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Russian IFU (English Translation)

EXPLOITATION DOCUMENTATION

Latarjet EXPERIENCE Implants for Treatment of Instability Shoulder (further - Latarjet EXPERIENCE Implants), variations:
1. Latarjet Experience Screw 28 mm, composed of;

- Latarjet Experience Screw 28 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

2. Latarjet Experience Screw 30 mm, composed of:

- Latarjet Experience Screw 30 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

3. Latarjet Experience Screw 32 mm, composed of:

- Latarjet Experience Screw 32 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

4. Latarjet Experience Screw 34 mm, composed of;

- Latarjet Experience Screw 34 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

5. Latarjet Experience Screw 36 mm, composed of:

- Latarjet Experience Screw 36 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

6. Latarjet Experience Screw 38 mm, composed of:

- Latarjet Experience Screw 38 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

7. Latarjet Experience Screw 40 mm, composed of;

- Latarjet Experience Screw 40 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

8. Latarjet Experience Screw 42 mm, composed of:

- Latarjet Experience Screw 42 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.
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9. Latarjet Experience Screw 44 mm, composed of:

- Latarjet Experience Screw 44 mm;

- Latarjet Experience Top Hat (2 per pack), as appropriate;
- Instruction for Use.

DESCRIPTION
LATARJET EXPERIENCE SCREW

LATARJET EXPERIENCE TOP HAT

m

Latarjet EXPERIENCE Implants are single-patient use titanium implants supplied STERILE.

Sterile Latarjet EXPERIENCE Implants include the following:

#  Item Description Cat#
1 Latarjet Experience Top Hat 288231
2 Latarjet Experience Screw 28 mm 288222
3 Latarjet Experience Screw 30 mm 288223
4 Latarjet Experience Screw 32 mm 288224
5  Latarjet Experience Screw 34 mm 288225
6  Latarjet Experience Screw 36 mm 288226
7  Latarjet Experience Screw 38 mm 288227
8  Latarjet Experience Screw 40 mm 288228
9  Latarjet Experience Screw 42 mm 288229
10 Latarjet Experience Screw 44 mm 288230
INDICATIONS
The Latarjet EXPERIENCE Implants are intended to provide the orthopedic surgeon with a means of bone fixation and to assist in the management of reconstructive
surgeries.
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CONTRAINDICATIONS

» Cases when there is an active infection.

« Conditions which tend to retard healing, such as blood supply limitations, previous infections, etc.

« Insufficient quantity or quality of bone.

« Conditions that restrict the patient’s ability or willingness to follow post-operative instructions during the healing process.

« Foreign body sensitivity-where material sensitivity is suspiected, appropriate tests should be made and sensitivity ruled out prior to implantation.
» These devices are not approved for screw attachment or fixation to the posterior elements (pedicles) of the cervical, thoracic, or lumbar spine.

WARNINGS

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

 The Screws may be used with or without the Top Hats - the decision is at the discretion of the physician.

* The Devices should be inspected prior to use to ensure absence of damage.

* The Devices are supplied STERILE and do not require prenise processing.

* The Devices are intended for single-patient use only, reusing or reprocessing the implant may result in bio-contamination, degraded performance, or loss of
functionality.

« Inspect the packaging before use. Iftampering/damage exists or the packaging has been opened or package label is missing, do not use the Devices.

« It is imperative that the surgeon and operating room staff be fully conversant with the appropriate surgical technique prior to using these Devices.

« Until firm bone union is achieved, the patient should restrict physical activities which would place stress upon the Devices. Detailed written instructions on such
limitations should be given to the patient. The patient must be warned that complications such as bending or breakage of the device may occur as a result of weight

bearing or muscle activity.

ADVERSE EFFECTS

« Loosening, bending, cracking or fracture of the screw, or loss of fixation.
* Loss ofanatomic position, rotation or angulation ofthe implant.

« Subluxation of the bone.

« Infection, deep or superficial.

« Allergies and other reactions to the device material.

MRI STATEMENT

Non-clinical testing has demonstrated Latarjet Experience Screws and Top Hats are MR Conditional. A patient with this device can be safely scanned in an MR system
meeting the following conditions:

« Static magnetic field of 1,5T and 3.0T

» Maximum spatial field gradient of 3000 gauss/cm (30T/m)

» Maximum MR system-reported, whole body averaged specific absorption rate (SAR) of 2 W/kg (Normal Operating Mode).
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Under the scan conditions defined above, Latarjet Experience Screws and Top Hats are expected to produce a maximum temperature rise of less than 4.2°C after 15
minutes of continuous scanning.

In non-clinical testing, the image artifact caused by the device extends approximately 12 mm from Latarjet Experience Screws and Top Hats when imaged with a
gradient echo pulse sequence and a 3T MRI system.

INSTRUCTIONS FOR USE

Threaded Bushing (optional)
L1 Drill and tap in the bone graft using the tools provided in the dedicated Instrumentation Set, following the instructions supplied with the set (IFU-133338)*.

2. Insert the Glenoid K-Wire (supplied with Latarjet EXPERIENCE Kits for Installation of Implants for Treatment of Instability Shoulder) or optional flexible wire

through the hole(s) and thread the bushing over the wire strand.
3. Screw the bushing into the tapped hole to its full depth.

WARNING: Do not over-tighten. Overtightening can damage the bone surface.

Sterile Latarjet Experience Screw for Fixation
Verily the lumen length by using the supplied reference instrument.

CAUTION: Correct selection ofthe screw length is important
« For correct positioning of the graft and the implant, first insert the Glenoid K-Wire (provided in Latarjet EXPERIENCE Kits for Installation of Implants for

Treatment of Instability Shoulder) to the required location and introduce the Sterile Latarjet Experience Screw over the wire.
« Tighten the Sterile Latarjet Experience Screw (with or without) the bushing.

WARNING: Care should be exercised; over-tightening to high torque levels can cause damage to the bone and may lead to compromised holding strength.

HOW SUPPLIED
Devices are provided STERILE. Re-use and/or reprocessing are prohibited.

Discard after procedure, even if not used.
PURPOSE
Latarjet EXPERIENCE Implants are intended to provide the orthopedic surgeon with a means of bone fixation and to assist in the management of reconstructive

surgeries.

POTENTIAL USERS OF MD
Orthopedic surgeons.

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



Himedos international

INFORMATION ABOUT PRESENCE OF DRUG, HUMAN OR ANIMAL ORIGIN MATERIAS IN MEDICAL DEVICE
Latarjet EXPERIENCE Implants don’t contain any drug, human or animal origin materials.

MAIN PARAMETERS, CHARACTERISTICS (PROPERTIES) OF MD/TECHNICAL CHARACTERISTICS OF MD

Name Total length, mm Outer diameter of top hat, mm
Latarjet Experience Top Hat 4,80+0,05 6,30%0,05
Len_gth of
Name** WOJ][(;EEJe\EJVan 'II;?]tgatth:crrner\;]v Outer t(:]ifen;;ter;%f screw Outer diameter of screw head, mm
(without
head), mm
Lats‘"gifNE;‘g?:r‘;”ce 28+0.1 30,5+0,1 4,46+0,03 5,85+0,03
Latggjr‘;fNE;‘ger:;”"e 3040,1 32,540,1 4,46+0,03 5,85+0,03
Lat;g‘éf/v'z;‘;?:;”ce 3240,1 345+0,1 4,46+0,03 5,85+0,03
Lat;‘éjrif,v'z;‘fer;ﬁ”ce 3440, 36,5+0,1 4,46+0,03 5,85+0,03
Lat;‘gg/f;‘g%ﬁ”"e 36+0,1 38,540,1 4,46+0,03 5,85+0,03
Lat;‘gifNE;‘gfn”;m’e 38+0,1 40,5+0,1 4,46+0,03 5,85+0,03
Latg;{iﬁger:;“ce 40+0,1 42,5+0,1 4,46+0,03 5,85+0,03
Latgg‘;f/ﬁ‘;?:;“"e 42+0,1 44,5+0,1 4,46+0,03 5,85+0,03
Latarjet Experience 5 4 46,5+0,1 4,46+0,03 5,85+0,03

Screw 44 mm
+""Name of Latarjet Experience Screws refers to the length ofthe screw excluding the head in mm with a tolerance £0.1.
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THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER MEDICAL DEVICES

Latarjet EXPERIENCE Implants intended to provide the orthopedic surgeon with a means of bone fixation and to assist in the management of reconstructive surgeries

can be used with Latarjet EXPERIENCE Kits for Installation of Implants for Treatment of Instability Shoulder, Latarjet EXPERIENCE Instruments for Installation of
Implants for Treatment of Instability Shoulder with accessories and general Orthopedic instruments as well.

MATERIALS
Item Description Material
Latarjet Experience Top Titanium-6Aluminum-
Hat 4Vanadium ELI (ASTM F-136)
Latarjet Experience Titanium-6Aluminum-
Screws 4Vanadium ELI (ASTM F-136)

INFORMATION OF LABELING
Interpretation of symbols used on the package

Catalogue number

REF

“””_j YYYY-MviDD Date of Manufacture
(YYYY-MM-DD)

Use by (YYYY-MM-DD
2 YYYY-MMDD y( )

Sterilized using irradiation
STERILE R
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Caution! Consult instructions
use

Y
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umber of Units

‘ederal Law (United States
&Only £ America) restricts this

evice to sale by, or on the
order of a physician.

Consult instructions for use
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@ not re-sterilize
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Do not use if package is
damaged

gbg European Conformity

MR conditional

A

Russian label on the carton box contains the following information:

- MD name;

- Manufacturer’s name and address;

- Name and address of authorized representative ofthe manufacturer in Russia;
- Number and date of Registration certificate;

- Text"“Apyrogenic, non-toxic”;

- Other clarifying text and symbols.

OPERATION CONDITIONS AND CONDITIONS OF USE OF MEDICAL DEVICE

Environmental conditions

Humidity from 40% to 60%
Temperature from 21 °Ct025°C
Pressure 86kPa-106kPa
Operation conditions

Humidity 100%

Temperature From 32 °Cto 42 “C
Pressure 86 kPa-106 kPa

There are various treatment options including implantation method ofthat may be employed to address the shoulder dislocation and instability conditions with the
specific one chosen by the surgeon dependent on the patient’s disease state, age, overall physical health, level of activity, underlying reason necessitating treatment,

bone loss, deformity, ligament status, etc.
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TRANSPORTATION AND STORAGE CONDITIONS
All devices should be stored in a dry place and keep away from direct sunlight.
The temperature range specified on the package should be observed during transport and storage.

Designation Range

[eTperawre Reconmiended range;
from-10° Cto+50° C.

Relative humidity No special conditions. The

device is made of non-
_ moisture sensitive material.
Barometric pressure No special conditions.

Designation Range

Temperature ~ From+15° Cto +25° C. Spikes
up to 40° C are acceptable so
long as they do not exceed 24
hours in duration.

Relative No special conditions. The

humidity device is made of non-moisture
sensitive material.

Btu-ometric No special conditions.

pressure

SHELF LIFE, USE BY DATE
Shelf life; 5 years from date of manufacture.
Service life: see the section “fINFORMATION ABOUT IMPLANT REMOVAL AND EXTRACTION™

INFORMATION ABOUT IMPLANT REMOVAL AND EXTRACTION
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These devices are intended to be permanent implants under normal conditions. Device Implant removal is a comparable surgical procedure to its deployment.
Compliance with the rules of asepsis and surgical technics must be followed. Planned removal should be carefully weighed against the associated risks ofan additional

surgery.

MD DISPOSAL RULES AND CONDITIONS
The product belongs to class B of the classification of medical waste.
After use or expiration ofthe expiry date, the productand its packaging must be disposed of in accordance with local and state requirements. Use gloves.

Uncontaminated packaging is recycled as household waste.

STERILITY INFORMATION
Latarjet EXPERIENCE Implants are sterilized by irradiation sterilization method.

The Devices are supplied STERILE and do not require pre-use processing.
The Devices are intended for single-patient use only, reusing or reprocessing the implant may result in bio-contamination, degraded performance, or loss of functionality.

Inspect the packaging before use. Iftampering/damage exists or the packaging has been opened or package label is missing, do not use the Devices.

MAIN STANDARD USED BY MANUFACTURER

EN 1SO 14630:2009
ISO 14630: 2012Non-active surgical implants. General requirements

WARRANTY
The manufacturer provides warranty regarding disadvantages of medical device within the whole shelf life period of the device.

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

MANUFACTURER:

“Medos International SARL”, Switzerland,

Medos International SARL,

Chemin-Blanc 38, Le Lode, CH-2400, Switzerland.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:
Johnson & Johnson LLC,

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

Tel. -1-7(495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical OA@.ITS.JNJ.com
* Latarjet EXPERIENCE Kits for Installation of Implants for Treatment of Instability Shoulder and Latarjet EXPERIENCE Instruments for Installation of Implants for

Treatment of Instability Shoulder with accessories are supplied separately.
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[Jepeeod ¢ aHrNNIACKOrO A3blKa Ha PyCCKWiA A3bIK

<Jlorotun: megoc NHTepHewHn (medos intemational)>
COIrMACOBAHO

«Mepoc NHTepHewHn CAP/T»

OpraHunsauns

LLIemeH-BnaH 38, CH 2400 Jle Jloknb, LLBeliLapus
Appec

Crapwuii anpeKTop 0TAeNa HOPMaTUBHO-NPaBOBOrO PerynnpoBaHus
[onXHoCTb

Xpucto, KpnctunH

damunns, nvs

28 mapTa 2019 ropa
fata: 44.MM.ITTT

<nojnwmcaHo>
Moanuckb

NMHCTPYKUWA no MPUMEHEHWIO
MmnnaHTaTbl AN nevyeHns HeeTabunbHOETM NneyeBoro eyetasa Latarjet EXPERIENCE

<nofnmcaHo>

<WTamn: AXXE® PP A3ANO
HoTapuyc
CogapyxecTtBo MaccayyceTc
CpoK AeicTBMsA MOEn NNLLEH3UN
ncrtekaet 4 Hoabps 2022 roga>
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WHCTPYKLUS MO NPUMEHEHWIO Ha PYCCKOM s13biKe (aHr10s3blYHbI NepeBos)

AKCNNYATAUMNOHHAA AOKYMEHTALNA
ViMnnaHTaTbl 415 NeYeHmns HecTabunbHOCTM MeyeBoro cycrasa Latatjet EXPERFfiNCE (ganee umnnantatel Latarjet EXPERIENCE), BapuaHTbl
NCMONHEHUS:
1 BwHT Latarjet Experience 28 MM, B COCTaBe:
- BuHT Latarjet Experience 28 mm;
- M'nnb3a Lataijet Experience (2 wT./yn.) —pu He06X0ANMOCTH;
- VHCTPYKUMSA MO NPUMEHEHMIO.
2. BwHT Latarjet Experience 30 MM, B COCTaBe;
- BuHT Latarjet Experience 30 mwm;
- M'nnb3a Latarjet Experience (2 wtYyn.) - npu He06X0ANMOCTH;
- VHCTPYKUMSA N0 NPUMEHEHNIO.
3. BuHT Latarjet Experience 32 MM, B COCTaBe:
- BuHT Latarjet Experience 32 Mw;
- M'vwnb3a Latarjet Experience (2 wtYyn.) —1pu Heo6XoanMocCTu;
- UIHCTPYKLMA N0 NPUMEHEHWIO.
BuHT Latarjet Experience 34 mm, B cOCTaBe:
- BuHT Latarjet Experience 34 mwm;
- Mvnb3a Latarjet Experience (2 wr./yn.) —pn Heo6xo4nMocCTH;
- HCTPYKUMA N0 NPUMEHEHWIO.
BuHT Latarjet Experience 36 Mm, B COCTaBe:
- BuHT Latarjet Experience 36 mwm;
- M'wnb3a Latarjet Experience (2 wr./yn.) - npn Heo6xo0AMMOCTH;
- VHCTPYKLMA N0 MPUMEHEHWIO.
BuHT Latarjet Experience 38 mm, B cOCTaBe:
- BuHT Latarjet Experience 38 mw;
- Mnnb3a Latarjet Experience (2 wr./yn.) - npn He06X04UMOCTH;
- VHCTPYKLMA NO NMPUMEHEHWIO.
7. BwuHT Latarjet Experience 40 mm, B COCTaBe:
- BuHT Latarjet Experience 40 mw;
- M'nnb3a Lataijet Experience (2 wT./yn.) —pyn Heo6x0AMMOCTH;
- VHCTPYKLMA N0 NPUMEHEHMIO.
BuHT Latarjet Experience 42 mm, B COCTaBe:
- BuHT Latarjet Experience 42 mw;
- M'nnb3a Latarjet Experience (2 wT./yn.) —pu Heo6xoanMocTy;
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- VIHCTPYKUMSA MO NPUMEHEHMIO.

BuHT Latarjet Experience 44 mm, B COCTaBe:

- BuHT Latarjet Experience 44 mwm;

- Mnnb3a Latarjet Experience (2 wr./yn.) - npn He06X04MMOCTH;

- UIHCTPYKLWS MO MPUMEHEHMIO.

OMMNCAHWE
BVHT LATARJET EXPERIENCE

MMNb3A LATARJET EXPERIENCE

MmnnaHTtaTel Latarjet EXPERIENCE npegcTaBnstoT cob60oi TUTAHOBble MMNAaHTaTbl, NMpeAHa3HaYeHHble 419 WCMO/b30BaHWA Yy O4HOM0 NauyueHTa,
KoTopble noctasnaoTca CTEPU/IbHBIMW.

CtepunbHble nvmnnaHTatel Latarjet EXPERIENCE BKtouatoT criegytoLme n3genus;

Mo3nyunsa OnwncaHne nosuuumn Homep no katanory
1 Mmnb3a Latarjet Experience 288231
2 BuHT Latarjet Experience 28 Mm 288222
3 BuHT Latarjet Experience 30 MM 288223
4 BuHT Latarjet Experience 32 Mm 288224
5 BuHT Latarjet Experience 34 Mm 288225
6 BuHT Latarjet Experience 36 Mm 288226
7 BuHT Latarjet Experience 38 mm 288227
8 BuHT Latarjet Experience 40 Mm 288228
9 BuHT Latarjet Experience 42 Mm 288229
10 BuHT Latarjet Experience 44 mm 288230
MOKA3AHUA
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MmnnaHTtaThl Latarjet EXPERIENCE npegHasHaueHbr 415 MCMO/b30BaHNA XMPYPromM-opToneaoM Anas ukcaumm KocTu, a TakKe B KauecTBe
BCMOMOrare/lbHOro cpecTsa Nnpy PeKOHCTPYKTUBHbBIX OnepauusXx.

MPOTNBOMOKA3AHNA

* Cnlyyan aKTUBHOW UHGEKLMN.

* COCTOsIHMSI, KOTOPble MOTYT 3aMea/IsiTb 3aKMUBIIEHNE, HANpUMep, HapyLleHe KPOBOCHABXEeHUS, NPeaLLECTBYHOLLME H(EKUNN N T.4,
 HefloCTaTOUHOE KOMMYECTBO UMM KauecTBO KOCTHOM TKaHW.

* YCrIOBWS, OFPaHMUMBAIOLLME BO3MOXHOCTb WM XKeNlaHWe NalMeHTa BbIMOMHATL MHCTPYKLMM B XOAE NpoLiecca 3aXMB/EHUs NMOC/e onepaLuu.

* UyBCTBMTENbHOCTL K MHOPOAHbLIM TeflaM: Mpy Nofo3peHUK Heo6X0AMO NPOBECTU COOTBETCTBYIOLLME TECTbI, YTOGbI UCKIOUUTL ee [0

VMMNJaHTaLMN.

* [laHHblEe U30eNNs He NpefHa3HauYeHbl Ans KPerieHns uan rKcauum BUHTaMK K 3afHUM 37eMeHTaM (HOXKaM) LWeliHOTo, FpyAHOro UM MOSICHUYHOTO

oTAena no3BOHOYHMKa.

MNPEAYMPEXAOEHUA
* B COOTBETCTBUU C (hefiepanbHbIM 3aKoHO4aTeNbCTBOM (CLUA) 3To n3genue MOXeT 6bITb NPOAAHO TONLKO Bpady WM MO HasHAueHWIo Bpava.

* BVHTbI MOXXHO MCNOMb30BaTHL C MMIb3aMn UM 6e3 HUX - peLlieHne NMPUHYMAETCA BPadoM Ha ero yCMOTPEHMe.
mllepes KaXabIM UCMOb30BaHNEM AaHHbIe U3AeNUs CreflyeT OCMaTpuBaTb Ha NMPeAMET OTCYTCTBUS MOBPEXAEHWIA.

* OaHHble n3genua noctasnsoTcd CTEPUIbHBIMI 1 He TpebytoT 06paboTKy nepes UCNob30BaHMEM.

* [laHHble n3genus npefHasHaveHbl 415 UCNONb30BaHUA TONLKO Y OAHOMO MauMeHTa; NOBTOPHOE UCMONL30BaHMe UK 06paboTka MMNAaHTaToOB MOryT
MPYBECTM K BUOMOTMYECKOMY 3arpsA3HeHNIO, YXYALIEHUIO XapaKTePUCTMK WX NOTepe NPUrogHOCTY.

» OcMaTpuBaiTe ynakoBky nepep 1Ucnosb3oBaHneM. Mpu HannuMm cnefoB HapyLUEHWUS/NOBPEXAEHNUS UM BCKPLITUS YNaKoBKW IGO0 NpU OTCYTCTBUM
3TVMKETKWN Ha YNaKOBKe UCMO/b30BaTb U3AeNuns 3anpeLleHo.

» Obs3aTeIbHO, YTOObI XMPYpPr 1 BCS onepalyoHHas 6purafa B COBEPLUEHCTBE OBafeny COOTBETCTBYHOLLEN XUPYPIrUYeCcKon TeXHNKON nepes
NCMO/b30BaHNEM 3TUX W3LENNIA.

« [10 MOMHOTO CpaLLeHnst KOCTY NaLMeHTY credyeT OrpaHuunTb PU3NYecKyo akTUBHOCTb, KOTOPas BeAeT K Harpyske nsgenus. MauneHTy Heo6xoammo
MpeAocTaBnTb NOAPOGHbIE MUCbMEHHbIE UHCTPYKLMW, KacatoLyecs 3TUX orpaHnyeHnii. MaumeHTa cneayeT npeaynpeauTsb, YTO B pe3ynbTaTe BECOBOI
Harpy3Kyl UM MbILLIEYHOM aKTUBHOCTM MOTYT BO3HUKHYTb OC/IOXKHEHWS, HAaNmpuUMep, N3rnbaHue Uy NosoMKa MMMNaHTaTa.

MOBOYHbLIE P PEKThI

* PacluaTtblBaHue, 13rnbaHue, pacTpeCKMBaHWe UK NOMOMKa BUHTA WK ocnabneHune gukcaumu.
* HapyLueHWe aHaTOMMYECKOTro MOMOXEHWS, BPALLEHWE UK YTNIOBOE CMELLEHIE MMNIaHTaTa.

* MoABbIBMX KOCTH.

* VHdhekuys, Ty6oKast Mn NoBepXHOCTHaS.

« ANINIEPIUY AN MHbIE PEaKLMW Ha MaTepuan U3genus.
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3AABNEHVNE OTHOCUTENIBHO MPT

LoKnMHnYeckme ncnbITaHMA NokKasanu, YTo BUHTbI U rMnb3bl Latarjet Experience yaoBneTBopstOT TpeboBaHNAM MarHUTHO-pe3oHaHcHoi (MP)
6e30MacHOCTM NpU onpegeneHHbIX YCnoBmax. MauneHToB ¢ yCTaHOBMEHHbIMY UMMaHTaTaMy MOXHO 6e30nacHO cKaHupoBaTb B MP-cucTeMe npu
CnefyoLmX YCNoBUAX:

* CTaTnyeckoe marHmTHoe none 1,51 3,0 Th.

» MakcumanbHbIi NPOCTPAHCTBEHHbIV FPpagueHT MarHUTHoro nons 3000 Maycc/cm (30 Tn/m).

» MakcumanbHas ycpefHeHHas yaefibHas NorfioLeHHas MOWHOCTb MOHWU3MPYIOLLEro U3nydeHuns ans scero Tena (SAR) MP-cuctembl He Jo/mKHa
npe.biWwaTh 2 BT/Kr (CTaHAAPTHbIA paboumnii pexxumm).

MpK yKa3aHHbIX BblLLE YCMOBUSX CKAHUPOBaHWS NpearosaraeMoe MakcManbHOe MoBbILLEHME TEMMEPaTYpbl BUHTOB U MNb3 Latarjet Experience npu
15-MUHYTHOM HemnpepbIBHOM CKaHMPOBaHUM cOCTaBNseT MeHee 4,2°C.

[JOKNMHMYECKME UCTbITAHWS NOKa3au, uTo apTediakT M306paXkKeHMs BUHTOB M r/b3 Latarjet Experience npocTUpaeTcs NpUGAnsMTeNnbHO Ha 12 MM
MpY MUCTO/Mb30BaHMUM MOCNEA0BATENILHOCTM FPagneHTHOro 3xo B MPT-cucteMe MOLLHOCTbO 3 Th.

YKA3AHNA MO NCMONBb30OBAHUIO

vnb3a Latarjet Experience (ONunMoHanbHo)

1 MpocBepnuTe U HapexbTe pe3bby B KOCTHOM TPaHCMaHTaTe C NOMOLLLH BXOAALIMX B HA60P creunanbHbIX MHCTPYMEHTOB COMTaCHO MHCTPYKLUAM,
BXOAALLMM B KOMMEKT yKasaHHOro Habopa (IFU-133338)*.

2. BctaBbTe nNpoBoAHUK ana rneHomga K-Wire (BXO4WT B cOCTaB HAb0POB MHCTPYMEHTOB /19 YCTAHOBKM UMMNIAHTATOB As leYeHUs HeCcTabubHOCTM
nneyesoro cyctasa Latarjet EXPERIENCE) unu onumnoHanbHyto MoKyt cnvuy B 0TBepCTNE/0TBEPCTUSA 1 3aBMHTUTE TUb3y Latarjet Experience no

)) cnnLe.

3. 3aBUHTUTE rMnb3y Latarjet Experience B pe3ab60BOe OTBEPCTUE HA BCHO [NY6UHY.

NMPEAYMPEXAEHWE: N36eraiite CAUWKOM CUIbHOTO 3aTArMBaHNA. CIUWKOM CUIbHOE 3aTATMBaHNE MOXET NPMUBECTM K NOBPEXEHMNIO
MOBEPXHOCTU KOCTH.

CTepunbHbIN BUHT Latarjet Experience gns gpukcauuu
MpoBepbTe Fy6UHY NPOCBETA C MOMOLLBI0 BCMOMOraTeIbHOro PePEPEHCHOr0 MHCTPYMEHTA.

BHVMAHWE: Ypes3BblvyailHO BaXXHO MpaBW/IbHO NoA06paTh ANNHY BUHTA.
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* YT06bI 06€CNeYnTb NPaBUIbHOCTb MO3MLMOHMPOBAHMS TPaHCMIaHTaTa M MMMNIaHTaTa, CHayana BCTaB/siiTe B TpebyemMoe MecTo NMPOBOAHUK ANs
rneHonaa K-Wire (BXOAMT B COCTaB HaGOPOB MHCTPYMEHTOB ANS1 YCTAHOBKWM UMMAHTATOB A/15 leYeHUsi HecTabuibHOCTM NJleueBoro cycTaea Latarjet

EXPERIENCE) 1 no HeMy BBOAUTE CTepUnbHbIA BUHT Latarjet Experience.
* 3aTAHUTE CTepWbHbIN BUHT Latarjet Experience (¢ runb3oii Latarjet Experience nnmn 6e3 Hee).

NMPEAYMPEXAEHWE: Mpu paboTte cneayet co6t0gaTb OCTOPOXKHOCTL; CIMLWIKOM CUIbHOE 3aTArMBaHMe C MPMMEHEHUEM BbICOKOTO
KPYTALLEr0O MOMEHTA MOXET MPUBECTU K MOBPEXAEHUIO KOCTU N CHU3UTL HAJEXHOCTb KpPenjeHus.

P®OPMA MNMOCTABKMU
W3penua noctasnaotcs CTEPU/IbHBIMIA. ToBTOpHOE 1cnonb3oBaHue 1/nam 06paboTKa 3anpeLLeHsb.

M3aenvis ¢ NoBPeXAEHHOM CTepubHOI YNakoBKol CNeayeT YyTUIN3UPOBaTh, IAXKE €CIM OHW He UCMONb30Ba/IUCE.

HA3HAYEHUWE
MmnnaHTaThl Latarjet EXPERIENCE npegHa3HayeHbl 419 UCMOMb30BaHMA XUPYProM-opTonefomM AN MKcaumMm KOCTU, a TakKe B KauecTse

BCnomoraresibHOro cpeactsea Nnpu PpeKOHCTPYKTUBHBIX onepaunax.

MOTEHUWANBbHBLIE NOTPEBUTENN MU
Xupypru-optoneapi.

MH®OPMALINA O HANTMYNW B MEOVLMHCKOM W3AENNN NEKAPCTBEHHbIX MNMPEMAPATOB, MATEPVNAOB

XNBOTHOTIO U (MNN) HENOBEYECKOIO MPOUCXOXAEHUNA
MmnnaHTaThl Latarjet EXPERIENCE He cogep)XaTt nekapCTBEHHbIX MpenapaToB, MaTepUasioB XXMBOTHOMO WM Ye/I0BEYECKOTrO MPOUCXOXAEHMS.

[
I OCHOBHbIE MAPAMETPbI, XAPAKTEPNCTUNKWN (CBOI7ICTBA) MWITEXHUYECKNE XAPAKTEPUCTUKIN MW
HanmeHoBaHue O6Lwwas AnnMHa, MM o
BHewHnn AnameTp runb3bl, MM
Mnb3a Latarjet Experience 4,80+0,05 6,30%0,05
OnuHa
paboueii
HaunmeHoBaHne** yacTu BUHTa O6uwasa jANHA BUHTA, MM  BHeWwHWUI gnameTp BHewHNn gnameTp
(6e3 ronoskum), pe3b6bl BUHTA, MM FO/IOBKN BMHTa, MM
MM
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BuHT Latarjet Experience 28 Mm 28+0,1 30,5+0,1 4,46+0,03 5,85+0,03

BuHT Latarjet Experience 30 Mm 30+0,1 32,5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 32 Mm 3240,1 34,5+0,1 4,46%0,03 5,85+0,03
BuHT Lataijet Experience 34 Mm 34+0,1 36,5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 36 MM 36+0,1 38,5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 38 Mm 38+0,1 40,5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 40 Mm 4040,1 42,5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 42 Mm 42+0,1 44 5+0,1 4,46+0,03 5,85+0,03
BuHT Latarjet Experience 44 MM 44+0,1 46,50,1 4,46x0,03 5,85+0,03

**B HauMeHOBaHWUM BUHTOB Latarjet Experience ykasaHa A/iMHa pa6oueil yac M BUHTa (63 rofioBKM) B MM C A0MYyCKoM =0,1-

BO3MOXHOCTb n METOAbl UHTEIPALUWW C APYT MW MEOVNUNHCKUMWN N3QENVNAMUN
MmnnaHtaTbl Latarjet EXPERIENCE, npegHasHa4eHHble ANS MCNOMb30BaHWS XMPYProm-opTonegoMm Ans (ukcaumm KOCTWU, a TakXKe B KayecTBe

- BCMOMOraTe/lbHOro CpeAcTBa MPU PeKOHCTPYKTMBHBLIX OnepaumsxX, MOryT MCMOob30BaTbCA COBMECTHO C Habopamu WHCTPYMEHTOB A/11 YCTAHOBKU
I MMMMaHTaToB A1 NeYeHns HeCcTabunbHOCTM nneveBoro cyctasa Latarjet EXPERIENCE, MHCTpyMeHTaMu 418 YCTaHOBKM MMMNaHTaTOB ANs SieHeHus
HecTabunbHOCTK NneyeBoro cyctasa Latarjet EXPERIENCE ¢ npuHagneXxHOCTAMU, a TakKe CTaHAapTHbIMK OPTONeANYECKUMU UHCTPYMEHTaMMN.
MATEPUNADI
HavmeHoBaHue Matepuan
vnb3a Latarjet Experience Titanium-6 Aluminum-
4Vanadium ELI (B
COOTBETCTBUW CO CTAHLAPTOM
ASTM F-136)
BuHTbI Latarjet Experience Titanium-6 Aluminurn-

4Vanadium ELI (B
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COOTBETCTBMNM CO CTaHAAPTOM
ASTM F-136)

NHPOPMALINA O MAPKVMPOBKE
3Ha4eHMA CUMBOJIOB, YKa3aHHbIX Ha YyNaKoBKe

Howmep no kaTanory

REF
YYYY-MW-00 nsrotosnenns (FMrFr-mMM-AL)
WMcnonszosats go (M rr-mMM-4.4)
YYYY-MM-DD
PagmnaumoHHasa ctepunmnsauns
STERILE R
3anpeT Ha NOBTOPHOE NMPUMEHEHWE
A OcTopoxxHo! O6paTUTECh K MHCTPYKLUW MO
NMPUMEHEHWIO
Martepuan: TmTaH
Konnyectso
MADE IN CpoenaHo B
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[Be Only] oot it
[:]i' mmm
ad
LOT -
@ [He crepwmnoeaTs nosTopHO
®
C‘E Esponefickoe COOTRETCTENE
I A Cosmectimo c MP

PyccKosi3bl4HasA 3TUKETKA, HAHECEHHAs Ha KapTOHHYH KOPOOKY, COAEPXXUT CeAy LY MH(OopMaLMIO:
- HaumeHoBaHne MU,

- HanmeHoBaHVe v afpec N3roToBuTeNs;

- HanmeHoBaHMe 1 agpec ynosHOMOYEeHHOro npeAcTaBuTens nNponssoauTens B Poccuu;

- Homep v faTy PerncrpaunoHHOro ya0CTOBEPEHNS;

- Hagnucbk «<AnvporeHHo, HETOKCUYHOY;

- VIHble NOACHUTE NbHbIE HAAMUCK Y CUMBOJIbI.

SKCMNNYATAUNOHHBLIE YCNOBUA N YCNOBUA MPUMEHEHNA MEAVLIMHCKOTI O N3OENNA
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PekomeHayeTca ncnonb3oBaTb MMnnaHTathl Latarjet EXPERIENCE B cnegytowmx akcnayaTauMOHHbIX YCN0BUSX;
Y cnoBusi oKpyxaroLieit cpegpbl

BnaxHoCTb 40-60 %
Temnepatypa 21-25 °C
[JasneHve 86-106 klMa
Ycnosusa akcnnyatayum
BnaxHocTb 100%
Temnepatypa 32-42 °C
[JasneHve 86-106 Klla

CyLLI'ECTBleT pa3nnyHbie BapnaHTbl Ie4HEHUA, KOTOPbIE MOXXHO NMPUMEHUTL MPWU BbIBUXE NNEYEBOro CycTtaBa N COCTOAHUAX €ro
HecTabunbHOCTU, BK/HOYAA Croco6bl nMmnnaHTauynum, npuyem KOHerTHbIVI BapnaHT BbI6VIpaeTCﬂ XNPyprom B 3aBUCUMOCTU OT CaMOYyBCTBUA
nauneHTa, ero Bo3pacta, COCTOAHNA 340P0BbA B LE/IOM, CTENEHN aKTUBHOCTU, MPUYNHDI, CTaBLUel NnoBOAOM A/1A NieHeHnd, nNoTepun KOCTHOW

TKaHU, fedpopMaLun, COCTOSIHMS CBS30K U T.4.

YCNOBUA TPAHCTIOPTUPOBKW n XPAHEHNA
Bce usgenus fOMKHbI XPaHUTLCSA B CyXOM MeCTe BAaM OT NPAMbIX COTHEUHbIX NyYeid.
Bo Bpems TPaHCMOPTUPOBKM 1 XpaHeHUs He06X0AMMO CobM0aTb TeMNepaTypHbIN AanasoH, YKa3aHHbIN Ha ynaKoBKe.

HanmeHoBaHue AwnanasoH

TemnepaTypa PekomeHayemblii
[AmnanasoH: ot -10°C go
+50 °C.

OTHocuTesbHasnA HeT crneunguyeckmx

B/IQXKHOCTb ycnosuit. V3genve
M3roTOB/MIEHO He 13
B/1aro4yBCTBUTE/IbHOTrO
marepuana.

ATMOC(epHOe faBnieHne  HeT cneyuduyeckmx
YCNOBMWIA.

YcnoBua xpaHeHus:
HanmeHoBaHue AdwnanasoH

TemnepaTypa Ot +15°C pgo +25 °C. BepxHuii
TemnepaTypHbIi Npeaen MOXeT
6bITb yBENMYeH Ao +40 °C, HO
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TOMbKO B CNyYae, ecnu

ANMTenbHOCTL npebbiaHns MU

npy +40 °C He NpeBbINLLET 24 u.
OTHocuTeNbHaA  HeT cneungryecknx ycnosuii.
BI&XKHOCTb M3genve usrotosieHo He 13

B/1aro4yBCTBUTE/IHOIO MaTepuana.
ATmoctepHoe  HeT cneymguyeckux ycnosui.
[fiaBneHvie

CPOK FrOgHOCTW, CPOK CNYXbbl
Cpok rogHoctu: 5 neT ¢ faTbl U3rOTOBMIEHNUS.
Cpok cnyx6bl: cMm. pasgen «MHOOPMALNA Ob YOANEHNN N M3BNEYEHWU MMMNJTAHTATOB»

NMH®OPMALNA Ob YOAANEHWN N U3BNTEYEHWI MMNNAHTATOB

[JaHHble U3fenus npegHasHaueHbl 415 NOCTOSHHOM UMMAAHTALUMM NP HOPMa/bHbIX YCMOBUSX. Y aaneHne nMniaHTaTa SBASeTCs XMpYpruyeckoi
npoLieAypoii, ConocTaBUMoii ¢ NpoLieaypoit ero ycTaHoBKM. Heo6xoumMo cob/tofaTh NpaBuia acenTUKM U XUPYPruieckoii TeXHUKK. PellieHne 06
yAaneHny JoMKHO ObITb TLIATENLHO B3BELIEHO C YYETOM OLIEHKU PUCKOB, CBS3aHHbIX C JOMOMHNUTENLHON onepauyei.

MOPALOK NYCNoBUA YTUNN3ALUNW NN YHNUYHOXEHNA MU

W3penve oTHOCUTCS K Knaccy b Knaccudukaumum MeauumMHCKUX OTX0/0B.

Mocne MCMoNb30BaHUs UM OKOHYaHWS CPOKa FOHOCTW U3eNie U ero ynakoBKa A0/MKHbI GbiTb YTUAN3MPOBaHbI B COOTBETCTBUM C NOKANIbHLIMU 1
rocyjapCTBeHHbIMM TpeGoBaHMAMM. VIcnonb3oBaTh NepyaTku.

HesarpsisHeHHast ynakoBKa 3TUNU3NPYeTCs KakK 6bITOBble OTXOAbI.

NMH®OPMALUWA O CTEPUJIBHOCTHN

MmnnaHTatel Latarjet EXPERIENCE cTepununsytoTcs METOAOM pagvaLMoHHON cTepuamsanm.

[aHHble nzgenua noctasnstotcs CTEPUJIBHBIMW u He TpebytoT 06paboTKu nepes UCno/b30BaHUEM.

[aHHble n3genua npegHasHayveHbl Ans UCNOMb30BaHWSA TOMbKO Y OAHOr0 NauueHTa; MOBTOPHOE UCMO/b30BaHUe Uan 06paboTka MMMNIAHTaTOB MOryT
NPUBECTU K BMONOTrMYECKOMY 3arpA3HEHNIO, YXYALIEHNIO XapaKTepucTUK Unn notepe npurogHocT. OcmaTprBaiiTe ynakoBKy nepes
1cnonb3oBaHMeM. Mpy HaNMUMK CNefoB HapYLLIEHWUS/MOBPEXAEHNUS UM BCKPbITUA YNAKOBKMW MO0 NpU OTCYTCTBUM 3TUKETKM Ha YNakKOBKe
NCMNoNb30BaTh U3AeNna 3anpeLleHo.

OCHOBHOW MPUMEHAEMbIN MPON3BOANTENEM HALVOHABHbBIN CTAHOAPT:

EN 1SO 14630:2009
1ISO 14630:2012 HeaKTuBHbIE X1PYpPruyeckne umnnaaHtaTol. Obuine TpebosaHus
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FAPAHTUNA N PEKTTAMALIVA
MponssoanTe/b NPefoCTaB/AET rapaHTUIO, CBA3AHHYIO C HeoCTaTKaMW MeULIMHCKOTO U3JeNNs, B TEUEHIe BCEro Cpoka rofHoCTW U3aenus.
MpounssoamnTenb He 6epeT Ha ce6 HUKaKMX JOMOSHUTENbHBIX FapaHTUAHLIX 0653aTe/bCTB, 3a UCK/IHOYEHeM TeX, KOTOPbIe IOPUAUYECKN YTBEPXKIEHDI.

f MPON3BOANTESb:
“Megoc NHTepHenwHn CAPJT”, LLseliapus,
Medos International SARL,
Chemin-Blanc 38, Le Locle, CH-2400, Switzerland.

YMNOMHOMOUYEHHOW MPEACTABUTE/b MPOU3BOANTENS B POCCUN:
000 «[KOHCOH & [HKOHCOH», 121614, 1. MockBa, yn. Kpblnatckas, g. 17, kopn. 2.
Ten. +7(495)580-7777, dakc; +7 (495) 580-7878

DL-JNJRUMedical OA@ITS.JNJ.com

* Habopbl MHCTPYMEHTOB AN YCTAHOBKM MMMIAHTATOB A4N1 SIeYeHNs HeCcTabunbHOCTIU MieyeBoro cyctasa Latarjet EXPERIENCE v MHCTpyMeHTbI 4515
YCTaHOBKM MMMNIAHTaTOB AN leYeHns HecTabunbHOCTU nneveBoro cyctasa Latarjet EXPERIENCE ¢ npuHagieXXHOCTSMI NOCTaBASATCA OTAEMbHO.
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MepeBoj aHHOTO TeKcTa /binuiHeH ncpceodnui :oM Acbiball AHApeemM AtaHacbeBryem

NoAnuch

Poccuitickas depgepayms
"opog Mocksa
[eBaToro anpenst Age ThiCAun feBATHAALATOrO roga

A, MapTbliHOBa HaTanma AHApeeBHa, BpeMEHHO WCMOMHAKIUas 06583aHHOCTM HoTapuyca ropoga Mockebl AkumoBa [ne6a bBopucosuua,
CBUAETENbCTBYIO MOA/MHHOCTb Nognucy rnepesofyumnka HAcelibal AHapes AaHacbesnya.

Mognwuck chenaHa B MOEM MPUCY TCTBUN.

JIn4HOCTb NognucasLLIEero JOKYMEHT yCTaHOoB/EHA.

Poccuiickas ®epepauus

3aperncTpupoBaHo BpeecTpe: No 77/09-H/77-2019- ~ ropos Mockea
09 AN~A-2WA.. - roga

A, MapTbiMoBa Hartanma AHApBaaHa, BPEMEHHO WCNOJHALWasn

B3bickaHO rocyfapcTBeHHOV NowwvHbl (Mo Tapudy): 100py6. g e 1 ShaTamoons e T CooH 2.
YnnayeHo 3a okasaHue ycnyr npaBoBOro M TexXHUYeckoro xapakrepa: 200 py” dap|mctpuposavo a pasctpe: M i, 77/09-H/77r20l

(pcynapenamunoA nownmHel (no Tapudy):__ 1 Y
YnnayeHo  )kOLUiia yBnyT npaBoBoto u

NOANVChL

FepboBas nevatb V6 < H/. MapTbiHO/a

HoTapuyca r. MocKBbI HA.

AxkuwvoBa [ .b.

MpoLLHYpoBaHO, NPOHYMepPoBaHo 1 ckpenseHo nedaThio I b ancT(-a

BPWO HoTapunyca
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