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1. WVHCTpyKUMA MO NPUMEHEHWI0 MeAMUWHCKOro wu3genns «TaMnoH WHTpaHas3anbHbIi
paccacbiBatowmiica Rapid Rhino Sinu-Knit»/ Instruction for use medical device Rapid
Rhino dissolvable nasal dressing Sinu-Knit.

2. VIHCTpyKuMs nO MNPUMEHEHUID MEAULMHCKOro u3gennsa «TaMNOH MHTpaHasa/bHbll
paccacbiBatowuinca Rapid Rhino Nasastent»/Instruction for use medical device Rapid
Rhino dissolvable nasal dressing Nasastent.

3. WHCTpyKUMs nNO MNPUMEHEHUID MeULMHCKOro u3genus «TaMnoH WHTpaHasafbHbIl
paccacbiBatouimiica Rapid Rhino Sinu-Foam, B cocTaBe:

1) TamnoH MHTpaHa3anbHbIN paccacbiBaloumiicas Rapid Rhino Sinu-Foam B wnpuue 20 mn

- 1uwr.

2) Wnpwny BcnomMoratenbHbil Ana cMmewmnsaHma 8 mn - 1wr.

3) KaHtona pacnpegensiouwan - lwt.»/Instruction for use medical device Rapid Rhino
dissolvable nasal dressing Sinu-Foam, in the composition:

1) Rapid Rhino dissolvable nasal dressing Sinu-Foam in a 20ml syringe - 1 pc.

2) Auxiliary syringe for mixing 8ml - Ipc.

3) Dispensing cannula - Ipc.

4. WVIHCTPYKLMSA NO NMPUMEHEHWNIO MEAULMHCKOro n3genns «TaMnoH MHTpaHasanbHblA CMEHHbI
RAPID RHINO RAPID PAC, 5,5 cm »/ Instruction for use medical device Rapid Rhino
removable nasal dressing Rapid Pac, 5,5 cm.

5. WHCTpYKUMA NO NpUMEHEHUI0 MEAULMNHCKOTO n3genma «TaMnoH MHTpaHasalbHblii CMEHHbI
ans  npupgatoyHblx na3yx Rapid Rhino (gns BapuaHTOB uUcnosHeHudaA: TaMnoH
WHTpaHa3asbHbIA CMEHHbIA AN NpuaatoyHbix na3yx Rapid Rhino Riemann, 3 cm;TamnoH
WHTpaHa3asbHbIA CMEHHbIA AN NpuAaTo4vHbiXx na3yx Rapid Rhino Riemann, 4 cm;TaMmnoH
MHTPaHa3anbHbI CMEHHbIV AN npuaaTtoyHbix Nna3yx Rapid Rhino Goodman, 5.5 cm;TamnoH
WHTpaHa3anbHbIA CMEHHbIA ANd npuagaTodHbix nasyx Rapid Rhino Mannheim, 8 cm»/
Instruction for use medical device Rapid Rhino removable nasal sinus dressing
(variants: Rapid Rhino removable nasal sinus dressing Riemann, 3 cm; Rapid
Rhino removable nasal sinus dressing Riemann, 4 cm; Rapid Rhino removable
nasal sinus dressing Goodman, 5,5 cm; Rapid Rhino removable nasal sinus
dressing Mannheim, 8 cm
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MPNMEYAHWE/ NOTE

Russian text / Pycknii English text / AHrAWIACKNiA

The following names used in the text of this
document are identical to the name of the
medical device "Rapid Rhino nasal dressing,

variants":

CnefytoliMe HaUMEHOBAHWUSA, WCMO/b30BaHHbIE MO TEKCTY
[laHHOro [IOKYMEHTa, ABNAOTCS TOX/[ECTBEHHbIMU
HavMeHOBaHMO MeAVLMHCKOro n3penwns «TaMmnoH

WHTpaHa3anbHbIi Rapid Rhino, BapnaHTbl NCANOMHEHUSA:

o Device, product (s), medical device(s)
YcTpoliicTBo, nsaenve(s), meguunHckoe(ne) nsgenme(s).

Please consider the names of the variants o
execution specified in the text of this documen’
to be identicai to the names presented in thi
table below:

Mpocm cunTatb HaMMEHOBaHWA BapUaHTOB WCMOJIHEHUA,
YKa3aHHbl€ MO TEKCTY AaHHOINo AOKYMEHTa, TOXAECTBEHHLIMU
HanMeHoBaHUAM, npeacrtaBneHHbIM BTa6}'Il/ILI,e HWKe:

HanmeHoBaHUue
BapuvaHTOB MCMNOJIHEHNSA
MeAULUUHCKOTro nsgennsa

TamnoH
paccacbiBatoLmiics
Rhino Sinu-Knit

WHTpaHasasbHbli
Rapid

TaMNoOH MHTPaHa3anbHbI
paccacbiBatouimniics Rapid
Rhino Nasastent

TamMnoOH UHTpaHa3anbHbI
paccacbiBatowuninca Rapid

To)kgecTtBeHHOe
HanmMmeHoBaHue

MepeBA30YHbIA MaTepuan
Rapid Rhino Sinu-Knit;
nepesA30YHbIN MaTepuan;
BHYTPMHOCOBas LUMHA
Nasastent PactsopstoLLascs
Ha3a/bHas MoBA3Ka,;
nosaska Nasastent;
noBss3ka

Rapid Rhino Mossaska Sinu-
Foam; nossaska Sinu-Foam;

Name in technical
documentation
Rapid Rhino
dissolvable nasal
dressing Sinu-Knit

Rapid Rhino
dissolvable nasal
dressing Nasastent

Rapid Rhino
dissolvable nasal
dressing Sinu-

Identical name

Rapid Rhino Sinu-
Knit dressing;
dressing; intranasal
splint

Nasastent
Dissolvable Nasal

Dressing; Nasastent”™

dressing; dressing

Rapid Rhino Sinu-
Foam dressing; Sinu-
Foam dressing;
intranasal splint

Rhino Sinu-Foam WMHTpaHasasbHasa LWnHa Foam
TaMnoH MHTpaHa3afbHbIN TamnoHbl Ana NpyAaTO4HbIX . . . .
CMEHHbII a5 nasyx Hoca Rapid Rhino; Rapid Rhino Rapid Rhino Nasal

npuaaToyHblix nasyx Rapid
Rhino
TamMnoH MHTpaHa3a/bHbli

cMeHHbIn RAPID RHINO
RAPID PAC, 5.5 cm

BHYTPMHOCOBasA LLUNHa,
TaMnoH

TamMnoH gna ycrpaHeHus
HOCOBOr0 KpPOBOTEYEHUA
RAPID RHINO RAPID PAC;
BHYTPMHOCOBAsA LUNHA;
TaMnoH
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removable nasal
sinus dressings

Rapid Rhino
removable nasal
dressing Rapid Pac
5.5 cm.

Sinus Dressings;
intranasal splint;
dressing

RAPID RHINO RAPID
PAC epistaxis device;
RAPID RHINO RAPID
PAC device;
intranasal splint
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Russian text

RxOniy
N{[msmitheenephew
RAPID RHINO™™
SINU-KNIT"”
VHCTpYKUMN NO
NPUMEHEHUIO
OMNCAHUE

MepeBa3oyHbIn Matepran RAPID SINU-KNIT/”
npeacTaBnseT coboi TKaHbIil MaTepuan u3
rMapoBO/IOKHa KapbokcumeTuauenntonossl (CMC).
MepeBsi304HbI MaTepuan npegcTaBaseT cobon
WHBEPTMPOBAHHYIO MHOFOC/IOMHYI0 CTPYKTYpPY, KOTOopast
No3BO/AET BOMNOKHY AENCTBOBATb B Ka4eCcTBe CTeHTa.
MMAPOKONONAHOE BOIOKHO CO3faeT BNaXKHbI reneBblit
Gapbep Mexay YCTPOMCTBOM U TKaHbH CAN3UCTBIX

060/104eK BBUAY CBOE TMIPOCKOMUYHOCTU.

OBNACTb NPUMEHEHWNA

BHyTpMHOCOBas LWMHA NpeaHa3HaYeHa A1 YMeHbLUEeHs
KPOBOTEUEHMs1 1 OTEKa U AN NPefOTBPALLEeHNs cnaek
MEX[y HOCOBOW NeperopoAkoli 1 nonocTbio Hoca. Ee
MOMELLAKOT B HOCOBYIO MOJOCTL MOC/e onepaunin nunm
Tpasm.

MPOTUBOMOKA3AHUA

OTCyTCTBYIOT U3BECTHbIE MPOTUBOMNOKa3aHus. Mpn
MCMob30BaHUN NepeBsasovHoro marepunana RAPID
RHINO SINU-KNIT Heobxogumo nonaratbcsi Ha
npeLBapuTe/lbHY0 KIIMHUYECKYH0 OLLEHKY.

A~ TIPEAYTIPEXXAEHUA 1 MEPDI
MPEAOCTOPOXXHOCTU

MpegynpexkaeHus

3anpeluaercs UCNOMb30BaTL A4aHHOE YCTPOICTBO He Mo
\HasHaYeHMIo.

HeGnaronpusTHble peakuun

e K TakoBbIM OTHOCATCS BO3MOXHOCTb UHDEKLMMN,
MOBTOPHOE WK YMOPHOE KPOBOTeUeHME, a Takke
oTfleNleHre maTepuana TaMNoHOB, KOTOPOe MnoTpe6yeT
MeaVLMHCKOrO BMELLIATENLCTBA U IEUYEHUS.

* IIMeloTca flaHHble O C/lyyasx TOKCMYECKOro LLIOKa,
KOTOpble acCOLMUPYHOT C UCTO/b30BaHNEM
onpefeneHLUbIX BUAOB HOCOBbIX TAMMOHOB U3
maTepuanoB, afcopGUpYOLLMX XUAKOCTU. ITO
COCTOSIHME MOXET MPUBECTU K CMEPTH, Mo3ToMy

33 NaumeHTamm Hy)XXHO HabnaaTb W NPOBepsTb, HET N
Y HUX MPU3HAKOB Pa3BUTUSA JAHHOrO COCTOSHUA.

e BcnefctBme HenpaBMALHOTO pa3MeLLeHus
YCTPOWACTBA Yy (PU3NUECKM HEKPYMHbIX MaLMEHTOB U
MauUMeHTOB C HErTlyebOKOA HOCOT/TIOTKOWM MOXKET
BO3HWKHYTb HapyLUEeHWE AbIXaHUS.

e HapyleHuve ablxaHUa WM yMeHbLUEHNE HaCbILLEHWS
KPOBU KMCMIOPOAOM MOXET NPOSIBUTLCS Y MaLMEHTOB,
VMEIOLLMX PUCK YXYALIEHUA AblXaTe/IbHOro npouecca.
YKA3AHUA MO MPUMEHEHWIO
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English text

RxOnly

”N'smith&nephew 0123

RAPID RHINO™”
SINU-KNIT"™”

Instructions for Use

DESCRIPTION

RAPID RHINO™ SINU-KNIT™ Dressings are weft
knitted carboxymethyl cellulose (CMC) hydro fibres.
The dressing is an inverted multi layer design that
allows the fabric to act as a stent. The hydrocolloid
fabric creates a moist gel barrier between the device
and the mucosal tissue due to its hygroscopic
capability.

INDICATIONS FOR USE

An Intranasal splint is intended to minimize bleeding
and edema and to prevent adhesions between the
septum and the nasal cavity. It Is placed In the nasal
cavity after surgery or trauma.

CONTRAINDICATIONS

There are no known contraindications. Medical
judgment is necessary when using RAPID RHINO
SINU-KNIT Dressings.

A WARNINGS AND PRECAUTIONS
Warnings

Do not attempt to use the device for anything other
than the indicated use.

Adverse Reactions

« These include the possibility of infection, recurrent
or persistent bleeding, and dislodgement of the
packing necessitating medical treatment.

e Toxic shock syndrome has been reported to be
associated with the use of certain nasal packing
materials with fluid absorbing properties. This
condition can cause death; hence all patients should
be monitored for any signs, which indicate the
development of this condition.

 Breathing distress is a possibility in physically small
patients or patients with a shallow nasopharynx due
to improper positioning of the device.



1. BblHMMalOT nepeBs3oYHbIli Matepuan RAPID RHINO
SINU-KNIT 13 cTepunibHO yNnakoBKM M MOMELLAIOT Ha
CTEPUNbHOE OMNepauyoHHOe MnoJe.

2. 3axBartblBalOT TKaHb CYXMM 3aXVMMOM 6e3 Haceyek
Ha 6paHLlax 1 OCTOPOXHO MOMeLLAaT MmaTepuan B
Xenaemoe Mecto B CyXOM (HECMOYEHHOM) BUAE.

[na 0OCTMXKEHNA MaKCUMaslbHOro adekTa
00653aTe/IbHO HY>KHO 3aKpbITb OOHaXKEHHbIE TKaHN U
CNN3NUCTYIO.

3. CmaumBaroT TKaHb CTEPU/ILHON BOAOI (He
hrsnonornyeckMm pacTBopom).

Mpy 3TOM HY)XKHO y6eAuTbCs, YTO BCSl TKaHb - OT camoli
yOaneHHol 4acTh B 3afHEei NonocTn Ao nepeaHer yactu
- MOSIHOCTBIO CMOYEHa, YTO NMO3BONUT eli NPeBpPaTUTLCA
B refib.

4. TauneHT JO/MKeH ByaeT Aenatb OPOLUEHUS Cnadbim
COMEBLIM PAcTBOPOM [0 MEPBOro BM3WUTa K Bpayy
(06bI4HO Ha npoTsHkeHun 7-10 gHER nocne onepayumn).
[Jo nepBoro nocelleHnst Bpaya 3anpeliaetcs genatb
OPOLLEHNSA TUMNEPTOHNYECKNM COMEBbIM PacTBOPOM.

5. Becb OCTaTOuHbIN Fenb, KOTOPbLIA He pacTBOpUCcS
WIN He NOKMHYN OrepauoHHOoe Nnone yepes
€CTeCTBEHHblE OTBEPCTUSA, MOXHO YAaNuUTb NErKUM
oTcacbiBaHNEM.

KOMIMJIEKT MOCTABKW

YCTPOWCTBO MOCTaBASIETCA CTEPWILHBIM U
npegHasHavyeHo TOJIbKO AJ1A

O4HOPA30OBOIO NCMOJIb3OBAHUA.
3anpeuiaeTca YNCTUTb, MOBTOPHO CTEPU/IN30BATb
WN MOBTOPHO UCMNOJ/Ib30BaTb YCTPOMCTBO, TaK Kak
3TO MOXXET NMPUBECTU K MOBPEXKAEHUIO WUIN
YXyALEHNIO KayecTBa ero paboTbl, 4To npueegeT
K BbIXO4Y OaHHOro u3gennus u3 cTpos, ero
MOBPEXAEHUIO U MPUYMHEHUIO Bpeda 340P0BbIO
nayumeHTa. Ynctka, NOBTOpHas cTepuansauus wum
MOBTOPHOE MCMNO/b30BaHME YCTPOICTBA MOTYT Takxke
NoABEPrHyTb NaumeHTa pUcKy nepeHoca
WH(EKLMOHHLIX 3a60n1eBaHnii. MNpoayKT cTepunnsoBaH
3TUNEHOKCUAOM.

V3genne He coaepXXuT HaTypasibHOro flatekca u
anatunrekeungranara (43ro).

YTUIN3AUNA

YCTPOICTBO CnefyeT yTUAM3MpPoBaTh B COOTBETCTBUM C
[eCTBYIOLLMMMN FOCYyJapCTBEHHLIMU HOpPMaTMBaMU U
MnaHoM yTUIM3aLUM MeAULIMHCKUX OTXO/0B,
NPUHATLIM B aHHOM MEAULIMHCKOM YUPEXAEHUN.

CEPBUCHOE OBCNYXXWUBAHWE MOTPEBUTE/EN
FapaHTuiiHbIe 0653aTenbCcTBa

[aHHoe n3genve nmeet rapaHTMio oT AeeKTOB B YacCTK
KayecTBa mMatepuanoB, U3roToBNEHNS U PaboTbl Ans
ofHopasoBsoro ucnons3osaHunsa. NOBTOPHOE
NCMNOJIb3OBAHWE 3ATMPELWLEHO. HACTOALW, AA
FTAPAHTUA 3AMELLAET COEOW BCE MPOYUE
FAPAHTNW, ABHbIE, MOAPA3YMEBAEMbIE U
(nNnN) YCTAHOBNEHHBIE B 3BAKOHHOM
MOPAAKE, B TOM YNCJIE TAPAHTUW TOBAPHOMN
NMPUTOAHOCTU N (MNN) NPUTOAHOCTU ans
KOHKPETHbIX LLEJIEN, N BCE APYTUE
OBA3ATENBLCTBA UMW 3AABNEHNA

OB OTBETCTBEHHOCTW KOMMNAHWW
ARTHROCARE.

Peknamauuun

Co Bcemun BONpocamu, >Xanobamu, a Takke no noBogy
paspelleHnin Ha BO3BpaT obpatllaiTteck B OTAeN
o6cnyknBaHms notpebuteneii UM K ynoiHOMOYEeHHOMY
npeacTaBuUTeNto KOMMaHUW.
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e Respiratory distress or decreased oxygenation can
occur in patients at risk for impaired respiratory
condition.

DIRECTIONS FOR USE

1. Remove RAPID RHINO SINU-KNIT Dressing from
the sterile packaging and place on a sterile surgical
field.

2. Grasp the fabric with dry non-serrated forceps and
gently advance the dressing into the desired location
in a dry (un-hydrated state). To ensure the maximum
efficacy, be sure to cover the denuded tissue and
mucosa.

3. Wet the fabric with Sterile Water (not Saline).
Ensure that the entire fabric from the deepest portion
of the posterior cavity, to the anterior has been
totally hydrated allowing the fabric conversion into its
gelled state.

4. Have the patient irrigate with light saline solution
until first office visit. (Usually 7-10 days post op) Do
not irrigate with hypertonic solution until after first
office visit.

5. Any residual gel that has not dissolved or left the
surgical site through normal outflow passages may be
easily removed through gentle suction.

HOW SUPPLIED

The device is supplied sterile, and is for SINGLE USE
ONLY. Do not clean, resterilize, or reuse the
device, as this may damage or compromise the
performance resulting in product malfunction,
failure, or patient injury. Cleaning, resterilization,
or reuse of the device may also expose the patient to
the risk of transmitting infectious diseases.

The product is sterilized using ethylene oxide.

The product is not made with natural rubber latex
and is DEHP Free.

DISPOSAL

The device must be disposed of in accordance with
applicable government regulations, and the Medical
Waste Management Plan for the facility.

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.



ECIREPI

Mpowussogutens

ArthroCare Corporation

7000 West William Cannon Drive
Austin, TX 78735 USA

Phone: (800) 343-5717
CUSTOMER SERVICE
www.arthrocare.com

YNONHOMOYEHHbIA NpeacTaBuTenb B
EBpone

Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14

78532 Tuttlingen

Germany

ec.rep@smith-nephew.com

CMMBOJ1Ibl n nx PACLUN®PPOBKA

REF

LOT

A

Howmep no karanory

Homep napTtun

fogeH go

O3HaKOMbTECb C MHCTPYKLMSIMM O
NPUMEHEHWIO

lMoBTOpHOE NCnonL3oBaHue
3anpeuweHo

MoBTOpHas CTepuM3aLus
3anpeLlieHa

3anpeLiaeTcs MCNoNb30BaTb, ECN
yrnakoBKa MoBpexaeHa

bepeub OT BNaru

Bepeub OT CONMHEYHBIX Nyyeli

BHMMaHne

STERILE EO | CrepunusoBaHO 3TUNEHOKCUAOM
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Product Complaints

All questions, complaints, or return authorization
requests should be directed to Customer Service or
an authorized representative.

Manufacturer

ArthroCare Corporation

7000 West William Cannon Drive
Austin, TX 78735 USA

Phone: (800) 343-5717
CUSTOMER SERVICE
www.arthrocare.com

ECIREPI Authorized European Representative

Smith & Nephew Orthopaedics
GmbH
AlemannenstraBe 14
78532 Tuttlingen
Germany
ec.rep@smith-nephew.com

SYMBOLS KEY

REF Catalogue Number
Lot Number
LOT
Use-by date

DSI Consult Instructions for Use

Do not reuse

® ®

Do not resterilize

Do not use if package is damaged

T Keep Dry

Keep away from sunlight
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YNOMHOMOYEHHbI NpeacTaBuTe b
ECIREPI B EBpoOnNeiickoM coo6LLecTBe

BHMMAHWVE! thepepanbHoe
3aKkoHopgatenscTeo (CLUA)
paspeLlaeTt NPoAaxy 3Toro
YCTPOWCTBA TO/IbKO MEAULMHCKIM
paboTHMKaM nam no mx 3akasy.
3Hak CE 1 ngeHTUPUKaLnoHHbIN
HOMEpP PErnCcTPUPYHOLLErO OpraHa.
C € W3penve ynosnetsopser
OCHOBHbIM TPe60oBaHMAM
0123 [ONpeKTMBbI O MEANLIMHCKNX
ycTpoiictBax (93/42/EEC).

Rx only

"'TOBapHbI 3HaK KomnaHun Smith & Nephew.

Ha gaHHOe u3genve MOXET pacnpoCTpaHATbCA AelcTBMe
OJHOro WM Heckonbkux nareHtos CLUA. [na
Nnosy4yeHUst JOMO/IHUTEIbHOW MH(opMauun CM. BEG-caiiT
smith-nephew.com/patents.

Smith & Nephew 2018.
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0123

Caution

Sterilized using ethylene oxide

Manufacturer

Authorized Representative in the
European Community

CAUTION: Federal (IfSA) law
restricts this device to sale by or
on the order of a physician.

CE mark and identification
number of

Notified Body.

The product meets the essential
requirements of Medical Device
Directive (93/42/EEC).

~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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NASASTENT™

PacTBopsmoLwiadaca Hasas/ibHasA
NMoBA3ka

NHCTPYKUUST MO NMPYMEHEHUIO

MOKA3AHUMA K MPUMEHEHWNIO

Mosaska NASASTENTN' npegHasHayeHa 4ns
YMEHbLLEHNA KPOBOTEUYEHUA U OTEKa, a Takxke A/1A
npefoTBpaLLeHns 06pasoBaHUsA cnaek Mexzay
neperopojKoii Hoca 1 CTeEHKamMu HOCOBOW nonocTu. Ee
pasmeLlatoT B HOCOBOW MOMNOCTM NOc/e onepaTnBHOro
BMeLllaTtenbcTBa uUnm TpaBmbl. oBA3Ky NASASTENT
N3rotaBnMBatoT U3 abcopobupytoLero marepuana
Kap6okcmmetunuenntonossl (KML).

OMMCAHWE N3OENNA

MoBaska NASASTENT —3aT0 pactBopstoLascs
VMHTpaHa3anbHasa LWWHa, U3rotasnneaemMas u3
nonucaxapuaa pactTuTeslbHOro NPOUCXoXAeHUs
KapOOoKCMMeTUNLUEeN0103bl. o Mepe TOro Kak noBA3ka
BMMWTbIBAET XMAKOCTU B HOCOBOW MOJSIOCTW, OHA
npeBpaLlaeTca B rMApPOKONNOUAHbIV TeNlb, KOTOPbIV COo
BpeMeHeM eCTeCcTBEHHbIM 06pa3oM BbiTeKaeT

13 HOCOBOW MONOCTW.

MPOTUBOIMNOKA3AHUA

MpoTnBONoKasaHUs 471 UCMO/b30BaHUSA HEe U3BECTHbI.
Mpn ncnonb3oBaHMn NoBa3kM NASASTENT Heobxoanmo
nonaratbCsl Ha KIMHUYECKYHO OLLEHKY.

MNPEAYMNPEXAEHNA 1 MEPHI
MPEOOCTOPOXXHOCTI
MpeanynpexxaeHus
e 3AlPELWAETCA mncnonb3oBartb uU3genne He no
Ha3Ha4YeHMIO.

Mepbl NPeAoCTOPOXKHOCTHU

e [lepeg ucnonb3oBaHeM noBA3KM NASASTENT
ybegutecb, YTO NPOYMTaM Y MNOHANM BCE
NHOPMAaLMOHHbIE MaTepuasibl, BIOXXEHHbIE B YMaKOBKY,
B OCOGEHHOCTU BCE NMpeaynpeXXaeHns, mepbl
NPefOCTOPOXKHOCTU U UHCTPYKLMN MO NPUMEHEHNIO.

e [oBszka NASASTENT noctaBnsietcs CTepuUnibHON 1
npegHasHadveHa TOJIbKO ANA OQHOKPATHOIO
MCMOTIb3OBAHS.

e Ecnn v3genve nepectasio 6bITb 31aCTUHHbIM (Ha
nMobom 3Tane nNpouenypbl), He NPUMEHSITe ero.

BO3MO>XHbIE HEXKENMATENNbHbBIE SO ®EKTbI

e Bo3MOXHble HexkenartesnbHble 3PeEKTbl BKIOYaOT
WHEeKLUMIo, NOBTOPHOE WM HenpekpallatoLleecs
KpoBOTeYeHMe U cMeleHne noBA3kM NASASTENT,
TpebytoLLee MeJMLIMHCKOrO BMeLLaTeNbCTBa.

e HapyleHue abIxaHUA UM YMeHbLUEHWE HacbILWeHUs
KPOBW KUCNOPOLOM MOXET MOSABUTLCA Y NaLNEHTOB,
UMEIOLLMX PUCK Pa3BUTUSA AblXaTeNlbHOMN
HefoCTaTOYHOCTU.

e B pegkux cnyyasx (puU3nKo-xmmuyeckue gaxkropsl,
CBsi3aHHble C onepauuenr Ha NonocTn Hoca ¢
NpPUMEHEHVEM TaMMOHMPOBaHUS Hoca nnn 6e3
TaMMNOHMPOBaHWS, MOTYT cO3/laBaTb PUCK Pa3BUTUSA
CYHApOMa TOKCMYecKkoro woka (CTL).
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NASASTENT""

Dissolvable Nasal Dressing
Instructions for Use

INDICATIONS FOR USE

NASASTENT/M dressing is intended to minimize
bleeding and edema and to prevent adhesions
between the septum and the nasal cavity. It is placed
in the nasal cavity after surgery or trauma.

DEVICE DESCRIPTION

NASASTENT dressing is a dissolvable polysaccharide
intranasa! splint made from plant-based
CarboxyMethyl Cellulose (CMC). As it absorbs nasal
fluids, it turns into a hydrocolloidal gel that naturally
drains from the nasal cavity over time.

CONTRAINDICATIONS

There are no known contraindications. Medical
judgement is necessary when using NASASTENT
dressing.

>K WARNINGS AND PRECAUTIONS
Warnings

« DO NOT attempt to use the device for anything
other than the indicated use.

Precautions

 Prior to using NASASTENT dressing, ensure that all
package inserts, particularly all warnings, precautions
and instructions for use, are read and understood.

« NASASTENT dressing Is supplied sterile and
intended for SINGLE USE ONLY.

« If at any time the device becomes inflexible, do not
use the device. ,

POSSIBLE ADVERSE EFFECTS

« Adverse effects include the possibility of infection,
recurrent or persistent bleeding, and dislodgement of
NASASTENT dressing necessitating medical
treatment.

« Respiratory distress or decreased oxygenation can
occur in patients at risk for impaired respiratory
condition.

¢ In rare instances, the physiochemical condition
associated with nasal surgery, both with and without
nasal packing, may present a risk of toxic shock
syndrome (TSS).

* NASASTENT dressing exhibits no antimicrobial
properties. It is not bacteriostatic toward pre-existing
infections, nor does it prevent the occurrence of new



e [oBsiska NASASTENT He o6nagaeT aHTUMUKPOOHbLIMM
csoictBamn. OHa He OKasbiBaeT H6akTepuocTaTtmyeckoe
[JelAiCcTBNE B OTHOLLEHUN YXKe Pa3BUBLUNXCSA WUHMDEKUNA 1
He npefoTBpaLLaeT BO3HUKHOBEHME HOBbIX MH(EKLNIA.
Mpy HaM4UMKM paHee PasBUBLUNXCA UHMDEKLWI
peEKOMEeHAYeTCA HayaTb COOTBETCTBYHOLLEE NIEYEHME.

TPEBOBAHWA K NMOATOTOBKE BPAYA

¢ lcnonb3oBaHve 3TOro usgenus Tpedyet Hann4ums
COOTBETCTBYIOLLErO YPOBHA MEAULMNHCKMX HABbIKOB U
onbiTa. Mepes NpUMEHEHWEM B KIIMHWYECKON MpaKTuKe
03HaKOMbTECb C MHCTPYKUMel

no NPYMEHEHNIO.

e PekomeHayeTCsi MPOXOXAeHWE 06y4eHMs B LIEHTpe
HapaboTKN HaBbIKOB U (MN)
npucyTcTemne/accucTMpoBaHue npu NoA06HbIX
BMeLlaTe/IbCTBaXx.

e BaxHbIMM thakTOpamu Npy UCNONb30BaHUN U3AENNs
ABNAIOTCA NpPOLedypbl, BbINONHAEMbIE B
npesonepaLyoHHbIA NePUOA 1 B XO4e onepawuu,
NpaBU/bHBIA OTOOP NaLUEHTOB, 3HAHWE XUPYPrUYECKUX
METOAMK W MPaBW/bHbIA BbIGOP N3LENNA.

e Bpauy cnegyeT npovHgpopMMpoBaTh NaumneHTa oo
N3BECTHbIX PUCKAX N OC/IOXHEHUAX, CBA3AHHbIX C
onepaTvMBHbLIM BMELLATE/IbCTBOM W UCMO/Ib30BAHNEM
JaHHOro n3genus.

MHCTPYKLUWNA no MPNMEHEHWIO

1. OrtkpoiiTe ynakoBky noBsaskym NASASTENT
HernocpeaCcTBEHHO rnepes ee BBegeHeM. /3Bnekute
NOBSI3KYy C COG/IOAEHNEM CTEPUIBHOCTU, COXPaHss
LLefIOCTHOCTb M3aenus.

2. B npepctaBneHHoM Buge noBA3Ky NASASTENT
MOXHO CXKMMaTb 1 13rnbartb, 4YTo 06/eryaert ee
BBeJeHMe B HocoByto nonocte. NMPUMEYAHVIE. Mepes
BBefeHneM noBsiskm NASASTENT ee He Tpebyetcs
YBNAXHATH.

3. OueHuTe pas3mepbl aHATOMUYECKUX CTPYKTYP
naumneHTa n onpegennte, Tpedyetcsa M nogpesaHue
nossAskn NASASTENT nepepf ee BBefeHMEM.
MPUMEYAHUE. Ons o6neyeHns BBEAEHUS MOBSI3KU
NASASTENT B HOCOBYIO NMO/IOCTb €8 MOXXHO CXKaTb.
4. Bo3bmuTe M3genve nNUHUETOM N BBeAUTe ero B
HOCOBYIO MOJIOCTb KOHWYECKMM KOHLOM Brepes,

5. Tocne yctaHOBKMW, NpY HEOBGXOAUMOCTU MOXHO
yBNaXXHUTL NoBA3KY NASASTENT.

6. He cnepyeT upe3mepHO opoLlaTb MOBA3KY
NASASTENT nocne pasmelleHns, a Takxe
NpuUKNaabIBaTb YpesMepHble YCUIUA Npu OpOLLEHNN.
MPUMEYAHIVE. lMocne pasmeLLeHnsa MoBA3KN
NASASTENT MOXHO MCNOb30BaTh Ha3a/lbHbI Cnpeli ¢
(PN310NOTMYECKUM PACTBOPOM.

7. Becb HeWcnonb3oBaHHbLIA MNPOAYKT, OCTaBLUNIACA
nocsie BCKPbITUA YNaKOBKK, yaannTe B OTXOfbI.

MocneonepaynoHHbIN yXOp,

1. Nossaska NASASTENT coctouT 13 pacTtBopstoLLerocs
MaTepuana. Bce octaBLUMECA HEPACTBOPEHHLIMU
Martepuasbl, KOTOpble He OblNN BbiBEAEHbI U3 06/1aCTK
ornepaTvMBHOIO BMellaTe/IbCTBa Yepe3 ecTeCTBEHHbIe
HOCOBbIE XO[bl, XPYPr NO CBOEMY YCMOTPEHUIO MOXET
yOanutb NocpeacTBOM OPOLLEHNA U OTCaCbIBaHMUS.

2. MpowuHhopMupyiiTe NnauneHTa, 4to nocne
pasmelleHnsa noeaskn NASASTENT ee He cnepyet
YpesMepHO opoLlaTh, a TakXe MNpuKnagbisatb
yYpe3mepHble YCUIMA npu opoLueHunn. (Jo nepsoro
noceLleHns Bpaya He cnefyet UCNOAbL30BaTh 4/
OpOLLUEHUS  LUMPUL-TPYyLLY.)
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infections. In the case of pre-existing infections it is
recommended that appropriate treatment be
instituted.

PHYSICIAN TRAINING REQUIREMENTS

« Use of this device requires an appropriate level of
medical skill and experience. Review the Instructions
for Use prior to clinical use.

e Completion of a skills laboratory and/or observation
of/assistance with similar procedures is
recommended.

» Preoperative and operative procedures, including
proper patient selection, knowledge of techniques,
and proper device selection are important
considerations when using the device.

* The physician should advise the patient of the
known risks and complications associated with the
procedure and use of this device.

INSTRUCTIONS FOR USE

1. Immediately prior to insertion, peel open the
NASASTENT pouch and remove device using sterile
technique to maintain product integrity.

2. NASASTENT dressing, as provided, is compressible
and pliable for ease of insertion into the nasal cavity.

NOTE: NASASTENT dressing does not require
hydration prior to placement.

3. Evaluate the patient's anatomy to determine if the
NASASTENT dressing requires trimming prior to
placement.

NOTE: NASASTENT dressing may be compressed for
ease of insertion into the nasal anatomy.

4. Grasp the device with forceps and advance into the
nasal cavity leading with tapered end.

5. After placement, NASASTENT dressing may be
hydrated if desired.

6. Do not excessively irrigate after placement of
NASASTENT dressing or use excessive force while
irrigating.

NOTE: Saline nose spray may be used after
placement of NASASTENT dressing.

7. Discard any unused product after opening.
Post'Operative Care

1. NASASTENT dressing is dissolvable and any
residual material that has not dissolved or left the
surgical site through normal outflow passages can be
removed with irrigation and aspiration at the
discretion of the surgeon.

2. Please advise the patient not to excessively
irrigate after placement of NASASTENT dressing or to

use excessive force while irrigating. (Do not irrigate
with bulb style syringe until after first office visit.)

NOTE: Saline nose spray may be used as needed.

3h



MPNMEYAHWE. Mo mepe HEOBXOAUMOCTM MOXKHO
MCMOMb30BaTh Ha3aNbHbIA cripeli ¢ (U3NONOTMYECKUM
pacTBoOpoOM.

®OPMA TMNOCTABKUN

Mosaska NASASTENT noctasnsetca CTEPV/IbBHON u
npegHasHadeHa ana NCMNOJIb3OBAHNA TOJIbKO Y
OAHOIO MALIEHTA. He ctepunu3osartb MOBTOPHO. 3TO
N3genne CTepPUIN30BaHO 3TUIEHOKCULOM.

YTNIN3ALUNA

V3aenve Heo6XoAMMO YyTUAM3UPOBATb B COOTBETCTBUM C
NPVYMEHVMbIMM TPe6oBaHMSIMI 3aKOHOAATE/NbCTBA W
npaBunaMn 06paLLeHns ¢ MEAVLMHCKUMU OTXOJaMW,
NPUHATLIMA B NIeYE6HOM YUPEXAEHUN.

CNY>XBA MOAOAEP>XKN KITMEHTOB

CBefieHNs 0 rapaHTumn

lapaHTUS Ha U3genne pacnpocTpaHsaeTcs Ha
maTepuansbl,

(DYHKLMOHNPOBAHNE 1 OTCYTCTBME MPOM3BOACTBEHHOIO
6paka npy ycnoBMn MCMOJb30BaHUA TOMLKO Y OAHOTO
naymeHta. HE NCMOJIb3OBATb

MOBTOPHO. JAHHAA TAPAHTUA 3AMEHAET BCE
OPYTWE TAPAHTUW, BBIPAXEHHBIE ABHO,
MOAPA3YMEBAEMBIE U (MNN)
YCTAHOBMAEHHbBIE 3AKOHOM, BK/TIOYAA, CPEAU
MPOYEIro, TAPAHTUIO MPUTOAHOCTU K
MPOOAXE, COOTBETCTBUA U (UNN)
MPUTOAHOCTW fgna OMPEAENEHHOW LENV U
BCE OPYTME OBA3ATEJ/IBCTBA UNIN
OTBETCTBEHHOCTb CO CTOPOHHbI

KOMMAHUN ARTHROCARE.

>Kanobbl, oTHOCALLMECA K MPOAYKTY

Co BceMu BOMpoOCamMyn WM Npobremamu, CBs3aHHbIMU C
Ka4yeCTBOM, HAIeXXHOCTbIO U (UN1M) [OTOBEYHOCTBLIO
3TOro M3genus, cnegyet obpawarscs B CNy>X6y
NOALEPXKKN K/IMEHTOB MW K YNONHOMOYEHHOMY
npeacTasuTento.

MpownssopuTtesns
ArthroCare Corporation

7000 West William Cannon Drive
Austin, TX 78735 USA (CLLA)
Ten.: (800) 343-5717
CNY>XBA MNOAOAEPXKN KJTMEHTOB
www.arthrocare.com

ECIREPI YNONHOMOYEHHbI NpeacTaBuTeNb B

EBpone

Smith & Nephew Orthopaedics GmbH

AlemannenstraBe 14

78532 Tuttlingen

Germany

ec.rep@smith-nephew.com

3HAYEHNA CMMBOJIOB

REF

Homep no katanory
Howmep cepun

LOT

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

HOW SUPPLIED

NASASTENT dressing is provided STERILE and is
intended for SINGLE PATIENT USE ONLY. Do not
resterilize. This product is sterilized using Ethylene
Oxide.

DISPOSAL

The device must be disposed of in accordance with
applicable government regulations, and the Medical
Waste Management Plan for the facility.

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 related for quality, reliability
and/or durability of this product should be directed to
Customer Service or an authorized representative.

Manufacturer
ArthroCare Corporation
7000 West William Cannon Drive
Austin, TX 78735 USA
Phone:(800)343-5717
CUSTOMER SERVICE
www.arthrocare.com
ECIREPI Authorized European
Representative
Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14
78532 Tuttlingen
Germany
ec.rep@smith-nephew.com

SYMBOLS KEY

Catalogue Number

REF
LOT Lot Number
Use-by date
Consult Instructions for Use
w



Cpok rogHocTtu

O3HaKOMbTECh C MHCTPYKLMEN Mo
NpYMeHEHNIO

He vcnonb3oBaTb NOBTOPHO

He cTepnnn3oBatb NMOBTOPHO

He ncnonb3oBathb, €cin ynakoBka
noBpexXaeHa

He ponyckartb nonagaHus
COJTHEYHbIX Nlyyei

XpaHUTb B CyXOM MecTe

MpepocTepexeHve
EO CTEpUNM30BaHO 3TUIEHOKCUAOM

OTKpblBaTh 34echb

|
m I Mpou3BoauTeNb

IECIRE A YNONHOMOYEHHBI NpeacTaBUTENb
B EBponeinckom coobulectse

Rx only MPEAOCTEPEXEHWME. CornacHo
thefepanbHOMY 3aKoHOaTeNbCTBY
(CLLUA) naHHOe u3genne MOXeT
npojasaTbCa TOMbKO Bpayy wum
Mo 3akasy Bpava.

3HakK CE 1 naeHTUhMKaLNOHHbIA
HOMeP YNONHOMOYEHHOTO OpraHa.
C € V3genve cooTBeTCTBYET OCHOBHbLIM
TpeboBaHuAM Anpektnebl EC 06
0123 yCTPOICTBaX MEAULMHCKOrO
HasHauveHus (AnpekTnBa
93/42/EEC).

- TOBapHbIA 3HaK koMnaHmn Smith & Nephew.

Ha 310 n3genve MoXeT pacnpoCTPaHATLCA AecTBME
OfIHOTO W/IN HECKOMNbKMX nateHToB CLLUA.

[na nonyyeHus Nogpo6HOI MH(opMaumm CM. Be6-caiT
smlth-nephew.com/patents.

© Smith & Nephew 2019.
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Do not reuse

Do not resteriiize

Do not use if package is
damaged

- @®®

Keep away from sunlight

474 4
Keep Dry

Caution

> =1

EO Sterilized using ethylene oxide

Peel Here

Manufacturer

A AN Authorized Representative in
E c Tp € the European Community

Rx only CAUTION: Federal (USA) law
restricts this device to sale by
or on the order of a physician.
CE mark and identification
number of

C € Notified Body.
0123 The product meets the essential

requirements of Medical Device
Directive (93/42/EEC).

Trademark of Smith & Nephew.

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

Smith & Nephew 2019.
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RAPID RHINONN™
NoBA3Ka

SINU-FOAM"'™
NHCTPYKUUST NO NMPUMEHEHUIO

OMMUCAHWE
MoBs3ska SINU-FOAMNN pervicteyeT Kak
rMAPOKOTONAHBIi hmanydecknii 6apbep.

MepBOHa4YalbHO OHa BbLIMAANT KaK CyxOi Bs3aHbIi
Matepuan 13 Kap6okcumetunuennonossl  (KMLL),
BMOXKEHHBIA B WNpWL, Mpy NpaBUIbHOM

pasmayvBaH1M BSi3aHbIi MaTepran npeBpallaeTcs B refb
n obpasyeT  BN@XHYHO, Bf3KYIO, PacTBOPSIOLLYHOCSH
NOBA3KY. B KOMNIEKT BXOAUT AOMOHUTENBbHbIA LUNPULL
ONs CMEeLMBaHMS 1 pacnpefenstowas KaHtons.

MOKA3AHNA K NMPUMEHEHUIO

MHTpaHa3anbHas LUMHa npegHasHayveHa ans
YMEHbLUEHVS KPOBOTEUEHMS U OTeKa W NpefoTBpalleHuns
06pa3oBaHNA CMaek MeXgy HOCOBOW Meperopogkoi u
CTEHKaMW HOCOBOW nonoctu. Ee pasmeLyaroT B HOCOBOVA

nmofocTn rocne onepatMBHOrO BMellATeNbCTBA WK
TPaBMbl.
MPOTVMBOTOKA3AHNA

MpoTuBOnokasaHna /18 WCMONb30BaHUA HEWU3BECTHbI.
Moy ncnonb3oBaHuM nosAskM SINU-FOAM Heobxognmo
nosiaratbCs Ha KIMHUYECKYHD OLEHKY.

A MPEAYMNPEXAOEHUNA 7]
MPEAOCTOPOXXHOCTU
MpepynpexaeHus
. 3anpeLjaetcss UCNONb30BaTb YCTPOWCTBO He rO
Ha3Ha4eHuIo.
Mepbl NpefoCTOPOXKHOCTU
. Mepen pasmauvBaHvem nossaskn  SINU-FOAM
ybeautechb, 4UTO MpPoYMTa/IM M YETKO MOHAN  Bce
WHPOPMaLMOHHbIE MaTepuasbl, B/IOXEHHbIE B YNakKOBKY,
BTOM 4ucne npeaynpexaeHuns, Mepbl NpPesocTopoOXHOCTU
W HCTPYKUUX MO NPUMEHEHNIO.

Moesizka SINU-FOAM nocTaBnsieTcsi CTepusibHONM

MEPbBI

nnpegHasHadeHa TOJIbKO A4  OAHOKPATHOIO
MCMOIb30OBAHNS. .
. Vcnonbayinte TOJIbKO CTEPWUJ/IbHBIV  pacTBOp

PuHrep'nakrat nnu crepunbHyto Bogy (Hz20).
[obGaBneHve 4pe3mMepHOro Ko/nuM4yecTBa pacTBopa
PuHrep-naktar unm ctepunbHoi Bogel (H20) npuBegeT K
MOMyYyeHWIO MeHee BA3KOW MOBA3KW, TOrga  Kak
foGaBrneHne pacTBopa PuHrep-nakrar wam CtepuibHOM
BOAp! ’H20) B 06beMe, KOTOpbIA  MeHbLUE
YCTAHOB/IEHHOIO, MPUBEAET K NonyvyeHno 6onee BA3KON
MoBA3KK;, B 0OOMX CNyyasx MoBsA3Ka MOXET He obnajarb
HeobXxoaMMbIMM CBOWMCTBaMMU.

He>xenatenbHble peakuyuu

e Bo3MOXHble HexenaTeslbHble 3PMeEKTbl BKIHOYAKOT
WH(EKUMIO,  MOBTOPHOE WM HenpekpallaroLleecs
KpOBOTEYEHVE 1 CMELLEHNE NOBA3KMU, TpebytoLlee
MeAMLIMHCKOro BMellaTe/ibCTBa.

e HapylweHne AbixaHMUA WUAN YMEHbLUeHMEe HacblLLeHNs
KPOB/ KUC/IOPOAOM MOXET MOSBUTLCA Y MauMeHTOB,

NViErOLLNX PUCK pasBnTNA ,ﬂ.le&TeﬂbHOVI
HEAOCTarO4HOCTW.

4 OnucaHbl cnydyam cumHOpomMa TOKCUYeCKOro LioKa,
CBA3aHHble c MCMnosib3oBaHNEM onpeaeneHHbIX
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RAPID RHINONN
SINU-FOAMN'™ Dressing

Instructions for Use

DESCRIPTION

SINU-FOAMN/ Dressing functions as a hydrocolloidal
physical barrier that starts as a dry
carboxymethylcellulose (CMC) knit within a syringe.
When properly mixed, the knit gels to form a moist,
viscous, and dissolvable dressing. The kit has an
additional syringe for mixing and a dispensing
cannula.

INDICATIONS

An intranasal splint is intended to minimize bleeding
and edema and to prevent adhesions between the
septum and the nasal cavity after surgery or trauma.

CONTRAINDICATIONS

There are no known contraindications. Medical
judgment is necessary when using SINU-FOAM
Dressing.

A WARNINGS and PRECAUTIONS
Warnings

< Do not attempt to use the device for anything other
than the indicated use.

Precautions

* Prior to mixing the SINU-FOAM Dressing, ensure
that all package inserts; including warnings,
precautions and instructions for use are read and
understood.

» SINU-FOAM Dressing is supplied sterile and
intended for SINGLE USE ONLY.

e Use STERILE Lactated Ringer Solution or Sterile
Water (H20) ONLY.

e Adding excess Lactated Ringer Solution or Sterile
Water (H20) will result in a less viscous dressing,
whereas less Lactated Ringer Solution or Sterile
Water (H20) will result in a more viscous dressing
that may not perform as desired.

Adverse Reactions

« Adverse effects include the possibility of infection,
recurrent or persistent bleeding and dislodgement of
the dressing necessitating medical treatment.

1



MaTtepuanos ans TaMMOHNPOBaHUA HoCa,
abCcopoVpyIOLWNX  XKMAKOCTU. 3JTO HapyLlleHue MOXKeT
NMPVBECTN K CMEPTU, NMO3ITOMY HeobXoaMmOo
KOHTPO/IMPOBaTb COCTOSIHME NAaLMEHTOB Ha npeamMeT
NpV3HaKOB Pas3BUTUA AaHHOI NaTonoruu.

e [loBsska SINU-FOAM He o6nagaet aHTUMUKPOOHLIMY
csolicTBamu. OHa He OKa3blBaeT bHakrepuocTaTmyeckoe
[eicTBMe B OTHOLLEHUN Y)XKE Pa3BUBLUMXCA

WH(EeKUUA 1 He npefoTBpallaeT BO3HUKHOBEHME HOBbIX
UH(eKUuii. Mpn HanMuMM paHee pPa3BUBLLNXCA MHGEKUNIA
pPEKOMEHYeTCca HayaTb COOTBETCTBYHOLLEE fleYeHUe.
YKA3AHNA MO NCMOSb30BAHUIO

1 Cobnogas CTepunbHOCTb, WU3BMEKUTE  TpU
KOMMOHEHTA U3 CTEPUIbLHON YMaKOBKM U MOMeCTUTe MX B
CTEPWIbHOE  Xupypruyeckoe none. He  mMeHsiite
NOJIOXKEHME MOPLUHA B LUNPULE, COAepXalleM BOJSIOKHO
KML,

2. HanonHute 4ncTbil NycTol KoHTelHep CTEPUJIbHBLIM
pacTtBOpoM PuHrep-nakraT nam ctepuibHoOn Bogoi (Hz20).
Habepute cTepu/bHbIA pacTBOp PuHrep-nakrar wm
cTepunbHyto Bogy (H20) B MasieHbKUi NycTOW wnpuy,
[O NuHUKM  3anonHeHus.  Mcnonb3oBaHue — pacTBopa
PuHrep-nakrar um

ctepunbHoi Bodbl (H20) B 06beMeE, KOTOPbIA MeHbLLE
YCTaHOB/IEHHOTO, NMpUBEAET K NonyvyeHno 60nee BSA3KONA
NoBA3KM, TOrga KakK WCMOJib30BaHMEe 4pe3MepPHOro
KO/IMyecTBa CTEPU/IbHOrO pacTBopa PuHrep-nakrar um
cTepunbHon Bodbl (H20) npuBefeT K NOAyyYeHUO MeHee
BA3KOM MOBS3KW; B OBOUX C/lyyasx MOBA3KA MOXET He
o6nagatb HEO6XOAVMMbIMU CBOMCTBAMMU.

3. Ypanute BO34yX W3 MaJIeHbKOro  LUMPUUA,
cofepkallero pactBop PuHrep-nakrar win CTEPUSIbHYIO
Bogy CHO).

4. Pacnonoxwute gBa wwnpvua BePTUKa/IbHO, TaK YTOObI
MasIEHbKUIA WNpuLY, ¢ PMHrep-nakTatoM wamn CTePUIbHON
Bopoii (H20) Haxoguncs Bbiwe Wwnpuua eMKOCTbio 20 M
C BA3aHbIM Matepuasiom KMLL,

5. Y6eauBLINCL B HAOEXHOCTU COEAUHEHUS [BYX
LNpuues, nepeneiite PUHrep-nakratr wWinm CTepuiibHYIO
Bogy (H20) 13 ManeHbKOro wnpuua B LUMPULL, C BA3aHbIM
mMaTtepvasriom KMLL, 3atem cmellalite nonyyeHHbI
pacTBop, nepemellas ero u3 OAHOro LINpuua B APYroi
(Tpebyetca okono 10-15 nepemelleHuii pactBopa), Ao
MoJly4eHnss TOMOreHHol cmecu. 3aBepLumnTe

npouenypy Takum o06pa3oM, 4TOObl CMeCb OcTasfacb B
Ma/IEHbKOM LLNpULLE.

6. PasbeguHuTe ABa WNpuua, yaanute 60/bLWON LWNpuLL
B oTXoppbl n nofcoeanHnNTe nonyrnokyto
pacnpefensowylo KaHMK K Ma/leHbKOMY  LUMPULLY,
cofepxallemy noarotossieHHyto nosasky SINU-FOAM.

7. Beeagute noAsKy SINU-FOAM B ueneByto 06nacTb.
8. [na obecneyeHns MaKCMMa/IbHOW 3PHEeKTUBHOCTU
MOKPOWTe MOBA3KOW OrofieHHbIe TKaHW U CAM3UCTYHO
060/104KYy.

9. [lo nepBOro nocelleHNs Bpaya nauueHTty cnepyet
opowartb LUeneByld 061acTb  HEKOHLEHTPUPOBaHHLIM
N30TOHUYeCcKMM pacTtBopom (0,65%) (a0 nepsoro
nocelleHVss Bpava He cfiegyeT WCNONb30BaTb AN
OpOLUEHNST TUMNEPTOHUYECKNIA CONEBOI  pacTBOpP WK
LINPUL-TpYLLY).

10. OcTaTkM NOBA3KW, KOTOPblE HE PacTBOPUIUCH N He
6b1n BblBEEHbI n3 obnactu OonepaTuBHOIO
BMeLLaTe/IbCTBa Yepes ecTeCTBEHHbIe HOCOBbIe

XOf4bl, XMPYPr MO CBOEMY YCMOTPEHUIO MOXET fIerko
yAannTb NOCPeLCTBOM OPOLLEHUA W OTCaCbIBAHUA.

D®OPMA TMOCTABKIN

YCcTponcTBO nocraenseTcs CTepUNbHbIM "
npegHasHayeHo TOJIbKO AN4 OAHOKPATHOIO
MNCIMOJ/Ib3OBAHUNA. YcTpoiicTBO 3anpeuieHo
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» Respiratory distress or decreased oxygenation can
occur in patients at risk for impaired respiratory
condition.

« Toxic shock syndrome has been reported to be
associated with the use of certain nasal packing
materials with fluid absorbing properties. This
condition can cause death; hence all patients should
be monitored for any signs indicating the
development of this condition.

« SINU-FOAM Dressing exhibits no antimicrobial
properties. It is not bacteriostatic toward pre-existing
infections, nor does it prevent the occurrence of new
infections. In the case of pre-existing infections it is
recommended that appropriate treatment be
instituted.

DIRECTIONS FOR USE

1. Using sterile techniques, remove the three pieces
from the sterile packaging and place on a sterile
surgical field. Do not disturb the position of the piston
within the syringe containing the CMC fiber.

2. Fill a clean, empty container with STERILE

Lactated Ringer Solution or Sterile Water (H20). Draw
the sterile Lactated Ringer Solution or Sterile Water
(H20) into the empty small syringe up to the fill
line. Less Lactated Ringer Solution or Sterile Water
(H20) provides a more viscous dressing, whereas
more sterile Lactated Ringer Solution or Sterile Water
(H20) will result in a less viscous dressing that may
not perform as desired.

3. Remove the air from the small syringe containing
the Lactated Ringer Solution or Sterile Water (Hz0).

4. Position the two syringes vertically such that the
small syringe containing Lactated Ringer Solution or
Sterile Water (H20) is above the 20 ml syringe
containing the CMC knit.

5. Ensuring that the two syringes remain securely
connected, transfer the Lactated Ringer Solution or
Sterile Water (H20) from the small syringe into the
syringe containing the CMC knit, then mix the
resulting solution between the two syringes back and
forth until an even mix is observed (about 10 - 15
transfers). Finish with the mixture in the small
syringe.

6. Separate the two syringes, discard the large
syringe, and connect the semi flexible dispensing
cannula to the small syringe containing the prepared
SINU-FOAM Dressing.

7. Instill the SINU-FOAM Dressing into the desired
location.

8. To ensure maximum efficacy, cover the denuded
tissue and mucosa.

9. Have the patient irrigate with light isotonic saline
solution (0.65%) until first office visit (Do not irrigate
with hypertonic saline solution or bulb style syringe
until after first office visit).



oynLLaTb, MOBTOPHO CTEPUIN30BATbL WUIN NMOBTOPHO
MNCMN0/1Ib30BaTb, MOCKOJIbKY 3TO MOXXET MPUBECTU K
NOBPEXAEHMNIO nnm HapyLLeHWO
(PYHKUNOHMPOBaHNSA, YTO, B CBOKO OoYepeb, MOXeT
NPUBECTN K HEUCNPABHOCTM yCTPOICTBa
wnu TpaBMe  NauyueHTa. Kpome TOro,
NMOBTOpPHas cTepunnsayms nnm
MCMOMb30BaHNEe  YCTPOWCTBA  MOXET  MOABEPrHyTb
naupeHTa pUCKy nepegauu WNH(EKLMOHHOTO
3aboneBaHus.N3genve cTepUIN30BaHO 3TUIEHOKCUAOM.
M3genne He cofepXuT HaTypaibHblA  natekc wu
anatunrekcundgtanar (43re).

04UCTKA,
NOBTOPHOE

YTUNMN3ALNA

YCTPOICTBO HEOBXOAMMO YTUIN3MPOBATL B COOTBETCTBMU
C MPUMEHMMbIMW TpPeGoBaHWSMU 3aKOHOJATeNbCTBA U
npasunaMn o6palleHns ¢ MeAMLIMHCKUMM  OTXOAaMu,
NPUHATLIMUA B Nle4eBHOM YUpPEXAeHUN.

CNY>XXBA MOAAEP>XKW KITMEHTOB

CBefeHVA 0 rapaHTuUu

lapaHTna Ha U3genne pacrnpocTpaHsaeTcsa Ha MaTepuabl,
(DYHKLUMOHMPOBAHME W OTCYTCTBME MPOU3BOLCTBEHHOIO
6paka Npu YCMOBUW WCMO/Mb30BaHUS TOJSILKO Y OAHOr0O
nauneHTta. HE MCMNONb3OBATb MOBTOPHO. OAHHASA
FAPAHTVA 3AMEHAET BCE APYIME TAPAHTUW,
BbIPAXXEHHbIE ABHO, MOAPA3YMEBAEMbIE
n (MNn) YCTAHOBJIEHHbBIE 3AKOHOM, BKJ/TKOUAS,
CPEOWN MPOYEro, rAPAHTUIO MPUTOAHOCTU K

MPOOAXKE, COOTBETCTBNA n (Nnn)
MPNroAHOCTM ANA OMNPEAENEHHOW UENN 1 BCE
APYTUE OBA3ATEJIbCTBA nnn
OTBETCTBEHHOCTb CO CTOPOHbI KOMITAHA
ARTHROCARE.

MpeTeH3un n paspelleHne Ha BO3BpaT n3genms
Bce BOMpOCkI, MPeTeEH3UN 1 3anpockl Ha BO3Bpar cregyeT
HanpaenATb B CAY)KOY NOJAEPXKN KINEHTOB WM K
YMOSIHOMOYEHHOMY NpeaCcTaBUTENIO.
d MpounssoauTtesb

ArthroCare Corporation
7000 West William Cannon Drive
Austin, TX 78735 USA
Phone: (800) 343-5717
CNYXBA NOAAEPXKKI KNMEHTOB
www.arthrocare.com

YNONHOMOYEHHbIN NpeacTaBuTesb

B EBpone

Smith & Nephew Orthopaedics GmbH

AlemannenstraBe 14

78532 Tuttlingen

Germany

ec.rep@smith-nephew.com
3HAYEHWA CMMBOJIOB

Homep no katanory
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10. Any residual dressing that has not dissolved or
left the surgical site through normal outflow passages
may be easily irrigated and aspirated at the
discretion of the surgeon.

HOW SUPPLIED

The device is supplied sterile, and is for SINGLE USE
ONLY. Do not clean, resterilize, or reuse the
device, as this may damage or compromise the
performance resulting in product malfunction,
failure, or patient Injury.

Cleaning, resterilization, or reuse of the device may
also expose the patient to the risk of transmitting
infectious diseases.

The product is sterilized using ethylene oxide.

The product is not made with natural rubber latex
and is DEHP Free.

DISPOSAL

The device must be disposed of in accordance with
applicable government regulations, and the Medical
Waste Management Plan for the facility.

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 & Return Authorization

All questions, complaints, or return authorization
requests should be directed to Customer Service or
an authorized representative.

Manufacturer

ArthroCare Corporation

7000 West William Cannon Drive
Austin, TX 78735 USA

Phone: (800) 343-5717
CUSTOMER SERVICE
www.arthrocare.com

ECIREPI Authorized European

Representative

Smith & Nephew Orthopaedics

GmbH

AlemannenstraBe 14

78532 Tuttlingen

Germany

ec.rep@smith-nephew.com
SYMBOLS KEY
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O3HaKOMbTECb C MHCTPYKLUMENR no
NPVIMEHEHUIO

He vcnonb3osarb NOBTOPHO

He ctepunnsoBatb NOBTOPHO

He ucnonb3oBartb, ecn ynakoBka
noBpexaeHa

@ PO

XpaHUTb B CyXOM MecTe

T
He ponyckaTb nonagaHus
COJTHEYHbIX Slyyel
MpepoctepexxeHne
A
STERILE EO

Crepnnn3oBaHo 3TUNEHOKCULOM

.
I I d Mpownssogutens

ECIREPI YNOMHOMOYEHHbIH NpeacTaBUTENb B
EBponeiickoMm cooblLLecTBe

Rx only MPEAOCTEPEXXEHWE. CornacHo
(heiepasibHOMY 3aKOHOAATENbCTBY
(CLUA) paHHOE yCTpOWMCTBO MOXET
npogaeaTbCs TOMIbKO Bpady uan no
3akasy Bpaua.

3Hak CE 1 naeHTUMKaLWOHHbIN
HOMEpP YNO/ITHOMOYEHHOTO OpraHa.

YCTPOWCTBO COOTBETCTBYET
OCHOBHbIM TPE6OBaHNAM
0123 OunpekTtnebl EC 06 ycTpoiictBax

MENLMHCKOTO Ha3HayeHus
(OAvpektuBa 93/42/EEC).

TV _ TOBapHbI/ 3HaK koMnaHum Smith & Nephew.

Ha 310 u3genne MOXeT pacnpocTpaHATbLCA AelicTBue
OHOro WM HecKonbkux nateHtos CLUA.

[na nonyveHms nogpo6HON MHGopMauun cM. BeG-caiT
smith-nephew.com/patents.

© Smith & Nephew, 2018.
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Lot Number
LOT !

Use-by date

1

i I Consult Instructions for Use

Do not reuse

Do not use if package is
damaged

Keep Dry

@ Do not resterilize

Keep away from sunlight

A Caution

STERILE EO Sterilized using ethylene oxide

Manufacturer

1H 1

ECIREP|  Authorized Representative in
the European Community

Rx only CAUTION: Federal (USA) law
restricts this device to sale by

or on the order of a physician.
CE mark and identification

number of

C € Notified Body.

0123 The product meets the
essential

requirements of Medical Device
Directive (93/42/EEC).

NNTrademark of Smith & Nephew.

This product may be covered by one or more US
Patents.

See smith-nephew.com/patents for details.

© Smith & Nephew 2018.



RxOnly

Y\ smith&nephew

RAPID RHINO™
RAPID PAC

NHCTPYKUUU MO NMPUMEHEHUIO

OMNMMCAHWME
TaMMoHbI NS YCTPaHEHNS HOCOBOrO KpoBoTeueHus Rapid

Rhino™™ RAPID PACY'  M3roToBfieHbl W3 [ABYX C/OEB
neHononuypeTaHa MeMLMHCKOro HasHa4veHus,
06MajaloLEro rMOKOM OTKPbLITOAYENCTOM CTPYKTYPOW,

KOTOopas MOXEeT CXKMMaTbCH, a 3areM BO3BpallatbCa K
CBOMM WCXOAHBbIM MakCUMa/bHbIM  pasmepaM. Mexay
ABYMSi  CNOAMW  MeHonsacta pacrnofioXeH o6Typarop,
KOTOpbIA NOMOraeT ycTaHOBUTb TaMrnoH. [leHonnact
3aKoueH B 000/104Ky M3 cBapHoro PVC. [Moepx
obonoukn u3 PVC Hagetr 4yexon W3 apMMpOBaHHOro
TKaQHOro rMApPOBOJIOKHA. JTa TKaHb MO CBOEMY CTPOEHUIO
TakoBa, 4TO OHa BMNWTbIBaeT Brary, obpasysa renb,
KOTOPbIA He TONbKO OCTaHaB/IMBAET HE3HAYMTE/IbHbIE
KPOBOTEYEHWS, HO TakKXe CO03[aeT BaXKHYK Ccpeay,
KoTopas ob6neryaeT yCTaHOBKY TaMMNoOHa W ero yaaneHue.
MapPOKOINOMAHOE BOJIOKHO CO34AaET BaXKHbIN FeeBblin
Gapbep MeXay YCTPOMCTBOM W TKaHb  CAU3UCTbIX
060n04eK BBUAY CBOEN TMIPOCKOMUYHOCTH.

OBNACTb NPUMEHEHUA

BHYTpUHOCOBasA LUMHA MpejHa3HayeHa ANs YMeHbLIEHUS
KpOBOTEUEHMS M OTeka W 1A NpefoTBpalleHns cnaek
MeXy HOCOBOW MNEPEropogKkoil M MnonfocTblo Hoca. Ee
MOMELLAIOT B HOCOBYIO MO/OCTb MOCAe onepauuii um
TpaBsm.

MPOTUBOMOKA3AHUNA

OTCYTCTBYKOT  M3BECTHble  MPOTUBOMNOKazaHuA.  [pu
MCMob30BaHWM TaMMOHOB A1 YCTPaHeHWsi HOCOBOIO
KkpoBoTeyeHns RAPID RHINO RAPID PAC B xoge
NIEYEHNs MaUMEHTOB C CEPbE3HOWN TPaBMOW TrOMOBbl U
NauMeHToB, aHaTOMUYECKME OCOBEHHOCTM LA KOTOPbIX
MOTYT MNPEnATCTBOBAaTb YCTAHOBKE 3TUX TaMMOHOB Ha

BCIO [ANMHYy, TpebyeTcs NpoBedeHWEe TUlAaTeNbHOW
MEAVNLNHCKOM OLIEHKW.

>K MPEAYMNPEXXOEHNA 7 MEPbI
MPEOOCTOPOXXHOCTI

MpeoynpexxaeHus

KaTteropuueckn 3anpeuiaercs MCMNO/b30BaTb TaMMOHbI
RAPID RHINO RAPID PAC He no HaszHayeHuto.
He>kenatenbHble peakuun

e K TakoBblM OTHOCATCH BO3MOXHOCTb WH(EKL MW,
NMOBTOPHOE WM YMNOPHOE KPOBOTEYEHWE, a TakkKe
oTAeNneHne matepuana TamnoHOB, KOTopoe noTpebyeT
MEANLMHCKOrO BMeLLaTeIbCTBa U IeHeHusI.

e NwveroTcs faHHble O ciy4dadx TOKCUMYECKOrO  LUOKa,
KOTOpbIe accoummpyoTt c MCMNOb30BaHNEM
onpeaeneHHbIX BMA0B HOCOBbLIX  TaMMNOHOB n3
MaTtepuasnos, afcopOUPYIOLLMX XXNAKOCTN. ITO COCTOAHME
MOXET MPUBECTM K CMEPTW, MO3TOMYy 3a MauueHTamu
HY>XHO Hab/aaTb 1 MPOBEPATb, HET NN Y HUX
MPV3HAKOB, YKasblBalOWUX Ha pasBuUTMe
COCTOSIHUSL.

* BcneactBrie HEMPaBWbHOIO pasMeLLeHNs YCTPOCTBa Y
(PM3NYECKM HEKPYMHbIX MauMeHTOB W MauueHTOB C

JlaHHOro
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RxOnly

5™smith&nephew
RAPID RHINO ™

RAPID PAC

Instructions for Use

DESCRIPTION

The RAPID RHINO"" RAPID PAC"™ removable nasal
dressing is constructed of two layers of medical grade
polyurethane foam with an open cell malleable
structure that can be compressed and yet returns to
its maximum memory limits. Within the dual layers of
foam. Is a malleable obturator which can assist with
the placement. The foam Is encapsulated Into a
welded PVC sleeve. A shroud of reinforced weft
knitted hydro fiber is donned over the PVC. The
fabric, which by its design wicks to form a gel, not
only controls minor bleeding, but also provides a
moist environment which facilitates ease of removal.
The hydrocolloid fabric creates a moist gel barrier
between the device and the mucosal tissue due to its
hygroscopic capability.

INDICATIONS FOR USE

An intranasal splint is intended to minimize bleeding
and edema and to prevent adhesions between the
septum and the nasal cavity. It is placed in the nasal
cavity after surgery or trauma.

CONTRAINDICATIONS

There are no known contraindications. Medical
judgment is necessary when using Rapid Rhino
removable nasal dressing Rapid Pac 5.5 cm in
patients with severe head trauma and in patients
whose facial anatomy may not accommodate the full
length of the device.

A WARNINGS AND PRECAUTIONS
i
Warnings

Do not attempt to use the RAPID RHINO RAPID PAC
device for anything other than the indicated use.

Adverse Reactions

e These include the possibility of infection, recurrent
or persistent bleeding, and dislodgement of the
packing necessitating medical treatment.

e Toxic shock syndrome has been reported to be
associated with the use of certain nasal packing
materials with fluid absorbing properties. This
condition can cause death; hence all patients should
be monitored for any signs indicating the
development of this condition.
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HernlyboKol HOCOIIOTKOM MOXKET BO3HMKHYTb HapylleHne e« Breathing distress is a possibility in physically small
OblXaHus. patients or patients with a shallow nasopharynx due

e HapylwieHve gbIXxaHua WAW YMEeHbLUeHWEe HacbIWeHUa to improper positioning of the device.
KpOBU KMCNOPOAOM MOXET MPOABUTLCA Y MNauUEHTOB,

VMEIOLLUNX PUCK YXYALIEHNS AblXaTebHOro npouecca. » Respiratory distress or decreased oxygenation can
° Bo nsbesxxanne CMellgHns  YCTpOWCTBa  occur in patients at risk for impaired respiratory
npegoxpaHuTesb, npegoTBpawjalownii  acnmpaumnio  condition.

(nnactukoBas «b6babo4ka»), 4OMKEH ObiTb 3aKpeNseH Ha

LLeKe nauneHTa ¢ MOMOLLBIO NINMKOM NeHTHI. » To ensure that migration does not occur, the Anti-

e Bo wu3bexaHue BTOPUYHOrO Hekpos3a XxpsweBoi Aspiration Guard (plastic butterfly) must be taped to
nupamMnabl Hoca MM KONYME/bl HATW CRieflyeT KPenutb  the patient's cheek.

K LIEeKe WIN K KOCTHOWM 4acTM HOCOBOW nupamugbl Ans

npefoTBpaLleHna HeKpo3a. e To prevent secondary necrosis of the
YKA3AHWA MO NPUMEHEHWIO cartilaginous nasal pyramid or columella, threads

1.  W3enekute TtamnoH RAPID RHINO RAPID PAC u3 should be taped to the cheek without tension to avoid
YNakoBKA W MOMECTUTE €r0 B MWCKY CO CTEPWNbHOM  necrosis.

BOZOVA.

2. JatoT ycTpolicTtBY nponuTatbcs cTepunbHOlM Bogoi B DIRECTIONS FOR USE

TeyeHne 30 - 45 cekyHA, 4ToObl aKTMBMPOBATb

rMAPOKONNOWAHBIA Matepua, npy 3TOM. 1. Remove the RAPID RHINO RAPID PAC device
3AMPELWAETCHA MCMOJIb3OBATb from the packaging and place in bowl of sterile water.

®U3VIONOMNYECKIA PACTBOP. _ _
3. Bo3bMUTE TaMnoH RAPID RHINO RAPID PAC un 2. Allow the device to soak from 30 to 45 seconds in
aKKypaTHO BCTaBbTe€ ero B nepefHiol0 Kamepy. [na sterile water to activate the hydrocolloid material. DO

obecneyeHnss MakCMMaibHOM 3P heKTUBHOCTM NOT USE SALINE.

cnefyet MNOMHOCTbIO BCTaBUTbL TamrnoH RAPID RHINO

RAPID PAC B HO3ApIO. 3. Grasp and gently advance the RAPID RHINO

4. KpaliHe BaykHO npukpenuTb YycTpolicteo, RAPID PAC device into the anterior chamber. To
npefoxpaHsitolee OT acnmpaunm ensure the maximum efficacy, be sure to completely
(nnactukoByrO «6ab04Ky»), K WeKe naumeHTta BO insert the entire RAPID RHINO RAPID PAC device
n3dexkaHue cMeLleHus. inside the naris.

5. Yrobbl yaanutb YCTPOICTBO, HY)XHO MPOCTO CHATb

NUMNKYI JNEHTY C YCTPOICTBa, NpPeAoXpaHsioLlero ot 4. It is imperative to tape the Anti-Aspiration
acnupaummn, B3siTbCA 3a HUTb U OCTOPOXKHO Guard (plastic butterfly) to the patient's cheek
notaHyTb. Kak npasuno, yctpoicteo RAPID RHINO to avoid migration.

RAPID PAC ypnansetcs B

TeyeHne 24 4acos. 5. To remove, simply un-tape the Anti-Aspiration
Guard from patient's cheek, grasp the suture and

KOMIJIEKT NMOCTABKW gently pull out. The RAPID RHINO RAPID PAC device

YCTpOnCcTBO nocrasnseTcs CTePUSIbHBLIM n  can usually be removed within 24 hours.

npegHasHadyeHo TOJIbBKO A4 OA4HOPA30OBOIo

MNCMNOJIb3OBAHUA. 3anpeuwiaeTcs ynctmtb, HOW SUPPLIED

NOBTOPHO cTepuan3oBatb un NMOBTOPHO

ncnonb3oBaThb yCTpOVICTBO, TaK KakK 3To The device is supplied sterile, and is for SINGLE USE

MOXKET MPUBECTU K NOBPEXKAEHUIO NN YXYALIEHWUIO ONLY. Do not clean, resterilize, or reuse the device,
KauecTBa ero pa6oTbl, YTO npuBedeT K Bbixogy as this may damage or compromise the performance irK

[laHHOTO U3[eNnNs U3 CTPOS, ero NoBPEXKAEHUIO U resulting in product malfunction, failure, or patient
NPUUYUHEHNIO Bpeda 340pPOBbI0 MauuneHTa. Yuctka, injury. Cleaning, resterilization, or reuse of the device
NOBTOPHas cTepunmnsaums unm nosTopHoe ~ May also expose the patient to the risk of
MCMONb30BaHMe YCTPOICTBA MOryT Takke nogseprHyTs —transmitting infectious diseases.

nauueHTa puUCKy nepeHoca NH(EKLIMOHHbIX

3aboneBaHuii. The product is sterilized using ethylene oxide.
MpPOAYKT CTePUNN30BaH 3TUNEHOKCUAOM.

W3penve He coaepXXuT HaTypasibHOro naTekca. The product is not made with natural rubber latex.
YTUIN3ALNA

W3genve cnepyet ytunusmposath B cootBetctBum ¢ DISPOSAL

[elCTBYIOLUMN  TOCYAapCTBEHHBIMW  HOpPMaTMBaMn U ] ) ]

MAaHOM YTUAM3aLMN MeAULIMHCKUX OTXOAO0B, NpuHsiTeiM B 1 he device must be disposed of in accordance

[JaHHOM MeULIMHCKOM YUpeXkaeHUU. with applicable government regulations, and the
. Medical Waste Management plan for the facility.

CEPBNCHOE OBC/NY>XNBAHWE MNMOTPEBUTENEN

MapaHTWiiHble 0653aTenbCcTBa CUSTOMER SERVICE

[JaHHOe n3genve nmveeT rapaHTMO OT Ae(eKTOB B YacTu

KayecTBa MaTepuasnoB, M3rotoBneHus un pabotel gns  Warranty information

0ZHOPa30BOro NCNoNb30BaHUA. MOBTOPHOE

MCMNOJIb3OBAHWE 3AMPELLEHO. HACTOALWAA This product is guaranteed for materials, function, and

FAPAHTUNA  3AMELLAET COBOW BCE TPOYME  workmanship for single patient use only. DO NOT

FAPAHTWM, ABHbIE, TMOAPA3YMEBAEMbBLIE W
(UNIN) YCTAHOBJ/IEHHBIE B 3AKOHHOM MOPSIIKE, REUSE. THIS WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, EXPRESS, IMPLIED, AND/OR

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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B TOM YNCNE
MPUTOOHOCTN WU

FTAPAHTUWN TOBAPHON
(VMnn) MNPUTOAHOCTU Aans
KOHKPETHbIX LI,EI'IEI7I, 7 BCE OPYTUNE
OBASATENBCTBA nnm 3AABNEHWA Ob
OTBETCTBEHHOCTW KOMIMAHMWN ARTHROCARE.
Peknamaunn
Co Bcemu BoOmpocamu, >Xanobamu, a TakkKe Mo noBoay
paspeleHnii Ha BO3BpaT oObpawaiitecb B OThen
obcnyxmBaHus notpebutenein Mnn K ynonHOMOYEHHOMY
NPeACTaBUTENO KOMMaHWN,

d NMpownssoauTesnb

arthrocare corporation

7000 West William Cannon Drive
Austin, TX 78735 CLLA
Ten.. +1 (800) 343-5717
OTAEN OBCNY>XMBAHIA
MOTPEBUTENEW
www.arthrocare.com
Authorized European
Representative
Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14

78532 Tuttlingen
Germany
ec.rep@smith-nephew.com

ECIREPI

YCNOBHbBIE OBO3HAYEHWA
Homep no karasnory

REF

Homep naptum

LOT

fogeH oo

CM. MHCTPYKLMU MO NMPUMEHEHUIO

MOBTOPHOE MCMOJ/b30BaHMe
3anpeLleHo

MoBTOpHasi cTepunm3aLms
3anpetleHa

3anpeLlaerca UCMNo/b30BaThb, C/K
ynakoBKa NoBpexaeHa

Bepeub ot Bnarm

Bepeyb OT COTHEYHBIX JlyYeli
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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, complaints, or return authorization
requests should be directed to Customer Service or
an authorized representative.

Manufacturer
ArthroCare Corporation
7000 West William Cannon Drive
Austin, TX 78735 USA
Phone: (800) 343-5717
CUSTOMER SERVICE
WWW.arthrocare.com
IECIREPI Authorized European
Representative
Smith & Nephew Orthopaedics
GmbH
AlemannenstraBe 14
78532 Tuttlingen
Germany
ec.rep@smith-nephew.com
SYMBOLS KEY

Catalogue Number

REF

Lot Number

LOT

Use-by date

Consult Instructions for Use

Do not reuse

Do not resterilize

®

Do not use if package is
damaged

Keep Dry

_|
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BHMMaHMe!

STERILE EO | CrepnnM3oBaHO 3TUIEHOKCUAOM

d . Mpownssoautesns

ECIREPI YI'IOI'IHOM(:)JLIeHHbII/I npeacrasutenb
B EBpOnenckom cotose

Rx only BHUMAHVIE! thepepanbHoe

3aKkoHogatenscTeo (CLUA)
paspeluaeTt Npojaxky 3aToro
YCTPOWCTBA TOMbKO MEAULIMHCKAM
paboTHUKaM Wan o mx 3akasy.
MapkupoBka CE n

NAEHTUDUKALMOHHbIA HOMEP
YNO/IHOMOYEHHOro opraHa.
0123 W3aenve yaoBneTBopsieT OCHOBHbIM

Tpe6oBaHMsM JUPEKTUBbI O
MeAMLMHCKMX YCTPOMCTBax
(93/42/EEC).

N/TOBapHbIA 3HaK KomnaHuu Smith & Nephew.

Ha naHHOe m3genne MOXeT pacnpoCTpaHATbCS AelicTBMe
OfHOro uUnn HeckosnbkmMx nateHtos CLUA. Ans
NonyyYeHnst AONONHUTENIbHOM MH(opMauun cM. Be6-caiiT
smith-nephew.com/patents.

© Smith & Nephew 2015.
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Keep away from sunlight

Caution

Sterilized using ethylene
oxide

Manufacturer

Authorized Representative In the
European Community

CAUTION; Federal (USA) law
restricts this device to sale by or
on the order of a physician.

CE mark and Identification
number of

Notified Body.

The product meets the essential
requirements of Medical Device
Directive (93/42/EEC).

~Trademark of Smith & Nephew.
This product may be covered by one or more US

Patents.

See smith-nephew.com/patents for details.
© Smith & Nephew 2015.
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RAPID RHINO"™'™

TamMnoHbl AN NMPUAATOUYHbIX Nasyx
Hoca

NHCTPYKUUM MO NPUMEHEHUIO

OrNMUCAHVE

TaMnoHb! AN npugato4HbiX nasyx Hoca RAPID RHINO'™
COCTOSAT M3 NOJIMYPETAHOBOrO MeHonnacTa MeauLMHCKOro
KayectBa, 06nagalollero rMOKOM  OTKPbITOAYENCTON
CTPYKTYPOI4, KOTOPbIA MOXET CKMMATLCS, a 3aTeM
BO3BpaLLaeTcss K MPeXHUM MaKCUMasibHbIM - pasmMepam.
MeHonnacToBbIli CcybCcTpaT MOAAEPXKMBAET U 3aMoOfHAET
MosioCTM MNPUAATOYHbIX MasyXx WM HOCOBbIE MOMOCTW.
MeHonnacT NOKPbLIT NneHKo PVC. MoBepx NAeHKN HageT
yexon n3 apMMPOBaHHOIO TKaHoro
KapbokcumeTunuenntonosHoro (CMC) BonokHa. JTa
TKaHb MO CBOEMY CTPOEHUIO TaKOBa, YTO OHa BMUTbIBAET
Bnary, obpasys resb, KOTOPbIA He TO/MbKO MNO3BONSET
OCTaHaB/MBaTb He3HauuTe/lbHble KPOBOTEYEHWS,

HO TakXKe M co3faeT BNaXHYIo cpefy, koTopas obnervaet
yCTaHOBKY TaMMoOHa W ero yganeHue. MmapoKonaongHoe
BO/MIOKHO CO3[aeT BMaXHbIA TENEBbI Gapbep Mexay
YCTPOWCTBOM M TKaHSIMW CIM3UCTON OOOJTOUKN.
OBJIACTb NMPVMEHEHIWA

BHyTprHOCOBas LMHA NpeAHa3HayYeHa A8 YMEHbLUEHNS
KPOBOTEUEHUSI M OTeKa WU AN NPefoTBPaLleHUs Cnaek
MeXay HOCOBOI Neperopofkoi u nosocTelo Hoca. Ee
MOMELLAOT B HOCOBYHKO MOJIOCTL MOC/e onepauuin uam

TpaBM.
MPOTUBOIMNOKA3AHIA

OTCYTCTBYHOT  M3BECTHble  MNPOTUBOMOKa3aHusA.  [pu
MCNOMb30BaHUM TaMMNoHa AN NPUAATOYHbIX Masyx Hoca
RAPID RHINO HeobxoaNMOo nonararbcs Ha
npeaBapuTeNibHyr0 KINHUYECKYIO OLLEHKY.

>K MPEAYMPEXXOEHNA n MEPbI
MPEOOCTOPO>XKHOCTW
' MpepynpexxaeHns

3anpellaeTcs MUcnonb3oBaTh JaHHOE YCTPOICTBO He Mo
Ha3HaYeHWHo.

HeXkenartenbHble peakuum

e BO3MOXHOCTb WH(EKLMM, NMOBTOPHOE WM YNOPHOE
KpoBOTEYUEHME, a TakKXKe OTAe/fleHue  Matepuaia
TaMMOHOB, KOTOPOE MOTPebyeT MeAULMHCKOro
BMeLLaTeIbCTBa U /IEYEHUS.

e VmetoTcs faHHble O Clyyasix TOKCUMYECKOrOo LUOKa,
KoTOpble accouumnpyot c NCNO/b30BaHNEM
OnpefeneHHblX  BMAOB  HOCOBbIX  TaMMOHOB U3
MaTepuanoB, aacopOUPYHOLLIMX XKXUAKOCTU. ITO COCTOSIHUE
MOYXET MPUBECTU K CMepTH, MO3TOMY 3a MauMeHTaMm
HY>XHO HabngaTb Y NPOBEPSTb, HET N Y HUX
NPV3HaKOB Pa3BUTUS JaHHOTO COCTOSIHUS.

e BcnepactBre HenpaBUILHOTO PasMELLEHNS YCTPOIicTBa
Yy (U3MYECKN HEKPYMHbIX MaLUVMEHTOB W MaUMEHTOB C
HEernyoeoKOM HOCOI/TOTKON MOXXET BO3HUKHYTb HapyLLEeHne
AbIXaHus,

e HapyleHue abixaHUs UM yMEHbLUEHWE HacbILLEHWS
KPOBU KUCMIOPOAOM MOXET MNPOSIBUTLCA Y MNaLMEHTOB,
NMEIOLLMX PUCK YXYALIEHUA [bIXaTe/IbHOMo

npovecca.
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RAPID RHINO™

Nasal Sinus Dressings
Instructions for Use

DESCRIPTION

RAPID RHINO™M™ Nasal Sinus Dressings are
constructed of medical grade polyurethane foam with
an open cell malleable structure that can be
compressed and yet returns to its maximum memory
limits. The foam substrate acts to support and fill the
nasal or sinus chambers. The foam is covered with a
PVC film. A shroud of reinforced knitted
carboxymethylcellulose (CMC) fabric is donned over
the film. The fabric, which by its design wicks to form
a gel, will not only control minor bleeding, but also
provide a moist environment which facilitates ease of
removal. The hydrocolloid fabric creates a moist gel
barrier between the device and the mucosal tissue.

INDICATIONS FOR USE

An intranasal splint is intended to minimize
bleeding and edema and to prevent adhesions
between the septum and the nasal cavity. It is
placed in the nasal cavity after surgery or
trauma.

CONTRAINDICATIONS

There are no known contraindications. Medical
judgment is necessary when using RAPID
RHINO Nasal Sinus Dressings.

WARNINGS AND PRECAUTIONS
Warnings /

Do not attempt to use the device for anything other
than the indicated use.

Adverse Reactions

« Infection, recurrent or persistent bleeding, and
dislodgement of the packing necessitating medical
treatment.

» Toxic shock syndrome has been reported to be
associated with the use of certain nasal packing
materials with fluid absorbing properties. This
condition can cause death; hence all patients should
be monitored for any signs, which indicate the
development of this condition.

 Breathing distress is a possibility in physically small
patients or patients with a shallow nasopharynx due
to improper positioning of the device.
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YKA3AHWA MO NPUMEHEHWIO

1. BbHMMAIOT TaMMOH A1 NPUAATO4YHbLIX Nas3yx Hoca
RAPID RHINO 13 ynakoBKM M MOMELIAT B /IOTOK CO
CTepPUNbLHON BOAOMN.

2. [aroT yCcTpOMCTBY NPONMUTaTbCA CTEPUIbHON BOAOV B
TeyeHue 30 CEeKyHJ, YTOObI aKTMBMpPOBaTh
rMAPOKOIONAHBIA MaTepuwan, npu atom 3AMPELLAETCA
MCIMOJIb3OBATb ®3NONOTMYUECKN PACTBOP.

3. 3axBaTtblBalOT TaMMOH 3&KMMOM U OCTOPOXHO
NnomewlaloT B Hy)kHoe MecTo. [na  [OCTVKeHUA
MaKCUMasIbHOro ahpekTa 065A3aTeNlbHO HY)XKHO 3aKpbITb

OOHa>XKeHHble TKaHW.

4, HuTb, 3a KOTOpPYHO TaMMnoOH MOXHO YAaNuTh,
NPUKPENNAOT NIEHTON K LWeke MauueHTa, 4ToObl
obnerunTb yaaneHne v cBeCT K MUHUMYMY BO3MOXHOCTb
CMeLLeHMsa TaMrnoHa.

5. Yr06bl yaanuTb TaMMOH, HY)XHO NPOCTO B3ATbCA 3a
HUTb N HECWU/IbHO MOTSAHYTb.

6. Bo u36exaHne BTOPUYHOIO HEKpOo3a XpsiLLEeBOWA
nupamMmuipl Hoca UM KonyMensbl HUTb NS BbITATMBAHWUSA
TaMrnoHa cnefyet Kpenutb K LLEKe WM K KOCTHOW 4vacTu
HOCOBO/i NMUpamMuibl ~\e3 HaTsHXKEHWS.

7. Mogenn Ne RR 300 u RR 400 cnepyet ypanatb B
TeyeHne 72 4acos.

8. Mogenmm Ne RR 500 u RR 800 yganstoT B TeueHue 24
Yacos.

KOMIMMEKT MOCTABKN

YcTpoWcTBO nocrasnseTca CTepPUSIbHbIM "
npegHasHadeHo TOJIBKO And OA4HOPA3OBOIO
NCMONBb30OBAHNA. 3anpeutaetcs UNCTUTD,
NMOBTOPHO cTepnnmnsoBartb nnm MOBTOPHO
MCNOMb30BaThb YCTPOWMCTBO, TaK KakK 3To

MO>KET NPUBECTU K NMOBPEXAEHNIO UU YXYALLIEHUIO
KayectBa ero paboTtbl, 4YTO NpuBeLeT K BbIXo4y
LOaHHOIo U3fennms U3 CTpPos, ero NOBPEXXAEHNIO U
NMPUUYUHEHUIO Bpeda 340pOBbIO NauueHTta. Yuctka,
NoBTOpPHaA cTepunnsaums nnn NoBTOPHOE
MCNOMb30BaHMe YCTPOMCTBA MOTMYT TakXe MOABEPrHyTb
naymeHrta puvCKy nepeHoca NHDEKUMNOHHbBIX
3aboneBaHni.

MpoayKT cTepunn3oBaH 3TUIEHOKCUAOM.

V3pnenve He cofepXXuUT HaATypasibHOro natekca.

YTUNN3AUWNSA

YCTPOWCTBO cnepyet yTuaM3nmpoBaTb B COOTBETCTBUM C
OENCTBYIOLWMMWN  TOCYAAPCTBEHHBLIMW  HOpMatMBamMu 1
MnaHoM yTunu3sauum MeauLMHCKUX OTXOAO0B,

NPUHATLIM B @aHHOM MEAULVHCKOM YyUpexaeHun.
CEPBVICHOE OBCNYXWBAHWE MOTPEBUTENEN
MapaHTUiiHbIE 06A3aTeNnbLCcTBa

[JaHHOe u3genue nmeeT rapaHTUo OT Ae(eKTOB B HacTu
KayecTBa MatepuasoB, W3rOTOBMEHUS W paboTbl Ans
0fHOpa30BOoro ncroJsb3osaHua. NMNOBTOPHOE
MCMNOJIb3OBAHWME 3AMPELLEHO. HACTOSALWASA
FTAPAHTNA 3AMELAET COBOW BCE TPOYUE
FTAPAHTNI, HABHbIE, MOAPA3YMEBAEMBIE I
(nnn) YCTAHOBJNIEHHbBIE B 3AKOHHOM MOPALKE,
B TOM YNCNE FTAPAHTLNW TOBAPHOW
npPMrogHoCcTM ”n WMnn) nNPUTOAHOCTU pans
KOHKPETHbIX LLENEW, 7 BCE LPYTWE
OBA3ATENBCTBA NN 3AABNEHWNA OB
OTBETCTBEHHOCTW KOMMAHNUWM ARTHROCARE.

Peknamaumnn

Co Bcemu Bonpocamu, >anobamu, a Takke No nNoBoay
paspelleHnin Ha BO3BpaT Obpauwlaiitecb B OTAen
ob6Cny>KmBaHus notpeéutenein Unm K ynonHOMOYEHHOMY
NpeaCcTaBUTE/NO KOMMaHWUN.

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

» Respiratory distress or decreased oxygenation can
occur in patients at risk for impaired respiratory
condition.

DIRECTIONS FOR USE

1. Remove RAPID RHINO Nasal Sinus Dressings
from the packaging and place in bowl of sterile water.

2. Allow the device to soak 30 seconds in sterile
water to activate the hydrocolloid material, DO NOT
USE SALINE.

3. Grasp with forceps and gently advance the
dressing into the desired location. To ensure the
maximum efficacy, be sure to cover the denuded
tissue.

4. Tape the removal thread to the patient's cheek to
ensure ease of removal and minimize migration.

5. To remove, simply grasp the retrieval thread and
gently pull.

6. To prevent secondary necrosis of the
cartilaginous nasal pyramid or columella, the removal
thread should be attached to the cheek or bony nasal
pyramid without tension.

7. Cat. # RR 300 and RR 400 remove within 72 hrs.
8. Cat. # RR 500 and RR 800 remove within 24 hrs.
HOW SUPPLIED

The device is supplied sterile, and is for SINGLE USE
ONLY. Do not clean, resterilize, or reuse the
device, as this may damage or compromise the
performance resulting in product malfunction,
failure, or patient injury. Cleaning, resterilization,
or reuse of the device may also expose the patient to
the risk of transmitting infectious diseases.

The product is sterilized using ethylene oxide.
The product is not made with natural rubber latex.
DISPOSAL

The device must be disposed of in accordance
with appiicable government regulations, and the
Medical Waste Management Plan for the facility.

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



Mpownssogutesnb AH guestions, complaints, or return authorization

ArthroCare Corporation requests should be directed to Customer Service or
7000 West William Cannon Drive an authorized representative.
Austin, TX 78735 USA (CLLA)
Ten.: (800) 343-5717 Manufacturer
CNY>XBA NOALEPXXKIN KNMNEHTOB ArthroCare Corporation
www.arthrocare.com 7000 West William Cannon Drive
Austin, TX 78735 USA
EC19E>| YNOMHOMOUEeHHbI npeacTaBuTeNb Phone: (800) 343-5717
B EBpone CUSTOMER SERVICE
Smith & Nephew Orthopaedics GmbH www.arthrocare.com
AlemannenstraBe 14
78532 Tuttlingen ECfREPI Authorized European
Germany Representative
ec.rep@smith-nephew.com Smith & Nephew Orthopaedics
GmbH
AlemannenstraBe 14
YC/TOBHbIE OBO3HAYEHINA 78532 Tuttlingen
Germany

ec.rep@smith-nephew.com

SYMBOLS KEY

REF Homep no KaTanory REF

LOT
LOT

Homep naptum

fofeH oo

®

[]
oo

CM. MHCTPYKLMMN MO NPYMEHEHUNIO

MOBTOPHOE UCMONb30BaHME
3anpeLleHo

MoBTOpHas CTepuam3aums
3anpetleHa

3anpelaeTcsa Mcnonb3oBarTb ecnuv
ynakoBKa noBpexxaeHa

D B

bepeub o1 Bnarn

—
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Catalogue Number

Lot Number

Use-by date

Consult Instructions for Use

Do not reuse

Do not resterilize

Do not use if package is

damaged

Keep Dry

Keep away from sunlight
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Bepeyb OT COMHEUHbIX Nyyel

BHumaHue!

CTepunn3oBaHoO 3TUIEHOKCUAOM

MpownssoaunTtens

YNONHOMOYEHHSbIV NpeacTaBuTeNb
B EBponeiickom cotose

BHUMAHWVIE! thepgepanbHoe
3akoHogatenbcteo (CLUA)
paspeLuaeT npojaxy atoro
YCTPOCTBA TONbKO MEAULIMHCKIM
paboTHMKaM WM No Ux 3akKasy.

MapkupoBka CE n
NAEHTU(NKALMOHHBIA HOMep
YMNO/HOMOYEHHOIO opraHa.
Wspenune ygosneTsopsaet
OCHOBHbIM TPebOBaHNAM
ONpeKkTnBbl 0 MeANLIMHCKUX
ycTpoiictBax (93/42/EEC).

AMN\TOBapHbIA 3HaK koMnaHum Smith & Nephew.

Ha gaHHOe u3genne MoXKeT PacnpoCTPaHATLCA AeiicTBue

OfJHOrO WM Heckonbkux nateHTos CLUA. Ans

Nony4YeHns JONONHUTENBHOI MHPOpMaLmMn cM. BeG-cailT

smith-nephew, com/patents.

© Smith & Nephew 2018.

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

A Caution

sterile!EO | sterilized using ethylene
oxide

Manufacturer

ECIREPI Authorized Representative in
the European Community
Rx only CAUTION: Federal (USA) law
restricts this device to sale by
or on the order of a
physician.
CE mark and identification
C € number of
Notified Body.
0123 The product meets the
essential
requirements of Medical

Device

Directive (93/42/EEC).
\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.



AOONOJIHEHVE K MHCTPYKUW 1O NMPUMEHEHWIO

MEOVNUWNHCKOIO N3AOEJINA

«TAMIMOH NHTPAHA3A/TbHbIV RAPID RHINO,
BAPVAHTbI VCMNMOJTHEHUA>»/
ADDENDUM TO INSTRUCTION FOR USE
OF MEDICAL DEVICE
"RAPID RHINO NASAL DRESSING, VARIANTS"
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Russian text

HAMMEHOBAHWE MEAVNLIMHCKOIO U3AENNA
(MW)
TaMmnoH MHTpaHas3anbHbll Rapid Rhino, BapuaHThl
MCNONHEHNS:

. TamnoH MHTpaHas3anbHbIN paccacbkiBalowmiica Rapid
Rhino, BapuaHTbl UCMONHEHMUS:

1. TamMnoOH MHTpaHasa/bHbIN paccacbiBalowmiica Rapid
Rhino Sinu-Knit

2. TaMNOH MHTpaHa3asbHbIA paccacbiBalowmiica Rapid
Rhino Nasastent

3. TaMNOH MHTpPaHas3anbHbIV paccacbiBatouimniica Rapid
Rhino Sinu-Foam, B cocTaBe:

1) TamMnoH WHTpaHa3aNbHbIN paccacbiBatouimiica Rapid
Rhino Sinu-Foam B Cunpuue 20 ma - 1wrT.

2) Wnpuy BcnomoratenbHbIli AN CMeWnBaHnsa 8 mn -
lwr.

3) KaHonga pacnpegenswoouwas - 1wr.

[I. TaMNOH MHTpaHa3anbHbIi CMeHHbIRN Rapid Rhino,
BapuMaHTbl UCNONHEHUS:

1. TaMnNOH WHTpaHa3anbHbIA CMeHHbI Rapid Rhino
Rapid Pac, 5.5 cm

2. TaMNOH WHTpPaHa3aNbHblli CMEHHbIA A5
npuaartoyHbix nasyx Rapid Rhino Riemann, 3 cm

3. TaMMNOH MHTpaHa3adbHbIi CMEHHbI ANS
npuaaTtoydHbix nasyx Rapid Rhino Riemann, 4 cm

4. TaMnOH MHTpaHa3a/ibHbli CMEHHbIN ANs
npuaartoyHbix nasyx Rapid Rhino Goodman, 5.5 cm
5. TaMNOH WMHTPaHa3anbHbIl CMEHHbIN AN5
npugatoyHbix nasyx Rapid Rhino Mannheim, 8 cm

HA3HAYEHWE

Ona  MUHUMM3AUMM  KPOBOTEYEHUS U OTEKOB U
npefoTBpPaLLEHNS cnaek Mexay HOCOBOIA
neperopoaKow 1 HOCOBOM MOMOCTLIO.

MOKA3AHNA

n3penne nokasaHo ans npUMeHeHUs npu

HEOBXOANMMOCTN YMEHbLUIEHUS KPOBOTEUEHUSI U OTEKA U
npefoTBpalleHnss o6pa3oBaHNs CNaek MexXzay HOCOBOWA
NMeperopoakoil U CTeHKaMu HOCOBOIM MOMOCTM nochne
onepaTMBHOIO BMELIATENLCTBA WU TPABMbI.

MPOTUBOTMOKA3AHWHA

N3BecTHble MNpPOTUBOMOKA3aHMA OTCYTCTBYHOT. [pu
MCNONb30BaHUN U3AENUa Heo6XoAMMO MonaratbCsi Ha
npeABapuTeNbHY0 KIVMHUYECKYIO OLLEHKY.

Mpn ncnonb3oBaHUU N34eNS B BapnaHTe UCMONHEeHUA
TaMNOH WMHTpaHa3aNbHbI CMeHHbI Rapid Rhino Rapid
Pac, 5.5 cM B xoAe fe4yeHUss nayueHTOB C CEepPbe3HOIA
TpaBMOW TrOMOBbI M MayWeHTOB, aHatoMu4yeckue
OCOBGEHHOCTM NuMuUa KOTOPbIX MOTYT MNPensTcTBOBaTb
yCTaHOBKe WM34enus Ha MNOMHYK [ANUHY, TpebyeTtcs
npoBefeHne TwaTelbHON MeLULNHCKON OLEHKMU.
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English text

MEDICAL DEVICE (MD) NAME

Rapid Rhino nasal dressing, variants:

I. Rapid Rhino dissolvable nasal dressing,
variants:

1. Rapid Rhino dissolvable nasal dressing
Sinu-Knlt

2. Rapid Rhino dissolvable nasal dressing
Nasastent

3. Rapid Rhino dissolvable nasal dressing
Sinu-Foam, in the composition:

1) Rapid Rhino dissolvable nasal dressing
Sinu-Foam in a 20ml syringe - 1 pc.

2) Auxiliary syringe for mixing 8ml - Ipc.
3) Dispensing cannula - Ipc.

[I. Rapid Rhino removable nasal dressing,

variants:

1. Rapid Rhino removable nasal dressing
Rapid Pac, 5,5 cm

2. Rapid Rhino removable nasal sinus
dressing Riemann, 3 cm

3. Rapid Rhino removable nasal sinus
dressing Riemann, 4 cm

4. Rapid Rhino removable nasal sinus
dressing Goodman, 5,5 cm

Rapid Rhino removable nasal sinus dressing

Mannheim, 8 cm

INTENDED USE

To minimize bleeding and edema and to
prevent adhesions between the nasal septum
and the nasal cavity.

INDICATIONS

Device is intended to minimize bleeding and
edema and to prevent adhesions between
the septum and the nasal cavity after
surgery or trauma.

CONTRAINDICATIONS

There are no known contraindications.
Medical judgment is necessary when using
device.

Medical judgment is necessary when using
Rapid Rhino removable nasal dressing Rapid
Pac 5.5 cm in patients with severe head
trauma and in patients whose facial anatomy
may not accommodate the full length of the
device.
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MOTEHUMANBHBIE MOJIb3OBATE/T1 MU

K pab6ote ¢ wu3genuamy AOMNYCKAlTCA  TOMbKO
npogeccuoHanbHble MeauLMHCKMe paGoTHUKMN,
03HAKOM/IEHHbI€ C COOTBETCTBYIOWNMN METOAMKAMMU,

BO3MOXHOCTb MW METOAbl MHTETPAL W C
APYTMMW M

HenpumeHumo.

MEPEYEHb MATEPUANOB XXMBOTHOIO U (MN1A)
YEJTOBEYECKOTO MPOUNCXOXAEHWNA

M3nenus He BK/AOYalOT HEXMN3HeCnocobHble
maTtepuansi XVBOTHOTO NPOUCXOXAEHUS,
HEXWN3HECNOCOHHbIEe MaTepuanbl YXMBOTHOIO

NMPONCXOXAEHNA HeE NPUCYTCTBYHOT B
nponssoactea U B KOHEYHOM WU3OENNN.

npouyecce

COOEPXAHWE MEOVNUMNHCKMNX CYBCTAHLLNW

N3penna He coAepXXaT NeKapCTBEHHbIX CPEACTB U
nexKapcTBeHHble cpeAcTBa He yuyacTBYHT B npolecce
NpPOW3BOACTBA WM HE MNPUCYTCTBYIOT B KOHEUYHOM
N3ennun; NosTomy sToT pasfen He MPUMEHUM.

AJAHHBIE OB YIMMAKOBKE N MAPKMPOBKE

MpoOeKT MapKMpPOBKM YNaKoOBKU W3AeNns Ha
Tepputopun Poccuiickoin degepauum CoLepXuT
cnefylowyo MHPOpMaLUIo Ha PYCCKOM A3blKe:
ApTUKY:

HanmeHoBaHue:

Pasmep:

KonuyectBo WT. B yNnakoBKe: LWT.

[JaTta narotoBneHns, Ucnonb3oBatb 40, HOMEP
naptmu/cepun: cM. Ha yrnakoBke

HanmeHoBaHMWe N agpec N3roToBuUTeNN:
«ApTpoKap KopnopsaiwH», 7000 West William
Cannon Drive, Austin TX 78735-8531, USA (CWWA)
YNONHOMOUYEHHbI NpeacTaBuUTeNb Ha
Tepputopuun P®: OO0 "Cmut aHg Hedgbro™, 105120,
Poccus, r. MockBa, 2-it CbipOMATHMYECKU nep., 1,
3T.9, nom. 1, komu. 1. Ten./akc. + 7 495 755 55 03
MeTog ctepunnsaynmn: Crepunmsaums
3TUNeHOKCnoM. CTepUNbHO

Homep PY:

Ha3HauyeHune, cnocob NpUMeHeHUs,
npoTuBoNoOKasaHnA: CM. UHCTPYKLMUIO;

YcnoBna xpaHeHusA:

Mepbl NpefoCTOPOXKHOCTH:

MHpopmayma o COOTBETCTBUU cTaHpapTam
KadecTBa (ecnv NPUMEHUMO):

MHCTPpYKLUUS No npuMeHeHuto: http://www.smith-
nephew.com/about-us/where-we-
operate/europe/russia/ifus/
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POTENTIAL USERS OF MD

Only health professionals who are familiar
with the appropriate techniques are allowed
to work with the products.

THE POSSIBILITY AND WAYS OF
INTEGRATING WITH OTHER MEDICAL
DEVICES

Not applicable.

LIST OF MATERIALS OF ANIMAL AND
(OR) HUMAN ORIGIN

Devices do not incorporate non-viable
materials of animal origin, nor are they
present in the manufacturing process or
present in the final device; therefore this
section does not apply.

INFORMATION ABOUT MEDICINES
SUBSTANCES INCLUDED IN MD

Devices do 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.

LABELING AND PACKAGING DATA

Draft of medical device labelling on the
territory of Russian Federation will contain
following information:

-Article/Cataiogue number:

-Name:

-Size:

-Pieces per package: pcs.

-Date of manufacturing, use by date, LOT
number/ BATCH code: see the original
packaging;

-Name and address of Manufacturer:
ArthroCare Corporation, 7p00 West William
Cannon Drive, Austin TX 78735-8531, USA
-Information about authorized representative
in the Russian Federation: LLC "Smith and
Nephew" 105120, Moscow,
Syromyatnichesky 2nd lane, 1, floor 9, prem.
1, room 1

-Sterilization method:

-Registration Certificate number:

-Intended use, mode of application,
contraindications: see Instruction for Use;
-Storage conditions;

-Precautions;

-Symbol of conformity to Russian standards
(if applicable)
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CBEAEHWA O PUCKAX

MpoBeAeHHbIi aHaNM3 PUCKOB rapaHTUpyeT, 4To
COOTBETCTBYHOLME PUCKM BbIN UAEHTUPNLUPOBAHBI U
ycTpaHeHsbl, MM60, HACKO/IbKO 3TO BO3MOXHO,
CHVKEHbI. [ OCTaBLIMXCS PUCKOB CYLLECTBYET
KOHTPOMb PUCKOB ANS1 KaXA0ro OTAeNbHOro pucka,
4TO CBOAWUT K MUHUMYMY OMNAacHOCTb MOTEHLMNANbHbIX
c60eB B TEUEHME pacyeTHOro cpoka CayX6bl nu3genus.

Pe3ynbTaTbl aHanM3a pucka NMokKasbiBalT, UTO
MCcnofb3oBaHWe U3LENNs MO HAa3HAYEHUIO He
OKa3blBaeT HeraTMBHOIO BAUAHUSA Ha 340POBbe UK
6e3onacHOCTb NaLueHTa, NoNb3oBaTens Uan gpyrux
nmy,

t
AHanun3 obLwero ocTaTOYHOrO0 pPUCKa MOKasbiBaeT
OTCYTCTBME PUCKOB, TPEOYHOLWMX aanbHeliwero
KOHTpONs. B npoBeAeHnn fanbHeliwero aHanmsa
COOTHOLIEHUS Bpeja W NoMb3bl HET HEOBXOANMOCTHU.

MEPEYEHb MPUMMEHWMbLIX CTAHOAPTOB

CrawoHar OnucaHwne
93/42/EEC OunpekTnBa No MeAULMHCKUM
n3gennam
YTBEPXXAEHHbI TEXHONOTNYECKWNA
ASTM D4169 - MPOUECC ANs TeCTMpoBaHns
2016 NPON3BOAUTENBHOCTH
KOHTEAHEPOB A1 NEpPEeBO30K U
cucTem
Ctepunusauma meguLLMHCKUX
nsgenuin. TpeboBaHMa K
BS EN 556- Me,EI.I/ILI,VIHCKlﬁM M3,qen|/|ﬂ|v|"
, Kateropum "ctepunbHble". YacTb
1:2001
1. Tpe6oBaHUA K MeQULUHCKUM
n3genuam, rnoanexawmm
(ODUHULWHON cTepunnsaumm
8BS EN MHpopmaynsa, npegocraBnsiemas
10412008 npomsssw,menem MeLNLNHCKUX
nsnenni
Buonornyeckas oueHka
BS EN ISO MeANLUHCKMX n3gennin — Yactb

10993-1:2009 1. OueHka u TecTMpoBaHue B
npoLecce yrnpasiaeHUs puUckamu
Buonornyeckasa oueHka

BS EN ISO MeANLUNHCKNX nagennii - Yactb

10993-5:2009 5: UcnbitaHMA Ha

LUTOTOKCUYHOCTb in Vitro

OueHka 6MonorMyeckoro

JeACTBUA MeANLUWNHCKUX N3OENNNA.

Yactb 7. Octato4yHOe cofepXxaHue

3TnneHokcmpa nocne

EN ISO
10993-7:2008

cTepunnsayunm
Brnonornyeckasa oueHka
EN ISO MeAULMHCKMX n3genmin - Yactb
10993- 10: NccneposaHuA
10:2010 pasapaxaroLero u

CEeHCMOUIN3npyroLwero AencTens
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-Instruction for Use: link to page containing
instructions in the Internet

RISK INFORMATION

The risk analysis performed provides
assurance that the appropriate risks have
been identified and either eliminated or
reduced to the extent possible. For the risks
that remain, risk controls appropriate to each
risk are provided to minimize the hazard
from potential failures during the projected
expected service life of the device.

Results of the risk analysis demonstrate that
use of the device as intended does not
adversely affect the health or safety of the
patient, user, or other persons.

The Overall Residual Risk evaluation analysis

shows that there are no risks which require
further controls. No risk benefit analysis is

LIST OF MAIN APPLICABLE STANDARDS

Standard Description

93/42/EEC Medical Devices Directive

ASTM Standard practice for

D4169 - performance testing of

2016 shipping containers and
systems

BS EN 556-  Sterilization of medical

1:2001 devices - Part 1:

Requirements for medical
devices to be designated
"STERILE". Requirements for
terminally sterilized medical

devices
BS EN Information supplied by the
1041:2008 manufacturer with medical
devices
BS EN ISO Biological evaluation of
10993- medical devices - Part 1:
1:2009 Evaluation and testing.
BS EN ISO Biological Evaluation of
10993- Medical Devices - Part 5:
5:2009 Tests for in vitro Cytotoxicity
EN ISO Biological Evaluation of
10993- Medical Devices - Part 7:
7:2008 Ethylene Oxide Sterilization
Residuals
EN ISO Biological Evaluation of
10993- Medical Devices - Part 10:
10:2010 Tests for irritation and skin

sensitization
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YnakoBka gna MeauLMHCKUX BS EN ISO Packaging for terminally
n3genuin, nognexawmnx 11607- sterilized medical devices-
pUHUWHOK cTepunmnlayun. Yactb 1:2009 Part 1. Requirements for
BS EN ISO . - .
, 1. Tpe6oBaHMA K maTepuanam, materials, sterile barrier
11607-1:2009 .
6apbepHbIM cucTemam Ans systems and packaging
CTEPUIN3ALUN U YNAKOBOYHbIM systems
enereman BS EN 1SO 11607-2:2006
YnakoBKa An1s MeguuUHCKNUX
n3gennii, noanexatimx
BS EN ISO (PMHMWHONW cTepunnsaynn. Yactb
11607-2:2006 2. TpeboBaHMA K Banugauymu
NnpoLLEeccoB (hOpMMpPOBaHUS,
repMmeTnsaLnm n c60pKM ISO 11135 Sterilization of health-care
CTepununsauma meguLnHCKON 2014 pl’OdeCtS - Ethylene oxide -
NPOAYKLUN. STUNEHOKCUS, Requirements for the
Tpe6OBaH|/|;| K pa3pa60TKe’ deVeIOpment, validation and
lzg]_i'llgS BanMpaunum un Tekyuemy routine control of a
' ynpaBneHU0 NpoLEeccom sterilization process for
cTepunAn3aLum MeanLUHCKNX medical devices (Gap
n3gennii Analysis PN 63490)
CTepuansauma MeanLnHCKUX BS EN ISO Sterilization of medical
n3gennii. Mukpo6uonormyeckne 11737- devices - Part 1
BS EN ISO MeToabl. YacTb 1. OueHKa 1:2018 Microbiological methods.
11737-1:2018 nonynaLMm MUKPOOPraHM3MOB Ha Determination of a
NPOAYKL UM pqpulatlon Qf
CTepunn3aLns MeanLNHCKIX microorganisms on products
nsgennii. Mukpo6monornyeckmne BS EN ISO Sterilization of medical
BS EN ISO MeToabl. YacTb 2. McnbiTaHns Ha 11737- devices. Microbiological
11737-2:2019 CTEPWU/IbHOCTb, MPOBOAWUMbIE MPU 2:2019 methods - Part 2: Tests of
BaNMAaL N NPOLLECCOB sterility performed in the
cTepunmnsaLum definition, validation and
N3penns mMeauuuHcKue. CUcTeMbl maintenance of a
BS EN ISO MeHe[)KMeHTa KayecTBa. sterilization process_____
13485:2016 Tpe6oBaHusa ans uenei BS EN ISO Medical Devices - Quality
perynupoBaHus 13485:2016 management systems -
Requirements for regulatory
BS EN SO N3penna meauuMHCKKeE. o osee
14971:2012 MpuMeHeHe MeHeMKMeHTa puUcka purp
) K MEAUUWHCKUM W3LENNAM BS EN ISO Application of Risk
M3genus MeanuuHcKkue. CUMBONbI, 14971:2012 Management to Medical
NpUMeHseMble NMPU MapKMPOBKe Devipes _
ISO 15223- MeAULMUHCKNX U3AeNnii, aTUKeTOK ISO 15223-  Medical devices - Symbols to
1:2016 N B COMPOBOANTENbLHOW 1:2016 be used with medical device

JOKymeHTauumn. Yactb 1.
OcHoBHble TpeboBaHuA

ycnosuma NnPMMEHEHNA

labels, labelling and
information to be supplied -
Part 1. General requirements

USE & OPERATION CONDITIONS OF MD

Temnepatypa -1-5.....-1-42 Temperature (°C) -15...... -1-42
OTHOCUTeNbHas <100 Humidity (%) <100
BNI@XXHOCTb Atmospheric Special pressure

ATMOc(epHOe aaBneHue

Ocob6oro pexunma
faBneHus npu
aKcnayaTtauuun unsgenus
He TpebyeTcs.

Pressure

conditions are not
required during
operation of the
product.

TRANSPORTATION AND STORAGE

YC/TIOBUA TPAHCINOPTUPOBKW N XPAHEHWNA

YcnoBusi TPaHCNOPTUPOBKM;
Temnepartypa (°C) -2....+38
OTHOCUTENbHAasA <80
BnaXKHocTb %)

Transportation conditions:
Temperature (®C) -2....+38

Relative humidity <80
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ATmoctepHoe
faBneHune

Ocoboro pexuma gaBneHus
npu TpaHCNOPTUPOBKE M3AeNns
He TpebyeTcH.

YcnoBuA XpaHeHNA;

Temnepatypa (®C) +2...+2S
OTHOCUTeNbHasA <80
BNaXHOCTb (%)
ATmMOctepHoe Ocoboro pexuma gaBrieHus
faBneHune Npu XpaHeHUn W3[EeNns He
TpebyeTcs.
CPOK rogHocTH
M3genne B  BapumaHTax  UCMOJIHEHWA:  TaMmroH
MHTpaHasanbHbI  paccacbiBaownincs Rapid Rhino
SInu-Knit, /TamMnoH WHTpaHasanbHbIl

paccacbiBatowmiica Rapid Rhino Sinu-Foam, TamnoH
WHTPaHa3anbHbIi cMeHHbI Rapid Rhino Rapid Pac, 5.5
CM, TaMnOH  WHTpaHasasbHbIl  CMEHHbI A1
npuaatoyHblx nasyx Rapid Rhino Riemann, 3 cwm.
TaMnOH MHTpaHa3aNbHbIli CMEHHbIV A1 MPUAATOYHbIX
nasyx Rapid Rhino Riemann, 4 c¢cm, TamnoH
WHTPaHa3aNbHbIl CMEHHbI ANA NPUAATOYHLIX MNas3yx
Rapid Rhino Goodman, 55 CM, TamnoH
WHTPaHa3aNbHbI CMEHHbI ANA NPUAATOYHBIX MNasyx
Rapid Rhino Mannheim, 8 cm wumeeT cpok rogHoctn 3
rofa c gatbl ynakoBku/ctepunmsaumm.

NCMNONHEHUS TamnoH
Rapid Rhino
roga c pgatbl

N3pgenne B BapuaHTe
MHTPaHa3aNbHbIA paccacbiBatoLNNCS
Nasastent uMmMeeT CcpoK rogHoctun 2
ynakoBKu/ctepunmsayunu.

MOPALOK MYCNOBUA YTUNN3ALUN nNin
YHUYTOXEHUA MN

W3genue cnepyet yTWIM3MpoBaTb B COOTBETCTBUM C
[NeACTBYOLIMMMN TOCYAAPCTBEHHLIMU HOpPMATUBAMU WU
MnaHom yTUnM3aLmnm MeANLNHCKUNX 0TX0/08B,
NPUHATLIM B l]AaHHOM MEAMLIUHCKOM yupeXxaeHuu.
CornacHo Knaccuukauum MeauLUHCKUX OTXOA0B
n3nenns oTHocaTcs K kKnaccy bB. YTunusupyiite
3arpA3HeHHble U3AeNnsi B COOTBETCTBUM C MECTHbIMM

WA TOCYJapPCTBEHHbLIMW  MpaBunamyu  yTUAM3auum
GMONOTMYECKN OMaCHbIX OTXOAOB.

YTunuzaunio  3arpsA3HEeHHbIX  4yacTein  Heobxogmmo
NpoBOAUTL B NepyaTKax.

Hes3arpsisHeHHasas  ynakoBKa YTUAW3UPYeTCs  Kak
ObITOBbIE OTXOAbI.

HAVMMEHOBAHWE N OPUANYECKUI ALOPEC
NMPON3BOONTENA MU

PA3PABOTUMK:

ArthroCare Corporation (ApTpoKsp KopnopaiiLuH),
7000 West William Cannon Drive, Austin TX 78735-8531,
USA (CLLA).

MNPON3BOANTE/b:

ArthroCare Corporation (ApTpoKsp KopnopsiiuH),

7000 West William Cannon Drive, Austin TX 78735-8531,
USA (CLLA).
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Atmospheric
pressure

Special pressure
conditions are not
required during
transportation of the
product.

Storage conditions:

Temperature (°C) -i-2..-t-25

Relative humidity <80

(%)

Atmospheric Special pressure

pressure conditions are not
required during storage
of the product.-

SHELF LIFE

Medical device in variants: Rapid Rhino
dissolvable nasal dressing Sinu-Knit, Rapid
Rhino dissolvable nasal dressing Sinu-Foam,
Rapid Rhino removable nasal dressing Rapid
Pac, 5,5 cm. Rapid Rhino removable nasal
sinus dressing Riemann, 3 cm, Rapid Rhino
removable nasal sinus dressing Riemann, 4
cm, Rapid Rhino removable nasal sinus
dressing Goodman, 5,5 cm. Rapid Rhino
removable nasal sinus dressing Mannheim, 8
cm has shelf life of 3 years from DoM/DoS.
Medical device in variant Rapid Rhino
dissolvable nasal dressing Nasastent has
shelf life of 2 years from DoM/DoS.

MD DISPOSAL RULES AND CONDITIONS

The device must be disposed of in accordance
with applicable government regulations, and
the medical waste management plan for the
facility.

According to the classification of medical
waste, products belong to class B. Dispose of
contaminated products in accordance with
local or state regulations for the disposal of
biohazard waste.

Wear gloves when disposing of contaminated
parts.

Unpolluted packaging is
household waste.

disposed of as

NAME AND LEGAL ADDRESS OF
MANUFACTURER

DEVELOPER:

ArthroCare Corporation,

7000 West William Cannon Drive, Austin TX 78735-
8531, USA.

MANUFACTURER:

ArthroCare Corporation,

7000 West William Cannon Drive, Austin TX 78735-
8531, USA.
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MECTA NPOW3BOACTBA:
1. ArthroCare Corporation (ApTpoKap KoprnopsiiwH), 7000
West William Cannon Drive, Austin TX 78735-8531, USA

(CLLA).

2. ArthroCare Corporation (ApTpoKap KopnopaiiwH), B32.1,
St2, Zona Franca Coyol, Coyol, Costa Rica, 20101, COSTA

RICA (Kocta Puka).

YMOSIHOMOUEHHbIV MPEACTABUTE/Ib MPOU3BOAUTENA B
POCCUM

000 «CMUT 3H[, HE®bHO»

105120, r. MockBa, 2-i CblpOMATHMYECKUA nep., 1, 3T. 9,
nom. 1, komn. 1

Ten: -H7 (495) 755-55-03
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MANUFACTURING FACILITIES:

1. ArthroCare Corporation, 7000 West William
Cannon Drive, Austin TX 78735-8531, USA.

2. ArthroCare Corporation, B32. 1, St2, Zona
Franca Coyol, Coyol, Costa Rica, 20101, COSTA
RICA

AUTHORIZED REPRESENTATIVE IN RUSSIAN
FEDERATION

LLC "SMITH AND NEPHEW"

105120, Moscow, Syromyatnichesky 2nd lane, 1,
floor 9, prem. 1, room 1

Tel: -b7 (495) 755-55-03
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MepeBof, ¢ aHIUIACKOTO A3blKa Ha PYCCKUI A3bIK

ArthroCare Corporation Ten.: +1 512-391-3900 SMITH + NEPHEW
(ApTpoKap KopnopeiiLwH) www.smith-nephew.com
CLIA

Texac, 78735, OCTuH
B. Yunbam KaHHOH [paiis 7000
CTpoeHue oauH

CornacoBaHo

ArthroCare Corporation (J1pTpoKap Kopnope/iH)

OpraHuzauus

CLUA. Texac. 78735-8531. OcTuH. BecT ¥Yunbam KaHHoH [paiis 7000

(7000 West William Cannon Drive Austin TX 78735-8531. USA>
Anpec

CTapwmwii cneyuannct no BONPocam perysmpoBaHus

[JonxHocTb

xoaH Kennu (Joan Kelly)
Pamunnng, ima

29.12.2020 .
Nata N MM TTTT

nognncb
Moanuck

MHCTPYKUWMA MO NMPUMEHEHWIO

«TaMnoH nHTpaHasanbHbIn Rapid Rhino, BapMaHTbl UCMO/THEHUA»

MoanncaHo 1 yA0CTOBEPEHO B MOEM npucyTcTBumM 29 aekabdbps 2020 roga

Mopgnuce
Chbto3aH E. CapaceHo
HoTtapuyc

Meuats: Coapyrkectso MaccauyceTca

Cbto3aH E. CapaceHo

Hotapuyc

Cpok moux nonHomounii uctekaet 30 aBrycta 2024 roga

[NepeBog BbIMONHWUIA NEPEBOAYNK

AnnknHa Banepus PomaHoBHa
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Poccuitickas degepaums
"opog MockBa
LLlecTHaguaTtoro MapTa ABe ThiCAYN ABajLaTb NepBOro roja

A, OeitHeko Jliogmnna BaneprieBHa, BPeMeHHO WUCMOMHALWAA 0653aHHOCTU HOTapuyca
roposa Mocksbl [NpoKOLLEHKOBOIN EneHbl EBreHbeBHbI, CBUAETENBCTBYHO NMOAIMHHOCTD MOAMNUCK
nepesofunKa AIMKMHOM Banepnn PoMaHOBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JIn4HOCTb NOANUCABLLIETO JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peecTpe: Ne 21/86-H/77-2021- ~

N.B.[eliHeKko

MpoLLHYpOBaHO, NPOHYMePOBaHO
1 CKpenneHo neyatbio 17 (cemHaguaTh) IMCTOB.

J1.B.[eliHeKo
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