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3M ESPE 2510 Conway Ave.
Dental pVoducts St. Paul, MN 55144, USA

To whom it may concern:

In my capacity as International Regulatory Affairs and Quality Compliance
Leader, 3M Healthcare Business, St. Paul, Minnesota, USA, | certify that the
attached Instructions for Use (IFU) for Sof-Lex Mandrel in English is truthful and
accurate.

Sardeson (Date)
international Regulatory Affairs and
Quality Compliance Leader
3M Health Care Business

STATE OF MINNESOTA)
COUNTY OF RAMSEY )

Subscribed and sworn to before me this day of December, 2016.

Lori)JTSheetz, fJlotary Public
My Commission Expires; January 31, 2020

LORI J SHEETZ
.Notaiy PubOc
Minnesota
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the disinfectant Cidex OPA (ASP, Irvine, USA / Johnson & Johnson GmbH, Norderstedt, Germany)
considering the specified procedure.

4. Drying

4.1. Perform post-drying step in a clean place, or use filtered air for drying to prevent recontamination.

4.2. Completely dry mandrels before repackaging.

5. Inspection, Maintenance, Testing: Inspect mandrels for contamination, damage and wear. If mandrels are
still dirty, repeat cleaning and disinfection procedures.

Directions for Sterilization

1. Consider the following in the selection of suitable sterilization containers and/or packaging:

1.1. Conformity with ANSI AAMI (EN) ISO 11607 (EN 868-2 or EN 868-8).

1.2. Suitable for steam sterilization (temperature resistance up to 141°C (286°F).

1.3. Sufficient protection ofthe instruments and the sterilization packaging against mechanical damage.

1.4. If a sterilization container is used, follow regular maintenance according to the manufacturer’s
instructions.

2. Sterilization Procedure

2.1. The sterilizer should be validated according to ANSI AAMI (EN) ISO 17665 (and HTM 2010 ifrequired
by local regulations and guidelines).

2.2. Do not exceed a sterilization temperature of 138°C (280°F).

2.3. Do not exceed sterilizer’s maximum load when sterilizing multiple mandrels in one autoclave cycle.
2.4. Steam sterilize according to EN 13060, and EN 285 ifrequired by local regulations and guidelines.

2.5. Use oaly the procedures recommended below. Other sterilization procedures are the responsibility
of the user.

2.6. Place instruments in sterilization packaging.

2.7. Run sterilization cycle (see table below)

Note: If other validated sterilization conditions are needed, please refer to
Solutions.3M.com/wps/portal/3M/en_US/3M-ESPE-NA/dental-professionals/resources/msds for Cleaning,
Disinfection and Sterilization Information.

Cycle Temperature Time Packaging
Gravity 121°C 30 min Wrapped
Gravity 132°C IS min Wrapped
Gravity 132°C 3 min Unwrapped
(Flash)

The fundamental suitability of the mandrels for effective steam sterilization was demonstrated by an
independent accredited test laboratory by application ofthe steam sterilizer Systec V-150 (Systec GmbH
Labor-Sytemtechnik, Wettenberg) and of the fractionated vacuum procedure as well as of the gravity
procedure. For this, typical conditions in the clinic and doctor’s practice as well as the specifiedprocedure
were considered.

Storage and Use

» Store mandrels after sterilization in a dry and dust-Ifee place.

» Sterilization can only be maintained if the mandrels remain packaged or wrapped, impermeable to
microorganisms, following a validated sterilization process. The status of the sterilization has to be clearly
indicated on the wrapped packages or the containers.

* For safety reasons, keep sterile and non-sterile mandrels separated.

Transportation conditions

During transportation the products may experience short term temperature variations without affecting
product safety and performance. Transportation of medical products is carried out by all types oftransport.
Utilization

Dispose ofthe device in accordance with applicable local/regional/national/intemational regulations.
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Customer Information
No person is authorized to provide any information which deviates from the information provided in this
instruction sheet.

Warranty

3M ESPE warrants that these instruments will be free from defects in materials or workmanship for a period
of 1year from the date of purchase. Failure to follow recommended use, maintenance, cleaning, disinfection
and sterilization procedures will void all warranty claims. User is responsible for inspecting instruments prior
to each use.

3M MAKES NO OTHER WARRANTIES INCLUDING ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. User is responsible for
determining the suitability of the products for user’s application. If this product is defective within the
warranty period, your exclusive remedy and 3M ESPE’s sole obligation shall be repair or replacement ofthe
3M ESPE product.

Limitation of Liability

Except where prohibited by law, 3M ESPE will not be liable for any loss or damage arising from this product,
whether direct, indirect, special, incidental or consequential, regardless of the theory asserted, including
warranty, contract, negligence or strict liability.

Authorised representative of the manufacturer in RF:
ZAO "3M Russia", Russia 121614,

Moscow, Krylatskaya str.bldg.17/3
Tel.: +74957847474
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2. epmeTusauma v TpaHCnopTUpoBKa. MNpu TPaHCMOPTUPOBKE OT MeCTa UCMOMb30BAHNA K YHaCcTKy
o6e33apaxknBaHuUA 3arpAa3HeHHble JUCKOLep>KaTenu cnegyet NnoMecTUTb B 0f06peHHbIE K MPUMEHEHUIO
repMeTUYHbIE KOHTENHEpDI.
3. Mpouepypa ouncTtku. CobnogainTe MHCTPYKL MM NPON3BOAMUTENA OUMNLLAIOLLENO CPEACTBa, KacakLlmecs
KOHLUEHTpaLmMu fe3pacTBopa U BpPeMEHU BbifiepP>XXUBaHUA B HEM.
3.1. NogroToBKa. [4nA OYNLLEHNA BPYUYHYIO BULUMbIX 3arpA3HEHUA NCNONb3YNTe MATKYHO LWeTKy. He
MCNoNb3yiTe MeTanMYeckne WeTKU UK CTalbHYI0 MPOBOJIOKY.
3.2. MoNHOCTbIO ONYyCTUTE AUCKOAEpXaTeNn B OUMLL a0 pacTBOP U BblAepXXMNBaNTe X B TeYeHUE
BPEMEHW, PEKOMEH0BaHHOIo NPOU3BOAMTENIEM oUMLaloLWwero cpegctaa. OCTOPOXHO OUUCTUTE
MHCTPYMEHT C MOMOLLbI0 MATKON LLETKMW.
3.3. N13BNneKknTe gMCKOoLep>kaTenu U3 OUYULLLAKOLLLEr0 pacTBOpPA M TWaTeNbHO NPOMOoJioWwuTe B
NOArOTOB/IEHHON BOAE XOTA Obl 3 pa3a B TeUEHME He MeHee MOAMUHYThbI KaXablii. (CM. pasgen
“IpepocTepexxeHns”).
3.4. OcmoTpuTe guckogepxarenun. MNpu nofyvyeHnn Hey[0BNeTBOPUTENBHOIO pe3yibTaTta NoOBTOpPUTE
npoueaypy.
Mpouenypa fe3nHgpeKumn.
1. Cobntogainte MHCTPYKL MK NPON3BOAUTENA AE3NHULNPYIOLLErO CPeACcTBa, KacaloLnecs
KOHLeHTpaLm1m pacTeopa U BPEMEHUN BbIAEPXMBAHUA B HEM.
2. MoNHOCTbIO MOTPy3nMTe ANCKOAEPXKATENN B Ae3MHPULMPYIOLWNA pacTBOp. AUCKogep)KaTenn He SOMKHbI
KacatbCs gpyr gpyra.
3. Vi3BneknTe guckogep>atenu U3 AesMHOULMpyoLLero pacTeopa 1 TwaTenbHO NponosiowuTe B
MOArOTOBNEHHON BOAe XOTA 6bl 5 pa3 B TeYeHMe He MeHEe MOAMUHYThI Kaxabii. (CM. pasgen
“TpepocTepexeHuna’™).
3.1. He3aBucrwoi akkpeuTOBAHHOW UCNbITaTeNbHON nabopaTopueil C NOMOLLbIO CNeLnanbHoM
npoueaypbl 6blnaycTaHoBneHa Heobxogumasa NpUrogHOCTb MHCTPYMEHT OB AN 3 HeK T UBHOMN
OUNCTKU 1 fe3nHd ekl npu ncnonb3osaHuy ounwatouwero cpegcTea Cidezyme/Enzol n
fesnHduunpyrowero cpeacTea Cidex OPA (ASP, NpeuH, CLUA/Johnson & Johnson GmbH,
HoppepwTenT, Fepmanus).
4. MpocywmnsaHue
4.1. MocnefyroLyo NPOCYLWKY cnegyeT NpoBOAUTbL B UNCTOM MecTe. [lna npefoTBpalleHns
MOBTOPHOIO 3arpA3HeHNsA MOXHO UCMONb30BaTb A1 MPOCYLW KN (DUIbTPOBAHHbIW BO3LYX.
4.2. Meped NOBTOPHO yNakOBKOM MOAHOCTbIO BbICYLIMTE AUCKOAEpPXKaTeNu.
5. OcmOTp, TEXHUYECKOe 06CNYyXXMBaHWe U TecTUpoBaHMe. OCMOTPUTE AUCKOLepXKaTenn n ybeaunTecs B
OTCYTCTBMM NPWU3HaKOB 3arpA3HeHunii, NOBPeXAeHUA 1 n3Hoca. Ecnm guckogep>xaTtenu Bce ele
3arpsA3HeHbl, NOBTOPUTE MpoLeAYpPbl OUUCTKN U Ae3NHDeKLUN.

MHCcTpyKuMK no cTepuinsaumnm
1. Mpwn BbIGOPe NOAXOAAWNX KOHTEAHEPOB A4NA CTEPUAM3ALUN U/MAN YNAKOBKM YUMNTbIBaTe YKa3aHHbIe
HKe NMOOXKeHUS.
1.1. CooTBeTtcTBME cTaHgapTaMm ANS1/AAMI/(EN) ISO 11607 (EN 868-2 nnun EN 868-8).
1.2. MpurogHocTb ANS CTepunmsaynmn napom (TepmMocToiikocTb go 141°C (286°F).
1.3. Hagnexauias 3awuta UHCTPYMEHTOB W CTEPU/IM3YEMOI YNAKOBKU OT MeXaHNYEeCKUX
MOBPEXAEHWA.
1.4. Ecnn ucnonb3yeTcs KOHTeliHep ANA CTepuam3anmnm, BoiNOAHANTE PeErynsapHoe TeXHU4yeckoe
006CNy>XXnBaHWe B COOTBETCTBMU C MHCTPYKLUUAMMN NPOU3BOLUTENS.
2. Mpouenypa cTepunnsaumnmn
2.1. CTtepununsaTtop A0/DKeH 6bITb YTBEPXAEH cornacHo ctaHgaptam ANSI/AAMI/(EN) ISO 17665 (u
eTM 2010, ecnm 3TOr0 TPEBbYKOT MECTHbIE HOPMbI U MHCTPYKLUN).
2.2. TemnepaTypa cTepunmsaumy He fo/mkHa npesbiwaTts 138°C (280°E).
2.3. He npeBblWwaiiTe MaKCMMabHYI0 Harpysky cTepuamsaTopa npu cTepuan3anmnm HeCcKONbKNX
auckogeparteneii B O4HOM LuKne 06paboTKu B aBTOK/ABE.
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[ 2.4. CTepunusayma napomMm 0/KHA COOTBETCTBOBAThL cTaHAapTam EN 13060 u EN 285, ecnu atoro
TPebyloT MeCTHbIE HOPMbI Y MHCTPYKLUN.
2.5. CnepnyeT ncnosib3oBaTh TOJ/IbKO Npoueaypbl, peKOMeHA0BaHHble HMXKe. 3a UCMNoJib30BaHne Apyrux
npoueanyp crepmnnnsdalmnn oTBETCTBEHHOCTb HECET NOJ/1Ib30BaTE/1b.
2.6. [MoMeCcTTE MHCTPYMEHTbI B CTEPUIN3ZYEMYIO YMAKOBKY.
2.7. MpoBeaunTe LUKN cTepuansaumnm (CM. Tabnuuy HuUxe).

MpumeuaHne. ECNM HEOGXO4UMbI LpYyTrUe YTBEPXKAEHHbIE YCIOBUS CTEPUIN3ALUN, CBELEHUS 06
0UUCTKE, fe3NHDEKLUUN U CTEPUAN3ALUM CM. MO afpecy:

Livkn Temnepatypa Bpemsa YnakoBKa
i be3 Bakyyma 121C 30 MuH YnakoBaHoO
be3 Bakyyma 132°C 15 MmuH YnakoBaHO
be3 Bakyyma 132°C 3 MUH He ynakoBaHO (CKOpPOCTHas
cTepunusayma)

HezaBncmmon akkpegnToBaHHOW UcnbiTaTeNIbHOM NnabopaTopmein c NOMOLbIO cCreymasibHOM Npoueaypbl 6bina
yCTaHOB/IeHa Heo6GxoAMMasi NPUroAHOCTb AUCKoAepyKaTenen ans aPeKTUBHOM cTepunmsanymm napomM npuv
MCMOMb30BaHUM NapoBoro ctepunmnidartopa Systec V-150 (Systec GmbH Labor-Sytemtechnik, BetteHb6epr) un
npovueaypbl cTepunusanmn gpakuMoHHbIM BaKyyMOM 1 6e3 BakyymMa. /11 3TOro NpUHUMa/IUCb BO BHUMaHMe
cCTaHAapTHble KIMHUYECKNE YC/TIOBUS M yCNoBUs paboThl Bpayel, a TakXe npegycmarpmBanach
COOTBEeTCTBYyl U as npoueaypa.

XpaHeHne N NpUMeHeHve
[nckn n wrtpmncel Sof-Lex He TpebyoT co3faHns cneymanbHbIX YCA0BUiA XpaHeHusi. CpoK XpaHeHus 120 mecsues.

e Mocne cTepunm3aymm AUCKOLEPXKATENMN CNEAYET XPaHUTb B CYXOM 1 HE 3arnblIEHHOM MECTE.

» O6e33apaxmBaHue obecrneynBaeTcs TONLKO B TOM C/y4ae, eCU NOCe YTBEPXAEHHOW npouesypsbl
cTepuAu3auny UcKogepxatenn 6yayT XpaHUTbCA B YyNakOBaHHOM UAU 06epHYTOM BUAE BHe JocTyna
MWKpPOOPraHn3MoB. CTaTyc cTepuansaumny LomkeH 6biTb YUETKO YKa3aH Ha COOTBETCTBYHOLLMX YNAaKOBKaX
WK KOHTelHepax.

* B Lensax 6e30MacHOCTM CTEPU/IbHBIE U HECTEPU/IbHBIE AUCKOLEPXKATENMN ClefyeT XPaHUTb OTAENbHO.

TpaHcnopTuposka

Mpu TpaHCNOPTUPOBKE U3AeNUs MOTyT NMOABEPraTbCA KPaTKOBPEMEHHbIM KonebaHuMAM Temnepatypbl 6e3
BAMAHMA Ha uX 6e3onacHoCTb M 3¢)(*)EKTI/IBHOCTb. TpaHCI'IOpTI/IpOBKa MEANUWMHCKOTo un3genna
OCyLLeCTBNAETCA BCEMU BUAaMMN TPaHCMNOPTa.

Y1tunusauyms
YTI/IﬂVI3VIpOBaTb MeagnLUUHCKOe usaenne B COOTBETCTBUN C I'IOKaﬂbeIMI/I/peFI/IOHa}'IbHbIMI/I/HaLI,VIOHaﬂbeIMI/I/
MeXAYyHapoAHbIMU Tpe6OBaHI/IFIMVI 3aKOHOAaTeNbCTBA.

WHhopmaums gna nokynartens
3anpelaeTcs NpeaocTaBNATb MHQOPMaLNO, NPOTUBOPEYALLYHO 3TON MHCTPYKLMUK.

MapaHTUiiHbIE 06513aTeNbCTBA

KomnaHnuns 3M ESPE rapaHTupyeT OTCYTCTBUE B JaHHbIX MHCTPYMeHTax e(heKTOB MaTtepuana u
M3roToB/IEHNSA B Te4eHUe 1rofa c MOMeHTa NOKYnku. B cnyyae Heco6/1104eHNSA PeKOMeHA0BaHHbIX
npoueayp N0 UCMNONb30BAHUIO, TEXHUYECKOMY 0BCNYXUBaAHWUIO, OUYNCTKE, Ae3NH(EKLUN U CTEpUIN3aL UK
NPETEH3NN B OTHOLUEHWUW FapaHTUIiHbIX 0653aTeNbCTB TEPAIOT CBOKO cuny. [onb3oBaTenb HeceT
OTBETCTBEHHOCTb 3@ OCMOTP MHCTPYMEHTOB MNepes KaXAblM

MCcnonb30oBaHueM.

KOMMAHWSA 3M HE AET HUKAKUX APYTUX FTAPAHTUW, BKIKOUYASA NTIOBLIE
MOAPA3YMEBAEMbBIE TAPAHTUMHBIE OBA3ATE/ILCTBA B OTHOLWEHWN TOBAPHOIO
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MepeBof C aHINIACKOTO A3blKA HA PYCCKMWIA S13bIK
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«3M OCME feHTan MpoaakTc» 2510 KoHBeii AseHto, CeHT-lon,
MwuHHecoTa, 55144, CLUA

«3M>»

Lns npeAbsiBNeHWS N0 MecTy TpeboBaHMUSA:

A, AUPEKTOp Mo BOMPOCaM MeXAyHapoAHOro HOPMaTMBHO-MPaBOBOr0 PeryiMpoBaHua n KOHTPONA
KadectBa KoMmnaHun «3M XencKeap busHec», r. CeHt-lMon, wrat MuHHecota, CoeiMHEHHbIe
LTtatel AMepuUKKW, CBUAETENbCTBYID, YTO Mpuiaraemble WHCTPYKUMM N0  MPUMEHEHUIO
anckopepxartens Sof-Lex Ha aHrMMINCKOM 5i3brce ABNAIOTCS BEPHLIMU U TOYHBLIMMA.

(Moanwucs) 21 pekabps 2016 T.
CkotT CapfiecoH (Oata)
[uvpekTop no Bonpocam MexAyHapoaHOro
HOPMAaTMBHO-NPaBOBOr0 PeryanpoBaHus u
KOHTPONS KayecTsa
«3M Xenc Keap busHec»

WTAT MUHHECOTA)
OKPYT PAMCU )

MognucaHo v NOATBEPXKAEHO MO MPUCATOA B MOEM NPUCYTCTBUU cerofgHs, 21 gekabpsa 2016 r.

(Mognuce)
Nopwn Ox. WwnTty, HoTapuyc
CpOK MOMX MOMHOMOYNIA UCTEKaeT
31 anBapsa 2020 r.

(WTamm)
NOPU XK. WWNTL,
HoTapuyc
LLitat MuHHecoTa
CpoK Moux nosHoOMounin nctekaet 31 aHBapsa 2020 .
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MepeBog faHHOro TeKcTa CAenaH .MHOR, NepeBogymMko.M Ma.MefoBbl.n Tu.Mypo.M>KaBaHTuposmye”

Tpe6oBaHUA K TeKCTY nepeBoga (MakcumasibHast TOYHOCTb, Fpa.MOTHOE U3NOXKEHNE) .MHE
Pa3bACHEHbI.

NoAMUCH

"opos Mocksa

[BaguaTb ceab.Moro Aekabps Ase ThICAYM WecTHaAUaToro roga

A. MapTblHOBa HaTanua AHApeeBHa, BPEMEHHO UCNONHAKOWaa 0653aHHOCT W HOTapuyca ropoga
Mockebl AkuMmoBa Fne6a BopucoBnya, CBUAETENbCTBY NOANMHHOCT b NOANKUCH, CAe.3aHHOM
nepesogymkom MamegoBbiM TuU.MypoM [J>KaBaHWNPOBNYEM, B MOEM MPUCYTCTBUU. JINYHOCT b €ro
yCTaHoB/EHA.

3apermcTpupoBaHo B peecTpe 3a

B3bickaHo no Tapudgy 100 py6.

BPWO HoTapuyca

MoAMUCH

lep6oBas neyaThb
HOTapuyca
r.Mocksbl AKUMOBa
b

Bcero npowHypoBaHo, NPOHY.bIEPOBaHO
M CKPenieHo neyaThblo .uncT(a)(oB)

BPWO HoTapuyca

MOAMUCH

opog Mocksa.

A, MapreiHoBa Hataima AHgpeeBHa , BpEMEHHO UCTOMHAOLLas
o6slaHHocIn nolapuyca ropoga Mockebl AkuMoBa ['ne6a Bopucosuua,
CBUICTeIbCTBYIO BEPHOCTb 3TOW KOMUM C NOA/IMHHUKOM [JOKYMEHTA. 13
HOC.1C,THEM HOAYMCTOK, NPUNUCOK, TaYEPKHYTbIX CMOB M NHbIX
HEOrOBOPEHHbBIX UCNPaBNeHUn UM KaKUX-NMOGO OCOBEHHOCTEN HET.
MHoto0, nuLy, obpaTnBLIEMYCS 3a COBEPLLEHNEM HOTapUanbHOro
Jellen Busi, pasbsCHEHO, YTO NPU CBUAETENbCTBOBAHWUM BEPHOCTU KOMUK
[IOKyMeHTa He NOATBEPXKAAETCA 3aKOHHOCTb COZlePXKaHNs JOKyMeHTa 1
COOrBETCTBME MU3NOXEHHbIX B HEM (haKTOo§.faiklasaniu8iitbHocTu.

3apermcTpUpPoBaHo B PEEC rpe 3a

Bcero npowunTo, NPOHYMEpPOBAaHO, CKPEN/IEHO
nevyartbto nuct(a) (o B)
BPUO Horapuyca : BPWO HoTapuyca:

B3bickaHo no napudy U i

MapTbiHOBa H.A.
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