NPoBeLeHNs
aHann13a, HO He CoepXKaTcsa B
KOMI/IEKTE MOCTaBKMW.

YKa3zaHue NobbIX cneumanbHbIX X
YCNOBUIA XpaHeHUs (Hanpumep,
Temneparypbl, CBETa, BNaXXHOCTA Y

T.0.) W/vnn cneumanbHbIX YCNOBUIA
ob6paLLeHns ¢ MegULMHCKUMM

N3LennaMmn 4Na AUarHoCTUKK in Vvitro

XapaKTepucTnkn cTabuibHOCTH X
(ycnosus xpaHeHWs, CPOK rogHOCTU

MoC/ie NePBOro BCKPbITUA NEPBUYHOIO
KOHTeliHepa, a TakXe YC/oBumA

XpaHeHUs 1 CTabUnbHOCTb Paboumx
pacTBOPOB, rAe 3TO NPUMEHNMO).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Hannuyve B
INCTKe-
BK/afblLle
(WHCTPYKLUWK
n) (da/HeT)
HenpumeHum
0

Ja

"oe HaWTM MHopmaum?

HenpumMeHUMO B JaHHOM Ccriy4ae:
Habop He CoaepXUT NPUHALNEXXHOCTEN U He TpebyeT
eneymanbHbIX MaTepranos

Pa3aen B MHCTPYKLMK: YCNOBUS XPaHeHUs

Pa3fen B MHCTPYKLIMK: YCOBUS XPaHEHWS

JkcnyarauMoHHas JOKyMeHTaums Ha meguumHekoe mnsgenve VITEK MS-CHCA -411071(01/2014)
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Ecnn mMeguumHcKoe nsgenvie ans HenpumeHum
AMarHoCTVKK in vitro nocTaBnseTcs o)

Kak CTepunbHOe, YKasaHue Ha ero

CTepuIbHOEe COCTOsIHWE, METO/

CTepuM3aLuM 1 yKasaHUs Ha Cnyyaii

NOBPEXAEHNA CTEPUIBHON YMaKOBKM.

VH(opmauma B OTHOLLEHNN X Ja
npegynpeXxaeHunia, Mep

NPeLOCTOPOXKHOCTEN N OrPaHUYEHWIA

B MCNO/b30BaHUN MEAMLMHCKOTO

n3genvsa ana AMarHoCTUKK in vitro

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

HecTtepunbHo

Pasfen B MHCTPYKUMM: [MpeaynpexaeHns 1 Mepsbl

MPefOCTOPOXKHOCTM

JKcnnyarauMoHHas JOKyMeHTauus Ha meamumHekoe usgenve VITEK MS-CHCA -411071(01/2014)
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CopepxxaHne TeXHUYECKON JOKYMeHTaLUM B COOTBETCTBUN C
MpunoxeHnem X «MeTogMUeCKUX PeKOMeHAaLMi no
NopsAAKY NPOBefEHUA IKCNEPTU3bl KavyecTBa, IPPeKTUBHOCTH
1 6e30MacHOCTU MeAULMHCKUX N3LeNNA».

Pasgen 1:VIHCTpyKuUuM no MpegynpexxaeHns n/mnm Mepbl

NPUMEHEHNIO NpeLoCTOPOXHOCTY,
NMpYHUMaemble B Ciyyae c60s Um
YXYALWeHNs (OYHKLMOHNPOBAHNS
MeULMHCKOro n3gennsa s
[MarHoCTUKK in Vitro, KoTopble
MOryT ObITb ONpesesieHbl no
BHELLHVM Mpu3HaKam

Mo NpUMEHUMOCTH:
-cneuyanbHble TpeboBaHWs Ans
CNYXXeBHbIX NOMeLLEeHWA
-cneumanbHoe 06y4eHue
nepeoHana

-Mony4YeHmne cneynaibHom
aTTecTaumun nosb3oBarensamm
MeULUMHCKOro u3gennsa ais
[AMarHoCTUKK in vitro

-Ycnosusa ansa c6opa, 06paboTKu
1 NOAroTOBKM 06pa3LoB
-[aHHble rno CTabubLHOCTK
aHanM3npyembIx 06pasLIoB

0

Heob
Xo4n
mas
NH(opMm
auns

Hanuuwne B
NINCTKe-
BKagblLle
(MHCTPYKUNM
n) (da/HeT)
Ja

Ja

HenpumeHum
0

4e HalTK MHpopmaymnio?

*Pasgen B UHCTPYKUMU: NpeaynpexxaeHusa n mMepbl
npeLoCTOPOXKHOCTH

* MpumeyaHune:VITEK MS-CHCA He COfePXXUT HUKAKMX
martepuanos, NpeaCcTaBNAWMNX UHEEKLUNOHHYO
onacHocTb. OfHaKo Bce aHaM3npyeMble Ha npubope
VITEK MS 06pa3Lpl, MUKPOBGUOOTYeCKme KyrbTypbl U
WNHOKY/IMPOBaHHbIE MPOAYKTbI AO/HKHbI pacCcMaTpuBaThCA
1 06pabaTbiBaTbCA, KaK MaTepuasbl, NpeacTaBnstoLme
NH(EKLMOHHY 0NacHOCTb

Pasgen B MHeTpyKumu: MNMpesynpexaeHns n mepbl
NpeAoCTOPOXKHOCTH

He npumeHum B gaHHoM cnyydae: MaTtpuke VITEK MS-
CHCA npefgHa3HayeH Ans UCNob30BaHMA ¢ Nprubopom
ana naeHtTugmkaumm mmkpoopradmamos VITEK MS.
MaTtpukc nornolaet aHepruto nasepa VITEK MS n
nepesaeT ee MUKpooOpraHu3mam Ans npoTekaHus
NOHU3aUNN.

JKcnnyataumoHHan JoKyMeHTaums Ha meauumHekoe mnsgenve VITEK MS-CHCA -411071(01/2014)
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Pasfen B MHCTpYKuun: MpegynpexaeHns n Mepbl

WHpopmaums, Heobxogumasa gna X a
MPeLoeTOPOXKHOETH

TOro, Y4T0ObI NPOBEPUTD,
NpaBwU/IbHO /11 YCTAaHOB/IEHO
MeAuLMHEKOe n3fenne ans
[ANarHoeTuKK in vitro v rotToso n
OHO (DYHKLMOHMpOBaTL 6e30naeHo

JkcnyarauMoHHas JOKyMeHTaums Ha meguumHekoe mnsgenve VITEK MS-CHCA -411071(01/2014)
CrpaHuua 6 13 13
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Copep>xxaHue TexHUYeCKoWr JOKYMeHTalUum B cooTBeTcTBUM  Heob Hannuuve B "4e HalTK nHpopmayuno?

¢ MpunoxeHunem XX «MeToANUYECKUX PeKOMEHALUA NO X0A4M NnNcTKe-
nopAaaKy NpPoBefeHNA IKCNepTU3bl KavyecTBa, Mas BKnajblLle
3h(heKTUBHOCTM 1 6e30NacHOCTU MEAULMHCKUX U3LENNN». MHOP  (MHCTPYKLMK
mMauma  n) (Ja/HeT)
Pasgen 1: Tam, rge NpUMEHNMO, PeKOMeHAaL MK X a Pa3sgen B MHCTPYKUMK: KOHTPO/b KavecTBa
MHCcTpyKuum no B OTHOLLEHUW NPoLEeAyp KOHTPONA
NPUMEHEHUNIO KayecTBa
VH(hopmMaumsi No MeTposiornyeckoii HenpumeHn  He npumMeHUM B JaHHOM Ciyuvae:
MPOC/IEXMBAEMOCTU 3HAYEHUI, MO [JaHHbIN Habop He COAEPXXMT KannMbpaTopoB U KOHTPO/IbHbIX
MPUCBOEHHBIX KasinbpaTopam u MmaTepuanoB

marepuanam 1 KOHTPONS
NPaBWULHOCTY, BK/OYasA yKasaHue Ha
NPUMeHVMbIe pedepeHTHbIe
matepuasbl /nnn peepeHTHbIe
npoueaypbl U3MepeHuin 6onee
BbICOKOro nopsigka

Mpouenypa aHanm3a, BKIOYas HenpumeHn  He npuMeHMM B JaHHOM criy4ae:

pacyeTbl U MHTEpMpeTaLun MO *Matpukc VITEK MS-CHCA He UMeeT n3MepuTe/bHOM
pe3ynibTatos, 1 rae NPUMeHUMO, (hyHKLMN

NH(OopMaLMA O LienecoobpasHoCTy *Matpukc VITEK MS-CHCA npefHasHaueH ans

NPoBeAeHNs NOATBEPXKAAOLLNX MCNONb30BaHNA C NPMOOPOM AN UAEHTUDMKALMN

TECTOB. MukpoopraHnsmos VITEK MS. MaTprKC NornoLaeT aHepruto

nasepa VITEK MS 1 nepefaet ee MUKpoOpraH1u3Mam Ans
NPOTEeKaHNA NOHU3aLNN

JKcnyataunoHHaa AOKyMeHTaumna Ha MeauumHekoe n3genve VITEK MS-CHCA -411071(01/2014)
CrtpaHumya 7 13 13
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AHaIMTUYECKME XapaKTEPUCTUKMN, X HenpumeHu
TaKue, Kak YyBCTBUTE/NbHOCTb, MO
CNeLMpUYHOCTb, NPaBU/IbHOCTb,

NOBTOPAEMOCTb, BOCNPOU3BOAMMOCTb,

npegenbl 06Hapy>keHWs 1 ayranasoH

N3MepeHus, BKIKYas MH(opmaLmio no

KOHTPO/IH0 U3BECTHBIX UHTEP(EPEHTOB.

Nno orpaHUYeHnsaM MeToja n

NHopMaLmo 06 UCnonb30BaHUK

LOCTYMHbIX pedepeHTHbIX MaTepuanos

N METOL0B N3MepPEeHNs

He npumeHum B faHHoM cny4ae: MaTpukc VITEKM s-cHCA
npegHasHadeH 415 UCNosb30BaHWs ¢ NPUOoOpPOM s
naeHTUPMKaLmn mnukpoopraHnsmos VITEK MS. Matpukc
nornowaet aHepruto nasepa VITEK MS v nepepnaet ee
MWKPOOPraHn3Mam A1 NpoTeKaHUa NOHU3aunn

JkensyaraunoHHas JOKyMeHTaums Ha MeauumHekoe nsgenve VITEK MS-CHCA -411071(01/2014)
CrtpaHuuya 8 u3 13
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Copep>xaHue TeXHMYECKON JOKYMEHTALMN B COOTBETCTBUM
¢ MpunoxeHnem X «MeToanuecKnx peKoMmeHaaLmui no
NopsAAKY MPoBefeHNA IKCNEPTU3bI KavyecTsa,
3(P(PEeKTUBHOCTM 1 6€30MaCHOCTN MEAULMHCKNX U3LENNN».

Pasgen Tam, rge NPUMEHNUMO, XapaKTePUCTUKN

L:HCTpYKLUMK no KIMHWYECKON 3(hpeKTUBHOCTM, Takune

NPUMeHeHNIO KaK AnarHoCT1YecKas
4yBCTBUTE/ILHOCTb U AMarHoCTuYecKas
cneunguyHoCTb

Tam, rae NpUMeHUMO, 61ONOrNYecKuii
pethepeHTHbI MHTEpBa

WHdopmaumsa 06 nHTepdeprpyoLLmx
BeLLeCTBax Win OrpaHnyeHusXx,

CBSA3aHHbIX C NPO6OK, KOTOpble MOryT
MOBNWATb HA Pe3yNbTaT UCC/eL0BaHNS

MpepynpexxaeHns uinnm mepbl
MPefoCcTOPOXKHOCTK MO 6e30nacHoi
YyTUAM3aUumM MefuLMHCKOro n3genms
019 IMArHOCTMKM in Vitro u
NPUHaA/IeXXHOCTEN, ec/in TaKoBble
MMeroTCH

Heobx
oanma

nHgop
mMauns

Hannuuve B
nncTKe-
BKNajblLle
(MHCTPYKUW
n) (da/HeT)
HenpumeHun
MO

HenpumeHu
MO

HenpumeHu
MO

Ja

"oe HanTK MHGopmaLmno?

He npumeHum B gaHHom cny4ae: MaTpukc VITEK MS-CHCA
npefHasHayeH A1 UCrosib30BaHUsA ¢ NPpubopom A/is
naeHTuprnkauum Mukpoopradmsmos VITEK MS. Matpukc
nornowaet 3Heprumto nasepa VITEK MS v nepesaet ee
MWUKpOOpraHu3mam A4 NpoTeKaHWUA MOHU3aLUN.

He npumeHnm B gaHHom cnydae: Matpukc VITEK MS-CHCA
rpegHasHayeH A1 UCrosib30BaHUA ¢ NPMOopPoM A/1A
naeHtTndrkaumm mukpoopradnsmos VITEK MS. Matpukc
nornoLLaeT aHepruto nasepa VITEK MS v nepesaet ee
MWKPOOPraHu3mam 1 NpoTeKaHsa MOHM3aLMN.

He npumeHnm B gaHHom cnydae: Matpuke VITEK MS-CHCA
npegHasHayveH 14 UCrosb30BaHNsA ¢ NPMOopPoOM 4/is
naeHTurkauum Mukpoopradmsmos VITEK MS. Matpukc
nornoLLaeT aHepruio nasepa VITEK MS n nepesaet ee
MWKPOOpraHu3mam s npoTekaHUs MOHU3aLuN.

Pasfen B UHCTPYKUMU: YTUNN3aLMA 0TX0L0B

JkcnnyataumMoHHas JOKyMeHTaums Ha meauumHekoe nsgenve VITEK MS-CHCA -411071(01/2014)
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Cogaep>xaHue TeXHMYEeCKOWN JOKYMeHTaLMn B COOTBETCTBUM ¢ MpunoxeHnem XX  Heobxogmmas
«MeTogmyecknx peKoMeHaaLumii no NopsALKY NpoBefeHUs IKCMNepTu3bl nHpopmauna
KayecTBa, 3h(heKTUBHOCTM M 6€30NacHOCTU MeAULUHCKUX NU3LENNN».

Pasgen 1:VHCTpyKumm  HavmMeHoBaHWe U3rotoButens u/wnm ero X

no NPUYMEeHeHNIo YMNO/IHOMOYEHHOr 0 NpeACcTaBUTENA, a TaKKe UX afpeca u
KOHTaKTHble JaHHble, M0 KOTOPbIM MOXHO NOMy4YnTb
TEXHNYECKYH KOHCY/bTaUMo U NOLAAEPXKKY
VH(hopmmpoBaHme nosib3oBaTens 0 HE06X0ANMMOCTI, NpU
BbISIBNEHMN NOOGOYHBIX AENCTBUM, HE YKa3aHHbIX B
WHCTPYKLMW MO NPUMEHEHMIO WX PYKOBOACTBE M0
aKcnnyaTauum MegULUMHCKOro N34eNns, HeXxenaTenbHbIX
peakuuii Npy ero NPUMEHEHUN, 0COBEHHOCTEN
B3aMMOLECTBUSA MeANLMHCKNX N3LeNIA MeXay COOOM,
(haKTOB M 06CTOATENLCTB, CO3LAOLLMX YTPO3Y XKMU3HU U
3[0POBbIO rpaXaaH ¥ MeANLMHCKMX PabOTHUKOB Mpw
NPUMEHEHNN Y 3KCMyaTaumm MeSULMHCKUX U3LeNNIA,
HanpaBNeHNs COOBOLLEHNS, COAEPXKALLLEr0 YKa3aHHbIE
cBefeHus B PefiepasibHYHO CyXO0y No Hag3opy B cepe
3[paBoOXpaHeHnsi B COOTBETCTBUU C AENCTBYIOLLUM
3aKOHOAATENbCTBOM

JKcnnyaraymoHHas AoKyMeHTauma Ha meamumHekoe nsgenve VITEK MS-CHCA -411071(01/2014)
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Hanunuune B
NINCTKe-
BKNajblLle
(WHCTPYKUUN)
(OalHeT)

Ja

Het

"oe HaiTM MHDopmaumn?

BHW3y nocnefHein cTpaHnLbl
NNCTKa-BKNablwa (MHCTPYKLUUK)

CMOTpU BHU3Y NocneaHein
CTpaHuLbl TEXHUYECKOR 1
JKcnnyaTaumoHHOM
fokymeHTaumn VITEK MS-
CHCA
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Pasgen 2: Moapo6Has MHopPMAaLs O NPOBEAEHN aHaNN3a, HenpyMeHMMO  He npvMeHUM B JaHHOM

JononHnTenbHbIE BK/1tOYas NOArOTOBKY peareHToB, 0T6OP/NoAroToBKy cnyuae: Matpukc VITEK MS-
WHCTPYKLWK NO Npo6bl M HOPMaLMA O TOM, Kak BbINOSHUTL TECT U CHCA He npefHa3Ha4eH ans
NPUMeHeHo cumTaTb pesynbTarhbl. CamMOTeCcTMPOBaHNA UK
MeLNLUNHCKUX M3aennii TECTMPOBaHUA Y NOCTeNN

AN AMarHOCTUKM in 60bHOr0

vitro,

npegHasHavyeHHbIX ans

CaMOTeCTMpPOBaHUSA

WAN TECTUPOBAHUA Y
nocTesnn 60/1bHOrO

JKcnnyaraumoHHas JOKyMeHTauus Ha MeauumHekoe mnsgenve VITEK MS-CHCA -411071(01/2014)
CrtpaHumuya 11 n3 13
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31.01.14

CopepxaHue TeXHUYECKON LOKYMeHTaLnM B COOTBETCTBUN C Heobxoan Hanuuue B "oe HaliTKM nHpopmauun?
MpunoxeHnem XX «MeTogMUYeCKUX PEKOMEHAALMA N0 NOPSALKY Mas NINCTKe-
NpoBefeHNA IKCNEPTU3bl KauecTBa, 3PPEeKTUBHOCTU U WHopMa  BKafgblLle
6e30MacHOCTN MeAULNHCKUX U3[eNNi». umsa (WHCTPYKUUN)
(Oa/HeT)

Pasnen 2: -PekoMeHaLum OTHOCUTENbHO AeNCTBUI HenpumeHnmo He npumMeHuM B faHHOM cnydae: Matpukc
[ononHuTenbHbIE Nnonb30BaTeNs B Cy4vae NnosioXKMTENbHOrO, VITEK MS-CHCA He npefiHa3HayeH ons
WHCTPYKLMN NO OTPULATENBHOrO NN HeonpeaeneHHOro CaMOTECTUPOBAHUA NN TECTUPOBAHUA Y NOCTENN
NPUMEHEHUIO pesynbTaTa 60N1bHOro
MeauUMHCKNX nsgenuii  -VIHpopmaums 06 orpaHMyeHusX Tecta n
ANs AMarHocTUKKM in BO3MOXXHOCTW MONYYEHUS JIOXKHO
vitro, NONOXUTENBbHBIX U NOXKHO
npegHasHauYeHHbIX 4151 OTPULIATENbHBIX PE3Y/IbTATOB, a TAKXe
caMOTecTUpoBaHUA OTHOCUTE/NIbHO NH06bIX (HaKTOPOB, KOTOpbIE
WA TeCTUPOBaAHUA Y MOrYyT MOB/UATL Ha Pe3ynbTaT
nocrtenu 60/1LHOIO TecTMpoBaHua ( B T.4. BO3pacT, Mnof,

MEHCTpYaLmK, NHPEKLMN, YNPaXKHEHNS,

[AVETbl MY NPUEM NeKapcTB)

[na MeauLMHCKNUX U3aennii gns HenpumeHnMo He npumMeHum B jaHHOM cny4vae: MaTpuke

[ANarHoCTUKK in vitro, npegHasHaYeHHbIX
[/15 CaMOTECTMPOBAaHNA, YKa3aHue Ha To,
4TO NOJSIb30BaTe/Ib He [AO/HKEH NMPUHMMATb
MEAVLMHCKMX peLleHnii 6e3
npeLBapuTeIbHOM KOHCY/bTalum C
MEAULIMHCKUM CMEeLNaiMCTOM.

VITEK MS-CHCA He npegHa3Ha4eH ans
CaMOTECTUPOBAHNA U TECTUPOBAHNA Y NOCTENN
6onbHOro

[No Bonpocam, KacaroLumcs KayecTBa MeAULNHCKOro usgenusa «Habop peareHToB ana npo6onogrotoBkn Matpuke VITEK MS-CHCA», a Takxe B
cyyae BbISBNEHNA NOOOYHbIX AEACTBUIA, HE YKa3aHHbIX B UHCTPYKLUMM MO MPUMEHEHNIO U PYKOBOACTBE MO 3KCNyaTauumy MeauLMHCKOro 13aenus,

HeXXenaTe/lbHbIX peakuuii Npu ero NPUMeHeHUn, 0COBEHHOCTEN B3aMMOLENCTBUSA MEAULIMHCKUX U3LENNIA MeXay COO0M, (hakTOB 1 0BCTOATE/LCTB, CO3AAOLLMX

JKcnnyaraynmoHHasa 4OKyMeHTauus Ha meamumHekoe usgenve VITEK MS-CHCA -411071(01/2014)
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31,01.

yrposy X/BHA K 300p0BLI0 rpaXkKaaH U MEANLMHCKMX PabOTHUKOB NPU NPUMEHEHMM 1 3KCMlyaTalun MeAMLMHCKOro 13aenns npockba obpallatbes K
YNONHOMOYEHHOMY MpPeACTaBUTEN0 NPON3BOANTENS:

000 «bmoMepbe Pyc»

no agpecy: Poccud, 115114, r. MockBsa, yn. JepbeHesckas, .20, cTp.1l

Ten./hakc (495)221 10 79, e-mail:office.ru@eu.biomerieux.com

WwWw.biomerieux-russia.com

CaefieHns 0 MOBGOYHBIX AECTBMAX, HE YKa3aHHbIX B MHCTPYKLMM NO NPUMEHEHWIO UM PYKOBOACTBE MO 3KCMAyaTaummn MeguLMHCKOro U3Lenis,
HeXXenate/lbHbIX peakuuax npu ero npuMeHeHnn, 06 0COBEHHOCTAX B3aMOLENCTBUA MELULMHCKUX U3AENNIA MeXay COO0W, (hakToB 1 06CTOATE/bCTB,
CO3JatoLLMX Yrpo3y XMU3HM 1 300P0BLI0 MpaXKaaH N MEAULMHCKMX PabOTHUKOB NPW MPUMEHEHUW W 3KCNJTyaTaumn MeAULUHCKUX U3AeNnid 6yayT Hanpas/ieHbl B
defepanbHyo cny6y no Haa3opy B cepe 34paBOOXPaHEHUS B COOTBETCTBUM C AEMCTBYHOLLMM 3aKOHOAATE/IbCTBOM.

3KcnnyaraynmoHHaa AoKyMeHTauus Ha meamumHcekoe usgenve VITEK MS-CHCA -411071(01/2014)
CrtpaHumuya 13 13 13
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Marpukc VTTEK MS-CHCA gnsa ucnor>3oBaHus ¢ \JTTB<*M8
|VEI]J/I€ VITEK MS-CHCA npenHe3Hayem And uvcnonbioBaHnsa B cuctMm VITEK MS a npomecce  maekgmvkamin

yoMOoB. MarpuKke Mool

VIOl\AMLLMM Marpyike V'I'I'EK MS-CHCA n

eT 3HeprAo nasepa VITEK MS 1 nepenaet ee MUKpOO(xaHUavaMm 415
TOMLIO [1F WCTIONE30B»nA C - aHanM3aTopoMm

VITE s

CoOTBETCTBAY C PykoBoACTBOM nosib3osaress VITEK MS 4501-2233

COCTAB HABCA

B vM3LLBMaYyaraHtoin yrakoBKe:
U11071  VITEK MSCHCA »S k0.5 mn

COCTAB MATPUKCA VITEK MS-CHCA

Tmp«Tnyaaw il poomyna

AﬂKdJ»H[I)_EIlM0-4-ﬂVI|p<HCLIJOpHHHa» «KNOT*.. e, ™ %
SIMOMT .o " ——

Auroo*¢"xn O-..... e r
Prerkoerm»» 1 —A-O_Gm 100Hn

n QpeopA JIETKOBOCrUumiEhgm UOE BELLECTBO

Cpepe Xm: 40BUTOE BELLECTBO
R11: Jlarao ennanbHMarob MLL,acTm
R20QL/22: OriacHO Nnptt AALIXAHH. Mo N1ON«KaMin Ha BLLY'.
S3BIT7/3B: OwwblaaaT paupaataiouiee feiieTana Ha Tam
[AbIXararbHyro cMcTamy 1
XpavmTb «OHTALLMP NIOTNO MMPbITHIM
ait: [lapaartb aaanm OT Xreymmnoa aoviopaumH - Ha «ypLUb v
ae»0J/1blIOMHT1
aK; Benyyae nonakaavis a nasa HMUM/IaHHO MPOMbITL T & A
0MMUbl HOMMHeeTeeb! 80aM » 06panAbCa s MaabIHOKOW MIHLLIGHD
, Hao6TAMMO Matonb3aaaTb 000TBETErayKLLYHO
3av||/|rrHy+o ofasny. napHami ncpaacraa AL kna nasfmva
Bonaa noapoiivaa WHcbexavkam npiagiiHa a saenopro 6aunacHocT
YaTapHana, Forapbiii waT GbITb MOMy4aH Moaanpocy

MPEOYMPEXAEM1A 1 MEPbLI MPEAOCTOPOXHOCT

» [InA [MiarMoCTMKM i YIAr0 U MUKPO0NIOMMYECKOr0
KOHTPO/S.

© TOMbKO 47151 MPO(BKXVMOHLLTLMONO UCTMO/b30BaHY.

 Tombio and CLUA. BHMaHve: ®efeparnbHbid 3akoH CLLIA
OfPaHV4VBaET MPOORKY [aHkK)ro mpubopa B CBA3M C
BOMPOCAMI JIILEH3VPOBAHIS.

* Bee 0Opasipl, M/KPOOUOIONHECIOHD  KySbTYPbl 1 VHOKY-
JVPOeaHHble  MPOOYKTbI  [O/DKHBI - paccMaTpyBarkes 1
00pabaTbiBatecd  KaK  Matepvianbl,  MpescTaB/soLLme
VH(IEKLIMOHHYHO OMacHOCTb. My MPOBELEHAN MPOLIE-AYyPb!
HeOOXOOyIMO  COOMOAEHVE  aCemUUECKOA METO-IMKA U
CT»10aPTHBIX BHOP MPEAOCTOPOKHOCTY, UCTIOMNE-3yEMbIX Mm
00paLLEH C VicCrTielyeMOiA Mpyrrnoin Gakrepuid. Cm. ,C L
M29-A  Protection bl Laboratory Workers From
Occupational® Acquired Infections. Afiproved Bukllne
(CUSI* M29-A. 3awyra flaboparopHbX PadoT-HMOe OT
VHOALYPOBAHWS B paGOMVX  YC/IOBISX;  YTBEKIEHHbE
pexoveHfaLv) - B [JelicTByloeii  pesak A
MOMyHEHV  MHOPMALWM O [OMNO/-HUTESbHB« — Mepax
npesocropoxHoc oM. .Biosafety I Mkrobiotogical and
Biornadical Laboratones (Buosno-nyackos, 6e30MmacHoOCTb B

M/B>0G/0MOMMHOCIVX. U BUO-MIEOVLIMHCKUX /iabopaTopisix) «

COC/NIH - nocrepHsa  pepakuyst, Wi geiicTByrouye
HOpMAITVEHb e IOKYMMITh| CTPaHb | VCTIONS30BaHMA.

*He a* vononbsoeaHre Marpukca VITEK MS-
CHCA nocrie OKOHYaHMA CpOKa FoZHOCTU.

< [eper, Vicronb3oBaHeM Heo0X! MO y,qocrosepmb(;ﬂ B
TOM, UTO KapTOHHas KOpobka He

OVBRTEE IH A |K\B\/P
el kbdMblanmb aros [y sk«

MpuviedaHvie. [oCKOMbKy MaTpUKe SIBSIETCS  HAChILLEHHBIM
PaCTBOPOM, MOMET HAOMIQOATHC  BbIMQOEHME  KENTIbIX
MVOT/TI0B.  He B/VSIOLYX HA KAuecTBO W pabeHve
XapaKTENVCTVIKV MPOZyKTa

YC/TOBWA XPAHEHUS
1 Mepen  vicnon B*é»BH]J-OM XpaHUTb  MpOGVDKA T
Temnepatype 2-8*C B 3aLLLLEHHON OT cBeTa MeCTe.

< Mocie BOKPLMAA MpodipKA MatpuLly VITEK  kNeCHGA,
MEBKHO XPaHUTB B TEYEHWE ~ Hefe.

KOHTPO/Tb KAYECTBA

Metpouke VITEK MS-CHCA npoxogut  cvCTBMaTUHECHMA.
KOHTPO/b Ka4eCTBA Ha Pas/MYHbIX 3Tanax NpoM3B0OACTBa
Ana  npoBeneHA  COGCTBEHHbIX  VICTIbTAHWA  KOUTOOMS!
KayectBa HeOOXOOMMO CfiefioBaTb MPOLEYPe, OrvCaHHON
a PykosofctBe nonbaoeareiBi aHammzatopa VITEK VS
C VCMOMb30BaHMEM LLITAMMOB:
» EntBfDfiecfer aerogenes ATCC* 13048™
CoaroMVia gteOra/a ATCC* MYA-2950™
® Eschenchio co ATCC* 8739  (Mcrnosnb3yeTtcs kak
Ka/MOPOBOHHBIA LLITaMIV)
* OTpULaTENbHbIA KOHTPOSbHBIA TECT (TOSbKO MaTLLKKC 663
MUKPOOPraHI3VIOB)
Kpvirepriem CoOTBETCTBUA TPeOOBAHWAM K Ka4YEeCTBY SB/ISETCA
UOEHTV(MKELA [0 BIATA C BbICOKMM YPOBHEM JocToeepiCern
A KMOPOBOYHOMO LLTaMME M LUTaMMA /1 KOHTPO/A
Ka4ecTBa, M OTCYTCTBYE BbIABMEHNA MUKDOOPIAHIBMOE A
OTOMLIBTENBHOIO KOHTPO/ILHOMO TECTa.
YTWIN3ALL<A oTxo aex»
YIUM3MpoBaTb MNOCe WCMOMb30BaHUA & COOTBETCTBUE, b
YKaBaHVIAMIV MO HaYIEXCALLEY TabOpaTOpHOI MPpaKTVIKE.
TABJINLIA CUMBOJIOB 1 0603HA4Et«<Hi4

CumBon 3HaueHne

Homep o karasiory
[N avarHocTvkn  vitro
lNpowvsseneHo
T TemneparypHble orpaH/4YeHns
Wcrnons3oBats A0
Homep naprin
lMepen, ucnonb30eTeM NpoqTUTE
ra VHCTRYKUMIO

Totbitoans CLUA. BruvaHve:

bHb 1 3aK0H CLLIA

OrpaHVYMBAET MPOIRKY SBHHONO
Mpribopa B Casial C BO/POCaaMm

II«H]» ¥ Y 139.a1rr|>p1—Ll,|>b||a'll\amA/|bH FIbKlavsogxesae»MpL Vb

0.31 iwwTOi Taiirobort M1LLIa», MAMAMAIUMHS Mnerwy|y«Tq > 1 1 a VO|>robber T awrraw (CoC KMKXMBIY aLp SMmiVInia UMKMM. We).
liorabsi MM ATCC. «OMMbY «lliab ™M— » MacauT nnawbie MOMeSb ATCCS T HOTO! t0pr—HMV USIPAMBI X1 M MXXCLLp «MLLIAALIM twiarmii» <ySbTyp

(Arancu) Typ* Qukura CosleMn)

NaOas AYyNM I'IaI/IMIHI'IM<<<M fIH TAraam him* g nusTal 0abCrMMHOCNA 0OOTBTCTENOLU* «/IMa/TbUaB.
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NoarotoBka 06pasLoB

BAXHO:

MNpumeyaHue:

MoaroToBka 06pasLoB OCYLLLECT BASET CA C UCMO/b30BaHNEM
cTaHuum npobonoaroToskn VIIbK MS. Heo6xoAMMO 03HAKOMUT bCA
C pasfenom o cTaHumu npobonoaroTosky VITEK MS B aHHOM
pykoBoacT Be (rnaea 2, O6pasubl) nepes NoAroTOBKON 06pasuos. B
CNnefyroLLLEM pasgene noApo6HO ONMcbiBaeTCA NPOLECC pa3MeLL,eHus
06pa3yo. Ha cnaiigax VITEK MS-DS. B rnasa 5, MNoaroToBeka cnaiigos

VITEK MS-DS v kapT VITEK® 2 B MO cTaHuum npobonoAroTOBKM
VITEK MS onwucaH BBOA MHopmaLmm 06 obpasuax ¢ MoOMOLLbH
cTaHuum npobonoaroTosku VITEK MS.

B atom pa3zene onwvcklBaeTcs NpoLeaypa NOATOTOBKMA MUKPOBMO/OTUHECKUX
006pasLoB and Macc-crnektpomeTpum no metogy MALDI-TOF ¢ ¢
1crosb3oBaHrem cucteMbl VITEK MS.

[na BbinonHeHWs n3vepeHusa B macc-cnektpometpe VITEK MS,
ncnonb3ytowym metog, MALDI-TOF, Heo6x0oMMO NOATOTOBUTL CBEXYHO
KynbTypy kanmbposouHoro wramma Escherichia coll ATCC® 8739 un ceexwin
obpaseL, KaK onvcaHo B pasgesne 06 ob6pasuax B JaHHOM PYKOBOACTBE (CM.
rnasa 2, Obpasubl). MyKpoOpraH/3mbIl, KOTOpbIe HEOOXOAMMO
MOEHTUOULMPOBATL, CHauana TpebyeTca N30/IMpoBaTh C UCMO/b30BaHNEM
MoAXofsLLeli cpeabl AN1S KyNbTypbl B COOTBETCTBUAN C OOLIENPUHATLIMM
MPOTOKO/MaMUW. PEKOMEHYETCA MCMOMb30BaTb KOIOHWM, AVaMETP KOTOPbIX
COCTaB/IAET OKO/I0 TPEX MUIMMETPOB. OfHAKO TakKe MOXKHO MCMO/Ib30BaTb
KOJTOHUN 3HAYUTENIbHO MEHBLLETO Wi 6O/IbLLIErO pasmepa.

Moaxoasiuwii pasMep KOMoHUN

«SSif
Kynbtypa nocne 18-24 yvacos
VHKyGaLWmn

WHky6auys wramma E.col ATCC 8739 gns kannbpoBky Jo/mkHa
OCYLLEECTBNATHLCA 0T 18 10 24 yacos npu TemnepaType 35 "C +-2 °CB
KPOBSIHOM arape.

VITEK* MS Pa6ounii npouecc PykoBoAcTBO Nonb3oBatens - KnmHuyeckoe Ucnonb3oBaHme 41

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MogroToBka cnaiiga VITEK MS-DS MoparotoBka 06pasLoB

MopgroTtoska cnanga VITEK MS-DS
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MpumeyaHwe:

Mpw paboTe co cnaigamn VITEK MS-DS Heo6xogmmo 1cronb3oBaTh
nepyaTK1 6e3 Nyapbl.
He pa3peluaeTcs NpukacaThCs K TOYKAM Ha craiige.

Cnaiig cnegyeT 6paTb 3a €ro KOHeL,
He paspelLiaeTcs HAANChIBA T WM UHBIM CIOCOGOM NoMeYaThb Criaiig,

Mepen fobasneHnem 06pasuos Ha cnaiig VITEK MS-DS ero Heobxoaymo
pasMeCTUTb Ha POBHOIA MOBEPXHOCTW, HaNPUMEP, CUIMKOHOBOM KOBPVIKW,
4To6bI NPELOTBPATUTL €70 COCKa/Ib3bIBAHWE B CTOPOHY.

Cnavig VITEK MS-DS, npegHasHaueHHbI gnst cuctembl VITEK MS,
npegcTasnsieT coboi ogHopasossii cnaing VITEK MS-DS ¢ BO3MOXHOCTLHO
pasmvetLeHnst 48 obpasuos. Cnaiig VITEK MS-DS paspeLuaetcs
1CNOsb30BaTh TOMIBKO OAUH pa3. MecTa pa3MelLieHrs 06pasLoB pasaesieHsbl
Ha TpY YacTy. Kaxkgast yacTb HasbiBaeTCst rpynnoii cobopa gaHHbIX. Tpu
HEOO/BLLIMX TOYKW B LIEHTPE Ka3kaoi rpynmbl coopa AaHHbIX Hesb3s
1CMOMb30BaTh ANA MAEHTUPMKALMN MUKPOOPraHU3MOB. 3TW TPW TOUKU (XAL,
xB1, xC1) npegHa3HaueHb! 4/151 BbIMOTHEHWS KasIOPOBKL.

Fpynnbl c6opa faHHbIX

XAl xB1 xC1

PasmelleHne KanmbpoBoYyHoOro wramma E. coHATCC® 8739
Ha cnange VITEK MS-DS

LLiramm E. co//ATCC 8739 cnefiyeT pa3smMecTuTb B CIeAYHOLLMX NO3ULMAX:
xAl, xB1, xC1, B 3aBMCYMOCTM OT KO/IMYECTBA aHa/IM3VPYyEMbIX 06pasLoB
(oaHa KanMBpoBOYHasA TOUKA Ha rpynnbl cOopa AaHHbIX U3 16 Touek).
Cobntofalite ykasaHWs OTHOCUTE/bHO MOArOTOBKM GakTepuid BO Bpemst
MOATOTOBKM KanmbpoBoyHoro wramma E. coli ATCC 8739.

VITEK® MS Pabouuii npoLiecc PykoBoOACTBO Mosb3oBatesisi - KnMHuyeckoe 1cnosnb30BaHmne
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Mogrotoska 06pasLIoB MoaroToBka GakTepuii

Mog,
MoarotoBka 6akTepuii

MNpumeyaHwue:

Mpw paboTe co cnangamu VITEK MS-DS He06x0avMO 1Cro/b30BaTb
nepyaTku 6e3 nyapbi.

=
3
2

BbinonHute OT60p Yyactn I'IO,CI,XO,ELFILIJ,GI‘/’I KOJIOHMM C MOMOLLIGHO MET/IN Ha 1 MK/

Y6e,u,|/|Ter B TOM, YTO BMECTE C KOJIOHVEN He OblinT B3SIT arap, Tak Kak 310

n
oTpuuatenbHO NOBNAET Ha CrekKTp.

5 Qo8
o8

N—

HeKoTopble MMUKPOOPraH3Mbl, HaMpPUMEP, CTPEMTOKOKKM, PacTyT B O4EHb

HEOO/bLUMX KOMOHMAX. B Takmx Ciydasax BbINoOHUTE 0T60p HECKOJ/IbKMNX
KO/IOHUI 1 pasmMmecTnTe nx B O,D,HOI7I TOYKe.

MpumeyaHue:

Mz 00

He pasmelLaiiTe 60/ee 0AHOIO (O4VMHAPHBIA PEXXUM PA3MELLIEHMS) U ABYX

(mBOVIHOV PeXKVIM pa3MELLLeHs) B OAHO Bpemsi nepes Ao6aBneHeM
MaTpVKca B LieIeBble TOUKN.

PasmecTtute 06pasel, B LEHTpe Touky. ObpaTtute 0co60e BHYMaHME, YTOObI
He pa3meLLaThb CIMLLIKOM 60MbLIoe KonmyecTBo. COOTBETCTBYHOLLEE

KOMMYECTBO [1151 OfIHOM TOUKE MOKA3aHO Ha PUCYHKE Hibke. ECiv KonmuyecTso
pasMeLLEHHON KO/IOHWM HEA0CTATOUHO, BO3bMUTE HOBOV MET/E eLle ofHy

YacCTb KO/IOHM.

o 0878
coQ® <X 0o>>g- o8
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Cnyikom MHoro - Crivtikom mano B Hopive B Hopwme

PasmaxbTe o6pa3eL|, TOHKMM C/T0OEM Ha TO4Ke, nocsie Yyero Bbl6pOCbTe
MCNO/b30BaHHYH MET/HO.

OTKpoOI¥iTE MMKPONPOGUPKY, coaepKaLLyto matpuke VITEK MS-CHCA.
[Jo6asbTe poBHO 1,0 MK MaTpUKCa B LIEHTP TOUKX. BbiGpOChTe HAKOHEUHUK

nuneTk. MNocrne 31oro ocTaBbTe CycrneH3uo U3 MUKPOOPraHM3MOoB U
MaTtpuKca ans NnonHoro BbICbIXaHUA.

Kateropmyecku pekoMeHzyeTcs pa3meLLarts MaTpyKC TakM 06pasom,
Kak ykasaHo B paboueli npoueaype ctaHumm npobonparotoBkm VITEK
MS gnsa Gaktepwi:

e 210 2 B ABONHOM peXnMve,

e 1o 1B oguHapHOM pexxuvme.

MpumevaHue: MaTpuke VITEK MS-CHCA cofepkuT opraHuyeckue pacTBOpPUTENN B
BbICOKOI KOHLIEH T paLiyv; peKOMeHye T ¢Sl 3aKpbITh MPoBMpKy nocrne
0T 60pa TpebyemMoro Konn4ecTBa, YT00bl MPefOTBPaTUTb UCTapEHVE.

VITEK* MS Pa6ouuii npouecc PykoBoZCTBO Nosb3oBaTensi - KNMH1MYeckoe Ucnosb30BaHme
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MoaroToBka GakTepuii MoaroToBka 06pasLoB

BbInomHUTE Takve e AelicTBuA A9 BTOporo obpasua nT. .

MpUMEPHO Yepes NATb MUHYT NPOBEPLTE KPUCT/M3ALMIO Ha TOUKaX.
HeonbITHble NMO/b30BATENIN MOTYT MPUMEHSITH /151 3TOTO YBE/IMUUTESNTbHOE
CTeK0. VI3MepeHve GYAET YCrELUHO BbIMNOHEHO TO/ILKO B TOM Cy4ae, ecim

03-01
3 ° am BUOHbI KPMCTA/ITbI MATPYKCA B BUAE XKETOBATOM M/eHKU. B naeansHOM
0 C C% cnyyae 60/bLLIas YacTb NOBEPXHOCTY TOUKW AO/MKHA ObITh MOKPbITA
. gw KpyicTaniamu.
n
-0
O g
2
0- ¢
I O
n
(1) |
X
) 8
Lu ~
X 3 Mocne nogrotoskv cnarinos VITEK MS-DS Heo6xoavmo B TeueHue 48 YacoB
0 BbIMOJ/HATL WX aHa/In3.
03
(?3 [lo npoBeaeHUs aHanM3a NOArOTOB/EHHbIE Calabl CNefyeT XpaHWTb Mpu
N ~
> [ 8 . KOMHATHOI Temnepatype.
b LLI
S
0 o R
X
L 0
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MoaroToBka 06pasLioB MOATOTOBKA PONCKEBBIX PUGOB

MoAroToBKa APOXKXKEBbIX FPUOGOB

Mpumeyvanue: TMpu paboTe co cnagamm VITEK MS-DS Heo6X0AMMO MCnofb3oBaTb
nepyaTKu 6e3 nyapbl.

MoaroToBKa APOXOKEBLIX TPUO0B OT/IMYAETCS OT CTaHAAPTHOW NpoLeaypb!
Tem, yTo nepep gobasneHviem matpukca VITEK MS-CHCA Ha obpasely
CHavana HaHocutcs npenapar VITEK MS-FA.

[poxokesble rprbbl cpasy noce 06paboTkm
¢ nomousto VITEK MS-FA

HauHwTe ¢ pasmeLLeHms obpasia B CoOTBETCTBYOLLEM MecTe craiga VITEK
MS-DS corfiacHO CTaHZapTHOM npoueaype. Pa3madkbTe KOMIOHMKO TOHKUM
cnoem. [lob6asbTe 0,5 Mkn npenapara VITEK MS-FA. PasamecTtnTe BTOpol
o6paseL, 1, MCMOosb3ys HOBbIVi HAKOHEYHWK NUMETKW, f06aBbTe K Hemy 0,5
Mk VITEK MS-FA nt. 4.

Mpumevanune: MaTpuke VITEK MS-CHCA cofepxuT opraHuyeckve pacTBOpUTENN B ol

BbICOKOW KOHLIEHTPaLK; PEKOMEHAYETCS 3aKpbITb MPOGHPKY nocre
0T6opa TPeByemoro KofMYecTBa, YT06bl NPeAOTBPATUTb MCTapeHye.

[ns athheKTMBHOM 3KCTPaKLMM BaxkHO obecneunTs mucnapeHne VITEK MS-
FA nepen pobasneHemM Marpykca. B 3aBMCMMOCTI OT BT@XKHOCTY BO3AyXa 1
ApYruX (hakTopoB 4/15 3TOro 00bIMHO TPEBYETCA OT OAHOM A0 TPEX MUHYT.

[Jo6asbTe 1,0 mkn matpukca VITEK MS-CHCA, ucnonb3sys Ty e
npoLeaypy, YTo 1 Ana 6akTepuid.

Ha ogHom cnaiige VITEK MS-OS MOXHO NMOArotoButs 06pastisl ¢
MpMMEHEHneM 06emnx npoueayp (a8 6akTepuii 1 APOXOKEBLIX IPMOOB).

YKA3AHMUE:
He paspewaetcs npumeHats VITEK MS-FA ans o6paboTku
KannbpoBOUHbIX WTaMMoB E.co// B nonoxeHuax xAl, xB1, xC1.

Mocne noarotoBk/ craiigos VITEK MS-OS Heo6xoamMmo B TeueHUe 48 yacoB
BbIMO/THUTL WX aHa/IN3.

[lo NpoBeaeHs aHa/13a NOAroTOB/EHHbIE Caiiabl CieflyeT XpaHWUTb Mpu
KOMHATHO TeMMnepartype.

VITEK* MS Pa6ounii npouecc PykoBoacTBO nonb3oBarens - KnuHnyeckoe vcnonb3osaHue 45
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* dnéos
MoproToBka MUKobakTepuii MoaroToBka 06pasLIoB

MoArotoBka MUKOGaKTepuii

MpumeyaHmne: [pu paboTe co cnaiigammn VITEK MS-DS HeoBXoaNMOo 1Cronb3oBaTh
nepuaTky 6e3 nyapbl.

N
Co D |7| MoarotoBka MVKOBaKTepuiA OT/IMYAETCS OT CTaHAAPTHONM MpoLeaypb! TEM,
A yto nepep fobasneHem matpukca VITEK MS-CHCA Heobxoavmo
0 &| g BbIMO/IHATL MHAKTUBALMIO.
- 9
A 13 NHakTnBayms
0
2
o- YKA3AHUE:

OnucaHHbIN HWKe 3Tan MHaKTnBaunnm A0/HKEH BbIMO/THATLCA C
ncnosb3oBaHnem 3awUTHOIo MI/IKpO6I/IOI'IOFI/I'-IeCKOFO LIJKaCba.

MMKPOOPraH13Mbl, KOTOpble HEOBXOAVMO UAEHTU(GMLIMPOBATL, CHaYa/1a
TPebyeTcs M30/IMPOBATH C KCMO/L30BAHNEM MOAXOASLLEN cpeabl Afis
Ky/IbTypbl B COOTBETCTBUM C OBLLEMPUHSATLIMW NPOTOKOMAM.

MoAaroToBbTe MUKPOMPOOMPKY (2 MiT) ¢ 50 MK TPMATOPYKCYCHOM KACOTbI
(TFA) ons Kaxxaoro Nofy/iexaLlero naeHmmkaumm obpasua.

BosbMuTe OT TBEpAOW Cpefbl MMHUMALHOE KOMMYECTBO BakTeprasibHbIX
K/METOK, 3KBMBASIEHTHOE 2/3 OT OTKa/IMOPOBaHHOM NeT/n Ha 10 MK, 1
[06aBbTe B3ATOE KOMYECTBO HENOCpeaCTBeHHO B TFA. [ins nosyyeHns
Tpe6yeMoii roMOreHHOCT HeOBXOAMMO BCTPSXMBATL BaKTepUanbHYH
CYCMEH3MIO B TEYEHWE HECKO/BKUX CEKyHA,. ocne 3Toro HaumHaetes aran
VHaKTVBaLWK, [/151 3aBepLUEHNs KOToporo Tpebyetcs nofoxaats 30 MUHYT.

TE XX
'Q OBOAOOO = Y = =T O@E:I-\) = o—E

8 o7

[oarotoBka CycneHsnm

VHaKTMB1POBaHHYIO CycrneH3uo cnefyeT pa3tasuTb B COOTHOLLEHNN 1 K 10,
[06aBviB gnsa 310ro 450 MKN fEMUHEPANIM30BaHHO 11 IENOHW3VPOBAHHON
BOAb! B MVKPOMPOGVPKY. BeTpsixuaiite nMpobupky B TEHEHNE HECKO/bKUX
cekyHa. Tenepb CycneH3ws rotoea 15 pasMeLLeHns Ha cnaige VITEK MS-

DS.

4-6 VITEK® MS Pab6ounii npouecc PykoBogacreo nonb3osatensi - KnuHnyeckoe 1Ucnonb3oBaHmne
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MopgrotoBka 06pasLoB MoaroToBka nnecHeBbIX rpuboB noj

Pa3meLleHune

C MOMOLLbIO MVIKPOMMMETKM pasmecTuTe 1 MK NOATOTOB/IEHHO CycreH3un

Ha COOTBETCTBYHOLLEli TOUKe. /Icnonb3ysi HOBbIV HAKOHEUHVIK NUMETKN,

pa3MecTuTe creaytoLmii obpasel, nT. 4. [avite obpasuam BbICOXHYTb (OT 5

[0 10 muHyT), nocne yero gobassTte 1 Mk Matpukca VITEK MS-CHCA. B 5
3aBMCMMOCTW OT B/I2XKHOCTW BO3yXa W Apyrux hakTopoB f151 BbICbIXaHWs

06bI4HO TPebyeTCH HECKOMBKO MUHYT. BadkHO 106aBWTb MaTPUKC UMEHHO -3
MOC/1e MOJTHOO BbIChIXaHWA MHAKTVBMPOBAHHO GaKTepUasnbHOM CYCreH3uM. 10
OB6bI4HO f151 3TOrO TPEByeTCa OT OAHON A0 TPEX MUHYT.

YKA3AHUE:

C
Mocne NoAroToBKM cnalifia HEO6X04MMO B TeUEHWE 2 YAaCOB BbIMOMHUTb
ero aHanus.

MNoarotoBka naecHeBbIX FpI/I6OB

YKA3AHUE:

TpebyeTca NCNOMb30BaTh 3aLUTHbIV WKad, HaaeTb NabopaTopHbIi
xanat, nepyaTku U HapyKaBHUKWU. s OUMCTKU MaTtepuana cnegyet
MPUMEHATL COOTBETCTBYIOLLME NPOLEeAYpbl 1 CPesCcTBa.

B HacTosiliee BpeMsi NPOLECC YTBEPXLLEHMS NPOLLEN TONbKO
OEKCTPO3HbIii arap Cabypo.

52820
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1) CmouuTe BaTHyHO NAsIoUKy CycrieH3ueld 1 BO3bMUTE YacTb MN/IECHEBbIX
rpr6oB (BO3MOXEH OTOOP Crop WK rMgoB).

<5

MpumeyaHve: He youpaiiTe arap.

2) [OBTOPHO MPWUrOTOBLTE CYCMEH3MIO N/IECHEBLIX IPMBOB B MPOGUPKE TUNa
Eppendorf Ha 2 mn, cogepxkatieii 300 MK cpebl 415 cycneHsvn API.

VITEK* MS Pa6ouuii npouecx: PykoBoACTBO nonb3oBartens - KnuHuyeckoe Mcnosnb3oBaqve 4-7
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MOATOTOBKa MNECHEBbIX rPUGOB MoAroToBKa 0GPa3LIoB
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3) [obasbte 0,9 mn 99,8 %, 96 % WM abCOMOTHOTO 3TaHONA.

(@]
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.
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o
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D) % 4) BbInonHWTe 06paboTKy B LIEHTPUYre B TEUEHWE ABYX MUHYT C
Jﬂl ; C], yacToToli BpaLtieHnst 10 000 06/MuH.
/(-)8 )3( MpuMeyanue: OBpaTUTE BHAMaHVe, YTO BPEMS LeH T pUdyripoBaHms Heobxoaumo
-3 M3MEHUTb B 3aBUCUMOCT Y OT npubopa (Hanpumep. 2,30 MUH C Lienbio
w nosyyeHns 2 MuH npy 10 000 o6/myH). Kpome Toro, ecnu anis
" 8 LeH T pudhyrpoBaHus TpebyeTcs U3Bneub NPOGUPKM 13 3aLLMTHOIo
LWkada, crefyeT TLWATENbHO O4MCTUTb SIPOOUPKM C UCTOMb30BaHNEM
3. 8§ O Ccropoy6yBaroLLEero CPpeAcTBa, YTobb! NPeaoTBPaTUTb 3arpa3HeHue
'§ 8-(30 5) Y6epwute HafOCaA0UHYHO XUOKOCTb C MOMOLLBHO MAMETKN.
r 12

6) [o6asbTe 40 MK MypaBbUHON KUC/OThI B KOHLEHTpaumn 70 %* n
BbINO/HUTE MepeMeLLIMBaHIe (BCTPSXUBAHUE).

MNpumeyaHue: 'MypaBbuHasA KUCIOTA B KOHUEHTpaumm 70 % fo/mkHa MOAroTasMBa T bCA
KaoKblii pas, korga TpebyeTca BoiNOMHATb MASH T UMKALWAIO NECHEBbIX
rprboB. MoAroToBKa A0/MKHA MPOU3BOAN T BCA B 3aLLYTHOM XUMUYECKOM
LUKadhy creaytoLLym 06pas3om: 3 06beMHbIX YacT U cpefbl A1 CYCreH3un +
7 06BbEMHBIX YaCT el YICT O MyPaBLMHON KUCOT b,

7) [o6asbTe 40 MK aLETOHUTPWIA U BbINOSHUTE NEPEMELLIVBaHYE
(BCcTpsxvBaHUe).

4-8 VITEK* MS Pa6ouuii npouecc PykoBoACTBO Nosib3oBatesisi - KnMHuYeckoe Mcnosib3oBaHme
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VITEK* MS Pa6ouuii npouecc PykoBoACTBO nosib3oBatens - KnvHuyeckoe 1ucnosb3oBaHmne

Mopgrotoska o6pasLos MoarotoBka nnecHeBbIX rpubos

8) BbINoNHMTE 06PAGOTKY B LIEHTPUGYre B TEUEHUE ABYX MUHYT C
yactoToi BpaweHus 10,000 06/MuH.

v\
SamV

9" Pa3mecTute Ha cnaige 1 MKn HaaoCagoUHON YAKOCTU.
10) [aiite 06pasLly BbICOXHYTb.

11) [o6asbTe 1 MK Matpukca CHCA.

12) faiite 06pa3Ly BbICOXHYTb.

YKA3AHMUE:

Mocne nogrotToBku cna|7|,qa H606XO,CI,VIMO B TeYeHMe 2 4acoB BbIMOJIHUTb
ero aHaauns.

4-9
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HeypauHble ciyyav npy NoAroToBke 06pasLioB MoaroToBka 06pasLoB

HeypauHble cnyyan npu noarotoBke o6pasuos

3arpsasHeHue

Ecnmn He ogHa v3 no3viuwii 06pa3os Ha cnainge VITEK MS-DS He gaet

YO0BNETBOPUTE/bHBIX PE3Y/BTATOB UAEHTU(PMKALWMW, MPOBEPLTE BHELLHWIA

BWZ, pa3melLieHHbIX 06pas3LoB (06paseL, pacnpefeneH 3a orpaHuumTe bHble

Bpse,qenbl,)o6pa3eu, C/MLLKOM CYXOW 1 oTcnamBaeTcs oT cnanga VITEK MS-
nT. 4.

Ecnu npvuvHOI HeyA0BNETBOPUTESbHBIX PE3yIbTaToB CTa/N 3arpsisHeHue
WM N10Xas KpUCTaUIN3aums Wi eciiv He bl 106aB/eH MaTpyke,
BO3bMMTE HOBbIV criaiig VITEK MS-DS v nosTopuTe npoueaypy.

Cnaiigbl VITEK MS-DS fomkHbl XpaHWTbCA 6e3 focTyna Mbuiv, OH1
npeaHasHaueHb! TONLKO /1 OAHOPA30BOr0 WCTO/Mb30BaHUS.

Mpv pa6ote co craitgamm VITEK MS-DS Heo6xoAMMO MCrob30BaTh
nepyatkv 6e3 nyapbi.

He paspeluaeTcs npukacatbCs K BepxXHe cTopoHe cnainga VITEK MS-DS
repez ero 1cnosnb3osaHvieM. CneflyeT NpeaoTBpaTUTb 3arpsisHeHVe cnainga
VITEK MS-DS 6aKrepusiMui; Ha Hero He [0/MKHbI NONacTb 6pbIr
YKWIKOCTENA.

He paspeLuaertca 1cnonb308athb NeTn, KOTopbIe MOTIM KOHTaKTMPOBaTb C
YeM /MB0 APYrMM KpoMe aHamM3vipyemoro LUTaMMa.

3axBar arapa BMEeCTe C KOSIOHMEl MOXET NPMBECTU K VIOXVM pe3y/ibTatam
VAEHTU(MKALIIA.

Cnepiyet ybeauTbes B TOM, UTO ANa paboTel ¢ MatpukcoM uin VITEK MS-FA
1CMOSb3YIOTCA TOMbKO CBEXKIE Y CTEPUSIbHBIE HAKOHEUHVKW MUMETKN.

HeBepHOEe KO/MYECTBO KOJIOHUN

B 06LLEM 1 LIeNIoM, aBTOMAT13MPOBaHHOE M3MEpPEHME MO3BOJISET NOYUUTL
CMEKTPbI BbICOKOrO KauecTBa A1 60/bLUIOro Ayana3oHa KonnyecTsa
KMETOYHOTO Matepuana, pasMeLLeHHoro Ha cnaige VITEK MS-DS. OgHako
C/IMLLKOM Masioe U CAMLLKOM 60/1bLUIOE KOSIMHECTBO KOJIOHMM MOXET
MPVBECTW K HEBO3MOXHOCTU MOyYeHUst CNEKTPOB WM K NOyYEHIO
CMEKTPOB HM3KOrO KauecTBa. PasMeLLieHre HeJOCTATOHHOMO KOMIMYeCTBa
06bI4YHO MPVBOAMT K TOMY, YTO He yAAeTCs MOMYYnTb HAKAKMX AaHHbIX
CNEKTPOB. Pa3mellieHne CAnLLKOM 60/1bLLOrO KOMMYECTBa SB/ISETCA YacToi
MPVHYHOV HEOMTUMA/TLHOW PaboTbl CUCTEMBI. ECIM pasMELLIEHO CIMLLIKOM
60/1bLLIOE KOMMYECTBO KOJIOHWM, KNETKWA MOTYT 6bITb HEAOCTATOUHO XOPOLLIO
CyCrneHAMpOoBaHb! B CYCreH3uM MaTpuKea. 310 3aTpyaHseT npoLece
3KCTPaKLMM 1, CNeAoBaTe/ibHO, (POPMUPOBAHIE KPUCTA/IIOB C MOMOLLLIO
MaTpUKCa.

Heo6X0f/IMO NMOMHUTb, UTO KO/IOHWM B YalLKax C arapoM MOTYT CEpbe3HO
OT/IMYaTLCS MO PasMEpy, CTPOEHUIO UMM BA3KOCTY, YTO TpeGyeT agantauym
METOZi2 HAHECEHMS! Ha Craiif.

4-10 VITEK* MS Pa6ouuii npouecc PykoBoACTBO Nonb3oBatensi - KNMHUYeckoe Mcnosb3oBaHne
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MogroToBka 06pasLoB

HeyaauHble cyyav npy NoAroToBke 06pasLoB

HeBepHOe HaHeceHne MaTpuKca

Heobxoaymo ybeautsest B TOM, YTO Beerga A06aBnseTcs ToNbKO TpebyeMblii
06beM Matpukca. Mpu rcnonb3osaHUy Matpukea VITEK MS-CHCA B
KaXKyto TOUKy fo6aBnsaetca 1 Mk, B TO BPEMS KaK MPU UCTO/b30BaHWM
VITEK MS-FA onsa akcTpakUmm ApOoMOKeBbIX rprboB f06aBseTcs BCero

0.5 MKn. Ecnv B TOUKy M0 OLUMOKe He Bbu1 J06aBNeH MaTpyKe, MosydeHne
pe3ynbTartoB UAEHTUDUKALIN HEBO3MOXHO.
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MepeBof AaHHOrO TEKCTa C aHrNIACKOTO A3blKa Ha PYCCKUiA A3bIK CAeNaH MHOi, nepeBogunkoM MamenoBbiM
TumMypom [>KaBaHLiMpoBnyeM. Tpe6oBaHus K TEKCTY nepesoa (MakcumanHas TOYHOCTb, FpaMoTHoe
U3N0>KEHNE) MHE Pa3bsICHEHbI.

MpuHumalo Ha cebs JINYHYKO OTBETCTBEHHOCTb 3a BEPHOCTb BbINO.MHEHHbLIX .MHOK NEPEBOAOB.

Fop%,q MockBa
TpeTbero NNA ABe TbICAYN YeTbIpHAALATOro roja

A, Aknmos Mne6 bopucosuy, HoTapuyc ropoga MockBbl, CBULETENCTBYHO MOA/IMHHOE
nognucK, caenaHHon nepeBogunkom MamegosbiM TUMypom [KaBaHLIMPOBUYEM B MO<
NpUCYTCTBUW. JINYHOCTL €ro yCTaHOB/eHa.

, 00y;-
3aperncTpmpoBaHo B peecTpe 3a No

B3bickaHo no Tapudy 150 py6.

HoTapr

Bcer6"i|iMSBapei”f*0, npoHymMepoBaHO

N CKpenneHo neyatolo M5 JIUCTOB

Hotapu” n
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Operational Documentation For Medical Device

VITEK MS-FA - Revision O

Designer:

bioMerieuxS.A,

Chemin de I'Orme, 69280, Marcy-I'Etoile, France
Tel : +33 (0) 478 872 000

Fax : +33 (0) 478 872 009

Website : www.biomerieux.com

Manufacturer:

bioMerieux S.A,

Chemin de I'Orme, 69280, Marcy-I'Etoile, France
Tel : +33 (0) 478 872 000

Fax : +33 (0) 478 872 009

Website : www.biomerieux.com

Name and address of Production site:

bioMerieux S.A,

3 route de Port Michaud, 38390 La Balme les Grottes, France
Tel :+33 (0) 478 872 000

Fax : +33 (0) 478 872 009

Website : www.biomerieux.com

Approved by:

Full name: Stephanie HOMOLLE
Position; International Regulatory Affairs Specialist
Company Name: bioMerieuxS.A.

Signature:  SrU U rw udk.
Vu pour certification

materielle de la Signature
Stamp: deM. (IO O

bloMénenx SA PoyfAeHresident

Chemin de I'Orme
69280 Marcy I'Etoile - France
Tél. 33 (0)4 78 87 20 00
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R6ference interne : 14/00412

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Republique fransaise
Le present acte public
2. aete signe par V. DAMIAN
3. agissant en qualite d’agent habilite
4. est revetu du sceau/timbre de la Chambre de Commerce et
d’Industrie de LYON (RHONE)

Atteste

5.a LYON

6. le 03 F6vrier 2014

7. par le Procureur General pres la Cour d’appel de Lyon

8. sous le n°yJoU€

9. Sceau HO. Signature
Berengere “"INEMIAN

'VApostille confirme seulement l'authenticit4 de la signature, du sceau ou
timbre surle document. Elle ne signifie pas que le contenu du document est
correct ou que la Rdpublique frangaise approuve son contenu."
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Content of Technical Documentation according to Appendix G of the
"Methodical Recommendations Regarding the Procedure for an Expert
Examination of Quality, Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use Name of the device (IVD MD)

Purpose of the IVD MD

Indication that the IVD MD is intended for use
for clinical laboratory diagnostics

Designated user

Operational Documentation for Medical device

VITEK MS-FA - 411072 (01/2014)
& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Information
required

Does it appear in
the Package insert?
(Yes/No)

Yes

Yes

Yes

Yes

Where to find the information?

VITEK MS-FA
Top of the first page of Package Insert
(P1)

Top of the first page of PI

VITEK MS-FA is an auxiliary reagent for in
vitro diagnostic and microbiological
control. It is intended to be used for the
preparation of samples for further
analysis by means of MALDI-TOF (Matrix-
Assisted Laser Desorption/lonization -
Time Of Flight), exclusively on VITEK MS
mass spectrometer, manufactured by
bioMerieux S.A., France (registration
certificate No. FSZ 2012/12091 from
05.05.2012).

A set of reagents (including VITEK MS-
FA) is used to conduct a compulsory
stage of preparation of microorganisms
sample. The preparation of yeasts differs
from the standard procedure in that
VITEK MS-FA is applied to the sample
prior to adding the matrix.

Section: Warnings and Precautions of PI

Section: Warnings and Precautions of PI

Page 2 of 9



Content of Technical Documentation according to Appendix G of the Information Does it appear in
"Methodical Recommendations Regarding the Procedure for an Expert required the Package insert? Where to find the information?
Examination of Quality, Efficacy and Safety of Medical Devices" (Yes/No)

Section 1: Instructions for Use Test principle N/A Not applicable in this case:
VITEK MS-FA is an auxiliary reagent for in
vitro diagnostic and microbiological control. It
is intended to be used for the preparation of
samples for further analysis by means of
MALDI-TOF (Matrix-Assisted Laser
Desorption/lonization - Time Of Flight),
exclusively on VITEK MS mass spectrometer,
manufactured by bioMerieux S.A., France
(registration certificate No. FSZ 2012/12091
from 05.05.2012).
A set of reagents (including VITEK MS-FA) is
used to conduct a compulsory stage of
preparation of microorganisms sample. The
preparation of yeasts differs from the
standard procedure in that VITEK MS-FA is
applied to the sample prior to adding the
matrix.

For more information, see:

e Section 4 of User Manual - 4501-2233 - C -
en - NA - VITEK MS Clinical Use - Workflow

e Section 4 of User Manual - 4501-2233 - C -
ru - NA - VITEK MS Clinical Use - Workflow

Description of reagents, calibrators and N/A Section: Content of the kit of Pl
control materials. The kit does not contain any calibrators and
control materials.

Operational Documentation for Mcdical device' Page 3 of 9
VITEK MS-FA-411072 (01/2014)
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Content of Technical Documentation according to Appendix G of the "Methodical
Recommendations Regarding the Procedure for an Expert Examination of Quality,
Efficacy and Safety of Medical Devices"

Does it appear in

the Package insert? Where to find the information?
(Yes/No)

Information
required

Section 1: Instructions for Use List of the delivered materials making part of N/A Not applicable in this case:
the IVD MD The kit does not contain any accessories
List of accessories nor need special materials
List of special materials required to conduct an
analysis, but not delivered with the MD set

Indication of any special storage conditions (e.qg. X Yes Section: Storage conditions of Pl
temperature, light, humidity, etc.) and/or special
conditions of handling the IVD MD

Stability parameters (storage conditions, shelf life X Yes Section: Storage conditions of PI
L after the first opening, storage conditions and
stability of working solution, where applicable)

For IVD MD delivered as a sterile product - N/A Non-sterile
indication to its sterile condition, sterilization

method and instructions in case of damaging sterile

packaging.

Information regarding warnings, precautionary X Yes Section: Warnings and Precautions of Pl
measures and restrictions on the use of the IVD
MD. i

Operational Documentation for Medical device Page 4 of 9
VITEK MS-FA - 411072 (01/2014)
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----- AtecblMMalo”~nmentation according to Appendix G of the "Methodical Does it appear in

fRrcom"mendations Regarding the Procedure for an Expert Examination of Quality, In:s;:"liz:;z)n the Package insert? Where to find the information?
Efficacy and Safety of Medical Devices" (Yes/No)
Section 1: Instructions for Use Warnings and/or precautionary measures X Yes « Section: Warnings and Precautions of
associated with potentially infectious materials Pl
contained in the IVD MD. * Note: VITEK MS-FA does not contain
any potentially infectious materials.
However all specimens, microbial
cultures and inoculated products to be
analyzed on VITEK MS instrument
should be considered infectious and
handled appropriately.
As applicable: X Yes Section: Warnings and Precautions of Pl
special requirements for the premises
special training
special qualification of the expected user of the
IVD MD.
Conditions for collection, processing and N/A Not applicable in this case: the VITEK
preparation of samples MS-FA is used to pretreat yeasts to
Information about stability of the analyzed facilitate their identification according to
samples the MALDI-TOF method.
Information required to verify whether the IVD MD X Yes Section: Warnings and Precautions of Pl
is installed correctly and is ready to for safe
operation
Recommendations regarding the quality control X Yes Section: Quality Control of PI
procedures, where applicable.
Operational Documentation for Medical device* Page 50f 9

VITEK MS-FA-411072 (01/2014)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Content of Technical Documentation according to Appendix G of the "Methodical
Recommendations Regarding the Procedure for an Expert Examination of Quaiity,

Efficacy and Safety of Medical Devices"

Section 1: Instructions for Use Information about metrological traceability of the

values assigned to the calibrators and the materials

for control of correctness, including an indication
to the applicable reference materials and/or
reference measuring procedures of higher levels.

Analysis procedure, including calculations and

interpretations of the results, and, \where

applicable, information about the feasibility of

confirmation tests.

Analytical parameters, such as sensitivity,
specificity, correctness, repeatability,

reproducibility, detection limits and measurement
range, including information regarding control of

known interfering agents, restrictions of the

method and use of available reference materials

and measurement methods.

Clinical efficacy parameters, such as diagnostic
sensitivity and diagnostic specificity, as applicable.

Biological reference interval, where applicable.

o

Operational Documentation for Medical device
VITEK MS-FA-411072 (01/2014)
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Information
required

AN VAN

E(.(ci: t

Does it appear in
the Package insert?
(Yes/No)

N/A

N/A

N/A

N/A

N/A

Where to find the information?

Not applicable in this case;
The kit does not contain any calibrators
and control materials.

Not applicable in this case:

«VITEK MS-FA does not have any
measuring function.

«VITEK MS-FA is used to pretreat yeasts
to facilitate their identification
according to the MALDI-TOF method.

Not applicable in this case: the VITEK
MS-FA is used to pretreat yeasts to
facilitate their identification according to
the MALDI-TOF method.

Not applicable in this case: the VITEK
MS-FA is used to pretreat yeasts to
facilitate their identification according to
the MALDI-TOF method.

Not applicable in this case; the VITEK
MS-FA is used to pretreat yeasts to
facilitate their identification according to
the MALDI-TOF method.

- L L d

Page 6 of 9



6oithe Methodical Does it appear in

Lo .. Information ) ) . .
tT-~AA27rt’E<arriination of Quality, required the Package insert? Where to find the information?
~AMed.cal Devices (Yes/No)

about interfering substances or N/A Not applicable in this case: the VITEK
restrictions associated with the sample, which can MS-FA is used to pretreat yeasts to
impact the study result. facilitate their identification according to
the MALDI-TOF method.

Warnings and/or precautionary measures Yes Section: Waste disposal of Pl
associated with the safe disposal of the IVD MD
and accessories, if any

Name of the manufacturer and/or its authorized Yes Bottom of last page of PI
representative, as well as their addresses and

contact details, from which technical advice and

support can be obtained.

Instruction of the user of the necessity to furnish a No See bottom of last page of Technical and
notice containing the respective information to the Operational Documentation for VITEK
Federal Service on Surveillance in Healthcare of the MS-FA.

Russian Federation according to the applicable laws

in case of detection of any side effects which are

not specified in the instruction for use or the

operation manual of the medical device, the

adverse reactions during its use, the peculiarities of

interaction of medical devices one with another,

the facts and circumstances posing threat to the

life and health of citizens and healthcare

professional in the process of application and

operation of the medical devices.

tc <rl <* ,(LI< e o

Operational Documentation forMedital device Page 7 of 9
VITEK MS-FA - 411072 (01/2014) /",
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Content of Technical Documentation according to Appendix G of the "Methodical Information Does it appear in
Recommendations Regarding the Procedure for an Expert Examination of Quality, required the Package insert? Where to find the information?
Efficacy and Safety of Medical Devices" (Yes/No)
Section 2: Additional Detailed information about the analysis procedure, N/A Not applicable in this case: VITEK MS-FA
instructions including preparation of reagents, matrix is not intended for self-testing
of use for the IVD MD taking/preparation of a sample, and information 1 nor for near patient testing.
intended for self-testing or regarding the procedure for conducting the test
testing near the sickbed and calculating the results.
Recommendations regarding the user's actions N/A Not applicable in this case: VITEK MS-FA
in case of a positive, negative or indefinite matrix is not intended for self-testing
result; nor for near patient testing.
Information about the test restrictions and the
possibility of obtaining falsely positive or falsely
negative results, as well as information
regarding any factors which may influence the
test result (e.g. age, sex, menstrual periods,
infections, exercises, diets or medicine
administration).
For IVD MD intended for self-testing - an indication N/A Not applicable in this case: VITEK MS-FA
to the fact that the user should not make medical matrix is not intended for self-testing
decisions without the prior consultation with the nor for near patient testing.

healthcare professional.

On issues related to the quality of medical products "VITEK MS-FA™, and in case of detecting any side effects specified neither in the instruction for use nor

the operating instructions on the medical devices, of adverse reactions when used, interaction of medical devices, as well as facts and circumstances

endangering the life and health of citizens and medical professionals during the use and operation of medical devices please contact Authorized

representative of the manufacturer:
LLC "bioMerieux RUSS"

Operational Documentation for Medical device e o Page 8 of 9
VITEK MS-FA-411072 (01/2014)
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%\\n Tpl./fax: (495)221 1079
0 e-mail: nffice.ru@eu.biomerieux.com
U (arroscoy Website: www.biomerieux-russia.com
rbenevskaya Street
Building 20

structure 11
The reports on possible side effects not specified in the instruction for use or the operating instructions on the medical devices, of adverse reactions when

used, interaction of medical devices, as well as facts and circumstances endangering the life and health of citizens and medical professionals during the use
and operation of medical devices will be sent to the Federal Service for Supervision of Health Care in accordance with applicable law.
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ITEK MS-FA for use with VITEK® MS \'D,

spectrometry is a method for the detection and identification of molecules of interest by measuring their

‘Monoisotopic mass. VITEK MS-FA is used to pretreat yeasts to facilitate their identification according to the MALDI-TOF

itticd (Matrix-Assisted Laser Desorption lonisation-Time Of Flight). Itis used exclusively with the VITEK MS instrument
ISindicated in the VITEK MS Workflow User Manual ref. 4501-2233.

ONTENT OF THE KIT

Individual packaging:
411072 VITEK MS-FA=5X 0.5 m

COMPOSITION OF THE VITEK MS-FA

Theoretical formula
[ S0 11 a7 (X "o 1o [ o) Y 40.67 g

(* Medium C : CORROSIVE
R34 : Causes bums.
526 : In case of contact with eyes, rinse immediately with
plenty of water and seek medical advice.
527 : Take off immediately all contaminated clothing.
528 ; After contact with skin, wash immediately with soap
and plenty of water.
S36/37/39 : Wear suitable protective clothing, gloves and
eye/face protection.

For more detailed information consult the material safety data

sheet available on request.

WARNINGS AND PRECAUTIONS

« For in vitro diagnostic use and microbiological control.

« For professional use only.

eFor US Only: Caution: US Federal Law restricts this
device to sale by or on the order of a licensed
practitioner.

«All specimens, microbial cultures and inoculated
products should be considered infectious and handled
appropriately. Aseptic technique and usual precautions
for handling the bacterial group studied should be
observed throughout this procedure. Refer to "CLSI®
M29-A, Protection of Laboratory Workers From
Occupationaiiy Acquired Infections', Approved Guideline
- Current revision™. For additional handling precautions,
refer to "Biosafety in Microbiological and Biomedical
Laboratories - CDC/NIH - Latest edition”, or to the
regulations currently in use in each country.

« Do not use the VITEK MS-FA after the expiration date.

« Before use, check that the cardboard box is intact.

STORAGE CONDITIONS

= Before use, store the tubes at 2-8°C.
*VITEK MS-FA may be kept for up to 2 weeks after the
tube has been opened.

QUALITY CONTROL

VITEK MS-FA is systematically quality controlled at
various stages of its manufacture.

For users who wish to perform their own quality control

tests, follow the test procedure described in the VITEK

MS Workflow manual using the following strains:

. Candida glabrata ATCC® MYA-2950™

 Escherichia coli ATCC® 8739™ (used as calibration strain)

« Negative test: VITEK MS-FA + VITEK MS-CHCA matrix
(REF 411071) (matrix alone with no organism)

The criterion for quality control conformity is identification

.....

calibration strain and Candida glabrata strain and ng.
identification for the negative test.

WASTE DISPOSAL

The matrices must be discarded after use accordmg to.
good laboratory practice.

INDEX OF SYMBOLS

Symbole Signification

REF Catalogue number
In Vitro Diagnostic Medical Device
Manufacturer
Temperature limitation
Use

5 by
fin Batch code
fa Consult instructions for use

For US Only: Caution: US Federal
jronly] Law restricts this device to sale by or
on the order of a licensed practitioner

WARRANTY

bioMerieux disclaims all warranties, express or implied,
including any implied warranties of MERCHANTABILITY AND
FITNESS FOR A PARTICULAR USE. bioMerieux-Shall not be
liable for any incidental or consequential damages. IN NO
EVENT SHALL BIOMERIEUX'S LIABLITY TO CUSTOMER
UNDER ANY CLAIM EXCEED A REFUND OF THE
AMOUNT PAID TO BIOMERIEUX FOR THE PRODUCT OR
SERVICE WHICH IS THE SUBJECT OF THE CLAIM.

BIOMERIEUX. theblue logoand VITEKMS are used, pending and/or registered trademarks belonging tobiadverieux or one of itssbsidiaries, orone of itscompanies.
CLSI isa registered trademark belonging to Clinical Laboratory and Standards Irstitute, Irc.
The ATCC trademark and trade name and any and dllATCC catalog numbers are trademarks of the Anerican Type Qulture Collection.

Any other name dr trademark isthe property of iits respective owner .
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IUEK MS-FA gns ncnonb3osaHus ¢ VITEK®MS

9300853D-m-2013/07

VD

)acc-CneKTpoMeTpus  NpeAcTaBnser coboil MeTod O6HapyXXeHWs W WAEeHTUUKauUM OnpefeneHHbIX MOnekyn nytem
ApeneneHns X MOHoM3oTonHoi Maccbl. VITEK MS-FA ncnonb3yetca ans npeasaputesisHOM 06paboTKM APOXOKEBbLIX FPUOKOB
(A obneryenmns nx naeHTugpukaum metogom MALDI-TOF (MaTpryHO-aKTMBMPOBaHHAA NasepHas gecopbums/voHmsaums c
»PEMANPO/IETHLIM - aHaIM3aToOpPoM). PeareHT npegHasHauyeH TOMbKO [ANSi WUCMONb30BaHMA € aHanm3atopom VITEK MS B

OCTAB HABOPA

B MHAMBMYaNbHO YNaKoBKe:
N"411072 VITEK MS-FA =5X 0,5 mn

COCTAB VITEK MS-FA

TeopeTuueckas gpopmyna

MypaBbuHas kucnota (*).......

N Cpepa C: EAKOE BELWWECTBO
R34: BblI3blBaeT OXOIN.
S26: B ciyyae nonagaHns B r1asa HeMe//1eHHO NPOMbIMb Nasa
GO/bLLMM KOMMYECTBOM Be/ibl V1 06paTUTLCS 33 MEAVLIMHCKOV NMOMOLLbHO.
S27: HeMe[leHHO CHATb BCIO 3arPA3HEHHYIO OfeXaYy.
S28: Mpu nonagaHun Ha KXy HeMeAIeHHO NPOMbITb 60NbLUIUM
KO/IMYEeCTBOM BOfbl C MbI/IOM.
S36/37/39: Heo6x04MMO MCNOb30BaTb COOTBETCTBYIOLLYIO
3allUWTHYIO OfieXXay, NnepyaTkn 1 cpefcTBa 3awWnTbl rnas/nuua.

Bonee nogpo6Hasa wHGoOpmauus npueBegeHa B nacnopTte 6Gesonac-
HOCTW MaTepuana, KOTopblIii MOXeT BbITb MOAYYeH Mo 3anpocy.

MPEOYMNPEXXAEHWA 1 MEPbLI MPEAOCTOPOXHOCTU

*[lna auarHocTMkK in vitro 1 MUKPOBUONOTMYECKOTO
KOHTPO/IA.

* TOMbKO ANa NPOMECCUOHAbHOTO UCMNO/b30BaHUS.

e Tonbko ans CLUA: BHuMaHue: defepanbHblii 3akoH CLUA
orpaHuuMBaeT Npofaxy [aHHOro npubopa B CBA3N C
BOMpOCaMM IMLEH3MPOBAHNSI.

e Bce o6pasubl, MWUKPOGMOMOTMYECKME  KYNMbTYpbl 1
VHOKY/IMPOBaHHblE NPOAYKTbI AOMKHbI paccmar-puBaTbca U
obpabaTbiBaTbCsl Kak Matepuansl, nNpea-cTaBaswoLime
VH(EKLMOHHYI0 OomacHocTb. Mpy NpoBeAeHWU MNpoLedypsl
Heo6xoAMMO COOMOfeHNEe acemnTUYecKoin MeToaukn W
CTaHAAPTHLIX Mep NPeAOCTOPOXHOCTH, UCMONb3YyeMbIX NpU
obpaweHnn ¢ wuccnegyemoi  rpynmoii  6aktepuii.  Cwm.
~CLSI® M29-A, Protection of Laboratory Workers From
Occupationally Acquired Infections-, Approved Guideline
(CLSI® M29-A, 3awmTa nabopaTopHbIX pPaboOTHMKOB OT
WH(MUMPOBaHNS B paboumx YCNOBUSX; YTBEPXKAEHHbIE
pekoMeHgaumn) — B fAelicTBylowein pegakuun”.  Ons
NONYYEHUS1  UH(OP-MauMM O  [AOMOMHUTENbHBIX — Mepax
npefocTopoXHocTU cM. ,Biosafety in Microbiological and
Biomedical Laboratories (Buonornyeckas 6e3onacHoOCTb B
MUKPOBMONOTNYECKNX N BMOMEANLUHCKMX NabopaTopusx)
— CDC/NIH — nocnegHaa pegakums”, wim geiAcTBytoume
HOpMaTMBHbIE [JOKYMEHTbI CTPaHbl UCMO/b30BaHMS.

= He ponyckaetca wucnons3oBaHve VITEK MS-FA nocne
OKOHYaHUsl CPOKa rofiHOCTU.

 epes MCNonb3oBaHMEM HeOBXOAMMO YAOCTOBEPUTLCSA B
TOM, YTO KapTOHHas Kopobka He 6blna NOBpeXaeHa.

TBeTCTBUM ¢ PykoBoAcTBOM nosib3osatens VITEK MS 4501-2233.

YCNOBUA XPAHEHWA

e Mlepes  MCNONb3OBaHWEM
Temneparype 2-8°C.

« Mocne BckpbITUA Npobupkn VITEK MS-FA MOXHO XpaHUTb
B TeYeHue 2 Hefesb.

KOHTPOJ/Ib KAYECTBA *..

VITEK MS-FA npoxogut cucteMaTM4yeckuin KOHTPOb Ha
pasnnyHbIX 3Tanax NPon3BOACTBA. -
Ona  npoBefeHWs  COBCTBEHHbIX  WUCMbITAHWIA  KOHTpONS- -
KayectBa Heob6X0AMMO cnefoBaTb NpoLesype, ONMCaHHOM B..
PykoBogctee mnonb3oBatens aHanusatopa VITEK MS, ¢
MCNONb30BaHWEM CriefyHoLiMX LWTaMMOB:

« Candida glabrata ATCC® MYA-2950™

« Escherichia coliATCC® 8739""* (ucnonb3yetca Kak
KaIMOGPOBOYHbIN LUTAMM)

e OTpuuaTenbHbIA  KOHTPOMbHbIA - TecT: VITEK MS-FA --L -
matpukc MS-CHCA (REF 411071) (Tonbko Mmatpukca 6e3
MVKPOOPraHW3mOoB)

Kputepnem cooTBeTCTBUS  TpeGOBaHMAM K  KayecTBy -

ABNSETCA WAEHTU(DMKALMA A0 BuAA C BbICOKUM YPOBHE.M.

[IOCTOBEPHOCTU AN1S1 Ka/IMGPOBOYHOrO LUTaMMa W LiTamya

Candida glabrata, u otcytctBue  BbisBNEHMS  MUMKPO- -

OpraHvM3MoB /151 OTPMLLATENBHOTO KOHTPOJ/ILHOTO TecTa.

YTUNN3ALUNA OTXO40B

YTUAU3MPOBATL NOCNE WCMO/b30BaHUS B COOTBETCTBUIA C-
yKasaHusMW N0 Haanexalleii N1abopaTtopHOii npakTuke.

TABNNLA CUMBOJIOB Y OEO3HAUYEHWI

XpaHWUTb  NPOGUPKM  Mput

Cumson 3HayeHune
REF Homep no katanory N
IVD [na auarHoctukm in Vitro
. [Mpoun3sefeHo
H i P A
TemnepaTypHble OrpaHU4eHus
S Wcnonb3oBaTtb Ao
LOT Homep napTum

Mepen ncnonb3oBaHWEM NpouTuTe
WNHCTPYKLMIO

Tonbko gyt CLUA BHuMaHwe:
®efepanbHbili 3akoH CLUA orpaHuumBaet
NPOAaXy AaHHOTO NpMbopa B CBA3M C
BOMpPOCaMu JINLIEH3MPOBaHA

BIOMER1IEUX, rany6oliorotvi v VITEKMS SIBnstoTCA onons3yevb, 3aperCTvposaHHbMA Wi HESa30ALWICA B MPOLECCE perviCIpaj” TOProesMA Mepkaw, MPUHaZIEXaLyMm

KOvMaHw bildVeneux, v eHOMY Vi3 ee (WMarioB,, WV OfHOV 1B ee (iaHAA.

CLSI siBnsieTCA TOProBoli MapKoi, NpuHagnexaleli HCTUTYTY KiHuieckux labopaTopHsix craHaapTos (Clinical Laboratory and Standards Irstitite, o).
Toprosast Mapka ATCC, KOMMEPHECKOE Has3BaHVie 1 BCe KaTarioxHbie Homepa ATCC SBMAIOTCSA TOProBbMY MapKamy AMEPVKAHCKOV KOZVIEKLWM TUMOBLIX Ky/sTYP

(Arerican Type Quiture Gllectian).-

Nio60e Apyroe HavIMeHOBaHIE W TOProBas MapKa SIBMSICTCS! COBCTBEHHOCTHI0 COOTBETCTBYI0L 1X B/GAerbLes,

Meé1R IE UX
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Sample Preparation

IMPORTANT: Sample preparation is done in conjunction with the VITEK MS Prep
Station. Review the VITEK MS Prep Station section of this manuai
(Section 2, Samples) before preparing the samples. The following
section describes the process of placing samples on the VITEK MS-DS
targetslides in detaii. Section 5, Preparation of VITEK MS-DS target
slides and VITEK® 2 cards on the VITEK MS Prep Station software
describes entry of sample information through the VITEK MS Prep
Station.

This section expiains how microbiologicai samples are prepared for MALDI - *
TOF mass spectrometry with the VITEK MS system.

«

For measurement in the VITEK MS MALDI-TOF mass spectrometer, both the
Escherichia coli ATCC® 8739 calibration strain and the sample must be
freshly cultivated as described in the Sample section of this manual (See
Section 2, Samples). The microorganisms to be identified must first be
isolated on a suitable culture medium, according to established protocols. Itis:
preferable to use colonies that are approximately three millimeters in
diameter. However, it is also possible to use colonies that are considerably <
smaller or larger.

Suitable colony size

18 to 24-hour culture

Note: The E.coliATCC 8739 strain for the calibration should be incubated for 18 to
24 hours at 35°C +/- 2°C on blood agar.

VITEK® MS Workflow User Manual - Clinical Use 4-1
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Preparation of the VITEK MS-DS target slide Sample Preparation

Preparation of the VITEK MS-DS target slide

Note:

Powder-free gloves should be used when handling VITEK MS-DS target
slides.

Avoid touching the spots on the slide.

Handle the slide by the end of the slide.

Do not write or mark on the slide.

Before adding samples to the VITEK MS-DS target slide, place the VITEK
MS-DS target slide on a flat surface, such as a silicone mat, that will prevent
it from sliding.

The VITEK MS-DS target slide used for the VITEK MS is the disposable
VITEK MS-DS target slide with 48 sample positions. This VITEK MS-DS
target slide is for single-use only. The sample positions are divided into three
sections. Each section is called an acquisition group. The three small spots in
the center of each acquisition group must not be used for identification of
microorganisms. These three small spots (xA1,xB1,xCl) are used for
calibration.

Acquisition Groups

xAl xB1 xC1l

Position of E. coli ATCC® 8739 calibration strain on the
VITEK MS-DS target slide

4-2

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

The E. coliATCC 8739 strain has to be deposited on positions: xAl, xB1,
xC1, depending on the number of samples tested (Icalibrator per acquisition
group of 16 spots).

Follow the directions for Preparation of Bacteria to prepare the £. coli ATCC
8739 calibration strain.

VITEK® MS Workflow User Manual - Clinical Use
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Sample Preparation Preparation of bacteria

Preparation of bacteria
%et

Note: Powder-free gloves should be used when handling VITEK MS-DS target
slides.

Using a 1 pi loop, pick up part of a suitable colony.

Make sure not to pick up any agar with the colony as this would have a
it negative impact on the spectrum.

Some microorganisms, such as Streptococci, grow in very smail colonies. In
such cases, pick up several similar colonies and deposit them on one spot.

Note: Do not deposit more than 1 (Single Deposit Mode) or 2 (Duplicate Deposit
Mode) samples at a time before adding matrix to the target spots. t

Apply the sample to the center of the spot. Take special care not to apply too
much. The appropriate amount on a spot is shown in the picture below. If not
enough colony was deposited, take a new loop and add another part of the

colony. 1

Too much Too little OK OK

Smear a thin layer of the sample on the spot, then discard the used loop.

Open the microtube containing the VITEK MS-CHCA matrix. Add precisely
1.0 pi of matrix to the center of the spot. Discard the pipette tip. The matrix/
microorganism suspension is then left to dry completely.

It is strongly recommended to deposit the matrix as indicated in the
VITEK MS Prep Station workflow for bacteria:

e 2 by 2 in duplicate mode,

« 1by linsingle mode.

Note: The VITEK MS-CHCA matrix contains a high concentration of organic
solvents: itis recommended to close the tube after dispensing to avoid
evaporation.

I I Proceed likewise for a second sample...etc...
After about five minutes, check for crystal formation on the spots.
Inexperienced users may find using a magnifying glass helpful. Measurement

will succeed only if matrix crystals have become visible as a yellowish film.
Ideally, most of the spot’s surface will be coated with crystals.

VITEK® MS Workflow User Manual - Clinical Use 4-3
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Preparation of bacteria Sample Preparation

-0 When the VITEK MS-DS target slides have been prepared, they must be
tested within 48 hours.

Prepared slides should be stored at room temperature until they are tested.

4-4 VITEK® MS Workflow User Manual - Clinical Use
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Preparation of yeasts

Note: Powder-free gloves should be used when handling VITEK MS-DS target
slides.

The preparation of yeasts differs from the standard procedure in that VITEK
MS-FA is applied to the sample prior to adding the VITEK MS-CHCA matrix.

Yeast immediately after VITEK MS-FA treat- *
ment

Begin with applying the sample to the appropriate VITEK MS-DS target slide’
position as in the standard procedure. Smear a thin layer of colony. Add 0.5
pi of VITEK MS-FA. Deposit a second sample and using a fresh pipette tip, <«
add 0,5 pi VITEK MS-FA ...etc... )

Note: The VITEK MS-CHCA matrix contains a high concentration of organic
solvents; itis recommended to close the tube after dispensing to avoid
evaporation.

For efficient extraction, it is important to allow for evaporation of the VITEK
MS-FA before adding the matrix. Depending on the air humidity and other
factors, this usually takes between one and three minutes.

Add 1.0 pi of VITEK MS-CHCA matrix following the same procedure as for
bacteria.

On asingle VITEK MS-DS target slide, itis possible to prepare samples using
both procedures (bacteria and yeasts).

CAUTION:
Do not treat the E.coli calibration strains on positions xAl, xB1, xCl
with VITEK MS-FA.

When the VITEK MS-DS target slides have been prepared, they must be
tested within 48 hours.

Prepared slides should be stored at room temperature until they are tested.

VITEK® MS Workflow User Manual - Clinical Use 4-5
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Preparation of Mycobacteria

Preparation of Mycobacteria

Note: Powder-free gloves should be used when handling VITEK MS-DS target
slides.

The preparation of Mycobacteria differs from the standard procedure in tret
an inactivation step is necessary prior to adding the VITEK MS-CHCA natrix

Inactivation

CAUTION:
The inactivation step described below has to be performed using a
microbiological safety cabinet.

The microorganisms to be identified must first be isolated on a suitable
culture medium according to established protocols.

For each sample to be identified, prepare a microtube (2 ml) containing 50 p
of Trifluoroacetic acid (TFA).

From the solid medium, take a minimum quantity of bacterial cells equivalent
to 2/3 of a 10 pi calibrated loop and add directly into the TFA. In order to
homogenize, the bacterial suspension has to be vortexed a few seconds.
Then the inactivation step is started, wait 30 minutes until completion.

Suspension preparation

This inactivated suspension has to be diluted 1/10 by adding 450 pi
demineralized and deionized water to the microtube. Vortex a few seconds.
This suspension is now ready to be deposited on the VITEK MS-DS target
slide.

Deposit

Deposit 1 pi of the prepared suspension on the appropriate spot using a
micropipette. Using a fresh pipette tip, deposit another sample on the next
spot... etc. Allow to dry (5 to 10 minutes) and then add 1 pi of VITEK MS-
CHCA matrix. Depending on the air humidity and other factors, this usually
takes several minutes. It is important to add the matrix when the inactivated
bacterial suspension has become completely dry. This is usually after one to
three minutes.

CAUTION:

When the target slide has been prepared it must be tested within 2
hours.

4-6 VITEK® MS Workflow User Manual - Clinical Use
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YPamaion _
Preparation of Moulds

Preparation of Moulds

‘ef
CAUTION:
m Use a safety cabinet, wear a laboratory coat, gloves and oversleeves.
rix Use the appropriate procedure /product to clean the material.
At the current time, only the Sabouraud Dextrose Agar medium has
been validated.
1) Wet a swab with suspension medium and take a piece of moulds (spores;
or hyphes can be picked up).
Note: Do not remove agar.
2) Resuspend moulds in a 2 m Eppendorf tube containing 300 pi API
suspension medium.
3) Add 0.9 m 99.8%, 96% or Absolute Ethanol.
I 4) Centrifuge for 2 minutes at 10,000 rpm.

Note: Please note that depending on the instrument, the centrifugation time has to
be adapted (for example 2:30 min in order to have 2 min at 10.000 rpm).
Moreover, ifyou need to take the tubes out of the safety cabinet for the
centrifugation steps, carefully clean the tubes with sporicid productin order to
avoid contamination.

VITEK® MS Workflow User Manual - Clinical Use 4-7
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Preparation of Moulds

5) Discard the supernatant using a pipette

1”0

6) Add 40 pi Formic acid 70%* and mix (vortex).

Note: *Fonvic acid 70% must be prepared each time an identification of mouldsis
required. The preparation must be done under a chemical safety cabinet as
follows: 3 volumes of Suspension Medium + 7 volumes of pure formic acid.

7) Add 40 pi Acetonitril and mix (vortex).
8) Centrifuge for 2 minutes at 10.000 rpm.

9) Deposit 1 pi supernatant.
10) Let dry.
11) Add 1 pi CHCA matrix.

12) Let dry.

CAUTION:

When the target slide has been prepared it must be tested within 2
hours.

4-8 VITEK® MS Workflow User Manual - Clinical Use

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



Wep,

Sample Preparation Sample preparation failures

Sample preparation failures

if none of the VITEK MS-DS target slide position(s) for a sample yields
satisfactory identification results, check the appearance of the deposits (the
deposit has been spread outside the well limits, the deposit is too dry and
peels off the VITEK MS-DS target slide etc.).

If contamination or poor crystal formation could have been the cause of the
unsatisfactory results or if no matrix was added, take a new VITEK MS-DS
target slide and repeat the procedure.

Contamination

The VITEK MS-DS target slides must be stored in a dust-free environment
and are designed for single-use only.

Powder-free gloves should be used when handling VITEK MS-DS target
slides.

Do not touch the upper face of the VITEK MS-DS target slide before use.
Take care not to contaminate the VITEK MS-DS target slide with bacteria and
avoid liquid spills.

Do not use loops that may have come into contact with anything other than
the sample strain to be tested.

Picking up agar along with the colony may lead to poor identification results.

Be careful that only fresh, sterile pipette tips come into contact with the matrix
or the VITEK MS-FA.

Inappropriate quantity of colony

Automated measurement generally yields high quality mass spectra for a
wide range of cell material amounts applied to the VITEK MS-DS target slide
positions. Nevertheless, an insufficient or excessive quantity of colony may
result in failed spectra or in spectra of low quality. Applying an insufficient
quantity of colony usually results in no spectra being acquired. Applying too
much colony is the common cause of suboptimal performance of the system.
If an excessive quantity of colony is applied, the cells may not suspend well in
the maxtrix suspension. This hampers the extraction process and the
subsequent crystal formation by the matrix.

Note that colonies on agar plates may vary considerably with respect to size,
texture or viscosity, requiring adaptation of the technique for application;

Inappropriate application of the matrix

Make sure to always add the appropriate volume of matrix. When using

VITEK MS-CHCA matrix, 1 pi is added to each spot, wheareas only 0.5 pi is

added when using VITEK MS-FA for yeast extraction. If by mistake no matrix
| is added to a spot, no identification result will be obtained.

VITEK® MS Workflow User Manual - Clinical Use 4-9
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MogrotoBka o6pa3uoB

BAXHO: MMoaroToBka 06pasuoB ocyLw,ecTBASETCA C NCNONb30BAHNEM
cTaHuun npobonoaroTosku VITEK MS. Heob6xoAMMO 03HAKOMUTbCA
C pasfgenom o cTaHuun npobonoaroTosku VITEK MS B faHHOM
pykoBoAcTBe (rnaea 2, O6pasubl) nepeg NoaroToBKoii 06pasyos. B
cnegylowem pasgene nogpobHO onucbiBaeTCA NpoLecc pasmeLLeHns
o6pasuos Ha cnaingax VITEK MS-DS. B rnasa 5, MoaroToBka cnaingos
VITEK MS-DS 1 kapT VITEK® 2 B MO cTaHuuM npobonoaroToBKM
VITEK MS onucaH BBOA4 UHhopMaLmn 06 obpasuax ¢ MOMOLLbH
cTaHuuu npobonoaroToBku VITEK MS.

B aTom pasgene onucbIBaeTCS NpoLeaypa NoLArOTOBKMA MUKPOOMONOrMYECKUX
06pasLoB A1 macc-crnektpomeTpum no metody MALDI-TOF ¢ ¢
ncrnonb3oBaHeM cuctemsl VITEK MS.

[ns BbInonHeHNA nsmepeHys B macc-crniektpometpe VITEK MS,
ucnonb3yowmmM metos, MALDI-TOF, Heo6xoayMMO NOAroTOBUTL CBEXYHO
Ky/nbTypy Ka/imbpoBoyHOro wramma Escherichia co//ATCC® 8739 u ceexuii
obpaseL, kaK onucaHo B pasfene 06 obpaslax B JaHHOM pyKoBoACTBe (CM."
rnasa 2, O6pasupl). MUKPOOpraH13mbl, KOTOPblE HEOOXOAVMMO n
naeHTUULMPOBaTb, CHavana TpebyeTcs 1U30IMpoBathb C UCMob30BaHNEM A
noaxogsLueii cpeabl ANa KynbTypbl B COOTBETCTBUM C OOLLENPUHATLIMM
MPOTOKONamMun. PekoMeHAyeTCH UCNONb30BaTb KOMOHWM, AnaMeTp KOTopbix /
COCTaB/ISIeT OKOJI0 TPEX MUIMMETPOB. OHAKO TakKe MOXHO MCMO/b30BaTb
KOJIOHWM 3HAUUTENbHO MEHbLLIEro WM 60MbLIEro pasmMepa.

Moaxoasiumii pasMep KOsoHUM

Kynbtypa nocne 18-24 uacos
VHKy6aLm

MpumeyaHue: WHkybauus wramma E.colfATCC 8739 ana kannbposKy A0/MKHA
ocyLlecTBNATHLCA 0T 18 do 24 yacos npu TemnepaType 35 °C +/-2 °C B
KpoBSHOM arape.
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MogaroTtoBka cnaiiga VITEK MS-DS

MopgrotosBka cnanpga VITEK MS-DS

MpumeyaHue: [Mpum paboTe co cnaiigamm VITEK MS-DS HeobX04yMo venonbs3osaThb
nepyaTkn 6e3 nyapbl.
He paspeluaeTcsa npukacaTbCs K TOYKaM Ha cnaiie.
Cnaing cnepyeT 6paTb 3a €ro KOHeLl,
He pa3peluaeTca HaaNMCbIBATb WM UHBIM CMOCOGOM MOMEYaTb B,

Mepep, fobasneHneM 06pa3LoB Ha cnaiig VITEK MS-DS ero HeoGQmvo
PasMeCTWTb Ha POBHOI MOBEPXHOCTU, HaMpPUMEP, CU/IMKOHOBOM KB/,
yTO06bI NPEAOTBPATUTL Er0 COCKA/b3bIBAHWE B CTOPOHY.

Cnaing VITEK MS-DS, npegHasHaueHHbIiA gnis cuctemsl VITEK MS,
npeacTaBnseT coboit oaHopa3oBblin cnaing VITEK MS-DS ¢ BO3MOKHOaLH0
pasmetlleHus 48 obpasuos. Cnaing VITEK MS-DS paspeluaetcs
CNO/b30BATb TOMILKO OAVH pa3. MecTa pasmelleHns 06pasLoB pasaeneHbl
it Ha TpY yacTh. Kaxaas yacTb HasblBaeTcs rpynnoii cbopa AaHHbIX. Tpu
il HEO6O/bLLMX TOUKM B LIEHTPE KaXKaOoi rpynnbl c6opa AaHHbIX HeMb3s
MCNOMb30BaTh 415 UAEHTU(DMKALMY MUKPOOPraHW3MOB. 3TW TpK TOUKM (XAL
XB1, xC1) npefHa3HaueHbl A4/ BbINOMHEHWA Ka/IMOPOBKW.

Fpynnbl cbopa gaHHbIX

xAl xB1 xC1l

PasmelleHne KannbpoBoYyHOro wrtamma E. co//ATCC® 8739
Ha cnange VITEK MS-DS

LLramm E. coMATCC 8739 cnepyet pasMectuts B CeAYyHOLLMX NMO3ULKUSX:
xAl,xB1,xC1, B 3aBMCMMOCTM OT KO/IMYECTBA aHAIM3NPYEMbIX 06pa3LLoB
(ofHa KaMBpOBOYHas TOUKa Ha rpynmnbl c60pa AaHHbIX U3 16 TOYEK).
CobntofaiiTte ykasaHns OTHOCUTENIbHO NMOAFOTOBKW GakTepuid BO Bpems
NOArOTOBKY KasMbpoBoYHOro Wwramma E. coHATCC 8739.
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MoaroToBka 06pasLoB

MogroToBKa GakTepuii

MogrotoBka 6akrepui

MNprmeyaHue:

MNprmeyaHue:

MpumevaHue:

Mpwn paboTe co cnaiigamm VITEK MS-DS HEOGX0AMMO MCMOMb30BaThb
nepyaTku 6e3 nyapsbl.

BbINOMHNTE OTGOP YacT! NOAXOAsLLE KOMOHUM C MOMOLLLIO METAN Ha 1 MK

Y6e,qv|Ter B TOM, YTO BMECTE C KOJIOHMElA He Bbls B3AT arap, TakK Kak 310
oTpuuatesibHO NOBNUAET Ha CMEKTP.

HekoTopble MMKPOOPraH13Mbl, HaNpyUMep, CTPEMTOKOKKMW, PAcTyT B OYEHb
HEBO/bLUMX KOMIOHMSIX. B Takmx cryyasx BbIMOHUTE OTGOP HECKO/BKMX
KOJOHWIA 1 Pa3MECTUTE WX B OAHON TOUKE.

He pasmeLLaiiTe 60/1ee OAHOrO (OAMHAPHBIN PEXXIM PA3MELLIEHUS) NN ABYX “
({BOVHOI PEXKVIM pa3MELLIEHNST) B OAHO BPeMsi nepef fAo6aBfeHeM
MaTPUKCa B LIE/IEBbIE TOUKU.

PasmecTute obpasel, B LeHTpe Toukn. Obpatute 0coboe BHUMaHWE, YTO6bI
He pa3mMeLLaTb CINIKOM 60/bLIoe KONMYeCTBO. COOTBETCTBYHOLLEE N
KO/IMYECTBO /15 OHOM TOUKE NMOKAa3aHO Ha PUCYHKe Hbke. Ecnm KonndecTso,,
pa3MeLLEHHOI KOMOHUM HEAO0CTATOYHO, BO3bMWTE HOBOW MET/NEl elle oaHy
4acTb KO/OHWN.

Cnmikom MHoro  Cnmwikom mano B Hopwme B Hopme

PasmaxbTe O6p83€Ll, TOHKMM CNOoeM Ha TO4YKe, nocsie yero Bbl6pOCbTe
MCN0/1b30BaHHYHO MET/HO.

OTKpoiiTe MYKpPONPOBKpPKyY, cogepatlyto matpukc VITEK MS-CHCA.
Jo6asbTe poBHO 1,0 MK/T MaTpyKca B LIEHTP TOYKW. BbIGpOCbTE HAKOHEYHUK
MUNeTKW. Tlocne 3Toro ocTaBbTe CYCrEH3WI0 U3 MUKPOOPraH13MOB U
MaTpmKca 191 MOJHOTO BbIChIXaHWS.

KaTteropnueckn pekoMeHayeTcs pasmellarb MaTpuke Takum o6pasom,
KaK ykasaHo B paboueli npoueaype ctaHuumn npobonogrotosku VITEK
MS ans 6aktepwii: o

e 210 2 B 4BOVHOM PEXUME,

e 1no 1B 04MHAPHOM pexume.

MaTpukc VITEK MS-CHCA cogep>XvT opraHuyeckue pacTBopuTeNn B
BbICOKOI KOHLIEHTpaumu; peKOMeHAye TCs 3aKpbiTb NPO6UPKy nocne
0T60pa TPedbyeMoro KonmyecTBa, YT00bl NPeAoTBPaTU T UCMapeHue.
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oTos”N

MoaroToBka 6akTepuii MogroToBka 06pasLoB

BbINONHNTE TaKWe e AelicTBuA A/ BTOporo obpasua uT. [,

MpUMEPHO Yepe3 NATb MUHYT NPOBEPbLTE KPUCTAIINZALIMIO Ha TOUKAX.
HeonbITHbIE NO/1b30BATE/NIN MOTYT NPUMEHSITL A/151 3TOr0 YBE/IMYUTE/BHOE
CTeKs10. V3MepeHvie GyeT YCMeLIHO BbINOIHEHO TOMIBKO B TOM C/yyae, eciu
BUOHbI KPUCTa/IbI MATPUKCA B BUAE XKEMTOBATON MEHKU. B naeansHOM
cryyae 6osbluast YacTb MOBEPXHOCTU TOUKM AOMKHA ObiTh MOKPbITA

KpucTannamm.

Mocne noarotoBku cnaiigos VITEK MS-DS Heobxoavmo B TeueHme 48 yacoB
BbIMNO/HWTL WX aHa/In3.

[o npoBeseHN s aHanM3a NOATOTOBNEHHbIE CMaiiabl cnefyeT XpaHWUTb Npu
KOMHaTHOI TemnepaType.
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MogrotoBka 06pasLioB

MofroToBKA APOXOKEBLIX TPUGOB

MoAroToBKa APOX>KEBbIX TPUOOB

MNprmeyvaHue:

MNpumeyvaHme:

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Mpwn pa6oTe co cnaingamu VITEK MS-DS Heo6x0aMMO MCMonb30BaTh
nepyaTKn 6e3 nyapbi.

MoAroToBKa APOXOKEBLIX FPMOBOB OT/IMHAETCA OT CTaHAAPTHOW Mpoueaypbl
TeM, 4To nepeq, fobasneHnem marpukca VITEK MS-CHCA Ha obpasey,
cHayana HaHocutcsa npenapat VITEK MS-FA.

[poxokeBble rpubbl cpasy nocsie 06paboTku
¢ nomouwpto VITEK MS-FA

HauHuTe ¢ pa3melLeHns obpasLa B COOTBETCTBYHOLLEM MecTe cnaiiga VITEK*
MS-DS cornacHo cTaHAapTHO npoueaype. PasmakbTe KOMOHMIO TOHKVM
cnoem. [lo6aebTe 0,5 mkn npenapata VITEK MS-FA. Pasmectute BTopoii
obpaseL, 1, UCMOb3ys HOBbIA HAKOHEYHWK MWMeETKKM, AobasbTe K Hemy 0,5
Mkn VITEK MS-FA uT. 4. %

MaTpukc VITEK MS-CHCA copepkvT opraHuyeckne pacTeopuTenme -
BbICOKOI KOHLIEH T paLy; peKOMeHAyeTCs 3aKpbITb Npo6upky nocne
oT60pa TpebyemMoro KonnyecTBa, YT00bl NPefoTBPaTUTL UCNapeHUe.

[nsa a(hheKTUBHOW 3KCTPaKLyn BaxXHO obecneunts ucnapeHme VITEK MS-
FA nepep, fo6asneHvnem Matpukca. B 3aB1CMMOCTM OT BAAXKHOCTM BO34yXa M
Apyrux hakTopoB A5 3TOr0 06bIMHO TPEBYETCA OT OAHOM A0 TPEX MUHYT.

bi



MoaroToBKa MUKOGaKTepUii MopgrotoBka 06pasLoB

MogrotoBka MukKobakTepuia

Mpumeuanune: [Mpu paboTe co cnaiigamu VITEK MS-DS He06Xx0AMMO MCMOMb30BaTh
nepyaTku 6e3 nyapbl.

MNoarotoBka MUKOGaKTepWiA OT/IMHAETCA OT CTaHZAPTHOW Mpoueaypbl TeM,
yTo nepen, fobasneHrem matpukea VITEK MS-CHCA Heobxoaymo
BbIMNO/HUTL MHAKTMBALWIO.

NHakKTnBauus

YKASAHWE:
OnucaHHbIl HKe 3Tan MHAKTUBALMMW AOSIKEH BbIMOMHATLCA C
MCMOJIb30BAHWEM 3aLIMTHOTO MUKPO6GMONOTrMYECKoro Lwkapa.

MVKpOOpraHm3mbl, KOTOpble HEOGXOAVMMO MAEHTUDULMPOBATL, CHaYana
i TpebyeTcst M30/MPOBaTH C MCMO/Mb30BAHMEM NMOAXOASLLENA cpeabl 4is
Ky/bTypbl B COOTBETCTBUN C OBLLENPUHATLIMU MPOTOKOMAMI.

MopgroToBbTe” MMKPONPOBMPKY (2 M) ¢ 50 MK TPUTOPYKCYCHOM KUCAOTLI
(TFA) ona kaxkaoro No/iexallero UaeHTMpukalmm obpasua.

BosbmuTE OT TBEPLOI Cpefbl MHMMABHOE KOMMYECTBO BakTepuasibHbIX
K/METOK, 3KBUBA/IEHTHOE 2/3 OT OTKa/IMbpOBaHHOM neTam Ha 10 MKkn, 1
[06aBbTe B3ATOE KO/IMYECTBO HENocpeAcTBeHHO B TFA. [1ns nonyyeHns
Tpebyemoii roMOreHHOCT HeOOX0AYMO BCTPSIXMBaTb BaKTepuasbHyH
CYCNeH3MI0 B TeYeHUe HECKO/bKMX CeKyHA. Mocne 3Toro HaumMHaetcs atan
VHaKTVMBaLWK, AN 3aBepLUEHNs KOTOPOro TpebyeTca nodoxaars 30 MUHYT.

loarotoBka CycneHsnm

VHaKTVBMPOBaHHYH0 CyCreH3MIo creayeT pa3baBuTb B COOTHOLEHUM 1K 10,
[o6aBuB ansa atoro 450 MKN 4EMUHEPaNM30BaHHON 1 AENOHN3MPOBAHHO
BOAb! B MUKPONPOGYMpPKY. BCTpsxmBaiiTe NpobmpKy B TEUEHME HECKOMbKIX
cekyH. Tenepb CycrneH3us rotoea Ans pasmMelleHns Ha cnaiige VITEK MS-
DS.
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BKa,

Moarotoska 06pa3u,03 lMoaroTtoBka naecHeBbIX I'pI/I6OB

PasmelLeHune

C MOMOLLb0 MUKPOMUMETKM pa3mecTute 1 MK NOArOTOBEHHOM CycneH3wm
Ha COOTBETCTBYHOLLEN TOUKe. /Icnonb3ys HOBbIA HAKOHEUYHUK MUNETKU,
pasmecTuTe crieayrolwmin obpasel, U T. 4. daiite obpasuam BbICOXHYTb (OT 5
0o 10 muHyT), nocne yero fobasbTe 1 Mkn Matpukca VITEK MS-CHCA. B
3aBUCMMOCTY OT BNIXHOCTV BO3Ayxa U ApYrvX ()akTopoB AJ1S BbICbIXaHWA
06bI4HO TPebyeTcst HECKOMbKO MUHYT. BaXkHO A06aBUTb MaTpuKC UMEHHO
MOC/e MOJHOO BbICbIXaHWS MHAKTMBMPOBAHHOM GakKTepuasbHON CYCneH3NMN.
O6bI4HO A/1a 3TOro TpebyeTca OT OAHOM A0 TPEX MUHYT.

YKA3AHWE:

Mocne NnoaroToBKu cna|7|,qa HeO6XO,qMMO B TeYeHUe 2 4acoB BbIMOJIHUTb
€ro aHanuns.

MoarotoBKa NnecHeBbiX rPM6GoOB

YKA3SAHWE:

TpebyeTcsa Mcnonb30BaTh 3aWMTHBLIA WKad, HageTb 1abopaToOpHbIN
Xanat, nepyaTku 1 HapyKaBHMKU. 119 O4MCTKM MaTepuana cnepyet
NMPUMEHATb COOTBETCTBYIOLLME MPOLLEAYPbI U CPeACcTBa.

B HacTosllee Bpemsa npouecc yTBEPXKAEHNS NpoLesn ToNbKo
OEKCTPO3HbIN arap Cabypo.

1) CmounTe BaTHYI ManouKy CycrieH3nel 1 BO3bMUTE YacCTb NIeCHEBbIX
rpr6oB (BO3MOXEH OTOOP Crop WK rUgoB).

MpumeuaHune: He ybupaiiTe arap.

2) [OBTOPHO NPUrOTOBbLTE CYCMEH3UI0 NNECHEBbIX PUGOB B NPOGMPKeE THNa
Eppendorf Ha 2 mn, cogepauiein 300 Mk cpefbl 415t cycneHsunm API.

VITEK® MS Pabounii npouecc PykoBoacTso nosnb3oBaTens - KnmHuueckoe MCMnosib3oBaHmne

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MoAroToBka niecHeBbIX rpuGoB
MogroToBKa 06pasLoB

3) [HobasbTe 0,9 mn 99,8 %, 96 % wm abCOMOTHOTO 3TaHoMa.

4) BbinonHuTe 06paboTKy B LEHTPUGYre B TEUEHME ABYX MUHYT C
yacToToin BpaweHust 10 000 o6/MyH.

MpumeyaHve: OBpaTWUTe BHUMaHWE, YTO BPEMS LeH TPUQyrupoBaHns Heo6xoaumo
M3MEHWTb B 3aBMCMMOCTM OT npubopa (Hanpumep, 2,30 MUH C LieNbLo
nonyyeHus 2 MuH rpu 10 000 06/mMuH). Kpome Toro, ecnm ans
LeHTpudyrnpoBaHua TpebyeTcs 13BAeYb IPOBUPKY 13 3aLLMTHOrO0
WKadia, cnefyeT TLATeNbHO OUACTUTb NPOBUPKY C UCTONb30BaHNEM
Ccnopoy6rBatoLLLEero cpeaCTBa, YT06bl NpesoTBPaTUTb 3arps3HeHue.

5) Y6epuTe Hag0oCcaoUHYHO XUAKOCTb C MOMOLLBHO MUNETKN.

6) [Job6asbTe 40 MK MypaBbMHOA KMCMOTbI B KOHLEHTpaummn 70 %* n
BbUI0/IHUTE NepemeLLBaHne (BCTPAXMBaHKE).

MpumeyaHue: ‘MypaBbUHas K1cnoTa B KoHUeHTpaummn 70 % AomKHa NoAroTasMBaThCA
Keokapbli pas, korga TpebyeTcs BbiNOMHUTb UAEH TUUKALMIO NNECHEBbIX
rpn6os. MoaroToBKa AO/KHA NPOU3BOAWNTBCA B 3aLLMTHOM XMMUYECKOM
LKady cnegyroLmm 06pa3om: 3 06beMHbIX YaCT W Cpebl AN CycneH3um +
7 06bEMHBIX YacTei YNCTON MypaBbUHON KNCIOTbI.

7) [Oob6asbTe 40 MK aLETOHUTPUAA U BbIMOHUTE NepeMeLLnBaHe
(BCTpAXMBAHME).
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MoarotoBka 06pa3LoB MoAroToBKa NNECHEBbIX rPN6OB

8) BbinosHWUTE 06paboTKy B LEHTPU(Yre B TeUEHWE ABYX MUHYT C
yacToToii BpawleHust 10,000 06/MyH.

9) Pa3smecTuTe Ha crnaige 1 MK HagoCa[0uHON XUOKOCTU.
10) [faiite 06pasLy BbICOXHYTb.
11) fo6asbTe 1 Mkn matpukca CHCA.

12) [aiite o6pa3sLy BbICOXHYTb.

YKA3SAHWE:
Mocne NoAroToBKK cnaiiga Heo6xoA4NMMO B TeUeHME 2 YACOB BbIMOJTHUTL
ero aHanmns.
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HeypaauHble clyyan npu NofArotoBke 06pasLoB MogroToBka 06pasLoB

HeypauHble cnydan npyv noAroToBke o6pasLos

3arpssHeHue

Ecnn He opHa 13 nosvumin obpasoB Ha cnainge VITEK MS-DS He gaet
YA0BETBOPUTENbHBIX PE3YNbTATOB UAEHTU(MKALIMM, NPOBEPbTE BHELLIHWI
B/ pa3MeLLeHHbIX 06pasLoB (0bpasel, pacnpegesnieH 3a OrpaHuYnTeNbHbIE
npegenbl, obpasel, CMLWKOM CyX0i 1 oTcnameaetcst ot cnaga VITEK MS-
DS nT. o).

Ecnn npyvunHoiA Hey[0BNETBOPUTENLHBIX PE3YNLTATOB CTa/ln 3arpsisHEHME
WM NoXas KpUCTaNM3aUms W ecnn He 6bin fo6aBieH MaTpyKe,
BO3bMMTE HOBbIN craing VITEK MS-DS v nosTopute npoueaypy.

Cnaingpl VITEK MS-DS gomkHbl xpaHnUTbeA 6e3 4OCTyna Mbiv, OHU
npefHasHayeHbl TObKO 419 0AHOPA30BOro 1CMO/Ib30BaHNS.

Mpw pa6oTe co cnatgamm VITEK MS-DS He06Xx0AMMO 1CMO/b30BaTh
nepyarkv 6e3 nyapbl.

He paspeluaetca npvkacatbCs K BepxHeli cTopoHe cnanga VITEK MS-DS
nepeg, ero ucnonb3osaHvem. Cnegyet NpeAoTBPaTUTL 3arpssHeHMe cnaiija
VITEK MS-DS 6aktepusimu; Ha HEro He [0/MkHbI NonacTb 6pbIari
YKUOKOCTEN.

He paspeLuaetcs 1CMonb30BaTb NET/IN, KOTOPble MOIM KOHTaKTMPOBATb C
YeM IM6O ApYyrvM KpoMe aHasM3npyemMoro LramMmma.

3axsaT arapa BMeCTe C KO/IOHVeli MOXET NPMBECTU K N/I0XMM pe3yfbTaram
NAEHTUOUKALMN.

Cnepyet ybeauTbesa B TOM, YTO AN paboTtbl ¢ marpukcom wim VITEK MS-FA
NCMOJb3YHOTCA TO/ILKO CBEXUE U CTEPU/IbHbIE HAKOHEYHVK MUMETKU.

HeBepHOe KONMYECTBO KOJIOHUN

B 06LLEM 1 LIefIOM, aBTOMATU3MPOBAHHOE M3MEPEHVE MO3BOSET NOMYUUTb
CMEKTPbI BbICOKOrO KavyecTsa A1 60/bLLUOr0 AnanasoHa KonmyecTsa
KNETOYHOro mMarepvana, pasMeLleHHoro Ha cnaiige VITEK MS-DS. OgHako
C/MLLKOM Masioe WM C/ULLKOM 60/IbLLIOE KOIMYECTBO KOSIOHMM MOXKET
MPVYBECTV K HEBO3MOXHOCTW MO/YYEHWA CNEKTPOB WM K NOJyYEHNO
CMEKTPOB HM3KOTO KauecTBa. Pa3MeLleH/e He0CTaTOuHOMO KOIMYecTBa
06bIMHO NPVBOAUT KTOMY, YTO He YAAETCA NOMYYNTb HAKAKUX JaHHbIX
CNeKTpoB. Pa3melleHne CULKOM BO/bLLIOTO KOMYECTBa ABASETCS YacTow
MPUYMHON HEONMTUMAJTBHOM PaboThbl cUcTEMBI. ECM pasMeLLEHO CINLIKOM
60/bLLIOe KONMYECTBO KOMOHMM, KNETKA MOTYT 6biTb HEAOCTATOYHO XOPOLLO
CYCMEHAMPOBaHbI B CYCMEH3MM MATpUKCa. 3TO 3aTpyAHSeT npoLecce
3KCTPaKLMM 1, crnefoBaTebHO, (JOPMMPOBAHME KPUCTA/IIOB C MOMOLLLHO
MaTpuKca.

H606X0,EI.I/IMO MOMHUTb, YTO KOJIOHMM B HallKaX C arapomM MOryT Cepbe3HO
OT/IN4YaTbCA Mo pasMepy, CTPOEHUKD WK BA3KOCTK, YTO Tpe6yeT aganrauun
METOAa HaHECEHUA Ha cna|7|,u,.
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JNoroTun:
BVOMEPLE (BIOMERIEUX)

3KCI'I]'IyaTaLI|VIOHHaFI OOKYMEHTaLUNA Ha MEANLUMNHCKOE n3nenne

jilabop peareHTOB A1 NpeABapuTe/ibHOM 06paboTKU ApoxkeBbiX rpnbos VITEK MS-FA -
Bepcua O

MepdopupoBaHHast HaAMUCH;
ToproBo-npombiLleHHasi nanarta JinoHa
31.01.14 02351

ApaboTumnk:
16vroMepee C.A.» (bioMerieux S.A.),

[veved e n°Opme, 69280, Mapcu-n'3tyans, PpaHumns
(Graminde I’Orme, 69280, Marcy I’Etoile, France)
Ten,;+33 (0) 478 872 000

dakc:+33 (0) 478 872 009

G www.biomerieux.com

MpounsBoanTenb:
«oroMepbe C.A.» (bioMerieux S.A)),
LLEveH ge n’Opme, 69280, Mapcu-n'3tyans, ®paHuma
(Chemin de T'Onne, 69280, Marcy I’Etoile, France)
Ten; +33 (0) 478 872 000

daxe: +33 (0) 478 872 009

Carr: www.biomerieux.com

HanmeHoBaHVe 1 afipec MecTa NPOU3BOACTBA:
«6noMepbe C.A.» (bioMerieux S.A.),

3pyt ge Mop Mwnwo, 38390 Na-Banbm-ne-I'pot, PpaHuua

(3 route de Port Michaud, 38390 La Balme les Grottes, France)
Ten.: +33 (0) 478 872 000

dakc; +33 (0) 478 872 009

Caiir: www.biomerieux.com

YTBepXaeHo:
Kpyrnas neyatb: Toproso-npomblLineHHasa nanata J/inoHa

[MonHoe nvs; CtethaHn OMOIJIbE
CneuynanncTt no mexayHapogHoOMy HOPMaTUBHO-MPaBOBOMY perynmpoBaHnio

JomkHOCTb:
HassaHve komnaHuun: «6noMepbe C.A.» (bioMerieux S.A.)
Moanuce: Mognuck

[Jara: 31 auBapsa 2014 roga

Mevars:

LLTamn:

«6uoMepbe CA» (bloMéneunx SA)
HacToswmm ygoctoBepseTcs NOLANHHOCTb

LLlemeH ge n’Opwme, 69280, Mapcu-n'Styans - dpaHums

(Chemin de I’Orme 69280 Marcy I’Etoile - France) nognucu r-xun OMOJIbE
Ten.: 33 (0)4 78 87 20 00 Mpeacepatens
[Moanuck
B. AAMUVAH
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OTTUCK Kpyrnoi rep6oBoi nevatun; AnennsunoHHblii cyg JInoHa, MeHepa™
BHyTp. Homep: 14/00412

AMOCTWJIb
(Faarckas KoHBeHUuA oT 5 okTA6pA 1961 roga)

1. CtpaHa: dpaHuy3ckas Pecnybnvka
HacTosiwmin omumanbHbIil [OKYMEHT
2. 6bln nognucaH r-Hom(xon) B. LAMUAH

3. BbicTynatowmm(eli) B KayecTBe Y NOHOMOYEHHOIO NpeAcTaBUTeNs
4. cKpenjeH nevatblo/wiTamMnom  ToproBo-npombiwieHHOW nanaTtel JIMOHA (POHA)
YpoctoBepeH
5B . JIMOH
6. NaTta 03 theBpana 2014 roga
7. eHepanbHbIM NPOKYypopom AnennaumoHHoro cyga r.JJIMOH
8.3aNe 1048
9. neyatb 10. nognuce;
Bepenxxep CMUHEMUWAH
noAnuch

OTTUCK Kpyr/oit rep6oBoii neyatu: AnennaunoHHbINi cyg SioHa, MeHepasibHbIA NPOKYpop
"ANOCTUNb yA0CTOBEPSET NOAIMHHOCTb NOANMCYA, NeYaTH WK WTaMna Ha AOKYMeHTe. DTO He 03HaYaeT,
cofiep>KaHune JoKyMeHTa sBNseTCs BePHbIM WK YTo ®paHr(ysckas Pecny6nmka o406pseT ero cogepykaque

OTTUCK Kpyr/oii rep6oBoii neyaTu; ANennsLUMoHHbIV cyf JInoHa, MeHepasbHbI NPoKypop
MepthopupoBaHHast HafnMch:

Toproeo-npomblLLIeHHan nanarta JinoHa
31.01.14 02351
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CopepxxaHue TeXHUYECKON JOKYMeHTaLUN B COOTBETCTBUM
¢ MpunoxeHuem X «MeTogNUYECKNX PEKOMEHAALMIA No
NopsALKY NPoBeLeHUSA IKCNEePTU3bl KavyecTsa,
3h(heKTUBHOCTM M 6e30MaCHOCTN MeSULUHCKUX U3LENNN».

HanmeHoBaHVe MegULMHCKOro
n3genus Ans AMarHoCTUKK in Vvitro
HasHauyeHve MeanUMHCKOro
n3genna ana AnarHoCTUKM in vitro

Pasgen 1:HCcTpyKunmn
no NPUMEHEHUIO

YKas3aHue Ha T0, UTo
MeAWLMHCKOe 13genve ans
AMarHOCTUKM In Vitro
npegHasHa4eHo Ans
MCNONb30BaHUSA B KIIMHNYECKOM
nabopaTtopuu AN AUarHOCTUKN

Heobxo
anmas

nHoop
mMauns

X

Hannuywne B
NTNCTKE-

BKnaablLie

(MHCTPYKLU
nn)
(OalHeT)

Ja
Ja

Ja

1pe Halixu HMopMayunio? n

VITEK MS-FA
BBepxy nepBoii CTpaHuLbl IMCTKa-BKNaAblLa (MHCTPYKLMK)
BBepxy nepBoii CTpaHuLbl NUCTKa-BKNaAblLLa (MHCTPYKLWK)

VITEK MS-FA faBnsetca Bcriomorarte/ibHbIM peareHTom s
ANarHOCTUKM in Vitro 1 MUKPO6KMOIOrMYecKoro KOHTpons. OH
npegHasHayeH Ana NoAroToBKM 06pasLoB C Le/blo
nocneaytoLlero aHanmsa metogom MALDI-TOF (Matpukce-
AccoummnposaHHas, J1azepHo-[ecopbLnoHHas,
BpemsanponetHas VIoH13aumsa) UCKNHOYMUTENIbHO Ha Macc-
cnektpomeTpe VITEK MS, npoussoactea 6uoMepbe C.A.
®paHuma (pernctpaumoHHoe yaoctoeepeHne Ne ®C3
2012/12091 ot 05 mas 2012 roga).

Ha6op peareHToB ( BKMtovast VITEK MS-FA) ncnonb3yetcs
AN NpoBeAeHns 06513aTeNbHON CTaauy NoAroToBKM 06pasL0oB
MUKPOOPraHnM3MoB. ofroToBKa ApoXOKeBbIX rprbos
OT/IMYaeTCA OT CTaHAAPTHON MpoLeaypbl TeM, YTO nepes,
fobaeneHmem MaTpukca Ha 0bpasel, cHavaia HaHoCUTCA
peareHT VITEK MS-FA.

Pasgen B MHCTpyKUun: TpeaynpexaeHus u Mepbl
NpPeAoCTOPOXKHOCTH

JkcnyaraunoHHaa JOKYMeHTaums Ha MeguumHekoe nsgenve VITEK MS-FA-411072(01/2014)

CrtpaHumya 1 m3 13
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3KcnnyaraynMoHHaa JOKyMeHTauus Ha meauumHekoe nsgenve VITEK MS-FA-411072(01/2014)
CtpaHuua 2 u3 13
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Copgep>xaHne TexHMYEeCKO JOKYMeHTaLmMn B cooTBeTcTBUMM Heobxo Hanunuwne B ae HAliTM MHpoOPMaLKIO?

¢ MpunoxeHuem X «MeToaMYeCKMX PeKOMeHAaLNi no anmast  NNCTKe-

nopsaaKy npoBefeHUs 3KCMepTU3bl KayecTBa, MHop BKNagblwwe

3DHEKTUBHOCTN N 6€30MaCHOCTN MELULMNHCKNX U3LENNN». Maums  (MHCTPyKuM

n) (da/HeT)

Pasgen 1:IHCTpYKUUK NO MpuHUMN TecTa He He npumMeHnm B flaHHOM Cny4ae:

NPUMEHEHNIO npumeHnmo  VITEK MS-FA aBnsetca BcriomoraTe/ibHbIM peareHTom A/14
AMarHOCTUKK N Vitro 1 MMKPOGKMOMOTMYECKOro KOHTPOASA. OH
npegHasHayveH 418 NOAroTOBKM 06pasLoB C Lie/blo
nocneaytoLlero aHanmsa metogom MALDI-TOF (Matpukce-
AccoummnpoBaHHas, JlazepHo-/lecopbLmOoHHas,
BpemsanponetHas VioH13aumsa) UCKIKOYMTENbHO Ha Macc-
cnektpomeTpe VITEK MS, nponssoactea 6moMepbe C.A.
®paHuma (pernctpaumoHHoe ygoctosepeHue No ®C3
2012/12091 ot 05 mas 2012 roga).

Ha6op peareHToB ( BKNtovast VITEK MS-FA) ncnonb3syetcs
ANa NpoBeaeHns 06s3aTeNlbHOM CTaaum NOAroTOBKN 06pasLoB
MUKPOOPraHu3MoB. MofroToBKa ApoXOKeBbIX rpuoos
OT/IMYAETCA OT CTaH4APTHOW MPOoLeAypbl TeM, YTO Nepes,
fobaeneHmem MaTpukca Ha obpasel, CHavasia HaHOCUTCA
peareHT VITEK MS-FA.

Bonee nogpobHyHO NHDOPMALMIO CMOTPUTE:

-I"naBa 4 PykoBogcTBa nonb3osartens - 4501-2233-C-en-NA-
KNMHUYeckoe ncnons3osaHne VITEK MS-pabounii npouecc
-I"naBa 4 PykosogcTtsa nonb3osarens - 4501-2233-C-ru-NA-
KnMHu4yeckoe mncnonb3osaHne VITEK MS-paboumnin npouecc

OnvcaHve peareHToB, Na Pasgen B MHCTpyKumu: CocTaB Habopa
KannGpaTopoB, KOHTPO/bHbIX Ha6op He CoAepXUT KanmbpaTopbl U KOHTPO/bHbIE MaTepuansbl
MaTepuanos

JKcnnyaraymoHHaa JOKyMeHTaums Ha meamumHcekoe nsgenve VITEK MS-FA-411072(01/2014)
CrtpaHunua 3 u3 13
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CopgepxxaHue TexHUUeeKon JOKyMeHTaLMn B cOOTBeTCTBUM ¢ Heobxo

MpunoxeHnem XX «MeToLNYECKNX PEKOMEHAau N no anmas
NopsAAKY MPOBefeHNA 3KCNePTU3bl KayecTBa, IPHEeKTUBHOCTM  UHDOP
1 6e30NacHOCTN MEeAULUHCKUX U3LENNN». Maumsa

Pasgen 1:HCTpYyKUUK
Nno NPUMEHEHUIO

JKcnyaraunoHHan JOKYMeHTaumus Ha MeguuuHekoe usgenve VITEK MS-FA-411072(01/2014)

CrtpaHuua 4 n3 13

NepeyeHb NOCTaBNAEMbIX
maTepunasnioB, BXOAALLMX B COCTaB
MeLMLMHCKOro 13envs ans
[ANarHoCTUKM in vitro:

-Cnncok NpuHaaNeXxHoCTeNn

-Cnncok cnewmanbHbIX MaTepuanos,
KOTopble TPebytoTcs AN NPoBeAeHNS
aHasiM3a, HO He cofep>kaTca B
KOMIMNEeKTe NOCTaBKMU.

YKazaHue NoobIX cnelmanbHbIX X
YCNOBWIN XpaHeHus (Hanpumep,
TemnepaTypbl, CBETa, BXKHOCTU U

T.4.) W/vnn cneumanbHbIX YCIOBUIA
06paLLeHns ¢ MeANLMHCKUMM

n3aennamMn Ans AuarHoCTUKM in vitro

XapaKTepucTUKN CTabUNbHOCTK X
(ycnosus xpaHeHus, CPOK ro4HOCTYU

rnocse nepBoro BCKPbITUA NePBUYHOIO
KOHTENHepa, a TaKXe YC/oBuS

XpaHeHNs 1 cTabubHOCTb Paboumx
pacTBOPOB, rAe 370 NPUMEHNMO).
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Hanuuwne B
NINCTKe-
BKagblLle
(MHCTPYKUNM
n) (Aa/HeT)
He
NPUMEHUMO

[Ja

Ja

oe HaliTW MHopmaymw? - N e

He npymMeHMMO B JaHHOM C/ly4ae:
Habop He coAepXUT NPUHALNEXHOCTEN 1 He TpebyeT
cneymanbHbIX MaTepranos

Pa3aen B UHCTPYKLIMK: Y COBUS XPaHeHMS

Pa3aen B MHCTPYKLIMK: YCOBUS XPaHeHUS



Ecnn meguunHcKoe nsgenne ans He
[IMarHoCTUKK in vitro nocraenseTcs NPYMEHNMO
Kak CTepu/bHOe, yKasaHue Ha ero

CTepuIbHOE COCTOSHWNE, METO/

CTEPUNM3ALMA N YKa3aHWS Ha Clyyald

NOBPEXAEHMNS CTEPUIbHON YNAKOBKN.

WHopmaums B OTHOLEHUN X Ja Pasfen B UHCTpyKumn: MpeaynpexxaeHns u mepsbl
npesynpeXxaeHunia, mep NpeLoCTOPOXKHOCTH

NPeLOCTOPOXXHOCTEN N OrpaHNYeHuit

B MCMO/Ib30BaHUMN MeANLMHCKOr0

n3genus ons QUarHoCTuKK in vitro

JKcnyatauMoHHas JOKYMeHTaums Ha MeauumHekoe msgenve VITEK MS-FA-411072(01/2014)

CrtpaHuya 5 ns 13
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CopepxxaHne TeXHUYECKON AOKYMeEHTaLNUN B COOTBETCTBUM
¢ MpunoxeHunem X «MeToaMYECKUX PEKOMEHAALLMIA NO
NopsAAKY MPOBeLeHUNA IKCNEPTU3bl KavyecTBa,

AP heKTUBHOCTU M 6€30NaCHOCTN MeANLMHCKUX N3NNI,

MpepynpexaeHns n/unm mepsbl
MpPeLoCTOPOXKHOCTH,
npUHMMaeMble B Ciy4yae c60s
VNN YXYALLEeHNs
(hYHKLMOHNPOBAHNSA
MeNLUMHCKOro nu3gennsa s
[ANarHoCTMKM in vitro, KOTopble
MOrYT 6bITb OnpeenieHbl No
BHELUHMM MpU3HaKam

Mo NPUMEHUMOCTH:
-cneumanbHble TpeboBaHUA A/is
CNY>KEOHBIX NOMELLEHWI
-cneuyanbHoe 0by4eHve
nepcoHana

-Mony4YeHue cnewmnansHowm
aTTecTaummn nosb3oBarTesIsmu
MeLMULMHCKOro n3fenus ans
[AMarHoCTUKM in vitro

Pasgen 1:IHCTpyKUun no
NMPUMEHEHNIO

-Ycnosus gnsa c6opa,
06paboTKM 1 NOATrOTOBKM
06pasLoB

-[aHHble MO CTabUNbHOCTM
aHaIM3npyembIx 06pasLoB

Heobx

anmas

nHop
mMauns

Hann4yne B
JNINCTKe-
BKNagblLle
(WHCTPYKUYU
n) (da/HeT)

Ja

Ja

He
NPUMEHUMO

140e HahTu — -j-"r-nTiTn

*Pa3gen B MHCTPYKUun: TpegynpexaeHns n Mepbl
NnpesoCTOPOXXHOCTU

* [MpumedaHne:Y1TEK MS-FA He cofepXXUT HUKaKnX
maTepuanos, NPeACTaBNAIOLLMX UH(EKLMOHHYHO OMACcHOCTb.
OfHako Bce aHanm3mpyemble Ha npubope VITEK MS o6pasubl,
MUKPOGVONOrnYecKme Ky/bTypbl i MHOKY/IMPOBaHHbIE
MPOAYKTbI AO/MKHbI pacCMaTpmMBaThCA 1 06pabaTbLLaThCs, Kak
maTepuasibl, NMPeACTaBAIOLLME NHIEKLMNOHHYIO OMacHOCTb

Pasgen B MHCTpyKUMK: TpeaynpexxaeHusa u mepbl
NPeAoCTOPOXKHOCTH

He npumeHnm B gaHHom cnydae: VITEK MS-FA
npeaHasHaveH Ans npeaBapuTeIbHOM 06paboTKM APOXOKEBBIX
rpnmooB As1s 06nervyeHns X NAeHTUGOUKaLMmn no MetToay
MALDI-TOF.

JkcnyataunoHHaa JOKyMeHTaums Ha MeguumHekoe mnsgenve VITEK MS-FA-411072(01/2014)

CrtpaHunua 6 3 13
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CopepkaHne TeXHNYeCKOM AOKYMeHTaLnm B COOTBETCTBUN
¢ MpunoxeHunem XX «MeToaMUECKMX PEKOMeEHLALWIA MO
NopsAAKY MPOBeLEeHUNA IKCNEePTU3bl KavyecTBa,

AP heKTUBHOCTU M 6€30MACHOCTN MEeAULIMHCKUX N3AENN».

Pasgen VHhopmaumsa no MeTposiornyeckoi
L HCTPYKUUM NO MPOCNEXMBAEMOCTI 3HAYEHUI,
NPVMEHEHNIO NMPUCBOEHHbIX Kasimbparopam K

maTepuanam s KOHTPOSIS
NpaBUIbHOCTK, BK/IKOYaa yKasaHue Ha
NpUMeHMbIE pedepeHTHbIe
matepuasbl U/nn peepeHTHbIe
npoueaypbl M3MepeHunin 6onee
BbICOKOI0 nopsaka

MMpouepypa aHanmn3a, BKYas
pacyeTbl U UHTepnpeTaumm
pe3ynbTatos, W rae NPUMeHUMO,
NH(opMaL 1A 0 LienecoobpasHoCTy
NpoBeeHNs NOATBEPXKAAIOLLNX
TEeCTOB.

AHaIMTUYECKNE XapaKTePUCTUKN,
Takue, KakK YyBCTBUTE/IbHOCTb,
CNeLMpUYHOCTb, NPaBU/IbHOCTb,
NMOBTOPSAEMOCTb, BOCMPOM3BOAMMOCTb,
npegenbl 06Hapy>XeHWs 1 aranasoH

M3MepPEeHUs!, BK/KOUast MHKOPMaLIMIO No
KOHTPO/1tO U3BECTHBIX MHTEP(EPEHTOB,

Mo OrpaHnYeHnsaM mMeToda 1
MH(opMaLIMI0 06 MCMOb30BaHNM

BOCTYMHbIX PedhepeHTHbIX MaTepuasioB

N METOA0B N3MEPEHNA

Heobx

anMas

nHop
mMauns

Hanuune B
NINCTKe-
BKajblLle
(MHCTPYKUM
n) (Oa/HeT)
He
NPUMEHNMO

He
NPUMEHNMO

He
MPUMEHNMO

Cpe HallTM MHpopmaun!”

He npuMeHUM B JaHHOM C/y4ae:
[aHHbI HAbop He COAEPXKMT KanMbpaToOpOB 1 KOHTPO/bHbIX
MaTepuanioB

He npnmeHnm B jaHHOM cny4yae:

*VITEK MS- FA He nmeeT n3meputeNibHOM hyHKLMK
*VITEK MS-FA npeaHa3HayeH Ans npeasapuTeibHOM
06paboTKMN APOXOKEBLIX rPUBOB ANs 06NErYeHns Nx
naeHtTugpmkaymm no metogy MALDI-TOF.

He npumenum B gaHHom cny4ae: VITEK MS-FA
npegHasHaveH 41 npeaBapuTeNbHON 06paboTKN APOXOKEBbLIX
rpmboB A1 06nervyeHns X NAeHTUOUKaLMn No MeToay
MALDI-TOF.

JKcnnyataunoHHaa JOKYMeHTauus Ha MeauumHekoe nsgenve VITEK MS-FA-411072(01/2014)

CrpaHuua 8 13 13
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Tam, rge NnpyMeHNMO, XapaKTepucTuKu
KMIMHNYECKON 3hheKTUBHOCTU, TaKme
KaK AmarHocTuyeckas
4yBCTBUTE/ILHOCTb M AMarHoCTUYeCcKas
CneumgpnYHOCTb

Tam, rae NpUMEHNMO, 6MONOrNYECKII
pedepeHTHBIA NHTEpBa

He
NPYMEHNUMO

He
NPUMEHNMO

He npumeHnm B flaHHOM C/yy4ae: n
npegHasHaveH 415 npeaBapuTesibHON 06pabo 1Kl POXOKEBbKI—A
rpnmoboB A1 06/1eryeHmns ux NAeHTUMOMKaLMm no MeToay
MALDI-TOF.

He npumeHnm B gaHHoMm cnydae: VITEK MS-FA
npefgHasHaueH Ana npesapuTeibHON 06paboTKN LPOXOKEBBIX
rpnmooB A/ 06neryeHns nx NAeHTUUKaumMm no MeToay
MALDI-TOF.

JKcnnyarauMoHHas JOKYyMeHTaums Ha MeauumHekoe mngenve VITEK MS-FA-411072(01/2014)

CtpaHuua 9 u3 13
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CopepxaHue TeXHMYECKON AOKYMeHTaLUmM B COOTBETCTBUM C Heobxo Hannuyve B "4e HaliTKM MHpopMaLmno?

MpunoxeHnem XX «MeToLNUYECKNX peKOMeHAaLnii no NopagKy  Aumas NnNcTKe-
NpPoBefeHNA 3KCNEPTU3bl KavyecTBa, 3IPPeKTUBHOCTU 1 nHoop BKNajblLue
6e30MacHOCTU MeAULMHCKUX N3LeNNA». MaLums (MHCTPYKLMK)
(Oalner)
Pasgen WHpopmaumsa 06 MHTephepupyoLLmx He He upumenum B gaHHom cnyydae: VITEK MS-FA
1:IHCTpYKLUMK No BeLLIeCTBaX WM OrpaHUYeHNaX, CBA3aHHbIX NPUMEHNUMO npegHasHayeH 419 npeLBapuTeNibHoM 06paboTku
NPUMEHEHUIO C Npo6oii, KoTopble MOTYT MOBAUATL Ha LPOXOKEBBIX rPUO0B AN 06/1eryeHmns nx
pe3ynbTat uccnefoBaHns naeHTUrKaymmn no metogy MALDI-TOF.
MpepynpexxaeHns n/mnm Mepsl X Na Pa3fien B MHCTPYKUMW: YTUNN3aLMA OTXO40B

MPeAoCcTOPOXKHOCTK M0 6e30MacHOM

yTUIN3aUUmM MegUUMHCKOro n3genvs ans

[ANarHOCTUKK in Vitro n NpUHagIeXHOCTEN,

eC/N TaKOBble MMEITCSH

HavmeHoBaHWe 13rotoButens u/nnm ero X Na BHW3y nocnefHei cTpaHULbl NCTKa-BKNaabILLa
YMO/IHOMOYEHHOr 0 NpejcTaBuTeNs, a (MHCTPYKLMK)

TaKXXe UX afjpeca N KOHTaKTHble JaHHble,

Mo KOTOPbIM MOXHO MOJTYyUYUTb

TEXHUYECKYH KOHCY/bTaLuio 1

noaaepXxKy

JKcnyatauMoHHas JOKYMeHTaumus Ha MeguumHekoe nsgenve VITEK MS-FA-411072(01/2014)
CrtpaHunua 10 n3 13
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JkcnnyatauMoHHas JOKYMeHTaumsa Ha meguumHekoe mnsgenve VITEK MS-FA-411072(01/2014)

CrtpaHuua 11 n3 13

MHpopmmpoBaHne nonb3osatens o X Het
HeobX04MMOCTM, NPY BbISBIEHNN
NMOBGOYHbIX JENCTBUM, HE YKa3aHHbIX B
WHCTPYKLMAW MO MPUMEHEHUIO NN
PYKOBOZCTBE MO 3KCMn/yaTauum
MeAMLMHCKOr0 U3LeNns, HexxenaTe/bHbIX
peakLmin Npu ero NpUMeHeHNN,
0C06eHHOCTel B3aMmoencTauns
MEeANLMHCKMX U3LeNniA Mexxay coboi,
(haKTOB 1 06CTOATENLCTB, CO3LAOLLMX
Yrpo3y XXWU3HU 1 340P0BbLI0 FpaXaaH K
MeANLMHCKMNX pabOTHUKOB Npu
NPUMEHEHUN 1 3KCnyaTalum
MEeLNLMHCKNX U3AeNNiA, HanpaBneHns
CO06LLEHMS, CoflepyKaLLlero ykasaHHble
cBefieHns B PefiepasibHYO CNy>K6y Mno
Ha[30py B chepe 34paBOOXpPaHEHNS B
COOTBETCTBUM C JeNCTBYIOLLEM
3aKOHO/aTe/IbCTBOM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

CMOTpM BHW3y~r10Cnepax.
1 JKcnnyaTaumoHHON JOKYMeHTauTM AT T!
FA



CopepxaHne TeXxHNYeCKOM AOKYMeHTaunm B COOTBETCTBUN C
MpunoxeHunem XX «MeToaMYECKMX PEKOMEHAALWIA N0 NOPSALKY
NpoBefeHNsA 3KCMepTU3bl KayecTBa, 3PPEKTUBHOCTU U
6e30NacHOCTU MEAULMHCKUX U3LENNN».

Pasgen 2:
JononHuTeNnbHbIE
WHCTPYKLUWUN NO
NPUMEHEHUIO
MeAULUNHCKNX U3[eNNi
ANS ANarHocTUKM in
vitro, npegHasHa4yeHHbIX
ANA caMOoTecTUpPOBaHUA
NN TeCTUPOBAHUA Y
noctenn 60NbHOLO

Heobxo
anmas
nHdop
Maums

MoapobHas MHopMauus o NpoBeaeHUN
aHanm3sa, BK/oYas NnoaroToBKy
peareHToB, 0T60P/NoAroTOBKY Mpobbl 1
NH(opMaLMsa 0 TOM, Kak BbINOHUTL TECT
N cUUTaTb pesy/bTarbl.
-PekomeHaumMm 0THOCUTENIbHO AeNCTBUI
No/ib30BaTesisi B Cly4vae MosIoXKUTENIbHOrO,
0TpULATEeNIbHOro UK HEOoMNpeAeneHHOro
pesy/nbTaTa

-MHthopmaums 06 orpaHNUYeHKsX TecTa u
BO3MOYXHOCTW MOTYHEeHMUs TOXHO
NOMIOXUTENIbHBIX UMW IOXKHO
OTpuULaTeNbHbIX Pe3y/ibTaToB, a TaKXxXe
OTHOCUTE/bHO MT06bIX (haKTOPOB, KOTOPbIe
MOTYT NOBMMATb Ha pe3y/bTar
TecTMpoBaHus ( B T.4. BO3pacT, Mo,
MEHCTpYaLnn, MHPEKLUN, YNPaXKHEHNS,
AMETBI MW NPYEM NIEKapCTB)

[N MegUUMHCKNX U3LeNNiA ans
[ANarHoCTUKK in vitro, npegHa3sHa4eHHbIX
[J151 CaMOTEeCTMPOBaHMS, YKasaHue Ha To,
4TO NO/Ib30BaTE/lb HE AO/MKEH NPUHUMATb
MEeAMLMHCKMX peLleHunii 6e3
npesBapuUTEeNIbHON KOHCY/bTaUmm ¢
MeAMLMHCKMUM CreLmanncToMm.

Hanunune B
NINCTKe-
BKNajblLle
(MHCTPYKLWUN)
(OalHeT)

He
NPUMEHNMO

He
NPUMEHNMO

He
NPUMEHUMO

JKcnnyaraymoHHaa JOKyMeHTauus Ha MeauumHcekoe nsgenve VITEK MS-FA-411072(01/2014)
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"oe HaNTK MHGopMaumno?

He npumeHum B gaHHoM cnyydae: VITEK MS-
FA He npefHasHa4yeH gnsa camoTeCTUPOBAHMA U
TECTUPOBaHWA y NocTenn 60/1bHOro

He npumeHum B gaHHoM cnyyae: VITEK MS-
FA He npefHa3HayeH 414 caMOTeCTMPOBaHUA NN
TeCTUPOBaHNA y NocTeny 60/1bHOr0

He npumeHum B gaHHOM cnydae: VITEK MS-
FA He npegHasHayeH ona caMoTeCTUPOBaHNA U
TECTUPOBaHUA y NOCTeNn 60/1LHOr0



Mo BoNpocaM, KacaroLmMMcs KauecTBa MeULMHCKOro usgenus «Habop peareHTOB gns npeABapuTenbHON 06paboTKu

FA», a TakxkKe B e/lyyae BbIB/IEHUSI NOOOYHbIX AEACTBUM, HE YKa3aHHbIX B MHETPYKLMUM MO NPUMEHEHUIO U PYKOBOACTBE MO aKcnayataunmanranTxmH®
N3LeNNA, HeXXenaTebHbIX peakLnii Npu ero NPUMeHeHUn, 0CO6eHHOETEN B3aMOeeTBUA MeAULMHCKNX U3LeNNiA MeXay COO0M, (hakToB 1 06CTOATENbCTB,
CO3JatoLLMX Yrpo3y XKU3HU 1 300P0BLI0 FPaXaaH U MeAULUHCKMX PABOTHUKOB NpY NPUMEHEHNUIN 1 3KCMyaTaumm MeAMLMHCKOro nsgenms npocbba
o6palaTbCs K Y MoHOMOYEHHOMY MPeACcTaBUTENO MPOU3BOANTENS:

OO0 «buoMepbe Pye»

no agpecy: Poccus, 115114, r. Mocksa, yn. OepbeHeBckas, A.20, cTp.1l

Ten./pakc (495)221 10 79, e-mail:office.ru@eu.biomerieux.com

www.biomerieux-russia.com

CsefieHns 0 NOB6OYUHbIX AeeTBUSAX, He YKa3aHHbIX B MHETPYKLMM NO NPUMEHEHWNIO UM PYKOBOAETBE MO 3KCMJyaTaumm MeauLMHCKOro nsgenns,
HeXXenaTe/lbHbIX peakuuax npy ero NpUMeHeHUM, 06 0e06eHHOCTAX B3aMMOAENCTBUS MeAULUHCKUX U3AeNnii Mexay eo60i, PakToB 1 06CTOATENLCTB,
CO3JatoLLMX Yrpo3y XKN3HW 1 300POBLI0 rpaXaaH U MeAULUHCKMX PabOTHUKOB MNPV NPUMEHEHUN 1 3KenayaTaumm MegULMHCKUX 134enid 6yayT Hanpas/eHsbl
B ®PefiepasibHYHO eNly)kby Mo Hag30py B edepe 34paBOOXpaHeHNs B COOTBETCTBUN C IeMCTBYIOLLMM 3aKOHOLATE/IbCTBOM.

JkcnyarauMoHHas JOKyMeHTaums Ha MeanumHekoe mnsgenve VITEK MS-FA-411072(01/2014)
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93008830-m-ZO 1 1K™

1M8-PAaANAncnanb30BLWINACY ITEK*M8

KC-CTIEXTOMETUR  DE/ICTABTIRET

T COOO 00Hapy e
HVA 11X MO|-|0VBOTOJ'IHOI/I maccel. VITEK MS-FA u1cross3yetcs

b> OB/IErYeHNs VX UOEHTADN KaL'I,l/I
M aHasmsaropom!. PeareHT

s n m,qumqmmu,mm orpe,u,eneHbe( MOnieKyn  MyTem
€/lbHO 06pal MOKEBLIX PVIOKOB

N MetoooM MALOL-TOF (MATPUUHO- aKTI/IBI/IpOBTHaFI nasepHaﬂ Jea» XKW/ /vozas c
HodeH TO/bKO /19 WCTIONB30BaHMA € aHarmsatopom VTTEK

MTBETCTBI C PykoBogctBOM nons3oBaresia VITEK MS 46P1-a33

OXTAB HABOPA YCNTOBUA XPAHEHNA

B VHVBMAYa/T-HOM YMaKOBKe: ° mpaﬁ%”mmem XpaHIT> P0G/ v
fe P 411072 VITEK MS-FA»5X 0,5 M1 e [locne BCKPbMVA I'IMVIPKVI VITEK MS-FA MOKHO XpaHTL

COCTAB VITEK MS-FA

r«op«TM4*eidui hop|ryna

nypaiibmMmkm Bucnota Il __

n CoepaC: enkoe BEWECTBO
R34: BbBbIBaET OHOM.
826: Bonyyas nongapH/A mTasa HeMeLyieHHO NOOMBT> 1iasa
60rbMam KxUbKKIBOM BaabI HOOpenehCHM MeambIHOCK NOMOVaan
827: MemefneHHO CUSTb 800 3erpsisHeHHYHO OAEXKaY
828: Mpu nornaaaH1 Ha «OMy HeMEZ/IEHHO MOOLLLITL 60/bLLINM
«CIYacTaoM aofibl C MbUIOM
830/3T>38: HeobxoarMo 1CNonb30eaTh COOTBETCTBYHOLLYHO
3aVaTTHYIO 04Ky, MBOHBITIOV M CPeACraa 3almTbl rneYmua

Bonee noapobHasi vHdhooManst MpriBeaeHa B MacriopTe 6e3onac-
HOCTV MaTepriarna. KoTopb A MOVET GbITh MO/yHeH o 3arpocy

MPEAYMPEXAEHNA 1 MEPBI NMPEAOCTOPOXHOCTW

e [Ins AMArHOCTUKM in vitro Y MUKPOGMOIOMMYECKOTO
KOHTpONS.

* TO/NbKO A1 NPOGheCCOHATBHOTO UCMO/Ib30BaHUS.

« Tormbko anst CLUA: BruviaHve depeparnbHbid 3akoH CLLA

OrpaHV4MBaET MpOJgky [aHHOTO Mpubopa B Casan C
BOMPOCaMM JIMLIEH3/POBAHIA

eBce 00pasupl, MMKDOOMONOMMHECKVE  KyTBTYpbl 1
VIMOKY/IVIPOBaKHbIE MPOYKTbI AX<HbI PacCMaT-pUBATHCA U
obpabarbiBateCsi  Kak  Matepuarisl - Mpen-CragnaroLye
VH(PEKLIOHHYYO OMacHOCTb. [pu MpoBeaeHMM MpoLeypb!
HeoOXOMMO  COOMHAEHME  acermUuECKOl METOmAKN U
CTAHAAPTHLIX Mep MPEAOCTOPOXHOCTY, UCTIOMNb3YyEMbIX MOV
oOpalleHV € viccrielyemoin  pyrnoli Gaktepuid.  Cm.
.CLSI* M29-A Protection of Laboratory Workers From
Occupa6onaKy AcqumeO infections Approved GuideUne
(CLSI* M29-A 3awwura 1abopatopHbIX PaboTHAKOB OT
VHMLMPOBaHUA & paboumMx  YCoBUSX, YTBEPTKOEHMbE
PEKOMEHZALYY) — B [eViCTBylOWEN pesakym’ s
NOMyYeHUA  VHAGOp-ViaLWM O JOMOMHUTENTbHBIX  Mepax
npefocTopoxHoc/ cM. Biosatety in Micrablolagicai and
BIaT\edtcaI Laboratories (Bronornyeckas 6e30MacHOCTL B

HECK/X 1 6|/|OMep,I/IL|,VII-ICKVIX 11abopaTopisx)

— COONIH — MOCTIeaHss PefakUMSt, WM OEICTBYHOLLIVE
HOPMATVBHbIE [IOKYMEHTbI CTPaHbI VCTO/b30BaHMS

* He ponyckaetcd ucronb3osaHve VTTEK MS-FA nocne
OKOHYaHIA1 CPOKA. FQAHOCTIA.

« Mepen, VCronb30BaHYEM HEOOXOMMO YIOCTOBEPUTLECA &
TOM. YTO KapTOHHasi Kopobka He Bblia MoepeXLLEH3

BKX Ke3wW ¢ rany6w nnnmn « W B ( MS «knblcTM
*CWNMbIBNMKNK UNHOAHBMKIOMEUNM MK KIAaKUHTUXaUMNM i

B TEHEHVIe 2 Hee/b

KOHTPO/J1b KAYECTBA

VITEK MS-FA npoxomim CUCTEMATVHECKUIA KOHTPO/b Ha

paz/MYHbIX 3Tariax Npov3BOACTBA.

[nA  nposedeHMs  COOCTBEHHbIX  WCTbITaHUA  KOHTPOSA

KauecTBa HeOGXOMMO CrIeA0BaTb MPOLEYPE, ONMCAHHOM &

PykosozacTee noris3oBaren aHamsaropa VITEK MS ¢

VCMOMs30BaHVIEM CrIELHOLLYIX LLTAMIVIOB

= Candida g/atXBta ATCC* MYA-2950™

® Eschenctua COMATCC* 8739 (MCMOMb3yeTes kak
Ka/BPOBOHHbIA LLITAMM)

e OtpyuarebHbiA KOHTPOBHbI TecT  VITEK MSFA i
matpuke MS-CHCA (NeoF 411071) (Torbko Matpukea 6e3
M/IKPOOPraH/3MOB)

Kpurepviem  cOOTBETCTBMA  TPEOOBaHWAM K KauecTBy

SBNSETCH MAEHTMAMKALWA [0 BAOA C BbCOKAM YPOBHEM
JIOCTOBEPHOCTV [/ Ka/IMGPOBOYHOMO LLTaMMA U LLITaMLL

Candida “abrala. W OTCYTCTB/E BbIBMEHMS MALHO-
OpraHVi3MOB /151 OTPULIATE/TbHOTO KOHTPO/TBHOMO TECTa.
YTUIU3ALINA OTXO0B

YWm3MpoBatb Mocie UCTONMB30BaHNA @ COOTBETCTBAM C
VK33V 110 HafyExkaLLIEV TabOpaTOpPHON MPpaKTVIKE.
TAB/ILIA CUMBOJIOB 1 OBO3HAUEHWIA

CvimBon 3HaveHne
REF Homep no karasory
[ns oyarHocvki mvitw
[Npow3BeeHo
7 TemnieparypHble OorpaHM4eHIs
2 j Vicnonb3osarb A0
[t~ Hovep niapman
Mepe[, Crorb30BaHYEM MPONMTMIE
cLu VIVCTRYKMIAO
Tomeko s CLLA B|-II6IVLEAIZI/B
< deneparbHbIA38K0H OrpaH/VIB3ET
Toaml MPQURKY IBKOrO MYBOpEB CBRBAC

XKPencrblKXAKHbl bl *HblM HKwiW KM ais 4xunm oananpambl npnsibl K

CLSifKuiaero) Tocritsioit najmaii. TMmbinemw el mcnaynruimMHBaw x T60pArenw x eraHkastoalo ncM Laboramy andsundane tnatauw.no.
ToproeaAuapa ATCC. « MHKOOMBDITR «<amanna a aca katanosaam Homaga ATCC aansiotca TAOMKLLIbI mapkamn AMapHA4OMU HOwMabiv TMROabIK YVBTYP

tAimncan rypacvbira Cotace: v

1blBoa Apyroe Hasnenoaamki«au Tepraaaa MaBaa aanameca aeBernu wocn ooonuTcTtaynoam Bnaaanboaa.
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MNoarotoBka 06pas3LoB

BAXHO: TogroToska 06pasLoB ocyLLecTBASET CSA C UCMO/Ib30BAHUEM
cTaHuum npobonoaroTosku VITEK MS. Heobxoanmo 03HAKOMUT bCA
C pasfenom o cTaHuum npobonoaroTosku VITEK MS B saHHOM
pykoBoAcT Be (rnasa 2, O6pasupbl) nepes NoAroTOBKON 06pasuos. B
cnegyrowem pasgene nogpobHo onucbiBaeT A NPOoLEece pasMeLleHns
06pa3yoB Ha cnaiigax VITEK MS-DS. B rnasa 5, MoaroToBka cnaingos
VITEK MS-DS n kapT VITEK!™ 2 B MO cTaHuum npobonoaroT 0BKM
VITEK MS onucaH BBOA MHpopmaLum 06 ob6pasuax ¢ NOMOLLbH
cTaHuum npobonofaroTosku VITEK MS.

B atom paszene onucbIBaeTcA npoLeaypa NoAroToskN MUKPOOUOIOTNHECKIX
06pasLoB AN Macc-crnekTpoMeTpum rno metogy MALDI-TOF ¢ ¢
ucrnosb3osaHnem cucrembl VITEK MS.

[na BbinonHeHns n3mepeHys B Macc-cnekrpometpe VITEK MS,
vcnonb3ytowmm Metog, MALDI-TOF, Heo6xoayMOo MOATOTOBUTL CBEXKYHO
KynbTypy KanmbpoBouHoro wramma Escherichia co// ATCC® 8739 un caexuii
obpaszeL, kak onvcaHo B pasaene 06 obpasuiax B A4aHHOM PYKOBOACTBE (CM.
rnaea 2, O6pasLibl). MMKpPOOpraHM3Mbl, KOTOpble HEOBX0A MO
NOEHTU(DMLIMPOBATL, CHaYana TpebyeTcs 130/MPOBaTh C MUCMO/b30BaHNEM
nozxoasLLeli cpedbl AN KynbTypbl B COOTBETCTBUM C OBLLENPUHATBLIMA
MPOTOKONaMU. PeKOMEHAYETCA MUCMO/b30BaTb KOMOHWW, AYaMeTp KOTOpbIX
COCTaBNSAET OKOJIO TPEX MANIMMETPOB. OfiHaKO Takoke MOXHO MCMOo/b30Bare
KO/OHWM 3HAUYMTE/IBHO MEHBLLIETO WK HOMbLLEro pasmepa.

MoaxoasLi pasmep Koo

Kynbtypa nocne 18-24 vacos
VHKyGaLymn

Mpumevanue: WHkybauus wramma E.coll ATCC 8739 ans kambpoBKM SOmKHA
OCyLecTBNATHCA 0T 18 10 24 yacos npu TemnepaType 35 "C +/-2°CB
KpOBSIHOM arape.

VITEK® MS Pa6ouuii npouecc PykoBoACTBO Mosib3oBaTenst - KNMHM4Yeckoe Ucnosib3oBaHne 41
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MogroToeka cnaiipa VITEK MS-DS MoaroToBka 06pasLios

Moarotoeka cnanpga VITEK MS-DS

Mpumeuanune: Mpu paboTe co cnaiigammn VITEK MS-DS HeobxoAvMo MCcrnosb3oBaThb
nepyaTky 6e3 nyapbl.
He paspeLuaeTcs npukacaThCA K TO4YKaM Ha cnaiige.
Cnaiig cnegyeT 6paTb 3a €ro KoHeL,
He paspeLuaeTcsa HaaMMCbIBATb UM UHbIM CIOCOGOM NOMEYaTb Criaiis,

Mepep, nobaBneHmeM 06pasuoB Ha cnaiig VITEK MS-DS ero Heobxoaumo
pa3MeCTUTb Ha POBHOIA MOBEPXHOCTU, HANMPUMEP, CU/IMKOHOBOM KOBPVIKYA,
4TOGbI NPELOTBPATUTL €0 COCKa/Tb3bIBAHME B CTOPOHY.

Cnaiig VITEK MS-DS, npeaHasHaueHHbliA gnst cuctembl VITEK MS,
npeacTaBnsieT coboii ogHopasosbiin cnaing VITEK MS-DS ¢ BO3MOXHOCTBO
pasmeLLeHns 48 obpasuos. Cnaiig VITEK MS-DS paspeluaercs
CNONb30BaThb TOMIbKO OfMH pa3 MecTa pasmMeLLieHns 06pa3LioB pasae/ieHbl

é Ha TPV YacTh. Kadkaas yacTb HasblBaeTcs rpynmnoii cbopa AaHHbIX. Tpu
HEBO/bLLIVX TOUKM B LIEHTPE KaXKAO0W rpynmbl coopa AaHHbIX Herb3s
V\,/\ WCMO/b30BATb /1 UAEHTUPMKALWM MUKPOOPIaHM3MOB. 3T TP TOUKU (XAL,
% xB1, xC1) npeaHasHa4eHbl 4151 BbIMOTHEHWSA KayIMOPOBKU.
N
o
Fpynnbl céopa AaHHbIX
0
Ih

PasmelleHne KanmbpoBoyHoro wramma E. co//ATCC® 8739
Ha cnaipge VITEK MS-DS

LLitamm E. coHATCC 8739 cnepyet pasMecTuTb B CiefyHoLLUUX NO3ULMAX:
xAl, xB1, xC1, B 3aBMCMMOCTI OT KO/IMYECTBA aHa/IM3MPyEMbIX 0OPa3LI0oB
(oHa KamMbpOBOUHAsA TOUKA Ha rpynMbl c6opa AaHHbIX U3 16 TOuek).
Cobntogalite ykasaHus OTHOCUTE/LHO MOATOTOBKW GaKTepUin BO BPEMS
MOATOTOBKM KasMbpoBo4HOTO wramma E. collATCC 8739.

4-2 VITEK™ MS Pa6ouuii npoLiecc PykoBOACTBO Nosib3oBatensi - KnuHuyeckoe Mcnonb3oBaHve
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MogroToBka 06pa3LOoB

MogroToBka 6akTepuii

MoarotoBka 6akrepui

MpumeyvaHye:

MpumevaHwe:

MpumeyvaHye:

Mpw paboTe co cnaiigamm VITEK MS-DS Heo6xoaMmo 1Cronb3oBaTh
nepyaTky 6e3 nyapbl

BbINOMHWTE OTGOP YacTV MOAXOASILEN KOMOHM C NMOMOLLIGIO MET/M Ha 1 MK/,

Y6e,ﬂ|I/ITer B TOM, YTO BMECTE C KO/IOHVENA He Bbl B3ST arap, TaK Kak 310
OoTpuuatenibHO NMoB/NAET Ha CNeKTp.

HekoTopble MUKPOOPraHW3Mbl, Harprvep, CTPEMTOKOKKW, PacTyT B O4eHb
HEeGOMLLUUX KOMOHWMSX. B Takvx criy4asx BbINOMHWTE OTOOP HECKO/bKIX
KOJTOHMIA 1 Pa3MECTUTE VX B OfHOI TOYKE.

He paswveLpOTe 60nee 0AHOMO (OAMHAPHB IV PEXKAM Pa3MELLIEHMNS) UK ABYX
(oBOVHOI peXkVM pa3MeLLIEHs) B OAHO BpeMs nepes fo6asneHreM
MaTPUKCa B Lie/1eBble TauKu.

PasmecTuTe 0bpasel, B LieHTpe Toukn. ObparnTe 0co60e BHUMaHME, YToObI
He pa3veLLaTb CIMLLKOM 60/bLLIoe KOMMYecTBO. COOTBETCTBYIOLLEE
KOMMYECTBO [1/151 OAHOI TOUKe MOKa3aHo Ha pUCyHKe Hvbke. Ecnn konmyecTse
pa3MeLLEHHOI KOMOHWM HeI0CTATOMHO, BO3bMUTE HOBOV NET/EN eLle 0HY
YacTb KOJMOHUM.

Cmkom MHoro  Crmikom maio B Hopwve B Hopme

Pa3MaxbTe 06paseL, TOHKVM C/I0EM Ha TOUKE, MOC/E YEro BbIGPOCLTE
MCTIO/b30BAHHYIO NET/IO

OTKpO¥iTe M1KPOMPOGUPKY, copepxkatLyto Matpuke VITEK MS-CHCA.
[Job6asbTe poBHO 1,0 MKN MaTpuUKca B LIEHTP TOUKU. BblBpOChTE HaKOHEUHUK
nUNeTKW. Mocne 3Toro ocTaBbTe CYCNeH3NI0 U3 MUKPOOPraHU3MOB 1
MarTpyKca 151 MOJHOTO BbIChIXaHWA.

KaTteropmnueckn pekomeHayeTcsi pasmellartb MaTpuKe TakuM 06pasom,
Kak yka3aHO B paboueii npoueaype cTaHummn npobonogrotokm VITEK
MS gnsa 6akTepwii;

e 210 2 B IBOHOM PEXMME,
* 1no 1B 0AVHApHOM pexume.

MaTpukc VITEK MS-CHCA cogepkvT opraHuyeckue pacTBOpUTENM B
BbICOKOV KOHMEH T paLyn: PEKOMEHAYE T CA 3aKpbITh NPOBUPKY nocse
oT6opa TPebyemoro KOIMYeCTBa, YTO06b! MPeaoTBPaTUTb VCnapeHue.

VITEK® MS Pabouuii npouecc PykoBoACTBO Nosib3oBaTens - KnMHnueckoe 1cnosnb3oBaHmne 4-3
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lNogroroetca GakTepuin MoaroToBka 06pas3LoB

BbINonHuUTE Takwvie e AeiicTBus s BTOPOro obpasua 1T. A,

MpUMEPHO Yepes MsiTb M HYT MPOBEPLTE KPUCT/IIM3ALIMIO HA TOUKAX.
HeonbITHbIEe MO/L30BATENM MOTYT MPUMEHSTL [i/15 3TOTO YBE/IMUNTE/ILHOE
cTekno. M3mepeHue ByaeT YCneLUHO BbIMOHEHO TO/LKO B TOM C/lyuyae, eciu
BUIHbBI KPUCT/ITbI MATPUKCA B BIAE YKENTOBATOW M/IEHKW. B raeanbHOM
cyyae 6O/bLLAs YacTb MOBEPXHOCTU TOUKM AO/DKHA GbiTh MOKPbITA

IS KpucTa/Iamm.

Mocne nogrotosku cnainaoB VITEK MS-DS HeoGxoaymo B TeueHme 48 yacoB
BbIMO/HUTb UX aHaNM3.

[l0 NpoBeAgHNS aHanM3a NOAroTOB/EHHbIE Caiabl CneayeT XpaHUTb Mpu
KOMHaTHOli TeMnepartype.

VITEK" MS Pa6ounii npouecc PykoBoacTBa nosb3oBatessi - KnMHUYeckoe 1cnosb3oBaqme
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MogrotoBka 06pasLoB MOArOTOBKA POXOKEBbLIX PUGOB

MoAroToBKa APOXIKEBbIX TPUG0B

MpumeyaHwue: Mpu paboTe co cnaitgamm VITEK MS-DS Heo6xoaumo mcnonb308aTb
nepyaTky 6e3 nyapbl.

MoaroToBKa APOMOKEBbIX IPMBOB OT/IMYAETCA OT CTaHAAPTHON NpoLeaypb!
TeM, 4TO nepen fobasneHnem marpmkca VITEK MS-CHCA Ha obpasel
CHayvana HaHocutea npenapar VITEK MS-FA.

[JpoxokeBble rprbbl cpasy nocne o6paboTkm
¢ nowvoupto VITEK MS-FA

HauHwnTe ¢ pasmelleHmns o6pasLa B COOTBETCTBYIOLLEM MecTe craiiga VITEH
MS-DS cornacHo ctaHgapTHOI mpoLeaype. Pa3madkbTe KOMOHMO TOHKVM
cnoem. flobasbTte 0,5 Mk npenapara VITEK MS-FA. PasmecTtute BTOpOii
006paseL, 1, MCMO/b3ys HOBbIV HAKOHEYHMK MUNETKY, A06aBbTe K Hemy 0,5
MK VITEK MS-FA nT. g,

MpumevaHve: MaTpuke VITEK MS-CHCA cogep>kuT opraHvMyeckme pacTBOpUTENN B
BbICOKOI KOHLIEH T paLmy; peKOMeHZye T C 3aKkpbITb NpobupKy nocne
oT6opa TPedbyemoro KoNmyecTBa, YTobbl NPefoTBPaTUTb UCrapeHue.

[nst ahheKTBHOI 3KCTPaKLMM BaxKHO 0becrneunTb ucnapeHme VITEK MS-
FA nepep 006aBneHMEM MaTpyKca. B 3aBUCUMMOCTU OT B/TXXHOCTU BO3AyXa W1
ApyrviX (paKTopoB 4/15 3TOro 0ObIMHO TPEGYETCS OT OAHOM A0 TPEX MUHYT.

Jo6asbTte 1.0 Mkn MaTpukca VITEK MS-CHCA, ucnosnb3ya Ty xe
npoLeaypy, 4to 1 4n1a Gaktepuid.

Ha ogHom cnaiige VITEK MS-DS MOXHO NOAroToBMTL 06pasUpl C
MpYMEHEHnEM 06eunx nNpoueayp (419 6akTepuii 1 APOMOKEBLIX rPUGOB).

YKA3AHUE: 0
He paspewaetcs npumeHste VITEK MS-FA ons o6paboTtku
KannépoBoYHbIX WTaMmoB E.COM B nonoxeHusix xAl, xB1, xC1.

Mocne noaroToBky cnainaos VITEK MS-DS Heobxoaymo B TeueHKe 48 yacoB
BbIMOHUTb UX aHa/U3.

[0 NpoBeaeHs aHanm3a NOAFOTOB/EHHbIE Caiiabl CeflyeT XpaHuTb Mpn
KOMHATHOA TeMneparype.
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IMoAroToBKa MMKOGAKTEPWIA OT/IMYAETCA OT CTaHAAPTHON MpoLeAypbl TeMm,
yto nepep fobasneHvem marpukca VITEK MS-CHCA Heobxoaumo
BbINO/THUTL MHAKTUBALWKO

NHakTrBaLmsa

YKA3AHWE:
OnucaHHbI/ HWXKe 3Tan MHAKTMBALUW JO/DKEH BbIMOJIHATLCA C
MCNONb30BaHWEM 3aLLUTHOTO MUKPOBMOMIOTMYECKOrO LIKada.

MUKPOOPraH13Mbl, KOTOPbIe HEOBXOAMMO UAEHTUDMLIMPOBATb, CHauana
TPeOyeTcs M30/MPOBATh C MCTOMb30BAHWEM MOAXOASLLE cpeapl AN
Ky/IbTYpbl B COOTBETCTBUM C OGLLEMPUHATLIMI NPOTOKOMAMU.

MoAroToBbTE MUKPOMPOOMPKY (2 M) ¢ 50 MK TPUGTOPYKCYCHO KACMOThI
(TFA) A5 Kaxkaoro nogyiexalero naeHtugmkaumm obpasua.

BosbMuTe OT TBepAOli cpedbl MUHMMAILHOE KOMMUYECTBO BakTepuaibHbIX
K/NETOK, 3KBUBA/IEHTHOE 2/3 OT OTKa/IMOPOBaHHOM NeTn Ha 10 MK, 1
[06aBbTe B3ATOE KO/IMYECTBO HenocpeacTBeHHo B TFA. [Ina nofydeHus
Tpebyemoin FOMOreHHOCTV HEOBXOAMMO BCTPSIXMBATL GakTepUasTsHYHo
CYCMEH3MIO B TEUEHWE HECKO/BKMX CeKyHA,. ocne 3Toro HaumHaeTcs atarn
VHaKTUBaLWW, [/19 3aBEPLUEHNS KOTOPOro TpedyeTcs noaoxaars 30 MUHYT.

[oAroToBKa CycrneHsunm

VHaKTVBMPOBaHHYHO CyCreH3uKo cieayeT pa3basuTb B COOTHOLWEHMN 1 K 10.
[06aBvB Anst 31070 450 MK/ AEMMHEPASTM30BaHHOM 1 AEVOHM3MPOBAHHOM
BOAb! B MMKPOMPOOMpPKy. BeTpsixvBalite Npobupky B TEUEHUE HECKOMbKUX
cekyHZ. Tenepb CyCreH3us roTosa A/ pasveLleHns Ha cnainge VITEK MS-
DS.

46 VITEK* MS Pa6ouuii npouecc PykoBofCTBO nonb3oBatens - KnmHuyeckoe 1cnosb3oBaqHne
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MNozroToBka 06pasLioB MoaroToBka nyecHeBbIX rPUGOB

Pa3meLLeHne

C MOMOLLbIO MVKPONMMETKW pasmecTuTe 1 MK NOATOTOB/IEHHON CYCreH3Mm
Ha COOTBETCTBYHOLLIEH TOUKE. ICnonb3ysi HOBbIi HAKOHEUHVIK NMUMNETKY,
pasmecTuTe crefytoLmii obpasel, uT. 4. Jaiite obpasuyam BbICOXHYTb (OT 5
o 10 muHyT), nocne yero fobasbTte 1 Mk matpukca VITEK MS-CHCA. B
33BMCMMOCTM OT B/I&XKHOCTY BO34yXa U ApYruX (hakTOPOB [151 BbiChIXaHWS
06bI4HO TPeByeTCs HECKO/bKO MUHYT. BadKHO f,06aBMTb MATPUKC MMEHHO
roc/ne NOJHOMO BbIChbIXaHNS VHAKTVIBMPOBaHHOM GaKTepUanbHOM CycreHsnm.
O6bIYHO /19 3TOr0 TPEbyeTCA OT O4HOI A0 TPEX MUHYT

YKA3AHME:

Mocne NoAroToBKM cnaiifia He06X0AMMO B TeUYEHWE 2 YACOB BbINOMHUTb
ero aHanus.

MoarotoBKa MjecHeBbIX FpI/I6OB

YKA3AHWE:

TpebyeTcs MCNOMb30BaTh 3aWUTHbLIN WKad, HaAeTb Na6opaTOPHbIi
Xanar, nepyatku v HapyKaBHWKW. 15 0UNCTKU MaTepuana cnegyet
MPMMEHSITb COOTBETCTBYIOLLME NpoLeaypbl U cpeacTBa.

B HacTosillee BPeMsi NPOLLECC YTBEPXKAEHMSA MPOLLEN TONbKO
[EKCTPO3HbIA arap Cabypo.

1) CmoumMTe BaTHYHO NasiouKy CycreH3uei 1 Bo3bMUTE YacTb MIECHEBLIX
rpr6oB (BOMOXEH 0TOOP Crop Win rmioB).

3

MpuMevaHne: He ybupaiiTe arap.

0
2) [oBTOPHO MPUrOTOBLTE CYCMEH3IIO MIECHEBLIX IPUOOB B NPOBUpKe TMNa
Eppendorf Ha 2 mn, cogepxatein 300 Mk cpebl Ans cycneHsvm API.

VITEK* MS Pa6ouuii npouecc PykoBoAcTBO nosb3oBatesns - KnMH1uyeckoe Ucnosb3oBaHne 4-7
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/ MoAroToBKAa NNeCHeBbIX rpu60oB MoprotoBka 06pasLoB

3) [Lob6asbte 0,9 M1 99,8 %, 96 % W abCOMOTHOMO 3TaHOMA.

4) BbInonHWTe 06paboTKy B LIEHTPUQYre B TEUEHUE ABYX MUHYT C
yactoToii BpaLyeHms 10 000 06/MyH.

MpumeyaHue: O6paTUTE BHUMaHWE, YTO BPEMS LIeH T pUdyrpoBaHms Heo6xoaumo
V3MEHWTb B 3aBMCMOCT M OT riprbopa (Harnpumvep. 2.30 MYH C Lefbio
nonyqeHns 2 MyH npy 10 000 06/myH). Kpome Toro, ecnm gns
LeH T pydbyrpoBaHms TpebyeT s 13Bneub NPOOMPKA 13 3aLLMTHOIo
Wkaha, cnefyeT TLWATENbHO 0UMCTUTb NPOOVPKM C UCTO/b30BAHWEM
CNopoy6VBatOLLIEro CPeACcTBa, YT00bI NPeaoTBPaTUTh 3arpasHeHue

5) Y6epute Ha[0CaA04HYHO XMAKOCTH C MOMOLLBHO MUNETKN.

6) [o6asbTe 40 MK MypaBLUHOA KNCMOTLI B KOHLEHTpaLmm 70 %* n
BbIMO/IHUTE NEpeMeLLMBaHE (BCTPSIXMBAHWE).

MpumeyaHve: 'MypaBbuHasA KACIOTa B KOHLEH Tpaumm 70 % AomkHa NOAroTas/MBaThCA g
KaoK[bli pa3, Korga TpebyeTcs BbiNoIHATb MAEH T UUKALMIO NIECHEBbIX
rpnbos. MofAroToBKa JO/MKHA NMPOM3BOANTBCA B 3ALLMTHOM XMMUYECKOM
LUKadhy cneyroLmmM 06pasoM: 3 06beMHbIX YaCcTV Cpefbl AN CYCeH3un +
7 06LEMHbIX YaCcT el YACT O MyPaBbUHOMN KNCIOTbI.

7) [o6asbTe 40 MKN aLETOHWUTPW/IA Y BbINOSTHWATE NEpemMeLLVBaHe
(BCTpsXVIBaHWE)

4-8 VITEK* MS Pa6ounii npouecc PykoBoACTBO Mosb3oBatensi - KnnHuieckoe Ucnosib3oBaHmne
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lMoproToBka 06pa3LoB MoaroToBKa niecHeBbIX rPUGoB

8) BbinonHUTE 06PabOTKY B LIEHTPUYTE B TEUEHNME ABYX MUHYT C
yacTtoToli BpaweHms 10,000 06/MyH.
9)

Pa3mMecTuTe Ha cnaiige 1 MK HafoCca04HOM XMAKOCTUA
10) [faiite 06pasLy BbICOXHYTb.

11} Oo6asbTe 1 MKn MaTpukca CHCA.

12) [faiite 06pasLly BbICOXHYTb.

YKA3AHWE:

Mocne NnoaroToBKM cna|7|p,a H606XO,CI,I/IMO B TEYEHMEe 2 4aCOoB BbIMONTHUTL,
ero aHanms.
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HeyiauHble criyqan npu NoAroToBke 06pa3kos MoparoTtoska 06pasuoB

HeypgauHble cnyyan npy NnoAroToBke o6pasuos

Ecnmn He ogHa 113 no3vumin 06pa3oB Ha craiige VITEK MS-DS He gaet
YA0BNETBOPUTE/TbHBIX PE3Y/IbTATOB UAEHTUGMKALWW, NPOBEPLTE BHELLHMIA
BUL, pa3melLieHHbIX 06pas3LoB (0bpasew, pacrnpeseneH 3a orpaHnunTe/bHble
npegesbl, 0bpaseL, C/MLLKOM CyXOii 1 oTcnaneaeTcst oT craiiga VITEK MS-
DSwuTt. 4.).

Ecnu npruvHOIn Hey[0BNETBOPUTENbHBIX PEe3Y/bTAaTOB CTa/l 3arpsisHeHne
WM Noxast KpUCTauM3aLmsa WM ecnv He 6bin J06aB/IeH MaTpuke,
BO3bMMTE HOBbIN cnaiig, VITEK MS-DS v nosTopute npoueaypy.

3arpsasHeHue

Cnaingpl VITEK MS-DS f0/mKHbI XpaHUTLCA 6e3 gocTyna b, OHN
npeHa3HaueHb! TO/MbKO /19 OAHOPAa30BOr0 WCMO/Ib30BaHWS.
Mpu paborte co cnaiigamu VITEK MS-OS HeobxoavMOo MCMnob30BaTh
nepyatkn 6e3 nyapb.
He paspeluaetca npukacarscs K BepxHeid cTtopoHe craiiga VITEK MS-DS
nepez ero 1cnosnb3osaHveM. CreflyeT npeaoTBpaTuTb 3arpssHeHre cnaiga
VITEK MS-DS 6aKrepusamm; Ha Hero He Ao/mkHbI NonacTb 6pbIsiv

N— YULKOCTEN.

a(o He paspeLuaetca ucrosb3osath NeT/IN, KOTOpbIe MO KOHTaKTUPOBATL C
yeM /160 APYrMM KPOME aHa/IM3MPYEMOro LTaMma.
3axBar arapa BMECTe C KOJIOHVE MOXET MPUBECTY K NIOXMM pesy/ibTatam
VAEHTUMKALIN.

CnepyeT ybegutscs B TOM, YTO A/11 paboTbl ¢ Marpykcom win VITEK MS-FA
WCMOMb3YHOTCS TOMBKO CBEXWE U CTEPU/IbHBIE HAKOHEUHVKM MUMETKM.

HeBepHOe KONMYeCcTBO KOIOHUN

B 06LLEM U LIEMIOM, aBTOMATU3MPOBAHHOE M3MEPEHME NO3BOSISET MOYUUTL
CrMEeKTPbI BbICOKOrO KavecTBa [/151 60/bLLIOTO Auara3oHa KonmM4yecTsa
KMETOYHOrO MaTtepuasa, pa3meLleHHoro Ha cnaige VITEK MS-DS. OgHako
C/MLLKOM MaJI0e WM C/IALLIKOM GO0/bLIOE KONMYECTBO KOMIOHUM MOXKET
MPYBECT K HEBO3MOXKHOCT MOJTyYEHVIS CNIEKTPOB WM K MOTyYeHMIO
CMEKTPOB HM3KOTO KayecTsa. Pa3mellieHrie HeJOCTaTOYHOIO KOIMYECTBa
06bIYHO MPUBOAMUT KTOMY, YTO He YAAETCA MOJTYUNUTb HUKAKUX JaHHbIX
CMEKTPOB. PasmeLLieHVie CAMWKOM B0/bLIOTO KOMIMYECTBA ABISIETCA YacToi
MPMYMHOIN HEOMTUMATLHOW PaboTbl CUCTEMBI. EC/IN pasMeLLEHO CAMLLKOM
60/1bLLIOE KOMMYECTBO KOMIOHUW, KITETKM MOTYT BbITb HEA,0CTATOUHO XOPOLLO
CYCMeHAMPOBaHbI B CyCreH3uy MaTpukca: 310 3aTpyfHsAeT npoLecc
3KCTPaKLMM 1. crefosarensHo, POPMUPOBaHME KPUCTASIIOB C MOMOLLBIO
MaTPUKCA.

HeoGX0MMO NMOMHUTb, YTO KOMIOHUW B YalLKax C arapoM MOTYT CEpbe3HO
OT/IMYaTLCA MO pPasvepy, CTPOEHMKD WM BS3KOCTH, YTO TPEBYeT apanraLym
METO/A HaHECEHMS Ha Craiig,

4-10 VITEK® MS Pa6ounii npoLiecc PykoBoACTBO Mosib3oBatens - KnnHnyeckoe Mcnonb3oBaHne
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MogrotoBka 06pasuos

HeygauHble cnydau npy nogrotoske o6pasLos

HeBepHOe HaHeceHne MaTpuKkca

Heob6xoaumo ybeauTses B TOM, YTO Beeraa A06aBnsetcs To/1bKo Tpebyemblii
06beM Matpukca. Mpu ucnonb3osaHum marpukca VITEK MS-CHCA B
KaXK[yro TOUKy fo6aBnsetcs 1 M/, B TO BpeMs Kak Npy 1Cro/b30BaHUm
VITEK MS-FA ans akcTpakLmm ApOoXOKEBLK rpuboB L06aBnseTcs BCero

0.5 M. Ec/in B TOUKY M0 OLLMOKe He Gbln Ao6aB/IeH MaTpyike, nosyyeHne
pe3yNbTaToB MAEHTU(MKALW HEBO3MOXHO

VITEK* MS Pa6ounii npouecc PykoBoACTBO Mosb30BaTenNst - KNMH1Yeckoe 1cnosb3oBaHme 4-11
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MepeBoa A4aYHOr0 TeKCTa C aHI THCKOro s3blka Ha PYCCKMiA A3bIK cAenaH MHOi, nepeBoguMkom Mawme
Tumypom [>kaBaHwuposuyem. TpeGoBaHMs K TeKCTY nepeBoja (MakcumarnbHas TOYHOCTb, rpamon’
M3N0>KEHNE) MHE Pa3bSCHEHDI.

MpuHumalo Ha cebs NINYHYKO OTBETCTBEHHOCTb 3a BEPHOCTb BbINMOMHEHHbLIX MHOK NEPEBOOB.

Mopon MockBa
0
TpeTbero NNA ABe TbICAYN YeTbIpHAALATOro roja

A, AkumoB 'ne6 bopucosny, HoTapuyc ropoga MocCKBbI, CBUAETENLCTBYHO MO,
nognucK, caenaHHon nepesogyurkom MawveosbiMm TuMypom [xkaBallnmpoBsu
npucyTcTBUW. JINYHOCTb €ro yeTaHoB/IEHA.

3aperncTpuposaHo B peectpe 3aNe S S M

B3blekaHo no Tapudy 150 pyo6.

Hotar

Beero np!NdVegiiLLIHo, npoHyMepoBaHo

N eKpensieHo nevyaToto 48  NIACTOB

HoTapu;
5 mn
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