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Biological Indicators for Sterilization Quality Control:
Attest Rapid Readout Biological Indicators designed for rapid and reliable monitoring
ofthe 270°F (132®C), gravity steam sterilization process.
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Regina Feferman DaXi
International Regulatory Affairs Associate
3M Health Care
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Instruction for Use

Biological Indicators for Sterilization Quality Control:
Attest Rapid Readout Biological Indicators designed for rapid and reliable monitoring of the 270°F
(132°C), gravity steam sterilization process.

Product Description

The Attest Rapid Readout Biological Indicators for rapid and reliable monitoring of the 270°F (132°C),
gravity steam sterilization process (3M Attest 1291 Rapid Readout Biological Indicator (blue cap)) is a
dual readout biological indicator system specifically designed for rapid and reliable monitoring of the
270“F (132°C), gravity steam sterilization process when used in conjunction with either the 3M Attest 290
Auto-reader or the 3M Attest Auto-reader 390. The sterilizer must have a I.Sminute come-up time to Kill
the 3M Attest 1291 Rapid Readout Biological Indicator in 3 minutes. If the come-up time is < 15
minutes, extend the cycle time to 4 minutes to achieve consistent Kill.

The 3M Attest 1291 Rapid Readout Biological Indicator detects the presence of Geobacillus
stearothermophilus by detecting the activity of alpha-glucosidase, an enzyme present within the organism.
The presence of the enzyme is detected by reading fluorescence produced by the enzymatic breakdown of
a non-fluorescent substrate. This creates a fluorescence change, which is detected by the auto-reader. A
fluorescence change indicates a steam sterilization process failure. The 3M Attest 1291 Rapid Readout
Biological Indicator also detects the presence of G. stearothermophilus organisms by a visual color change
reaction. Biochemical activity of the G. stearothermophilus organism produces acid by-products that cause
the media to change color from purple to yellow. A visual pH color change also indicates a steam
sterilization process failure. Due to the high sensitivity of the 1-hour fluorescent results, however, there is
no advantage to incubating the Attest 1291 Rapid Readout Biological Indicator beyond 1 hour.

Intended Use

Sterilization quality control

Scope of use: Sterilization

Contraindications

None.

Potential consumer

Only for professional use

Possible side effects

No known possible side effects.

Warnings

There is a glass ampoule inside the plastic vial of the biological indicator. To avoid the risk of serious
injury from flying debris due to a ruptured biological indicator:

» Allow the biological indicator to cool for the recommended time period before crushing. Crushing
or excessive handling of the biological indicator before cooling may cause the glass ampoule to
burst.

» Wear safety glasses and heat-resistant gloves when removing the biological indicator from the
sterilizer.

» Wear safety glasses when crushing the biological indicator.

» Handle the biological indicator by the cap when crushing and tapping.

« Do not use your fingers to crush the glass ampoule.

» Do notroll the biological indicator between fingers to wet the spore strip.

Precautions

Do not use the 3M Attest 1291 Rapid Readout Biological Indicator to monitor sterilization cycles which it
is not designed to challenge:

1. 132°C (270"F) or 121°C (250°F) vacuum-assisted steam sterilization cycles.
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2. \2\°C (250°F) gravity steam sterilization cycles.
3. Dry heat, chemical vapor, ethylene oxide or other low temperature sterilization processes.

Monitoring Frequency

Follow facility Policies and Procedures which should specify a biological indicator monitoring frequency
compliant with professional association recommended practices and/or national guidelines and standards.
As a best practice and to provide optimal patient safety, 3M recommends that every steam sterilization
load be monitored with an appropriate biological indicator.

Directions for Use

1. ldentify the Attest rapid readout biological indicator by writing the sterilizer and load number and
processing date on the indicator label. Do not place another label or indicator tape on the vial or on the
cap.

2. Place the Attest rapid readout biological indicator in an appropriate process challenge device according
to recommended practices. Do not place the Attest rapid readout biological indicator in direct contact with
a chemical indicator. Fluorescent residue could transfer to the rapid readout biological indicator and affect
the result.

Appropriate process challenge devices for specific loads containing:

A. Unwrapped metal instruments or hard goods run at 132®C (270°F) for 3 minutes in a gravity
displacement cycle:

* Place an Attest rapid readout biological indicator in an unwrapped instrument tray with a representative
number and type of instruments normally processed. AAMI suggests placing a biological indicator in an
empty tray.

B. Unwrapped metal instruments or hard goods with porous items run at 132°C (270®F) for 10 minutes in
a gravity displacement cycle:

* Place an Attest rapid readout biological indicator in an unwrapped instrument tray with a representative
number and type of instruments normally processed. AAMI suggests placing a biological indicator in an
empty tray but include porous items if applicable.

C. Wrapped metal instruments or hard goods run at 132°C (270®F) for 10 minutes in a gravity
displacement cycle:

* Place an Attest rapid readout biological indicator in a wrapped instrument tray with a representative
number and type of instruments normally processed. AAMI suggests placing a biological indicator in an
empty tray, include porous items if applicable.

D. Container systems run at 132®C (270°F) in a gravity displacement cycle:

« Place an Attest rapid readout biological indicator in the area determined by product testing to provide the
greatest challenge to the sterilization process.

E. Patient Care trays run at 132°C (270°F) for 3 minutes a gravity displacement cycle:

* Place an Attest rapid readout biological indicator in a tray or container of medical devices that is going
directly to patient use to ensure that the medical devices are properly sterilized. Follow aseptic techniques
when retrieving the Attest rapid readout biological indicator from the tray or container for incubation.

3. Place the process challenge device in the most challenging area for the sterilant. This is typically on the
bottom shelf, near the door and over the drain.

4. Process the load according to recommended practices.

5. After completion of the cycle, fully open the sterilizer door for a minimum of 5 minutes prior to
removing the Attest rapid readout biological indicator.

6. When the Attest rapid readout biological indicator is not contained in a test pack or other heat absorbing
packaging material, remove the Attest rapid readout biological indicator from the sterilizer and allow to
cool for an additional 10 minutes prior to crushing.

7. When the Attest rapid readout biological indicator is contained in a test pack or other heat absorbing
packaging material, the test pack or any other heat absorbing packaging material should be removed from
the sterilizer and opened up for 5 minutes to dissipate heat prior to removing the biological indicator. Then
allow the biological indicator to cool outside the test pack for an additional 10 minutes prior to crushing.
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8. Check the throughput chemical indicator (Cl) on the label of the Attest rapid readout biological
indicator. A color change from rose to brown/black confirms that the biological indicator has been
exposed to the steam sterilization process. This Cl color change does not indicate that the sterilization
process was sufficient to achieve sterility. If the chemical indicator is unchanged, check the sterilization
process monitoring controls and investigate placement ofthe biological indicator in the sterilizer.

9. While wearing safety glasses, press the cap down. Crush the glass ampoule of the biological indicator in
the crusher well ofthe auto-reader. Hold the biological indicator by the cap and tap on a hard surface until
media wets strip at bottom of the vial, and then place the biological indicator in an auto-reader incubation
well configured to incubate Attest 1291 Rapid Readout Biological Indicators. See Attest Auto-reader
Operator’s Manual for further details.

10. Each day that a processed Attest 1291 Rapid Readout Biological Indicator is incubated, crush, tap and
incubate at least one non-processed Attest 1291 Rapid Readout Biological Indicator to use as a positive
control. Write a “C” (for “control”) and the date on the label. The positive control should be from the
same manufacturing date and lot number as the processed biological indicator. Incubating a positive
control helps ensure:

* correct incubation temperatures are met,

* viability of spores have not been altered due to improper storage temperature, humidity or proximity to
chemicals,

* capability of media to promote rapid grovsdh, and

* proper functioning of Attest Auto-reader.

11. Incubation and Reading:

Incubate the positive control and processed Attest 1291 Rapid Readout Biological Indicators for 1 hour at
60 + 2°C (140 £ 3°F) in a 3M Attest 290 Auto-reader or a 3M Attest Auto-reader 390. See the applicable
auto-reader Operator’s Manual for the proper use of this equipment. The auto-readers automatically take
readings and may indicate a positive result in less than 1 hour. The final fluorescent negative biological
indicator reading is made at 1 hour. After the final reading is obtained the processed biological indicator
may be discarded.

The processed biological indicator and the positive control may also be further incubated at 60®C for a
visual pH color change result. Examine the biological indicator for early detection of positive results (i.e.,
media turns yellow) at convenient time intervals such as 6, 12 and 18 hours. The final negative reading
(media remains purple) for a visual pH color change is made at 24 hours. The positive control should
show a yellow color change of the growth media within 24 hours.

Interpretation of Results:

Fluorescent Result

The positive (unprocessed) control biological indicator must provide a positive result [red light on the 3M
Attest 290 Auto-reader or plus symbol (+) on the LCD display of the 3M Attest Auto-reader 390]. If the
positive biological indicator control reads negative [green light on the 3M Attest 290 Auto-reader or
minus symbol (-) on the LCD display of the 3M Attest Auto-reader 390], refer to the applicable auto-
reader Operator’s Manual Troubleshooting section. Retest the auto-reader with a new positive control
biological indicator. The processed biological indicator results are not valid until the positive biological
indicator control reads positive.

With a processed biological indicator, a positive [red light on the 3M Attest 290 Auto-reader or plus
symbol (+) on the LCD display ofthe 3M Attest Auto-reader 390] means a sterilization process failure has
occurred. A negative [green light on the 3M Attest 290 Auto-reader or minus symbol (-) on the LCD
display of the 3M Attest Auto-reader 390] after 1 hour of incubation indicates an acceptable sterilization
process.

pH Color Change Result (OptionaU

The appearance of a yellow color in the processed indicator demonstrates bacterial growth and a
sterilization process failure. No color change (i.e. media remains purple) indicates an adequate
sterilization process. A final negative result is made after 24 hours of incubation. The positive control
indicator should show a color change from purple to yellow for the processed indicator results to be valid.
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12. Immediately act on any positive biological indicator results. Always retest the sterilizer and do not use
sterilizer for processing loads until three consecutive biological indicator results are negative.

Validation of Reduced Incubation Time (Readout Reliability Data)

The 3-hour and 48-hour incubation times have been correlated with a 7-day incubation period. Sterilized
indicators were examined daily for detection of a visual pH color change. The 1-hour fluorescence change
reading and the 24-hour visual pH color change readings were compared to the 7-day visual pH color
change readings to determine the readout reliability of the indicator. Readout reliability of the Attest~'?
1291 rapid readout biological indicator was determined using the sensitivity calculation described below;

Sensitivity =
(Number of Growth Positives after 168 hours) -- (Number of False Negatives) X 100
Number of Growth Positives after 168 Hours

Attest 1291 Rapid Readout Biological Indicators
132°C (270°F) Gravity Displacement Steam Sterilization Process Validation of Reduced Incubation

Sterilization  Incubation # # Growth Growth Fluorescence
Process Temperature Tested Positives # False Sensitivity  # False Sensitivity
at 168_hours Negativesat at Negatives at  at
24 hours 24 hours 60 minutes 60 minutes
\32"C 60°C 880 533 13 97.6% 0 100%
(270°F) (140°F)
Gravity

Displacement

These data demonstrate that >97% of the 7-day (i.e. 168 hours) growth visual positives were detected by
fluorescence within 1 hour of incubation and by the visual pH color within 24 hours of incubation. The
3M™A(ttesf*“11291 Rapid Readout Biological Indicator therefore meets readout reliability of >97% for the
1-hour fluorescence results and the 24-hour visual color change results.

Storage and Shelf Life

e Best stored under normal room conditions: 15-30®C (59-86T) and 35-60% relative humidity.

« Do not store these biological indicators near sterilants or other chemicals.

« Attest 1291 rapid readout biological indicators have a 2-ycar shelf life from the date of manufacture.
The expiration date is indicated on the Bl and packaging by the 4-digit year and 2-digit month of
expiration (e.g. 2017-11).

e All ofthe information to the right ofthe lot-in-a-box symbol indicates the lot number (e.g., L1 2017-
11AD).

Transportation: During transportation, the products can be exposed to short-term temperature changes,
which do not affect the safety and products specifications.

Usage: at room temperature 15-3000. Values of humidity and pressure are not regulated.

Disposal

Dispose of used Attest biological indicators according to your healthcare facility’ s policy. You may wish
to autoclave any positive biological indicators at 250°F/121°C for at least 15 minutes, or at 270°F/132°C
for 10 minutes in a gravity displacement steam sterilizer, or at 270°F/132®C for 4 minutes in a vacuum
assisted steam sterilizer.

For processed Bis observed to have a broken media ampoule after the sterilization process, or if the ink of
the CI appears smeared or runny (if included) leave the Bl and ClI in the sterilization pouch and place the
pouch in packaging compatible with steam sterilization and steam sterilize per the parameters above.
Packaging/contents should be disposed in accordance with the local/regional/national/ international
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¥

regulations.
Medical products should be disposed by the local public law organizations in accordance with SanPiN
2.1.7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste Treatment” waste Class

B).

Maintenance and repair data

Not applicable. Single use only.

Sterilization

These products are not supplied sterile.

Data on cells, tissues and animal organs contained in medical product

Drugs: Medical product does not contain and does not deliver drugs

Human blood derivatives: Medical product does not contain and does not deliver human blood
derivatives.

Materials of animal origin: materials of human origin are not intentionally added in the product.

W arranties
The products are evaluated at coated spore jumbo stage (after spores coated to strips that will be placed in

the indicators as spore strips). The data generated from jumbo evaluation are used for the quality
certificates.

Content of packaging
50 Bls/box, 4 boxes/case

Labeling

Products are supplied in a package with labelling containing the following information: product name and
reference number; lot code and shelf life, name and address of the manufacturer; contents,
storage/transportation conditions; trademarks information; and symbols - Attention! Refer to Operating

Documents, incubation time.

Technical characteristics

Glass ampoule: Diameter 6.4+0.2 mm, Height 39.6+1.0/-0.8 mm
Plastic sleeve: Diameter 8.5+0.05 mm. Height 50.8+0.5 mm
Plastic cap: Length 16.6+0.13 mm, Diameter 10.7+0.13 mm

Legal manufacturer
3M Company, 3M Health Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Authorized representative on the territory of the Russian Federation:

AO “3M Russia”, Russia

108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bld.I
+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

e-mail 3mraa mmm.com

11-2019
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LLITaT MuHHecoTa - CeKpeTapuar LwiTaTa

He anst ucnosfib3oBaHUSt Ha TEPPUTOPUX 1 BO BRageHusix CoefjuHeHHbIX LLITaToB AMepUKM.

AMOCTUNb

(B cooTBeTcTBUM ¢ Maarckoin KoHBeHuuMeli oT 5 okTs6psa 1961 r.)
1 CrpaHa: CoefimHeHHble LU TaThl AMeEpuKn

HacToswmnii ohuymManbHblii JOKYMeHT: BUONOTMYECKME UHANKATOPLI ANS
KOHTPONSA KayecTBa CTepUnmnsaLmnm

2. nognucaH PaiaHom [x. bapTuem

3. geicTByowWwmMmM(-ein) B KauecTBe HoTapuyca wrtata MuHHecoTa

4. CKpenneH ncyatblo/wTamnom PaiaHa . bapTua, HoTapuyca wrata MuHHecoTa
YOOCTOBEPEHO

5. BT. CeHT-lMon, wt. MuHHecoTta 6. [Mata: 15 H0s6ps 2019 .

7. ceKpeTtapem wTtata MuHHecota 8. 3a Homepom 1118405400107

9. Hevatb/wTtamn: 10. Mopgnuce:

(MeyaTb) (Mognuce)

CtvB CalimMoH
CekpeTapb LITaTa
LLtat MuHHecoTa

Bonbluas neyatb
wtata MuHHecoTa

(Meuatsb)
Odmc CekpeTaps wTata MuHHecoTa. Bosbluas nevaTb wTtata MuHHecoTa

HacToswuii anocTunb YA0CTOBEPSIET TOMLKO MOM-IMHHOCTb NOAMUCY U ikvihomohim MNa, NOANMCABLLEro oduLMa. TbHbIN NOK>'MEHT, a Takke, B Maulexallux cnydasx,
NUANVHHOCTb NeYaTy UK WTamMna, KOTOPbIMIA OH CKperLuen

HacTosAwwmit anocTunb HC YAOCTOBEPSIET COAEPXKaHNe JOKYMEHTa, Ha KOTOPOM OH NMPOCTaB/EH.

N~q TOFO 4TO6bI YAOCTOBEPMTLCS B (hakTe BblAaun HacToswero anoctuns, cm httDs://iPosti[le.sos.state.mn.u5

HBcTosilwec cBMAeTe.lbCT80 He WMMeeT CH.Tbl anocTu.Ts, cocTa&.ieimoro B cooTBeTCTBMM C [aarckoii KoHBeHuueli oT 05 okTabps 1961 roga, npu
NpeAcTaBNeHUN B FoCy.TapcTBax, He SIBNAIOLWMUXCA yHacTHUKaMy KOHBEHLMH. B Takmx c/lyyasx CBH/Ere.TbCTBO HEO6X04UMO MPeACTaBNAATb B KOHCYbCKMUIA
0TZAeNn Muccuu, Npc;icTaBsiloLLel Takoe rocyfapcTBo.
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«3M Xenc Keap BusHec» 3M LleHTp,
2510 KoHBeli ABeHt0, cTp. 275-5W-06,
CeHT-lMNon, MuHHecoTa, 55144, CLUA
651 733 1110

(Mevatb)
Omuc Cekpetaps wrata MuHHecoTa. bosblwas neyatb Wwrtata MUHHecoTa

[ns npeAbsiBAeHMS N0 MecTy TpeboBaHUS:

4, cneyuanncT no Bomnpocam MeXAyHapo4HOro HOpPMaTMBHO-MPABOBOrO PeryinpoBaHnsA KOMMaHUu
«3M Xenc Keap BusHec», r. CeHt-lMon, wtat MuHHecoTta, CoefunHeHHble LUTaTbl AMepuKM,
CBUAETENbCTBYIO, YTO npunaraemas VIHCTPYKUUA NO NPUMEHEHUIO:

bunonornyeckne MHAMKaATOPbl 419 KOHTPONA KayecTBa cTepuamsayun

Buonornyecknii mHamkatop ObicTporo uyteHums Attest Rapid Readout gns KoHTpons
cTepunmsaumMm napom npu temnepatype 132 °C B cTepHviH3aropax ¢ rpaButTayMoOHHbIM
MeTO[40M OTKauykKu BO3fyxa

Ha aHIIMACKOM f3blKe ABNSETCA BEPHON U TOYHOWA.

(Mognwuce) 14 HosiGps 2019 r.
PernHa ®edepmaH Jata
MeHexep No BONpocaM HOPMaTUBHO-
npaBoBOro PeryMpoBaHus
«3M Xenc Keap»

LLITaT MuHHecoTa)
Okpyr PamcKn) MecTo CoBepLUeHNs HOTapuasbHOro AencTBns

MoanuncaHo Nog NPUCSroin B MOEM MPUCYTCTBUM CerofHs, 14 Hosbps 2019 .

(Moanwucs)
PaitaH . bapTu, HOoTapuyc
CpoK MOMX MONHOMOYNIA ucTekaeT: 31 sHBaps 2024 r.

(Wramm)
PAVAH [IXX. BAP-LL
HoTapuyc wtata MnHHecoTa
CpoK MoMX NofHOMOouYNn nctekaet 31 sHBaps 2024 r.
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NHCTPYKUMS NO NPUMEHEHMIO

NHankaTopbl GMonornyeckne Ans KOHTPONS KayecTBa CTEPUIM3ALNN:
Buonoruuyeckne MHAMKaTOPbl GbICTPOro YTeHus Attest Rapid Readout ns KOHTpONs cTepunn3aLmm
napom npu Temnepatype 132 “C B cTepunnsaTopax C rpaBUTalMOHHLIM METOAOM OTKauKU BO3ayxa.

OnucaHne nsgenuns

Buonornyeckne nHAMKatopbl 6biCTporo YteHns Attest Rapid Readout Ans KOHTpoNa cTepuan3aymm napom
npu Temnepatype 132 °C B cTepuamsaTopax C rpaBMTaUMOHHLIM MeTOAOM OTKAuyku BO3fyXxa
(Buonorunyecknii nHaukatop 6bicTporo 4uteHuss 3M Attest Rapid Readout 1291 (cuHAS Kpbllleyka))
npeLcTaBNsAlOT Cco60M CcUMCTeMy OMOMONMYECKOr0 WHAMKATOpa C [ABOWHBIM CUMTbIBAHWEM, KOTOpas
cneuvanbHO paspaboTaHa s OCYLWEeCTBAEHUS ObICTPOro WM HafgeXHOro KOHTPO/A Mpouecca MapoBoi
CTepunM3auumn ¢ rpaBUTaLNOHHBLIM MeTOLOM OTKauKW BO3[yXa, BbIMOMNHAEMbIM MpU Temnepartype 132 °C.
Buonornyecknii MHANKATOP UCMOMb3YeTCA B coveTaHun ¢ Astopugepammu Attest 290 nam 3M Attest 390,
npoussogcTea 3M. Ans rnbenu 6aktepuii B 6GMONOrMYECKOM MHAMKATOpe ObICTPOro uteHus Attest Rapid
Readout 1291 Ha npoTSXEHWM 3 MUHYT, BpeMA [OCTMKEHMS TemnepaTypbl CTepunv3aumm B
CTepunM3aUMOHHOM annaparte, AO/HKHO cocTaBiAaTe 1,5 MUHYTbl. B crnyyae, ecnv Bpems LOCTMXKEHUS
TemnepaTypbl CTEPUIM3ALNN COCTaBNseT MeHee 1,5 MUHYT, HEOBXOAMMO YBEIMUUTL ANUTENIbHOCTbL LKA
[0 4 MUHYT - 41 NOMHOWN rnbenn 6akTepuii.

Brnonornyecknin nHamkaTop 6bIcTporo uteHus Attest Rapid Readout 1291, npoussoactea 3M onpegenset
Hannune Geobacillus stearothermophilus (Bacillus stearothermophilus) - nytem 06Hapy>XeHUsi aKTUBHOCTY
anba-rnioKo3ngasbl - (epMeHTa, MNPUCYTCTBYIOLLEro B MUKpoopraHusme G. stearothermophilus.
OG6Hapy>xeHue (hepMeHTa MPOU3BOAMTCA MyTeM YTEHUS AaHHbIX QyopecLeHUNn, KoTopas NnossaseTcs npu
(PepMeHTaTUBHOM paclLensieHnn Hedyopecumpytowero cybertpara. [laHHOe fB/ieHME Bbi3blBaeT NOABNEHNE
(bnyopecueHUnn, KoTopas O6HapyxusaeTcs npu nomowwy Astopugepa. lMossneHue hayopecueHLmnm
yKasblBaeT Ha C60i mpouecca NapoBoi cTepunusaummn. Buonornyecknin nugukatop Attest Rapid Readout
1291 Tak)e onpegensetT npucy4vyersme OpraHU3MoB G. Stearothermophilus MO peakuun BU3yasIbHOTO
n3MeHeHns LBeTa. buoxmmuueckas akTMBHOCTb oOpraHWsMa G. Stearothermophilus NPUBOAUT K
06pa3oBaHM0 MOGOYHLIX KUCMOTHbLIX MNPOAYKTOB, KOTOPble BbI3bIBAlOT W3MEHEHMe LBeTa cpefbl C
(hMONeTOBOr0 Ha XenTblii. BusyanbHoe n3MeHeHMe LBeTa pH Takxke ykasbiBaeT Ha c60i npouecca NapoBol
cTepunusaunn. OfHaKO, B CBA3W C BbICOKON YyBCTBUTE/IbHOCTHIO MeTOAa MPU -4acOBOM MHKYBMPOBaHUA C
Le/bl0 BbISB/IEHWUSA Hanuuna (nyopecueHunn, WHKyb6rpoBaHume BUONOrMYeckoro MHAMKatopa ObICTPOro
yTeHus Attest Rapid Readout 1291 60nee 04HOr0 Yaca He faeT AOMOMHUTENIbHbIX MPenMyLLeCTB.

lMokaszaHUA K NPUMEHEHUIO
KOHTpONb KayecTBa cTepunmsalunm

O6nacTb npumeHeHus: CTepunmsayus

MpoTBOMOKasaHua
Her.

MoTeHUMaNnbHbI NOTPE6UTEND
TonbKo ANst NPO(eCCHOHaNbHOTO0 NPUMEHEHNS.

B03MOXHble NO6OYHbIE 3PP EKTHI
Mo6oYHble 3 heKTbl He BbISAB/EHbI.
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npefocTepexeHuns
B nnacTukoBoi Npo6bupke GMONOrMYECKOro MHAMKATOpPA HaxoAUTCA CTeKNsHHas amnyna. Bo usbexaHue
NONyYeHNst Cepbe3HbIX TPaBM OT OCKO/IKOB 13-3a pa3pbiBa 6M010rMUYeCKOro MHAMKaTopa:

o [aiitTe BO3MOXHOCTb 6GMONOrMYECKOMY WHAMKATOPY OCTbITb Ha MNPOTSXKEHUU PEKOMEHA0BAHHOIO
nepuofa BpeMeHu nepeg ero aktupauneii. CTeKnsiHHaa amnyna MOXeT NOMHYTb OT CAaBANBaHUS UK
CUNBbHOTO CXaTus 61oN0rMYecKoro MHAMKaTopa L0 ero oCTbiBaHMS.

o [Mpn wn3BnevyeHUM 6GMONOTMYECKOrO WMHAMKATOpa W3 CTepuau3atopa, HajeHbTe 3aliUTHble OYKU W
nepyaTku.

e HapgeHbTe 3alMTHbIE OYKM NPU aKTUBALMM aMny bl 6BUONOrMYECKOTO MHAMKATOPA.

e MMpu akTMBauuM W BCTaBMEHUW B THE3A0 WMHKyb6aTopa, AEpXWUTe OMONOrMYecKMin MHAMKaTop 3a

KpbILLEYKY

» He pa3gaBnuBaiiTe CTEKNSAHHYHO amnyny nasbLamu.

e He KpyTnTe 6MONOrNYECKMIA MHANKATOP MEeXAy nanblamMu, YTo6bl CMOUYMTb MOMOCKY AN KOHTPONS

3PheKTUBHOCTA NpoLiecca CTepuan3aymm.

Mepbl NPesoCTOPOXXHOCTH
He wcnonb3yinte 6uonorunyecknii mHamkatop Attest Rapid Readout 1291 gnsi KOHTpoONs TeX UWKIIOB
cTepunusaunn, 41 KOTOPbIX OH He npefHasHayeH, a UMEHHO:

1 Lunknbl cTepunmsauunmn npu Temnepatype 132°C mnm 121°C B cTepunmnsatopax ¢ oopBakyyMHbIM

MeTO[JOM OTKauyKu BO3fyXxa.
2. Unknbl cTtepunusaunm npu temnepatype 121°C B ctepuinsaropax ¢ rpaBUTaLMOHHbIM METOLOM
OTKayKuM BO3gyxa.

3. CTepunusauumn c MCNoMbL30BaHMEM CyXOro Harpesa, XMMWYECKMX NapoB, 3TWNEH-OKCUAa Wn
OPYTrnX HU3KOTEMMNepaTypPHbIX NPOLLECCOB CTepunmn3aLmm.

MepnogMUYHOCTb KOHIpONA

CobniofaiiTe yTBEPXAEHHbIE B COOTBETCTBYIOLEM MeLMLMHCKOM YyupexieHuu [MpaBunia n npouesypbl
cTepunusaunn, B KOTOPbIX [O/MDKHA ObITb YyKa3aHa MEePUOLMYHOCTb KOHTPOMA C  UCMO/Ib30BaHWEM
O61ONOrNYecKoro MHAMKATopa, B COOTBETCTBUM C MPaAKTUUYECKUMWU PEKOMEHJALMAMM MPOGeCcCUOHANbHOTO
coobuecTBa U/vnn rocyfapcTBeHHbIMY PYKOBOACTBaAMU M CTaHfapTamMu. B KayecTBe Hamny4llero metopa,
aTakxe, C Lenblo obecrneyeHns oNTUManbHON 6€30MacHOCTM AN NaUNeHTOB, KOMNaHUa «3M» pekomeHayeT
MPOM3BOAMTbL  KOHTPO/Mb  KaXAOM  3arpy3kM CTepuav3auuMm  Mapom € NOMOLLbK  Hag/exallero
6r010rnYecKoro NHAMKaTopa.

YKazaHWA HO NPUMEHEHWUIO

1 HaHecuTe NUCbMEHHO MapKMPOBKY Ha 6MONOrMYeckuini MHAMKaTop 6bICTporo uTteHus Attest Rapid
Readout, 3anucaB cTepuan3aTop, HOMep 3arpy3ku U gaty CTepUIM3auuMn Ha 3TUKETKe MHAMKaTopa. He
pasmeLyanTe Ha lakoHe UM KPbIWKe APYrue STUKETKN UM UHANKATOPHbLIE NEHTLI.

2. MomecTnte 6GUONOrMYecKUA WMHAMKATOP ObICTporo uteHms Attest Rapid Readout B Hagnexatiee
YCTPOWCTBO 419 NPOBEPKN 3PPEKTUBHOCTU CTEPUIM3aLMN B COOTBETCTBUM C NPAKTUYECKUMU YKa3aHUAMMU.
1le ponyckaiiTe NpSAMOro KOHTakTa 61M010rMYecKoro nHanKaTopa 6sicTporo uteHms Attest Rapid Readout ¢
XUMUYECKUM UHAMKATOpOM. Priyopecumpytowme ocTatouHble NpoAYKTbl MOTYT NONAacTb Ha 6MONOTMYECKNIA
WHAMKaTOpP ObICTPOr0 YTEHUSA, YTO MOXET MOBAUATL Ha pe3ynbTaT.

YcTpoiicTBa NpoBepKM 3h(HeKTUBHOCTH CTepunm3anmmn ans cneunuyeckmnx 3arpysok, Cogepxalyme:

A. MeTannmyeckne MHCTPYMEHTbI MW U3AENNA MHOTOKPATHOrO NpUMeHeHns 6e3 06epTKK, CTepuansauus
KOTOpbIX MPOM3BOAMTCA Npu TemnepaType 132 °C Ha NPOTSHXKEHWM 3 MUHYT B LMUK/Ie CTepuausaumm c
rpaBUTaLMOHHbLIM METOAOM OTKauyKu BO3dyXa:
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e lMomecTUTe OGMONOTMYECKUIA MHAMKATOP ObICTPOro uTeHus Attest Rapid Readout B Heo6epHyTbIi
WHCTPYMEHTA/IbHbIA NIOTOK C MHCTPYMEHTaMW Takoro BMAa W B TaKOM KOJ/IMYECTBE, KOTOPble MPOXOAAT
CTepunM3aumio  npu 06bIYHBIX  ycnoBuax. Accoumaums Mo  COBEPLUEHCTBOBAHUIO  MeLWULMUHCKOro
NHcTpymeHTapus, CLUA (AAMI) pekoMeHAyeT NnoMewatb 6MON0rMYecKnin MHANKaTOP B MyCTOW NIOTOK.

B. MeTannimyeckne NHCTPYMEHTbI WY U3[e/INS MHOTOKPaTHOrO MPUMEHEHUS C 3/IEMEHTAMU U3 NOPUCTBIX
martepuanos 6e3 06epTKW, CTEPUIN3ALMSA KOTOPbLIX NMPOU3BOAMTCA NPU Temnepatype 132 °C Ha NPOTSKEHUN
10 MUHYT B LMKNE CTEPMUAN3ALNN C TPAaBUTALMOHHBIM METOA0M OTKauyKW BO3LyXa:

* lomecTnTe 6GMONOTMYECKUA UHAMKATOpP 6bicTporo uyteHus Attest Rapid Readout B Heo6epHyTblii
WHCTPYMEHTa/IbHbIA NOTOK C C MHCTPYMEHTaMM Takoro BMAa WU B TaKOM KOJIMYECTBE, KOTOPble MPOXOAAT
CTepunun3aumio  npyu 06bIYHBLIX  yCnoBuAX. Accoumaumsa Mo  COBEpPLUEHCTBOBAHMIO  MeLULMUHCKOro
nHcTpymeHTapus, CLLUA (AAMI) pekomeHAyeT nomewaTb 6MONOrMYecKniA MHANKATOP B MYCTON NOTOK, HO
BMECTe C U3[eNiMdMU 13 NOPUCTLIX MaTEPUAnos, eciv NPUMEHUMO.

B. MeTannnyeckme WHCTPYMEHTbl WAW U3LeNNs MHOTOKPaTHOro NpuvMeHeHWs B 06epTKe, cTepuiv3ams
KOTOpbIX MPOU3BOAUTCA Mpu Temnepatype 132 ®C Ha npoTsxeHUM 10 MUHYT B UMKNe cTepunmsaumm c
rpaBUTaLMOHHBLIM MeTOLOM OTKaUYKM BO3LyXa:

» [MomecTnTe 6MONOrMYECKNiA MHANKATOP ObICTPOro YTeHUs Attest B 06epHYTbI I0TOK C MHCTPYMEHTaMu
TaKoro BMAa M B TakKOM KO/IMYECTBe, KOTOpble MPOXOAAT CTEPUAM3ALUI0 MPU OBbIYHbLIX YCMOBUSAX.
Accoumaums no COBEpPLUEHCTBOBAHUIO MeAMUMHCKOro WHcTpymeHTapusi, CLUA (AAMI) pekomeHgyeT
nomeLiatb 6MONOrMYECKNIA MHAMKATOP B MYCTOM NOTOK, BMECTe C U3AEeNUAMU U3 NMOPUCTbIX MaTepuanos,
ecnvm NpuMeHUMO.

1. KoHTeliHepHble CUCTEMbI ANA CTEPUAN3ALUN, CTEPUIN3ALNSA KOTOPbLIX NPOU3BOAMTCA NpY TeMMepatype
132 °C B uMKne cTepunnsaLnm ¢ rpaBuTalMOHHbLIM METOLOM OTKAUYKM BO3fyXa:

* [MomecTnTe 6MONOrNYECKMin NHAMKATOP BbICTPOro uteHms Attest Rapid Readout B 30He, onpeaeneHHOw
npy NPOBeAEeHNM NPUEMOYHbLIX UCMbITaHWIA, B Ka4yecTBe Hanbonee TPYAHOLOCTYNHOW ANS CTEPUIN3YIOLLErO
areHTa.

O. MegnuymHckas nocyfga Ana yxofja 3a naumeHTamun, CcTepuau3aums KOTOPOM MpPOW3BOAMTCH Npwu
TemnepaTtype 132 °C Ha NpoTaXeHUU 3 MUHYT B LUKNe CTEPUAN3ALNN C TPABUTALNOHHBLIM METOLOM OTKAYKK
BO3MyXa:

* [MomecTuTe GNONOrMYECKNA NHAMKATOP ObICTPOro uteHns Attest Rapid Readout B 10TOK UM KOHTEHep
C MeLVULUMHCKUMWN M3LeNnaMn, npefHasHauyeHHbIMW 415 UCMOJb30BaHMA MauMeHTamMu, C Lenblo KOHTPOSSA
apekTMBHOCTU cTepunmsaumn. Cobnwogarite TEXHUKY acenTMKu npu um3snevyeHUnM BW n3 notka wm
KOHTeliHepa AnA UHKY6auun.

3. lMomecTnTe yCTPOMCTBO AN MOBEPKU 3DPEKTUBHOCTU CTepunmsaunumn B Hanbonee TPyAHOLOCTYMHYHO
ONA [OCTyrna CTepunm3ylowero areHta 30Hy. O6bIYHO 3TO HWKHAA NOJSIKA, MECTO BO3/e ABepubl U Hag
C/IMBOM.

4. CTepunusyliite 3arpy3Ky COriacHO peKOMeHLOBaHHbIM MPaKTUKaMm.

5. Tlo 3aBepLUEHUN UMKIa NOMHOCTbIO OTKPONTe ABepLy CTepunmsaTopa He MeHee, 4eM Ha 5 MUHYT. TMo
NCTEYEHNN YKa3aHHOrO BPEMEHW, U3BNEKUTE BMOOrMYecKnUii MHAMKATOp BGbiCTporo yteHus Attest Rapid
Readout.

6. Ecnn 6uonornmyecknini uHankKatop 6bicTporo yteHms Attest Rapid Readout HaxoguTcsa He B TeCTOBOW
YNaKoBKe WAV B APYrom TensonorfiowarLlemM ynakoBoyHoM MaTtepuane, U3BfeKuUTe ero u3 ctepunmsaropa
W faiiTe OCTbITb Ha MPOTSXEHWUN AONOMHUTENbHBIX 10 MUHYT Nepej akTuBalmen.

7. Ecnn BU Attest Rapid Readout HaxoauTca B TeCTOBOI YNakOBKE WAM APYroM TemnsonoraoLiatoLlem
yNakoBOYHOM MaTepuane, He06XO0AMMO W3B/eYb TECTOBYH) YNaKOBKY WX APYroi Tena0nornowatoLLnii
YNaKOBOYHbIA MaTepuan u3 CTepuamsatopa U OTKPbITb UX Ha 5 MUHYT - 415 0TBOAa Tenna, Mocne 4ero
MOXHO Wu3Bnedb BW. [anee Heo6XoAMMo oCTyauTb B BHe TeCTOBON YNakoBKW Ha MNPOTSXKEHUN
LOMNONHUTENbHbLIX 10 MUHYT [0 aKTMBaL UK.

8. MpoBepbTe XMMuyeckunii nHankatop (XW) Ha aTukeTke B 6bicTporo uteHms Attest Rapid Readout.
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Vi3meHeHVe uBeTa OT PO30BOr0 [0 KOPWMYHEBOro/4epHOro ykasblBaeT Ha To, 4To BW npowen npouecc
cTepunmsaumn napom. Takoe nsmeHeHue upgeta XU/ He yKa3blBaeT Ha YCNeLHOCTbL NnpoLecca CTepuansalmm.
Ecn  Xumnyeckuid MHAMKATOP OCTaNCH HEU3MeHHbIM, MpPOBEpPbTE HACTPOMNKM KOHTPONS npouecca
cTepunmsaunn n pacnosioxeHue b B cTepunmsarope.

9. HapgeHbTe 3alMTHbIE OUKM W HAJABUTE HA KPbIlLeyKy. Pa3faBnte CTEKNAHHYO amnyny bW B rHesge ans
pasfaBnvBaHUs, KOTOpoe Haxoautca B AsTopuiepe. [epxute BW 3a Kpblleyky; Crerka nocty4ymTe
WHAUKATOPOM MO TBEPAOM MOBEPXHOCTU, MOKa cpefa He CMOYUT NEHTY BHU3Y (hnakoHa. llocne 3toro
pacnonoxute bW B nyHKe Ansa nHkKy6auum ABTopuaepa, KOTOPOe HaCTPOEHO ANA MHKy6auuu B 6bicTporo
yTeHmsa Attest Rapid Readout 1291. Cm. fononHUTENbHbIE CBeAeHUS 06 aKcnyaTauum ABTopuaepa B ero
PYKOBOZCTBe MO 3KcCnayarauuu.

10. B noboit u3 aHei, Korga WUHKyGupyeTcs mnoaBepriuuiica ctepunmsaumm bW 1291, aktusBumpyiite* un
NHKYBMPYIATE KaK MUHUMYM OWH He MoABepriimniica ctepunmsauum b 1291 n ncnonb3yiTe ero B KauyecTse
MOMOXMNTENbHON KOHTPO/IbHOW Npobbl. Ha 3TvkeTke BU Hanuwwute «K» («KOHTponib») u paty. [ata
NMPOM3BOACTBA U HOMepP MapTUW WHAMKATOPA MONOXWUTE/IbHON KOHTPOJ/IbHOW MpPo6bl LOMIXHbLI COBMNajath C
[aToin Npou3BOACTBA M HOMEPOM MNapTUM OGMONOrMYECKOro WHAMKATOopa, NpOLleALlero CTepuansalmio.
VHKy6auma nHankatopa nonoXunTenbHOMn KOHTPOIbHOM Npobbl MOMOraeT obecrneymBathb:

* NpaBWIbHYIO TEMMEPATYPY MHKY6aLnu;

e OTCYTCTBME W3MEHEHWU/ B >KWU3HECNOCOOHOCTM CMOp M3-3a HeHaj/nexalel TemnepaTypbl XpaHeHus,
BNaXKHOCTW WY pasmelLleHns pagoM C XMMUYECKUMK BelLlecTBamu

* CNOCOGHOCTL Cpefbl K ObICTPOMY POCTY; a Takxke

* Hafanexatlee PyHKLMOHUPOBaHWEe ABTopuaepa Attest.

11. NHKy6auus n CHMTbIBaHME:

BbINoNHUTE UHKY6aLMIO MHAMKATOPA NONOXWUTENIbHOW KOHTPONLHON Npobbl U B 6bICTpOro yteHns Attest
Rapid Readout 1291 Ha NpOTSXeHMM OAHOro 4Yaca npu Temnepatype 60+2°C (140+3°F) B aBTopuaepe 3M
Attest 290 nam 3M Attest 390. [ins npaBuIbHOW 3KcnyaTauuy aBTopugepa, CMOTPUTE COOTBETCTBYHOLLME
PykoBOACTBa MO 3Kcnayatauun. ABTOPUAEpbl aBTOMATMYeCKM MNPOM3BOAAT CUUTbIBAHWE MOKa3aHWIA.
MMONOXUTENbHBIA  pe:?ynbTaT MOXeT O6biTb MOKa3aH MeHee, 4Yem u4epe3 OAWMH 4Yac. OTpuuaTtesnbHoOe
OKOHYaTe/lbHOe 3HayeHWe (PyopecueHLMn GMONOrMYecKoro MHANKaTopa LOCTUraeTcs B TeYEHUE OAHOro
yaca. ocne NoAy4YeHUs OTPULATENIBHOTO 3HAYEHMS MOKa3aHWiA, 6MOMOrMYECKUiA MHANKATOP, MPOLUEALLINiA
CTepuAn3aunio, Heobxo4MMo YTUIN3NPOBATb.

Buonornuecknii MHAMKaTOp, MNPOLUEALWNA CTepUAn3aumil0 U UHAMKATOP MNONOXMUTENbHOW KOHTPO/bHOM
npobbl, TakKe MOXXHO MOABEPrHYTb fanbHeiwel MHKybaumm npu Temnepatype 60°C gns nonyyeHus
pe3ynbTaToB Mpy BU3yaNbHOM KOHTPOJEe W3MEHEHUS KucnoTHocTU pH. [poBepsiiTe GuMoNOrnyeckuii
WHANKATOP Ha MNPegMET paHHero oOHapy)XXeHUs MOMOXUTeNbHbIX pe3ynbTatoB (T.e., cpefa CTaHOBUTCSH
YKEeNToro ugeta) - yepes yAo6Hble NPOMEXYTKM BpeMeHU: 6, 12 n 18 yacos. OnpefesieHNe OKOHYATE/IbHbIX
OTpULATeNbHbIX AaHHbIX (Cpeaa ocTaeTcs PUOMETOBOIN) Ha NpeAMeT BU3YaslbHOr0 M3MEHEHWUS KUCIOTHOCTU
cpefbl, OCYLLECTBAAETCA Ha MPOTHXKEeHWUW 24 4yacoB. VIHAMKATOP MNONOXMTENbHOW KOHTPO/IbHOM Npo6bI
[O/MKEH NoKas3aTb U3MEHEHME XXeNTOoro uBseta (passuTune cpebl) B TeYeHUe 24 4acos.

MiiTepiipeiauHsi pesynbTatos

Pe3ynbTaT (hnyopccneHuum

Buonornyecknini - MHAMKATOP MNONOXMWTENbHOM KOLWPOAbHON Npobbl (He MpoWeALwWwmnii CTepuan3aLmio)
[O/IXEH MOKa3blBaTb NMOMOXMTENbHbIV pe3ynbTaT [KpacHas namna Ha asTopuaepe 3M Attest 290 nnv cumson
«nne» (+) Ha XK-gneHnee aBtopuaepa 3M Attest 390]. B cnyuyae, ecnum nokasaHUsi 6M0N0rMYecKoro

Mo/ akTUBaLMeld NogpasymMeBaeTCsl pasdaB/vBaHWe amysibl C MATATENLHON CPefoii, HaxoasLeiics BHYTPY MHAMKATOPA
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MHAMKATOpa NOJIOXKMUTE/NIbHOM KOHTPOJIbHOW Mpo6bl oTpuuaTte/nbHble [3eieHas namna Ha asTopugepe 3M
Attest 290 wnu cumBon «MuHyc» (-) Ha J>KK-gucnnee asTopupepa 3M Attest 390], cmoTtpute
COOTBETCTBYIOLUUIA pa3gen «YCTpaHeHWe HeucnpaBHOCTEN» PYKOBOACTBa MO 3KcnjayaTtauuun. MosTopute
MPOBEPKY YCTPOWCTBA aBTOMATMYECKOrO0 UTEHMS C MOMOLLbD HOBOro 6GMOMOrMYecKoro MHAMKaTopa
MONOXUTE/IbHOW  KOHTPONbHOW Npo6bl.  PesynbTaTbl  OMOMOMMYECKOr0  MHAMKATOpa, MpPOLUeALIero
crepunmnsaumto, 6yayT HeAeilcTBUTENbHbI, MOKa AaHHble GMONOTMYECKOro WHAMKATOpPa MOMOXKMUTEIbHOM
KOHTPO/IbHOW MPO6bl He MOKaXYT MOM0XUTENbHbIA pe3ynbTar.

Mocne ctepunusauny 6GMONOTMYECKOrO WHAMKATOPA, MOMOXUTENbHbIA pe3ynbTarT [KpacHas namna Ha
aBTopuiepe 3M Attest 290 nnm cumBon «natc» (+) Ha XXK-gucnnee asTopugepa 3M Attest 390] o3Hauaet
cboli npouecca cTepunnzaumm. OTpuLaTeNbHbI pe3ynbTat [3eneHas namna Ha astopugepe 3M Attest 290
nan cumBon «MUHycC» (-) Ha XXK-gucnnee astopugepa 3M Attest 390] nocne ogHOro 4yaca MHKy6auuu
YKa3blBAET Ha Y 0BNETBOPUTE/IbHbIE pe3yNibTaTbl NpoLecca CTepUNN3aLmu.

PesynbTat n3meHeHuns ugeTa «pH» (onumoHanbHo)

XKenTbi UBET UHAMKATOPA NOCNe CTepUIM3aL MM YKa3blBaeT Ha pasMHOXeHMe 6akTepuil 1 c60M B npouecce
cTepunusaummn. OTCYTCTBME M3.MEHEHWA LBeTa (T.e. cpeda oCTanacb (IVMOMETOBOrO LBETA) yKas3blBaeT Ha
Y[,0B/IETBOPUTENbHBIA pe3ynbTaT npouecca crepunnsaumm. OKOHYATE/IbHbIA OTpULATENbHbIA pe3ynbTar
MOXHO NONyunTb 4epe3 24 yvaca WHKybGaumw. Pe3ynbTaTtbl, MOKas3aHHble WHAWKATOPOM, MpOLLeALINM
CTepuAN3aLnto, CUATaOTCA AeNCTBUTENbHBIMY B ClyYae, - eCn UHAMKATOP MON0XUTENIbHON KOHTPO/IbHOM
Npo6bl U3MEeHWN LBET OT (PUONETOBOIO A0 XENToro.

12.  Ha ntobble nonoxutenbHble pesynbTatbl B go/mkHa cnefoBaTb HeMefdsieHHasa peakuums. B nobom
cfyyae Heo6XOAVMMO BbIMOMHUTL MOBTOPHYHKO MPOBEPKY CTepuivM3aTopa W, HU B KOEM C/lyvyae Hesfb3f
MCMo/b30BaTb CTEPUNN3ATOP ANA CTEPUN3aLUN 3arpy3oK, Noka He OyAeT MosyyeHO TPU OTpULaTeIbHbIX
pesynbTata Ha B, nogseprwinxcs crepunmsaLmm nocnefoBaTesbHO.

Bannpgayuma cokpaw,eHHOro nHKybaumoHHoro nepuoga (LaHHble 0 HaAEXHOCTN CYMTaHHbIX
nokasaHuit)

Mpu nHKy6aumn B TeyeHne 3 1 48 YacoB YCTaHOB/IEHA KOpPPeNnauns ¢ pesynbtataMn UHKy6aLumn B TeHeHne
7-Mu HeBHOro nepuofa. CTepunmMsoBaHHbIe MHAWKATOPbLI eXeLHEeBHO NOABepraincy NPOBEPKE Ha Npeimer
BM3Ya/lbHOrO M3MeHeHUs LBeTa nHAankatopa no pH . Ans onpefeneHns HafeXHOCTU AaH}|bIX MHAMKATOPA,
[aHHble M3MEHEHNSA (hIyOpecLEeHL MM Ha NPOTSXKEHUN 1yaca M aHHble BU3YalbHOr0 U3MEHEHUS OKPACcKM Ha
NPOTSXKEHUM 24 4acoB CPaBHMBANUCL C JaHHBIMW BU3YanbHOIN0 M3MEHEHWs uBeTa uMHAuKaTopa no pH,
KOTOpble OMNpeAensnncb Ha NPOTSHXKEHUN 7 AHel. HageXHOCTb AaHHbIX BU 6bicTporo uteHns Attest Rapid
Readout 1291 onpegensinacb ¢ NMOMOLLbIO (DOPMY/bl ONpeeNneHnss YyBCTBUTENbLHOCTU, KOTOpas npueedeHa
HUXe:

quCTBMTEﬂbHOCTb =
(KonmuecTBO MOMOXUTENBHBIX PE3Y/IbTAaTOB Pa3BUTHS Yepe3 168 YacoB)-(KomMuecTBO NTOXHOOTPULATENBHBIX pe3ynbTaToB)x100

KonmuyecTBo NONOXKMTENbHBIX Pe3y/bTaToB pasBuTUA Yyepes 168 yacos
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Bruonornyeckune nHamkatopsl 6bicTporo YteHns Attest Rapid Readout 1291
Mpouecc cTepnnmsaumny ¢ rpaBMTaLMOHHbBIM METOLOM OTKauyKun BO3gyxa npu Temnepatype 132@C
(270°F) Banupauns COKpalleHHOro BpeMeHn UHKy6auum - CeogHaa nH@opmaLmns no HafexxHocTu

OaHHbIX
Mpouecc  Temnepatypa Kon-so Kon-Bo Poct ®nyopecLeHLms

cTepuamM3aLyM  MHKy6aUMM  npotwno  MOMOXMKT, Kon-Bo UyBcTBUTENb Kon-Bo UyBCTBUTESTb

nenbiTa  PE3YNbTATOB  I0KHOOTPNL, HOCTb NIOXHOOTPWL, HOCTb
HVe  pocra3a 168 24 vaca 3a 24 yaca 3a 60 MWH. 38 60 MUH.

C

rpaBuTaLVIOHH

bIM MeTopom - 60X ggy 533 13 97,6 % 0 100%

OTKauKu

Bo3gyxa npu T

132 °C

1peAcTaBfieHHble AaHHbIe IEMOHCTPUPYIOT, 4TO >97 % NOMOXKUTENbHBIX PE3YIbTATOB POCTa Ha NPOTAXKEHUN
7 OHeil (T.e. 168 uyacoB), 0OHapy>XeHO NyTem (/yOpecLeHLMn Ha MpoTseHMM 1 yaca MHKy6aumm u
BU3Yyas/IbHOI0 U3MEHeHWs LBeTa MHAMKaTopa no pH - Ha NpoTsXeHun 24 yacoB UHKY6auun. Takum ob6pasom,
B 6bicTporo uteHms Attest Rapid Readout 1291 cooTBeTCTBYET TPEOOBAHNAM HAAEXHOCTU faHHbIX >97 %

pe3ynbTaToB (Pyopecue}mn Ha NpoTsKeHun 1yaca v pe3ynbTaToB BU3yaslbHOrO M3MEHeHWs LBeTa Ha
NPOTAXKEeHUN 24 4acos.

XpaHeHne H CPOK ro4HOCTM
e PekomeHayeTCs XpaHUTb MPW 0ObIYHBLIX KOMHATHbIX ycnoBusax TemnepaType 15-30 °C u 35-60 %
OTHOCUTE/NbHON BNXKHOCTH.
* He xpaHuTe gaHHble 6MOMOrNYECKNE NHAMKATOPLI PAAOM CO CTEPUIN3YIOLLMMUN areHTaMu Uav LpyrvmMm
XUMUYECKUMW BeLLecTBaMu.
 Cpok rogHoctu  BW  6bicTporo  uteHus  Attest Rapid Readout 1291  cocTaBnset
2 roja oT pjaTbl npou3BoAcTBa. [lata MCTeYeHWUs CpoKa rOAHOCTM YyKasaHa Ha 6MONOrMYeckoMm
WHOMKATOPe W Ha YNakKoBKe - B BUAE rofa, COCToAWero u3 4 uudp u mecsaua - u3 2 (Hanpumep, 2017-
112).
» WHhopmayms cnpaBa 0T CUMBOJIA «NapTUA-B-KOPOOKe» yKa3blBaeT Ha HOMep napTuun (Hanpumep, 2017-
11AD).
TpaHcnopTupoBKa: lpu TPaHCNOPTMPOBKE W3AeNUA MOTYT WUCMbITbIBATb KPaTKOBPEMEHHOE W3MeHeHWe
TemnepaTypbl, He BAMAIOLLEe Ha 6€30MacHOCTb M XapaKTePUCTUKN U3LeNniA.

YCcnoBus NPUMEHEHUS: MPU KOMHATHON Temnepatype 15-30 °C, 3Ha4YeHMs| BNAXHOCTW W AaBNEHUS He
pernaMeHTUPYHTCA.

YTunusaynsa

YTUnn3npoBatb UCMNO/b30BaHHblE GMOMOMMYECKNEe WHAMKATOPbI B COOTBETCTBUWM C MOMUTUKOW BalLero
MeMLMHCKOr0 yupexieHuns. Bbl MOXeTe aBTOKNaBMPOBATb MOJIOXUTENbHbIE 6MOIOTNYECKNE UHONKATOPSI
npn temnepatrype 121 °C B TeyeHue 15 MUHYT wnm npu Temnepatype 132 ®C B TeyeHue 10 MUHYT B
cTepunusaTope C rpaBuTaLMOHHLIM METOAOM OTKauyKu BO3dyxa unv npu Temnepatype 132 °C B TeveHue 4
MWUHYT B (DOPBaKYYMHOM cTepunu3atope. B cnyyae o6Hapy>KeHuUs pasbuTbixX amnyn ¢ nuTaTesibHON cpesoin
nocne UHKy6uposaHus bW nocne npouecca cTepunmsaymm Uan ecnv vyepHuna XM BbIrnagaT cMasaHHbIMU
WK C NOTeKaMu (ECNM OHW BKNKOYEHbI), 0cTaBbTe BV 1 XV B CTepunn3auoHHOM MakeTe 1 NOMecTuTe nakeT
B YMNakoBKYy, COBMECTUMYH C NapoBOW CTepunusauueid, N NpoCTepUIU3yiTe MapoM B COOTBETCTBUM C
BblLLeyKa3aHHbIMM MapameTpamun. YTunusauma ynakoBKW/COAEPXUMOro [O/DKHA OCYLLECTBAATLCA B
COOTBETCTBUW C MEeCTHbIMW/ pPEernoHanbHbIMU/ HauMoHaNbHbIMU/  MeXAYHapOAHbIMU TpeboBaHMAMM.
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MeguunHCKNe U3fenus AO/MKHbI YTUIN3NPOBATLCA MECTHbIMU NYOAUYHO-NPaBOBbIMW OpraHU3aunsaMun B
cooTBetcTBMM ¢ CaHluH 2.1.7.2790-10 «CaHUTapHO-3NNLEMUONOrNYecKne TpeboBaHUA K 00paLLeHunio ¢
MeLVLNHCKUMWN OTX0LaMW» K/lacC 0TX0L0B b).

TexHu4yeckoe 06CNyKMBaHNE Y PEMOHT
HenpumeHnmo. TonbKo 415 04HOPa30BOr0 NCMOb30BaHMS.

Ctepunusauyuns
3TN n3genna NocTaBNATCA HECTEPUSIbHBIMMU.

[laHHble 0 KNeTKax, TKaHsX M opraHax >XMBOTHOIO NMPOUCXOXAEHNS B COCTaBe MeAULMHCKOTO M3aenms

NekapcTBeHHble BellecTBa: MeAMLMHCKOe WU3LeNNe He COLEPXWUT NIEKaPCTBEHHbIX BELLECTB WM He BBOAMUT
NeKapCTBEeHHbIE BELLEeCTBa

Mpon3BOAHbIE YeN0BeYeCKON KpoBM: MeLULUHCKOe U3feNne He COAEePXUT U He AOCTaBNseT NPOU3BOAHbIE
4en1I0BeYEeCKON KpPOBM.

BelecTBa XXMBOTHOT0 NPOVCXOXAEHNSA: BELLECTBA XXUBOTHOIO NPOUCXOXAEHUA MPejHaMepeHHO B U3aenus

He A06aBNAIOTCS.

rapaHTUN

WN3penvsa oueHmBaloTCA Ha CTafuMyM 06bEMHOro MOKPbLITUA criopamMy (nocsie TOro, Kak Cropbl NOKPbIBatOT
nosiocbl, KoTopble OyAyT MOMeLleHbl B WHAUKATOPbI B BWAE MNONOC CO cropamu). [na nosiyyeHus
CepTM(MKaTOB KayecTBa UCMONb3YHTCS [aHHble, MONyYeHHble B pe3ynbTaTe 00beMHONM OLEHKM.

KomMnnekTHOCTb NOCTaBKw
50 BIN/kopobKa, 4 KOpOOKU/ALLMK

Mapkuposka

W3gennsa  noc'raBnaloTcA B YNakoBKe C 3TMKETKaMu, COAepXalumu Cnefyowyto  MH(popMaLuio:
HaMMeHOBaHWe W3LeNna W KaTalioKHbI HOMep WU3fenus; KO4 napTum U CPOK rofHOCTU, HauMeHOBaHue ”
afipec MpoW3BOAMTENS; COAepXXaHue, YCM0BUA TPAHCMOPTUPOBKW/XPAHEHUSA; WH(OPMALUA O TOBAPHbIX
3HaKax; v cuMBosbl - «BHUMaHne! CM. SKcnnyaTauuoHHbIe JOKYMEHTbI»; BPEMA WHKYb6auuu.

TexHnYeckme xapaKTepuCcTuKm

CrteknsiHHaa amnyna: Quametp 6,4+0,2 mm, BoicoTta 39,6+1,0/-0,8 mMm
MnactukoBaa npobupka: QuameTp 8,5+0,05 mm, BoicoTa 50,8+0,5 MM
MnactnkoBasa Kpbiweyka: AnvHHa 16,6+£0,13 mm, Anametp 10,7+0,13 mMm

OduuymanbHbIi NPON3BOANTEND:
«3M Komnanu, 3M Xenc Keap», CLUA
3M LleHTp, 2510 KoHBali ABeHto, 275-5W-06, CeHT-IMon, MuHHecoTa, 55144, CLUA

YNONHOMOYEHHbIN NpeAcTaBUTeNb Ha TeppuTopumn Poccuiickoin ®depepaynu:
AO «3M Poccus», Poccus

108811, r. MockBa, noc. MockoBckuii, Knesckoe Liocce, 22-i Km, 4. 6, cTp. 1

+7 (495) 784 7474 | +7 (495) 784 7475 (hakc)

3. noyta 3mra@mmm.com
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MepeBoA AAHHOTO TeKcTa CAeNaH MHOW, nepeBOAYNKOM MaHKOBbIM AHApPEEM BUKTOpPOBNYEM.

Poccuiickas depepaums
fopos Mocksa
MATHaguaTOro AHBaps ABe ThicAYMN ABafLaTOro roga
A, Pe6puna EneHaIMnTpueBHa, BPEMEHHO NCNONHAOWAaA 0643aHHOCTM HOTapuyca
ropoga Mocksbl Akumosa Nneba bopucosuya, cCBUAETENbCTBYIO NOAAMHHOCT b NOANUCKU NepPeBOUMKA
MaHKoBa AHApes BukToposuya.
Mopgnuck caenaHa BMOeM NPUCYTCTBUN.
NTnyHocTb NnognucasWwero JOKYMeHT yCTaHoBNeHa.

3aperncTpuposaHo B peecTpe: NeJ7/09-HW77-2020-," /
B3bickaHo eocydapcmeeHHOf'WSuinuHbirfH mapu(py): 100 py6.
YnnaveHo 3a okaszaHue, AA>.r ?LllaBO (¢ w T wyeckoro xapakTepa: 300 py6.

E. XX PebpiiHa

a4 n sPJ
Bcero npowHypoBaHOpAHYME

N CKpenneHo ne4yaThblo

BPWMO HoTapuyca

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



Poccuiickas ®egepauns
l'opog MockBa
lWecTHaguaToOro AHBapsa [3e ThicAun ABaALAT IO roga

R OeliHeko Moamuna BsnBpreaHB, BpeMEHHO MWCMOMHsOLWAN
00513aHHOCTN HoTapuyca ropoga MockBbl [MPOKOLIEHKOBO Enetbl
EBreHbeBHbI, CBUAETENLCTBYIO BEPHOCTb KOMUM C MOEACT afIeHHOro
MHe JOKyMeHTa. /
SgpenvcvposaHoBpeectpe; N 21/86-K/77-2020- 1Y >

B3boxaHO rocyapaCTBEHHOA
Wraenzaaaave
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KOMNMnA

state of Minnesota - Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions.

Apostille
(Convention de La Haye du 5 Octobre 1961)

1. Country (Pays): United States of America

This public document (Le present acte public) Biological Indicators for Sterilization Quality Control

2. has been signed by (a ete signe par) Ryan J. Bartz

3. acting in the capacity of (agissant en qualite de) Notary Public, State of Minnesota

4. bears the seal / stamp of (est revetu du sccau / timbre dc)
Ryan J. Bartz, Notary Public, State of Minnesota

Certified
Atteste

5. at (a) St. Paul, Minnesota 6. Date (Date) 11/15/2019

7. by (par) Secretary of State, State of Minnesota 8. File No (Sous n“) 1118405400152

9. Seal/ Stamp (Sccau / Timbre): 10. Signature (Signature):

Steve Simon

Secretary of State
%1858+ State of Minnesota

This Apostille only certifies (he authenticity of the signature and the capacity of the person who has signed the public document, and, where
appropriate, the identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

To verify the issuance of this Apostille, see httDs://aDOStllle.sos.state.mn.us.

This certifleate does not constitute an Apostille under the Hague Convention of 5 October 1961, when It Is presented In a country which
is not a party to the convention. In such cases, the certificate should be presented to the consular section of the mission representing
that country.

Celle Apostille atteste uniquement la yéracKé de la signature, la qualite en laquelle le signataire del'acte a agi el. le cas dcheant. I'identitS du
sceau ou timbre don't cet acte public est revdtu.

Cette Apostille ne certifie pas le contenu de I'acte pour lequei elle a é!é dmise.

Cette Apostille peut &(re veri®ee a I'adresse suivante:http8://aDostllle.so8.state.mn.u5. Ce certifleat ne constitue pas une Apostille en vertu
de la Convention de La Haye du 5 Octobre 1961, torsque prdsentd dans un pays qui n’est pas partie i cette Convention. Dans ce cas, le
certificat doit etre present® a la section consulalre de la mission qui represente ce pays.
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

To whom it may concern

In my capacity as International Regulatory Affairs Associate, 3M Health Care Business, St.
Paul, MN, USA, I certify that attached IFU for:

Biological Indicators for Sterilization Quality Control:
Attest Biological Indicators for ethylene oxide (EO) sterilization.
Attest Biological Indicators for ethylene oxide (EO) sterilization in Test Pack

in English language is truthful and accurate

Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this day of November 2019.

Ryan Notary PublicAn
My Conwni”sion Expires: January 31,2024

RYAN J BARTZ
'oenj. Notary Public, Slate of Minnesota
f * My Commission Expires
January 31, 2024
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Instruction for Use

Biological Indicators for Sterilization Quality Control:
Attest Biological Indicators for ethylene oxide (EO) sterilization.
Attest Biological Indicators for ethylene oxide (EO) sterilization in Test Pack

Product Description
The 3M Attest 1264 Biological Indicator (green cap) is designed for monitoring of ethylene oxide (EO)

sterilization processes. The presence of Bacillus atrophaeus spores is detected by a visual color change
(media turns yellow). The yellow color change indicates a sterilization process failure. The final readout
ofa negative result (media remains green) is made after 48 hours of incubation.

The Attest Biological Indicator for EO in Test Pack (1278) is specifically designed to routinely challenge
ethylene oxide (EO) sterilization processes. This convenient disposable pack is designed to be as resistant
as the routine EO biological indicator test pack recommended by AAMI.

Each pack contains a 3M Attest 1264 Biological Indicator (green cap). The chemical indicator on the
Attest biological indicator label and the chemical indicator dot on the pack turn from red to green when
EO processed. Attest biological indicator controls are provided.

The presence of Bacillus atrophaeus spores is detected by a visual color change (media turns yellow). The
yellow color change indicates a sterilization process failure. The final readout of a negative result (media
remains green) is made after 48 hours of incubation.

Intended Use
Sterilization quality control
Scope of use: Sterilization

Contraindications
None.

Potential consumer
Only for professional use

Possible side effects
No known possible side effects.

Warnings
» Butyl, neoprene, or nitrile gloves should be worn when removing the biological indicator from the load
prior to the completion of aeration.
» There is a glass ampule inside the plastic vial of the biological indicator.
0 Crushing or excessive handling of the biological indicator before cooling may cause the glass
ampule to burst.
0 Wear safety glasses when crushing the biological indicator,
0 Handle the biological indicator by the cap when crushing,
o Do not use your fingers to crush the glass ampule.
Precautions
Do not use the Attest 1264 biological indicator to monitor sterilization cycles which it is not designed to
challenge:
1. Steam sterilization cycles.
2. Dry heat, chemical vapor, or other low temperature sterilization processes.
Precautions Test pack
To ensure the test pack delivers the intended challenge:
*« DO NOT open pack prior to sterilization;
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* DO NOT reuse test pack.

Do not use the Attest 1278 EO Pack to monitor sterilization cycles which it is not designed to challenge:
1 Steam sterilization cycles;

2. Dry heat, chemical vapor, or other low temperature sterilization processes.

Monitoring Frequency

Follow facility Policies and Procedures which should specify a biological indicator monitoring frequency
compliant with professional association recommended practices and/or national guidelines and standards.
As a best practice and to provide optimal patient safety, 3M recommends that an Attest biological
indicator be used to monitor every ethylene oxide sterilization load.

Directions for Use

1 Identify the Attest biological indicator by writing the sterilizer, load number, and processing date on the

indicator label.

2. Place the Attest 1264 biological indicator in a Process Challenge Device (Bl PCD) as recommended by

professional association guidelines or national standards for hospital practice (e.g., AAMI routine BI

syringe test pack).

3. Place the BI PCD in a full load in the most challenging area for the sterilant. This is generally in the

center of the load.

4. Process the load as usual.

5. After sterilization two options exist:

a. Aeration ofB1 PCD Priorto Incubation
Aerate the other packs from the load for the same amount of time as the BI PCD. At the end of the
aeration cycle, remove the biological and chemical indicators from the Bl PCD. Dispose of the
remaining Bl PCD components according to the healthcare facility’s policy.

b. Removal of Biological Indicator from Bl PCD Prior to Aeration
Open the sterilizer door according to the manufacturer’s instructions; transfer the load to the aerator
and retrieve the Bl PCD. (If a sterilizer with aeration capability is used, follow the manufacturer’s
instructions for opening the door and remove the Bl PCD prior to the aeration cycle.) Remove the
biological and chemical indicator from the Bl PCD. Return the remainder ofthe Bl PCD to the load
for aeration according to the healthcare facility’s policy. When it is necessary to handle items that
are not fully aerated, butyl, neoprene, or nitrile gloves should be worn. The breathing zone of
personnel should be monitored to verify the safety of the practices followed.

6. Check the chemical indicator on the label of the biological indicator. A color change to green confirms
that the biological indicator has been exposed to an EO sterilization process. This color change does
not indicate that the process was sufficient to achieve sterility. If the chemical indicator is unchanged,
check the sterilization process.

7. Incubate the biological indicator at 37 £ 2°C (99 % 3°F).

Attest Incubator 240 volt (International Usage)
Model 129 (28 indicators)
a. Position indicator in metal block (see Figure 1). Place bottom of the indicator into the incubator’s
metal heating block so that the indicator is at an angle of approximately 45°.
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b. Push the indicator straight back (see Figure 2). This crushes the media ampule and activates the
indicator. Be sure that the cap will remain above the metai block when the indicator is pushed back.

c. Push the activated indicator down to seat it in the metal heating block. (See Figure 3). Be sure that
the cap remains above the metal block when seated in the incubator.

8. Incubate at least one unprocessed Attest biological indicator (positive control) each day a processed
indicator is incubated. The positive control indicator should be from the same manufacturing date and
lot number as the processed indicator in the incubator.

9. Write a “C” and a date on the label of the positive control indicator. Crush and incubate the control at
37£2°C (99+£3°F).

The purpose of the positive control is to ensure;

« correct incubation conditions

« viability of indicators (incorrect storage conditions could adversely affect even those indicators which
are within their stated shelf life)

* capability of media to promote rapid growth.

10. Incubate processed and control biological indicators for 48 hours at 37 £ 2°C (99 + 3°F).

Incubation Times:

Early Detection 12 hours
18 hours
24 hours

Final Detection 48 hours

11. The appearance of a yellow color in the processed indicator demonstrates bacterial growth and a
sterilization process failure. No color change indicates an adequate sterilization process. A final
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negative result is made after 48 hours of incubation. The positive control indicator should show a
yellow color change for the processed indicator results to be valid.

12. Record the processed and control biological indicator results. Act on any positive test as soon as the
first evidence of growth is noted. Always retest the sterilizer and do not use the sterilizer until the
biological indicator test results are negative.

Directions for Use (Test Pack)
1. Use an Attest EO pack to test loads containing wrapped telescopic instruments, plastic, rubber, metal
instruments, and equipment.
2. Place the EO pack in a fiill load in the most challenging area for the sterilant. This is generally in the
center of the load.
3. Process the load as usual.
4. After sterilization two options exist:
A. Aeration of EO pack prior to incubation
Aerate the other packs from the load for the same amount of time as the test pack. At the end of the
aeration cycle, check to see that the chemical indicator dot on the test pack turned from red to green which
indicates the pack has been exposed to the EO
sterilization process. If the chemical indicator dot is unchanged, check the sterilization process. Remove
the biological indicator from the test pack. Dispose of the remaining test pack components according to
the healthcare facility’s policy.
B. Removal of biological indicators from EO pack prior to aeration
Open the sterilizer door according to the manufacturer’s instructions; transfer the load to the aerator and
retrieve the test pack. If a sterilizer with aeration capability is used, follow the manufacturer’s instructions
for opening the door and remove the test pack prior to the aeration cycle. Check to see that the chemical
indicator dot on the test pack turned from red to green which indicates the
pack has been exposed to the EO sterilization process. If the chemical indicator dot is unchanged, check
the sterilization process.
Remove the biological indicator from the test pack. Return the remainder of the test pack to the load for
aeration according to the healthcare facility’s policy. When it is necessary to handle items that are not
fully aerated, butyl, neoprene, or nitrile gloves should be worn. The breathing zone of personnel should be
monitored to verify the safety of the practices followed.
5. Check the chemical indicator on the label of the biological indicator. A color change from red to green
indicates the pack has been exposed to the EO sterilization process. The color change does not indicate
that the process was sufficient to achieve sterility. If the chemical indicator on the label is unchanged,
check the sterilization process.
6. Identify the Attest biological indicator by writing the sterilizer, load number, and processing date on the
indicator label.
7. Discard the test pack. Using a test pack more than once will invalidate subsequent test results.
8. Incubate the biological indicator at 37 = 2®C (99 + 3°F).
Attest Incubator 220/240 volt
(International Usage)
Model 129 (28 indicators)
A. Position indicator in metal block (see Figure 1). Place bottom ofthe indicator into the incubator’s metal
heating block so that the indicator is at an angle of approximately 45°.
B. Push the indicator straight back (see Figure 2). This crushes the media ampule and activates the
indicator. Be sure that the cap will remain above the metal block when the indicator is pushed back.
C. Push the activated indicator down to seat it in the metal heating block (see Figure 3). Be sure that the
cap remains above the metal block when seated in the incubator.
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Figure 3

9. Incubate at least one non-processed Attest biological indicator (positive control) each day a processed
indicator is incubated. The positive control indicator should be from the same lot code as the

processed indicator.

10. Write a “C” and a date on the label of the positive control indicator. Crush and incubate the control at
37+£2°C (99£3°F).

The purpose of the positive control is to ensure:

* correct incubation conditions

« viability of indicators (incorrect storage conditions could adversely affect even those indicators which
are within their stated shelf life)

* capability of media to promote rapid growth

11. Incubate the processed and control biological indicators for 48 hours at 37 + 2°C (99 + 3°F) for a
visual color

change readout. Examine the indicators for early detection of positive results (media turns yellow) at
convenient time intervals such as 18 and 24 hours. The final negative reading (media remains green) is
made after 48 hours of incubation. The positive control should show a yellow color change in the media.
If the positive control remains green, check the incubator temperature and storage conditions. Retest the
incubator with a new positive control. The processed indicator results are not valid until the positive
control shows a yellow color change.

With a processed indicator, a visual color change to yellow indicates bacterial growth and a sterilization
process failure. No color change (media remains green) after 48 hours of incubation indicates an adequate
sterilization process.

12. Record the processed and control biological indicator results. Act on any positive test as soon as the
first evidence of growth is noted. Always retest the sterilizer and do not use the sterilizer until the
biological indicator test results are negative.

Storage/ Shelf Life

» Best stored under normal room conditions: 15-30°C (59-86°F), 35-60% relative humidity.

» Do not store these biological indicators near sterilants or other chemicals.

» Attest biological indicators have a 24 month shelf life. The expiration date is indicated on the Bl and
packaging by an hourglass symbol followed by the 4-digit year and 2-digit month of expiration (e.g. 2
2017-11).

* Transportation: During transportation, the products can be exposed to short-term temperature
changes, which do not affect the safety and products specifications. Transportation of medical device is
carried out by all type of transport.

6}
» Usage: at room temperature 15-30 C. Values of humidity and pressure are not regulated.

Disposal
Dispose of used Attest biological indicators according to your healthcare facility’ s policy. You may wish to
autoclave any positive biological indicators at 250°F/121°C for at least 15 minutes, or at 270°F/132®C for
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10 minutes in a gravity displacement steam sterilizer, or at 270°F/132°C for 4 minutes in a vacuum assisted
steam sterilizer.

For processed Bis observed to have a broken media ampoule after the sterilization process, or if the ink of
the CI appears smeared or runny (if included) leave the Bl and CI in the sterilization pouch and place the

pouch in packaging compatible with steam sterilization and steam sterilize per the parameters above.
Packaging/contents should be disposed in accordance with the local/regional/national/ international
regulations.

Medical products should be disposed by the local public law organizations in accordance with SanPiN
2.1.7.2790-10 *“Sanitary and Epidemiological Requirements for Medical Waste Treatment” waste Class

B).

Maintenance and repair data

Not applicable. Single use only.

Sterilization

These products are not supplied sterile.

Data on cells, tissues and animal organs contained in medical product

Drugs: Medical product does not contain and does not deliver drugs

Human blood derivatives: Medical product does not contain and does not deliver human blood derivatives.
Materials of animal origin: materials of human origin are not intentionally added in the product.

W arranties
The products are evaluated at coated spore jumbo stage (after spores coated to strips that will be placed in
the indicators as spore strips). The data generated from Jumbo evaluation are used for the quality
certificates.

Content of packaging
100 Bls/box, 4 boxes/case
Test pack: 25 packs and 25 controls/box, 2 boxes/case

Labeling

Products are supplied in a package with labelling containing the following information: product name and
reference number; lot code and shelf life, name and address of the manufacturer; contents,
storage/transportation conditions; trademarks information; and symbols - Attention! Refer to Operating
Documents, incubation time.

Technical characteristics

Glass ampoule: Diameter 6.4+£0.2 mm. Height 39,6+1.0/-0.8 mm
Plastic sleeve: Diameter 8.5+0.05 mm, Height 44.2+0.5 mm
Plastic cap: Length 13.2+0.13 mm. Diameter 10.7+0.13 mm

Legal manufacturer
3M Company, 3M Health Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Authorized representative on the territory of the Russian Federation:
AO “3M Russia”, Russia

108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bld.I
+7 (495) 784 7474 | +7 (495) 784 7475 (fax)
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[MepeBof ¢ aHIMUIACKOTO s13bIKa Ma PYCCKUIA A3bIK

LLITaT MunHHecoTa - CekpeTapuar LiTaTa

He 4711 UCNosib30BaHUS Ha TEPPUTOPMM U BO BRafieHMsIX CoeuHeHHbIX LLITaToB AMepuKu.

AMNOCTWNb

(B cooTBeTcTBMU ¢ Maarckoii KoHBeHUMen 0T 5 okTA6ps 1961 r.)
1 CrpaHa: CoefunHeHHble Wl TaTbl AMEepuKu

Hactosawuini opnumnanbHblii 4OKYMEHT: M HAMKATOPbLI 6M00rnyeckne AN KOHTpPons
KayecTBa cTepunusaynu

2. nognucaH PainaHom OX. BapTuem
3. gencrTBytouwmnm(-ein) B KauecTBe HoTapuyca wrtata MuHHecoTa
4. ckpenneH neyaTtblo/wTtamnom PaliaHa [Ox. BapTua, HoTapuyca wTata MuHHecoTa

YLOCTOBEPEHO

5. Br. CeHt-Mon, wt. MuHHecota 6. faTta: 15 HoA6psa 2019 .
7. cekpeTapem wTtaTta MnHHecota 8. 3a Homepom 1118405400152

9. Mevatb/wTamn: 10. Nognuce:

(MeyaTb) (Mopgnwce)

CtuB CaiimoH
CekpeTapb WwTara
LLTaT MnHHecoTa

BosnbLas neyatb
wTata MnHHecoTa

(MeyaTtb)
Odmc Cekpetaps wTtata MunHHecoTa. bonbluas nevats wrtata MuHHecoTa

HacTosawwuit anocTunb yA0CTOBEPSET TOMLKO NOAMHHOCTL NOANMCY 1 NATHOMOYUS ML, NOANMCABLLIEro O(uLMaNnbHbI JOKYMEHT, a Takke, B NATNEXaLLNX Cy4anx,
NONMIMHHOCTb NeYaTh UK WTaMna, KOTOPbIMA OH CKPenseH.

1lacToswwmii anocTub He yAOCTOBEPSET COAepPXaHne JOKYMEHTa, Ha KOTOPOM OH NPOCTaB/EH.

[ina Toro 4to6bl YA0CTOBEPUTLCA B (hatoe Bblgaun HacTosLero anoctuns, cM. httD5://apo5t>lle.sos.state.mii.us

HacTosiuee cBWAETENbCTBO He WMEET CWUbl anocTUA, COCTaB.LeHHOrO B COOTBEICTBMH C [aarckoil k'omBcMUHeH OT 05 okTa6ps 1961 ropa, npu
npencras.’leHull B rocyfapcTBax, He ABNAOLWMUXCA yHacTHUKamn KOHBEHWHH. B Taknux cnyvasax csli/|eTe.lbCreo Heo6xoauMo NpeaCcTaBNATb B KOHCYNbCKWIA
oTe.l .Muccuu, Nnj)eAcraB.1aloLWeN Takoe rocyAapcTso.
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«3M Xenc Keap busHec» 3M LeHTp
2510 KoHBait ABeHto, CTpoeHune 275-5W-06
CeHT-lMon, MunHHecoTa 55144 CLUA
651 733 1110

Ons NpeabsBneHus No MecTy TpeGoBaHus:

B kayecTBe cneunanncrta mMexayHapogHOro HoOpMaTUBHO-NPABOBOr0 PerynupoBaHnsa KomnaHum «3M
Xenc Keap bBwusHec», CeHt-MMon, MwuHHecoTa, CLUA, A CBUAETeNbCTBYH, UTO MPUIOXKEHHAdA
WHCTPYKLMA N0 NPUMEHEHUIO ANA:

NupnkaTtopos 6uonornyecknx gna KOHTpOvia kauecTBa cTepununsayunun:
Buonornyeckme nHankatopsl Attest 4nd aTUNEH-OKCUAHON CTepuansaynm
Buonornyeckne nHankatopbl Attest na aTUNeH-OKCUAHON CTepunu3aLmy B TECTOBOW YNaKoBKe

Ha aHrTMICKOM f3blKe SIBISeTCA BEPHOWN M TOYHOWA.

(Moanuce) 14.11.2019
PernHa ®egepmaH Jata
CneuunanucT MexayHapogHOro HoOpMaTnuBHoO-
NnpaBoOBOro peryanpoBaHus
KomnaHun «3M Xenc Keap»

LLTaT MuHHecoTa )
Okpyr Pamcu ) MECTO COBEpLUEHMS HOTapManbHOro AeicTBMA

MoanucaHo Nog NpPUCAroin B MOem NPUCYTCTBUM CerofHs, 14 Hoabps 2019 r.
(Moanuce)
PainaH [x. bapTy, HOoTapuyc
Cpok Moux nosiHomoumnii nctekaeT 31 sHBapsa 2024 r.
(lWtamn)
PAVAH [XX. BAPTL,
HoTtapuyc wtata MunHHecoTa

CpoK MOMX MOAHOMO4YNI nctekaeT 31 aHBapa 2024 r.

(MeyaTb)
Oqmc Cekpetaps wrata MuHHecoTa. bonbliasa neyvatb wrtata MUHHecoTa

NHCTPYKLMS MO NPUMEHEHUIO
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MHankaTopbl 6uonornyeckme Abh KOHTPOA KayecTBa CTepuimn3aunm:
Bruonornyeckne nHankatopbl Attest 4na aTUNEH-OKCULHOW cTepunnsaumu
Buonornyeckne nHamkatopbl Attest 4ns aTUNEH-OKCUAHOW crepunnsannm B TECTOBON yNaKoBKe

OnwucaHue n3genus

Buonornveckne wuHamkatopbl 3M Attest 1264 ana 3TUEH-OKCUMAHOW cTepunm3auum (3eneHas
KpblLeyka) npegHasHavyeHbl A0S KOHTPOSA npouecca aTUneH-okeugHon (90) ctepunusaymn. Hanmune
cnop Bacillus atrophaeus onpegenseTcs no BUAUMOMY M3MeHEHUIO LBeTa (Cpeda CTaHOBUTCS XKENTOW).
M3meHeHMe LBeTa cpefbl Ha XXeNnTblli yKasbluaeT Ha c6oi npouecca ctepununsayuu. OKoHYaTelbHOe
CUMTbIBaHWE OTpuUuaTeNbHOro pesynbTata (cpeja OCTaeTCcA 3e/1eHOW) MPoOMCXOoAUT 4Yepe3 48 yacos
N1lKy6aLMoHHOro nepuoga.

Buonornyeckuin nHankaTop Attest 4na aTUNeH-OKCUAHOW cTepunmnsaunm B TeCTOBOI ynakoBke (1278)
cneuunanbHoO paspaboTaH 418 peleHns NoBCeAHEBHbIX 3a4ay 3TUNEH-OKCUAHON cTepunn3auun. JaHHas
yaobHasa ofHOpa3oBas TecToBas ynakoBKa paspaboTaHa Takmm 06pa3oM, UToObl 06ecneymBaTh Takyto
e YCTOMYMBOCTb K MPOLECCY CTepuau3aumn, Kak U CTaHAapTHbI OGMONOrMYeCKUin MHAWMKATOP B
TeCcTOoBOW ynakoBke anst 30 cTepunmnsaumm, peKoMeHa0BaHHbIi AAMI.

BW Attest B TecToBOI ynakoBke 1278, npon3BoacTBa 3M, cofep>XnT 6Monornyeckunin nHamkatop Attest
1264 (3eneHas Kpblweuyka), npoussogcTea 3M. lMpu cTepunmsaymm 3TUNEH-OKCUAOM XUMUYECKNIA
WHOMKATOP Ha 3TUMKETKe OMONOrnmyeckoro MHAMKartopa Attest 1 Touka XMMUYECKOr0 MHAMKaTopa Ha
TECTOBOI YNaKOBKE MEHSAIT LBET C KPacHOro Ha 3eneHblil. [MpefocTaBnAlOTCA KOHTPO/bHbIE MPO6bI
61onornyecknx MHAMKaTopos Attest.

Hannune cnop Bacillus atrophaeus OMpPeAenseTcd BM3yasbHbIM U3.MEHEHME.M LiBeTa (Cpefa CTaHOBUTCH
XenToi). Mi3ameHeHMe LiBETa Ha XXeNTblil YKa3blBaeT Ha cboii npouecca ctepunmiaynmn. OKOHYaTeNbHOe
CUMTbIBAHME OTPMLATENLHOrO pesynbTaTa (MUTaTeNnbHas cpefa ocTaeTcs ()MoneTOBOW) NponU3BoOAMTCA
nocne 48 4yacoB MHKyb6auuu.

Ha3HauyeHue
KOHTpO/b KayecTBa cTepuam3alunm
O6nactb NnpumMeHeHnsa: CTepunnsanns

MpoTuBOMNOKa3aHus
OTcyTCTBYIOT.

MoTeHUManbHbIA NOTPebMTENb
Tonbko A5 NpodeccuoHanbHOro NPUMeHeHUs

B0o3MOXHble NOGOYHbIE 3P EKTHI
Mo604HbIe 3 (eKTbl HE BbISAB/EHbI.

MpepynpexaeHua

» Hapesalite 6yTUI0BbIE, HEONPEHOBbLIE UAN HUTPU/OBbLIE MepyaTkn Npu yaaneHuyn 61Monornyeckoro
NHAMKaTopa M3 3arpyskn nepes sasepLUeHneM npoBeTpuUBaHnS.

* BHyTpM nnacTukoBon NPo6GUPKN 6MOMOTMYECKOTO MHANKATOPA HAXO4MTCA CTEKNIAHHAA a.MNyna.
° CTeKnfHHag amnyna MOXeT pa3buTbCa npu paspyweHun wunm rpybo.m obpateHumn ¢
OMON0rNYECKUM UHANKATOPOM [0 OCTbIBaHMSA.
® HapeBaliTe 3alMTHbIE OYKN MPY pa3faBanBaHuy amnyibl 6M0ONOrMYECKOr0 NHAMKATOPA.
° [epxunTte 6MONOrNYECKUIN NHANKATOP 3a KPbILIEYKY Npu akTusauuu.
® He pa3gaBnvBainTe CTEKNAHHYIO amMnyny nanbuamu.

Mepbl HPCLOCTOPOXKHOCTH
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He ncnonb3yiite 6Monormyecknin nHgnkatop Attest 1264 ans KOHTPONS UWMKIOB CTepuamnsaunn, ans
KOTOPbIX OH He npefHa3HayeH, a UMeHHO:

1. Lmknos napoBoi cTepunnsaumum.

2. Crtepuinsaumm € UCMOMIb30BAHWEM CYXOro Harpeea, XWMMWUYECKUX NapoB WM  [pyrux
HM3KOTEMNepaTypHbIX NPOLECCOB cTepuamsauunm Mepbl NpefoCcTOPOXHOCTU AnA BW B TecToBoO#A
ynakoBke

[ns obecnevyeHns nNpaBUbHbIX pe3ynbTaToOB UCNOMb30BaHNA BV B TeCTOBOW ynakoBKe:

« HE OTKPbIBAWTE ynakoBKy nepej cTepunnsawuei;

« HE UCMOJIb3YWTE BW B TecToBOI ynakoBKe MOBTOPHO.

He ucnonb3yinte B Attest 1278 B TecToBOW ynakoBke ansa 30 cTepunmnsaunm ans KOHTPONS LMKIOB
CTEpUAM3aLmMn, 419 KOTOPbIX OH He npefHa3HayeH, a UMEHHO:

1. LInknbl napoBoii cTepunnsaynm;

2. Crepunusaums CyxXuMM >KapoMm, XWUMMUYECKMMW napamu, I3TUNEH-OKCUAOM WauW Ana  ApYyrux
HN3KOTEMMNEPATYPHbIX MPOLLECCOB CTepUnn3aLmu.

MeproAMYHOCTL KOHTPONA

CobntofainTe yTBepX4eHHble B COOTBETCTBYHOLLEM MEAMLMHCKOM yypexaeHun Mpasuna v npoueaypsbl
cTepunu3aumm, B KOTOPbIX [O/MKHA OblTb YyKasaHa MepuoaMYHOCTb KOHTPOMS C  MOMOLLbIO
6uonornyeckoro  WHAMKaTopa B COOTBETCTBMM  C  MPaAKTUYECKUMMU peKoMeHaumaMu
npogeccnoHasbHOro coobuiectsa W/MAM roCyAapCTBEHHbIMM PYKOBOACTBAMW W CcTaHgaptamu. B
KayecTBe Hau/y4yllero Metoga v ans obecneyeHns onTuManbHOW 6e30NacHOCTM ANSA nauueHTa, «3M»
pEKOMeHAYeT, 4To6bl 6MONOrMYyecKnin nHAMKaTop Attest MCnonb3oBancad AN KOHTPONA KaXAow
3arpysku npu ctepunmsawuunm.

WMHCTPYKUMN NO NPUMEHEHUIO

1 YKaxuTe Ha 3TMKeTKe 6M0N0rnveckoro nHAnkatopa Attest ctepunmsaTop, HOMepP 3arpysku un
faty 0bpaboTku.

2. MomecTuTe 6Uonornyecknini nHamkatop Attest 1264 B yCTpOCTBO AN NPOBEPKM 3PPEKTUBHOCTU
ctepunmsaumn (Bl PCD) B COOTBETCTBUM C peKOMeHAauMaMU PYKOBOACTB MPO(IeCCUOHANbHOr0
coobliecTtsa WM rOCYLApPCTBEHHbIMW  CTaHapTamMy N8  KAWHWYECKOW npakTuku  (Hanp.,
CTaHAapPTHbIA TECTOBbLI KOMMNAEKT CO wnpuuem ¢ b, pekomeHgoBaHHbIn AAMI).

3. YcTtaHoBuTe Bl PCD Ha MOMHYH 3arpy3ky B 30HY, B KOTOPYK MPOHWKHOBEHWE CTEPUN3YIOLLETO
areHTa MoXKeT ObITb 3aTpyAHeHO. OHa, 06bIYHO, HAXOAMUTCA B LEHTPE 3arpy3Ku.

4. CTepunuayiite 3arpy3Ky 06bl4HbIM 06pa3om

5. Mocne cTepunnsaLmMy BO3MOXHbI Ba BapuaHTa AencTems:

a. Aspupyitte Bl PCD a0 nHky6auum
MMpoBeanTe aspauuio SpYyrux ynakoBOK M3 3arpy3ku Ha NPOTSXKEHWUW TOTO >Ke BPEMEHU, YTo U
yCTpoWcTBa ANA McnbiTaHWA npouecca ctepunusaymm (Bl PCD). B KoHUe UuuMKna aspaymu
N3BNeKNTe BMONOrMYeckre N XMMmnYeckue nHAMKatopel n3 Bl PCD. Y Tunusupyiite octasLlumecs
KOMMOHeHTbl Bl PCD B COOTBETCTBMU C NpaBuaaMn MegnULUHCKOTO yUpeXKaeHuns.

b. 13BneyeHne 6Mo0normyeckoro nHankartopa ns Bl PCD go aspauuu
OTKpoWTe ABepLUYy CTepuam3aTopa B COOTBETCTBUM C MHCTPYKUUAMU NPOU3BOAUTENA; OTNpaBbTe
napTuio Ha aspaumnio n nssneknte B1 PCD. (Ecnm ncnonb3yeTcs CTepunmn3aTop ¢ BO3MOXHOCTbHO
aspauuun, cnefyinte MHCTPYKLMAM MPOU3BOANTENSA NO OTKPbLITUIO fABepLbl 1 n3BneveHuto Bl PCD
[0 uMKna aspaunmn). V3Bneknute 6MONOrMYECKUn U XUMMUYECKUA nHamkatop n3 Bl PCD. BepHute
ocTtaBwwuitcas Bl PCD B 3arpys3ky Ana aspayuv B COOTBETCTBMWM C MpasBuiaMu nedyebHOro
yupexgeHusa. Ecnu Tpebyetcs 06paboTKa KOMMOHEHTOB, KOTOPbIe MOMIHOCTLIO HE aspupytoTcs,
HafeBaliTe OyTWMNOBbIE, HEOMPEHOBbLIE UM HATPUIOBbIE MepyYaTKN. 3a 30HOW AblXaHWs nepcoHana
[0/HKHO BECTUCb Hab/oAeHNe B OTHOLLIEHUN COBMOAEHNUA NMPaBu TEXHUKN 6e30MacHoCTMW.
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6. MpoBepbTe XUMUYECKNI MHANKATOP Ha 3TUKETKe GMONOrMYecKoro MHAMKatTopa. ViameHeHue LBeTa
Ha 3e/1eHblii NOATBEPXAAET, YTO 6GMOMOrMUYECKUIn NHAUKATOP npoLen npouecc 30 cTepuamsayuu.
Takoe M3MeHeHMe LBeTa He yKa3blBaeT Ha TO, YTO npouecc Obln 3PPEKTUBEH LNA LOCTUXKEHMUSA
CTEPUIbHOCTU. ECIM XUMUYECKUIA MHLMKATOP He M3MEHMCS, MPOBepbTe NPOLECC CTeEPUMU3aLuNn.

7. MpoBeanTe NHKyb6aLMo 6MONOrMYecKoro nHAMKatopa npu temnepatype 37 + 2RC (99 + 3°F).

NHkyb6aTop Attest 240 BonbT (MexXayHapogHOe MPUMeEHEeHKE)

Mogenb 129 (28 nHAMKaTopoB)
a. NMomecTnTe MHAMKATOP B MeTaNIMYecKuin 610K (CM. pUCYHOK 1). TMOMecTuTe HUMXHIOK 4acTb

WHOMKATOpa B MeTalIMYecKnUii HarpeBaTeNlbHbIi 610K WHKy6aTopa Tak, 4T0Obl WMHAWMKATOP
Haxo4unca nog yrnom npubnmsnTensHo 45°.

b. MPOTONKHUTE MHAMKATOP Hasaz (CM. puUCYHOK 2). Takum 06pa3om pasgaBnivBaeTcs amnyna co
Cpefoli 1 aKTMBMpYyeTcs WHAMKaTop. [lpoBepbTe, YTOObl Kpbilleyka OCTaBasacb Haj
MeTaN/IMYecKUM 610KOM MpW BblITaNKMBaHUM MHAMKATOPA Hasag,

c. MpOTONKHWUTE aKTUBMPOBAHHbLIA MHAMKATOP BHWU3, YTOGbI OH pasMecTU/ICA B MeTa//IMYeCKOM
HarpeBaTenibHOM 6noke. (CM. pucyHok 3). poBepbTe, 4TO6GbI Kpbllleyka ocTaBanachb Hap
MEeTaNIMYecknm 6/10KOM NP pa3MeLleHnn MHAMKATOpa.

8. MpoBoanTe WHKYybaLuuO MO KpaliHeil Mepe OfHOr0 He MOABepriierocsd CTepuaM3aumm
ononornyeckoro wuHauMkatopa Attest (nonoxuTtenbHas KOHTpPONAbHas npo6a) B AeHb, Korpa
NMPoBOAMTE MHKYOaLMIO NOABEPrLIerocs CTepuansaLun nHgmkatopa. VIHAMKaTop NonoXWTeNbHOM
KOHTPO/IbHOW Npo6bl fO/MKeH 6biTb C TaKOW >Ke AaTol NPOM3BOACTBA M HOMEPOM MapTWK, Kak u

06paboTaHHbI B MHKYyb6aTOpe MHAMKATOP.

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



9. Hanvwwute 6ykBy «C» M AaTy Ha 3TUKeTKe MHAMKaTopa MOM0XUTENbHOW KOHTPO/IbHOW Npobbl,
aKTUBUPYITE MHLMKATOP NOMIOXUTENIbHOW KOHTPOJIbHON Npo6bl ¥ MPOBEAUTE ero MHKyb6aumno npu
Temnepatype 37 + 2°C (99 + 3°F).

LleIbto MCNonb30BaHMA UHAMKATOPA NOMOXUTENIbHOW KOHTPONLHOM Npo6bl fiBseTCs 0becneyeHue:

* NpaBU/IbHbLIX YCNOBUIA MHKY6aL MK

* 3((EeKTUBHOCTU WHAMKATOpa (HenpaBWbHble YCNOBUA XpaHeHUs Morau 6bl HeraTMBHO
CKa3aTbCH, aXe ec/in eLle He 3aKOHYU/ICA YKa3aHHbI CPOK CNY>6bl MHANKATOPOB)

* CMOCOGHOCTW cpefbl 06ecneymnBaTb ObICTPbIA POCT.

10. MpoBoguTe  MHKybauWiO  MOABEPrilIeroca  CTepuausauuMm  WHAMKaTopa W MHAWKaTopa
NONOXWUTENIbHOM KOHTPONbLHOM NPo6bl Ha NPOTSXeHUM 48 yacoB npu Temnepatype 37 £ 2°C (99 +

3°F).
CpoKun nHKyb6aumnu:
PaHHee 0BHapy>XeHune 12 yacos
18 vacos
24 vaca
OKoHuaTenbHoe 06Hapy>XeHune 48 yacos

11. MosiBNeHWe XenToro LBeTa Yy MOABEPriIerocs CTepunM3alnM WHAMKATOpa YKasbiBaeT Ha pocT
GakTepuii U Hea(h(heKTUBHBIN Mpouecc cTepunnsaumn. OTCYTCTBME U3MEHEHUS LiBETA YKa3blBaeT Ha
3ahheKTVBHbINA npouecc cTepunmsauun. OKOHYATE/bHbIA OTpPULATENbHbIA Pe3ynbTaT Moy4aeTcs
yepe3 48 yacoB MHKyGaumn. VHAMKATOP MONOXMUTENbHOW KOHTPONbHOM Npo6bl AO/HKEH NOKasaTh
M3MEHEHME >KENTOro LBeTa, 4TOo6bl NOATBEPAWUTbL pe3ynbTaTbl MOABEPrLIErocs CTepuan3aLum
WHAMKATOpA.

12. 3aperucTpupyiTe pe3ynbTaTbl MOABEPTLIErocs CTepUIM3aUMM WHAMKATOpa W MHAMKATopa
MONOXWTENbHOW KOHTPO/IbHON Mpo6bl. MpuMKUTe Mepbl MPW 1106OM MONOXMUTENbHOM pe3y/bTaTe
cpasy e, Kak 6yayT oTMeueHbl NepBble fJoKa3aTeNbCTBA PocTa cnop. Bceraa npoBoAMTe NOBTOPHBIA
TECT cTepusmsatTopa ¥ He WCMONb3yiTe CTEPUAN3ATOP, NMOKa pe3ynbTaTbl Tecta GMOI0rMYECcKOro
VHAMKATOpa He CTaHyT OTpULATENbHbIMU.

YKazaHMa K NpUMeHeHnto (TeCTOBbIA KOMMNNEKT)

1 Ncnonb3yinTe 6uonornyeckme nHamMkatopsl Attest B TeCTOBOI ynakoBke Ana 30 cTepununsaunn gns
nccnegoBaHns  06epHYTbIX — TeNeCKOMUYECKMX  WMHCTPYMEHTOB,  MJIaCTUKOBbLIX,  PE3UHOBBIX,
MeTaNIMYeCcKNX NHCTPYMEHTOB 1 060py0BaHMS.

2. MomecTnuTe GUONOrMYeckne UHAUKaTopbl Attest B TeCTOBOW ynakosBke ans 30 cTepunvsauumn B
CTepuAN3aTop C MOJIHOM 3arpy3koil, a UMeHHO B 30HY, Hanbosiee YCTONUYMBYIO K CTEPUNU3YIOLLEMY
areHty. OHa 06bIYHO HAXOL4MUTCA B LLEHTPE 3arpysKu.

3. O6pabaTbiBaliTe 3arpy3Ky Kak 06bI4HO.

4. Tocne cTepuan3auMm UMEKOTCS 4Ba BapuaHTa 4eicTBuA:

A. Aspauusa B/ B TecToBOl ynakoBke ans 90 cTepunmnsauum o MHKyobauum

11poseauTte aspaLuio 4pYrMxX KOMMNEKTOB W3 3arpyskn Ha MPOTAXKEHUWN TOrO XKe BPEMeHU, YTo 1 Ans
TECTOBOW ynakoBKW. B KOHLe LMKa aspayuy NpoBepbTe, U3MEHMNACh N OKpacka TOYKM XUMUYECKOTO
MHAMKaATOpa Ha TeCTOBOM yNakKOBKe C KPaCHOM Ha 3e/eHyto. I3MeHeHMe LBeTa yKa3blBaeT Ha TO, YTO
KOMMMEKT npowen npouecc 30 cTepunmsaumnm. Ecnm okpacka TOUKM XMMMUUYECKOTO MHAMKaTOpa He
M3MeHunacb, NPoBepbTe MpoLecc cTepuamsauun. M3sneknte 6M0N0rMYecKknii MHAMKaTop U3 TeCTOBOW
YNaKoBKWU. Y TUNN3UPYITE OCTaBLLMECA KOMNOHEHTbI TECTOBON YNakKOBKM B COOTBETCTBUM C NpaBuiamu
MEeANLUHCKOTO yUYpexaeHus.

B. M3BneyeHne OGMONOrMYECKOr0 MHAMKATOpa M3 TeCTOBOW ynakoBku ana 30 cTepuausauum [o
aspaumm

OTKpoinTe [fBepuy cTepunusatopa B COOTBETCTBUMM C WHCTPYKUMAMMU MPOU3BOAUTENS; OTMpaBbTe
3arpysKy Ha aspauuio n ussnekute BV B TeCTOBOW ynakoBKe. Ecnn mcnonb3yeTcs cTepunmsaTop C
BO3MOXHOCTbIO ~aspauuu, cnepgynte WHCTPYKLMAM MNPOU3BOAUTENA MO OTKPbITUIO [ABepubl U
n3BaeveHnto bV B TeCTOBOI ynakoBKe A0 LUKNa aspayuun. MNpoBepbTe, U3MEHUIACH /I OKpacKa TOYKM
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XUMMNYECKOr0 MHAMKATOpa Ha TeCTOBOM YMakoBKe C KPaCHOW Ha 3eNeHyr. VI3MeHeHMe OKpacku
YKas3blBaeT Ha TO, 4YTO KOMNAeKT npowen npouecc 30 cTepunmsaumm. Ecnm okpacka TOYKU
XUMNYECKOr0 WHAWKATOpa He W3MeHunacb, MPOBepbTe Mpouecc cTepunusaunn. KMssnekute
O6V0N0rMYeCKUn NHANKATOP M3 TECTOBOW YMakoBKW. BepHWTe OCTaBLUEECH COLEPXMMOe TeCTOBOM
yNakoBKW B 3arpysky A8 aspauum B COOTBETCTBUW C MpaBunamu fie4ebHOro ydpexpgeHus. Mpu
obpalweHnn ¢ KOMMOHEHTaMW, KOTOPble TMOMHOCTbIO HE aspupyloTcs, HaaesainTe OYyTWMNOBbIE,
HEONpPeHOBble WAW HWUTPU/IOBbIE MepyaTKU. 3a 30HOM AbiXaHWA NepcoHana AO0MKHO BeCcTUCh
Habno4eHne B OTHOLEHUN COBNIOLEHNA NPaBUT TEXHUKKN 6e30MacHOCTH.
5. MpoBepbTe XMMUYECKWUIA WHAMKATOP Ha 3TUKETKe OMONOrMYeckoro uHaukatopa.  M3meHeHume
OKpacKu C KpacCHOW Ha 3e/leHYH0 YKa3blBaeT Ha TO, YTO KOMMJIEKT npowen npouecc 30 cTepunnsaumm.
[akoe M3MeHeHMe LBeTa He YKa3blBaeT Ha TO, 4TO npouecc 6bin 3aPheKTUBEH AN LOCTUKEHMUSA
CTEPUNIBHOCTH.
6. geHTnduuunpyinte 6uonorndecknii nHaukaTop Attest, 3anucas cTepuin3atop, HOMep 3arpysku u
faty 06paboTKM Ha 3TUKETKEe UHAMKaTOopa.
7. YTunnsmpyiTte TeCTOBYH YynakoBKy. lcnonb3oBaHue TeCTOBO YynakoBKWM 60/see OAHOro pasa
NnpuBELET K aHHY/IMPOBAHMIO pe3yibTaToB NOCNeAYHoLW X TeCTOB.
8. MpoBean Te MHKyb6aLUmM 6MONOTMYECKOr0 MHAMKATOpa Npu TemnepaType 37 = 2°C (99 + 3°F).

NHkyb6aTop Attest 220/240 BonbT

(MexayHapogHoe NpuMeHeHNe)

Mogens 129 (28 nHanKaTopos)
J1. PasmecTnte MHAWKATOP B MeTannyeckom 6/i0ke (CM. PucyHok 1). TMomMecTuTe HWKHIOK 4acTb
NHAMKATOpa B MeTa/l/IMYecKUin HarpesaTe/lbHbI 610K Tak, YTOObl MHANKATOP HAxXOoAuacs Nof yriom
npuén3NTEeNLHO B 45°.
B. BbITONKHUTE MHAMKATOP Ha3ag (CM. PucyHok 2). Takum 06pa3oM pa3faBnmBaeTca amnyna co cpeoi
N aKTMBMpyeTcAa nHAMKaTop. MpoBepbTe, UTOOLI KPbIlleyKa ocTaBasachb Haf MeTa//IMY4ecKUm 6/10KOM
npy BbITAIKMBAHUM UHAMKATOPA Ha3aj,
C. MpoOTONKHUTE aKTMBUPOBAHHbLIA WHAMKATOP BHU3, 4YTO6bl pa3MecTUTb €ro B MeTa//InyecKoMm
HalpeBaTenbHOM 6n0Ke, (cm. PucyHok 3). T[lpoBepbTe, u4T0ObI Kpbilleyka oOCTaBanacb Haj
MeTasnMyeckuMm 610KOM Npy pasMeLLeHnn NHAUKaTopa.

PucyHok 1 PucyHok 2 PncyHok 3

9. TMMpoBoguTe WHKy6auM0 MO KpaikHein Mepe OAHOr0 He MOABeprwerocs Ccrepuamsauum
6vonornyeckoro nHamMkatopa Attest (MonoXuTenbHas KOHTPObHaA npoba) B feHb, Korga npoBoauTe
MHKy6aLunio NojABeprilerocs CTepunnsaLlmm nHanKaTopa. VIHAMKaTop NON0XUTeNbHOW KOHTPO/bHON
npo6bl JoMXKeH ObiTb C TaKOW e [aToil MpoM3BOACTBA M HOMEPOM NapTWMK, Kak v 06paboTaHHbIN B
NHKy6aTOpe MHAMKATOP.
10. Hanuwwute «C» W [aty Ha 3TUKETKe WHAMKATOpa MONMOXWUTENIbHOW KOHTPONbHOW nNpoo6bl.
Pa3faBnTe KOHTPO/LHYIO NPo6y 1 NpoBeauTe ee MHKyb6auuio npu Temnepatype 37 + 2°C (99 + 3°F).
Lienbto 06paboTKM NONOXKUTENbHON KOHTPONbHONW NPo6bl ABNSeTCA 06ecrneyeHue:
* MpaBW/bHbIX YCNOBUIA MHKYbGaLnn
* 3()(PEKTUBHOCTN MHAMKATOpPa (HenpasW/bHble YC/MOBUSA XPaHEHUS MOryT WMeTb HeratMBHOe

BO3/eNCTBME, faXe ecn elle He 3aKOHUYUCS YKa3aHHbI CPOK CMYXObl MHANKATOPOB)
* CMOCOGHOCTM cpefbl 06ecneymBaTh ObICTPbIA POCT
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11. TlpoBoguTe WHKy6auuio nNoOABEPrlIerocs CTepuamnsaumm  WHAMKATOpa W WHAMKaTopa
NONIOXUTENbHON KOHTPONLHOW NPo6bl Ha NPOTSXeHMe 48 yacoB nNpu Temnepatype 37 = 2°c (99 £ 3°F)
A9 BU3YasNlbHOTO0 CYMTbIBAHUA M3MEHEHUS OKpacku. M3yunTe MHAMKATOPbLI A4S paHHEro BbISBNEHUS
MOMOXUTeNIbHbIX pe3ynbTaToB (Cpefa CTaHOBUTCA XXeNTOW) Ha YAO6GHbIX WHTepBasiax BPEMEHMU,
Hanpumep, 18 n 24 yaca. OKOHYaTeNbHOE CYMTbIBaHWE OTpULLATENIbHOIO pe3ynbTata (Ccpefja ocTaeTcs
3eN1eHON) nNpou3BOAUTCA Mocne 48 4yacoB WMHKy6auun. VIHAMKATOP MOMIOXMUTENbHOW KOHTPO/IbHOM
npobbl AO0/MKEH MOKa3aTb W3MEHEeHMe OKPacKuM Ha >Xentyw. Ecnnm unHAWKATOp NONOXWUTENbHOWA
KOHTPO/IbHOW NpoObl OCTaeTcs 3e/eHbIM, NMPOBepbTe TeMMepaTtypy MHKyb6auum v yCnoBus XpaHeHus.
MpoBeanTe NOBTOPHYH WHKYy6aLMio C HOBbIM WHAMKATOPOM MOMOXUTENbHOW KOHTPO/IbHOW NpPOoObI.
PesynbTaTbl NOABEPrwierocs cTepuan3auny WUHAMKATOpa He ABNAKTCA [AeNCTBUTENbHbIMM MOKa
WNHAMKATOP NMONOXUTENbHOW KOHTPO/IbHON NPO6bI OCTAETCA XENTbIM.

MosiBNeHVe XeNTON OKPacKn NoABePrileroca cTepuam3anmm nHANKaTopa yKkasblBaeT Ha poCcT 6akTepuii
N HeahheKTUBHBLIM Npouecc cTepunmiauun. OTCYyTCTBME N3MEHEHNS OKPAcKy (Cpeda 0CTaeTcs 3e/IEHOM)
nocne 48 4yacoB MHKy6aL MmN yKasblBaeT Ha TO, YTO NpoLecc cTepunmnsayumn 6ol NPoOBEAEH Hagnexalum
obpasom.

12. 3aperucTpupyinTe pesynbTaTbl MOABEPrErocsd CcTepuaM3aunm UHAMKATOpPa W MHAMKATOpa
NONIOXWUTENIbHOM KOHTPOJIbHOW NPo6bl. MpumuTe Mepbl Npy 1060M MONIOXKUTENILHOM pe3ynbTaTte cpasy
Xe, KaK OyayT OTMeuyeHbl NepBble A0Ka3aTe/bCTBa pocTa cpelbl. Bcerga npoBoAuTe MOBTOPHbIA TECT
cTepmnm3atopa n He MCNONb3YITe CTEPUIN3ATOP, NOKa pe3yibTaTbl TecTa 6MONOrMYECKOro HANKaTopa
He CTaHyT OTpuuaTe/IbHbIMMU.

Y cnoBusa N CPoOK XpaHeHUs

e Haunyywme ycnosusa XpaHeHuUs o06ecneymBaloTCAd B O0ObIYHbIX KOMHATHbIX YCNOBUAX: MpU
Temnepatype 15-30°C (59-86°F), 35-60% OTHOCUTE/NIbHOW BNAXHOCTH.

* He xpaHuWTb 6MONOTMYECKME WMHAMKATOPbI PALOM CO CTEPUIU3YIOWMMWU areHTaMum Wam Apyrumu
XUMNYECKNMW BeLLecTBaMMu.

* CpoK XpaHeHUs 6uonornyecknx uHaukatopos Attest 1264 - 24 mecsua. [JaTa UCTEYEHMA CpoKa
yKasaHa Ha b/ v ynakoBke CMMBOJIOM C MeCOYHbIMM Yacamu W C yKasaHuwem roga (4 uundpbl) un
mecsya (2 ungpbl) ncTedeHnsa cpoka geinctemns (Hanp. 2 2017-11).

* TpaHcnoptupoBka: [lpy TPaHCMOPTUPOBKE W3L4ENNUSA MOTYT WUCMbITbIBATD KPaTKOBPEMEHHOE
N3MeHeHWe TeMnepaTypbl, He BAUAKOLLLee HA 6e30MacHOCTb Y XapaKTepUCTUKN U3LEeNNA.

* YCnoBuA NPUMeHEHUA: NpU KOMHaTHOM Temnepatype 15-30°C, 3HaYeHUs BNXHOCTW W AaBNeHns
HEe pernameHTupyrTCA.

YTtunusauynsa

YTunusmpyinTte UCNOMb30BaHHble OGMONOrMYeckne WHAMKaTopbl  Attest B COOTBeTCTBUU C
YTBEPXAEHHbIMW B [JAHHOM MELULMWHCKOM Y4ypexAeHuWuW npasunamy ytunmsauumu. Jonyckaertca
aBTOK/aBupoBaTb /N0ObIe  MOMIOXUTENbHbIE  BMOMOrMYecKne WHAMKATOPLI MpU  TemmnepaType
121°C/250°F B TeueHue He MeHee, yeM 15 MuHyT, uam npu 132®C/270°F B TeyeHme 10 MUHYT B
cTepuamnsaTopax € rpaBMTalMOHHbLIM MeTOAOM OTKayku Bo3fgyxa unan npu 132°C/270°F B TeueHue 4
MWHYT B CTepuin3aTopax ¢ popBaKyyMHbIM METOAOM OTKauyKy BO3JyXxa.

B cnyuvae o6GHapyxeHus pa3buTbiX amnyn Cc nNUTaTeNbHOW cpefoi nocne obpa6otku BW un nocne
npotecca cTepuansaunmn, nnm ecnm vyepHuna XW Boirngagat cmMasaHHbIMU UKW C NOTEKaMU (ECIY OHM
BK/IIOYeHbl), ocTaBbTe B u XW B cTepunus3auMoOHHOM MakeTe WU MOMECTUTe MakeT B YMakKOBKY,
COBMECTMMYK C MNapoBOW cTepunusauueid, ¥ MpPOCTEPUNN3YinTe MapoM B COOTBETCTBUM C
BbILLEYKa3aHHbIMW MapaMeTpaMn. Y Tuansauns ynakoBKW/COLEPXMMOro [O/XHa OCYLLEeCTB/ATLCA B
COOTBETCTBMM C MECTHbIMW/ PErnoHasbHbIMU/ HaLMOHaNbHbIMU/ MeXAyHapoLHbIMU TpeboBaHUAMM,
YNaKoBKW/CO4EPXKMMOTO [OMXHA OCYLLEeCTBAATLCA B COOTBETCTBMM C MECTHbIMWU/ pEervoHanbHbiMu/
HauuMoHanbHbIMW/ ~ MeXAYHapoAHbIMU  TPeboBaHUAMMU. MeauunHckne  n3genna  LODKHbI
YTUNN3NPOBATLCA MECTHbIMU MYy6/IMYHO-NPABOBbLIMY OpraHu3aumMsaMu B cooTBeTCTBUU € Canlull
2.1.7.2790-10 «CaHWTapHO-3NNAEMMNONIOTNYEeCKe TpeboBaHMA K O06palleHut0 € MeAULUUHCKAMMN
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TexHnyeckoe 06CNyXMBaHNE U PEMOHT.

HenpumMeHUMo. ToMIbKO ANd 0AHOPA30BOro MCMONb30BaHUS.

Crtepunusauymna

JaHHble n3genmsa nocTaBNATCA HECTEPUIbHBIMU.

[JaHHble 0 KNeTKax, TKaHAX W opraHax >XWBOTHOr0 MPOUCXOXAEHNA B COCTaBe MeAMLMHCKOIO
n3genns

JlekapcTBeHHble BellecTBa: MeANLMHCKOE U3feNne He COAEPXKNT NEKAPCTBEHHbIX BELLECTB 1 HE BBOAUT
NeKapcTBeHHbIE BellecTBa

Mpon3BoAHbIE YenoBeYeCKOW KpoBu: MeAWUMHCKOE W3[4enne He COAEPXWUT W He AoCTaBnseT
NMPON3BO/Hble YeNI0BEUYECKOW KPOBMU.

BeliecTBa XXMBOTHOIO MPOUCXOXAEHMA: BeLlLecTBa XXMBOTHOIO MPOUCXOXAEHUA NpefHaMepeHHO B
n3genuns He 4o6aBNAOTCS.

MapaHTnun
OueHKa KayecTBa NPOAYKTa OCYLLECTBNAETCA Ha CTaAUW MOKPbITUA criopaMu (Mocsie HaHeceHus cnop
Ha MONOCKW, KOTOpble OYAYT NOMeLLeHbl B MHAMKATOPblI B KaYeCcTBe NOMOCOK CO cnopamu). [JaHHble,
NoNyYeHHble N0 pe3ynbTaTaM TakOW OLEHKMW, WCNOMb3YITCA Npu O(MOPMSIEHUN CepTUPUKATOB
KayecTBsa.

KoMMAeKTHOCTb NMocTaBKu

100 pnakoHOB B Ha KOpO6KY, 4 KOPOOKU Ha ALLMK

BV B TectoBoli ynakoBke: 25 b 1 25 KOHTPO/IbHbLIX NPO6 Ha YNakoBKY,
2 KOpOOKM Ha AWwmnK

CBefieHA 0 MapKMpoBKe

N3pennsa noctaBnalTCA B YNakoBKe C MapKUMPOBKOW, cofepxKallel crefylowy WHHOOpPMaLmIo:
HauMeHOBaHVe N KaTaloXHbli HOMep W3Lenns; N10T HOMEP U CPOK FOLHOCTU, HAMMEHOBaHWE U afipec
NPOWU3BOAUTENSA; COAEPXUMOE; YCNOBUA XPaHeHWA/TPaHCMOPTUPOBKMW; NH(OPMALMI0 O TOProBbIX
Mapkax, a Takxe CMMBOJIbl - «BHuMaHue! Ob6patuTechb K 3KCMyaTauMOHHbIM LOKYMEHTaM», Bpems
NHKYy6aLuu.

TexHNYecKne XapakTepuUCTUKM

CrteknaHHas amnyna: AuameTp 6,4£0,2 mm, BbicoTa 39,6+1,0/-0,8 Mm
MnacTukoBas npobupka: Auametp 8,5+0,05 mm, BbicoTa 44,2+0,5 MM
MnactnkoBasa kpbuneyka: AnuHa 13,2+0,13 mm. Auametp 10,7+£0,13 mm

OtuumavibHbIli NPON3BOAUTEND
«3M KomnaHu, 3M Xenc Keap», CLUA
3M LleHTp, 2510 KoHB3ali ABeHto, CTpoeHune 275-5W-06, CeHT-INon, MuHHecoTa, 55144, CLUA

YNOMHOMOYEHHbIN NpefcTaBUTeNb Ha TeppuTopumn PO:

AO «3M Poccusa», Poccus

108811, r. Mocksa, noceneHne MocKoBCKUil, Knesckoe wocce, 22-in kunometp, 6, ctp. 1
+7 (495) 784 7474 | +7 (495) 784 7475 (thakc)

e-mail 3mra@mmm.com

11-2019
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Poccuiickas depepauymns
[opos MockBa
MAaTHaguaToOro AHBaps ABe ThiCcAYM ABaALATOrO roga
A, PebpbiHa EneHa MM T prneBHa, BPEMEHHO UCMOAHAO W AA 06493aHHOCT M HOTapuyca
ropoga Mockebl AkumoBa (ne6a bopucosuya, CBUAETENbCTBY NOANNHHOCTb NOANMCK NepeBOAYMKA
MaHkoBa AHApes BukToposuua.
Mognuch caenaHa B MOEM NPUCYTCTBUN.
NTnyHocTb NognucasBWwero JOKYMEHT yCTaHoBNeHa.

3aperncTpupoBaHo BpeecTpe: A

B3blcKaHo rocygapcTBeHHON rl ~uupl (ncrTa”w”: 100py6.

YnnayeHo 3a okaszaHueycjiy*papO Q ot” inexHupeSioeo xapakTepa: 300 py"*
1

mu o/ Mr'--c’in"
Bcero npowHypoBaHo, NpoH

N CKpenneHo nevyaThbio

BPWNO HoTapuyca
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Poccuitckas degepauus
lopog Mocksa
LLicTHaaLaTOrO MHBAPA  [Be ThICAYaJB30LATON0

f, OeliHeko Jllogvmna BanepueBHa, BpPEMEHHO MCMOMHSIOWES
06513aHHOCTY HOTapuyca ropoaa Mockeb! [MPOKOLLIEHKOMO LifeHs!
EBreHbeBHbI, CBUAETENLCTBYI0 BEPHOCTL KOMWUW C MPpepTaasieHHoro
MHe [JOKyMeHTa.

3apeructpuposano Bpeectpe; N 21/86-1/77-2020-

BabickaHo MOCympClAMHPatgaafjw AtapmMTy\- _ LA,
Ynaveta 3a.0>sM 0w INe
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

To whom it may concern

In my capacity as International Regulatory Affairs Associate, 3M Health Care Business, St.
Paul, MN, USA, I certify that attached IFU for;

Biological Indicators for Sterilization Quality Control:
Attest Rapid Readout Biological Indicator for Vaporized Hydrogen Peroxide

Sterilization

in English language is truthful and accurate

Regina Feferman ate -
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this /V ” day of November 2019.

Ryan Bam, Notary PubltO
My Commission Expires: January 31, 2024

RYAN J BARTZ
Notary Public, State of Minnesota
My Commission Expires
January 31, 2024
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Biological Indicators for Sterilization Quality Control:
Attest Rapid Readout Biological Indicator for Vaporized Hydrogen Peroxide Sterilization

Product Description

The Attest Rapid Readout Biological Indicator for Vaporized Hydrogen Peroxide Sterilization (3M Attest
Rapid Readout Biological Indicator 1295 (pink cap, referred to hereinafter as the 1295 BI)) is a
self-contained biological indicator specifically designed for rapid and reliable routine monitoring of
vaporized hydrogen peroxide sterilization processes when used in conjunction with the 3M Attest
Auto-reader 490H or the 3M Attest Auto-reader 490 having software version 4.0.0 or greater (hereinafter
referred to as the 490H Auto-reader or 490 Autoreader having software version 4.0.0 or greater). The 1295
Bl is a single-use device.

A schematic illustrating the design of the 1295 Bl is provided in Figure 1. The self-contained design
includes a carrier with spores of Geobacillus stearothermophilus and a media ampoule containing
bacteriological growth medium which meets the requirements for growth promoting ability specified in
ANSI/AAMI/ISO 11138- 1:2006/(R)2010. The spore carrier and media ampoule are contained in a plastic
vial topped with a pink cap. A chemical process indicator printed with stripes which change in color from
blue towards pink upon exposure to vaporized hydrogen peroxide is located on the top ofthe cap.

The 1295 BI utilizes the a-glucosidase enzyme system, which is generated naturally within growing cells
of Geobacillus stearothermophilus. The a-glucosidase in its active state is detected by measuring the
fluorescence  produced by the enzymatic hydrolysis of a non-fluorescent substrate,
4-methylumbelliferyl-a-D-glucoside (MUG). The resultant fluorescent by-product, 4-methylumbelliferone
(MU), is detected in the Auto-reader. The presence of fluorescence within the specified incubation time
for the 1295 BI in the Auto-reader indicates a sterilization process failure.

The 1295 BI can also indicate the presence of G. stearothermophilus organisms by a visual pH color
change reaction. Biochemical activity of the G. stearothermophilus organism produces metabolic
byproducts that cause the media to change color from purple to yellow which also indicates a sterilization
process failure. Use of this indication method is optional and is typically restricted to special studies.

eiCAPWITH LABEL

VIAL

MEDIA AMPOULE

NONWOVEN MATERIAL

GROWTH
CHAMBER
SPORE CARRIER

Figure 1I: Design ofthe 3M Attest Rapid Readout Biological Indicator

Readout Time

The rapid readout result has been correlated with a 7-day visual pH color change result following the
FDA’s Reduced Incubation Time protocol. The time to result is determined by the software version
programmed on the Auto-reader.

24-minutc Fluorescent Result

1295 Bis incubated in a 490H or 490 Auto-reader having software version 4.0.0 or greater have a 24
minute reduced incubation time result that correlates to the 7 day (168 hours) visual readout result > 97%
of the time.

4-hour Fluorescent Result
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1295 Bis incubated in a 490H Auto-reader having software versions less than 4.0.0 have a 4-hour reduced
incubation time result that correlates to the 7 day (168 hours) visual readout result > 97% of the time.

Due to the high reliability of the fluorescent result there is no advantage to incubating 1295 Bis after the
fluorescent result has been determined by the 490H Auto-reader or 490 Auto-reader having software
version 4.0.0 or greater and recorded.

Intended Use

Sterilization quality control

Scope of use: Sterilization

Indications for Use

Use the 3M Attest Rapid Readout Biological Indicator 1295 in conjunction with the 3M Attest
Auto-reader 490H or 490 Auto-reader having software version 4.0.0 or greater as a standard method of
routine monitoring of vaporized hydrogen peroxide sterilization processes in the following systems:
AMSCO V-PRO 1 Low Temperature Sterilization System (Lumen cycle), AMSCO V-PRO 1 Plus Low
Temperature Sterilization System (Lumen and Non Lumen cycles), AMSCO V-PRO maX Low
Temperature Sterilization System (Lumen, Non Lumen, and Flexible cycles), AMSCO V-PRO 60 Low
Temperature Sterilization System (Lumen, Non Lumen and Flexible cycles) and in STERRAD IOQS]
STERRAD NX (Standard and Advanced cycles), STERRAD IOONX (Standard, Flex, Express and Duo
cycles) systems, STERRAD NX with AllClear Technology (Standard and Advanced cycles) and
STERRAD IOONX with AllClear Technology (Standard, Flex, Express and Duo cycles).
Contraindications

None.

Potential consumer

Only for professional use

Possible side effects

No known possible side effects.

Warnings

There is a glass ampoule inside the plastic vial of the biological indicator (Bl). To avoid the risk of serious
injury from peroxide bums:

. Wear safety glasses and gloves when removing the 1295 BI from the sterilizer.
. Wear safety glasses and gloves when activating the 1295 BI.
. Handle the 1295 BI by the cap when crushing or flicking.

Residual hydrogen peroxide may be trapped within the 1295 BI if the media ampoule is damaged during
the sterilization process. If a broken ampoule is observed after processing, avoid direct contact with the
1295 Bl as it may result in hydrogen peroxide bums. Follow the disposal instructions provided at the end
of this document.

Precautions

1. Do not use the 1295 BI to monitor sterilization cycles which it is not designed to challenge:

a. Steam sterilization cycles;

b. Dry heat sterilization cycles; or

c. Ethylene oxide sterilization processes.

2. To reduce the risk associated with incorrect results:

. Before sterilization, inspect 1295 Bl to verify media ampoule is intact and process indicator stripes
are blue. Do not use any 1295 Bis which have a broken media ampoule or process indicator stripes which
are not blue.

. Do not place tape or labels on 1295 BI prior to sterilization or incubation in the Auto-reader.

. Activate and incubate the 1295 Bl within 1 hour after the completion ofthe sterilization cycle.

. Do not incubate a 1295 BI if, after processing and before Bl activation, it is observed to have a
broken media ampoule. Retest the sterilizer with a new biological indicator.

. After 1295 Bl activation, ensure media has flowed to the spore growth chamber.
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j. To ensure the product functions as intended throughout the labeled shelf life, store 1295 Bis in the
resealable foil pouch until use.

Monitoring Frequency

Follow facility Policies and Procedures which should specify a biological indicator monitoring frequency
compliant with professional association recommended practices and/or national guidelines and standards.
As a best practice and to provide optimal patient safety, 3M recommends that every sterilization load be
monitored with a biological indicator.

Directions for Use

1. Remove 1295 BI from sealed foil pouch, then reseal foil pouch if other 1295 Bis remain in foil pouch.
Do not place any labels or indicator tape on the vial or on the cap.

2. Place the 1295 Bl in a sterilization pouch indicated for use in vaporized hydrogen peroxide sterilization
processes. Seal the sterilization pouch.

3. Place the pouched BI in the sterilizer chamber, with the white side ofthe pouch facing up and the clear
plastic side facing down. When there is adequate space in the loaded sterilizer chamber, place the pouched
Bl directly on the sterilizer chamber rack or shelf The sterilizer manufacturer should be consulted to
identify the area ofthe chamber to place the BI.

4. Process the load according to recommended practices.

5. After completion of the cycle, don safety glasses and gloves and remove the pouched Bl from the
sterilizer. Inspect the 1295 BI to verify the media ampoule is intact. If a chemical indicator was included
in the pouch with 1295 BI, inspect the Cl to assure the ink of the Cl is not smeared or runny. If the Bl
media ampoule is intact and the ink of the CI (if included) appears typical remove the Bl from the
sterilization pouch and proceed to Step 6. If the media ampoule is broken or if the ink of the CI appears
smeared or runny, leave them in the sterilization pouch and follow the disposal instructions. Retest the
sterilizer using a new 1295 BI and CI (if included).

6. Check the process indicator on the top of the cap of the 1295 BIl. A color change of the stripes from
blue towards pink confirms that the 1295 BI has been exposed to the vaporized hydrogen peroxide
sterilization process. This color change does not indicate that the process was sufficient to achieve
sterility. Ifthe process indicator is unchanged, check the sterilizer physical monitors.

7. ldentify the 1295 BI by writing the load number, sterilizer, and processing date on the indicator label.

8. Activate the 1295 BI.

While wearing safety glasses and gloves, place the 1295 Bl in an Attest Biological Indicator Activator.
Close and squeeze the activator to close the 1295 BI cap and crush the media ampoule (see pictures at
right).

Immediately remove the Bl and flick it (see of the vial. If the media hasn’t filled the growth chamber, hold
the BI by the cap and flick it until media fills the growth chamber. Place the activated 1295 Bl in a 490H
Auto-reader incubation well which is color-coded pink or 490 Auto-reader having software version 4.0.0
or greater incubation well which is color-coded black and wait for the result. See the Autoreader
Operator’s Manual for further information related to its use.

NOTE: Activate and incubate the 1295 Bl within 1 hour ofthe completion of the sterilization cycle.
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9. Each day that a processed 1295 BI is incubated, activate and incubate at least one nonprocessed 1295
Bl to use as a positive control. Follow the activation instructions provided in Step 8 above. Write a "C"
(for "control") and the date on the BI label. The positive control should be from the same lot code as the
processed biological indicator. The positive control Bl helps confirm;

correct incubation temperatures are met,
 viability of spores has not been altered due to improper storage temperature, humidity or proximity to
chemicals,
 capability of media to promote rapid growth, and
» proper functioning ofthe Auto-rcader.
10. Incubation and Reading:
Incubate the positive control and processed 1295 Bis at 60 = 2°C in a 490H Auto-reader or 490
Auto-reader having software version 4.0.0 or greater. See the Auto-reader Operator’s Manual for the
proper use of this equipment. The Auto-reader will indicate a positive result as soon as it is obtained. The
final negative 1295 Bl reading is made at:
- 24 minutes in 490 or 490 Auto-readers having software version 4,0.0 or greater
-4 hours in 490H Auto-rcaders having a software version less than 4.0.0.
After the results are displayed and recorded, the 1295 Bis may be discarded.

Fluorescent Result

The positive control (unprocessed) 1295 BI must provide a positive fluorescent result (+ symbol on the
490H Auto-reader or 490 Auto-reader having software version 4.0.0 or greater LCD display). Processed
1295 Bl results are not valid until the positive control reads fluorescent positive. If the positive control
reads negative (- symbol on the LCD display), check the Auto-reader Operator's Manual Troubleshooting
Guide. Retest the 490H Auto-reader or 490 Auto-reader having software version 4.0.0 or greater with a
new positive control. With processed 1295 Bis, a final negative reading (- symbol on the LCD display)
indicates an acceptable sterilization process. A positive (+ symbol on the LCD display) result for a
processed 1295 BI indicates a sterilization process failure. Act immediately on any positive results for
processed Bis. Determine the cause of the positive Bl following facility policies and procedures. 3M
recommends retesting the sterilizer according to your facility policy before processing additional loads.

Optional Visual pH Color Change Result

The 1295 Bl is normally discarded after the fluorescent result has been recorded. If, however, special
studies are desired, 1295 Bis may be further incubated for a visual pH color change result. In the case of
the positive control BI, a yellow color change of the growth media will appear within 24 hours. Any
observation of a yellow color within the vial indicates a positive result. In the case of a processed 1295 Bl,
a media color change from purple to yellow indicates a sterilization process failure. A negative pH color
change result, i.e., media remains purple, can be assessed at 7 days. To avoid media dry-out, it is
recommended that the 1295 BI be transferred to a humidified incubator operating at 60®C after the
fluorescent result has been recorded.

Storage/ Shelf Life

* Best stored under normal room conditions: 15-30°C (59-86°F), 35-60% relative humidity.

» Do not store these biological indicators near sterilants or other chemicals.

« Attest 1295 biological indicators have a 24 month shelf life. The expiration date is indicated on the BI
and packaging by an hourglass symbol followed by the 4-digit year and 2-digit month of expiration.

e Transportation: During transportation, the products can be exposed to short-term temperature changes,
which do not affect the safety and products specifications. Transportation of medical device is carried out
by all type of transport.

o
» Usage: at room temperature 15-30 C. Values of humidity and pressure are not regulated.
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Disposal

Dispose of used biological indicators according to your health care facility policy. You may wish to steam
sterilize any positive biological indicators at 132°C (270°F) for 4 minutes or at 275°F (135°C) for 3
minutes in adynamic-air-removal steam sterilizer prior to disposal.

For processed Bis observed to have a broken media ampoule after the sterilization process, or ifthe ink of
the Cl appears smeared or runny (if included) leave the Bl and CI in the sterilization pouch and place the
pouch in packaging compatible with steam sterilization and steam sterilize per the parameters above.
Packaging/contents should be disposed in accordance with the local/regional/national/ international
regulations.

Medical products should be disposed by the local public law organizations in accordance with SanPiN
2.1.7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste Treatment” waste Class

B).

Maintenance and repair data

Not applicable. Single use only.

Sterilization

These products are not supplied sterile.

Data on cells, tissues and animal organs contained in medical product

Drugs: Medical product does not contain and does not deliver drugs

Human blood derivatives: Medical product does not contain and does not deliver human blood derivatives.
Materials of animal origin: materials of human origin are not intentionally added in the product.

Warranties

The products are evaluated at coated spore jumbo stage (after spores coated to strips that will be placed in
the indicators as spore strips). The data generated from jumbo evaluation are used for the quality
certificates.

Content of packaging
30 ea/pouch, 4 pouch/case

Labeling

Products are supplied in a package with labelling containing the following information: product name and
reference number; lot code and shelf life, name and address of the manufacturer; contents,
storage/transportation conditions; trademarks information; and symbols - Attention! Refer to Operating

Documents, incubation time.

Technical characteristics

Glass ampoule: Diameter 6.4£0.2 mm. Height 39.6+1.0/-0.8 mm
Plastic sleeve: Diameter 12.0+0.1 mm, Height 60+0.5 mm
Plastic cap: Length 20.0+0.2 mm, Diameter 14+0.2 mm

Legal manufacturer
3M Company, 3M Health Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Authorized representative on the territory of the Russian Federation:
AO “3M Russia”, Russia

108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bld.I
+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

e-mail 3mra‘'f/anmm.com

11-2019
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LLITaT MnHHecoTa - CeKpeTapuar LitaTta

He fn1s1 UCnonb3oBaHUS HA TEPPUTOPUM 1 BO BNafeHusix CoeguHeHHbIX LLITaToB AMEpUKN.

AMOCTUNDb

(B cooTBeTcTBMU c [Naarckoii KoHBeHumel oT 5 okTA6psa 1961 r.)
1 CrtpaHa: CoegnHeHHble LU TaThl AMEpPUKHN

HacTtoawmnin opuymanbHbli LOKYMEHT: MHAUMKATOPbl 6uonornyeckune gns
KOHTPONA KayecTBa CTepunamnsaumm

2. noagnucaH PaitaHom [)X. bapTuem

3. pelicTByIHMM(-eil) B KayecTBe HOTapuyca wtata MuHHecoTa

4. cKpenseH neyatblo/wTamnom PaliaHa ). BapTuya, HoTapuyca wTata MuHHecoTa
YOOCTOBEPEHO

5. BT. CeHT-MNon, wT. MnHHecota 6. [MaTta: 15 H0s6psa 2019 .

7. cekpeTtapem wTata MuHHecota 8. 3aHomepom 1118405400136

9. Meyvasb/wramn: 10. MoAanwuce:

(MeyaTb) (Moanwuce)

Ctue CaiimMoH
CekpeTapb WwTara
LLTaT MurHHecoTa

Bonbluas neyatb
wTata MunHHecoTa

(MeyaTtnb)
Odmc CekpeTaps wrata MuHHecoTa. Bonblasa neyats wrata MuHHecoTa

Hacroswuii anocTnb yA0CTOBEPSET TOMLKO NOATUHHOCTL NOAMUCY U NOIHOMOYMS LA, NOANUCABLUEro OuLManbHbI JOKYMEHT, aTakke, B HaANexXallyx cnyyanx,
M0/, 1 IHHOCTb MeyaTy UKW WTamna, KOTOPLIMI OH CKpeaTeH.

HacToswuii anocTunb He ya0CTOBEPSAET COAepXKaHe JOKyMeHTa, Ha KOTOPOM OH NPOCTaBNeH.

[ns Toro uTo6bl YAOCTOBEPUTLCS B (hakTe BblAaun HacTosiero anoctuns, M. httDs://aDostille.sos.state.nin.us.

MacTosilwee CBMAETENbCTBO HE MMEET CW.Tbl anoCTW.TA, cCOCTaaTeHHOro B COOTBETCTBMM € [aarckom KoHBeHuueill oT 05 okTabps 1961 rogs, npu
npepcraanevHH B rocyfgapcreax, He AB.IAKLWHXCH y4aCTHUKaMn KOHBeHLLMM. B Takux cny4yasx CBUAeTenscTeo Heo6xoun.4o npeactaensaTb B KOHCyanKVIﬁ
oTAen Muccuu, NnpeAcTaansioweil Takoe 1'0CyA3pCTBO.
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«3M Xenc Kcap busHec» 3M UgeHTp,
2510 KoHBeit J1BeHto, cTp. 275-5W-06,
CeHT-lMon, MuHHecoTa, 55144, CLLUA
651 733 1110

(MeyaTb)
Oduc CekpeTtapsa wrtata MuHHecoTa. bonblan neyats wrata MuHHecoTa

Ona npeabsaBneHns No MecTy Tpe6oBaHMS:

S, CMneunanucT no Bonpocam MexXxyHapoAHOro HoOpMaTUBHO-NPaBOBOr0 PeryiMpoBaHnA KOMMaHum
«3M Xenc Keap busHec», r. CeHt-lMon, wrtar MwuHHecoTta, CoeguHeHHble LUTathl AMepuKu,
CBUAETENLCTBYIO, YTO Npunaraemas VIHCTPYKLMA NO NPUMEHEHUIO:

NHanKaTopbl GUONOrMYECKUe AN KOHTPONS KayecTBa CTepUIn3aLmnm
Buonornyeckuii MHamMKaTop 6biCTPOro uteHus Attest Rapid Readout gnsa cTepunmsanum
nepeknchbio BOJOpPOAA

Ha aHrINACKOM A3blKe ABMSAETCA BEPHOW M TOYHOM.

(Mopgnwce) 14 Hoa6pa 2019 r.
PeruHa ®egepmaH JaTta
MeHe[Kep no Bonpocam HOPMAaTUBHO-

MpaBoBOro perynnpoBaHus

«3M Xenc Keap»

LLTaT MunHHecoTa)
Okpyr Pamcu) MecTo COBepLUEHMNS HOTapuasibHOro AeicTBuMA

MoanuncaHo nog NPUCAro B MOEM MPUCYTCTBUM cerofHs, 14 Hoabps 2019 .

(Moanwuce)
PainaH . bapTy, HOTapuyc
CpoK MOUX NOMHOMOUMI ncTekaeT 31 aHBaps 2024 r.

(WTamn)
PAVAH XK. BAPTL,
Hotapuyc wtata MuHHecoTa
CpoK MOUX MONHOMOUNIA ncTekaeT 31 AHBapA
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NHCTPYKUMM HO MPUMEHEHUIO

NHankaTopbl 6GUonornyeckre 4na KOHTPONA KayecTBa CTEPUIU3ALNN:
Buonormyeckne uHAMKaTOpbl O6bICTPOro uyrcHuma Attest Rapid Readout pgns cTepuamsaumu

MepeKncbio Bogopoaa

OnuncaHune nsgennsa

Buonornuecknii nHankKaTop 6bICTporo uTeHus Attest Rapid Readout gns crepunusaymm nNepekuchbio
Bogopoaa (bBuonornyeckuin MHAMKaTop 6bICTpOro uteHus Attest 1295, npowmssogctea 3M (C po30Boi
KPbILWKOW, 34ecb 1 pganee - «b 1295») - 370 aBTOHOMHbIV BGMONOTMYECKUI MHAMKATOP, pa3paboTaHHbIl
cneumanbHO Ans 6bICTPOro U HafeXHOro PYyTUHHOTO KOHTPO/IS NPOLECCOB CTEpUN3aL MY NapaMu Nepekncu
BOAOpOAa Npu UCNo/b30BaHUU COBMECTHO ¢ ABTopuaepom Attest 490H nnmn Attest 490, npounssogctea 3M
C nporpaMmHbiM obecnedeHnem Bepcum 4.0.0 nm Bbiwe (3gecb w ganee - Astopugep 4901! vam 490 c
nporpaMMHbIiM 06ecneyveHmem Bepcun 4.0.0 nnm Bbiwe). B 1295 aBnsetca o4HOPa30BbIM U3LENVEM.
CxemaTtunyeckoe n3obpaxkeHne KOHCTPYKuun b 1295 npeactasnieHO Ha pucyHke 1. B cocTaB KOHCTPYKLMK
BXOANT HOCUTENb CNOP Geobacillus stearothermophilus W aMnyna co Cpefoi, B KOTOPOW HaxoamTcs cpeaa
Ans  pocta GakTepwil, yposneTBopslollas TpeboBaHMAM K BO3MOXHOCTUM  YCKOPEHHOro pocTa,
npesycMmoTpeHHbIM cTaHgapTom ANSI/AAMI/1ISO 11138-1:2006/(R)2010. HocuTtenb co cnopamMu v amnyna
CO Cpefon cofepXaTca B MNJacTUKOBOM NPOBGUPKE, 3aKPbITON PO30BOM KPbILEYKOA. XUMUYECKMUit
WHAMKATOp npoLecca CTepuan3aLmnm ¢ HanevyaTaHHbIMIU NO0CKaMu, OKpacKa KOTOPbIX U3MEHSEeTCA C CUHel
Ha PO30BYIO MOJ BO34eNCTBMEM MapoB NEpeKkncy BOLOPOLA, PACNONOXKEH B BEPXHEN YaCTU KPbILLEYKN.

B B 1295 ncnonb3yetca a-rnokKo3njasHas epMeHTHas cuctema, Kotopas popMUpyeTcs HaTypaibHbIM
06pa3oM BHYTPM pacTylMX KeTOK Geobacillus stearothermophilus. B aKTMBHOM COCTOSHUM a-
rnoKo3ngasa O6HapyXXuBaeTca nyTem M3MepeHus (ayopecueHLMn, C034aBaeMoil (pepMeHTaTUBHbLIM
rMaponn3oM  HCGIOpecUeHTHOro  cybetparta,  4-metunymbennugepun-a-0-rnokosnga (MUG).
Bo3HUKLWINIA (NyOpecLeHTHbIR cyonpoaykT, 4-metunymbennugepod (MU), onpegensetca ABTOPUIEPOM.
Hanuune thnyopecueHUMn B TeYEHNE 3ajaHHOI0 BpPeMeHn MHKy6auun B 1295 B ABTOpUAepe yKasbiBaeT
Ha Hey[a4yHbli NPoLecc CTepuansauun.

B 1295 TakxKe MOXeT yKasblBaTb Ma Hann4yune opraHmamos G. stearothermophilus nytem Bugumon peakumm
N3MeHeHUs okpacku no pH. buoxmmuyeckas akTUBHOCTb opraHusma G. stearothermophilus dopmupyet
cybnpofyKTbl MeTabonm3Ma, KOTopble 3aCTaBAT Cpedy M3MEeHWUTb LUBET C (PUONETOBONO Ha XEeNTbli, YTo
TaKXe YyKasblBaeT Ha €60l npouecca ctepunmsaumu. [aHHbIi MeTO4 WMHAMKALMM MCNOMb3yeTca no
YCMOTPEHMIO NMONb30BaTENA U KaK MPaBuio NMPUMEHSETCS TOIbKO B CMeLManbHbIX UCCEA0BaHUAX.

VHOVKATOP MPOLWLTTN
KPbILKA b/ C 9TUKETKOW
®JIAKOH
AMMYJIA CO CPELOM
YCTPOWCTEO A1 BCKPLITUS AMNY Jibl
LU-TKAHHbBIA MATEPUAS

K/.MEPA [1/11 POCTA BAKTEPU

HOCWTE/b CMOP

PrucyHok 1; KOHCTpyKUMsa Bronornyeckoro nHanKaTopa 6oicTporo yteHns Attest Rapid Readout
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Bpewms cumTbiBaHNA

Pe3ynbTat 6bICTPOro YTeHUs 6bIN1 CKOPPENMPOBaH C pe3y/ibTaToOM BU3yalbHOI0 M3MEHEHUS OKpacku no pH
B TeYeHwue 7 HEen cornacHo NPOTOKONY COKPALLEHHOM0 BPEMEHW UHKY6aLMn Y npaBneHns no caHMTapHoOMy
Haf30py 3a KayecTBOM NULLEBbLIX MPOAYKTOB U MeAukameHToB (FDA). Bpems [0 MonyyeHUs pesynbTata
onpegenseTcs Bepcueli MPorpaMMHOro obecrneyeHuns, yCTaHOBIEHHOTO B ABTOpUAEpe.

PesynbTat (piyopecLeHUnn 3a 24 MUHYTHI

BW 1295, nHky6upoBaHHble B ABTopuraepe 490H unm 490 ¢ Bepcueli nporpammHoro obecneyeHuns 4.0.0 nam
Bbllle, MPOAEMOHCTPUPOBAIN pe3ynbTaT TecTa C COKpaleHHbIM BPeMeHeM WHKy6auuu, paBHbIM 24
MUHYTaM, KOTOPbI/i KOppenupyeT ¢ pe3ynbTaTOM BM3ya/lbHOrO CUMTbIBaHUS Yepe3 7 aHeli (168 vacos) B >
97 % cnyuaes.

PesynbTat (iyopecueHUMn 3a 4 yaca

BW 1295, nHkybumpoBaHHble B ABTOopuaepe 490H c Bepcueit nporpaMMHOro obecneyeHust Huxe 4.0.0,
NPOAEMOHCTPMPOBANN pPe3ynbTaT TeCTa C COKPaLLeHHbI.M BpeMeHeM MHKy6aLMmn, paBHbIM 4 yacaM, KOTOPbIii
KOPPenupyeT ¢ pe3ynbTaToOM BU3yanbHOr0 CHMTbIBaAHUS depe3 7 aHen (168 yacos) B > 97 % cnyuaes.

B cBA3K C BbICOKOW HaleXXHOCTbIO pe3y/ibTaTta (hyopecLeHTHOCTM UHKY6auna B 1295 nocne onpegeneHus
pe3ynbTata nyopecueHTHoCcTM ABTopuaepom 490H nnm 490 ¢ Bepcueli nporpaMMHoro obecneveHus 4.0.0
NN Bblille M 3an1cK pesysbTaTa He AaeT NpenMMyLLecTs.

Ha3HayeHue
KOHTpo/ib KayecTBa cTepunnsauum

O6nacTb npumeHeHus: Ctepunnsayms

MokasaHna K NpUMeHEeHUI0

Wcnonb3yinTe Bronornyecknin nHankKaTop 6bictporo uteHns Attest Rapid Readout 1295 B coyeTaHum ¢
ATOopugepom Attest 490H unm AsTopugepom 490, npoussogctsa 3M, ¢ nNporpammHbIM obecrneyeHnem
Bepcunm 4.0.0 wam Bbiwe, B KayecTBe CTaHAAPTHOrO MeTo4a MOBCEAHEBHOrO KOHTPOMA npouecca
cTepuiM3auMm napamu MepekUcn BOLOPOAA B Chefylowmx cuctemax: Hu3koTemnepatypHas cuctema
ctepunusaymm AMSCO V-PRO 1 (uukn ctepunusauumm ¢ nycrotamu), HU3KOTemnepaTypHas cuctema
cTtepunmsaymm AMSCO V-PRO 1 Plus (umknbl cTepuamsaumm ¢ nyctotamm u  6e3  nycror),
HU3KoTeMnepatypHasa cuctema crepuamsaunn AMSCO V-PRO maX (Uukn gns v3gennii ¢ npocseTamu,
UMKN ANA n3genunii 6e3 NPOCBETOB WM UWMKN AN8 TUOKUX W3LeNnil), HU3KoTemnepaTypHas cuctema
cTepunmsaymm AMSCO V-PRO 60 (unkn ana u3gennin ¢ npoceeTaMun, UUKA ANs nsgenwii 6e3 npocBeToB U
UMKn ana rmokmx usgenunin) n STERRAD 100S, STERRAD NX (cTaHAAPTHbIA U MHTEHCUBHbIA LIMKNbI),
cuctem STERRAD 100NX (cTaHAapTHbIA, UMKN ANS TMOKMX 3HAOCKOMOB, LMK 3KCMPECC W LMK AyaT),
STERRAD NX c¢ texHonoruei AllClear (ctaHAapTHbIA U UHTEHCUBHbIV UKKAbl) 1 STERRAD 100NX c
TexHonoruei AllClear (cTaHAapPTHbINA, LUKA ANS TMOKUX 3HAOCKOMOB, LMK 3KCMPECC U LMKA AyaT).

MpoTMBOMNOKa3aHUA
OTCcyTCTBYIOT.

MoTeHUMaNbHbIA NOTPE6UTEND
Tonbko Ana NpoecCMoHanbLHOro NPUMEHEHNUS.

Bo3MOXHble MO60OYHbIE 3D DEKTDI
Mo60o4Hble 3DPEKTbI He BbISIBMEHBI.

lMpepocTepexxeHns

BHYTpU nnacTMkKoBOW Npo6UpPKM GMONOTMYECKOro MHAMKATOPA HaXOAUTCA CTeknsiHHasa amnyna. C uenbto
npefoTBpaLLeHNs pucKa MOMyyYeHUs O0XKOroB MepPeKMCbio BOLOPOAa MpW paspyLlueHur BMosIormyeckoro
NHAMKaTopa:
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. Mcnonb3yiiTe 3alWMTHbIE OYKM U MepyaTKu nNpu n3sneveHun bW 1295 us ctepunumsartopa.

. Vicnonb3yiiTe 3alWnTHbIE OYKKN 1 MepyaTKX Npu akTueauum b 1295,
. Lepxunte 6uonornyeckmii nHamkatop 1295 3a Kpblweuky, Korga pasbuBaeTe WaM OTKpbiBaeTe
(hnakoH.

OcTaTKy nepekncu BOLOPOAa MOryT nonacte B b 1295, ecnv amnyna co cpefoii NoBpeXxaaeTcs BO BPemMs
npouecca ctepunusauun. Ecnm nocne npouecca cTepunusauuy obHapykmBaetca pasbuTas amnyna,
n3berainTe HeMOCPeACTBEHHOIO KOHTaKTa ¢ b 1295, Tak Kak 3TO MOXET NPUBECTU K 0XKOraM MepeKkuchto
Bogopoaa. Cnefyiite MHCTPYKLMSAM NO YTUAM3ALMMN, NMPUBEAEHHBIM B KOHLIE HACTOALWWEr0 AOKYMEHTA.

Mepbl NpefoCTOPOXHOCTHU
1 He ucnonb3yiite B 1295 aong KOHTPONSA TeX LMUKNOB CTEpUAN3aLMN, A1 KOTOPbIX OH He npeAHa3HayeH:
a. Llnknbl napoBoi ctepunusaunm;
6. Uvknbl cTepunamnsauum ¢ UCNosib30BaHWEM CyXOro Harpesa; unn
B. [lpouecchbl cTepunnsaLnm ¢ UCNoNb30BaHNEM 3TUNEH-OKCUAA.
2. YT06bl YMEHbLUNTbL PUCK, CBA3AHHbIV C HEKOPPEKTHbLIMU pe3y/ibTaTamMu:

Mepea cTepunusaymeint ocmotpute B 1295, 4To6bl y6eanTLCA B LLEeNIOCTHOCTY ammynbl CO CPeaon v
Ha/IMYUM CUHUX MOSIOCOK Ha WMHAMKaTope npouecca. He ucnonb3yinte B 1295, B KOTOpbIX MMeeTcs
pa3buTas amnyna co Cpefom, UM NofoCKM MHAMKaTopa npoLecca KOTOPbIX He CUHKE.

. He HaHocuTe Ha BW 1295 neHTbl mAn 3TUKETKW Meped CcTepuausaumeid Unm WHKybauumein B
NBTopuacpc.

. AKTUBUPYITE 1 MHKYOMpyliTe B 1295 B TeueHme 1uaca Nocne 3aBepLUEHNS LKA CTeEPUAN3aLUN.
. He nHky6upyinte B 1295, ecnn nocne 3aBeplleHns npouecca CTepunamnsaymm m go aktueauum b
ObIN0 06HapPYXXEeHO, YTO amnya co cpefoii pa3buta. MOBTOPHO NPOTECTUPYITE CTepUAN3aTOp HOBbIM BI.
. Mocne akTuBayuu bW 1295 ybegmtech, UTO cpefa nonana B Kamepy pocTa cnop.

3. Ana obecneyeHns MpaBUNbHOIO (YHKUMOHWPOBaHUS W3AeNns B TeyeHue MNpefyCcMOTPEHHOro Cpoka
rogHoctn xpaHute B 1295 [0 MCNoMb30BaHNA B MHOrOpasoBOM MakeTe U3 hosibru.

MepnoANYHOCTL KOHTPONSA

CobntofaiiTe yTBEPXK/AEHHblE B COOTBETCTBYHOLEM MEAMLMHCKOM yupexaeHuu [paBuna n npouesypbl
CTepunM3aLnM, B KOTOPbIX AO/MKHA OblTb YKazaHa MePUOAMYHOCTb KOHTPOAS C  UCMO/b30BaHUEM
6MONOrNYecKoro MHAMKaTOpa B COOTBETCTBUM C NMPaKTUYECKMMU PeKOMeHAaLusaMu npogeccuoHanbHOro
co06LLecTBa WM/WN TOCY[AaPCTBEHHBIMU PYKOBOACTBAMW W CTaHAapTamu. B KauyecTBe Hamnyudllero metoga
W ana obecneyeHWs ONTUManbHOW 6e30MacHOCTM ANS NauuWeHTa, KoMnaHus «3M» peKomeHAayeT
KOHTPONMPOBATL C MOMOLLbH GMONOTMYECKOr0 UHAMKATOPA KaXKAYH CTEPUIN3YEMYIO 3arpy3Ky.

VHCTPYKUMN NO NPUMEHEHUIO

1 BblHbTe B 1295 13 3aKpbITON YNakOBKM U3 ONLIK, a 3aTeM NMOBTOPHO 3anevyartalite ee, eC/iv B TaKoW
ynakoBKe eCTb Apyrue aksemnnspbl B 1295. He pa3melyaiiTe Ha NNacTUKOBOW NPOGMPKE WM Kpblleyke
Kakne-nmbo aTUKETKN UM MHANKATOPHbIE JIEHTLI.

2. YcrtaHoBuTe BU 1295 B ynakoBKy A/14 CTepUAM3aLMn, npefHasHauyeHHY0 A/19 UCMNOoNb30BaHNA B pamKax
NPOLLEeCCOB CTEPUM3ALMM Mapamn nepeknMcn Bogopoga. 3aneyararite ynakoBky 415 CTepUInM3aluu.

3. YcTaHoBWTE 3aneyataHHbli B B Kamepy cTepunmnsaTopa Tak, 4Tobbl 6enas CTOpoHa YMnakoBKW Oblnia
HanpaB/jieHa BBepX, a Mpo3payHas NaacTUKoBas CTOpPOHA - BHM3. lMpy HanMuuu B 3arpy304HOn Kamepe
cTepuansaTopa 40CTaTOMHOro Mecta ycTaHoBMTe B B ynakoBke HeNnocpeACcTBEHHO B LUTATUB WKW Ha MOJKY
Kamepbl cTepunmsatopa. Cnefyet NPOKOHCYNbTUPOBATLCA C MPOU3BOAMTENEM CTepuan3aTopa no Bonpocy
0 TOM, B KaKyto 30Hy Kamepbl 6yfeT ycTaHaBnmBaTbca BI.

4. TlpocTepunusyiiTe 3arpy3Ky COrfiaCHoO peKOMeHA0BaHHbIM MeTOAaM.

5. lNocne 3aBeplleHns uMKnNa HafeHbTe 3alWTHbIe OYKW W MepyaTkm W BbiHbTe BW B ynakoBke u3
cTepunusartopa. NposepbTe B 1295, 4T06bI Y6EANTLCA BTOM, YTO amnyna Co CPefoi He noBpexaeHa. Ecnu
B ynakoBke ¢ B 1295 Takxe Haxo4ncA XMMUYECKUIn nHankaTop (XW), nposepbTe ero, 4Tobbl yoeanTbCs
B TOM, 4TO yepHmna Ha XU He cmasanucb M He noteknu. Ecnm amnyna co cpefoii B He nospexaeHa, a
yepHuna Ha XW (npy ero Hanuyuun) BbLIFTNAAAT AO/MKHbIM 00pa3om, BblHbTe BW M3 ynakoBku ans
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cTepunmsauny 1 nepengnte K wary 6. Ecnm amnyna co cpefoit cioMaHa Uan BaM KaXKeTCs, YTO YepHuna
XW cmasanncb UM noTeknun, oCTaBbTe WX B YNakOBKe A1 CTepunmnsaunmn v BbIMONHUTE UHCTPYKLUKU MO
yTuamM3aumn. BbiNoMHWTE MOBTOPHYIO MPOBEPKY CTepuamsaTopa ¢ NoOMOLWbo HOBOro B 1295 u XW (npu
ero HaM4mMmn B KOMIEKTe).

6. MNpoBepbTe MHAMKATOP Npouecca B BepPXHel 4acTu Kpblwkn B 1295. N3mMeHeHMe OKpacKy MOM0COK C
CUHEl Ha pO30BY0 yKasblBaeT Ha T0, 4To B 1295 nopaseprancs BO3AENCTBMIO Mpouecca cTepunmsayumn
napamn nepekucu BOZOPOAa. Takoe M3MEHeHWe LBeTa He yKa3blBaeT Ha TO, UYTO [aHHbI npouecc 6bin
[LOCTaToOYHbIM AN1F AOCTVDKEHUS Hadnexallero YpoBHA CTepunbHOCTW. Ecnv mMHAMKAaTop npouecca He
M3MEHWNCS, NPOBEpPbTE PU3NYECKNIA ANUCNIIEN CTepun3aTopa.

7. oentTuguunpyinte B 1295, 3anucaB HOMmep 3arpysku, CTepuamsaTtop W faty CTepuamsayumm Ha
3TUKETKe NHAMKaTopa.

8. AKTuBupyiite B 1295.

He cHMMas 3alMTHbIe 0YKKN 1 NepyaTkuy, ycTaHoBMTe BN 1295 B akTnBaTOp B Attest. 3akpoiiTe n caaBute
aKTUBaTop, YTO6bI 3aKpbITb KPbILWKY B 1295, 1 cnomaiiTe Kancyny co cpefoin (CM. pUCYHKW Cnpasa).

HemefneHHO BbiHbTE B 1 BCTpsAXHUTE ero (CM. PUCYHOK C (hnakoHOM). Ecnu cpefia He 3anonHuia Kamepy
ANs pocTa b6akTepuid, yaepxxusainte bU 3a KpbILLKY 1 BCTPAXMBANTE ero A0 TexX Nop, Noka cpeja He HanoNHNUT
Kamepy fns pocta 6akTepuil. YCcTaHOBUTe aKTMBMPOBaHHbIA BW 1295 B NyHKY NS WHKY6UpOBaHWS
ABTOopmacpa 490H, koTopas npomMapKMpoBaHa pO30BbIM LBETOM, WAW NIYHKY ANS WUHKYOMpoBaHUA
AsTtopugepa 490 ¢ Bepcueli nporpammHoro obecneveHus 4.0.0 uam Bbiwe, KOTOpas MpPOMapKMpoBaHa
YepHbIM LLBETOM, M LOXAUTECh pe3ynbTata. CM. LONOMHUTE/IbHbIE CBeAeHNA 00 aKcnnyaTaumm ABTopugepa
B PYKOBOACTBE N0 3KcnayaTaumm AsTopuiepa.

MPUMEYAHWE: AKTUBMPYITE WU MHKY6upyinTe B 1295 B TeyeHMe 1 4yaca nocne 3aBepLUEHMS LMKNa
cTepunnsalmm.

9. Kaxgblil fieHb, Korga nHkybupyetca bW 1295, nogsepriumiics npoueccy cTepunmsaunm, akTuBupymTe n
VHKYOUPYITE KaK MWHUMYM OfMH HENpoCTepunnM3oBaHHbIl B 1295 u ucnonb3yinTe ero B Kayectse
MOMIOXMNTENbHOro KoHTpons. Cobntofanite MHCTPYKLMM MO aKTUBALUK, NPeAcTaBfieHHble B Lare 8 BblLLe.
Ha aTukeTke B Hanuwmnte «K» («KOHTPOMb») U gaty. HoMep napTun NON0OXUTENIbHOTO KOHTPOSA LOHKEH
ObITb TEM XK€, YTO ¥ HOMep NapTUM NPOCTEPUIN30BAHHOIO 6MONOTMYECKOro NHAMKATOPA. [M0N0XKNTENbHbIN
KOHTpO/ib B/ nomoraeTt noATBepAnTb:

* 1CMOJIb30BaHME KOPPEKTHLIX TeMMepaTyp UHKy6auuu;

* OTCYTCTBME W3MEHEHWIA B XXM3HECNOCOBHOCTH CrOpP B CBA3M C HeHaa/exallleli TemnepaTypoi XpaHeHus,
BNI2XKHOCTHIO UM pasMeLLeHneM pAaoM C XMMUYECKUMW BeLLecTBamu,

* CMNOCOGHOCTL Cpefbl CNOCOBCTBOBATL OLICTPOMY POCTY; a TakxXe

* Hafnexaltlee PYHKUNOHUPOBaHME ABTOpUEpa.

10. VIHKy6auma 1 cunTbiBaHMe:

VIHKYOMpyinTe MNONOXWUTENbHbIA KOHTPONAb WM MOABEPriiMecs npoueccy crepunm3auum B 1295 npu
Temnepatype 60+2 °C B AsTopugepe 490H unn Astopugepe 490 ¢ Bepcueit NporpaMMHOro obecneyeHus
4.0.0 vnn Bbiwe. CM. CBefeHMS O Hagfexalen akcnayatauum ABTopuiepa B €ro pyKOBOACTBE MO
aKcnnyataummn. ABTopuiep OTOOpaXKaeT MNONOXMTENbHbIA pe3ynbTaT cpasy XXe Moc/ne ero MonyyeHus.
®uHanbHbIA o0TpULaTeNbHbIN pe3ynbTat bW 1295 cunTtbiBaeTcs:

- 4yepe3 24 MWHYTbI Npu ucnonb3oBaHun AsTopugepos 490H wunm 490 ¢ Bepcueit NPOrpammHOro
o6ecneyeHns 4.0.0 unu BbiLLe;
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- yepe3 4 vaca npu ucnonb3oBaHun AsTopuaepos 490H c¢ Bepcueil NporpaMMHOro o6ecrneyeHns HMxe
4.0.0. Mocne oTobpaxeHUst 1 3anmucu pesynbTaToB b 1295 MOXHO YTUAU3UPOBATD.

PesynbTaT hiyopecueHunn:

MONOXNTENbHBLIA KOHTPOMb (He noggepraBwninca ctepunusauun) bW 1295 ponkeH LeMOHCTPMPOBATb
NONOXWTENbHBIA pe3ynbTaT (ayopecueHuun (cumeon «+» Ha XXK-gucnnee Astopuaepa 490H wnn
ABTopugepa 490 c Bepcueil mporpammHoro ob6ecneueHus 4.0.0 wnu Bbiwe). Pe3ynbTaTbl WMHKybGauun
npocTepunn3oBaHHOro B 1295 cunTaloTcs HefeNCTBUTENbHbIMU A0 MOMYYEHUS MOMOXKMUTENIbHOMO
pesynbTata TecTa Ha (ayopecLeHUMN MOMOXUTENIbHOrO0 KOHTPOoNA. [pu nonyyvyeHUW OTpuLaTesIbHOro
pe3ynbTaTta MooXKUTENbHOr0 KOHTPONA (CUMBON «-» Ha XXK-aucnnee) cm. PekoMeHJaumnn no AuarHocTuke
N YyCTpaHeHWU0 HeucnpaBHOCTEl B PYKOBOACTBe MO 3KcnayaTauuu ABTopupaepa. MOBTOPHO npoBeauTte
TECTUPOBaHME HOBOFO NOJSIOXWUTENLHOrO KOHTpons B ABTopuaepe 490H unm AsTopugepe 490 c Bepcuei
nporpamMmHoro o6ecnevenns 4.0.0 wnn  Bbiwe. Tpyu TecTMpoBaHWMM MOABEPraBLUMXCA Mpoueccy
cTepunmsaunn b 1295 dmHanbHbIA OTpULLIATENbHBIA pe3ynbTaT (CUMBON «-» Ha XXK-gucnnee) ykasbiBaeT
Ha AONYCTUMOCTb Mpouecca cTepunnsauun. MonoXKUTeNbHbIR (cumBon «+» Ha XXK-gucnnee) pesynbtat
noasepraswierocs crepunmsauymm bW 1295 yka3biBaeT Ha HeyAauHbli  pe3ynbTaT CTepuansauuu.
[eicTByinTe HeMeANEHHO B c/lyvae /1l0O0ro NOMOXMUTENbHOIO pe3ynbTara, NOoAYyYeHHOro Npu MHKy6aumn
nofBeprasLuerocs crepuamsaunm b. Onpegennte NpUYNHY NONOXUTENbHBIX BU, cnegys yTBepXaeHHbIM
B [JAHHOM YyupexfieHus npasunam ytuamsaunn. «3M» peKomMeHAyeT NPOBECTU MOBTOPHOE MCMbiTaHue
cTepunm3aTopa B COOTBETCTBUM C MONUTUKONM BaLLEro yUYpeXxaeHus nepes crepuansanmnein LOnoNHUTENbHbIX
3arpys3ok.

OnumMoHa/bHbIA pe3ynbTaTt BU3yaSbHOTO U3MEHEeHUs OKpacku nHaukaTopa no pH

B 1295 06bIMHO BbiGpacbiBalOT MOCMAe 3anucu pesynbTaTa QaropecueHUMn. OJHAKO €CAN HYXHbI
cneuvanbHble uccnefosaHns, bW 1295 MOXHO elle pa3 MHKYO6UpoBaTb, 4YTOObI MONYYUTb pPe3ynbTaT
BM3Yya/IbHOr0 U3MEHEHNWA OKPACKN HAMKaTopa rno pH. B cny4yae nofioXXntensHoro KoOHTpons b nsmeHeHne
XXEeNTON OKpacky LBeTa NUTaTe/lbHOM cpefbl NPOSBUTCA B TeyeHue 24 yacoB. OGHapyXeHWe Xentoin
OKpackn B Npo6UpPKe yKa3biBaeT Ha MONOXMWTENbHbIA pe3ynbTaTt. B cnyvae ¢ bW 1295, noasepriwimmMcs
npoLeccy CTepunn3aLum, M3MeHeHne OKPackn MuTaTeNbHONM Cpefbl C PUOMETOBON Ha XENTYH YKasbiBaeT
Ha cboil npouecca cTepunusaynn. OTpuLATENbHBLIA pe3ynbTaT M3.MEHEHUS OKpacku uHAukatopa no pH
(nuTatenbHasa cpega ocTaeTcsi (DUONETOBON) MOXHO OUEHWTb Yepe3 7 AHel. UTo6bl He [ONYCTUTb
BbICbIXaHUA NUTaTe/IbHON cpefbl, PeKOMeHAyeTcs nepenoxuTs bW 1295 B yBNaXHEHHbIN WHKy6aTop,
pabovatouini npu Temnepatype 60 °C, nocne 3anucu pesynbtarta POOPECLEHLNN.

XpaHeHune/cpoK rogHocTu

* PekomMeHfyeTCs XpaHWTb B KOMHaTHOIN Temnepatype: 15-30 °C, npu OTHOCUTE/IbHON BNaXHOCTU B 35-
60 %.

* He XxpaHWTb fJaHHble OMOMOrMYecKMe WHAMKATOPbl BO3/Ee CTEPUIU3YIOWEr0 areHTa Wav Jpyrux
XVIMUKATOB.

» Cpok rogHoct BU Attest 1295 cocTaBnset 24 mecaua. [lata UCTeUeHNS CPOKa rOAHOCTM YKa3biBaeTCH Ha
BV 1 ynakoBke CMMBO/IOM MECOYHbIX 4acoB, 3a KOTOPbIM YeTblpbMA CUMBOIAMW YKa3blBaeTCa rof 1 Byms
CUMBO/IAMU - MECSAL, UCTEYEHNS CPOKa FOAHOCTW.

* TpaHcnopTupoBKa: lNMpy TPaHCMOPTUPOBKE M3AENNA MOTYT UCMbITbIBATL KPATKOBPEMEHHOE U3MEHEHME
TemnepaTypbl, BAMAOLLee Ha 6€30NaCHOCTb U XapaKTepUCTUKN U3LeNniA. TpaHCNOPTUPOBKa MeAULMHCKNX

N34eNniA MOXET OCYLLLeCTBNATLCA BCEMU BUAAMMW TpaHCnopTa.
* YCNOBUA 3KCMNAyaTauum: npu KomHatHou Temneparype 15-30 °C. 3HavyeHns BNAXHOCTU U AABNEHNS He
perynupyroTcs.

YTunusaums

YTunusnposaTte UCNob3oBaHHble B cornacHo npaswunam ytuavsauum MeguuMHCKMX OTXOLOB Ballero
yupexzaeHus. Jonyckaetca nNpocTepuin3oBaTb NapoM MOMOXMTeNbHble GUOOrMUYECKNEe NUHAMKATOPbI Mpu
Temnepatype 132 °C (270°F) B TedeHune 4 MUHYT mnn npn te.mnepatype 135 °C (275°F) B TeveHMe 3 MUHYT
B MapoBOM CTepunusaTope ¢ PyHKLMER JUHAMUYECKOro yaaneHuns Bo3ayxa nepes ytuamsauuen.
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B C/yyae 06Hapy>eHus nocne npouecca ctepunusaunu B ¢ pa3éutoii amnynoi ¢ nutaTenbHON cpefoin
nnu ecnu yepHuna XW BoIrnsagaT cMasaHHbIMU WM € NOTEKW UMK (NpyU Hanumuum), octaBsbTe B n XN B
CTEPUNU3ALMOHHON YNakoBKe WM MNONOXMWTe [aHHYH YMNakoBKY B YNakKOBKY, COBMECTMMYH C MapoBOii
cTepunusaumend, M nNpPOCTEPUNU3YATE NapOM B COOTBETCTBMM C BbILLEYKA3aHHbIMW napameTpamu.
YTUnN3nNpyinTe coaepXnmoe 1 KOHTeHep B COOTBETCTBUU C MPUMEHVMbIMU MECTHBIMU, PErMoHa/ibHbIMU,
rocyfapCTBEHHLIMU N MEXAYHAPOAHLIMW HOPMaMW.

MeauLMHCKMe U3Lennus AO/MKHbI YTUAN3MPOBATLCA MECTHbIMU MY6/MUYHO-NPaBOBbIMY OpraHn3aunsaMy B
cooteetcTBUN ¢ CaHlMnH 2.1.7.2790-10 «CaHMTapHO-3aNuAemMnonornyeckne TpebosaHnsa K obpaLLleHnto ¢
MeAVLMHCKMMMN 0TX0AamMmmU» Knacc 0TX0A0B b).

TexHunyeckoe 06CNyXXMBaHNE U PEMOHT
HenpvmeHumo. TonbKo 418 04HOPa3oBOro MUCMosib30BaHKUA.

Ctepunusauyuns
3TV n3genns NocTaBNATCA HECTEPUIbHBIMMU.

[aHHble 0 KneTkax, TKaHAX W OopraHax >XWBOTHOTO MPOWCXOXAEHWUA B COCTaBe MeAWLMHCKOro
n3genns

NekapcTBeHHble BewecTBa: MeanLNHCKOE U3AeNne He COAEPXUT NEKAPCTBEHHbIX BELECTB U He BBOAUT
NeKapCTBEHHbIE BELLECTBA.

BewecTBa XXMBOTHOIO NPOUCXOXAeHWUA: MaTepuasbl XUBOTHOIO MPOUCXOXAEHUSA NpPeAHAMEPeHHO B
n3genus He 106aBNAKOTCS.

Mpon3BofHbIe KPOBM 4YenoBeka: MegULUHCKOE M3Aenne He COAEPXWUT U He [OCTaBMAET MPOM3BOAHbLIE
KPOBW YenoBekKa.

MapaHTUK

W3genvs oueHmBalOTCA Ha CTagum 06be.MHOro MOKPbITUA criopaMu (Moc/ie TOro, Kak Cropbl MOKPbIBAKOT
MOMNOCKK, KOTOpble OYAYT MOMELWEHbl B WHAMKATOPbI B BWAE MOMOCOK CO crnopamu). Ons nonydeHus
CepTM(MKaTOB KayecTBa MCMOMb3YOTCA AaHHbIE, MONYYEHHbIE B pe3ybTaTe 06bEMHON OLEHKMN.

KoMNneKTHOCTb NOCTaBKMK
30 B Ha nakeT, 4 nakeTa B KOPo6Ke

Mapkunposka

N3genua noctaBnaloTCA B YMakoBKe C 3TUKeTKaMu, COAepXalMMu CrefyroLlyo  MHPOopMaLuio:
HaMMeHOBaHWe W3JeNns W KaTaloXHbIA HOMep W3Aenus; Ko napTMu U CPOK roAHOCTU, HaMMeHOBaHUe ©
afjpeCc MpoW3BOAMTENSA; COAEP>KaHue, YCNOBUA TPaHCMOPTUPOBKW/XPaHEHWSA; WH(OpPMaLMA O TOBapHbIX
3HaKax; v cuMBosbl - «BHMMaHMe! Cm. SKcnyaTauroHHbIe JOKYMEHThI», BPeMs UHKy6auuu.

TexHNYECKne XapakKTepucTuku

CreknaHHas amnyna: Quametp 6,4+0,2 mm, BoicoTa 39,6+1,07-0,8 MM
MnacTtukoBas npobupka: Auametp 12,0+0,1 Mmm. Bbicota 60+£0,5 mMm
MnacTnkoBasa KpbnHeyka: AnuHHa 20,0+£0,2 mm, Anametp 14+0,2 Mm

OdurumanbHbIi NPON3BOAUTEND
«3M KomnaHu, 3M Xenc Kcap»
3M LeHTp, 2510 KoHBeit ABeHt0, CTp. 275-5W-06, CeHT-IMon, MuHHecoTa, 55144, CLUA

Y NONHOMOUYEHHbI NpefcTaBUTeNlb Ha TeppuTopun Poccuitickoin degepauuu:

AO «3M Poccusa», Poccust

108811, r. MockBa, noceneHme MockoBCKuiA, KneBckoe wwocce, 22-i Kunome'rp, 6, ctp. 1
+7 (495) 784 7474 | +7 (495) 784 7475 (pakc) In. noyta 3mra@mmm.com

-2019
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MepeBof AAHHOTO TeKCTa CAenaH MHOW, nepeBOAYNKOM MaHKOBbBIM AHAPeeM BUKTOpOBUYEM.

Poccuiickas depepayus
[opos MockBa
MAaTHagLaTOro AHBApPA fBe T hbiCAYN ABajLATOro roga
A, PebpuHa EneHaJMunTpueBHa, BpEMEHHO UCMONHAKOWAA 0653aHHOCT N HOTapuyca
ropoga Mockebl AkumoBa Nneb6a bopucosnya, CBUAETENbCTBY NOAAMHHOCT b NOANUCK MEpeBOfUYMKA
MaHkoBa AHApesd BukToposuua.
Mognnce caenaHa BMOeM NPUCYTCTBUN.
NTnyHoCTb NMognNucaBLero JOKYMEHT yCTaHOBNeHA.
3apernct Y "osano M Apuwnpc: Ng 77/09-4/77-2020- )
B3biclw o robya@**TBeHHb ow nuHbl (No Tapudy): 100 py6.
Ynntenb”a okaszaH ypAayru;*aBo”ora®m TexHuuyeckoro xapaktepa: 300 pyb6.

fi i - 1.
nc
Becerb<n” W H ppB®d O, WOHYMEPOBAHO
mckp*™uo /N an~(bl (o8B,
pArL (bl ( b
BPW
O HOoTapuyca VU
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Poccuiickap ®egepauns
l'opog MockBa
lWecTHaALaTOr0 AHBAPA /ABE Th/MuY [BAALALIOTO oA

s, [eiiHeko fllogMvna BaropreeHa, BpPEMEHHA WCMOMHSIOLASA
06513aHHOCTI HOTapuyca ropoga MockBbl MpoKoLIEHKOBO CrieHbl
EBreHbeBHb!, CBUAETE/LCTBYI0 BEPHOCTL Korveli ¢ Jpea(yE>neHHoro
MHE [JOKyMEeHTa.

Japeructpuposato peectw Ak UL 41HA7-2020-"

B3bickaHorocyuara™ o niiHeIIn $%o" |
Ynnayero 3ackaguinyoc” aac'N1*101M1EXwmreit:oxaom|bfoa. .00~ 0,

Benro nnowHypeasH?,
NPOHYMEPOBaHO U CKPEN/IeHn
nevalbto

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



KOINn4d

state of Minnesota - Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions.

Apostille
(Convention de La Haye du 5 Octobre 1961)

1. Country (Pays): United States of America

This public document (Le present acte public) Biological Indicators for Sterilization Quality Control

2. has been signed by (a etc signe par) Ryan J. Bartz

3. acting in the capacity of (agissant en qualite de) Notary Public, State of Minnesota

4. bears the seal / stamp of (estrevetu du sccau/ timbre de)
Ryan J. Bartz, Notary Public, State of Minnesota

Certified
Atteste

5. at (a) St. Paul, Minnesota 6. Date (Date) 11/15/2019

7. by (par) Secretary of State, State of Minnesota 8. File No (Sous n") 1118405400123

9. Seal/ Stamp (Sceau / Timbre): 10. Signature (Signature):

Steve Simon

Secretary of State
NeJ858*T State of Minnesota

This Apostille only certifles the authenticity of the signature and the capacity of the person who has signed the public document, and. where
appropriate, the identity of the seal or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

To verify the issuance of this Apostille, see httDs://aDostille.sos.state.mn.ug.

This certificate does not constitute an Apostille under the Hague Convention of 5 October 1961, when it Is presented in a country which
is not a party to the convention. In such cases, the certificate should be presented to the consular section of the mission representing
that country.

Cette Apostille atteste uniquement la v racit” de la signature, la quality en laguelle le signataira del ‘acte a agi at. le cas 6ch6ant, | 'identity du
sceau ou timbre don't cet acte public est revetu.

Cette Apostille ne certifte pas le contenu de I'acte pour lequel elle a 611$6.

Cette Apostille peut élre v/rifite &l 'adresse suivante:httDs://aD08tme.sos.state.mn.us. Ce certificat ne constitue pas une Apostille en vertu
de la Convention de La Haye du 5 Octobre 1961, lorsque pr*sentd dans un pays qui n'est pas parlie i cette Convention. Dans ce cas, le
certincat doit etre prisente 'a (a section consulaire de la mission qui represents ce pays.
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 1110

To whom it may concern

In my capacity as International Regulatory Affairs Associate, 3M Health Care Business, St.
Paul, MN, USA, I certify that attached IFU for:

Biological Indicators for Sterilization Quality Control,
Attest Rapid Readout Biological Indicators for ethylene oxide sterilization

in English language is truthful and accurate

Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this /V ~ ay of November 2019.

Ryan B a”, Notary Pubh?4
My Con”mission Expires;Manuary 31,2024

RYAN J BARTZ
f Notary Public, State of Minnesota

My Commission Expires
ViiwiX January 31, 2024
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«(ruction for Use

biological Indicators for Sterilization Quality Control:
Attest Rapid Readout Biological Indicators for ethylene oxide sterilization

Product Description

The 3M Attest 1294 Rapid Readout Biological Indicator (green cap) is specifically designed for the rapid,
reliable monitoring of ethylene oxide (EQ) sterilization processes when used in conjunction with the 3M™
4.ttest Auto-readers 290G or 390G. The 3M Attest rapid readout biological indicator detects the activity of a
laturally occurring Bacillus atrophaeus enzyme, beta-glucosidase, which is one of the enzymes involved in
>pore outgrowth and normal vegetative cell function. The Auto-reader detects the activity ofa A atrophaeus
jnzyme by reading a fluorescent product produced by the enzymatic breakdown of a substrate in the media,
detection of the enzyme indicates a sterilization process failure. The final fluorescent readout of a negative
ndicator result is made after 4 hours of incubation when sterilization conditions at gas inject are > 35% RH.
The 4-hour fluorescent readout has been validated and is routinely verified at standard ethylene oxide test
conditions (54°C £ 1°C, 600 £ 30 mg/1 ethylene oxide, and 60% = 10% relative humidity).

[ntended Use

Sterilization quality control
Scope of use: Sterilization
[Tontraindications

one.

Potential consumer

3Anly for professional use
Jrossible side effects

"o known possible side effects.

Nirections for Use

[. Identify the Attest rapid readout biological indicator by writing the sterilizer number, load number, and
crocessing date on the indicator label. Do not place another label or indicator tape on the biological indicator
fial or on the cap.
Nace an Attest rapid readout biological indicator in an appropriate test package or tray according to
ecommended practices. Avoid placing the biological indicator in direct contact with a chemical indicator which
ould transfer fluorescent residue to the biological indicator. Appropriate test packages or trays for loads
ontaining:

kVrapped telescopic instruments, plastic, rubber, metal instruments, and equipment

Attest 1294 rapid readout biological indicator in an AAMI routine test pack*.

AAMI Routine Test Pack

Place one Attest rapid readout biological indicator into the barrel of a plastic syringe with the cap of the
iological indicator facing the syringe tip and the bottom facing the plunger.

Remove the tip guard of the syringe.

Place the syringe between the folds of one cotton surgical towel.

Place a chemical indicator beside the syringe.

Place the surgical towel in one peel pouch or wrapper.

‘ontainer systems

Attest 1294 rapid readout biological indicator in the area(s) determined by product testing to be the most
esistant.
1 Place the test package or tray in a full load in the most challenging area for the sterilant. This is generally in
he center of the load.
1 Process the load as usual.
). After sterilization, two options exist:
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t Aeration of Test Pack Prior to Bl Incubation: Aerate the Bl test pack for the same amount of lime as the
iiher packs from the load. At the end of the aeration cycle, remove the biological and chemical indicators from
Petest pack. Dispose of the remaining test pack components according to the healthcare facility’s policy.
Removd of Biological Indicator from Test Pack Prior to Aeration: Open the sterilizer door according to the
manufacturer’s instructions, transfer the load to the aerator and retrieve the test pack. (If a sterilizer with
aeration capability is used, follow the manufacturer’s instructions for opening the door and remove the test pack

prior to the aeration cycle). Remove the biological and chemical indicators from the test pack. Return the
remainder of the test pack to the load for aeration according to the healthcare facility’s policies.

6. Check the chemical indicator on the label of the biological indicator. A color change to green confirms that
the biological indicator has been exposed to the EG sterilization process. This color change does not indicate
that the process was sufficient to achieve sterility. If the chemical indicator is unchanged, check the sterilization
process.

7. While wearing safety glasses, press cap down. Crush the glass ampoule of the biological indicator in the
crusher well of the auto-reader. Hold the biological indicator by the cap and tap on a hard surface until media
wets strip at bottom of the vial, and then place the biological indicator in an auto-reader incubation well. See
Attest Auto-reader Operator’s Manual for further details.

8. Crush, tap and incubate at least one non-sterilized Attest rapid readout biological indicator (positive control)
each day a sterilized indicator is incubated. Write a “C” and a date on the label. The positive control should be
from the same lot number as the sterilized indicator. Incubating a positive control helps ensure:

e correct incubation temperatures are met;

« viability of spores has not been altered due to improper storage temperature, humidity or proximity to
chemicals;

* capability of media to promote rapid growth; and

* proper functioning of Auto-reader components.

9. Incubate the positive control and processed indicator for 4 hours at 37 + 2°C (99 + 3°F) and read the results
in the 3M Attest 290G Auto-reader or 3M Attest Auto-reader 390G. See the Auto-reader Operator’s Manual for
the proper use of this equipment. The auto-readers automatically take readings and may indicate a positive
result in less than 4 hours. The final fluorescent negative biological indicator reading is made at 4 hours. If
sterilizer chamber relative humidity is 35%, record the final reading and discard the processed indicator. If
sterilizer chamber relative humidity is unknown or < 35%, continue to incubate the biological indicator for a pH
color change result as low relative humidity may increase the fluorescent readout time beyond 4 hours. A
humidified incubator will be required to avoid media dry out.

Interpretation of Results:

Fluorescent Results:
The positive biological indicator control must provide a positive result [red light on the 3M Attest 290G Auto-

reader or plus symbol (+) on the LCD display of the 3M Attest Auto-reader 390G]. If the positive biological
indicator control reads negative [green light on the 3M Attest 290G Auto-reader or minus symbol (-) on the
LCD display of the 3M Attest Auto-reader 390G], refer to the applicable 3M Attest Auto-reader Operator’s
Manual Troubleshooting section. Retest the auto-reader with a new positive biological indicator control. The
sterilized biological indicator results are not valid until the positive biological indicator control reads positive.
With a processed biological indicator, a positive [red light on the 3M Attest 290G Auto-reader or plus symbol
(+) on the LCD display of the 3M Attest Auto-reader 390G] means a sterilization process failure has occurred.
A negative [green light on the 3M Attest 290G Auto-reader or minus symbol (-) on the LCD display of the 3M
Attest Auto-reader 390G] after 4 hours of incubation and chamber relative humidity 35% indicate an acceptable
sterilization process.

dH Color Change Results

The appearance of a yellow color in the processed indicator demonstrates bacterial growth and a sterilization
process failure. No color change indicates an adequate sterilization process. A final negative result is made after
7 days of incubation. The positive control indicator should show a color change from blue-green to yellow for
the processed indicator results to be valid.

10. Immediately act on any positive biological indicator results. Always retest the sterilizer and do not use
sterilizer for processing loads until the biological indicator results are negative.
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idation of Reduced Incubation Time (Readout Reliability Data)
7-day results may be used to validate the 4-hour readings or in cases of unknown or low (<35%) chamber
fflative humidity. A humidified incubator will be required to avoid media dry out before 7 days. Indicators are
«amined daily for detection of a visual color change. After exposure to standard EO test conditions, the 4-hour
/luorescent results are compared to the 7-day visual readings to determine the readout reliability of the
indicator. Readout reliability of the Attest™ 1294 rapid readout biological indicator is determined using the
sensitivity calculation in the following table.

Attest 1294 Rapid Readout Biological Indicators
Joslyn EO BIER Vessel, Oxyfume® 12 Gas
500 mg EO/1, 37°C, 60% RH and 600 mg EO/1, 54°C, 60% RH

Growth Fluorescence

Sterilization Incubation

# Growth Positives # False Negatives s
Process Temperature Sensitivity

168 hrs. 4 hrs.

# Tested -

bLTC 37°C (99°F) 1110 752 0 100%
54°C 37°C (99°F) 1300 842 0 100%

Sensitivity = (Number of Growth Positives after 168 hours! - (Number of False Negatives™ X 100
Number of Growth Positives after 168 Hours

Fhe table shows that all the 7- day (i.e., 168 hours) growth visual positives were detected by fluorescence
vithin 4 hours of incubation. This means no false negative indicators were detected after 4 hours of incubation.
Based on the claimed 97% readout reliability of the 4-hour biological indicator results, there is no advantage to
ncubating the Attest 1294 rapid readout biological indicator beyond 4 hours when sterilizer chamber relative
lumidity is greater than or equal to 35%.

Storage and Shelf Life

*Best stored under normal room conditions: 15-30®C (59-86°F).

mDo not store these biological indicators near sterilants or other chemicals.

mAttest 1294 rapid readout biological indicators have a 2-year shelf life from the date of manufacture. The
jxpiration date is indicated on the Bl and packaging by the 4-digit year and 2-digit month of expiration (e.g.
KO017-07).

* All ofthe information to the right ofthe lot-in-a-box symbol indicates the lot number (e.g., 2017-07AD).

* Transportation: During transportation, the products can be exposed to short-term temperature changes, which
io not affect the safety and products specifications. Transportation of medical device is carried out by all type
)f transport.

@)
-Usage: at room temperature 15-30 C. Values of humidity and pressure are not regulated,

disposal

Dispose of used Attest biological indicators according to your healthcare facility’ s policy. You may wish to
lutoclave any positive biological indicators at 250°F/121°C for at least 15 minutes, or at 270°F/132°C for 10
ninutes in a gravity displacement steam sterilizer, or at 270°F/132°C for 4 minutes in a vacuum assisted steam
Jtcrilizer.

'or processed Bis observed to have a broken media ampoule after the sterilization process, or if the ink of the
21 appears smeared or runny (if included) leave the Bl and ClI in the sterilization pouch and place the pouch in
Dackaging compatible with steam sterilization and steam sterilize per the parameters above.

~ackaging/contents should be disposed in accordance with the local/regional/national/ international regulations,
vledical products should be disposed by the local public law organizations in accordance with SanPiN
M .7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste Treatment” waste Class B).
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lintenance and repair data
"d applicable. Single use only.
‘Sterilization
These products are not supplied sterile.
Data on cells, tissues and animal organs contained in medical product
Drugs: Medical product does not contain and does not deliver drugs
Human blood derivatives: Medical product does not contain and does not deliver human blood derivatives.
Materials of animal origin: materials of human origin are not intentionally added in the product.

Warranties
The products are evaluated at coated spore jumbo stage (after spores coated to strips that will be placed in the

indicators as spore strips). The data generated from jumbo evaluation are used for the quality certificates.

Content of packaging
50 Bls/box, 4 boxes/case

Labeling
Products are supplied in a package with labelling containing the following information: product name and

reference number; lot code and shelf life, name and address of the manufacturer; contents,
storage/transportation conditions; trademarks information; and symbols - Attention! Refer to Operating

Documents, incubation time.

Technical characteristics

Glass ampoule: Diameter 6.4+0.2 mm. Height 39.6+1.0/-0.8 mm
Plastic sleeve: Diameter 8.5+£0.05 mm, Height 50.8£0.5 mm
Plastic cap: Length 13.2+0.13 mm, Diameter 10.7+£0.13 mm

Legal manufacturer
3M Company, 3M Health Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Authorized representative on the territory of the Russian Federation:

AO “3M Russia”, Russia

108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bid.I
+7 (495) 784 7474 | +7 (495) 784 7475 (fax)

e-mail 3Tra“rmmm.com

11-2019
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LLITaT MuHHecoTa - CekpeTapuar LiTaTa

He Ans Mcnonb3oBaHWsi Ha TePPUTOPUN U BO BRageHUsIX CoeMHeHHbIX LLITaToB AMEpUKM.

AMOCTUNb

(B cooTBeTcTBMM C Maarckoii KoHBenuyucini ot 5 oktsi6psa 1961 r.)
1 CrpaHa: CoegnHeHHble W TaTbl AMepuKu

HacToawuii opuymnanbHblii JOKYMeEHT: MHAUKATOPbL GMonornyeckne Ansi KOHTPOS
KauyecTBa cTepunusayum

2. nognucaH PaliaHom Ox. Baptuem
3. pelicteywlllum(-eit) B KayecTBe HoTapuyca wTtata MmnHHecoTa
4. ckpenneH nevarb/wTtamnom PaiaHa . bapTuya, HoTapuyca wTtata MuHHecoTa

YOOCTOBEPEHO

5. Br.CeHT-Mon, wt. MMHHecoTa 6. Aata: 15 Hoa6psa 2019 .
7. cekpeTtapem wTata MuMHHecoTta 8. 3a HOMepom 1118405400123

9. MevaTtb/wTamn: 10. Mopgnwce:

(Mevatb) (Mopnuce)

E CtuB CaliMoH
Ofiblilast Nevarb CekpeTapb WwTara

wrtata MmMHHecoTa LLITat MuHHecoTa

(Meuatsb)
Oduc CekpeTaps wrata MuHHecoTa. bonbluas neyatb wWtata MuUHHecoTa

HacToswuiA anocTu-Tb y,0CTOBEPSieT TOMbKO MOAAMHHOCTL MOAMWUCU W MOAHOMOYMA LA, NOANUCABLUErO OMULWaNnbHbIA [OKYMEHT, a Takke, B Haanexalynx
C.TyyasX. NOANMHHOCTb NeYaTh UK WTaMNa, KOTOPLIMW OH CKPENEH.

HacTosAwuii anocTu.1b He Y0CTOBEPSET CofepXKaHne JOKYMeHTa, Ha KOTOPOM OH NPOCTaB/EH.

[insi Toro 4To6bl yA0CTOBEPUTLCS B (hakTe Bblgaun HacTosLero anoctuns, cM. httDs://auostille.sos.state.mn.us

HacTosee CBHAETE.1bCTBO HE WMeEEeT CU.Tbl anoCTH.TS,, COCTaB.TeWro B COOTBETCTBUM C [aarckoil KoHeeHuwueid oT 05 okTabpsa 1961 rona, npu
npe.KTaBNeHHH B rocyapcTBax, He fB.TAILWMUXCA yYaCTHNKaMu KOHBEHUMN. B TaKux cnydyasix CBUAETENbCTBO HEO6XOANMO NPEACTaBNATL B KOHCY.ThCKNiA
oTNe.l MUCCUM, NPeNcTaBsIoWeH Takoe rocyAapcTBo.

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



«3M Xenc Keap busHec» 3M LleHTp
2510 KoHBain ABeHto, CTpoeHue 275-5W-06

CeHt-lNon, MnHHecota 55144 CLUA
651 733 1110

3M

[Ons NpeabsiBNEHNs Mo MecTy TpeGoBaHus:

B Kauectse creuuanncta MexnyHapogHOro HOPMAaTUBHO-MPABOBOro perynnposaHus, «3M Xenc Keap
busHec», CeHT-Mon, MwuHHecota, CLUA, A CBMAETENbCTBYHO, UYTO MNPWIOXKEHHAA WHCTpyKUMA no
MPUMEHEHNIO 415 CNeAYIOLNX U3AENWIA:

WNHankaTopbl Guonornyeckne 418 KOHTPONA KavyecTBa CTepuinsaynn:
Buonornuyeckne wmHgMkatopbl 6bicTporo uteHus Attest Rapid Readout gna 3aTuneH-oKcuAHoW
cTepuAunsalmm

Ha aHr IMACKOM 513bIKe SIBNSIETCA BEPHOI M TOUHONA.

(Moanwuce) 14.11.2019
PernHa ®edepmaH [arta
CneymanucT MeXxayHapo4HOro HOpMaTUBHO-
npaBoBOro peryampoBaHua
«3M Xenc Keap»

LLtat MuyHHecoTa
Okpyr Pamcu 3 MecTo yfocToBepeHus

1loanmcaHo nog NPUCArol B MOEM NPUCYTCTBUN CerogHs, 14 Hosbps 2019 T.

(Mopgnuce)
PaiiaH k. bapTty, HoTapuyc
CpoOK MOVX NOMHOMOYMIA ncTekaeT 31 AHBapsa 2024 r.

(LLiramm)
PAVNAH K. BAPTL]
HoTapuyc wtata Mu}iiecota
CpoK MOMX NOSHOMOuUWI ncTekaeT 31 sHBaps 2024 T.

(MeuaTb)
Odmc CekpeTaps wrtata MuHHecoTa. bonbluas nevats wrata MuUHHecoTa
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NHanKaTopbl 6MONOTMYECKME AN KOHTPONS KauyecTBa CTEPUIMN3ALLUN:
Buonoruueckme WHAUKATOPbI 6GbICTpOro uTeHus Attest Rapid Readout gns atunel-
OKCUAHOW CTepuamn3aLmnm.

OnuncaHne nsgennsa

Buonornyeckne nHAMKatopbl 6bICTPOro uteHus Attest Rapid Readout gns 3TWNEH-OKCUAHOW
cTepunusaumm (3eneHas Kpbllweyka) npoussofctea «3M» cneyuanbHO nNpefHasHavyeHbl NS
obecrneyeHns ObLICTPOrO M HaLeXHOro0 KOHTPO/A MPOLECCOB CTepuan3auum 3TUIEH-OKCULOM
(20) npu coBMecTHOM wucnonb3oBaHUM ¢ ABTopugepammu Attest mogenein 290G wmnm 390G
npomssogcTtea KomnaHunm 3M. BUONOrMYeCKUini UHAMKATOP ObICTPOro uTeHus  Attest
nponssoacTea «3M» 06Hapy>XMBaeT aKTUBHOCTb NPUPOAHOro hepmMeHTa Bacillus atrophaeus —
6eTa-rnoKo3ngasbl, KoTopas SBNAETCA OLHMM M3 (PEPMEHTOB, Y4acCTBYHLUIMX B paspacTaHum
CNop U HOpPMaJibHOM BEereTatTMBHOM (YHKLVOHMPOBAHWUW KNETOK. ABTOPUAEP OOHapy>Xunsaet
aKTUMBHOCTb (pepMeHTa B. atrophaeus NOCPeACTBOM CUMTbIBAHWUA (P1YOPECLLEHTHOrO MPOAYKTa,
BbILENAEMOro npu (epMeHTATMBHOM pacliensneHun cy6ctpata B cpefe. OO6GHapyxeHue
(bepMeHTa yKa3biBaeT Ha cboum B mnpouecce cTepunmsauun. OKOHYATENIbHOE CUUTbIBaAHUE
oTpuuaTeNibHOro pesynbtata Nno (hyopecLeHTHOW MeTKe OCYLLeCTBAfeTCA yepe3 4 yaca nocne
MHKY6auun, Korfga OTHOCUTENbHAas BNAXHOETb B YCNOBMAX CTepuausauum npu nofgadve rasa
coctaBnser >35 %. [OCTynHble 4yepe3 4 yaca pe3ynbTaTbl CUMTbIBAHUS MO (HYOPECLEHTHOM
MeTKe NOATBEPXAAKTCA U perynsapHoO NpoBepsAloTCA NP CTaHZAPTHbLIX YC/OBUAX WUCMbITaHWNA
aTuneH-okcmgom (54 °C 1 °c, 60030 mr/n atuneH-okcuaa npm 60 % 10 % OTHOCUTENLHON
BMI2XKHOCTM BO34yXa).

Ha3HauyeHune
KoHTpo/ib KauecTBa cTepunnsaymu

O6nacTb NpuMeHeHus: Ctepunmsayms

MpoTnuBonokasaHua
OTcyTCTBYIOT

MoTeHuManbHbIR NoTpebuTeNb
TonbKo AN NPOgeccMoHanbHOro NPUMeHeHNs.

B0o3MOXHble NO6OYHbIE 3 eKTI
Mo6oUHbIe 3PeKTbl HE BbISB/IEHBI.

VHCTPYKLUMM MO MPUMEHEHNIO

1 YKaxuTe Ha 3TUKETKe 6MONOrn4eckoro MHAMKaTopa 6bICTPOro 4YteHms Attest ctepunnsartop,
HOMep 3arpyskum W pgaTty cTepunmsaumn. He npukpennante APYrywo 3TUKETKY UAn
WHANKATOPHYIO NEHTY Ha NPo6MpKY 6MONOTMYeCKOro NHANKATOpa N Ha KPbILLEeYKe.
MomecTuTe 6MONOTNYECKUI A MHAMKATOP ObICTPOro 4teHua Attest B Noaxoaswyto TecTOBYHO
yNakoBKy WAW NOTOK B COOTBETCTBMM C MNpPaKTUYECKUMWU pekomeHfaumsmu. He pasmeuiarite
610N0rMYecKMin MHAMKATOP TakuM 06pa3oM, 4YTO6bl OH HenoCpPeACTBEHHO conpukacancs c
XUMUYECKUM  WMHAUKATOPOM, KOTOPbIA MOr Obl  nepefatb  (lyOpecUeHTHbI  0CTaTokK
6uonornyeckomy wuHaukatopy. rogxopawme TecTOBble NIOTKM WMAM YNAKOBKW A5 3arpy3ku
BK/IOYaIOT:

Teneckonunyeckue WHCTPYMEHTHI, NNacTUKOBbIE, pe3NHOBbLIE, MeTannmnyeckue
MHCTPYMEHTbI 1 060pyao0BaHue B 06epTKe

 Attest 1294 61M0M0rMYECKNI MHANKATOP ObICTPbLIX MOKa3aHWn B 00bIYHOW TeCTOBOW ynakoBKe
AAMI*.

*Q6blyHas TecToBas ynakoska AAMI
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e MomecTuTe OAWH OGUONOTUYECKUIA WHAMKATOP OGbICTPOrO uTeHWs Attest B LUAUHAP
NNacTUKOBOro LWIMpULA TakMM 06pa3oM, 4TOGbl KpblleYyKa GMONOrMYEecKoro WHAMKaTopa
CMOTpENa Ha KOHUMK LIMPKLA, a HUXHSAS YacTb Ha MOPLUEHb.

» CHUMUTE KPbILLIKY HAKOHEUYHMKA Ha LINpULE.

* MomecTuTe LWNPULL MEXAY CrmbamMn X0MKOBOWN XMPYPruyeckoit NpocTbIHN.

 MoMecTuTe XMMUYECKNUIA MHAMKATOP PSAOM CO LUMPULIEM.

 MoMecTUTe XMPYPruyecKyo MPoCTbIHIO B OAHOC/ONHbIA NaKeT UM 06epTKy.

Tapa gna ctepunmnsauum

e bronornyecknin MHAMKaTop ObICTPOro 4teHus Attest 1294 pasmecTuTe B 30He (30Hax),
ONpefenieHHOW Npu NPOBeAEHUN MNPUEMOYHbIX WUCMbITAHUIA Kak Haubonee YCTONYMBOWR K
KOHKPETHOMY PEXUMY CTepuin3aLmun:

3. MomecTnTe TECTOBbIA NIOTOK WAM YNaKoOBKY MpW MOMHOM 3arpy3ke B 30He, Haubonee
TPYAHOLOCTYNHOW [ANS CTepUNn3YIoLero areHta. Takas 30Ha 06bIYHO Haxo4MTCS B LEHTpe
3arpysku.

4. CTepunusyiite 3arpy3ky B 00bIYHOM MOPSIAKE.

5. Mocne cTepununsaunm MMeKTCS ABa BapuaHTa AencTems:

A. Ajspauus TeCcTOBOW ynakoBkM [0 WHKyb6auuu BW. AapupyliTe TecToByl ynakoBky bW B
TEeYEHMe TaKoro e BPEMEHU, KaK 1 A1 ApYTrnX YNakKoBOK M3 3arpy3ku. B KoHLe uuka aspauun
13BNeKNTe BUONOrNYECKNE U XUMUYECKMNE WHAMKATOPbI U3 TECTOBOW YNakOBKW. YTUNN3MPYTe
OCTaBLUMECS KOMMOHEHTbl TeCTOBOW YMakOBKW B COOTBETCTBUW C MpasunaMmuv MeAnLMUHCKOro
yupexaeHus.

M3BneyeHne 6MONOrMYeCKOro MHAMKATOpa M3 TECTOBOM YMNakKoBKM [0 aspayun. OTKpoiTe
ABepLy CTepunm3aTopa B COOTBETCTBUN C UHCTPYKLMAMWU MPOU3BOAUTENA; OTNPaBbTe 3arpysKy
Ha aspaumio 1 W3B/IeKUTEe TECTOBYK YynakoBky. (Ecnm wucnonb3yetcd CTepuamsaTop cC
BO3MOXXHOCTbIO aspauuun, cnegynte WUHCTPYKUMAM MPOU3BOAMTENS MO OTKPbITUIO ABEpLbl U
M3BNEYEHNIO TecTOBOW YNakoBKM [0 LUMIOW aspauuun). KV3Bnekute OUONOTNYECKUIA ©
XUMWYECKNIA NHOMKATOP M3 TECTOBOM YNakoBKW. BepHUTe ocTaBlIYHOCS TECTOBYHO YNakKoBKY Ha
3arpysky A aspauuun B COOTBETCTBUM C NpasBuia.mMv 1e4e6HOI0 YUpeXxjeHus.

6. MpoBepbTe XMMUYECKUA MHOMKATOP HA ITUKETKe BMONOTMYECKOro UHAMKaTopa. ViameHeHue
OKpacKy Ha 3e/eHYI0 YKa3blBaeT Ha TO, 4YTO GMOMOrMYecKMin MHAMKATOP NOABeprcs npoueccy
90 crepunmsaumn. Takoe W3MEHEHVEe OKpacky He yKasblBaeT Ha TO, 4TO npouecc 6bin
focTaToydeH [ANd  AOCTUDKEHUA CTepuUNbHOCTU. ECiM  UBeT XWMMWUYECKOro WHAMKaTopa He
N3MEHW/CH, NPOBepbTE MPOLECC CTepUAn3aLnn.

7. HageHbTe 3alWMTHble OYKM W HAXMUTE Ha Kpblleyky. Pa3faBuTe CTEK/AHHYH amnyny
61oNornyecKkoro wuHAMKatopa B THe3de AN8 pasfaBnuBaHus ABTopujepa. Ypepxusaiite
OMO0N0rMYECKNn NHANKATOP 3@ KPbILIEYKY M erko MOoCTy4ynuTe No TBEPAO MOBEPXHOCTW, NokKa
cpefia He HaMOYMT MONOCKY B HVDKHeid 4acTu NpobupKu, W 3aTeM NOMecTUTe 6MONOrnYecKunii
WHOMKATOP B THe340 ATA WHKyb6auun AsTopugepa. [lMogpobHee cm. B WHCTpyKuuu no
akcnnyaraymm AsTtopuaepa Attest.

8. PasgaBuTe amnyny, noctyynTe no rMOBEPXHOCTU W MPOBEAUTE UHKY6aLMIO MO KpaliHel Mepe
O[lHOTO He nMofBeprwerocd crepunnsauum OMONOTMYECKOTO WMHAMKATOpa ObICTPOro YTeHUs
Attest (nonoxuTenbHas KOHTpPONbHas nNpoba) Kax;lblih pa3 B TOT AeHb, KOrga OCyLecTBASETCS
MHKybauna uHAMKaTtopa, nojsepriierocs crepunmsauuu. 3anuwmte 6ykBy «C» u pgaty Ha
aTUKeTKe. WHAMKATOP MONMIOXWUTENbHON KOHTPO/IbHON MpoObl JO/MKEH OblTb C TakUM ke
HOMepOM  MapTuM, Kak W  CTepuIn30BaHHbIN  UHAMKATOp. [lpoBefeHWe  MHKy6auuu
MOMOXUTENbHON KOHTPO/IbHBIA NPo6bl 06ecneynBaer:

* co6MOAeHNE NPaBUIbHOWK TeMnepaTypbl MHKYybauuu;

* COXpaHeHWe >XW3HECrnocobHOCTU CMnop B C/yvyae HenpasBU/bHOW TemnepaTypbl XpaHeHus,
BNXHOCTM UM HAXOXAEHNA XUMUYECKMX BeLLecTB BONM3N MHAMKATOPA,;

* CNOCOBHOCTbL cpefbl 06ecneymBaTb GbICTPbIA POCT CROP; U

* HaAnexawiee  PYHKUMOHMPOBAHME  KOMMOHEHTOB  aBTOMATMYECKOr0  CYUTHLIBAOLLETO
yCTpOICTBa.
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9. MpoBoanTe  MHKYbGauLMK  MONOXWUTENbHOW  KOHTPO/IbHOW  Npobbl M noABeprwerocs
CTepuAn3aLmm MHAMKaTopa Ha NpoTsHKeHMn 4 yacos npu Temnepatype 37+2 °C u cumTbiBainTe
pesynbTatbl B ABTOpuaepe Attest 290G wunmn aeTopupacpe Attest 390G. Mo Hagnexaiwemy
MCNOMb30BaHWUIO fAaHHOro obopypnoBaHMs CM. PyKOBOACTBO MO 3Kcnfyatauuu ABTopuaepa.
ABTOpMAEPbl aBTOMATMUYECKN NPOoM3BOAA!" CUMTbIBAHME U MOTYT NOKasblBaTb MOJIOXUTE/IbHbIE
pe3ynbTaTbl MeHee Yem 3a 4 yaca. OKOHYaTeNbHOe (PIyopecLeHTHOe oTpuMLaTeNbHOe NoKasaHue
6uonornyeckoro uHAMKatopa onpegenserca 3a 4 yvaca. Ecnm oTHOCMTENbHas BIAXKHOCTb
Kamepbl cTepunusatopa coctasnser 35 %, 3anuwnTe OKOHYaTe/bHble MOKasaHuUa W yjanute
nofBeprwnica crepunmsauum  uHaukatop. Ecnm  oTHocuTenbHas BNAXHOCTb  Kamepbl
cTepunusatopa HeusBecTHa wunm <35 %, nNpogo/mkanTe WHKy6auuto 6GUONOrMYecKoro
MHOMKaTopa [0 pH pe3ynbTaToB M3MEHEHWs LBeTa, MOCKONbKY HWU3Kas OTHOCUTENbHAsA
BNXKHOCTb MOXET YBENMYUTb BpeMs (YOPEeCLEHTHOI0 CYMTbIBAHWUA CBbIle 4 4acos.
MoTpebyeTca yBNaXXHEHHbIA MHKY6aTOop, YTOObI cpefa He BbiCbiXana.

MHTepnpetauus pesynbLTaTos:

®yopecLeHTHbIe pesynbTaThl:

MonoxuTenbHas KOHTPO/NbHas Mpoba 6OMONOrMYECKOro WHAMKATopa AO/MKHA o0becneynTb
NONOXUTENbHbIV pe3ynbTata [KpacHas namna Ha Astopugepe Attest 290G nnm 3Hak «nioc» (+)
Ha J>XK-aucnnee AsBTopugepa Attest 390G|. Ecnu nonoxuTenbHas KOHTPO/NibHas npoba
610M10rMYecKoro WHAMKaTopa MOKa3biBaeT O3puuaTeNbHblli pe3ynbTaT [3eneHasd namna Ha
aBTOMaTMYeCKOM CcUMUTbIBalOWeM YycTpoicTBe Attest 290G unm 3Hak «MuHyc» (-) Ha XKK-
aucnnee AsTopugepa Attest 390G], obpaTuTecb K COOTBETCTBYIOLWEMY PYKOBOACTBY MO
akcnnyaraumm Astopuaepa Attest, pasgen no ycTpaHeHUIo Henonafok. NposegnTe NMOBTOPHOE
nUcnbiTaHMe C HOBOW MNOMOXWUTENbHON KOHTPONbLHOW NPO60O 6GMONOrMYEecKOro MHAMKaTopa.
PesynbTaTbl NOABEPrLIerocs crepuamsayuy 6MONOTMYECKOro WMHAMKATOpa HeLelCTBUTENbHbI,
nMokKa TMONOXWUTENbHAA KOHTPO/bHAA npo6a OMONOrMYecKOro WHAMKATOpPa He MOKaxeT
MOMIOXUTENbHbIE PE3Y/bTaThI.

B cnyyae ¢ nogseprwumcs cTepuavsauum 6U0N0rMYeckKUM WHAMKATOPOM MOSIOXUTENbHbIN
pe3ynbTaT [KpacHas namna Ha AsTopugepeALle3! 290G mnm 3Hak «nac» (+) Ha XXK-gucnnee
ATopuaepa Attest 390G] o3HauaeT HenpaBW/bHbLIA Npouecc cTepunusaunn. OTpuuaTeNbHbIl
pesynbTar [3eneHad namna Ha Astopugepe Attest 290G unu 3Hak «MuUHyc» (-) Ha XXK-gucnnee
ABTopuaepa Attest 390G] uepe3 4 vaca MHKy6aUMM U OTHOCUTENbHOW BAAXHOCTM B 35 %
yKa3blBaeT Ha NpuemMaeMblii NpoLecc cTepuansaLmm.

PesynbTaT: M3MEHeHMe OKpacky nHankatopa no pH

MosiBNeHMe XEeNTO OKpacku y MHAMKaTopa, NOABEPrHYBLUEroca CTepuansauunm, ykasbiBaeT Ha
pocT 6aKTepuil M HeHagnexawunin npouecc crepuamsaunn. OTCYTCTBME W3MEHEHUSA OKpacKu
yKasblBaeT Ha TO, 4YTO MPOLECC CTepUaM3auMm COOTBeTCTBYeT TpeboBaHMAM. OKOHYaTeNbHbIN
oTpuuaTenbHbli  pe3ynbTaT MOMAy4YaeTcs 4yepe3 7 [AHed WHKyb6auumn. [1010XKWUTENbHbIA
KOHTPONbHbIA WHAMKATOP AO0/DKEH MOKas3aTb U3MEHEeHMEe OKPacKu C CUHEe-3eNeHON Ha XenTyto,
4yTOObI NOATBEPAMTL pe3y/bTaTbl MHAMKATOPA, NOLBEPTrLIEroca CTepUIn3aLmu.

10. Hemea/sleHHO MNpUMMWUTE Mepbl MPY  NPOABAEHUN NHO6bLIX MOMOXUTENbHBIX pesyfbTaTax
o6uonornyeckoro uHAMkaTopa. Bcerfga npoBofMTe MNOBTOPHbLIA TeCcT CTepuamsatopa U He
NCMoNb3yinTe CTEPUNN3ATOP ANA CTepuaM3aumm 3arpysok, noka pesynbTarbl O6MOM0rMYecKoro
WHAMKATOpa He CTaHYT oTpuuaTenbHbIMU.

Bannpayuuna ymeHbweHNa BpeMeHN UHKybauum (4aHHble HafLeXHOCTU NMoKasaHunii)

Ana noATBepXAeHUs MOKasaHWiA, NOMyYeHHbIX 3a nepuog 4 yaca, AN B ClyyYae HEW3BECTHOW
NN HU3KOM (<35 %) OTHOCUTENbHOM BNAAXHOCTU KaMepbl MOFYT MCMO/b30BaTbCS Pe3y/bTaThl,
NoNy4YeHHble 3a nepuos 7 [fAHeid. Bo wnsbexaHue BbICbIXaHWA CpeAbl B TeyeHuWe 7 [AHeN,
noTpebyeTcA YBNAXHEHHbI WMHKy6aTop. VIHAMKATOPbI €XEeLHEBHO MPOBEPAKTCA Ha Hanuume
BMAMMOTrO M3MeHeHns oKpacku. Ilocne 06paboTKmM B CTaHAAPTHBIX YCN0BUAX cTepunnsaumnn 30,
pe3ynbTathl PyopecueHLMr 3a nepmos 4 yaca CpaBHUBAKTCA C CEMUAHEBHBIMU BU3YyaNbHbIMU
nokasatensimu, u4To6Gbl OMpeAennTb HaLeXHOCTb MNOKasaHWi MHAMKaTopa. HageXHoCTb
noKasaHuii BMONOrMYecKOro WHAMKaTopa ObICTpOro uteHus Attest 1294 onpepgenserca c
MOMOLLbIO pacyeTa YyBCTBMTE/IbHOCTY B CneaytoLlein tabnuue.
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Buonornyeckne nHamMKatopbl 6bICTPOro UteHns Attest 1294
EmkocTtb Joslyn EO BIER, Oxyfume® 12 ra3
600 mr 30/1,37 °C, 60 % RH n 600 mr 30/1,54 °C, 60 % RH

PocTt dnyopecueHUmna
Kon-Bo Kon-Bo
MONOXWUTENbHbI  OTpUUaTeNbHbIX  YyBCTBUTE/bH
NcnblTaHH 1 pe3ynbTaToB Pe3ynbTaTtoB 3a 4 OCTb
0Oe K0/1-BO pocta3a 1684 u
37 °C 37 °C 1110 752 0 100%

54 °C 37 °C 1300 842 0 100%
UyBCTBUTENbHOCTb = TK0ON-BO NONOXUTENbHbLIX Pe3ynbTaTOB pocTa Yepe3 168 yacos') - (Kon-Bo
oTpuuaTtenbHbIX pesynsTatoB) X100
Kon-Bo MOMIOXUTENbHbIX pPe3ynbTatoB pocTa cnop yepes 168 yacos

Mpouecc Temnepatypa
cTepunm3auumn MHKyb6auum

B Tabnvue nokasaHo, YTO 6blNM 0O6HAPY>KeHbI BM3YyaslbHble MOMOXUTE/bHbIE pe3ynbTaTbl pocTa
Cnop B TeyeHMe BCex 7 fAHein (T.e. 168 yacoB) ¢ NO.mMOWbK (ayopecueHumMn 3a 4 vaca
NHKyb6auun. 3T0 03Ha4YaeT, YTo 6bINN 06HAPY>KeHbl OTpULLATEIbHbIE UHANKATOPbLI NMocne 4 4acos
MHKy6auun. Ha ocHOBaHWW 3asaBMEHHOW HaLeXHOCTW MoKasaHuii B >97 % pe3ynbTaToB
6ronormyeckoro MHAMKatopa 3a 4 vaca, HeT CMbICNa MPOBOAUTL MHKYbaLuUi0 6MONOTrMYECKOro
NHANKaTopa ObICTPOro yTteHusa Attest 1294 cBbilwe 4 4acoB, eC/ii OTHOCWUTE/IbHAas BIAXHOCTb
Kamepbl cTepunmnsaTopa Boile nnu pasHa 35 %.

XpaHeHne N CPOK XpPaHEHUS

* Havnyuiwimne ycnosus xpaHeHus obecrneymBaroTca B 06bIYHbIX KOMHATHbIX ycnosumax: 15-30°C.
e He xpaHuTb 6MONOrMYECKME WHAOMKATOPbI PALOM CO  CTepuaunsaTtopaMmu  wan  ApyrumMu
XUMWYECKNMK BeLLeCTBaMU.

* CpOK XpaHeHUss OGMOMOrMYECKUX WMHAWKATOPOB 6bLICTPOro uTteHus Attest 1294 coctasBngert 2
roga c fartol npoussofcTtea. [lata ncrevyeHma cpoka ykasaHa Ha BW n ynakoBke ¢ ykasaHuem
roga (4 undgpbl) n mecsua (2 undpbl) UCTeveHUs cpoka aencTens (Hanp., 2017-07).

* Bca uHopmaums cnpaBa OT 0003HAYeHMs NapTuyM O3HadyaeT nmomep naptum (Hanp., 2017-
07AD).

» ['paHcnopTupoBKa. pn TpaHCMOPTUPOBKE MW3LeNns MOTryT WCMbITbiBaTb KPaTKOBPeMEHHOoe
N3MeHeHUe TemnepaTypbl, He BAUSOWeEe Ha 6e30MNacHOCTb W XapaKTePUCTUKN  U3LENNiA.
MegnUMHCKOE n3fenne MOXeT NepeBo3nTbCs N06bIM BUAOM TpaHCNOpTa.

* YcnoBma nNpuvMeHeHWs: Npu KOMHaTHOW Temnepatype 15-30 °C, 3HauyeHUs BMAXHOCTW U
[aBfIeHUs He pernaMmeHTUpyLoTCS.

YTtunnsauunsa

YTunusnpyinte wnCMnonb3oBaHHble 6Guonornyeckne WHAMKaTopbl Attest B COOTBETCTBUMM C
NMONMNTUKOM Ballero MeAWLMHCKOro y4ypexzaeHus. Bam MOXeT NoHafobuTbCA CTepUN30BaThb
no6ble NOMOXUTENbHbIE 6uonornyeckme uHAMKatopbl npu 121 °C B TeyeHuMe He MeHee 15
MUHYT, npn 132 °C B TeyeHne 10 MMHYT B NaporpaBMTalMOHHOM cTepunusaTope unu npu 132
°C B TeyeHue 4 MMHYT B NapoOBaKyyMHOM CTepun3aTope.

[na nogseprwmnxca crepunmsaumm bW, B KOTOpbIX Moc/ie cTepunmsanmm obHapyxeHa pasbutas
amnyna, unm ecnu yepHuna XW BbIrnagat cmasaHHbIMW WAWM TeKyYUMU (ECNN BKITHOYEHBI),
octaBbTe b 1 XW B cTepunnsayMoHHOM nakeTe, MOMeCTUTE NakeT B YMNaKOBKY, COBMECTUMYIO
C MapoBOi cTepunusaumenn U CTepunnu3yiTe Mapom B COOTBETCTBMM C BbllUEYKa3aHHbIMU

napameTpamu.
YTunusaums  ynakoBKU/COAEPXMMOrO  AO/DKHA  OCYLIECTBASTLCA B COOTBETCTBUM  C
MEeCTHbIMWU/PernoHanbHbIMU/HALMOHANbHBIMU/MEXAYHAPOAHbIMU Tpe6oBaHUAMU.

MeguunHCKMe  M3Lenus  [O/MKHbl - YTUAN3NPOBATLCA  MECTHbIMW  MYy6/MYHO-NPaBOBbIMY
opraHusaumamu B cooteBetcTBuu ¢ CaHlMunH 2.1.7.2790-10 «CaHMTapHO-3NMAEMMNONOrNYecKme
TpeboBaHUS K 06paLleHnio ¢ MeAULMHCKMMWN 0TX04aMU» Knacc 0TX040B b).
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TexHnyeckoe 06CNy>XMBaHNE N PEMOHT
HenpumeHnmo. TonbkKo gnd o4HOPa30BOro NPUMEHEHUS.

Ctepununsauuns
[aHHas npoAyKumnsa NocTaBNseTCA HECTEPUIILHOWA.

CBefleHUs 0 KNierkax, TKaHAX W opraHax >XWBOTHbIX, COAEPXalUXCcs B MEAULMNHCKOM
n3genuu

JleKapcTBeHHble BelllecTBa: MeANLMHCKOE U3MeNNe He COAEPXUT NEKAPCTBEHHbIX BELLECTB W He
BBOAWT NeKapCTBEHHbIE BELLECTBa.

MpounsBoaHble YeNOBEYECKO KpoBW: MeAauLMHCKOE W3[enne He COAEPXWUT U He AocTaBnset
MPOM3BO/HbIE Y€/I0BEYECKOI KPOBU.

BellecTBa )XMBOTHOTO MPONCXOXAEHNA. BELLECTBA XXUBOTHOTO NMPOUCXOXAEHNA NMpeaHAMEPEHHO
B n3gennsa He ,EI,O6&BI'IF|I'OTCFI.

MapaHTUK

OueHKa KayecTBa NMpoAyKTa OCYLLEeCTBNAETCA Ha CTafuu NMOKPbITUSA cnopamun (Moc/e HaHeceHus
CNOp Ha NOMOCKU, KOTOpble ByAYyT NOMeLLeHbl B UHANMKATOPbI B KA4eCTBE MOIOCOK CO cropamu).
[aHHble, NOMyYeHHble NO pe3ynbTataM TaKOW OUEHKWU, WCNOMb3YITCA MNpu  OPOpPMIEHUM
CepTU(MPUKATOB Ka4yecTBa.

KoMNNeKTHOCTb NOCTaBKM
50 dnakoHOB BW/KOpOo6Ka, 4 KOPOGKU/ALLMK

Mapknposka

3penns noctaenfoTCA B YNakoBKe C MapKMPOBKOW, COfiepXalleil crefyowyo NHGopmauuio:
HaMMeHOBaHWE Y HOMEP M3AeNnd Nno KaTtanory; HoMep napTumM U CPOK rOAHOCTU, HaMeHOoBaHue
N afpec NpoV3BOAUTENSA; COLEPXUMOE; YCNOBUSA XPAHEHWUA/TPAHCMOPTMPOBKU; MHAOPMALINIO O
TOProBbIX MapKax, a TakXe CUMBOMbI - BHumaHue! O6paTuTecb K 3KcnnyatauMOHHbIM
OOKYMEHTaM, BpeMs UHKy6aLuu.

TexHnyeckne XxapakTepnucTuku

CTeknaHHaa amnyna: gnameTp 6,4+0,2 mm, BbicoTa 39,6+1,07-0,8 mm
MnacTukoBas npobupka: guametp 8,5+0,05 mm, BbicoTa 50,8+0,5 MM
MnacTukoBas Kpblweyka: gnnHa 13,2+0,13 mm, guametp 10,7+0,13mMMm

O¢ununanbHbIl NPON3BOLUTEND
«3M KomnaHu, 3M Xenc Keap», CLUA
3M LeHTp, 2510 KoHBeit ABeHto, cTp. 275-5W-06, CeHT-IMon, MuHHecoTa, 55144, CLUA

YNo*1 HOMOYEHHbIA NpeAcTaBUTENb Ha TeppuTopun PO

AO «3M Poccua»

108811, r. MockBa, Hoc. MockoBCKuil, Knesckoe wwocce, 22-i km, a. 6, ctp. 1
+7 (495) 784 7474 | +7 (495) 784 7475 (hakc)

3n. noyrta: 3mra@mmm.com

11-2019
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[MepeBofn faHHOTO TeKCcTa chenaH MHOI, nepesogHMKOM MaHKOBbIM AHLpPeeM BukTopoBuyem,

Poccuiickas ®epgepauyus
opog MockBa
MATHaguaTOro AHBapy ABe ThiCAYN ABafLaTOro roga
A, PebpuHa EneHalMnTpuesHa, BpEMEHHO UCNONHAK W A% 0693aHHOCT 1 HOTapuyca
ropoga Mocksbl AkumoBa Fne6a bopucosuya, cBUAETEeNbCTBYI NOLANHHOCT b NOANUCK NEPEBOAUNKA
MaHKkoBa AHApes BukToposuya.
Mognuch caenaHa BMOeM MPUCYTCTBUU.
NTnyHocTb Nnognucaswero JOKYMEHT yCTaHoB/NeHa.

3aperucTpuposaHo BpeecTtpe: M 77/09-H/77-2020- [«
B3bickaHOo rocyfapcTBeHHOR nowanHbl (no Tapudy): 100 py6.
YnnayeHo 3a OKaszaHue ycnyr npaBoBoe W TexHuyeckoro xapakTepa: 300 py6.

E.[, PebpuHa

t
Bcero npowHypoBsaHo, 0BaHO

W CKpEnieHo feugThioy”

BPMNO HoTapuyca
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POCOVIY CLLbEN9B<1LIM
lopog
LLECTHaouATOMO SHbapn 4K ThemaaLLIOLLg

S OeiiHeko [Mioumuna BanepuasiHa. BPEMEHHO WCMOMHSIOWAS
0653aHHOCTY HOTapuyca ropofa MockBbl [MPOKOLLEHKOBOW EneHbl
EBreHbeBHbI, CBUAETENbCTBYIO BEPHOCTL KONW*™ npcta’.ne(],Horo
MHe [JOKyMeHTa.
3apeructpuposaHo Bpeectpe: N 21/08-m/77-rorO-

BablokaHo rocysapcraeny(LLBBaaH"8a;;rapn(}ly)
YririaueHo 3a oHas

Ream n,r)or:1HypcaaHc,
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KOT4A

state of Minnesota - Secretary of State

This Certificate is not valid for use anywhere within the United States of America, its territories or possessions. 0 f
Apostille
(Convention de La Haye du 5 Octobre 1961) Yy

1. Country (Pays): United States of America

This public document (Le present acte public) Biological Indicators for Sterilization Quality Control

2. has been signed by (a ete signe par) Ryan J. Bartz
3. acting in the capacity of (agissant en qualite de) Notary Public, State of Minnesota

4. bears the seal/ stamp of (cst revetu du sceau / timbre de)
Ryan J. Bartz, Notary Public, State of Minnesota

Certified
Atteste

5. at (a) St. Paul, Minnesota 6. Date (Date) 11/15/2019

7. by (par) Secretary of State, State of Minnesota 8. File No (Sous n") 1 18405400149

9. Seal/ Stamp (Sceau / Timbre): 10, Signature (Signature):

Steve Simon

Secretary of State
State of Minnesota

This Apostille only certifies the authenticity of the signature and the capacity of the person who has signed the public document, and, where
appropriate, the Identity of the sea! or stamp which the public document bears.

This Apostille does not certify the content of the document for which it was issued.

To verify the issuance of this Apostille, see httDs://apostllie.sos.state.mn.us.

This certificate does not constitute an Apostille under the Hague Convention of 5 October 1961, when it Is presented in a country which
is not a party to the convention. In such cases, the certificate should be presented to the consular section of the mission representing
that country.

Cette Apostille atteste uniquement la yéracKé de la signature, la quality en laquelle le signataire del'acte a agi et, le cas dchdant. I'identltd du
sceau ou timbre don't cet acte public est revetu.

Cette Apostille ne certifie pas le contenu de I'acte pour lequel elle a é118e.

Cette Apostille peut dtre v/ rifire ~ I'adresse suivante:httPs://apostllle,8QS.8tate.mn.us. Ce certificat ne constitue pas une Apostille en vertu
de la Convention de La Haye du 5 Octobre 1961, lorsque prisent® dans un pays qui n’est pas partie » cette Convention. Dans ce cas, le
certificat dolt 6tre prisente 'a la section consulaire de la mission qul repr*sente ce pays.
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3M Health Care Business 3M Center
2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 U.S.A.
651 733 m o

To whom it may concern

In my capacity as International Regulatory Affairs Associate, 3M Health Care Business, St.
Paul, MN, USA, | certify that attached IFU for:

Biological Indicators for Sterilization Quality Control:
Attest Super Rapid Readout Biological Indicators for rapid and reliable monitoring of
the 270°F (132°C) and 275°F (135°C) dynamic-air-removal steam sterilization cycles

in English language is truthful and accurate

1¢ ~"1H
Regina Feferman Date A
International Regulatory Affairs Associate
3M Health Care

State of Minnesota )
County of Ramsey) SS

Subscribed and sworn to before me thisAa a 1 . day of November 2019.

] K
Ryan , Notary Publi(
My Co ission Expiresf-J*uary 31, 2024

RYAN J BARTZ
Notary Public, State of Minnesota
My Commission Expires P
January 31,2024
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Instruction for Use

Biological Indicators for Sterilization Quality Control:
Attest Super Rapid Readout Biological Indicators for rapid and reliable monitoring of the 270"F
(132°C) and 275°F (135®C) dynamic-air-removal steam sterilization cycles

Product Description

Attest Super Rapid Readout Biological Indicators for rapid and reliable monitoring of the 270°F (132®C)
and 275®F (135®C) dynamic-air-removal steam sterilization cycles (The 3M Attest Super Rapid Readout
Biological Indicator 1492V (brown cap, referred to herein”er as the 1492V BI)) is a self-contained
biological indicator specifically designed for rapid and reliable qualification testing and routine
monitoring of 270°F (132°C) and 275°F (135°C) dynamic-air-removal (pre-vacuum and steam-flush
pressure-pulse (SFPP)) steam sterilization processes when used in conjunction with a 3M Attest
Auto-reader 490 (hereinafter referred to as the 490 Auto-reader) or a 3M Attest Auto-reader 490H having
software version 4.0.0 or greater (hereinafter referred to as the 490H Auto-reader). The 1492V Bl is a
single-use device.

A schematic illustrating the design of the 1492V Bl is provided in Figure 1

PROCESS INDICATOR
BI CAPWITH LABEL
VIAL

MEDIA AMPOULE
AMPOULE CRUSHER
NONWOVEN MATERIAL
GROIATH CHAMBER

SPORE CARRIER

Figure 1

The self-contained design includes a carrier with spores of Geobacillus stearothermophilus and a media
ampoule containing bacteriological growth medium which meets the requirements for growth promoting
ability specified in ISO 11138-1:2017. The spore carrier and media ampoule are contained in aplastic vial
topped with a brown cap. A chemical process indicator which changes from pink to light brown or darker
upon exposure to steam is located on the lop ofthe cap.

The 1492V Bl utilizes the a-glucosidase enzyme system, which is generated naturally within growing
cells of Geobacillus stearothermophilus. The a-glucosidase in its active state is detected by measuring the
fluorescence  produced by the enzymatic hydrolysis of a non-fluorescent substrate,
4-methylumbelliferyl-a-D-glucoside (MUG). The resultant fluorescent by-product, 4-methylumbelliferone
(MU), is detected in the Auto-reader. The presence of fluorescence within the specified incubation time of
the 1492V Bl in the 490 or 490H Auto-reader indicates a steam sterilization process failure.

The 1492V BI can also indicate the presence of G. stearothermophilus organisms by a visual pH color
change reaction. Biochemical activity of the G. stearothermophilus organism produces metabolic
by-products that cause the media to change color from purple to yellow which also indicates a steam
sterilization process failure. Use of this indication method is optional and is typically restricted to special
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studies.

Readout Times
The super rapid readout and the optional 48-hour visual pH color change incubation times have been

correlated with a 7-day incubation period following the FDA’s Reduced Incubation Time protocol.
Processed indicators were examined at 48 hours and 7 days for detection of a visual pH color change. The
fluorescent result and the 48-hour visual pH color change readings were compared to the 7-day visual pH
color change readings to determine the readout time of the indicator. The time to a fluorescent result is
determined by the software version programmed on the Auto-reader.

24-minute Fluorescent Result

1492V Bis incubated in a 490 or 490H Auto-reader having software version 4.0.0 or greater have a 24
minute reduced incubation time result that correlates to the 7 day (168 hours) visual readout result > 97%
of the time.

1-hour Fluorescent Result

1492V Bis incubated in a 490 Auto-reader having a software version less than 4.0.0 have a 1 hour reduced
incubation time result that correlates to the 7 day (168 hours) visual readout result >97% of the time.
48-hour Visual pH Color Change Result

1492V Bis incubated in either a 490 or 490H Auto-reader have 48 hour reduced incubation time results
that correlate to the 7 day (168 hours) visual readout result >97% of the time.

Due to the high reliability of the fluorescent result there is no advantage to incubating 1492V Bis after the
fluorescent result has been determined by the 490 or 490H Auto-reader and recorded.

Note: To determine the software version on a 490 or 490H Auto-reader, depress the Information Button
once. The Auto-reader will display two lines of text on the LCD display. The top row indicates (left to
right):

* Serial number

* Software version (V X.Y.Z)

 Current date and time.

Intended Use
Sterilization quality control
Scope ofuse: Sterilization

Indications for Use

Use the 3M Attest Super Rapid Readout Biological Indicator 1492V in conjunction with the 3M Attest
Auto-reader 490 or Attest Auto-reader 490H having software version 4.0.0 or greater to qualify or monitor
270°F (132°C) to 275°F (135°C) dynamic-air-removal steam sterilization cycles.

Contraindications
None.

Potential consumer
Only for professional use

Possible side effects
No known possible side effects.

Warnings

There is a glass ampoule inside the plastic vial ofthe biological indicator (BI). To avoid the risk of serious
injury from flying debris due to a ruptured BI:
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Allow the BI to cool for the recommended lime period before activating. Activating or excessive
handling of the BI before cooling may cause the glass ampoule to burst.
» Wear safety glasses and gloves when removing the Bl from the sterilizer.
» Wear safety glasses when activating the BI.
» Handle the BI by the cap when crushing or flicking.
» Do not use your fingers to crush the glass ampoule.

Precautions

1. DO NOT use the 1492V BI to monitor sterilization cycles which it is not designed to challenge:
a. Gravity-displacement steam sterilization cycles;

b. 250°F (121®C) dynamic-air-removal steam sterilization cycles;

c. Dry heat, chemical vapor, ethylene oxide or other low temperature sterilization processes.

2. To reduce the risk associated with incorrect results:

« Do not place tape or labels on 1492V Bl prior to sterilization or incubation.

« Do not incubate a 1492V BI if, after processing and before Bl activation, it is observed to have a broken
media ampoule. Retest the sterilizer with a new biological indicator.

* After processing, allow Bl to cool for 10 minutes before incubation.

 After BI activation, ensure media has flowed to the spore growth chamber.

Monitoring Frequency
Follow facility Policies and Procedures which should specify a biological indicator monitoring frequency
compliant with professional association recommended practices and/or national guidelines and standards.
As a best practice and to provide optimal patient safety, 3M recommends that every steam sterilization
load be monitored with a biological indicator

Directions for Use

1. Identify the 1492V BI by writing the load number, sterilizer, and processing date on the indicator label.
Do not place another label or indicator tape on the vial or on the cap.

2. Place the 1492V BI in a representative tray configuration or Process Challenge Device (PCD) as
recommended by professional association guidelines or national standards for healthcare facility practice.
Do not place the 1492V BI in direct contact with a chemical indicator as residue could transfer to the
biological indicator and affect the result.

3. Place the PCD in the most challenging area of the sterilizer. This is typically on the bottom shelf, over
the drain, however, the sterilizer manufacturer should be consulted to identify the area of the chamber
least favorable to sterilization.

4. Process the load according to recommended practices.

5. After completion of the cycle take the PCD out of the sterilizer, and remove the 1492V BI.

6. Allow the 1492V BI to cool for 10 minutes prior to activation.

7. Check the process indicator on the top of the cap of the 1492V BI. A color change from pink to light
brown or darker confirms that the 1492V BI has been exposed to the steam process. This color change
does not indicate that the steam process was sufficient to achieve sterility. If the process indicator is
unchanged, check the sterilizer physical monitors.

8. To activate the biological indicator, place it in an Attest Biological Indicator Activator.

Close and squeeze the activator to close the 1492V Bl cap and crush the media ampoule. Then remove the
Bl and flick it (see pictures). Visually verify that media has flowed into the growth chamber at the bottom
of the vial. If the media hasn’t filled the growth chamber, hold the Bl by the cap and flick it until media
fills the growth chamber. Place the activated 1492V BI:

- inany well ofa 490 or 490H Auto-reader having software version 4.0.0 or greater

or

- in an incubation well of a 490 Auto-reader having software version less than 4.0.0 which is color-coded
brown (i.e., configured to incubate 1492V Bis) and wait for the result. See the Auto-reader Operator’s
Manual for further information related to its use.
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1492V BI to use as a positive control. Follow the activation instructions provided in Step 8 above. Write a
"C" (for "control") and the date on the Bl label. The positive control should be from the same lot code as
the processed biological indicator. The positive control Bl helps confirm:

* correct incubation temperatures are met,

« viability of spores has not been altered due to improper storage temperature, humidity or proximity to
chemicals,

* capability of media to promote rapid growth, and

« proper functioning of the Auto-reader.

10. Incubation and Reading:

Incubate the positive control and steam processed 1492V Bis in a 490 Auto-reader or a 490H Auto-reader
having software version 4.0.0 or greater. See the Auto-reader Operator’s Manual for the proper use of this
equipment. The Auto-reader will indicate a positive result as soon as it is obtained. The final negative
1492V Bl reading is made at:

- 24 minutes in 490 or 490H Auto-readers having software version 4.0,0 or greater

-1 hour in 490 Auto-readers having software version less than 4,0.0.

After the results are displayed and recorded, the 1492V Bis may be discarded.

Interpretation of Results

Fluorescent Results

The positive control (unprocessed) 1492V Bl must provide a positive fluorescent result (+ on the 490 or
490H Auto-reader LCD display). Processed 1492V Bl results are not valid until the positive control reads
fluorescent positive. If the positive control reads negative (- on the LCD display), check the Auto-reader
Operator’s Manual Troubleshooting Guide. Retest the Auto-reader with a new positive control.

With processed 1492V Bis, a positive (+ on the LCD display) result indicates a sterilization process
failure. A final negative processed 1492V Bl reading (- on the LCD display) after the specified incubation
time indicates an acceptable sterilization process.

Act immediately on any positive results for processed Bis. Determine the cause of the positive Bl
following facility policies and procedures. Always retest the sterilizer and do not use sterilizer for
processing loads until three consecutive BI results are negative.

Optional Visual pH Color Change Result

The 1492V Bl is normally discarded after the fluorescent result has been recorded.

If, however, special studies are desired, 1492V Bis may be further incubated for a visual pH color change
result. After activation and during incubation, the white Nonwoven Material will absorb the bromocresol
purple indicator, the pH-sensitive indicator dye in the growth media, and appear blue. In the case of the
positive control Bl a yellow color change of the growth media and/or Nonwoven Material will

appear within 48 hours. Any observation ofa yellow color within the vial indicates a positive result.
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un the case of a processed 1492V BI, a media and/or Nonwoven Material color change jfrom purple to
yellow indicates a sterilization process failure. A negative pH color change result, i.e., media and
Nonwoven Material remain purple/blue, can be assessed at 48 hours.

Storage/ Shelf Life

* Best stored under normal room conditions: 15-30°C (59-86°F), 35-60% relative humidity.

* Do not store these biological indicators near sterilants or other chemicals.

* Attest 1492V biological indicators have a 24 month shelf life. The expiration date is indicated on the Bl
and packaging by an hourglass symbol followed by the 4-digit year and 2-digit month of expiration.

* Transportation: During transportation, the products can be exposed to short-term temperature changes,
which do not affect the safety and products specifications. Transportation of medical device is carried out
by all type of transport.

0
» Usage: at room temperature 15-30 C. Values of humidity and pressure are not regulated.

Disposal

Dispose of used biological indicators according to your health care facility policy. You may wish to steam
sterilize any positive biological indicators at 132°C (270°F) for 4 minutes or at 275°F (135°C) for 3
minutes in a dynamic-air-removal steam sterilizer prior to disposal.

For processed Bis observed to have a broken media ampoule after the sterilization process, or ifthe ink of
the CI appears smeared or runny (if included) leave the Bl and ClI in the sterilization pouch and place the

pouch in packaging compatible with steam sterilization and steam sterilize per the parameters above.
Packaging/contents should be disposed in accordance with the local/regional/national/ international

regulations.
Medical products should be disposed by the local public law organizations in accordance with SanPiN
2.1.7.2790-10 “Sanitary and Epidemiological Requirements for Medical Waste Treatment” waste Class

B).

Maintenance and repair data

Not applicable. Single use only.

Sterilization

These products are not supplied sterile.

Data on cells, tissues and animal organs contained in medical product

Drugs: Medical product does not contain and does not deliver drugs

Human blood derivatives: Medical product does not contain and does not deliver human blood derivatives.
Materials o fanimal origin: materials of human origin are not intentionally added in the product.

Warranties

The products are evaluated at coated spore jumbo stage (after spores coated to strips that will be placed in
the indicators as spore strips). The data generated from jumbo evaluation are used for the quality
certificates.

Content of packaging
50 Bls/box, 4 boxes per case

Labelling

Products are supplied in a package with labelling containing the following information: product name and
reference number; lot code and shelf life, name and address of the manufacturer; contents,
storage/transportation conditions; trademarks information; and symbols - Attention! Refer to Operating
Documents, incubation time.

Technical characteristics
Glass ampoule: Diameter 6.4+0.2 mm, Height 39.6+1.0/-0.8 mm
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1Plastic sleeve: Diameter 12.0£0.1 mm, Height 60£0.5 mm
/ Plastic cap: Length 20.0£0.2 mm, Diameter 14£0.2 mm

Legal manufacturer
3M Company, 3M Health Care, USA
3M Center, 2510 Conway Avenue, Bldg. 275-5W-06, Saint Paul, Minnesota, 55144, USA

Authorized representative on the territory of the Russian Federation:

AO “3M Russia”, Russia
108811, Moscow, Poselenie Moskovskiy, Kievskoe shosse, 22 km, 6, bld.I

+7 (495) 784 7474 | +7 (495) 784 7475 (fax)
e-mail 3rnrai/jnjnjn.a)ni

11-2019
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LLITaT MnHHecoTa - CekpeTapmaT LiTata

He ansi Ucnosib3oBaHUSt Ha TEPPUTOPUN M BO BRafieHUsIX CoeuHeHHbIX LLITaToB AMEPUKM.

AMNOCTUNDb

(B cooTBeTcTBUYN C Naarckoin KoHBeHuMel oT 5 okTA6psa 1961 r.)
1 CrtpaHa: CoegnHeHHble LI TaThl AMEPUKN

HacTtodwmin obnumanbHbliii LOKYMEHT: MHAMKATOPblI 6MON0rnyeckume ans
KOHTPONS KayecTBa CTepunmsaumnmu

2. nognucad PaliaHom . bapTuem

3. pencrteyrwowmm(-ein) B kKayecTBe HoTapuyca wrata MuHHecoTa

4. ckpenneH nevyatblo/wTaMHOM PaitaHa [x. bapTua, HoTapuyca wtata MuHHecoTa
YAOCTOBEPEHO

5. B T. CeHT-lMon, w'r. MnHHecota 6. [Mara: 15 Hoa6psa 2019 .

7. cekpetapem wTata MunHHecota 8. 3a Homepom 1118405400149

9. MevaTb/WwTamn: 10. Mopnwucek:

(MevaTb) (Moanwucy)

CtuB CailMoH
CekpeTapb LUTaTa
LLITaT MrHHecoTa

Bonbwas neyatb
wrata MnuHHecoTa

(Meuatb)
Odmc CekpeTaps wrtata MmnHHecoTa. Bonbluas neyats wtata MuHHecoTa

HacToswwmit anocTub ynocToBepsieT Ta4bKO NOAMHHOCTb MOAMKUCKA U MONHOMOUMSA UL, MOANMCaBLLEro OpuLManbHbIA JOKYMEHT, aTakke, B HAANEXaLLX Cay4asx,
NOAMMHHOCTb NeYaTn WAK LWTamMna, KOTOPbIMU OH CKPELLILEH.

HacToswwmit anocTu-nb He yNOCTOBEPseT CoAepXaHne A0KYMEHTa, Ha KOTOPOM OH NPOCTaB/eH.

[lns Toro 4to6bl yA,0CTOBEPUTLCS B (hakTe BblAaun HacTosLero anoctuns, cm https://aDostillc.sos.state.mn.us

HacTosiuee CBMAETENbCTBO HE WMEET CW.ibl aiiocTii.iM, COCTBB;IEHNOTO B COOTBETCTBMM C [aarckoil KoHBeHuueli ot 05 okTs6ps 1961 roga, npw
||peacTaB.ieHUM B rocyfapcTax, HC ABNAOLWMXCA yYaCTHUKaMU KOHBEHUMK. B Takux cryvyasx CBMAETENbCTBO HEOGXOAUMO NPeACTaBNATh B KOHCY.TbCKHH
oTfen Muccum, NPCACTaB.TAOLWCA Takoe rocyapcTBo.
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«3M Xenc Keap BusHec» 3M LleHTp,
2510 KoHBelh ABeHI0, CTp. 275-5W-06,
CeHT-lMon, MuHHecoTa, 55144, CLUA
651 733 T 0

(Meuatb)
Bonblias neyats wTtata MmnHHecoTa

[ONns npeabsBAeHNs Mo MecTy TpeGoBaHus:

f, cneymanncT No Bonpocam MeXAyHapo4HOro HOPMAaTMBHO-NPaBOBOr0 PEryampoBaHns KOMMaHUu
«3M Xenc Keap BbusHec», r. Cedt-llon, wrtar MwuHHecota, CoefunHeHHble LUTatel AMepuKwu,
CBUAETENLC'TBYIO, YTO Npuaaraemas UHCTPYKLMA NO MPUMEHEHNIO:

NHavkaTopbl 6MONOrnyYeckne 4 KOHTPONA KayecTBa CTEPUAU3ALLUN

Buonornyeckme nHAMKaTopbl CBCPXObIC TPOK 4TeHMA Attest Super Rapid Readout gna
KOHTpONA ctepunnsaumm napom npm temnepatype 132°C n 135°C B cTepunmsartopax
(hopBakKyyMHOro tuna

Ha aHTIMACKOM A3blKe SIBNSETCA BEPHON U TOYHOM.

(Mopgnuce) 14 Hoa6ps 2019 T.
PernHa ®edepmaH Jata
MeHefep HO BONpocamM HOPMaTUBHO-
MpaBoBOro PerynmpoBaHus
«3M Xenc Keap»

LLiTaT MuHHecota )
Okpyr Pamcu ) MecTO COBepLUeHNs HOTapuanbHOro 4encTens

MoanucaHo NoAa NPUCSToil B MOEM MPUCYTCTBMK cerofHs, 14 Hoabpsa 2019 r.

(Moanuce)
Paiian [>. bapTu, HOoTapuyc
CpoK MOMX MOMHOMOYMIA nctekaeT: 31 AHBaps 2024 .

(WTamm)
PAVAH XK. BAPTL,
HoTapuyc wtata MuUHHecoTa
CpoK MOMX NONHOMOYMIA ucTekaet 31 AHBaps 2024 .
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MHankaTopbl 6uonornyeckne 48 KOHTPOSA KavyecTBa CTepunm3aumnu:

Bruonornyeckme nHANKaTOpPbl CBEPXObICTPOro uteHnsa Attest Super Rapid Readout gns
KOHTpONA cTepunusayny napom npu temneparype 132°C n 135°C B cTepunusatopax
(hopBaKyyMHOro tuna

OnucaHue nsgenns
Buonornyeckme MHAMKATOPbI CBEPXOLICTPOro uTeHUs Attest Super Rapid Readout gns KOHTpons cTepunmsaumm

napoMm npy Temnepatype 132°C n 135°C B cTepunmsatopax opBakyyMHOro Tuna (Bronornyecknin nHAMKaTop
cBepx6b[C'rporo uteHnsa Super Rapid Readout 1492V, npomsBogcTBa 3M (C KOPUYHEBOI KPbILLEYKOM, 3[€eCh W fanee
- «B 1492V»)) - 3TO aBTOHOMHb[ii GMONOMMYECKMIA MHAMKATOP, paspaboTaHHbI cneuuanbHo Ans ObICTPOro u
HaZleXXHOTO PYTUHHOMO KBa/IM(IMKALMOHHOIO TECTUPOBaHWSA U PYTUHHOIO KOHTPONA npy Temnepatype B 132 °C u
135 °C ¢ napoBoii cTepunmsaumein hopBakyyMHbIM METOAOM OTKauky BO3dyxa (NpeaBapuTeSibHbIA Bakyym W
06paboTKa Mapom 1 UMMy/bcamy AaB/ieHns) NPy UCMoMb30BaHUM COBMECTHO C JiBTopuaepamu Attest 490H mnm
Attest 490, npoussoacTea 3M, ¢ nporpamMmmMHbIM 06ecrnedeHvem Bepceun 4.0.0 nnm Bbilwe (34eck 1 fanee - ABTopuaep
49011 wwm 490 ¢ nporpaMmMHbIM o6ecneveHvem Bepcn 4.0.0 i Bblwe). B 1492V sBnseTcs O4HOPa30BbIM
n3genvem.

CxemaTnyeckoe n3oopaxeHne KOHCTpyKuun B 1492V npeactaBneHo Ha pucyHke 1

\HMU<1ECKI1W W1ANK'ATOP MPOLLECCA

KPBILWWEYK UYIbIPEK  Qjj

AMMNYNA CO CPELOW

YCTPONCTI™ Tees et e
HETKAMHbIM MATEP1L4.1

K'AMEP/.14 BbIPN11WBA11NA

noarnas QP

PvcyHok 1
B COCTaB aBTOHOMHOI KOHCTPYKLMW BXOAUT HOCUTE/b CMOP Geobacillus siearothermophilus M amnysna co cpefioin, B
KOTOpOI HaxoamTcs cpefa AN pocTa 6akTepuid, YAO0BETBOPAKOLLAA TPeOGOBaHUAM K BO3MOXHOCTU YCKOPEHHOIO
pocTa, NpPeAycMOTPeHHbIM cTaHgapTom ISO 11138-1: 2017. HocvTenb €O criopaMn 1 amnysia co CPefioin Cofepkarcs
B NNaCTMKOBON MPOGMPKE C KOPUYHEBOW KPbILLEYKON. VHAMKATOP XMMMWYECKOro MnpoLecca, OKpacka KOTOporo
MEHSIeTCA C PO30BOr0 Ha CBET/I0-KOPUYHEBbIVA MM BONee TEMHbIA NPU BO3LENCTBUM Mapa, PacrionoXeH B BepxHel
4acTN KPbILLIKW.
B BM 1492V mcnonb3yeTcs a-rnioKo3ungasHas hepMeHTHas cuctema, Kotopast PopMMpyeTcs HaTypasibHbIM 06pa3oMm
BHYTPY PacTyLLUMX K/IETOK Geobacillus siearothermophilus. B aKTUBHOM COCTOSIHUM a-INOKO3K4a3a 06Hapy>KV1BaeTCs
MyTem M3MepeHVs qulyopecLieHLMM, CO3aBaeMOl (DepPMEHTATVBHbBIM TMAPOIM30M Hed/IF0OPeCLIEHTHOrO cy6eTpara,
4-meTnnymbennngepun-a-0-rnrokosnga (MUG). BO3HUKLLNIA cyonpoayKT (hnyopecueHLmu, 4-
MetunymbéennngepoH (MU), onpegensetcs ABTopuaepoM. Hanmure iyopecueHUMmn B TeHeHUe 3a4aHHOT0 BPeMEHM
NHKy6aLmn B B ABTOpUAEpe YKasbEBaeT Ha HeyaauHbEL npoLiecc napoBoii CTepuamaaLmm.
BW 1492V TakKe MOXeT yKa3blBaTb Ha Ha/mMuve opraHn3moB G. stearothermophilus nyTem BuaMMON peakLmm
MN3MEHEHUS OKpacKy MHAamKaropa no pH. bruoxmmmueckas akTMBHOCTb opraHusmMa G. stearothermophilus opmupyet
NOGOYHbIN NPOAYKT MeTabonmM3ma, Noj BO3AENCTBMEM KOTOPOrO NMPOUCXOANT U3MEHEHME OKPacKu C (O1O/eTOBOM Ha
XENTYH0, YTO Takoke YKa3sblBaeT Ha 601 npoLiecca NapoBoii CTepunm3aLmnmn. JaHHbIA METOA UHAVKALWN
MCrO/b3YeTCA M0 YCMOTPEHUIO MOJb30BATENA W, KaK NMPaBu/io, NMPYMEHSETCS TOKO B CMeLpaibHbIX
ccnesoBaHusX.

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



Bpemsa cunTbiBaHMA

CBepXx6bICTPOe CUNTbIBAHWE MOKA3aHWI U [ONOMHUTENIbHOE 48 YacoBOe BU3yaslbHOE U3MEHEHWE OKpacku
nHAvMKaTopa no pH 6bIN10 COOTHECEHO C 7-AHEBHbIM WHKYOALMOHHbBIM NepuoaoM corfacHo npotokony FDA.
O6paboTaHHble NMOKa3aTenn paccmaTpumBanuch B TedeElne 48 yacoB M 7 fHel AN BU3YaslbHOrO BbISIBNEHUS
N3MEHEHUS OKpacku nHaukaropa no pH. PesynbTathl aHann3a ayopecLeHunmn n 48-4acoBoro BM3yanbHoro
N3MEHEHNS OKpacKuM MHAMKaTopa no pH OblnM CONOCTaB/EHbl C 7-AHEBHbIMU pe3ynbTaTaMu BU3YaslbHOro
M3MEHEHWS OKpackn UHAMKatopa no pH ana onpefeneHns BpeMeHU CUMTbIBAHUA MOKa3aHWM MHAMKATOpA.
Bpems go nonyuyeHus pesynbTarta (hyopecLeHLUn Onpejensetcs Bepcuein NporpaMMHOro obecrneyeHus,
yCTaHOBNEHHOro B ABTOpUaepe.

PesynbTat (PiyopecueHUnn 3a 24 MUHYTbI

BW 1492V, nHkybuposaHHble B AsTopugepe 490 nnm 490H c Bepcueit nporpammHoro obecneyerus 4.0.0
WA BbIlWe, NMPOLEMOHCTPUPOBAIN pe3y/ibTarT TecTa CO CHMXXEHHbIM BpPeMeHeM WHKy6auuun, pasHbiM 24
MWHYTaM, KOTOpbI KOpPPenupyeT ¢ pe3ynbTaTOM BMU3YyanbHOIO CUUTbIBAHMA Yepe3 7 gHel (168 yacos) B >
97 % cnyyvaes.

PesynbTaT hiyopecueHumm 3a 1yac

BU 1492V, nHKy6upoBaHHble B ABTOpuiepe 490 c Bepcueli nporpammHoro obecnedeHuns Hwke 4.0.0,
NPOAEMOHCTPUPOBaIN pPe3y/ibTaT TeCTa CO CHVKEHHbIM BpeMeHeM WHKy6auuun, paBHbIM 4 yacaM, KOTOpbIl
KoppenmpyeT ¢ pe3ynbTaTOM BM3Yya/lbHOr0 CYMTbIBaAHWA Yepe3 7 AHei (168 yacoB) B > 97 % cny4aes.
V3meHeHWe oKpacku nHamkatopa no pH 3a 48 vyacos

B 1492V, nHkybupoBaHHble B ABTopuaepe 490 nnu 490H co CHMXEHHbIM BpPeMeHeM MHKYOaLun, paBHbIM
48 vaca, KOTOpbI/i KOppenupyeT C pe3ynbTaTOM BU3Yya/lbHOrO CUMUTbIBaHUS yepe3 7 AHei (168 vacos) B > 97
% cnyuyaes.

B CcBA3M C BbICOKOW HafeXHOCTbIO pe3ynbTaTa (iyopecueHunn nHKy6aumna b 1492V nocne onpegeneHus
pesynbTaTa hayopecueHunmn Astopuaepom 490 nnm 490H v 3anucy pesynbTata He JaeT NPenmyLLecTs.
MpuMmedaHune: Ona onpefeneHnss Bepcun MporpamMHoOro obecriedyeHns Ha AsTopugepe 490 wmnm 490H,
HaXXMUTE NHHOPMALMOHHYIO KHOMKY Of4MH pa3. ABTOpuAep 0To6pasuT ABe CTPOKM TekcTa Ha XXK-gucniee.
B BepxHeil CTpOKe yKasaHbl (CneBa Hanpaso):

» CepuiitHblii Homep

e Bepcus nporpammHoro obecnedeHus (V X.Y.Z)

e TekylWaa gaTa v Bpems.

Ha3HauyeHue
KOHTpO/b KayecTBa cTepuamsalmm

O6nacTb npumMeHeHus: Ctepunnsaums

MokasaHWa K MPUMEHEHWIO
Wcnonb3yiite 6Monornyecknii MHAMKaTop ceepxbbicTporo uteHns 3M Attest Super Rapid Readout 1492V

B coyeTaHun ¢ AsTopugepom 3M Attest Auto-reader 490 wunm AsTopuiepom 490H, ¢ nporpaMMHbIM
obecneuveHnem Bepcun 4.0.0 v Bbiwe ANS  KBAIUMUKALMWM UM KOHTPONA LUKIOB BakKyyMHOW
cTepunusauueli napom npu Temnepatype ot 132 °C go 135 °C.

MpoTBONOKa3aHUA
OTCyTCTBYIOT.

MoTeHUWaNbHbI HOTpebuTeNb
TonbKo 415 NPOECCMOHANBHOTO NPUMEHEHNS.
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B03MOXHble NO60YHbIE 3 PeKTbI
Mo604HbIe 3¢h(heKTbI HE BbISB/EHbI.

llpenoc repexkenHs
BHYTpM NNacTMKOBOW MPO6GUPKM OGMONOrMYECKOro WHAMKATOpa Haxo4WTCS CTeKNsHHad amnyna. Ans

NpefoTBPALLEHNS pUCKA TPaBMUPOBAHWS OT pPasfeTatoLMXCH OCKONKOB B  C/ly4yae paspyLleHus
6MONOrMYECKOr0 MHAMKATOpa: AaliTe BO3MOXHOCTb 61OOrMYECKOMY MHAMKATOPY OCThbIiTh Ha MPOTSHXKEHUN
PEKOMEH/J0BaHHOI 0 Nepuoja BpeMeHN Nepej ero pasgasnnBaHnem. CTeKNsiHHAA aMnyna MOXET IONHYTb OT
CLABNVBAHMWA WM CUIBHOTO CXaTWsi GMONOTMYECKOr0 UHAMKATOPA A0 €r0 OCTbIBAHNS.

* Vicnonb3yiiTe 3alUUTHbIE OYKM U NepyaTKU Npu n3sneveHum BW n3s ctepunusatopa.

* Wcnonb3yiiTe 3alinTHbIE OYKW MpY akTueauum BI.

* [lpy pa3gaBnvBaHUM W MOMELLEHWW B THe3L0 MHKy6aTopa, fepXuTe OGMONOrMYECKUA MHAMKATOP 3a
KPbILLIEYKY.

* He pa3gasnuBaiiTe CTEK/IAHHYO amnyny nanbLamu.

Mepbl NPefoCTOPOXKHOCTH
1 HE WNCMOJIb3AYUTE BW 1492V ons KOHTPONA TeX UMKAOB CTepunusauum, ONA KOTOPbIX OH He

npegHasHayeH:
a. Liuknbl napoBoii cTepunmnsanmn B CTepuan3aTopax ¢ rpaBUTaLMOHHbIM MeTOLOM OTKauKu BO3LyXa;

b. LMknbl napoBoi ctepunmsauumn npu Temnepatype 121°C B cTepunusatopax ¢ AUHAMUYECKUM METOAOM
OTKauKn BO34YyXa;

2. c. Ctepunnsaumns ¢ UCNOSIb30BAHWEM CYXOro Harpesa, XMMWYeCKMX NapoB, 3TUNEH-OKCUAA WU apyrue
HMU3KOTeMnepaTypHble MNPOLEecChl CTepuansaunn. YTobbl YMEHbLWUTb PUCK, CBA3AHHbLIA C HEBEPHbIMM
pesynbTaTamu:

» He HaHocuTe Ha B 1492V neHTbl UAN 3STUKETKN Nepef cTepunmnsauueii unm nHKyb6auue.

» He nHky6upyiite B 1492V, ecnn nocne ctepunnsaumm n o aktmeauun bW o6HapyxmBaeTcs pasouTtas
amnyna co cpefioii. MOBTOPHO NPOTECTMPYITE CTEPUAN3ATOP HOBLIM 6GMONOTNYECKUM UHLMKATOPOM.

* Mocne cTepunmsaymmn octaebTe bW ocTbiBaTh B TeueHne 10 MUHYT nepej UHKY6auuei.

* 11ocne aktmBauun bW ybeantech, 4To nuTaTensHas cpefa NMPOHWKIA B Kamepy pocTa crop.

MeprofNYHOCTb KOHTPONS
Cobntofaiite yTBEpPX/AeHHble B COOTBETCTBYIOLLEM MeAMLMHCKOM YyupexzeHun [pasBuna U npoueaypbi

CTepUNU3aLuM, B KOTOPbIX LO/KHA ObITb YKa3aHa NepUOANYHOCTb KOHTPONS C MOMOLLbI GUOMOrMYECKOro
MHAMKaTOpa B COOTBETCTBMM C NPAKTUYECKMMN PEKOMEHAALMAMMU MPOdecCMoHanbHOro coobLecTsa u/vmnm
rocyapcTBeHHbIMM PYKOBOACTBaMI W CTaHAapTaMu. B KauecTBe Hamnydllero Metoda U ans obecnedyeHus
onNTUManbHOW 6e3onacHoCTM Ans  nauueHTa, «3M» pPeKOMeHAYeT KOHTPO/NMPOBaTb C  MOMOLLbHO
6MONOrMYECKOr0 NHAMKATOPA KaXKayto MapoBY CTEPUIN3ALIMOHHYH 3arpysKy.

VHCTpYKLMKN NO NPUMEHEHWIO
1L WpeHntndmumpyinte b 1492V, 3anucaB HOMep 3arpys3ku, CTepuMaM3aTop WM AaTy CTepMAM3aunmn Ha

3TUKeTKe WHAMKaTopa. He pa3mewianite Ha MPOOGUMPKM WM KpblleyKe Kakue-mbo 3TUKEeTKWM Wan
NHANKATOPHbIE NIEHTHI.

2. Pasvectute B 1492V B TMNOBYK KOH(Urypauuo NOTKa WAM YCTPOICTBO ANS KOHTPONs npouecca
(YKI), cnegya pykoBofcTBam MpodecCMOHanbHOro coobwecTsa MAM HauMOHa/IbHbIM CTaHdapTaMm Afs
MeAMLUMHCKUX yupexaeHunin. He gonyckaiite npsMoro KoHTakTa b 1492V ¢ XMMWYECKUM UHLMKATOPOM,
TaK Kak 0CTaTKM MOryT MonacTb Ha OMOMOTMYECKUIA NHANKATOP U NOBANATL Ha pe3y/bTaT.

3. MomectuTe YKI B Hanbonee TpyAHOLOCTYMHYHO 30HY CTepuamnsaTopa. dTa 30Ha 00bIYHO HAX0AMTCA Ha
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HWKHEN NOJSIKe, Haf CNIMBOM, OHAKO CrefyeT NPOKOHCYNbTUPOBATLCA C MPOM3BOAUTENEM CTEPUAN3ATOPA,
4TO6bI OMNpPeAeNNTb 30HY KaMepbl, HauMeHee 61aronpUATHYIO 418 CTepuan3anmu.

4. TlpocTepunusyiite 3arpy3Ky COrflaCHO peKOMeHA0BaHHbIM MeTOoAaM.

5. Tlocne 3aBepweHns umkna yganute YKIT u3 ctepunusatopa v yganute bW 1492V,

6. O6ecneybTe oCTbiBaHNe B 1492V B TeyeHue 10 MUHYT [0 aKTUBaLUN.

7. TpoBepbTe NHAMKATOP NpoLecca B BepXHen YacTn Kpbliwkn B 1492V. N3MeHeHMe OKpacku ¢ pO30BOM
Ha CBET/I0-KOPUYHEBYHO UM BoNee TEMHYHO YKa3sblBaeT Ha TO, 4To B 1492V nogBeprcs BO3AeCTBUIO Napa.
Takoe M3MEHEHMe OKpPacKM He yKasblBaeT Ha TO, YTO AaHHbIA NapoBOi mpouecc Obl1 JOCTATOYHbLIM 415
[JOCTMXXKEHUA CTepUNIbHOCTU. ECiM OoKpacka MHAMKaTopa npouecca He U3MEeHWU/ICA, NPoBepbTe PU3NYECKMNiA
Aucnel ctepuansaropa.

8. [Ana aktmBauum OWONOTMYECKOro WHAMKATOpa MOMECTUTE ero B aKTUBaTop A/ OUMOMOrnyYeckmx
NHOMKATOPOB Attest.

3aKpoiiTe v caaBUTe akTMBATOP, YTOObLI 3aKPbITh KPbILWKY B 1492V, 1 cnomaiiTe Kancyny co cpefoi. 3atem
BblHbTe HW 1 BCTpAXHUTE ero (CM. PUCYHKM). Y [OCTOBEpbTECh BM3ya/lbHO B TOM, YTO Cpeja MoTeksa B
Kamepy N8 pocTa 6aKTepuil B HUKHEN 4acTu (hnakoHa. Ecnv cpefa He 3anofiHWna Kamepy Ans pocta
bakTepuii, yaepxkusaiite B/ 3a KpblILKY 1 BCTPAXMBaNTe €ro 40 Tex Mop, Noka cpefa He Hano/IHUT Kamepy
AN19 pocTa 6aKTepuil. Y CTaHOBUTE aKTUBUPOBaHHbIM B 1492V:

- B 0byt nyHKy AsTopugepa 490 nnm 490H ¢ Bepcueli nporpaMMHoro obecneyeHmns 4.0.0 unn Bblilwe;
nnu

- B MHKYybaLUWNOHHY0 NyHKY ABTOopuaepa 490 ¢ Bepcueld nporpaMmmHoro obecriedeHus Hmke 4.0.0, KoTopas
OKpallleHa B KOPMYHEBYH OKpacky (T.e. HacTpoeHa Ha MHKyb6auuio bW 1492V) n nogoxauTe nosiBneHuns
pesynbtata. CM. [OMONMHUTESIbHble CBedeHWs 06 akcnnyaTauuum ABTOpUgepa B ero PyKOBOACTBe MO

aKCMyaTaLmum.
r

/>
i \\

m.y
X.

9. Kaxpaplin geHb, Koraa nHkybupyetca bW 1492V, noagepriuniics npoueccy CTepuamsanunmn, akTupmpynTe
N MHKYOMPYNTe KaK MUHUMYM OAUH HenpoCcTepuan3oBaHHbll B 1492V 1 ncnonb3ylite ero B KayecTse
NOMOXUTENIbHON KOHTPO/IbHON Npobbl. CobM0fanTe MHCTPYKLMM MO aKTUBALMMW, YKasaHHble B Lware 8
Bbllwe. Ha aTukeTke B Hanuwmnte «K» («KOHTPOSIb») U AaTy. HoMep napTum NooXUTENbHOr0 KOHTPONA
JO/MKeH ObITb TakMM XKe, Kak M HOMep napTuy NpPOCTEPUIM30BAHHOr0 GMOMOrMYECKOro WHAMKaTopa.
MoN0XUTENbHLIA KOHTPO/Ib BV nomoraeT nogTBepAuTb:

* 1CMO0/Mb30BaHME KOPPEKTHbIX TeMMepaTyp UHKyb6aLuu;

* OTCYTCTBME M3MEHEHMWI B XXM3HECMNOCOBGHOCTY CMOpP B CBSA3M C HEHAA/1eXalleil TeMnepaTypoi XpaHeHws,
B/IXKHOCTHIO UMM pasMeLLeHneM pSAOM C XMMUYECKMMUN BeLLecTBamu;

e CMNOCOGHOCTb cpeflbl 06ecneynBaThb ObICTPLIA POCT CMOP; a TaKXe

* Hagsiexallee (yHKLMOHMPOBaHMe ABTOpUaepa.

10. WHKy6aums n cumTbiBaHueE:

WNHKyOupyliTe NONMOXWTENbHbLIA KOHTPOAb W MOABEprwneca npoueccy crepunusauum BN 1492V B
AsTtopugepe 490 nnm Astopugepe 490H c Bepcumeit nporpamMmHoro obecnedenuns 4.0.0 uan Bbiwe. Cwm.
CBefleHUs 0 Hafnexallein akcnayaTauum ABTOpuepa B €ro PyKOBOACTBE MO 3KcnsyaTauun. ABTOpuaep
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oTo6paXkaeT NONOXKWUTE/bHBIA pe3ynbTaT cpasy >Ke Mnocne ero nonyyvyeHus. PuHanbHbIA OTPULATENbHbIN
pesynbtat BU 1492V cunTtbiBaeTca:

- yepe3 24 MUHYTbl Npyv ucnonb3oBaHun ABTopuaepos 490 wunm 490H c Bepcueli NPOrpammHOro
obecneyeHuns 4.0.0 nnu Bblwwe

- yepe3 luyac npu mcnonb3oBaHUM ABTOpuaepoB 490 ¢ Bepcuein NporpamMmHoro obecnedeHuns Hmxe 4.0.0.
Mocne oToGpaxeHUst 1 3anmcu pesynbTatoB b 1492V MOXHO YTUIM3NPOBATb.

WHTepnpeTaumsa pesynstaTos

PesynbTaThl yopecLeHunn

MonoXnTenbHbIA KOHTPOMb (He noaBepraBwmniics cTepunusauumm) B 1492V pomkeH o6ecrneynBaTb
NONOXWTENbHBIA pe3ynbTaT dhnyopecueHunn (+ Ha XXK-aucnnee Astopuaepa 490 nnn 490H). PesynbTathbl
MHKybaumMm npocTepunusoBaHHoro bW 1492V  cuutaloTcs  HefelCcTBUTENbHBIMU A0 NOMYYeHUS
MOMOXWUTENBbHOrO pesynibTata TecTa Ha (h1yOpPecLeHLMIO MOMOXUTEIbHOrO KOHTPoAA. py nofyyveHum
OTPULATENILHOIO pe3ynbTata MOMIOXKUTENBHOr0 KOHTPoNs («-» Ha XXK-gucnnee) cMm. peKOMeHAauuu o
[AMarHoCTUKe M YCTPaHEHUIO HencnpaBHOCTeN B PyKOBOACTBE MO akcnnyartaumm AsTopugepa. Mostopute
ncnbiTaHNe aBTopmMaepa ¢ HOBbIM MO3UTMBHLIM KOHTPO/E.M.

Mpu nopaBepraBwimMMcs npoueccy crtepunmsaumm bW 1492V nonoXutenbHbln pesynbrar («+» Ha XKK-
Aucrnee) ykasblBaeT Ha c6oii npouecca ctepunusaumun. OKOHYaTeNbHOE OTpuLaTesibHOe 3HayeHue BU
1492V («-» Ha XXK-gucnsnee) nocne ykasaHHOro Bpe.MeHW WHKy6auun yKa3biBaeT Ha TO, YTO MNpoLecc
cTepunmn3aunn ABngeTca nNpuemMnembim.

[LeicTeyinTe 6e3 npomMeasieHns B Cilydae N060ro NOMIOXUTENLHOIO pe3ynbTaTa nocne crepunmsaymm bU.
Onpefennte NpUUYNHY NONOXUTENbHbLIX B, cnefyd npasBuiam COOTBETCTBYIOLLErO yuypexkaeHus. Bcerga
MOBTOPHO TECTUPYMTe CTepUIM3aTop MU He UCMO/Mb3yiTe ero ANf CTepunmsauyum 3arpyskm Ao nosyyeHus
Tpex nocnefoBaTe/lbHbIX OTPULATENIbHBLIX pe3yibTaToB bU.

OnumMoHanbHbIV pe3ynbTaT BU3yasbHOIM0 M3MEHEHUSt OKpackn nHamkatopa no pH

BV 1492V 06bl4HO BbIGpACHIBAOT MOCAE 3anncK pesynbTaTta Ha (hyopecLeHL IO,

OfHaKo, ecniv HyXHbl CreunansHble nccnegoaHus, bW 1492V MOXHO elle pa3 MHKybMpoBaTb, UTOObI
NONYYnTb BU3yasbHbIA pe3ynbTaT U3MEeHeHWs OKpacKu nHaukaTopa no prl. Mocne akTuBauuy v BO Bpems
NHKybauun 6enblii HeTkaHblil MaTepuan 6yfeT nornowats 6pPOMOKPE30/10BbIA PUONETOBLIA MHAMKATOP,
YyBCTBUTENbHbIA K pH MHAMKATOPHbLIA KpacuTenb B MUTATeNIbHOW Cpefe, W BbIrNALeTb CMHUM. B cnydvae
MONOXMNTENbHOrO KOHTPONSA bW M3MeHeHMe XenToi OKpacKn NUTaTenbHOM cpefbl U HETKAHOro Matepuana
NposBUTCA B TeyeHWe 48 yacoB. J1l0O0e MPOSABMEHME XENTOW OKPacKy BHYTPM MNPOOGMPKM YyKa3blBaeT Ha
NONOXUTENbHBIA pe3ynbTar.

B cnyvyae nopggepraBluMXca npoueccy crepunusaumm 1492V B n3MeHeHMe OKpacku cpegbl u (Mnn)
HEeTKaHOro MaTepuana ¢ (PMONETOBOW Ha XXEeNTyl YyKasblBaeT Ha c60i npouecca NapoBol CTepuan3aluu.
OTpuuaTenbHbIl pe3ynbTaT U3MEHeHUs OKpackuW MHAWMKatopa no pH, T.e. cpefa M HeTKaHbll matepuan
0CTatoTCA (PMONETOBBIMU/CUMHUMMI, MOXHO OLEHUTb Yepe3 7 AHEN.

XpaneHne/CpoK rogHocTu
* PekomeHAyeTCs XpaHUTb NpY KOMHATHOI TemnepaType: 15-30 °C, npu OTHOCUTENbLHOM BAAXHOCTW B 35-

60 %.

* He XpaHuUTb fJaHHble 6UONOrMYECKMe WHAMKATOPbI BO3/le CTEPUIN3ALMOHHOIO CpeacTBa WAW LApYrux
XUMMWKATOB.

e CpoK rogHocTn 6uonormyecknx NHAnMKaTopos b 1492V coctasnse'T 24 mecsua. Jata cTedeHns cpoka
rofHOCTW YyKa3blBaeTca Ha B W ynakoBke B BMAe CMMBOJIa NECOYHbLIX 4acoB, 3a KOTOPbIM YeTbIpbMA
CMMBO/1laMV YKa3blBAETCA rof U ABYMA CMMBOJIAMWN - MeCSL, UCTEYEHMA CPOKa rO4HOCTH.

e TpaHcnopTupoBKa: Bo Bpemsa TpaHCNOPTUPOBKU U3AeNnna MOryT 6biTb NOABEPTrHYThbI KPATKOCPOUHBIM
nepenagam TemnepaTyp, KOTOpble He BAUAIOT Ha 6€30MacHOCTb Y TEXHUYECKME XapaKTepUCTUKN U3LeNniA.
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TpaHCnopTUPOBKA MEANLMHCKUX U3 MOXKET OCYLLECTBATLCA BCEMU BUAAMU TpaHCNopTa.

* [pumeHeHMe: Npu KOMHATHOW TemnepaType 15-30 °C. 3HayeHUs BNOXHOCTW W [aBNeHUS He
perynupyoTcs.

YTnnusaums

YTunnmsnpyiTe nMcnonb3oBaHHble BV cornacHo npaBunaMm yTUAM3aUUW MeLULMHCKUX OTXOAOB Ballero
yupexzgeHus. Bbl MOXeTe NpocTepu/v30BaTb NapoM MofoXuTtensHble BU npu Temnepatype 132 ®C B
TeyeHve 4 MUH)T uam npu Temnepatype 135 °C B TeyeHMe 3 MUHYT B NapOBOM CTepUAMN3aTOpe C PyHKLMel
AMHAMUYECKOT0 yaaneHus Bo3gyxa nepeg ytuamnsaumen.

B cnyyae o6HapyXeHus nocne npouecca ctepunmsaymm b ¢ pasébuToii amnynoli ¢ nuTaTesibHON CPeaoit n
nnu, ecnn yepHuna XM BbIrnagat cMasaHHbIMKM WMAWM ¢ NOTEKW UMK (MPU Hanuuun), octaBbTe B n XN B
CTepUN3aLNOHHOA YNakKoBKE W MONOXKMTE [LaHHYK YMNakKoBKY B YMakOBKY, COBMECTUMYIO C MapOBOM
cTepunusauueil, M nNpocTepunnsyiiTe nNapoMm B COOTBErCTBUM C BbllleyKa3aHHbIMY NapaMeTpamu.
YTUnusmpyinTe COLePXUMOe U KOHTeHep B COOTBETCTBMMU C NPUMEHUMbIMU MECTHbLIMU, PErvoHabHbIMMK,
rocyfapCTBEHHLIMU N MEXAYHAPOAHbLIMU HOP.MaMK.

MegnunHCKue  u3Lenun  LO/DKHbI - YTUAIN3MPOBaTbCA  MECTHbIMW  MYG/MYHO-MPABOBbLIMM
opraHusaumnamm B cootBetctBumM ¢ CaHluH 2.1.7.2790-10 «CaHUTApHO-3NNAEMUNONOTUYECKME
rpe6oBaHuns K o6paleHnto ¢ MeAULMHCKUMN OTX04aMmK» Knacc 0TX040B b).

TexHun4yeckoe 06CNy>XMBaHNE N flaHHbIe PEMOHTA
llenpumMeHuUMo. ToNbKO AN 0fHOPa30BOro MUCMosb30BaHNS.

Crepunusayus
[aHHble n3enns NocTaBAKTCA HECTEPUbHBIMMN.

[laHHble 0 KneTkax, TKaHAX W OopraHax >XWBOTHOrO MPOWUCXOX[AEHUA B COCTaBe MeLULMHCKOro
n3genus

NekapcTBeHHble BellecTBa: MefULUHCKOE U3LeNNe He COAEPXWUT NeKapCTBEHHbIX BeLecTB W He BBOAUT
NeKapCTBEHHbIE BeLLecTBa

Mpon3BOAHbIE YeNOBEYECKON KpoBU: MeanLMHCKOe M3fenne He COAEePXUT U HC LOCTaBnseT Npou3BOAHbIE
4esI0BEYeCKOlM KpOBMU.

BeLuecTBa XMBOTHOIO MPOUCXOXAEHNA: BELLECTBA XXMBOTHOTO NPONCXOXAEHNSA NpeAHaMepPeHHO B U3genus
He 006aBNSOTCS.

MapaHTun
M3genmsa oueHMBAKOTCA Ha CTafuyv 06bEMHOr0O MOKPLITMSA criopamu (Mocne TOro, Kak Cropbl MOKPbIBAKOT

MOMIOCKK, KOTOpble GyayT MOMELLEHbl B WHAMKATOPbI B BMAE MOMOCOK CO criopamu). [ns nonyuyeHus
CepTU(MKATOB KauecTBa UCMOMb3YTCS AaHHbIe, MOMYYeHHble B pe3ybTaTe 06bEMHON OLEHKN.

KOMMIEKTHOCTb MOCTaBKM
50 B Ha KopobKy, 4 KOpOOBKU Ha ynakoBKY.

CBefleHNs 0 MapKUpPOBKe
WN3genust nocTaBnstoTCS B YMAaKOBKE C  MAapKMPOBKOW, COAepXKallel crefylowy  MHGopMauuio:

HaVMeHOBaHWe W KaTa/oXHblii HOMep M3fenus; Koj napTuM U CPOK FOAHOCTM, HaMMeHOBaHWe U aapec
MPOV3BOAMTENS; COAepPXKaHWe, YCNOBUS TPAHCNOPTUPOBAHUSA/XPaHEH NS, MH(OPMALLMS O TOBApPHbIX 3HaKax;
M CUMBOSbI - «BHUMaHne! CM. SKCnyaTalyMoHHble OKYMEHTbI», BpeMs MHKY6aLun.

TexHMUYecKne xapakTepuCcTUKM
CteknsHHas amnyna: OuameTtp 6,4+0,2 mm, BbicoTa 39,6+1.0/-0,8 Mm
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v
[nactukosas npoGupka: [namerp 12,0+0,1 MM, Beicora 600,5 mm
Mnacrukosas xpbiueuka: Jnuaxa 20,0+0,2 mm, luamerp 14+ 0,2 MM

OdunuaTbHLIR NPOK3IBOAUTEND
«3M Komnann, 3M Xenc Keap»
3M Uentp, 2510 Konseii Asenio, ctp. 275-5W-06, Cenr-Ilon, Munnecora, 55144, ClLIA

Ynoanomouennsiii npeacraBuTe s Ha TeppuTopun Poccniickoii ®enepanun:

AO «3M Poccuan, Poccus

108811, r. Mockaa, nocenenne Mockosckuii, Kuescxoe wocce, 22-if kunomerp, 6, ctp. |
+7 (495) 784 7474 / +7 (495) 784 7475 (daxc)

In. noyra: imei ¢ mmm.com

11-2019
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MepeBOoa fAHHOTO TeKCTa cAaenaH MHOW, nepeBog4Ymkom MaHKoBbIM AHApeeM BUKTopoBuUemMm.

Poccuiickaa ®epepayus
fopof MockBa
MaTHaguaTOro AHBapsa ABe ThiCAYM ABAALATOrO roja
A, PebpuHa EneHa MU T prueBHa, BpeMEHHO UCNoNHA W aa 0693aHHOCT M HOTapuyca
ropofa Mockebl Akumoa Nneb6a bopucosuya, CBUAETENbCTBYO NOAAMHHOCT b NogNMCKU NEPeBOAYMKa
MaHkoBa AHApeA BukToposuya.
Mopnuch caenaHa B MOeM NPUCYTCTBUN.
JlnyHocTb nognucaswero gaoplllunkA®cTaHoBNeHa.

3aperncTpupoBaHo LU 2020- ; msdt
B3bickaHo rocygap<”"B"/Mity niy): 100py6.
YnnayeHo 3a okasc nyeckoro xapakrTepa: S00

Bcero npolHypoBaHo,
W CKpenieHo neyaThbro

BPWNO HoTapuyca

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



Poccuitckas ®egepauns
[opog MockBa
LLlecTHaaUATOMO sHBapA e Thl(S-mapaay/nororqmp

9, [eiiveko Nllogmuna Banepuesny, BPeMeHHO WCroMKsiowan
063aHHOCTU HOTapuyce ropoZe MockBbl MPOKOLIEHKOBOI LeHbl
EBreHbeBHbI, CBUAETENBCTBYK BEPHOCTb KOMMIA C NPEACTABAEHHOTO
MHe [JOKyMEHTa.

3aperueTprpoBaHo
Babtokano (| n|/ucyriliow}nHel
yiinaHeHOJ tBaw"ycnvr NeBm5n
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