KOINnA

I, PHILLIP JONES, of Windsor House, Viaoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn,

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Instruction for use for Medical Device, dated
O01st July 2021 and signed in England on behalf of DePuy Mitek, Inc.,
by Rachel Swales, Regulatory Affairs Manager.

IN TESTIMONY WHEREOF | have hereunto set my hand and

affixed my Seal of Office, in the Town of Windsor aforesaid, this day
Tuesday, 61h July 2021.

PHILLIP JONES

Notary Public

/ : +44 (0) 1753 851 591
My Commission expires on death

Regulated b> tiie rnculty Ofnes of -he Archbishop of Canterbury

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHWF 1 PETHCTPALIMH MELMLIMHCKUX U3REMM
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NHCTPpYKUMA no MpyMeHEHNIO AN MeAULMHCKOTO M3aenns «/IHCTPYMEHTbI MeULMHCKIMe 30HAVPYOLLME” By XMpytoLLme ans

NPOBeAeHNA apTPOCKOMMYECKNX OMnepaLuii»
KaHtona oteojdLLad, avameTp 2,5 mm, FMS
KaHtona oteopdLlad, avameTtp 4,5 mm, FMS

Instruction for use for medical device «Medical probing and bougie instruments for arthroscopic operations»
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Cannula outflow, diameter 2.5 mm, FMS
Cannula outflow, diameter 4.5 mm, FMS



Russian text
1. HAMUMEHOBAHMNE MEOANUNHCKOIO U3AENNA (MW) N ETO
KINACCNOPUNKALNA
VIHCTPYMEHTblI  MefUUMHCKMNE
apTPOCKOMMYECKUX OMnepaLuii.
BapuaHTbl UCNOJSTHEHUS:
KaHtonu otBoAsLLMe:
- apnameTp 2,5 mm, FMS (20 wT. B yNnakoBKe);
- anameTp 4,5 MM, FMS (20 wT. B yNnakoBke).
KaHionn SBAAKOTCA WMHBA3WBHbBIMW  WMHCTPYMEHTaMW O[HOPa30BOro MCMO/Ab30BaHMUS,
BBOAMMbIMW XUPYPruvyecKUm MyTemM W npefHasHauYeHHbIMW [ KPATKOBPEMEHHOro
NPUMEHEHMS.
VIHCTPYMeHTbl  KnaccuuumpyroTcs B cooTBeTcTBMM ¢ [pukazom MuHMCTepCTBa
3apaBooxpaHeHus Poccuiickoin ®egepaymm Ne 4H oT 6 nioHsA 2012 r. Kak MeANLNHCKOE
nsgenue knacca 1L
2.HABHAUEHVNE MEONUNHCKOIO N34ENUNA
WHCTpyMeHTbI NpefHa3HavyeHbl N8 NO4ayu MPPUraLMOHHON XULKOCTU K Onepupyemoi

30HAMpYlOLMe,  GyXupylolMe AN MPOBeAeHMs

06nacT W O0TBOAA JKWAKOCTM M 4acTuL, W3 Onepupyemoii 061acTu BO Bpems
apTPOCKOMMUYECKOI XMpypruu.
NHCTPYMEHTbI  MCMOMb3YOTCS C  HAacOCOM M  LIEMBEPOM [ANsl  apTPOCKOMUYECKUX

BMeELWaTenbCTB C MPUHAANEXHOCTAMU B XUPYPruyeckoli 06CTaHOBKE MepCcoHasnoMm,

00yYeHHbIM apTpOCKOMNUML.

3. MOKA3AHUA N MPOTUBOMNOKA3AHNA KNOPUMEHEHUIO MIN

BO3MO>XHBIE MOBOYHBLIE P DPEKTHI

3.1. Moka3aHus

WHCTPYMEHTBI MCMO/b3YIOTCA COBMECTHO C HACOCOM U LLUENBEPOM A5 apTPOCKOMNYECKMX

BMELWAaTeNbCTB C MPUHAANEXHOCTAMM B apTPOCKOMUYECKOW XUPYPrum CcheayroLimx

CyCTaBOB: MJIEYEBOr0, JIOKTEBOrO, Jly4ye3ansaCTHOro, Ta300e4pEeHHOr0, KOMEHHOrO,

rofeHOCTOMHOrO.

3.2.MpoTnBONOKa3aHMNsA, BO3MOXHbIe HEXenaTebHble ABNEHUSA, MOOOYHbIE 3 eKTbI
N pUCKu

VIHCTPYMEHTbl HE WMEKT W3BECTHbIX TMNPOTMBOMOKA3aHWA K MPUMEHEHUIO B

apTpPOCKOMNMYecKoi xupypruu. MNpoTnBonokKasaHMsa ONpeaensTCs XUPYProM B KaXAOM
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English text

1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Medical probing and bougie instruments for arthroscopic operations
Variations:
Cannulas outflow:

- diameter 2.5 mm, FMS (20 pcs in the package);

- diameter 4.5 mm, FMS (20 pcs in the package).
Cannulas are invasive single-use instruments that are surgically inserted and
intended for short-term use.
Instruments are classified in accordance with Order of Ministry of Health of
Russian Federation Ne4n from 6th June 2012 as medical devices of Class |I.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments are designed for supplying irrigation fluid to the operated
area and removing fluid and particles from the operated area during
arthroscopic surgery.

The tools are used with shaver and pump for arthtroscopic interventions with
accessories in a surgical setting by personne]I_ trained in arthroscopy.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are used in conjunction with shaver and pump for
arthtroscopic interventions with accessories in arthroscopic surgery of the
followingjoints: shoulder, knee, ankle, elbow, wrist, and hip.

3.2. Contraindications, possible adverse events, side effects and risks

There are no specific contraindications for using instruments in Orthopaedic
surgery. Contraindications to surgical intervention are determined by the
surgeon in each case on the basis of the patient’s disease and are taken into



KOHKPETHOM C/lyyae Ha OCHOBaHWM 3a60/eBaHWA  nauueHTa
COOTBETCTBUM C MH(OPMALINEl B XUPYPTUUYECKUX TEXHUKAX.

M Y4YUTbLIBAKTCA B

4, NTHOOPMALUMA O TMNOTEHUWANBHBIX TMNOTPEBUTENAX MU WU
YKA3AHWA MO NCTMONB3OBAHWNIO

4.1. YKa3zaHud no Ucnosb3oBaHUto

KaHtong

» Co3galiTe BXO4HOE OTBEPCTME A/A KaHKN.

» BeeguTe cooTBeTCTBYHOWMIA Tpoakap FMS nnm o6Typatop FMS B KaHIOMH0 U BBEAUTE
KaHIo/110 B cbope B N0IOCTL CyCcTaBa Noj BU3ya/ibHbIM KOHTPOJIEM C MOMOLLbIO apTPOCKonMa.
* YT06bI NPOBEPUTH, NPAaBUIBHO /1M YCTAHOB/IEHA KAHIONA B CYCTaB, WU3B/IEKUTE Tpoakap
nnu o6TypaTop, Noce Yero XUAKOCTb AOMXHAa HayaTb NOCTYNaTb U3 CyCTaBa.

* Mpn HEOBXOAMMOCTY 3aKPENUTE KaHIOMKO KOXXHbIM LUBOM.

4.2. MoTeHyMnanbHble NoTpebuTenn MU

WNHCTpYMEHTbI MCNOMb3YHOTCA C HAcocoM U LWeliBepoM An8 apTPOCKOMMYEeCKMX
BMELUATENIbCTB C MNPUHAANEXHOCTAMU B XUPYPruyeckoli 06CTaHOBKE MepPCOHANoM,
06YY€eHHbIM apTPOCKOMUMK. _

4.3. YcnoBua npuMeHeHusa/akennyataummn MU

VHCTPYMEHTBLI pEKOMEHAYeTCSA UCMOMb30BaTh NMPY YCNOBMAX 3KCNAyaTalun, yKasaHHbIX B
Tabnuue 1

Tabnuua 1. Ycnosus npuMeHeHus/akennyataymm. OnepaumnmoHHas / B xupyprmyeckux
YCNOBUAX

Ycnosua akcnnayatauum

TemnepaTtypa OKpy»atoLeli cpeabl 0T2PCpo25°C
[vana3oH TemnepaTyp rwy UCNoNb30BaHMUK - TeMnepatypaTena 0T132°Cpo42°C
OTHOCUTENbHAs BNaXHOCTb OlCpyXatoLei cpesbl 40-60%
OTHOCUTEeNbHAaA BNaXKHOCTb BO Bpem# aKcnayarauuu npu [o 100%
KOHTaKTe C Te/IOM YesioBeKa

86-106 kMa

ATMOC(epHOe AaBfeHune
5. ONMMNCAHVE OCHOBHbIX ®YHKUWOHA/NbHbLIX 3/IEMEHTOB M
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account in accordance with the information in the surgical techniques for the
selected instrument.

4, INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Cannula

*Make a portal entrance for the cannula.

* Introduce the appropriate FMS trocar or FMS obturator into the cannula and
insert the assembly into the joint cavity, checking visually with the
arthroscope.

» To check that the cannula is correctly positioned in the joint, remove the
trocar or the obturator and ligxiid should leak from the joint.

* Attach the cannula with a skin suture if required.
4.2. Potential users of MD

The device is intended for use with shaver and pump for arthroscopic

interventions in a surgical setting by personnel trained in arthroscopy.

4.3. Use/operation conditions of MD
The tools are recommended for use under operation conditions indicated in

Table 1
Table 1. Use/operation conditions. Operating Room / Surgical Setting
For cannulas

Operatioii conditions

Enviromental tempo”ture

Operation tranperature range - body temperature

Environmental relative humidity

Relative humidity in operation when in contact

with human body

Barometric pressure

from21°C to 25°C
from 32°C to 42°C
40-60%

Up to 100%

86-106 kPa

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD



5.1 OnucaHne OCHOBHbIX (DYHKLMOHaNbbIX 3feMeHTOB MU

KaHtonu oTeoAsLLmne

dTta rubkaa O0TBOAALLAA KaHIONA, KOTOpas, HaxoAAcb BHYTPU CycTaBa, MO3BONSAET
acnupmpoBatb Xugkoctn u gebpuc. Mpu 1Mcnonb3o0BaHUKM C HACOCOM W LIeliBepoM Ans
apTPOCKOMUYECKUX BMELIATENbCTB C  MNPUHAANEXHOCTAMW  KaHtond obecneynBaeT
NOCTOSHHbIA MOTOK XWUAKOCTUW, HE3ABUCMMO OT MaHWMyAALMiA ¢ CycTaBoM.

5.2. OCHOBHbIE TEXHNYECKME Xapalcrepuctnkm Mu

KaHtons otBogdwas, guametp 2,5 mMm, FMS

abapuTHble pasmepbl: 95,8 MM +10% x 15,8 mm £10% x 11,4 mm £10%

Macca: He 6onee 1,76 r £ 10%

KaHtona otBogawas, guametp 4,5 mm, FMS
FabapuTHble pasmepsbl: 95,8 Mm £10% x 15,8 mm £10% x 11,4 mm £10%
Macca: He 6onee 1,76 1 +10%

%M—ITEI‘PM/M CPYAW

M3nenusi NpUMEHSAOTCS COBMECTHO C HAacoCOM M LIeiBepoM [ANd apTPOCKOMUYECKUX
BMELIATENbCTB C MPUHAANEXHOCTAMM.

7.NMMEPEYEHb W ONMNCAHWNE MATEPMANOB MU

Monnatunex.

8. MEPEYEHb MATEPUANOB XXMBOTHOIO N (MNTN) YENOBEYECKOTO
MPONCXOXAEHWNA

HenpuMmeHuMo. 3nenve He COAEPXMUT MaTepuanoB XWBOTHOMO U / UAW 4Yel0BeYeCcKoro
NPOUCX0XAEHNUS.

9. MH®OOPMALWA O NEKAPCTBEHHbBLIX MPEMNAPATAX U (WNIN)
PAPMALEBTUNYECKUNX CYBCTAHUNAX BCOCTABE MU

HenpumeHnmMo. V3fenve He COLepXUT U HE UCNOMNb3YeTCA B COYeTAHUN C NEKAPCTBEHHbLIMMN
BELLECTBAMMU.

10 CPOKrogHocTuH

CpoK TrofHOCTU WHCTPYMEHTOB MeAMLMHCKNUX
NpoBeLeHNs apTPOCKOMUYECKMX Onepauuii:
KaHtons otsojgdwas, gnametp 2,5 mm, FMS —3 roga
KaHtona otsojgdwasn, gnametp 4,5 mm, FMS - 3 roga.
11. POPMA NMOCTABKWN

30HAUPYOLWNX, BYXMPYHOLWNX a4Ns
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5.1. General description of functional elements

Cannulas

This flexible outflow cannula, when inside the joint, allows for the suction of
fluids and debris. Combined with the shaver and pump for arthtroscopic
interventions with accessories, the cannula allows for continuous flow
regardless of joint manipulation.

5.2 The main technical characteristics of MD

Cannula outflow, diameter 2.5 mm, FMS

Dimensions: 95,8 mm £10% x 15,8 mm £10% x 11,4 mm +10%

Weight: not more than 1,76 g +10%

Cannula outflow, diameter 4.5 mm, FMS

Dimensions: 95,8 mm £10% x 15,8 mm £ 10% x 11,4 mm £10%

Weight: not more than 1,76 g +10%

6. THE POSSIBILITY AND WAYS OF INTEGRATIING WITH
OTHER MD

These tools are used in conjunction with shaver and pump for arthtroscopic
interventions with accessories.

7.LIST AND DESCRIPTION OF MD MATERIALS

Polyethilene.

8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

9. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal
pharmaceutical substances.

10. SHELF LIFE

Shelflife of medical probing and bougie instruments for arthroscopic
operations:

Cannula outflow, diameter 2.5 mm, FMS - 3 years

Cannula outflow, diameter 4.5 mm, FMS - 3 years.

11. HOW SUPPLIED

and / or



MN3aenms nocTaBnsoTCs B CTEPUNILHOM BUAE B CTEPUIbHOI 0HOPA30BOIi YNaKoBKe.

12. OCHOBHbIE CTAHOAPThHI, KOTOPbIM COOTBETCTBYIOT U3LAENNA
M3penus cooTBeTcTBYIOT TpeboBaHMaM EN 1SO 13485 «U3genua megmuuHckme. CUCTEMbI
MEeHeI)KMEHTa KadecTBa. TpeboBaHus ANna ueneli perynumpoBaHusi», EN I1SO 16061
«VIHCTPYMEHTbl ANA WUCMNOJ/Ib30BaHUA B COYETAHWU C HEAKTUBHbLIMU XUPYPruvyecKumu
nmnnaHTatamu. O6wme TpeboOBaHUA.

MOAHBIA CNMCOK MPUMEHMMBIX CTaHAAPTOB JOCTYMEH MO 3anpocy.

13. TPEBOBAHWA BE3SOMACHOCTUN N SPPEKTUBHOCTU MU

13.1. MpegynpexaeHuns

OTOT MPOAYKT TONLKO AN OAHOPA30BOro MCnosnb3oBaHUA. OH HC npefHasHayeH Ans
MOBTOPHOIO MCMOMb30BaHMA UK cTepuam3auun. MosTopHas 06paboTKa MOXKET MPUBECTY
K U3MEHEHUAM XapaKTEPUCTUK MaTepunanos, Hanpumep, geopmanmm 1 NOBPEXAEHNIO, YTO
MOXET CKa3aTbCAd Ha TMPOYHOCTU WU3Jenus U HapywuTb 3KCMNyaTauUMOHHbIe
XapaKTepucTMKM npoaykTa. MoBTopHas 06paboTKa 04HOPA30BbIX U3AENNIA TakxKe MOXeT
CTaTb NPUYMHON NepelPecTHOro 3arpsa3HeHNs, BeAyLEero K MHPMLMPOBAHMNIO NaLNEHTOB.
3TU PUCKU MOTYT 0Ka3blBaTb MOTEHLNANbHOE BNMAHME Ha 6e30NacHOCTb NaLMeHTOB.

13.2 Mepbl NpesoCTOPOXHOCTH

* 3anpeLaeTcs BBOAUTL KaHHO/O 6€3 BU3YasbHOI0 KOHTPOS C NMOMOLLbK apTpoCKona.
 3anpellaetca npunaratb U3NUWHNE YCUNUA ANA BBELEHUA KAHIOW, TaK KaK 3TO MOXET
NPUBECTU K NOBPEXAEHUIO U3LeNNns.

* 3anpeltaetcs BBOAUTL Tpoakap uam o06TypaTop, eCciu KaHons, yCTaHOBNEHHAsA B CyCTasB,
COTHYTa UM UCKpUBeHa. Tpoakap nau o6TypaTop MOXET NOBPeLUTb KaHHOJ0, YKOPOTUB
ee. Ecnn 3To Mpou3owWwio, M3BMIEKUTE MOBPEXAEHHYIO KaHKOM U 3aMEHWTe ee HOBOWA
CTEPUNBLHON KaHoel.

* KaTeropuyecku 3anpeLiaeTcs NoBTOPHO UCMNOMNb30BATb KaHIOMO.

e Kareropnyecku 3anpeLiaetca MWCMofib30BaTb KaHKOMK NOCNE WCTEYEeHUsA CpoKa ee
ro4HoOCTH.

* Heo6x0aMMO MCNONb30BaTb COOTBETCTBYOLLMIA Tpoakap FMS unu o6Typatop FMS.
13.3. 3aaBnieHne oTHocuTeNnbHO MPT

HenpumeHumo.
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Deyices are proyided sterile. Sterile only if package is unopened and
undamaged.

12. BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN SO 13485 Medical deyice - Quality
management system - Requirements for regulatory purposes, EN ISO 16061
Instrumentation for use in association with non-actiye surgical implants -
General Requirements.

A full list of applicable standards is ayailable upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

13.1. Warnings

This product is for single-use only. It has not been designed to be re-
used/resterilized.

Reprocessing may lead to changes in material diaractCTistics such as
deformation and material degradation which may impact the strength ofthe
deyice and compromise deyice performance. Reprocessing of single use
deyices can also cause cross-contamination leading to patient infection.
These risks may potentially affect patient safety.

13.2 Precautions

* Do not introduce the cannula without visually checking with an arthroscope.
« Do not use excessive force to introduce the cannula as this may cause
damage.

« Do not re-introduce the trocar or obturator when the cannula placed in the
jointis bent or curved. The trocar or obturator may cut down the length of the
cannula. Ifthis happens, remove the damaged cannula and replace with a new
sterile cannula.

* Never re-use a cannula.

* Never use a cannula that has passed the expiration date.

« Use the appropriate FMS trocar or FMS obturator.

13.3. MRI statement
Not applicable.



14. OMNCAHWE METOOA CTEPUNN3ALNN

VIHCTPYMEHTBI  MeAUUMHCKME  30HAUpYHOLlWKe,  B6yXupylowme 41a  NpoBefeHuns
apTPOCKOMWUYECKUX OMepaunid  ABNAIOTCA CTEPUNbHBIMU - U3LENUAMMW  OfHOPa30BOrO
MPMMEHEeHWS W NOCTaBAATCA B CTEPUNbHOW ynakoBke. W3genusa B ynakoBKe
CTepuUNM30BaHbl 3TuneHokcugom (20) B cooTBetcTBuM ¢ EN I1SO 11135-1:2007.
MwuHMManbHbIA rapaHTUPOBaHHLI YPOBeHb cTepunbHocTH (SAL) cocTtaBnset 10",

15, TPEBOBAHUA K TEXHUYECKOMY OBCNYXWMWBAHNKO N PEMOHTY

MU
HenprnmeHumo.

16. SBHAYEHMNE CMMBO/10B, YKASAHHbBIX HA MAPKVUPOBKE MW

REF Homep no kartanory

LOT Kog naptum

gty | KonuuecTso
2 Mcnonb3oBaTh A0
[aTa n3rotosneHus
He cTepnnnsoBaTb MOBTOPHO
(§ ) He ncnonb3oBaTh NPU NOBPEXAEHUN YNAKOBKU

CD He ncnonb3oBatb MOBTOPHO
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14, DESCRIPTION OF STERILIZATION METHOD

Medical probing and buging instruments for performing arthroscopic
operations are sterile single-use products and are delivered in a sterile
package. Products in packaging are sterilized with ethylene oxide (EO) in
accordance with EN 1SO 11135-1:2007. The minimum guaranteed level of
sterility (SAL)is 10~".

15. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD
Not applicable.

16. INTERPRETATIONS OF SYMBOLS USED ON THE PACKAGE

REF Catalogue number
LOT Batch Code
laty 1 Quantity
Use-by date
|Tn4n Date of Manufacture
0 Do not re-sterilize
(§ ) Do not use if package is damaged

Do not re-use



Bepeyub o1 Bnarun
< :I/I O6paTnTech K MHCTP)YCLMM NO NPUMEHEHUIO
TemnepaTypHblil fuanas3oH

] N3rotoButenb

B COOTBETCTBUM C (hefiepanbHbIM 3aKoHOAaTeNbCTBOM (CLLUA) 3T0
13aenve MOXeT 6bITb NPOAAHO TONLKO Bpady UN MO HA3HAYEHUIO

Bpaya
EC REP Y NoNHOMOYeHHbIV npefcTaBuTeNs B EBponeiickoM coobuecTse
C€ EBponeiickoe COOTBETCTBYE
stehIEEO CTtepunumsaumsa oOKCUAOM 3TUNEHA

OCTOpoXHO! O6paTUTECH K MHCTPYKLMUMW NO NPUMEHEHUIO

oemp Cofep>XuT nav NpucyTcTBYeET (PTanat
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sterleleo

£ 1i.

Keep dry

Consult instruction for use

Temperature limit

Manufacturer

Federal Law (United States of America) restricts this
Device to sale by, or on the order of a physician.

Authorized r*resentative in the European community

European Conformity
Sterilization using ethylene oxide

Caution! Consult instructions for use

Contains or presence of phthalate



17. YCNOBUNA TPAHCMOPTUPOBKW U XPAHEHIUA 17.CONDITIONS OF TRANSPORTATION AND STORAGE
M3nennsa 0ONXHbI XpaHUTLCA B CYXOM NPOX/iafiHOM MecTe. Devices should be stored in a cool, dry place.

YcnoBus TpaHCNOPTUPOBKM Transportation conditions

HanmeHoBaHue [vana3oH Desisnation Range
Temnepatypa PekoMeHAyeMblil AnanasoH; Temperature Recommended range:

0oT-10°Cpo +50°C from-10°C to +50°C
OTHOCKTENbHAsA HeT cneyntnyecknx ycnoBuii. 3nenne n3aroToBieHO He U3 Relative humidity ~ No specific conditions. The device is made
BNaXXKHOCTb BNIaro4yyBCTBUTENLHOIO MaTepnana of non-moisture sensitive material
ATmochepHoe HeT cneunguLecknx ycnosui Barometric pressure No specific conditions
[laBneHmne

Ycnosua xpaHeHus Storage conditions

HanmeHoBaHue OwnanasoH Designation Range
Temnepatypa OT +10°C g0 +35°C. BepxHuii TeMnepaTypHblii npeen MoxeT Temperature From +10°C to +35°C. Spikes up to 40°C are
6bITb YBENMYEH A0 +40°C, HO TONLKO B CyYae, ecu s acceptable so long as they do not exceed 24 hours
1in duration.

AANTENbHOCTL NpebbiBaHns MU npu +40°C He npeBbnblaeT 24 u.
Relative humidity j No specific conditions. The device is made ofnon-

OTHOCKTeNbHAA HeT cneuunduyecknx ycnosuii. 3genne n3rotoBieHo He U3 ) - )
moisture sensitive material

BIaXXHOCTb BMaro4yBCTBMTENLHOTO MaTepuana. . - o

ATMOChEpHOE HeT cnenduLeckix ycaosmi Barometric pressure 1No specific conditions

LaBreHne

18. MOPAJLOK N YCNOBUA YTUNUSALNN UTN YHNUTOXEHNA MU 18. MD DISPOSAL RULES AND CONDITIONS

npu Heo6XOAUMOCTU W3AeNMe W ero ynakoBKa [O/MKHbl ObiTb YTUNU3MPOBaHbI Ifrequired, the MD must be utilized in accordance with accepted medical

COOTBETCTBUM C MPUMEHUMBIMU MECTHBIMUW U TOCYAapCTBEHHLIMU TPebOBaHNAMMN. practice and applicable local and national regulations.

19. TAPAHTUA N PEKNAMALNA 19. WARRANTY AND CLAIM

The manufacturer provides warranty regarding disadvantages of medical
device within the whole shelflife period of the device.
The manufacturer does not assume any additional warranty obligations,

I'Ip0|/|3Bo,q|/|Tenb npeaocTtaBAAET rapaHTM, CBA3aHHYHK C HeaoCTaTKaMh MeauUMHCKOro
n3gennd, B Te4HeHmne BCero CpokKa roqHoCTn n3gennsa.
I'Ip0|/|3Bo,q|/|Tenb HE 6epeT Ha cebs HMKaKnx AOMONMHNUTENbHBIX FapaHTVIVIHbIX 0643aTeNbCTB,

33 UCKNOYEHNEM TeX, KOTOPbIE OPUANYECKN YTBEPXKAEHbI. except those that are legally approved.
HAWNMEHOBAHWE N OPUANYECKWE AAPEC MPON3BOAUNTENA U NAME AND LEGAL ADDRESS OF MANUFACTURER AND
YMNONHOMOUYEHHOTO MPEACTABUTENA BPOCCUNCKOW ®EAEPALMM  AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
MPOVN3BOAUNTEND: LEGAL MANUFACTURER:

8
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«felbto Maiitek, NHK.», CLUA DePuy Mitek, Inc., 325 Paramount Dr.,
DePuy Mitek, Inc., 325 Paramount Dr., Raynham, Massachusetts 02767, USA

Raynham, Massachusetts 02767, USA

YMNOJTHOMOYEHHbLIV NMPEACTABUTE/L MPON3BOAUTENA B POCCUU: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

00O «[>XOHCOH & [>KOHCOH» RUSSIA:

121614, Poccusa, r. Mocksa, yn. Kpbinatckas, a. 17, kopn. 2. Johnson & Johnson LLC,

Ten. +7 (495) 580-7777, dakc: +7 (495) 580-7878 121614, Russia, Moscow, Krylatskaya str., 17/2.
DL-JNmUMedical QA@ITS.JNJ.com Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical QA@ITS.JNJ.com
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MepeBoA C aHTMIACKOTO i3blKa Ha PYCCKUIA A3bIK

A, PNNNNTM OXKOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, bepkiup,
AHInA, HOTapuyc, B CWUAY 3aKOHa YMOSIHOMOYEHHbIA Ha COBepLUeHue
HOTapuanbHbIX AeCTBNIA,

HACTOAW MMM MNOATBEPXOAKO N CBUAETE/IbCTBYIO:

YTO Yy MeHS HeT KaKuxX-Mbo OCHOBaHWI nofBepraTb COMHEHMWIO MOAIMHHOCTb
npunaraemMoro AOKYMeHTa, a WMeHHO «WHCTPyKuusi no MpPUMeHEHUD Aans
MeguUMHCKOro usgenusa» ot 1 wong 2021 roga, noAnncaHHOro B AHMnMmM ot
nMeHn KomnaHum «elbto MainTek, VIHK.» (DePuy Mitek, Inc.) Paiiuen CBeiins,
MeHea)Xepom 0TAe/1la HOPMaTUBHO-NPaBOBOr0 PeryinpoBaHus.

B MOATBEPXAEHWE BbILLEWN3/TOXEHHOIO s ckpennsi HacTOALLNIMA
JOKYMEHT CBOEW MOAMUCLI0 M AO/HKHOCTHOM MevaTbld B BbllleyKa3aHHOM T.
BuHpAsope, cerogHAa, BO BTOPHUK, 6 niona 2021 roaa.

<nojnucaHo>
ennann AXxXOoHC

HoTapuyc
+44 (0) 1753 851 591

MoXXn3HEeHHasa NuueHs3nsa

MpoWNTO M CKPenaeHo neyaTblo HoTapuyca:
<Kpyrnas penbegHas ne4yatb HoTapuyca:
onnnmn XOBAPL A)XXKOHC; HOTAPUYC; AHI TNA>

PerynupyeTtca KaHuensipuei cyaa apxmenuckona KeHTep6epuinckoro

<Hapgnuco oT pykn: 12717/21>
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. <Mlorotun: AelMbto CBaTe3 (DePuy Synthes)
MAWNTEK cnopte MEANCWH LUTTAK SPORTS MHDICINE”

pynna KoMnaHuit «[PKOHCOH & JIKOHCOH»>

COIrACOBAHO

«[elMbio MaiiTek, VHK»
OpraHusauus

325 MapamaynT [paiiB, Peiinxem, MaccauyceTc 02767
Appec

MeHe,u,>Kep 0T Aena HopMaTWBHO-NPABOBOI0 PeErynpoBaHnA
[omKHOCTb

Caeiinz, Paituen
damununga, nma

01/07/2021
Oata: AU.MM.TOT

<nognuncaHo>
Mognuck

WNHcTpykuma MO MNpuMeHEHNIO ANd MeSULLMHCKOTO U3genms « IHCTPYMeHTbl MeAMLUHCKUE 30HAMPYOLWNe, 6yXupyrowne ans
NpoBeAeHNSA apTPOCKONUYECKMX onepaLnii»
KaHtonsa oteogdawas, guameTp 2,5 mm, FMS
KaHtona otsogdwad, guameTp 4,5 mm, FMS
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MepPeBOAUMK AiinosH Jasug Meopruesny noanumco

Poccuiickaa depgepayusa
Nopog MockBa
BToporo Hos6psA ABe ThicAYM ABajLaTb NMepBOro roga

A, Mowuceesa Jlnnua BnagnumupoBHa, HoTapuyc ropofga MOCKBbI, CBUAETENLCTBYHO
MOA/IMHHOCTbL NOANMCK NepeBoyMKa AilnosH Jasuga Meopryesnya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTL NoanucaBLUero AOKYMEHT YCTaHOB/EHa. *

3aperunctpuposaHo B peectpe: No 50/995-H/77-2021- /1" A

YnnayeHo 3a CoBepLUEHNE HOTapranbHOro aerictans: 400 pyo.

MOAMUCH epb6oBas neyvartb Fepb6oBasa neyaTb
HoTapuyca r. MockBbl HoTapuyca r. MockBbl
Mowuceesoin J1.B. Mowuceesoli J1.B.

J1.B.MowuceeBa

Bcero npoLuHypoBaHO, MPOHYMEPOBaHO U CKpensieHo nevatbio 12 nnuct(-a,-oB).

noarnmchb J1.B.MowuceeBa

Poccuiickaa ®egepauyns
[fopon MockBa H e n.;

BToporo HoA6psa ABe ThbicaAYM ABajLaTb neps|™Ul poa| | MN:
N

A, MowceeBa Jlunna BnagMMmupoBHa, HOTapuyc ropoja ‘CUiteT I b ™yi0
BEPHOCTb KOMUU C NpeACTaB/1eHHOI0 MHe JOKYMEeHTa. *

3aM)~cTpuposBaHo™15”ecTpe: Ne 50/995-H/77-2021- 1
a
YnnauelkO; 33" ° HOTapuanbHoro genctens: 780 py6. 00 Kon.

< Y-, {// .-

J1.B.MowuceeBa

Bcero npo MPOHYMepOoBaHo U1 clp[preHo neyvatbro 12 nuct(-a,*oB).

J1.B.MowuceeBa
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KOrlus

I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn.

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Instruction for use for Medical Device, dated
O01st July 2021 and signed in England on behalf of DePuy Mitek, Inc.,
by Rachel Swales, Regulatory Affairs Manager.

IN TESTIMONY WHEREOF | have hereunto set my hand and
affixed my Seal of Office, in the Town of Windsor aforesaid, this day
Tuesday, 6th July 2021.

SN A

Notary Public
+44 (0) 1753 851 591

My Commission expires on death

Regulated by the Faculty Office of the Archbishop of Canterbury
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() DePuySynthes
MITEKSPORTS MEDICINE
QVMNMar YL IMO

CornacosaHo/APPROVAL

-- 00.9c”__ Clibek”™-Ltu”
OpraNMMVitK</Oif«iiut>on

® 5 Parckl'Y\oc/lb reftAnViQtd
Npapec/Address
KM Tvxqgcel
[JonxHocTb/Occupiiion
17NacKin[
dammnmx, mx/ Surname. Hime
FKOANTAT.!

fata A[.MM FTTT/Ose DD MM YYYY

noonHCb'Signalure

Signed in England

NHCTPYKLMS NO NPUMEHEHNIO ANs MEAVLIMHCKOTO M3aenuns «/IHCTPYMeHTbI MeULMHCKME 30HAMPYIOLLME, By XKMpYtoLLme Ans
MPOBe/eHNs apTPOCKOMMYECKIX OnepaLuii»

Tpy6Ka 0TBOASALLAA C 0AHOXOA0BLIM KnarnaHoMm, FMS
Tpybka oTBOAALLAA 6€3 04HOX0A0BOrO KnanaHa, FMS VUE/FMS DUO

Instruction for use for medical device «Medical probing and bougie instruments for arthroscopic operations»

Tubing outflow with one-way valve, FMS
Tubing outflow without one-way valve, FMS VUE/FMS DUO
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Russian text
1. HAMUMEHOBAHWE MEANLUWNHCKOIO U3AENNA (M) N ETO
KNACCUOPUNKALINSA
VHCTpYMEHTBl  MefULUHCKUE
apTPOCKOMUYECKMX OMepaLuil.
BapnaHTbl NCMONHEHNSA:
TpybKu:

- 0TBOAAWAA C OAHOXOA0BbIM KnanaHoMm, FMS (24 wT. B ynakoBKe);

- oTBOAsLLAsA 6e3 0agHOX040BOrO KnanaHa, FMS VUE/FMS DUO (24 wrT. B ynakoBke).
TpybKn ABAAIOTCA HEWHBa3UMBHbIMU WHCTPYMEHTaMW OJHOPA30BOr0 MCMO/b30BaHUS,
npegHasHaYeHHbIMU A1 KPATKOBPEMEHHOIO MPUMEHEHMNS.

WNHCTpYyMeHTblI  KnaccuguumpyroTcs B COOTBETCTBUM € [Mpukasom MuHUCTEpCTBa
3apaBooxpaHeHus Poccuiickoin degepaumm Ne 4H oT 6 utoHsa 2012 r. Kak MeguLMHCKOe
nsgenve knacca 1

2. HABHAUEHMNE MEONLUMNHCKOIoO N3AENUNA

WNHCTpYMeHTbl NpeAHasHavyeHbl NS NO4aYN MPPUTALMOHHON XUAKOCTU K Onepupyemoli

30HAUpYloWMe,  GyXupylowue  ANS  NpOBeAeHUs

obnacTM © 0TBOAA >KMAKOCTM W YacTuy W3 onepupyemoii obnacth BO Bpems
apTPOCKOMUYECKON XUPYPruu.
WNHCTPYMEHTbI  MCMOMb3YHOTCA C HAcocoM U LWeliBEpOM ANA  apTPOCKOMUYECKMUX

BMELUATENbCTB C MPUHALJIEXHOCTAMMW B XUPYPrn4eckoin 06CTaHOBKE MNEpPCOHanoM,

06Y4YeHHbIM apTPOCKONUN.

3. MOKA3AHWA N MPOTUBOMOKA3AHNA KMNPUMEHEHWIO MW U

BO3IMOXHbBIE MOBOYHBIE 2P PEKTHI

3.1. NMoka3saHus

VIHCTPYMEHTbI UCNO/b3YIOTCA COBMECTHO C HACOCOM U LLIEBEPOM A1 apTPOCKOMUYECKUX

BMELLATENbCTB C MPUHALJEXHOCTAMU B apTPOCKOMWYECKON XWUPYPrum CneayroLnx

CYyCTaBOB: M/e4YeBOro, JIOKTEBOro, /y4e3andacTHOro, Ta300eApeHHOro, KO/IeHHOrO,

roNeHOCTOMHOrO.

3.2.MpoTBONOKa3aHNs, BO3MOXHbIe HeXenaTelbHble ABNEeHUSA, MOO0UYHbIE 3PPEKTHI
N pUCKWN

VIHCTpYMeHTbl He MMEeIT W3BECTHbIX MNPOTWBOMOKA3aHUA K MPUMEHEHUIO B

apTPOCKOMUYECKOW XUpyprun. NMPoTUBONOKa3aHWUs OMpPesenstoTcs XMPYProM B KaXKoM
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English text

1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Medical probing and bougie instruments for arthroscopic operations
Variations:
Tubing:

- outflow with one-way valve, FMS (24 pcs in the package);

- outflow without one-way valve, FMS VUE/FMS DUO (24 pcs in the

package).
Tubes are non-invasive single-use instruments designed for short-term use.
Instruments are classified in accordance with Order of Ministry of Health of
Russian Federation Ne4n from 6th June 2012 as medical devices of Class I.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments are designed for supplying irrigation fluid to the operated
area and removing fluid and particles from the operated area during
arthroscopic surgery.

The tools are used with shaver and pump for arthtroscopic interventions with
access.ories in a surgical setting by personnel trained in arthroscopy.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are used in conjunction with shaver and pump for
arthtroscopic interventions with accessories in arthroscopic surgery of the
following joints: shoulder, knee, ankle, elbow, wrist, and hip.

3.2. Contraindications, possible adverse events, side effects and risks

There are no specific contraindications for using instruments in Orthopaedic
surgery. Contraindications to surgical intervention are determined by the
surgeon in each case on the basis of the patient’s disease and are taken into



KOHKPETHOM C/lyyae Ha OCHOBaHuMW 3aboneBaHU naumeHTa W Y4WTbIBAlOTCA B
COOTBETCTBUU C MHOPMALMEN B XUPYPTUYECKUX TEXHUKAX.

B03MOXHble N060YHbIE 3PGEKTHI AN TPYOOK:

1. Mob6oYHble 3(h(eKTbl, CBA3aHHbIE C WCMONb30BaHWEM 3TOr0 MW3fenud, BKAOYaloT
Npo6aeMbl C paHOI, PaHHIOK UAN NO3AHIOK UHPEKL MO,

2. MecTHaa nnu cucTeMHas TKaHeBas peakuus, BKOYas ainepruyeckyto peakumio.

3. 136bITOYHOE BbIfENEHMNE XXUAKOCTN MOXET NPUBECTU K OTEKY BO3/1e MecTa onepaunu.

4, PWOPOPMALNA O MNOTEHUWMANBbHBIX MNOTPEBUTENAX MW U
YKA3AHNA MO NCMNOJNTB3OBAHNIO

4.1. YKasaHWsa No UCMO/b30BaHUIO

TpybKu

TpybKM MCMONb3YHTCA COBMECTHO C HAcoCOM W LIEBEPOM ANS apTPOCKOMMYECKUX
BMeLLaTeNbCTB C MPUHALNEXHOCTAMN.

Tpybka oTBOAAW A" 06ecneynBaeT OTBOA XMAKOCTU M 4acTuL, M3 ONepupyemoin obnactu B
KOHTEliHep 415 0TX040B BO BpeMS apTPOCKOMUYECKUX NpoLesyp.
4.2. TloTeHuMnanbHble noTpebutenn MU

WMHCTPYMEHTBI MCMOMb3YHTCA C HacoCOM W LWelBepoM Ans  apTPOCKOMMYECKUX
BMeLLaTenbCTB € MNPUHALNEXHOCTAMU B XMPYPrMyeckoin 06CTAHOBKE MEPCOHANoMm,
06YYEeHHbIM apTPOCKOMUN.
4.3. YcnoBua npumeHeHus/akcnnyataynm MU

MHCTPpYMEHTbI peKOMeHAYeTCA MCNOb30BaTh NPU YCN0BUAX 3KCNAyaTaluumn, yKasaHHbIX B
Tabnuue 1.

Tabnuua 1. Ycnosus npuMeHeHus/akennyartauuu. OnepauuoHHas / B xupypruyeckux
YCNOBUAX

Ycnosus akcnayartayum

TemnepaTypa OKpY>XatoLLleil cpeasbl ot2lCpo 25°C
[vana3oH TemnepaTyp Npu UCNoib30BaHUM - TeMnepatypaTtena 07132°Cpo 42°C
OTHOCKTeNbHAA BNAKHOCTb OKPYXaloLL el cpesbl 40-60%
OTHOCUTeNbHAA BNaXXHOCTb BO BPeMA aKCnayarauuu npu [o 100%
KOHTaKTe C Te/IOM YesioBeka

ATMmOChepHOe faBneHue 86-106 klla

5. ONMNCAHME OCHOBHbIX ®YHKUWOHABbHbLIX 3TEMEHTOB MU
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account in accordance with the information in the surgical techniques for the

selected instrument.
Possible adverse events for tubes:

1. Adverse effects associated with the use of this device include wound
issues, infection, early or late.

2. Local or systemic tissue reaction including allergic reaction
3. Excess fluid extravasation may lead to edema near the surgical site.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Tubine

The Tubings are accessories to the shaver and pump for arthroscopic
interventions with accesories.

The outflow tubing provides outflow fluid and debris from the operative site
during arthroscopic procedures.

4.2. Potential users of MD
The device is intended for use with shaver and pump for arthroscopic
interventions in a surgical setting by personnel trained in arthroscopy.

4.3. Use/operation conditions of MD
The tools are recommended for use under operation conditions indicated in
Table'l.
Table 1. Use/operation conditions. Operating Room / Surgical Setting
For tubes
Operation conditions

Enviromental tempoature from21°Cto25°C
Operation temperature range - body temperature from 32°C to 42°C
Environmental relative humidity 40-60%

Relative humidity in operation when in contact Up to 100%
with human body
Barometric pressure 86-106 kPa

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD



=

5.1 OnucaHne OCHOBHbIX PYHKLMOHaNbHbIX 31eMeHTOB MU

TpybKu 0TBOAALLLME C OAHOXOA0BbIM KnanaHoMm, FMS 1 6e3 04HOX040BOr0 KnanaHa, FMS
VUE/FMS DUO

Tpy6ka oTBOAAWAA 06ecrneymBaeT acnMpauuto XMUAKOCTU U3 onepupyemoli o6nactu Bo
BPeMSs apTPOCKOMMYECKMX npoueayp. Tpybka oTBOAAWAs ynakoBaHa BMeCTe C TPyOKoO/
nepexofHol TPyOKOW C OAHOXOAOBLIM KnanmaHOM WAW TPyOKON nepexogHon 6e3
OHOXO0L0BOr0 KnanaHa. Tpybka nepexogHas nMofcoeAnHseTcs K Tpybke nogjatoliein gns
obecrneyeHns nojaynm >KMAKOCTM W [ANA wUppuraumm OT Hacoca W LweliBepa [AAs
apTPOCKOMMYECKNX BMeLIATeIbCTB K ONepupyemoii 061acTi Bo BpemMs apTPOCKOMUYECKMX
npoLeayp.

5.2. OCHOBHble TEXHNYECKME XapaKTePUCTUKN MU

Tpy6kKa oTBOAALLAA C O4HOXO0BbIM KnanaHoMm, FMS

Oo6uwasa gnnHa: 5075,6 mm +10%

Macca: 219,93 r +10%

Tpy6Ka oTBOAsALLAaA 63 04HOX0A0BOr0 KnanaHa, FMS VUE/FMS DUO

Ob6uwas gnnHa: 5141,46 mm +10%

Macca: 230,76 1 £10%

6. BOBMOXHOCTbwu METOAbI NHTEFPALWW C APYTUMN
MEOVWUVWHCKUMWN N3ILAENNAMA

M3gennsa npuMeHATCS COBMECTHO C HAcOCOM MW LUEABEPOM AN apTPOCKOMUYECKUX
BMELLATENbCTB C NPUHAAEXHOCTAMMU.

7.MEPEYEHb N ONNCAHWNE MATEPVNANOB MW

Tpy6Ka oTBOAALLAA C OQ4HOXOLOBLIM KnanaHoMm. FMS

- Alpha Gary 2212RHT/1-118 0001, npo3pauHblii, opaHxeBblii, Colorite 7477G MBX,
Hannac

- Anba 2212-118/1RHT CLO77 MBX, Hannac

- NleHTa BUHMNoBasa KpacHasa 1/2” SYNTHES LOGO, Primary Packaging Resources, Inc
- ABC, TERLUX 2802 HD u cuHuin kpacutenb Vitalmed

- MBX, Evicom AM22 W219 (6e3 nnactuukaropa) n NMBX Mixvil AM277/T W219
Blu, Vitalmed

- bechTanatHeii MBX - EMC383 MNMBX, TOTM-nnactuunpoBaHHbIiii, Achilles

- EH-222 MBX CoeguHeHne (6e3 hTanata), Kelpac

- MBX Unichem 10014G-010 - Colorite Europe
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5.1. General description of functional elements

The Outflow Tubing provides suction from the operative site during
arthroscopic procedures. The outflow tube is packaged with an intermediary
tube with a one-way valve, or an intermediary tube without a one-way valve.
The Intermediary tubing coimects to the Inflow tubing to deliver irrigation
fluid from the irrigation pump to the operative site during arthroscopic
procedures.

5.2 The main technical characteristics of MD
Tubing outflow with one-way valve, FMS
Overall length; 5075,6 mm +10%

Weight; 219,93 g +10%

Tubing outflow without one-way valve, FMS VUE/FMS DUO

Overall length: 5141,46 mm +10%
Weight: 230,76 g £10%

6. THE POSSIBILITY AND WAYS OF INTEGRATIING WITH
OTHER MD

These tools arc used in conjunction with shaver and pump for arthtroscopic
interventions with accessories.

7. LIST AND DESCRIPTION OF MD MATERIALS

Tubing outflow with one-wav valve. FMS *

Alpha Gary 2212RHT/1-118 0001 Clear Trans Orange, Colorite 7477G
PVC, Harmac

Alpha 2212-118/IRHT CL077 PVC, Harmac

TAPE VINYL RED 1/2" SYNTHES LOGO, Primary Packaging
Resources, Inc

ABS, TERLUX 2802 HD & BLUE DYE, Vitalmed

PVC EVICOM AM22 W 219 (no plasticizer) AND PVC MIXVIL
AM277/T W219 BLU, Vitalmed

Non-Phthalatc PVC EMC383 PVC, TOTM-Plasticized, Achilles
EH-222 PVC Compound (Non-Phthalate), Kelpac



- MM, Purell HP 371P (Basell) Kpacutens - OCHOBHOI 6enblii Kpacutenb, Master Bianco
11060 ot Zefiro S.R.L.

- MBX Colorite 7077 G-015, Kelpac

- Anbtha 2212-118/IRHT CLO77 MBX, Harmac

-MBX Colorite 6577 G-015, Kelpac

-MBX, UNICHEM 10014G-010 or «Colorite Europe Rotating MLL», KpacHbIi -
Monukap6oHaT, MakponoH 2458 55/115 o1 «Bayer» KpacHblii kpacutens: PC/GR/KR
ROSSO 7B8/B

- UnknorekcaHoH, LennoxXLABORATORY SUPPLIES

Tpy6ka oTBOAAWAn 6€3 04HOX0A0BOr0O KnanaHa, FMS VUE/FMS DUO

- Alpha Gary 2212RHT/1-118 0001, npo3pauHblii, opaHxeBblii, Colorite 7477G MNBX,
Harmac

- Anba 2212-118/1RHT CLO77 NBX, Harmac

- NNeHTa BUHMNoBaa KpacHas 1/2” SYNTHES LOGO, Primary Packaging Resources, Inc
- ABC, TERLUX 2802 HD u cuHuii kpacutens Vitalmed

- NBX, Evicom AM22 W219 (6e3 nnactugukaropa) u NBX Mixvil AM277/T W219
Blu, Vitalmed

- NN, Purell HP 371P (Basell) KpacuTtenb - OCHOBHOW 6enblit KpacuTens. Master Bianco
11060 ot Zefiro S.R.L.

- MBX Colorite 7077 G-015, Kelpac

- Anbtha 2212-118/IRHT CLO77 MBX, Harmac

- MBX Colorite 6577 G-015, Kelpac

-MNBX, UNICHEM 10014G-010 ot «Colorite Europe Rotating MLL», KpacHbIiA -
Monnkap6oHaT, MakponoH 2458 55/115 o1 «Bayer» KpacHblii kpacutens: PC/GR/KR
ROSSO 7B8/B

- LUnknorekcaHoH, LennoxLABORATORY SUPPLIES

8. MEPEYEHb MATEPWUANOB XXUBOTHOIO N (W) HENOBEYECKOTIO
MPONCXOXAOEHNA

HenpumeHnumo. M3genve He COAEPXWUT maTepuanoB XUBOTHOIO M / UKW YE/I0BEYECKOro
NPONCXOXAeHUA.
9. MH®OPMALNA O NEKAPCTBEHHbBIX MPEMAPATAX U (WNW)
PAPMALEBTUYECKNX CYBCTAHUNAX B COCTABE MU
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PVC, UNICHEM 10014G-010, Colorite Europe
PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.

PVC Colorite 7077 G-015, Kelpac

Alpha 2212-118/IRHT CL077 PVC, Harmac

PVC Colorite 6577 G-015, Kelpac

Body - PVC, UNICHEM 10014G-010 by Colorite EuropeRotating MLL,
Blue - Polycarbonate, Makrolon 2458 55/115 by Bayer Blue Dye:
PC/GR/KR BLU 7B8/A
Cyclohexanone, LennoxXLABORATORY SUPPLIES
Tubing outflow without one-way valve. FMS VUE/FMS DUO
AlphaGary 2212RHT/1-118 0001 Clear Trans Orange, Colorite 7477G PVC,
Harmac
Alpha 2212-118/IRHT CL0O77 PVC, Harmac
TAPE VINYL RED 1/2" SYNTHES LOGO, Primary Packaging Resources,
Inc
ABS, TERLUX 2802 HD & BLUE DYE, Vitalmed
PVC EVICOM AM22 W219 (no plasticizer) AND PVC MIXVIL AM277AI
W219 BLU, Vitalmed
PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.
PVC Colorite 7077 G-015, Kelpac
Alpha 2212-118/IRHT CL077 PVC, Harmac
PVC Colorite 6577 G-015, Kelpac
Body - PVC, UNICHEM 10014G-010 by Colorite EuropeRotating MLL,
Blue - Polycarbonate, Makrolon 2458 55/115 by Bayer Blue Dye: PC/GR/KR
BLU 7B8/A
Cyclohexanone, Lennox LABORATORY SUPPLIES

8. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

9. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD



HenpumeHumo. 3genne He COLEPXMUT U HE UCMOJIb3YETCA B COYETAHUM C IEKAPCTBEHHbLIMMU
BellecTBaMu.

10 CPOKrogHocTH
CpoK rofHOCTU WHCTPYMEHTOB MEULUUHCKNX
npoBeAeHNs apTPOCKONMMYECKMX OnepaLvii:
Tpybka oTBOAAW,aA C O4HOXOL0BbIM KnanaHoMm, FMS —2 roga

Tpy6ka oTBOAALAA 6e3 ogHOX040BOr0O KnanaHa, FMS VUE/FMS DUE - 2 roga.
11. POPMA TIOCTABKN

M3aenmsa nocTaBnsalTCS B CTEPUILHOM BUAE B CTEPUIbHON 04HOPa30BOI YNaKoBKe.

30HAUPYOLWNX, BYXMPYHOLWUX Ans

12. OCHOBHbIE CTAHOAPTbLI, KOTOPbIM COOTBETCTBYIOT U3AEJTNA

WM3genus cooTBeTcTBYHOT TpeboBaHusm EN I1SO 13485 «3penns meguumnHckue. Cuctemsl
MeHeJ)KMEHTa KauyecTBa. TpeboBaHus [Ana uenein perynumpoBaHusa», EN 1SO 16061
«VIHCTPYMEHTbI /11 MCNO/Mb30BaHWUA B COYETAHWM C HEAKTUBHLIMWU XUPYPTrUYECKUMMU
nmnnaHtatamu. O6uiMe TpeboBaHMA».

MonHbI CNMCOK NPUMEHMUMbIX CTaHAAPTOB AOCTYMEH MO 3anpocy.
13. TPEBOBAHWA BEE3ONMACHOCTUN N 3PDPEKTUBHOCTU MU

13.1. TMpepynpexaeHuns

e OTO u3fenue npefHasHayeHO TONbKO A1 OLHOKPATHOro Mcnosib3oBaHus. OHO He
npegHasHa4yeHo [fNS NOBTOPHOrO MCMOMb30BaHWA WAM MOBTOPHOW CTepuansauuu.
MoBTOpHAas 06paboTka MOXeT NPUBECTU K WM3MEHEHWAM XapakTepuCTUK MaTepuasnos,
HanpuMep, K gedopmauum 1 NOBPEeXAEeHUO MaTepuana, 4Y4TO MOXeT CKa3aTbCA Ha
MPOYHOCTM YCTPONCTBA WM HAPYLIWUTb €ro 3KCnayatauuMoHHble napameTpbl. MoBTOpHasa
06paboTka yCTPOCTB, MpefHa3HaYeHHbIX ANS OAHOKPATHOr0 WCMO/b30BaHUSA, TakKXe
MOXET MPUBECTU K MEPEKPECTHOMY 3arpA3HeHU0 U UHPULUPOBAHWUIO nauueHTa. IOTu
PUCKM MOTYT MPEeACTaBNATb MOTEHLWAbHY ONAacHOCTb 4/1F NaLueHTOoB.

* Vicnonb3yiiTe TONbKO C HACOCOM W LIeiBepoM 415 apTPOCKOMMYECKNX BMELIATENbCTB C
npuHagnexHoctTamu npoussoactea DePuy Mitek. Inc.

* CTepu/bHOCTb COXPaHAETCA TOMbLKO B TOM CAyyae, eciu Hagnexawum o6pasom
BbINOMTHAKOTCA NPOLEAYpPbl NOATOTOBKM 1 3aMeHbl TPY6KM B COOTBETCTBUM C PYKOBOACTBOM
nonb3oBaTens Hacoca W WeliBepa ANA  apCTPOCKOMMYECKUX BMELIATEeNbCTB €
npuHagnexHoctTamu npoussonctea DePuy Mitek, Inc.

» OtBofAwas Tpybka M mnepexofHas Tpybka npefHa3HauyeHbl WCKNHOUYUTENBHO [A/14
0ZHOPA30BOro0 MCMOMb30BaHNA U MOANEXKAT YTUAN3ALUN NOC/e KaXKXA0W NpoLeaypbl.
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Not applicable. Devices do not interact with medicinal and / or
pharmaceutical substances.
10. SHELF LIFE

Shelf life of medical probing and bougie instruments for arthroscopic
operations:

Tubing outflow with one-way valve, FMS - 2 years

Tubing outflow without one-way valve, FMS VUE/FMS DUO - 2 years.
11. HOW SUPPLIED

Devices are provided staile. Sterile only if package is unopened and
undamaged.
12. BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN ISO 13485 Medical device - Quality
management system —Requirements for regulatory purposes, EN 1SO 16061
Instrumentation for use in association with non-active surgical implants —
General Requirements.

A full list of applicable standards is available upon request.
13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

13.1. Warnings

 This product is for single-use only. It has not been designed to be re-used/re-
sterilized. Reprocessing may lead to changes in material characteristics such
as deformation and material degradation which may impact the strength of
the device and compromise device performance. Reprocessing of single use
devices can also cause cross-contaminatipn leading to patient infection.
These risks may potentially affect patient safety.

* Only use with shaver and pump for arthtroscopic interventions with
accessories manufactured by DePuy Mitek, Inc.

« Sterility is preserved only if the tube installation procedures have been
performed precisely according to the shaver and pump for arthtroscopic
interventions with accessories manufactured by DePuy Mitek, Inc.
Operator’s Manual.

e Outflow and Intermediary tubing is for single use only and must be

discarded after each procedure.




13.2 Mepbl NpefoCTOPOXHOCTH

» OTBOASAWan Tpy6Ka MOCTaBNsSeTCH CTepunbHOK. CTEepUNbHOCTL COXPaHAETCA TOMbKO B
TOM Cny4ae, ec/iv yNakoBKa He BCKPbITa U He MOBPeX/eHa.

» Bo n3bexaHne noBpexxgeHus Tpyokm cnegyeT y6eanThcsa B TOM, UTO TpybOKa pasmeleHa
Mo LEHTPY KaHaBKMW B Hacoce.

* InHna cbopa 0TX0L0B NpefHa3HavyaeTca 419 COefUHEHUSA C MELUKOM A8 O0TX040B, U ee
He pa3peLuaeTca MCMOb30BaTb B CUCTEMAX BHELUHEro oTcacbiBaHUS. [py MCNOAb30BaHMM
BHELLHErO OTCaCbIBAOLLEro yCTPONCTBA Takasa TPy6Ka MOXKET CXIOMHYTLCA.

* T1pOAYKT cnefyeT MCNONb30BaTb B COOTBETCTBUWU C WUHCTPYKLUAMWU W CTaHLAPTHLIMMU
acenTMyecKMMn MeTogamun, B MPOTUBHOM C/ly4ae MOXET MNPOM30MATM NEPeKPEecTHOe
3apaxxeHune, NHAeKLUMS.

13.3. 3aaBfieHUe oTHoCUTebHO MPT

HenpumeHumo.

14. ONMNCAHWMNE METOOA CTEPUNNTN3ALNN

VHCTpYMeHTbl  MeAWUWHCKUE  30HAUpYyloWwue,  Byxupyrowme ana  NpoBefeHUs
apTPOCKOMMYECKMX ONepaunin  SBAAIOTCA CTEPUNbHbIMU  U3LeNUsMU  OAHOPA30BOro
NPUMeHeHNs ¥ NOCTaBNAKTCA B CTEPUNbHON ymakoBKe. M3gennd B ynakoBke

CTepunusoBaHbl 3TuieHokcugom (30) B cooteBetcTBuM ¢ EN ISO 11135-1:2007.
MMUWHUManbHbIA rapaHTUPOBaHHbIN YPOBEHb CTepuabHOCTM (SAL) cocTaBnsieT O™

15. TPEBOBAHUNA K TEXHVWYECKOMY OBCNYXWUBAHUNIO N PEMOHTY
MW

HenpumeHumo.
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13.2 Precautions

« Outflow Tubing is provided sterile. Sterile only if package is unopened and
undamaged.

» To avoid damage to tubing, make sure that the tubing is centered on the
groove ofthe pump.

» Waste line is intended to connect to waste bag, and is not approved for
external suction systems. If external suction device is used, tubing may
collapse.

» The product shall be used in accordance with instructions and standard
aseptic techniques, otherwise cross-contamination, infection may occur.

13.3. MRI statement

Not applicable.

14. DESCRIPTION OF STERILIZATION METHOD

Medical probing and buging instruments for arthroscopic operations are
sterile single-use products and are delivered in a sterile package. Products in
packaging are sterilized with ethylene oxide (EO) in accordance with EN ISO
11135-1:2007. The minimum guaranteed level of sterility (SAL) is 10™

15. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR

OF MD
Not applicable.
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16. 3BHAYEHWNE CMMBOJ10OB, YKASAHHbBIX HA MAPKNPOBKE MW 16. INTERPRETATIONS OF SYMBOLS USED ON THE PACKAGE

it

Homep no katanory

Catalogue number

L0 ] Kog naptum L0 T Batch Code
lqTY | Konnyectso lgTY 1 Quantity
2 Mcnonb3oBaTb A0 2 Use-by date
[aTa n3rotoBneHus |[nnnr Date of Manufacture
He cTepuin3oBatb NOBTOPHO O Do not re-sterilize
( § ) He ncnonb3oBaTh Npu NOBPEXAEHNN YNaKOBKM [ § ] Do not use if package is damaged
He ucnonb3oBaTb NOBTOPHO Cp Do not re-use
bBepeyb OT Bnaru T Keep dry
o l O6paTuTeCh K UHCTPYKL MM NO NMPUMEHEHUIO L Consult instruction for use
o - TemnepaTypHbIil gnanasoH Jd’ Temperature limit

N3rotoBuTtenb

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Manufacturer



EC REP

CE

|[STB«"EO

e

B cooTBeTCcTBUYU C (hefiépasbHbIM 3aKoHoAaTenscTeoM (CLUA) aT0
n3genme MoXeT OblTb NPOAAHO TONbKO Bpayy Uav no HasHa4yeHuto

Bpava

Y NONHOMOYEHHbIN NpefcTaBuTeb B EBponeiickom coobuectae

EBponelickoe COOTBETCTBUE
CTepunnsalms oOKCUA0M aTuneHa

OcTopoxkHo! O6paTUTeCh K MHCTPYKLMUK NO NPUMEHEHUIO

CoflepXXUT UK NpUcyTCcTBYeT PTanat

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

EC REP

CE

sterleleo

f

Federal Law (United States of America) restricts this
Device to sale by, or on the order of a physician.

Authorized representative in the European community

European Conformity
Sterilization using ethylene oxide

Caution! Consult instructions for use

Contains or presence of phthalate



17. YOTOBVA TPAHO CPTIVPCBKN N XPAHEHHA 17. CONDITIONS OF TRANSPORTATION AND STORAGE

M3nenmsa 4OMKHbI XpaHWUTbCS B CYXOM NpPOoXafHOM MecTe. Devices should be stored in a cool, dry place.

Transportation conditions

HaunmeHoBaHue Ovnana3oH Desienation Ranee
Temnepatypa PekomeHAyeMbI fnana3oH: Temperature Recommended range:

0T-10°C go +50°C from-10X to +50X
OTHOCUTENbHaS HeT cneynduyecknx ycnosuin. 3genue n3rotoB/ieHO He 13 Relative humidity ~ No specific conditions. The device is made
BI2XKHOCTb BNAro4yBCTBUTENIbHOIO MaTepuana of non-moisture sensitive material
ATMocdepHoe HeT cneynduuecknx ycnosui Barometric pressure No specific conditions
JasfieHne

Ycnosua xpaHeHus Storage conditions

HanmeHoBaHue [wnanasoH Designation 1Range
Temnepartypa OT +10°C g0 +35°C. BepxHuii TeMnepaTypHblil Npeaen MoXet Temperature mFrom +10°C to +35°C. Spikes up to 40X are
GbITb YBEAMYeEH 40 +40°C, HO TOMILKO B C/y4ae, eciu i acceptable so long as they do not exceed 24 hours
Lin duration.

AnnTensHoCTb NpebbiBaHMA MU npu +40°C He npeBbiwaeTt 24 y.
Relative humidity No specific conditions. The device is made ofnon-

OTHOCMKTENbHANA HeT cneynduyecknx ycnosuii. iagenne n3rotoBneHo He m3 . o .
BNaXXHOCTb BNaro4yyBCTBUTENILHOIO Matepuana. . m0|sture_ gensntlv_e_materlal
ATMOCtHEpHOE HeT creunduiiecknx ycaosmii Barometric pressure; No specific conditions
[laBneHune

18 MCPAIOKN YT IOB/A YT VBALW nnin YH/MHTOXEHHAMK 18. MD DISPOSAL RULES AND CONDITIONS

npu Heo6XoAMMOCTM W3AeNME M ero YnakoBKa [AO0/MKHbI 6biTb YTUAW3UPOBAHBI If required, the MD must be utilized in accordance with accepted medical
COOTBETCTBMMW C NPUMEHUMbIMWU MECTHbIMUW U FOCYAapCTBEHHbIMM TPe6OBaHUAMM. practice and applicable local and national regulations.

19 TAPAHTVAN PEKTAVIALA 19. WARRANTY AND CLAIM

Mpoun3BoanTeNb NPeAOCTaBNseT rapaHTUIO, CBA3aHHYI C HegocTaTKamu MeauuuHckoro The manufacturer provides warranty regarding disadvantages of medical
n3jenvsa, B TeYeHNe BCEro cpokKa rofHOCTN U3genus. device within the whole shelflife period of the device.
Mpon3BoAnTesb He GepeT Ha ce6s HMKAKUX AOMOMHUTENbHbIX rapaHTUiiHbIX 0653aTenbcTB, The manufacturer does not assume any additional warranty obligations,

LEGAL MANUFACTURER:

33 UCK/IOYEHWUEM TEX, KOTOPbIE OPUANYECKU YTBEPXKAEHDI. except those that are legally approved.
HANVEOBAH/E WTW NAME AND LEGAL ADDRESS OF MANUFACTURER AND
YOHOMO-BHHJO B GEFPALVN AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

10
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«[elMbto Maiitek, NHK.», CLUA DePuy Mitek, Inc., 325 Paramount Drive,
DePuy Mitek, Inc., 325 Paramount Dr., Raynham, Massachusetts 02767, USA
Raynham, Massachusetts 02767, USA

YMNONHOMOUYUEHHbIV MPEACTABUTE/NIb MPON3BOANTENSA BPOCCUN: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

000 «[J>)KOHCOH & [XXOHCOH» RUSSIA:

121614, Poccus, r. Mocksa, yn. Kpbinatckad, 4. 17, kopn. 2. Johnson & Johnson LLC,

Ten. +7 (495) 580-7777, dakc: +7 (495) 580-7878 121614, Russia, Moscow, Krylatskaya str., 17/2.
DL-JNmUMedical QA@ITS.JNJ.com Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical OA@ ,rrS.JNJ.com
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MepeBog, ¢ aHrMIACKOT 0 A3bIKa Ha PYCCKMiA S3bIK

A, ONNNNM AXKOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, bepkuinp,
AHIIMA,  HOTapuyc, B CWJYy 3aKOHa YMO/IHOMOYEHHbI Ha COBepLUEHUE
HOTapuasibHbIX 4eNCTBUA,

HACTOAWNM MOATBEPXAAKO N CBUNAETEJ/IBCTBYO:

YTO Y MeHA HeT KaKux-nmbo OCHOBaHWI MofBepratb COMHEHWUIO MOA/IMHHOCTb
npunaraeMoro [JOKyMeHTa, a WMEHHO «WHCTpyKUuusi N0 NPUMEHEHUIO AN
MeguLUMHCKOro usgenua» ot 1 wmwona 2021 roga, noAnncaHHOro B AHIInMM ot
nMmeHn komnaHun «felbto Maiitek, MIHK.» (DePuy Mitek, Inc.) Paiivuen Cgeiins,
MeHepKepom oTAena HOpMaTUBHO-NPaABOBOr0 PerysiMpoBaHus.

B MNMOATBEP>XAEHWE BbILWLEWN3TOXEHHOIO g ckpennsi HacToALWMiA
AOKYMEHT CBOEM MOAMNUCbI0O M [AO/HDKHOCTHOW MevyaTbl0 B BbllLeyKa3aHHOM T.
BuHpasope, cerofHsa, BoO BTOPHUK, 6 niona 2021 roaa.

<MOAMNUCaHo>
onnnann AXXOHC

HoTapuyc
+44(0) 1753 8SI 591

MoXKN3HEeHHaa NuueHs3nsa

MpoLwWmnTO 1 CKPeneHo NevaTblo HoTapuyca:
<Kpyrnas penbeHas neyatb HoTapuyca:
onnnnmn XOBAPA AXKOHC; HOTAPUYC; AHIT TNA>

PerynunpyeTcsa KaHuensapuen cyga apxnenmckona KeHTepb6epuinckoro

<HapTcb OT pyku: 12718/21>
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<Norotun: AelMbto CueTes {DePuy Synthes)
MAWTEK cno pte MEANCUH <M1TRK SPORTS MEDICINH”

pynna komnaHuii «[)OHCOH & [)KOHCOH»>

COIrMMACOBAHO

«[elbto MaiiTek, VHk»
OpraHusauuns

325 MapamayHT [paiis, Peiinxem, MaccauyceTc 02767
Appec

MeHe,u,>+<ep 0T aena HOpMaTUBHO-MPaBOBOro peryimposaHuA
J0MmKHOCTb

Cseiins, Paituen
damununa, nmsa

01/07/2021
Oata: 4AMM.ITTIT

<noAnncaHo>
Moanuck

WNHCTpYKUMA no MpUMeHEHUIO 418 MeAULUHCKOTO U3Lenus «IHCTPYMEHTbI MeAULMHCKNE 30HAUPYOLWKe, BYXUpytowue ans
npoBejeHNss apTPOCKOMNYECKMX onepaLniny
Tpy6Ka nepexogHasi ¢ 04HOX040BbIM KnanaHom, FMS
Tpybka nepexofHasa 6e3 o4HOX0A0BOro knanaHa, FMS VUE/FMS DUO
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nepesoaumK AnnosH Nasug Meopruesny noarnumcb

Poccuiickas deaepauns
"opog Mocksa
BToporo HOos6ps ABe ThicAYM ABafLATb MePBOro roga

A, MowceeBa Jlunua BnaguMumpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOA/IMHHOCTL MOANMCK NepeBogUMKa AlnosH Jasuaa Meopruesmya.

Moanwuck caenaHa B MOEM NPUCYTCTBUMN.

JInyHOCTL NoAnNucasLLEero LOKYMeHT yCTaHOB/EHA. *

3apernctpuposaHo B peectpe: No 50/995-H/77-2021- /Y- *UO

YnnayeHo 3a coBepLLEeHMEe HOTapuanbHoro aeictens: 400 pyo.

noAnUCh ep6oBas nevatb epboBas neyatb
HoTapuyca r. MockBbI HoTapuyca r. MoCKBbI
Mowuceesoii J1.B. Mowceesoii J1.B.

J1.B.MowuceeBa

Bcero npoLLHypoBaHO, MPOHYMEPOBaHO ¥ CKPensieHo nevaTbto 14 nnuct(-a,-0B).
noanucob NBl]
Poccuitickaa depgepayms

"opog Mocksa n i
BToporo HoA6pA fBe ThiCAYM ABafLaTb NEPBOTO roga A

1 * K
A, MouceeBa Jlunua BnaaMmupoBHa, HoTapuyc ropoga MoolClbl, cBuae”|*TByto
BEPHOCTb KOMWUW C NPeACTaBIEHHON0 MHe JOKYMeHTa.
)apc”c~N1BaHo B peectpe: Ne 50/995-H/77-2021- /Y- |/

ppLUeHne HoTapuanbHoragencTams: 900 py6. 00 kon.

J1.B.MowuceeBa

CKpensieHo neyatbto 14 nnuct(-a,-0B).

J1.B.MowuceeBa
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KOrlus

I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn,

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Instruction for use for Medical Device, dated
O0l1st July 2021 and signed in England on behaif of DePuy Mitek, Inc.,
by Rachel Swales, Regulatory Affairs Manager.

IN TESTIMONY WHEREOF | have hereunto set my hand and
affixed my Seal of Office, in the Town of Windsor aforesaid, this day
Tuesday, 6th July 2021.

WfVs
LIP JONES

Notary Poblic
+44 (0) 1753 851 591

My Commission expires on death

Regulated by the Faculty' Office of the Archbishop of canterbuiy
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(?) DePuySynthes

WIrEKSPORTS MEDIQNE

CornacosaHo/APPROVAL

Oq Puti TIAMK&teMM(L
h el i
325 Pilamocnb Qr>\jg" (3a*nMam OOAQ07?6"

Anpec/Addms

—_— firoiTS Hano”gJ”

JNomkHocTb/11>cenpll(ton

SvuoW s-

CDrM]AVl)qut! Surname, Name

Qi lol )2ar<

paraa4MM.1T/0weDD.MM.YYYY

Mognuck/Signature

Signed in England

VHCTPYKUMSA NO NPUMEHEHUIO 415 MEeAULMHCKOr0 n3genus «/IHCTPYMeHTbI MeAULMHCKIME 30HANP>TOLLME, BY)XXKupytoLme ans
NpoBefeHNs apTPOCKOMUYECKMX OnepaLimiiy»
Tpy6Ka nepexofHas ¢ 04HOXOA0BbIM KnarnaHom, FMS
TpybKa nepexofHas 6e3 04HOXO0A0BOr0 KnanaHa. FMS

Instruction for use for medical device «Medical probing and bougie instruments for arthroscopic operations»

Tubing intermediary with one-way valve, FMS
Tubing intermediary without one-way valve, FMS
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Russian text
1. HAMUMEHOBAHWE MEOVNLUWHCKOIO U3AENNA (M) N ETO
KNACCUPUNKALNA
VIHCTPYMEHTbl  MeAULWHCKUe
apTPOCKOMUYECKMX OMepauuii.
BapuaHTbl NCMONHEHUSA:
TpyoKu:
- nepexofHas ¢ 04HOXOA0BbLIM KnanaHom, FMS (24 wT. B ynakoBke);
- nepexogHas 6e3 04HOXOA0BOro KnanaHa, FMS (24 wr. B ynakoBke).
TpyOKn ABAAKOTCA HEWHBA3MBHLIMW WHCTPYMEHTaMM OJHOPa30BOr0 MCMO/b30BaHUA,
npegHasHauYeHHbIMUW 415 KPaTKOBPEMEHHOTO NPUMEHEHNS.
VHCTPYMeHTbl  KnaccuuuupyroTcs B COOTBETCTBUM € [pukasom MuHucTepcTBa
3apaBooxpaHeHusa Poccuitickoin degepauum Ne 4H oT 6 ntoHs 2012 1. Kak MegULMHCKOE
nsgenue Knacca 1.
2. HASBHAYEHVWE MEONLUNHCKOIO N3AENWNA
VHCTpyMeHTbl npefHasHayeHbl A4 Nojavyy MPPUraLyMoHHON XULKOCTU K ONepupyemMoi
obnact ©“ 0TBOAA >KMAKOCTM M YacTul W3 OMepupyemoil o06nactm BO Bpems
apTPOCKOMUYECKOW XUPYpPruu.
VIHCTpYMEHTbI  MCMONb3YHTCA C HAcoCOM U LieiBepoM And  apTPOCKOMUYECKUX
BMELUATENLCTB C MPUHALJEXHOCTAMU B XUPYPruyecko 06CTaHOBKE MepCOHaNoM,
00YyYEHHbIM apTPOCKOMMUMK.
3, MTOKA3AHNA N MPOTUNBOMNMOKA3AHNA KMNPUMEHEHWNIO MW U
BO3MOXHbBIE MOBOYHbBIE Q® PEKThI
3.1. NMokasaHusa
WNHCcTpyMmCLW'bl NCMOMB3YIOTCA COBMECTHO C HACOCOM M LUeiBepOM AN apTPOCKOMMYECKMX
BMELIATENbCTB C MPUHAANEXHOCTAMU B apTPOCKOMMYECKOW XUPYPrum cnegytowmnx
CYCTaBOB: MJ/IEYEBOr0, JIOKTEBOrO, Jyye3anAacTHOro, Ta300elpeHHOro, KO/EHHOro,
rONEHOCTOMNHOrO.
3.2.MpoTuBOMNOKa3aHUA, BO3MOXHbIE HeXenaTe fibHble ABMEHNA, NOO60YHbIE 3 (heKTbI
N PUCKN
VIHCTPYMEHTbl HE MMEKT W3BECTHbIX MNPOTMBOMOKAa3aHWA K MNPUMEHEHWUIO B
apTpockonuyeckon xmpypruu. NMpoTMBONOKAa3aHUsA ONpeaensaioTCs XMPYPromMm B KaXLOM

30HAMpYtoUMe,  ByXupylollme AN NpoBeAeHUs
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English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Medical probing and bougie instruments for arthroscopic operations
Variations:
Tubing:

- intermediary with one-way valve, FMS (24 pcs in the package);

- intermediary without one-way valve, FMS (24 pcs in the package).
Tubes are non-invasive single-use instruments designed for short-tenn use.
Instruments are classified in accordance with Order of Ministry of Health of
Russian Federation Ne4n from 6th June 2012 as medical devices of Class |I.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments are designed for supplying irrigation fluid to the operated
area and removing fluid and particles from the operated area during
arthroscopic surgery.

The tools are used with shaver and pump for arthtroscopic interventions with
accessories in a surgical setting by personnel trained in arthroscopy.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are used in conjunction with shaver and pump for
arthtroscopic interventions with accessories in arthroscopic surgery of the
following joints: shoulder, knee, ankle, elbow, wrist, and hip.

3.2. Contraindications, possible adverse events, side effects and risks

There arc no specific contraindications for using instmments in Orthopaedic
surgery. Contraindications to surgical intervention are determined by the
surgeon in each case on the basis of the patient’s disease and are taken into



KOHKPETHOM C/lyyae Ha OCHOBaHMM “6GOfieBaHWiA NauWeHTa W YuuTbreawTcs B
COOTBETCTBUU C MHOPMaALMEN B XUPYPTUUECKNX TEXHUKAX.

B03MOXHble NO60YHbIE 3PGEKTLI 4N TPYOOK:

1. Mob6boyHble 3(P(eKTbl, CBA3aAHHbIE C WCMOMb30BAHWEM 3TOr0 WU3fenus,
nNpo6aemMbl C PaHOl, PaHHIOI UM NO3JHIOK UH(EKLMIO.

2. MecTHaa unmn cucTemMHas TKaHeBas peakLus, BKOYas anfieprmyeckyro peakumio.

3. N36bITOYHOE BbIfeNEHMNE XMNAKOCTN MOXET MPUBECTU K OTEKY BO3/1e MeCTa onepawuu.

4. NHPOPMALUWMA O MNOTEHUWMANBbHBLIX TOTPEBUTENAX MW W
YKA3AHUA MO NCMONb3OBAHWUIO

4.1. YKasaHus no UCrnonb30BaHUI0

Tpyb6ku

Tpy6KM MCNOMB3YHOTCA COBMECTHO C HACcOCOM W LUENBEPOM A1 apTPOCKOMUYECKUX
BMeLLaTeNbCTB C MPUHALNEXHOCTAMMN.

Tpy6ka nepexofHas noAcoeauHseTca K Tpybke nopjawoweri n obecrneymsBaeT nopavy
XUAKOCTY AN8 nppuraymm oT MppMraLMoHHOro Hacoca K onepupyemoin 061actu Bo Bpems
apTPOCKOMUYECKMX MpoLeayp.
4.2. MoTeHuMnanbHble NoTpebutenn MUu

WNHCTpyMEHTBI  MCNOMb3YKOTCA C HAacoCOM W LWeBEpOM ANff  apTPOCKOMMYECKUX
BMeLLATeNbCTB C MPUHAANEXHOCTAMU B XMPYPruyeckoid 06CTAHOBKe MepcoHanom,
06yYeHHbIM apTPOCKOMUW.
4.3. Ycnosus npumMmeHeHunsa/skcnnyatayun MU

VHCTPYMEHTbI PEKOMeHYeTCA UCMOAb30BaTh MPWN YCIOBUAX IKCMyaTaluu, YKa3aHHbIX B
Tabnuue 1

Tabnuua 1. Ycnosua npumeHeHusa/akennyartauuu. OnepauyoHHas / B Xupypruyeckux
YCNOBUAX

BK/TIOYaKOT

Ycnosud akcnayarayum

TemnepaTypa OKpy>KaroL e cpeabl ot21°Cpo 25°C

[unana3oH TemnepaTtyp Npu MCNofib30BaHWUM - TeMnepaTypaTena 0T32°Cpo42°C
OTHOCMTENbHAsA BNAXHOCTb OKPY>Katolllein cpeabl 40-60%
OTHOCUTENbHAA BNAXHOCTL BO BpeMs 3KCnyaTauum npu o 100%
KOHTaKTe C TeJIOM YefnoBeka

ATmocthepHoe faBneHue 86-106 klla
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account in accordance with the information in the surgical techniques for the
selected instrument.

Possible adverse events for tubes:

1. Adverse effects associated with the use of this device include wound
issues, infection, early or late.

2. Local or systemic tissue reaction including allergic reaction
3. Excess fluid extravasation may lead to edema near the surgical site.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Tubing

The Tubings arc accessories to the shaver and pump for arthroscopic
interventions with accesories.

The intermediary tubing connects the inflow tubing to the arthoscopic sheath
during arthoscopic procedures.

4.2. Potential users of MD
The device is intended for use with shaver and pump for arthroscopic
interventions in a surgical setting by personnel trained in arthroscopy.

4.3. Use/operation conditions of MD
The tools are recommended for use under operation conditions indicated in
Table 1
Table 1. Use/operation conditions. Operating Room / Surgical Setting
For tubes
Ooeration conditions
Enviromental temperature
Operation temperature range - body temperature
Environmental relative humidity
Relative humidity in operation when in contact
with human body
Barometric pressure

from21°C to 25°C
from 32°C to 42°C
40-60%

Up to 100%

86-106 kPa



5.0NMUCAHVNE OCHOBHbIX ®YHKUVMOHANbHbBIX SNIEMEHTOB M

5.1 OnucaHune OCHOBHbIX PYHKLMWOHaNbHbIX 3/1IEMEHTOB MW

TpybKun nepexofHble ¢ 0AHOXOAOBLIM KnanaHoM, FMS 1 6e3 04HOX040BOr0 KnanaHa,
FMS

Tpybka nepexofHas CoeAnHAET TPYOKy NofatoLLyo ¢ apTPOCKOMUYECKUM UHTPOABHOCEPOM
BO BPeMs apTpoCKOMuYecknx npouenyp. Tpybka cofepXuUT HECKONbKO (PYHKLMOHANbHbIX
KOMMOHEHTOB, B TOM uucne: 3amku Jltospa ANA NOACOeAMHEeHUs TPyOKM K nogaroLleit
TPy6Ke 1 MHTPOLbIOCEPY, 3aXKMMbI 1 OAHOXOA0BON KnanaH.

5.2. OCHOBHbIE TEXHNYECKME XapaKTepUCTUKn MU

Tpy6Ka nepexofHas ¢ 04HOXOA0BbIM KnanaHom, FMS

O6uwas gnmHa: 3390,4 mm £10%

Macca: 87,91 £10%

Tpy6kKa nepexogHas 6e3 04HOXOA0BOro KnanaHa, FMS
Oo6uwasa gnmHa: 3165,4 mm £10%

Macca: 77,6 r £10%

6.BOBMOXHOCTbu METOAbl NHTEFPALUWN C APYTUMMW
MEOVWUMNHCKNMW N3OETNAMN

N3genna nNpuMMEHAIOTCS COBMECTHO C HAcoCOM W LIeliBepOM 15 apTPOCKOMUYECKUX
BMELIATENbCTB C NPUHAAIEXHOCTAMM.
7.MEPEYEHbL N OMNCAHWNE MATEPVANOB MW

Tpy6Ka nepexofHas ¢ 04HOX040BbIM KnanaHoMm. FMS

- ABC, TERLUX 2802 HD 1 cuHuii kpacutens Vitalmed

- MNBX, Evicom AM22 W219 (6e3 nnactugpukaTtopa) n NBX Mixvil AM277/T W219
Blu, Vitalmed

- becthTanaTHbIn MBX - EMC383 MBX, TOTM~nnactuympoBaHHblil, Achilles

- EH-222 NMBX CoeaunHeHne (6e3 tanata), Kelpac

-MBX Unichem 10014G-010 —Colorite Europe

- NN, Purell HP 371P (Basell) Kpacutenb - OCHOBHOW 6enblii Kpacutens, Master Bianco
11060 ot Zefiro S.R.L.

-MBX Colorite 7077 G-015, Kelpac

- Anbha 2212-118/1RHT CL077 MBX, Harmac

- MBX Colorite 6577 G-015, Kelpac

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

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
5.1. General description of functional elements

Intermediary Tubing

The Intermediary Tubing for FMS connects the Inflow Tubing to the
arthroscopic sheath during arthroscopic procedures. The tubing integrates
several functional components including: luer locks for attaching the tube to
the Inflow tubing and sheath, clamps, and a one-way valve.

5.2 The main technical characteristics of MD
Tubing Intermediary with one-way valve, FMS
Overall length: 3390,4 £10%

Weight: 87,99 £10%

Tubing Intermediary without one-way valve, FMS

Overall length: 3165,4 mm +10%

Weight: 77,6 g +10%

6. THE POSSIBILITY AND WAYS OF INTEGRATIING WITH
OTHER MD

These tools are used in conjunction with shaver and pump for arthtroscopic
interventions with accessories.

7. LIST AND DESCRIPTION OF MD MATERIALS

Tubing intermediarv with one-wav valve. FMS

BS, TERLUX 2802 HD & BLUE DYE, Vitalmed

"PVC EVICOM AM22 W219 (no plasticizer) AND PVC MIXVIL
AM277/T W2I19 BLU, Vitalmed"

Non-Phthalate PVC EMC383 PVC, TOTM-Plasticized, Achilles

EH-222 PVC Compound (Non-Phthalate), Kelpac

PVC, UNICHEM 10014G-010, Colorite Europe

PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.

PVC Colorite 7077 G-015, Kelpac

Alpha 2212-118/1RHT CL077 PVC, Harmac

PVC Colorite 6577 G-015, Kelpac



-MNBX, UNICHEM 10014G-010 ot «Coiorite Europe Rotating MLL», KpacHbli -
Monukap6oHat, MakponoH 2458 55/115 ot «Bayer» KpacHblii kpacutens: PC/GR/KR
ROSSO 7B8/B

- LUnknorekcaHoH, LennoxLABORATORY SUPPLIES

Toy6ka neoexofHas 6e3 0HOX0A0BOro knanaHa. FMS
- ABC, TERLUX 2802 HD u cuHuii kpacutens Vitalmed
- MBX, Evicom AM22 W219 (6e3 nnactugmkatopa) u NMNBX Mixvil AM277/T W219
Blu, Vitalmed
- MM, Purell HP 371P (Basell) Kpacutens - OCHOBHOI 6enblit KpacuTenb. Master Bianco
11060 ot Zefiro S.R.L.
- MBX Coiorite 7077 G-015, Kelpac
- Anb®a 2212-118/1RHT CLO77 NBX, Harmac
- MBX Coiorite 6577 G-015, Kelpac
-MNBX, UNICHEM 10014G-010 ot «Coiorite Europe Rotating MLL», KpacHbIi -
Monnkap6oHat, MakponoH 2458 55/115 o1 «Bayen> KpacHbiii kpacutens: PC/GR/KR
ROSSO 7B8/B
- UnknorekcaHoH, LennoxLABORATORY SUPPLIES.
8. MEPEUYEHb MATEPUANOB XNBOTHOIO U (MNN)YENOBEYECKOTIO
MPONCXOXAOEHWNA
HenpumeHumo. N3penve He COAEPXUT MaTepuanoB XXUBOTHOTO U / UKW YENOBEYECKOro
NPOUCXOXAEHMS.
9. MHOPOPMALMA O NEKAPCTBEHHbLIX MPEMNAPATAX U (UNTN)
PAPMALEBTUNUYECKMNX CYBCTAHLUUMAX BCOCTABE MU
HenpumeHumo. V3genue He COLEPXUT 1 HE UCNOJIb3YETCA B COYETAHWUN C IeKapCTBEHHbIMM
BelllecTBamu.
10.CPOK rogHocTwH
CPOK TrO4HOCTM WHCTPYMEHTOB MeAULMUHCKUX
NpoBefeHNst apTPOCKOMNYECKMX OnepaLmii;
TpybKa nepexofHas ¢ OAHOXOAOBbIM KnanaHom, FMS - 2 roga
Tpybka nepexofHas 6e3 04HOX0A0BOrO KnanaHa, FMS - 2 roga.
11, POPMA MOCTABKWN
M3nenns nocTaBnsaoTCA B CTEPUIBHOM BU/E B CTEPU/ILHON 04HOPA30BOI YNaKoBKE.

30HAUPYIOLWMX, 6YyXXUp)yowmx Ans
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Body - PVC, UNICHEM 10014G-010 by Coiorite EuropeRotating MLL,
Blue - Polycarbonate, Makrolon 2458 55/115 by Bayer Blue Dye:
PC/GR/KR BLU 7B8/A

Cyclohexanone, LennoxLABORATORY SUPPLIES

Tubing intermediary without one-wav valve, FMS

ABS, TERLUX 2802 HD & BLUE DYE, Vitalmed

"PVC EVICOM AM22 W219 (no plasticizer) AND PVC MIXVIL
AM277AI W219 BLU, Vitalmed"

PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.

PVC Coiorite 7077 G-015, Kelpac

Alpha 2212-118/1RHT CL077 PVC, Harmac

PVC Coiorite 6577 G-015, Kelpac

Body - PVC, UNICHEM 10014G-010 by Coiorite EuropeRotating MLL,
Blue - Polycarbonate, Makrolon 2458 55/115 by Bayer Blue Dye:
PC/GR/KR BLU 7B8/A

Cyclohexanone, LennoxXLABORATORY SUPPLIES.

8. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human.origin.

9. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal
pharmaceutical substances.

10. SHELF LIFE

Shelf life of medical probing and bougie instruments for arthroscopic
operations:

Tubing intermediary with one-way valve, FMS - 2 years

Tubing intermediary without one-way valve, FMS - 2 years.

11. HOW SUPPLIED

Devices are provided sterile. Sterile only if package is unopened and
undamaged.

and / or



12. OCHOBHbBIE CTAHOAPTBI, KOTOPbIM COOTBETCTBYKOT USAENNA
WM3nenna cootBeTcTBYOT TpebosaHnsam EN 1SO 13485 «M3penuns meguumnHckmne. CUCTEMbI
MeHeIKMeHTa KadecTBa. TpeboBaHua Ana ueneii perynumpoBaHua», EN ISO 16061
«VIHCTPYMEHTBLI 4NA WCMOMb30BaHUA B COYETaHUW C HEAKTUBHBLIMU XUPYPTUYECKUMU
umnnaHtatamun. O6wne TpeboBaHNA».

MonHbIA CANCOK MPUMEHUMbIX CTAaHLAPTOB AOCTYMNEH MO 3anpocy.
13. TPEBOBAHWNA BE3OINMACHOCTU N SPDPEKTUBHOCTUN MU

13.1. MpepynpexaeHuns

* 370 u3fenne npefHasHayeHO TO/MIbLKO AN OAHOKPATHOro WCMo/nb30BaHMs. OHO He
npegHasHa4yeHo AN8 MNOBTOPHOT0 MCMONb30BaHUA WM  MOBTOPHON CTepuamsanuu.
MoBTOpHas 06paboTKa MOXET MPMBECTU K M3MEHEHWUSM XapakKTepuCcTUK MaTepuanos,
HanpumMep, K fedopMaumn W MNOBPEXAEHWIO MaTepuana, 4TO MOXeT CKa3aTbCA Ha
MPOYHOCTM YCTPOMCTBA WM HAPYLWMWTb ero 3KchayaTaLuoHHble napameTpbl. [oBTOpHas
06paboTka yCTpOCTB, MpefHa3sHaYeHHbIX ANS OAHOKPATHOrO WCMNOMb30BAHUSA, TakKXe
MOXET MPUBECTU K MEPEKPECTHOMY 3arps3HeHUI0 W MHMULMPOBAHUIO NauueHTa. AT
PUCKN MOTYT NPeAcTaBiAaTb NOTeHLMabHYI0 0MacHOCTb ANf NaLWUeHTOB.

* Vcnonb3yiiTe TONbKO C HACOCOM W LUE/iBEPOM ANS apTPOCKOMMYECKMNX BMELLIATENbCTB C
npuHagnexHocTamm npounssogctea DePuy Mitek. Inc.

* CTepuibHOCTb COXPAHAETCA TOMbKO B TOM C/ly4yae, €CAu Hagjexawum o6pasom
BbIMONHAKTCA NpoLeAypbl MOATOTOBKM U 3aMeHbl TPY6KU B COOTBETCTBUUN C PYKOBOACTBOM
nonb3oBaTeNns Hacoca W LWeliBepa A1  apCTPOCKOMMYECKUX BMeLlaTenbCTB C
npuHagnexHocTaMmu npounssogctsa DePuy Mitek, Inc.

* MepexogHan Tpy6Ka npefHasHauyeHa UCKNKOYNTENBHO AN 04HOPA30BOro NCMN0Mb30BaHMS
1 noanexart yTUuamM3auny noce Kaxgon npouesypbi.

»llocne Kaxaon XMpypruyeckoin onepaymm yTunm3npyinTe Bce nepexofHble Tpy6Ku.

13.2 Mepbl NpefoCTOPOXHOCTH

e [1pn MCMNONb30BaHUN MNEPEXOAHON TPybKM C OAHOXOLOBbLIM KnamaHOM W MOJaroLiei
Tpy6KM B KauyecTBe OAHOLHEBHOro Habopa B TOYHOCTWM CO6GNOAANTE WHCTPYKLWW,
npuBeAeHHbIE B COOTBETCTBYIOLLEM PYKOBOACTBE MO/b30BATENA HAacoca W LieiiBepa Ans
apTPOCKOMMYECKMNX onepaunii ¢ MPUHAANEXHOCTAMU ANF COXPaHEHNS CTEPUNTLHOCTM.

* MepexogHas Tpy6ka nocTaBnseTcs CTepubHON. CTEPUNbHOCTb COXPAHAETCA TOMLKO B
TOM C/ly4ae, ecin ynakoBKa He BCKPbITa N HE MOBPEXAEHa.

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

12. BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes, EN ISO 16061
Instrumentation for use in association with non-active surgical implants —
General Requirements.

A full list of applicable standards is available upon request.
13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

13.1. Warnings

» This product is for single-use only. It has not been designed to be re-used/re-
sterilized. Reprocessing may lead to changes in material characteristics such
as deformation and material degradation which may impact the strength of
the device and compromise device performance. Reprocessing of single use
devices can also cause cross-contamination leading to patient infection.
These risks may potentially affect patient safety.

e Only use with shaver and pump for arthtroscopic interventions with
accessories manufactured by DePuy Mitek, Inc.

« Sterility is preserved only if the tube installation procedures have been
performed precisely according to the shaver and pump for arthtroscopic
interventions with accessories manufactured by DePuy Mitek, Inc.
Operator’s Manual.

« Inteimediary tubing is for single use only and must be discarded after each
procedure.

« Discard all intermediary tubing after each surgery.

13.2 Precautions

« When using an Intermediary Tube with One-Way Valve and Inflow Tubing
as a one day set, follow instructions in the appropriate operator’s manual for
shaver and pump for arthtroscopic interventions with accessories exactly to
maintain steriUty.

« Intermediary Tubing is provided sterile. Sterile only if package is unopened
and undamaged.

e The product shall be used in accordance with instructions and standard
aseptic techniques, otherwise cross-contamination, infection may occur.



* MpoAyKT cnefyeT UCMOMb30BaTh B COOTBETCTBMM C WUHCTPYKLUMAMMU U CTaHAAPTHbIMU
acenTUYeCKUMKU MeToAamu, B MNPOTUMBHOM Cny4vyae MOXET MPOM30ATU MepeKpecTHoe
3apaxeHue, MHMeKLms.

13.3. 3asBneHune oTHoCUTENbHO MPT 13.3. MRI statement
HenpumeHumo. Not applicable.
14. ONNCAHNE METOOLA CTEPUNNIAL NI 14. DESCRIPTION OF STERILIZATION METHOD

WHCTPYMEHTbl  MeAVMLUMHCKME  30HAUpPYloWMe, Gyxupylowmne ans  npoeegeHus Medical probing and buging instruments for arthroscopic operations are
apTPOCKOMUYECKUX oOMepaLuini  SBNSIOTCA CTepunbHbIMKU - U3denusMu  opHopasoBoro  sterile single-use products and are delivered in a sterile package. Products in
NPUMEHEHMS WU NOCTaBNAKTCA B CTepuUNbHOW YynakoBke. W3genus B ynakoBke packaging are sterilized with ethylene oxide (EO) in accordance with EN I1SO
CTepunusoBaHbl 3TuneHokcmaom (90) B cooTtBetcTBMM ¢ EN I1SO 11135-1:2007. 11135-1:2007. The minimum guaranteed level of sterility (SAL) is IO™.

MWHUManNbLHbIA rapaHTUPOBaHHbIN YpOBeHb cTepunbHOCTU (SAL) cocTaBnsdet 10
15. TPEBOBAHWA K TEXHVWYECKOMY OBCNYXWBAHWIO M PEMOHTY 15. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR

MW OF MD
HenpumeHumo. Not applicable.
16. 3BHAYEHNE CMMBO/MOB, YKA3AHHbBIX HA MAPKNPOBKE MW 16. INTERPRETATIONS OF SYMBOLS USED ON THE PACKAGE
REF Howmep no katanory REF Catalogue number
LOT Koa naptuu LOT Batch Code
|qTY \ KonunuyecTtso gty 1 Quantity
Mcnonb3oBaTb A0 ) Use-by date
JaTta n3rotosseHus |nanr Date of Manufacture
0 He cTepunnsoBaTb MOBTOPHO Do not re-sterilize

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



(§ ) He ncnonb3oBaTbh Npu NoOBpPeEXAeHUN YNaKoBKU

He ncnonb3oBatb NOBTOPHO

1 T bepeyb oT Bnaru
T O6paTnTech K MHCTPYKL UM MO NPUMEHEHUIO
p

TemnepaTypHblil AnanasoH

rnJ MN3rotoBuTtenb

B cooTBeTcTBMM C (pefiepasibHbIM 3aKOHOAaTeNsCTBOM (CLLA) 3aTo

]&l n3genne moxkeT 6bITb NPOAAHO TOILKO Bpayy WaM No Ha3Ha4YeHuUto
Bpava
EC REP YNonHoMoueHHbI NpefcTaBuTeNb B EBponeiickom coobLiecTse
C€ EBponeiickoe cOOTBETCTBUE
STERLMEO CTepunnsaumsa oKCMLoM 3aTuseHa
. |_ OcTopoxkHO! O6paTUTeCh K MHCTPYKLUW MO NPUMEHEHWIO

CoflepXXUT UK NPUCYTCTBYET (hTanat
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wWwC @

IMIii
EC REP

CE

STERLEEO

Do not use if package is damaged
Do not re-use

Keep dry

Consult instruction for use
Temperature limit

Manufacturer

Federal Law (United States of America) restricts this
Device to sale by, or on the order of a physician.

Authorized representative in the European community

European Conformity
Sterilization using ethylene oxide

Caution! Consult instructions for use

Contains or presence of phthalate



17. YOCB/H TPAHT OPTVPOBKN N XPAHEHM

MN3gnenns 4OMKHbI XPaHUTLCA B CYXOM NPOXNafHOM MecCTe.

YcnoBusa TpaHCNOPTUPOBKM

HanmeHoBaHue Jvana3oH
Temnepatypa PekoMeHyeMbIl AnanasoH:

o7-10°Cpo+50°C
OTHOoCcKTEeNbHAS HeT cneyungunyecknux ycnosuin. Misgenvne nsrotoBneHo He 13
BNAXHOCTb BNAro4yBCTBUTENILHOIO MaTepuana
ATmMoOC(epHoe HeT cneyunguuecknx ycnosuii
faBneHue

Ycnosus XpaHeHNA

HanmeHoBaHMe OwvanasoH

Temnepatypa OT +10°C po +35°C. BepxHuii TemnepaTypHbIiA npeaen MoxeT
6bITb YBENMYEH f0 +40°C, HO TONBLKO B CAy4ae, ecnu
ANNTENbHOCTb NpebbiBaHns MW npu +40°C He npeBbllWaeT 24 u.

OTHOCUTENbHASA HeT cneyunduyecknx ycnosuii. 3genme naroToBaeHO He U3

BNIAXXHOCTb BN1aro4YyBCTBUTENbHOIO MaTepuana.

ATMochepHoe HeT cneunguuecknx ycnosui

faBneHne

18. TOPAIOK N YCTIOR/A Y TWVRALY U 1w YH/MHTOMEHFu

npun H806XO,D,MMOCTM n3genne 1 ero ynakoBKa [AOJIXKHbI 6bITb YTUNNU3NpoBaHbl B
COOTBETCTBUU C I'IrVIMEHI/IMbIMVI MECTHbIMW U TOCYyAapPCTBEHHbLIMN Tpe6OBaHI/IFIMVI.

19TAP A

npOM3BOAMTeﬂb npenocTaBAAET rapaHTU, CBA3aHHYK C HeAOCTaTKaMu MeaWUMHCKOro

n3genuns, B TeYeHWE BCEr0 CPOKa FOAHOCTM U3genus.
MponssoaunTens He 6epeT Ha ce65 HUKAKUX AONOMAHNTENbHbIX FrapaHTUIiHbIX 0653aTeNbCTB,

3a UCK/TIOYEHUEM TEX, KOTO?bIe IOEVIgI/I'—IECKVI yTBe;)Kg(EHbI.
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17. CONDITIONS OF TRANSPORTATION AND STORAGE
Devices should be stored in a cool, dry place.

Transportation conditions

Range

Recommended range:

from-10°C to +50°C

i No specific conditions. The device is made
:of non-moisture sensitive material

Barometric pressure | No specific conditions |

Designation
Temperature

Relative humidity

7

Storage conditions

Range
From +10°C to +35°C. Spikes up to 40°C are
acceptable so long as they do not exceed 24 hours

in duration.
No specific conditions. The device is made of non-
moisture sensitive material

Barometric pressure No specific conditions

Designation

Temperature

Relative humidity

18. MD DISPOSAL RULES AND CONDITIONS
If required, the MD must be utilized in accordance with accepted medical

practice and applicable local and national regulations.

19. WARRANTY AND CLAIM
The manufacturer provides warranty regarding disadvantages of medical

device within the whole shelflife period ofthe device.
The manufacturer does not assume any additional warranty obligations,
except those that are legally approved.

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



DePuy Mitek, Inc., 325 Paramount Dr.,

«JelMbo Maiitek, IHK.», CLUA
Raynham, Massachusetts 02767, USA

DePuy Mitek, Inc., 325 Paramount Dr.,
Raynham, Massachusetts 02767, USA

YMNONHOMOUYEHHbIVW NPEACTABUTE/NIb MPOU3BOANTENA B POCCUU: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

00O «/[>KOHCOH & [)XOHCOH» RUSSIA:

121614, Poccus, r. Mocksa, yn. Kpbinatckas, g. 17, kopm. 2. Johnson & Johnson LLC,

Ten. +7 (495) 580-7777, dakc: +7 (495) 580-7878 121614, Russia, Moscow, Krylatskaya str., 17/2.
DL-JNJRUMedical QA@ITS.JNJ.com Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedical OA(S,ITS.JNJ.com
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MepeBog C aHFMIACKOTO si3blKa Ha PyCCKMiA A3bIK

A, PUNNNNNM AXXOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, Bepkuup,
AHINNA, HOTapuyc, B CWy 3aKOHa YMO/IHOMOYEHHbIN Ha COBepLUEeHME HOTapuasibHbIX
NeNCTBUN,

HACTOALWNM MOATBEPXAAKO N CBUAETEJ/IBCTBYO:

YTO Yy MeHS HeT KaKux-1mbo OCHOBaHWI rnoABepraTb COMHEHUIO MOA/IMHHOCTb
npunaraeMoro AOKyMeHTa, a UMEHHO «MHCTPYKUUS N0 NMPUMEHEHUIO ANA MeAULMHCKOro
n3genua» ot 1 nwona 2021 roga, NOANMMUCAHHOIO0 B AHIMNUU OT UMEHU KoMnaHuu «[ellbio

MaliTek, MHK.» (DePuy Mitek, Inc.) Paiiuen Cgeiin3, MeHemkepom 0TfAesia HOPpMaTUBHO-
NPaBOBOro PerynMpoBaHus.

B MOATBEPXOEHWE BbILLEN3/TOXEHHOI O A ckpennsto HacTOAWMA JOKYMEHT
CBOEN MOAMUCLIO W AO/HKHOCTHOWM MeyvaTbio B BbllleyKa3aHHOM I. BuHpA3ope, cerofHs, BO
BTOPHUK, 6 nona 2021 roja.

<nojgnncaHo>
onnnanmn A>XOoHC
HoTtapuyc

+44(0) 1753 851 591

MoXn3HeHHaaA nNuLeH3nAa

MpoLWNUTO 1 CKPEnaeHo NevyaThlo HoTapuyca:
<Kpyrnas penbeHas neyaTb HoTapuyca:
onnnnn XOBAPL AXXOHC; HOTAPNYC; AHI INA>

PerynupyeTcsa KaHuenapuen cyaa apxmenuckona KeHtepbepuinckoro

<Hagnuck 0T pykun: 12715/21>
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<Norotun: AclMbto CanTtes (DePay Synthes)
MAWTEK cnopTte MEAVNCUH LUNT.K SPORTS MRDICrNF?

pynna KoMnaHwii «J>KOHCOH & [)KOHCOH»>

«[elblo MainTek, NHK»
OpraHtoaumna

225 MapamayHT [paiis, PeiiHxem, MaccauyceTc 02767
Agpec

MEHG,EI,)Kep 0T Aena HOpMaTUBHO-NMPaBOBOro perynMpoBaHnA
J0/mKHOCTD

Cseiins, Paiiuen
damunus, nms

01/07/2021
fata: 44.MM.TOT

<nognuncaHo>
Mognuck

NHcTpyKuma MO MpuMeHeHUo Ana MeguumMHCKOro nagenns «MHCTpyMeHTbl MeAULUWMHCKNE 30HAMPYOLWLMe, 6YXnpytoume ans
NpoBefeHNS apTPOCKONMUYECKUX onepaumii»
TpybKa nepexogHas ¢ 04HOX0A0BbIM KianaHom, FMS
TpybKa nepexogHas 6e3 04HOX0A0BOro KnanaHa, FMS
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nepesoAumK Anoax fasug Feopruesuy noanuvcob

Poccuiickaa ®egepaymna
[Topon MockBa

BToporo HosA6psA ABe ThicsAuu ABagLaTh NMepBoro roga

A, MowuceeBa Jlunna BnagmMmmnpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENILCTBYIO
NoAMHHOCTL NOoAMNMCK NepeBoaynKa AnnosaH fasunaa Meoprresnya.

Moanwucb caenaHa B MOEM NMPUCYTCTBUN.

JINYHOCTb MoAnucaBLUEero 4OKYMEHT yCTaHOB/1IeHa. *

3apeructpuposaHo B peectpe: Ne 50/995-H/77-2021- |1S- 415L

YnnayeHo 3a coBepLUeHVe HoTapuasibHoro geictems: 400 py6.

noannmcob Mep6oBas neyatb Fepb6oBas nevatb
HoTapuyca r. MocKBbl HoTapuyca r. MocKBbl
MowceeBoii J1.B. Mowuceesoii J1.B.

J1.B.MowuceeBa

Bcero npoluHypoBaHO, NPOHYMepPoOBaHO U CKpersieHo rnedvaTtbio 13 nuct(-a,-oB).
noariicCob J1.B.MowunceeBa
Poccuiickaa ®egepauyns

Mopos MockBa KA om

BToporo Hosi6ps gBe ThbicsAuu gBaguaTtb neprororoga . / "\

A, Mowuceea Jlunus BnagummpoBHa, HOTapuyc ropoga Meckib™ 1 c] \g™M M

BEPHOCTb KOINnmm C npeacraB/ieHHOro MHe AOKyMeHTa. ro

apenmcTpuposBrlbip B peectpe: Ne 50/995-H/77-2021-
eHue HoTapuasibHOro gei™ytpus: 840 py6. 00 Kon.

J1.B.MowuceeBa

Bcero rano, NPOHYMEpPOBaHO U CKPensieHo revaTbio 13 nucT(-a,-oB).

/7 )Y N.B.Mowuceesa
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KOTluUA

I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn,

DO HEREBY CERTIFY AND ATTEST:

That 1 have no reason to doubt the authenticity of the document
hereunto annexed namely Instruction for use for Medical Device, dated
O1st July 2021 and signed in England on behalf of DePuy Mitek, Inc.,
by Rachel Swales, Regulatory Affairs Manager.

IN TESTIMONY WHEREOF 1| have hereunto set my hand and
affixed my Sea! of Office, in the Town of Windsor aforesaid, this day
Tuesday, 6th July 2021.

FfttrUP JONKS
Notary Public

+44 (0) 1753 851 591

Mv Commission expires on death

Regi'lalcd by the Faculty Office of the Archbishop of Canterbury
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(]) DePuySynthes

MITEK SPORTS MEDICtNE

CornacosaHo/APPROVAL

AN o*Mnbr.K,.,! re
CSmM

AMNB Y .ab  iPriv.- blAc17(-*

Ajpix AUIMVI

H.rno.a.o.v"

~o.ifiKn'iL’UecupniMm

................... -...— m5>vC4ii  blckc>bl/l

<bmnlllc Mma Sumimc Nmix;

0*

Ara”rl MM rrrT'Dtlle ODMM Vr>'Y

DojRuCh'Sf lar;
Signed In England

VHCTPYKW/Ino MPVIVEHEHAOVELVLVHOKOTO
INSTRUCTION FOR USE OF MEDICAL DEVICE

VHCTP>MCHTbI MefUUUHCKNE 30HAMPYIOLWMe, ByXUMpYLoWw e And NpoBefeHNsa apTPOCKONUUYCCKMX ONepaLnii:
Tpy6ka nopatowas, FMS DUO/FMS SOLO
Medical probing and bougie instrumenis for arthroscopic operations: Tubing inllow, FMS DUO/FMS SOLO
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Russian text
1. HAUMEHOBAHWE MEAVUWNHCKOIO N3AQENNA (M) N ETO
KNACCUDPUNKALNA
VNHCTpPYMEHTBI  MefuLMHCKUe
apTPOCKOMMUYECKUX OMepaLuii.
BapuaHT UCNosIHeHUS:
Tpy6ka nogatowas, FMS DUO/FMS SOLO (24 wT. B yNnakoBKe).
Tpy6Kn ABNAOTCA HEUHBA3WBHLIMW WHCTPYMEHTamMy OfHOPa30BOro WCNoJib30BaHu4,
npefHasHaYeHHbIMU AN19 KPATKOBPEMEHHOTO NPUMEHEHNS.
WHCTpYyMeEHTBI  KnaccuuuupyroTcd B cOOTBeTCTBMM C [Mpukasom MwuHuUcTepcTBa
3apaBooxpaHeHuns Poccuiickoin degepaumm No 4H oT 6 nioHA 2012 r. Kak MejuLMHCKOe
nsgenue knacca 1
2.HABHAYEHVWE MEOAVNUMNHCKOIO N3AENNA
VIHCTpYMEeHTbI npeAHasHavyeHbl AN Nojayu MPpUrauuoHHON XUAKOCTU K onepupyemon

30HAMpYlOlMe,  Gyxupylollme AN MPOBEAEHNS

o6nactM ¥ 0TBOfJA JXWAKOCTM U YacTUL, W3 onepupyemoii 061acTu BO BpeMS
apTPOCKOMMUYECKOI XUPYPrin.
WNHCTPYMEHTbI  UCMOMb3YIOTCA C  HAcOCOM U lieiiBepoM AN apTPOCKOMUYECKUX

BMELIATENbCTB C MPUHAAJIEXHOCTAMU B XUPYPruyeckolk 06CTaHOBKE MNepcoHasnoMm,

00YyYeHHbIM apTPOCKOMUN.

3. NMOKA3AHUNA N MPOTUBOMOKA3AHUA K MPUMEHEHWIO MU U

BO3MOXHbIE MOBOYHbLIE 39 PEKTHI

3.1. MokasaHunAa

VIHCTPYMEHTbI MCNOJIb3YTCA COBMECTHO C HACOCOM Y LLENBEPOM A1 apTPOCKOMUYECKMX

BMeLLaTesbCTB C MNPUHALNEXHOCTAMU B apTPOCKOMMYECKON XUPYPruu crneayrowmx

CyCTaBOB: [MJ/IeYeBOro, JIOKTEBOro, /y4ye3anAacTHOro, Ta306eApeHHOro, KOJIEHHOrO,

r0NEHOCTOMHOrO.

3.2.MpoTBOMNOKAa3aHNA, BO3MOXHble HEXenaTenbHble ABIEHUSA, N060UYHbIE 3P PEKTHI
N pUCKH

WHCTPpYMEHTbI  He  MMeT W3BECTHbIX MPOTUBOMOKA3aHUN K MNPUMEHEHWIO B

apTpocKonuyeckoi xupyprun. NMpoTuMBOMNOKa3aHWUA OMNPeSEenatnTCs XUPYPromMm B KaXLoM

KOHKPETHOM C/nyyae Ha OCHOBaHMM 3aboneBaHWii nNauMeHTa W YUUTbIBAlOTCA B

COOTBETCTBUMW C MHOPMALMEN B XUPYPTUUYECKUX TEXHUKAX.

Bo3MOXHble N060YHbIE 3P EKTLI 4N8 TPY6OK:
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English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Medical probing and bougie instruments for arthroscopic operations
Variation:
Tubing inflow, FMS DUO/FMS SOLO (24 pcs in the package).
Tubes are non-invasive single-use instruments designed for short-term use.
Instruments are classified in accordance with Order of Ministry of Health of
Russian Federation Ne4n from 6th June 2012 as medical devices of Class |.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments arc designed for supplying irrigation fluid to the operated
area and removing fluid and particles from the operated area during
arthroscopic surgery.

The tools are used with shaver and pump for arthtroscc”ic interventions with
accessories in a surgical setting by personnel trained in arthroscopy.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are used in conjunction with shaver and pump for
arthtroscopic interventions with accessories in arthroscopic surgery of the
followingjoints: shoulder, knee, ankle, elbow, wrist, and hip.

3.2. Contraindications, possible adverse events, side elTects and risks
There arc no specific contraindications for using instruments in Orthopaedic
surgery. Contraindications to surgical intervention are determined by the
surgeon in each case on the basis of the patient’s disease and are taken into
account in accordance with the information in the surgical techniques for the
selected instrument.

Possible adverse events for tubes:



1. Mo60oYHble 3(h(heKTbl, CBA3AHHbIE C WCNOMbL30BAHWEM 3TOr0 W3JeNns, BKIOYAKT
npo6aembl C paHOW, PaHHIKOI WX NMO3AHIOK MHDEKLNIO.

2. MecTHas UM cucTeMHasn TKaHeBas peakuus, BKIOYas afiNeprumyeckyro peakumio.

3. V136bITOYHOE BbIENEHME XUAKOCTU MOXET NPUBECTM K OTEKY BO3/1e MecTa Onepauun.

4, UH®POPMALUWMNA O MNOTEHUWMAJNBbHBIX TOTPEBUTENAX MW WU
YKA3AHWNA MO MCMNOJIbABOBAHNIO

4.1. ¥ Ka3aHuda No ucnosib3oBaHulo

Tpyb6ku

TpybKM MCNONb3YHTCA COBMECTHO C HacoCOM W LWeliBepoM A8 apTPOCKOMUYECKUX
BMeLIATeNbCTB C NPUHAANEXHOCTAMM.

TpybKa nogatolias obecneymsaeT nogayvy >XUAKoCTU NS UppUratmm oT MppUratMoHHoOro
Hacoca K onepupyemoli 061acTn BO BpeMa apTpocKonuyeckmx npouegyp. icnonbsyetcs ¢
TPpYy6KOI NepexoaHOo.
4.2. TMoTeHUManbHble NoTpedbutTenn MUu

VHCTPYMEHTbI  MCMOMb3YIOTCA C HacocoM W LWeliBepoM ANs  apTPOCKOMUYECKMX
BMELIATENbCTB C MPUHAANEXHOCTAMU B XUPYPru4eckoin 06CTaHOBKE MepCOHaIoM,
06Yy4YeHHbIM apTPOCKOMUU.

4.3. Ycnosua npumeHeHua/akennyataumm MU

VIHCTPYMEHTbI PEKOMEHAYETCA UCMO/b30BaTh NPW YCNOBUAX 3KCMyaTaumnm, yKasaHHbIX B
Tabnuue 1

Tabnuua 1. Ycnosusa npuMeHeHus/akennyartaymm. OnepaymoHHas / B xupypruyeckumx
yCnoBumax

Ycnosua iNennyartayunH

TemnepaTypa OKpYyXatloLen cpegbl 0T21®Cpo025X
[vnanasoH TemnepaTyp Npu UCMONb30BaHUK - TeMnepaTypaTena 0T132°Cpo42°C
OTHOCMTeNbHas BNAXHOCTb OKPY>KatoLLlein cpebl 40-60%
OTHOCMTENbHAA BIAXXHOCTbL BO BPEMA 3KCNAyaTauum npu [o 100%
KOHTaKTe C Te/IOM YenoBeKa

86-106 klMa

ATmMocC(epHOe aaBneHune
5. OMNCAHWME OCHOBHbIX ®YHKUMNOHANBHbLIX SNTEMEHTOB MU
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1. Adverse effects associated with the use of this device include wound
issues, infection, early or late.

2. Local or systemic tissue reaction including allergic reaction
3. Excess fluid extravasation may lead to edema near the surgical site.

4, INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Tubing

The Tubings are accessories to the shaver and pump for arthroscopic
interventions with accesories.

The inflow tubing delivers fluid from the irrigation pump to the operative site
during arthroscopic procedures. The inflow tubing is used with intermediary
tubing and outflow tubing.

4.2. Potential users of MD
The device is intended for use with shaver and pump for arthroscopic
interventions in a surgical setting by per3zonne! trained in arthroscopy.

4.3. Use/operation conditions of MD
The tools are recommended for use under operation conditions indicated in
Table 1.
Tablell. Use/operation conditions. Operating Room / Surgical Setting
For tubes
Operation conditions
Enviromental temperature
Operation temperature range - body temperature
Environmental relative humidity
Relative humidity in operation when in contact
with human body
Barometric pressure

from2rC to 25RC
from 32X to 42°C

40-60%
Up to 100%
86-106 kPa

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD



5.1 OnucaHue OCHOBHbIX PYHKLMWOHaNbHbIX 31eMeHTOB MW
Tpybku nogatrowme FMS DUO / FMS SOLO
Tpy6ka nogatouias obecrneymBaeT nofjayy >XWAKOCTM OT Hacoca W wWeiliBepa Ans
apTPOCKOMMYECKUX BMeLLaTeNbCTB C MNPUHALNEXHOCTAMU K onepupyemoli 061actu BO
BpeMsl apTpocKommMuyeckux npoueayp. Tpybka nopgawolas wcnonb3yeTcs ¢ TpyoOKoW
nepexoAHoi (apTukyn 281142) unn (apTukyn 281103) nnm Tpy6KoiA oTBOASLLEN (APTUKYN
284649 n 284610).
5.2. OCHOBHbIe TeXHUYECKNe XxapakTepuctnkn MU
Tpy6ka nogatoujas, FMS DUO/FMS SOLO
O6uwasa gnmHa: 2745,8 mm +10%
Macca: 126,0r +10%
6.BO3MOXHOCTbL UM ETOAbl MHTEFPAL NN C,LI,PYI'I/IM 7
MEONWUWHCKUMU N3AENNAMMN
N3genna npuMmeHaoTCA COBMECTHO C HAcoCOM W LUeBEpPOM ANA apTPOCKOMUYEeCKUX
BMELLIATENbCTB C NPUHAANEXHOCTAMM.
7.NMEPEYEHb M ONNCAHWE MATEPNANOB MW
- MM, Purell HP 371P (Basell) KpacuTtenb - OCHOBHOW 6enblit hacuTenb, Master Bianco
11060 oT Zefiro S.R.L.
- Anba 2212-118/1RHT CL0O77 NBX, Harmac
- Alpha Gary 2212RHT/1-118 0001, npo3pauHblii, patoop. 3eneHblin, Colorite 7477G
MBX, Harmac
- F'mppodobHas membpaHa Versapor (aKpUoBbIA CONOIMMEP) C MOAUPULMPOBAHHBIM
akpuioBbIM KpunieHnvewm, Pall
-NAKAN® ATA21 Naturale n Renol® - Blue SA51076057-ZA, Pall Medical
- PacwmpeHHaa memb6paHa n3 NTP I HeTkaHasa nonnagpupHas membpaHa, 2mMkm, Pall
Medical
- KoHyc - 6enbiii ABC, HI 121H ot LG Chemical
- Kpbiwka KoHyca - M3, RIBLENE FH 20 o1 Polimeri Europa & Marlex 1409 by
Chevron Phillips, cuHmnii ocHoBHOW KpacuTens Bleu 66669 ot Zefiro
- MonnnponuneH Hu3koi nnoTHocTh: Kog 9700300000 Moplen HP 501 H ot Basell
Polyolefins Blue Colorant:
CuHnit kpacutens, Kog: 9750020000
- MBX, Evicom AM22 W 219 (6e3 nnactugukartopa) u NBX Mixvil AM277/T W219
Blu, Vitalmed
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5.1. General description of functional elements

Inflow Tubing

The Inflow Tubing delivers fluid from the irrigation pump to the operative
site during arthroscopic procedures. The Inflow Tubing is used with
Intermediary Tubing (Ref. 281142) or (Ref. 281103) and Outflow Tubing
(Ref 284649 and 284610).

5.2 The main technical characteristics of MD
Tubing inflow, FMS DUO/FMS SOLO
Overall length: 2745,8 mm £10%
Weight: 126,09 £10%
6. THE POSSIBILITY AND WAYS OF INTEGRATIING WITH
OTHER MD
These tools are used in conjunction with shaver and pump for arthtroscopic
interventions with accessories.
7.LIST AND DESCRIPTION OF MD MATERIALS

PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.

Alpha 2212-118/IRHT CL077 PVC, Harmac

Alpha Gary 2212RHT/1-118 0001 Clear Fluor. Green, Colorite 7477G PVC,
Hamxac

Hydrophobic Versapor (acrylic copolymer) membrane with modified
acrylic housing, Pall ,

NAKAN®ATA21 Naturale and Renol® - Blue SA51076057-ZA
Expanded PTFE Membrane Nonwoven Polyester Membrane Support,
0.2]im, PaU Medical

Spike - White ABS, HI 121H by LG Chemical

Spike Cover - PE, RIBLENE FH 20 by POLIMERI EUROPA & MARLEX
1409 by Chevron Phillips Blue Master Die Bleu 66669 by Zefiro

Low Grade Polypropylene, Code: 9700300000 Moplen HP 501 H by Basell
Polyolefins

Blue Colorant, Code: 9750020000

PVC EVICOM AM22 W 219 (no plasticizer) AND PVC MIXVIL AM2771T
W219 BLU, Vitalmed




- NBX 6e3 DEHP, TSIMA/IGAMMA, Silplast

-MBX Colorite 7077 G-015, Kelpac

- MBX Colorite 6577 G-015, Kelpac

- BASF HeiinoH 6/6 Ultramid 100-11 Natural, Qosina

- UnknorekcaHoH, LennoxLABORATORY SUPPLIES

- 50% mewnxnopug / 50% uunknorekcaHoH, LennoxXLABORATORY SUPPLIES

8. MEPEUEHb MATEPMANOB XNBOTHOIO N (MNWN) HENOBEYECKOT O
MPONCXOXAEHNA

HenpumeHumo. M3fenne He COAEPXUT mMaTepuanos XWBOTHOIO M / UM YeIOBEYECKOTO
NPOUCXOXAEHUS.

9. MHPOPMALNA O NEKAPCTBEHHbIX MPEMAPATAX N (UNK)
PAPMALEBTUYECKMX CYBCTAHUNAX BCOCTABE MU

HenpumeHumo. Mi3genne He COLEPXUT U HE UCNOJIb3YETCA B COUETAHUN C NIeKapCTBEHHbIMU
BELLECTBaAMMU.

10. CPFOK TO4HOCTMKU

CpoK TrOAHOCTU WHCTPYMEHTOB MEAUUMHCKUX 30HAUPYIOLLMX,
NpOBeLEHNS apTPOCKOMMYECKNX ONepauuii:

Tpybka nogatowas, FMS DUO/FMS SOLO - 2 roga.

11. POPMA MOCTABKWU

M3genus nocTaBnslTCA B CTEPUNBHOM BU/E B CTEPUILHON 04HOPA30BOM YNaKOBKe.

oy>Xupyrowmnx ansa

12. OCHOBHbIE CTAHAOAPTbLI, KOTOPBIM COOTBETCTBYKOT U3LAENNA
M3penna cooTBeTcTBYOT Tpe6oBaHMAM EN ISO 13485 «3penua meanumnHckme. CUCTeMbl
MeHe>KMeHTa KayecTBa. TpeboBaHuA Ans ueneid perynupoBaHusi», EN 1SO 16061
«/IHCTPYMEHTbI A1 WCMOMb30BAHWA B COYETAaHUU C HEAKTMBHBLIMU XUPYPrUHECKUMM
nMmnnaHtatamu. O6wme TpeboBaHNUAY.

MoHbIA CNUCOK NPUMEHMMbIX CTAHAAPTOB AOCTYMEH N0 3anpocy.

13. TPEBOBAHWA BESOMACHOCTN N 3P PEKTUBHOCTU MU

13.1. MpepynpexaeHuns

e OTO wu3genvie npejgHasHayeHo TONMbKO ANA OAHOKPATHOro ucnonb3oBaHus. OHO He
npefHasHayeHO Aas MOBTOPHOrO MCMO/Mb30BaHWA WAW  NOBTOPHONW  CTepuansauum.
MoBTOpHaA 06paboTKa MOXET MNPUBECTM K W3MEHEHUAM XapaKTEepUCTUK MaTepuasnos,
Hanpumep, K fgeopmauum W MNOBPEXAEHUK MaTepuana, 4TO MOXET CKasaTbCsi Ha
MPOYHOCTN YCTPOCTBA M HapyWMUTb €ro 3KcnayaTauWoOHHble MapaMeTpbl. [MoBTOpHas
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DEHP-Free PVC TRASP. TS/IMA/GAMMA, Silplast

PVC Colorite 7077 G-015, Kelpac

PVC Colorite 6577 G-015, Kelpac

BASF Nylon 6/6 Ultramid 100-11 Natural

Cyclohexanone, LennoxXLABORATORY SUPPLIES

50% Meth. Chloride/50% Cyclo

8.LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

9. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Not applicable. Devices do not interact with medicinal
pharmaceutical substances.

10. SHELF LIFE

Shelflife of medical probing and bougie instruments for arthroscopic
operations:

Tubing inflow, FMS DUO/FMS SOLO - 2 years.

11. HOW SUPPLIED

Devices are provided sterile. Sterile only if package is unopened and
undamaged.

12. BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN ISO 13485 Medical device - Quality
management system - Requirements forre~atoiy purposes, EN ISO 16061
Instrumentation for use in association with non-active surgical implants —
General Requirements.

A full list of applicable standards is available upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

13.1. Warnings

e This product is for single-use only. Ithas not been designed to be re-used/re-
sterilized. Reprocessing may lead to changes in material characteristics such
as deformation and material degradation which may impact the strength of
the device and compromise device performance. Reprocessing of single use

and / or



06paboTka YCTpPOCTB, MpefHa3HayeHHbIX ANS OAHOKPATHOrO MCNOJ/Ib30BaHUS, TaKXe
MOXEeT MPUBECTU K MNEPEKPECTHOMY 3arps3HEHU0 U UHPUUMPOBaAHWUIO NauueHTa. IOTU
PUCKN MOTYT NPeACTaBNATL NOTEHLNANBHYO OMACHOCTb AN NaLUueHTOB.

* Vcnonb3yiiTe TONBKO C HACOCOM U LLIEABEPOM A1 apTPOCKOMMUYECKMX BMELIATENLCTB C
npuHagnexHoctTamu nponssoactsa DePuy Mitek. Inc.

o CTepu/bHOCTb COXpaHAETCA TO/MIbKO B TOM Cayyae, €ec/iv Hagnexauwmm o6pasom
BbIMOHATCA NpoLeaypbl NOATOTOBKY U 3aMeHbl TPYOKM B COOTBETCTBUN C PYKOBOLCTBOM
nonb3oBaTtenss Hacoca W LWeiBepa Ans8  apCTPOCKOMUYECKMX BMellaTeNbCTB  C
npuHagnexHoctTamu nponssogctsa DePuy Mitek, Inc.

e HanopHaa kamepa Ha MPOTSHXEHUU npouesypbl LO/MKHA OCTaBaTbCA B BEPTUKANbHOM
MOJIOXeHUN,

13.2 Mepbl NpegoCTOPOXKHOCTHU

* Mopgatowan Tpy6Ka NnocTaBaseTcs cTepuabHON. CTEpUIbHOCTb COXPaHAETCA TONbKO B TOM
Cny4ae, eCnu ynakoBKa He BCKPbITa Y He NOBpexJeHa.

» Bo nsbexaHue nospexgeHnsa Tpyoku cnefyet y6eanTbca B TOM, 4TO Tpy6Ka pasmeLeHa
Mo LEHTPY KaHaBKW B Hacoce.

e [pn ycTaHOBKe TpybKM ybeguTecs,
fnethopMupoBaHa.

* [py pacnonoxeHnn Kamepbl 3aNoHEHMA Ha CTOKe y6eanTech, YTO CUMBON Ha Kamepe
3aMO/HEHMA HanpaBfeH K MONb30BaTeNto M TpybKa He nepekpyyeHa. HenpaBunbHoOe
pacnosioXXeHWe MOXET MPUBECTU K MNEPEKPYyYUBaHUIO TPYOKM U OCTAHOBKE [BMXKEHUS
XULKOCTH.

13.3. 3aaBneHne oTHOCUTENbHO MPT
HenpumeHumo.

14. OMNCAHWE METOAA CTEPUNTN3AL NI
WMHCTpYMEHTBI  MefUUUHCKME  30HAUpPYHOLUe,
apTpPOCKOMUYecKMX onepauuii  SBNAKOTCA  CTEPUbHBLIMU
MPMMEHEHUS W TMNOCTaBAAKOTCA B CTEPUIbLHON yMmakoBke. WM3genua B ynakoBKe
CTepunn3oBaHbl 3TuneHokengom (20) B cooTteeTcTBMM ¢ EN SO 11135-1:2007.
MWHUMaNbHbIA rapaHTUPOBAHHbIN YPOBEHb CTepuabHOCTM (SAL) cocTaBnseT

15. TPEBOBAHNA K TEXHNYECKOMY OBCNYXNBAHWIKO N PEMOHTY
MU

HenprnmeHunmo.

yTo pr6Ka HE WMeeT neper|/|60|3 n He

By>Xupytoume Ans  NpoBefeHus
n3genuamu  0fHOPa3oBOro
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devices can also cause cross-contamination leading to patient infection.
These risks may potentially affect patient safety.

e Only use with shaver and pump for arthtroscopic interventions with
accessories manufactured by DePuy Mitek, Inc.

« Sterility is preserved only if the tube installation procedures have been
performed precisely according to the shaver and pump for arthtroscopic
interventions with accessories manufactured by DePuy Mitek, Inc.
Operator’s Manual.

« The pressure chamber must remain vertical during the procedure.

13.2 Precautions

» Inflow Tubing is provided Sterile. Sterile if package is unopened and
undamaged.

* To avoid damage to the tubing make sure that tubing is centered on the
groove ofthe pump.

* When installing tubing, make sure tubing is not kinked or collapsed.

< When positioning the fill chamber in the bracket, make sure that the fill
chamber symbol is facing toward the user and tubing is not twisted. Improper
positioning could cause the tube to twist and obstruct the flow of fluid.

13.3. MRI statement

Not applicable.

14. DESCRIPTION OF STERILIZATION METHOD

Medical probing and buging instruments for arthroscopic operations are
sterile single-use products and are delivered in a sterile package. Products in
packaging are sterilized with ethylene oxide (EQ) in accordance with EN 1SO
11135-1:2007. The minimum guaranteed level of sterility (SAL) is 10"

15. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD
Not applicable.



16. SBHAYEHME CMMBO/0OB, YKA3ZAHHbBIX HA MAPKNPOBKE MW

REF
LOT

|gTY |

\nAnr

Howmep no kaTtanory
Kop naptum

KonnyectBo

Mcnonb3oBaTh 40

Jlarta nsrotosneHns

He cTepunn3oBaTtb NOBTOPHO

He ncnonb3osaTb npn NoBpexXaeHNn yrnakoBKN

He ncnonb3osatb MOBTOPHO

Bepeyb oT BNaru

O6paTUTECh K MHCTPYKLUW NO MPUMEHEHWNIO

TemnepaTypHbIii gnana3oH

MN3rotoBuTenb
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16. INTERPRETATIONS OF SYMBOLS USED ON THE PACKAGE

Catalogue number

Batch Code

Quantity

Use-by date

Date of Manufacture

Do not re-sterilize

Do not use if package is damaged

Do not re-use

Keep dry

Consult instruction for use

Temperature limit

Manufacturer



%0

B COOTBETCTBUM C (pefiepasbHbIM 3aKoHoAaTeNLCTBOM (CLUA) 310
n3genme MoXeT GbITb NPOAAHO TOMLKO BPavy WM NO Ha3HAYEHUIO

Bpaya
EC REP YNonHOMOYEeHHbIV NpeacTaBuTeNns B EBponelickom coobliecTse
C€ EBponeiickoe cOOTBETCTBME
ISTERLEEO CTepunusaumng oKCMaom aTuneHa
.1 OcTopoxHOo! O6paTUTeCh K MHCTPYKL MW MO NMPUMEHEHNIO
‘o.M T CofepXuT unu npucyTcTeyeT hTanar
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EC REP

CE

STERL"EO

ly

T

Federal Law (United States of America) restricts this
Device to sale by, or on the order of a physician.

Authorized representative in the European community

European Conformity
Sterilization using ethylene oxide

Caution! Consult instructions for use

Contains or presence of phthalate



17.YCNOBNA TPAHCMNOPTUPOBKUW U XPAHEHWHA 17. CONDITIONS OF TRANSPORTATION AND STORAGE
M3aenmsa gonXHbl XpaHUTbCA B CYXOM MPOXNagHOM MecTe. Devices should be stored in a cool, dry place.

Y CnoBusA TpaHCMOPTUPOBKM Transportation conditions

HanmeHoBaHMe Awnana3oH Desienation .Range
Temnepatypa PekomeHAyeMmblli Ananas3oH: Temperature [Recommended range:

oT-H0°Cpo+50°C i from-10"C to +50°C
OTHOCUTEeNbHaS HeT cneuundnyecknx ycnosuin. 3genne n3rotoB/ieHO He U3 Relative humidity ' No specific conditions. The device is made
BNaXKHOCTb BNaroyyBCTBUTENLHOIO MaTepuana }ofnon—moisture sensitive material
ATmochepHoe HeT cneuungmnuecknx ycnosuii Barometric pressure No specific conditions
LaBneHme

Storage conditions
Designation Range

From +10°C to +35°C. Spikes up to 40°C are
acceptable so long as they do not exceed 24 hours
in duration.

Relative humidity No specific conditions. The device is made of non-

Ycnosusa xpaHeHus
HanmeHoBaHue [AvanasoH

Temnepatypa Ot +10°C fo +35°C. BepxHuii TeMnepaTypHbIiA npesen MoXeT Temperature
6bITb YBENUYEH 0 +40®C, HO TONLKO B C/y4vae, ecnu
AnnTenbHoCTb NpebbiBaHna M npu +40°C He npeBblWaeT 24 y.

OTHOCUTENbHAA HeT cneymndunyecknx ycnosuii. Vigenve n3rotosneHo He u3 . - ]
BNAXHOCTb BNAro4YyBCTBUTENLHOrO MaTepuana. _ moisture sensitive material

ATMOCthepHoe HeT creuuduLeckmx ycosuii Barometric pressure No specific conditions

faBneHue

18. NOPAAOK N YCNOBUA YTUNTN3AUNU NN YHUUTOXEHWA m u 18, MD DISPOSAL RULES AND CONDITIONS

Mpn HeobXOAMMOCTW W3[eNne W €ero ynakoBka AOMKHbI 6biTb yTunusnpoBaHbl B Ifrequired, the MD must be utilized in accordance with accepted medical
COOTBETCTBMM C MPUMEHUMbIMW MECTHBIMMW W FOCYLaPCTBEHHbLIMMN TPE6OBAHUAMMU. practice and applicable local and national regulations.

19. TAPAHTNA N PEKNAMALNA 19. WARRANTY AND CLAIM

The manufacturer provides warranty regarding disadvantages of medical
device within the whole shelflife period of the device.

The manufacturer does not assume any additional warranty obligations,
except those that are legally approved.

Mpon3BoauTens NpefoCcTaB/seT rapaHTUO, CBA3aHHYH C HeAoCTaTKamMu MeAWLMHCKOro

n3genns, B TEYEHME BCEr0 CPOKA rOAHOCTM M3aenus.
MpounsBoanTenb He 6epeT Ha cebs HUKAKMX JONOTHUTENbHbIX FapaHTUIHbIX 0643aTeNbCTB,

3a UCKNKYEHNEM TeEX, KOTOPbIE KPNANYECKIM YTBEPXKAEHDI.

HAWNMEHOBAHMWE N IOPUANYECKUMALPEC MPOU3BOAUTENSA N NAME AND LEGAL ADDRESS OF MANUFACTURER AND
YMNONHOMOYEHHOIO NPEACTABUTENSA BPOCCUNCKON ®EAEPALNM AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
MPON3BOANTEND; ) LEGAL MANUFACTURER,;
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«[elMblo Maiitek, MIHK.», CLUA DePuy Mitek, Inc., 325 Paramount Dr.,
DePuy Mitek, Inc., 325 Paramount Dr., Raynham, Massachusetts 02767, USA
Raynham, Massachusetts 02767, USA

YMNONHOMOUYEHHbIV MPEACTABUTE/NIb MPOU3BOAUTENA B POCCUMN: AUTHOInZED REPRESENTATIVE OF THE MANUFACTURER IN

000 «[J>KOHCOH & [>KOHCOH» RUSSIA:

121614, Poccusa, r. Mocksa, yn. Kpblnatckas, 4. 17, kopn. 2. Johnson & Johnson LLC,

Ten. +7 (495) 580-7777, dakc: +7 (495) 580-7878 121614, Russia, Moscow, Krylatskaya str., 17/2.
DL-JNmUMedical QA@ rrS.JNJ.com Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

Bb-1K)XnMe<1lcatOA(alll'8.JNJ.com

10
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MepeBof, C aHFMIACKOTOo A3bIKa Ha PyCCKUii A3bIK

A, UNNNN JXXOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, bepkuvp,
AHINNA, HOTapuyc, B CWUJYy 3aKOHa YMO/HOMOYEHHbIA Ha COBepLUeHue
HOTapuasibHbIX AeNCTBUIA,

HACTOALWWM MOATBEPXAAKO N CBUNAETE/IBCTBYO:

YTO Y MEHS HeT KaKux-Mbo OCHOBaHWIA nojBepraTb COMHEHWUIO MOASIMHHOCTb
npunaraemMoro [JOKyMeHTa, a WMEHHO «/HCTPYKUMss 1o MNPUMEHEHUIO
MeauUMHCKOro usgenua» ot 1 mona 2021 ropa, nognucaHHOro B AHIMnMM OT
nmeHn KomnaHum «felbio Malitek, MIHK.» (DePuy Mitek, Inc.) Paiiuen Caeiins,
MeHeXepom oTAesia HOPMaTUBHO-NPAaBOBOr0 PerynpoBaHus.

B MOATBEPXAEHWE BbIWEWN3/TOXEHHOIO A ckpennsaw HacToaluuni
AOKYMEHT CBOei MNOAMUCLI0 W [O/MKHOCTHOM MeyaTbld B BblleyKaszaHHOM T.
BuHpA3ope, cerofHa, Bo BTOPHUK, 6 nona 2021 roga.

<nofnucaHo>
ennnann AXXOHC

HoTapuyc
+44 (0) 1753 851 591

[MoXun3HeHHaa nuueHs3na

MpoLWNTO 1 CKPenaeHo nevyaTblo HoTapuyca:
<Kpyrnas penbegHas neyaTb HoTapuyca:
ONNNNMN XOBAPA AXXKOHC; HOTAPUYC; AHI TNA>

PerynupyeTcs KaHuenspuei cyja apxuennckona KeHtep6epuitckoro

<Hagnucb oT pyku: 12716/21>
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. <Norotun: AelMbto CHHTC3 (DePuy Syathes)
MAUTAK CANPTI MEANCUH LW1TEK SPORTS MEDICINE>

pynna KoMnaHuit «J)XOHCOH & [)KOHCOH»>

COIrACOBAHO

«[elbo MaiiTek, VHK»
OpraHusauyns

325 MapamayHT [paiis, Peiinxem, MaccauyceTc 02767
Appec

MeHe,u,>Kep oTAena HopMmaTUBHO-NMPaBOBOro perynmposaHns
OomkHocTb

Cseiins, Paituen

damunnng, nma

01/07/2021
fata; 44.MM.ITMT

<noanncaHo>
Mognucek

WHCTPYKUPLW MO NPUMEHEHNIO MEQVLIMHCKOIO N3AENUA
NHCTPYMEHTbI MeAULMHCKNE 30HAMPYHOLLME, BYXUpPYHOLWME ANd NPOBEAEHNS apTPOCKONMYECKMX onepaynii;
Tpyb6ka nogatowasd, FMS DUO/FMS SOLO
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nepesoAunK AiinosH Aasug "eopruesny noarnnCb

Poccuiickas ®egepauyms
"opog MockBa
BToporo Hos6ps fABe ThiCAYM ABafLATb NEPBOro roga

A, Mowuceesa Jlnnua BnagnumupoBHa, HoTapuyc ropofa MOCKBbI, CBWAETENLCTBYHO
NOL/IMHHOCTL NOANMCY NepeBogumnka AnnosH dasvaa Meopruesmya.

Moanwuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NOANUCaBLLEro JOKYMEHT yCTaHOB/EHa. *

3apernctpuposaHo B peectpe: X» 50/995-H/77-2021-

YnnayeHo 3a CoBepLUEHNe HOoTapuanbHoro aelicteums: 400 pyo6.

MOANUCH lepboBas neuyatb lep6oBas neyatsb
HoTapuyca r. MockKBsbl HoTapuyca r. MoCKBblI
Mowceesoii J1.B. Mowceesoii J1.B.

J1.B.MowuceeBa

Bcero npoLuHypoBaHo, MPOHYMEPOBaHO M CKpernieHo nevatbto 13 nncT(-a,-oB).

noarmCb J1.B.MownceeBa

Poccuitickas deaepauus
"opos MockBa
BToporo HosA6ps ABe ThiCAYM ABaALATb nep.

A, MowuceeBa Jlnnua BnagumMupoBHa, HOTapuyc ropoja
BepHoCTb Konu™{(|;|BAe5IEHHOTr0 MHe [JOKYMeHTa.

cTpe: X0 50/995-H/77-2021- //-
nnayeHo 3a cobLueinve(*HoTapuanbHoro genor*ns: 840 py6. 00 kon.

J1.B.MowuceeBa
-on B I A | \/ /

\V " *

Bcero npowHypoBaHo, NPOHYMePOBaHO 1 cihensieHo neyaToto 13 nnucT(-a,-0B).

J1.B.MowuceeBa
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KOIus

I, PHILLIP JONES, of Windsor House, Victoria Street, Windsor,
Berkshire, England, Notary Public duly admitted and sworn,

DO HEREBY CERTIFY AND ATTEST:

That | have no reason to doubt the authenticity of the document
hereunto annexed namely Instruction for use for Medical Device, dated
0lst July 2021 and signed in England on behalf of DePuy Mitek, Inc.,
by Rache' Swales, Regulatory Affairs Manager.

IN TESTIMONY WHEREOF | have hereunto set my hand and

affixed my Seal of Office, in the Town of Windsor aforesaid, this day
Tuesday, 6th July 2021.

LLIP JONES
Notary Public

/ +44 (0) 1753 851 591

My Commission expires on death

Reyuialcd by the Faculty Office of the Archbishop of Canterbury
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(?) DePuySynthes
MITEKSPORTS MEDICINE

e3mMmbLua or joliiiign il otumi

CornacosaHo/APPROVAL

pe-Qu”~  Mubelc , (r\c

Oprann9sumH/On(*niHllon

Para rvttiJAl- prm-C. | (3a”nb aH
AapedAddreis

frft*aWs__ Kcoaggc/

JAomkHocTb/Occupation

S'Malgs Racvimi

Pamunus. Nms/ Sumame, Name

n\ | 3ar!

[ 7a A4,MM.MTI/Osle DD MM.YYYY

rioitnHCbi'Signanire

Signed in England
WHCTPYKLMSA NO NPUMEHEHWNIO A1 MeAULVHCKOro n3genus «/IHCTPYMEeHTbI MEAULIMHCKINE 30HAMPYIOLLME» BYXMpYIOLLMe Ans
NpPoBeAeHNS apTPOCKOMMYECKMX OnepaLuiix»

Tpyb6ka nogatowan, FMS VUE

Instruction for use for medical device «Medical probing and bougie instruments for arthroscopic operations»
Tubing inflow, FMS VUE
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Russian text

1. HAUMEHOBAHWE MEAVWUWMHCKOIO N3AENNA (M) N ETO
KITACCUNDPUMNKALWA
WNHCTPYMEHTbI  MefMLUHCKMe
apTPOCKOMMYECKMX onepaLuii.
BapuaHT ncnonHeHus:

Tpy6ka nogarouwas, FMS VUE (24 wT. B yNnakoBKe).

Tpy6Kn SBNSIOTCA HEWHBA3MBHLIMW MHCTPYMEHTaMU OfHOPa30BOr0 WCMO/b30BaHMS,
npeAaHasHauYeHHbIMMW AN KPAaTKOBPEMEHHOTO NPUMEHEHMS.

VIHCTpPYMeHTbl  KnaccuiuuupyoTcs B COOTBETCTBMM C  [pukasom MwuHuMcTepcTBa
3;thaBooxpaHeHunsa Poccuiickoin ®epepaummn Ne 4H oT 6 noHa 2012 1. KaKk MeAULMHCKOe
n3genue knacca 1

2, HASBHAYEHVNE MEAVNLWNHCKOIo N3geningd

WNHCTpYMeHTbI NpeAHasHayeHbl NS NO4a4YN MPPUTALMOHHOW XUAKOCTM K ONepupyemMoit

30HAMpYloWMe,  ByXupyloume ANns  NPOBeAeHUs

06nacT 1 OTBOAA >KWAKOCTM U 4acTUL, M3 OMEpUpyemoit 06nacTu BO BpeMms
apTPOCKOMMUYECKOIN XUPYPriin.
NHCTPYMEHTbI  MCMOMb3YOTCA C  HAacOCOM U  LIEABEPOM [ANs  apTPOCKOMUYECKUX

BMELIATENbCTB C MPUHAANEXHOCTAMU B XUPYPruyeckold 06GCTAHOBKE MepPCOHANoM,

06YYeHHbIM apTPOCKOMUMW.

3. MOKA3AHWA N TTPOTUBOMNMOKA3AHUA KMPUMEHEHWNIO MW

BO3MOXHbBIE MOBOYHbBIE 3®PEKTHDI

3.1. MNMokKasaHua

VIHCTPYMEHTbI MCNO/b3YHOTCH COBMECTHO C HACOCOM U LUEeNBEPOM A1 apTPOCKOMUYECKMX

BMeLLaTenbCTB € MNPUHAANEXHOCTAMU B apTPOCKOMUYECKOW XUPYPrum Ccnegyrolmx

CYyCTaBOB: MJIYeBOro, JIOKTEBOrO, Jly4ye3andAcTHOro, Ta306eApeHHOro, KO/EeHHOrO,

rofIeHOCTOMHOrO.

3.2.MMpoTnBONOKAa3aHUA, BO3MOXHbIE HEXenaTe/bHble ABNEHNSA, N060UYHbIE I (PeKTbI
N PUCKMK

VHCTPYMEHTbI  He  WMMelT W3BECTHbIX MPOTMBOMOKA3aHUA K MNPUMEHEHUID B

apTPOCKOMMUYECKOW XMpyprun. MpoTMBOMNOKAa3aHWS ONPeaensloTcs XUPYPromM B KaXAOM

KOHKPEeTHOM C/lyyae Ha OCHOBaHWWM 3aboneBaHWii nauveHTa W Y4uTbiBAOTCA B

COOTBETCTBMU C MHOPMALLMEN B XMPYPTrUUYECKUX TEXHUKAX.

Bo3MOXHble N060UHbIE 3P eKTbI 418 TPYOOK:

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

English text
1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Medical probing and bougie instruments for arthroscopic operations
Variation:
Tubing inflow, FMS VUE (24 pcs in the package).
Tubes are non-invasive single-use instruments designed for short-term use.
Instruments are classified in accordance with Order of Ministry of Health of
Russian Federation Ne4n from 6th June 2012 as medical devices of Class 1.

2. INTENDED USE AND PRINCIPLE OF OPERATION

The instruments are designed for supplying irrigation fluid to the operated
area and removing fluid and particles from the operated area during
arthroscopic surgery.

The tools are used with shaver and pump for arthtroscopic interventions with
accessories in a surgical setting by personnel trained in arthroscopy.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. Indications

The instruments are used in conjunction with shaver and pump for
arthtroscopic interventions with accessories in arthroscopic surgery of the
following joints: shoulder, knee, ankle, elbow, wrist, and hip.

3.2. Contraindications, possible adverse events, side effects and risl®
There are no specific contraindications for using instmments in Orthopaedic
surgery. Contraindications to surgical intervention are determined by the
surgeon in each case on the basis of the patient’s disease and are taken into
account in accordance with the information in the surgical techniques for the
selected instrument.

Possible adverse events for tubes:



1. TMMo6ouYHble S(p(peKTbl, CBA3aHHbIE C WCMO/Ib3OBaHWEM 3TOr0 wM3[eENNA, BKAKOYAKOT

npo6aemMbl C paHOI, paHHIOK UAW NO34HIOK MHADEKLMIO.

2. MecTHas nnu cucTemHas TKaHeBas peakuus, BKIKOYasa anfiepruyeckyro peakumio.

3. N136bITOYHOE BbifefieHNe XMUOKOCTU MOXEeT NPUBECTU K OTEKY BO3/le MecTa onepauuu.

4. NHPOPMALNA O MNOTEHUWANBHbBIX MNOTPEBUTENAX MU WU
YKA3AHWA MO NCMNONMb3OBAHWIO

4.1. YKa3zaHWAa Mo UCMnosib30BaHUIO

Tpybku

TpybKM MCMONb3YyOTCA COBMECTHO C HACOCOM W LIEiBEPOM A8 apTPOCKOMUYECKMX
BMELLATENbCTB C NPUHAANIEXHOCTAMMU.

Tpy6ka nogatolias obecneymBaeT Nogavy XuLKoOCTU 418 UppuraLmuv oT UPPUraLmoHHOro
Hacoca K ornepupyemoii o6n1acTu BO BpeMs apTPOCKOMNMYecknx npouegyp. Mcnonb3yetcs ¢
TPYOKOW nepexoAHoiA.
4.2. MoTeHuManbHble noTpebutenn MU

VIHCTPYMEHTbI UCMOMIb3YIOTCA C HAcOCOM W LWeliBepoOM AN  apTPOCKOMUYECKNX
BMELLIATENbCTB C MNPUHAAIEXHOCTAMU B XMPYPruyeckoin 06CTaHOBKE MEpPCOHanom,
00yYeHHbIM apTPOCKOMMMN.
4.3. YcnoBus npumMmeHeHunsa/skcnayatayum MU

MHCTPYMEHTbI PEKOMEHYETCSA UCNONb30BaTh NPU YCNOBUAX IKCMNyaTalnmn, yKasaHHbIX B
Tabnuue 1

Tabnuua 1. Ycnosus npumeHeHua/akecnayataunun. OnepayuoHHaa / B xupypruyeckux
YyCNoBUAX

Ycnosusa JKcnayartaunm

TemnepaTtypa OKpyXarLei cpeabl ot21°Cpo25°C
[vanasoH TemnepaTyp Npu MCNONb30BaHUN - TemnepatypaTtena 0T132°Cpo42°C
OTHOCUTeNbHAs BIAXKHOCTb OKPYXXatoLWw et cpegbl 40-60%
OTHOCKTeNbHAaA BIaXXHOCTb BO BpeMs 3KcnayaTaumm npu o 100%
KOHTaKTe C Te/I0M YenoBeKa

86-106 klMa

ATMOC(epHOe faBneHune
5. ONMNCAHNE OCHOBHbIX ®YHKLUWNOHAJIbHbIX 3TIEMEHTOB MW
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1 Adverse effects associated with the use of this device include wound
issues, infection, early or late.

2. Local or systemic tissue reaction including allergic reaction
3. Excess fluid extravasation may lead to edema near the surgical site.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Tubing

The Tubings are accessories to the shaver and pump for arthroscopic
interventions with accesories.

The inflow tubing delivers fluid from the irrigation pump to the operative site
during arthroscopic procedures. The inflow tubing is used with intermediary
tubing and outflow tubing.
4.2. Potential users of MD

The device is intended for use with shaver and pump for arthroscopic
interventions in a surgical setting by persormel trained in arthroscopy.

4.3. Use/operation conditions ofM D
The tools are recommended for use under operation conditions indicated in
Table 1.
Table 1. Use/operation conditions. Operating Room / Surgical Setting
For tubes
Operation conditions
Enviromental tempCTature
Operation temperature range - body temperature
Environmental relative humidity
Relative humidity in operation when in contact
with human body
Barometric pressure

from21°C to 25°C
from 32°C to 42°C

40-60%
Up to 100%
86-106 kPa

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD



5.1 OnuncaHne OCHOBHbIX hYHKLMOHAaNbHbIX 31eEMeHTOB MU
Tpy6kn nogatoune FMS VUE
Tpybka nopgatouwias obecrneymBaeT MoAayy >KMAKOCTM OT Hacoca W LweiBepa ANs
apTPOCKOMUYECKNX BMELLaTeNbCTB C MPUHAANEXHOCTAMM K ONEpupyeMoit obnactu BO
BpeMs apTpocKomnuyeckux npoueayp. Tpybka nogarowas MCNonib3yeTca ¢ TPyoOKoi
nepexoAHon (apTukyn 281142) unu (aptukyn 281103) unun Tpy6bKoli 0TBOAALLEN (AapTUKYN
284649 1 284610).
5.2. OCHOBHble TeXHUYECKNE XapaKTepucTukn MU
Tpy6ka nopgatowas, FMS VUE
O6wasa annnHa: 2370,5 mm £10%
Macca: 115,83 r +10%
6. BOSMOXHOCTbun METOAblI UHTETPALWW C APYTUMWU
MEAVWUMNHCKUNMW U3LAENNAMN
W3genus npumeHATCS COBMECTHO C HAacoCOM M LWERBEPOM AN apTPOCKOMUYECKMX
BMELLATENbCTB C MPUHAANEXHOCTAMM.
7.NMEPEYEHb MNOMNCAHWE MATEPVUATOB MU

- MM, Purell HP 371P (Basell) KpacuTtenb - OcHOBHOI 6enblii KpacuTenb. Master Bianco
11060 ot Zefiro S.R.L.

- Anbha 2212-118/1RHT CLO77 MBX, HarTac

- Alpha Gary 2212RHT/1-118 0001, npo3payHblii, hntoop. 3eneHbiin, Colorite 7477G
MBX, HarTac

- FnpgpodobHas membpaHa Versapor (aKpui0Bblii CONOANMEP) C MOANKDULUPOBAHHbIM
akpunoebiM KpunneHuewm, Pall

-NAKAN® ATA21 Naturale n Renol® - Blue SA51076057-ZA, Pall Medical

- PaclumpeHHas membpaHa u3 NT®P 3 HeTKaHaa nonmaupHas membpaHa, 2mMkM, Pall
Medical

- KoHyc - 6enbiii ABC, HI 121H o1 LG Chemical

- KpblwkKa KoHyca - M3, RIBLENE FH 20 ot Polimeri Europa & Marlex 1409 by
Chevron Phillips, cuHwnii ocHoBHOW KpacuTtenb Bleu 66669 ot Zefiro

- MonunponuneH HM3KoM nnoTHocTK: Kog 9700300000 Moplen HP 501 H oT Basell
Polyolefins Blue Colorant:

CuHuii kpacuTtens, Kog: 9750020000

- MBX, Evicom AM22 W219 (6e3 nnactuukatopa) u NBX Mixvil AM277/T W219
Blu, Vitalmed
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5.1. General description of functional elements

Inflow Tubing

The Inflow Tubing delivers fluid from the irrigation pump to the operative
site during arthroscopic procedures. The Inflow Tubing is used with
Intermediary Tubing (Ref. 281142) or (Ref. 281103) and Outflow Tubing
(Ref. 284649 and 284610).

5.2 The main technical characteristics of MD
Tubing inflow, FMS VXJE
Overall length: 2370,5 mm +10%
Weight: 115,83g+10%
6. THE POSSIBILITY AND WAYS OF INTEGRATIING WITH
OTHER MD
These tools are used in conjunction with shaver and pump for arthtroscopic
interventions with accessories.

7.LIST AND DESCRIPTION OF MD MATERIALS

PP, Purell HP 371P (Basell) Colorant - White Master Dye, Master Bianco
11060 by Zefiro S.R.L.

Alpha 2212-118/IRHT CL077 PVC, Harmac

Alpha Gary 2212RHT/1-118 0001 Clear Fluor. Green, Colorite 7477G
PVC, Harmac

Hydrophobic Versapor (acrylic copolymer) membrane with modified
acrylic housing, Pall

NAKAN®ATA21 Naturale and Renol® -Blue SA51076057-ZA
Expanded PTFE Membrane Nonwoven Polyester Membrane Support,
0.2pm, Pall Medical

Spike - White ABS, HI 121H by LG Chemical

Spike Cover - PE, RIBLENE FH 20 by POLIMERI EUROPA &
MARLEX 1409 by Chevron Phillips Blue Master Die Bleu 66669 by
Zefiro

Low Grade Polypropylene, Code: 9700300000 Moplen HP 501 H by
Basell Polyolefins

Blue Colorant, Code: 9750020000




-MNBX 6e3 DEHP, TS/IMA/GAMMA, Silf»last

-MBX Colorite 7077 G-015, Kelpac

- MBX Colorite 6577 G-015, Kelpac

- BASF HelinoH 6/6 Ultramid 100-11 Natural, Qosina

- LlmknorekcaHoH, LennoxLABORATORY SUPPLIES

- 50% meTtunxnopug / 50% umnknorekcaHoH, LennoxLABORATORY SUPPLIES

8. MEPEYEHb MATEPUANOB XXUBOTHOIO N (MNN) YENOBEYECKOTIO
MPONCXOXAEHWNA

HenpumeHumo. N3genve He COLEPXUT MaTepumanosB XUBOTHOMO U / UM 4eNOBEYECKOro
NMPOUCXOXAEHNS.

9. MHOPOPMALIMA O NEKAPCTBEHHbIX MPEMAPATAX N (W)
PAPMALEBTUNUECKMX CYBCTAHUNMNAX B COCTABE MW

HenpumeHumo. N3penve He cCOLEPXMUT U HE UCMOJb3YETCA B COYETAHUN C NIeKAPCTBEHHBIMU
BeLyecTBamu.

10.CPOK rogHocTw

CpOK rOfHOCTM WHCTPYMEHTOB MeAULMHCKNX 30HAMUPYHOLW KX,
NpoBefEeHNs apTPOCKOMUYECKUX Onepauuii:

Tpy6ka nogarouwas, FMS VUE - 2 roga.

11. POPMA NMOCTABKWU

M3genna noctaBnsTCA B CTEPUNIBHOM BUAE B CTEPU/ILHOW OAHOPA30BOW yNaKoBKe.

6yXupyrowmnx ans

12. OCHOBHbBIE CTAHAOAPTbLI, KOTOPbIM COOTBETCTBYOT U3AENUNA
M3penus cooTBeTcTBYIOT Tpe6oBaHuam EN ISO 13485 «3genns meguumHckue. Cuctemsl
MeHeIKMEHTa KayecTBa. TpeboBaHuA Ans ueneid perynuposaHusi», EN 1SO 16061
«HCTPYMEHTbI [/ WCMNOJMIb30BAHWA B COYETAaHUM C HEAKTUBHbLIMU XUPYPruvyecKumu
nmnnaHtatamu. O6wne TpebOBaHUN».

MONHBIA CNUCOK MPUMEHUMbIX CTAHAAPTOB AOCTYMNEH MO 3anpocy.

13. TPEBOBAHWNA BE3OMACHOCTU N S®PEKTUBHOCTN M

13.1. MNpeaynpexaeHns

e OTO u3fgenve npefHasHaYeHO TOMbKO ANA OLHOKPATHOro ucnofib3oBaHua. OHO He
npegHasHayeHo AN NOBTOPHOrO WCMOMb30BaHWMA WAW MOBTOPHOW CcTepuamsalumu.
MoBTopHas 06paboTka MOXET MPMBECTM K WU3MEHEHWAM XapaKTepucTWK MmaTepuasnos.
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PYC EVICOM AM22 W219 (no plasticizer) AND PYC MDCyiL
AM277AI W219 BLU, yitalmed

DEHP-Free PYC TRASP. TS/IMAIGAMMA, Silplast

PYC Colorite 7077 G-015, Kelpac

PYC Colorite 6577 G-015, Kelpac

BASF Nylon 6/6 Ultramid 100-11 Natural

Cyclohexanone, LennoxXLABORATORY SUPPLIES

50% Meth. Chloride/50% Cyclo

8. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This device does not contain materials of animal and / or
human origin.

9. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or
pharmaceutical substances.

10. SHELF LIFE

Shelf life of medical probing and bougie instruments for arthroscopic
operations:

Tubing inflow, FMS YLLE ~ 2 years.

11, HOW SUPPLIED

Devices are provided sterile. Sterile only if package is unopened and
undamaged.

12. BASIC STANDARDS TO WHICH THE PRODUCTS MEET
Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes, EN 1SO 16061
Instrumentation for use in association with non-active surgical implants -
General Requirements.

A full list of applicable standards is available upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

13.1. Warnings

» This product is for single-use only. It has not been designed to be re-used/rc-
sterilized. Reprocessing may lead to changes in material characteristics such
as deformation and material degradation which may impact the strength of



Hanpumep, K fedopmauuy 1 MOBPEXAEHUIO MaTepuana, 4YTO MOXET cKas3aTbCAd Ha
MPOYHOCTM YCTPONCTBA W HapyWWTb €ro 3KcnayaTauuoHHble napameTpbl. [MoBTOpHas
o6paboTka YCTPONCTB, NpefHa3Ha4yeHHbIX 415 OLHOKPATHOIO WCMOMb30BaHWA, Takxke
MOXET MPUBECTU K MNEPEKPECTHOMY 3arpsa3HeHu0 W MHPULMPOBAHWUIO NauueHTa. 3Tu
PUCKN MOTYT NPeACTaBiATb MOTEHLMaIbHYIO 0MacHOCTbL ANA NalWUeHTOoB.

* Vcnonb3yilTe TONbKO C HACOCOM W LUEBEPOM A1 apTPOCKOMMYECKUX BMeLLaTenbCTB €
npuHagnexHocTamu npounssogctea DePuy Mitek. Inc.

o CTepusbHOCTb COXpaHAeTCAa TOMbKO B TOM Cliyyae, eCAu Hagfiexawum o6pasom
BbINOJIHAKTCA NpoLueAypbl MOArOTOBKM U 3aMeHbl TPYOKM B COOTBETCTBUM C PYKOBOACTBOM
nonb3oBaTens Hacoca W LWeiBepa ANA  apCTPOCKOMMWYECKWX BMeLlaTenbCcTB €
npuHagnexHoctamum npoussogctea DePuy Mitek, Inc.

* HanopHaa Kamepa Ha MPOTAXEHWW npouefypbl AO/KHA OCTaBaTbCA B BEPTUKAbHOM
NOI0XKeHUN.

13.2 Mepbl NpesoCTOPOXKHOCTH

* Mogatowasn Tpy6Ka NocTaBnseTCca CTepubHON. CTEPUIbHOCTb COXPAHSAETCS TONIbKO B TOM
cnydae, eCcnm ynakoBKa He BCKPbITa U He MOBpeXeHa.

* Bo n3bexaHune nospexaeHns Tpyoku cregyet yb6equTbecsa B TOM, YTO Tpy6OKa pasMeLleHa
no LEHTPY KaHaBKMW B Hacoce.

e Tlpn ycTaHOBKe TpybkM YybeauTecs,
fLedopmMupoBaHa.

* [pn pacnonoXKeHnn Kamepbl 3ano/HeHNs Ha CTOMKe ybeamTech, YTO CUMBOJT HA Kamepe
3anofIHEHNA HanpaBneH K Nofib3oBaTento U Tpybka He mnepekpyyeHa. HenpasuiibHoe
pacrnonoXXeHne MOXEeT MPUBECTU K MEPeKpPyuMBaHUIO TPYOKM M OCTAaHOBKE ABUXEHUSA

yto Tpy6Ka HC WMeeT nepernboB M He

XNAKOCTMW.
13.3. 3aaBneHne OTHOCUTENBHO MPT

HenpumeHnmo.

14. ONMNCAHWVE METOOA CTEPUNN3ALUNN

VIHCTPYMEHTbI  MEAMLUMHCKME  30HAUPYHOLWME,  Byxupywowme AN MNPOBEAEHUA
apTPOCKOMMUYECKUX oOMepauuii  SBAAOTCA CTEPUbHLIMU  M3AENNAMM  OfHOPA30BOrO
MPMMEHEHNA W MOCTaBAAKTCA B CTEPWUIbHON yMakoBKe. M3fgenus B ynakoBKe

CTepunM3oBaHbl 3aTuneHokcmgom (30) B cooTteeTcTBMM ¢ EN ISO 11135-1:2007.
MWHUMaNbHbIA rapaHTUPOBaHHbLIA YPOBEHb CTepuibHOCTM (SAL) cocTaBnseT
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the device and compromise device performance. Reprocessing of single use
devices can also cause cross-contamination leading to patient infection.
These risks may potentially affect patient safety.

e Only use with shaver and pump for arthtroscopic interventions with
accessories manufactured by DePuy Mitek, Inc.

« Sterility is preserved only if the tube installation procedures have been
performed precisely according to the shaver and pump for arthtroscopic
interventions with accessories manufactured by DePuy Mitek, Inc.
Operator’s Manual.

» The pressure chamber must remain vertical during the procedure.

13.2 Precautions

» Inflow Tubing is provided Sterile. Sterile if package is unopened and
undamaged.

» To avoid damage to the tubing make sure that tubing is centered on the
groove ofthe pump.

* When installing tubing, make sure tubing is not kinked or collapsed.

* When positioning the fill chamber in the bracket, make sure that the fill
chamber symbol is facing toward the user and tubing is not twisted. Improper
positioning could cause the tube to twist and obstruct the flow of fluid.

13.3. MRI statement

Not applicable.

14. DESCRIPTION OF STERILIZATION METHOD

Medical probing and buging instruments for arthroscopic operations are
sterile single-use products and are delivered in a sterile package. Products in
packaging are sterilized with ethylene oxide (EO) in accordance with EN 1SO
11135-1:2007. The minimum guaranteed level of sterility (SAL) is IO"\



e

15. TPEBOBAHNA K TEXHNUYECKOMY OBCNYXWBAHWNIO N PEMOHTY 15. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
MW OF MD
HenpumeHumo. Not applicable.
16. BHAYEHMNE CMMBON0OB, YKA3AHHbBIX HA MAPKNPOBKE MW 16. INTERPRETATIONS OF SYMBOLS USED ON THE PACKAGE
REF Homep no katanory REF Catalogue number
LOT Kog napTumn LOT Batch Code
|qty | Konunuectso |qty | Quantity
) Vicnonb3oBaTh A0 ) Use-by date
[aTa n3rotoBneHuns |[nnnr Date of Manufacture
He cTepnnm3oBaTb NOBTOPHO Do not re-sterilize
0
He ncnonb30Bath Npu NOBPEXAEHUMN YNAKOBKU (5) Do not use if package is damaged
He ncnonb3oBatb NOBTOPHO Do not re-use
bBepeub oT BNaru Keep dry
'T
0] O6paTuTech K UHCTPYKL MU NO MPUMEHEHNIO I Consult instruction for use
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hl

EC REP

CE

stemleleo

TemnepaTypHbIii gnanasoH

MN3rotoBuTeNb

B cooTBeTCTBMYU C (hefiepanbHbIM 3aKoHoAaTenscTeom (CLUA) aTo
U3fenne MOXeT 6biTh MNPOAAHO TONLKO Bpayy UM MO Ha3HAYEHMIO
Bpauva

YNoNHOMOYEHHbIV NpeacTaBuTeNb B EBponeiickoM coobLiecTee

EBponeiickoe cOOTBETCTBYUE
CTepunusaums oKCUA0M aTuneHa

OcTopoxHo! O6paTnTeCh K MHCTPYKLMW MO MPUMEHEHUIO

CofepXnT UM NPUCYTCTBYET (hTanart
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1J

EC REP

C€

STERLEEO

"k

OEHP

K«

Temperatxire limit

Manufacturer

Federal Law (United States of America) restricts this
Device to sale by, or on the order of a physician.

Authorized representative in the European community

European Conformity
Sterilization using ethylene oxide

Caution! Consult instructions for use

Contains or presence of phthalate



17. YCNOBUA TPAHCNOPTUTOBKW N XPAHEHWUSA 17.CONDITIONS OF TRANSPORTATION AND STORAGE

M3genns SOMKHbI XPaHUTLCA B CYXOM NMPOXNafHOM MecCTe. Devices should be stored in a cool, dry place.
YcnoBus TpaHCMOPTUPOBKM Transportation conditions
HanmeHoBaHue Ownana3oH Desienation Range
Temnepatypa PekomMeHAYyEeMbIA fnanasoH: Temperature Recommended range:
oT-10°Cpo+50°C from-10°C to +50°C
OTHOCUTENbHASA HeT cneuundnyecknx ycnosuii. 13genme n3rotToBneHo He U3 1 Relative humidity =~ No specific conditions. The device is made
B/I&XKHOCTb BNAro4yBCTBUTE/IbHOTO MaTepuana i ofnon-moisture sensitive material
ATMoOcCepHoe HeT cneynduuecknx ycnosuii j Barometric pressure No specific conditions
LaBneHue

YcnoBua xpaHeHUs Storage conditions

HanmeHoBaHue OnanasoH _ Designation 1Range
Temnepatypa OT +10°C g0 +35°C. BepxHuii TemnepaTypHbIii Npeaen MoxeT ll Temperature " From +10°C to +35°C. Spikes up to 40°C are
6bITb YBENMYeH A0 +40°C, HO TONbKO B CMyYae, ecnu lacceptable so long as they do not exceed 24 hours
rUMTENbHOCTL NpebbiBaHMa MU npu +40°C He npeBbiwaeT 24 u. in duration.
OTHOCUTENbHASA HeT cneyuduyecknx ycnoBuit. M3genne nsroToBneHo He u3 Relative humidity  No specific conditions. The device is made ofnon-
BNI@XHOCTb BNIAro4yBCTBMTENLHOTO MaTepuana. _ moisture sensitive material
ATMOChEepHOE HeT crieynduueckix ycnosuii Barometric pressure No specific conditions
faBneHue
18. MOPAAOK N YCNOBUA YTUAN3IALUNN WU YHNUTOXEHMA MU 18. MD DISPOSAL RULES AND CONDITIONS
Mpu HeobXoAMMOCTV W3fenMe W €ero ynakoBKa [0/KHbl 6bITb yTWANM3MPOBaHbl B |frequired, the MD must be utilized in accordance with accepted medical
COOTBETCTBUM C MPUMEHUMbIMU MECTHBLIMU U FOCYAapCTBEHHLIMW TPEGOBAHUAMMN. practice and applicable local and national regulations.
19. TAPAHTUA N PEKNTAMALNA 19. WARRANTY AND CLAIM
MpoussoanTenb NpefocTaB/seT rapaHTUio, CBA3aHHYIO C HefjocTaTKaMu MeAWLMHCKOro The manufacturer provides warranty regarding disadvantages of medical
n3genns, B TeYeHMe BCEro CpoKa rogHOCTU n3aenus. device within the whole shelf life period of the device.
MpoussoanTent He 6epeT Ha cebs HUKaKUX AONONHUTE/IbHBIX rapaHTUiiHbIX 0653aTenbCTB,  The manufacturer does not assume any additional warranty obligations,
32 UCK/IOYEHNEM TeX, KOTOPbIE HOPUANYECKN YTBEPXKAEHDI. except those that are legally approved.
HAMMEHOBAHWE A fOPI/I,EI,I/Il-IECKI/II7I AOPEC NMPON3BOANTENA U NAME AND LEGAL ADDRESS OF MANUFACTURER AND
YMNONHOMOYEHHOIO NPEACTABUTENSA BPOCCUNCKON ®EAEPALNMA  AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
MPON3BOAWNTED; LEGAL MANUFACTURER:
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«felMbo MaiTek, NHK.», CLUA DePuy Mitek, Inc., 325 Paramount Dr.,
DePuy Mitek, Inc., 325 Paramount Dr., Raynham, Massachusetts 02767, USA
Raynham, Massachusetts 02767, USA

YMNONHOMOUYEHHbIN NPEACTABUTE/b MPOU3BOANTENA B POCCUMN: AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

000 «[J>KOHCOH & [I>XXOHCOH» RUSSIA:

121614, Poccus, r. Mocksa, yn. Kpeinatckas, g. 17, kopn. 2. Johnson & Johnson LLC,

Ten. +7 (495) 580-7777, ®akc: +7 (495) 580-7878 121614, Russia, Moscow, Krylatskaya str., 17/2.
DL-JNJRUMedicalQA@rrS.JNJ.com Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedicalOA@rrS.JNJ.com
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MepeBOA C aHFNNIACKOrO si3bIKa Ha pYCCKUA A3bIK

A, NN JXKOHC, BuHasop Xayc, Buktopua Ctput, BuHasop, Bepkump,
AHrNnsa, HoTapuyc, B CWYy 3aKOHa YMNO/IHOMOYEHHbLIW Ha COBepLUeHUe
HOoTapuasbHbIX JEACTBUNA,

HACTOAW MM NMOATBEPXAOAKO N CBUAETEJ/IbCTBYIO:

YTO Y MEHA HeT KaKuX-Mbo OCHOBaHWW nogBepraTb COMHEHWUIO MOA/IMHHOCTb
npuiaraeMoro fAOKyMeHTa, a WMEHHO «W/HCTpyKuMA N0 MPUMEHEHUIO ANns
MeguLUUHCKOro umsgenua» ot 1 uvwona 2021 roga, nognucaHHOro B AHrAum ot
nMeHn kKomnaHum «ellbto Maiitek, IHK.» (DePuy Mitek, Inc.) Paliuen Cgeiins,
MeHeg)XepomM oTfena HopMaTUBHO-NPAaBOBOr0 PerynpoBaHuS.

B MOATBEP)XAEHWE BbIWEWN3MTOXEHHOIO g ckpennsi HacToAwmiA
JOKYMEHT CBOEN MOAMNUCbIO M [O/DKHOCTHOM MevyaTbl0 B BbllLeyKa3aHHOM T.
BuHA3ope, cerogHsA, BoO BTOPHUK, 6 nona 2021 roaa.

<nognucaHo>
ennnnmn AXxXoHC

HoTapunyc
+44 (0) 1753 851 591

MoXW3HeHHaa NnuUeH3nA

MpoLWNTO 1 CKPENIeHO NeyaTbio HoTapuyca:
<Kpyrnas penbethHas neyaTb HoTapuyca:
ONNNNM XOBAPA OXXOHC; HOTAPUYC; AHIM TNA>

PerynvpyeTcs KaHuensipueid cyaa apxumenuckona KeHTep6epuiickoro
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<Norotvn: felMbto CBHTC3 (DePuy Synthes)
MAMTEK cnopTe MEAVNCUH (MITEK SPORTS MbPICINF)

"pynna KoMnaHuin «J>KOHCOH & [)KOHCOH»>

COIrACOBAHO

«[elMbo MainTek, VIHK»
OpraHusauuns

325 MapamayHT OpaiiB, PeiiHxem, MaccauyceTc 02767
Appec

MeHe,cpKep oTaena HOpMaTUBHO-NPaBOBOIro perynnpoBaHnAa
[ 0MKHOCTb

Cseiins, Paituen

damunnung, ums

01/07/2021
Oata: AOMM.TTIT

<noanncaHo>
Mpanucs

WHcTpyKums MO MpuMeHeHWIO AN MeAULMHCKOTO n3aennsa «MHCTPYMeHTbl MeAULIMHCKNE 30HAMpYoLLne, byxmpytolllne ans
NpoBeAeHNst apTPOCKOMUYECKNX ornepawuiny
Tpybka nogarouas, FMS VUE
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nepesoAunK AiinosH fasug "eoprvesny noanmcb

Poccuiickaa ®egepaumns
Nopog MockBa

BToporo Hos6psa aBe ThicAYU ABaALaTb NepBOro roga

A, Mowuceesa Jlunna BnagMmupoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
MOA/IMHHOCTb NOAMNMCK NepeBoYMKa AilnosH Jasuia Meopruesnya.

Mognuce chenaHa B MOEM NPUCYTCTBUMN.

JlnyHocTb NnognucasLLero JOKYMeHT yCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 50/995-H/77-2021- //'

YnnayeHo 3a CoBepLUEHNe HOoTapranbHoro genctans: 400 pyo.

noanuchb Fep6oBas neyaTb Fep6oBas neyaTb
HoTapuyca r. MoCcKBbI HoTapuyca r. MocKBbl
MownceeBoi J1.B. Mowceesoi J1,B.

J1.B.MowuceeBa

Bcero npoLUHypoBaHO, MPOHYMEPOBAHO W CKPEN/eHo nevaTbio 13 nncT(-a,-oB).

noanmcob J1.B.Mowuc

Poccuiickaa degepauyns
fopoa MockBa

BToporo Hosa6psa ABe Thbicsiuu ABaALaTbh nepBoro Mopa’

A, Mowuceesa Jlunna BnagumumpoBHa, HOTapuyc ropoga MockB M upeTte;
BEPHOCTb KONWUW C NPeAcTaBneHHOro MHe AOKYMEHTa.

3aperuc”™o”agio : Ne 50/995-H/77-2021-
Ynna puansHoro aenctan/r*s80 py6. 00 kon.
J1.B.MowuceeBa
Bcero npowHypoBas repoBaHo M CKpeneHo neyvatbto 13 nnct(-a,-oB).

J1.B.MowuceeBa
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