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Disposable Surgical Instruments
Instructions for Use

DESCRIPTION

Manual surgical instruments are nonpowered, hand-held medical devices.
INDICATIONS

Manual surgical instruments are intended for use in arthroscopic and orthopedic surgery.

~ WARNINGS AND PRECAUTIONS
Warnings

Do not use if package is open or damaged.

Do not resterilize or reuse as this may result in product malfunction, failure, or
patient injury and may also expose the patient to the risk of infectious diseases.
Do not use the product after the "use by" date printed on the label. Device
performance and patient safety may be compromised if the product is used after
its expiration date.

Precautions

Prior to use, examine the instrument(s) and check for proper functioning.

The instrumentation is designed for use by surgeons experienced in the
appropriate specialized procedures. It is the responsibility of the surgeon to
become familiar with the proper techniques.

Additional precautions include those applicable to any surgical procedure. In
general, careful attention must be paid to asepsis and avoidance of anatomical
hazards.

POSSIBLE ADVERSE EFFECTS
As with any surgical procedure, there is risk involved. Potential complications
associated with the use of these devices may include:

Pain at the incision or surgical site
Infection

Reaction to device materials

Bone damage or fracture

Injury to surrounding tissues
Nerve injury or palsy
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e Treatment failure

MATERIALS
e The instruments are made with surgical grade stainless steel and (where
applicable) nitinol, aluminum and/or medical grade plastics that are biocompatible
for human use.
e The instrument is not made with natural rubber latex.
e The instrument does not contain DEHP.

HOW SUPPLIED

The devices are supplied STERILE for SINGLE USE ONLY; see the package labeling for
the sterilization method. The devices are only sterile if the packaging is not opened,
damaged or broken.

STORAGE
Store away from moisture and direct heat.

DISPOSAL

International and US regulations require controlled disposal of used and unused medical
devices. Used devices must be disposed of in accordance with applicable government regulations
and Medical Waste Management Plans/Acts.

CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function, and workmanship for single patient use
only. DO NOT REUSE.

THIS WARRANTY IS IN LIEU OF ALL OTHER WARRANTIES, EXPRESS,
IMPLIED, AND/OR STATUATORY, INCLUDING BUT NOT LIMITED TO,
WARRANTIES OF MERCHANTABILITY, FITNESS, AND/OR SUITABILITY
FOR A PARTICULAR PURPOSE, AND OF ALL OTHER OBLIGATIONS OR
LIABILITIES ON THE PART OF ARTHROCARE.

Product Complaints
All questions or concerns should be directed to Customer Service or an authorized

Customer Service representative.

ArthroCare Corporation

7000 West William Cannon Drive
d Austin, TX 78735 USA

Phone: (800) 343-5717

www.arthrocare.com

Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14
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78532 Tuttlingen Germany

SYMBOLS LEGEND
1Symbol Definition
REF Catalogue Number

LOT Lot Number

Use-by date

Consult instructions for use

Do not re-use

®

(g) Do not resterilize

Do not use if package is damaged
(8)

Keep away from sunlight

Keep dry

A Caution

. Sterilized using irradiation
Isterilel r

Ml

Manufacturer

Authorized Representative in the
European Community

Caution: Federal Law (USA and

RX Only Canada) restricts this device to

sale by or on the order of a

physician

CE mark and ldentification number
C:€ of Notified Body. The product meets
0123 the essential requirements of the

Medical Devices Directive
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(93/42/EEC as amended by
2007/47/Ea.

~Trademark of Smith & Nephew.

This product may be covered by one or more US Patents.
See smith-nephew.com/patents for details.

© Smith & Nephew 2018.
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ADDENDUM TO THE INSTRUCTION FOR USE
FOR MEDICAL DEVICES (MD)
V'DISPOSABLE KIT FOR Q-FIX SUTURE ANCHOR"

Version 2
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When delivering a product to the Russian Federation, the information contained In this addendum
to the instruction for use is a priority.

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
Disposable kit for Q-fix suture anchor, variations:

1. Disposable kit for 1.8 mm Q-Fix suture anchor, contents:
1.1 Drill guide (fish mouth)

1.2 Drill

1.3 Obturator (sharp)

1.4 Instruction for use

2. Disposable kit for 2.8 mm Q-Fix suture anchor, contents:
1.1 Drill guide (crown)

1.2 Drill

1.3 Obturator (blunt)

2.4 Instruction for use

2. INTENDED USE
Surgical instruments are intended for use in preparation for implantation of shoulder arthroscopic
Q-Fix fixators.

3. POTENTIAL USERS OF MD

The product is intended for medical specialists experienced in the field of traumatology and
orthopedics and received appropriate training. The product is intended for use in the operating
room of a medical institution.

4, CONTRAINDICATIONS
None.
5. POSSIBLE ADVERSE EFFECTS WHEN USING A MEDICAL DEVICE

See p. «POSSIBLE ADVERSE EFFECTS» in IFU.
6. TECHNICAL & FUNCTIONAL CHARACTERISTICS OF MEDICAL DEVICE

Dimensions tolerance + 5%, unless otherwise specified

1.Disposable kit for 1.8 mm Q-fix suture anchor, contents:
1.1 Drill guide (fish mouth)
1.2 Dirill
1.3 Obturator (sharp)
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1 1.4 Instruction for use

Scheme :

vV
Drill guide "fish mouth™
Length, mm 117,09 + 0,25
Outer diameter (maxi, mm 32,00 + 0,25
Th_e ha_ndle of the Inner diameter of the proximal part of the 28.83 + 0,13
drill guide handle (max), mm
Diameter of the inner hole of the handle, 2.29 + 0,05
mm
+
Drill guide tube Length (maxi, mm 135,13 £0.25
Diameter, mm 3,94 = 0,03
Strength of connection of the drill guide tube to the handle Not less then 133 N
Ra Roughness not more than 0,8 um
Hardness not less than 27 HRC
Radius of blunting of the working part, mm not more than 0,03
Weight of the drill guide, g 32,46 + 0,53
Drill
Length, mm 25,15+ 0.25
Drill shank Diameter, mm 2,16 = 0,03
Radial runout, mm <0,11
Drill stop Length, mm 58,17 0,13
Diameter, mm 15,24 + 0,13
Lengh (maxi mm 219,46 = 0,13
Diameter, mm 2,16 + 0,03
Length of the drill cutting part 35,56 + 0,25
Drill working part (maxj, mm
9p Width of the laser tag, mm 2,03 + 0,13
Leng_th from the laser tag to 2501 + 0,25
the tip, mm
Cutting angle 60°+1°
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Cutting angle of the tip 120=+io

surface
The angle of screw groove 15°+1°
streng_th of connection of the drill working part to the shank Not less then 222 N
and drill stop
Ra Rouahness Not more than 0,8 um
Hardness 40 - 45 HRC
Radius of blunting of the working part, mm Not more than 0,03
Weight, g 11,88
Obturator sharp
Total length, mm 285,50 +0.25
. Length, mm 241
Obturator working part Diameter, mm 211 + 0,03
Diameter (max), mm 33,53 + 0,25
Width of the handle part
Handle . . . .
inserted into the drill guide, 27,03 + 0,01
mm
ﬁtrength of connection of the obturator working part to the Not less then 133 N
andle
Radius of the working part rounded tip, mm 0,38 = 0,13
Ra Roughness Not more than 0.8 um
Hardness Not less than 40 HRC
Weight, g 15,45

2.Disposable kit for 2.8 mm Q-flx suture anchor, contents:
2.1 Drill guide (crown)

2.2 Drill

2.3 Obturator (blunt)

2.4 Instruction for use

Scheme :

. X

Drill guide '4rown"

Length, mm 117,09+ 0,25

Outer diameter (max), mm 32,00 £ 0,25
The handle of the drill guide Inner diameter of the

proximal part of the handle 28,83 + 0,13

(max), mm
Diameter of the inner hole of

the handle, mm 3,35 + 0,05/ -0,10

Drill guide tube Length (max), mm 185,13 £ 0,25
Diameter, mm 4,75 = 0.03
Strength of connection of the dri 1 guide tube to the handle Not less then 133 N
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Ra Roughness
Hardness

Radius of blunting of the working oart. mm

Weight, g
Drill

Drill shank

Drill stop

Drill working part

Length, mm
Diameter, mm
Radial runout, mm
Length, mm
Diameter, mm
Length (max) , mm

Diameter, mm

Length of the drill cutting part
(max), mm

Width of the laser tag. mm
Length from the laser tag to
the tip, mm

Cutting angle

Cutting angle of the tip
surface

The angle of screw groove

Strength of connection of the dr Il working part to the shank

and drill stop
Ra roughness
Hardness

Radius of blunting of the working

Weight, g
Obturator blunt
Total Length, mm

Obturator working part

Handle

part, mm

Length, mm

Diameter, mm

Diameter (max), mm
Width of the handle part
inserted into the drill guide,
mm

Strength of connection of the obturator working part to the

handle

Radius of the working part rounded tip, mm

Ra roughness

not more than 0,8 gm
not less than 27 HRC
not more than 0.03
33,59

25,15* 0,25

3,12 =+ 0,03

<0,11
54,76 +0,13
15,24 0,13
222,89 +0,13

3,12 + 0,03

40,64 + 0,25

2,03 +0,13

29,72 +0,25
60°+lo

12°=xl1°

15°+1°

Not less then 222 N

Not more than 0,8 gm
Not less than 40 HRC
Not more than 0,03
20,07

283,21 = 0,25
238,68 = 0,25
3,07 =£0,03
33,53 + 0,25

27,03 = 0,01

Not less then 133 N

1,55 + 0,13
Not more than 0,8 gm

Hardness Not less than 40 HRC
Weight, g 23,17
7. DESCRIPTION OF ACCESSORIES, MEDICAL DEVICES OR NON-MEDICAL DEVICES

INTENDED FOR USE IN COMBINATION WITH MEDICAL DEVICE

Instrument kit Is used for creating a bone hole to receive the appropriate Q-FIx Suture Anchor.
The drill Is compatible with manual, pneumatic, battery-operated drills that have a Jacobs 6,35 mm

(Jacobs ") chuck at the distal end.

8. LIST AND DESCRIPTION OF MD MATERIALS
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1) Obturator: Stainless steel, ABS-plastic

2) Drill guide: Stainless steel, ABS-plastic

3) Drill: Stainless steel. Ultra-high Molecular weight polyethylene (UHMWPE)
DRAFT OF THE LABELING

The Medical product packaging labelling project in Russia contains information

in Russian language:

APTUKYN:

HanmeHoBaHNe:

Pasmep: He npumeHumo.

Kon-Bo wT. B ynakoBke: 1 uir.

[JdaTta narotosneHusa, NCNosib3oBaTb 40, HOMep naptTun/cepumn: CM. Ha yrnakoBKe.
HanmeHOoBaHue n agpec n3rotToBuUTens:

YNOoNMHOMOUYEHHbLI NMpeacTaBuUTelb Ha Tepputopumn P®d:

MeTop ctepunnsaynn:

Homvep PY; oT

HasHauyeHMne, cnocob npumeHeHuns, npoTtmneonokasaHna: CM. MHCTPYKLUMIO
YcnoBua XpaHeHus:

Mepbl NpeaocTopo>XHOCTU: CM. UHCTPYKLUUIO

NHCTpYKUUMA no npumeHeHuto: httD;//www.smith-neDhew.com/about-us/where-we-
operate/eurooe/russiaZifus/

MaTtepuranbl : Hep)XaBelouiasa ctaslb

Cpok rogHoctu : CM. MHCTPYKLUUIO

Information about the "Name of the medical device"”, "# license”, "Name and address of the
manufacturer”, is provided according to the registration certificate after it is received.

The RST mark is entered after passing the certification procedure.

Information about "Sterilization method" is provided by the phrase "Radiation sterilization”,
"Sterile", "Non-toxic".

Information about "Storage conditions" is provided according to their technical documentation for
this type of product.

Information about "Authorized representative on the territory of the Russian Federation” is
presented by the phrase "Smith & Nephew LLC", 105120, Moscow, 2nd Syromyatnichesky lane, 1,
9th floor, 1, 1.

Phone / Fax: + 7 495 755 55 03»

Labeling in Russian is given above put so that not to block marking of the manufacture on consumer
packing, applied directly on consumer packing of each medical device in the package set.

10. Labelling data

Individual & Carton packaging labeling

DbpOMbbKIt
for T.emm (HW* Suhiro [irkbor

L 251810
2034925 S$2022-05-29 Ne 25-2810 S 2022-05.29

pill M
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iRIPI 25-1610 smitth&nephew REF 25-2610 smith&nephew

LOT 2034925 [1ot] 2034924

Dlsposabte Kit Disposable Kit

for 1.8rnt O-FIX* Suture Anchor for 2.81rn O-FIX® Suture Anchor

Indudes Ortll. dril guide (fish moulhl indudes dnlt, dnll guide (cro'nn) & obturator (blunt)

& obturator (Sharp)

2 2022-05-29 QTY: M 2022-05-29 07Y: |1
Rx Only [sterjled™rd C€ Rx Only

0123
0123

*Tiademartr (fSmith & Nephew. This product may be covered by one or nwre
US Patents. See smith-nephew com/patents for details

CI ' I Conauitt Instructions tor use Keep sway fromsunight
('D Do not re-use Keepdry
Do not refoertUze 2 Use-bydate
Oond uself leTMiai m 1 diwilt7ertiinehvirtUlites
peckagelsdwneged
Autfwrtzed Representative In H J  Marutk&rer
the European nity

Made In Costa Rica

M | IECIREPI

ArthroCare Corporttkin Smith & Nephew Orthopaedica GmbH
7000 Meet WitHam Cannon Drive Atemennenstrasse 14

Austin, tx 76735 USA 76532 IUttUngen

Phone: (800) 343-5/17 Germany

wwwthrocare.com ac.rapesmfthd>ephew.com

P/N S0378 Rev. L
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[HIN 25-1810 smfthAnapbew
[10t12034925

Disposable Kit . m 252810 amlth8in«pheww
for 1.8mm Q-_FP(_ Suture A_eror LOT 2034924
includM dtl, dril guide Iflah tnouti)
& ofaturelor Isharpl DIroMbtoKit
- B for 2.8mm Q-P1X* Suture Anchor

IndudMcHI dtHguldi Icrowml A obturator Dsiurtl

O
2 2022-05-29 QTY-0)
<01100MSSMTIMI) (IT)2M Ut (toi X M 1 22022-05-29 OTY(].)
Rx Only erUILBI R C€

(01) 00M96MI24M1 (17)22003 (10) 2054024

oT](D® (§8§)~f

i IE'LIS%\ls# l.OiIH dkion*H
arn * AW epwdkiOn*
G

Rx Only i«Ttwm wl C€

wwwlhfwweem «cnoeMmMb-m~coT
M<SOF»M> H
S« TMVEEVM
1
bl an*orr WIMSGHvIM MWV
S LAW Sg «tio
JgHooTs 9
3 20220820 3 20220529
toiM i OMTiuMMw
VIV f | m isteo
tel OAA0 W IiiM M W toMiVPMImVW % UQ 2050°24
poL2ie iof 3 2022453
2S-Ww S | RN\
[,%7 rowry )
VRSH 8 2022052
j0 @0 0Vl eV Y] OWOB-HIoMY
2O
, 207424 fog U54024
8 2022494* 8 20224%4*
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11.

Consult instructions for use

Manufacturer

Id
Authorized Representative in the European

Eecirepi

o Trademark of Smith & Nephew

DEVICES INCORPORATING A MEDICINAL SUBSTANCE

The product does not incorporate a medicinal substance, nor is it present in the manufacturing

process or present in the final device, therefore this section does not apply.

12
Not applicable to this product.

13.

See p.

14.

DEVICES INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN

REQUIREMENTS FOR INSTALLATION
«Warnings and precautions» in IFU.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD

Not applicable.
Single use only.

15.

16.

USE & OPERATION CONDITIONS OF MD

Environmental conditions
(for use in the patient's body)

Temperature -t32°Cto +42°C
Humidity 100%
Pressure 86 kPa - 106 kPa

Environmental requirements
for surgical intervention

Temperature -bl7,8 °C to 4+ 22,2®C
Humidity 35% - 70%
Pressure 86 kPa - 106 kPa

CONDITIONS OF TRANSPORTATION AND STORAGE

Store away from moisture and direct heat.

17.

Transportation conditions

Temperature -10®C ...+35°C
Humidity Up to 80%
Pressure 86 - 106 kPa
Storage conditions

Temperature +5@®C ...+35°C
Humidity Up to 75%
Pressure 86 - 106 kPa

SHELF LIFE

Shelf life (warranty period of storage) - 36 months.

18.

LIST OF APPLICABLE STANDARDS

Standard Description
BS EN 62366-1:2015

Application of usability engineering to medical devices
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BS EN ISO 13485:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes

BS EN ISO 14971:2012
Medical devices - application of risk management to
medical devices

BS EN ISO 11607-2:2006 4 Al:2014

Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing
and assembly processes

BS EN ISO 11607-1:2009 + Al:2014

Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier
systems and packing systems

ASTM 04169:2014
Standard practice for performance testing of shipping
containers and systems

BS EN I1SO 14155:2011

Clinical Investigation of medical devices for human
subjects - Good Clinical practice

19. METHODS AND MEANS OF DISINFECTION AND PRESTERILIZING CLEANING
Not applicable. Single use only.

20. DESCRIPTION OF STERILIZATION METHOD

Sterile. Sterilized using irradiation.

21, CHECKING THE FUNCTIONING AND SAFETY OF THE MEDICAL DEVICE

Not applicable.

22. MD DISPOSAL RULES AND CONDITIONS

See p. «DISPOSAL» in IFU.

Procedure of disposal or destruction of used medical product-disposal is carried out in accordance
with the legislation in force in the Russian Federation. Class of waste on SanPiN 2.1.7.2790-10 "B"

Procedure of disposal or destruction of unused medical product-disposal is carried out in
accordance with the legislation in force in the Russian Federation. Class of waste on SanPiN
2.1.7.2790-10 "A"

23. WARRANTY AND CLAIM

See p. «CUSTOMER SERVICE» in IFU.

Product Complaints
All questions, complaints, or return authorization requests should be directed to Customer Service
or an authorized representative.
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Address for reclamations:
LLC "Smith & Nephew"
Russia, 105120, Moscow, 2nd Syromiatnicheskiy lane, house 1, 9th floor, room 1, office 1,

4. NAME AND LEGAL ADDRESS OF MANUFACTURER, AUTHORIZED
REPRESENTATIVE

MANUFACTURER:
ArthroCare Corporation, 7000 West William Cannon Drive Austin TX 78735-8531, USA

MANUFACTURING SITE:
1. ArthroCare Corporation
B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica, 20101, COSTA RICA

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN RUSSIA:
Smith & Nephew, LLC,

1, 2nd Syromyatnichesky Lane, 9 floor, prem.l, room 1, Moscow, 105120, Russia
Tel: +7 (495) 755-55-03
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smith&nephew

KoMnnekT oagHOpa30BbIX XNPYPrnyeckKmnx
NHCTPYMEHTOB

O NMOoArOTOBKUN K MMIJ1aHTaumMm njedeBbiX
apTpockonnyecknx dpmkcartopoB Q-Fix
NHCTPYKUMA MO MPUMEHEHUIO

Bepcua 2
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OpHopa30Bble XUPYPruyeckme MHCTPYMEHTbI
WHCTPYKUUA MO NPUMEHEHUIO

OMMCAHWUE
PyUHble XWUPYpPruyYeckme WHCTPYMEHTbLI SABASAKTCA HENpPUBOAHLIMW  PYYHbIMU
MEeOANLUMHCKUMN yCTpolicTBaAMN.

MOKA3AHUNA
Py‘-IHbIe XmpyprnyeckKkme WMHCTPYMEHTbI npeagHa3Ha4deHbl A/71d NCMNOoJ/Ib30BaHUA T1Mpu
APTPOCKOMMNYECKUX N opTonegnyeCcKUXx XNMpyprmyeckmnx onepauynax.

NMPEAYMNPEXAOEHUA N MEPbI NMPEAOCTOPOXHOCTU

Mpeaynpe>kaeHus

L 3anpeu.|,aeTc;| ncnosnb3oBaTb nm3gesnne, ecjain ynakoBkKka BCKpblITa UM noBpeXgeHa.
- 3anpeuiaetcss MNOBTOPHO CTePUIN30BaTb WM MOBTOPHO MCMNONb30BaTh M3aenuve,
MOCKOJIbKY 3TO MOXeEeT npmnBectTn Kero HenpurogHoctTun, tTpaBMmnpoBaHMIKO NMauneHTa,
a TaKXe noaBeprHyTb nauyneHtTa pPUCKY I/IH(*)eKLI,I/IOHHbIX 3aboneBaHun.

- 3anpeuiaetcs uUcnonb3oBaTb MW3genue nocne pgatbl «lcnonb3oBaTb 40>,
yKaSaHHOIZ Ha YyhnaKOBKeE. XapaKTepI/ICTI/IKI/I n3pnenna MoryT 6bITb HapylweHbl n
6e30MacHOCTb NnauueHTa MOXeT 6biThb MOCTaB/eHa Noj yrposy, ec/fim Mcnonb3oBaTh
nsgenue No UCTEYEHUM CpoKa FOAHOCTU.

Mepbl NpPeaoCTOPO>XKHOCTU
e Mepeng wucnonb3oBaHuem, MNpoBepbTe WHCTPYMeHT(bl) U y6eAnTecb, 4UYTO OHU
NpaBubHO PYHKLNOHUPYIOT.
e VIHCTPYMEHTbI npegHa3Ha4yeHbl AN WCNONb30BaHMUSA ONbITHBIMKW XUpypramu BO

BpemMs COOTBeTCTBYUWUX CcheumarnanmpoBaHHbiX npoueayp. Xupypr HeceT
OTBETCTBEHHOCTb 3a OCBOEHMWE COOTBETCTBYUWMNX XUPYPIMYECKNX MeTOAUK.
e [dONoOAHWNTENbHO Heob6xoaAnmo co6nogatb Mepbl NpeagoCcTOPOXHOCTH,

npefAycMOTPEHHbIE A8 BCEX XUPYpPruyeckux npoueayp. B ob6wem cnydae, ocoboe
BHMMaHMe HEoO6X0oANUMO yaensATb acenTUKe U yCTPaHEHMWI0 aHAaTOMUYECKUX PUCKOB.

BO3MO>XHbIE NMNOBOYHbIE 2P PEKTbI

Kak n B cny4dyae nwboili Xxupyprmyeckow onepaymun cyuwecteByeT onpefeneHHbIN
puck. K BO3MOXHbIM OCJ/IOXKHEHUAM, CBSi3aHHbIM C UWCNOJ/Ib30BAHUEM [faHHbIX
n3genunii, oOTHOCATCA crefylWNe ABNEHUNA:

« bonb B MecTe pa3pe3a WM OonNnepaLUOHHOW paHbl

* NHdnumpoBaHmne

e Peakuua Ha maTtepuansl usgenuvd

« MMoBpexageHne Uam nepesioMm KoCcTu

e MMoBpeXxageHne oKpyXalwwunux TKaHen

e [MoBpexpeHne uanm napanmy HepBOB

e HeypayHoe fieyeHune

MATEPUVADbI
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e WMHCTPYMEHTbl M3roTOB/ieHbl W3 XWUPYPrnyeckow HepxaBewweih ctanm wun (B
COOTBETCTBYHUWMNX Cyvyaax) HATUHONA, aNtOMUHUA U/ MNn MeaguLMNHCKOro niacTtuka,
KOoTopble 6MOCOBMECTMMbI C OPraHU3MOM 4YesioBeKa.

e NHCTPYMEHT N3TFOTOBJ/IEH 6€3 UCMO/Ib30BaHUA HaTypasibHOro naTekca.

e IHCTPYMEHT He cofepXut anatunrekcungptanat (437ro).

DPOPMA TTIOCTABKWM

nN3penuna nocrtaB/iAKTCA B CTEPUNBHOM Bupge ans OOHOPA30OBOIO
MPUMEHEHWA; cM. 3TUKeTKY Ha YynakKoBKe Ana wuHdopmauunm o MeTopne
ctepunmnsauynn. WNsgennsa cTepusibHbl TOJILKO B TOM c/hy4yae, €eCnm ynakoBKa He
BCKPbITa N He noBpeXaeHa.

XPAHEHWE
XpaHuTe B mMecTe, 3alWULE€HHOM OT Bflarm N NPAMbIX NCTOYHMKOB cBeTa U Tenna.

YTUNNN3ALWNA

MexayHapogHble un pgeiictBytowme B CLIA Hopmbl TpebylT KOHTPO/MpPOBaThb
YTUAN3ALUNID WUCMNONb30BaHHbLIX W HEUCNONb30BaHHbLIX MeAWLWHCKUX NpPu6GOpoB.
Mcnonb3oBaHHbIe nNpubopbl cneayet yTUAM3MpoBaTb B COOTBETCTBUM  C
NMPUMEHMMbIMU TOCYAAPCTBEHHbIMM HOPMAaTUBHbLIMM AOKYMEHTaMuU W npouegypamu
yTunnsaymm meaunuuHCKUX OTXO[0B.

OBCNY>XXMBAHWE K/TMEHTOB

FapaHTuiiHas uWHdbopmauuns

FrapaHTns Ha AaHHOoe nsnenve pacnpocTpaHsaeTcs Ha maTepuansl,
(hYHKLUVWOHMPOBAHNE W KA4YecTBO W3rOTOB/IEHUS TO/IbKO B CJ/lydyae OAHOPAa30BOro0
MCMOoJSib30BaHUA. MOBTOPHOE MCMOJIb3OBAHWE 3ATPEWEHO. AOAHHAA
FTAPAHTNA PABHOCWJ/IbHA BCEM AOPYITMM TAPAHTUAM, ABHO BbIPAXEHHbIM,
MOAPA3YMEBAEMbIM W/ NOPEAMMNCAHHBIM, BKMANKYAA CPEAWN TNMPOYEIO
FTAPAHTNIO rOAHOCTMHU AnA MPOAAXMN, PABOTOCITOCOBHOCTMW n/nmnnmn
MPNTOOHOCTWN .qﬂﬂ OI'IPE,CI,EJ'IEHHOVI ARTHROCARE UEJN, A TAK)XE BCEM
APYITMM OBA3ATE/IBCTBAM M OTBETCTBEHHOCTWM KOMMNAHNN ARTHROCARE.

Peknamaumnn
Co BCemMw BoMpocamum uUAM nNpob6brnemamnm cnepyeTt obpawaTtbca B OTAen
O6CI‘Iy)KI/IBaHI/IFI K/INEHTOB WU/IN K aBTOpnM3oBaHHOMY npeactaBuUTento.

3HAUEHNME CMMBOJ10B
CumBon OnpepeneHuve
Homep no karanory
REF

Kog naptum
LOT

Mcnonb3oBaTb A0
2

O6patnutecb K MHCTPYKLUUM MO
LIJ NpUMeHeHUto
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3anpeT Ha NOBTOPHOE NMPUMEHeHune
g He cTtepunnioBaTtb NMOBTOPHO

He ncnonb3oBaTtb Npu NoBpexXaeHunn

( § ) ynakKoBKu

He ponyckaTtb BO34eNCTBUSA COMTHEYHOIO

Sik.

Bepeub oT Bnaru
A OCTOpPOXXHO

CTepuninzoBaHo obyyeHueM

Isterilel r |

Ml

EC REP YNOMHOMOYEHHbIV npeacTtasuTeslb B
| | | EBponeiickom coobuiecTtse

M3rotoBuTtesnb

PeannsyeTcs BpayoMm wavM Mo 3akasy

Rx Only spaa

3Hak CE u nageHTUuuKaymoHHbIi HoMmep
C:€ HOTUULMpoBaHHOro opraHa. M3genve
0123 oTBeYaeT OCHOBHbIM TPeBGOBAHUSAM
OpekTnBbl MO MeQULIMHCKOMY
o6opypgoBaHuo (93/42/EEC ¢ nonpaBKoOW
2007/47/EC)

~ ToBapHbIV 3HaK KomnaHum Smith & Nephew.
Ha aTo u3genve MoXeT pacnpoCTpaHATbCA AelicTBME OAHOr0 WM HECKO/IbKUX MaTeHTOB
CLWA. Ana nony4veHnsa noapobHoi uvHgopmayunm cMm. Beb-caT smith-nephew.com/patents.

©Smith & Nephew ,2018
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./ AONOJNIHEHME K MHCTPYKUMMN NO
’ NPUMEHEHUIO
HA MEANUWHCKOE U3AENTINE

“KoMnnexT oaHoOpa30BbiX XMPYPruueckmux
MHCTPYMEHTOB
ANA NOAroTOBKU K UMNTAHTALIMKN NNneveBbiX
aprpockonuueckux puxkcaropos Q-Fix”
Bepcua 2
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N npun nocrtaske unsgenna B PP uHpopmayuma, cogepxkawasaca B AaHHOM [OMNOJIHEHUU K
WHCTPYKUWUWX MO NPUMEHEHUIO, ABNSETCA MPUOPUTETHON

1 HANMMEHOBAHWME MW, BAPVWAHTblI MCIMOJTIHEHNA MW
KoMnneKT oAHOpasoBbiX XUPYPruyecknx MWHCTPYMEHTOB A/ MNOAFOTOBKM K WMMAaHTauum
nje4yeBbIX apTpocKonuuyecknx cukcatopoB Q-Fix, BapnaHTbl MCMOMHEHUS:

1. KoMmnaekT o4HOPAa30BbIX XUPYPrnUyecKUxX UHCTPYMEHTOB A9 MOAroTOBKU K MMMOAaHTauuu
nneyeBbIX apTpocKonmyecknx cunkcatopos Q-Fix 1.8 MM, B cocTase :
1.1. HanpaBuTesib cBep/sla C HAKOHEYHUKOM Tuna «pblonii pot» (fish mouth)
1.2. Ceprnio
1.3. O6TypaTtop OCTpblIii
1.4 NHCTPYKUMA MO NPUMEHEHUIO

2. KoMnneKT o4HOpa3oBbIX XUPYPruyecKUxX MHCTPYMEHTOB A1 NOATOTOBKWM K UMMaHTauun
naevyeBbiX apTpOCKoONMYecknux ukcatopoB Q-Fix 2.8 mm, B cocTaBe :
2.1. HanpaBuTesib cBep/sia C HAKOHEYHUKOM Tuna «KOpoHa» (crown)
2.2. Cepno
2.3. O6Typartop Tynoii
2.4 V'HCTPYKUMA MO NMPUMEHEHUIO

2 HA3BHAYEHWE MU
Xupypruyeckne WHCTPYMEHTbl MpegHa3HadyeHbl A7 WUCMNOoNb30BaHMA nMNpu  MNOAFOTOBKE K
UMNIaHTauumn naevyeBbIX apTpockonuyecknx drkcatopoB Q-FIX.

3 MOTEHUMNAJNIbHBIE MOJZIb3OBATEJ/T1 MU

N3genve npepgHasHadyeHo ANsi MeAULUMHCKUX CcreyuannctoB, o6ragarowmx Heob6XxoanMbiMu
3HaHMSAMM B 06/s1acTM  TpPaBMaTo/ofrMKM M opToneguMM U Npowefwnx COOTBETCTBYIOLLYHO
noaroToBky. Msgenve npegHasHavyeHo ANs NPUMEHEHUs] B YC/IOBUSIX omepauuoHHo Y.

4 MPOTUBOIMOKA3AHUA M
HerT.
5 MOBOYHbLIE 3P PEKTbI M

CM. n. «Bo3moXHble noboyHble ahdeKTbl» B MHCTPYKUUN K M.
6 TEXHUWYECKVE N ®YHKUWMNOHAJIbHBIE XAPAKTEPNCTUMKI MU

ANna npuBefeHHbIX XapaKTepucTuk Jonyck coctasnset +/- 5%, ecnm He ykasaHO UHOe

1.KomMnneKT ogHOPa30BbIiX XNPYPruyecknx MHCTPYMEHTOB AJ1A MOArOTOBKU K MMMJ1aHTaumnm
nne4yesbIX apTpockonmnyeckux mkcartopos Q-Fix 1.8 mm, B cocTaBe :

1.1. HanpaBuTenb cBepaa € HAKOHEYHUKOM Tuna «pblouii pot» (fish mouth)

1.2. Ceepno

1.3. O6TypaTop OCTpbIi

1.4 VIHCTpYKUWUA NO NMPUMEHEHUIO

Cxema:
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f[

HanpaBuTenb cBep/jila C HAKOHEYHUMKOM Tuna «pblonii pot>» (fish mouth)

AnnHa, mm
Hapy>xHbIli anameTp
(MakcMMmasibHbIR) ,MM

PykoaTka -
BHyTpeHHUI gnameTp
HanpaBuTens 5
NMPOKCUManNbHOM YacTu PYKOSATKU
ceepna .
(MakcumasibHbI), MM
JnameTp BHYTpPEHHEro oTBepcTus
PYKOATKN, MM
Tpybka AnvHa (MakcumanbHas), MM
HanpaBsuTens
ceepna AnawveTp, mm

MpoyHOCTb coeguHEHNA TPyOGKU HanpasuTens c
PYKOSTKOMN
LllepoxoBaTocTb Ra

TBepoocTtb

Pagnyc nputynneHua paboyein yactu, MM
Macca HanpaBuTensa csepna, r

CBepJsio

AnvHa, Mm
AdvameTtp, Mm
PagnanbHoe 6ueHwne,
MM

AnvHa, mm
OvawmeTtp, mMm
AdnnHa
(makcnmanbHas), MM
AnamveTp, Mm
AnvHa pexyuwen
yacTun cBepna
(MakcumanbHas), Mv
LLnpuHa nasepHoii

XBOCTOBUK cCBepa

OrpaHnumnTensb ceBepna

Pabouasa yacTb cBepna
OnnHa oT nasepHoii
METKU [0 KOHYuMKa, MM
Yron 3aToyku KOH4YMKa
Yron 3atoyku
MOBEPXHOCTU KOHYMKA
Yron BUHTOBO
KaHaBKu

Mpo4YyHOCTb coegmMHeHNsa paboyein 4yacTun ceBepna c

orpaHmymnTenemM m XBOCTOBUKOM

LllepoxoBaTocTb Ra

TBeppoocTtb

Pagnyc nputynneHusa pabouein yactu, Mm

Macca cBepna, r

O6TypaTtop OCTpbIN
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117,09 = 0,25

32,00 + 0,25

28,83 = 0,13

2,29 = 0,05
135,13 *= 0,25
3,94 = 0,03

He meHee 133 H

He 6onee 0,8 MKM
He meHee 27 HRC
He 6onee 0,03
32,46 *0,53

25,15+ 0,25
2,16 = 0,03
<011

58,17 + 0,13
15,24 = 0,13
219,46 = 0,13
2,16 = 0,03

35,56 + 0,25

2,03 =£0,13

25,91 = 0,25
60°x1°
12-+ 1-

15®+1°

He meHee 222 H

He 6onee 0,8 MKM
40 - 45 HRC

He 6onee 0,03
11,88



nMHa, Mm 241
Pabouas 4yacTb o6TypaTtopa A

AvameTp,Mmm 2,11 = 0,03
Anametp N 33,53 + 0,25
(MakcumanbHblii), MM

Pykositka o6Typatopa LWnpunHa BcTaBnssemon

B HanpaBuTenb cBepna 27,03 = 0,01
4acTn PYKOATKN, MM
Mpo4YHOCTL coegnHeHna paboyeint yacTu ob6Typartopa

o He meHee 133 H
C PYKOSITKON

Pagnyc ckpyrneHus KoH4uka pabouyei yactu, Mm 0,38 = 0,13
LWepoxoBaTtocTb Ra He 6onee 0,8 MKm
TBepoocTb He MeHee 40 HRC
Macca ob6Typartopa, r 15,45

2.KomnnekT ogHopa3oBbIX XUPYPruyecknx MHCTPYMEHTOB AN MOANOTOBKU K MMMIaHTauum
nsieyeBbIX apTpocKonunyecknx pukcatopos Q-Fix 2.8 MM, B cocTaBe :

2.1. HanpaBuTtesnb cBepna C HAKOHEYHUKOM TUNa «KOpoHa» (crown)

2.2. Csepno

2.3. O6Typartop Tynon

2.4 VIHCTpYKUUSA MO NPUMEHEHUIO

Cxema

HanpaBuTenb cBepsila C HAKOHEUYHUKOM TUMa «KopoHa>» (crown)

AdnvHa, Mm 117,09+ 0,25
Hapy>xHbIli guameTp
(MaKcumanbHbIn), MM
BHYTpeHHUI anameTp
MPOKCUMaNbLHOW YacTu
PYKOSATKMN 28,83 += 0,13
(MakcumanbHbIi), MM

32,00 = 0,25

PykosiTka HanpaeuTesis
cBepna

OnameTp BHYTpPEHHero

OTBEPCTUA PYKOATKU, 3,35 + 0,05/ -0,10
MM
Tpybka HanpaButens Anvra 135,13 + 0,25
ceepna (MakcmnmanbHas), Mvm
AnameTtp, MM 4,75 = 0,03
ﬂpOHHOCTl: coefMHeHNa TPyO6KMU HanpaBuUTens c He menee 133 H
PYKOATKOMN
LllepoxoBaTtocTb Ra He 6onee 0,8 MKM
TBepaocTb He meHee 27 HRC
Paguyc nputynneHusa paboyeil yactm, mMm He 6onee 0,03
Macca HanpaBuTena ceepna, r 33,59
CBepno
XBOCTOBUK cBepna OdnvHa, Mm 25,15+ 0,25
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OrpaHuunTeENbL CBepna

PaGouasi yacTb cBepna

AnameTp, MM
PagnanbHoe 6ueHue,
MM

AnnHa, vMm
AnameTp, MM
AnnHa
(MmakcnmasnbHasa), MM

OdvameTtp, Mm

OnuHa pexyuen
yacTn cBepna
(MakcumasibHas), Mm
LLnpnHa nasepHoii
METKN, MM

OnnHa oT naszepHoii
METKN 00 KOHUMKa, MM
Yrosn 3aToO4KM KOH4YMKa
Yron 3atouku
MOBEPXHOCTU KOHYMKa
Yron BUHTOBO
KaHaBKMU

Mpo4yHOCTb coeguHeHnsa paboyeil yactm ceepna c

orpaHmnymnTenemMm n XBoCToBMKOM

LepoxoBaTtocTb Ra
TBeppocTtb

Paguyc npuTtynneHusi paboyeit yactu, mMm

Macca csepna, r
O6TypaTtop Tynomn
O6bwan gnmHa, MM

Pabouasa yacTb o6TypaTopa

PykosTka o6TypaTopa

AnvHa, mm
OdvameTtp, Mm
AvameTtp
(MakcumanbHbIin), MM

LLnpnHa BcTaBnsgemMori
B HanpaBuTesnb cBepsa
4YacTU PYKOSATKU, MM

MpoYHOCTbL coeAnHEHUs] paboyeli yacTu o6TypaTopa

C pPYKOSAATKOMN

Paguyc cKpyr/ieHusi KoHuMKa pa6oueil yactm, MM

LLlepoxoBaTtocTb Ra
TBeppocTtb
Macca ob6Typartopa, r

372 + 0,03
< 0,11

54, 76 +0,13
15,24 %0,13

222,89 +0,13

3,12 + 0,03
40,64 = 0,25
2,03 +0,13
29,72 +0,25
60®*1°

126 + 1°
15R+H®

He meHee 222 H

He 6o0siee 0,8 MKM
He meHee 40 HRC
He 6onee 0,03
20,07

283,21+ 0,25
238,68 + 0,25
3,07 = 0,03

33,53 =+ 0,25

27,03 = 0,01

He meHee 133 H

1,55 + 0,13

He 6onee 0,8 MKM
He meHee 40 HRC
23,17

7. OMMNCAHWME npunapgne>xnocrtenn, MEAVUUVNHCKNX N3OETNN NN N3OENTNN,

HE ABAAO WLLNXCA

MEOAVWLUVNHCKUMWU
NCMNO/Ib30OBAHNA B KOMBUHALIMA C MU

HO MPEAYCMOTPEHHbLIX

ana

KOMNAEeKT WMHCTPYMEHTOB WCMNONb3yeTcA ANs CO3[aHMA KOCTHOro OTBEpPCTUSA A1 YCTaHOBKU
cooTBeTcTBYlOUWEro gukcartopa Q-Fix.

CBepno COBMECTUMO C PYYHbIMU, MHEBMATUYECKUMU, aKKYMYAATOPHbLIMU APENsiMU, UMEKLWMN
Ha AUCTa/IbHOM KOHUe naTpoH Tuna Akob6c 6,35 mm (Jacobs Yg").

8. MEPEYEHb N ONMMNCAHWNE MATEPWNAJIOB M

1) O6Typartop:
2) HanpaBuTenb cBepna; HepxxaBewlwas crab,

Hep>xasewuwaa ctanb, ABC-nnactuk
ABC-nnacTtuk,
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3) Ceepno: Hepxasewuwas cTasib, CBEPXBbICOKOMOMEKYAPHbIA nonmatuneH (CBMI3)

MPOEKT MAPKNMPOBKWM

MpoeKkT MapKUPOBKU YMaKOBKU MeAULMHCKOro wun3genna Ha Tepputopumn P®  copepxut
cn.MHopMaunio Ha PyCCKOM SA3bIKe:

APTUKYI;

HanmeHoBaHue:

Paswvep: Me npumMmeHUMO.

Kon-Bo wT. B ynakoske: 1 wr.

AdaTta n3rotossieHUsA, MCNo/sb3oBaTb 40, HOMep naptun/cepunn: CM. Ha ynakoBKe.
HanmeHoBaHue 1 agpec N3rotoBmuTens:

YNO/THOMOUYEHHbIV NpeacTaBuUTesNIb Ha TepputTopumn Pd:

MeTopg cTtepunusaynn:

Homep PY: oT
HasHayeHune, cnocob6 NpMMeHeHUA, NpoTmBonokasaHusa: CM. UHCTPYKUUIO

YcnoBuna XpaHeHus:

Mepbl npepgocTopo>XHocTu: CM. UHCTPYKLUIO

MHCTpYyKLUMA no npumMmeHeHuto: httD;//www.smith-nephew.com/about-us/where-we-
ooerate/europe/russia/ifus/

MaTtepunanbl : HepxaBewluiasa ctanb

Cpok rogHocTtn : CM. MHCTPYKLUUIO

D
slquopmau,m;l 0 «HanmeHoBaHUN MeaUUVHCKOro nsgenusa», «Homep PY», «HanmeHoBaHUW v agpec
N3roToBUTENA», BHOCUTCA COMMacHO PerncrpauvoHHOMY yAOCTOBEPEHUIO MOC/e ero noslyyeHus.
3Hak PCT BHOCUTCA MNOC/Ie MPOXOXXAEeHUA npouefypbl cepTumnkKaumn.
MHdopmauma o «MeTog cTepunmsaummn» npeactaBneHa (opMyMpoBKoil «PaguaumoHHas
cTepunmsaumnsa», «CTepusibHO», «HEeTOKCUUYHO».
ViHdopmaums 06 «YCroBUAX XpaHeHUsi» MpefocTaBnsieTcss COornacHo AaHHbIM UX TeXHU4YecKom
OOKYMEHTaUMnM Ha AaHHbI BUA n3genus.
VMHdopmaums o0 «YNO/IHOMOYEHHbIVi npeacTaBuTesnlb Ha Tepputopuu P®» npeactasBneHa
dopmynupoBkon «O00 "CmutaHg Hedbro”, 105120, Poccusa, r. MockBa, 2-i CbIpOMATHUYECKWNA
nep., 4. 1, 9 atax, nom. 1, kom.1.
Ten./pakc: + 7 495 755 55 03»
MapKupoBKa Ha PYCCKOM fi3blke, npeAcTtaB/fieHHas Bbllle, HAHOCUTCA Takum obpa3om, 4YTobbl He
rnepekpbiBatb MapKMPOBKY Npoum3BoaMTens Ha NOTpebuTenbCKol ynakKoBKe, HaHocuTcs
HernocpeAcTBEHHO Ha NOTPEOUTENbCKYIO YNaKOBKY KaX0ro MeaguLMHCKOro n3genvus B KOMMJIeKTe
nocTaBKW.

10. AAHHbBIE O MAPKVMPOBKE

MapKUupoBKa WHAOUBUAYA/IbHOW W KApPTOHHOW ynakKoBKMU

Dtopoubl# Ktt

forl.en™ O™ ur.And,o. 2t«nfth4n.p»«w

SK %gé%gs 2 2022-05-29 LLLLI25-2BHO

L1 2034924 S 2022-05-29
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[ref] 25*1810 7AsmHh&nephew REF 25-2810 77~ sm fth&nephew

[tof] 2034925 LOT 2034924

Disposable Kit Disposable Kit

for 1,8mm 0-FIX* Suture Anchor for 2.0mm 0-FIX® Suture Anchor

indudes drill, drill guide (fish mouth) includes drill, dnll guide icrowni & obturator (blunt)

& obturator (sharp)

-(-'U
=TX
0o -
2 2022-05-29 QTY: @ 2 2022-05-29 OTY: (1
Rx Only [sfEfliLeX nJ C€ Rx Only iSTERILEj R~ C€
0123

0123

O7] ® f OE ©O®

*Tredemarl( of Smith & Nephew. This product may be covered by one or more
US Patents. See smlth-nef*ew.com/patents for details

CI l I Corautt Instructions for use Keep away fromsunight
@ Do not re-use f Keep dry

Do not resterlUze Use-bydate

Dortol usaif i P i
@ package IS ed liTtwui si  Stedttzed using kredtattcr

Authorized Raprasentative in y Manufocturar

the European CommLrity

Made in Coete Rice
IFEsReEN

ArthroCare Corporation Smith & Nephew Orthopaedics GmbH
7000 West Willem Cannon Drive AlemannenstfesseU
Austin, TX78735 USA 78532 lUttiingen
Phone; (800)343-5717 Germany
wwwijrthrocere.com ec.repAMittth-nephew.com

P/N 50378 Rev. L
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fRgj 251810 9% ainlth8ineph«w
rLOTI 2034925

Disposable Kit 252310 ~tsmlithainopbew
for 1.8mm Q-FiX* Suture Anchor 2034924

Incljdes cHI. dill gutdi niout>)

& obtuTBlor (sharps DtSpOS&bb Ktt

for 2.8mm 0-RX* Suture Anchor
IndudM d A dhlgutdi (Cfown) & obluntor Ibkjnfl

2 2022-05-29 QYD)

(01) OMMSM7M41» (17) ZKM39 M0) 70MM>»

2 2022-05-29 oTY(l)
Rx Only laTERItEl hD Cﬁg ==

191) OOMMM734M1 <17) 230U i O0) 3014924

B Rx Only ISTWIHI wl C€

009
Mhcn QofakEdrn Swth 0 Mtphni OfHWRMdKI OtnbH 0123
7000 M rt MMmn Cm w i Drh« AbiwewefriwkK
Audn.1X7I7UUSA 27 itnn | Wi
Phon».IMO|94)-5717 W
MMfjrthracMcom igavtrewem .
PM9017«lliv M i I "
«iv ArkmCan C«|nnmn SmohliNtpliwiOrthapitdlaQinbH
7000 W | Mtam C To n DrR* ManmmMiMU
1 MfevIXnTSSUaA 715321M HM
wlllln:;jam >stenWSodav nwws 5717 %I ..II .
Jvt  O/K M m i>Mv leri M n o #8r Slim Mtfiv
- MiiOttiiw H
UV Wiz
2094929 2034929
S 20220929 3 20230929 Thindirewdew vnmiSandrew
ler29imOnrttM iM er 1* 14mmON)ritAra«Mw
apBVKbIn Ne | ia-uio g g fi-taio
ler 14mm O-lef Qukoc* An<isr Ia taimoiiir 9>JmKny J3r] 2014004 2014924
lig | 25-ai0 g teiew g 20230929 Q 20220129
K5t | 2034929 L] 2034929
Q 30220529 S 20224/929
toUmmO4W9ANMMW to i 4Mm04urM m «Mto
11-MtO tI>t910
2014924 2014934
3 20220929
2022:01-29

HanmeHoBaHne MW: «KomMmnnekKT oAHopa3oBbIX

Disposable Kit XUPYPrUYECKUX WHCTPYMEHTOB AN NOArOTOBKU K

MMANaHTaUMM  NeYeBbIX  apTPOCKOMUUYECKMX
for 1.8mm Q-FIX* Suture Anchor 4 «catopos Q-Fix 1.8 MM, B cocTase : cBepro,
includes drill, drill guide Ifish mouth) HanpaBuTe/lb CcBep/sla € HaKOHEYHWMKOM Tuna
&obturator (sharp) «pblbuii pot» (fish mouth), 06Typatop ocTpblii» (

B COOTBETCTBN C BapnaHTOM VICFIOﬂHeHVIﬂ)
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Disposable Kit

for 2.8mm Q-FIX* Suture Arx:hor
includes dtIL drill guide (cronn) & oWurator MUnt)

L1

9%smlth&nephew

(01) 00M5955724813 <17)230579 (10) 2034935

STERILE
Rx Onlly
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HanmeHoBaHne MW: «KomMnnekT ofHopa3oBbIX
XUPYPruyecknx MHCTPYMEHTOB A/1A MOArOTOBKU K
nMmnaaHtTaunn nne4yeBbIX apTPOCKOMUYECKnX
ukcatopoB Q-Fix 2.8 mm, B cocTtaBe : CBepJio,
HanpaBuTe/lb cBepsla C HaKOHEYHUKOM Tuna
«KOpOHa» (crown), o6Typatop Tynoi» ( B
COOTBETCTBUN C BApUaHTOM MCMOJSIHEHUSA)
CxemaTuyHoe n3obpaxeHne UHCTPYMEHTOB B
cocTaBe KOMM/eKTa 04HOopa3oBbIX
XUPYPrnyecknx UHCTPYMEHTOB A1 MOATOTOBKU K
MMMaHTaumMn nseyeBbiX apTPOCKOMUYECKUX
mnkcatopoB Q‘Fix 1.8 Mm : o06TypaTop OCTpbIi,
HanpaBuUTeslb CBepJia C HAKOHEYHMKOM TuMna
«pbl6uii pot» (fish mouth), ceepno ( B
COOTBETCTBUU C BapuaHTOM MCMOJ/IHEHUS)
CxemaTuyHoe n306pakeHne MHCTPYMEHTOB B
cocTaBe KOMMJeKTa O4HOpa3OoBbIX
XUPYPrnyeckKnNX UHCTPYMEHTOB /19 NMOATOTOBKU K
UmnaaHTaymm nneyesbiX apTPOCKOMNYECKNX
dmkcaTtopoB Q-Fix 2.8 mm, B cocTaBe : 06Typartop
Tyrnoi, HanpaBuTesb CBepsla C HaAKOHEeYHUKOM
TMna «KopoHa» (crown), ceBepno ( B
COOTBETCTBUM C BapuaHTOM MCMOJSIHEHUS)

Koa maptuun

Norotnn komnaHum Smith & Nephew

Homep no kaTanory

3Hak CE v ngeHTMmnKaynoHHbI HOMeEp
HOTU(bMLMpOoBaHHOIoO opraHa. V3genve oTBevaeTt
OCHOBHbIM TpeboBaHUAM [AUPEKTUBbLI MO
MeauunHcKomy ob6opypoBaHuto (93/42/EEC c
nonpaeskon 2007/47/EC)
Vcnonb3oBaTb A0

KonnyecTtBo

OTKpbITb, OTBEPHYB Kpaii

LLUTpuX Kop,

PaguaunoHHas ctepunmsayus

Peannayetcs BpadoMm WM Mo 3akKasy Bpada

Bepeub oT Bnaru

He ponyckaTtb BO3,£I'eVICTBVIFI COJ/IHEYHOrIo cBeTa



He mcnonb3oBaTb NMPU NOBPEXAEHUN YNAKOBKMU

(§) He ctepmnnnsoBaTtb NOBTOPHO

3anpeTt Ha NOBTOPHOE NPpUMeEeHeHNe

O6patnTecb K MHCTPYKLUWN MO NPUMEHEHUIO

Jc
11

ArthroC«r« Ccrporatkin ApTpoKap KopnopeiwH

7000 YacT Yunbam KaHHOH [pans
OcTuH, Texac 78735

M3rotoButenb

7000 West WIUlam Cannon Drivo
Austin, |>(70735 USA

CWA
Phone: (8001343-517 TenethoH: (800) 343-5717
WWW arthrocaic com Caiit www.arthrocare.com

YNONHOMOUYEHHbIN NpefcTaBuTenb B EBponeiickom
coobuecTBe

Smith & Nephew Orthopaedics GmbH CmMuT 3HA Hedbio OpToneanke Tmox
AlcmanrKmstrBsso 14 AnemaunHenwTpacce 14
70532 Tutllingen

Germany

78532 TYyTTANHTEH
fepmaHna

Caiit: Ec.rep@smith-nephew.com
ec rep~smlth-nephew.com

CpenaHo B KocTta-Puke

Made in Costa Rica

o) ToBapHbIn 3HaK KomnaHum Smith & Nephew

This product may be covered by one or more Ha ato usgenne mMoXeT pacnpocTpaHATbCcA
pecTBUE OLHOTO MNU HECKONbKWUX MaTEHTOB
CWA. na nony4yeHns nojpo6HONW mMHDoOpmMauunm

US Patents. See smjth-nephew.com/patents for details.

cM. Beb-caiit smith-nephew.com/patents.

11 COOEPXAHUE MEOAVNLIMHCKUX CYBCTAHU WM

Pa3fen He NMpMMeHMM K paccmaTpvBaemMomy MW, Tak Kak paccMatpuBaeMoe M3jenue He

CONEepPXUT MEAUUUHCKNUX CYyBCTAaHLUWUN, TaKXe MejULUHCKMe cy6CTaHUMM He yyacTBYHOT B

npouecce Npovw3BOACTBA.

12. COLEP>XAHWE MATEPMAIOB > XNBOTHOIO N (MJ1N) HETOBEYECKOI O
MPONCXOXAOEHWNA

He NpUMeEHMMO K JaHHOMY U3[enunio.

13 TPEBOBAHUNA K MOHTAXY NYCTAHOBKE MU

CMm. n. «MpegynpexXaeHWs U Mepbl NPeAOCTOPOXXHOCTU» B MHCTPYKUUU K MU

14. TPEBOBAHUNA K TEXHUWYECKOMY OBCNY>XVBAHNIKO NN PEMOHTY MU

He npumeHnmo.
MeanunHckoe nafgenme OJHOKPATHOIO NPUMEHEHUSA.

15. YCnoBumA MPUMEHEHWA N SKCMNNTYATALUNN MU
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Tpe6oBaHNA K YC/IOBUSIM OKpYy>Katlollei cpegbl npu
npUMeHeHn B Tesie naymeHTa

Temnepartypa Ot +32°C go + 42°C

OTHOCUTEeNbHas 100%
B/IAYKHOCTb

ATmMocgepHoe OT 86 klNa go 106 klla
haBneHune

Tpe6oBaHUSA K yC/IOBUSIM OKpy>Katoulel cpeabl npu
npoBeAeHNN onepawnu

Temnepartypa Ot +17,8°C po + 22,2°C

OTHOCUTeNIbHasA OT 35% po 70%
B/1AXKHOCTb

ATmocepHoe Ot 86 kla go 106 klla
haBneHue

16. YCNoBMA TPAHCNOPTUPOBKW n XPAHEHWNA

XpaHuTe B MecTe, 3alnleHHOM OT B/iarn n npAamMbiX MICTOYHUKOB cBeTa U Tensa.

YcnoBua TpaHCNoOpPTUPOBKU

Temnepartypa Ot -10°C go + 35 °C
BnaxHocTb Ao 80%
ATmocdepHoe Ot 86 kla go 106 klMa
haBrieHne
YcnoBua xpaHeHUsA
Temnepartypa Otr + 5°Cpo + 35 °C
BnaHoCTb Ao 75%
ATMOcepHoe OT 86 klla go 106 kMa
hasneHune

17. CPOK ropgHocCTH
FapaHTUHbBIN CPOK rogHocTn (rapaHTMNHLIA CPOK XpaHeHns1) - 36 MecsLeB.

18. MEPEYEHbL CTAHOAPTOB
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CtaHpoapT OnwncaHune
BS EN 62366-1:2015 MpumeHeHne 3ProHOMMYHOro npoeKTuposaHua K
MeAVULUVHCKUM U3LeNNAM.

BS EN I1SO 13485:2012 N3penua MeguLUHCKKeE. Cuctemsbl ynpasfieHus
KayecTBOM. TpeboBaHUA B LeNsaX perynmpoBaHus.

BS EN ISO 14971:2012 N3penua MeguLUHCKNe. MpumeHeHne  ynpaBneHus
PUCKOM K MEAULMHCKUM N3LENUNAM.

BS EN ISO 11607-2:2006 + Al:2014 YnakoBKka MeOUUUHCKUX W3AEeNNi, CTEepPUIN3yemMbiX Ha
3aBepularwoLeii crtaguu npomnssoAacTtsa. Yactb 2.
TpeboBaHusa K Banupaumu npoueccos ¢GOpMMPOBaHUA,
repMeTnsaunn n c60pku.

BS EN ISO 11607-1:2009 + Al:2014 YnakoBka MeAULUHCKUX W3[EeNUi, CTepuindyembiX Ha
3aBepLlatoLeri cTragunmn npowussoAcTBa. YacTtb 1
Tpe6boBaHUA K MaTepuanam, 6apbepHbIM cuUcTemam
cTepunsauum n cuctemMam ynakoBKWU.

ASTM 04169:2014 CTtaHpapTHasa npaktuka TMpoBepKU 3KcnayaTaymoHHbIX
XapaKTepPUCTUK TPAHCMOPTHbIX KOHTEMHEPOB U CUCTEM.

BS EN ISO 14155:2011 KnnHunyeckme wnccnepgoBaHus MeguuUUHCKUX M3gennin ans
nopen. Hagnexkawas KnnHu4deckas npakTuka.

19, METOAbl W CPEACTBA [OE3UH®EKUMWN W NPEACTEPUIN3ALLIMOHHON
O4YNCTKWN

He npumeHnmo. MegnumHckoe mnapenve ogHOKPaTHOro NMpUMeHeHus.

20. OMMCAHME METOAOA CTEPUNN3ALNN

CtepunnbHO. CTepnan3oBaHO 06/1yYeHuem

21 MPOBEPKA ®YHKLUMNOHNMPOBAHNA N BE3OINMACHOCTWM PABOTblI MU

He npvmeHumo.

22. MOPAOOK N YCNOBUA YTUNTN3ALUUN NN YHUUTOXEHNA MU
CM. n. «YTnnusayma» B UHCTPYKUUN K MWU.

Mpoueanypa ytunamsaumm i YHUUYTOXXEHUA UNCMO/Ib30BAHHOIO MeAULUMHCKOro uniaenns
- yTUamnsaumsi Npom3BOAUTCA COrNacHO 3aKoHoAaTesibCTBY, AEWCTBYHOLWEMY Ha Tepputopumn PO.
Knacc otxogoB no CaHlunH 2.1.7.2790-10 "B"

Mpouenypa yTunnsaunn wan YHUUTOXXEHUA HEWUCNOJSIb30BAHHOIO MegULLIMHCKOro
n3genus

- yTunmsaunsa npousBOAUTCA COrflacHO 3aKoHO4aTeNbCTBY, AEMCTBYHOLWEMY Ha Tepputopumn PoO.
Knacc otxogoB no CaHlluH 2.1.7.2790-10 "A"

- FrAPAHTUA N PEKJTAMALIA

CM. n. «O6cny>XmBaHme KANEHTOB»
Peknamaumnn
Bce BoOMmpocbl M MpeTeH3uy B OTHOLWEHUW WU3LeNndA, a TakXke 3arnpocbl 0 npaBe Ha BO3Bpar
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Heo6XoAMMO HanpasAsATb B aApec YMNo/HOMOYEHHOro nmnpeacTaBUTeNns B oTaen no pa6ote c
K/IMEHTaMK.

Afpec ana Hanpas/ieHUs peknamauunii:
000 «CmuUT 3Hg Hedbro»
Poccusa, 105120, MockBa, 2-0i1 CblpOMATHUYECKMIA nepeynok, gom 1, at. 9, nom.1l, kom. 1

24. HAMMEHOBAHWE N OPUNONYECKNN AOAPEC MPOMN3BOAVNTEJA,
YMNOJ/TIHOMOYEHHOIO MNMPEACTABUTENA MU

MPON3BOANTE/b: «ApTpoKap KopnopeiiwH» (ArthroCare Corporation), 7000 West
William Cannon Drive Austin TX 78735-8531, USA (CLWLA)

MECTO NMPON3BOACTBA:
1 ArthroCare Corporation (ApTpoKap KopnopaiiH)
B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica, 20101, COSTA RICA (KocTta-Puka)

YMNOJ/IHOMOYEHHbIV MPEACTABUTE/Ib MPONU3BOAUTENA B POCCUIN:

OO0 «CmuUT 3HA Hedblo»,
105120, Poccus, r. MockBa, 2-i1 CblIpOMATHUYECKUIA nepeynok, 4. 1, 9 atax, nom. 1, kom. 1

Ten: 7 (495) 755-55-03
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CornacoBaHo

«AoTpoKap Kopnomiiwm» (ArthroCare Corporatioiil
T(KI(V Li Yn-y.am K ,]LLDM,U,paﬁB OcTuH Texac TX 7873S-8S31. CLWA I7W0 West William Cannon Drive Austin TX 78735-8531. USA)
Agnpec

Crewunanuct oTAena HopMaTUBHO-NPABOBOTO PErynpoBaHus M

LonxHocTb

Mapu Cumunk

damunung, Uma

/6 vioHs 2020 roga
Nata A4.MM.ITTT

Inognuck/

Moanuch

NHCTPYKUWA MO MPUMEHEHUNIO HA MEAVNLUWNHCKOE

N3LENNE

«KoMnNneKT 0A4HOPa30BbIX XMPYPrUYeCKUX MHCTPYMEHTOB A/1S
NOAr0OTOBKM K MMMN/IaHTaLUWMX MN/IeYEBbIX apTPOCKOMNYECKUX

ukcaTopoB Q-FIX»

Bepcusa 2

Meyatb: CbtozaH M. BepHapg * HoTapuyc * MaccauyceTc * Cpok MOMX NOHOMOYMIA ncTekaeT 1asrycrta 2025
roga

Ltamn: Cbio3aH M. bepHapg
HoTapuyc
Maccauycetc
Cpok nonHomoumin nctekaet | asrycra 2025 roga

/nognuce/
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Poccuiickas Pepaepauns
"opog Mocksa

[BaauaTb AeBATOro MOHA ABe ThICAYM ABaALATOrO roga

A, Akumos I'ne6 bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENbCTBY NOAMHHOCTb NOAMNCY
nepesofuvka NaHkosa AHApes BUkToposuya.
Mognuck caenaHa B MOEM MPUCY TCTBUM.

JIn4HOCTb noAnuncasLUero JOKYMEHT yCTaHOBNEHa.

3aperucTpuposaHo B peecTpe: N9 77/09-H/77-2020-
B3bICkaHO rocygapcTBeHHOi nownHbl (no Tapudy): 100 py6.
YnnayeHo 3a OKasaHue ycnyr npaBoBOro 1 TexHuyeckoro xapakTepa: 300 py6.

.

?nneHo,7Te9a Tb Ky N1 U C S

g ViVt " -
y m < ""lol
Monwpuycn™\, ' %
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