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Russian text English text

HAMMEHOBAHME MEAVNUWMHCKOIoO W3AENNA (MW) W EFO MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
KNACCNPUNKALINA MD name, variations of MD

HanmeHoBaHne MW, BapraHTbl ncnonHeHns M Cases and trays for storage, transportation and sterilization universal
KoHTelHepbl 1 MOAHOCHI /11 XPaHeHWsl, TPAHCMOPTUPOBKM U CTepuamsaumm  instruments and implants for small bone fragments with accessories:
YHUBEPCA/IbHbIX UHCTPYMEHTOB U UMM/IAHTATOB [/19 Ma/lblIX KOCTHbIX (hparMeHToB

C NPUHAANEXHOCTSIMU, B BapuaHTax UCMOSHEHUS:

1. MopHoC AN yCTaHOBOUHbBIX MHCTPYMEHTOB. 1. Universal Small Fragment Insertion Tray.

2. TopHOC A5 yCTAHOBOYHbIX MHCTPYMEHTOB, 6€3 CeKLWK s CBEPS. 2. Universal Small Fragment Insertion Tray without Drill Bits section.
3. ToaHoc Ana penos3nUMOHHbIX MHCTPYMEHTOB. 3. Universal Small Fragment Reduction Tray.

4. MopaHoOC Ans AOMOMTHUTENIbHBIX MHCTPYMEHTOB, pasmep 1/3. 4. Universal Small Fragment Auxiliary Tray (1/3 Width).

5. MoaHoOC ANs CTaHAaPTHBIX MIACTUH. 5. Universal Small Fragment Standard Plate Tray.

6. MMogHOC A5 BUHTOB. 6. Universal Small Fragment Screw Rack.

7. TlogHoC Ana NiacTUH Ans IOKTEBOro cycTasa. 7. Universal Small Fragment Elbow Implant Tray.

8. TMogHOC AnA NNacTuH Ans nneyva n KMounLbl. 8. Universal Small Fragment Shoulder Clavicle Implant Tray.

9. MogHoc ans nnactuH VA-LCP ans npoKcuMasibHOro otaena 6onblueGepLloBoii 9. Universal Small Fragment VA LCP Proximal Tibia Implant Tray.
KOCTW.

10. MopaHoc Ans nnacTuH LCP Ansi npoKcumanbHoro otaena 6onblueGepuloBoii 10, Universal Small Fragment LCP Proximal Tibia Implant Tray.
KOCTMU.

11.  TMopHoc ans nnactvH VA-LCP ans guctanbHoro oTjena 6onblueGepulioBoii 11, Universal Small Fragment VA LCP Distal Tibia Implant Tray.
KOCTW.

12.  ToaHoc ans nnactmud LCP ans guctanbHoro otaena 60n1bwe6epuoBoil Koctn. 12, Universal Small Fragment LCP Distal Tibia Implant Tray.
13.  MogHoc Ans mnacTuH VA-LCP pansa auctanbHoro otaena MatobepuoBoi 13, Universal Small Fragment VA LCP Distal Fibula Implant Tray.

KOCTW.
14. MopgHoc ansa nnactH LCP Ansi gucTanbHOro oTAena ManobepuoBoi KOCTU. 14, Universal Small Fragment LCP Distal Fibula Implant Tray.
15.  KoHTeiiHep, 3 ypoBHs, pasmep 3/3. 15.  Outer Case 3 High (3/3 Width).

16.  KoHTeliHep, 2 ypoBHS, pasvep 3/3. 16.  Outer Case 2 High (3/3 Width).

MpuHagnexHocTu: Accessories:

1. Kpblwka gnsa nogHoca, pasmep 1/3. 1. Tray Lid (1/3 Width).

2. KpbilwKa ansa nogHoca, pasmep 2/3. 2. Tray Lid (2/3 Width).
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3. Kpblwka gna nogHoca, pasmep 3/3.
A k'numnk-a NS K-MHTeAHena. na3meo 3/3.

HavmeHoBaHuWe

60.133.100

60.133.118 [10o4HOC 4nsl yCTaHOBOYHbLIX MHCTPYMEHTOB, 6e3 ceKuuu 4nsi CBep.

60 133 130 lnnHoc N1 Neno3nLMOHHbBIX UHCTPYMEHTOB.

60.133.103 I/anuar nna NnnnnHUTENIbHBIX MHCTOYMEHTOB. pasmep 1/3.

60 133 102 [llogHoc ons cTaHZapTHbIX MIACTUH.

60.133.150

60 133 105 [lonHoe gns nNnacTuH 41 TIOKTEBOro cycTasa.

60.133.106 [llogHoCc Ana NNacTUH ANs neda v KIYuLbl.

60.133.107 MogHoc ana nnactuH VA-LCP ana npokcumanbHOro otjena
60nbINe6ennoBoii KOCTU.

60.133.131 MogHoc pana nnactmH LCP  gnAa  NpoOKCUMMasibHOro  OTAena
6rnnbiHe6epnoBoOi KOCTW.

60.133.108 MogHoc pana nnactmH VA-LCP  gna  auctanbHOro  otgena
60nbLLE6GEPLLOBOA KOCTL.

60.133.112 MogHoc gna  nnactmuH LCP gna guctanbHOro  otgena
60/1bIHEGELLITOBO KOCTW.

60.133.132 [ogHoc pgna nnactuH  VA-LCP pgna  guctanbHoro otgena
Ms7106epnoBOI KOCTW.

60.133.133 [MogHoc ana nnactuH LCP gnsa guctanbHOro oTaena mMmanobepLoBoi
KOCTK

60 133 003 KoHTelHep. 3 ypoBHS, pasmep 3/3.

60 133 111 Kpblwka gnsa nogHoca, pasmep 1/3.

60.133.110 Kpblwka gna nogHoca, pasmep 2/3.

60 133 109 Kpblwka ansa nogHoca, pasmep 3/3.

60.133.002 KoHTeiHep, 2 ypoBHs, pasmep 3/3.

60 133 000 Kpblwka nns KoHTelHepa, pasmep 3/3.

Jlanee no TEKCTy ~MOryT MCMO/Mb30BATLCA — CrlgfylOlLNe  HaMMeHOBaHMS

MeaMLMHCKOTO  U3AeNns: KOHTeMHepbl, MOAHOCHI, KPbIWKW, WHCTPYMEHTHI.
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3. Tray Lid (3/3 Width).
4. Case Lid (3/3 Width).

Code
60.133.100
60.133.118

60.133.130
60.133.103
60.133.102
60.133.150
60.133.105
60.133.106

60.133.107
60.133.131
60.133.108
60.133.112
60.133.132
60.133.133
60.133.003
60.133.111
60.133.110
60.133.109

60.133.002
60.133.000

Description
Uniyersal Small Fragment Insertion Tray.
Uniyersal Small Fragment Insertion Tray without Drill
Bits section.
Uniyersal Small Fragment Reduction Tray.
Uniyersal Small Fragment Auxiliary Tray (1/3 Width).
Uniyersal Small Fragment Standard Plate Tray.
Uniyersal Small Fragment Screw Rack.
Uniyersal Small Fragment Elbow Implant Tray.
Uniyersal Small Fragment Shoulder Clayicle Implant
Tray.
Uniyersal Small Fragment VA LCP Proximal Tibia
Implant Tray.
Uniyersal Small Fragment LCP Proximal Tibia Implant
Tray.
Uniyersal Small Fragment VA LCP Distal Tibia Implant
Tray.
Uniyersal Small Fragment LCP Distal Tibia Implant
Tray.
Uniyersal Small Fragment VA LCP Distal Fibula Implant
Tray.
Uniyersal Small Fragment LCP Distal Fibula Implant
Tray.
Outer Case 3 High (3/3 Width).

Tray Lid (1/3 Width).
Tray Lid (2/3 Width).
Tray Lid (3/3 Width).
Outer Case 2 High (3/3 Width).
Case Lid (3/3 Width).

Further in the text the following names of the medical deyice can be
used- cases, trays, lids, instruments, deyice, medical deyice (MD).



nsgenve, MeguLMHCKoe usgenve (MWN).

HavmeHOBaHMA MeSUUUHCKUX W3gennii MoryT 6bITb YNOMSHYTbl B TEKCTe B
COKpalLLeHHoR hopme AN yaobcTBa BOCNPUATMSA MHGOPMaLuun.
HA3HAYEHWE MEOVWLUWMHCKOIO N3AENNA
KoHTelHepbl 1 NOLHOCHI NMpegHa3HaueHbl 4715 XpaHeHUs, TPaHCNOPTUPOBKIN MEXaY
OMepaLyoHHOM, MNOMELLEHMAMN [ON1A  CTePUIN3ALUN U XPaHEHUs, a Takke
CTepunu3aumMm B HUX  MHOFOpPasoBbIX  XWPYPIrUYECKUX  YHUBEPCaSbHbIX
WHCTPYMEHTOB W/WN UMMNAAHTATOB /19 Ma/lbIX KOCTHbIX (PparMeHTOB.
MOKA3AHUMA N MPOTUBOMOKA3AHWA K MPUMEHEHUWIO M U
BO3MO>XHBIE MOBOYHbLIE 39 PEKTDI

MokasaHuA/lTpoTMBONOKa3zaHUA

HeT KOHKPETHbIX MOKa3aHWA/MPOTUBOMNOKA3aHUA K MPUMEHEHUIO KOHTEHEPOB,
NOAHOCOB Y KPbILLEK.
Mo60ouHbIe 3h(heKTbl U BO3MOXHbIe PUCKN

HeT KOHKPETHbIX MNOTEHLUNAIbHBIX MO60UHbIX 3PHPEKTOB 1 BO3MOXHbBIX PUCKOB Npur
NPYMEHEHUN KOHTENHEPOB, NOAHOCOB W KPbILLEK.
NMH®OPMALNA O MNOTEHUWMANBbHBLIX MOTPEBUTENAX MW WU
YKA3AHWNA NO NCMNOJTb3OBAHWIO

YKaszaHus Mo UCMosib30BaHuio

W3genna npegHasHayeHbl 415 UCMO/Ib30BaHUS B YUPEXAEHMAX 34PaBO0XPaHEHMS.
W3genva peKomeHAyeTCs UCMO/b30BaTb MPY YCI0BUSAX, YKA3aHHbIX HUXKE.

Ycnosusa IKcnnyataymnmn

BnaxHocTb O1 30 %po 85 %
Temnepatypa Ot -29°C po +60°C
[aBnexne HeT cneumanbHbIX TpeboBaHwi

MoTeHUWanbHble NoTpebuTenn MU

JT0 um3fenve npefjHasHayeHoO A1 WUCMOJIb30BaHMUA
MeANLMHCKNMUN paboTHMKamu, Hanpumep, Xupypramu, nepcoHanom
OMepaLMoHHOM 1 fMuamu, 3aHUMAKLMMKUCA MOArOTOBKOM um3genns. Becb
nepcoHas1, paboTaloWnii ¢ 1M3genmneM, JO/MKEH ObITb MOMHOCTLIO O3HAKOMEH C
WHCTPYKLMEN MO NPUMEHEHNIO U XMPYPTUYECKOMi NpoLeaypoil.

KBaIM(ULMPOBAHHBLIMU
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The names of medical devices can be mentioned in the text m
abbreviated form for the convenience of perceiving information.

INTENDED USE MEDICAL DEVICE

The cases and trays are intended for safe storage, handling, and
transportation of reusable surgical instruments and/ or implants between
the operating, storage and central sterilization rooms.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications/ Contraindications

There are no specific indications/contraindications for using cases, trays
and lids.

Adverse effects and potential risks

There are no specific potential adverse effects and potential risks for
using cases, trays and lids.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE
Directions for use
Devices are intended for use in healthcare facilities.
Devices are recommended for use under operation conditions indicated
below.

Environmental conditions

Humidity 30 %to 85 %
Temperature -29°C to +60°C
Pressure No special conditions

Potential users of MD

This device is intended to be used by qualified health care professionals
e.g. surgeons, operating room staff, and individuals involved in
preparation of the device. All personnel handling the device should be
fully aware of the IFU and the surgical procedures.



OMNCAHWE OCHOBHbIX ®YHKUWOHAJIbHbIX 3/IEMEHTOB MU U
NPUHUWMbI AENCTBUSA

O6buiee onncaHne QYHKLNOHANbHbIX 31eMeHTOB MW 1 NpuHLUNbI geicTBNSA

M3genve BbINOMHEHO B BUAE HEOO/bLLOr0 KOHTEHEPa, KaK NpaBu/io, C OTKUAHOW
KPbILLIKOWA, KOTOpas MOXeT 6bITb 3aKpbiTa 415 3alWThl COAEPXUMOro (Hanpumep,
XUPYPIrUYECKUX WMHCTPYMEHTOB M / UM MMNAAHTUPYEMbIX W3L4eNNA, TakKnX Kak
NAacTUHbl WAW BUHTbI), N BCTPOEHHbIMW YMOpaMy C KaHaBKaMu WM BbleMKamu,
yToObl  COAEpPXXMMOe MOrno O6biTb  HAJeXXHO pasMeLeHo, 3aluLEeHO U
opraHun3oBaHo. Kpblilka MOXET 6bITb YCTaHOB/IEHA NOZ YI/1I0M, YT06bl 06/1€rYnTh
[JOCTYN K MHCTPYMEHTY / MMNAaHTaTy BO BPEMS XMPYPruyeckux npouegyp wm
cTepunusauun. M3genne 06bIYHO W3roTaB/MBAETCA M3 CTaIM UM MOLXOAALLErO
N1acTMKOBOro MaTepuana, YTobbl ero MOXHO 6bl1I0 CTepun3oBaTb. STO U3genve
MHOFOpa30BOro MCMosib30BaHus.

MpuHUMNBI  PYHKUMOHMPOBaHWS; TexHonorus (obliee onucaHWe OCHOBHbIX
(hYHKLMOHa/IbHbIX 3/1EMEHTOB U3LeNNA): KOHTeNHEPb! AN MeANLMHCKNX U3LENNNA -
3TO WU34enus, KOTOpble WCMOMb3YIOTCA A1 XpaHeHWs, MNepeMelleHns U
cTepunusaumm  OpYyrux W3Lennii;  HeT  KOHTaKTa Mexay nauueHTom #u
KOHTeliHepaMn/noTKaMm U MX KOMMOHeHTamu. [lof KOHTeHepoM MOHMMaeTcs
N060 MHOropasoBbli KOHTENHEP WX NOAHOC Y MX NPUHALNEXHOCTM (Hanpumep,
KPbILWKK), KOTOpble BYAYT WCMOMb30BATLCA AN YAEPXaHUA W3LeNns BO BpeMms
cTepunmsaunn. KoHCTPYKLMSA BKIOYaeT B Ceb6 BEHTUIAUMIO C Lefblo yaaeHus
BO3fyXa M MPOHWKHOBEHUS CTEPUNU3YIOLLEro BellecTBa. M3genve MOXeT 6biTb
3aK/II04YEHO B CTEPWIbHbIA Gapbep (TO ecTb B 006epTKY), ecim Heobxoanmo
COXPaHUTb CTEPUSIBHOCTb

B0O3MOXHOCTb U MeTOAbl MHTErpaLun ¢ ApyrumMmu MeguLMHCKUMU U3LeTNAMM

Mpon3BoauTenb rapaHTUpyeT COBMECTUMOCTb CBOMX PasIMYHbIX OPUTrMHAIbHbIX
WUMMNIaHTaTOB W/MNN MHCTPYMEHTOB npomsBogcTBa Synthes GmbH. Heobxognmo
cobnogaTb MHCTPYKLMM MO UCMONb30BaHNIO KOHKPETHOM NPOAYKLUK, OMUCaHHbIe
npoussoguTenem. [lpom3BoguTeslb He MPOBEPSAN  COBMECTMMOCTb  U3ZeNuid
npoussoacTea Synthes GmbH ¢ n3genuamn Apyrux npou3BoAuUTeNen, B CBA3N C
3TUM He PEKOMEHAYeTCs WCNONb30BaTb M3AeNUs MPOU3BOAUTENS C W3LeNNsaMU
4pYrux npovsBoauTesnel, Tak Kak nx u3aiH, matepyuasibl, MeXaHUYeCKMe CBOMCTBA
N KOHCTPYKLMA He rapMOHU3UPOBaHbI. [pon3BoanNTeIb He HECET OTBETCTBEHHOCTU
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DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of
operation

A device designed as a small case, typically with a hinged lid that can
be closed to protect the contents (i.e., surgical instruments and/or
implantable devices such as plates or screws), and an integral rest(s)
with grooves or notches in the upper edge so that the contents can be
securely placed, protected, and organized. The lid may be set at an angle
to facilitate instrument/implant access during surgical procedures or
sterilization. The device is typically made of stainless steel or a suitable
plastic material so that it can be sterilized. This is a reusable device.

Principles of function; technology (general description of the key
functional elements of the device): The cases for medical devices are
devices that are used to store, carry and sterilize the hardware; there is
no contact between the patient and the cases and their components. A
case is defined as any reusable case or tray and their accessories (i.e.
lids) that will be used to hold a device during sterilization. The design
includes ventilation for the purpose of air removal and sterilant
penetration. The device may be enclosed in a sterile barrier (i.e. wrap) if
sterility is to be maintained.

The possibility and ways of integrating with other medical devices

The Manufacturer ensures the compatibility of its different original
implants and/or instruments manufactured by Synthes GmbH. The
product-specific instructions for use as described by Manufacturer must
be followed. The Manufacturer has not tested compatibility of devices
manufactured by Synthes GmbH with devices provided by other
manufacturers. In this regard, it is not recommended to use the Synthes
GmbH devices with devices of other manufacturers, as their design,
materials, mechanical properties and structure are not harmonized. The



T

32 JI06ble OCNOKHEHWs!, BO3HMKLUME B pesynbTaTe WUCMosb3oBaHus usgenuii  Manufacturer is not responsible for any complications arising from the
nponssogcTea Synthes GmbH coBMecTHO ¢ usgenusimMn Apyrux npomssoguteneir. use of devices manufactured by Synthes GmbH in conjunction with
KOHTeliHepbl, MOAHOCLI W  KPbIWKA COBMECTUMbI  C  yHMBepcaibHbiMi  devices from other manufacturers.

WHCTPYMEHTAaMM 1 UMMNIaHTaTaMm A1 MaslbIX KOCTHbIX (oparMeHToB npounssogcTea Cases, trays and lids are compatible with Synthes GmbH universal
Synthes GmbH. instruments and implants for small bone fragments.
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OCHOBHbIe TeXHNYeCKME xapaKTepnuctukn MU
The main technical characteristics of MD
OCHOBHbIE TEXHNYECKME XapaKTEPUCTUKN KOHTENHEPOB, MOAHOCOB UM KPbILLEK

[OnvHa ¢ gonyckamu, LLInpuHa c BblicoTa ¢ gonyckamu,
Onucanue MM = MM fonyckamu, Mmm £ MM MM = MM
. Length with Width with Height with
Description

tolerances, mm £ mm  tolerances, mm = mm  tolerances, mm = mm
MoAHOC ANA YCTAaHOBOYHbIX UHCTPYMEHTOB

! . 488+0,5 234%0,5 45+1
Universal Small Fragment Insertion Tray
|_|O,'IJ'HOC NS YyCTAHOBOYHbIX I/IHC‘I"pyMeHTOB,- 6es CEKLI:VII/I ,g,nﬂ csepn 488405 234405 4541
Universal Small Fragment Insertion Tray without Drill Bits section
HO,FI,HOC 0N Peno3nLMOHHBIX MHCprmeHTOB 234+£) 5 160405 45+1
Universal Small Fragment Reduction Tray
I'Io,_quc 0N JONOMTHUTENbHbIX -I/I.HCprMEHTOB, pgamep 13 234405 160+0.5 4541
Universal Small Fragment Auxiliary Tray (1/3 Width)
HO,FI,HOC [ONS CTaHAapTHLIX NAacTuH 324405 23440 5 4541
Universal Small Fragment Standard Plate Tray
MogHoC Ana BUHTOB

234+0,5 160+0,5 82,1+0,8

Universal Small Fragment Screw Rack
I'Io,g,Hoc [ON5 NNacTUH ANA NOKTEBOro cycTtasa 488+0.5 234405 45+1
Universal Small Fragment Elbow Implant Tray
I'Io,g,Hoc 0N NNacTuH ANsa nnevau KJ'IIOHI/I'LI,bI 488405 234405 4541
Universal Small Fragment Shoulder Clavicle Implant Tray
I'Io,gHoc ana nnactuH VA-LCP ansa I'IpOKfZI/IMaI'I%H-OFO oTAena 60nbLUebepLOBO KOCTH 488405 234405 45+1
Universal Small Fragment VA LCP Proximal Tibia Implant Tray
I'Io,g,Hoc ans nnactuH LCP ana I'IpOK('ZI/IMaI'It';H.OFO oTAena 60nbLebepL,0B0il KOCTU 488405 23440 5 4541
Universal Small Fragment LCP Proximal Tibia Implant Tray
I'Io,g,Hoc ana nnactuH VA-LCP ansa ,CI,I/I'CTaﬂbI'-IO.rO oTAena 60nbLIe6epLOBO KOCTH 48840 5 234405 45+1
Universal Small Fragment VA LCP Distal Tibia Implant Tray
|_|O,FI'HOC ansa nnactuH LCP ana ,qVI.CTaI'Ibl.iO'FO oTAena 60nbLebepL,0Boil KOCTU 488+0 5 234405 45+1
Universal Small Fragment LCP Distal Tibia Implant Tray
I'Io,gHoc ana nnactuH VA-LCP ana ,U,I/IICTaﬂb!-IOFO oTAena manobepL,oBOi KOCTU 234405 160405 45+1
Universal Small Fragment VA LCP Distal Fibula Implant Tray
I'Io,g,Hoc ansa nnactuH LCP ana ,qI/I.CTaI'Ibl-iOFO oTAena masnobepLoBoii KOCTB 234405 16005 4541
Universal Small Fragment LCP Distal Fibula Implant Tray
KouTeitHep, 3 yposHs, pasmep 3/3 524,5+3,4 252,622 150%0,5

Outer Case 3 High (3/3 Width)
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S

IMoAK0C ANS IUIACTHH ZNA NNCTIA 1 KIOYMIE

nomcmmmmmmmnmm
# KoCcTH

TMoasoc ans wactis VA-LCP ang ancrancHoro
# ROCTH

Toanoc atx naacTul LCP s aicTansHoro OTAena

| manobepuiosott Koct

Toxpratie u3 heitnona (Yepnnif)

.

| Clavicle Implant Tray

Universal Small Fragmest VA LCP
Distal Tibia Implant Tray

Universal Small Fragment LCP Distal

Tibia Implani Tray
Universal Small Fragment VA LCP
Distal Fibula Implant Tra

Universal Small Fragment LCP Distal

Fibula Implant Tray

JARBS C BOUWYCKAMN, Mupana ¢ Buicora ¢ Aenycxamm,
Ocwcaeme MM = MM ROUYCKAMN, MM + MM MM & MM
Length with Width with Height with
Description tolerances, mun = mam | tolerances, mm +mm | tolerswces, mm & mm
Kpeinxa ans noauoca, passep 1/3
Teay Lid (1/3 Width) 24954105 167,510,5 18202
Kpeixa Ans nogsoca, paaMep 2/3
Lid (23 Width) _ 331,510.5 244,510,5 18402
Kmmwnommepm
Tray Lid (3/3 Width) 50544105 244,510,5 18202
Kouresinep, 2 yposun, pasMep 3/3
“ﬁ h (313 Widih) 524,510,5 252,610,5 11020,3
Kpsmmmmnwﬂuepa.pampm
Case Lid (313 Widih) 521,8810,5 255,39+0,5 38405
MEPEVYEHDb H OTHCAHHUE MATEPHAJIOBMH LIST AND DESCRIPTION OF MD MATERIALS
Marepuaa MH Material of MD
Hammenonanne mapia/ obman dopsyns . Trade / Common Name
Toanoc ANS YCTAHOBOUHBIX HHCTPYMEHTOB Universal Small Fragment Insertion Tray
ToAHOC AR YCTRHOBOMHRIX HHCTPYMeHTOB, 5ca Universal Small Fragment Insertion Tray
COKIHH JUIS CBEPA without Drill Bits section
[T0AHOE ANA PENCINIBOHIEIX HHCTPYMOHTOE, Universal Small Fragment Reduction
Toamoc aat " Universal Small Fragment Standard Plate
5 Hepxabcsowas crans Universal Small Pragment Elbow Implant | Stainless Steel
TloAHOC 278 NAACTHH A4 JOKTERORD CYCTABA Amomunuecanti cnnas Tray Aluminum Alloy
Memusscknii Cuanxon xiace IV (sepuwiii) | Universal Small Fragment Shoulder | Medical Grade IV Silicone (Black)

Nylon Coating (Black)
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HanmeHoBaHwMe

MoaHoC AN JOMONHUTENbHbLIX UHCTPYMEHTOB, pasmMep
1/3

MogHoC ANst BUHTOB

MogHoc ansa nnactuH VA-LCP gna npoKcuMasnbHoro
oTAena 6onbLle6epL,0Boii KOCTH

MogHoc ansa nnactuH LCP Ans npoKcMmanbHoro

oTAena 60nbLIe6epL,0BOi KOCTH

KoHTeliHep, 3 ypoBHs, pa3mep 3/3

Kpbiwka gns nogHoca, pasmep 1/3
KpbilwKa ans nogHoca, pasmep 2/3
Kpbiwka ans nogHoca, pasmep 3/3

KoHTeliHep, 2 ypoBHs, pasmep 3/3

KpbllwKa 15 KoHTelHepa, pasmep 3/3
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Martepunan MU

Mapka/ obwasa hopmyna
Hep>xxaBetoLasn ctanb
ANOMUHNEBLI cnnaB MeguumMHCKMiA
CwunukoH knacc IV (4epHbIid)
Hep>xaBetoLas cTanb
ANIOMUHWEBBIN crnnas
MeguumHcknii CUnmMkoH (Npo3payHblit)
BuTtoH V-75 (YepHblii)
Hep>xaBetoLas ctanb
ANIOMUHWEBBIN crnnas
Pagenb R 5000 (nonudgeHnNcynbhoH)
(4epHbIif)
MeanuunHckuii CUNNKOH (Npo3payHblii)
MeguumHcknii CunmkoH knacc 1V (YepHblit)
MoKpbITMe U3 HelisloHa (YepHBbIit)
Hep>xaBetoLas cTanb
ANIOMWHVEBBIN crnnaB
MeanuunHcekuii CunmkoH knacc 1V (4epHblit)
MeanuunHckuii CaHTonpeH (YepHblit)

HepxaBetoLas cTalb
ANIOMVHUEBbI cnnas

Hepxasetowas ctanb

ANIOMUHWEBDIN crnnas

MegnuunHckuii CunmkoH knacc 1V (4epHbIid)
MeguumHckunii CaHToNpeH (YepHblit)
ANIOMWHWEBBIN crnnaB

Name

Universal Small Fragment Auxiliary Tray
(1/3 Width)

Universal Small Fragment Screw Rack

Universal Small Fragment VA LCP
Proximal Tibia Implant Tray

Universal Small Fragment LCP Proximal

Tibia Implant Tray

Outer Case 3 High (3/3 Width)

Tray Lid (1/3 Width)
Tray Lid (2/3 Width)
Tray Lid (3/3 Width)

Outer Case 2 High (3/3 Width)

Case Lid (3/3 Width)

Material of MD

Trade / Common Name
Stainless Steel
Aluminum Alloy Medical Grade IV
Silicone (Black)
Stainless Steel
Aluminum Alloy
Medical Grade Silicone (clear)
Viton-V75 (Black)

Stainless Steel

Aluminum Alloy

Radel R 5000 (Black)

Medical Grade Silicone (Clear)
Medical Grade IV Silicone (Black)
Nylon Coating (Black)

Stainless Steel

Aluminum Alloy

Medical Grade IV Silicone (Black)
Santoprene Medical Grade (Black)

Stainless Steel
Aluminum Alloy

Stainless Steel

Aluminum Alloy

Medical Grade IV Silicone (Black)
Santoprene Medical Grade (Black)
Aluminum Alloy



Homep no kartanory Catalogue number

REF REF
Kog naptum Batch code
LOT LOT
HectepusibHO Non sterile
/ \
ISTERIUEX

MpowussoaguTens, faTta nsrotosneHusa (F-rr-mMm-4.4) -
m | YYYY-MM-DD IJ YYYY-MM-DD

O6paTUTeCh K MHCTPYKLMA MO NPUMEHEHUIO

Manufacturer, manufacturing date (YYYY-MM-DD)

Consult instructions for use

0 2

CE€

B KonnyecTtBo

Quantity

EBponeiickoe COOTBETCTBME a European Conformity

OcTopoXkHO! O6patuTecb K  WHCTPYKUMN no Caution, consult accompanying
A NPVMEHEHWNIO documents
CPOK CNYXbbl N3AE/TNA DEVICE SERVICE LIFE
[aHHble V3[eNUa MOCTABMATCA B HECTEPU/IbHON ynakoBKe, He cosgatolleit These products are provided in non-sterile packaging do not create a sterile
CTEpPW/IbHBIN 6apbep, KOTOPbIA CTEUEHUEM BPEMEHU MOXKET YXYALIMTHLCS. barrier which could degrade over time.

OKOHYaHMe cpoKa CryXObl M3henus 00bIYHO OMpeaensieTca M3HOCOM W

MOBPEXAEHNSAMU B pesynbTaTe ucnonb3oBaHusA. lMpusHaku nospexaeHmss u End of life of a device is normally determined by permissible number of
M3HOCA M3Menns MOryT BK/IOYaTb KOPPO3Mi (TO ecTb pkaBuumHy, TodeuHyto sterilization cycles, as well as wear and damage due to use. Evidence of
KOPPO3ut0), 06ecLBeUMBaHMe, Ype3MepHble LapanuHbl, pacc/ioeHue, u3Hoc u damage and wear on a device may include but is not limited to corrosion
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TPEWMHbI, HO He OrpaHuMuMBalTCs WMW. He cfedyeT  KCMOMb30BaTh
HeHagnexawum  o6pasoM  (PYHKUMOHUPYIOLME — U3deNus,  u3genust ¢
HepasbopuMBOiA  MapKMPOBKOW,  OTCYTCTBYWOLMMU WM YAAIEHHBIMM

(CTeprIMVI) HOMeEpamMmun ,quaneVl, NnoBpPEXAEHHbIE N 4YPE3MEPHO WM3HOLUEHHbIE
n3genus.

Huxe HarnsagHo MpuBefeHbl  MNPU3HAKM  MOBPEXAEHUS U M3HOCA,
OrpaHMymMBaloLLMe CPOK CAYXObI U3Aennii:

noBpeXaeHHoe nsaenne MCrpaBHOE nsnenne
KOppO3I/IF|, P>XaBYMHa, ToOHeHHaA Koppousna
HOBerHOCTVI O6eCLI,BeLIeHHbI€, wenyuwatiueca nnn nouapanaHHbIe.

PaccnoeHune/oTcnanBaHue
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(i.e. rust, pitting), discoloration, excessive scratches, flaking, wear and
cracks. Improperly functioning devices, devices with unrecognizable

markings, missing or removed (buffed off) part numbers, damaged and
excessively worn devices should not be used.

Examples of evidence of damage and wear on a device:

damaged device right device
Corrosion, Rusting, Pitting
Surfaces discolored, flaky or scratched.

Flaking/Peeling



MN3penua ¢ Hep360pq|/|30[/'| MapKI/IpOBKOVI, rpaBVIpOBKOVI/CTeprIMI/I Wl Devices With Unrecognizable Markings, Etches/Buffed off or Missing Part

OTCYTCTBYIOLIUMU HOMEPAMW AeTaei. Numbers.

®OPMA MOCTABKW HOW SUPPLIED

MN3genvs nocTaBnAlOTCS B HECTepUILHOM BuAe M mognexart obssatenbHoii The devices are supplied non-sterile and should be sterilized before using.
cTepununsaunn nepes 1crosib30BaHNEM. YMaKoBKa COAepXUT 1 usgenve. Packaging contains 1 part.

MEPEYEHb MATEPUAJIOB XXMBOTHOI O U (U/1N) LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

UEJTOBEYECKOIO NMPONCXOXAEHWNA

M3pgenna He cofiep>kaT MpoLYKTOB KPOBW WM NPOU3BOAHbLIX KPOBU YesioBeka v Devices do not incorporate blood products or human blood derivatives, and
He N3roTaB/IMBAETCA C MCMO/b30BaHMEM TKaHell YeNnoBeUecKoro Um xmnsoTHoro are not manufactured utilizing tissues of human or animal origin.
MPOVCXOXAEHMS.

OCHOBHOW CTAHAOAPT, KOTOPOMY COOTBETCTBYIOT BASIC STANDARD TO WHICH THE PRODUCTS MEET
N3OENNA

WN3genua cooTBeTCTBYIOT Tpe6oBaHmsam EN I1SO 13485 Vsgenusi meguuuHckue, Devices meet requirements EN 1SO 13485 Medical device - Quality
CuCTeMbl MeHeKMeHTa KauecTBa. Tpe6oBaHMs ANsi Leneid perynuposaHus. Management system - Requirements for regulatory purposes. A complete

MONHBIA CNUCOK NPUMEHUMbIX CTaHAAPTOB 4OCTYMeH MO 3anpocy. list of applicable standards is available upon request.
TPEBOBAHWSA BE30MACHOCTU U 30®EKTUBHOCTU MU MD SAFETY AND EFFECTIVENESS REQUIREMENTS
MpegynpexaeHna 1 Mepbl NPeAoCTOPOXKHOCTU Warnings and Precantions

W3genvme He UMeeT npeaynpexaeHwWii wnm  Mep npegocTopoxkHocTw, Device has not warnings or precautions specific to the use of the Cases.
cneumpUYHbIX 418 UCMOb30BaHNS KOHTEiHepoB.

MpeaynpexaeHusa U Mepbl MpPeoCTOPOXHOCT Mo NoBTOpHoli o6pa6oTke Warnings and Precautions of Reprocessing, see in section Error!
cmoTpuTe B pasgene OMVCAHUE METOAOB MOBTOPHOW OBPABOTKIW Reference source not found..

N CTEPUNIN3ALNN
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NMH®OPMALNNA O IEKAPCTBEHHbBIX MPEMAPATAX N (WTN)
PAPMALEBTUYECKNX CYBCTAHUMNAX B COCTABE MU
HenpumeHumo (U3gennsi He COfAepXaT JIEKAPCTBEHHbLIX BELLECTB U He
NCMO/Ib3YIOTCS B COUETAHMM C JIEKAPCTBEHHBLIMY BELLLECTBAMM).
OMMCAHWE METO/0OB MOBTOPHOW OBPABOTKW U
CTEPUIN3ALUNIN

O6paboTKa nepef MCNO/b30BAHUEM U3LENUS

W3genvs, noctaBfisiemMble B HECTEPWILHOM BUAE, LO/DKHbI 6bITh OUULLEHBI U
CTEPU/IM30BaHbI MapoM Mepes XMpypPruyeckum nprmMeHeHveM. Mepen o4MCTKoOW
He06X0AMMO YAa/IMThL BCH OpPUIMHa/IbHYHO YNakoBKy. [Mepen cTepunvsauueit
napoM M3fgenive MOMELLAIOT B YTBEPXAEHHYH YMAKOBKY WM KOHTEHep.
CnegyiTe MHCTPYKUMSM MO OYMCTKE U CTEPUINZALMM, NPUBEEHHBIM B JaHHOW
WHCTPYKLMW M0 3KCM/yaTauuu.

MpenynpexgeHuns
Bce wu3genua Jo/mKHbl ObITb TLLATENIHO OYWLLEHBLI W MPOBEPEHbI Mepeq
cTepunusaumein. IIMHHbIE y3KWUe NPOCBeThI, FyXne 0TBEPCTUS, ABUXKYLLMECS 1
CNOXHbIE feTann TPebyoT 0c060ro BHUMAHUSA MPU OYUCTKE U MHCMeKumu. Bo
BPEMSA OYMCTKW MWCMONb3yiNTe TOMbKO Te€ UUCTALLME CPeACTBa, KOTOpble
npegHasHayeHbl [N WCMOMb30BaHUA C  MEJULMHCKUMU  U3LeNNsaMn, B
COOTBETCTBMM C MHCTPYKLUUAMU MPOU3BOAUTENS (HanpuMep, Temnepartypa,
BPeMS KOHTaKTa W Bpems 0NnosiacKuBaHus). PeKOMeHAYHOTCA UMCTALLME CPeACcTBa
C WCMONb3yeMoii KOHUeHTpauueii pH B npegenax 7-9,5. CuAbHOLWLENOYHbIE
ycnosus (pH> 11) MoryT noBpefuMTb KOMMOHEHTbI / U3[enus, Takue Kak
aIlOMUHUEBbIE  MaTepuanibl. He wncnonb3yiite (U3MONOrMYECKUA  pacTBop,
[Ee3NH(EKTaHTbI A5 OKpYXXawoLein cpefbl (BKIOYas pacTBOpbl X/0pa) wam
XUPYPruyeckme aHTUCENTUKM (Takme Kak MpOAyKTbl, cofepkaline inog wam
XfoprekenanH). He wucnonb3yiiTe uncTAWME CpeacTBa, KOTOpPble  MOryT
MoBPeNTL MOBEPXHOCTb MHCTPYMEHTOB, TakMe KaK MeTasl/INYeCKne MOYaTKU,
abpasnBHble YNCTALLME CPeACTBA WY MPOBOJIOYHbIE LLETKMW..

B ynbTpasByKoBOM OUMCTUTENE U3LENNS pasMeLlainTe TOMbKO COBMECTHO C

N3LeNNAMU, UMEIOLLMMWN aHANOTMYHbIA MeTa/IMYeCKniA COCTaB.
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INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable (Devices do not contain medicinal substances and are not
used in combination with medicinal substances).

DESCRIPTION OF REPROCESSING AND STERILIZATION

(OR)

Treatment Before Device is Used

Synthes products supplied in a non-sterile condition must be cleaned and
steam-sterilized prior to surgical use. Prior to cleaning, remove all original
packaging. Prior to steam-sterilization, place the product in an approved
wrap or container. Follow the cleaning and sterilization instruction given
in this Instructions for Use.

Cautions

All devices must be thoroughly cleaned and inspected prior to sterilization.
Long, narrow lumens, blind holes, moving and intricate parts require
particular attention during cleaning and inspection. During cleaning, only
use detergents that are labelled for use on medical devices and in
accordance with the manufacturer’s instructions (e.g. temperature, contact
time, and rinse time).

Cleaning agents with a used dilution pH of within 7-9.5 are recommended.
Highly alkaline conditions (pH>I 1) can damage components/ devices, such
as aluminum materials. Do not use saline, environmental disinfection
(including chlorine solutions) or surgical antiseptics (such as iodine- or
chlorhexidine-containing products). Do not use a cleaning aid that can
damage the surface of instruments such as steel wool, abrasive cleaners or
wire brushes.

- Only place devices with items of similar metallic composition together
in an ultrasonic cleaner.



[Nna 04MCTKM B MeXaHMYecKo/ MOEYHOI MallMHe He CcreayeT 3arpyXatb
3arpsisHeHHble UM UCMOMb30BaHHbIE U3AENNA B KOHTEHepe. 3arpsisHeHHble
n3genma [O/KHbI 0bpabaTbiBaTbCA OTAENIbHO OT JIOTKOB M KOHTEHEPOB.
KoHTelHepbl paspaboTaHbl B Ka4ecTBe OpraHmn3aLMOHHOro NpUcnocobneHns
AN npouecca MNapoBOM  CTepPUIM3aLMKU, XPaHEHUST BCEX MEAMLIUHCKUNX
n3gennii 1 Anst NCNosb3oBaHUS B NPOLLECCE OMnepaLumm,

MapameTpbl CTepuAn3aLmmn AeiCTBUTENbHbI TOIbKO ANS1 U3AENWA, KOTopble
ObINN HagNeXaLm 06pasoM OUNLLEHBI.

MepeyncneHHble napameTpbl [eliCTBUTENbHbI TONbKO ans
CTePUIN3ALNOHHOTO o6opygoBaHus, HafeXxalim obpaszom
YCTaHOBJIEHHOT O, 06CNy>XMBaemoro, 0TKa/IM6pPOBaHHOIO n

COOTBETCTBYHOLLLEr0 TPebOBaHUAM NO MOBTOPHOI 06paboTKe B COOTBETCTBUM
co ctaHgaptamun cepun 1SO 15883 1 ISO 17665.
[na nonyyeHus fOMOMHUTENbHOM MH(OPMaUUM 06paTUTeCh K HALMOHabHbIM
HOpMaTMBHbIM [OKYMeHTam W pykoBogcTBam. Kpome Toro Tpebyetcs
COOTBETCTBME BHYTPEHHMM OOMbHMYHBIM MOMTUKAM M Npolesypam, a Takke
PEeKOMeHJALMAM NPoM3BOAUTENEN YMCTALWMX, Ae3MHPULMPYIOLWNX CPeACTB U
n60ro 060pyaoBaHNS oNst KITMHNYECKO 06paboTKu,
OrpaHuyeHns No NOBTOpPHOI 06paboTKe
- TloBTopsawowumecs uUMKIbl 06paboTKM, BK/IKOYaKOLWMeE YNbTPa3BYKOBYHO,
MeXaHMYeCKyld MOMKY W CTepuaM3auuio, O0KasblBaldT MUHUMa/bHOe

BO3[eNCTBME Ha XNPYPrUYECKNEe NHCTPYMEHTDI.
OKOHYaHWe cpoka Cnyx6bl n3fenus 00bIYHO ONPeAenstoT Mo U3HOCY WU
NOBPEXJEHNAM, CBSA3AHHbIX C €ro ucnosb3oBaHuveM. JlokasaTenbCcTBa
NOBPEXAEHVA U U3HOCA U3LENNSA MOTYT BK/IKOYATb, HO He OrpaHMuMBalOTCA
Koppo3uei (T.e. pPXKaBYMHOW, TOYEYHOW KOppo3ueli), 06ecLiBeHMBaHNEM,
M30bITOYHBbIMX  LlapanvMHamu, OTCNauBaHWeM, W3HOCOM W  TPeLUHaMW.
N3gennsa, GyHKUMOHMPYOLWME HeHagnexawimMm o6pas3om, wusgenns c
Hepacrno3HaBaeMoli MapKUPOBKOW, OTCYTCTBYHOLMMU WAN  yAaNeHHbIMU
(cTepTbiMM) HOMepamU feTasielt, NOBPEXeHHbIe N UPe3MEPHO M3HOLLEHHbIE
He J0/DKHbI MCMONb30BaThCA.
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Soiled or used devices should not be loaded into a case for cleaning in
a mechanical washer. Soiled devices must be processed separate from
trays and cases. Cases are designed to be an organizational tool for the
steam sterilization process, a storage tool for all medical devices and an
organizational tool for surgery.

The sterilization parameters are only valid for devices that are
adequately cleaned.

The parameters listed are only valid for properly installed, maintained,
calibrated and compliant reprocessing equipment in accordance with
standards such as the 1SO 15883 and ISO 17665 series.

Consult national regulations and guidelines for additional information.
Compliance is additionally required with internal hospital policies and
procedures and recommendations of manufacturers of detergents,
disinfectants, and any clinical processing equipment.

Limits on reprocessing

Repeated processing cycles that include ultrasonic, mechanical washing
and sterilization have minimal effects on surgical instrumentation.

End of life of a device is normally determined by wear and damage due
to use. Evidence of damage and wear on a device may include but is not
limited to corrosion (e.g. rust, pitting), discoloration, excessive
scratches, flaking, wear and cracks. Improperly functioning devices,
devices with unrecognizable markings, missing or removed (buffed off)
part numbers, damaged and excessively worn devices should not be
used.



Bonee nogpobHy WH(pOpMaLMIO 06 onpefeneHUn CPoKa CrayXObl MOXHO
nofy4ynTb Yy TOProBOro MNPeACTaBUTENs WM 3arpysuTb C Beb-caiiTa:
http://www.depuysynthes.com/ifu.

O6paboTKa Ha MecTe UCMNO/b30BaHNSA

Ypanaiite KpoBb W/MAM OCTATKM TKaHelh C M3AeNus B X04e XMPYPrUMyecKoro

BMeLLATe/IbCTBA, YTOObI NPefOTBPaTUTbL UX NPUCbIXaHWE K NMOBEPXHOCTMU.
MpomoiiTe KaHOIMPOBaHHbIE U3Ae/NA CTEPUIbHON WIN OYULLLEHHOW BOAOW,
4yTO6bl MPEAOTBPATUTL BbIChbIXaHWE 3arpPA3HEHWA W/WNN OCTATKOB TKaHel
BHYTPW.

- 3arpsisHeHHble n3Aenus HeoBXO0AMMO OTAEeNUTb OT He3arpsA3HeHHbIX BO
nsbexxaHve KOHTaMMHaLMKN MepcoHana 1 OKpy>katoLLeid cpegpl.

N3genna Heo6X0AUMO HaKpbITb MOMOTEHLEM, CMOYEHHbIM CTePU/IbHON Wn

OUMLLEHHON BOAOM, YTOObI NPesoTBPATUTb BbICbIXaHWE KPOBU W/WUAN OCTATKOB

TKaHei.

KoHTamMnHauua u TpaHCnopTMPOBKa

3arpsAsHeHHble  u3genMs  HeoOX0AMMO  TPaHCMNOPTUPOBAaTb

He3arpsi3HeHHbIX BO M36eXXaHne KOHTaMUHaLWK.

MoAroToBKa K 0YMCTKeE (415 BCEX METOLOB OUUCTKMN)
PekomeHgyeTcs, 4T0Obl M3gennsa 6bliM 06paboTaHbl Kak MOXHO ObICcTpee
noesie UCMosib30BaHus.

- Ecnu unsgenve moxeT 6biTb pa3obpaHo, pasbepuTe ero nepes NOBTOPHOW
06paboTkoi. MogpobHble MHCTPYKUUKU MO pa3bopke UHETPYMEHTOB MOXHO
noay4ynTb y MECTHOro TOProBOro MpeacTaBMTeNs WM 3arpy3utb Ha calite
http://www.depuysynthes.com/ifu.

OTKpoWTe n3genus ¢ gukcaTopamu, 3aMKaMu UM NeTasaMu.

CnepgyeT cobnogaTb OCTOPOXKHOCTb  MNpu  06palieHun ¢ OCTPbIMU
npeaMeTaMmy U UX OYUCTKe. VX peKOMeHAyeTCs oumLaTh 0TAeNbHO, YT06bI
CHM3UTb PUCK MOyYeHWs TpaBM.

MpocBeTbl/KaHIOAAUNN U3AeNnii OMKHbI ObITb 06paboTaHbl BPYUHYHO nepes
ouncTtkoi. CHayana npocBeTbl/KAHONAUNA HEO6XO0AMMO OUUCTUTb OT
OCTaTKOB TKaHeli. [NpocBeTbl/KaHAALNY HE06X0AUMO TLLATENIbHO OYUCTUTD
BpalLaTe/lbHbIM ABVDKEHMEM, UCMONb3ysA NOAXOAALLME NO pasMepy LLETKM C

OTAEe/IbHO  OT
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- Further details regarding end of life indicators are available from your
sales representative or for download from the website:
http://www.depuysynthes.com/ifu.

Point of Use Care

Wipe blood and/or debris from device throughout surgical procedure to

prevent it from drying onto the surface.

- Flush cannulated devices with sterile or purified water to prevent the
drying of soil and/or debris to the inside.

- Soiled devices should be separated from non-contaminated devices to
avoid contamination of personnel or surroundings.

Devices should be covered with a towel dampened with sterile or purified

water to prevent blood and/or debris from drying.

Containment and Transportation

Soiled devices should be transported separate from non-contaminated

devices to avoid contamination.

Preparation for Cleaning (for all cleaning methods)

- It is recommended that devices should be reprocessed as soon as

reasonably practical following use.
Disassemble device, if device is able to be disassembled, prior to
reprocessing. Further detailed instrument dismantling instructions are
available from your local sales representative or for download from the
website: http://www.depuysynthes.com/ifu.

- Open devices with ratchets, box locks or hinges.

- Care should be taken in the handling and cleaning of sharp devices.
These are recommended to be cleaned separately to reduce risks of
injury.

- Lumens/cannula of devices should be manually processed prior to
cleaning. Fumens/cannula should first be cleared of debris.
Fumens/cannula should be brushed thoroughly using appropriately
sized soft-bristled brushes and twisting action. Brushes should be tight-



MAFKOA LWEeTUHON. LLLeTKn [o/mkHbI NAOTHO npuneratb. Pasmep LWeTKu
JO/MKeH ObITb MPaKTUYeeKN paBeH [AMAMETPY MpoeBeTa/KaHoNAUMM ANns
oumncTKM. MNpr ncnonb3oBaHUN CANLLIKOM 60/bLLIOIA WA CANLLIKOM MaeHbKOA
LWETKN MO CPaBHEHWUIO C AMamMeTpPOM MPOEBETa/KaHINALMM HEBO3MOXKHO
L06UTbCA 3h(HEKTUBHON OUMCTKM MOBEPXHOCTU NpoeBeTa/KaHNALMN.
3amoumnTe 1/ UM NPOMOWNTE CWIbHO 3arps3HeHHbIE WM KaHK/IMPOBaHHbIe
n3genns nepej O4MCTKON AN pasmMArdeHns 06bIX MPUCOXLLNX 3ar PA3HEHWIA
WM OCTaTKOB TKaHel. VIcnosb3yinTe HeMTpasibHbIA WK CNabblil LLEeN04YHOM
pacTBOp uWCTALLEro cpeactsa. CnefyiiTe WHCTPYKUMSAM MPOM3BOAUTENS
UNCTALLEro cpeacTBa AN cobMofeHNs BPeMeHW BbIEPXKKWU, TEMMNePaTypbl,
KayecTBa BOAbl MU KOHLUeHTpauuun. [ns npoMbiBaHUS U3Lenvii UCNoNb3yinTe
XO0/I0jHYI0 BOJOMPOBOAHYIO BOfY.

Ecnv npumeHuMmo, 4na npouecca OYUCTKM HeoBX0AUMO YAaNUTb KPbIWKKU C

fitting. Brush size should be approximately the same diameter of the
lumen/cannulation to be cleaned. Using a brush that is too big or too
small for the diameter of the lumen/cannulation may not effectively
clean the surface of a lumen/ cannulation.

Soak and/or rinse heavily soiled devices or cannulated devices prior to
cleaning to loosen any dried soil or debris. Use a neutral or mild alkaline
detergent solution. Follow the detergent manufacturer’s instructions for
use for correct exposure time, temperature, water quality and
concentration. Use cold tap water to rinse devices.

KOHTEliHepOB. Lids should be removed from cases for the cleaning process, if applicable
OuncTKa - pyyHoin meToq Cleaning-Manual Method
1. TpomoiiTe 3arpsisHeHHOe WM3fenve Moj CTPyeli xonofHoi sogonposogHoii 1 Rinse soiled device under running cold tap water for a minimum of two

BOAbl B T€YEHME HE MEHee ABYX MUHYT. |/|CI'IOJ'Ib3yI7ITe LLETKY C MSIFKOA
LLI,eTI/IHOI\/’I ona yaaneHna KpyrHbixX 3arpﬂ3HeH|/||7| N OCTaTKOB TKaHei.

2. 3amounTe wW3deNMe B HEATPa/IbHOM WM CNaboLLesouHOM  pacTBope 2-

UMCTALLErO CPEeACTBA MMHUMYM Ha AeCATb MUHYT. CrefyiiTe MHCTPYKUMSIM
Nno MPUMEHEHMWIO, MPeAOCTaB/IEHHbIM MNPOU3BOAUTENEM  (DEPMEHTHOIO
OUNCTWUTENS WM  YUCTSILLETO0 CPeAcTBa, 1A COBMOAEHUS  BPEMEHM
BbIEPXXKW, TEMMNEPATYpPbIl, KauecTBa BOAbl U KOHLEHTpaLWK.

3. TlpomoiiTe n3genue XOMOAHOW BOAON B TeUeHWe He MeHee ABYX MUHYT. 3

|/|CI'IOJ'Ib3yI7ITe wnpuubl, NMNETKN NN BOAAHDbIE QJOprHKI/I ana npoMbiBaHUA
NMPOCBETOB, KaHa/10B U APYTUX TPYAHOAOCTYMNHbIX y4aCcTKOB.

4. OunucTuTe W3deNMe BPYUHYID B TeueHMe He MeHee NATM MUHYT B 4

CBEXEMPUTOTOB/IEHHOM  HEMTPa/lbHOM WM C/1aGoLLEeNIoOYHOM  PacTBOpPE
ynucTsLLero cpeacTea. NS yAaneHWst 3arpsisHEHUA M OCTATKOB TKaHel
NCMO/b3yiTe WETKY C MSFKOW LIeTMHOW. Ecnn npumeHVMMO, NpuUBeanTeE B
OBVKEHME BCe MecTa COefMHEHUS, PYKOSTKN U Apyrue NoaBMXKHbIe AeTann
nsgenusi, uTobbl MOABEPrHYTb Bce 06/1aCTU  BO3AECTBUIO  MOHOLLIETO
pacTBopa. OuuwaiTe w3genve Noj Bogoii AN NpeaoTBpaLleHMs
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minutes. Use a soft-bristled brush to assist in the removal of gross soil
and debris.

Soak device in a neutral or mild alkaline detergent solution for a
minimum of ten minutes. Follow the detergent manufacturer’s
instructions for use for correct exposure time, temperature, water quality
and concentration.

Rinse device with cold water for a minimum of two minutes. Use a
syringe, pipette, or water jet to flush lumens, channels and other hard to
reach areas.

Manually clean device for a minimum of five minutes in a freshly
prepared neutral or mild alkaline detergent solution. Use a soft-bristled
brush to remove soil and debris. Actuate joints, handles and other
moveable device features to expose all areas to the detergent solution, if
applicable. Clean device under water to prevent aerosolization of
contaminants. Note: fresh solution is a newly-made, clean solution.



aspo3onu3auny sarpasHuTenein. MNprumeyaHvie: cBeXUiA pacTBOP —aTO 3aHOBO
NPUIOTOB/EHHbIV YUCTbIA pacTBop.

5. TwarenbHO MPOMOWTE W3AeNUS, WCNONb3YS XOMOLHYH WA  Tenayk
BOLOMPOBOAHYI0 BOJY, B TeYEHWe He MeHee ABYX MWHYT. Mcnonb3yite
wnpu, MUMNETKY WM CTPYHO BOAbl 41 MPOMbIBKMA MPOCBETOB M KaHasIoB.
Ecnn npvmeHnmo, npvBefuTe B [BMKEHME MecTa COefUHEHNSA, PYKOATKU U
Opyrve MOABWXKHble JeTanu W3fenvs 1S TWATeNbHOro MnpoMblBaHUA Mof
CTpyeii Bogpl.

6. BwusyanbHO ocmoTpuTe mn3genue. MNoBTopsAiTe warun 2-6, NoKa Ha U3Jenn He
OCTaHETCH HUKaKMX BUANMBIX 3arpsi3HeHUIA.

Y nbTpa3ByKOBOW NpoLecc: (3Tanbl NpeaBapuTeNnbHON 04MCTKM 1-6 Heo6xoanmo

NPOBECTN 0 JAHHOr0 3Tana).

7. ToaroToBbTe CBEXWI PacTBOP UMUCTALLEr0 CpeacTBa A1 YNbTPa3ByKOBOWA
BaHHbI, WCMOMb3ys HeATpanbHbIA WM  cnabblii  LWENOoYHOM  pacTBop
yuncTAWero  cpeactea. CnegyiiTe  WHCTPYKUMSAAM MO MPUMMEHEHUIO,
NnpefocTaBNeHHbIM  MPOU3BOAUTENEM  (DEPMEHTHOrO  OYUCTUTENA UK
UMCTALLEro CPeACcTBa, 4N COBMI0AEHUS BPEMEHW BbIJEPXKKM, TeMMepaTyphbl,
KayecTBa BOAbl M KOHUEHTpauuu. [pumeyaHume: CBeXWii pacTBop - 3TO
3aHOBO MPUrOTOB/IEHHBIN YUCTbIA PacTBOP.

8. Ouumwaiite um3genue ¢ MNOMOLLbI Yy/bTpasByka He MeHee 15 MUHyT,
NCMoNb3ysa 4acToTy He MeHee 38 KI'L.

9. TwartenbHO NPOMOITE M3fesMe AenoHM3npoBaHHoOW (DI) nan O4YnLLIEHHO
(PURW) BOfoii B TeyeHWe He MeHee ABYX MMWHYT. Mcnonb3yiTe wnpuy,
NMUNeTKy WIN CTPYI BOAbl A/ MPOMbIBKA MPOCBETOB W KaHasoB. Ecnn
NPUMEHMMO, NMPUBEANTE B ABWKEHNE MECTA COEUHEHUSA, PYKOATKA U Apyrue
NOABWXHbIE AeTanin U3fenua AN TWAaTeNbHOro MpoMbIBaHWA Noj CcTpyei
BOJb!.

10. BusyanibHO ocmoTpuTe m3genue. MosTopsaiTe waryn 2-10, noka Ha usgenuu
He OCTaHEeTCH HMKaKMX BUAUMbIX 3arpsi3HeHWIA.

. MNMpoBeante OKOHYaTeNbHOE MNPOMbIBaHWE Ww3genud, wucnonab3ys DI win
PURW Bogy, B TeyeHne He meHee 15 cekyHg,.
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6.

Rinse device thoroughly using cold or warm tap water for a minimum
of two minutes. Use a syringe, pipette or water jet to flush lumens and
channels. Actuate joints, handles and other moveable device features in
order to rinse thoroughly under running water, if applicable.

Visually inspect device. Repeat steps 2-6 until no visible soil remains
on device.

Ultrasonic process: Pre-cleaning steps 1-6 should occur prior to this step

7.

10.

11.

Prepare a fresh detergent solution for the ultrasonic bath using a neutral
or mild alkaline detergent solution. Poliow the detergent manufacturer’s
instructions for use for correct exposure time, temperature, water quality
and concentration. Note: fresh solution is a newly-made, clean solution.

Clean device ultrasonically for a minimum of 15 minutes, using a
minimum frequency of 38 kHz.

Rinse device thoroughly with deionized (DI) or purified (PURW) water
for a minimum of two minutes. Use a syringe, pipette or water jet to
flush lumens and channels. Actuate joints, handles and other moveable
device features in order to rinse thoroughly under running water, if
applicable.

Visually inspect device. Repeat steps 2-10 until no visible soil remains
on device.

Perform afinal rinse on device using DI or PURW water for a minimum
of15secon d s.




12.BbicylunTte n3genve, UCNOb3yst YUCTYHO CyXyto 6e3BOPCOBYH 04HOPA30BYHO
TKaHb WM CXKaTblii BO34yX 4711 MEAVMLMHCKOrO NPUMEHeHUs. Y 6eanTeCh, UTO
BCE MPOCBETbI U ABVXXYLLMECS YHACTKM BbICYLLUEHbI OKATbIM BO34YXOM.

OunCTKa - aBTOMaTUYECKUNIA MEeTOS

1. TlpUroToBbTE HENTPa/IbHBIA (DEPMEHTHBIA MM CAabOLLETIOHHON YNCTALWMIA

pacteop (pH oT 7 go 9) B COOTBETCTBUMN C MHCTPYKUMAMW MPOM3BOLMTENS
YNCTALLEro cpeAcTBa. TemnepaTypa pacTsopa 41s PYyYHOW OUMCTKM JO/KHA
6b1Tb<40°C(104°E).
MPUMEYAHWE. YncTAwmii pacTBOp MOXET cogepXXaTb (hepMeHTbl. MOXHO
NCMo/b30BaTh LUEMOYHbIE YNCTALLME CpeacTBa, 6e3onacHble AN aloMUHUSA,
O4HAaKO OHM MOryT pa3MyaTtbCa MO0 COBMECTMMOCTW MaTepuasioB B
3aBMCUMOCTU OT MX cocTaBa. COBMECTMMOCTb MaTepuasioB [0/KHa 6bITb
NOATBEPXAEHA NPOM3BOANTENEM YMCTALLErO CPeacTBa.

2. TlonHOCTbIO NOrpysuTe MOAHOC C M3AenuAMKU (B 0003HAYEHHbIX MecTax) B
pacTBOP UMCTALLEro CPefcTBa WM BblAepXKUTE He MeHee 5 MUHYT. Bo Bpems
06paboTKM KpblILKa NogHOCA He f0/KHA BbITb NPUKPEN/eHa K NogHOCY.

3. Bo Bpems MOrpy>keHns UCNonb3yinTe MAFKYH HEMETA/INIMYECKYIO LUETKY C
LWETUHKaMK (C M1acTMacCoBbIMY LUETUHKaMK, HarnpuMmep, U3 HeioHa) s
TWATENbHOrO YAaneHUs BCeX Cej0B KPOBM U 3arpssHeHWidi cO  BCeX
NMOBEPXHOCTEN U3LeNns B TeHeHNE KaK MUHVMYM OfHOM MUHYTbI. VI3BrekunTe
n3genve n3 NOAHOCa U OUUCTUTE BPYUHYHO B YUCTALLEM PacTBOpe.

4. Y6eanTecb B TWATeNbHOW OYMCTKE BCex MpocBeToB. [nsA  yganeHus
3arpsi3HeHui ¢ 060MX KOHLOB MPOTOIKHUTE LWETKY MO BCel A/IMHE MPOCBETA,
NCMonb3ys BpalwaTeNlbHOe ABMXEHWe, B TeueHWe KaK MUHUMYM OfHOI
MUHYTbI.

5. Tpu Heob6x0[MMOCTU BO BPEMS OUUCTKN NPUBEAUTE B ieCTBME COEUHEHNS,
PYKOATKA W MOABWXHbIE 3/1EMEHTbl W3[enns, 4ToObl MOABEPrHYTb BCe
061acTV BO3LENCTBUIO YMCTALLErO pacTBopa.

6. TMomecTuTe M3genne B NOAHOC M MOBTOPUTE AeCTBUA 418 KaXKAOr0 U3genums
B NOAHOCe.
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12. Dry devices using a clean, soft, lint-free single-use cloth or medical

grade compressed air. Ensure that all lumens and articulated areas are
dried using compressed air.

Cleaning - Automated Method
1. Prepare a neutral enzymatic or mild alkaline cleaning solution (pH 7 to

9) in accordance to the detergent manufacturer’s instructions. The
temperature of the solution should be <40 °C (104 °F) for manual
cleaning.

NOTE: The cleaning solution may contain enzymes. Aluminum-safe
alkaline cleaners can be used but can vary in material compatibility
overtime based on their formulation. Material compatibility should be
confirmed with the detergent manufacturer.

Fully immerse tray with devices (in the designated locations) in the
detergent solution, and soak for a minimum of 5 minutes. The tray lid
should not be attached to the tray during processing.

While immersed, use a soft non-metallic bristle brush (plastic bristles,
like nylon) to thoroughly scrub all traces of blood and debris from all
device surfaces for at least one minute. Remove device from tray and
manually brush under the detergent solution.

Ensure all lumens are thoroughly brushed. Push the brush through the
entire length of the lumen using atwisting motion to remove debris from
both ends for at least one minute.

During cleaning, actuate joints, handles and other movable device
features to expose all areas to the detergent solution, if applicable.

Place device into tray and repeat for each device within the tray.



7. 3arpysute NogHoC C U3LeNUAMWN B MOKOLLLee-Ae3NHMDULMPYIOLLYIO MaTUHY B
COOTBETCTBUM C MHCTPYKLMAMN ee U3roToBuTenNs, ybeanBTUCh B CBOGOAHOM
CTEKaHWM XNAKOCTU C U3AeNNI N OTBEPCTUI B HUX.

ABTOMaTMUeCcKas MoliKa [LO/hKHa MPOBOAUTLCA B Ba/IMAMPOBAHHOM MOMOLLLe-

JesvH(puumMpyowen MawmHe B cooTBetcTBUM c¢ ISO  15883-1 u1-2 wm

3KBUBA/IEHTHbIM CTaHapTOM. ABTOMATMYeCKass MOMKa MOXEeT ObITb BK/IOYeHa

KaK 4acTb Ba/IMAUPOBAHHOI0 LMK/IA MOWKMW, [e3UH(EKUUN W/UAN CYLLKU B

COOTBETCTBMU C MHCTPYKUMAMWU MpoussoauTens. [pumep BasMgupoBaHHOIo

UMK/Ia, UCMOMb3VEMOTO0 A1 Bannjaumm OUNCTKN, BKIHOYAET:

Bpewmsa Temnepatypa UucTswee cpeacTso/
3Tan peumnpkynaunn BOAbI Tun Bogbl
(MUHYTBI)
XonogHas
I'Ipe,qBapvlTe 2 BOAOMNPOBOAHAs He npumeHunmo
NbHas Molika Boga
HeliTpanbHoe,
depmeHTHast 1 <40°C(104°E) p
MoTiKa ®epMeHTHOE YMCTsLLLee CPeACTBO
. 66°C(151°E HeliTpanbHoe, pH uncTALee
Moliika 5 ( ) CPeACTBO
Ononackmnsa 2 >40°C (104°E) BopgonpoBogHasa Boja
Hue
KpuTtuyeckas Boga (Boga nocne
Ononackmea o6paTHOro ocmoca,
e 0,25 Tennas sopa [AEMOHM3NPOBaHHas NN

AVCTUNNMPOBaHHas BOAA)

TepMuyeckas gesnHgpekuna

TepMunyeckas [e3suH(EKUUA peKoMeHAyeTcA Ansa obecrneyeHus 6esonacHoOCcTH
nsgennin - Npu 06paboTke nMepej cTepunmMsaumein napoM. Tepmudyeckas
Je3nH(peKUnsa 0/HKHA MPOBOAMTLCA B MOKOLLe-Ae3MHPULMPYIOWEA MallmHe,
cooTBeTcTBYtOWel 1SO  15883-1 1-2, wAM  3KBUBA/IEHTHOMY CTaHAapTy.
TepMunyeckas Ae3MHMEKLMA B MOLLe-Ae3MHPULMPYIOWEA MalIMHE LO/KHA
6bITb Ba/IMagMpoBaHa, 4Tobbl 0becneunTs AO He MeHee 600 (Hanpumep, 90°C
(194°F) B TeueHune 1 MuH). bonee BbicOKUE YpoBHU AO MOTyT 6bITb JOCTUTHYThI
NnyTeM YBE/IMYEHNS] BPEMEHW BO3L4ENCTBUSA 1 TemnepaTypbl (Hanpumep, AO 3000
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Load tray with devices into the washer-disinfector in accordance with
manufacturer’s instructions, ensuring that the devices and lumens can

drain freely.
Phase Recirculation
Time (mins)
Pre-Wash
Enzyme
wash
Wash
Rinse 2
Rinse 0,25

Water Temp

Cold Tap Water

<40°C (104°F)

66°C(151°F)

>40°C (104°F)

Warm Water

DetergentAVater Type
N/A

Neytral, Enzymatic
Cleaner

Neutral< pH Detergent

Tap water

Critical water (RO,
deionized or distilled
water)

Thermal disinfection is recommended to render devices safe for handling
prior to steam sterilization. Thermal disinfection should be conducted in a
washer-disinfector compliant to 1ISO 15883-1 and -2, or to an equivalent
standard. Thermal disinfection in the washer-disinfector shall be validated
to provide an AO of at least 600 (e.g., 90 °C (194 °F) for 1 min).

Higher levels of AO can be achieved by increasing the exposure time and
temperature (e.g., AO of 3000 at >90 °C (194 °F) for 5 min, in accordance



npn >90°C (194°F) B TeyeHMe 5 MWHYT, B COOTBETCTBUW C MECTHbIMU
TpeboBaHUAMK). KOMMOHEHTbI W3JENUA 3arpyXalwT B MOEYHYIO MalUHYy B
COOTBETCTBMU C MHCTPYKUMAMWU NPOU3BOAUTENs, y6eaMBLUMCbL B CBOOOAHOM
CTeKaHUM >XMAKOCTU C M3LeNNiA U 13 MPOCBETOB MeXAy Humwu. M3genus c
OTBEPCTUSAMU  [O/DKHbI  6GbITb  PacnonoXeHbl BepTMKanbHo. Ecnm  3To
HEeBO3MOXHO  M3-3a  OrpaHMYeHHOro  MNPOCTPaHCTBA  BHYTPM  MOIOLLe-
Le3HMLUMPYIOLLLEA MaLLVHBI, UCNO/b3YIOT OPOCUTENBbHYIO CTOWKY/fepXaTesb
C COeAVHEHNAMW, NPeAHasHayYeHHbIMN 415 06ecnevyeHnsa 4oCTaTOYHOro NoToka
TEXHOMOrNYEeCKNX XUAKOCTEM Yepe3 NpocBeTbl AN KaHIAALUUN U3AeNus, ecnu
OHW MPesyCMOTPEHO.

Cnepgytouinii aBTOMAaTU3NPOBaHHBbI LMK ABNSAETCA npumMepomM
BaIMAnMpoBaHHOI 0 UMKNa:
Bpemsa
Temnepatypa
Sran peumpkynaL oo Tuvn BoAb
nn (MUHYTbI)
. KpuTnueckass Boga (Boja  nocne
Tepmuyeckas >90 OC 06paTHOro ocmMoca, eNOHM3NPOBaHHas
Ae3nHpeKLNs (194°F) WU AUCTUNIMPOBaHHAs BOAA)
Cyuwika

PekoMeHAyeTCA MPOBOAUTL CYLLKY B MOKOLLE-Ae3UHBMLMPYIOLWEA MaLlKHe,
cooTBeTcTBYtOWEel SO 15883-1 M -2, WAM 3KBMBa/IEHTHOMY CTaHAapTy.
O(PHEKTUBHOCTL CYLLKM B MOEYHO-AE3NHPUUUPYIOLWNX MaLlUMHaX MOXeT

3Ha4YNTENNbHO BapbnpoBaTbCA B 3aBNCNMOCTUN oT KOHCTPYKUUn
aBTOMAaTU3NPOBAHHOW CUCTEMbI N KOH(UTypaummn 3arpysKu.
CnegyloWwnin - aBTOMaTM3MPOBaHHbI LMKn ABNAETCA npuMepom
BaIMAnNpoBaHHOI 0 UMKna:
Bpemsa peumpkynauum Temnepatypa
3Tan Twvn Bo3gyxa
(MUHYTBI) BO3JyXxa
Cylwika 115°C (239°F) MeanumMHCKUA Knacc
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with local requirements). Load the device components in the washer-
disinfector in accordance with manufacturer s instructions, ensuring that
the devices and lumens can drain freely. Lumened devices should be placed
in a vertical position. If this is not possible due to space limitations within
the washer-disinfector, use an irrigating raclc/load carrier with connections
designed to ensure an adequate flow of process fluids to the lumen or
cannulation of the device if provided.

The following automated cycle is an example of a validated cycle:

Phase Recirculation Water Water type
Time (mins) Temp
Thermal 5 >90°C Critical water (RO, deionized
Disinfection (194°F) or distilled water)
Drying

It is recommended that drying is conducted in a washer-disinfector
compliant to 1SO 15883-1 and -2, or to an equivalent standard. Drying
efficiency in washer-disinfectors can range considerably based on the
automated system design and load configuration.

The following automated cycle is an example of a validated cycle:

Recirculation
Time (mins)

Phase Air Temp Air Type

Dry 115°C (239°F)  Medical grade



Mocne aBTOMATWYECKOl CYLUKW MpOBepbTe M3AeNvMe Ha HauuvMe OCTaTO4YHOW
Bnarn. J1io6as BblsBMeHHas OCTaTOYHas BMAXHOCTb A0/MKHA 6bITb BbICYyLUEHA
BPYYHY!O (KaK OMncaHo Huxe).

[nsa py4yHOn cywiku

*  Yb6eamTech, yTo
NPOVHCNEKTNPOBAHO.

e [ns BHeEWHUX MOBEPXHOCTEN WMCMOMb3YATE YNCTYH MAFKYH 6e3BOPCOBYHO
TKaHb BO U36eXaHune NoBpeXaeHNs NoBepXHOCTY.

* Bo Bpems cyliKM OTKpOWTe U 3aKpoiiTe UM NnpueBeanTe B AelicTBME Mo6ble
COOTBETCTBYHOLLME U3[eNnnsa C ABWXYLWLMMUCA dacTamn. Ob6paTuTe ocoboe
BHMMaHMe Ha pe3bby, XpanoBWKM W LLAPHUPbI U3AeNNSA WU yyacTKu, rae
MOXEeT CKarvmBaTbCA >XWAKOCTb. [ 06/1eryeHns CyLIKM MOBEPXHOCTU
MOXeT 6bITb  MCNONb30BaH YWCTbIA OKaTblli  BO3gyx  (Hanpumep,
MeANLIMHCKOro K/acca).

* [Mpocywnte BCe YacTN M3L4eNUA C OTBEPCTUAMWU/KAHIONALUSAMU, UCNONb3YA
UYNCTbIN CXaTblii BO3AYX (Hanpumep, MeAMLMHCKUIA Kacca).

KaXXaoe wusgenmne  BbICYLUEHO n TLWI3TE/IbHO

MNpoBepka

UTobbl ybeguTbCsa, 4TO UM3JeNUSA  He VMEKT BUAWMMBIX  3arps3HeHui,
MOBPEeXAEHU WM BRarv, OHU [O/MKHbI 6bITb BU3Ya/lbHO OCMOTPEHbI MpU
€CTeCTBEHHOM OCBELLEHUN.

W3penusa ocmaTprBaloT Ha NpeaMeT:

» OcTtaTouHoli Bnarn. BHMMaTenbHO OCMOTPWUTE MPOCBETbI W3AENUA WU €ero
OBWKyLLMecs yacTu. MNpy obHapy>XeHUn Bnaru cnefyeT OCYLLIUTb ee BPYYHYHO.
* YuctoTbl. [pn 06HAPY>KEHUN BO BPEMS OCMOTPA OCTATOUHbIE 3arpsA3HeHUs,
NoOBTOPWTE 3Tanbl OUYMCTKM 418 3TUX U3LENNIA, NMOKa He 6yayT yCTpaHeHbl BCe
BUANMBbIe 3arpPsA3HEHUS.

» TlloBpexaeHWiA, BK/IOYAsA, HO He OrpaHMYMNBAsACh:
pasbefiaHne TMOBEepPXHOCTU), W3MEHeHue LUBeTa,
oTCNnamBaHue, TPeLWMHbI 1 U3HOC.

* [MpaBWNbHOIO PYHKLMOHNPOBAHUSA, BK/IHOYASA, HO He OrpaHNUMBasCL: 0CTPOTa
PEeXYLIMX  WHCTPYMEHTOB, CcrubaHue ruOKMUX  W3LeNniA,  NOABMXHOCTb

KOppo3usi  (pXkaBuuHa,
upe3MepHble  LapanuHebl,
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Following automated drying, inspect the device for residual moisture. Any
residual moisture identified should be dried manually (as described below).

For manual drying
» Ensure each device is dried and inspected thoroughly.

» For external surfaces, use a clean, soft, lint-free cloth to avoid damage
to the surface.

* Open and close or actuate any applicable devices with moving parts
during drying. Pay special attention to any device threads, ratchets and
hinges or areas where fluid can accumulate. Clean, compressed air (e.g.,
medical grade) may be used to facilitate surface drying.

* Dry all lumen/cannulated parts using clean compressed air (e.g., medical
grade).

Inspection
Instruments should be visually inspected under ambient lighting, to verify
that the devices do not have visible soil, damage or moisture.

Inspect devices for:

» Lack of moisture. Carefully inspect device lumens and moving parts. If
moisture is detected, manually drying should be performed.

» Cleanliness. If any residual soil is discovered during inspection, repeat
the cleaning steps on those devices until all visible soil is removed from the
device.

* Damage, including but not limited to, corrosion (rust,
discoloration, excessive scratches, flaking, cracks and wear.

pitting),

» Proper function, including but not limited to, sharpness of cutting tools,
bending of flexible devices, movement of hinges/joints/box locks and



LLIAPHUPOB/COUNEHEHNIA/3aMKOB M MOLABUXHbBIX 4YacTeil, TakKuX KaK PYKOSTKWU,
XpanoBMKM U My(Tbl, a TaKXKe OTCYTCTBYHOLLME AN CTEPTbIE HOMEPA U3LENNIA.
HeHagnexawium  o6pasoM  (yHKUWOHUpYOLWME — U3genns,  usgenvs ¢
Hepacrno3HaBaemoii MapKMPOBKOW, OTCYTCTBYHLWWUMU WA yA/IEHHbIMA
(cTepTbiMK) HOMEpPaMM M3LENNIA, MNOBPEXAEHHbIE W M34eNns C  6ONbLLOWN
CTeMneHb0 M3HOCa Nognexar yTunmsaumm.

Bonee nofpobHble WMHCTPYKLUMW MO KOHTPOS  (BYHKLMOHIBHOCTU 1
WHOMKATOPaM OKOHYaHWs CcpoKa CyX6bl MOXHO MOMyuYnTb Y MECTHOrO
TOProBoro npeAcTaBUTENS nnm 3arpysvTb c BeG-caiiTa

http://www.depuysynthes.com/ifu.

CMaXbTe WHCTPYMEHTbI C MOABVXXHBIMW YacTsIMW, TaKAMKW KakK MeTIN U
LWAPHMPbI,  MPY)XUHEHHbIE  LUAPUKOMOAWIMWIHUKA U AeTain € Pe3b6oid.
PekoMeHAyeTCsl CMasblBaTb W MPOBOAWUTb  TEXHWYECKOE O0BCNyXMBaHMe
MHCTPYMEHTOB Synthes TO/IbKO CreLyasibHbIM Mac/ioM KomnaHum Synthes.

Pa3zobpaHHble mM3genva Heobxo4MMo cobpaTb Mepes CTepunmMsaLlmen, ecnm He
YyKa3aHO MHOe WK eci KOHTeliHep He NPUCcnoco6eH 4nst CobpaHHOro u3aenus.
Bonee nogpobHble MHCTPYKLMMN MO 4EMOHTaXY UHCTPYMEHTA MOXHO NOMYUYUTb
Yy MECTHOro TOProBoro npeacTaBUTeNs WM 3arpy3dTb Ha  caiTte
http://www.depuysynthes.com/ifu.

YnakoBKa
lNMomecTuUTe OuYMLLEHHble, CyXWe W3Le M B COOTBETCTBYHOLLUME MecTa B
KOHTeMHepax, €cnum 3To0 MNpUMeHUMO. [N  YNaKoBKM  OKOHYaTeIbHO

CTEPUIN30BAHHBIX W34e/IMiA HEO6XOAMMO MCMO/Ib30BaTh TONIBLKO OULMAbHO
3aperncTpupoBaHHble M 0J06PEHHble HA JIOKA/IbHOM YPOBHE YMaKOBOYHbIE
maTepuasbl 41t cTepuamsanun (HanpyMep, MIeHKY, NakeTbl UM KOHTEHEpPbI) B
COOTBETCTBUM C YKa3aHUAMM NPOU3BOAUTESIS.

Crepununsauynsa

Crepunmsaumsa  napom  (BNaXHbIM  Xapom)  [O/HKHA  NPOBOAUTLCA €
MCMOMb30BaHNEM  JIOK&/IbHO  OJ0OPEHHOro  UMKNa  npesBapuTeNlbHOro
BaKyyMUpOBaHUA (NpuHyauTenbHoe  ypaneHue BO34yXa). MapoBoii

CTepnNn3aTop AO/KEH 6bITb Ba/ingnpoBaH B COOTBETCTBUN C Tpe6OBaHVIF|MI/I

moveable features such as handles, ratcheting and couplings and missing
or removed part numbers.

Improperly functioning devices, devices with unrecognizable markings,
missing or removed (buffed off) part numbers, damaged and worn devices
should be discarded.

Further detailed function control instructions and end of life indicators are
available from your local sales representative or for download from the
website at http://www.depuysynthes.com/ifu.

Lubricate instruments with moving parts, such as hinges and joints, spring-
loaded ball bearings, and threaded parts. It is recommended to lubricate and
maintain Synthes instruments with Synthes Special Oil only.

Disassembled devices should be reassembled prior to sterilization unless
otherwise noted or the case is not configured for the assembled device.
Further detailed instrument dismantling instructions are available from
your local sales representative or  for download at
http://www.depuysynthes.com/ifu.

Packaging

Place cleaned, dry devices into the specified locations within the cases
provided, if applicable. Only legally marketed, and locally approved
sterilization barriers (e.g. wraps, pouches or containers) should be used for
packaging terminally sterilized devices, in compliance to the
manufacturer’s instructions.

Sterilization

Steam (moist heat) sterilization shall be performed in a locally approved,
pre- vacuum (forced air removal) cycle. The steam sterilizer should be
validated to the requirements of any local standards and guidance such as
EN 285 or AAM1/ ANSI STS.

Page 22 of 31

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



MECTHbIX CTaHAAPTOB U PYKOBOACTB, Takux Kak EN285 nim AAM1/ ANSISTS.
MapoBoii cTepunmMsaTop [LO/DKEH OblTb YCTAHOBMEH W O06CNYXMBATbCA B
COOTBETCTBUM C  WUHCTPYKUMSAMU  €ro  Mnpou3BOAUTENS U MECTHbIMU
TpeboBaHNSAMU. Y 6eanTeCh, YTO BbIOPaHHbINA LMK CTEPUIM3aLUN NpegHasHadeH
ONA ypaneHus BO34yXxa M3 3arpy3oK C MOPUCTbIMA WM UMEIOLWN.MN KaHaslbl
N3[e/IMAMU B COOTBETCTBUU C YKasaHUAMM MPOU3BOANTENS, N He NPeBbILIA0TCA
napameTpbl 3arpy3Ku cTepuamMsaTopa.

Cnepywouwie  UMKNbl  cTepunuszauMm  NapomMm  SABNAKOTCA  NpUMepamu
MuHMManbHoe Bpems MuHnManbHas Bpewms
oT1an BO3felcTBUA Npu TemnepaTypa BO3JencTBmsA eyLLIKM
cTepunmzaumm (MUHYTbI) npucTepuansaunmn

20-50

MpepBapuTenbHoe 4 132°C (270°F)
BaKyyMUpOBaHue MUHYT
20-50

MpefBapuTeNbHOE 3 134°C (274°F)
BaKyyMupoBaHue MUHYT

[na BbINOMHEHVA NOKa/lbHbIX TPEOOBaHWUI MOXHO MCMNO/b30BaTh LUK C
YBE/IMYEHHbIM BpEMEHEM BO3AelicTBMA napa (134°C (274°F) B TeueHue 18
MUWHYT.

O(PEKTUBHOCTL CYLUKN NapoBbIM  CTEPUIN3ATOPOM  MOXET 3HAYUTE/IbHO
BapbMpOoBaTbCA B 3aBMCMMOCTW OT KOHCTPYKUUMW CTepusm3aTopa, 3arpysku,
YyNakoBKW W Mofjayu napa BO Bpems rnpouecca cTepunmsauumun. Nosb3oBaTesib
[OO/DKEH  MCMo/b30BaTb MNPOBEPOYHblE  MeToAbl  (Hanpumep, BU3ya/bHbIl
KOHTPO/1b) A719 MOATBEPXKAEHUA 3PPEeKTUBHOCTU CyLLKN. MOXeT noTpeboBaTbCA
yBe/IMYeHHOe BPemMsA CYLUKM B CTepUnn3aTope WM B OTAENIbHOM CYLUW/IbHOM
LUKady B COOTBETCTBUU C yKa3aHUSAMU NPOUN3BOLUTENSA.

Temnepatypa BO BpeMs CYLWIKW He [o/DKHa npeBblwaTb 140°C  (284°F).
Crepunusaumsa napoMm 1A HeMeA/eHHOro WCMnonb3oBaHWA npefHasHaveHa
TO/IbKO N1 OTAE/NIbHbIX WHCTPYMEHTOB W [0/DKHA paccMaTpuBaTbC TO/IbKO B
ypesBblYaHbIX CUTyaUMsX W TObKO B COOTBETCTBUM C YTBEPXKAEHHBbIMU
MeCcTHbIMW  npasBunamu.  [pou3BoguTeNb He  MOALEPXKMBaeT  MapoBylo
CTepuUn3aunio A9 HeMe[/IEHHOro WUCMosib30BaHUSA HabopoB WMHCTPYMEHTOB.
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The steam sterilizer should be installed and maintained in compliance to
manufacturer’s instructions and local requirements. Ensure that the steam
sterilizer cycle is chosen that is designed to remove air from porous or
lumened device loads in accordance to manufacturer’s instructions and
does not exceed the criteria for sterilizer load.

The following steam sterilization cycles are examples of validated cycles:

| St .I_M;T"mLE‘m Minimum Sterilization Minimum

Cycle Type errization Exposure Exposure Temperature Dry Time*
Time (minutes)

Prevacuum 4 132°C (270°F) 20-50 minutes

Prevacuum 3 134°C (274°F) 20-50 minutes

Extended steam exposure cycle can be used to meet local requirements such
as 134 C (274 F) for 18 minutes.

The efficiency of steam sterilizer drying can range considerable depending
on the sterilizer design, loading, packaging and steam supply during the
sterilization process. The user should employ verifiable methods (e.g.
visual inspections) to confirm adequate drying. Extended drying within the
sterilizer or in an external drying cabinet in accordance with manufacturer’s
instructions may be necessary.

Do not exceed 140°C (284°F) during drying. Immediate-use steam
sterilization is only intended for individual instruments and should only be
considered under emergency situations and when approved by local
policies. Manufacturer does not support immediate-use steam sterilization
of instrument sets, cases or implants using this method.



KOHTEeiHEPOB WM UMMIAHTATOB C MCNO/Mb30BaHneM 3Toro Metoga. CneayroLnia
UMK CTEPUNU3aUMM MapoM SAB/ISETCA NPUMEPOM BaIMANPOBAHHOIO LMKIa
TO/IbKO /151 OTAE/NbHbIX MHCTPYMEHTOB:

» PacnakoBaHHbIi MHCTPYMeHT npu 132°C (270°F) B TeyeHue 4 (4eTbipex)
MUWHYT.

XpaHeHue

CTepunv3oBaHHble U3LeNNA CrefyeT XPaHUTb B CYXOM, YMCTOM MOMELLEHWMN,
3allKMLLEeHHOM OT BO3AENCTBMA NPAMbIX COMHEYHbIX TyYen, BpeauTesnei, a Takke
3KCTPeMasIbHbIX TemrepaTyp W BAaXHOCTWU. VHdopmaumio 06 orpaHuyeHusx
BPEMEHWN XPpaHeHWS CTEPUNBHOIO K3fenvs U TpeboBaHMAX K TemnepaType u
B/IXKHOCTM CM. Ha YMaKoBKe [ CTEPUNM3aUUN WU B MHCTPYKLUUAX
NPOVN3BOAUTENS XKECTKMUX KOHTEMHEPOB 419 CTepunnsaumnm.

COBMECTUMOCTb MaTepuanoB M3gennii NpPomM3BoAMTeNs NPU KINHUYECKOW
obpaboTke

Hep>kaBewowasa ctanb

W3genva npoussoauTens NpevMyLLLeCTBEHHO M3roTaB/nMBaloT 13 KOPPO3VOHHO-
CTOMKMX CTasieil, y3HaBaeMblIX MO 61eCTALLEMY WM TYCKIOMY MeTasl/InyecKoMy
uBeTy. Bbnarogaps BbICOKOMY COAEPXXaHWIO XPOMa U HUKeNss KOPPO3NOHHO-
CTOViKMe CTa/iM 06pasyloT 3alUTHbLIA C/MOM OKCMAA XPOMa, W3BECTHbIA Kak
WHEPTHbI C/T0M, Ha MOBEPXHOCTU MeTasinia. [aHHbIA MHEPTHBIN C/I0M 3aWwuLaeT
WMHCTPYMEHTbI OT KOpPO3UU K pXaBuuHbl. HenpaBunbHoe wnM HebpexHoe
obpalyeHne (Hanpumep, MOBPEeXJeHWe MOBEPXHOCTM), a TakKXKe XMMUYECKUE,
3NIEKTPOXMMUNYECKME W (PU3MYECKME BO3LENCTBUSA MOryT HebnaronpusTHoO
BNNATb HA KOPPO3NOHHYK CTOMKOCTb.

Vicnonb3yloT ABa Tuna HepxxaBeroLleid CTain, OTANYAIOLWMXCA M0 COCTaBy U
CBOICTBaM:

- MapTeHCUTHBbIE CTa/IM - KOPPO3MOHHO-CTOMKME CTan, Ha BbICOKYH MPOYHOCTb
KOTOPbIX MOXHO BAUATb W PerynnpoBaTb C MNOMOLLbI TepMoo6paboTKuy,
061afal0T BbICOKOW WM3HOCOCTOMKOCTbIO W BbICOKOW CTOMKOCTBIO peXxyLuel
KPOMKM. [laHHble CTanM  MCNOMb3YT [N MPOM3BOACTBA PEXYLUNX U
3a0CTPEHHbIX UHCTPYMEHTOB, Hanpumep, CBePS1, FO/IOBOK PUMEPOB, LW/, 60poB
NAN PEXXYLLIMX KPOMOK LLMMNLIOB.
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The following steam sterilization cycle is an example of a validated cycle
for individual instruments only:

* Unwrapped instrument 132 C (270°F) for 4 (four) minutes.

Storage

Sterilized products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes of temperature and humidity.
Refer to sterilization wrap or rigid container manufacturers IFU for limits
on sterile product storage time and storage requirements for temperature
and humidity.

Material Compatibility of Synthes instruments in Clinical Processing

Stainless steels

Synthes instruments are made predominantly from corrosion-resistant
steels, recognizable by their shiny or dull metallic color. As a result of their
high chromium and nickel content, corrosion-resistant steels form a
protective chromium oxide layer, known as a passive layer, on the metal
surface. This passive layer protects the instrument against corrosion and
rust. Incorrect or careless handling (e.g. damage to the surface) and attacks
of a chemical, electrochemical or physical nature, can adversely affect the
corrosion resistance.

Two types of stainless steels are used, differentiated based on their
composition and properties:

- Martensitic steels, which are corrosion resistant and whose high hardness
can be influenced and adjusted by heat treatment, possess high wear
resistance and high cutting edge retention. These steels are used for cutting
and sharp-pointed instruments, e.g. drill bits, reamer heads, awl, burrs or
cutting edges of pliers.



- AYCTeHWTHble CTa/u, KOTOPble Henb3s 3aKaMTb NpWM TepmoobpaboTke,
06/ajatloT  BbICOKOM  KOPPO3MOHHOW  CTOMKOCTbID,  3M1aCTUYHOCTBI U
MPOYHOCTLI, KaK NPaBuio, SBASKOTCS HEMArHUTHbIMU. 3TN CTa/IN UCMONb3YHOT
4N NPOM3BOACTBA HEPEXYLLMX WHCTPYMEHTOB, Hamnpumep, HarpaBuTenei
cBepna, M3MepuTEsIen N NPULENbHBIX MPUCMIOCO6/IEHNIA.

Mpon3BoauTENb PeKOMEHAYeT MWCMOMb30BaTh fAe3VUH(MLMPYIOLLINE, YNCTALLME
N MOKLLIME CpeacTBa ¢ ypoBHeM pH 7-11 ans Bcex HepXXaBerLUX CTaslen.

ANOMUHWNIA 1 ero cniaaBbl
Tak Kak aJ/TIOMUHNIA ABISIETCSA JIErKUM MaTepuasioM, ero NCnosib3yrT, Hanpumep,
ONS1 KOHTEHEPOB, PYKOSITOK U HEKOTOPbIX APYrUX AeTasieli UHCTPYMeHTOB. B
pe3yfnbTate 3/IEKTPOXUMMUYECKO 06paboTKM MOBEPXHOCTU (aHOAMPOBaHMeE,
«Ematal» nnm TBepfoe aHOAMPOBaHWE) Ha aTlOMUHUKM 06pas’yeTcs CTOMKWIA
OKCWAHbI CNOIA, KOTOPbIA MOXHO OKpaLUnBaTh.

X0TA aHOAMPOBAHHbLIA aIOMUHUIA M ero cniaBbl 06M1ajalT  XOpPOLUei
KOPPO3MOHHOW CTOMKOCTbIO, KOHTAaKT C CWJ/IbHOLLE/IOYHBIMU YNUCTALLMUMU WA
LEe3VHPULMPYIOLWMMU CPEACTBAMU, a TAKKe C pacTBOpPamMu, COAepXKalMMn nog,
WX CONN HEKOTOPbIX META/IIOB, MOXET MPUBECTU KXMMNYECKOMY BO34ECTBUIO
N pacTBOPEHWIO MOBEPXHOCTU B 3aBUCUMOCTM OT COCTaBa KOHKPETHOro
UYMCTALLIEr0 CPeAcTBa.

B cBA3M ¢ 3TUM NpPOM3BOANTENL PEKOMEHAYET Ae3VHULUPYIoLL e, YACTALLME
nnn MorLLMe cpefcTBa ¢ ypoBHeM pH 6-9,5. Mpogykuua ¢ 60/ee BbICOKUM
ypoBHeMm pH, ocobeHHO ¢ ypoBHeM pH Bbille 11, MOXET MCNOb30BaTbLCA NpuU
cobnogeHnn TpeboBaHUIA K COBMECTMMOCTM MaTepuasioB, YyKasaHHbIX B
TEXHUYECKOM  MacnopTe W Apyroin  uvHgopmauun, MpeaocTaB/ieHHOM
NPON3BOAUTENIEM YNCTALLErO CPeacTBa.

MnacTmacchl

[ns onpegeneHHbIX YacTell MHCTPYMEHTOB, Hanpumep, PYKOSTOK, UCMO/b3YIOT
pasnnyHble nnacTMaccbl. B HEKOTOPbIX C/yyasdx KpPOMe YUCTbIX MacTMacc
TakKXe MUCMOo/b3yT KOMMNO3UTHbIE MaTepuansbl.
Bce wucnosnb3yeMble MiacTMaccbl CrOCO6HbI
06paboTKy. HekoTopble nnacTMacchl

BbIAEPXUBATL  HaNeXalllyto
MOTyT pasmsryatbCcs Mpyv NapoBoid
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-.Austenitic steels, which cannot be hardened by heat treatment, possess
high corrosion resistance, elasticity and toughness, and are generally non-
magnetic. These steels are used for non-cutting instruments, e.g. drill
guides, gauges and aiming devices.

Synthes recommends disinfectants, cleaners or detergents with pH 7-11 for
all stainless steels.

Aluminum and its alloys

Since aluminum is a lightweight material it is used, for example, for the
graphic cases, instrument handles and certain other instrument parts. An
electrochemical surface treatment (anodizing, “Ematal” or hard anodizing)
produces a resistant oxide layer on the aluminum, which can be dyed.
Although anodized aluminum and its alloys have good corrosion resistance,
contact with strong alkaline detergents or disinfectants and solutions con-
taining iodine or certain metal salts can lead to chemical attack and
dissolution of the surface depending on the specific composition of the
detergent.

Consequently, Synthes recommends disinfectants, cleaners or detergents
with pH 6-9.5. Products with a higher pH value, especially higher than pH
11, should only be used subject to the material compatibility requirements
stated on the data sheet and other information from the manufacturer of the
detergent.

Plastics
Various plastics are used for certain instrument parts, e.g. handles. In
addition to pure plastics composite materials are also used in some cases.

All used plastics are able to withstand correct processing. Some of the
plastics can become soft during steam sterilization, but do not undergo
permanent deformation at normal sterilization temperatures below 140 °C.



cTepunusauMm, HO He noABepralwTcA HeobpaTuMmol  Aedopmaumu
HOpPMa/IbHbIX TeMMepaTypax crepunusaunm Hmke 140°C.

Tem He MeHee, MaTepuas MOXeT ObITb MOBPEXAeH, Hanpumep, NPy NOBTOPHOM
NOrpy>XeHNn B fe3VHpMUMPYIOLWMe CpeAcTBa C YPoBHEM pH, BbIXoAALMM 3a
npegensl guanasoHa 4-9,5, nnu npy 4ype3mepHOM HanpskeHun. Kpome Toro,
HeKOTOpble CPeAcTBa A/1A OMNOSIaCKUBaHUA MOTYT NPUBECTU K 06ecLBEUMBAHUIO
WA MOBBILWEHUNIO XPYMKOCTU MacTMacc WUAM KOMMO3UTHbLIX MaTepuasioB npwu

npw

PekoMeHayeMble TeMMNepaTypbl U ypoBHU pH

MaTtepunan TemnepaTypa* YpoBeHb pH
Hep>kasetoLasa ctasb [o 149°C 7-11
ANOMUHWI [o 150°C 6-9,5
MnacTmaccsl fo 140°C 4-9,5

*PeKOMeH/yeMbIe TEMMePaTypbl 06pab0oTKM YUUTLIBAKOT CBOMCTBA MaTepuasio
1 napameTpbl 06paboTKM, NPOLLEALIE BHYTPEHHIOK Ba/IMJauuio.

MPUUYNHBbI KOPPO3MM 1 U3MEHEHWST UNN MOBPEXAEHNSA MOBEPXHOCTY
IMOBEPXHOCTb M3AE/NIA MOXET MOABEPraTbCs arpecCMBHOMY BO3AEMCTBUIO UK
MOBPEXAEHMIO MPU  HEeMpaBU/IbHOM O6palleHMn WM NpW  KOHTaKTe ¢
Pas/IMYHbIMK  BellecTBaMu. [lOHUMaHWe CeayoLWNX BO3MOXHbIX MPUUMH
KOpPO3UM U TMOBPEXAEHUS MaTepuana MOXET TMOoMoub M3GexaTb WX
BO3HUKHOBEHUSI.

KpoBb, THOW, BblAeNeHUs U T.04.

BonblUasi YacTb XXUIKOCTEN M 0CTATKOB TKaHel opraHmnaMa YesioBeKa CofepXKuT

MOHbI XJ10pa, KOTOpblE MOryT nMNpuBeCTU K KOppo3nnu, ecsin OoCTaBUTb WX
npyamnunMn. nnn - npucoxwmmm - K- 3fgeinio. Ha AJINTE/IbHOE  BpeMs.
CnepfoBatesibHO NHCTPYMEHTDI HEO6XO,CI,VIMO oymwiaTtb W BbICyWMBaTb

HeMe[/IeHHO MOC/e KaXA0ro UCMo/b30BaHusl.
ConeBble pacTBOPbI, OgHbIE HACTOMKN, BOfa

VMoHbl xopa v ofa B faHHbIX pacTBOpax MPUBOAAT K TOUEYHOI KOppPO3vu.
CBeante 060 KOHTAKT C [aHHbIMM MOHaMW [0 MWHMMyMa. TulaTenbHO
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The material can, however, be damaged, for example by repeated
immersion in disinfectants outside the pH range of 4-9.5 and by
overstressing. Also, some rinsing aids can lead to discoloration or
embrittlement of plastics and composites by repeated use.

Recommended Temperatures and pH Levels

Material Temperature* pH
Stainless steel up to 149 °C 7-11
Aluminum up to 150 °C 6-9.5
Plastics up to 140 °C 4-9.5

*The recommended processing temperatures take into account material
properties and internally validated parameters for processing.

Causes of Corrosion and Surface Change or Damage

The surface of the instruments can be attacked and damaged by incorrect
handling or contact with various substances. Awareness of the following
possible causes of corrosion and material damage can help to avoid their
occurrence.

Blood, pus, secretions etc.

Most human body fluids and residues contain chlorine ions, which can lead
to corrosion if left to adhere to, or dry on, the instrument for prolonged
periods. Instruments should therefore be cleaned and dried immediately
after every use.

Saline solutions, iodine tinctures, water

The chlorine and iodine ions in these solutions cause pitting corrosion.
Keep any contact with these ions to a minimum. Rinse instruments
thoroughly with distilled water* to remove all residues.



NPOMOITE M3AeNnNsa GUCTUIIMPOBAHHOM BOAON™ ANns yaaneHUs BCeX 0CTaTOUHbIX
MaTepuasios.

O6blyHaa BOAOMPOBOAHASA BOJA TaKXe 4YacTo COAEPXUT XN0pUfibl, a Takxke
BbICOKME KOHLEHTpauMmM Apyrux MUHEpasnoB, KOTOpble MOryT 06pa3oBbIBaTb
cneflbl C 4YeTKO 0603HAYEHHBLIMU KpasiMM Ha MOBEPXHOCTU WHCTPYMEHTOB.
OO6bIYHO UX MOXHO YAanuUTb AUCTU/NIMPOBaHHON BOAOM* M HeabpasvBHLIMU
YNCTALMMU CPefcTBaMM A1 HepyKaBerwein ctann. Hukorga He ocTaBnsiTe
n3fenna BAaXKHbIMW Ha ANMTENbHOE BPems, BCErga cpasy npocyluvBaiTe MX.
O6pasoBaHMe KOHAEHCALMOHHOW Bfarm BO Bpemsi CTepuan3aumm MOXKHO
n3bexxaTb NyTeM yBenM4eHUs asbl CYLLKMW.

*[lNs QUCTUAIMPOBAHHONM BOAbl PEKOMEHAYETCA MPOBOANMOCTb <0,5 MKCM.
UucTtawme, fesnHDUUnpyoLWwne cpeicTsa, CpeacTaa 419 onofiackKuBaHus v
Lpyrve BcnomoraTe/lbHble CpeacTBa

M36bITOUHbIE KOHUEHTpaUMN faHHbIX MNPOAYKTOB, a TakXe CU/IbHOKUCAOTHbIX
NN CUNBHOLLENOYHbBIX YACTALLMX CPEACTB MOTYT BO3LeCTBOBAaTb Ha 3alUTHbIL
OKCUAHbIV C/OA HepXXaBelLLel CTan, TUTaHa WU a/lOMUHUA U NPUBOAUTL K
KOppo3uu, 06ecLBeYMBaHUIO U APYTM WM3MEHEHWSIM MaTepuasioB, CBOWCTB U
COCTOSIHUSI MOBEPXHOCTM. [pn MCnosib30oBaHMM MOAOOHOM NpPoAyKLMX Bcerja
cobnogarite peKOMeHZaUUN ee MPOM3BOAMTENS B OTHOLLUEHWWM KOHUEHTpaLuu,
BPEMEHW  KOHTaKTa, Temnepartypbl W  COBMECTUMOCTU  MaTepuasioB.
PekomeHfyeTCA 1UCNoMb30BaTb MaTepuasbl C ypoBHEM pH B gnanasoHe oT 7 A0
9,5. Mpy MHOroKpaTHOM W A/INTEeNIbHOM WUCMNOJSIb30BaHUU HEKOTOpble cpeAcTBa
417 OononackmBaHWs MOTFYT arpeccMBHO BO34eliCTBOBAaTb Ha HEKOTOpble
nnacTMacchbl U NMPUBOAUTE K 06eCLIBEUMBAHUIO M MOBbILLEHUIO XPYNKOCTU. Ecnn
n3gennsa  ouuLLaloT B aBTOMAaTW4eCcKOl MOEYHOM MalluHe-4e3VH(eKTOope,
CrnepyiiTe yKasaHuMAM MPOU3BOAUTENE MOEYHOM MallUHbI-Ae3UHGEKTOPA,
UYNCTALLINX CPEACTB, CPEACTB /1A OMnoslackmMBaHUA 1 ApYrnx BcrioMoraTenbHbIX
CpeacTs.

CTanbHble MOYasKW, CTalbHble LWETKW, MUIKU WU fpyrue abpasmBHbIe
ynucTALWNe cpeacTea

Hukorga He ncnonb3yinTe N8 OUNCTKN N3NNI CBEPXTOHKUE UM HOPMaJIbHble
CTa/IbHble MOYasIKW, CTa/IbHbIe LLETKU, MUKW UK ApYTrue YACTALLME CpeAcTBa C
abpasBHbIM JeCTBMEM Ha MeTasl/ibl, TaK Kak 3TO MPUBELET K MEXaHUYECKOMY
NOBPEXAEHNIO NHEPTHOIO €104, BefyLleMy K KOPPOo3nK 1N HEMCNPaBHOCTH.

Normal tap water often also contains chlorides, as well as high
concentrations of other minerals, which can form marks with sharply
defined edges on the instrument surface. These can usually be removed
with distilled water* and non-abrasive stainless steel cleaners.

Never leave instruments wet for long periods; always dry them
immediately. Condensation moisture produced during sterilization can be
avoided by prolonging the drying phase.

*A conductivity of < 0.5 pS is recommended for distilled water.

Detergents, disinfectants, rinsing aids and other additives

Excessive concentrations of these products or strongly acidic or alkaline
detergents can attack the protective oxide layer of stainless steel, titanium
and aluminum and lead to corrosion, discoloration or other changes of the
materials, properties and surface conditions. When using such products,
always follow the manufacturer’s recommendations in respect of
concentrations, contact times, temperatures and material compatibility.
Products with pH levels between 7 and 9.5 are recommended.

During repeated and prolonged use some rinsing aids can attack certain
plastics and lead to discoloration or embrittlement. If the instruments are
cleaned in an automated washer-disinfector, follow the directions of the
manufacturers of the washer-disinfector, detergents, rinsing aids and other
additives.

Steel wool, steel brushes, files and other abrasive cleaning tools

Never use extra fine or normal steel wool, steel brushes, files or other
cleaning tools with abrasive effect on metals to clean surgical instruments,
as this will result in mechanical damage to the passive layer, leading to
corrosion and malfunction,
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KOHTaKT MeXay U3LennAMM, N3rOTOH/IEHHBIMY U3 pasHbIX MeTasioB

Ecnun n3genusi n3 HepyKaBetoLLLEeN CTasM JO/IT0 KOHTAKTUPYHOT C MHCTPYMEHTaMM
C  MOBPEXAEHHOW  MOBEPXHOCTbIO U OLHOBPEMEHHO  CMaYMBaKOTCS
3M1EKTPO/IMTOM, B MECTAX KOHTAKTa MOXET 06pa3oBaThCs pxaBumHa. Map, BOAa,
pacTBOpbI 4715 Y/IbTPA3BYKOBO/ OUMCTKU, a TAKXKE APYT e XXMUAKOCTY U PacTBOPbI
MOryT BbICTYNaTb B KAauyecTBe 3/IEKTPO/IMTOB. Takue SBEHUS MHOTAa
Hab/1I0JA0TCS NPV aBTOMATUYECKO OUMCTKe. Y>Ke 06pa3oBaBLUMECS MPOLYKTbI
KOPPO3MU MOTFYT MEPEHOCUTLCS Yepes 3eKTPO/UTBLI Ha APYrne WHCTPYMEHTbI,
npuBoasi K 06pasoBaHWI0 PXKaBUMHbI HA MOBEPXHOCTU. [0 BO3MOXHOCTU
WHCTPYMEHTbI, U3rOTOBJ/IEHHbIE 3 PA3/TMYHLIX MATEPUASIOB, AO/HKHbI MPOXOAUTH
OUMCTKY W CTepuiM3aumio oTgenbHo. CrefoBaTenbHO, U3AENUS CO Clefamu
KOPPO3UN WU PXKaBUMHBI JOSIKHbI 6bITb UCK/IHOYEHbI W 3aMEHEHbI Ha YUCTbIe
nsgenus. V3genusi fO/mKHbI NOABEPraTbCsl OUUCTKE B OTKPBLITOM M pa3obpaHHOM
COCTOSIHUM ANst MPefOTBPALLEHUS] He TOMbKO HEHAA/1eXalleil OUNCTKM, HO U
KOHTaKTHO KOPPO3UM 1 KOPPO3UM NpU TPeHUU. VIHEPTHLIV CMoW B LWENsX u
CTbIKOBOYHbIX LUBaX MOXeT 6biTb MOBPEXAEH MNPU  XUMUYECKOM  Wn
MeXaHUYeCKOM BO3ZAENCTBMM, YTO NPUBOAUT K KOPPO3UM.

OcCTaTouHble YNCTSLLME CPeACcTBA HA YTAKOBOYHOM MaTepuarsne

Martepuas, Ucrnonb3yemblid 471l YNaKOBKW U3LeNniA nepes cTepunnsaumeid, He
JO/DKEH COAEPXaTb OCTaTOYHbIE KOMMYECTBA UMCTALWMX CPEACTB U ApPYruxX
BELLECTB. [laHHble 0CTaTOYHbIe KOJIMYECTBA MOTYT MEPEHECTMCH HA MOBEPXHOCTb
M3aeNns ¢ NCMapeHnem 1 MOryT B3aMMOJENCTBOBAaTL C NMOBEPXHOCTbIO.

M36bITOUHOE HANPSHXKEHNE U3eNNiA

W3gennst paspaboTaHbl TOMbKO [A7Sl  OMPEAENeHHON Lennm M [JOSKHbI
MCMOMb30BaTbCA COOTBETCTBYHOLLMM 06pa3oM. HeHafnexalllee MCrosib3oBaHue
MOXET  MPMBECTM K  U3BLITOYHOMY  MEXaHWUECKOMY  HaMpsbKeHWIo,
HEMCNpPaBHOCTM M HeoGPaTUMOMY MOBPEXAEHVIO VHCTPYMEHTA, YTO, B CBOH
ouYepefb, YBENMUUBAET UX MOABEPXKEHHOCTL KOPPO3UN.
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Contact between instruments made from different metals

If stainless steel instruments are left in contact for long periods with
surface-damaged instruments and are simultaneously moistened with an
electrolyte, rust can form at the points of contact. Steam, water, ultrasonic
cleaning solutions or other liquids and solutions can act as electrolytes.
Such phenomena are occasionally observed during automated cleaning.
Corrosion products that have already formed can also be transferred to
other instruments by electrolytes, thereby producing surface rust. If
possible, instruments made from differing materials should be cleaned and
sterilized separately. Consequently, instruments with corrosion or rust
spots must always be excluded and exchanged for unblemished ones.
Instruments should be cleaned in their opened and dismantled state in order
to avoid not only insufficient cleaning but also crevice and fretting
corrosion. The passive layer in crevices or joint gaps can be damaged by
chemical or mechanical action, leading to corrosion.

Detergent residues in packing cloths
Cloths used to pack the devices for sterilization must be free of detergent
or other residues. Such residues can be transferred to the device surface via
steam and can interact with the surface.

Overstressing of instruments
Instruments are designed only for a specific purpose and must be used
accordingly. Inappropriate use can lead to mechanical overstressing,
malfunction and permanent instrument damage, and this in turn increases
their susceptibility to corrosion.



JononHnTenbHas nHpopmayms

JononHutenbHaa uWHMopMaums, Kacawwascsa Ucnonb3osBaHus BO  BPeEMs
Ba/MAaUMn creunanbHbIX YUCTALWLKMX CPeAcTB, Y/bTPasBYKOBbIX MOEYHbIX
MaLUVH, MOKLWMX U Le3MHPUUMPYIOLWNX CPEACTB, YNaKOBOYHbIX MaTepuasioB
U CTepuIn3aToOpPOB, NPefoCTaBNsAeTCA Mo 3anpocy. [Mpu BanMauun gaHHbIX
WHCTPYKUMA NO NOBTOPHOW 06paboTke KomnaHws Synthes wcnonb3oBana
clefytoLLiee:

- PyyHas ouncTka: pyyHas npeaBapuTesibHas OYMCTKA C 3H3MMHbIM YUCTALLMM
cpegcteoM Enzol 8 mn/ nnpun 16-17 °C 1 ynbTpasByKoBas 0UMCTKA C 3H3UMHbIM
yncTAwmm cpeactsom Enzol 8 mn/ n npu 18-25 °C.

- ABTOMAaTMYeCKass OYMUCTKA: py4vHas MpegBapuTesibHas OYMCTKA 3H3MMHbIM
yncTAwmmM cpesctsom Enzol 8 mn/ n npu 16—17 °C v ynbTpa3ByKoBas 0UMCTKaA
C 3H3UMHbLIM uMUCTAWMM cpegctBom Enzol 8 mn / n npun 1825 °C.
[e3nHekunoHHas oumctka Bogon (Oumuctka 1) € MOMOLWbI 3H3MMHOIO
ounctutens Prolystica 2X koHueHTpauuu 1 mn/ n npu 23-26 °C n (OuucTka 2)
C MOMOLLbI0 HEMTPasIbHOro uncTAwero cpegctea Prolystica 2X 1 mn/ n npn 44-
46 °C.

- Be3BopcoBas TkaHb: Berkshire Durx 670.

VHopmaumsa no ouncTKe 1 cTepunnsaLm npeacrassieHa B COOTBeTCTBUM ¢ I1SO
17664.

PekomMeHfaLmMn, npeacTaBneHHble Bbllle, Ba/INMAUPOBaHbl MNPOU3BOAMTENEM
MEeAVLUMHCKOIO WM34eNns  KakK no3Bondowme ob6pabotaTb  HecTepuibHOe
MegULMHCKOE M3fenne nponssoauTens. Ha onepaTope NeXXUT OTBETCTBEHHOCTb
no BblGOpPY MaTepuasioB, 060pyA0OBaHUA W MepcoHana Ana 06ecrneyeHns Toro,
4yTO6bI 06pPab0OTKa JOCTUTasIa XKeNaeMoro pesynbTara. ITO TPebyeT BamMgauun
N  eXeJHeBHOro KOHTPONS npouecca. AHaIOMMYHbIM - 06pasom, ntoboe
OTK/IOHEHME B paboTe oOMepaTropa, OCYLLeCTBASAOLWEro 06paboTky, oOT
NpeAcTaB/IeHHbIX PEKOMEeHJaUMA [O/HDKHO ObiTb TLIATE/bHO OLIEHEHO Ha
npegmeT 3hHeKTUBHOCTM N BO3MOXHbIX HEONArONpUATHBIX MOC/eACTBUIA.
XMNMUYyeckKoe KayecTBO BOAbl, UCMO/Ib3YeMOI BO BpeMs 06paboTKu, MOXET
NOBAUATHL Ha 6€30MacHOCTb M34eNNA. YUpexaeHns SO/DKHbI UCM0/b30BaThb
peKoMeHAOBaHHble TpeboBaHMA K KayecTBy BOAbl ANA MOBTOPHOIA
06paboTKM wn3genns B COOTBETCTBUM C JIOKA/IbHbIMU PYKOBOACTBAMMU
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Additional Information

Further information regarding the use of specific cleaning agents,
ultrasonic washers, washer-disinfector, packaging materials or sterilizers
during validation studies are available on request. Synthes used the
following during validation of these reprocessing recommendations:

- Manual cleaning: Manual Pre-Cleaning with Enzol Enzymatic Detergent
8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 18-25 °C.

- Automated Cleaning: Manual Pre-Cleaning with Enzol Enzymatic
Detergent 8 mL/L at 16-17 °C and Ultrasonic Cleaning with Enzol
Enzymatic Detergent 8 mL/L at 18-25 °C. Water-disinfector cleaning with
(Wash 1) Prolystica 2X Concentrate Enzymatic Cleaner 1 mL/L at 23-26
°C and (Wash 2) Prolystica 2X Neutral Detergent 1 mL/L at 44-46 °C.

- Lint-Free Cloth: Berkshire Durx 670.

The cleaning and sterilization information is provided in accordance with
ISO 17664.

The recommendations provided above have been validated by the medical
device manufacturer as being capable of preparing a non-sterile Synthes
medical device. It remains the responsibility of the processor to ensure that
the processing is performed using equipment, materials and personnel in
the reprocessing facility, and achieves the desired result. This requires
validation and routine monitoring of the process. Likewise, any deviation
by the processor from the recommendations provided should be properly
eval-uated for effectiveness and potential adverse consequences.

The chemical quality of the water used during reprocessing can impact
device safety. Facilities should use the recommended water quality
requirements for device reprocessing in accordance with local guidance



(takmumnm Kak AIRITIR 34, Boga Ansa nepepaboTKn MegULMHCKUX U3LeNNiA)
N HACTOALWNMUN UHCTPYKLUAMN MO NPUMEHEHUIO.

TPEBOBAHUMA K OBCNTY>XXVUBAHUNIO MU
O6cnyxmnsaHue M BKOYaET B Ce6A NOBTOPHYIO 06paboTKy 1 CTepUIn3aumio.
MHdopmaLmio no NoBTopHOI 06paboTKe 1 CTepunM3aumMm CMOTpPUTe B pasfene

OMNMMCAHNME METO/40B
CTEPUTN3ALNN.

YCNoBUA TPAHCMOPTUPOBKW U XPAHEHWA

YcnoBusi TpaHCNOPTUPOBKM

HaunmeHoBaHMe
Temnepatypa

OTHOCUTENbHAA BNAXXHOCTb

ATMocepHOe faBneHne

Ycnosus xpaHeHUs
HanmeHoBaHMe
Temnepatypa

OTHoOCUTENbHAA BMaXXHOCTb

ATMOChepHOe faBrieHne

NOBTOPHOW

Ot -29°C po +60°C

OBPABOTKWN

Jwnana3oH

Ot 30% po 85%

HeT cneumanbHbIX Tpe6oBaHN

Ot -29°C fo +60°C

[AvanasoH

Ot 30% po 85%

HeT cneyunanbHbIx TpeboBaHWi

n

YnaKoBaHHble M3genus HeO6XO,EI,VIMO XpaHUTb B CyXOM, YUCTOM MNOMeLleHNN,
3aliMieHHOM OT NpPAMbIX CO/THEYHbIX }'Iy‘-IEI\/’I, Bpe,ﬂ,VITerIeVI, IKCTPEMA/IbHbIX

TemMnepartyp 1 B/1aXKHOCTW.

MOPAAOK n YC/TOBUA YTUIUNSALUNN nnn YHNHUTOXEHWA mn

MN3pgenne oTHOCUTCA K Knaccy b B cooTBeTCcTBMM C

Knaccugmkaumeri

MeANLUMHCKNX oTxofoB. [llocne nocnefHero WCnosib3oBaHUA WU3Lenne U ero

YNaKoBKY HeobXxoANMO
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yTnnmn3snpoeartb

B

COOTBETCTBUMN

C

(such as AAMI TIR 34, Water for the reprocessing of medical devices) and
these instructions for use.

REQUIREMENTS FOR MAINTENANCE OF MD

Maintenance of medical devices includes reprocessing and sterilization.
Information about reprocessing and sterilization see in section Error!
Reference source not found..

CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation conditions

Designation Range
Temperature -29°C to +60°C
Relative humidity 30% to 85%
Barometric pressure No special conditions

Storage conditions

Designation Range
Temperature -29°C to +60°C
Relative humidity 30% to 85%
Barometric pressure No special conditions

Packaged products should be stored in a dry, clean environment, protected
from direct sunlight, pests, and extremes of temperature and humidity.

MD DISPOSAL RULES AND CONDITIONS
The product belongs to class B of the classification of medical waste. After
last use the product and its package must be disposed of in accordance with



AOXyMeRTHpOoBaHHMMH mpoteaypaMu Uit QOO «JlxoHCOH & JIXOHCOH» H

documented procedures for Johnson & Johnson LLC and state

O moboM Cepre3HOM HHIHACHTS, MPOH3OMCAICM B CBA3H C HCTIONL30BAHHCM
H3IeNHA, CNEAyeT coobmaTh NPOUIBOAMTENIO WHIH YNONHOMOMEHHOMY
NPEACTABHTENIO NPOHZBOAMTENA B CTPaHe HAXOMACHHA NONLIOBATENR W/ WA
NALMEHTS,

TIpou3BOARTENS MOATEEPKAACT cobmoaeHne BCeX 0043aTENLHBIX NOKANBHBIX
TpeGoBanui k M3ACAHIO H FAPAHTHIHBIM 00A3aTENLCTBAM. 3TO BKITIOYAET, HO HE
OTpaHHYHBACTCS YCTAHOBJEHHOH OTBETCTBEHHOCTHIO M FapAHTHHHBIMA
05A3aTENLCTRAMH B COOTBETCTBHH ¢ 3aKOHO/IATENBCTBOM 08 OTBETCTBCHHOCTH 38
Ka%eCcTBO MG, NPUMEHHMOM Ha JIOKANBHOM YPOBHE.

Fapanmuiinti cpox cocrarnser 12 mecaues (MPUMEHHMO TONBKO AL

roCyASPCTBEHHBIMK TPeOOBAHHAMM. requirements.
HesarpasseHnas ynakoska nepepalbaThiBacTes KaK GLITOBbIE OTXOAH.

Uncontaminated packaging is recycled as household waste.
TAPAHTHSA H PEKJIAMAITHHA WARRANTY AND RECLAMATION

Any serious incident that has occurred in relation to the device should be
reported to the manufacturer and the competent authority of the state in
which the user and/or patient is established.

Manufacturer confirms the compliance with all mandatory local product
liability and warranty obligations. This includes but is not limited to the
mandatory liability and warranty obligations under the product liability act
applicable at local level.

Warranty period is 12 months (applicable for Russian Federation only

according to the GOST R 50444-92).

Poccuiicko#t Genepaunn B coorpercTend NOCT P 50444-92).

HAWMEHOBAHHE H IOPHIUYEC AJIPEC ITPOH3BOAUTEIA
MH H YIIONTHOMOYEHHOT'O NIPEACTABHTEJIA
NPOH3IBOIHUTEJIA B POCCHH

MPON3BOAHTEIIL:
Synthes GmbH (Cunres I'n6X), Eimattstrasse 3, 4436 Oberdorf, Switzerland,
Hlisetinapns.

YIIOJHOMOYEHHBIA NPEACTABUTEJD IPOM3BOAHTEIS B
POCCHM:

000 «JIxoHcon & Jhxoncon», 121614, r. Mockaa,

ya. Kpunarckas, 2. 17, xopn. 2.

Ten. +7(495)580-7777, Makc: +7 (495) 580-7878

DL-INJRUMedi A@ITS.JNJ.co

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Synthes GmbH, Eimattstrasse 3, 4436 Oberdorf, Switzerland.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-IN, icalQA@ITS.INJ.co

Page 31 of 31

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



CornacosaHo

«CunHTE3 TMOX»
OpraHusauns

AlimaTTwitpacce 3, 4436 O6epgop®d, LLseliuapus
Appec
PykoBoguTenb 0TAes1a HOPMaTUBHO-NPaBOBOI0 PerynMpoBaHns

J0MKHOCTb

dununn PobepTcoH
damnnus, nvs

02/06/2021

fata: 40.MM.111 T

<nognncaHo>
Moanuckb

VIHCTPYKLUMSA MO NPUMEHEHWIO
KOHTelHepbl M NOAHOCHI 4711 XpaHeHWUS, TPAHCMOPTUPOBKM U CTEPUIN3ALNKN YHUBEPCA/IbHbIX
MNHCTPYMEHTOB W MMMNIAHTATOB A1 MasbIX KOCTHbIX (hparMeHTOB C MPUHAAIEXHOCTSMM
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OdwmupmanbHoe ya0CTOBepPEHNE:
HwenognucasLuniics HOTapuycC YA0OCTOBEPSET, UTO NPEALLIECTBYHOLLAS NMOANNCL

PobepTcoH ®wunmnna, 09.04.1977 r.p., poavBLUErocs B bBenbruv, MPOXMBAIOLWETO B
r.Heswatene

ABNAETCA MOA/IMHHOM WM 4YTO B HacTosillee BPems MNOAMUCAHT  3aHUMAeT  [O/HKHOCTb
PykoBoguTens oThena HOPMATWBHO-NPABOBOr0 perynMpoBaHus «CuHTe3 T'mM6X» (Synthes
GmbH), KoMNaHnW, yUYpexaEeHHON 1 B HACTOSILLEe BPeMS OCYLLIECTB/AIOLLEN CBOIO AeATEIbHOCTb
B COOTBETCTBMM C 3aKoHoAaTeNbCTBOM LLIBeliuapmum no agpecy: AnmartwTtpacce 3, 4436
O6epaopg (Eimattstrasse 3, 4436 Oberdorf).

HoTapuyc Yy[AOCTOBEPSIET BbILIEN3NIOXKEHHbIE CBEIEHMS] HA OCHOBAHUM O3HAKOM/IEHWSI C
COOTBETCTBYHOLLMMU [JOKYMEHTAMU.

BblgaHo 1 nognucaHo no agpecy: 4500 3on0TypH, LLBeliuapus

9 noHsa 2021 roga <Kpyrnas nevarb:
ALMUHUCTPAUNA OKpyra 30/10TypPH>

<noAnucaHo>
XaHcnetep Konnu, HoTapuyc
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nepesonk ' DJOIKIAM T Vil MIASIM— b

Poccuitickaa Pefepauns
["opog MockBa
[BaguaTtb 4eBATOr0 MIOHSA ABe ThICAYM ABafLATb MEPBOro roga

A, Mowuceesa flunna BnagumumpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NoA/IMHHOCTL NoAnucKu nepesogymka MNMaxtyHosa Anekcesa Bnagnmunposuya.

Mognuck cAaenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NOANUCABLLIErO AOKYMEHT YCTaHOB/IEHA.

3apeijj~p~opd™o BNitpe: Ne 50/995-H/77-2021- 11- (oL

TapuanbHoro gectemna:N0 py6. 00 kon.

Bcero npolwHypoBaHo, NPOHYMepoBaHO U ckpenneHo nevyaT”33 nuct(-a,-0B).
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