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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 the attached Instruction for Use (IFU) for 3aM™ Comply™
Bowie-Dick Plus Test Pack 00135LF in English is truthful and accurate.

} foLOI
Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)

County of Ramsey) SS
4 AV

Subscribed and sworn to before me thisQ o _ day ofJuly 2017.

cv. Wl ar a —

Irma Vargas, Notary Public £
My Commission Expires: January 31,2020

NNATTTVVVIAVV VYV VY VTAATTVIATA,
IRMA VARGAS |

Notary Public-Minnesota |
My Commission Expires .inn 31, 2020 >
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Instruction for use
3M™ Comply™ Bowie-Dick Plus Test Pack 00135LF

Description: The 3M™ Comply™ Bowie-Dick Plus Test Pack 00135LF is equivalent in
performance to the Bowie-Dick towel pack described in AAM1 ST-79. The test pack consists of
lead-free steam-sensitive chemical indicator test sheets positioned in a package of layered porous
materials. The primary test sheet consists of a lead-free steam-sensitive chemical indicator ink
printed on paper as a yellow-colored diagonal pattern and is positioned near the center ofthe
porous pack. The primary' test sheet will turn a uniform dark brown/black color except when air
removal failures such as air leaks occur. An air removal failure is indicated by a lighter-colored
area in the indicator ink pattern of an otherwise dark-colored test sheet. The test pack also
contains an Early Warning sheet which is placed at a lower point in the pack than the primary
test sheet. The Early Warning sheet has a lead-free steam-sensitive chemical indicator circle that
turns from yellow to dark brown/black for early detection of air removal failures before they
appear on the primary test sheet. 3M™ Comply™ Bowie-Dick Test Packs meet ISO 11140-
5:2007 and are Type 2 (Category s2) Special Indicators as categorized by

ISO 11140-1:2014.

Indications for Use
The 3M™ Comply™ Bowie-Dick Plus Test Pack 00135LF is designed fortesting air removal
efficiency of 132- 134°C (270- 273°F) dynamic-air-removal steam sterilizers.

Contraindications

Do not use the 3M™ Comply™ Bowie-Dick Plus Test Pack 00135LF for air removal
monitoring of gravity displacement steam, dry heat, ethylene oxide, or other low temperature
sterilization processes.

Instructions for Use

1. Test Frequency

The Bowie-Dick test must be carried out each day in an empty sterilizer before the first
processed load. A warm-up cycle (dry time may be omitted) should be run first to properly heat
the sterilizer prior to the Bowie-Dick test. Ifthe sterilizer is in use for 24 hours each day, the test
may be done at any time but preferably at the same specified time each day. The Bowie-Dick test
should also be performed as part of qualification testing following sterilizer installation,
relocation, malfunction, major repairs, and sterilization process failures.

2. Test Cycle

Before putting the 3M™ Comply™ Bowie-Dick Plus Test Pack 00135LF in the sterilizer,
inspect the lead-free indicator on the label of the test pack. Ifany part of the indicator on the
label has changed from yellow to light brown or darker, the test pack should not be used. Place
the test pack horizontally, label side up, on the bottom shelf of the rack, over the drain in an
otherwise empty, dynamic-air-removal steam sterilizer. Run the sterilizer for 3.5 minutes at 132-
134°C (270- 273°F). Iftimer must be set for full minute intervals, the test may be conducted for
4 minutes. (Do not process for more than 4 minutes; results will be invalid.)

3. Interpretation of Results

Promptly remove the test pack after completion of the cycle. Once processed, the indicator ink
on the label will change from yellow to light brown or darker. Allow test pack to cool; retrieve
and interpret test sheets.

4. Primary' Test Sheet

Pass - A satisfactory test result is indicated by a primary test sheet that shows uniform dark
brown/black color development. A uniform color change result indicates rapid steam penetration,
adequate air removal, and lack of significant air leaks. (See picture for example)
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Fail - An unsatisfactory test result is indicated by a primary test sheet that shows non-uniform
color development with a lighter-colored area on the test sheet, usually near the center of the
indicator ink pattern. A non-uniform color change result is caused by residual air in the sterilizer
chamber and indicates incomplete air removal from the chamber or failure of the sterilizer to
hold a vacuum during the test cycle. (See picture for example) Ifa non-uniform color change is
noted, it should be reported immediately to the supervisor and the sterilizer should not be used
until it is examined for possible malfunction.

5. Early Warning - Ifthe yellow indicator ink circle on the Early Warning test sheet does not
turn to a color that is as dark as or darker than the color standard, impending sterilizer failure is
indicated; routine sterilizer maintenance should be scheduled soon.

Note: A color interpretation chart is available upon request from the 3M Health Care Helpline at
1-800-228-3957.

6. Maintain all test sheets in records.

Storage

Best stored under normal room conditions: 59-86°F (15-30°C), <50% relative humidity.

* Protect from direct light. Do not store near strong alkaline or acidic products such as cleaning
or disinfecting agents.

« After use the indicator sheets will not change visually within 24 months when stored at above
conditions.

Information about repair and maintenance
This medjcal device isn't subject to maintenance and repair.

Utilization
Dispose ofthe device in accordance with applicable local/regional/national/international

regulations.

Transport conditions

Shelf life of the products is guaranteed as labeled, if stored according to the recommended
storage conditions. During transportation the products may experience short term temperature
variations without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

Warranty

3M Health Care, warrants this product will be free from defects in material and manufacture.
User is responsible for determining the suitability of the product for user's application. Ifthis
product is defective within the warranty period, your exclusive remedy and 3M Health Care sole
obligation shall be repair or replacement of the 3M Health Care product.

Explanation of Symbols

*R EF | CataloQue Number
Cauion, seeinstructions for use
Donot reuse
n Use by date
liQ T Batch code
Manufecture®
n\n! ~  of manuiacture

Product is designed tor testing air removal efficiency in dynamic-air+emoval steam cycles,
lil™ | Product is designed for use with steam sterilizatcn cydes.
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Authorised representative of the

Made in U.S.A. by manufacturer in Russia:

3M Health Care ZAO "3M Russia", Russia 121614,
2510 Conway Ave. Moscow, Krylatskaya str.

St. Paul. MN 55144 USA bldg. 17/3

1-800-228-3957 T.+74957847474

www.3M.com/C3CD
(P37
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MepeBog € aHIIMIACKOTO A3blKa Ha PYCCKUIA A3bIK

Il TatT MMNHHecoTa

ATOCTWNb

(B cooTBeTcTBUM C Maarckoit KoHBeHumeli oT 5 okTa6psa 1961 r.)

CtpaHa CoeanHeHHble WTaTtbl AMepukn

HacTtoAawmwmii opmumanbHblii JOKYMEHT: JOKYMEHTbl B OTHOLLUEHUW KOMMNaHWUn
«3M Xesic Keap bBusHec»

nognucaH Vipmoii Baprac

aelicTBytolmm(-eil) B KauecTBe HoTapuyca WwTata MUHHecoTa

CKpeneH nevyatblo/iTamnom Vipmbl Baprac, HoTapuyca wtata MuHHecoTa

YOOCTOBEPEHO

B . CeHt-lMon, wWt. MnHHecota 6. fata: 21 nona 2017 r.

cekpeTtapem wrata MunHHecota 8. 3a Homepom 9583231-6

MeyaTb/WTamn 10. Mognwucb

(Meyvatb) (Moanuce)
Ctus CalimoH

Bonblas nedats CereTapb wTata

wTtata MmnHHecoTa

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



«3M Xenc Keap busHec» 3M LeHTp,
i 2510 KoHBeit ABeHto, cTp. 275-5W-06,
CeHT-Mon, MunHHecoTa, 55144, CLUA
651 733 1110

3 M

[na npeabaBneHns No MecTy Tpe6oBaHMA

£, cneunanucT No Bonpocam MeXayHapoLHOro HOpMaTUBHO-MPaBOBOI0 PEry/iMpoBaHNA KOMMaHUn
«3M Xenc Keap busHec», r. CeHT-lon, wrtar MuHHecoTa, CoefMHeHHble LLTaTbl AMepuKu,
CBUAETENBLCTBYIO, UTO MpunaraeMas UHCTPYKLMSA N0 NPUMEHEHWIO u3genus «TecT-nakeT Comply
TMna bBoyu-Auk ¢ nuctom paHHero obHapyxeHus 00135LF» Ha aHrIMNCKOM A3blKe SBMSETCA
BEPHOW 1 TOYHOIA.

(Moanwucsb) 20.07.2017.
PeruHa ®epepmaH [ata
CneumnanucT no sonpocam

MEeX[YyHapo4HOro HOpMaTUBHO-NPaBoOBOro

perynuposaHus

«3M Xenc Keap»

LLitat MnHHecoTa )
Okpyr Pamcu )

MoanuncaHo Noj NPUCAroin B MOEM NPUCYTCTBUM ceroaHs, 20 nons 2017 .

(Mognuce)
Mpma Baprac, HoTapuyc
CpoK MOMX MOSIHOMOYUIA UCTeKaeT
31 anBapsa 2020 r.

(WTamn)
MPMA BAPIAC
HoTapuyc wrtata MunHHecoTa
CpoK MouX NosiHOMounii nctekaet 31 sHBapsi 2020 T.
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VIHCTPYKLMSA N0 NPYMEHEHNIO

MHanKaTopbl XMMUYECKME 4151 KOHTPO/IS npouecca CTepuan3anmnm:
TecTt-nakeT Comply Tnna boyu-AnkK ¢ nncTom paHHero obHapy>xxeHusa 00135LF

OnucaHue: TecT-nakeT Comply Trna Boyu-uK ¢ nuctom paHHero obHapy>keHms 00135LF
aHanorMyeH MO CBOMM 3KCM/lyaTaUMOHHbIM  XapaKTepucTUKaM MaKeTy C MosoTeHuamu,
onmMcaHHOMY B PyKOBOACTBe Accoumanmn cofencTBUA PasBUTUIO MeULIMHCKOWN TeXHUKK (AAMI)
ST-79. TecT-nakeT COCTOMT U3 YYBCTBUTE/bHbIX K Mapy 6eCCBMHLUOBbLIX NHAMKATOPHbIX SINCTKOB,
NMOMELLEHHbIX B YNakoBKY W3 CMOUCTbIX U MOPUCTbIX MaTepuanoB. OCHOBHOW WHAMKATOPHbI
JNINCTOK MpeAcTaBnsieT co60/ NUCTOK Bymarn, Ha KOTOpbI B BUZE ANArOHa/IbHOr 0 Y30pa YKeNToro
LBeTa HaHeCeHbl YYBCTBUTE/bHbIE K Napy 6eCCBMHLIOBbLIE XMMUYECKNEe UHAMKATOPHbIE YepHUNa,
NnoMeLLaeMblil B LieHTpe TecT-naketa. [pn npaBunbHO paboTaroLiem o60pyfoBaHUK, OCHOBHOM
WHAVKATOPHbIA NIMCTOK NpuobpeTaeT PaBHOMEPHbIA TEMHO-KOPUYHEBLIW/ 4YepHbI LBET, 3a
UCK/TIOYEHVEM C/lyYaeB, KOrja He MpoucXoauT yganeHus Bosgyxa. [lpu Hannuumn Ha
WHOUKATOPHOM SIMCTKe 60/ee CBET/IbIX WM HEOKpalleHHbIX 06n1acTeli y3opa WUHAUKATOPHbIX
UepHW/, 3TO YKas3biBaeT Ha HeMnpaBWbLHO paboTairouwiee o060pyAoBaHMe. TecT-MakeT Takxke
BK/IIOYAET B Ce6S1 /IMCTOK paHHEro 06HapyXXeHWs, KOTOPbIA pa3MeLLaeTcsl B TeCT-MaKeTe HUXe
OCHOBHOI0 WHAMKATOPHOro AMcTka. JINCTOK paHHero 06HapY>XeHWUSI MMeeT YyBCTBUTESbHbIN K
napy 6ecCBUHLOBbIA WHAMKATOPHbIA KPYr, KOTOPbIA N3MEHSIET CBOW LBET C XKE/ITOr0 Ha TEMHO-
KOPWYHEBBIA/YEPHBbIA MpeXae, YemM OHWM MPOSIBATCA HAa OCHOBHOM JIMCTKE M UCMOMb3YeTCa A/is
paHHero 0bHapyXXeHUs! He yaasieHHOro Bo3gyxa U3 Kamepbl cTepuamsaTopa. TecT-nakeTbl Comply
Tna boyn-Ank cootBeTcTBYIOT I1SO 11140-5:2007 1 KnaccugpmumposaHbl 1SO 11140-1:2014 kak
WHAWKATOPbLI 415 cneunanbHbIX UCMbITaHWA, 2-ro Kiacca.

NMoka3zaHNa K NPUMEHEHUIO

TecT-nakeT Comply Tuna boyn-AuK ¢ IMCTOM paHHero o6Hapy>keHust 00135LF npegHasHauveH
[NA KOHTPONA ah(PeKTUBHOCTYM yiasieHUst BO3JyXa B NapoBbIX CTepuansaTopax ¢ opBaKyyMHbIM
TUNOM yaasneHnst Bo3gyxa, paboTatowmmn npn Temnepatype 132-134°C (270- 273°F).

MpoTnBonokasaHnsa

He ncnonb3oBatb TecT-naket Comply Tuna boyn-Ank ¢ nnctom paHHero o6Hapy>keHnsa 00135LF
[NA KOHTpONA yAasieHUs BO3fyxa B MNapoBbIX CTepunmMsaTopax rpaBUTaLMOHHONO Tuna, npu
CTEpUNN3ALMN  CYXUM >KapOM, OKCULAOM 3TW/IeHa WNIW  JAPYrMMU  HU3KOTEMMepPaTypHbIMU
npoveaypaMmn ctepunnsalmmn.

YKasaHnsa no NpUMeHeHUto

1. YacToTa TecTupoBaHunsa

TecT TNa boyu-MK J0/MKeH BbIMO/HATLCA KaXbIA feHb Ha MycTOM CTepUIN3aTope L0 NepBoi
CTepunusyemon 3arpysku. B nepBylo odepefb crefyeT BbINOAHWTL LMK HarpeBa (Bpems
X0/I0CTOr0 X0fa MOXHO MNpPOMNyCTUTb), YTOObI Ha4/eXxalMm 06pa3oM HarpeTb CTepuavM3aTop
nepes nposefeHuemM Tecta boymn-Avk. Ecnn ctepnnusaTtop MCMNosb3yeTcs B TedeHue 24 4yacoB
KadKAbli feHb, TeCT MOXHO MPOBOAUTL B Nt000e BpeMs, HO MPenoYTUTE/IbHO B O4HO U TO e
KOHKPETHOEe BpeMsi Kaxfblil AeHb. TecT Tuna Boyu-[uk Takxke 06sa3aTeslbHO MPOBOAMTCH B
paMKax KBa/IM(IMKALNOHHBIX WCMbITAHUA MOCc/e YCTaHOBKM, MepeMeLleHusl, no60ro pemMoHTa
CTepwau3aTopa v c60eB rnpoLecca cTepumaunn.

2. TecTOBbIN UMKN

Mpexae, 4YeM MNOMecTUTb TecT-nakeT Comply Tuna ¢ NMUCTOM paHHero obHapy>keHus Boyu-Ank
00135LF B cTepunusaTtop, crnegyeTr OCMOTPeTb 6GECCBUHLOBbLIA WHAMKATOP Ha Sp/blKe Ha
Hapy>XHOl yNakoBKe TecT-MakeTa. Ecnv Kakas-nmbo yacTb MHAMKATOpa Ha Sp/biKe U3MeHwna
CBOM LBET C >Xe/ITOr0 Ha CBET/I0-KOPUYHEBLIA WM 60siee TEMHbIM, TeCT-MaKeT UCMO0/1b30BaTh
Henb3d. HeobxoauMo MOMECTUTb TeCT-NMaKeT TOPU3OHTA/IbHO, SAP/LIKOM BBEPX, HA HUXHIOH
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Nnosiky cTepunv3aTopa, Haj BOLOOTBOAHbLIM OTBEPCTUEM, B MYCTOM MapoBOM (POPBaKyyMHOM
cTepunmzatope 3anycTuTe cTepunmsaTop Ha 3,5 MWHYTbl Npu Temnepatype 132-134°C (270-
273°F). Ecnu TaliMep [O/MKEH CTaBUTLCA Ha MHTEPBa/bl U3 MOJHbIX MUHYT, MOXHO MPOBOAUTL
TeCT B TedeHUe 4 MUHYT (He MPOU3BOAUTL 06PaboOTKy Ao/blle 4 MUHYT - pe3ynbTarbl OyayT
HefleCTBUTESbHBI).

3. PacwungpoBka pesynbTaTos

Mocne 3aBepLUeHUA LMKNa cnefyeT CBOEBPEMEHHO YAanuTb TeCcT-nakeT. Cpasy nocsie TeCTOBOro
UMKIa MHANKATOPHbIE YepHUIa Ha Ap/blke M3MEHSAIOT CBOM LUBET Ha CBET/I0-KOPUYHEBLIA MU
60nee TeMHbIN UBeT. M03B0O/IbTE TECT-NAKETY OCTbITb; U3BEKUTE U paclLUMpyinTe MHANKATOPHbIE
JIUCTKW.

4. OCHOBHOW MHAVKATOPHbIA NCTOK

Y [0BNeTBOPUTE/IBHO - OCHOBHOI JINCTOK YKa3bIBaeT Ha yAOBETBOPUTENbHbIA pe3y/sibTaT TecTa,
€CIM OH npuobpeTaeT pPaBHOMEPHbIA TEMHO-KOPUYHEBDI/ 4epHbIA UBeT. PesynbTaT ¢
paBHOMepPHbIM M3MEHEHUEM LiBeTa YKasblBaeT Ha ObICTPOe NMPOHUKHOBEHWMe Napa, Hafnexallee
yfaneHue Bo3fyxa U OTCYTCTBME 3HAUUTE/bHBIX YTeueK (CM. NPUMep Ha PUCYHKE).
HeynoBneTBOpUTENbHO - OCHOBHOW SIMCTOK YKa3blBaeT Ha Hey[0BNeTBOPUTENbHbLIN pe3ynbTarT,
€CNIN OH MpuobpeTaeT HepaBHOMEPHbIA LUBET C 60slee CBETNOM MM HEOKpaLUeHHOW 06/1acTblo,
00bIYHO BO3/1e LeHTpa y30pa UHANKATOPHbIX YepHWU/. Pe3ysibTaT ¢ HepaBHOMEPHbLIM U3MEHEHMEM
UBeTa BbI3BaH Ha/IMUMEM B Kamepe CTepusv3aTopa OCTaTOYHOrO BO34yXa; OH YKasblBaeT Ha
HenosIHOe yaasieHne BO3AyXa M3 Kamepbl WK Ha CO0l yaepxaHus BaKyyma CTepun3aTtopom BO
BpeMsi TECTOBOr0 UuKna (CM. Npumep Ha pucyHke). Eciv oTMeyaeTcs HepaBHOMEPHOE U3MEHEHME
uBeta, 06 3TOM cfefyeT He3amefUTeNlbHO [JOMIOKUTL  PyKoBoauTent  LleHTpanbHoi
CTepununsaLMoHHON, a CTepMUIM3aTop He c/iefyeT UCMO0/b30BaTb 0 €ro 0CMOTPa MHXXEHEPOM Ha
Ha/In4yme BO3MOXXHOW HEMCNpPaBHOCTMN.

5. MHOMKaATOPHbIA NMCTOK paHHEero o6Hapy>XeHus - Ecnv Kpyr m3 XenTbiX WMHANKATOPHbIX
YepHWT Ha INCTKE paHHero o6HapyXeHUs He M3MeHSeT LBeT Ha 60/lee TEMHbIA WM TeMHee
CTaHAAPTHOro, 3TO YKa3bIBaeT Ha CKOPYHO NOSIOMKY CTEPUIN3ALLMOHHOI0 060pyA0BaHNSA, N B 3TOM
c/lydyae He0bX04MMO CBOEBPEMEHHO 3aniaHMPOBaTb ero NPonIaKTUUYeCKOoe 06CyXUBaHNE.
MpuMedaHue: cxeMy paclUMPOBKM LBeTa MOXXHO MOlyunTb OT KoMMaHun «3M Xenc Keap» o
TenegoHy 1-800-228-3957.

6. XpaHuTb 06paboTaHHble WHAMKATOPHbIE NIMCTKM B XXypHane KOHTPOSA MapoBoOW
cTepunmnsayum

XpaHeHue

e ONTUMa/IbHbIE YC/T0BUSI XPaHEHUS - MpPU KOMHaTHOW TemnepaType: 15-30°C (59-86°F) n npwu
OTHOCUTE/TIbHOM BNaXXHOCTU <50%.

» Bepeub 0T BO3AEHCTBUSA MPSIMbIX COMIHEYHBLIX Nyyeld. He XpaHWTb pPsAfOM C CUSIbHBIMM
LWENOYHBIMA UN KUC/IOTHBIMU BeLLECTBAMU, TaKUMU KaK UYUCTALLME UAN Ae3VHULUpYIoLLmMe
cpencrsa.

* [Nocne ncnonb3oBaHUA MHANKATOPHbIE NINCTbI He BYAYT UMETb BUAMMbIX U3MEHEHWI B TeUeHUe
24 mecsaueB Npu co604eHMN ONUCAHHBIX BbiLLe YC0BUI XpaHeHUS.

MHhopmayns 0 peMOHTE U TEXHUYECKOM 06CNYXXMBaHUN
[aHHOe MeguLMHCKOe 13genne He NOANEXUT TEXHUYECKOMY 06CYXXUBAHUIO U PEMOHTY.

YTunusayunsa
YTnnusauus nsgennsa nponsBoauTCA B COOTBETCTBUU c NPUMEHUMbIM

MeCTHbIM/per noHaIbHbIM/HaUuVOHaNbHbIM/MeXAYHapOAHbIM 3aKOHOAATENbLCTBOM.
Ycnosua TpaHCNOPTUPOBKU

["apaHTMPOBaHHbI CPOK CNY>XObl W3[e/MiA  COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKE Mpu
XpaHeHMM COrnacHoO PeKOMEHOBaHHbIM YC0BMSIM. Bo BpeMsi TpaHCMOPTUPOBKUN U3AeNNs MoryT
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MoABepraTbCcsi KpaTKOBPEMEHHbIM Ko/ebaHMsIM TeMMepaTyp, 3TO He B/USIET Ha MX 6e30MacHOCTb
1 3pheKTMBHOCTL. MeanUMHCKOe 13aenve TPaHCMOPTUPYIOT BCEMU BUAAMM TPaHCMopPTa.

MapaHTUA

KomnaHueli «3M Xenc Keap» rapaHTUPYeTCsl, YTO HacTosiliee M3Aenne He MMeeT [Ae(eKTOB
Marepuana W U3rotoBneHus. [lonb3oBateslb HECET OTBETCTBEHHOCTb 3a  OMpefesieHue
NPUrogHOCTU U3LeNna AN NPUMEHEHMS MOMb30BaTeNieM. B cnyyvae HEMCNPaBHOCTM HACTOALLErNO
n3genus B TEeYEeHMEe rapaHTUAHOIMO CpPOKa, WCK/OUMTE/IbHbIM  CPeACTBOM  3aWuUTbl U
eANHCTBEHHbIM 0053aTeNnbCTBOM «3M Xenc Keap» sIBNAETCA PeMOHT WKW 3amMeHa usgenunsa «3M
Xenc Keap».

O060BbACHEHME CUMBOJIOB

1SE Homep no katanory
A OCTOpPOXHO, CM. yKa3aHus No NPUMEHEHNIO
® He ucnonb3oBaTb NOBTOPHO
XX Wcnonb3oBaTb g0
L Kog naptum
J TlpoussoguTesnb
[JaTta npousBojacTBa
p -aw MpoayKT npegHasHayveH Ans TeCTUPOBaHUS 3(PeKTUBHOCTU YyAasieHUs BO3fyXa B
NapoBbIX UMK/IaX C AMHAMUYeCKUM YaaneHem BO34yxa
ITh.[ MpofyKT npeaHasHadeH Ans UCMOb30BaHUSA C MapoBbIMU  CTePUIN3aLMOHHBIMU

UuKnamm
CpenaHo B CLLIA komnaHuel YNOSIHOMOYEHHbI NpeacTaBUTeNb
«3M Xenc Keap» npoussoanTens B P®:

2510 KoHBeil ABeHl0, 3A0 «3M Poccusa», Poccus, 121614,
CeHrt-lNon, MuHHecoTa, 55144, CLLUA Mocksa, yn. Kpbinatckas, g. 17/3
1-800-228-3957 Ten.:+74957847474

www.3M.cow/C3CD 0
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MepeBog AaHHoropreiicTa caenaH MHol, nepesogunkoM KnenHesbiM BukTopom Mropesuyem.

/IC * f
n

Poccniickaa depgepauus

Mopog Mocksa

MATHagUaTOro HOAGPA ABe ThICAYM CEMHAALATOro roga

A, Akumos Mne6 bopucosuy, HOTapuyc ropoga MoCKBb!, CBUAETENLCTBYH NOAIMHHOCTb MOAMNUCK
nepesofumka KnenHesa BukTopa lropesuya.

Moanuce caenaHa B MOEM NPUCY TCTBUM.

JInyHOCTb NOANMCaBLLEr0 AOKYMEHT YCTaHOB/EHA.
3aperucTpuposaHo speecTpe: No | V //-7j

B3bickaHo ro”gapLlUwL LUy nownmubi(no Tapudy): 100 py6.
YnnaueHo gpfokpngHbe . ycnyr npaBoBOro M TEXHWYECKOro XxapakTepa:

Bcero np(LU)"po&grrrepran\AALposaHo
nckpenneHo)MLU LWLA0MN nucT(a)(oB)

HoTapuyc
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Poccuiickas ®egepayusa
Nocksa

0s. T a I

A, AkumoB [ne6 BopucoBu4y, HOTapuyc ropoga MOCKBbI,
CBUAETeNbCTBYI0 BEPHOCTb KOMUK C NPeACTaBNEHHOTO MHe JOKyMeHTa.

3apernctpupoBaHo B peecTpe: Ne / !/ --3 pur
B3bICkaHO roCyjapCTBEHHON NOW/MHLI (M0 Tapudy): s " @
YnnayeHo 3a okasaHue ycnyr npaBoBoro u
xapakTepa:*Q u L iA .
5. Akumos

*>C

BCEro npoLLwTo, NPOHyMEpOBaHO,
CKpennieHo nevatblio™nuctaM
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KOMNMnA

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country' United States of America
This Public Document: Documents for 3M Health Care Business
2. has been signed by Irma Vargas

3. acting in the capacity of Notary Public, State of Minnesota

e

bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota

7. by: Secretary of State, State of Minnesota 8. File No: 9583231-5

9. Seal/Stamp 10. Signature

Steve Simon
Secretary' of State
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oIVl 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 the attached Instruction for Use (IFU) for 3M™ Comply™
Bowie-Dick Plus Test Pack 1233LF in English is truthful and accurate.

llceR ﬂw

Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS 4 A

Subscribed and sworn to before m day ofJuly 2017.

Irma Vargas, Notary Public
My Commission Expires: January 31, 2020

T ANTTTTTTNYITTITITVVIVITITV]
IRMA VARGAS \

s W oW & Notary Public-Minnesota J
< My Commission Expires Jan 31,2020 £
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Instruction for use
3M™ Comply™ Bowie-Dick Type Test Pack 1233LF

Description: The 3M™ Comply™ Bowie-Dick Type Test Pack 1233LF is equivalent in
performance to the Bowie- Dick towel pack described in AAMI ST-79. The test pack consists of
a lead-free steam-sensitive chemical indicator test sheet positioned in a package of layered
parous materials. The test sheet consists of a lead-free steam- sensitive chemical indicator ink
printed on paper as a yellow-colored diagonal pattern and is positioned near the center of the
porous pack The test sheet will turn a uniform dark brown/black color except when air removal
failures such as air leaks occur. An air removal failure is indicated by a lighter-colored area in
the indicator ink pattern of an otherwise dark-colored test sheet. 3M™ Comply™ Bowie-Dick
Test Packs meet 1S011140-5:2007 and are Type 2 (Category s2) Special Indicators as
categorized by 1SO11140-1:2014.

Indications for Use
The3M™ Comply™ Bowie-Dick Type Test Pack 1233LF is designed for testing air renewal
efficiency of 132- 134°C (270- 273°F) dynamic-air-removal steam sterilizers.

Contraindications

Do not use the 3M™ Comply™ Bowie-Dick Plus Test Pack 1233LF for air removal monitoring
of gravity displacement steam, dry heat, ethylene oxide, or other low temperature sterilization
processes.

Instructions for Use

1. Test Frequency

The Bowie-Dick test must be earned out each day in an empty sterilizer before the first processed
load A warm-up cycle (dry time may be omitted) should be run first to property heat the sterilizer
prior to the Bowie-Dick test If the sterilizer is in use for 24 hours each day, the test may be done
at any time but preferably at the same specified time each day. The Bowie-Dick test should also
be performed as part of qualification testing following sterilizer installation, relocation,
malfunction, major repairs, and sterilization process failures.

2. Test Cycle

Before putting the 3M™ Comply™ Bowie-Dick Type Test Pack 1233LF in the sterilizer inspect
the lead-free Indicator on the label of the test pack. If any part of the indicator on the label has
changed from yellow to light brown or darker, the test pack should not be used. Place the test pack
horizontally, label side up, on the bottom shelf of the rack, over the drain in an otherwise empty
dynamic-air-removal steam sterilizer. Run the sterilizer for 3.5 minutes at 132- 134°C(270- 273°f).
Iftimer must be set for full minute intervals the test may be run for 4 minutes (Do not process for
more than 4 minutes: results will be invalid.)

3. Interpretation of Results

Promptly remove the test pack from the sterilizer after completion of the cycle. Once processed,
the indicator ink on the label will change from yellow to light brown or darker. Allow the test pack
to cool: retrieve and examine toe test sheet

Pass - A satisfactory test result is indicated by a test sheet that shows uniform dark brawn " black
color development. A uniform color change result indicates rapid steam penetration adequate air
removal, and lack of significant air leaks. (See picture tor sample)

Fail - An unsatisfactory test result is indicated by a test sheet that shows non- uniform color
development with a lighter-colored area in the indicator Ink pattern, usually near the center of the

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



test sheet A nan-uniform color change result is caused by residual air in the sterilizer chamber and
indicates incomplete air removal from the chamber or failure of the steriliozer to hold a vacuum
during the test cycle. (See picture for example) If a non-uniform color change is noted, it should
be reported immediately to the supervisor and the sterilizer should not be used until it is examined
for possible malfunction.

4, Maintain attest sheets in records.

Storage

Best stored under normal room conditions: 59-86°F (15-30°C), <50% relative humidity.

» Protect from direct light. Do not store near strong alkaline or acidic products such as cleaning
or disinfecting agents.

* After use the indicator sheets will not change visually within 24 months when stored at above
conditions.

Information about repair and maintenance
This medical device isn't subject to maintenance and repair.

Utilization
Dispose of the device in accordance with applicable local/regional/national/international
regulations.

Transport conditions

Shelf life of the products is guaranteed as labeled, if stored according to the recommended
storage conditions. During transportation the products may experience short term temperature
variations without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

Warrant}'

3M Health Care, warrants this product will be free from defects in material and manufacture.
User is responsible for determining the suitability of the product for user’s application. Ifthis
product is defective within the warranty period, your exclusive remedy and 3M Health Care sole
obligation shall be repair or replacement of the 3M Health Care product.

Explanation of Symbols

[FEF[ Caaloque Nl'm'
Caution, see instructions tor use
(2 ) Donotreuse
A Usebydde
1t-QT] Batch code
Manufactures
[fete of manufacture
uRAVbeaij product,, designed for testing air removal efficiency in dynamic-airremoval steam cydes.
1.272"1j Product is designed tor usewith steam sterilization cycles.

Authorised representative of the

Made in U.S.A. by manufacturer in Russia:

3M Health Care ZAO "3M Russia", Russia 121614.
2510 Conway Ave. Moscow, Krylatskaya str.

St. Paul, MN 55144 USA bldg. 17/3

1-800-228-3957 T.+74957847474
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www.3M.com/C3CD

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



MepeBoA C aHIUIACKOro A3blKa Ha PyCCKUIA A3bIK

wrat MnuHHecoTy

AMNOCTWNNb
(B cooTBeTCcTBMYU C Maarckoil KoHBeHUMen oT 5 okTs6pa 1961 r.)

CtpaHa CoennHeHHble LWTatbl AMepuku

Hactoawmin ohmnymanbHblii LOKYMEHT: LOKYMEHTbl B OTHOLUEHUW KOMMOAaHWUn
«3M Xenc Keap busHec»

nognucaH Vipmoii Baprac

fencTByowmm(-eii) B KayecTBe HoTapuyca wtata MmnHHecoTa

CKpenseH neyartbto/wtamnoMm Mpmbl Baprac, HoTapuyca wtata MuHHecoTa
YAOCTOBEPEHO

B r. CeHt-lNon, wt. MuHHecota 6. [Aata: 21 wiong 2017 1.

cekpeTtapem witata MnuHHecota 8. 3a Homepom 9583231-5

MeyaTb/WITamn 10. Mopgnuce

(Meyatb) (Moanucek)
Ctums CaliMoH

Bonbluas nevarb CEerTapb wrata

wTtata MuHHecoTa
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JM Xenc Keap busHec» 3M UeHTp,
2510 KoHBeit ABeHto, cTp. 275-5W-06,
CeHT-Mon, MuHHecoTa, 55144, CLLA
651 733 1110

[na npeabsaABieHNs No MecTy TpeboBaHUSA

£, cneumanncT No Bonpocam MeXayHapoAHOro HOpMaTUBHO-NPaBOBOro PerysiMpoBaHUs KOMNaHum
«3M Xenc Keap BusHec», 1. CeHT-lon, wrar MuHHecota, CoefuHeHHble LUTaTtbl AMEpUKMY,
CBUAETENbCTBYIO, YTO Npuiaraemas UHCTPYKLUUSA N0 NPUMEHEHUO n3aenus «TecT-nakeT Comply
Tvna Boyun-Ank 1233LF» Ha aHrNUACKOM A3blKe SABNSETCA BEPHOM N TOUHOIA.

(Mognmcb) 20.07.2017 .
PervHa ®egepmaH [JaTa
Cneumanuct no Bonpocam

MEX1yHaPOAHOIro HOPMATUBHO-NPABOBOI0

perynmpoBaHuns

«3M Xenc Keap»

LLtat MuHHecoTa )
Okpyr Pamcu )

MoanuncaHo nofg NpUcAroii B MoeM NpucyTcTBUmM cerogHsi, 20 nons 2017 r.

(Mognwuce)
Mpma Baprac, HoTapuyc
CpoK MOUX MOHOMOYUIA UCTeKaeT
31 aHBapsa 2020 r.

(LWTamnm)
MPMA BAPIrAC
HoTapuyc wtata MnHHecoTa
CpoK Moux rosiHoMoumnii uctekaet 31 saHBapsa 2020 r.
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VIHCTPYKUMSt MO NPUMEHEHNIO

MHankaTopbl XMMUYeCKNe Ans KOHTPOASA npolecca CTepuansanmn:
TecTt-naket Comply Tuna Boyn-Auk 1233LF

OnucaHune: TecT-nakeT Comply Tuna boyn-Ank 1233LF aHanormyeH nNo CBOMM
3KCn/yaTauMoHHbIM XapaKTepucTKam TecT-MnakeTy, OMMcaHHOMY B PYKOBOZACTBe Accoumaliunm
COAENCTBUSA Pa3BUTUIO MeaULMHCKOM TexHUKN (AAMI) ST-79. Tect-nakeT Comply Tuna Boyu-
Onk 1233LF cocToUT M3 4yBCTBUTENBbHOrO K napy 6eCCBMHLLOBOI0 WMHAMKATOPHOIO JINCTKA,
MOMELLLEHHOr0 B YMaKOBKY W3 CMOUCTbIX W MOPUCTbIX MaTepuasioB. VHAMKATOPHbIA JIMCTOK
npeLcTaBnseT coboli MCTOK Bymarn, Ha KOTOpbIi B BUAE AMArOHa/IbHOrO y30pa XenToro ugsera
HaHeceHbl YyBCTBUTE/IbHble K Napy 6eCcCBMHLIOBbIE XWMWYECKUE WHAMKATOPHbIE YepHWNa,
MOMeLLaeMbIi B LeHTpe TecT-MakeTa. Mpy npaBwibHO paboTatolleM 060pyAOBaHWU, JIMCTOK
npuobpeTaeT paBHOMEPHbIN TEMHO-KOPUYHEBBIN/ YepHbIA LBET, 3a UCK/TIOYEHUEM C/lyvaeB, Korja
He MPouCXoauT yaaneHus so3gyxa. [pu HannuMmM Ha UHANKATOPHOM NINCTKe 6osiee CBET/bIX UK
HeoKpalleHHbIX 06/1acTeil y3opa WHAMKATOPHbLIX YepHW/, 3TO YKa3blBaeT Ha HenpasBW/ibHO
pab6oTatouiee o6opygoBaHue. TecT-nakeTbl Comply Tuna boyn-Ank 1233LF cooTtBeTcTBYHOT I1SO
11140-5:2007 n knaccuuumpoBaHbl 1SO 11140-1:2014 Kak WHAMKATOPbI ANA cheuuanbHbIX
UcNbITaHWI, 2-ro Ksacca.

NMoKa3aHNa K NPpUMeHeHUI0

TecT-nakeT Comply Tuna boymn-Auk 1233LF npegHasHayeH ANs KOHTPOAS 3(PGEKTUBHOCTU
yianeHus BO3fyxa B NapoBbIX CTepuiv3aTopax € (OpBakyyMHbIM TUMOM YyAasrieHUs BO3LyXa,
paboTalowmmn npy Temnepatype 132- 134°C (270-273°F).

MNpoTnBONOKa3saHuA

He ncnonb3oBatk TecT-nakeT Comply Tmna boyn-Auk 1233LF ans KoOHTpoNs yaaneHUs Bo3gyxa
B MapoBbIX CTepumMsaTopax rpaBUTauVUoHHOI0 TUMa, NP CTEPUIN3ALNN CYXUM XapoM, OKCULOM
3TWIeHa WK APYTUMU HA3SKOTEMIEPATYPHbLIMU MeToLamMu CTEPUIN3ALINN.

YKasaHusa no NnpuMeHeHUo

1. YacToTa TecTupoBaHuA

TecT Tnna boyu-AuK 0NMKEH BbINOMHATLCA KadXKAbI feHb Ha NYyCTOM CTepuansaTope 40 NnepBoi
CTEepUNN3yeMOil 3arpy3ku. B nepBylo odepedb cnefyeT BbIMOMHUTL UMK HarpeBa (Bpems
X0M0CTOr0 X04a MOXHO MPOMYCTUTL), UTOObI HaZnexailiyMm 06pasoM HarpeTb CTepUIn3aTop
nepes nposefeHuemMm Tecta boyn-Aivk. Ecnn cTepusiv3aTtop MCMO/b3yeTCHA B TeueHue 24 4acos
KaXKablii AeHb, TeCT MOXHO MPOBOAUTbL B N060e BpPeMsl, HO MPeANOYTUTENIbHO B O4HO M TO e
KOHKPeTHOe BpeMsi KaXKabliA feHb. TecT Tuna Boyu-[uK Takke 00513aTe/lbHO MNPOBOAUTCA B
paMKax KBa/IMPUKALNOHHBIX UCMbITaHWI MOC/e YCTaHOBKM, MepeMeLLeHns, Noboro pemMoHTa
cTepuamnsaTopa u c6oes rpotecca cTepuIn3aLmu.

2, TecTOBbIA LUK
Mpexge, YeM nomecTuUTb TecT-nakeT Comply Tuna boyn-Ank 1233LF B cTepunmszartop, cnegyet

OCMOTPEeTb 6ECCBMHLOBbLIA MHAMKATOP Ha SP/blKe Ha Hapy)XXHOI ynakoBKe TecT-maketa. Ecnu
Kakas-nMbo 4acTb WHAMKATOpa Ha Spnblke W3MEHWa CBOM LBET C >KeNToro Ha CBeT/o-
KOPUYHEBLI 1M 60/1ee TeMHbIA, TeCT-NakeT MCMNO/b30BaTb Henlb3sd. Heo6X04MMO MNOMEeCTUTh
TECT-MaKeT TrOPU3OHTasIbHO, SAPNbIKOM BBEPX, Ha HWDKHIOW [MOMIKY CTepunv3aTopa, Haj
BOZLOOTBOAHbLIM OTBEPCTMEM, B MYCTOM MNapoBOM (DOPBaKyyMHOM CTepuiv3aTope. 3anyctuTe
cTepunm3aTop Ha 3,5 MUHYTbI Npu TeMmnepaType 132-134°C (270-273°F). Ecnn Taiimep 40/HKEH
CTaBUTBLCA Ha UHTepPBa/Ibl U3 MOSIHbIX MUHYT, MOXHO NPOBOAUTL TeCT B TeYeHue 4 MUHYT (He
NPoOV3BOANTL 06Pab0TKY A0/bLUE 4 MUHYT - Pe3ynbTaTbl 0yAyT HEAEACTBUTENbHBI).
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3. PacwuungpoBka pesynbTaToB

Mocne 3aBepLUeHNs LMKNA CiedyeT CBOEBPEMEHHO YAaInTb TecT-nakeT U3 ctepunnsatopa. Cpasy
nocse TeCTOBOrO LMK/A UHAMKATOPHbIE YepHUIA Ha Ap/blKe U3MEHSI0T CBOM LBeT Ha CBET/O0-
KOPWUYHEBBLIA UK  60/ee TeMHbI UBeT. [103BOIUTL TeCT-MaKeTy OCTbITb; W3B/EKUTE W
paclngpyinTe MHANKATOPHbIA SINCTOK.

Y [L0BNEeTBOPUTENbHO - JIMCTOK YKa3blBaeT Ha YA0B/ETBOPUTE/IbHbIN pe3ynbTaT TecTa, eciv OH
NpMo6bpeTaeT PaBHOMEPHbIA TEMHO-KOPWUUHEBLI/ YepHbIA LBET. Pe3ynbTaT ¢ paBHOMEPHbIM
M3MEHEHMEM LiBETA YKasblBaeT Ha ObICTPOe MPOHUKHOBEHME Mapa, Haanexallee YyaaneHue
BO34yXa W OTCYTCTBME 3HAUUTE/IbHbIX yTeueK (CM. MPUMEP Ha PUCYHKE).

HeynoBneTBOPUTENBHO - JINCT YKasblBaeT Ha Hey[0BMETBOPUTE/IbHbIN pe3ysibTaT, ec/in OH
nprobpeTaeT HepaBHOMEPHBbIA LIBET C 60s1ee CBET/ION WM HEOKpPALLEHHOM 061acTbio, 00bIYHO
BO3/1e LiEHTpa y30pa MHAMKATOPHbIX YepHW/. Pe3ynbTaT ¢ HepaBHOMEPHbIM WU3MEHEHWEM LiBeTa
BbI3BaH Ha/IMUMEM B Kamepe CTepun3aTopa 0CTaTOYHOrO BO34yXa; OH YKa3bIlBaeT Ha HEMosiHoe
yfaneHne BoO3fyxa U3 Kamepbl WM Ha COOM yaepXXaHWsi Bakyyma CTEPUIN3ATOPOM BO BpeEMS
TecToBOro uukna. (Cm. npumep Ha pucyHke) Ecnm oTmeyaeTcs HepaBHOMEPHOE U3MEHEHUe LBETA,
006 3TOM cfefyeT He3amMeaIMTeNIbHO AOIOKNTL PYKOBOAUTENO LIeHTpasibHOM CTepuIM3aLnoHHON,
a CTepunn3aTop He creayeT UCMOo/b30BaTh 40 €r0 OCMOTPAa UHXEHEPOM Ha Ha/iMume BO3MOXHOW
HencnpaBHOCTN.

4. XpaHuTb o06paboTaHHble WHAMKATOPHbIE JIMCTKU B XXypHasie KOHTPONAA napoBoOW
cTepuamsauunmn

XpaHeHune

e ONTMMasibHble YCOBUSI XpaHEHMS - NMPU KOMHaTHoIM TemnepaTtype 15-30 °C (59-86 °F) n npu
OTHOCUTE/IbHOM BriakHocTn <50%.

» Bepeub OT BO3ENCTBMS MPSAMbIX COSTHEYHbIX Jydeil. He XpaHWUTb PSAOM C CUSIbHbIMU
LLEOYHBIMUA UMM KUCNOTHLIMW BeLLleCTBaMM, TakKMMU KakK UYUCTALLME WU Je3uHpUuupyoLme
CpefcTBa.

* [Mocne ncrnonb3oBaHUSA NHAUKATOPHBLIN INCTOK He 6YeT UMeTb BUAUMbIX U3MEHEHUI B TeUeHMe
24 mecsiueB Npy cO61104eHNN OMUCAHHbIX BbILLE YCIOBUI XpaHeHUS.

MHpopmaunsa 0 peMOHTE N TEXHUYECKOM 06CNyXXnBaHUN
[aHHOe MeLMLMHCKOe M3fenne He NOAEXNUT TEXHUUYECKOMY 00CNY)XMBAHWIO N PEMOHTY.

YTunusaynsa
YTunusaumsa n3genvs Npon3BOAMNTCA B COOTBETCTBUM c NPUMEHNMbIM

MECTHbIM/pervoHaibHbIM/HaUMOHa/TbHbIM/MEXAYHapOAHbIM 3aKOHO4ATe/TbCTBOM.

YcnoBua TpaHCNOPTUPOBKMU

CapaHTMpOBaHHbI CPOK CAYXObl W34eNnii COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKe npu
XpaHeHUW COorsiacHoO PEKOMEH0BaHHbLIM YC/10BUAM. Bo BpeMs TpaHCNoOpTUPOBKN M3LeNunsa MoryT
noaBepraTbca KpPaTKOBPEMEHHbIM KoebaHUAM TemnepaTyp, 3TO He BAUSAET Ha uUX 6e30MacHoOCTb
N 3pheKTUBHOCTb. MeaULIMHCKOe U3fe/ive TPaHCNOPTUPYIOT BCEMU BUAAMU TpaHcropTa.

MapaHTNA

KomnaHuein «3M Xenc Keap» rapaHTMpyeTcsl, YTO HacTosillee M3Aenine He MMeeT aeheKTOB
Marepuana W W3rotoBneHus. [lonb3oBatesnlb  HECET OTBETCTBEHHOCTb 3a OMpefesieHue
NPUIroAHOCTU U3LeNUA O715 NMPUMEHEHUS NOJb30oBaTesieM. B c/iyyae HeMCnpaBHOCTU HACTOSALLEr0
u3genMs B TeYeHWe TrapaHTUIAHOrO CpoKa, WCK/OYUTENIbHLIM  CPeACTBOM  3alUTbl U
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eANHCTBEHHbIM 06513aTeNbCTBOM «3M Xesic Keap» ABASETCA PeMOHT WKW 3aMeHa m3fenusi «3M
Xenc Keap».

OO0bsACHEHME CUMBOJIOB

1K Howmep no katasory

A OCTOpPOXHO, CM. YKa3aHWA No NPUMEHEHUIO

(D He ncnonb3oBaTb NOBTOPHO

2  Wcnonb3oBartb Ao

H13 Kog napTtum

ml [MpousBognTenb

M. [JaTta npousBoACcTBa

MpogyKT npefHa3HayeH ANs TeCTMPOBaHMA 3PMeKTUBHOCTU yaaneHUs BO3fyxa B
NapoBbIX LMK/IaX C JUHAMUYECKUM YaleHneM BO3gyxa

P__ TMpoayKT npeagHasHayeH /19 MUCMNONb30BaHUA C MapoBbIMU  CTEPUNIN3ALUNOHHbLIMU

umMKIaMm

CpaenaHo B CLLUUA KomnaHwmei YNO/THOMOYEHHbIN NPeACTaBUTENb
«3M Xenc Keap» nponssoanTensa B Pd:

2510 KoHBeli ABeHI0, 3A0 «3M Poccusa», Pocensa, 121614,
CeHT-lMon, MuHHecoTa, 55144, CLLA Mocksa, yn. Kpbinatckas, . 17/3
1-800-228-3957 Ten.:+74957847474

www.3M.com/C3CD (@
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MepeBog faHHP3CTNEKCTa chenaH MHOM, nepesogunkom KnenHesbiM BUKTOpom Uropesuyem.

Poccuitickaa ®Pepaepaums

"opog Mocksa

MAaTHagUaToro HoA6PA fBe ThiCAYN CEMHAaALATOro roga

A, AkumoB Mne6 bopucosny, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NOAIMHHOCTb MNOANMCH
nepesogunka KrenHesa BukTopa Mropesuya.

Moanuck caenaHa B MOEM MPUCY TCTBUN.

JInyHoCTb NognucasLLero [NOKYMEHT YCTaHOB/IEHA.

3apervncTpuposaHo B peecTpe: No
B3biCkaHO rocyapcTBeHHOI NoLMHbI (Mo Tapudyy): 100 py6.

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



Poccuiickaa ®epepauns
Fopog Mocksa

A, AkumoB [ne6 bBbopucoBuy, HOoTapuyc ropoga MockBa
CBUZETeIbCTBYI0 BEPHOCTb KOMWUM C NPeACTaB/IEUHOTO MHE [pKYMb

3aperncrpuposaHo B peectpe Ne

B3blckaHo rocyapcTeeHHoli Movllmes» (no Tapudy). L
Ynna4yeHo 3a okasaHue ycsyr [NpasoBoro n
TEXHUYECKOro

6. Aknmos

Beero npoLLMTO, MPOHyYMENOBaHo,
CKDEM/IEHO MeYaTbio M- MIMCTKOB)
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cNe of Minne«o”™ KOIMNA
SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Documents for 3M Health Care Business
2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: July 21, 2017

7. by: Secretary of State, State of Minnesota 8. File No: 9583231-8

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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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 the attached Instruction for Use (IFU) for 3SM™ Comply™
00104 Steam Multi-Parameter Chemical Indicator in English is truthful and accurate.

Q 2o froly
Regina Feferman Date '

International Regulatory Affairs Associate
3M Health Care

State of Minnesota )

County of Ramsey) SS
s R

Subscribed and sworn to before me this day of July 2017,

Irma Vargas, Notary Public
My Commission Expires: January 31, 2020

IRMA VARGAS
htotary Pvblied®nse*sit* >

i My CommissiiWi Es&ises «itsn ga.. 2020 1?
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.ruction for use

- 3M™ Comply™ 00104 Steam Multi-Parameter Chemical Indicators

A

STEAM  Class D Multi-variable Indicator as classified by EN-867-1.
Class 4 Multi-parameter Indicator as classified by ANSL'AAMI ST60 and 1SO 11140-1.
Stated Value:  21.1 minutes at 12I"C (250°F)

Description: The 3M Comply 00104 Steam Multi-Parameter Chemical Indicator consists of a
steam and temperature sensitive indicator ink printed on a 2.2 cm (7/8 in.) wide by 5.7 cm (2 5/16
in.) long plastic laminated paperboard strip. The indicator ink responds to steam, time, and
temperature by changing from a purple to a green color. The indicator ink is printed in a flower
pattern; two rectangular spots labeled clockwise with number 1 and 2, and a circular spot to the
center of the pattern labeled with the number 3. The indicator is designed to respond to exposure
of sterilization conditions in a progressive manner - number 1-3 indicator spots turning from
purple to green in sequential fashion.

Indications for Use

Use the Comply 00104 steam multi-parameter chemical indicator for inside the pack monitoring
ofall 134°C (273 °F) steam sterilization cycles. The flower indicator pattern provides more
information than a “pass or fail” color interpretation; the sequential clockwise patter of color
development also indicators one level of insufficient exposure and one level of overexposure.

Contraindications
No contraindications have been identified for these products.

Directions for Use

1. Place a Comply 00104 steam multi-parameter chemical indicator in the center of each
pack, peel pouch or tray to be steam sterilized. For rigid containers, place a strip in each
comer, in two opposing diagonal comers, or in the area determined by product testing to
be the greatest challenge. (When using the plastic holder (product no. 81102), place the
indicator in holder at the center of the pack and extend the string to a point slightly beyond
the inner pack contents).

2. Process the load according to established procedures.

3. After processing, remove the Comply 00104 steam multi-parameter chemical indicator
strip and observe for color change. The top two indicator spots (numbers 1 and 2) should
have turned from purple to green indicating that the items in the pack, peel pouch,
unwrapped tray, or rigid container were exposed to sufficient steam sterilization
conditions.

4. The failure of indicator spot number 2 to change from purple to green indicates insufficient
exposure to steam sterilization conditions inside the pack - these items should be

returned for reprocessing.

5. Color changes with indicator spots numbers 1 and 3 provide information on the degree of
insufficient or sufficient conditions of exposure. Refer to graphics below for a visual
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day of indicator color changes and interpretation.

a '@ .
Storage/Shelf Life

Store unopened packages containing Comply 00104 steam multi-parameter chemical

indicator in a dry (<50% relative humidity) condition at room temperature 15-30°C (59-86°F).
Comply 00104 steam multi-parameter chemical indicator contained in an unopened package
have a 18 month shelf life from the date of manufacture when stored at recommended
conditions. The expiration date is printed on the package label.

Information about repair and maintenance
This medical device isn't subject to maintenance and repair

Utilization
Dispose of the device in accordance with applicable local/regional/national/intemational

regulations.

Transport conditions

Shelf life of the products is guaranteed as labeled, if stored according to the recommended storage
conditions. During transportation the products may experience short term temperature variations
without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

Warranty

3M Health Care, warrants this product will be free from defects in material and manufacture.
User is responsible for determining the suitability of the product for user’s application. If this
product is defective within the warranty period, your exclusive remedy and 3M Health Care sole
obligation shall be repair or replacement of the 3M Health Care product.

Authorised representative of the

Made in U.S.A. by manufacturer in Russia:

3M Health Care ZAO "3M Russia", Russia 121614,
2510 Conway Ave. Moscow, Krylatskaya str. bldg. 17/3
St. Paul, MN 55144 USA T.+74957847474

1-800-228-3957 ©

www.3M.com/C3CD
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MepeBof, C aHIIMIACKOTO A3blKa Ha PYCCKUIA A3bIK

\iiTaT MuHHecoTy

AMNOCTUNDb
(B cooTBeTcTBUM C [aarckoii KoHBeHUMen oT 5 okTA6pa 1961 r.)
CtpaHa CoeanHeHHble LWTatbl AMepukun

HacTtoAawmwmii opuunanbHblii JOKYMEHT: LOKYMEHTbl B OTHOLIEHUM KOMMaHWu
«3M Xenc Keap BusHec»

nognucaH Npwmoii Baprac

JencTBytowmm(-eil) B KavecTBe HoTapuyca wtaTta MunHHecoTa

CKpen/ieH neyarbto/witamnom Mipmel Baprac, HoTapuyca wtata MuHHecoTa
YAOOCTOBEPEHO

Br. CeHT-lMon, wt. MuHHecota 6. fata: 21 niona 2017 T,

cekpeTtapem wrtata MuHHecota 8. 3a Homepom 9583231-8

MeyaTb/Hrramn; 10. Mognuck

(Meyatb) (Mognuce)
Ctume CailiMoH

Bonbuas nedatb CereTapb wrata

wTtata MnHHecoTa
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«3M Xenc Keap BusHec» 3M LleHTp,

2510 KoHBein ABeHto, cTp. 275-5W-06,
3 CeHT-MNon, MuHHecoTa, 55144, CLLIA
651 733 1110

[na npeabsaBieHnsA No MecTy TpeboBaHUs

£, cneynanucT No Bonpocam MexXayHapoLHOro HopMaTUBHO-NPaBOBOro Pery/iMpoBaHus KOMNaHum
«3M Xenc Keap BbusHec», r. CeHT-los, wraTt MuHHecoTa, CoefnHeHHble LLITaTbl AMepuKuy,
CBUAETENLCTBYIO, UTO MpunaraemMas MHCTPYKUUS M0 NPUMEHEHWUIO n3genns «MHoronepeMeHHbIN
XvMu4yeckunii nHamkatop Comply Steam-Clox 00104» Ha aHIIMNCKOM A3blKe SBMSETCA BEPHOW U

TOYHOIA.
(Mognuceb) 20.07.2017r.
PernHa ®eepmaH Oata

CneymnanncT no sonpocam
MeX/JyHapoAHOro HOpMaTMBHO-MPAaBOBOro
perynuposaHus

«3M Xenc Keap»

LLitat MuHHecoTa )
Oxkpyr Pamcu )

MognucaHo Nog NPUCAroii B MOeM NPUCYTCTBUN cerogns, 20 nons 2017 .
(Mopgnuchb)
Mpma Baprac, HoTapuyc
CpOK MOUX MOSTHOMOYNIA UCTEKAET
31 aHBaps 2020 T.

(WTamm)
MPMA BAPIr'AC
HoTtapuyc wrata MnHHecoTa
CpoK Mounx nosiHOMouYmniA uctekaet 31 aHBapsa 2020 r.
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YKUMS N0 NPUMEHEHWIO

OMKaTOpbl XMMUYECKUE AN KOHTPO/IS npoLecca CTepuansaymu:
JIHOoronepemMeHHbIN XMMnUUecKuin nHankatop Comply Steam-Clox 00104.

A

MAP  MynsTUnapavETPHECKWIA MHIMKATOP Kriacca D cornacHo KnaccmKaLim, MpedyCMOTPEHHOV cTaHaapToM EN-867-1
MHoronepeMeHHb I MHOMKATOP Kriacca 4 CoracHO KMaccUdKaLv, TpeayCMOTpeHHo cTaHagpTam ANSI/AAMIST60) 1
ISO 11140-1.
KoHTporsHoe 3HaueHve: 21,1 MuHyTBI npun Temnepatype 121°C (250°F)

OnwucaHne: B cocTaB MHOronepeMeHHOro xummuyeckoro mHgukatopa Comply Steam-Clox
00104 BXOASAT 4yBCTBMTE/IbHbIE K HACbIWEHHOCTU MNapa M TemnepaTypbl WHAUKATOPHbIE
UepHWNa, HaHEeCeHHble Ha [A/IMHHOM KapTOHHOW MNOMOCKe, NaMUHUPOBAHHOM MNIAaCTUKOM,
LmpviHoii 2,2 cm (7/8 gronma) u anuHoin 5,7 cm (2 5/16 aroima). MIHAMKATOpPHble YepHUna
pearMpyloT Ha HacbILWEHHOCTb Mapa, BpeMs BO3AEACTBUS U TemnepaTypy, MeHss LBeT ¢
NypnypHOro Ha 3efeHblii. WVHAMKATOPHble 4YepHW/a HaHeceHbl B BUAe LBeTKa: [Be
NPSIMOYTO/IbHLIX METKW, MPOMapKUPOBaHHbIX MO YacOBOM CTPesike HoMepamu 11 2, ¢ Kpyroi
METKOM B LEHTpPe PUCyHKa, 00603HayeHHO HOMepom 3. MHAMKATOp npefHasHayeH nAns
pearvpoBaHusi Ha YC/OBUS CTepunmM3aumn Mo HapacTawoled - WHAMKATOPHble METKU C
Homepamu 1-3 nocnefoBaTe/lbHO MEHSAIOT CBOW LBET C MYyPNYPHOro Ha 3e/eHbli.

lNokaszaHNA K MPUMEHEHNIO

MHoronepeMeHHbI XxMMndecknini nHankaTop Comply Steam-Clox 00104 npegHasHayeH ansi
MOHUTOPMHIA BCEX PEXMMOB MpoLiecca NapoBoi cTepunmsaumm npu Temnepatype 134°C
(273°F) BHYTpW ynakoBku. HanKaTop B BUAe LUBETKa AaeT 60/1ee NogpobHy0 nHpopmauunio,
UeM WHTeprnpeTaumMsi M3MeHeHUs1 LBeTa «MPOMAEHO - He MPOKAEHO»; KpOMe TOro,
nocriefoBatesibHasi cxeMa WM3MeHeHWs1 LBeTa M0 4acoBOl CTPesiKe MpPOLEMOHCTPUPYET Kak
HeJoCTaTOYHYI0, TaK N N36bITOUHYI0 CTePUIN3aLINIO.

NMpoTmBONOKa3aHNA
MpoTMBONOKa3aHUSA B OTHOLLEHWUW JaHHbIX U3Je/INii He BbISB/EHbL.

YKaszaHus N0 NPUMEHEHUIO

1 TomMecTTe MHOrFOMepemMeHHbI XUMWYECKU MHAMKaTop cTepunmsauum Comply Steam-
Clox 00104 B cepeAMHY KaxK[ol YMNaKoBKW, TepMOCBapMBaemMOro MakeTa WM Jl0TKa,
npefHasHaYeHHbIX 415 cTepunusanmmn. INpu cTepuansanm >KeCTKMX KOHTeNHepoB NOMecTuTe
MOSIOCKY B KaXXAbI Yro, uiv B nape NpoTMBOMOMIOXKHbLIX YI/10B MO AMaroHan, Win B MeCTE,
KOTOPOe MNPW UCMbITAaHUN U34ennsa 6bI10 OMNPefeneH0 Kak HauMeHee [OCTYMNHoe [ANs
Bo3aelicTBMA napa. (Mpy 1Ucnosib30BaHMM NacTMAcCOBbIX KOHTelHepoB (M3genve Ne 81102)
MOMECTUTE MHAMKATOP B KOHTEHEP, B LEHTP YNaKOBKU, U HATAHWUTE NMOSIOCKY Tak, YTo6bl OHa
HEMHOrO BbIXOAW/A 3a COAEPXKMMOEe BHYTPEHHEN YMaKOBKN).

2. TpocTepunnsyinTe M3Aennst NPy COOTBETCTBYHOLLE TeMnepaType U PexuMe B MapoBOM
cTepuIn3aTope.

3. Mocne cTepunmsaLmm BbIHbTE MHOTMOMEPEMEHHBI XMMUYECKMIA nHankaTtop Comply Steam-
Clox 00104 » oueHUTe M3MeHeHMe LBeTa. [lBe BEpXHUX METKWU MHAMKaTopa (Homepa 1 un 2)
JO/MKHbI MOMEHATL LBET C MYPNypPHOro Ha 3eflieHblil, MOATBEPXAas, 4YTO BCe W3AeUS B
yMaKoBKe, TEPMOCBapvBaeMOM MaKeTe, HEOOEpHYTOM JI0TKE WU >KECTKOM KOHTelHepe
CTEPUNN30BA/IUCE B COOTBETCTBYIOLLMX YCNOBUAX, 4OCTATOUYHbIX A4/151 NapOBO CTepUIn3aLnn.
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4. Ecnn MeTKa 2 He M3MeHuna CBOW LBET C MYyPrypHOro Ha 3e/eHblid, 3TO CBUAETE/IbCTBYET 0
Heco6MH0AEHNN KOHTPOJIbHbIX YC/I0BMIA NapoBOi CTepUIM3aUmMi BHYTPU YMAaKOBKU - [aHHbIe
n3genns [o/MKHbl ObiTb BO3BpaLleHbl A7 MOBTOPHOM CTepuiv3aumy, Moc/e MpPOBEPKU
paboTocnocobHOCTU cTepunnsaTopa.

5. VI3meHeHue LBeTa MHAMKATOPHbIX METOK C HOMepamu 1 1 3 CBUAETENbCTBYET O CTEMeHM
COGMIOAEHNSI KOHTPO/bHBIX YC/MIOBUIA NapOBOW CTepUAM3aLUN U AUTENIbHOM BPEMEHM
Bo3gelicTBMA. CM. HMXKe rpaduKy, rfe rokasaHbl M3MEHeHWsl LBeTa MHAMKaTopa M MX
NHTepnpeTaums.

XpaHeHne/CpoK rogHocTun

XpaHuTe 3aKpbITble YMakKOBKM C MHOFOMEPEMEHHbIMU  XUMUYECKMMU  MHAMKaTOpammu
cTepunmzaumm Comply Steam-Clox 00104 B cyxom (C OTHOCUTENbHOM BAaXHOCTbIO < 50%)
MeCTe Npu KOMHaTHoOM TemnepaTtype 15-30°C (59-86°F).

MHoronepeMeHHbIN  XuMnyeckuii  nHgukatop Comply Steam-Clox 00104 B 3aKpbITOM
YyNaKoBKe MMeeT CpPOK rofHocTu 18 mecsiueB OT faTbl MPOM3BOACTBA MPU XpPaHEHUN B
peKOMeHAyeMbIX YycnoBuax. [laTa MCTeYeHMs CpoKa FOAHOCTM HameyaTaHa Ha KaXnoi
YMaKoBOYHOW 3TUKETKE U MHAMKAaTOpe.

MNHpopmauns o0 peMOHTE U TEXHUYECKOM 06CIYy>XMBaHUK
[aHHOoe MefMLMHCKOE 13fesive He MOANEXUT TEXHUYECKOMY 06CTY)KMBAHUIO U PEMOHTY.

YTunusauynsa
YTnnusaumsa n3gennsa npou3BoanTCA B COOTBETCTBUU c NPUMEHUMbIM

MECTHbIM/PermoHasIbHbIM/HaLMOHAIbHBIM/MEXAYHAPOAHbIM 3aKOHOAATE/IbCTBOM.

YcnoBsms TpaHCNOPTUPOBKMU

FapaHTUPOBaHHbIV CPOK CAYXObl M34eNNA COOTBETCTBYET YKasaHHOMY Ha 3TUKETKe npu
XPaHeHWM COr/laCHO PEeKOMEHOBAaHHbIM YC/0BMAM. BO Bpemsi TPaHCMOPTUPOBKY WU3LeNuns
MOFyT MOABepraTbCs KPaTKOBPEMEHHbIM KO/iebaHMAM TeMnepaTyp, 3TO He BAWUSET Ha WX
6e30NacHOCTb M 3(PGEKTUBHOCTL. MeANUMHCKOe M3genne TPaHCMOPTUPYOT BCEMU BuAaMu
TpaHcnopTa.

MapaHTNAa

KomnaHuelt «<3M Xenc Keap» rapaHTUpyeTCcsl, YTO HacTOsILLee U3fenne He UMeeT AeeKToB
Matepuasia M W3roTtoBneHUA. [lonb3oBaTeslb HeceT OTBETCTBEHHOCTb 3a onpegeneHune
NMPUrogHoCTU M3genna Ana MNPUMeHEHWA nonb3oBatenemM. B cnyyae HemcnpaBHOCTH
HaCTOSILLEr0 M34eNnns B TeHeHMe rapaHTUNHOIO CPOKa, UCKIOUNTENbHLIM CPEACTBOM 3allnThl
N efMHCTBEHHbLIM 0653aTe/ibcTBOM «3M Xenc Keap» sBNseTcA peMOHT WM 3aMeHa U3genus
«3M Xenc Keap».

CpenaHo B CLLIA KoMmnaHwuei

YTMONHOMOYEHHBIV NpeacTaBUTesb
«3M Xernc Keap»

npomnssoanTens B Pd:

2510 KoHBeii ABeH1o, 3A0 «3M Poccusi», Poceust, 121614,
CeHT-Ton, MuHHecoTa, 55144, CLUA Mocksa, yn. Kpblnatckasi, 4. 17/3
1-800-228-3957 Ten.:+74957847474
www.3M.com/C3CD ©
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MepeBog a&HHoronnékenra caenaH MHoM, nepesoguvkom KnenHesbiM BukTopom Uropesnyem.

Poccuitckas depgepayns

Mopog Mockea

MaTHaguaTOoro HoA6PA ABe ThiCAYM CEMHAALATOro roga

A, Akumos ne6 bopucosmy, HOTapuyc ropoga Mocksbl, CBUAETENLCTBYI NOAMMHHOCTb NOAMUCH
nepesofumka KnenHesa BukTopa Mropesuya.

Mognvck caenaHa B MOEM MPUCY TCTBUN.

JINYHOCTb NoANMCaBLUETO JOKYMEHT YCTaHOBNEHA.

3aperncTpuposaHo B.peecTpe: No

B3bickaHo rocyLLipcTseunov LUMMnHLION Tapmq)y) 100 py6.

YnnayeHo 3cp'oKasaHvie ycnyrnpawiBoro n TEXHNYECKOro Xxapakrepa:
£

~

A &

Ah >3 *7"N sS&A
Beero npotuHypdeaLLo, np'rxlylvle’\)sano
11 CKpEenneHo nevan r'nmcT(a)(os)

HoTapuyc
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Poccuiickas ®epepauus
Fopog MockBa

A, AkumoB [ne6 BopucoBuy, HOTapuyc ropoga MOCKBbI,
CBMAETeNbCTBYI0 BEPHOCTb KOMWUM C

BCero npowwmTo, MPOHYMEPOBaHO,
CKpenmeHonw w J L j™ TeH
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ca™e of Minneso, KOIMNA

SECRETARY OF STATE!

APOSTILLE

SNWMM M T

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Documents for 3M Health Care Business
2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: July 21, 2017

7. by: Secretary of State, State of Minnesota 8. File No: 9583231-7

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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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 the attached Instruction for Use (IFU) for 3aM™ Comply™
00103 Steam Multi-Parameter Chemical Indicator in English is truthful and accurate.

— oY n?in/-b
Regina Feferman Date
International Regulatory Affairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this nx yday of July 2017.

c— -c*—uC Y cen
Irma Vargas, Notary Public
My Commission Expires: January 31, 2020

nV N 1
IRMA VARGAS «

Notary Pubiic-Minnesota
My Commission Expires Jan 31, 2020 >
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~ruction for use

IBM™ Comply™ 00103 Steam Multi-Parameter Chemical Indicators

A

STEAM  Class D Multi-variable Indicator as classified by EN-867-1.
Class 4 Multi-parameter Indicator as classified by ANSI/AAMIST60 and ISO 11140-1.
Stated Value:  21.1 minutes at 121°C (250°F)

Description: The 3M Comply 00103 Steam Multi-Parameter Chemical Indicator consists of a
steam and temperature sensitive indicator ink printed on a 2.2 cm (7/8 in) wide by 5.7 cm (2 5/16
in) long, plastic-laminated paperboard strip. The indicator ink responds to steam, time, and
temperature by changing from a purple to a green color. The indicator ink is printed in a flower
pattern; three rectangular spots labeled clockwise with numbers 1, 2, & 3 with a circular spot to the
center of the pattern labeled with the number 4. The indicator is designed to respond to exposure
of sterilization conditions in a progressive manner- number 1-4 indicator spots turning from purple
to green in sequential fashion.

Indications for Use

Use the Comply 00103 steam multi-parameter chemical indicator for inside the pack monitoring
ofall 121°C (250°F) steam sterilization cycles. The flower indicator pattern provides more
information than a “pass or fail” color interpretation; the sequential clockwise pattern of color
development also indicates two levels of insufficient exposure and one level of overexposure.

Contraindications
No contraindications have been identified for these products.

Directions for Use

1. Place a Comply 00103 steam multi-parameter chemical indicator in the center of each pack,
peel pouch, or tray to be steam sterilized. For rigid containers, place a strip in each comer, in two
opposing/diagonal comers, or in the area determined by product testing to be the greatest
challenge. (When using with the plastic holder (product no. 81102), place the indicator in holder
at the center of the pack and extend the string to a point slightly beyond the inner pack contents.)
2. Process the load according to established procedures.

3. After processing, remove the Comply 00103 steam multi-parameter chemical indicator and
observe for color change. All the three top indicator spots (humbers 1, 2, and 3) should have
turned from purple to green indicating that the items in the pack, peel pouch, unwrapped tray, or
rigid container were exposed to sufficient steam sterilization conditions.

4. The failure of indicator spot number 3 to change from purple to green indicates insufficient
exposure to steam sterilization conditions inside the pack-these items should be returned for
reprocessing.

5. Color changes with indicator spots numbers 1, 2, and 4 provide information on the degree of
insufficient or sufficient conditions of exposure. Refer to graphics below for a visual display of
indicator color changes and interpretation.
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Storage/Shelf Life

Store unopened and opened packages containing Comply 00103 steam multi-parameter chemical
indicator in a dry (<50% relative humidity) condition at room temperature 15-30°C (59-86°F).
Comply 00103 steam multi-parameter chemical indicator contained in an unopened package has
an 18 month shelf life from the date of manufacture when stored at recommended conditions. The
expiration date is printed on the package label.

Information about repair and maintenance
This medical device isn't subject to maintenance and repair

Utilization
Dispose of the device in accordance with applicable local/regional/national/intemational

regulations.

Transport conditions

Shelflife of the products is guaranteed as labeled, if stored according to the recommended storage
conditions. During transportation the products may experience short term temperature variations
without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

Warranty

3M Health Care, warrants this product will be free from defects in material and manufacture.
User is responsible for determining the suitability of the product for user’s application. If this
product is defective within the warranty period, your exclusive remedy and 3M Health Care sole
obligation shall be repair or replacement of the 3M Health Care product.

Authorised representative of the

Made in U.S.A. by manufacturer in Russia:

3M Health Care ZAO "3M Russia™, Russia 121614,
2510 Conway Ave. Moscow, Krylatskaya str. bldg. 17/3
St. Paul, MN 55144 USA T.+74957847474

1-800-228-3957

www.3M.com/C3CD ©
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9 MepeBof C aHIANIACKOTO A3blKa Ha PYCCKWUIA S3bIK

\\lTaT MuHHecoTa

ANOCTUNb
(B cooTBeTCcTBUU C [Naarckoii KoHBeHLMel oT 5 okTA6pa 1961 r.)
CtpaHa CoegviHeHHble LLTaTbl AMEpUKHN

HacToawmin onumanbHbil AOKYMEHT: 4OKYMEHTbl B OTHOLLIEHUN KOMMOaHWUN
«3M Xenc Keap busHec»

nognucaH Npwmoi Baprac

fencTeyowmnm(-eii) B KauecTBe HoTapuyca witata MuHHecoTa

CKper/ieH neyartbto/wtamnom Mpmel Baprac, HoTapuyca wtata MuHHecoTa
YOOCTOBEPEHO

B . CeHt-lMon, wt. MuHHecota 6. [Adarta: 21 uiona 2017 r.

cekpeTapem wrtata MuHHecota 8. 3a Homepom 9583231-7

MeyaTb/Hrramn: 10. Mognucob

(MeyvaTb) (Moanmce)
Ctums CalimoH

Bonbluas nevars CereTapb wTata

wrtata MMUHHecoTa
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«3M Xesnc Keap busHec» 3M UeHTp,
2510 KoHBeit ABeHto, cTp. 275-5W-06,
CeHT-lMon, MunHHecoTa, 55144, CLUA
651 733 1110

[ns npegbsiBneHNs No MecTy Tpe6oBaHMS

£, cneumanucT No Bonpocam MeXayHapoAHOro HOPMaTUBHO-MPABOBOI0 Pery/IMpPoBaHNsA KOMNaHum
«3M Xenc Keap busHec», r. CeHt-lNon, wrat MuHHecoTa, CoefuHeHHble LUTaTbl AmepuKuy,
CBUAETENbCTBYIO, UTO npunaraemas MHCTPYKLUNSA N0 MPUMEHEHMI0 n3genms «MHoronepemMeHHbIn
Xummdeckunin nHagmkatop Comply Steam-Clox 00103» Ha aHrIMACKOM A3blKe ABASIETCA BEPHON U

TOYHOIA.
(Mognuce) 20.07.2017r.
PernHa ®eepmaH Oata

CneuyunanucT no sornpocam
MeX/yHapoAHOro HOPMaTUBHO-NPaBOBOIO
perynmposaHus

«3M Xenc Keap»

LLITaT MuHHecoTa )
Okpyr Pamcu )

MognuncaHo nof NpUcAro B MoemM NpucyTcTBum cerogHs, 20 nonsa 2017 r.

(Mopnucek)
Mpma Baprac, HoTapuyc
CpoK MOMX NOSIHOMOUYNI NUCTEKAET
31 aHBapsa 2020 .

(WTamm)
MPMA BAPIAC
HoTtapuyc wtata MUHHecoTa
CpoK Moux nosiHoMounii nctekaeT 31 sHBaps 2020 r.
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PYKLMSI MO NMPUMEHEHUIO

WHANKATOPbI XMMUYECKUe 4151 KOHTPOSA npoLiecca CTepun3aLmm:
( MHoronepeMeHHbIN XMMuUyecknii nHgmkaTop Comply Steam-Clox 00103.

A

MAP  MynbTunapameTpuyeekuii MHAMKaTop Knacca D cornacHo KnaccudwKaLym, npesycMOTPpeHHON cTaHaapTom EN-867-1
MHoronepeMeHHbIi MHAMKATOP KNnacca 4 cornacHo KnacCUdwIKaLm, MpeaycMOoTpeHHol cTaHaapTam ANSI/AAMI ST60 1
ISO 11140-1.

KoHTporsHOe 3HaueHvie: 21,1 MuHYThI npy Temnepatype 12IC (250°F)

OnuncaHve: B cocTaB MHOMONMEPEMEHHOI0 XMMUYECKOr0 MHAMKATOPa 4151 KOHTPO/S KayecTsa

naposoin cTepunusaummn Comply 00103 BXOAAT UyBCTBUTE/IbHbIE K HACbILLEHHOCTM MNapa u

TemnepaTypbl WHAMKATOPHblE YepHWIa, HaHECEHHble Ha [/IMHHOA KapTOHHOM MOM0CKe,

NaMMHMPOBaHHOW NNAacTUKOM, WnpurHoi 2,2 cm (7/8 aroiima) n annHoi 5,7 cm (2 5/16 gronma).

MHanKaTopHble 4epHUNa pearvpyloT Ha HacbIWEHHOCTb Mapa, BPeMs BO3JeNCTBUSA W

TeMnepaTypy, MeHsisl LBET C NYPNypHOro Ha 3eneHblil. NHANMKATOPHbIe YepHWUIa HaHeceHb! B
BUWLE LIBETKA: TPY NPAMOYTO/IbHbIX METKU, MPOMapKMPOBaHHbIX M0 HYacoBOM CTPesike HoMepamu

1, 2 n 3, ¢ KPYyrnoin MeTKOM B LEHTPe PUCYHKa, 0603Ha4YeHHOW HomepoMm 4. VHAuKaTop

npegHasHayeH [A18  pearMpoBaHWsA Ha YC/IOBMA CTepuamsaumMm Mo Hapactaluwen —
WHAVMKATOPHbIE METKM C HOMepamu 1-4 nocnegoBaTelbHO MEHSIOT CBOW UBET C MyprypHOro Ha
3e/1eHbIN.

NoKa3aHNA K NPUMEHEHUIO

MHoronepeMeHHbIi XuMn4decknin nHankatop Comply Steam-Clox 00103 npegHasHa4veH ansi
MOHUTOPWHra BCEX PEXMMOB MpoLecca MapoBoi cTepuaMsaumMm npu TemnepaType 121°C
(250°F) BHYTpW ynakoBKn. IHANMKaTop B BUAE LUBETKa AaeT 6051ee Nogpo6bHY0 nHMopmaumio,
YeM WHTepripeTaumss M3MEeHeHWs LUBeTa «MNPOMAEHO - He MNPOMAEHO»; KPOMe TOro,
nocriegoBaTe/ibHasi CXema W3MEHEHWsI LBeTa MO0 YacoBOW CTPesiKe MPOAEMOHCTPUPYET, Kak
HeOCTaTOUHYI0, TaK U U3BLITOUHYIO CTEPUIN3ALLUIO.

IMpoTMBOMNoOKasaHusA
ﬂpOTI/IBOI'IOKaSaHVIFI B OTHOLUEHNWN AaHHbIX VI3,CI,€J'II/II7I Heé BbIsABJIEHbI.

YKas3aHusa No NPUMEHEHUIO

1 TMomecTuTe MHOroMnepeMeHHbIN XUMUYecKuii uHamkatop Comply Steam-Clox 00103 B
CepefuHY KaXKAoi ynakoBKW, TEPMOCBApPMBAEMOro NakeTa uav N0TKa, NpegHasHavyeHHbIX 415
cTepunusaummn. pu CTepUIM3aLnn >KECTKUX KOHTEMHEPOB MOMECTUTE MOMOCKY B KaXAblid
yrosa, WNn B nape MNPOTUBOMOJIOXKHbLIX YI/I0B MO AuMarOHa/Iv, WAM B MecTe, KOTOpPOe npu
UCMbITaHWUM N3LeNns BbIS10 ONPeaeeHo0 Kak HanMeHee A0CTYNHOoe Ans Bo3gencTeus napa. (Mpw
MCMO/Ib30BaHNM M1acTMAacCOBbIX KOHTeliHepoB (n3genue Ne 81102) momecTuTe MHAUKATOP B
KOHTeWHep, B LIEHTP YNaKOBKU, U HaTAHWUTE MOMOCKY TaK, YT0Obl OHA HEMHOr0 BbIX0A4W/a 3a
COLEePXXMMOE BHYTPEHHE YNAKOBKWN).

2. MpocTepunusyiite M3genus nNpyv COOTBETCTBYHOLLEA TemnepaType U pexume B MapoBOM
CTepunusaTope.

3. Mocne cTepnnM3aLmn BblHbTE MHOIOMEPEMEHHbI XMMUUeCKUA nHamkatop Comply Steam-
Clox 00103 ” oueHUTe U3MeHeHMe LBeTa. Bce Tpu BEPXHUX METKM MHAMKaTopa (Homepa 1, 2 n
3) JO/MKHBbI MOMEHATb LBET C MypPnypHOro Ha 3efeHbld, MOATBeEpPXAas, YTO BCe U3genus B
yNakoBKe, TepMOCBapvBaeMOM MaKeTe, HEOO6epHYTOM JIOTKE WU >KECTKOM KOHTelHepe
CTEPUNIN30BAINCL B COOTBETCTBYIOLLMX YCIOBUSX, AOCTATOUHBIX 4719 NapoBOWA CTEpPUIN3aLMN.
4. Ecv meTKa 3 He M3MeHWa CBOW LBET C MYPRYPHOro Ha 3efleHbli, 3TO CBUAETE/bCTBYET O
Heco6/10JeHNN KOHTPOJ/IbHBLIX YC/I0BUIA NapoBOi CTepuamn3almm BHYTPU YNakKoBKY - [aHHble
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NS JO/MKHbI ObITb BO3BpaLleHbl A5 MOBTOPHOW CTepuiv3alumu, Mocse MpoBepKu
/rocnocoBbHOCTK cTepuamnsaTopa.
, MIameHeHMe LBeTa MHANKATOPHbIX METOK C HOMepamu 1, 2 U 4 CBUAETENbCTBYET O CTEMEHNU
COB/MIOAEHNA  KOHTPO/IbHBLIX YCMOBUIA MNapoBOW CTepuav3aumm W AANTETbHOM BPEMEHMU
Bo3geicTBUA CM. HUXe rpadmky, rfe nokasaHbl W3MEHEHWSI LBeTa WHAMKAaTopa U KX
WHTepnpeTauus.

* *
A a 0 r Q.

XpaHeHne/cpoK rogHoCTun

XpaHnTe 3aKpbITble YMaKOBKM C MHOrOMEPeMEHHbIM XUMMWYECKUM uHAMKaTopom Comply
Steam-Clox 00103 B cyxoMm (C OTHOCUTENIbHOM BNaXHOCTbIO < 50%) MecTe Npu KOMHaTHOM
Temnepatype 15-30°C (59-86°F).

MHoronepeMeHHbIN  XuMuyeckuii  nHgukatop Comply Steam-Clox 00103 B 3aKpbITOi
YNakoBKe MMeeT CPOK rofHocTu 18 mecsAueB OT fgaTbl MNPOM3BOACTBA MPW XpaHeHUN B
peKOMeHAYEMbIX YCNOBUAX. [laTa WUCTeYeHUS CpoKa FOLHOCTU HameyaTaHa Ha KaaoWn
YNaKOBOYHOM 3TUKETKE U MHANKATOPE.

MNHpopmauns 0 peMOHTe N TEXHNYECKOM 06CNYy>XMBaHUK
[aHHOoe MefMLMHCKOE n3fenine He MOANEXUT TEXHUYECKOMY 06CTY>KMBAHUIO N PEMOHTY.

YTunusauynsa
YTunusauus n3genuvs Npon3BOANTCA B COOTBETCTBUU c NPUMEHUMbIM

MeCTHbIM/PErMoHaIbHbIM/HaLNOHa/TbHbIM/MEXAYHAPOAHbIM 3aKOHO4ATE/TbCTBOM.

Ycnosua TpaHCNOPTUPOBKU

MapaHTUPOBaHHbLIM CPOK CNY>X6bl U3AeNnii COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKe Mpu
XpaHeHUW CcornacHO PeKOMeHLOBaHHbIM YCNoBuUAM. Bo Bpemsi TPaHCMOPTUPOBKU U3Lenuns
MOryT MoABepraTbCs KPaTKOBPEMEHHbIM KO/MebaHUAM TemrepaTyp, 3TO He B/USET Ha WX
6e30n1acHOCTb U 3PPEKTUBHOCTb. MeauUUHCKOe M3genne TPaHCNOPTUPYHOT BCeMU Bugamm
TpaHcnopTa.

MapaHTUA

KomnaHueih «3M Xenc Keap» rapaHTUpyeTCsl, UTO HacTosiLee M3Aenne He UMeeT AepeKToB
Marepuasnia M U3rotosfeHus. [losb3oBaTeNlb HeceT OTBETCTBEHHOCTb 3a OrpejesieHue
NPUIroAHOCTN WM34eNna  ONA  MNPUMEHeHUA Mosib3oBaTesieM. B c/iyyae HeucrnpaBHOCTH
HaCTOSILLLEr0 U3LeNnsa B TeYEHWe rapaHTUAHOI0 CPOKa, UCKIHUUTENbHBIM CPEACTBOM 3aluUThI
N efMHCTBEHHbLIM 0653aTeNnbLCTBOM «3M Xenc Keap» ABNSETCA PEMOHT WM 3aMeHa u3fenus
«3M Xenc Keap».

CpenaHo B CLUA komnaHmeit YNOMTHOMOYEHHbIN NPeACTaBUTE b
«3M Xenc Keap» nponssoauTens B Pd:

2510 KoHBel ABeHIO, 3A0 «3M Poccusi», Poccusi, 121614,
CeHT-IMon, MuHHecoTa, 55144, CLUA Mocksa, yn. Kpbinatckas, 4. 17/3
1-800-228-3957 Ten.:+74957847474

www.3M.com/C3CD
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MepeBog faHHorojnetiema cpenaH MHOW, nepeBogunkom KnenHesbiM BukTopom Mropesuyem.

Poccuiickana depepauyms

Nopog Mocksa

MATHaaUaTOro HOA6PSA fBe ThICAYN CEMHAALATOr0 roga

A, Akumos M'ne6 bopucosuy, HoTapuyc ropoaa MockBbl, CBUAETENLCTBYH NOAAMHHOCTb NOANUCK
nepesofunka KnenHesa BukTopa Vropesuya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JIMYHOCTb NoAnMcaBLLIEro AOKYMEHT YCTaHOB/NEHa.

3aperncTprpoBaHo B peecTpe
B3bickaHO rocyjapCcTBeHHO norunmHbI(no Tapudy): 100py6.

YTnaqeHo 3a OKasaHue yCnyr MpaBoBOTO U TEXHNYECKOTO XapaKTePa: :  bye /ot 0295 A Ac

47 / W
Ot% rB. Akrwhs £ . ",
B mf; o No 1

BCcero NpoLLHYPOBAHO,- NPOHYMEPOBAHOS ' i

1 CKPeneHo neycamsso>\ W 4 =%r(<A(as

HoTapuyc
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Poccuiickaa ®epepayms
Fopoa Mocksa
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of Minneso, KOIn4H

SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America

This Public Document: Documents for 3M Health Care Business
2. has been signed by Irma Vargas
3. acting in the capacity of Notary Public, State of Minnesota

4. bears the seal/stamp of Irma Vargas, Notary Public, State of Minnesota

CERTIFIED
5. at: St. Paul, Minnesota 6. Date: July 21, 2017

7. by: Secretary of State, State of Minnesota 8. File No: 9583231-4

9. Seal/Stamp: 10. Signature:

Steve Simon
Secretary of State
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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

/1

To whom it may concern

In my capacity as International Regulatory Affairs Associate, 3M Health Care Business,
St.Paul, MN, USA, I certify that the attached Instruction for Use (IFU) for 3M™ Comply™
SteriGage™ Steam Chemical Integrators 1243A in English is truthful and accurate.

fflO (h
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 July 2017.

Irma Vargas, Notary Public
My Commission Expires: January 31, 2020

IRMA VARGAS |

1 I Notary Publk”"MIrmssola |
My Commission Esjases J*n ‘31,2020 ?
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Instruction for use

3M™ Comply™ SteriGage™ Steam Chemical Integrators 1243A

Description:

3M™ Comply™ SteriGage™ Steam Chemical Integrators 1243A are chemical indicators
consisting of a paper wick and steam and temperature sensitive chemical pellet contained in a
paper/film and paper/film/foil laminate. The chemical pellet melts and migrates as a dark color
along the paper wick. The migration is visible through a window marked ACCEPT or REJECT;
the extent of migration depends on steam, time, and temperature. 3M™ Comply™ SteriGage™
Steam Chemical Integrators are Type 5 (Category i5) Integrating Indicators as categorized by
ISO 11140-1:2014.

Stated Values

See Stated Values listed in the table on the front of the package. The table lists the time in
minutes at the corresponding temperature for chemical indicators in this lot to reach their
endpoint when tested in a steam resistometer under highly controlled conditions with saturated
steam. This compares with a 1 x 108 spore population of Geobacillus stearothermophilus with a
D-value of 1.6 minutes at 121°C and a z-value of 10.0°C.

This Product Is Not Made With Lead.

Indications for Use
Use 3M™ Comply™ SteriGage™ Steam Chemical Integrators 1243A for pack control
monitoring of all 118-138°C (245-280°F) steam sterilization cycles.

Contraindications
None.

Precautions
Do not use 3AM™ Comply™ SteriGage™ Steam Chemical Integrators 1243A to monitor dry
heat, ethylene oxide, or other low temperature sterilization processes.

Directions for Use

1 To preserve as much package area as possible for folding and resealing, use scissors on the
marked area at the top of the foil package to make the initial opening. Remove only the

number of 3AM™ Comply™ SteriGage™ Steam Chemical Integrators 1243A needed. Reseal the
package by folding the opened end over at least two times.

2. Place a3M™ Comply™ SteriGage™ Steam Chemical Integrator 1243A in each pack, peel
pouch, container system or tray to be steam sterilized in the area determined to be the least
accessible to steam penetration.

3. Process the load according to established procedures.

4. After processing, the dark color should have entered the ACCEPT window of the 3M™
Comply™ SteriGage™ Steam Chemical Integrator 1243A. If the dark color has not entered the
ACCEPT window, a REJECT result is indicated and the items in the pack, peel pouch, container
system, or tray were not exposed to sufficient steam sterilization conditions. These items should
be returned for reprocessing.
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Storage

* Best stored at normal room temperature conditions, 15-30C (59-86.F) and 40-60% relative
humidity. Store away from direct sunlight. Do not store near strong alkaline or acidic
products such as cleaning/disinfecting agents.

« After use, the indicator will not change visually within 6 months when stored at above
conditions

Information about repair and maintenance
This medical device isn't subject to maintenance and repair.

Utilization
Dispose of the device in accordance with applicable local/regional/national/international
regulations.

Transport conditions

Shelf life of the products is guaranteed as labeled, if stored according to the recommended
storage conditions. During transportation the products may experience short term temperature
variations without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

Warranty

3M Health Care, warrants this product will be free from defects in material and manufacture.
User is responsible for determining the suitability of the product for user’s application. Ifthis
product is defective within the warranty period, your exclusive remedy and 3M Health Care sole
obligation shall be repair or replacement of the 3M Health Care product.

Explanation of Symbols

E E Catalogue Number
O Caution, see instructions for use
(2) Do not reuse
2 Use by date
ELLl Batch code
Manufacturer
fw | Date of manufacture

Product is designed for use with steam
sterilization cycles.

Authorised representative of the

Made in U.S.A. by manufacturer in Russia:

3M Health Care ZAO "3M Russia’, Russia 121614,
2510 Conway Ave. Moscow, Krylatskaya str.

St. Paul, MN 55144 USA bldg. 17/3

1-800-228-3957 T.+74957847474

www.3M.com/C3CD
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MepeBof C aHINMINCKOTO A3blKa Ha PYCCKUIA A3bIK

\LUTaT MuHHecor,

AMNOCTWNNb
(B cooTBeTCcTBUM C Maarckoli KoHBeHUMel oT 5 okTa6pa 1961 r.)
CtpaHa CoegviHeHHble LWTaTbl AMepnkn

Hactoawwmin opuunanbHblii JOKYMEHT: 4OKYMEHTbI B OTHOLLUEHUM KOMMaHWu
«3M Xenc Keap BusHec»

nognucaH Vipmoii Baprac

felicTeyowmm(-ein) B Ka4ecTBe HoTapuyca wTata MmnHHecoTa

CKpernseH nedvarbto/witamnom Mpmel Baprac, HoTapuyca wtata MuHHecoTa
YAOCTOBEPEHO

B r. CeHt-lNon, wt. MuHHecota 6. Aarta: 21 vona 2017 r.

cekpertapem wrtata MuHHecota 8. 3a Homepom 9583231-4

MeyvaTb/WwiTammn, 10. Mognucb

(Meuatsb) (Mopnuce)
Ctne CailmoH

Bonbluas nevarb CereTapb wrarta

wTtata MuHHecoTa
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«3M Xenc Keap BusHec» 3M LleHTp,

3 2510 KoHgeii ABeHto, cTp. 275-5W-06,
CeHT-Mon, MuHHecoTa, 55144, CLUA
651 733 1110

3M

[na npenbaBnieHNs nNo MecTy TpeboBaHUs

£, cneymanncT nNo Bonpocam MeXxayHapogHOro HOpMaTUBHO-MPaBOBOI0 PeryiMpoBaHUs KOMNaHUn
«3M Xenc Keap BbusHec», r. CeHT-lon, wrar MuHHecoTa, CoefnHeHHble LLTaTbl AMepuKMy,
CBMAETENLCTBYIO, 4UTO nNpuaaraeMasl MHCTPYKUMS M0 MNPUMEHEHUIO u3gennst «XUMUYECKUin
nHankaTop (MHTerpatop) Comply SteriGage 1243A» Ha aHINIMICKOM A3blKe SIBMISIETCS BEPHON 1

TOYHOM.
(Mognmcb) 20.07.2017r.
Pernua GedhepmaHn [ata

Cneyunanuncrt no sonpocam
MeXAyHapoAHOro HopMaTUBHO-MNPaBoOBOro
perynnposaHus

«3M Xenc Keap»

LLitat MuHHecoTa )
Okpyr Pamcu )

MoanucaHo Nof NpUCAroii B Moem NPUCYTCTBUN cerogns, 20 nions 2017 r.

(Mognwuce)
Mpma Baprac, HoTapuyc
CpoK MOUX MOIHOMOYMIA UCTEKAET
31 aHeapsa 2020 r.

(WTamn)
MPMA BAPIrAC
HoTtapuyc wrata MmnHHecoTa
CpoK momx nosiHoMOo4Ynii nctekaet 31 aHBapsa 2020 T.
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VHCTPYKUMSI MO NPUMEHEHWIO

MHANKaATOpblI XMMUYECKUE ANA KOHTPONSA npolecca cCTepuansanmn:
Xumunuecknii nHagnkatop (uHTerpatop) Comply SteriGage 1243A

OnucaHue:

Xummnyeckue uHankaTopbl (MHTerpatopbl) Comply SteriGage 1243A npefcTaBnsOT co6OWA
XUMUYECKNE WHANKATOPbI, COCTOSALLME U3 OYMadKHOro (GuTUAs u TabneTku, XUMUYECKOro
BeLLeCTBa, YYBCTBUTE/IbHbLIX K BO3JEACTBUIO Mapa W TemrepaTypbl, KOTOPble MOMELLEHbI B
MHOrOC/I0MHYI0 060/104KY M3 6ymaru/mneHkn M Qoneru. Map noctynaeT B MNPOHULAEMYHO
BEPXHIOIO YaCTb U3MeNSA - XUMUYecKas TabneTka NnaBuUTCA U rnepemMeLtaeTcs TeMHbIM LUBETOM B
OKOLLIKE BA0/b 6YMaXKHOro (UTUNA; paccTOAHUe, U ANMHA NepPeMeLLLeHUs, 3aBUCUT OT CTEMEHN
BO3/eNCTBUA Napa, BpeMeHU 1 TeMnepaTypbl. MNepemeLLieHVe BeLLeCTBA MOXHO YBUAETb B OKOLLIKE
c nomeTko «ACCEPT» («rogHo») unn «REJECT» («He rogHo»). JnnHa nonockl nepemeLLeHuns
3aBUCUT OT HaCbILWEHHOCTU Napa, TeMMepaTypHbIX MNoKasaTesien U A/IMTe/TbHOCTU BPEMEHHOr0
BO34eNCTBUA. XMMUYECKME WHAMKATOPbl A1 KOHTPO/SA KayecTBa NapoBOW CcTepunmnsaumm
Comply SteriGage OTHOCATCA K WHTErpupylowmMMm uHAMKaTopaMm, 5 Knacca cornacHo
Knaccugpukauum ctaHgapta 1ISO 11140-1:2014.

KOHTpONbHbIE 3HAYEHUA

CM. KOHTPONbHble 3HaYeHWUs, NpuBefeHHble B Tabnvue Ha nepefHei CTOPOHe YyNakoBKW. B
Tabnuue yKasaHo Bpemsl (B MMHYTax) Npuv COOTBETCTBYIOLLEN TeMmnepaType, Heobxoanmoe Ansi
TOro, YTOObI XMMUYECKNE UHANKATOPbLI U3 JaHHOW NapTuX OCTUMN KOHEYHOr0 COCTOSHUA Mpu
UCMbITAHUM B NApOBOM  PE3NCTOMeTpe B TLlaTe/lbHO KOHTPONIMPYEMbIX YCNOBUAX, C
NCMONb30BaHNEM HACbILEHHOINO Mapa. JTO 3HAyYeHWe CpPaBHWBAETCA C MOMNynsAuMeld crop
Geobacillus stearothermophilus 1 x 106 ¢ BennumHoin D 1,6 MmuHyT npu 121°C 1 BeNUYMHON Z
10,0°C.

MN3penvie He COAEpPXXUT CBUHEL,.

NMokasaHUA K NPUMEHEHUIO

XuMnyeckne wHAMKaTopbli(MHTerpatopbl) Comply SteriGage 1243A wvcnonb3yloTca  Ans
KOHTPO/MA NoKasaTtesiei, Kak BHYTPY YMakoBKW, TaK U BHe YNakoBKMW Mpu NpoBeLeHUN NapoBoi
CTepuusaumum B TemnepaTypHoM gnanaszoHe 118-138°C (245-280°F).

MNpoTnBoNoKasaHuA
Hert.

Mepbl NpesocTOPOXHOCTH

He ncnonb3oBaTb XMMUYECKME MHAMKATOPbI A4/19 KOHTPOAS KadecTBa MapoBOi CTepuamsauum
Comply SteriGage 1243A 151 KOHTPOAS CTEPUMM3ALMN CYXUM >KapoM, OKCUAOM 3TWU/EHA NN
APYTIMU HU3KOTEMMePaTypHbIMU MPOoLEesypamMn CTEPUIN3aLLNN.

YKa3aHua no NpuMeHeHUI0

1 [Mpu nepBoHaYa/IbHOM BCKPbLITUM HOBOM YNaKOBKU C XUMUYECKUMU MHAMKaTOpamu, cTapaiTechb
COXpaHUTb KaK MOXHO 00/bLle MOBEPXHOCTW YMNaKOBKW [ CBOpavMBaHWs MU MOBTOPHOr0
3aKpbIBaHUS, clienaiTe NepBoe OTBEPCTME HA MOMEYEHHON 06/1aCTU B BepXHEW YacTh YNakoBKM
13 poibriv NPy NOMOLLM HOXHUL,. BO3bMUTE M3 YNaKOBKM CTO/IbKO XUMUYECKUX UHANKATOPOB
(nHTerpatopoB) Comply SteriGage 1243 A, cKo/IbKO HE06X0ANMO. 3aKPOoTe YNaKOBKY MNOBTOPHO,
MOLOrHYB OTKPbIThI/ KOHEL, HE MEHEE YeM [BaXKAbl.
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2. Bnoxute xumuyeckuii uHamkatop(uHterpatop) Comply SteriGage 1243A B Kaxayto
YNaKoBKY, TEPMOCBapuBaeMbIii MaKeT, KOHTENHep WAM N0TOK, MPeAHa3HaYeHHble 4715 NapoBOi
cTepunv3aumm, a Takke B MecTo, OnpefesieHHOe KaK HanuMeHee JOCTYMHOe AN NMPOHUKHOBEHUS
napa B CTepW/IM3aTope.

3. MpocTepunnmnayiiTe ynakoBKy B MapoBOM CTEPUINZATOPE HA HEOGXOAMMOM PeXUME.

4. Tocne npouecca CTepuansaumMm M3BMEKUTE WMHAMKATOP, MOM0CKa TEMHOMO LBETa A0/HKHA
foxoauTb A0 okowka «ACCEPT» («rofjHO») Ha xumuyeckoMm uHpmkatope Comply SteriGage
1243A. Ecnin TeMHaa noJsiocka He fgowsia g0 okowka «ACCEPT», u 0CTaHOBMIAaCb B OKOLLKe
«REJECT» («He rofiHO»), TaK/M 06pa3oMm, B yrakoBKe, TEPMOCBapUBaeMOM NakeTe, KOHTenHepe,
JIOTKE WM B CaMOM CTepuIn3aTope He ObiNN CO6/0AEHbI KOHTPONUPYEMble YCI0BUA MapoBOi
cTepunusaunn. [aHHble W3fenusa cnefyeT BepHYTb A1 MPOBeAeHWSA MOBTOPHOrO npouecca
cTepuIn3aLmn.

XpaHeHune

« XpaHUTe Npu KOMHaTHOM TemnepaTtype [15-30 °C (59-86 °F)] 1 OTHOCUTE/IbHOWN BNaXXHOCTH 40
- 60%. BeperuTe OT BO3[EMCTBMA MPSMOro CO/THEYHOrO CBeTa. He pPeKOMEHAyeTCcs XpaHWTb
n3genua psagoMm € CUAbHBIMW  LUENOYHLIMUA  WAN  KUCNOTHLIMU - BelLleCTBaMu, TaKuMMM Kak
yncTawme/ gesnHpuumpyoume cpeacTsa.

* MNocne MpYMEHEeHUs BHELLHWIA BUA VHAMKATOpA He W3MEHSIeTCA B TeyeHMe 6 MecsAueB npu
XpaHeHU B BblLLeYKa3aHHbIX YC/T0BUSIX.

MHdopMaLmna o peMOHTE U TEXHUYECKOM 06CY>XUBaHNN
[JaHHoe MeANLMHCKOE U3LeNne He MOAEXNT TEXHUUYECKOMY 06CTY)KMBAHUIO U PEMOHTY.

YTunnusaumsa
YTunusaums n3gennsa Npou3BoANTCA B COOTBETCTBUU c NPUMEHUMbIM

MeCTHbIM/permoHa/IbHbIM/HaLMOHa/TbHBIM/MEXAYHAapPOAHbIM 3aKOHO4ATE/TbCTBOM.

YcnoBua TpaHCNOPTUPOBKU

CapaHTVpPOBaHHbIA CPOK CAYXO6bl M34eNNiA COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKE Mpu
XpaHeHnn cornacHo PeKoMeHA0BaHHbIM YCN0BUAM. Bo BpeMs TPaHCNOPTUPOBKN U3LEINA MOTYT
nofBepraTbcs KpaTKOBPeMeHHbIM KO/lebaHUAM TeMnepaTyp, 3TO He BAUSAET Ha X 6e30MacHOCTb
N 3pheKTUBHOCTL. MeANLMHCKOe 13aenune TpaHCNopTMPYOT BCEMW BUAAMU TpaHCnopTa.

MapaHTuA

KomnaHuen «3M Xenc Keap» rapaHTMpyeTcsl, YTO HacToslllee m3genve He MMeeT [etheKToB
Matepyana W W3roToBsieHUA. [lonb3oBaTeslb HeceT OTBETCTBEHHOCTb 3a onpegeneHue
NPUroAHOCTU U3LENNA O/ NPUMEHEHUs Mosib3oBaTtesieM. B ciyyae HeMCNpaBHOCTU HaCTOALLErO
n3gennss B TEYEHMEe TrapaHTMIAHOINO0 CpOKa, WCKAUUTE/IbHbIM  CPEeACTBOM  3alWTbl U
eANHCTBEHHbIM 0653aTeNibcTBOM «3M Xenc Keap» AABNSAETCA PEMOHT WM 3aMeHa m3genmsa «3M
Xenc Keap».

O6bsACHEHWE CUMMBOJIOB

EB Homep no katanory
[ OCTOpOXHO, CM. YKa3aHu1s Mo NPUMEHEHUIO
<D He ncnonb3oBaTb MOBTOPHO
2  Wcnonb3oBaTtb 0
B9 Kog naptum
MpoussoguTesib
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Jata nponsBoacTBa

~ MpoAyKT npeAHasHayeH ANs MCMO/b30BaHMSA C MapOBbIMM  CTEPUIN3ALNOHHBIMU

UMKnamm

CpenaHo B CLLIA KoMmnaHwei

«3M Xenc Keap»

2510 KoHBeli ABEHIO,

CeHT-lNoN, MuHHecoTa, 55144, CLLUA
1-800-228-3957

www.3M.com/C3CD
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YNONHOMOUYEHHbIN NpeacTaBuUTeNb
nponssoanTens B P®:

3A0 «3M Poccusa», Poccusa, 121614,
Mocksa, yn. Kpbinatckas, g. 17/3
Ten.:+74957847474



*KeTa cAenaH MHOM, nepeBoAYNKOM KrnenHeBbiM BUKTOpoM Wropesnyem.

Poccuiickaa depepaums

Mopog Mocksa
FTAaTHAAUNT AN HNAANA Aan TBTAUW TAMHAZUATAOPN pngn
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Poccuiickaa ®epepauyms
OrTeTe

A, AkumoB [ne6 bBbopucosuy, HoTapuyc ropoga MOCKBbI
CBU/ETe NbCTBYI0 BEPHOCTb KOMWUM C NPEACTAaB/IEHHOTO MHe AakyMeHTa

3apeructpuposaHo B peectpe: N*
B3bICKaHO rocyfapCTBEHHOI NOLWMHBI (N0 Tepudy):_

YnnaueHo 3a okasanue ycnyr npasosoro u J1 /'y /1
TEXHUUYECKOTO XapakTepe:

CKDENVIEHO MeYarbio | B JICTKOB)

oA,
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