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SECRETARY OF STATE

APOSTILLE

(Convention de La Haye du 5 octobre 1961)

L Country: United States of America

This Public Document: 3M Comply 1251 Chemical Indicator Strip
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: May 23,2017
7. by: Secretary of State, State of Minnesota 8. File No: 9515947-4

9. Seal/Stamp: 10, Signature:

Steve Simon
Secretary of State

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



3M Health Care Business 3M  Center

2510 Conway Ave., Bldg. 275-5W-06
St. Paul, MN 55144 US.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 Complyn
HO 1251 Chemical Indicator Strip in English is truthful and accurate.

Regina Feferman Date
International Regulatory AlTairs Associate
3M Health Care

State of Minnesota)
County of Ramsey) SS

Subscribed and sworn to before me this day of May 2017.

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

Notary Public-Minnesota

S | IRVAVARGAS
MWW TRRARAAHATRA/A
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Comply™'* 1251 Chemical Indicator Strip

Description: The Comply™*" 1251 EO Chemical Indicator Strip is a paper strip 1,5 cm
wide by 20 cm long (0.625 inches wide by 8 inches long) printed with a chemical indicator ink
that turns from red to green when exposed to the critical parameters of the ethylene oxide (EO)
sterilization process (i.e.. gas concentration. RH. time and temperature) It is designed to indicate
whether EO sterilization conditions have been met at the point of placement of the strip, which
should be placed in the area determined to be the least accessible to KO penetration. Iach strip is
perforated at the center if a shorter internal chemical indicator is preferred. An internal chemical
indicator should be used inside each package to be sterilized.

Indications for Use
The Comply™** 1251 KO Chemical Indicator Strip is designed to monitor all warm and coo!

cycles of 100% EO and EO/HCFC (hydrochlorofluorocarbon) gas mixture sterilizer cycles.

Contraindications
None.

Potential complications
No potential complications have been identified for this product.

Precautions
Do not use Comply™® 1251 EO Chemical Indicator Strip to monitor steam dry heat KO/carbon

dioxide mixtures or other low temperature sterilization processes.

Directions for Use

e Place a CoTp!/™*» 1251 KO Chemical Indicator Stop inside each pack, peel pouch container
system or tray to be EO sterilized in the area determined to be the least accessible to EO
penetration.

After processing, the red chemical indicator line will turn green when exposed to ethylene
oxide.

Storage/Shelf Life

» Best stored in a dry (<50% relative humidity) condition at room temperature (15-30°C [59-
86°F] and prated from light Do not store near strong alkaline or acidic products such as
cieaning/disinfcction agents

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

Utilization

Dispose of the device in accordance with applicable local/regional/national/intcrnational
regulations. Medical devices in Russian Federation must be disposed of in the local public entities
in accordance with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requirements for the
handling of medical waste" to the waste class B).

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.

Iransportation of medical device is carried out by all type of transport.
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2 Usehydate
LLI 1 Batch code
i J  Manufacturer
manufacture
| £ 0 1Praduct Gdesigned iw use « itfi carie

I"E Fj CjrfabgMe Number

Made in U.S.A. for Authorised representative of the

3M Health Care manufacturer in Russia:

2510 Conway Ave. ZAO "3M Russia". Russia 121614,
Si. Paul, MN 55144 U.S.A. Moscow, Krylalskaya str. bldg. 17/3
1-800-228-3957 T.+74957847474

3M conv'Wechoni~fvenbon

3Mand Comply ar” tiademadc of »
AN und LK fi

e 2016. SM AH rested
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MepeBog C aHINNIACKOTO A3blKa Ha PYCCKMiA

u\rat MuHHecorpg,

CEKPETAPbL WUTATA

ANOCTUNb
(B cooTBeTcTBUK ¢ Faarckoinl KoHBeHUnehn oT 5 okTabpa 1961 r.)
I. CtpaHa: CoeanHeHHble LU TaTbl AMEpUKH

Hactoawmnii opuumanbHblii JOKYMEHT: VIHAWKATOPHbIE NONOCKU ANA
KOH rpons KayectBa 3TUIEH>O0KCUAHOW cTepunmnsaumn Comply 1251

2. nognucaH Vipmoit Bapiac
3. feicTBytowmm(-ei) B Ka4yecTBe HoTapuyca wtata MuHHecoTa
B

4. cKpenneH neyatblo/wiTaMHOM Wpmbl Baprac, HoTapuyca witata

MMWnHHecoTa
YOOCTOBEPEHO &

5. BT.CeHT-Mon, wr. MuHHecota 6. Jarta: 23 masa 2017 r.
7. cekpeTtapem wTtata MunHHecota 8. 3a HoMepom 9515947-4

9. Mevarb/w3amnm;: 10. Mognwce: mOil

(Meuarb) (Moanuce)

Ctu CaiiMoH

bonblias nevarb CeKpeTapb wTaTa

wrata MuUHHecoTa

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



«3M Xenc Keap busHec» 3M UeHTp,

2510 KoHBeit ABeHto, cTp. 275-5W-06,
CeHT-Mon, MuHHecoTa, 55144, ClWUA
651 733 1110

G \Y/

[ns npenbaBneHUs No MecTy Tpe6oBaHUs

A creumanucT no BonNpocamM MexXxayHapogHOro HOpMaTMBHO-NPaBOBOro PerympoBaHusa KOMnaHum
<3M Xenc Keap BbusHec», r. CeHt-lMon, wraT MuHHecota, CoefuHeHHble LUTaThl AMepuKy,
CBUAETE/NLCTBYI0, UTO MpuiaraemMas WMHCTPYKUMA MO MNPUMEHEHUIO u3fenus «V/IHAMKaTopbl
xummnyeckne Comply and  KoOHTpons npouecca CTepunmsaumn, BapuaHTbl  UCMOMHEHUS:
MHankaTopHasa nonocka Comply» Ha aHrIMINCKOM A3blKe IBNSETCS BEPHOIN M TOUHOIA.

(Moanuce) 22 mas 2017r.
PernHa ®eepmaH [Hata

Crieyumanuct no Bonpocam

MeXAyHapoaHOro HopmMaTMBHO-MPaBoOBOro
pel7nupoBaHus

«3M Xenc Keap»

LLITaT MUHHecoTa ) #
Okpyr Pamcu )

MognucaHo Nog NpUCAroin B MOeM NPUCYTCTBUM CerofHs, 22 mas 2017 r.

(Mognuce)
Mpma Baprac, HoTapuyc
CpOK MOMX NONHOMOYUIA UCTEKAeT
31 aHBapsa 2020 r.

(WTamn)
VPMA BAPIAC
Hotapuyc wrata MuHHecoTa
CpoK MOMX NofHoMoumnin nctekaet 31 aHBaps 2020 r.
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Onucaxune: NHaukaTopHaa nonocka Comply npeactaBnseT co60i 6ymaxkHYHO NONOCKY LWMPUHONK 1,5 cm
n annHoii 20 cm (0,625 groiiMa B WMPWHY 1 8 AKOAMOB B AJIMHY) C HAHECEHHBIMU Ha Hee XUMUYECKMMU
VHAMKATOPHLIMU YepHWIaMK, KOTOpble MEHSIOT CBOW LIBET C KpPacHOr0 Ha 3efieHblil Npy BO3LeNCTBUM
KPUTUYECKN BaXHbIX MapamelpoB npouecca CTepunm3alum aTUNeH-okeuaoMm (T.e. KOHLEHTpaums rasa,
OTHOCUTENbHAsA BIAXKHOCTb, BPEMS W remnepatypa). M3genve npegHasHayeHo 41a NOATBEPXKAEHUS TOTO,
UTO B MeCTe HaxXOXAEHWUs TMONOCKN YCNOBUA 3TUNEH-OKCUMAHOW CTepunn3aumMm COOTBETCTBYHOT
TpeboBaHWAM, NpU 3TOM M0/0CKA AO/MKHA HAXOAUTLCSA B MECTe, OMNpefe/leHHOM Kak HavMeHee [OCTYMHOe
419 MPOHMKHOBEHMS 3TW/EH-OKcMAa. Ha Kagoil monocke MO LEHTPY MMeTCs nepdopaumy Ha TOT
cnydaid, ecnm norpebyerca 0onee KOPOTKWA BHYTPEHHWIA XUMWUYECKWUIA WHAMKATOP. BHYTpeHHWi
xvlmmqecwu?l WHAMKATOP NOMELLAETCA BHYTPb KaOKAO0M YNakoBKW, NpeaHa3HaueHHoW Ans cTepuamnsaumm.

[Moka3aHMA K NPUMEHEHUIO
MHamkatopHas nonocka Comply (Homep apTukynal251) and KOHTPONS KayecTBa 3TWU/IEH-OKCUAHOW
cTepunM3aLmuy nNpegHasHaveHa ans KOHTPO;35 BCeX PEXMMOB (TENbIV U XONOAHBIA LWKIIbI) CTEPUAN3ALIUN
C MCMOMb30BaHMEM CTOMPOLEHTHOrO 3TWIEH-OKCMAA W  Ta30BbIX CMeceid  3TWeH-okeuga ¢
rMApOTOPXNOPYrIEPOAOM.

MpoTuBONOKa3aHUA
HerT.

B03MOXHble OCTOXXHEHUS
B0O3MOXHbIE OCNOXHEHNSA B OTHOLLEHUWN [aHHOTO U3AENNS HE BbISB/EHDI.

Mepbl NPefOCTOPOXKHOCTU

He ucnonb3yiite nHamMkatopHyto nosoc/ly Comply (Homep apTukynal251) onsi KOHTPONsS KavecTsa
CTepuAn3aLMn Mapom, CyXuMM >XXapoMm, CMECAMU 3TWU/EH-OKCMZa C AMOKCUAOM Yriaepofa wiv Apyrumu
HU3KOTEMMNePaTypPHbIMU METOLAMU CTEPUIN3ALLUN.

YKazaHus no nNpuMeHeHuo
» [lomecTnTe MHAMKaTOPHYO nosocky Comply (Homep apTuKynal251) BHYTPb K&XAOW YNaKkoBKW,
TepMonakeTa, KOHTeiHepa UK N0TKa, NpejHa3HaueHHbIX AN 3TUNEeH-OKCUAHOW CTepunmnsaumm, B
MeCTO, ONpejeneHHOe Kak HavMeHee AOCTYMHOE AN NMPOHUKHOBEHNUSA STU/IEH-OKCUAA.
» [Mocne cTepuamM3auunM XUMUYECKas WHAMKATOPHas /IMHUS TMOA BO3AEACTBMEM 3STWMIEH-OKCUAA
MOMEHSET LLBET C KPACHOI0 Ha 3e/eHbIA.

Ycnosus xpaHeHUsa/CpoK rogHocTu
e XpaHuTe B CyxOM (OTHOCMTENbHas BNaXXHOCTb < 50 %) M 3aliMLeHHOM OT CBeTa MeCTe Mpu
KOMHaTHOI TemnepaType [15-30 ®C (59-86 ®F)]. He xpaHuTe psaoM C CUAbHBLIMA LLENOYHbIMIA
WM KUCNOTHBLIMW BELLLECTBAMU, TAKUMMW KaK YUCTALLME WU Ae3UHDULMPYIOLLME CpeacTBa.
e [laHHOe MefULIMHCKOE U3LeNnNe He MOLJIEXUT TEXHUYECKOMY 00CTYXXMBaHUIO U PEMOHTY.

Y1tunusaunsg

YTUnusnpyiite usgenue B COOTBETCTBUAM C NPUMEHUMbIMU MECTHbLIMU/ pervoHaIbHbIMU/ HaUMOHabHbIMIK/
MeXAyHapoaHbIMKM  HOopMamu.  MeauumHCcKMe  u3gennss B Poccuidckor  Pefiepalum  AOMKHbI
YTUNU3NPOBATLCA  MECTHbIMKU  MY6/IMYHO-NPaBOBLIMK  OpraHusauuamu B cooTeeTcTBuM ¢ CaHluH
2.1.7.2790-10 «CaHMTapHO-3NNAEMNONOTNYECKME TPeboBaHWA K 0OpaleHUo ¢ MeAULUHCKUMM
0TXOZamu»; Kacc 0TX0A0B: b).
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YcnoBus TPaHCNOPTUPOBKY

[apaHTMPOBaHHbIA CPOK CNYXObl U3AENMIA COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKE MpK XpaHeHWu
COrNacHO PEeKOMEH[OBAHHbIM YCMOBUSM XpaHeHusi. Bo Bpems TPaHCMOPTMPOBKW U3AeNUs MOryT

NoABepraTbCA KPaTKOBPEMEHHbIM KO/MebaHUsM TemnepaTyp, 3TO He BAMAET Ha WX 6e30MmacHoOCTb Y
3(pheKTUBHOCTb.

MeanLUMHCKOe 13aenne TPaHCMOoPTUPYHOT BCEMM BUAAMI TPaHCMOPTa.

Y CcnoBHble 0603HaUYEHUSA

BHvMaHne! CMOTPY MHCTPYKLUUW MO NPUMEHEHUIO
3anpeLLaeTca NMoBTOPHOE NCNO/b30BaHME

Mcnonb3oBaTh 0 UCTEYEHNS CPOKA FOAHOCTM

Koga napTtuu
MponssoauTens
Jata npounssoAcTBa

izl
W3penve npegHasHaveHo 419 UCNONb30BaHMA B NnpoLueiypax CTepunnsaumm aTuaeH-okCuaom

Homep no katanory

Cpenaro 8 CLLIA YNONHOMOYEHHbIV NpeacTaBuTeNb
NS KOMMaHUM

npoussogutens B P®:
<*BMXenc Keap» 3A0 «3M Poccus», Poccus, 121614,
2510 Kowgein Asetito, Cent-Ton, MockBa, /. Kpbinatckas, 4. 17/3
MwuHHecoTa, 55144, CLUA Ten.: +74957847474
1-800-228-3957

3M.com/infectionprevention

«3M» 1 «Comply» fBrAOTCA TOProBbIMW MapKamu
KOMMNaHun «3M».

Mcnosnb3ytoTea Ha ocHoBaHMW NuLEeH3nKn B KaHage.
©2016, komnaHua «3M». Bce npasa sawuLLeHbI.
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MepeBog daifHoeo TekcTa caenait MHOW, nepeBoAurkoM MamegoBbiM TuUMypoM [>KaBauLLPOBUHEM.

Poccuiickas ®epepauus
"opog Mocksa
BocbMOro nioHA Mas [Be ThbiCAYM CEMHaALATOro roga
A, Aknmos IMne6 bopucosuy, HoTapuyc roposa Mocksbl, CBUAETENbCTBYH NOAAMHHOCT b NMOAMNUCH
nepesogunka Mamegosa Tumypa [ kasauimposuya.
Moanuck caenaHa B MOEM NPUCY TCTBUN.
JInyHOCTb NoANMCaBLLEro JOKYMEHT yCTaHoBNeHa.
3aperucTpuposaHo BpeecTpe: Ns J I
B3bickaHo rocygapcTBeHHON NowwuHbl (No Tapudy): 100 py6.

YnnayeHo 3a 0KasaHue yCyr NpaBoBOro U TEXHUYECKOTO XapakTepa:

6. AKumos

HoTapuyc Y-
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Poccuitickas®eospauns
['opog, Mocksa
ABafUAT b CEJW\I\D AHBaps ,EETb[]E!—I/I,EEBﬁ[.’/’I’(]'aroAa
7, MpokowenkoBa EneHa EBreHbesHa, HOTapuyc ropsaa
MockBbl,cBUAETEN €pHOCH Konuu
MHe [JOKYMEHT

Fe\Clpx
Wauo.

lMpokoLueHkosa
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