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To whom it may concern;

This letter serves to declare that the attached document is a true original document, “Instruction
for Use for a Medical Device,” produced for Mentor.

For and on behalf of Mentor

1/7),7/22& 1/»
Martin G. Sprunck Date

Associate Director, Regulatory Affairs

A notary public or other officer
completing this certificate verifies only
the identity of the, individual who signed
the document, to which this certificate is
attached, and not the truthfulness,
accuracy, or validity of that document.

State of California
County of Orange

before me, blAXwA | uHiI” ____,personally
appeared Martin G. Sprunck, who proved to me on the basis of satisfactory evidence to be the person whose name is
subscribed to the within instrument and acknowledged to me that he executed the same in his authorized capacity,

and that by his signature on the instrument the person, or the entity upon behalf of which the person acted, executed
the instrument.

I certify under Penalty of Perjury under the laws of the State of California that the foregoing paragraph is true and
correct.

Witness my hand and official seal.

JAMIE L. BYUN
Commission # 2082429 C
Notary Public - California 1

Orange County 5

Signature
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3.



neproja BPeEMEHU OMnpeseieHHoe BpayoM
AN QOCTMDKEHNSA KNIMHUYECKM XKeNnaemoi
CTEMNeHWN paclUMpeHns TKaHW B Nepuog ot 4
[0 6 mecsLeB.

lMpoTrBONOKasaHuA:

Xvpypr — [O/MKeH  neped  onepauyeii
COO6WNTb NOTEHUMANbHBIM MauneHTKaMm
nnm X npeacTaBnTeNam 0
NPOTUBONOKa3aHUAX K MpriUeHeHno
JlaHHbIX WN3OENMIA.

pynnbl naLneHTOK, KOTOpbIM
NPOTMBOMNOKA3aHO MPUMEHEHNE  [aHHOr0
n3nenus.

MpuMeHeHVe MPOTE30B MPOTWBOMNOKA3aHO
nauyeHTKaM Npy Haamumm:

e VIMNNaHTMPOBaHHbIX YCTPOIACTB,
Hanpvmep, KapAnoCcTUMYNATOPOB,
YCTPOWCTB A/ BAMBaHWS NpenapaTos,
YCTPOICTB NCKYCCTBEHHOI O
BOCMPUATUA U APYTUX YCTPOIWCTB, Ha
KOTOpble HeraTuBHO BANAIOT
MarHuTHbIe NONS.

e AKTVBHON WH(eKUMM B KaKon-nm6o

4acTu Tena.

e 3/10KAa4YeCTBEHHOW WM  MNpeapaKoBoW
onyxonu rpyau  6e3  npoBefeHus
COOTBETCTBYHOLLETO JIeYEeHUS.

MpoTuMBONOKa3aHsb! cnepyowye

XVNpypruyeckme MeTofpl, KOTOpble MOryT
NPUBECTU K HApYLUEHUIO LEeNOoCTHOCTM
npoTesa:

e 3anpelyaeTtcs MOAM(MLMPOBaTL
060/104KY WM WHBEKUMOHHbLIV Kynos
npoTesa

»  3anpeLuaeTca BBOAMTL B MPOTe3 Kakue-
nMbo MHble Npenapatbl WM BeLLECTBa,

Kpome CTEPUNBLHOTO
(hm3monornyeckoro  pacteopa  Ania
NHBEKLNIA.

e He cnemyeT pgonyckaTb  KOHTakTa

npotesa ¢ pactsopom Betadine.

MprMeyaHye; Y/0BNETBOPUTENbHOE
“crnonb3oBaHMe MG0  3KcMaHaepa  A/is
3aMeHbl TKaHeil nocne MacTIKTOMUM WK
TpaBMbl MOTYT MPUBECTY K CreLmanbHbIM
PEKOHCTPYKTUBHbIM MpOLIeaypaMm.
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clinically desired degree of tissue expansion in
term four to six months.

Contraindications:

It is the responsibility of the surgeon to advise
the prospective patients or their
representatives, prior to surgery, of the
contraindications associated with the use of
these products.

Patient Groups in which the product is
contraindicated:

The use of expanders is contraindicated in
patients who have any of the following
conditions:

* Implanted devices such as pacemakers,
drug infusion devices, artificial sensing
devices, etc., that would be affected by a
magnetic field.

» Active infection anywhere in the body.

»  Existing malignant or pre-malignant breast
cancer without adequate treatment.

Surgical practices in which expander use is
contraindicated due to compromise of
expander integrity:

» Do not alter the expander shell or valve.

* Do not place inside the implant any drugs
or substances other than sterile saline for
injection.

e Do not allow the device to come into
contact with Betadine.

NOTE: The satisfactory use of either tissue
expander for tissue replacement following
mastectomy or trauma may

require special reconstructive procedures.



Cnoco6  NpUMEHEHWSs;  XUPYPruyeckKas
MpaKTnKa.
YcnoBusi  NpPUMEHEHUS  MeAMLMHCKOTO

U3AENNS: B MEAULIMHEKMX OpraHn3aLmsXx.

4. OMWCAHME TMPUHLUMNOB, HA
KOTOPbIX OCHOBAHA PABOTA
MEANLUMNHCKOIo M3AENNA, N NX
OCOBEHHOCTEWN

MpoTe3 mcnonb3yeTes A1 PEKOHETPYKLUMK
MOJIOYHOM >Kefe3bl Moene MacTIKTOMUU 1
npeAHasHayvaeTcs ans BPEMEHHOIA
MOAKOXHO nnm NOAMbILLIEYHO
MMNAaHTauuM. Ana pacluMpeHus TKaHel B
XOfe PEKOHCTPYKLUMM MOSIOYHOW HKenesbl,
KaKk npasuio Heobxogumo oT 4 pgo 6

mecaueB. C  3TOM  Uenbld  npoTes
noMelLaeTcss MoA  KOXY NauueHTKM 1
HanosIHsieTes  anuporeHHbIM  PaeTBOPOM

X10puaa HaTpus.

5. ONMNCAHVE

B wuenax obeeneyeHns 3MaCTUYHOCTM WU
LleNOCTHOCTU [aHHbIA NpoTe3 COCTOWUT U3
nocneaoBaTeNibHO CLUMTBIX CNnoes
CWIMKOHOBOT O anacTomepa.
PacronoXeHHble  CBepXy W enepeau
YCU/IEHHbIE yacTtu obecneumsaroT
BO3MOXXHOETb HarpaB/IeHHOr0 pacLLUMpeHuns
B HVDKHEM MOJKOCE; KPOME TOro B nepejHel
Yactu npoTesa npefycmaTprBaeTCs
camoynIoTHAOLLAACS 30Ha,
npeAHasHavYeHHas 418 MUHUMM3aUUMU n/unm

NpefoTBpaLLleHNs  yTeyeK B eflyyae
HermpegHaMEepPEHHOr0  MpoKoMa  WUIOMA.
TeKcTypupoBaHHas 060/104Ka
obecneumBaet LLIEpOX0BAaTOETh
MOBEPXHOETK, KOHTaKTUPYHOLLel e
KONnareHoM.

MecCToHaxoxzeHune VHBEKLMOHHBIX
KyrnosioB MOXeT ObITb OMpesesieHo  npu
MOMOLLM MarHWTHOro vekatens

Centerscope, NOCTaB/ISIEMOr0 B KOMIN/IEKTE C
MpoTe3oM.

Ona  nHbekumMidi  cnefyeT  MCMOb30BaTb
CTEPUNbHBIA, anuporeHHbIN paeTBop
Xnopuga  HaTpus,  KOTOpbll  enefyet

BBOAUTb B obnactu NHBEKLIMOHHOIO
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Method of Application: surgical practice.

Conditions of the Medical Device Application:
at health care organizations.

4. DESCRIPTION OF PRINCIPLES
DEFINING FUNCTIONING OF A
MEDICAL DEVICE AND THEIR
FEATURES

Prosthesis is used for breast reconstruction
following mastectomy, and is intended for
temporary  subcutaneous or submuscular
implantation.Tissue  expansion in  breast
reconstruction typically requires four to six
monthsFor this purpose, the prosthesis is
placed subcutaneously in a patient and filled
with pyrogen-free sodium chloride solution for
injection.

5. DESCRIPTION

In order to provide these tissue expanders with
elasticity and integrity, the shells are made
with successive cross-linked layers of silicone
elastomer. Superior and anterior reinforcement
allows for directional expansion in the lower
pole of the devices; self-sealing Patch area with
self-sealing technology (containing silicone
gel) to the front patch of the deviee to
minimize and/or prevent leakage in the event
of an accidental needle puncture. The textured
shell provides a disruptive surface for collagen
interface.

Identification of the injection dome site can be
accomplished by use of the CENTERSCOPE®
Magnetic Injection Port Locator provided with
the  Tissue  Expander. To use the



Kynona. BBoj pactBopa B MOBEPXHOCTb
VHBEKLMOHHOTO KyMNona Wam B 30HY 3a ero
npeaenamyi MOXeT BbI3BaTb YTEUKY

6. CI'MOCOBb NMPMMEHEHWA
Bbi6op npoTesa

Cpegu BXHbIX nepemMeHHbIX
XUPYPruvecknx (akTopoB ©  (PakTopoB
orpefeneHns pasMepoB MnpoTe3a  MOXHO
OTMETUTbL CliefytoLLme:

o [lpoTe3 He [JO/MKEH ObiTb  CAULIKOM
Ma/IeHbKUM WX CAULIKOM  6O/bLUMM 10
CPaBHEHWIO C pa3mepamy TPYAHOW CTEHKM
nauyneHTKu.

*  Vmerowpecs  TKaHW  [JO/DKHbI B
[OCTaTOYHOM CTEMNeHW MOKPbIBATb MPOTES.

o N9 NauMeHTOK C TOHKUMU TKaHAMW Wn
TKaHAMU HU3KOTO KauyecTBa peKoMeHAyeTcs
NnoAMblLLeYHasd ycTaHOBKa NPOTe3a.

. Cnepnyet NnoAroToOBUTb YeTKO
ONpefeneHHbli  eyxol  XUpYpPruyeckuin
KapMaH COOTBETCTBYIOLLEro pasmepa W
CUMMETPUYHOW (hopMbl, YTOBLI NPOTE3 MOr
ObITb MOMELLEH FOPU30HTA/ILHO Ha rNMafiKyto
MOBEPXHOCTb.

o Cnepyet m3beratb C/MLLIKOM Ma/eHbKMX
pa3pesos.

Mpoueaypa NpoBepKn npoTesa

lMpoTes [lofIXeH npoBepATCs Ha
PacKpbIBaEMOCTb M LLeNOCTHOCTb 060/10YKM
HenocpeACTBEHHO Mepes MCMo/b30BaHWEM.
Mposepka MOXeT OCYLLIeCTBNATLCA
cneayoLmm 06pasom:

1 Wcnone3ys urny kKanuépa 21, 4acTMUYHO
HanosHUTE  NpPOTe3  BO3AYXOM  Yepe3
NHBEKLMOHHBIV Kymon.

2. [orpy3nte HanoO/HEHHbIN
npoTes B  CTEPUJIbHYIO,
XWAKOCTb NS UCMbITaHWI
(hM31ONOTrNYECKNIA PacTBOp).
3. Cnerka HafaBuTe Ha Hero W nposepbTe
Ha Ha/nyve NPOKO/OB UMM YTeYek.

BO3LYXOM
anvporeHHyo
(sogy wm

Mogaep>kaHne remocTasa/npodunakTuka
HaKOMMNeHNS XNLKOCTN
TwaTtenbHbIn  remMocTas  WUrpaeT  BaXKHYHO
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CENTERSCOPE® Magnetic Injection Port
Locator, follow the instructionsprovided with
the specific dome detection device.

Injections must be made using sterile, pyrogen-
free Sodium ChlorideU.S.P. Solution and into
the injection dome area. If injections are made
on or outside the injection dome, leakage can
occur.

6.APPLICATION

Expander selection

Some of the important surgical and implant
sizing variables that have been identified
include the following:

* The tissue expander should not be too small
or too large in comparison to the patient’s
chest wall dimensions.

* Available tissue must provide adequate
coverage of the device.

» Submuscular placement of the expander may
be preferable in patients with thin or poor
quality tissue.

» A well-defined, dry pocket of adequate size
and symmetry must be created to allow the
implant to be placed flat on a smooth surface.

* Avoid too small of an incision.

Testing procedures for  expanders
The device should be tested for patency and
shell integrity immediately prior to use. This
can be accomplished by the

following steps:

1 Using a 21 gauge standard needle, partially
inflate the device with air through the injection
dome.

2. Submerge the air-filled prosthesis in sterile,
pyrogen-free testing fluid (water or saline).

3. Apply mild pressure and check for possible
punctures or leaks.

Maintaining hemostasis/avoiding fluid
accumulation
Careful hemostasis is important to prevent



ponb ANs npefoTBpalleHMs 06pa3oBaHUs
nocneonepawmoHHbIX rematom. B cnyuae
NPOAO/MKEHUS YPE3MEPHOro KpPOBOTEYeHUs
cneayeT OTNOXWUTb MMMNMaHTaLUMIO NpoTesa
[0 Tex Mop, Nnoka KpoBOTeYeHue He GyaeT
OCTaHOB/EHO.

MocneonepayyoHHoe 3B/IEYEHNE
reMaTombl UM CepoOMbl CNedyeT NPOBOAUTD
C OCTOPOXHOCTbO, 4TOGbI He AOMYCTUTb
3arpsisHeHNs npoTesa nnm ero
MOBPEXAEHNS1 OCTPbIMW MHCTPYMEHTaMM.

MarHuTHbIA  KUCKaTesnb
(banee no TeKCTY - McKaTtesb)

Centerscope

VHCTPYKUMS MO NPUMEHEHMIO

Cobntofas TpeboBaHMA Mo 06ecneyeHUto
CTEPU/IbHOCTM,  U3B/EKUTE UCKaTelb U3
CTEPU/IbHOWN yNakoBKW. Bo3bMuTe MCKaTesb
OAHOW pPYyKOM TaK, uT0b6bl CBOGOAHO
packauuBalollancs  MarHuWTHas  cTpena
yKasblBasia B CTOPOHY OT PYKW, B KOTOPOW
OHa Haxogutca. [lomecTute OCHOBaHue
(NOCKyHD  CTOPOHY)  Ha  MauMeHTKY.
[pvraiite uckartenb no Kpyry Ao Tex nop,
MoKa MarHWTHas CcTpena He YKaXeT Ha
MECTOHaX0X/eHue VHBEKLMOHHOIO
Kyrnona. [lBuraitecb Mo Hanpas/eHUIO,
yKa3blBaeMOMY CTpPesioll 4o Tex Mnop, noka
CTpena He YKaXeT MpsAMO Ha OTBepcTve B
oCHoBaHuUK uckatens (uenb). Korga crtpena
YKa@XKeT TOYHO Ha Lie/lb, MecTo

NHBEKUMM ByeT 06HapPY>KEHO.

Ona  Toro  4TOOGHI
NHBEKLNN, cnegyvite
CNefyroLmnxX BapuaHToB:
BapnaHT 1. Korga wmarHutHas cTpena
YKOKET Ha LEHTP LN, HaHecuTe OTMETKM
CTEPU/BHLIM XUPYPTUYECKM MapKepPoOM Y
KaXK[ON M3 Tpex PUCOK BOKPYT NepegHero
nepuMMeTpa OCHOBaHMS. 3aTeM HaHecuTe
4eTBEPTYHD  OTMETKY B OTBEpCTUM,
PacrnofioXeHHOM 3a MarHUTHOW CTPenoi,
KOTOpOe MPOXOAUT Yepe3 LieHTP OCHOBaHUA
nckatens. CpenaB Bce YeTbipe OTMETKM,
ybepuTe Uckartesb.

Tem >ke MapKepoM OCTOPOXHO HapucyiiTe
NHWK,  COEAUHSAIOLLME  PaCMOSIOXKEHHbIe
Opyr  MpoTMB  Apyra  TOYKW,  YTOObI
MoJTyymnsIoCh «MepeKpecTune. 3aTem
HaHecuTe YeTKYKD OTMETKY B  TOUKe

OTMETUTb  MECTO
OfHOMY 13
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postoperative hematoma formation. Should
excessive bleeding persist, the implantation of
the device should be delayed until bleeding is
controlled.

Postoperative evacuation of hematoma or
seroma must be conducted with care to avoid
expander contamination, or damage from sharp
instruments.

Maenetic detection device Centerscope
(hereinafter - detection device)

Instructions For Use

Using sterile technique, remove the detection
device from the sterile pouch. Grip locator
with either hand, ensuring that the free-
swinging magnetic arm is pointing away from
the hand holding it. Place the base of

the unit (the flat side) on the patient. Move the
unit in a circular motion until the magnetic arm
detects (points towards) the

location of the injection dome. Follow the
direction that the arm points towards until the
arm is pointing straight towards the

hole in the base of locator (the target). When
the arm is centered perfectly in the target, the
injection site has been located.

To mark the injection, follow one of these
options:

Option 1: With the magnetic arm centered in
the target, make a mark with a surgical sterile
marker in each of the three notches around the
anterior perimeter of the base. Next, make a
fourth mark in the hole located behind the
magnetic arm that runs through the center base
of the locator. After all four marks have been
made, lift the device from the patient.

Using the same marker, carefully connect the
opposing dots with a line creating an injection
‘crosshair’. Then, make a clear mark at the
point where the two perpendicular lines

intersect. This point is the injection site.



nepeceyeHnss  ABYyX  NepreHanKyNapHbIX
NVHWIA. 3Ta ToYKa ABNSETCH

TOYKOW UHBEKLNN.

BapnaHT 2: Korga MarHutHas cTpena
YK@KEeT Ha LEHTP Lenn, OCTOPOXHO, HO
CWUMIbHO NPWKMUTE UCKaTeNb K NauyeHTKe.
YaepxusainTe ero B 3TOM MOJIOXEHNN B
TEYEHNN HECKO/IbKUX CeKyHA. Yo6epute
nckatenb. BbICTynaloWmin cMBON «X» Ha
HVDKHEeA 4acTu MCKaTens OCTaBUT YeTKWil
cnes B BUAE «MEPEKPECTMS» Ha KOXe
naumeHTKW. ToMeTbTe LEeHTP MepekpecTums
CTEPUBHBIM ~ XUPYPTUYECKUM  MapKepoM.
3Ta TOYKa ABNSAETCA TOUKON UHBEKLMW.
BapvaHT 3: Wcnonb3yiite KOMOGMHaL MO
BapaHtoB 1 u 2, 4rtobbl ewe pa3
NoATBEPAUTL ONTUMASIbHOE PACMOoXeHne
TOYKN UHBEKLIUN.

Mpoueaypa HanonHeHNA nNpoTesa
[na  HanonHeHWs npoTte3a HeO6X0AMMO
BbINOHUTL CleAyHoLLee;

1 Onpepenute MecTo  PacnofioXeHus
WHBEKUMOHHOIO  Kymnosiia Mpy  MOMOLLM
MarH1THOro

nckatens Centerscope, BXofsllero B
KOMI/IEKT MOCTaBKN.

2. Onpefenvs  UEHTP  WMHBEKLMOHHOIO
Kyrnonma, OTMeTbTe  TOYKY  UHbEKLMK
MapKepoM /19 KOXW.

Wbl Kanmépa 21 B BEPXHIOK  4acTb

NHBLEKLUMOHHOIO Kyrosa nepneHankynsapHo
(£30°) ocHOBaHWKO W HanOMHEHUs MpoTesa
CTEPW/IbHBIM,  anUPOreHHbIM  PacTBOPOM
Xfiopuga HaTpus.

4. VHbekumn cneflyet OCYLUECTBMATL B
MHBLEKUMOHHBIA  Kynon.  VIHbekuus B
MoBepxHOCTb

Win 3a npegenaMmn UHLEKLMOHHOMO Kyrnosna
MOXET BbI3BaTb YTeuky. HecMoTps Ha To.
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Option 2: With the magnetic arm centered in
the target, gently but firmly press the device
against the patient. Hold for several seconds.
Lift the device from the patient. The raised X’
on the bottom of the locator will leave

a clearly imprinted ‘crosshair’ mark on the
patient’s skin. Mark the center of the crosshair
with a surgical sterile marker. This point is the
injection site.

Option 3: Utilize a combination of options 1
and 2 for further confirmation of the best point
for injection.

Expander filling procednre
To inflate either tissue expander;

1 Identify the injection dome site using the
detection device Centerscope included with
the tissue expander.

2. Once the center of the dome has been
identified, a skin marker can be

used to identify the area of injection.

3

Inflation is

accomplish

ed by

premarking

the  skin,

inserting a

21 gauge

standard

needle into

the top of

the

injection site, perpendicular £30° to the

base and filling the device using sterile,
pyrogen-free Sodium Chloride U.S.P.

Solution for injection.

4. Injections must be made into the injection
dome. If injections are made on or

outside the injection dome leakage can occur.
Although the device has a selfsealing

around the area of the injection dome, DO



4yTO NPOTe3 MMeeT CaMOYMNIOTHAOLLYHCA
30HY BOKpPYr y4yacTKa WHBEKLMOHHOIo
Kynona, HE CNEAYET
OCYWECTBNATL WHBEKUMKO 3A
MPEAENAMU KYTIONA, TAK KAK 3TO
MOXXET MNMPUBECTW K YTEUKE.

MocneonepaunoHHbIN YX0L4

KomnaHus Mentor pekomeHayeT
naumeHTKamMm 06MOTaTb BEPXHIOK  4acTb
rpyau 9nacTUYHbIM -~ OGMHTOM, 3aKpenuTb
NEHTON Mo 6OKaM M HOCWUTb CheuuanbHbI
XUPYpPruyeckuii  6roctrantep 24 daca B
CYTKW, 4TOGbl MpPefoTBPaTUTL CMeLLeHune
npoTesa.

Mpoueaypa perncTpaumm npoTesa
AN Kaxmoro  npotesa  CyLECTBYHOT
3TUKETKM C YKa3aHWeM HOMepa Mo KaTanory

N Homepa napTumM npotesa. OpgHa U3
nof06HbIX CaMOMNPUK/IeNBAIOLLMXCS
9TUKETOK  [0/DKHa ObITb BK/leeHa

HEMOCPeSCTBEHHO B MEAULMHCKYI0 KapTy
nauueHTKmn. [laHHas aTuKeTKa

[O/MKHA COfepXKaTb ClefytoLime [aHHble:
JaTy YCTaHOBKM MpoTe3a, [aHHble o
pacTarmBaHuiO (gara M 06bEM), a Takxe
[aTy V3B/IeYeHNs.

7. TEXHUWYECKOE OINMCAHVE
MEONUMNHCKOIO N3OAENNA

B ocHoBe paboTbl  npoTe3a  NeXuT
ONTUMaJIbHOe pacnosnoxeHue
WHBEKLMOHHOIO Kyrnosa Mof MbILLIEYHOM
TKaHbIO MNalMeHTKU C MOCNefyowmm ero
HanosIHeHVEeM (hM3M0IOTUYECKUM
pactsopom. [lna onpefeneHus MoaoXeHus
WHBEKUMOHHOrO  Kymnona  UCMOJb3yHT
crneymanbHbIi MarHUTHbII nckKatesb
Centerscope. C ero nomoLlbl0 fenatoT
METKA Ha KOXe NauuMeHTkm U1 Ha
nepecevyeHnn IMHWIA, COeANHAOLWMNX METKM,
OMpeAensatoT TOUKY MHBEKLNN.

#

NOT ATTEMPT TO INJECT OUTSIDE THE
DOME AS LEAKAGE MAY OCCUR.

Postoperative care

Mentor recommends that the patient be
wrapped superiorly with an elastic bandage,
taped laterally, and wear a surgical bra 24
hours a day to help prevent shifting of the
device.

Recording procedure for expander

Each expander is supplied with a patient record
label showing the catalog number and lot
number for that unit. One of these pressure
sensitive labels should be attached directly to
the patient’s chart. The date of placement,
expansion

data (date and volume), and date of explant
should be indicated on the label.

7. SPECIFICATIONS OF A MEDICAL
DEVICE

The expander is based on the principle of
positioning the injection dome beneath the
muscular tissue of a patient, and its subsequent
filling with saline solution. To locate the
injection dome, a special magnetic detection
device, Centerscope, is used. It helps make
crosshair marks on the patient’s skin and thus
locate the injection site.

PucyHok 1. MpoTes-akcnaHgep MoOJIoYHOM >Kesniedbl CPX4 KOHTYPHO-NPOGUIBHBIA C
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Nominal Values of the Medical Device Technical Characteristics*
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KaTanor / O6bem**, LLnpuHa, QM / BebicoTa, cm [lpoekums, M/ Macca, r /

Catalogue aw [ Width, cm / Height, cm  Projection, cm  Weight, g
No. Volume**, cc

3548221 275 10.7 9.3 6.2 64
3548222 350 11.7 10.0 6.6 72
3548223 450 12.7 10.8 7.0 81
3548224 550 135 11.7 I.A 90
3548225 650 14.6 12.6 7.6 98
3548226 800 15.6 133 8.0 113

MpoTe3-3kcnaHaep MOMOYHOM >Kenesbl CPX4 KOHTYPHO-NPOMUbHBIA C TEKCTYPUPOBAHHON
060104KOiA, BbICOKMIA Npochunb / CPX4 Breast Tissue Expander Contour Profile, Textured, Tall
Height (Style 8300)

KaTanor / O6bem**, LWupvHa, QM / BeicoTa, cm [lpoekuyusa, GM/ Macca, 1 /
Catalogue aw [ Width, cm / Height, cm  Projection, cm  Weight, g

No. Volume**, cc

3548321 250 10.1 10.7 5.6 62
3548322 350 11.3 11.8 6.0 72
3548323 450 12.3 129 6.5 81
3548324 550 13.2 13.8 6.9 90
3548325 650 14.0 146 1.3 98
3548326 750 14.6 153 7.6 109
3548327 850 15.4 15.9 7.9 118

MpoTe3-aKcnaHaep MOMOYHON >Kenesbl CPX4 KOHTYPHO-NPOMUbHLIA C TeKCTYPUPOBaHHOM
060M04KOIA, € A3bIYKaMM Ans MKcaLUum LLOBHbIM MaTepuanoMm, Hu3Kuid npoduns / CPX4 Breast
Tissue Expander Contour Profile, Textured, with Suture Tabs, Low Height (Style 9100)

KaTanor / Ob6bem™*, WnpnHa, GM/ BbicoTa, cm [lpoekums, GM/ Macca, 1 /
Catalogue QW [ Width, cm / Height, cm  Projection, cm  Weight, g

No. Volume**, cc

3549121 250 114 8.1 6.1 64
3549122 350 12.7 9.4 6.5 IA
3549123 450 14.0 10.2 7.1 83
3549124 550 15.0 10.9 LA 92
3549125 650 15.7 11.2 7.9 101
3549126 750 16.5 119 8.1 111

MpoTes-3KcnaHaep MONOYHOW >Kenesbl CPX4 KOHTYPHO-MPOMULHLIA C TeKCTYpPUpPOBaHHOM
060/104KON, C A3bl4KaMM 418 (hMKcaLmy LWOBHBIM MaTepuanom, cpegHuii npoduns / CPX4 Breast
Tissue Expander Contour Profile, Textured, with Suture Tabs, Med Height (Style 9200)

KaTanor / O6bem**, LWnpuHa, QM / BbicoTa, cm [poekuns, GM/ Macca, 1 /
Catalogue aw [ Width, cm / Height, cm  Projection, cm  Weight, g

No. Volume**, cc

3549221 275 10.7 9.3 6.2 66
3549222 350 11.7 10.0 6.6 1A
3549223 450 12.7 10.8 7.0 83
3549224 550 135 117 LA 92
3549225 650 14.6 12.6 7.6 101
3549226 800 15.6 133 8.0 115

MpoTes-3KcnaHaep MONOYHOW >Kenesbl CPX4 KOHTYPHO-NPOGUBbHBIA C TeKCTYpPUpPOBaHHOM
0060N0YKOIA, C A3bluKaMU A1 (BUKCAUWM LLIOBHLIM MAaTepuasoM, BbICOKMIA npodunb / CPX4
Breast Tissue Expander Contour Profile, Textured, with Suture Tabs, Tall Height (Style 9300)
KaTanor / O6bem**, LnpuHa, QM / BebicoTa, cm [lpoekuns, CM/ Macca, 1 /
Catalogue aw [ Width, cm / Height, cm  Projection, cm  Weight, g
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Specifications
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4aCcT¥ MCMbITaHUNA WHBEKLMOHHOIO MopTa:
NPYMEHUTb 120 MM pT.CT.
BHYTPUMNPOCBETHOIO [aB/ieHNsi K MNOPTY C
MOMOLLbIO BOAbl WM TeCTOBbIX Cpej C
NpPOAEMOHCTPUPOBAHHO

9KBVBA/IEHTHOCTbHO. Wcnone3ys  wurny
COOTBETCTBYIOLLEr0 Kanmbpa, cpenainte 5
NPoKo/IoB Ha nnowaan 1 MM Ha yyacTke
B6/M3N LeHTpa nopTta. [lopT cunTaercs
[aBLUMM YTeUKy W He NPOXOAMT TecT, ecnui
KanenbKy XMAKOCTU Ha NOBEPXHOCTU nopTa

{Injection Port Competence): Apply 120-mm
Hg intraluminal pressure to the port using
water or test media with demonstrated
equivalence. Using the prescribed gauge hypo-
dermic needle, puncture the port 5 consecutive
times within 1 mm~ at a site near the center of
the port. The port is considered leaking and
fails the test if beads of fluid on the port
surface are not static after 30 s.

He cTaTtuyHbl Yepe3 30 cekyH[

MpuHagne>xHocTwn / Accessories

MaruuTHbIli uckaTenb Centerscope. / Centerscope Magnetic Detection Device

KoHcTtpykuus / Design

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

™IS

Cobntogas TpeboBaHMs N0 06ecneyveHnto CTEPUNbHOCTM,
N3BNEKNTE MarHWTHbIN UCKaTeNb MHLEKLMOHHOIO nopTa
CENTERSCOPE w3 cTepunsHoro nakerta. BosbmuTe
ncKkaTenb OAHOW PyKOW Tak, 4YTOo6bl CBOOGOAHO
packauyusalollanca MarHuTHasa crTpena (2) ykasbisana B
CTOPOHY OT pPYyKM, B KOTOPOM OHA HaxoauTcCs.
MoMecTuUTEe  OCHOBaHWE  MarHUTHONO  UCKaTens
(NNOCKYH0 CTOPOHY) Ha NauMeHTKy. [lBuraiiTe no Kpyry
[0 Tex Mnop, Nnoka MarHUTHas CTpena He YKarkeT Ha
MeCTOHaxX0>K/JeHNe WHBEKLMOHHOIO Kyrnona npoTesa.
[BurainTecb N0 HanpasneHUIO, yKa3blBaeMOMY CTpenoin
[JO Tex Mnop, noka CcTpena He YyKa>kKeT MpsMO Ha
O0TBepcTue B OcCHoBaHuu wuckaTens (uenb) (1). Korpa
CTpena YKa>keT TOYHO Ha LUelb, MECTO WHbeKuuu
OyseT o6Hapy>keHo. / Using sterile technique, remove
the CENTERSCOPE Magnetic Injection Port Locator
from the sterile pouch. Grip locator with either hand,
ensuring that the free-swinging magnetic arm is pointing
away from the hand holding it. Place the base of the
magnetic locator (the flat side) on the patient. Move the
unit in a circular motion until the magnetic arm detects
(points towards) the location of the expander injection
dome. Eollow the direction that the arm points towards
until the arm is pointing straight towards the hole in the
base of locator (the target) (I). When the arm is centered
perfectly in the target, the injection site has been located.



[N +25
-1.5 -1s
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9. TPEEOBAHPLLU BE3OIMNMACHOCTW

1 MarHuTHble nong

* 3ATPEWLAETCH npumeHaTs npoTesbl
npu fie4eHNM MauueHToOK C paHee
MMNNaHTUPOBaHHbIMK  YCTPOCTBaMW,
Ha  KOTOpble ~ MOryT  HeratuBHO
MoB/MATL  MarHuTHble  mond.  He
cnepyet NnpoBOAUTL MPT Ha
naumneHTKax, KOTOpbIM
VMNIAaHTUPOBaHbl  aHHble  NPOTesbl,
n3-3a pucka BO3HWKHOBEHUS
OBWKeHMs. 3TO  MOXET  MPUYUHUTB
60nb WM MPUBECTM K  CMELLEHUIO
npoTesa, B pesynbTarte Yero MOXeT
noTpe6oBaThCs PeBU3NOHHAA
XVpypruyeckas onepauus

2. PagnaunoHHasa Tepanus

* KowmnaHua Mentor He npoBoguna
OUEHKM  3((heKTOB  pagualmoHHOM
Tepanuu in Vivo Npu MCMNosib30BaHUU
npoTe3oB,  NO3TOMy  6Ge30MacHOCTb
noao6Horo NPUMEHEHNS He
rapaHTupyercs. LienecoobpasHocTb
MUMNIaHTauUMM  Nofo6HbIX  MPOTE30B
naulueHTKam, KoTOpble oyoyt
MPOXOAMTL PaAVaLMOHHYIO Tepanuio,
[O/DKHa  OnpefiensTbCa  XUPYprom u
OHKO/1I0roM-pagnosiorom.

3. OKCTpy3ua npoTesa

*  YualleHue Cly4yaeB 3KCTPY3uMU JIHOObIX
MpoTe3oB  OTMeYasiocb  Mpu KX
UMnIaHTaLm B MOBPEXEHHble
y4yacTKu:  3apybueBaBLiVECS  TKaHW,
TKaHW, B  3HAUYMTENbHOW  CTEMeHu
NoJBePXeHHble  06/1yYeHUto nnm
oXKoram, y4acTKu OCKOJIOYHbIX
MepesioMOB WM YYaCTKW, Ha KOTOPbIX
MPOBOAWIACH 3HaYMTeNbHaNA
XVIpYpruyeckas pesekuus.

4. JlaHHble npoTesbl  MpefHa3HaYeHbl

NCKNHOYNTENBHO ans BPEMEHHOr0

CO0/b30BaHNS.

* [lpoTesbl [O/MKHbI MCMOML30BaTLCA B
TeyeHnn nepuoga BPEMeHM
onpezeneHHoe Bpayom ons
JOOCTVKEHWUS  K/IMHWUYECKM  XKEe/laeMon
CTENeHu PacLLUVPEHNS TKaHW.

* [lpeaycMOTpeHHO ncnonb3oBaHme
npoTesa B  PEKOHCTPYKUWUM  Tpyau
CpoKoM OT 4 0 6 mecsLeB

5. lNoBTOpPHOE MCM0/b30BaHUe

» [lpoTesbl npegHasHaveHbl

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

9. SAFETY REQUIREMENTS
1 Magnetic Fields

2.

3.

DO NOT use these expanders in patients
that have a previously implanted device
that could be affected by a magnetic field.
MRT should not be performed on a patient
implanted with these expanders because
the risk of movement may exist. It may
cause pains or lead to displacement of the
expander that may require a revision
surgery.

Radiation Therapy

Mentor has not evaluated in vivo effects of
radiation therapy during the use of
expanders - therefore, the safety of such
use is not assured. The decision regarding
the use of these expanders in patients, who
will undergo the radiation therapy, should
be made by a surgeon and a radiation
oncologist.

Extrusion of the expander

The incidence of extrusion of any
expanders has been shown to increase
when the expander is placed in injured
areas: scarred, heavily irradiated or burned
tissue, crushed bone areas or where severe
surgical reduction of the area has
previously been performed.

. These expanders are temporary devices.

They should be used within a time frame
determined by the physician to achieve the
clinically desired degree of tissue
expansion.

Expander use in breast reconstruction
typically requires four to six months

Reuse
Expanders are for single use only. Do not



WCKMIOUNTENIBHO  ANA  OfHOPA30BOro
NCNO/Ib30BaHMA. MoBTOPHO He
CTepUIN30BaTh.

6. MpotnnakTuka NOBPeXAeHN A BO Bpems

ornepauuu

* Heobxoammo wu3beratb MNOBPEXAEHUA
nporesa XVIPYPryecKumu
WNHCTPYMEHTaMM.

e 3anpewjaetcqd  yCTaHaB/iMBaTb WU
MbITaTbCA WUCMPaBUTb MOBPEXAEHHbIN

npoTes.

* Bo n3bexkaHve NoBPeXAeHUs
060/104eK, MHBEKLMOHHBIX  KYMOJ/OB
Wi NonocTeld  npotesa  cnegyet
cobnofatb OCTOPOXHOCTb npu
nocneaytoLwWwmnx onepaumsax, Takmx Kak
pacTarueaHve TKaHu, OTKpbITas
Karncynotomus, peBn3uns
XVPYPruyeckon nonocTu ons
nMniaHTaTa rpyam, acrnvpaums
remMaTombl nnm CepoMmbl,
6uoncus/yganeHve ornyxosinm MOSIOYHOM
Xenesbl.

* He pgonyckaeTcs KOHTakT npoTesa C
O/iHOPa30BbIMU KayTepamu
KOH/IEHCATOPHOIO TUMa.

7. Hagnexatlee HanonHeHne

*  Xupypr JO/KeH NnpoBEPUTH

MOJIOXKEHVE  WMHBEKLMOHHOIO  Kynona
nepes Tem Kak [06aBndTb UM yaanatb
YKUOKOCTb. B cnyyae  npokona
WHBEKLMOHHOTO Kynosia Wan y4yacTka
3a ero npegenamyv  urna - Moxet
MPOKO/OTb 060/104KY, Bbl3BaB
crafjleHne npoTesa WM HapyLueHue
HarnosiHeHNs MOoNOCTW, B pe3y/bTaTe
Yero MOXeT noTpe6oBaTbCAd 3aMeHa
npotesa. HecmMoTps Ha TO, YTO NPOTE3bI

WUMEKT  CaMOYIJIOTHAIOLWYIOCA — 30HY
BUFFERZONE BOKpYT
WHBLEKLMOHHOIO Kynona, HE

CNEAYET OENATb MHBEKUWNIO B
YUACTOK BOKPYT KYTIONA, TaK
KaKk  39TO  MOXeT  MpuBecTM K
MOBPEXEHNIO NpoTe3a.

* KomnaHua Mentor nonaraeTca Ha onbIT
N KBM(hUKaLMIO Xupypra B Bblbope
ONTUMa/ILHOTO  pa3mepa paspesa U
pasmepa KapmaHa [ns  BblOpaHHOW
KOH(urypaumu, suaa nporesa, CTUNA w
npegnonaraeMoro o6Lema.

8. Mepnl NpPeaoCTOPOXKHOCTH npu
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resterilize.

6. Avoid Damage During a Surgery

Care should be taken to prevent damaging
the expander with surgical instruments.

Do not insert or
expander.

repair a damaged

Take care during such procedures as tissue

expansion, open capsulotomy, breast
pocket revision, hematoma or seroma
aspiration, and biopsy/lumpectomy to

avoid damage to the expander shell,
injection dome or valve.

Do not contact the expander with
disposable, capacitor-type cautery devices.

7. Proper Filling

Surgeons should ensure themselves of the
position of the fill dome prior to adding or
withdrawing fluid. Needle punctures on or
outside the palpation ring of the expander
may penetrate the shell causing deflation
or compromise the fill dome and
necessitate replacement of the expander.
Although the expander has a self-sealing
BUFFERZONE area around the injection
dome, DO NOT ATTEMPT TO INJECT
INTO THE AREA AROUND THE
DOME, as damage to the expander may
occur.

Mentor relies on the surgeon to select the
optimum incision and pocket size for the
chosen tissue expander configuration, style
and projected volume.

1 Suturing Safety
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OC/IOKHEHMAX, CBS3aHHBLIX C MPUMEHEHVEM
[AHHOTO MeAWLMHEKOTO U3LeNns.

. Mepep UMMaHTaumen npotesa
CYLLECTBYIOLLAA WH(eKUNa [O/MKHA ObITb
Bbl/leYeHa 1 ycTpaHeHa.

. Xupypr, BbIMO/THAKOLLMIA
PEKOHCTPYKTMBHYKD  MammaniacTuky C
MCNOMb30BaHMEM MPOTE30B, AO/HKEH ObITb
3HaKOM € COBPEMEHHbIMW METOAaMU CHATUS
MEpPOK,  OMNpejeneHns  pasMepoB "
BbINO/IHEHMS OMnepaLmun.

e BO0NoOKHa, nblib, TasbK,
XUPYPrnyecKmnx nepyarok, BOJIOKHa
XVPYPruvecknux  candetok 1 ry6ok,
OTNeYaTkn NasbLUeB, >XUP KOXWM U Apyrue
MOBEPXHOETHbIE  3arpAa3HUTENN,  KOTOpble
MOTYT ~ nonacTb  Ha  nNpoTe3  npu
HenpaBW/IbHOM 06paLLeHn, MOryT BbI3BaTb
peakuMio Ha WHOpoAHble Tena. [And
npesoTBpaLLeHus 3arpsisHeHns n
BO3MOXHbIX OC/IOKHEHWIA CnefyeT CTPOro
co6/M104aTh METOAbl MOALEPXaHUA YACTOTbI
n acentuku. [llepes HayanoMm paboTbl C
NPOTE30M XMPYPrUYECKUe MHCTPYMEHTbI U
nepyaTkum  crneflyet  NpPOMbITb,  YTOObI
yanuTb BCe 3a-TPA3HSAIOLLME BeLlecTBa.

» O60/104Ka M3 CUIMKOHOBOIO 3/M1acToMepa
MOXET ObITb NIerKo paspesaHa CKasibne-nem
WM nopeaHa Noj AeiCcTBMEM YpPe3MepHOro
[aBneHns, TYMNbIX WHCTPYMEHTOB WM B
pesy/bTaTte NpPoKoia Wrnoin. 3To npuBedeT
K nocnegywoouwemy  cnafeHuto  w/vam
paspbiBy. Bce npotesbl A0MKHbI  ObITh
BHMMATE/IbHO OCMOTPEHbI 15 MPOBEPKU UX

MOPOLLIOK

KOHETPYKUMOHHOA  LIENIOETHOCTU  Mepeq,
nMnaaHTaumend;  NOJOOHYK  MPOBEPKY
Takke CneayeT MpoBeeTM BO  BpeMS
MMMNAaHTaLMN.

* Bee nocnegylowme  Xxupypruyeckue
npoueaypbl B 06MacT  MMNAaHTaumu
npotesa  [O/DKHbI NPOBOAMUTLCS c

4pe3BbIYaiHONW 0ETOPOXHOCTHIO, YTOObI He
JOMyCTUTL  MOBpeXfeHus npotesa. B
Cnyyae MOBPEeX[AEHUA NpoTesa ero enepyet
yAannTb.

» PackpblTvie Kaxgoro nportesa [O/HKHO
MpoBepsTbCA  Mepes  onepauuent "
MOCTOSIHHO KOHTPO/IMPOBATLCA B TeueHue
XUpYpruyeekoi  npouesypsl  Ans  TOro,
4TO6bl UCK/IOYUTL KaKoe-mbo HapyLleHue
KOHCTPYKLMOHHOM  Lie/I0OCTHOCTM  MpoTesa.
Bo Bpems onepauuu crefyeTr WMeTb B
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possible complications associated with the use
of these products.

* Preexisting infection should be treated and
resolved before implantation of either tissue
expander.

» Any surgeon performing reconstructive
mammaplasty with tissue expanders should be
familiar with the currently available techniques
for measuring the patient, determining the
tissue expander size and performing the
surgery.

e Lint, dust, talc, surgical glove powder, drape
and sponge lint, fingerprints, skin oils and
other surface contaminants deposited on a
tissue expander by improper handling may
cause foreign body reactions. Strict adherence
to clean, aseptic techniques should be
maintained to prevent tissue expander
contamination and possible complications.
Surgical instruments and gloves should be
rinsed clean of any impurities before handling
a tissue expander.

* The silicone elastomer shell may easily be cut
by a scalpel or ruptured by excessive stress,
manipulation with blunt instruments or
penetration by a needle. Subsequent deflation
and/or rupture will result. All prostheses
should be carefully inspected for structural
integrity prior to and during implantation.

» Any subsequent surgical procedures in the
tissue expander area should be undertaken with
extreme caution as damage could occur. In the
event that a tissue expander is damaged, it
must be removed.

» Each device should be checked for patency
prior to surgery and continuously monitored
throughout the surgical procedure to ensure the
structural integrity of the device is not
compromised in any way. A standby tissue
expander should be available at the time of
surgery.



pacrnopsXKeHUW 3anacHow mpoTes.

e [lpu pobaBneHnn v  ypaneHuu
XWOKOCTWM  CYLLEeCTBYyeT  MOTeHuuanbHas
OMacHOCTb 3arps3HeHns npotesa. Cnepynre
MeTofaM  acenTMKM  Npu  BBELEHWUM
(h13MoN0rMYecKoro pacTeopa B MpoTes, Mpu
3TOM pekoMeHAyeTcs CMO/b30BaTh
OAHOPA30BbIi CTEPU/IbHLIA KOHTENHEp ANs
(hr31M0N0rNYecKoro pacTeopa.

11. TPEBOBAHUNA K OXPAHE
OKPY>XAIOLLEN CPEbI NnPU
NMPUMEHEHMIN  MEONUNHCKOIO
N3OESTNA.

MeganunHckoe nsgenve npu
NCMO/Ib30BaHNN, TPaHCMOPTUPOBKE n
XpaHeHWM He OKa3blBAOT HeratMBHOro

BO3JECTBUS Ha YENOBEKA U OKPYXKAIOLLYHO
CPeAy.

12. MATEPWAbI, MPUMEHAEMBbIE
MNP N3rOTOBNEHUIN N3SAETNA

Mpote3s: O60MOYKA -  CWMKOHOBbIN
anactomep MED 4750 (Nusil)
(monuamMmeTUNCUNOKcaH); KO/bLIeBas
npoknagka B OCHOBaHWM, OCHOBaHWe,
KynosnoobpasHas Mpy>XUHHas Lwaliba

CWIMKOHOBBIA  3anactomep MED 4750
(Nusil) (mnonuaumeTnncnnoKcaH).
MpefoxpaHuTeNb UMbl -  HepXXaBeroLLas
ctasib AISI 304 (aycTeHWTHas cTaib C
HU3KUM CcofiepXXaHvieM yrnepoga). MarHut

nopta - HeOAMMOBbLIN peAKOo3eMeNbHbIN
MarHur.

CamorepmeTusmpytoLaacs 3aLMTHaA
KyrnonosmaHas  3ansiata, pacrosiokeHue

KaHa/1la 3arnosiHAeMoro AncKa - TMOKpbITHE
M3 YCWUNEHHOro AakKpOHOM CW/IMKOHOBOIO

anacTomepa MED 4750 (Nusil)
(monnanmeTUICUIOKCaH).

TeKCTyprpoBaHHOe MOKpbITKE,
KyMONoOBWAHbIA  KO/MNaK,  3arnosiHseMas
OMCKOBas  3amnnatka, Mo3VLMOHMPYIOLLASA
NeTns Ha nysblpe - CUMKOHOBBIM
anacTomep MED 4750 (Nusil)
(NoNMANMETMNCUNOKCAH). Metna  ans
Ha/IOKEHNA - CWU/IMKOHOBbIA  3/1acToMep
MED 4750 (NusSil)
(monngmmeTunacHIoKCaH), nonmagupHas
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« Potential for contamination exists when fluid
is added or removed from the device. Use the
aseptic technique in the introduction of saline
into a tissue expander, a single-use, sterile
saline container is recommended.

11. ENVIRONMENTAL CONTROL
REQUIREMENTS DURING THE USE OF
A MEDICAL DEVICE

This medical device does not make a negative
impact on humans and environment while
used, transported and stored.

12. MATERIALS USED IN PRODUCT
MANUFACTURE

Expander: Shell - MED 4750 (NusSil)
(polydIimethylsiloxane)  silicone elastomer;
base palpation ring, base, domelike spring
washer - MED 4750 (NusSil)
(polydIimethylsiloxane)  silicone elastomer.
Needle protector - AISI 304 stainless steel
(low carbon austenitic steel). Injection port
magnet - neodymium rare-earth magnet.

Self-sealing technology, front patch of the
device - dacron-reinforced MED 4750 (NusSil)
(polydIimethylsiloxane)  silicone  elastomer
coating. Textured coating, dome, filled disk
patch, bubble positioning loop - MED 4750
(NusSil)  (polydimethylsiloxane) silicone
elastomer. Placement loop - MED 4750
(NuSil)  (polydlmethylsiloxane) silicone
elastomer, 6118 polyester mesh. Needle
damper - AMOCO UDEE P-1700 polysulfone.
Silicone adhesive - RTV cold-setting adhesive.



ceTka  6118.  [Oemndep Urnbl
nonucynspoH AMOCO UDEL P-1700.
CWNMKOHOBLIA  KNeil - Kneid X0nogHOoro
oTBepXaeHua RTV.

MarHuTHbIIA nckarenb Centerscope:
OCHOBaHWe - HelnoH Zytel 101 NCO010
(monvammg 66 o06LWero HasHayeHus, ons
NNTbS  MOA  [aBNeHVWEM U 3KETpy3um),
MarHuT - Heogum  (Neodymium -
pefKo3eMesIbHbIA MeTasn).

Mepgy3nMoHHas cueTeMa C WMo Tuna
«baboyka»: Konmak - nonuatunieH Bormed
HE7541-PH, ; koHHekTOop L.L., TpyOKa,
Kpbinbsi - MBX DAIREN GREEN PVC
9154; kaHwons - Hepxkaserowaa crans AlSI
(The American Iron and Steel Institute) 304;
npefoxpaHuTess - NonvMaTuieH Bormed
HE7541-PH.

13. METO/bI n
CTEPUNINSALNA

YCNoBUA

3penvs NoeTaBNAOTCSH CTEPUIIbHBIMU.
MpoTe3 CTEPUAM3YETCH CYXUM >Kapom W

npegHasHaveH ans 0[HOPa30Boro
NCMOo/b30BaHMA. MoBTOPHO He
CTEpPW/IN30BaTh.

MaruuTHbln ~ nckateno  Centerscope -

pafnaunoHHbIA METOA,
MepgysnMoHHas eveTemMa C WMo Tuna
«B6aboyKa» - ITUNEHOKCUA,

14. YTMNAKOBKA, MAPKUPOBKA,
YCNoBUA XPAHEHWA n
TPAHCIMNOPTNPOBAHWA

MpoTe3 MOMeLLeH B fYeneTblli NI0TOK U3
NOMNATUNEH-TepedpTanaT rMNKONSA, KOTOPbIN
FepMETUYHO  MOKPLIT  MaeHKol  Tyvek.
MarHuTHbIN nckaresb Centerscope
ynakoBaH B iBa CTepu/bHbIX Tyvek nakeTa.
Mepdy3voHHas eveTemMa C  WIoOA  Tuna
«6abouKa» ynakoBaHa B oaMH Tyvek naker.
NHamBmnayanbHasd  ynakoBka — COXpaHseT
CTEPU/IbHOCTb M3AeNUs.

CuMBOSIbI NpefeTaB/ieHbl HUXKE:

Centerscope Magnetic Detection Device: base
- Zytel 101 NCOIO nylon (general purpose
polyamide 66, for die casting and extrusion),
magnet - neodymium (a rare-earth metal).

Winged Infusion Set: protective sheath -
Bormed HE7541-PH polyethylene, L.L.
eonnector, tube, wings - DAIREN GREEN
PVC 9154, needle - AISI (The American Iron
and Steel Institute) 304 stainless steel, safety-
lock - Bormed HE7541-PH polyethylene.

13. METHODS AND CONDITIONS FOR
STERILIZATION

The products are provided sterile.
The expander is dry heat sterilized and is for
single use only. Do not resterilize.

Centerscope  Magnet
sterilized by irradiation.
Winged Infusion Set: sterilized by ethylene
oxide.

Detection  Device:

14 PACKAGING, LABELING, STORAGE
AND TRANSPORTATION

The expander is placed in a polyethylene
terephthalate glycol cellular tray sealed with a
Tyvek film. The Centerscope Magnetic
Detection Device is packed in two sterile
Tyvek pouches. The Winged Infusion Set is
packed in one Tyvek pouch.

Individual packaging ensures that the deviee is
sterile.
The symbols are as follows:

C m. MIHCTPYKUWMIO no npumeHeHunto / Consult instructions for use

on

BHumaHne! CM.  MHCTPyKUMIO MO
A accompanying documents
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npumeHennto /  Caution, consult
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o1 200 go 1500 rfTa.
15. SKCIUTYATAUNA

3KcnnyaTnpyoTes npoTesbl npw
TemrnepaTypHOM pexume ot +32 go +42°C.
TemnepaTypbl 3KCNyaTauun MarHUTHbIV
nckatens Centerscope 1 nepgy3MOHHON
cuctembl ot +10 pgo  +40°C, npu
OTHOCUTENbHOW BNaXXHOCTW BO3ayxa 80%.

16. rapaHTumHbIe

OBA3ATE/IbCTBA.
WN3roToButesb  NpUHMMaeT  Ha cebs
rapaHTuiiHoe  0653aTeNbCTBO nepeq
KOHEYHbIM M0/b30BaTe/leM B OTHOLUEHWM
n3genns,  Ha3BaHHOMO B MPOTOKO/e
nepesauu, no 6e3ynpeyHoOMy ero
(hYHKLMOHNPOBAHWIO, Mo OTCYTCTBMU

feekToB U X 00paboTKM B TeveHun 12
MECALIEB CO AHSA MPOAAXM Mpy COBNOAEHNN

YCNOBWIA,  YKa3aHHbIX B HaCTOALL, el
NHCTPYKUWMN.

MpoayKT  AOMKeH  ObiTb BO3BparLeH
NPON3BOAUTENIO  HEMOBPEX/AEHHbIM, B

TeyeHne 60 AHeA C faTbl NpPeAoCTaBlieHst
cyeTa, YTOObI MMETb NPaBO Ha MONy4YeHue
Kpeauta wam 3ameHbl. [loxanyicrta, Ans
fetanei, CBSXKMTECH c oTaen
obcny>KuBaHus K/IMEHTOB KOMMaHuK
Mentor. Bo3BpallyeHHble MPOAYKTbl MOryT
ObITb MOABEPrHYTHI MOMELLEHbI Ha 06LLMiA
CTOK. [NpaBo Ha BO3BpaT TOBapa [O/MKHbI
ObITb  MOMYy4YeHbl OT Ballero MeCTHOro
npeacrasuTens komnadum Mentor. pyrue
YC/IOBMS,,  OTMEYEHHble  Bbllle,  TaKXe
NPUMEHAKOTCS.

17. CPOK C/TY>KBbl (FOAHOCTW) U
YKA3AHUE HA 3AMPET
NCMONb3OBAHUSA
MEAVLMHCKOIrO U3AENNSA MO
NCTEYEHUN CPOKA C/YXXEBbl
(FOAHOCTW)

Cpok  coxpaHeHusi  CTepu/ibHOCTU B
OpUrMHa/IBHON  ynakoBke cocTaBnseT 4
roga.

CpoK MMNnaHTauum onpeaensieTcs Bpayom
Mo [JOCTUXXEHMIO KMHWUYECKN KelaeMol
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15. USE

The expanders may be wused within the
temperature range from +32 to + 42°C.

The Centerscope Magnetic Detection Device
and the Winged Infusion Set may be used
within the temperature range from +10 to +
40°C, at a relative humidity of 80%.

16. WARRANTY

The Manufacturer undertakes a warranty
obligation to end users in relation to a medical
device specified in the Transfer Protocol, and
ensures that it functions faultlessly, has no
existing defects and that such defects (if any)
will be surely handled, within 12 months from
the sales date, provided that  all
recommendations are observed.

Merchandise  returned must have all
manufacturer’s seals intact and be returned
within 60 days from the date of invoice to be
eligible for credit or replacement. Please
contact the Mentor Customer Service
Department for details. Returned products may
be subject to restocking charges. Authorization
for return of merchandise should be obtained
from your local Mentor representative. Other
conditions noted above also apply.

17. DURABILITY (SHELF LIFE) AND
PROHIBITION FOR USE OF A
MEDICAL DEVICE UPON
EXPIRATION OF DURABILITY
PERIOD (SHELF LIFE)

The extender shall maintain sterility in its
original package during 4 years.

The implantation period shall be determined by
the physician to achieve the clinically desired
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wm  3aboneBaHWin  COEAMHUTENLHOM
TKaHW, TaKumXx KaK BO/IYaHKa,
CKNIepoAepMus 1 peBMaTOUAHbIA apTpuT,
6bININ 3aTPOHYTHI B CBA3W C ONMUCAHHbLIMI
B /MTepaType chy4asamu 3aboneBaHui
HebONbLIOro  KONMMYecTBa XKEeHWWH ¢

nMnnaHTaTaMmn. V3yyeHne HEeCKOMbKMX
KPYMHbIX 3MMAEMUNONOTNYECKNX
nccneaoBaHmi YKEHLLIWH c
MMNMaHTaTaMM U 6e3  MMMJaHTaToB
MOKa3blBaeT, 4YTO 3TM  3aboneBaHUs
BCTpevaroTcs y YKEHLMH c

MMNAaHTaTaMn He Yalle, YeM Y XKEHLLUMH
6e3 NMMNIaHTaToB

CnageHve/paspbiB/yTeuka

» CnafeHue HanoJ/IHEHHbIX
(h1310NOrMYECKUM PacTBOPOM MPOTE30B
NMPOUCXOAUT B  pesy/bTaTe  YTeuku
(h3nonornyeckoro pacTsopa 7]
HEYM/IOTHEHHOTO WM MOBPEXAEHHOT0
MHBEKLMOHHOIO  Kynona  wm B
pe3ynbTaTe paspbiBa 000/104KN MPOTE3a.
CnapeHve MOXeT NPOUCXOANTb
MFHOBEHHO WM MOCTENEHHO B TeYeHWUM
HECKOJTbKNX OHei; npu 3TOM
MPOUCXOAUT BU3Ya/IbHOE YMEHbLUEHMWe
pasmepa WM U3MeHeHMe  (hOpMmbI
npotesa. [na  ypaneHnsa  cnasLUero
npotesa TpebyeTcs  [OMONHUTE/IbHAsA
onepauus.

HeynoBneTBOpUTE/IbHbIE KOCMETUYECKME

pe3ynbTaThbl

» HenpaBubHbIi pasmep npoTesa,
HEMOAXO0AsALLEe PaCcrnoNOXKeHNe  LupaMa
WNX  HEeYyJO0BNETBOPUTESbHbIA  BHELLHWI
BWL, HenpaBWIbHas YCTaHOBKa WM
mMurpauus npotesa MOryT MOMeLaTb
AOCTUKEHMIO Kenaemoro
KOCMETMYECKOro pesynbrata. MogobHble
OC/IOXXHEHNA  0ObIYHO  CBSI3aHbl €
XVPYPryecKnM BMeLLATeIbCTBOM WU/
XVPYPrUYecKom TeEXHUKOM.

SKCTpY3ns
3aKMBEHNE paHbl
* Hekpo3 v/vnu OTTOPXXeHWe KOXM MOryT

npoTte3sa/3ame//IeHHOe

ObITb BbI3BaHbI Ype3mMepHbIM
HanNpPsHKEHVEM  KOXW  Haj MpOTe30M,
MOBPEXAEHNEM  KOXM  BO  Bpems
onepaLum nm He0CTaTOYHOIA
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such as lupus, scleroderma, or rheumatoid
arthritis, was raised because of cases
reported in the literature with small numbers
of women with implants. A review of
several large epidemiological studies of
women with and without implants indicates
that these diseases are no more common in
women with implants than those in women
without implants.

Deflation/Rupture/Leakage

Saline-filled expanders deflate when saline
solution leaks through an unsealed or
damaged valve or through a break in the
expander shell. Deflation can occur
immediately or progressively over a period
of days and is noticed by loss of size or
shape of the expander. Additional surgery is
needed to remove deflated expanders.

Dissatisfaction with Cosmetic Results

Extrusion
Wound Healing

Incorrect expander size, inappropriate scar
location or appearance and misplacement or
migration of expanders may interfere with a
satisfactory ~ cosmetic  result.  These
complications are generally associated with
the surgical procedure and technique.

of Expanderdnterruption of

Skin necrosis and/or sloughing may result
from undue tension on the skin overlying
the expander, trauma to the skin during
surgical procedures or inadequate tissue
thickness inhibiting circulation. Subsequent
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