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Instruction for use
Gel Breast Implants

NHCTPYKHNA NO NPUMEHEHUIO
MmnnaHTaTbl rpyaHble resieBble
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Russian=text

HAVNMEHOBAHWE MEANUWHCKOIO N3AENNA (MWN) WEITO

KNACCNDPUNKALNA

HanmeHoBaHne MW, BapnaHTsli-McnosiHeHUA MU

MmnnaHTaTtbl rpyfHble refeBble:

1 VmnnaHtaT rpyaHoit renesblli Siltex  Kpyrnblid, CynepBbICOKNI
npogunb -Sillex Round=Ultra High Profile Gel Breast Implant
Cohesive 1 o6vem: 135 mn, 160 mn, 185 mn, 215 mn, 240-mn, 270 mn,
295 mn. 320 mn, 350 ma,"375 mn, 400 mn. 430 mn. 455 ma=480 mn, 535
M, 590 mn.

2. WmnnaHTat rpygHoi  renesblid Siltex  KpyrabliA, CpegHuii  Plus
npogunb - Siltex -Reund Moderate Plus Profile Gel, Breast Implant
Cohesive 1 06bém:. 100 mn, 125 mn, 150 mn, 175 mi, 200 mn, 225 mn,
250 mn, 275 mn,' 300 mn, 325 mn, 350 mn. 375 mn=400 mn. 450 mn. 500
ms1. 550 mn. 600.mn, 700 mn, 800 ms.

3. WmnnaHTat /FpygHON reneBblid Siltex  KPyInibld, cpegHuii  Plus
npotunb - Siltex Round Moderate Plus Prollle Gel Breast Implant
Cohesive 1.06béM: 125 mn, 150 ma. 175 mi, 200 mn. 225 mn, 250 mn,
275 mn. 300.mn, 325 mn, 350 mn, 375 mn, 400°'mn, 450 mn, 500 mn. 550
M1, 600 . 700 mn, 800 mn.

4. W.mnnaHTar rpyaHoii renesblin Siltex KPYrnbliA, BbICOKUIA Npodusb -
Siltex-Round High Profile Gel Breast Implant Cohesive 1 06bém: 125
ma. 450 mn. 175 mn, 200 mn, 225 Mn;250 mn. 275 mn. 300 mn, 325
MA.350 mn, 375 mn. 400 mn. 425 ma, 450 mn. 500 mn, 550 mn, 600 mi,

650:mn. 700 mn. 800 mn.
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English text

MEDICAL DEVICE (MD) NAME AND CLASSIIICATTON
MI) name, variations of MD

Gel Breast Implants;

1 Gel breast implant Siltex round, super high profile

Ultra High Profile Gel Breast Implant Cohesive 1

ml. 185 ml. 215 ml; 240 ml, 270 ml. 295 ml, 320 ml. 350 ml, 375 ml, 400
ml. 430 ml. 455 ml. 480 ml, 535 ml, 590 ml

2. Gel breast’implant Siltex round, moderate Plus profile

Round Moderate Plus Profile Gel Breast Implant Cohesive !

100 ml. 125 ml, 150 ml. 175 ml. 200 ml, 225 mi, 250 ml, 275 ml. 300
ml. 325 ml, 350 ml. 375 ml. 400 ml. 450 ml, 500 ml. 550 m

ml. 800 ml

3. Gel breast implant Siltex round, moderate Plus profile
Round-Moderate Plus Profile Gel Breast Implant Cohesive I

125 ‘ml. 150 ml. 175 ml, 200 ml, 225 ml. 250 ml. 250 ml, 275 ml, 300
ml; 325 ml, 350 ml, 375 ml. 400 ml. 450 ml, 500 ml, 550 ml. 600 ml. 700
mil;~800 ml.

4. Gel breassi implant Sillex round, high profile

Prollle Gel Breast Implant Cohesive I, volume: 125 ml. 150 mi. 175 ml.
200 ml. 225 ml, 250 ml, 250 ml, 275 ml, 300 ml, 325 mI,350 ml.

400 ml. 425 mi. 450 mi. 500 ml, 550 mi. 600 ml. 650 ml, 700 ml. 800
mi.



5. WmnnaHTat rpygHoli renesblii SilteX KpyrnbliA, BbICOKWIA Npodunb -
Siltex Round High Profile Gel Breast:Implant Cohesive Il. 06bém: 125
mn, 150 mn, 175 mn. 200 mn, 225 may 250 mn. 275 mn. 300 mn, 325 ma,
350 mn, 375 mn, 400 mn, 425 mn,:450 mn. 500 mn, 550 mn. 600 mny 650
mn. 700 mn. 800 mn.

6. VmnnaHtat rpyaHoin reneswiit’ Sillcx, Kpyrnablia, cpegHuiiPlus
npogune Xtra - Siltex Round-Moderate Plus Profile Xtra Gel Breast
Implants Cohesive I. 06bém: 130 mn. 160 ma. 190 m, 215 mn, 240 mn,
270 mn, 295 mn, 325 mn, 350 mn, 370 mn. 405 mn, 440 mn. 490 mn, 545
M. 605 mn. 645 mn, 755 mAa.

7. WmnnaHTaT rpyAHoit renesblin Siltex, KpyrnbliA, BbICOKWA Npogunb

Xtra - Sillcx Round Iligh-Profile Xtra Gel Breast Implants Cohesive I,
06bém: 150 mn. 175 mAa,=200 mn. 230 mn, 255 mn. 285 may 325 mn. 340
M, 365 mn. 405 mn.425 mn, 455 mn. 470 mn. 515 mn; 570 mn. 620 mn.
680 mn, 725 mn, 765:mn.

8. WpeHTugpukaumoHHas kapta nayueHTa.

9. ChKKepbl NaumneHTa 1amct

10. IHCTpYKLMA NO“APUMEHEHMIO.

11PUHAL/IEXXHOCTH

1 Wmnnanfat rpygHoi renesblin Siltex=kpyrnblid, cpegHuii Plus
npoduib - Siltex Round Moderate Plus=Profile Gel Breast Implant
Cohesive | Demo, 06bém: 225 mn, 250 mn. 275 mn, 300 mn, 325
M7, 350 MA - HeCTePU/IbHbIN AEMOHETPaLMOHHbIN 06paseL,.

2. WAwmppaHTtat rpyaHoit  renesblit SSiltex.  KpyrnbiA, BbICOKWiA
npotunb Xtra - Siltex Round/High Profile Xtra Gel Breast
Implants Demo, 06bém: 255 M:285 mn. 325 mn. 340 mi, 365 MA.
405 M - HeCTepPU/IbHbIA 4EMOHCTPALMOHHBIA 06pasel,.
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5. Gel breast implant Siltex round, high profile

Profile Gel Brea.st Implant Cohesive I, volume: 125 ml, 150 ml, 175 ml,
200 ml. 225 ml, 250 ml, 250 ml. 275 ml, 300 ml, 325 ml. 350 ml, 375
ml. 400 ml, 425 ml, 450 mi. 500 ml, 550 ml. 600 mi, 650 ml. 700 ml. 800
ml.

6. Gel breast implant Siltex round, moderate Plus profile Xtra
Siltex Round Moderate Plus Profile Xtra Gel Breast Implant

volume: 130 ml, 160_ml. 190 ml, 215 mi. 240 ml. 270 ml, 295 ml. 325
ml. 350 ml, 370 ml. 405 ml, 440 mi. 490 ml. 545 ml. 605 ml, 645 mi. 755
ml.

7. Gel breast_implant Siltex round, high

High Profile Xtrd Gel Breast Implant Cohesive 1

ml, 200 ml, 230 ml. 255 ml. 285 ml, 325 ml, 340 mi. 365 ml. 405 ml, 425
ml. 455 ml; 470 ml, 515 ml. 570 ml. 620 ml. 680 ml, 725 ml, 765 mi

8. Patient:D card.

9. Patientsstickers 1sheet

10. Instructions for use.

Accessories

1 /"\Gel breast implant Siltex round, moderate Plus profile
Moderate Plus Profile Gel Breast Implant Cohesive |
225 mi. 250 ml, 275 ml, 300 ml. 325 ml, 350 m |-
sample.

2. Gel breast implant Siltex round, high

High Profile Xtra Gel Breast Implant Demo
ml, 325 ml. 340 ml. 365 ml. 405 ml - non sterile demo sample.



3. WmnnaHTaT rpyaHoi renesblin Siltex. Kpyrnblid, cpegHuii Plus 3.

npotounb Xtra - Sillex Round“Moderate Plus Profile Xtra Gel
Breast Implants Demo, 06BN 240 mn, 270 mn, 295 mn. 325 -mn,
350 mn, 370 mMn - HeCTepUbHBIN JEMOHCTPALMOHHbIV 06pa3eL:

4, |/|MI'II'IaHTaTrpy,u,H017| renessil Siltex KPYTrnbliA, BbICOKUNA I'IpOCbI/II'Ib
- Sillex Round High Profile'Gel Breast Implant Cohesive 1 Demo,
06bEM: 225 mn, 250 ma. 275 ma, 300 mn, 325 mn, 350 mn -
HecTepunbHbli AcMO!1CTPaLNOHHbIN 06pa3eu,.

5. MmnnaHTaT rpyaHoi_ renesblii Siltex Kpyriblil, CYMEPBLICOKNI
npogunb - Siltex Round Ultra High Prollle Gel Breast Implant
Cohesive 1Demo, 96bém: 240 mn. 270 mn. 295 mm=320 mn. 350
M/ - HECTEPW/IbHBIN) AEMOHCTPaLMOH[1bIi 06pasel:

[lazee M0 TEKCTY MOFYT. MCMO0/b30BaTbCA ClefyHOLWUe, HavMeHOBaHNA
MeOULMHCKOrOo  W3fevA:  3HAOMNPOTE3,  WMNAEHLITbI.  rPyAHble
VMMNaHTaTbl UAW NPOTE3bl, U3genve, MeguumHcKoe uigenve (MIN).
11aMMEHOBaHNSA MeAULIMHCKUX U3LeNNIA MOTYT ObITb YIOMSHY Thl B TEKCTE
B COKpaLLleHHON (hopmMe A/1s yao6CcTBa BOCNPUATUS. MAGOpMaLn.
Knaccndunkaunga-Mi

Knacc B 3aBMCUMOCTI OT CTEMEHN MOTEHLUMUaNbHOIO PUCKA MPUMEHEHNS B
MEAVNLMUHCKNX - LeNsX B COOTBETCTBUM=L/C  HOMEHKNATYPHbIM
KnaccumKaTtopoM MegULMHCKUX W:Lenuii: 3.
HA3BHAYEHVE MEAVWUMNHCKOIO N3AE/TNA
MefuUMHCKOe:  W3[eNnne  NPUMEHSeTCA - ANf  YBENMYeHus
BOCCTaHOBAIEHWA MOJIOYHOM Xene3bl Noc/Ne/MacTaKTOMUN.

nm

MOKA3AHUNA N MPOI'MBOHOKASAHWA K NMPMMEHEHUNIO
M- BO3MOXXHbBIE NMOBOYHbBLIE 2P PEKTHI
[MoKa3aH HA
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Gel breast implant Sillex round, moderate Plus profile Xtra
Round Moderate Plus Profile Xtra Gel Breas

volume: 240 ml. 270 ml, 295 ml, 325 ml. 350 ml, 370 ml
demo sample.

4. Gel breast implant Siltex round, high prollle

Profile Gel Breast Implant Cohesive 1 Demo
ml, 275 ml, 300 ml, 325 ml, 350 ml - non sterile demo sample.

5. Gel breast implant Siltex round, super high profile

Ultra High Profile Gel Breast Implant Cohesive | Demo, volume:
240 ml, 270-ml. 295 ml. 320 ml. 350 ml

Further in the text the following names ofthe

prosthesis,(implants, breast implants, device

The names/of medical devices can be mentioned in the text in abbreviated
form forthe convenience of perceiving information.

MD classification
Theclass, depending on the degree of potential risk of medical use in
according to the nomenclature cla.ssificr of medical devices: 3.

INTENDED USE MEDICAL DEVICE

The intended purpose of medical device is to replace missing breast tissue
or to enhance a breast in females undergoing breast augmentation or
breast reconstruction.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

Indications



MmnnaHtauma sHponpoTesa nokasaHa. npu
COCTOSAHWIA (04HOTO U 6onee):

1 YBennyeHve pasmepa rpyaM B KOCMETUYECKMX
EBponapnameHT pekOMeHAyeT Ha3HauyaTb MNpOTe3MpoBaHue
XeHLWwmHamM mMnaguwe 18 neT ToNbKQ M0 MeAULMHCKUM MOKa3aHUAaM.

2. OJHOMOMEHTHAs WM OTCPOYEeHHas PeKOHCTPYKUUS rpyausRocne
MacTIKTOMMMK.

3. PeKoHCTpyKUMSA  rpyau = -nocne
3ab0/1eBaHUA (KpOME MACTIKTOMUK).

4. MoBTOpHas onepauus B pe3y/nbTaTe OCMOXHEHWIA WU ApYyrux
HeXenaTebHbIX  ABMEHWI, “BO3HUKLLIMX NOCMe MNpefLecTBYOLLEero
XUPYPruyecKoro BMeLIaTENbCTBA, CBA3AHHONO C MacTIKTOMUERn wunu
APYTUMW BUAAMU JIEYEHUSI/OHKOIOT MYECKMX 3a60/1eBaHNIA.

5. Moc'1TpaBMaTnycCcKoe COCTOAHNE, onpeaenaeMog Kak NnosiHoe Uan
yacTUYHOe YyganeHue.' MONouYHbIX(-0i) Xenes(-bl). B pe3ynblaTe
XUPYPrnuyeckoro Bmewtarensctsa (He3aBMCMMO OT TIPUUMHEY) unmM B
pesynbTarte TpaBMbl.

6. BpoxaeEwble. gedopmaunn:  Bnanasa  rpyab  (BPOXAeHHas
BOPOHKOO6pa3Has aehopMaums rpyaHoOR KNeTku ¢ aHOManmaMm yauHbl
N NepefHUX OTAEN0B pebep): KuneBugHaa rpyab (BPOXAEHHAsA BbIrHyTas
geopmaymsa rpygHoin Knetkm ¢ aHoOManuamu'-(PyauHbl U NepefHux
oTAenoB pebep); BblpaXeHHas acUMMETPUSA B=BUAe BPOXAEHHOro WAu
NpnobpeTeHHOrO CYLLECTBEHHOINO HECOOTBETCTBMA PA3MEPOB wonowuwsex
Xenes, ITpUBOAALIAA K 3HAUYMTENbHOMY 5, (PU3NYECKOMY  AedeKTy
(Hanpumep;enHApoM MonaHaa).

7. CunbHbIiA 1Mo3, Npy KOTOPOM TpebyeTcs cneuuanbHas onepauus
Mo PeKQHECTPYKUUW rpyan (Hanpumep, MacToneKkcus).

8. MauyeHEbl, KOTOpbIM TpebyeTCH/ MOBTOPHOE XMPYPruyeckoe
BMELUATE/IbCTBO C LENbI0 3aMeHbl MMANaHTata B CBA3U C CU/IbHOM
pedopmaumein, BbI3BaHHOW — MeAUUMHCKUMU UM XupypEnYeckumi

HaMuunM  cnefyoLmx

Lensx.
rpyav

neyeHna  OHKOJIOTMHECKOro
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This prosthesis may be used in the case of one or more of the following
indications:

1 Cosmetic augmentation. The European Parliainenl *

that implants in woEHen under 18 years of age should be authorized only
on medical grounds.”

2. Immediate or delayed bs'cast reconstruction following
mastectomy.

3. Reconstruction due to cancer treatments other than ETiaslcctomy.
4. Revision due to complications or other undesirable results of a

previous surgciy' “for mastectomy or cancer ti'eatsnents other than
mastectomy.

5. Post-Trauma defined as total or partial
through surgery (for any reason) or as a result of the trauma

6. Congenital defoniEities: Pectus Excavatum defined as congenital
concave (chest-wall defonnity with abnormali

anterior.ribs: Pectus CarinaluEii defined as congenita! convex chest
deformity with abnoiTnalities of the steimum and anterior ribs; and severe
asymmetry defined as congenital or acquired substantial discrepancy in
breast sizes such as to represent a significant physical defomiity (e.g..
Poland's syndrome).

7 Severe ptosis defined as requiring a specific reconstruction
procedure (e.g., maslopexy).
8. Patients who require revision for implant replacement for severe

deformity caused by medical or surgical complications, regardless of
original indication for implantation or type of device oidginally
iETiplanted.



OCMIOXXHEHUAMU, HE3aBUCMMO OT MepBOHAYaNbHOr0 MoKasaHunm K
MMMANaHTaLMM WM TUNa UCXOAHO BBEAEHHOrO MMMNIaHTaTa.

9. MaymneHTbl, KOTOpbIM TPebyeTCAyBENNYEHME 340P0BOM MOOYHON
)Kenesbl Mocfe XMPYPruyeckoro BmeLlaTenbcTBa, MPOBEAEHHOrQHa
MOPaXXEHHOW MOJIOYHON >Kefiese [0 0A4HOMY U3 MEePeYnCeHHbIX Bbile
MnokaszaHuin (Hanpumep, OAHOCTOPOHHAS MacTaKTOMMUA C MOCNeAY LM
yBe/NIMYeHNeM pa3mepa BTOPOW MOJMIOYHOW Xenesbl /11 BOCCTAHOBAEHMA
CUMMETPUMN).

10.  3ameHa wMnaaHTata( WaM - Koppurupyrowas Xupypruyeckas
onepauus y nauueHToB, paHee MepeHecLUnX OnepaLuio HO YBENNYEHUIO

WM PEeKOHCTPYKUMW TpyAn C  WUCMNOJSIb30BaHMEM  MMANAHTATOB.
3arno/IHEHHbIX CUIMKOHOBBIM)'lenem v QU3NoNorMyeckn.M pacTBOPOM.
lNpoTnBONOKasaHus

MmnnaHTaumsa aHAONpoTE3a NPOTMBOMOKa3aHa NauueHTam, Npyu Hannyumnm
cnefyroLWmx cOCrosHuA:

1 bepeMeHHOCTL AN NaKTauuns.

2. BonuaHka (Hampumep, CUCTeMHad KpacHas. 'BO/lYaHKa W
OUCKOWMHAA KpacHas-BONYaHKa).

3. Cknepogepmus  (HanpvmMep, NPOrpeccupyrowmnin - CUCTEMHBIN
CKNepos).

4, 'l'cKylLiee 3a60n1eBaHMe, CNOCOOHOE HapyrMMTb WM 3amednuTb

MPOHECC 3aKUBAGHWA paHbl (KPOMe NauMeHTOB..NOCNe PEKOHCTPYKLMK
rpyan).

5. JTio6bleHPEKLMOHHbIE 3a601eBaHNS. abCLEeCChl.

6. KnuHWYeCKn HenpurogHoe AN8 UMMAaHTauumM COCTOSIHNE MALKUX
TKaHeli (Hanpumep, MNOBPEXAeHWe 3KaHW-=<B pe3ynbTaTe 06/1y4YeHus,
lcnoclaToK TKaHW MM nnoxas Backynapusaims).

7. Hannune coctofHusa (MM HaxOXAeHvWe B MNPOLEecce NeyvyeHus
COCTQHHUA), KOTOPOe, HO MHEHWIO KOHCY/IbTUPYIOLLErO Bpaya, MOXeT
npeAcTaBNATb HeONPaBLaHHbIN XMPYPLNYECKUIA PUCK.

Peructpanus MU B PoczgpaBHagsope
www.nevacert.ru | info@nevacert.ru

9. Palients who require augmentation mammoplasty in the
unaffected breast as a result of the surgery, due to one of the above
indications, in the affected breast (c.g,, unilateral mastectomy with
augmentation to opposite breast to provide symmetry).

10.  Replacement or revision surgery for patients with previous
augmentation or reconstruction with silicone gel
implants.

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

1 Pregnancy or nursing mothers.

2. [.upus (e.g.. SLE and DLF.).

3. Scleroderma (e.g., progressive systemic sclerosis).

4. Currently has a condition that could compromise or
wound-=healing (except reconstruction patients).

5. Infection or abscess anywhere in the body.

6. Demonstrates tissue characteristics, which are clinically

incompatible with implant (e.g., tissue damage resulting from radiation,
inadequate tissue, or compromised vascularity).

7. Possesses any condition, or is under treatment for any condition
which, in the opinion of the consulting physician(s), may consliluic an
unwarranted surgical ri.sk.

8. Anatomic or physiologic abnormality, whhich could lead lo
signillcant postoperative complications.
9. A history of sensitivity lo foreign materials or repeated attempts

and failures at breast augmentation or reconstruction.




8. AHaTOMMYeCcKMe Wan (HU3NONOLMYECKNE HapYLLIEHMWS, KOTOpble
MOFYT NPUBECTU K CEPbE3HbIM MOCIEOREPALIVOHHBIM OC/TOXXHEHUAM.

9. MoBbILLEHHAs YYBCTBUTENbHOCTb K YY)XXEPOAHbIM MaTepuanam
WIN  MHOTOYUCNEHHblE  HeyAauHble MOMbITKW  YBEMYEHUS WU
PEKOHCTPYKLMU MONOYHOM Xene3bl.B aHaMHe3se.

10.  HexenaHue  NoABepraTeCA~  MOBTOPHbIM  XUPYPrUYECKUM

BMeLIATeNbCTBaM C Liefibl0 KOppeKuuu.
11. HepeanbHble Hagexabt: W) OKuAaHWA, HarnpumMep HeageKBaTHOe
OTHOHIEHME WM  MOTMBAUMS; HENMOHMMaHWe PUCKOB, CBA3AHHbLIX C
XUPYPruyecknm BMeLLaTelbCTBOM U NPOTe3npPOBaHNEM.

12. MpeppakoBoe 3a6onesaHve rpyamn 6e3 nogKoXHONW MaCT3KTOMMUK.
13. 3any'weHHas 3/710Ka4ecTBeHHas OMyXosb MOMOYHOW-XKenesbl Uamn
OMyXo/b NOc/e HeMpaBUIBHOMO fieyeHns (6e3 MacTIKTOMUIA).
MPUMEYUAHWME: Ona o6ecneyeHns ya0BNeTBOPUTENLHbLIX pe3ybTaToB
MPUMEHEHUS TeneBbIX 3HAOMPOTE30B A8 3aMeHbl WECEHEHHOM TKaHW
nocne MacT3KTOMUW WA TpaBMbl MOryT NOTpe6oBarbCa ChneumasbHble
MEeTOAbl PEKOHCTPYKLUWMW, B Yac3HOCTM NPV HaAMYUW  N1y4eBoro
MOBPEXAEHUA CTEHKW TPYAHON KNeTKW, HaTSHXKEeHUs, KOXWU Ha Tpyau,
HaTSHXKEHNA |PYAHbLIX KOXHbIX NOCKYTOB WM pajwKa/ibHOW pe3eKuum
60MbLUOW TPYLHOM MbILLLbI.

Mo6oYHbIe APPEKTLI U HeXeNnaTes/ibHble peakUumn™

MauveHT, NepeHECLUMn XMPYpruyeckoe BMeLLATeNbCTBO, MOABEPraeTcs
PUCKY pa3BUTWS HenpeaBUAEHHbIX OCMOXHEHUA Kak B OMepauuoHHbIN,
Tak 1 nocjieoncpanMOHHbin nepuogbl.

MoTeHuMabHble MNO60YHbIE peakuuMn U1 (QCNOXHEHWS, CBS3aHHble C
NPUMEHeHUEM TpPYAHbIX MMNAWAToB. L OoANeXar O6CYXAEHUO U
pa3bsACHEHUIO NaumeHTaM B lipefoncpauuofiHbii nepuod. B 06s3aHHOCTM
xupypla BxoauT (M KomnaHus Mentor.paccuntbiBac!' Ha cobntofeHue
XVPYPEOM JaHHOro Tpe60oBaHUA) coobLaTh aTy MHOPMaL IO NaureHTam
N OUeHMBaTb COOTHOLUEHWe PUCK/MOAb3a A5 KaXA0ro KOHKPETHOFO
nauueHTa.
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10.  An unwillingness to undergo any further surgery for revision.

11.  Unrealistic expectations, such as inappro

motivation, or a lack of understanding of the risks involved with the
surgical procedure and implants.

12 Premalignant breast disease without a subcutaneous mastectomy.
13.  Untreated or inappropriately treated breast malignancy, without
mastectomy.

NOTE: The satisfactory use of gel-lllled proslheses for tissue
replacement following mastectomy or .trauma may require
reconstructive-procedures, particularly in

damage on the chest wall, tight thoracic skin,

radical resection of the pectoralis major muscle.

Adverse reactions and events*

Any._patient undergoing a surgical procedure is subject to possible
unforeseen operative and postoperative complications. Potential reactions
and..complications associated with the use of breast implants should b
discussed with and understood by the patient prior to surgery. It is the
responsibility ofthe surgeon, and Mentor relics on the surgeon, to provide
the patient with this information and to weigh the risk/benefit potential
for each patient.



ACornacHo Mpukasy Ill.bi o1 19.10.2020 cooTBeTCTBYET
«B6.laronpmsaTHble COBbITNA U HedXKenaTensHble peakLnm».

NH®OPMALNA O MOTEHUMNANBHbLIX MOTPEBUTENAX M
N YKASAHWA HO MCMO/Tb3OBAHWIO

YKasaHUW 1Mo Ucnosnb3oBaHuio

N3penns peKoMeHyeTcs UCno/ib30BaTh NPY YCI0BUAX, YKa3aHHbIX HUKE.

TEepPMUHY.

Ycnosua akcnayartayum

Temneparypa oT+32°Cpo +42°C
BnaxHOCTb He 60/1ee 100%
[JaBneHune 700-1060 rlMa

MoTeHUManbHble NOTPEBUTENN MU

Mpegnonaraemblii NOTEHUNANbHBIA NOTPe6UTENL: XUPYPF,
OMMNCAHNE OCHOBHbIX OYHKEUWOHANBHbBIX
3NEMEHTOB MU-U MPUHLWMNbI AENCTBUA

O6Lee onHcanHe ‘PYHKUMOHANbHbIX 3/IeMeHI0B MW 1 npuHUmnmebl
ACAC1BUA

MmnnaHTaTel rpyaHble leneBble Gel Breast“~Implants coctoat wu3
CUIMKOHOBOT O refis, KOTOPbIA NomeLLaeTcs B 060/104KY M3 CUIMKOHOBOMO
afacToMepa U MOFYT UCMOMNb30BaTHCA 41 PEKORNETPYKLUN U YBEIMYEHUA
TKaHW MOJIOYHOIA XKenesbl.

MmnnaHTaTbl=NpeacTaBneHbl B [ABYX BapuadHTtax rens: Cohesive | u
Cohesive 1L

CUIMKOHOBBIW  FeNb-HaNoOMHWUTENlb, WCNOAb3YEMbIA NS WUrLLenms C
Cohesive-ll, HemHOoro otnuuyaeTtcs oT ‘w3penus ¢ Cohesive 1 6onee
BbICOKUM_COOTHOLLEHMEM CLUMBalOLLEro-areHta (oTsepauTens) K 6ase;
NpMBOASA. K 00fiee BbICOKON Koresuu /rens. 3Ta pasHuua cuyuTacles
He3HaYMTeNIbHON C TOYKM 3peHnst 3NEKTMBHOCTM FOTOBOW NPOAYKLUNAN.
MmnnaHTtatel Cohesive 1 n Cohesive Il BbiNyckalTCA B Pa:LUMYHbIX
pa3mepax.
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*According to Order 1U3n of 19.10.2020 corresponds to the term "adverse events
and adverse reactions".

INFORMATION ON POTENTIAL USERS OF MI) AND
DIRECTIONS FOR USE

Directions for use
Devices are recommended for use under operation conditions indicated

below.

Environmental conditions

I'emperaltre +32°C to +42°C
Humidity not more 100%
Pressure 700-1060 hPA

Potentia usersof Ml)

Intended user-profile and training: Surgeons.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General(description of functional elements of MI) and principle of
operation

The Round Gel Breast Implants consist of silicone gel encased in a
silicone) elastomer shell and can be used for reconstruction and
augmentation of breast tissue. lhe Round G

provided in two cohesions; Cohesive land Cohesive

The silicone gel Illler used for the Cohesive Il devices differs slightly in
a higher crosslinker to base ratio from the Cohesive ldevices, resulting
in. a slightly more cohesive gel. This difference is regarded as
insignificant in tenns of finished product performance, the Round Gel
Breast Implants Cohesive | and Cohesive Il are available in a variety of
sizes.



Ona  pemMoHcTpauun  MeAWLMHCKOTO  M3Aenus  MpUMEHSHTCS
HecTepu/ibHble MHOropa3oBble [eMOHCTPaLUVOHHble 06pasubl. O6pasuybl
BHELUHE MAEHTUYHbI COOTBETCTBYHOLLMM MMMIaHTaTaM, NpoM3BeAeHbIN U3
aHaorMyHbIX MaTepmasnos ¥ UMEKT aHaNorMYHbIA pa3mep pag,.

1 VmnnaHTaT rpygHoin renesblitt Siltex Kpyrabid, cpegHuiic Plus

npogunb - Siltex Round Maoderate Plus Profile Gel Breast Implant
Cohesive i Demo- HecTepumbHbI 4EMOHCTPALMOHHbIV 06pa3eL.

2. WmnnaHTat ¢ygHoin reneBbin Siltex, KpyrnabliA, BbICOKMIA.MPOGUIbL
Xtra - Siltex Round High Profile Xtra Gel lireast Implants*Demo -
HECTePUbHbIA LEMOHCTPaUNOHHbIA 06paseLl,.

3. WmnnaHTat QyaHoi Siltex, Kpyrnbiit, cpegHuii Plus
npogunb Xtra - Siltex/Round Moderate Plus Profile Xtra Gel Breast
Implants Demo - HeCTepWbHbIN [e.MOHCTPALMOHHLIA 00paseL.

4. ImnnaHTat rpyaHoW renesblii Siltex Kpyrnblid, BbICOKUA npogunb -
Siltex Round High=Profile Gel Breast Implant Cohesive 1 Demo -
HECTepPW/IbHbIA JEMOHCTPALNOHHbIA 06paseL.

5. ImMnnaHTtat rpygHoit renesblil  Siltex Kpyr/bliA, CyHepBbICOKMI
npogunb - Siltex Round Ultra High Profile:,Gel Breast Implant
Cohesive 1Demo - HeCTepUbHbIV 4EMOHCTPALNOHHbIN 06paseL,.

rcnceenii

B0O3MOXHOCTb' M MeTOAbl WHTerpaumm C-Apyrumum MeauLMUCKK.MU

N30eNnsSMM
MMnnaHTaTbl ~ IpyfHble TrefneBble MOTYT- WCMOMb30BaTbCs BMeCTe C
MeAVLUMHCKMM  um3genvem  «Mmnnatasbl MOJIOYHON  Kenesbl

NPUMepPOYHbIe, TeneBble, MHOMOKPATHO-,CTepun3yemble». B Tabnmuax
HWXKe:-NPUBEAEHO COO3BETCIBUE peruetTpmpyemoro M 1 uMnnaHTaTam
MO/O4HOM YKenesbl NPUMEPOUHBIM.
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For demonstration of the medical device, non
samples are applied. The samples look similar to the respective implants,
made from similar materials and have similar size [family],

1 Gel breast implant Siltex round, moderate Plus prollle
Moderate Plus Profile Gel Breast Implant Cohesive 1 -
sterile demo sample.

2. Gel breast implant Siltex round, high
High Profile Xtra Gel Breast Implant Demo
sample.

3. Gel breast implant Siltex round, moderate Plus prollle Xtr
Round Moderate Pius Profile Xtra Gel Breast Implant Demo
sterile demo sample.

4. Gel breast implant Siltex round, high prollle
Profile=Gel Breast Implant Cohesive 1 Demo
sample:

5. Gel breast implant Siltex round, super high profile
Ultra High Prollle Gel Breast Implant Cohesive | Demo
demo sample.

MAe possibility' and ways of integrating with other mc'dical devices
Gel Breast Implants may be used together with the medical device «
breast implants for filling with multi time rcsterilizable

below contain data on the correspondence of |

the Gel breast implants for fitting with multi time rcsterilizable
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TexHnyecKune xapaktepucTukm MW @ QTechnical characteristics of MD
B Tabnuuax HWxe nNpuBeaeHbl OCHOB eXHMYeckune xapaKTepMCTMk@lmnnaHTaTOB rPYAHbLIX reneBbiX.

There arc the main technical characteristics of Gel Breast Implants i@tables below.
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Howmep iiu
KATanwy
C'atalo|>
number

354-5135

354-5160

354-5185

Description

Gel breast implant
Siltex round, super high
profile - Siltex! Round
Ultra High PRrofile Gel
Breast Implant
Cohesive 1,:135 ml

Gel ‘breast implant
Siltex.round, super high
profile - Siltex Round
Ultra\,High Profile Gel
Breast Implant
Cohesive 1, 160 mi

Gel breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel
Breast Implant
C'ohesive 1, 185 m!

OnucaHune

MmnnaHTat
rPyAHOWA  reneBblid
Siltex KPYTAbliA,
CYNepBbICOKMNI
npogpunb - Siltex
Round Ultra High
Profile Gel Brcast
Implant Cohesive 1,
135 M1
WmnnaHtat
rpyLHON  reneBblii
Siltex KpPYTblid,
CyNepBbICOKNIA
npoune - Siltex
Round Ultra “High
Profile Gel .Breast
Implant Cohesive 1,
160 mn
M.mwlaHTat
TPYAHOIA. “TeneBbiit
Siltex KpyTnblid,
CYnepBbICOKNA
npoguns -  Siltex
Round ~Ultra High
Profile Gel Breast
Implant Cohesive I,
185 M

O6beEM™, MA,
LONyCTUMOE
OTK/NIOHEHME £-2,5Y0
Volume, nil, with

tolerance = 2,5!/o

135

160

185
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L npuHa**, mm/cm.
ponyctmmoe
OTKNMOHeHNe £ 10 %
Width, mm/cm, with

tolerance, = 10 %

80/8.0

84/8,4

86/8,6

Bbici yHatowas
yacTb™* ( MpodTT,lb
/ npoekuywns),
MM/CM,
Jonyctmmoe
OTK/NOHeHMe = 10
%
Projection with
tolerance, mm/cm

10%

43/4,3

45/4.5

46/4,6

Macca, r,
[OTTYCTUMOE
OTKNOHETTTTC + 3% /



Homep no
KaTanol>
Catalog
number

354-5215

354-5240

354-5270

354-5295

Description

Gel breast implant
Siltex round, super:high
profile - Siltex Round
b'ltra High Profile Gel
Breast Implant
Cohesive I. 215'ml

Gel breast implant
Siltex (found, super high
profile== Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1 240 ml

Gel breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1 270 ml

Gel Dbreast implant
Siltex round, super high

O6bem™, mia,
ponyctumoe
OTK/NIOHEHUEe +2.5%

OnucaHune
Volume,

tolerance £ 2.5%

MmnnaHTtart
rpyAHOl  reneBblid
Siltex KPYTAbIiA,
CYNepBbICOKNIA
npogpunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive |,
215 mn
MmnnaHtat
rpyAHON  renesblil
Siltex KPYTblid,
CYNepBbICOKNI
npogpunb - Siltex
Round Ultra “High
Profile Gel Breast
Implant Cohesive 1,
240 M1
VimnnaHTar
rPY4HOW _ “reneBblid
Siltex KPYT/bliA,
CYNepBbICOKMNI
npogune) - Siltex
Round-Ultra High
Profile’. Gel Breast
implant Cohesive 1
270 VN
mnnaHTaT

rpygHoli  renesbli

Peructpanus MU B Pocagpasuapnsope
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mi,

215

240

270

295

with

BbicTynatowas
yacTb** (npounb
/ npoekyua),
Mm/cMm,
Jonyctumoe
UTKnoneHue £ 10

W npuHa**, mm/cm,
Jonyctumoe
OTK/MIOHeHMe £ 10 %
Width, mni/cm, with

tolerance, £ 10 %

Macca, I',
fonycTumoe
OTK/IOHEHMe + .3% /

Projection with
tolerance, imn/cm *
10 %

89/8.9 47/4.7

92/9,2 49/4.9

95/9.5 50/5.0

99/9,9 52/5.2



Homep no
Kin1anoi7
Catalog*
number

354-5320

354-5350

354-5375

Description

profile - Siltex Round
Ultra High Profile Gel
Breast implant
Cohesive 1, 295 ml

Gel breast implant
Siltex round, super high
profile ==Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1. 320 inl

Gel breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1. 350 ml

Gel breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel

OnwucaHune

Siltex KPYTNbli,
CYNepBbICOKNH
npogunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive |,
295 mn

VimnnaHTtar
«PYAHON  renesbli
Siltex KPYTNbIiA,
CYNCPBbICOKUIA
npopunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive. [,
320 mn
MmMnnaHTan
«PYAHOW  reAeBblii
Siltex KPYT NbIiA,
CynepBbICOKUI
npounb: = Siltex
Round “Ultra High
Profile /Gel Breast
Implant;Cohesive 1
350-m1
VimnmaHTaT
FPYAHOR  renesblin
Siltex KPYTbli,
CYNepBbICOKUH

Ob6bemM™, M,
ponycTumoe
01 K'nnoneHnc £2.5%
Volume, mi; with
tolerance + 2,5%

320

350

375
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Wun|)uHa**, mm/cm,
gonyctumoe
OTK/OHeHue = 10 %
Width, mm/cm, with

tolerance, + 10 %

100/10,0

103/10,3

105/10,5

14

BbicTynatowas
YacTb** ( npodunb
/ npoekyunsa),
MM/CM.
gonyctumoe
O0TKMOHeHue = 10
%
Projection with
tolerance, inin/cm +

10 %

53/5.3

54/5.4

55/5.5

Macca, r,
ponyctumoe
OTK.TOHeHue = 3% /



Homep no
KaTtanory'
Catalog
number

354-5400

354-5430

354-5455

Description

Breast Implant
Cohesive 1, 375 ml

Gel  breast /) implant
Siltex round;;super high
profile - Siltex Round
Ultra High. Profile Gel
Breast implant
Cohesive-l. 400 ml

Gel\, breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1. 430 ml

Gel breast implant
Siltex round, super high
profile m Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1,455 ml

OnucaHune

npogpunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive .
375 M1

MmnnaHTal
rpyglroii  renesbiit
Siltex KpYI/ibliA,
CYNepBbICOKNI
npogunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive'l,
400 M1
Vmwiwmnrar
rPyAHON  reneBblin
Siltex Kpyrjtbiii,
CYNCpNbICOKWiA
npogunb /-=Siltex
Round Ultra High
Profile Gel' Breast
Implant €ahesive 1,
430 Mi
MmnaaHTat
PPYAHOA  renesblii
Siltex KPYT/bliA,
CYHACPBbICOKNI
npounb - Siltex
Round Ultra High

O6bemM™, Mn,
JonyctuMmoe
oi K.iiuiieime =-2,5Y0
Volume, ml, with
tolerance + 2,5%

400

430

455
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L npuHa**, mm/cm,
Jonyctumoe
OTKNOHeHne + 10 %
Width, mm/cm, with

tolerance, £ 10 %

108/10,8

111111

113/113

15

Bi.iCTynaiouiau
YyacTb** (npogunb
/ npoeKuHM),
MM/CM,
jonyctmmoe
OTKNOHeHue £ 10
%
Projection with
tolerance, mm/cm +

10 %

56/5.6

58/5.8

59/5.9

Macca, 1,
Jonyctmmoe
OTKNOHEeHNe * 3Yo /



Homep HO

KaTtanol>
Catalog
number

354-5480

354-5535

354-5590

Description

Gel breast ( /implant
Sillex round, super high
profile « Siltex Round
Ultra High=Profile Gel
Breast Implant
Cohesive.1 480 ml

Gel,. breast implant
Siltex,round, super high
profile - Siltex Round
Ultra- High Profile Gel
Breast Implant
Cohesive 1 535 ml

Gel breast implant
Siltex round, super high
profile - Siltex Round
Ultra High Profile Gel
Breast Implant
Cohesive 1, 590 ml

OnucaHune

Profile Gel Breast
Implant Cohesive |,
455 M1
MmnnaHtat
rpyLHOA  renesblit
Siltex KpYr/ibii,
CYNCPBbICOKNIA
npogpunb - Siltex
Round Ultra High
Profile Gel Breast
Implant Cohesive I,
480 M1
MmnnaHTaT
(pyfHoii  renesblit
Siltex KpYT/iblid,
cynepBbICOK((id
npotunb - Siltex
Round Ultra~High
Profile Gel-Breast
Implant Cohesive I,
535 M
VmnnaHtar
rPyAHOA) renesblit
Siltex Kpyr/ibii,
CYNEPBLICOKNI
npogpuns - Siltex
Round Ultra High
Profile Gel Breast

O6bem™, LA,
fonyctumoe
OTKNOHClwe £2,5%
Volume, mi; with

tolerance = 2,5%

480

535

590
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L npnHa**, mm/cm,
fonycTtumoe
OTK/NIOHeHne + 10 %
Width, mm/cm, with

tolerance, £ 10 %

116/11.6

121/12,1

126/12.6

16

BbicTynaHHUaA
yacTb** (npodunb
/ npoekymns),
MM/CM,
jonyctumoe
OTK/IOHeHMe = 10
%
Projection with
tolerance, inm/cm +

10 %

60/6.0

63/6.3

65/6,5

Macca, r,
fonyctumoe
oTKNnoHeHue * 3"/o /



BbicTyHawowanm
YyacTb** (npotunb
/ npoekyua),

* i **
Homep no Og:e(l:wm,mlvcli, W npuHa**, mm/cm, . Macca, r,
, onycTtumoe
karanory inti Aony ¥ dagid ponyctumoe AonycTumoe
Description Onucaxwne OTKNOHeHue £2.5"/0 OTK/IOHeHMe = 10 % OTK/IOHeHMne + 3Yo /
Catalog | | ith idth / ith OTKNOHeHMe = 10
niimbor Volume, mi, wit Width, mm/cm, wit %
tolerance * 2,5% tolerance, = 10 Yo L .
Projection with
tolerance, inm/cm
10 %

Implant Cohesive 1
590 M
*CornacHo cTaHOapTy ISO 14607 npon3BOANTENb KOHTPOAMPYET 06bEM riiTaHTaTa ¢ AONYCTUMbIM OTKIOHEHUeM + 2.5%. /According to 1ISO 14607, the manufacturer cont

implant volume v ith a tolerance of+ 2.5 %.
**CornacHo cTaHgapTy ISO 14607 He 3al0XKeHO CTaHfapTHOe OTKMOHeHWe B rabapuTHbLIX pasMepax-UMTaHTaTa. yKa3aHo CTaHAapTHOe OTK/IOHEHWe rabapuTHLIX pasmepos

uMmnaaHTaTa cornacHo FOCT 31619 - 2012." According to the ISO 14607 standard there is no standard deviation in the overall dimensions ofthe implant, the standard dev
dimensions ofthe implant according to GOST 31619 - 2012 is specified.

17
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MmnnaHTaT rpyaHoi renesbli Siltex Kpyrbiid, cpegHuia Plus npodmne = Siltex Round Moderate Plus Profile Gel Breast Implant Cohesive |
implant Siltex round, moderate Plus profile - Siltex Round Moderate Plus Profile Gel Breast Implant Cohesive |

18
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Howmep no
Katanory
Catalog
number

354-1001

354-1251

354-1501

Descriplion

Gel breast implant
Siltex round, moderate
Plus profile ..-"Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1 100
ml

Gel j-breast implant
Siltex “round, moderate
Plus =profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1 125
ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1. 150
ml

Omuaimc

NmTnlaHtat

rpyfHoi
Siltex

renesblii
KPYT b,
cpeaHuin Plus
npodpunb - Siltex
Round Moderate
Plus Pmfile Gel
Breast Implant
Cohesive 1. 100 mn
MmnnaHTtat

rpyAHoit
Siltex

renesbii
KPY/bIiA,
cpeaHuin Plus
npoduab - Siltex
Round Moderate
Plus Profiles, Gel
Breast Implant
Cohesive 1,125 mn
VimnnaHtar

rpysHoii
Siltex

renesblii
KpYr/ibii,
cpegHunia Plus
npodunb - Siltex
Round Moderate
Pius® Profile Gel
Breast Implant
Cohesive 1, 150 mn

O6bem™, M,
fonycTtumoe
01 KNoHeHNE £)2,5%
Volume, ml; with
tolerance £ 2,5%

100

125

150
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W npuHa**, mm/cm,
ponycrumoe
OTK/IOHeHne = 10 %
Width, inm/cm, with

tolerance, + 10 %

81/8,1

88/8,8

94/9,4

BoicTynatow,as
yacTb** (npothunb
/ iipocKuim),
MM/CM,
gonyctmmoe
OTKMOHeuHc + 10
%

Projection with
tolerance, inm/cm
10 %

2712,7

29/2,9

30/3,0

Macca, T,
fonycTumoe
Ol knoneHnc + 3% /



Homep no
KaTanor>’
C."atalog
number

354-175)

354-2001

354-2251

354-2501

Description

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1, 175
ml

Gel breast’ implant
Siltex round, moderate
Plus . profile - Siltex
Round.. Moderate Plus
Profile  Gel Breast
Implant Cohesive 1,200
mi

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant C'ohesive 1,225
mi

(lel  breast implant
Siltex round, moderate

OnucaHune

MmnnaHTtat

rpyAHoi
Siltex

resneBblit
KPYTbli,
CpeaHuin Plus
npogpunb - Siltex
Round Moderate
Pius Profile Gel
Breast Implant
Cohesive I, 175 mn
MmnnaHTar

rpygHoi
Siltex

renesbli
KPYTbli,
cpeaHwuii Plus
npounb - Siltex
Round Moderate
Plus Profile / Gel
Breast Implant
Cohesive |. 200 mn
MmnnaHTar

rpygHoit
Siltex

reneBbll
KpYT/bliA,
cpeaHuia Pius
npounk, - Siltex
Round Moderate
Plus., “Profile  Gel
Breast Implant
C'ohesive 1, 225 mn
MmnnaHTat

rpygHoO  reneBblit

O6bem™, XU,
gonyctmmoe
OTK/OHEHUE £2.5%
Volume, ml, with
tolerance = 2,5%

175

200

225

250
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L npuHa**, mm/cm,
ponyctumoe
OTKNOHeHMe * 10 %
W idth, mm/cin. with

tolerance, + 10 %

100/10.0

105/10,5

109/10,9

113/11,3

D

BbicTynatowas
yacTb™** (npounb
/npoekuuns),
MM/CM,
fonyctumoe
OTK/MIOHeHMe £ 10
%

Projection with
tolerance, mm/cm +
10 %

32/3.2

33/3.3

35/3.5

36/3.6

Macca, T,
ponyctumoe
OTKNOHeHne + 3% /



Homep no
KaTtanor>"

Catalog
number

354-2751

354-3001

354-325!

Description

Plus profile - Sillex
Round Moderate Plus
Profile  Gel  A3re<ist
Implant Cohesive 1 250
mi

Gel breast implant
Siltex round,)moderate
Plus profile - Siltex
Round {.Moderate Pius
Profile ™ Gel Breast
Implant Cohesive i, 275
ml

Gel  breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1,300
mi

Gel breast implant
Siltex round, moderate
Plus profile - Siltex

Round Moderate Plus

OnwucaHwne

Siltex KPYTblIiA,
cpeaHuin Plus
npojunb - Siltex
Round Moderate
Plus  Profile Gel
Breast Implant
C'ohesive 1.250 mn
VimnnaHTat
rpyfHoi
Siltex

reneBbIi
KpyiJibifi,
cpegHuit Plus
npouns - Siltex
Round Moderate
Plus Profile .Gel
Breast Implant
Cohesive 1, 275 ™M1
MmnnaHTtaT
rpysHoin
Siltex

refeBbli
KpYTNbliA,
cpegHui Plus
npoguns~—:  Siltex
Round Moderate
Plus ,_Profile Gel
Breast Implant
Cohesive |, 300 mn
mnnaHTat
IpyaHoi
Siltex
cpegHuii

reseBblit
KPYT/bIiA,
Plus

O6bem*, mn,
LOMNYyCTUMOE
OTK.10HeHMe £ 2:.5%
V”olume, ml, with
tolerance + 2,5%

275

300

325
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W wnpuHa**, mm/cm,
fonycTumoe
oiKJiuiienne + 10 %
Width, nim/cm, with

tolerance, + 10 %

117117

120/12,0

12.3/12.3

BbicTynatowas
YacTb** ( npounb
/ npoekymnsa),
MM/CM,
JonycTumoe
0TKNOHeHMe + 10
%

Projection with
tolerance, mm/cm *
10 %

37/3.7

37/3.7

38/3,8

Macca, T,
gonyctumoe
OTKJ/IOHeHue = 3% /



Homep no
Kaia.iorj'
Catalog
number

354-3501

354-3751

354-4001

Description

Profile  Gel  Breast
Implant Cohesive 1.325
mi

Gel  breast’/¢implant
Siltex round;-moderate
Plus profile - Siltex
Round Maoderate Plus
Profile ~~Gel Breast
Implant.Cohesive 1, 350
ml

Gel.\  breast implant
Siltex- round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1,375
mi

Gel  breast implant
Siltex round, moderate
Pius profile - Siltex
Round Moderate Plus
Profile  Gel Breast

OnwucaHne

npopuns - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 1, 325 mn
MmnnaHTtaT

rpyAHoi
Siltex

renesblii
KPYTNbli,
cpegHui Plus
npouns - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 1, 350'ma
MmnnaHTat

rpyfHoi
Siltex

IcneBsliA
KPYFAbINA,
cpegHuin Pius
npounb /= Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesivel, 375 mn
lIMiutaHTaT

rpyAHol
Siltex

renesblin
KPYTNbliA,
cpenFlwii Plus
npojpunb - Siltex
Round Moderate

O6bem™, mn,
AOMNYCTUMOE
OTK,.10HeHUC £ 2,5%
Volume, ini, with
tolerance + 2,5%

350

375

400

Peructpanua MU B PocagpasHagzope
www.nevacert.ru | info@nevacert.ru

W wnpuHa**, mm/cm,
nonycwmoc
OTK/NIOHeHMe = 10 %
Width, mm/cm, with

tolerance, = 10 %

126/12,6

129/12,9

132/13,2

22

Buciynatwouias
yanb** ( npounb
/ npoekyunsa),
MM/CM,
jonyctmmoe
0 CKJ/IoHeHue = 10
%

Projection with
tolerance, mm/cni +
10%

38/3.8

39/3,9

40/4,0

Macca, T,
fonyctmmoe
OTK.10HenHe = 3% /



Homep no
Karanory
Catalog
number

354-450!

354-5001

354-5501

Description

Implant Cohesive 1,400
ml

Gel breast (implant
Siltex round, ‘moderate
Plus profile-, -+ Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1,450
ml

Gel breast implant
Siltex round, moderate
Plusprofile - Siltex
Round Moderate Plus
Profile  (jc! Breast
Implant Cohesive 1,500
ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  (iel  Breast
Implant Cohesive 1 550
mi

OnucaHune

Plus Profile Gel
Breast Implant
Cohesive 1,400 mn
MmnnaHTat

rpyAHoi
Siltex

renesblii
KpYr/ibii,
cpefHuii Plus
npopunb - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 1,450 mn
MmnnaHTar

rpyAHoiA
Siltex

reneBbii
KpYT/bliA,
cpeaHuin Plus
npounb - =Siltex
Round Moderate
Plus  Profiles Gel
Breast Implant
Cohesive-1-500 mn
MMmnnaHTat

rpyaHo
Siltex

reneBblii
KpPYT b,
cpefHwnii Plus
npogpuns - Siltex
Round Moderate
Plus Profile Gel

Qoi.eM*, M/,
ponyctumoe
OTKNOHeHUe £2,5%
Volume, ml, with
tolerance + 2,5Y0

450

500

550

Peructpamusa MU B PocsgpaBransope
www.nevacert.ru | info@nevacert.ru

L npnHa**, mm/cm,
fonycTumoe
OTKNOHeHMe + 10 %
Width, mm/cm, with

tolerance, = 10 %

137/13,7

141/14,1

144/14.4

23

Biiiciyiiaiumau
yacTb** (npodub
/ npoekuun),
MM/CM,
fonycTtumoe
OrknoHeHuex 10
%

Projection with
tolerance, inm/cm %
10%

41/4.1

42/4.2

44/4,4

Macca, r,
Jonyctumoe
01K.||oHeHne + 3% /



Homep no
Ka lanor>’
Catalog
number

354-6001

354-7001

354-8001

Description

Gel breast implant
Siltex round, moderate
Plus profile == “Siltex
Round Moderate Plus
Profile  Gel Breast
Implant C'ehesive 1.600
ml

Gel /hreast implant
Siltex round, moderate
Plus rprofile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 1. 700
ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Brca,sl
Implant Cohesive I. 800
ml

OnwucaHune

Breast Implant
Cohesive 1,550 mn
MmnnaHrar

(yaHoi
Siltex

reneBsblii
KPYTbli,
CpegHunii Plus
npogpuns - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 1. 600 mn
MmnnaHTtar

Y OHoi
Siltex

reneBbii
KpYr /b,
cpegHuii Plus
npogune - Siltex
Round Maoderate
Plus  Profile/) Gel
Breast Implant
Cohesive 1,700 mn
MmnnaHTar
rpyAHoi
Siltex

renesblii
KPYT b,
cpeaHuii Plus
npodgmas - Siltex
Round Moderate
Plus™ Profile Gel
Breast Implant
Cohesive 1, 800 mn

O6bEM™, M.
JonyewmMoe
OTK/IOHEHWE £2.5%
Volume, ml, with
tolerance + 2,5%

600

700

800

Peructpanusa MH B PocagpaBransope
www.nevacert.ru | info@nevacert.ru

LW npuHa**, mm/cm,
aonyctmmMmoe
OTKNOHeHMe + 10 %
Width, mm/cin, with

tolerance, £ 10 %

147/14,7

157/15,7

166/16,6

24

BbicTynatowas
yacTb** (npodunb
/ npoekuwnsa),
MM/CM.
fonyctumoe
OTKNOHeHue £ K)
%

Projection with
tolerance, min/cm %
10 %

45/45

48/4,8

50/5,0

Macca, T,
Jonyctmmoe
OTK.}OHEHUNe + 3% /



*CornacHo ctaHgapTy ISO 14607 npousBoguTens KOHTPOAMpPyeT 06beM UMNIaHTaTa ¢ AONyCTUMbIM OTKIOHEHUeM + 2.5%. / According to 1SO 14607, the manufacture

implant volume with a tolerance 0f+2.5%.
**CornacHo cTaHgapTy ISO 1460 He 3alU>KCHO CTaHAapTHOe OTKNOHEHWe B rabapuTHbIX pasMepax UMNiaHTaTa, yKasaHo cTaHA4apTHOe OTKIOHeHne .'abapnTHbIX pa3MepoB

MMnuyaHTaTa cornacHo 10(. 731619-2012./ siecording to the 1ISO 14607 standard there is no standard deviation in the overall dimensions ofth
overall dimensions ofthe implant according to. GOST 31619 - 2012 is specified.

25
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2 &
5 5
O 1
VmnnaHrat rpyaHoit renesblin Siltex rnblii, cpegHnin Plus npo - Siltex Round Moderate Plus Profile Cel Rreast Implant Cohesive
breast implant Siltex round, moderate;Rlus profile - Siltex Round Moderate Plus Profile Gel Breast Implant Cohesive |
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FloMcp no
KaTanol7
a(alo>
number

324-5125

324-5150

324-5175

324-5200

Description

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 11,
125 ml

Gel breast implant
Siltex round, moderate
Pius /profile - Siltex
Round Moderate Plus
Profile” Gel Breast
Implant Cohesive 1,
150;ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive |,
175 mi

Gel breast implant
Siltex round, moderate

OnucaHune

MmnnaHTtaT

rpyAHoi
Siltex

reneBbli
KpYI/ibli,
cpegHui Plus
npogpunb - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 11, 125 mn
MmnnaHTaT

rpyAHoit
Siltex

refesbIi
KPYT bl
CpeaHuin Plus
npounb - Siltex
Round Moderate
Plus  Profile ~Gel
Breast Implant
(‘ohesivc 11150 mn
VimnnaHTtar

rpyfHoi
Siltex

TEneBbli
Kpyrnbii,
CpefHWiA Plus
npocune” - Siltex
Round Moderate
Plus /Profile  Gel
Breast Implant
Cohesive I, 175 mn
MmMnnaHTat

TPyAHO/  TeneBblit

O6bEM™, M1,
JonycTumoe
OTK/IOHEeHUEe £2,5Y«
Volume, ml, with
tolerance + 2,5%

125

150

175

200

Peructpanua MU B PocagpaBHagaope
www.nevacert.ru | info@nevacert.ru

L npnHa**, mm/cm,
gonyctumoe
OTKNOHeHMe = 10 %
Width, mm/cm, with

tolerance. = 10 %

88/8.8

94/9.4

100/10,0

105/10,5

27

BoicTynatouwas
yacTb** (npounb
I TpOCKI{VS)
MM/CM,
gonyctumoe
OTK/IOHeHMe * 10
%

Projection with
tolerance, mm/cm +
10%

29/2,9

30/3.0

32/3.2

33/3,3

Macca, T,
gonyctumoe
olknoHeunune = 3



Homep no
katanor}'
Catalog
number

324-5225

324-5250

324-5275

Description

Plus profile - Siltex
Round Moderate “Plus
Profile  Gel Breast
Implant Cohesive” I,
200 ml

Gel  breast implant
Siltex round;, moderate
Plus profile - Siltex
Round( Moderate Plus
Profile= Gel Breast
Implant” C?ohesive 11,
225 mi

Gel'  breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive I,
250 ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus

OnucaHune

Siltex KpYTbliA,
cpegHuin Plus
npodpunb - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 11,200 mn
MmnnaHTat
rpyAHOIA
Siltex

reneBbli
KPYTbIiA,
CpeaHuin Plus
npopunb - Siltex
Round Moderate
Plus Prolle ) Gel
Breast Implant
Cohesive Il. 225_mn
MmnnaHTat

rpyAHoi
Siltex

FefeBbIn
KPYT b,
CpeaHuit Plus
npopune-= Siltex
Round ~Moderate
Plus “Profile Gel
Breast Implant
Cohesive 11, 250 mn
UMMwHTaT
rpygHoi
Siltex
cpeaHuin

reneBbIi
KpPYTbIiA,
Plus

ObbeM™, M,
jovyewimoe
OTrKNoHeHne £2.5%
Volume, ml, with
tolerance = 2,5%

225

250

275

Perucrpanua MU B PocsgpaBransope
www.nevacert.ru | info@nevacert.ru

W npuHa**, mm/em,
JonycTumoe
OTKNOHeHne + 10 %
Width, mm/cm, with

tolerance, £ 10 %

109/10,9

113/11,3

117/117

28

BoeicTynatow,as
yacTb** (npodub
/ npoekyusa),
MM/CM,
ponyctumoe
OTK/NOHeHNe = 10
%

Projection with
tolerance, mm/cm *
10 %

35/3.5

36/3.6

37/3,7

Macca, T,
gonyctmmoe
OTK/NIOHEeHMe £ 3



Momep no
K'atanwy
Catalog
number

324-5300

324-5325

324-5350

Description

Profile  Gel Breast
Implant Cohesive_II,
275 mi

Gel  breast_ wimplant
Siltex round;-moderate
Plus profile " - Siltex
Round Maoderate Plus
Profile / Gel Breast
Implant— ,Cohesive Il
300 mli

Gel~. breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile Gel Breast
Implant Cohesive 11,
325 ml

Gel Dbreast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile ~ (iel  Breast

OnwucaHune

npogunb - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 11, 275 mn
MmnnaHTtat

rpygHoi
Siltex

renesblii
KpY1nbiid,
CpeaHuia Plus
npojpunb - Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive 11, 300.mn
MmnnaHTar

rpyfHoi
Siltex

renesblii
KPY FAbIWA,
cpeaHuin Plus
npounb /== Siltex
Round Moderate
Plus Profile Gel
Breast Implant
Cohesive)ll, 325 mn
M.\wnaHTart

rpyAHoin
Siltex

rene.blii
KPYTNbliA,
cpefHuiA Plus
npojpunb - Siltex
Round  Moderate

O6bemM™, M,
LONyCHMHY0E
OTK/IOHeHUe £2,5Y0
Volume, ml, with
tolerance + 2,5%

300

325

350

Perucrpauns MU B PocagpaBHamaope
www.nevacert.ru | info@nevacert.ru

LW npuHa**, mm/cm,
fonycTumoe
OTKNOHeHUe = 10 %
Width, mm/cm, with

tolerance, = 10 %

120/12,0

123/12,3

126/12,6

29

BbicTy'natowas
yacTb** (npodunb
/ npoekuua),
MM/CM,
ponyctumoe
oTknonenwue * 10
%

Projection with
tolerance, mm/cm *
10 %

37/3,7

38/3.8

38/3,8

Macca, T,
fonyctumoe
OTK/IOHCHMUC £ 3



Homep no
KaTanory
Catalog
iiuniher

324-5375

324-5400

324-5450

Description

Implant Cohesive 1%

350 ml

Gel  breast /implant
Siltex round, ‘moderate
Pius profile— =+ Siltex
Round Maderate Plus
Profile  Gel Breast
Implant -Cohesive 11,
375 ml

Gel breast implant
Siltex “round, moderate
Plus=profile - Siltex
Round Moderate Plus
Profile Gel Breast
Implant (‘ohesivc 14,
400 ml

Gel breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive 11,
450 ml

OnucaHune

Plus Profile Gel
Breast Implant
Cohesive 11, 350 mn
MmnnaHTaT

rpyAHoi
Siltex

reneBblii
KPYTbli,
cpegHu»! Plus
npounb - Siltex
Round Moderate
Pius Profile Gel
Breast Implant
Cohesive Il, 375 mn
MmnnaHTtar

rpyaHoit
Siltex

reneBbli
KpYT b},
cpegHuia Plus
npopunb - ~Siltex
Round Moderate
Plus Profiles Gel
Breast Implant
Cohesive-117400 mn
MMmnnaHTat

rpyAHoit
Siltex

reneBblIi
KPYTbliA,
cpeAHuin Plus
npogunb - Siltex
Round Moderate
Plus Profile Gel

O6beEM™, M,
JOMyCTUMOg
0TK.4oiieiine £2.5%
Volume, ml, with
tolerance + 25®/«

375

400

450

Peructpanus MU 8 PocanpaBramsope
www.nevacert.ru | info@nevacert.ru

W npuna**, mm/cm,
gonyctumoe
OTKNOUCMME * 10 %
Width, mm/cm, with

tolerance, = 10 %

129/12,9

132/13,2

137/13.7

30

Boicrynatowwan
Yyaerb** ( npogunb
/ npoekyHa),
MM/CM,
fonyctumoe
OTKNOHeHUE = V)
%

Projection with
tolerance, mm/cm %
10 %

39/3.9

40/4.0

41/4,

Macca, T,
gonycrumoe
0'1KnoHeHnex3



Homep no
Katanory
Catalog
number

324-5500

324-5550

324-5600

Description

Gel breast implant
Siltex round, moderate
Plus profile == Siltex
Round Moderate Plus
Profile  Gel Breast
Implant  (Pohesive Il
500 ml

Gel /breast implant
Siltex round, moderate
Plus  profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive Il
550 mi

Gel  breast implant
Siltex round, moderate
Plus profile - Siltex
Round Moderate Plus
Profile  Gel Breast
Implant Cohesive li.
600 ml

OnucaHune

Breast Implant
Cohesive Il, 450 mn
MmnnaHTat

rpygHoni
Siltex

reneBbIi
KPYT/bIiA,
cpefHuiA Plus
npouns - Siltex
Round Moderate
Plus Profile Ciel
Breast Implant
Cohesive II, 500 mn
MmnnaHTar

rpyfHol
Siltex

renesbli
KPYT b,
cpegHui Plus
npodunb - Siltex
Round Moderate
Plus Profile”) Gel
Breast Implant
(’ohesive ;550 mn
MmMmnnaHIaT
rpyAHoi
Siltex

reneBbIi
KPYT/bIiA,
cpealuii Plus
npothmiis - Siltex
Rotnd Moderate
Plus™ Profile Gel
Breast Implant
Cohesive 11.600 mn

O6bemM™, M,
gonyctumoe
OMCTOHEHHO £2.5Y0
Volume, ml, with
tolerance* 2,5%

500

550

600

Perucrpanua MU B PocsgpaBHansope
www.nevacert.ru | info@nevacert.ru

LW npuHa**, mm/cm,
gonyctumoe
OTKNMOHeHne * 10 %
Width, mm/cm, with

tolerance, £ 10 %

141/14.1

144/14.4

147/14.7

3

BoicTynatouas
yacTb** (npounb
/ npoekuwns),
MM/CM,
Jonyctumoe
OTK/IOHEHME £ >0
%

Projection with
tolerance, mm/cm *
10 %

42/4,2

44144

45/4,5

Macca, T,
fonyctumoe
OTK/IOHEHMe + 3



Bbiclynatowas
yacTb** (npothunb
/ npoekuwns),

Homep 1K) O6beM™, M L npuHa**, mm/cm, MM/CM. Macca, T,
Kara.ioi'y 5 o JonycTumoe gonycrumoe fonyerumoe ponyctumoe
Catalo” escription OnucaHune OTKNOHeHne =2,5% OTK/NOHeHMe * 10 % 01K + 10 OTK/IOHEHMe * 3
7 . A NOHEHVE £
number Volume, ml, with Width, mm/cni. with %
tolerance + 2/5% tolerance, + 10 % L .
Projection with
tolerance, mm/cm +
10%
VmnnaHTaT
Ge! Dbreast implant rpyaHoli  renesblii
Siitex round, moderate  Siltex KPYTNbIA,
Plus profile -{Siltex cpegHuit Plus
324-5700 Round Moderate Plus npogunb - Siltex 700 157/15,7 48/4,8
Profile  Gel *(_Breast Round Moderate
Implant Cohesive 11, Plus Profile Ge!
700 mi Breast implant
Cohesive 11, 700 mn
VimnnaHTtart
Gel breast” implant IpyaHoii  reneBblid
Siltex round, moderate Siltex KpYr bl
Plus  profile - Siltex cpegHwii Plus
324-5800 Round-,Moderate Plus npoguns - Siltex 800 166/16,6 50/5.0

Profile Gel Breast Round Moderate

Implant Cohesive T, Plus Profile ( Gel

800 ml Breast Implant

Cohesive I, 800 mn

Y'ornacHo cTaHAapTy ISO 14607 npnmenoumeib KOHFPOAMPYET 06bEM HMMALWHMAWTA C 4ONYCTUMbIM OTKNOHeHeM #2.5%. / According’to ISO 14607. the manufacture
implant volume with a tolerance ofi 2.5 %.
**CocjiacHo CTaHaapTy ISO 1460' He 3alU>KeHO CTaHAapTHOE OTK/IOHeHWe B rabapuTHBIXPa3.Mepax nmnnanTaTa, yKa3aHo CTaHfapTHOE OTKIOHEHNE rabapuTHbIX pa3mepos
HMTaHTaTacoraacHo FTOCT 316J9 - 2012./ .iccordin® to the ISO 14607 standard there isino standard deviationin the overall dimensions o fthe im plant, the standa
overalldimensions ofthe implantaccording to GOST'31619 - 2012 is specified.

32
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Homep no
KaTanory
Catalog
number

354-4125

3547150

354-4175

354-4200

Description
Gel breast implant
Siltex  round, high

profile - Siltex Round
High Profile Gel Breast
Implant Cohesive I. 125
ml

Gel breast;, implant
Siltex “round, high
profile( - )Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 150
ml

Gel'  breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1 175
ml

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast

OnucaHune

MmnnaHTat
rpygHOW  renesbli
Siltex Kpyr/ibii,
BbICOKMi1 Npodunsb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
125 M1

WmnnaHtar
rpygHoli  reneBblit
Siltex KPYrAbIiA,
BbICOKMi Npogunb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1,
150 M

VimnnaHTat
rpygHol  FeneBblin
Siltex KDYTNbIA,
BbICOKMI APOHUL -
Siltex Round High
Profile _Ge! Breast
Implant:Cohesive .
175 M1

MmnaaHTar
FPYAHOW  TeneBbli
Siltex Kpyr/ibii,
BbICOKMi1 Npounb ©
Siltex Round High

O6beEM™, M,
AonycTuMmoe
OTKNOHEHNe £2,5%
Volume, ml, with
tolerance + 2,5%

125

150

175

200

Perucrparnus MU B PocagpaBrapsope
www.nevacert.ru | info@nevacert.ru

L npuHa**, mm/cm,
gonyctumoe
01KnoHcHne = 10 %
Width, mm/cm. with

tolerance, £ 10 %

84/8,4

89/8.9

94/9,4

99/9,9

34

Bbkuynatowwas
yacTb™** ( npogunb
/ npoekuunsa),
MM/CM,
gonycTumoe
OTK/IOHeHue * 10
Yo

Projection with
tolerance, mm/cm %
10 %

36/3,6

38/3,8

40/4,0

41/4,1

Macca, T,
jonyctumoe
N1K.loHCHMe = 3% /



Homep HO
kaTanoly

Calalog
miniher

354-4225

354-4350

354-4275

354-4300

Description

Implant Cohesive 1,200
ml

Gel breast /implant
Siltex  round;-. high
profile - Siltex~ Round
High Profile Gel Breast
Implant Caohesive 1.225
ml

Gel /breast implant
Siltex “round. high
profile=- Siltex Round
High=Profile Gel Breast
Implant Cohesive 1,250
mi

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1.275
ml

Gel breast
Siltex

implant
round, high

OnuncaHune

Profile Gel Breast
Implant Cohesive 1,
200 mn

WmnnaHTtar
TPyAHOI  reneBblid
Siltex KpPYT b,
BbICOKMI Mpogusb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
225 M

MmnnaHTat
rpyfHON  rene.blid
Siltex KPYT ki,

BbICOKMI NpoghuUib -
Siltex Round ‘High
Profile Gel .Breast
Implant Cohesive 1,
250 mui

VimnnaHTtat
TPYAHOI . TeneBblit
Siltex KpYrnbliA,
BbICOKMWA-Npodmnb -
Siltex. Round High
Profile) Gel Breast
Implant Cohesive 1
275'Mn

WmMwrarrrar

rPyAHOI  TCACBBIA

O6beM*, M,
noHyc! Hmoe
orknovieunune £2,5%
Volume, ml, with
tolerance £ 2,5%

225

250

275

300

Perucrparusa MU B Pocagpasransope
www.nevacert.ru | info@nevacert.ru

W npnHa**, mm/cm,
aonyctumoe
oTknoHeHne + 10 %
Width, mm/cm, with

tolerance, + 10 %

102/10.2

105/10,5

109/10,9

Ii/iu

35

BbicTn'narowasn
yacTb** ( npochunb
/ npoekuyuns),
MM/CM,
noonyctmmoe
oTKNoHeHune £ 10
%

Projection with
tolerance, inm/cm *
10 %

43143 m

45/4.5

46/4.6

47/14.7

Macca, T,
ponyctnmoe
OTK/IOHEHMNEe + 3% /



Homep no
Katanory
C'atalog
number

354-4325

354-4350

354-:4375

Description

profile - Siltcx Round
High Profile Gel Breast
Implant Cohesive-1,300
ml

Gel  breast = implant
Siltex  round.  high
profile - “Siltex Round
ifigh Profile Gel Breast
Implant Cohesive 1,325
ml

Gel'. ™ breast  implant
Siltex, round, high
profile - Siltex Round

High Profile Gel Breast
Implant Cohesive I, 350
mi

Gel breast implant
Siltex round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1.375
ml

OnucaHune

Siltex KPYT b,
BbICOKMi1 Npodnnb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
300 mn

MmnnaHTat
rpyAHOl  reneBblii
Siltex KPYTNbIiA,
BbICOKWIA Mpoguns -
Siltex Round High
Profile Gel Breast
Implant Cohesive 4
325 mn

MmnnaHTat
rpyLHON  refieBbii
Siltex KPYFAbIiA,
BbICOKMIA Npagunb -
Siltex Round~High
Profile Gel.-'Breast
Implant €ohesive 1
350 mn

Vimnnaurar
I'oynHOH  reneBblii
Siltex KpYTblid,
BBICOKWIA npodnnb -
Siltex Round High
Profile Gel Breast

O6bem*, M,
nonyctumoe
orknunexHue +2,5Y0
Volume, ml, with
tolerance + 2,5%

325

350

375

Peructparua MU 8 Pocagpasrafzope
www.nevacert.ru | info@nevacert.ru

liliipiina**, mm/cm,
nonyctumoe

OTKNOHeHne + 10 %

Width, mm/cm. with
tolerance, £ 10 %

115/11,5

117/11.7

120/12.0

36

BbicTynawowasn
yacTb** { npocnnb
/ npoeknuun),
MMm/CM,
nonyctumoe
oTk/oHeHuem 10
%

Projection with
tolerance, mm/cm %
10%

48/4,8

49/4,9

50/5.0

Macca, T,
ponycrtumoe
OTKJ/IOHeHune = 3% /



Homep no
KaTasory
C'atalog
number

354-4400

354-4425

354-4450

354-4500

Description
Gel breast implant
Siltex  roundsi=- high

profile - Siltex. Round
High Profile Gel Breast
Implant Cohesive 1,400
ml

Gel (breast implant
Siltex/~_round,  high
profile = Siltex Round
High Profile Gel Breast
Implant Cohesive 1.425
ml

Gel  breast implant
Siltex  round.  high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1,450
ml

Gel breast implant
Siltex  round.  high
profile = Siltex Round

OnwucaHue

Implant Cohesive 1
375 M1

MmnnaHTal
rPyLHON  reneBblit
Siltex KpYr/ibii,

BbICOKMI Npotunsb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
400 M1

MmnnaHTar
IPY/UKIA  renesbiit
Siltex KpYrnblia,
BbICOKWUIA Npoub -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
425 M1

mnnaHtar
rpYLHOW /= [eneBblin
Siltex KPYTbIiA,
BbICOKWIA=ApPONb -
Siltex \Round High
Profile /Gel Breast
Implant-Cohesive I,
450-M1

WmmnaHTar

rpygHoit
Siltex

renesblii
KPYTNbIA.

O6KoOM*, M,
nonyctumoe
oTKywmenuve £.2.5%
Volume, ml, with
tolerance + 2,5%

400

425

450

500

Peructpanus MU B PoczgpaBHagsope
www.nevacert.ru | info@nevacert.ru

W npuHa**, mm/cm,
ponyctumoe
oTknoHeHne = 10 %
Width, mm/cni, with

tolerance, = 10 %

123/123

125/12.5

127/12,7

132/13,2

37

Boiclynatolnas
Yyaclb** ( npochunb
/ npoekuns),
MM/CM,
ponyctumoe
oTknoHeHne + 10
%

Projection with
tolerance, mm/cm %
10 %

5151

52/5,2

52/5.2

54/5,4

Macca, r,
ponycrtmmoe
OTK/IOHEeHune + 3% /



Homep no
Katanor”™'
Catalog
number

354-4550

354-4600

354-4650

Description

High Profile Gel Breast
Implant Cohesive I. 500
mi

Gel  breast~“ implant
Siltex round, high
profile - Siltex Round
High Profile Gel Breast
Implant/Cohesive 1.550
ml

Gel = breast implant
Siltex round.  high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1,600
ml

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1.650
ml

OnucaHune

BbICOKMIA M{rodub -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1,
500 M1

MmnnaHtar
rPyAHOA  renesbli
Siltex KPYTNbIiA,
BbICOKMIA npothusib -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1
550 M1

MmnnaHTart
rpyAHoli  resiesbii
Siltex KPYI/bIN,
BbICOKWIA Mpodnnb -
Siltex Round-High
Profile Gel-_Breast
Implant Cohesive 1,
600 M1

Mmnnantar
rpyfHON)) reneeblit
Siltex KPYTbIiA,
BbICOKMIA npodunb-
Siltex” Round High
Profile Gel Breast
Implant Cohesive 1,
650 mn

O6bem™, M,
ponyctumaoe
OTK/IOHEHUE ¥2,5%
Volume, ml, with
tolerance = 2,5%

550

600

650

Perucrpauua MU B PocagpaBHamsope
www.nevacert.ru | info@nevacert.ru

W npuHa**, mm/cm.
gonyctmmoe
OTK/OHEeHNe £ 10 %
Width, mm/cm. with

tolerance, £ 10 %

135/13-5

140/14,0

143/14.3

BbicTynatowas
yaclb** ( npothunsb
/ n|)oekyunn),
MM/CM,
fonyctumoe
OTKNOHeHue = 10
%

Projection with
tolerance, mm/cm +
10%

56/5,6

57/5,7

58/5.8

Macca, T,
ponyctmmoe
OTKNOHeHNe = 3% /



BbicTyunatTas
yacTb** ( UPOPU.Tb
/ npoekuuns),

Homep no O6bem*, M, LW npuHa**, mm/cm, o Macca, r,
K'aiHJiory Descrinti AonycTmoe ,q_or_l_y_cmmoe gonyctumoe AonycTmoe
Catalog ption Onucaxue OTKNOHeHMe £.2,5% OTKJIOIIeImC * 10.% OTKNOHEHUeA 10 CTK-TOHEme £39% /
number Volume, mi, with Width, mm/cm, with %
tolerance + 2,5% tolerance, = 10 % L .
Projection with
tolerance, mm/cm *
It) %
VmnnaHTaT
Gel breast implant rpygHoii renesbiit
Siltex  round, . high Siltex KpYT b,
profile - Siltex '‘Round  BbICOKMi® Npotnb -
354-4700 High Profile Gel-Breast Siltex Round High 700 1471147 60/6,0
Implant Cohesive’1.700 Profile Gel Breast
ml Implant Cohesive .
700 Mi
MmnnaHTat
Gel breast. implant IpygHoii renesblid
Siltex /Zround, high Siltex KPYTNbIA,
354-4800 profile/=5Siltex Round BbIcOKMiA npotunnb = 800 154715.4 63/6.3

High Profile Gel Breast
Implant:Cohesive 1, 800
ml

Siltex Round High
Profile Gel Breast
Implant Cohesive ],
800 mn

implant volume with-a'tolerance o f 2.5%.

**Cornaato cTtanoapTy ISO 14607 He 3ak>Keno CTaHfapTHOe OTKNOHeHWe B rabapuTHbIX pasMepax WMAAHTaTa, yKa3aHO CTaHOMPTHOE OTKIOHeHMe rabapuTHbIX pasmMepoB
lwnnaHnwTa cornacHo | OCT 3161'J-2012./ According.to the 1ISO 14607 standard there m no-standard deviation in the overall dimensions o fthe
dimensions ofthejimplant according to GOST 31619 -2012 is specified.

39
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Homep no
KaTanory
Catalog
number

324-4125

3247150

324-4175

324-4200

Description
Gel  breast implant
Siltex  round, .~ high

profile - Siltex Round
High Profile GelBreast
Implant Cohesive 1L
125 mi

Gel  breasty implant
Siltex “round.  high
profile(-Siltex Round
High Profile Gel Breast
Implant” Cohesive 1,
150/ml

Gel'’ breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 11,
175 mi

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast

OnucaHune

MmnnaHTtar

rpygHoli  renesbli
Siltex KPYT/bIiA,
BbICOKWIA Npodub -
Siltex Round High
Profile Gel Breast
Implant  Cohesive
11 125 mn

VmnnaHTtart

rPyAHOA  reneBblit
Siltex KPYT/bIiA,
BbICOKWIA Npotunb =
Siltex Round High
Profile Gel Breast
Implant  Cohesive
11, 150 mn

MmnnaHTtar

rpygHOR  refieBblii
Siltex KPYTnbli,
BbICOKMIA ApOdub -
Siltex Round High
Profile “Gel, Breast
Implant”’ Cohesive
I, 175 mn

VmnnaHtar

TPYAHOI  reneBsbli
Siltex KPYT/bIiA,
BbICOKWIA NPOtunb -
Siltex Round High

O6bem™, M,
gonyc! iiMoe
OTK/IOHeHUne £2.5%
Volume, ml, with
tolerance £2.5%

125

150

175

200

Peructpanusa MU B PocagpaBramsope
www.nevacert.ru | info@nevacert.ru

W npuHa**, mm/cm,
gonyctumoe
OTKNOHEeHMe = 10 %
Width, nim/cm, with

tolerance, = 10 %

84/8,4

89/8.9

94/9.4

99/9,9

41

BbicTnnatowas
yacte** {npodunb
/ npoekuymns),
MM/CM,
gonyc! nmoe
OTKNOHeHMe + 10
%

Projection with
tolerance, rom/cm +
10%

36/3,6

38/3.8

40/4,0

41/4,1

Macca, T,
nonyewmoe
OTK.110HeHue + 3% /



Homep no
KATanoly
Catalo»
nunibcr

324-4225

324-4250

324-4215

324-4300

Description

Implant Cohesive 1,

200 ml

Gel breast [implant
Siltex  round;-. high
profile - Siltex> Round
High Profile'Gel Breast
Implant Coehesive 1L
225 ml

Gel /breast implant
Siltex “round.  high
profile” - Siltex Round
High=Profile Gel Breast
Implant Cohesive I,
250'ml

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 11
275 ml

Gel breast
Siltex  round,

implant
high

OnucaHune

Profile Gel Breast
Implant  Cohesive
11,200 M1

VimnnaHTat

rpyLHOM  rene.blid
Siltex' KpPYTNbliA,
BbICOKWIA Npodhunb -
Siltex Round High
Profile (iel Breast
Implant  Cohesive
1,225 M

VimnnaHTtart

thyaHoli  leneBblid
Siltex KPYT I,
BbICOKWIN NpothUnb -
Siltex Round 'High
Profile Gel .Breast
Implant  Cohesive
11,250 M1

MmnnaHTat

rPYAHOW . TeneBbIi
Siltex Kpyr/iblia,
BbICOKWUA-NPOpUb -
Siltex._ Round High
Profile) Gel Breast
Implant  Cohesive
1,275 M1

MmnnaHTaT

rpv4HOH  reneBebiit

O6bem™, mn;,
JOMyCTUMOg
oTK'nonemnc £2,5¥«
Volume, ml, with
tolerance +2,5%

225

250

275

300

Perucrpanus MU B PocagpasHansope
www.nevacert.ru | info@nevacert.ru

L npuna**, mm/cm,
ponyctumoe
OTKNOHeHne + 10 %
Width, mm/cm, with

tolerance, £ 10 %

m102/10.2

105/10,5

109/10,9

Lil/11.1

42

BobicTynatowau
yacTb** (npogunb
/ npoekumns),
MMm/cMm,
fonyctumoe
OTK/IOHeHMe £ 10
%

Projection with
tolerance, imn/cm %
10 %

43/4,3

45/4.5

46/4.6

47147

Macca, T,
fonycTumoe
OTK/IOHEHne = 3% /



Homep no
Katanor}'

Catalog
number

324-4325

324-4350

324-4375

Description

profile - Siltex Round
High Profile Gel Breast
Implant Cohesive |,
300 ml

Gel  breast’ ) implant
Siltex  round.  high
profile -._Siltex Round
High Profile Gel Breast
Implant=,Cohesive 11,
325 ml

Gel-.’ breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 11,
350 mi

Gel breast implant
Siltex  round, high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1L
375 ml

OnuncaHue

Siltex KpYr/ibii,
BbICOKWMIA [lpochunb ©
Siltex Round High
Profile Gel Breast
Implant  Cohesive
11300 M1

VmnnaHTat

rpygHoin  renesblii
Siltex KPYTAbli,
BbICOKOL NPOGnb -
Siltex Round High
Profile Gel Breast
Implant  Cohesive
11,325 M1

MmnnaHTtart

rpygaHOW  refieBbiin
Siltex Kpy[/ibii,
BbICOKWIA MPOdKAb -
Siltex Round. High
Profile Gel™ Breast
Implant " (Cohesive
11, 350 ‘M1

Mmnnadtar

rpyLHOVI~ reneBbli
Siltex KpYTblid,
BBICOKMIA Npodmnb -
Siltex Round High
Profile Gel Breast

O6bemM™, Mn,
ponyctumoe
OTK.10HEeHUNe £2,5%
Volume, ml, with
tolerance £ 2,5%

325

350

375

Perucrpanns MU B PocappaBraznsope
www.nevacert.ru | info@nevacert.ru

W npunHa**, mm/cm,
gonyctumoe
OrknoHcHuc + 10 %
Width, mm/cm. with

tolerance, + 10 %

115M11,5

117/11.7

120/12,0

43

BbicTn’natowas
YyacTb** ( npounab
/ npoekymnsa),
MM/CM.
ponyctumoe
OTK/IOHeHMne = 10
%

Projection with
tolerance, mm/cin £
10 %

48/4,8

49/4,0

50/5,0

Macca, r,
ponyctumoe
OTKJ/IOHeHUe + 3% /



Homep no
Kaiajoiy
Catalog
number

324-4400

324-4425

324-4450

324-4500

Description
Gel breast implant
Siltex  rounds-. high

profile - Siltex“Round
High Profile Gel Breast
Implant Cohesive I
400 ml

Gel preast implant
Siltex;~—~ftound,  high
profile=- Siltex Round
High;Rrofile Gel Breast
Implant Cohesive I,
425 ml

Gel breast implant
Siltex  round.  high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 11,
450 ml

Gel breast implant
Siltex  round.  high
profile - Siltex Round

OnucaHune

Implant  Cohesive
1 .375 mn
MmnnaHTtar
M>ygHoii  renesbli
Siltex KpYr/iblia,
BbICOKMIA Npothnsb -
Siltex Round High
Profile Gel Brcast
Implant  Cohesive
11,400 M
MmnnaHTat
rpyLHOI  reneBblid
Siltex KpPYT /b,
BbICOKMI npogunb -
Siltex Round "High
Profile Gel Breast
Implant  Cohesive
11,425 M
VmnnaHTar
rpyLHOR . reneBblii
Siltex KPYT/bliA,
BbICOKMIA.OPOUNb-
Siltex (Round High
Profile=(fcl Breast
Implants (‘ohesive
11,450 Mi
UmMnnaHTart
1PYJHOV
Siltex

renesblin
KpPYT b,

O6beM™, M,
joiiyc'iiiMOC
OTK/NOHEHME £2,5Y0
Volume, ml, with
tolerance £ 2,5Y0

400

425

450

500

Perucrpanus MU 8 Pocagpasragsope
www.nevacert.ru | info@nevacert.ru

LW npuHa**, mm/cm,
fonycTumoe
OTK/NOHeHMe + 10 Yo
Width, mm/cm, with

tolerance, + 10 %

123/123

125/12.5

127/12,7

132/13,2

44

BbicTynatowas
yacTb** (npotunb
/ npoekymns),
MM/CM,
fonycTumoe
OTKNIOHeHMe = 10
%

Projection with
tolerance, inm/cm +
10 %

51/5,1

52/5,2

52/5.2

54/5,4

Macca, ,
ponyctumoe
OTKNOHeHMe + 3% /



Homep no
KkaTtano!”
Catalog
number

324-4550

324-4600

324-4650

Description

High Profile Gel Breast
Implant Cohesive 11,
500 ml

Gel  breast~“_ implant
Siltex round, high
profile - Siltex Round
High Profile Gel Breast
Implant/ Cohesive 1L
550 ml

Gel=breast implant
Siltex’ round.  high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive 1,
600 ml

Gel breast implant
Siltex  round,  high
profile - Siltex Round
High Profile Gel Breast
Implant Cohesive Il
650 mi

OnucaHune

BbICOKMIA Npodnb -
Siltex Round High
Profile Gel Breast
Implant  Cohesive
1. 500 M1

VimnnaHTtart

rPyAHOW  reneBbiit
Siltex KpYr/ibii,
BbICOKMIA Npothuns -
Siltex Round High
Profile Gel Breast
Implant  Cohesive
ii. 550 Mi

WmnnaHtat

rpyfHo  refieBblii
Siltex KpY b,
BbICOKMiI1 Npodnnb -
Siltex Round-High
Profile Gel-Breast
Implant _Cohesive
11,600 M1

WmnnaHtar

rpyLHONA) renesblid
Siltex KpYT b,
BbICOKWIA Npodnnb -
Siltex” Round High

Profile Gel Breast
implant  Cohesive
11 650 M1

O6beEM™, M,
nonycrnMmoe
OTK/IOHEHUE £2.5%
Volume, ml, with
tolerance £ 2,5%

550

600

650

Perucrpauns MU 8 PocagpaBrapnzope
www.nevacert.ru | info@nevacert.ru

IliipHiia**, mm/cm,
ponyctumoe
OTKNOHEeHMe * 10 %
Width, mm/cm. with

tolerance, = 10 %

135/135

140/14,0

143/14.3

45

BbicTyna 10LLHH
yacTb** (npogunb
/ npoekuua),
MM/CM,
fonyctumoe
OTK/IOHeHue £ 10
%

Projection with
tolerance, mm/cm +
10%

56/5,6

57/5,7

58/5.8

Macca, T,
aonyctmmoe
OTKNOHeHNe + 3% /



BoeicTynatow,as
yacTb** ( nmpou.lb
/ npoekuuna),

Homep no (;(?HL;QAT’;I,MI\(/)T, IIIupgnia:*, rr;rg/cm, MM/ Macca, T,
N nonyctum JonycTumoe
k’(;a;z:zrgy Description OnucaHne oTKMOuMenunc =2.5% oiKJioiiemie + 10 % OT'EI?EZZTHTA“Q? " OTKNOHeHMe £ 3% /
number Volume, ml, with Width, nim/cm, with % -
tolerance £2,5% tolerance, = 10 Yo S .
Projection with
tolerance, mm/cm %
10 %
VimnnaHTtart
Gel breast implant rpyaHoii reneBblid
Siltex  round, / high Siltex KPYTbli,
324-4700 profile - Siltex Round Bbicokuii npoduns - 700 147/14.7 60/6.0
High Profile Gel'Breast Siltex Round High ' '
Implant Cohesive 11, Profile Gel Breast
700 ml Implant  Cohesive
11.700 mn
MmnnaHTtat
Gel bDbreasty, implant rpyaHoli renesblid
Siltex “round.  high Siltex KPYTNbIA,
profile((- 'Siltex Round BbICOKMiA Npodub -
324-4800 High Profile Gel Breast Siltex Rouzd(pHigh 800 1347154 63/6.3
Implant”™ Cohesive 11, Profile Gel Breast
800! ml Implant  Cohesive
11, 800 M1

*Cur:wcHo anaHOapTy-1SO 14607 npon3soonTeNb KOHTpoaupyeT 06beM umnaaHTaTa ¢ OonycT LWLbIM OTKIOHeHMeM + 2.5%. / According to ISO 14607. the manufacture
implant volume with.a'tolerance of-i- 2.5 %.

**(or.iacHo cTangapTy ISO 14607 He LW-t0>Keno CTaHLAPTHOe OTKNOHeHUe B rabapuTHbIX pasMepax MMTaHTaTa. yKkasaHo CTaHfapTHOe OTKNOHEeHWe .HI0apUTHbIX Pa3MepoB
u.Miviafiniama coraacHo TOCT 31619 - 2012./ According:to the 1SO 14607 standard there is no .standard deviation in the overall dimensions ofthe implant, the standard dev

overall dimensions o fthe implant according to GOSI 31619 - 2012 is .specified.

46

Peructpanusa MU B PocampaBramsope
www.nevacert.ru | info@nevacert.ru



WmnnaHTaT ipyaHoi reneeblid Siltex, Kpyi nbiH, cpegHuii Plus npodimnb Xtra - Siltex Round Moderate Plus Profile
breast implant Siltex round, moderate Plus profile Xtra - Siltex Round Moderate Plus Profile Xtra Gel Breast Implant
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Homep 110
K'aTanoly
Catalog
number

TMPX130

TMPXI60

TMPX190

Description

Gel breast implant
Siltex round, moderate
Plus profile Xtra.- Siltex
Round Moderate’ Plus
Profile Xtra Gel Breast
Implant. 130.ml

Gel ,breast implant
Siltex round, moderate
Plugprofile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant. 160 mi

Gel  breast implant
Siltex round, moderate
Pius profile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant, 190 ml

OnucaHne
MmnnaHTtar
rpyfHON  reneBblid
Siltex, KpPYT b,
CpeaHuin Plus
npogpunb  Xtra -
Siltex Round
Moderate Plus
Profile Xtra Gel
Breast Implants,
130 M1
NmnnaHTat
rPyLHON  renesblid
Siltex. KpYr/ibIig,
cpegHui Plus
npopunb  Xtra--
Siltex Round
Moderate Plus
Profile  Xtra-, 'Gel
Breast Implants.
160 mai
MmnnaHTar
rpyAHoONR._leneBblit
Siltex, KPYTAbii,
CpeaHnin Pius
npoguib  Xtra -
Siltex Round
Moderate Plus
Profile Xtra Gel

O6bem™, MmN,
JONYyCTUMOE
oTK.lloneHue +25®/o
Volume, ml, with
tolerance + 25®/0

130

160

190

Peructpauua MU B PocagpaBHamaope
www.nevacert.ru | info@nevacert.ru

L npuHa**, mm/cm,
ponyctmmoe
OTKNOHeHMe * 10 ®o
Width, mm/cni. with

tolerance, £ 10 'Jo

91/9.1

95/9,5

I01/tO.i

48

BoicTynatouwas
yaero** (npogunb
/ npoekuHMm),
MM/CM.
fonyctumoe
OTKNOHeHue = 10
%

Projection with
tolerance, min/cm +
10 %

31/3.1

33/3,3

35/3,5

Macca, r,
ponyctumoe
OTKNOHeHne + 3% /



Homep no
Kaia.'ioiy
Catalog
number

TMPX215

TMPX240

TMRX270

Description

Gel  breast _implant
Siltex round,,maoderate
Plus profi le Xtra - SHtex
Round Moderate Plus
Profile Xtra/Gel Breast
Implant, 215 ml

Gel~ breast  implant
Siltex round, moderate
Plus.profile Xtra *Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant. 240 ml

Gel breast implant
Siltex round, moderate
Plus profile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant. 270 ml

OnucaHune
Breast Implants,
190 M1
MmnnaHtat
(hyNHON  rene.blii
Siltex, KPYTAbliA,
CpefHuiA Plus
npopune  Xtra
Siltex Round
Moderate Plus
Profile Xtra Gel
Breast Implants.
215 mn
MmnnaHTtar
rpygaHOW  reneBbli
Siltex, KpYFAbIA,
epenHuii Plus
npopunb  Xtra
Siltex Round
Moderate Plus
Profile Xtra Gel
Breast Implants,
240 M
mnnaHtat
rpyAHOM., reneBblli
Siltex, KPYT/bliA,
CpegHnin Plus
npoumnb  Xtra
Siltex Round
Moderate Plus

O6bEM™, M,
ponycwmoc
0TIC.f0HeHWe £-2.5%
Volume, ml, with
tolerance + 2,5%

215

240

270

Peructpanusa MU B Pocappasransope
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W npuHa**, mm/cm,
aonycrumoe
OTKNOHeHUe = 10 %
Width, mm/cm, with

tolerance, £ 10 %

105/10.5

109/10,9

114/11,4

49

BoeicTynatowan
yacTb™** (npohunb
/ npoekuuns),
mMm/cm,
jonyctumoe
OTK/OHeHue* 10
%

Projection with
tolerance, mm/cm %
10 %

16/.C6 m

38/3.8

39/3.9

Macca, T,
fonyctumoe
O1KnomeHuc = 3% /



Howmep no
Kaia.'ioiy
Catalog
miniher

TMPX295

TMPX325

TMPX350

Description

Ge!  breast ~_implant
Siltex round, ‘moderate
Plus profile Xtra - Siltex
Round Maoderate Plus
Profile Xtra.Gei Breast
Implant; 295 m!

Gel-.’ breast implant
Siltex round, moderate
Plus profile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant, 325 mi

Gel  breast implant
Siltex round, moderate
Plus profile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant. 350 ml

OnucaHune
Profile Xtra Gel
Breast Implants.
270 M1
MmnnaHrat
rPyAHOI  TefeBbli
Siltex, KPYT/bIiA,
cpeaHuin Plus
npopuns  Xtra -
Siltex Round
Moderate Pius
Profile Xtra Gel
Breast Implants,
295 M1
MmnnaHTat
'PYguoii  renesbli
Siltex. KpY b,
CpeaHuin Plus
npopunb  Xtra -
Siltex Round
Moderate Pius
Profile ‘Xtra Ciel
Breast Implants.
325 mn
MmnnaHrat
rpygHoW  renesblii
Siltex;, KpYr/ibii,
CPeAHMA Plus
npopunb  Xtra -
Siltex Round

O6bem™, mn,
[ONYyCTUMOE
OTK'NMHenHex 2,5%
Volume, ml, with
tolerance + 2,5%

295

325

350

Perucrpamma MH B PocampaBHagzope
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W npuHa**, mm/cm,
nonynumoe
OTKNOHeHMe + 10 %
Width, mm/cm. with

tolerance, £ 10 %

116/11:6

119/119

122/12,2

50

BbicTynatowas
yacte** (npodunb
/ npoekyua),
MM/CM,
ponyctumoe
oTKAunNeHue = 10
%

Projection with
tolerance, mm/cm *
10 %

41/4,1

42/4.2

43/4,3

Macca, T,
jonyctumoe
OTKNOHeHNe 3% /



Homep no
KaTanory
Cataio»
number

TMPX370

TMPX405

TMPX440

Description

Gel  breast . implant
Siitex round, “moderate
Plus profile“Xtra- Siitex
Round Moderate Plus
Profile Xtra Gel Breast
Implant, 370 ml

Gel;. breast implant
Siitex round, moderate
Plus profile Xtra - Siitex
Round Moderate Plus
Profile Xtra Gel Breast
Implant. 405 ml

Gel breast implant
Siitex round, moderate
Plus profile Xtra - Siitex
Round Moderate Plus

OnucaxHune
Moderate Plus
Profile Xtra Gel
Fireas| Implants.
350 M1
VmnnaHTtart
rPyAHOW  renesbli
Siitex. KPYT b,
cpewynia Plus
npogpunb  Xtra
Siitex Round
Moderate Plus
Profile Xtra Gel
Breast Implants.
370 mn
MmnnaHTat
rpygHoli  refesslii
Siitex, KPYIbIf,
cpeaHuin Plus
npounb / Xtra -
Siitex Round
Moderate Plus
Profile =Xtra Gel
Breast Implants,
405 M1
VimnaaHTat
FPYZAHOW  renesblil
Siitex, KPYT/bIiA,
cpeaHwuiA Plus
npouns  Xtra

OobCM*, MA,
fonycTtumoe
OTK/IOHeHUe =2,5%
Volume, ml, with
tolerance + 2,5%

370

405

440

Perucrpanus MU B Pocagpasransope
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W npuHa**, um/cm,
gonyctumoe
OTK/OHeHMe = 10 %
W idth, mm/cm, with

tolerance, £ 10 %

127(12,7

128/12,8

131/13,1

51

BmeTynatowas
yacTb** ( npou.Tb
/ npoekumns),
MM/CM,
fonyctumoe
OTK/IOHeHue £ 10
%

Projection with
tolerance, mm/cm +
10 %

43/4,3

45/4,5

48/4,8

Macca, T,
aonyctumoe
OTKNOHEHME + 3% /



Homep no
KaTa.lry
Catalou
number

TMPX490

TMPX545

TMPX605

Description

Profile Xtra Gcl Breast
Implant. 440 mi

Gel  breast*~ implant
Siltex round, moderate
Plus profile-Xtra mSiltex
Round /‘Moderate Pius
Profile/Xtra Gel Breast
Implant-490 mi

Gel' breast implant
Siltex round, moderate
Plus profile Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implant, 545 ml

Gel breast implant
Siltex round, moderate
Plus profile Xtra - Siltex
Round Moderate Plus

OnucaHne
Siltex Round
Moderate Plus
Profile Xtra Gel
Breast Implants.
440- M1
MmnnaHTar
rpyLHOI  refeBblit
Siltex, KPYT b,
CpegHuniA Plus
npogun  Xtra -
Siltex Round
Moderate Plus
Profile Xtra Gel
Breast Implants,
490 mn
MmnnaHTa!
royaHom  TeEBbIN
Siltex, KpyT b,
cpegHuii Plus
npocune -Xtra -
Siltex Round
Moderate Plus
Profile/_Xtra Gel
Breast Implants.
545/Mn
AmMRnaHTar
rpyal«oil  reneBbii
Siltex, KpPYT b,
cpeaHuin Plus

Oorn.em*, mn;
fonyctumoe
OTK/NIOHEHNe £2,5%
Volume, ml, with
tolerance* 2,5%

490

545

605

Perucrparus MU B PocampaBaanzope
www.nevacert.ru | info@nevacert.ru

W npuHa**, mm/cm,
ponyctumoe
OTK/IOHeHne * 10 %
Width, mm/cni, with

tolerance, £ 10 %

136/13,6

141/14.1

144/14.4

52

BoicTynatowas
yacTb** (npotunb
/ nj)oekuyua),
Mm/cMm,
fonyctumoe
OTK/NOHeHne = 10
%

Projection with
tolerance, mm/em *
10 %

48/4,8

50/5.0

53/5,3

Macca, T,
ponyctumoe
OTK/IOHEHUE £ 3% /



Bbiclynatowas
yaclb** (npodunb
/ npoekumn),

o ) Mo, M
A
Karanor Description OnucaHune O0TK.10He>Le +2.5Y0 WKNoHeHne + 10 % fponycrumoe orknunexHue 3% /
Catalog 7 . . OTK/NIOHeHMe = 10
number Volume, ml, with Width, mm/cm, with %
tolerance + 2.5% tolerance, + 10 % - .
Projection with
tolerance, inin/cm *
10 %
Profile Xtra Gel Breast~ npogun Xtra -
Implant, 605 ml Siltex Round
Moderate (*lus
Profile Xtra Gel
Breast Implants,
605 M1
Mmwuwrar
rpygHOW  renesblid
Gel breast™~ implant Siltex. KPYTbIiA,
Sillcex round, moderate cpegHuit Plus
Plus profile.-Xtra - Siltex npoduns  Xtra
TMPX645 Round ~Moderate Plus  Siltex Round 645 1150 53/53
Profile Xtra Gel Breast Moderate IMUs
Implant, 645 ml Profile Xtra _ Ciel
Breast Implants,
645 MN
WmnnaHtat
rPygHOR  refieBblid
Gel breast implant Siltex, KRYT NbIiA,
Siltex round, moderate cpegHwuit Plus
Plus profile Xtra - Siltex  npocune: (_Xtra
TMPXT55 Round Moderate Plus Sillcx Round 755 157/115,7 56/5,6
Profile Xtra Gel Breast Moderate Plus
Implant. 755 ml Profile- . Xtra Gel
Breast Implants,
755 mn

*CornacHo cTaHgaapTy ISO 1460" NpoTBOAUT Cib KOHTPONMPYeT 00bEM MU TAHTHUTA C AONYCTUMbIM OTKIOHEHWEM * 2,5%. WAccording (0 ISO bleO™. the manufacture
implant volume with a tolerance of+2.5 Yo

53
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pasmepax uunnaHTaTa. ykasaHo CTaHAapTHOe OTK/OHeHNe rabapuTHbIX pasMepos
s no standard deviation in the overall dimensions ofthe implant, the standard dev
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Homep MJ
Karanory
Catalog
number

THPX150

THPX175

MHPX200

THRX230

Description

Gel breast implant
Siltex round, high
profile Xtra - “Siltex
Round  High  Profile
Xtra Gel Breast
Implant, 150 ‘mi

Gel breast implant
Siltex /round.  high
profile,/~Xtra - Siltex
Round-—~High Profile
Xtra Gel Breast
Implant, 175 ml

Ge)  breast implant
Siltex round, high
profile Xtra - Siltex
Round High Profile
Xtra Gel Breast
Implant, 200 ml

Gel breast implant
Siltex  round.  high
profile Xtra - Siltex
Round High Profile

OnwucaHue

MmnnaHTtat
rpygHoin  renesblii
Siltex, KpYTbliA,
BbICOKWUIA  Npounb
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants. 150 mn
MmnnaHTat
MMyoHOA  reneBblid
Siltex, KPYT b,
BbICOKMIA  MPOtusb
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants. 175 mn
VmnnaHTtar
PPYIHO/  reneBbiii
Siltex, KpYT b,
BbICOKMWIA . IPOGnNb
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants;>200 mn
mpnaHTat
IpyAHOI  renesblit
Siltex, KpYr/ibii,
BhicoKtiH npodunb
Xtra - Siltex Round

O6bem™, M,
Jonyctumoe
OTK/IOHeHne £2,5%
Volume, ml, with
tolerance £ 2,5%

150

175

200

230

Peructpanus MU B Pocagpasragzope
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IliipHiia**, mm/cm,
ponyctnmoe
OTKNOHeHMe * 10 %
Width, mm/cm, with

tolerance, = 10 %

84/8,4

90/9,0

94/9,4

98/9,8

56

BbicTynatouias
yactb** { npothnnb
/ 11])neKkunHN),
MM/CM,
NIONyCTHMOE
OTK.loHeunc = 10
%

Projection with
tolerance, mm/cm *
10%

42/4.2

44144

45/4,5

48/4,8

Macca, T,
aonycTmmoe
OTKNOHeHne £ 3% /



Howmep no
Karanor>'

I atalog
number

TI1PX255

THPX285

THPX325

THPX340

Description

Xlra Gel Breast
Implant. 230 ml

Gel  breast [implant
Sillcx  round; high
profile Xtra-, == Siltex
Round High-" Profile
Xtra Gel Breast
Implant, 255-ml

Gel /breast implant
Siltex " round.  high
profile® Xtra - Siltex
Round High Profile
Xtra Gel Breast
Implant. 285 ml

Gel  breast implant
Siltex  round,  high
profile Xtra - Siltex
Round High Profile
Xtra Gel Brca.st
Implant, 325 mi

Gel breast implant
Siltex  round, high

OnucaHune

High Profile Xtra
Gel Breast
Implants. 230 mn
VimnnaHTar
rPYLHOA  reneBblIit
Siltex, KPYT/bliA,
BbICOKMIA Npogub
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants, 255 mn
VimnnaHTat
rPyLHOA  reneBblid
Siltex. KpYTAbIi,
BbICOKMIA  Npodinsib
Xtra - Siltex Round
High Profile./Xtra
Gel Breast
Implants. 285=\ui
VmnnaHTat
rPyAHON-~ TeNneBbli
Siltex, KpYr/bliA,
BbICOKMA” NpodLLTb
Xtra = Siltex Round
High /{Profile Xtra
Gel Breast
Implants, 325 mn
VmlwaHTat

rpyfHO  reneBblit

O6bem™, mn,
fonycTumoe
OTKNOHEHMe £2,5%
Volume, ml, with
tolerance + 2,5%

255

285

325

340

Perucrparusa MU B Poc3gpaBransope
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L npuHa**, mm/cm,
Jonyctumoe
oiKJioiieimc + 10 Vo
Width, mm/cm, with

tolerance, £ 10 %

101/10.1

105/10,5

108/10.8

Lt/

57

Bbiciynatowasn
yacTb™** (npogunb
/ npoekuyunsa),
MM/CM,
JonyctuMmoe
OTKNOHeHue = 10
%

Projection with
tolerance, mm/cm i
10%

49/4,9

51/5,1

54/5.4

54/5.4

Macca, T,
ponyctumoe
oi KnoneHuc + 3% /



Homep no
Katanuwy
Catalog
number

THPX365

THPX405

THRX425

Description
profile Xtra - Siltex
Round Higli  Profile
Xira Gd Breast
Implant. 340 ml
Gel  breast~" implant
Siltex  round.  high
profile Xtra, - Siltex
Round “High Profile
Xtra Gel Breast
Implant..365 ml
Gel ™~ breast implant
Siltex round, high
profile Xtra - Siltex
Round High Profile
Xtra Gel Breast
Implant, 405 ml
Gel breast implant
Siltex  round, high
profile Xtra - Siltex
Round High Profile
Xtra Gel Breast
Implant, 425 mi

OnwucaHne

Siltex, KPYTAbIiA,
BbICOKWIA Npoub
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants, 340 mn
MmnnaHtar
lpyfHO  reneBblit
Siltex. KPYT b,
BbICOKMIA  Npothunsib
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants. 365 mn
MmnnaHTar
rpyLHON  refieBeiin
Siltex, KPY.FAbIiA,
BbICOKWIA  mpodhuib
Xtra - Siltex"Round
High Profile Xtra
Gel Brea.st
Implants;405 mn
Mmnoarar
rpyaHoil " lcneBblid
Siltex, KPYTbliA,
BBICOKMIA Npothunb
Xtra - Siltex Round
High Profile Xtra

Ob6beM™, M,
nonycrumoe
OTKNOHeHNe =2 5%
Volume, ml, >vith
tolerance + 2,5%

365

405

425

Perucrpanus MU B PocagpaBragsope
www.nevacert.ru | info@nevacert.ru

W wnpuHa**, mm/cm,
nonycrumoe
O'IKJioiieiiiie £ 10 Vo
Width, mm/cm, with

tolerance, £ 10 %

114/11,4

116/11.6

119/11,9

58

BobicTynatowas
yacTb** ( npohunnb
/ npoekuns),
MM/cM,
fonyctumoe
01KJ/101{elllic + 10
%

Projection with
tolerance, inm/cm *
10%

55/5,5

59/5,9

58/5.8

Macca, T,
nonycrnmoe
oTKNoHeHue + 3%/



Howmep no
Katanor”™’
('atalog
number

THPX455

THFX470

THPX515

1HPX570

Description

Gel breast implant
Siltex  round..._ high
profile Xtra -/ Siltex
Round High“_ Profile
Xtra Gel Breast
Itnpiant, 4557in!

Gel breast implant
Siltex.—=round,  high
profile-, Xtra - Siltex
Round, High Profile
Xtra Gel Breast
Implant, 470 ml

Gel breast implant
Siltex  round.  high
profile Xtra - Siltex
Round High Profile
Xtra (iel Brea.st
Implant, 515 ml

Gel breast implant
Siltex  round, high
profile Xtra - Siltex

OnucaHune

Gel Breast
Implants, 425 mn
MmnnaHTar
rPpyAHONM  reneBbli
Siltex, KPYT/bIiA,
BbICOKMI  Mpodnnb
Xtra - Siltex Round
High Profile .Xtra
Gel Breast
Implants. 455 mn
MmnnaHTar
rPyAHOWA  renesblid
Siltex, KPYTAbIiA,
BbICOKMIA npodunb
Xtra - Siltex Round
High Profile ( Xtra
Gel Breast
Implants, 470-mn
VimnnaHTar
|pyaHo _Fenesbiit
Siltex, " (KpyrnbliA.
BbtcoKifil npodnnb
Xtra -(Siltex Round
lligh/~Profile Xtra
Gel Breast
Implants. 515 mn
MmmnaHTaT
rpysHoi
Siltex,

renesbli
KPYTNbliA.

O6beM™, M/,
gonyctumoe
OTK/IOHEHUE £2,5%
Volume, ml, with
tolerance +2/5%

455

470

515

570

Perucrpauns MU 8 PocagpaBuansope
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W npuHa**, mm/cm,
gonyctmmoe
OTKNOHeHue * ) %
Width, mm/cni. with

tolerance, £ 10 %

121/12,2

123/12.3

126/12,6

132/13.2

59

BoicTynatowanm
yacTb™* (npodu.Tb
/npoekuuns),
MM/CM,
pjonycTtumoe
OTKNOHeHue * 10
%

Projection w'ith
tolerance, mm/cm %
10 %

60/6,0

59/5,9

62/6,2

63/6,3

Macca, T,
ponyctumoe
OTK.loHeHue £ 3Yo/



Homep no
Katanory
Catalog
number

THPX620

THPX680

THPX725

Description
Round High Profile
Xtra Gel Breast
Implant, 570 ml
Gel  breast ““implant
Siltex  round, high
profile Xtra '- Sillex
Round High Profile
Xlra Gel Breast
Implant; 620 ml
Gel/ ~breast implant
Siltex, round. high
profile Xtra - Siltex
Round High Profile
Xtra Gel Breast
Implant. 680 ml
Gel breast implant
Siltex  round, high
profile Xtra - Siltex
Round High Profile
Xtra (Jel Breast
Implant. 725 ml

OnucaHue

BbICOKMI  Npodub
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants. 570 mn
MmnnaHTar
rPpyAHOWA  reneBblii
Siltex, KPYT b,
BbICOKWIA npodub
Xtra - Siltex Round
High Profile Xtra
Gel Breast
Implants, 620 mMn
MmnnaHTal
rpyAHOW  reneBbid
Siltex, KpPYFbIi,
BbLICOKUIA  Npodwb
Xtra - Siltex Round
High Profile. Xtra
(iel Breast
Implants. 680 mn
VimnnaHTar
rPYAHOWA ) reneBblii
Siltex, KPYTAbliA,
BbICOKWUIA npodunb
Xtra.* Siltex Round
High~ Profile Xtra
Gel I"reast
Implants, 725 mn

O6bvem™, mn,
JOMyCTUMOE
orknovennex-2,S%
Volume, ml, with
tolerance + 2,5%

620

680

725

Peructpanus MU B PoczngpaBHanzope
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L H[)HHa**, mm/CM,
gonyctumoe
oTknonenne + 10 %
W idth, nim/cm, with

tolerance, + 10 %

134/13:4

140/14,0

145/14.5

60

BbicTynatowan
yacTb** (npounb
/ npoekumns),
MM/CM.
fonyctumoe
OTK/IOHeHMe £ 10
%

Projection w'ith
tolerance, inm/cm %
10 %

65/6,5

66/6,6

67/6,7

Macca, T,
aonyctuMmoe
OTKNOHEeHUe + 3% /



BbicTynatouwas
yacTb** (npogunb
/ npoekuuna),

HuiMep n o O6beM™, M W npuHa**, mm/cm, Mm/em Macca, r,
K*aia:ioi> Descriti /flo"'yCTV'M‘)e . . ..L_lolli'ly_?l'UMOG nomycrm;loe 4onycTumoe
(‘ataiog iption OnucaHue UrK IOI'IeI'II/Ie'._F 2,5% oiK;ioiieiiiie * 10 % OTKIIOHEHME * 10 OTK/IOHEHMe + 3% /
number Volume, ml, with Width, mm/cm, with y
tolerance + 2(5% tolerance,* 10 % A
Projection with
tolerance, mm/cm +
10%
MmnnaHtat
Gel breast implant rpyaHoii  renesbiii
Siltex round, high Siltex, KPYTAbliA,
profile Xtra -(Siltex Bbicokuii npotunb
THPX765 765 147/14.7 6716,7

Round High _Pm)Mle Xtra - Siltex Round

Xtra Gel Breast High Profile Xtra

Implant, 765 .ml Gel Breast
Implants, 765 mn

ry 17 A<xr CellCll «V wn: IttHfinjuk. 44* C

t \% !
implani volume nith a tolerance of+ 2.5 %.
**CoelicHo cmauoapmy 1$0-14607 He 3T0->Keno CTaHAapTHOE .OTKNOHEHNE a pabapuTHbIX pasMepax-uKTUTTUTA, yKasaHo cnHOapniuoe 0TKIOHEHWe rabapuTHbIX pa3MepoB

nmavaHTaTa cornacHo | (KT 31619 - 2012.- According to the ISO*14607 standard there is no standarddeviation in the overall dimensions ofthe implant, the standard dev
overall dimensions o fthe implant according to (JOST 31619 - 2012’ is specified.

61
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MpuHagnexHocTn / Accessories
JeMoHCTpaLMoHHbIe 06pa3Lbl it0 TEXHUYECKUM XapaKTepucTnKam NONHOCTHH0 COOTBETCTBYHOT aHAIOMMUYHbIM UMMNIAHTUPYEMbIM 06pasLam.
Demo samples fully coirespond to similar/implantable samples in terms ofitechnical characteristics.

Ta6nmua 1-Co001BeTC rBHe AeMOHCTPALMOHHbIX 06Pa3L0B C MMNNAHTARYEMbIMMW.

Aplukyn (kog
n3genuns)
Article (product
code)

D354-2251

D354-3251

D354-3501

D354-4225

D354-4300

llaiiMCHonaHHe/Description

VimnnaHlar rpygHoii renesblii Siltex Kpyrnbiii, cpegHuid Plus npoguns -
Siltex Round. Moderate Plus Profile Gel Breast Implant Cohesive I
Demo- HecTCpuAbNbIi 4EMOHCTPALMOHHLIN 06paseL;-225 M
SiltexSiltexSiltex Round Gel Breast Implant, Moderate Plus Profile -
Siltex Round Moderate Plus Profile Gel Breast Implant (‘ohesive | Demo
- non-sterile demo sample, 225 ml

VimnnaHTaT rpyaHoin renesblii Siltex KpyigbiH,(CpeaHnii Plus npogunb -
Siltex s-Round Moderate Plus Profile Gel Breast Implant Cohesive 1
Demo=-HecTepusbHbIA 4eMOHCTPaLMOHHbIAQbpasel, 325 mn
SiltexSiltexSiltex Round Gel Breast Implant, Moderate Plus Profile -
Siltex)Round Moderate Plus Profile Gel Breast Implant Cohesive | Demo
-/non-sterile demo sample, 325 ml

MMnnaH3a3 |pynHoli renesblid Siltex Kpyrablid, cpegHunii Plus npodwuns -
Siltex Round Moderate Plus Profile_Gel Breast Implant Cohesive |
Demo- HeCcTepUnbHbIA AeMOHCTPaLMOHHbIV 06pasel, 350 ma
SiilexSillexSillex Round Gel Breast/Implant, Moderate Plus Profile -
Siltex Round Moderate Pius Profile. Gel Breast Implant C'ohesive 1Demo
- non-sterile demo sample, 350 ml

VimnnaHrar rpygHoi rcnesbu! /Siltex Kpyrnablii, BbICOKMIA npodunib =
Siltex Round High Profile Gel “Breast Implant Cohesive I Demo! .-
HEeCTEePUbHbIN JEMOHCTPaLMOHHbIV 06pasel. 225 mn

Gel breast implant Siltex round,high profile - Siltex Round High Profile
Gel Breast Implant Cohesive .l Demo - non-sterile demo sample. 225 m!
WmMnnaHTaT rpygHoii renesblil Siltex Kpyrnblid, BbICOKWIA npodunb -
Siltex Round High Profile Gel Breast Implant Cohesive ! Demo -
Hec!Y:punbHbIN [EMOHCTPALUOHHLI 06pasel, 300 mn

Perucrpauua MU B PocagpaBHamsope
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APTUKYN (K0,£|I IlaiiMCMOBaiiiie/Descriptiun
n3genns)
«Article (product
code)
VIMruwHras rpygHom renesblii KPYTAblil cpegHuii npounb
Siltex Round Moderate Plus
354-2251 w

Gel breast implant Siltex round, moderate Plus profile
Moderate Plus Profile Gel Breast Implant Cohesive |

WmMnnanTat rpyfHoi renesbiit KPYr/iblA CpefHUiA npogunb
Siltex Round Moderate Plus
M
354-3251 . . .
Gel breast implant Siltex round, moderate Plus profile
Moderate Plus Profile Gel Brea
HMrrnaHTar rpyAHoii renesblii KPYr/bliA cpefHuii npogrrnb
Siltex Round Moderate Plus
M
354-3501 . . . .
Gel breast implant Siltex round, moderate Pius profile
Moderate Plus Profile Gei Brea
Wmnnarrtat rpyaHoi reneBblit Siltex Kpyrblid, BbICOKWIA Npogunb
Siltex Round High Profile Gel Breast Implant Cohesive 1 225 mn
354-4225
Gei breast intplant Siltex round, high profile
Gel Breast Implant Cohesive 1
HMirjtaHTar TPY/Nrroin renesblii Siltex KpyrnbiiA, BbICOKUIA Mpogunb
354-4300 Siltex Round High Profile Gel Breast Implant Cohesive I, 300 mn



Apwkyn (kog
n3genuns)
Acrticle (product
code)

D354-4325

D354-4350

D354-5240

D354-5350

DTHPX255

D'mP X285

llaiiMeiioBamic/Dcscription

Gel breast implant Siitex=round, liigh profile - Siltex Round High:Profile
Gel Breast Implant Cohesive 1Demo - non-sterile demo sample; 300 ml
MmMnnaHTaT rpyfHoi Tenesblidi Siltex Kpyrablid, BbICOKWIA/TpOhunb -
Siltex Round High=Profile Gel Breast Implant Cohesive-1 Demo -
HeCTepW/bHbIA eMOHCTPaLMOHHBIA 0bpasew, 325 mn

Gel breast implant Siltex round, high profile - Siltex Round‘High Profile
Gel Breast Implant‘Cohesive | Demo - non-sterile demo sample, 325 ml
MmnnaHTaT rpygHoin renesblil Siltex Kpyrnblid, BbicaKWini npoduib -
Siltex Round~Higli Profile Gel Breast Implant Cehesive | Demo -
HeCTepUIbHLIA-LEMOHCTPaLMOHHbI 06pasel, 350 Ma

Gel breast implant Siltex round, high profile - Siltex-Round High Profile
Gel Breastlmplant Cohesive | Demo - non-sterile-demo sample, 350 ml
WmnnanFat 'pyaHoN renesblil Siltex Kpyrnblii, cynepnbicokuidi Npodub
- Siltex.Round Ultra High Profile Gel Breast Implant Cohesive | Demo -
HeCTEPUbHbIN JEMOHC3 PaLNOHHbIA 06paszeL 240 mMn

Gel breast implant Siltex round, super high profile - Siltex Round Ultra
High=Rrofile Gel Breast Implant Cohesive~1 Demo - non-sterile demo
sample. 240 ml

VIMAnaHTaT rpygHoii renesblii Siltex KpyFablid, cynepBbICOKMiIA Npotnib
- Siltex Round Ultra High Profile Gel Breast Implant Cohesive | Demo -
HECTEPUIbHbIA JEMOHCTPaLMOHHbIA obpasel. 350 mn

Gel breast implant Siltex round, superhigh profile - Siltex Round Ultra
High Profile Gel Breast implant Cohesive | Demo - non-sterile demo
sample, 350 ml

MMnnaHTaT rpygHoii leneBbiM Siltex: Kpyrblid, BbICOKWI Npodunab Xtra
- Siltex Round High Profile/Xtra Gel Breast Implants Demo -
HeCcTepuNbHbIA 1eMOHCTPALMOHHbI 06pasel, 255 Mn

SiltexSiltexSiltex Round Gel Breast Implant, High Profile Xtia - Siltex
Round 1ligh Profile Xtra Gel Breast Implants Demo - non-sterile demo
sample. 255 ml

ViMnnaHTaT rpyfHoli renesslid Siltex. Kpyrnblid, BbICOKUIA npoduab Xtra
- Siltex Round High4Profile Xtra Gel Breast Implants Bemo -
HeCTEpW/bHbIA eMOHCMLLMOHHbIA 06pasel, 285 mn

Perucrpanus MU B PocagpasHagsope
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ApTukyn (Kog
n3genmm)
Article (produc
code)

354-4325

354-4350

354-5240

354-5350

THPX255

THPX285

t
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HanmeHoBaunwne/Descriptinn

Gel breast implant Siltex round, high profile

Gel Breast Implant Cohesive |

WmnnaHTaT rpygHoin renesblii Siltex Kpyrablid, BbICOKMIA npoduib
Siltex Round High Profile Gel Breast Implant Cohesive 1. 325 mn

Gci breast implant Siltex round, high profile

Gel Breast Implant Cohesive 1

MmnnaHlaT rpygHoi renesblidi Siltex Kpyrablid, BbICOKWMIA MNpothnib
Siltex Round High Profile Gel Breast Implant C'ohesive I, 350 mn

Gel breast implant Siltex round, high profile

Gel Breast Implant Cohesive 1

MmnnaHTa! rpygHoW renesbliit KPYrAblli CynepBbICOKMI Npothnb
- Siltex Round Ultra High Profile Gel Breast Implant Cohesive 1 M

Gel breast implant Siltex round, super high profile
High Profile Gel Breast Imp

MmnnaHsa! rpygHoli renesblii KPYT/iblii CynepBbICOKUM Npodnib
- Siltex Round Ultra High Profile Gel Breast Implant Cohesive 1 M

Gel breast implant Siltex round, super high profile
High Profile Gel Breast Implant C'ohesive |

Siltex Round Gel Breast Implant, High Profile Xtra
Profile Xtra Gel Breast Implants M

MimnnaHTaT rpyfHoi renesblin Siltex, Kpyrablid, BbICOKKiA npotnab Xtra
- Siltex Round High Profile Xtra Gel Breast Implants

Siltex Round Gel Breast Implant, High Profile Xtra
Profile Xtra Gel Breast Implants M



JNIpTHK>'N (Kog
n3genuns)
Acrticle (product
coe)

DTHPX325

D1HPX340

MrmpPXx365

DTHPX405

DTMPX240

DTMPX270

lloHMCHOBamie/Description

SiltexSillexSiltex Round Gel Breast Implant. High Profile Xtra.- Siltex
Round High Profile Xtra’Gel Breast Implants Demo non-sterilc’demo
satnple, 285 ml

MMnnaHTaT rpyaHoil renesblii Siltex. Kpyrnblid, BbICOKWIA npedunb Xtra
- Siltex Round  High Profile Xtra Gel Breast Implants Demo -
HeCcTepunbHbI AEMOHCTPALMOHHBIA 06pasell. 325 mn
SiltexSiltexSiltex_Round Gel Breast Implant. High Profile  Xtra - Siltex
Round High Profile Xtra Gel Breast Implants Demo -_non-sterile demo
sample, 325 ml

WminlaHtcl rpyaHoi leneBbiii Siltex. Kpyrabiii, BbICOKMIA npothmab Xtra
- Siltex Round High Profile Xtra Gel Breast Implants Demo -
HecTepu/bHbIVE eMOHCTPaLMOHHbI o6pasell, 340 mn

SiltexSiltexSiltex Round Gel Breast Implant, High) Profile Xtra - Siltex
Round High Profile Xtra Gel Breast Implants’ Demo - non-sterilc demo
sample,.340 mi

MMibiaHiar rpygHoii renesbiii Siltex, Kpyrnsii, BbicOKUiA npodmnb Xtra
- Siltex Round High Profile Xtra Gel=Breast Implants Demo -
HecTepW/bHbIV LEMOHCTPALMOHHBIA 06pasel, 365 mn

SiltexSiltexSiltex Round Gel Breast Implant, High Profile Xtra - Siltex
Round High Profile Xtra Gel Breast Implants Demo - non-stcrilc demo
sample, 365 ml

MmnnaHTaT rpygHoii renesblii Siltex, Kpyrnblil, BEICOKMIA Npodunb Xtra
- Siltex Round High Profile Xtra~Gel Breast Implants Demo -
HeCTepUNbHbIV LEMOHCTPaLMOHHbIAQ6pasel, 405 mn

SiltexSiltexSiltex Round Gel Breast.Implant, High Profile Xtra - Siltex
Round High Profile Xtra Gel Breast Implants Demo - non-sterile demo
sample, 405 mi

MmMnnaHTaT rpygHoii renesblit Siltex. kpyrnbiii, cpegHuid Plus npognnas
Xtra - Siltex Round Moderate) Plus Profile Xtra Gel Breast Implants
Demo - HecTepubHbIA AeMOHETPaLMOHHbIN 06pasel,. 240 mn

Gel breast implant Siltex round, high profile - Siltex Round High Rrofile
Gel Breast Implant Cohesive 1Demo - non-sterile demo sample;:240 ml
MmnnaHTaT (pygHoM (eneBbiin Siltex. Kpyrnbiid, cpegHuii Plus-Apodunb
Xtra - Siltex Round Moderate Plus Profile Xtra Gel Breast Implants
Demo - HecTepUAbHbIA 4EMOHCTPaLMOHHbIA 06pasel, 270 mij(

Perucrparua MU B Pocagpasranzope
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NpTkyn (kon
nsgenus)

Article (product

code)

M1PX325

THPX340

THPX365

THPX405

TMPX240

TMPX270
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IlaitMCHOBaHiic/Dcscriptinn

MmnnanTat rpyg((oii renesbii Siltex. kpy(nb(i1. BoicokuiA npod((nb Xtra
- Siltex Round High Profile Xtra Gel Breast Implants

Siltex Round Gel Breast Implant, High Profile Xtra
Profile Xtra Gel Breast Implants Mn

MmnnaH3aT (pygHoii (eneBblid Siltex, KpyrnbH3, BbICOKKIA npodnnb Xtra
='Siltex Round High Profile Xtra Gel Breast Implants

Siltex Round Gel Breast hnplant. High Profile Xtra
Profile Xtra Gel Breast hnplants mi(

ViMnnaHTaT rpygHoii reneblii Siltex. KpyrabliA, BbICOKWI npodn.Ub Xtra
- Siltex Round High Profile Xtra Gel Breast Implants

Siltex Round Gel Breast Im
Profile Xtra Gel Breast hnplants Mn

Mmnna((tat rpygHoii renesblli Siltex, KpyrabliA, BbICOKMA ((podu.ub Xtra
- Siltex Round High Profile Xtra Gel Breast Implants

Siltex Round Gel Breast hnplant. High Profile Xtra
Profile Xtra (icl Breast hnplants Mn

VmnnanTat rpya((oii renesbiit Siltex, kpyrn(»IW, Bbicokuit npodunb Xira
- Siltex Round High Profile Xtra Gel Breast Implants

MmnnaHTat rpyaHoii renesbiii Siltex, kpyrnbiii, cpegHuii Plus npod((nb
Xtra - Siltex Round Moderate

M

Gel breast implant Siltex round, moderate Plus profile Xtra

Moderate Plus Profile Xtra Gel Breast Implant

Wmnna((tat rpygHoit renesoliin Siltex, kpyrabiid, cpcn((MH Plus npo(JH3nb
Xtra - Siltex Round Moderate

M



Nprukyn (kog
H3[,CNWNH)
Article (product
code)

DTMPX295

DTMPX325

DTMPX350

DTMPX370

Havnmenubanunc/Dcescriptiun

Gel breast implant Siltex-round, high profile - Siltex Round High:Profile
Gel Breast Implant Cohesive 1Demo - non-sterile demo sample; 270 ml
WmnnaHTaT rpygHoii tonesblli Siltex, kpyrablid, cpegHuii Plus,npotunb
Xlra - Siltex Round-Moderate Plus Profile Xira Gel Breast Implants
Demo - HecTepubHbIl [EMOHCTPaLMOHHBIA 06pasel, 29/5-MA

Gel breast implant Siltex round, high profile - Siltex Routid/High I'rofile
Gel Breast Implant’‘Cohesive | Demo - non-sterile demo sample. 295 mi
MmnnaHTaT rpyaHoit renesblit Siltex, Kpyrnblii, cpeauuld Plus npodunb
Xtra - Siltex-Round Moderate Plus Profile Xtra Gel Breast Implants
Demo - HecTepWbHbLIA AEMOHCTPALMOHHBIA 06pasew:325 mn

Gel breast implant Siltex round, high profile - Siltex-Round High Profile
Gel Breastslmplant Cohesive 1Demo - non-sterile-demo sample. 325 ml
WM\|nnaHFaT TpyaHOW renesblid Siltex, kpyrabli,“epegHuii Plus npogunb
Xtra - Siltex Round Moderate Plus Profile ‘Xtra Gel Breast Implants
Demo/="HecTepu/ibHbIil JEMOHCTPALMOHHbI oBpasel,. 350 Mn

Gel breast implant Siltex round, high profile‘= Siltex Round High Profile
Gel ‘Breast Implant ("ohesive | Demo - non-steriic demo sample. 350 ml
MMnnaHTaT rpygHoii renesbiii Siltex, Kpyrasiii, cpegHuii Plus npodunb
Xtra=- Siltex Round Moderate Plus Profile Xlra Gel Breast Implants
Demo - HeCTEPUNbHbIA 4EMOHCTPaLNOHHBIA 06pasel,. 370 mn

Gel brea.st implant Siltex round, high profile - Siltex Round High Profile
Gel Breast Implant Cohesive 1Demo.-=non-sterile demo sample, 370 mi

Perucrpanus MU B Pocagpasrangsope
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ApTukyn (Kog
nsgenns)
Article (produc
code)

FMPX295

IMPX325

TMPX350

TMPRXS370

t
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HHumeHoBaHuMe/Description

Gel breast implant Siltex round, moderate Plus profile Xtra

Moderate Plus Profile Xtra Gel Breast Implant

MimnnaHTat |pyaHol renesblin Siltex, KpyTnbiid, cpegHuii Plus npodwmnb
Xlra - Siltex Round Moderate

Mn

Gel breast implant Siltex round, moderate Plus profile Xtra

Moderate Plus Profile Xtra Gel Breast Implant

MmnnaHTaT rpyaHoli renesblid Siltex, Kpyrnbiii, cpegHunin Plus npodwmnb
Xlra - Siilex Round Moderate

Mn

Gel breast implant Siltex round, mo

Moderate Plus Profile Xtra Gel Breast Implant

MmnnaHTat rpyaHoli renesblid Siltex, kpyrnbii, cpegHum Plus npoguns
Xtra - Siltex Round Moderate

Mn

Gel breast implant Siltex round, mo

Moderate Plus Profile Xtra Gel Breast Implant

WmnnaHua! rpyaHoii renesbiin Siltex, kKpylnblid. cpegHuid Plus npodunb
Xtra - Siltex Round Moderate

M

Gel breast implant Siltex round, moderate Plus profile Xtra

Moderate Plus Profile Xtra Gel Brea.st Implant



MEPEYEHbL N ONMMNCAHWE MATEPWUANOB N3rOTOBJIEHNA

MW

HanmeHoBaHue
O6o0no4Ka

HanonHuTtens

TekcTyprpoBaHue
liaknagka

N aeHTugrkaymoHHas
meTKa (JlazepHas
MapKMpPOBKa)
MokpbiTHe

Matepunan MU
mapKa/ obwan hopmyna

OnuH GapbepHblit cnoiiinonuandeHnncunoKcaHa. nomMeLl,eHHbIi
MeXAy ABYMS CMOAMU-NONNAVMETUICUIOKCAHA
UyBcTBUTeNbHAA “FeneBas cuctema Medical
(Cohesive I* or Cohesive 11**)

3nacTomep BbICOKOW CTENEHN KOHCUCTEHLMM
OnunH 6apbepHbIiA, CNo NoNNANGEHNICUNIOKCAHA, MOMELEHHbI
MeXnay [ABYMS.CMOAMM MOAMAUMCTUNCUIOKCAHA B COMETAHHH C
371aCTOMEepPOM BbICOKOW CTeneHn KOHCUCTeHUun/

Implant ~(irade

?3nacTomcp. BbICOKOW CTeneHn KOHCUCTEHUMN

[vcnepcroHHoe NOKpbITUE

*Cohesive 1HcrnonbayeTcs 41 BapuaHTOB UCOOMHEHMWS:

e WmmAnaHTat  rpyaHon reneBbIi Siitex KPYTbIiA,
cynepsbICOKMA npodmnb - Siltex Round-Ultra High Profile
Gel Breast Implant Cohesive 1

e /._WmnnaHTaT rpygHoii renesolin Siltex Kpyrabiii, cpegHunin Plus
npodunb - Siltex Round Moderate=Plus Profile Gel Breast
Implant Cohesive .

7 MMWWHTAT rpyaHOW renesblid «Siltex Kpyrablid, BbICOKMUIA
npodunb - Siltex Round High=Profile Gel Breast Implant
Cohesive |I.

e lMnnaHTaT rpyaHoi renesbiid Siltex, KpyrnbliA, cpefHWii
Plus npogunb Xtra - Siltex/Round Moderate Plus Profile
Xtra Gel Breast Implants.

e WmMnnaHTaT rpyaHon remesbiii Siltex, KPyr/blid, BbICOKWI
npothmnb Xtra - Siltex Reund High Profile Xtra Gel Breast
Implants.

**Cohesivc 11 ucnonb3yeTcs A1 BapmaHTOB UCMONTHEHUS;

e WmnnaHTaT- rpyAHoN FeneBeblin Siltex Kpyrblii, cpegHuin Plus
npogunb - Siltex Round Moderate Plus Profile Gel Breast
Implant Cohesive-ll.

e VIMnnaHTaT rpyAHoW renesblii Siltex Kpyrnablid, BbICOKWA
npogunb « Siltex Round High Profile Gel Breast Implant
Cohesive IlI.

Peructpanua MU B PocagpasHagzope
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LIST AND DESCRIPTION OF MD MATERIALS

Name
Shell
Filling
Texturing
Patch
Identification
mark {Laser

Button)
Dipcoat

Material of MD

Trade / Common Name
One barner layer of polydiphenylsiloxane imbedded between two
layers of Polydimcthvlisiloxane
Medical Implant Grade responsive gel system (Cohesive I* or
Cohesive 11**)
High consistency elastomer
One barrier layer of Polydiphenylsiloxane imbedded between two
layers of Polydimeihylsiloxanc in combination with high
consistency elastomer

High consislcnscy elastomer MED 4750

Dispersion Coaling 92-009

*Cohesive | is used-in' versions:

e Gel breastiimplant Silte.x round, super high profile
Profile Gel Breast Implant Cohesive 1,

e Gel breast implant Siltex round, moderate Plus profile
Plus Profile Gel Breast Implant Cohesive I;

e Gel-breast implant Siltex round, high profile - Siltex Round High Profile Gel
Breast Implant Cohesive I:

e ,Gel breast implant Siltex round, moderate Plus profile Xtra
Moderate Plus Profile Xtra Gel Breast Implant;

s Siltex Round Gel Breast Implant, High Profile Xtra
Xtra Gel Breast Implants.
**Cohcsive 11 is used in versions;

e Gel breast implant Siltex round, moderate Plus profile
Plus Profile Gel Breast Implant Cohesive IT:

66



HaumcHuerrtuc

Marepunan MU
mMapkal-obuwas hopmyna

OAHHBIE O MAPKUPOBKE MW WETIO YMNMAKOBKE

Tabnuua 2 — OnpegeneHnn ©(0603HaYeHUA, yKa3aHHbIX
MapKnpoBKe™*
MMnnaHTaT npegHasHayeH 415 neBol
|.eft Breasl . Pea A
MOroVHOH ke nesbl
. MmnnaHTaT npefHa3HayeH Ans npasoi
Right Brcasl PeA A P

Dale ol implant

Patient Name

Surgeon Name

Address

Phone

REF

LOT

MOJIOUYHO Xenesbl

LlaTa.ipoBeieHMA XMPYPruyecKom
ONepaLmnn ero MMNAAHTALMUN

®.A. O. naymenra

®. N. O. xupypra

Appec xupypra

Homep TenedoHa xvpypE3

Homep no ka'Eanory

Kon naptun

Peructparusa MU B Pocagpasaanzope
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Matue

Material of MD
Trade/(ommon Name

Gel breast implant Siltex round, high profile - Siltex Round High Profile Gel

Breast Implant Cohesive II.

DATA ABOUT LABELING OF MD AND ITS PACKAGING

Ha Table 2 - Definitions of symbols used on the label

Left Breast

Right Breast

Date of Implant

Patient’'Name

Surgeon Name

Address

Phone

REF

LOT

67

Left Bi-east is the location of the
iEnplanled breast iEnplant

Right Breast is the location of
(he implanted breast implant

Date of the implant surgery

Patient Name

Surgeon Name

Surgeon’s Address

Surgeon’s Telephone Number

Catalogue nuEribcr

Batch code



LLI

STERILE 1

SN

A

00N>
O A
1.d

(W T

Konn4yectso - oanH

Crcpunn3oBaHo RAPOM WM CYXUM
KapoM

CepuiiHblin HOMep

Wcnonb3esaTs o (parta)

OcTopoxkHo! O6paTUTECh K MHCTPYKLIAK
Mo MPUMEHEHNIO

3ampeT Ha NOBTOPHOE MPUMEHEHUE

LLInpvHa, BbicoTa. BbICTYNaEQwIas YacTb

[vameTp, BbICTynaroLas-4acTb

MN3rotoBuTenb

[aTta 13rotoBneHus

Peructpanus MU 8 PocagpasHagsope
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Quantity One

Sterilized using steam or dry
heat

Serial number

UsC'by date

Caution

Do not reuse

Width, Height, Projection

Diameter, Projection

Manufacturer

Date of Manufacture



M+X

HP

HPX

VHP

EBponeiickoe COOTBETCTBYE

Koz iiepepaGoTKH-2 1IDPE (PR 11D),
MONIN3TUNEH BbICOKOW MI0THOCTU
HW3Koro aasnenus (M111)

VmnnaHTaT _rpyaHoint  renesblid - Siltex
KpyrnbliA, cpeaHuin Plus npodmns - Siltex
Round Maoderate Plus Prollle Gel Breast
implant Cohesive 1

WmnnaHtatr 1lpygHoit Tenesblid  SilteX,
Kpyrnblia,) cpegHuii Plus npodmnb Xtra -
Siltex-Round Moderate Plus Profile Xtra
Gel Breast Implants
VMwliHTaT  rpyaHoi  reneBbiii , ‘Siltex
KPYFMbIA, BbICOKUA npodunb - Siltex
Round High Profile Gel Breast Implant
Cohesive |

WMmnnaHtat rpygHoi  renesblid, Siltex,
KPYTNbll, BbICOKWIA npothnnb Xtra - Siltex
Round High Profile Xtra_Gel Breast
Implants
VmnnaHtaT lpyaHoit refeBbin  Siltex
KPYrnbliA, CYnepBbICOKWUIA) npothunb
Siltex Round Ultra High ProAdle Gel
Breast Implant Cohesive 'l

WmnnaHTaT rpygHoid ) renesblii - Siltex
Kpyrnblia, cpegHuidi Plus npodumnb - Siltex
Round Moderate Plus™Profile Gel Breast
Implant Cohesive I

WmnnaHTaT rpygHoit renesblli  Siltex
KPYr/blid, BbiCOKMI npounb - Siltex

Peructparnus MU 8 PocagpasHagsope
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M+X

HP

HPX

UHP

IVH-

HP 1
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C'R-mark

Recycling code 2 High
polyethylene

Gel breast implant Siltex round,
moderate Plus profile

Round Moderate Plus Profile Gel
Breast Implant Cohesive |

Gel breast implant Siltex round,
moderate Plus profile Xtra
Siltex Round Moderate Plus
Profile Xtra Gel Breast Implant
fiel breast implant Siltex round,
Aigh profile - Siltex Round High
Profile Gel Breast Implant
Cohesive |

Gel breast implant Siltex round,
high profile Xtra - Siltex Round
High Profile Xtra Clel Breast
Implant

Gel breast implant Siltex round,
super high profile - Siltex Round
Ultra High Profile

Implant Cohesive |

Gel breast implant Siltex round,
moderate Plus profile

Round Moderate Plus Profile Gel
Breast Implant Cohesive 1L

Gel Dbreast implant Siltex round,
high profile - Siltex Round High



Round High Profile (Gel Breast Implant
Cohesive I

He cTepusbHO

* Hee Muio6pa>keullll CUMBONOB YKa3aHHbIX Ha MapKUMPOBKM SABAAKTCS
WCKMIOUMTENbMo  npumepamu. Mapkuposka MOXKeT  OT/iMyaThCd no
nocyenoBaTeNbHOCTM 0TO6padkeHus MHPOpPMALNM UM CUMBONOB, HHeUlle.My
0TO06pPa>keHUI0 CUMBONOB, a TaK_ >ke Ha MapKUPOBKE MOTYT MCMOAb30BATbCSA
CUMBO/bI HE perfna.MeHTUpyeMble 3akOHOAATeNbCTBOM P®. _HaHeceHHble
COr.YacHoO TPe6OBMHLIEM CTpPaHbl NPOM3BOACTBA.

CpOK c/uK6bI 11 XpaHeHUs1 U3aenmsi

[aHHble n3genusa MocTaBAsAOTES B CTEpU/IbHOM YNakoBKe, COTAANLWWUIA CTepUNbHbIN
6apbep. MapaHTUpOBanNublli CPOK “XpaHeHUs B CTEPUIbHOW YMNaKoBKe: 5+1eT ¢ MOMEHTa
cTepunusaumn. OxxugaemMblii CpeaHUA Cpok cnyxobl He MeHee 10 meT.~YkasaHHbIli CPoK

Cnyx6bl He fABNAETCA rapaHTuiiHbIM. [apaHTWiiHble 0653aTenbCTBa perynupyoTcs
COOTBETCTBYIOLWMM  pa3fiefloM  JaHHoro fokymclrta.  lMogpobHee cm.  pasgen
«[pegynpexaeHns».

dopma nocTaBku

N3penusa noctaBnsioTCA B CTEPUSIbHOM BuAe BMECTe C PYCCKOA3bIYHOM
NHCTPYKLMUCIA 1N MAEHTUDUKALMOHHON KapToi nauueHTa.
MpUHaaIeXHOCTU NOCTaBNATCA He CTEPUIbHBIMY 1 UC CTEPUIU3YIOTCA.
YnaKoBKa coaepXuTt 1 usgenue.
MEPEYEHb MATEPVAJTOB XNMBOTHOIO n
UE/TOBEYECKOTIO NMPONCXOXOEHUA

KOMMNOHeHTbl) U MaTepuasibl, UCMO/b3yeMble-JANs MPOU3BOACTBA U3LeNNs,
HC cofepXaT (pranaToB. Kpome TOro, uMmn/atiar He COAepXuT NlaTeke, He
KOHTaKTMpyeT C JflaTeKc-CofepXawumi. u3genuaMm B npoLecce
NPOM3BOACTBA U MPOU3BOAUTCA 63 MCAOMb30BaHWUSA TKaHel XXMBOTHOLO
MPONEXOXKAEHNS.

)
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Profile Gel
Cohesive Il

Breast Implant

Non-sterilc

ATERNix

*nu images of.symbols shown on the labeling are examples only. The labeling
may differ in the sequence of displaying informaiion or symbols, external
display/ o fsymbols, as well as on the labeling may he used symbols not

by the legislation ~0f'the Russian Federation, applied according to the
requirements o fthe country o fmanufacture.

Device service life and storage

These products.are provided in sterile packaging do create a sterile
barrier. Guaranteed shelf life in sterile packaging: 5 years from the date
of sterilization, Expected average service life of at least 10 years. I'hc
specified period does not correspond to warranty period. Warranty
obligations are governed by the relevant section of this document. See t
Warnings-section for details.

How supplied

The devices are supplied sterile with Russian

and patient 1D card.

Accessories arc not supplied sterile and are not sterilized.
Packaging contains | part.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
rile  device is not manufactured using phthalatc
componcnts/matcrials. Furthermore, the device does not contain latex nor
has it been in contact with latexcontaining products during
manufacturing. In addition, the device is not manufactured utiliz
tissues of ani?nal origin.
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NMH®OPMALWA

O MPOBEJEHHbBIX NCTMBbITAHNAX,

MPOTOKONAX WCMNbITAHUNA, AHANW3E MONYYEHHbIX

OAHHDBIX

N3nenus BblaepXanu WCMbITaHWs NO“'BepudMKaLMy 1 Banugauum i
Y0BNETBOPSAOT TPe6OBaHMAM CefyHOWUX cTaHAapTOB:

MpumeHseMbli

craHnapTt

EN ISO 13485

EN I1SO 14971

EN 62366

EN ISO 16061

EN ISO 15223-1

EN 1041

EN 1SO 14630

EN I1SO 14607

ISO 14949

EN ISO 10993-1

OnucaHune

V3penns wmeguumHcKue. Cuctembl MeHeDKMeEHTa
KayecTBa. TpebGOBaHVA 4N Lenieid perynMpoBaHns
N3genua meanunHckue. MNMpuMeHeHWe MeHEemKMeHTa
prcka K MEAULIMHCKAM U3LENUAM

M3penua MeANLUHCKUE. INpoekTupoBaHue
MeAMLMHCKNX U3LeNMN C YYETOM HKCnnyaTauvoHHOW
npurogHocl'n

WHC'(hyMeHTHI, ncnonb3yemole
HEaKTUBHLIMW  XUPYPrUYECKUMU
O6uine TpeboBaHMS

W-3penna  mepunuunHckme. CuMBOJIbLE, MPUMEHSAEMbIE
Mpy, “MapKMpoBaHUM Ha MELUUMUHCKUX W:ILLENUsX.
TEWKETKAaX W B COMPOBOAM3ENbHOV AOKYMEHTauun.
Hactb 1. OCHOBHble TpeboBaHWS
N3penuns MeaULMHCKME:
npefocTaBnsemas U3rotosu Fefiem
MmMnnaHTaThl XUpypruyeckue HeakTuBHble. OOLive

COBMECTHO C
nMmnaaHTatamu.

WHdopmauus,

TpeboBaHuMs
MmnnaHTatsl XVpypruyeckue HeaKTUBHbIE.
NmnnaHTaThl MOIOYHBIX Xenes. YacTHble
Tpe6oBaHuWA
WmnnaHTaThl Ans XUpypruu. dnactomepbl

CUIMKOHOBbIE ABYXKOMTOHELL Hble. NONYYeHHble Npu
OTBEPXAEHMUN B pedy/ibTare peakuymn NpucoesuHeHns
N3pgenna mepgnumHckme. OueHKa 6M0M0MMYECKORO
JeCTBNA MeANLUMHCKUX n:wenHin. Yacts 1 OueHKa u
nccnefoBaHns

Perucrpauns MU 8 Pocsgpaeranzope
www.nevacert.ru | info@nevacert.ru

INFORMATION ON THE TESTS CARRIED O
REPORTS, ANALYSIS OF THE OBTAINED DATA

The medical devices have passed the verification and validation tests and
meet the requirements of the following standards:

Applied
Standard

EN ISO 13485

EN ISO 14971

EN 62366

ENISO 16061

EN ISO 15223-1

EN 1041

EN-ISO 14630

EN'1SO 14607

ISO 14949

ENISO 10993-1

Description

Medical device - Quality management system -
Requirements for regulatory purposes

Medical devices - Application of risk management to
medical devices

Medical devices
engineering to medical devices

Instrumentation lor use in association with non
surgical implants - Genera! requirements

Medical devices - Symbols to be used with medical
device labels, labelling and info
- Part 1 General requirements

Information supplied by the manufacturer of medical
devices

Non-active surgical implants. General requirements

Non-active surgical implants. Mammaiy implants.
Particular requirements

Implants for surgery. Two
elastomers

Biological evaluation of medical devices
Evaluation and testing with
process
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MpumeHseMbl i
cTaHgapT

EN I1SO 10993-2

EN 1SO 10993-3

EN ISO 10993-5

EN I1SO 10993-6

EN 1SO 10993-9

EN ISO 10993-10

EN 1SO 10993-n

EN 1SO10993-12

OnmncaHune

N3penna wmegnumHekre. OueHka 6MONOrMYeckoro
NencTBNaS  MeAMUMHCKMX  um3genwii.  Yactb 2.
TpeboBaHMs K 06paLlleHNt0 C XXMBOTHLIMU

N3genua megmuuHckme. OueHka 6M0/10rMYecKoro
NencTena  MeaulUuHCKMX  um3genmin.  Yacts ) 3.
WccnenoBaHWS-F€HOTOKCMYHOCTU. KaHLCPOTeHHOCTH
M TOKCUYCCKOIO [JeicTBMA Ha PenpoayKTUBHYHO

(hYHKLMIO
N3pennsa  meamumHckue. OueHka 6G1onOE nyeckoro
JencTems o MeauUMHCKUX  m3gemmin.  <Yactb 5.

VccnenoBaHMA Ha LMTOTOKCMYHOCTbL: METOZbI in Vitro
N3pgenud meguuunHckme. OueHKa 6MOAOrMYeckoro

NeNCTBUA  MEAULMHCKMX  m3genmid.  Yactb 6.
WccnenoaHus MECTHOro  [eicTBuS nocne
MRfaHTauum

N3genna mepmumHckme. OueHKa: BMoNornyeckoro
OEUCTBUS  MEAMUMHCKMX — n3geanin. Yactb 9.
OCHOBHble NPUHLMNbI NAERTUDMKALUN n
KO/IMYECTBEHHOIO  OMNpeAeneHuss noTeHUUanbHbIX

NPOLYKTOB AECTPYKLUM
N3penna wmegmumHckue., OueHka 6OM0/1I0rMYecKoro
[eACTBMSA  MeAUUMHCKMX ~u3pennin.  Yacts 10
WcecneposaHus pasfpaxaroLLero 7
CEHCMOUNN3NPYIOLLErO AENCTBUA

W3genua  meduumHckme - OueHka 6M0n0rnyeckoro
AencTBua  MeAUMUMHCKMX  um3genuii.  Yactb 11
WccnenoBaHms 06 CFOKCNYECKOTO AeincTBns
W3genna megnumHckue. OueHKa 6MONOrMYecKoro
JEeNcTBuA  MeAULUMHCKMX — m3genuin.  Yactb 12
MpurotoBneHue-APO6 N KOHTPT)/bHbIE 06pasLbI

Perucrpanua MU B Poc3gpaBransope
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Applied
Standard

EN ISO 10993-2

EN ISO 10993-3

EN ISO 10993-5

EN 1SO 10993-6

EN ISO 10993-9

EN 4SO 10993-
10

EN 1SO 10993-
1

EN ISO
12

10993-
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Description

Medical devices. Biological evaluation of medical
devices. Part 2. Animal vvclfa

Medical devices. Biological evaluation of medical
devices. Part 3. Tests for genotoxicity.
carcinogenicity and reproductive toxicity

Biological evaluation of medical devices
Tests for in vitro cytotoxicity

Medical devices. Biological evaluation of medical
devices. Part 6. Tests for local effects after
implantation

Medical devices. Biological evaluation of medi
devices. Part 9. Framework for identification and
quantification of potential degradation products

Biological evaluation of medical devices
Tests for irritation and skin sensitization

Biological evaluation of medical devices
Te.sts for systemic toxicity

Biological evaluation of medical devices
Sample preparation and reference materials



MpuMeHsAeMbli
craHgapt

EN ISO 10993-13

EN ISO 10993-16

EN ISO 10993-17

ENISO 10993-18

EN ISO 10993-19

EN ISO 10993-20

EN 1SO 20857

EN 556-1

OnncaHne

N3penna wmeguunHekve. OueHka 6GMONOTMYECKOro
JencTBus  MeguuMHCKUX — m3gennid.  Yacte 13
VaeHTUuKaLma 1" KONMYeCTBeHHOE onpefeneHue
NPOAYKTOB AeCTPYKLUUU MOAUMEPHBIX MeLULUHCKMX
n3genwii

N3genna wmeguuuHckne. OueHka 6MOIOTMYECKOr0
JEeNcTBMA  MEAWNUMHCKMX — m3gennii. Yacts) 16.
MogenvpoBaHne 1 UccnefoBaHNe TOKCUKOKUHETUKM
NpoAyKTOB AerpajaLnmn 1 BbIMbIBAHUA

N3penus (meamumHckmne. OugHKa 6MONGENYECKOr0
NENCTBUS o MeAMUMHCKMX  m3genuid. Mactb 17
YcTaHoBNEeHMe MOpPOroBbIX 3HaYeHNiA ans
BbIMbIBaEMbIX Be[LEeCTB

N3penua wmeguumnHckne. OueHka OGMONOrMYecKoro
[JEeNCTBUS  MeAULMHCKUX — u3genuid. Yactb 18
VccnepoBaHme XMMUYECKUX CBOMCTB-MaTepranoB
Wsgenna .meamumHckme. OueHKa. B1M00rnyeckoro
AENCTBMA  MeAMUMHCKMX — m3genuia.  Yactb 19
WccneposaHus (PU3MKO-XMMUYECKUX,
MOP(0/IOrMYeCKUX W  TOMOFPAPUYECKUX CBOWCTB
marepuanos

N3genna wmefuuuHckne. OLEHKa 6MONOrMYecKoro
AencTBns  MeAMUMHCKUX - wm3genuii.  Yactb  20.
MpuHUMnbI n meToAbl nccnegosaHus
MMMYHOTOKCMUYHOCTY MEAULMHCKNX N3aennil

CTepunusaums MeauUWHCKOM npoayKumnu. Fopsunit
Bo3ayX. [pcboBaHWsg ‘K pa3paboTkKe, BaiMgauun W
TEKYLIEMY KOLIPOMO Mpolecca CTepuansaLmi
MEANLIMHCKNX U3AEANUTA

CTepunmsayms MeLULMHCKUX n3genvin. TpeboBaHMS
K MeAULUMHCKUM U3LeNNAM KaTeropun "crepunbHble".

Perucrpanus MU B PocagpasHansope
www.nevacert.ru | info@nevacert.ru

Applied
Standard

EN ISO 10993-
13

EN
16

ISO 10993-

EN
17

ISO 10993-

EN ISO 10993-

EN
19

SO’ 10993-

EN
20

ISO 10993-

EN ISO 20857

EN 556-1
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Description

Medical devices. Biological evaluation of medical
devices. Part 13. Identification and quantification of
degradation products from polymeric medical devices

Medical devices. Biological evaluation of medical
devices. Part 16. Toxicokinetic study design for
degradation products and lcachables

Medical devices. Biological evaluation of medical
devices. Part 17. Establishment of allowable limits for
leachable substances

Biological evaluation of medical devices
Chemical charactcri/.alion of materials

Medical devices. Biological evaluation of medical
devices. Part 19. Phys
and topographical characterization of materials

Medical devices. Biological evaluation of medical

devices. Part 20. Principles and methods for
immunotoxicology testing of medical devices
Sterilization of medical devices. Dry heat.

Requirements for development, validation and routine
control of a sterilization process for medical devices

Sterilization of medical devices. Requirements for
medical devices to be desig



MpHMeNnMeMmblit

OnncaHune
cTaHpapT
YacTb 1. TpeboBaHUS K MeAULUHCKUM W3AENUAM,
nognexawum QUHULIHON cTepuansalmm
YnakoBKa. Tpe6oBaHUs K NpUMeHeHN0 EBpONeicKmx
EN 13427 CTaH4apToB B 0641aCTV YNakOBKM M YNaKOBOYHbIX

0TX0f0B
YnakoBKa ANg-MeANLMHCKUX U3LeNNIA, nognexatymx
(hMHULWHOW cTepunmsaumn. Yactb |. TpeboBaHMsA K
maTepuanam, 6apbepHbIM cucTe.Mam ans
CTepuIn3aunn, 1 ynakoBoUYHbIM CUCTEMAM

YnakoBKa Ana MeAuLMHCKUX U3LeNni, HO,TeXallmx
(OMHULWHONA cTepunm3aumn. Yactb 2. TpeboBaHUs K
BanugaLmm npoLieccos (hOpMMpOBaHN4,
repmermsanmm n coopKu

UnCTblE MOMeWEeHns W CcBA3aHHble C  HUMKU
KOHTponupyemble cpeabl. Yactb L~KnaccugpukaHus
YKUCTOTbI BO3A4yXa MO KOHLEeHTpauuu-HactuL,

EN 1SO 11607-1

HN ISO 11607-2

EN ISO 14644-1

UnmcTble MOMELLeHUS W CBA3AHHbIE C  HUMM

KoTponupyemble cpegpl. YacTe 2.  Tekywwi
EN ISO 14644-2 _kowponb ANnd  MOA3BEPXKAEHWS  MOCTOSAHHOIO

COOTBETCTBUS YMUCIOTbI BO34yXa MO KOHLEHrpaLHu

yacTu,

Uuctble  NOMeLEHNs W --CBA3aHHble C  HUMWU

EN ISO 14644-5
KOHTpoO/NMpyemble cpefbl. Yactb 5. IKcnnyarayms

KnuHunyeckune nccnegoBaHus. Ha;lnexaluas
KMHMYecKas npakTuKa
TPEBEOBAHNA BE3OMACHOCTUN N3PDPEKTUBHOCTN MU
HpepynpcxeHusa
B 06a3aHHOCTU Xupypra BXoauT (M KomiaHus Mentor paccunTbiBaeT Ha
COOMOAEHNE XUPYProM AaHHOro rpe6eBaHus) coobulaTb MauMeHTy 060
BCEX - MOTEHUMaNIbHbIX  PUCKaxX W~ ~OC/IOXXHEHUAX, CBA3AHHbLIX < C
NPeAnoKeHHOW XUPYPruyeckoin Npouesypord M MMHMNaHTa30M, BK/HOYas
NX CpaBHeHWe C PUCKaMU N OC/IOXKHEHUAMW aNbTepHaTUBHbIX BapnaHTOB

EN ISO 14155

Peructpanus MU B Pocanpaeranzope
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Applied
Standard

EN 13427

EN 1SO 11607-1

EN ISO 11607-2

EN ISO 146441

EN 1SO: 14644-2

EN“ISO 14644-5

EN/ISO 14155

Description

Requirements for terminally sterilized medical
devices

Packaging - Requirements for the use of European
Standards in the field of packaging and packaging

waste

Packaging for terminally sterilized medical devices.
Part 1 Requirements for materials, sterile barrier
systems and packaging systems

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

Cleanrooms and associated controlled environments.
Part 1 Classification of air cleanliness by panicle
concentration

Cleanrooms and associated controlled environments.
Pan 2. Monitoring to provide evidence of
performance related to air cleanliness by particle
concentration

Cleanrooms and associated controlled

environments.Part 5: Operations

Clinical investigations. Good clinical practice

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

It is the responsibility of the surgeon, and Mentor relies on the surgeon,
to advise the patient of all potential risks and complications associated
with the proposed surgical procedure and device,

comparison of the risks and complications of alternative procedures.
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neyeHus, i layHeHT foNXeH ObITb NOCTaB/IEH B U3BEC THOCTb, UTO |pYAHbIE
MpoTesbl Henb3s paccMaTpmBaTh KakK MOXWU3HEHHbIE UMMIAHTATbI.

Mp  “CnNoNb30BaHWW  XUPYPrUYECKMX  MHCTPYMEHTOB  Cllefyer
cobnofatb  OCTOPOXHOCTb, YTOObI» He MNOBPeAWTbL  UMMIAHTaT.
MofOGHbIA KOHTAKT .MOXET CTaTb. MPUYMHOA MOMEHTaNbHOro WM
OTCPOYEHHOro paspbiBa 060104KWY UMNNaHTata. [peABapuTesibHOe
HanoXeHne rNy60KMX LIBOB « [0O3BONAET MU36eXaTb CAy4alHOro
KOHTaKTa C WrNon pAns uiobhoi'oc martepuana WM. COOTBETCTBEHHO,
NMOBPEXEHNSA MMMNIaHTaTa.

[aHHoe wm3genve npegHasHayeHO TONbKO A/ O4HOPA30BOro
npumeHeHuns. MNpu NpoBefeHU Nocnefyrowmx npoueayp (Hampumep,
OTKpbMNas  Kancy/foTOMUA.' KOPPeKuMs KapmaHa [Ans« [pyAHOro
nmnnawasa u T. [4.) BO3HWKaeT PUCK MOBPEXAEHWA WMANaHTata U
3aHeCeHNa UHMeKUMK. PellieHne 0 He06X0AUMOCTH YCTAHOBKN HOBOIO
MMniaHTata MpUHUMAaeTca  flevawum  BpavyoM.  [10BpexaeHHbIl
NUMMNIaHTaT NOANEXUTYAaNEHNIO.

CU/INKOHOBbIV  TeNb “MOXeT MpoTeKaTb («npoca4ymBaTbCs») uepes
MONYNPOHNLAEMYIO. HapYyXXHYHO CUIMKOHOBYIO 060104KY B KapmaH U
npuneraroLime TKaHW MONOYHOW enesbl. 3BeCTHbI Takxe clydau
MUTpaLmn rens B-KanunnsapHbole cocybl. IocnefcTens ANUTENbHONO
BO3[eNCTBMSA TaKOro «npocavymBaHus» HeusBeCTHbI. Mpeanonaraemblie
nauuneH'rbl LO/MKHbI 0CO3HABATL TakKyt MOTEHLMANbHYH BO3MOXHOCTb
(cM. «IM0BOYHBIE 3h(PEKTLI N HeXenaTeNbHbIE-ABNEHUN).

1304HY MONIOUHYIO Xene3y yCTaHaB/INMBAETCATONbKO OAWH UMMIaHTaT.
KomnaHusa = Mentor He peKOMeHAyeT -pasMellaTb HECKOJ/IbKO
UMMNAaHTATOB OfMH MNOBepx [Apyroro. WembiTaHWMa WMNIaHTaTtoB B
TaKUX YEAOBUAX MNPUMEHEHUS HC NPOBOAWINCL, YTO He MNO3BONAET
rapaHTUpOBaTh KX LeNOCTHOCTb B CBA3U-C BO3MOXHbI.M V€3 MPAHUCM U
M3HOCOM) MaTepuanoB. [1ofo6Hble Mpe3mepHble iiaipyiKH MoryT
MPUBECKM K 0CNabieHnto Unn paspbiBy-ApOTE30B.

3anpellaeTca yCTaHOBKa W BOCCTaHOBNEHWE MOBPEXAEHHbLIX WAY
BUAON3MEHeHHbIX MMMNaHTaTOoB.

MchibnaHna Ha BO3AENCTBUE MpU KOHTaKTe NeKapCTBEHHbIX CpefCTB
(Hanpvmep, aHTMOMOTUKOB M CTEPOMAOB) C NPOTE30M NMPOU3BOAUTENEM

Perucrparus MU B PocagpasHansope
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Patients should be advised that breast implants should not be considered
liCetime implants.

e Care should be taken not to damage the prosthesis with surgical
instruments. Such contact may result in immediate or delayed shell
rupture. Prcplacement of deep sutures may help to avoid inadvertent
product contact with suture needles and subsequent product damage.

This product is intended for use on one individual patient during a
single procedure, fhe possibility of damage to the implant a
infection exists=if'a subsequent procedure is performed (such as open
capsulotomy. breast pocket revision, etc.). It is the responsibility of
the attending=physician to determine if a new implant should be
inserted. Ifthe implant is damaged, it must be

Silicone ‘gel can leak or “bleed™ through the semipermcable outer
silicone-envelope into the capsule and adjacent breast tissue.
Migration into capillaries has also been reported. The longterm effects
of such-**bleed” are unknown. Prospective patients should
aware-of this potentiality. (See ADVERSE REACTIONS/EVEN fS
section of this insert.)

Only one prosthesis should be implanted per breast. Mentor
recommends against the stacking of implants, one upon the other. The
devices have not yet been tested for this use and the integrity of the
implants cannot be guaranteed as the materials may abrade and wear.
Such abnormal stress may result in weakening or rupture of the
prostheses.

Do not insert or attempt to repair a damaged or altered prosthesis.
The action of drugs (e.g.. antibiotics and steroids) in contact with the
prosthesis has not been tested by the manufacturer, and their use
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He MNPOBOAWNUCH, MNO3TOMY COBMECTHQe WX WCMO/b30BaHNE He
pekoMeHayeTcs. Xupypr, NPUHUMAIOWMIA pelleHne O HasHaveHuu
XMMMNOTEPaNeBTUYECKUX NeKapCTBEHHbIX CPeACcTB  nauueHTam C
faHHbIM MpoTe3oM, 006f3aH y6eanTbcd B WX COBMECTUMOCTU €
CWIMKOHOBbLIM 3/1aCTOMEPOM.

3anpewjaeTcs  BBOAMTb  WAWM __fAenaTb  WHBEKUUM  KakKUX-1KM60
NeKapCTBEHHbIX WNW APYrnxX BEWEeCTB B MMMIaHTaT. BbinonHeHvie
MHBEKUMIA Yepe3 000NM0YKY UMANaHTaTa NPUBOAMT K HapyuieHuo
LIeSIOCTHOCTW WU3aenus.

Ecnn  Tpebyetca o6paboTka obnactm pasmelleHus  MMIJIaHTaTa
pacTBOPOM MOBUAOH-M0Aa; 06paboTaHHas MNOBEPXHOCTb JiOXKa Ans
npoTesa NOA/IEXMT TLATENBHOMY MPOMbIBAHWUIO (PU3MOAOTUYECKUM
pacTBOPOM A0 MOJIHOTO YAaNeHNs 0CTaTKOB pacTBopa.

Mpu npoBefeHUV nNpefONepaLMOHHON OLEeHKM (OpMBI, pasmepa U
noxa AN MMMNIaHTasa HeoOXOAMMO Y4llbiBaTb MOMNPaBKM Ha
[JOCTAaTOYHOE MOKPbITME MMMNaHTaTa MArKUMU TKAHAMMW MOJIOUHOM
xenesbl. Heo6Xxo4uUMO 3aKXe Yyuu3blBaTb BCe((BWUAbl Harpysok
(BaBneHve, cwuna, SHaTsXeHWE W T. W.), KO343pbIM MOABepraeTcs
BblOpannoe MecToYCTaHOBKM UMHanTara.

11lonagavve MHOPOAHBIX 3eN B OPraHM3M MOXET MPWUBCCIH K PasBUTUIO
cencuca, KpOBOTEYEHWUIO UM TPOMBO3Y.

M3BeCcTHbl clyyaull pa3BuTus y nauymeHTos ¢ rpyaElbiMn umnnantasamu
HeKpo3a TKaHeﬁ, N3bA3BNEHNA KO X Hbl X OKpoBOB n AKCTPpy3un
MMnnaHTaTa=no4 BO3Aelic3BME.M MWUKPOBONAIHOBOWN puatepmwumn. 1lc
pekomMmeHAyeTCsd Ha3HayaTb AaHHOEe J/ileyeHue- nauneHtTam C TpyAHbIMUA
nMnanaHtTaTamm.

MauneHTbIA0/MKHbI MOHWMATb, YTO N106As YpesMepHas Harpyska wuam
TpaBMa/MONOYHOW >Kefe3bl MOXET MPUBECTU K pa3pbiBY NpoTesa.
KomnaHus Mentor HacTOATENbHO (HE * peKOMEeHAyeT MpPUMEHATb
MHTEHCUBHble  BHeLHWe  Harpyski  (Hanpumep.  3akpbl3ad
Kaneynosomus) Ans NevyeHns KancynspHOV KOHTPaKTy pbl U HC MeceT
03'BETCTBEHHOC3M 33 LEMIOCTHOCTH) MMMaHTata B C/lyyae BblOOpa
XVIpYproMm faHHoW npoueaypbl. VprmMeHenue 3TON TCXHUKTT MOXET
Bbl3blBaTb PAL OC/OXHEHWIA: remaTtomy, CMeLleHre rMniaHTasa uim
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cannot be recommended. Each physician who chooses to use
chemotherapeutic drugs with this prosthesis must assure
compatibility of the drug with the silicone elastomer.

Do not introduce or make injections of drugs or other substances into
the implant. Injections thi‘'ough the implant shell will compromise the
product's integrity.

If povidone-iodine is used within the implant spa
carefully rinsed with saline to remove the residual solution.

Preoperative evaluation of the implant design, size and implant site
should include: allowances for adequate tissue coverage. Pressure,
force, tension’ and other stresses to which the implant site will he
susceptible.must he considered.

Sepsis;-hemorrhage or thrombosis may result Irom the placement of
any_foreign object in the body.

The use of microwave diathermy in patients with breast implants has
been reported to cause tissue necrosis, skin erosion and extrusion of
the” implant, its use in patients with breast implants is not
recommended.

The patient should be made aware that any abnormal stress or Iraurna
to the breast could result in rupture of the prosthesis.

Mentor strongly recommends against the treatment of capsule
firmness by ibreeful external stress (such as closed capsulotomy) and
is not responsible for the structural integrity of the implant should the
surgeon elect to perform such a procedure. If the physician
technique, several complications may occur: hematoma, displacement
of the implant and/or shell rupture. The physician should inform the
patient of these potential complications and of altei'nativcs to the
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paspbiB 060/104KK. XNpypi-0643aH COOOWMTL NaLneHTy 060 BCEX ITUX
MOTEHLMNANbHbIX OCNOXHEHUAX U afibTePHATUBHbIX METOAax NeyYeHUs.
Mogo6Hble Ypc3\ICpHble Hay3KM WK 3paBmMa .MOMIOYHON >Kenesbl U
npotesa Moiy i MPUBECTM K pa3pbIBy-NpoTe3a.

KomnaHua Mentor HC nccnefoBana BO3AelicTBMe Ny4eBOi Tepanuu-Ha
TKaHV NauveHTOB C MMMNIaHTaTaMMsMOIOYHbIX XKefe3 in Vivo, 04Hako
Ony6/IMKOBaHHble  [JaHHble CBUAETENbCTBYOT O  BO3MOXKHOM
MOBbILWEHUW BEPOATHOCTM KanCyAspPHON KOHTPaKTYpbl NOC/e Ny4eBol
Tepanuu. Kpome toio, B NiATEpPaType ONy6/MKOBaHbl ClefytoLime
HabNO4EHNS  OTHOCWUTENIbHO » BAWAHMS  Nly4eBOW  Tepalup  Ha
MMMNaHTaTbl MOJOYHbBIX JKefe3: «(a) ecnm MONoYHas (Kenesa C
MMnnaHTaTom 6bina cBOO6OAHA OT PUOPO3HBLIX WM3MEHEHWNA,  yyeBas
Tepanus faeana npuemaemble pesynbtatbl; (b) ecnn.3to 6bI10
OCYLLEeCTBMMO. Jo3a 45 p/5 Hejenb npeacTaBnanach
npegnoyTuTenibHee 60AEE BbICOKMX [03: (C) MpU Hayane 06/1yyeHUs
HemMeA/IeHHO  MOC/e -/ PEKOHCTPYKTUBHON  onepauui» 0TMeYaaunch
XyALre KOCMeTMYeCKUe pesynbTaTbl». PelleHWé 0 Hauane y4eBol
Tepanuu nocfie YCTaHOBKM MMMIaHTaTta MOJIOYHOW, JKenesbl LO/MKHO
NPUHMMATLCS XMPYPIOM M OHKONOTOM-CMELMATACTOM MO /1yYeBOiA
Tepanuu.

MepuymMObUNMKanbHbIA [OCTYN ANS YCTaHOBKM MMMIaHTaTa HC Obin
YTBEPXAEH U/HE: PEKOMEHAYETCS A/ NPUMEHEHUS.

MpoBoAWTCH /™ TUWATeNbHbIA  remMocTas “‘ans  npegynpexiaeHus
06pa3oBaHig NocfneornepauyoHHO  reMatombl. Pxam  06ubHoe
KpOBOTEYEHME He MpekpawaeTcsd, PEKOMEeHAYeTca  OTNOXMTb

YCTaHOBKY MMMNNaHTaTa fl0 0C3aHOBKH KPOBOTEUEHMS.
JlenupatMoHHyo Tepanuilo Ans yaaneHWs: reMaToMbl UKW CKOMMEHUS
CEPO3HOM XMAKOCTU BOKPYr MMMNaHTaTa, a Takxe O6uoncui win
NamM3KTOMUIO  MPOBOAAT C  OCTOPOXHOCTbIO  BO  M3GEXKaHUE
NOBPeXAEHWS  MMNMaHTaTa. QWA  npouefypbl  NpeacTaBnskoT
MOTeHLMa/IbHbIA PUCK NPOKa/bIBaHWUS MMMNIaHTAaTA.

Peructpanua MU B PocagpaBragsope
www.nevacert.ru | info@nevacert.ru

procedure. Such abnormal stress or trauma

prosthesis could result in rupture ol'the prosthesis.

Mentor has not tested the in vivo effects of radiation therapy on tissues
of patients who have breast implants; however, the literature suggests
that radiation therapy may increase the likelihood of exp
capsular contracture. In addition, the literature notes the following
about the effects of radiation therapy on implanted breasts: “(a) when
the implanted breast was free of fibrotic changes, radiotherapy
produced acceptable results, (b) whenever feasible, 45 Gy/5 weeks
seemed preferable over higher doses, (¢) irradiation immediately after
the reconstructive surgery' appeared to pr

results.” The decision regarding the u.se of radiation therapy following
breast implantation should be made by the surgeon and the radiation
oncolojjist.

The use\ofthe periumbilical approach in placement of the implant has
not been established and is not recommended.

Careful hemostasis is important to prevent

formation. Should excessive bleeding persist, it is recommended that
the-device not be implanted until the bleeding is controlled.

If-a physician treats a hematoma or serous fluid accumulation by
aspiration, or if a biopsy or lumpectomy is performed, care must be
taken to avoid damaging the implant, 'fhese procedures present
possible risk of implant puncture.

The incidence of extrusion of the prosthesis has been shown to
increase when the prosthesis has been placed in injured areas:

heavily irradiated or burned tissue, crushed bone areas or where
severe surgical reduction of the area has previously been performed.
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YCTaHOBNEHO, YTO 4acToTa C/yvyaeB 3KCTPy3um nportesa Bospacrac!'
MpyM ero ycTaHOBKE B TPaBMWPOBAHHble 001aCTU — 0BOXOKEHHbIE,
MOABEPriLMecs BbICOKON f03e 001yYEHUA H 3apybLeBaBLUIMeCH TKaHU,
30HbI MEPEeIOMOB KOCTe WM 30HbI“XUPYPruyeckux BMeLLIaTeNbCcTB €
NCCeYEHNEM 3HAUUTE/bHBIX 06bEMOB-TKaHW.

Bokpyr nto6oro mniaHTara, pasMeLLLeHHOro B MX'KUX TKaHAX, MOXET
BO3HVKHYTb Ype3mepHoe (DMOPO3HOEe KarcynspHoe o6pa3oBaHUe Wi
KOHTpakTypa. Yactota ¥ ~TKecTb MOAOGHOro  OCNOXHEHWs
BO3pacTaloT, ecnu B MOCNeORepauMOHHbIN Mepuof Yy nauueHTa
obpasyeTcsd MeCTHas remaroma WM pa3BMBaETCA WHMEKLNOHHOe
3aboneBaHue.

PeleHne 0 NpUMeHeHWM (J@HHOTrO MMMaHTaTa y MNCUXOA0TUYECKN
HeCcTabu/IbHbIX MaLVeHTOB NPUHUMAETCA N0 YC.MODEHMNIO XHpPYpra.
Xupypruyeckas onepaums HO UMNIaHTauUy rpyaHbIX MPOTE30B MOXET
MOB/INA Tb HA CNOCOBHOCTH KOPMU Tb TPYAbI0. Cneumanuc Tsl UHCTUTYTa
meguumHbl (Institute ofMedicine (KOM)) npuwv K BbIBOAY O TOM, YTO
foKasaTtenbcTsa  TOFO, 4TO  MMHMaHTaEwsa (B ) 0COGeHHOCTU
MCPUapconapHbIi NOAXOA) MOXET HAPYLUWNTb NaKTaLMto 1 NOBNNATL Ha
CMOCOBGHOCTb KOPMUTL TPYAblo, MMEKTCS /Wb B OrpaHNYeHHOM
Konunyectse. TeM.He MeHee, CnefyeT OTMETHU Tb, YTO-NPeLLECTBYOLLas
PEKOHCTPYKTUBHAA Ma.MMOMNacTvKa (Hanpyumep, MacTaKToMUs) MOXeT
CTaTb NepPBONPUYMNHON TaKOT O HapyLLEeHM.

Y nauneHToB ‘¢ 3aboneBaHNAMN COeaNHUTENbHON TkaHu (C I'D) moxeT
BO3HMKATb «~MOBbILEHHbIA  PUCK  pacxXoXgeHws  KpaeB  patibi.
VH(ULMPOBAHUA N KPOBOTEYeHUs (CKOpee BCEro, BBMAY MOCTOSHHOM
MeJULMHCKOM  Tepanuu), W  MNO3TOMY-._ MOXeT noTpeboBarTbCs
NPOBeAEHMUE fanbHEWLIEero neyYeHuns.

HekoTopble naumMeHTbl C TPYAHbIMA MMNaaHTaTamy coobuwanm o
MPOSABAEHNAX  HEBPONOTUYECKUX  ~W/HNK peBMaTo/101 NYecKmx
3abofeBaHMin. B HacTosAwee BpeMg-KomnaHus MellloT cobupaet
[aHHBIE C TEM. YTOObI /lyyLle OLEeHUTb. Takne NoTeHLMabHbIE PUCKUM
NX BO3SMOXXHYIO B3aMMOCBA3b C FPYAHBIMU MMNAaHTaTaMu.

MMpakruyccKkMe MeTofbl YMEHbLUEHUS WEYHUKOB WH(eKunn—u
Bocmi.iemiH fo onepauun:

Peructpanus MU B Pocagpasragsope
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Excessive fibrous capsular formation or contracture may occur
around any implant placed in contact with soft tiss

and severity of this occuirence may increase if postoperative local
hematoma or infection occurs.

The physician should use personal discretion when deciding to use
these prosthcscs regarding patients who exhibit psychological
instability.

Surgical implantation of a breast implant may interfere with the
ability to breast-feed. The Institute of Medicine (IOM) concluded that
there is limited-evidence that implantation, especially through a peri
areolar incision; may interfere with lactatio

However, it-should be noted that previous breast reconstruction
surgery, sueh’ as mastectomy, may be the initial cause of this
interference.

Patients \with connective tissue diseases (CI'D) may experience an
increased risk of wound dehiscence, infection and bleeding (likely
due to-their ongoing medical management) that may require further
treatment.

Some patients with breast implants have reporte

neurological and/or rhcumatological diseases. Mentor is currently
collecting data to further understand ihe.se potential risks and their
possible association with breast implants.

Peri-operative Infection and Inflammation Source Reduction
Practices:

I'he following practices could potentially reduce peri

infection and particulate based innammalion:

Perform a layered closure to separate skin/wound bacteria from

the implant cavity.
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MepuoncpaunoHHble  6GakTepuanbHble  MH(EKUMM W BOCManeHune
BCNeACTBME NOMajaHUs 4acTuL NOTEHUMATBHO MOTYT OblTb YMEHbLLUEHbI
CNneayrowMmn MeTogamu:

e BbinonHure nocnoviHoe ylwuBaHWE “ANA TOH, 4YTOObI OTAENUTb
KOXHble/paHeBble 6aKlcpumn OT MOAACTM AN UMM/aHTaTa.
e o BBMOKHOCIM u3berainTe “pacceyeHnss KapMaHOB, KOTOpble

coobLialTcs ¢ NPoloKaMn MOMIOUHBIX XXene3 1 Xenesamu.

e W3beraiiTe HEHY)XHOrO TpaBMWUPOBaHMS MpUEratolmMx TKaHER: ©
HO;LepXXnBaliTe MOMHbLIA remocTas npu Co3daHuM KapMaHa Aans
MMNaHTaTa.

» Cseante K MAHMMYMY BO3AEWCTBUE Ha U3JeNiMe BO BpPeMsi ORepauuu,
KOHTaKT C KOXeW 1 KONMYECTBO NOMbITOK YCTaHOBKN B KapMaHe.

» [poBeanTe npefonepauMoHHY0  NPOMUIaKTUKY aHTMOMOrMKamu
BHYTPMBEHHO.

» OTNOXeHWe Ha UMNNaHTaTe B pe3y/nbTaTe HeNPaBU/IbHOTO 0OpaLLeHNs
BOpCa, HbINK, TanbKa,~NOPOLUIKa A1 XUPYPrMYecKnxX MepyaTok, Bopca
C cangekX K ry'6ok. cnefoB OT NanblEeB, KOXHOF@~Cana u gpyrue
MOBEPXHOCTHbIE 3aFPSI3HEHMSI MOr>'T BbI3BaTb PeakL Ha MHOPOAHOE
Teno. Ana npefoTBpalleHns 3arps3HeHns MMMNaHTaTa u BO3MOXHbIX
OCNOXXHEHWUI CNefyeT CTPOro NpUAEPXMBATbLCA METOA0B acenTuKn n
ounctkun. lMepefd--paboToil ¢ MMNNAHTATOM HeO6X0AMMO MNPOMbITb
XVPYPruyecKNe=MHCTPYMeHTbl U ncpyalkn, BO M3bexaHue obbixX
3arpsA3HeHn,

Mepbl NpeoCOPOXHOCTHU

B 0643aHHOCTM XmMpypra BXOAUT NpeLonepauuoHHOe KOHCY/IbTMPOBaHue

NoTeHUManbHbIX NauMeHToB (UM KX NpedcTaBuT'eneid) no BOMpoCy

PasBUTUSA BO3MOXHbIX OC/TOXXHEHWI, CBA3AHHBIX C NPUMEHEHVEM [aHHOT O

n3genus.

* [lepeg™, MmMnnaHTauuei nporesa HeobxogMmo
CYWECTBYIOLLME TLWIHEKLMN U [OXK,TATLCA BbI3L0POB/IEHUS.

e Jloboli  xupypr, CRACLWITaIM3VpytOWmMincs Ha onepauyusax MO
YBEAVNYEHUIO WU PEKOHCTPYKLUNU=MOJIOUHbLIX XKefe3 ¢ TTPUMEHEHUCM
WMLLTAHTATOB, [O/DKEH XOPOLLO“-BfafeTb BCEMWU CYLLECTBYIOLLUMM

NponeYmnThH

Perucrpanns MH B Poc3gpasragsope
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. Avoid, where possible, pocket dissection that communicates with
breast ducts and glands

. Avoid unnecessary adjacent tissue trauma and maintain
meticulous hemostasis in the creation of the implant pocket.

. Minimize intra-operative device exposure, skin contact, and
pocket placement trials.

. Administer preoperativc intravenous antibiotic prophylaxis.

. Lint, dust. talc, surgical glove powder, di'ape and sponge lint.

lingerprints. skin oils and other surface contaminants deposited on
implant by improper handling may cause foreign body reactions. Strict
adherence to clean, aseptic techniques should be maintained to prevent
contamination of «the implant and possible complications. Surgical
instruments and gloves should be rinsed clean

handling the implant

Precautions

it is'the resposibiiity of the suT-geon to advise prospective patients or their

representatives, prior to surgCT-y. of the possible complications associated

with the use of this product.

e ) Preexisting infection should be treated and
implantation of the prosthesis.

« Any surgeon performing augmentation or reconstructive
mammoplasty with iinplants should be familiar with the currently
available techniques for measuring the patient, determining the
implant size and performing surgeiy.

resolved before
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MeTOAMKaMW  WULIepeHUs  nauueHFa,  onpeaeneHus
nMnnarara v NPoBeAeHNs XMPYPrmYecKoi onepawuun.
BonokHa, nbinb, TanbK, MOPOLIOK C XUPYPrUYECKMX nepyarok.
BO/IOKHA XUPYPrMyecKoi Npoci bIHAU TaMNOHOB, OTMeYaTKN NaibLeB;
mMacna ana koxu v gpynve {dumecn. nonaslive na MOBEPXHOCTb
refeBoro MMMnNaHTata B pesy/bFaTe HenpaBWIbLHOIO obpalleHus C
HAM. MOTYT MPMBECTM K Pa3BUTUIO aNfepruyeckux peakuuid. Ha
NMHOpoAHbIE Tena. Heobxoamme:, cTporo cobntogaTe TpeboBaHUdA- Mo
OYMCTKE U 0b6ecnevyeHnto ~acenTuyecKnx ycnoeuin pabeTsl BO
n3bexaHne 3apaXeHWs WMAJanrara M BO3MOXHbIX OCNOXHEHUA.
Mepes HavanoMm  paboTbl. C  W.MNJAHTATOM  XUPYPFUYECKue
NHCYMEHTbI 1 MepyaTKU-fIpOMbIBAKOT Y OYMLLAOT OT NOCTOPOHHUX
npuMmeceil.

O60104Ky M3 CUIMKOHOBOrO 3/1aCTOMEpPa MOXHO JIeFKO nopesaTtb
cKasbnenem, pasopsaTb’ B pesynbTaTe MNPUIOKEHUS=HPEe3MEPHbIX
YCUINIA, MaHUNYNALMUIAC NCMOMb30BaHWEM TYMbIX UHCTPYMEHTOB MK
NMPoKoNa Urnoin. 3To NprBeaeT K paspbiBy UMnnaHrata. CTpyKTypHas
LLe/IOCTHOCTb BCEX.[IPOTE30B MOANEXMT TLLaTe/IbHOW MPOBEPKE A0 1 BO
BpeMs MmMnnaHTaguu. Mpu obpalleHny e U3LeIMEM M BO BpPeMs €elo
MMNNaHTauumn enefyet cobnofatb 0CO6YH OCLLUPOXKHOCTD.

Mo Bpems lpoLeAypbl MMNNaHTaumMm cnepyet m3beratb NPUNOXKeHUS
4ype3MepHbIX “YCUNNMIA UAM  U3OLITOYHBIX MaHWUNYNAUWIA, KOTOpble
MOTyT NOBPEAWb MMHNATaT.

Nio6ble  nocreayloLne  XUPYpruyveckme ‘Apoueaypbl B ob6nactu
Ye3aHOBKY wMNaaHTaTa rpoBoaaTcs ¢ 1heAcnbltoli 0C rOPOXKHOCTLIO
BO u30e)aHve MOBpeXAeHns Hporesa—-B cnyyae noBpexaeHus
UMNaHTaT NOANEXMUT Y4aNeHMIO.

Mepea ~Hayasio.M XUPYPruyeckor onepauum Kaxabli umnnaHTart
MPOBEPSIOT Ha HaIMuyMe paspbIBOB-G00/04KM W OCYLLECTBAAIOT
MCIosHHHI KOHTPO/Ib  LICNIOCTHOCT M34eNns B TeYeHWe BCeid
onepawluu. 3anpeliaeTca WUCMOAb30BaTb WMMMNIAHTAT B C/y4vae
BHECEHUS KaKW.4-nmeo MoautMKaLnii B OpPUTMHaNbHYIO
KOHCTPYKLMIO. 3anpeLlaeTcs UCNOJb30BaTb NOBPEXAEHHbIE NPOTE3bI,
a Tawkke 1hoTC3bl NOCNe BOCCTAaHOBNEHUS H BHECEHMS KaKuX-nnbo

pasmepa

Perucrpauna MU B PocagpaBHagzope
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Lini. dust, talc, surgical glove powder, drape and sponge lint,
fingerprints, skin oils and other surface contaminants deposited on an
implant by improper handling may cause foreign body reactions.
Strict adherence to clean, aseptic techniques should be maintained to
prevent contamination of the implant and possible complications.
Surgical instruments and gloves should be rinsed clean of any
impurities before handling the implant.

fhe silicone elastomer shell may be easily cut by a .scalpel or ruptured
by excessive.stress, manipulation

penetration by.a needle. Subsequent rupture will result. All proslheses
should be (carefully inspected for structural integrity

during implantation. Meticulous care must be exercised in handling
and implanting the device.

Excessive force and ovcmianipulation during the implantation
procedure are to be avoided as this may damage the implant.
Any.subsequent surgical procedures in the area of the implant should
be‘undertaken with extreme caution as damage to the implant ¢
oceur. In the event that an implant 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 comprom

This prosthesis should not be implanted following any modifications
to its original design. A prosthesis which has been damaged, or on
which repairs or modifications have been aticmplcd. should not be
implanted. A standby prosthesis should

surgery'.

Do not contact the device with disposable, capacitor

instruments as damage to the outer shell of the prosthesis may result.
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mMoaudmKaumnii. Bo Bpems NpoBefeHWs) XUPYpPruyeckor onepawuu
pPeKOMeHAYyC'1ca filep>KaTb B OMepaLMoHHON 3anacHoi aHAoMNPoTes.
Cnepyet  wu3beraTb  KOHTaKTa . M3fenns C  OLHOPa30BbIMM
WHCTPYMEHTaMK /19 KayTepu3auuyi KOHAEHCaTOPHOIo TUMa, KOTOpbIiA
MOXEeT NPUBECTN K pa3pbiBY BHELWHEN 060/104KM UMMIaHTaTa.

JononHuTtenbHble Mepbl MNPEAOCTOPOXKHOCTM  NMpY  NpUIMEHEHLIN

refieBbIX rpyaHbIX HMIUTaHTak»BSH.TEX

* He cnepyert genatb CAULWKOM ‘MaJeHbKMe paspesbl. s yCTaHOBKM U
npesynpexxaeHns NOBPeXAeHUA UMMNIaHTata MOXeT noTpe6oBaTbCs
6onee ANVHHbIA (Y4eM ANg=MWMMNAHTATOB C [MafKol 000A0UKON)
paspe3. lMoBpexieHWe VMMRAJaHTara B NpoLecce YCTAHOBKU MOXET
NPUBECTU K pa3pbiBY NpoTe3a B NOC/NE0NepaLuoHHbIin Nepuoj,

* Ko.mnaHusa  Mentor (pekomMeHAyeT — Xupypram  npw, Bbl6ope
ONTUMaNIbHOrO pasMepa paspes3a M MeToja XHpypluucekoro goctyna
YUMTbIBaTb KakK pa3Mep-ummniaHTara, Tak M 60/bLIYI YKECTKOCTb U
6onee BbICOKMIA NPOUIbL TeKCTypupoBaHHON 060a04KM  SIL'HiX
(Takke cm. pasgen «BbIbop MNiaHTaTa).

WHgopmaumsa gnsa faumeHTa M NosiyvyeHWe  WUHGIOPMUPOBAHHOMO

cornacus

Xupypruyeckue B.MewlaTeNbCTBa C UCMO/b30BaHWEM. TeNeBbIX MPOTE30B

MOJIOYHOW >KeNe3bl--CONpsXXeHbl C OMpeAeneHHbIMA NOTEeHLUMaNbHbIMU

OCNOXHEHUAMMN W ‘puUcKaMun. VIMnnaHTaums J3HLOMpoTesa ABNAeTCA

NNaHOBON onepauuein. Mepes ee NpoBeAeHUEM ~HALUNEHT AO/KEH ObiTb

MoCTaB/IeH B M3BECTHOCTb 060 BCEX BO3MOXHbIX PUCKAX M MPerMyLLecTBax

PEKOHCTPYKLMWA CCEYEHHbIX TKaHe W/MNu-"yBeNnyeHns Trpyam C
MOMOLLbI  FPYAHbIX WMMMIAHraToB M MNOAYHMUTb  MHDOpMauuio 06
anbTepHAaTUBHbIX  MeToAax fledeHus. Heob.Xx0AHMO  npeaynpeanTb

naLMeHToB!Q TOM, YTO UMMIAHTATbl MOMIOYHBIX XKeNe3 He MOTY TCuM TaTbCs
MOXW3HEHHBIMW 1 YTO B [JaNbHeiilleM MOXeT Horpe6oBarbcs
[OMNONHWUTENbHASA XMUPYPrMYecKas onepalus AN YAaneHWs WA 3aMeHbl
MMNNaHTaTa.

B 06513aHHOCTY XMpypra BXoAWUT Bbl6GAP HaunyyLero MeToaa nposefeHus
KolloynbTauuii Ans nauueHTa B NpeAonepaLyoHHbIi neproa. Komnanws
Mentor paccuMTbiBaeT, 4TO Xupyp! COO6WMUT nayueHTy 060 BCex

Peructpauua MU B Poc3gpaBHag3ope
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Additional Precaution.s for SILTEX Gel Breast Implants

e Avoid too small an incision. A larger incision than is normally used
for smooth-shelled implants may be required to facilitate
to avoid damage to the device. A device, which is damaged during
insertion, may result in postoperative rupture.

» Mentor recommends the surgeon consider the size of implant and the
firmer nature and’ higher profile of the
optimal incision size and surgical approach. (See also Implant
Selection section.)

Patient edueation and informed consent

The surgical procedures associated with the use of gel breast implants are
not withaut potential complications and risks. lhe

an elective procedure. The patient should be counseled prior to surgery
regarding the benefits and possible risks associated with tissue
reconstruction and/or breast augmentation using breast prostheses and
alternative procedures. Patients should be advised that breast implants
should not be considered lifetime implants and that revision surgery may
be-necessary including implant removal or replacement.

It is the responsibility of the individual surgeon to decide the best

by which to counsel a patient prior to surgery. Mentor relies upon the
surgeon to advise the patient of all potential complications and risks
associated with the use of breast implants.
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NMOTEHLMANbHbIX OCNOXHEHUAX W PUCKaX;~CBA3AHHbLIX C MPUMEHEHUEM
rPYAHbLIX MMMNIAHTATOB.

Mocne  onepaumy  Xnpypi'  [O/DKEH. MpefoCTaBUTb  MaumeHTy!
NOEHTU(UKALNOHHYIO KapTy C MH(opmauueid o ero umnnaHtarte (-ax):
OTUKeTKW, nNpunaraemble K WMNAaATaTam, crefyeT Hak/1enTb /Ha
NOEHTU(PUKALMOHHYIO KapTy nauuedTa. [laumeHTam pekOMeHAyoT
HOCUTb UAEHTU(NKALMOHHYHO KapTy C.CO60M, 4TOObI 06/1erYnTh OKazaHme
MeLMLMHCKON NOMOLLM B C/lyYae 3KCTPEHHOW cuTyaunu.

Mocne onepaymmn nauveHTa Hy>XHO-IPOVMH(HOPMMPOBATL O HEOOXOAUMOCTM
nocseonepawloHHbIX OCMOTPOB W-PErYISAPHOro M1aHOBOro 06CNEROBaHNSA
y TepanesTa, 4YTOObl BbISBATL. pak MOJIOYHOW >Kenes3bl (ApY  €ero
BO3HWKHOBEHMW. Takke crefyeT npefynpeinTb NauueHToB O TOM, YTO B
cny4ae N1aHOBO onepauuy BOobNacTn rpyamn HY>XHO COOOLLMTL TepanesTy
nnn xupypry o HUVMM nmAnaHTarta, a nepeg npuMeHeHUemM MecTHbIX
NeKapCcTBEHHbIX MNpenapaToB; Hanpumep, CTePOMAOB, B 06AaCT rpyau
COBETOBATLCSA C TepaneBTOM UM (hapmaL,eBTOM. KpoMe «o i o3 HEOOXO4UMO
MoCOBeTOBaTb MNauMeHTy ) obpallatbCa K XUPYPry /ApY  Kakux-nnbo
npo6semax, CBA3aHHbIX.C H.MNIaHTaTaMn MOJIOYHbIX YXE/IE3.

YKA3AHNA no MRMMEHEHWIO

C'yllecTBYK)! pasnuyHble MeToAbl XMPYPruyecKor- PeKOHCTPYKUUU Un

YBE/IMYEHUS MOJIOYHBIX >KeNle3 C WMMaHTauuedl  refneBbiX MNPOTe30B,

NO3TOMY XMPYPry pPEKOMeHAYeTCs UCMOMb30BaTh

cnocob, KOTOpblA, UCXOAA M3 ero MpakTUKU. U NpodecCMoHaIbHOro

MHEHUS, ABNSETCA HaWnydlwuM AN1S KOHKPeTHOro nauueHta. Hwuxke

onucaHbl Npoueaypbl, peKOMeHAyeMble KOMManneid Mentor gns reneBbIx

MMNaHTaTOoB:

Bbi6op nmAmaHTaTa

K BaXHbIM- ONpefensowmnm aktopam, kKacarowmnmcs Xnpypi N4ecKoro

BMeLLaTenbCTBa M Bbi6opa pasmepa, OTHOCUTCS ClefytoLee:

* lmppaHTaT He [O/MKEH ObITb CAUWKOM MLWIEHbKUM WA C/IMLLKOM
60/1bLWNM MO CPaBHEHUIO C pa3mepamMu rpyaHOW KNeTKM nauueHTa.

o [ocTaToyHasa TOMWMHA MATKUX. TKaHeld MOJIOYHOW Xenesbl -fAAs
MOKPbMUA MMMNaHTaTa.

Perucrpaunsa MU 8 PocagpaBransope
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After surgery', surgeons are to provide the patient with the Pa

with information on the implanl(s) used. Labels are supplied with the
implant to beapplied to the Patient ID Card. Patients should be advised to
carry the patient card to facilitate medical care in case of emergency.

Following the surgery, the surgeon should inform the patient ol'necessary
postoperative office visits and the need to continue to consult a physician
for routine examinations to detect for breast cancer.

Patients should be advised to inform a physician or surgeon of the
presence of an implant if any surgery' of the breast area is scheduled, and
to consult a physician or pharmacist before the use of topical medicines
such as steroids ‘in.the breast area. In addition, the patient should be
instructed to contact her surgeon should she

related to her breast implants.

INSTRUCTIONS FOR USE

fhe implantation of gel-tlllcd prosthescs

augmentation involves a variety of surgical techniques; therefore, the
surgeoensis best advised to use the method, which his/her own practice and
discretion dictate to be best for the patient. The procedures listed below
are-recommended by Mentor for gcl-fillcd implants.

Implant selection

Some of the important surgical and implant sizing variables that have

been identified include the following:

e The implant should not be too small or too large in comparison to the
patient's chest-wall dimensions.

* Awvailable tissue must provide adequate coverage of the implant.
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e [nA nNaumeHTOB C MCTOHYEHUEM WU AJIOXUM COCTOSIHUEM TKaHen
MOJIOYHOM >Kenesbl MPeANOYTUTENIbHBIM fBMISETCH CYOMYCKYNSpHOE
pacrnosoXeHne UMmnIaHTara.

e« 1na NNOTHOrO MNpwuneraHUs WMMMAAHTaTa K rNagKoi MnoBepxXHOCTH
cosgatoT X0poLlo ChopMMpPOBaHHbIA CyXoMm KapMaH
COOTBETCTBYHOLLEro pasmepa v CUMMETPUYHOCTH.

Mpoueaypa NpoBepkun 1cnesbl\ rPyAHbIX UMNIAHTaOB

HenocpefcTBeHHO nepef  WCNOAB30BAHWEM  WMMIAHTAT  MOAAEXKUT

MPOBEPKe Ha MPOXOAMMOCTb M- /LIefIoOCTHOCTb 060M04KK. [poBepka

NpoBOANUTCA nyicM akKypaTHOTO, MpOLLyMnbiBaHWA NpoTe3a pykamu W

nanbLaMun ¥ BHUMaTe/IbHOro 0CMeTpa 060/104KM ANS NOUCKa MECT YTeUKU

rens.

Mpouenypa perncrTpaumnn refeBbiX rpyaHbIX UMMNIaHTaToB

Kaxzblii npoTe3 nocTaBnseTes C ABYMS 3TUKETKaMU A1 MeAULUHCKOW

KapTbl, cogepxalimmm Homep no Karajtory. HOMep NapTU=# CepUNHbIV

HoMep (B COOTBETCTBYMOWMWX cny4yasx) wusgenud. OfHa U3  3TUX

CaMOK/IEIOLMXCA 3TUKETOK HAHOCUTCA Ha KapTy nauuéHta. Ha aTukeTke

yKa3blBaeTCs MosioXKeHue (Cnesa Uam cnpasa) Kax4oTO MMMNaH Tata 1 jaTa

NMPOoBeLeHNs onepawuw:

XPAHEHWE, OBPAWLEHVE N YTUNTN3ALUNA-YTAKOBKN

Jawoc un3genve He TpebyeT cheynanbHbIX ~YCNOBUA  XpaHeHUs.

MmnnaHTar npotuen  MNpoBepKY Ha  CrMOCOBGHOCTb  BblAepXuBaTb

BO3[eNCTBME IKCTPEMasIbHbIX TeMnepatyp W =BAaXHOCTU BO BpeMms

NCNbITaHUA Ha' YCKOpPeHHOe cTapeHue. YTuausauusa u nepepaboTka

YNaKoBOYHbIX MaTepuanoB W3Aenns OCYLLEeCTBASETCH B COO3BETE3BHU €

MOCTaHOB/IEHMAMM MECTHbIX OpPraHoB BNAacTU ¥ MnaHamMu nepepaboTku

OTXO/0B.

PUCKK, cBA3aHHbIE C XMPYPTMUYCCKUMH OREpaLnamu

PUCK pasBUTUA OC/IOXKHEHWIA CYLLEeCTBYET Npu /Il060A XMPYpPruyeckoii

onepauuu’ M MOXeT ObiTb CBA3aH KaK HEenocpeAcTBeHHO C CaMOW

onepauwen, Tak u ¢ aHecTesuneid. K TaKMm prckaMm OrHOCAT:

* WHhekunoHHOe  3aboneBaHue, . NMPOABNAIOLLEECS  CMeAYHOLAMY
CUMNTOMaMW: Xap, NPUNyxnocTb, 60/1€3HEHHOCTb, MOKPACHEHWE KOXN

Perucrpanns MU B PocagpaBHansope
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s~ SubmuscLilar placcmcnl of the implant may be preferable in patients
with thin or poor quality tissue.

¢+ A weil-detined dry pocket of adequate size and symmetry must be
created to allow' the implant to be placed flat on a smooth surface.

Testing Procedure for Gel Breast Implants

The device should be tested for patency and shell integrity immediately
prior to LS This can be accomplished by gently manipulating the
prosthesis with hand and fingers, while carefully examining for leakage
sites.

Recording Procedure for Gel Breast Implants

Each prosthesis_is.supplied with tw'o Patient

catalog number, fot number and serial number (ifapplicable) for that unit.

One of these pressure-sensitive labels should be attached to the patient's

chart. The implanted position (left or right side) of each prosthesis and

date of surgery should be indicated on the label.

STORAGE, HANDLING AND PACKAGINt; DISPOSAL

INFORMATION

There are no special storage conditions for t

been tested after exposure to temperature and humidity extremes during

accelerated aging. Follow local governing ordinances and recycling plans

regarding disposal or recycling of the device packaging materials. Mentor

requests that any explanled product related to a product complaint or

adverse event be returned to the manufacturer Mentor. Please see the

Product Evaluation section below.

Risks of the procedure

All surgical procedures have a small risk of complication i

surgery itselfand to anesthesia. These risks include:

« Infection, as manifested by heat, swelling, tenderness, redness, and
fever, may appear in the immediate postoperative period or at any
time after insertion of the device in the absence o
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W nMXopafoyHoe  COCTOSAHMe,  KOTOpble  MOryT  BO3HUKHYTb
HernocpeACcTBEHHO B MOC/e0NepayMoHHbIA  nepuog wvaM B N06OIA
MOMEHT roc/ie YCTaHOBKN UMMIaHTaTa-Apyu OTCYTCTBUN KNacCUYecKnx
CUMNTOMOB. WIH(beKUMM MOryT MPUBECTU K PasBUTUIO CUHApPOMA
Tokcmyeckoro woka (CTLU). Cumnarombl CTIHI BKAo4akoT, cpean
npoyero, BHe3arnHoOe MOBbILWEHWES, TEMMNEPATYpPbl, PBOTY, AMapelo,
NOTepHo CO3HaHMSA, 10N10BOKPY>KEHMUE N CbiMb, NOX0XYH Na COMHEHHbIV
oxor. Crnocobbl neyeHUs UHPeKUMM MOLyT BapbUpOBaTbES, OT
NPUMEHEHNS  aHTUOMOTUKOB /BHYTPb WIN  BHYTPUBEHHO, A0
XUPYPrnyeckoro yaaneHms ycTpolicTaa.
O6pa3oBaHve remaTOMbl, BHELUHe MPOABMSIOLLEECS YBEINYEHUEM,
60/1€3HEHHOCTHIO NpPY NansNaLny U M3MEHEHMEM LiBETa TKaHEN, MOXeT
noTpeboBaTb XMPYPruyeckon ssakyauuun. [poBOAWUTCA TLIATE/bHbINA
remocTtas Ans HpcaynpexzeEws ob6pa3oBaHus MOC/NEORepaLuoLLOii
remMaTombl.
Cepoma npefcTaBnseT-cobol nevyae3oe 0CNOXHEHWE, MPOABNAIOLLEECS
NPUMNYXN0CTbI0 TKaHEN MOJIOYHOWN dKenesbl, Bbl3BaHHOW CKOELLeHMEM
CEepO3HOM XMAKOCTU-B nonoce M KapMaHa BOKPYT MMAAaHTaTa. MoxeT
TpeboBasb u;en tie=TPebOBaTb 3BaKyaLUUN XUAKOCTU "XUPYPE nueckmm
nyTeM. BO3HMKAET) BCKOpPe eeocnc XMPYPryvyeckow ” onepaumm wumm
HECKO/bKO JIeT COye3s. STUONOMUA HedcHa.
Kpome TOro, CcyEEiecTByiOT pucKuK, CBfi3aHHble C
aHecTesnu.
PuUCKW, cBA3aHHbIE C MMNIaHTaLuel rpyaHbIX AP03e30B™
KancynspHas-KonTpakrypa
KaEEcynspHas KOH3paKTypa ABNAeTCH O HUM n3 Hanbonee
pacnpocTpaHeHHbiX  EE0604YHbIX sdhekToB. ? EEPUMCEECHMA  rpyAHbIX
UMNAaHTaTOB) XUPYPE nuyeckuH kKapmaH Aada - pasmew,cEEVA mmnnaHTara,
KOTOpPbIA QOPMUPYETCA 3a MONOYHON XXene3o, NMeeT Heveeoro 6onbeeenti
(yem Y «4MnnaH3aza) pasmep. B Hopme sApU 32KMBNCEEMM paHbl BOKPYT
uMnnaHTata opmupyetca pubposHas 06onouka (KQEicyjEa). koTopas B
OTAeNbHBIX CNyyasaX, y30Waachb. coKkpallaeTca HaCTONbKO, Y30 COXUMAET
WMEERAEETaT, focTuras pasnmyEIOW cTemeHmn TBepaocTu. B cambix Xyauax
CNyyasax 4pesMepHOe VYTOJEeHNe Kancynbl Bbi3biBaeT OTBepAEHME.

EEpMCEEeHWeMm

Perucrparmusa MU B PocagpaBransope
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Infections may result in Toxic Shock Syndrome (TSS). SymptoETEs of
TSS include, but arc not limited to sudden fever, vomiting, diarrhea,
fainting, dizziness aEid/or a sunburn-like rash. Treatment for infection
can range fi(CEn adEninistration of antibiotics orally or intravenously
up to surgical removal of the device.

HeETiatoiTEa  formation, which is ETiaElifested by enlargement,
tCEiderncss, and.discoloration of tissue, which may or may not require
surgical evacuation. Careful hemostasis is important to prevent
postoperative-hematoETia formation.

Seroma foETnation is a rare occurrence manifested by swelling of the
breast from “a collection of scruEn within the implant pocket, which
may or Enay Hat require surgical evacuation. This ca

surgery’ or years later and the etiology is obscure.

There.arc risks from the anesthetics as well.

Risks ‘specific to breast implant surgery

Capsular Contracture

Capsular contracture is the tnost cowenon side effect of breast implants.
To Jaccept the implant, a surgical pocket behind the breast is inade
somewhat larger than the iEnplant itself. bbEstEalAY a hca

envelope around the iEUplant, which, on occasion, will shrink sufticienlly
to squeeze the implant, producing varying degECCS of fErmness. At its
worst, the iETEplant can feci hard, be painful and/or distorted. This can
occur soon afler surgery or years later and may be uEiilateral. bilateral or
asyniEnetric. Surgical release or excision of the scar is often successful,
but rccurrcEicc is not uncomEHon. The cause of the contracture
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60/1e3HeHHble OLWyLleHns B 06/1aeT YCTaHOBKM UMMNaHTaTa W/WIH ero
pedopmauuto. KoHTpaton'pa MOXKeT BO3HMUKHYTb B MOCAEONepaLoHHbI
Nepuos WM HECKONbKO fIeT CchnycTa M 6blBaeT OLHOCTOPOHHEW,
ABYCTOPOHHEW WM aCUMMETPUYHON. . XUPYPruyeckoe yganeHvue wuiu
ncceyeHme py6LOBON iKaHW YCMeLHO YChaHAeT OCNOXHEHNE, HO He pUCK
(Hepeakwnii)  MOBTOPHOIO ero passuTus. [puumMHbl  06pa30BaHNA
KOHTPaKTypbl MN0X0 M3yyeHbl. MPUMEHABLUNIACA paHee cnocob neyeHuns
KOHTPaKTypbl METOLOM 3aKpbITON «Kal[cynolOmun (paspbiB pybua fyTem
CUNMbHOTO CAaBNMBaHMA MOJSIOYHOM )Kenesbl) Ha CeTAHAWHWIA - [eHb
MPaKTUYeCKM He UCMONb3YEeTCA.

CTeneHb TAXeCTN KancynsapHOW KOH3paKTypbl oueHuBaeTcs oT Aao. IV no
Knaccudmkaunn beikepa (Baker).

Bo3amoxHa KanbumdmKaums (UOpo3HOi Kancynbl. KanbuudumKayms 3To
fBNeHWe, NHOTAa BCTpeyaroLlieecs npu ANnTenbHOM pybueBaHun TkaHu (B
OCOGEHHOCTM NPU  HaUYWN  pasgpaxuTenend, HaHpU.Mep TBepPAbIX
MonepeyHbIX 0XOroBbiX  Pyouos). KanbungpuunpoBaHHbIe- Kancy/bl He
NPeLCcTaBNAT Yrposbl, HO) MOryT ObITb yAaneHbl, ecnu RaluneHT xenaet
136aBUTLCA OT KOHTPaKTypbl. YacTo Hebo/bHIve ovaru “KaibLudukawmm
HabNIAATCA B pasHbIX 4acTAX MNapeHXVMMbl MOSIOYHOW >kenesbl. Kak
npasuso. OHM ornpegenatoTca BPaYOM-PEHTTEHO/10rOM Kak
L06pOKayecTBEHHbIE )0Opa3oBaHMs, HO WHOTAQ, - 4TOObl  MCK/KOYUTD
3/10Ka4CC'1BEHHYIOQMYX0/b, MOXET NOTPeboBaTLCA MPOBEAEHVE BMONCUN.
PaspbiB iiMii.iujiiaia

FpyfHble MMNIAHTaTbl HC MOTYT CAYXXWUTb MOXMW3HEHHO. XOTA paspbiB
BO3MOXEH uepes.itoboe Bpems nocnie MMNAaHTauum, pag ucciegoBaHui
M0 W3YYeHWIO-Pa3pbiBOB 3aNONHAEMbIX renemM/0LHOKaMepHbIX TPYAHbIX
MMMNNAHTaTOB - TEKYLLEro MOKOMEHUS Pa3HbIX [IPOM3BOAMTENEN, OKPYI/ION
WM MHOW ~(opmMbl, MMeWwmnX MapkupoBky «CI». co BpeMeHeM (C
nomowbto—~MPT) nokasas corfacyroluecs C.XO4Hble pe3ynbTarhl,
yKasblBaloLihe, 4To OXMAaeMblli CpefHNiA_CpoK cnyobbl npesbiwaeT 10
ner.

XOTA_GUTMKOH He NOBEPXXeH 6MON0rnMYecKomMy pasnoXxeHuto, 060/104Ka
MMMAaHTaTa MOXeT pa3opBaThbCA B pesyfibTaTe M3HOCa WAN MPAMOro
nospexaeHuns. B cnydvae paspbiBa 000/7104KM MMUawara lenb 06bIYHO
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phenomenon is poorly understood. In the past, closed disruption of
scar by squeezing the breast was common, but this is rarely practiced
todav.

Capsular contracture is graded in severity on a scale of 1to 1V by Baker
classification. Calcification ofthe capsule can also occur. Calcillcalion is
a phenomenon that is occasionally seen with long

especially if there.is irritation such as tight burn scars that cross
Calcified capsules may require removal if the patient wishes relief from
her contractures-but otherwise seem to be har

calcification ,are"commonly seen anywhere in the breast parenchyma,
rhey can wsually be identified as benign by the radiologist but on
occasion may require biopsy to rule out a malignancy.

Rupture of the Impluiit

Breast implants may not last a lifetime. Although rupture can occur at any
time following implantation, a number of studies examining rupture of
current generation, single-lumen. CR marked, round and shaped silicone
gel-tllled breast implants of various manufacturers over lime
evaluations) have consistently reported similar results indicating the
average expected lifetime

exceeds 10 years.

While the silicone material itself has not been shown to biodegrade, the
shell may rupture due to wear and tear, or direct injur
shell is ruptured, the escaping gel is usually contained by the scar
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yhepxxmBaercsa (OHOPOYHONM Kancynoil B AApefenax CHOPMUPOBAHHOIO
XUPYPruyeckoro KapmaHa (MHTpaKancynsapHbIi paypbIB) "
06Hapy>xmBaeTcs ToNbKo npu MPT (CKpbITbll pa:(biB); 3(h(heKTUBHOCTb
06Hapy>XeHns pa3pbIBOB 3TUM MeTOL0M-COCTaBseT 0kono 85 %. B cnyuae
paspbiBa (hMOPO3HON Kancynbl reb MOXET NONacTb B 6aM3nexatine cion
TKaHM W TKaHW MOJSIOYHOW Kenesbl (3KCTpaKancynsipHbllii paspbiB).
Bonbluas yacTb refif octaeTcs B Npefieniax MOMIOYHOW XXenesbl, TEM. He
MEHee, MMeTCs COOOLLEeHNA O PefKnUX Cryyasax MuUrpauuun rens B-pyky,
HEPVHEBPUU MK BPIOLLHY'IO CTEHKY. 11pn npocaynBaHuK rend 3a npeaens
(hMOPO3HOI Kamncynbl paspbiB MMRAJaHTaTa MOXET 6bITb AVAarHOCTUPOBAH
npyv  YNIbTPasByKOBOM. MamMmorparyeckom N (OM3NKanbIOM
nccnefoBaHmAX.  BOMbLUMHEFBO  M3BECTHbIX  C/lyYaeB “»-pa3pblBa
MMMNAHTAaTOB OTHOCUTCS K _MMNiaHTataM ¢ 60see XPYnKoW, TOHKOM
060/104KOM, KOTOpble yCTaHaBAMBaNMChb B KOHUe 1970-x rofos.

Pa3pblB crefyeT Mofo3peBarb B CryyasX W3.MeHeHUs CBOWCIB W3fenus,
Hanpumep, MOABMEHUA MNOCTOAHHOrO OAHOCTOPOHHErO YYBECTBA MOKEHWA
WM U3MEHEHMA  MATKOCIW. TeKCTY'pbl  WAM  (hOpPMbL -~ MMMIaHTaTa.
daKTUyecKas 4acToTa_ BO3HWKHOBEHMS pPa3pblBOB HEWU3BECTHA B CUIY
CKPbITOro Xapakrepa M-rpygHocT AMarHOCTUPOBaHWUA BONbLUMHCTBA U3
HUX 6e3 [nalHOCTUYECKON ornepauumn. CoBpeMeHHble MMmNallaTbl UMerT

bonee TONCTylO, (MPOYHYHO O060NOYKY W Te/eBble  HanoMHWUTENN
MOBbILEHHOW BA3KOCTW. [pOBOAWTL CPaBHEHWS OXUAAEMbIX WU
(hakTUYeCKMX  AQKasaTefeli  4acTOTbl  paspbiBOB  COBPEMEHHBIX

NMMNMaHTaTOB CSAOKasaTenammn, nonyyvyeHHbIMW (B)NpoLwiom, crefyeT c
OCTOPOXXHOCTb0,..0COOEHHO ecnn (YTO Cy4YaeTcs Yallle BCero) peyb naet
06 MMNNaHTaTax Hen3BeCTHOM Mapku, mogenu-utuna. Mpu nospexxaeELm
uvnnaEETaEa sHoKegalEL>L eio ypaneHue wam“3ameHa, B 4ac3vOCTMW. Mpu
06Hapy)XeHUI- B NApeHXMMAaTO3HON TKaHN MQJIOUHON >Xenesbl, NOCKO/bKY
3TO MOXeT6biTb MPUHATO 32 OMyXO/b WM MOMeLwaTb OMNpejeneHnto
onyxonu,

MpyynHEI paspbiBa MMMIaH la ia BKOYAKT, Cpeiy NpoYelo: NMoBpexxaeHue
XUPYPFUYECKUMM  MHCTPYMEHTaMW, 'WHTpa- W nocfieonepaunoHHylo
TpaBMY,  M30bITOYHOE  HAMNPsHKEHWES. WM MaHUNynauum B Xoge
noBccAveBEION aeaTenbHOCTU, Ewnpumep, Npyu MHTEHCUBHBIX (DM3NYECKNX
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envelope in the surgical pocket (iniracapsular) and may be undetectable
except by MRI (silent rupture), which is about 85% effective in detecting
rupture. If the scar envelope is torn, the gel can be driven into the local
tissue planes and breast tissue (cxtracapsular). Most of the escaped gel
remains in the imiTiediate environiTEent of the breast but on rare occasions
it has been reported to migrate down the arm, into nerve

the abdominal wall. Ultrasound, mammography and physical
examination may also diagnose these ruptures, which have escaped the
scar envelope. Most of the reported cases occurred in the more fragile,
thinner shell devices implanted in the late 1970s.

Rupture should/be suspected if there is a change in character of the device
such as a new:-persistent unilatei’al burning sensation or a change in
softness, texture ‘or shape of the implant. Because of the silent nature of
most ruptures-and the difficulty of diagnosis without surgical exploration,
the true incidence is unknown. Current products have thicker and stronger
shells and “more cohesive gel contents. Caution should be used when
comparingrexpected or actual rupture rates of current devices

incidences, especially when, as is often the case, the brand, vintage and
type of.device is unknown. Fxplanlation and/or replacement may be
indicated if the implant fails, especially if it is seen in the breast
pareEichyEua as it could be confused with or mask a tumor.

Causes of iEiiplant rupture include, but are not lilnited to: damage from
surgical instruments, intraoperative or postoperative trauma, excessive
stresses or manipulations as may occur during daily routines such as
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YNpaxKHEHUAX, 3aHATUAX KOH raKTHbIMH BMAaMW CnopTa, 00bIYHOM py4yHOM

maccaxe, TEeCHOM (M3NYECKOM KOHFaKTC W CXatuym BO  BpeMs
Mammorpapuu.
M3meHeHns YyBCIrBUIeNbIKOCTN COCKOB H MOJTOYHbIX

Yene3/60/1C3HCHHOCTb MOJIOUHBIX XKefe3

Niobas xmpypruyeckas onepaumns na MONOYHbIX Xene3ax MOXeT NPUBecTy
K CHVKEHVIO WU NOBbILEHWIO YYBCTBUTE/IbHOCTU COCKOBO-apeo/IsiPHBIX
KOMM/EKCOB W/MNN  NOANOBEPXHOCTHBIX CMI0EB  KOXW  Tpyaw, I3Tu
M3MEHEHMS MOTYT OT/INYATbLCA [0 MHTENCMBMNOCTU U HOCUTb BPEMEHHbI
WA MOCTOSHHBIN XapakTep. VI3Mencnue 4yBCTBUTENbHOCTU COCKOB WK
rPYyAM MOXET, B HEKOTOPbIX C/yyasx, OTpuuaTe/lbHO CKa3aTbCcAa na
CeKCyalbHON YyBCTBUTENIbHOCTW W 3aTPYLHWUTH FPYAHOE BCKApPM/IMBaHMe.
MonaraloT, 4TO 3TU W3MEHEHWUS O00YCMOBNEHbl MOBPEXAEHUAMU WK
pacTshkKeHWeM HepBOB B pesy/ibTaTe onepauuu. Crneynguyeckoro neveHns
3T0l O coCcTOAHUSA He CyLLeCTBYeT.

BOMbLIMHCTBO XEHLUH, IEPEHECLUNX YBEIMYEHNE WU PEKOHCTPYKLMIO
rpyay € UCNONb30BaHHE:M TPYAHbIX MMMIaHTATOB, B NOCAEONepaLMoHHbIN
nepuvos nepexvBaloT—60neBble OWYLeHNs B 061acTy 1pyanm W/HK
rPYAHON KNeTkn. XoT#,B HOPME Y 60/IbLLUMHCTBA XXEHUH 60Nb NPOXOAUT
Mo Mepe BOCCTAHOB/IEHWS MOC/e onepaLun, y HEKOKPBIX NauneHToK 60nb
MOXeT MPUOBPECTA=XPOHNYECKNI XapaKTep. XpoHuUYeckas 60/1b MOXET
ObITb CBA3aHa C FEMATOMOI, MUrpauuen, MHPeKLNen, CIULLKO.M 60NbLLNM
pasMepomM u.Mnaarara Wiy KancynspHon KOHTPaKFypoil.

BHesarwwas oc rpasg-601b MOXeT ObITb Bbl3BaHa PaspbiBOM MMMIaHTaTa.

CHKeHMe 3pheKTUBMOETM MaMMOrpatnyeckoro obcneaoBaHns npu
ANarHoCTUKE PaKoBbIX 3a60/1eBaHMWI/KabUNEBbIE OT/IOKEHNS

MOCKONMbKY™, CUIMKOH HENpPOHWLAeM [Ans, PEHTIeHOBCKUX  Nyuei,
TEOPETUYECKM MMMMaH3aT MOXET noMewlate paHHemy BhiBBjteHHK)
paKoBOL0-3a60/71€BaHNA C MOMOLLLIO MaMMOTpagnMyeckoro o6cneaoBaHms;
raKk Kak. 4aCTb MOIOYHOMN >Kefe3bl-0CTaeTcs 3aTeMHEHHOW. HoBele
METOLUKN CXATUS MOJIOYHOM Kene3bl. Fro3BOMA0T YBENNUYNTL SOCTYMHYHO
ans  Busyanmsauuym o6bnactb. C Apyroil CTOPOHbI, MHOrME XMpYypru

Perucrpanus MU B Pocagpasrangsope
www.nevacert.ru | info@nevacert.ru

vigorous exercise, coniacl athletics, routine manual massage, intimate
physical contact and from compression required during mammography.

Changes in Nipple and Breast Sensation/Breast Pain

Any surgery that undermines the skin of the breast can result in
hypersensitivity or loss of sensation in the nipple

changes can vary in degree and may be temporary or permanent. Changes
in nipple/breast sensation may. on occasion, affect sexual response or
comfort while nursing. These changes are believed to be a result of nerve
damage or stretchingof the nerves from the surg

treatment for this condition.

Most women._undergoing augmentation or reconstruction with a breast
implant will_experience some breast and/or chest pain postoperatively.
While this ‘pain normally .subsides in most women as they hca
surgery, it.can become a chronic problem in other women. Chronic pain
can be associated with hematoma, migration, infection, and implants that
are too-.large or capsular contracture. Sudden severe pain may be
a.ssociated with implant rupture.

Interference with Mammography in Detection of Cancer/Calcium
Deposits

As silicone is opaque to x-rays, an implant may theoretically interfere
with the early detection of cancer by mammography as it may obscure
part of the breast. Newer techniques of breast co

amount of breast that can be visualized. Alternatively, ro.st surgeons feel
that the device may improve the detection of tumors by palpation. While
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CUMTAlOT, YTO MMMAAHTaT MO3BO/SAET YCOBEPLUEHCTBOBATb AMAarHOCTUKY
onyxonelii MeTofoM nasbnauun. HecMoTps Ha CepbesHble TeOpeTUYECKME
onaceHus, MOATBEPXAEHWIA  B3aUMOCBSA3M  NO3A4HENM  AMArHOCTUKWU
3aboneBaHNs C UPUCYTCTBUCM 1pyAHbIX WUMUMAQHIaroB He BblSIB/IEHO:
YKeHLWMHbI C BbICOKOI CTEMNeHbO prcKa’/pasBnTisA paka MOIOYHOW XKene3bl
AO/MKHbI C OCTOPOXHOCTbIO MOAXOANTH.-K BONPOCY MMMNMAHTaLMMW TPYAHbIX
npoTe3oB. lMpu mammorpaguyeckom obcnegoBaHny TpebyeTcs Cxarue
MOMIOYHBIX >KEe/e3, UYTO MOXeT MNPUBECTU K paspbiBy MMMNAaHTatd, ~HO
MOCKO/IbKY [AHHOE OC/IOXXHEHWEe-. BO3HUKAET pefKo, 3TO He AOJHKHO
YOEPXKMBATb  JKEHWMUH OT  NPOXOXAEHMS  perynsapHbIX  MAAHOBbIX
MamMMorpaduyecknux — obcnefjosaHuin.  lMepes — mMaMMmorpaguieckmm
o6cneaoBaHMEM  Heo6X0AMMO-, COOOLUTbL  TEXHOMOTY 0 “~Halu4uuun
MMNNaHTaTOoB.

WHorga B cTapbix pybuax 06pasytoTcs OTNOXEHMS KasbUus, KOTopble
MOXHO O06Hapy>XuTb B N06OIN YacTu Tena. [0 e camoe. Kacaescs U
()wbposnoii kancynbl KMMANaHTaTa. OO6bIYHO MOAOGHLIE: OTNOXKEHMWS
06pasytoTcs Nnwb Yepe3 MHorve 1046l nocne onepawyu AQ MNAaHTaLum.
Kpome TOro, 4acto 406pOKa4ecTBEHHOE 00bI3BECTB/IEHUE MOXHO YBUAETb
Ha  MaMMorpauyeckux  CHMMKax B OCTaJlbHOM  3[0POBOV
napeHXxmmaTto3Ho!! TKaHW MONOYHONM >Kenesbl, AAKE €CAU MOCNeaHss
HMKOrfa He MOABepranacb XUPypruyeckomy BMelLaTenscTsy. Kak
npaBwno, Ha PEHTLEHOBCKOM CHMMKe MOA0OHbIE “A06pOKAYeCTBEHHbIE
OTNIOXKEHUA  KalbuMs  OT/MYaloTCH  OT  KanbUWhmkauui,  KoTopble
CULIHaANM3NPYIOT O HAIMYMK 3110Ka4CC! BEHHOM OfyXonu. Onbl THbIA Bpau-
PEeHNEHONOr CROCO6eH ONnpefenuTb, ABNAETCA AU NATHO KasbLuus Ao6po-
Wn 3710Ka4eCTBEHHBIM 06pa3oBaHMeM, OAHAKO-MHO1Aa, YTOObI UCKIHOYNTD
310Ka4YeCTBEHHYO OMyX0/b, MOXeT noTpeboBaTbcs 6Guoncusa. Het
[l0Ka3aTeNbCTB TOr0, YK Y XKEHWMWH C 1pyAHbIMX MMrT3aHTaTaMu Takue
Ol'noXeHWs- “Berpevaro3es uvawie WM PexXe, YeM Y DKEHLWMH 6e3
MMMNNaHTaTOB. MHoOrve rofbl CycTs Yy ‘HEKOTOPbIX MaLMeHTOB MOXET
06pa30BaTbCA TFOHKWIA CMOA  KalbLMeBbIX OTMOXEHUA B (UOPO3HO
Kancysne BOKPYr umnnaHTata. MpakTUYeCKn Bcerga Takoe ob6pasoBaHue
CBSI3aHO C KamncynsipHOM KOHTPaKTYypoM, HO He BbI3blBAET KaKMX-160
M3BECTHbIX MPO6/ieM.
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ofconsiderable theorclical concern, delayed detection due strictly to the
presence of an implant has not been reported. Women at high risk of
developing breast cancer should consider gelling implants with caution.
Since the breast is compressed during mammography, it is possible for
the implant to rupture, but this is rare and should not de

regular, routine mammographic screening. Before the mammography
exam, women should inform the technologist that they have implants.

Calcium depositstare seen occasionally in old scars anywhere in the body
and this is true(of the implant capsule. This usually does not occur until
years after implant surgery. Benign calciUcations are also commonly seen
on mammography in otherwise normal breast parenchyma even in breasts
that have never been operated on. These benign calcium deposits us
have a difTercnt x-ray appearance than the calciUcations that signal a
malignancy; An expert radiologist can usually detemiine ifa calcium spot
is benign or malignant but occasionally a biopsy may be necessary to rule
out malignancy. There is no evidence that these deposits occur more or
less frequently in women with implants than those who have not received
implants. After many years, some patients may develop a thin layer of
caleium in the scar capsule that surrounds the implant. This is almost
always associated with capsular contracture but otherwise causes no
knewn problem.



Akerpy™um ||\1IMuHTaTa/3aMCANCHHOE 3@XKMBJIEHNE PaHbl
Upe3mepHoe [aBfeHMe MOKPOBHbIX TKaHENM, Mepefo3npoBKa CTEPOMAOB
npu 06paboTKe XMPYPruyeckoro KapmaHa And WMMNaHTata, a Takke
XUPYpPruyveckas WM BHELLUHAA TpaBMa MOTYT CTaTb NPUYMHON pa3BUTUS
HeKpo3a KOXW W/MNnM O3TOPXKEHMS TKaHeid, NPUBOASALLEr0 K OTrKPbUMIQ
nUMnaaHTaTa.

[aHHOe 0CNnoXHeHne [A0BOMbHO PEAKO Habnogaetcs y nNauueHToB,
([epeHeclinx onepaunio No yBeNMYEHMIO PYANM, HO MHOrga oTMedvaeTcs
npy 60nee TpaBMaTUUHbIX AN MALKAX TKaHER YCNOBUAX PEKOHCTPYKLMM
rpyaun nocne Mac'toKTOMUW. MCCMIOK NOBPEXAEHUA  TKajw. = u/unm
06nyuyeHus.  11o0-BMAMMOMY. = 30HbI  py6LEeBaHWs, 0OCO6eHHO . nocrne
06ny4yeHns, Hambonee noABePXKeHbl MOBPEXAEHWIO. [lpn =3KCTpy3mm
UMMNIaHTaTOB MOXET MOTPe60OBATLCA UX XMPYPrnyecKoe yaaneHme.,
CmMopTuBaHuc limnnaHtata/Hey[0B.ICTBOPCHHOCTb KOCMETUYECKUM
pesynbTatom/acCMMmMCTPUS

O6pas3oBaHNe BUAMMbIX WM NanbNMPyeMbiX MOPLUUH=B MMMNAaHTaTe
CBA3aHO C WCTOHYEHWMEM;NIOKPOBHbIX TKaHeR, CTeneHbl: KancynspHoi
KOM3paKrypbl 1 CrpyKrypoi MOBepXHOCTM 0060/04YKW “UMNiaHTaTa. Ha
3paAvHUOHHOW rNafKOoW MOBEPXHOCTW FefeBbIX UMMNAAHTATOB MOPLLMHBI
obpa3yto3es  pefKo. ~ Hekoropble aBTOpPbl  OMUCHLIBAKOT  METOAMKY
MaCKMPOBKN CMOpLUNBAHNA NyTeM NepeMeLLleHns COBCTBEHHOMN XXMPOBON
TKaHW B 06/1acTb/ Hag MMNnaHTaToM. Xupypruuyeckas owwnbka, paHee
NMPUCYTCTBOBABLUAS aCUMMETPUS UM U3bSH, 06pasoBaHME KenouaHOoro
nocneonepaunmoHHoOro pyéua, Bpems, YBeIMYEHNE WM CUHXKCMUC Beca,
6epeMEHHOCTb I’ KOPMNEHNe (Pyabto - BCE _3TO CMOCOGHO YXYAWWUTb
acTeTMYecKMe- pesynbTaTbl B MOC/AE0NepaumMoHHbIA  nepuog wm B
nocnegytoulem;’ B 6GONbIMMHCTBE C/y4yaeB. CO BPeMeHeM rpyfb (C
UMNNaHrazamm unu 6e3 HUX) B TOW WU IHOM CTENEeHW OnycKaeTtcs.
AcMMeTpUsi, 06bIYHO CBSi3aHA € HEBO3MOXHOCTbIO  MOMHOCTbIO
CKOpPEKTMPOBaTb MCXOAHOE paznume MEXAy MOSIOYHLIMUK >Kenesamu.
Kpo.ve (TOF0, OHa MOXeT ObiTb BbI3BaHA XUPYPIUYECKOM o e o o i
acu.MMETPUYHON KOHTPAKTYPOI UM pPaspbiBO.M UMUMHTArA.

Upe3MepHOe paspacTaHue BOJIOKOH KOAJlareHa B Mec3'c paspesa B npoecee
32KMB/IEHUA NPUBOAUT K 00pa3oBaHMIO Yy HEKOTOPbIX MauueHToB
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Extrusion of the Impiant/Interruption of Wound Healing

Skin necrosis and/or sloughing resulting in implant exposure may occur
from undue tension of the tissues overlying the implant, the overdosage
of steroids placed in the implant pocket or surgical or external trauma.
This is quite rare in the augmentation patient but occurs occasionally in
the more challenging tissue environment of reconstruction after
mastectomy, local tissue injury and/or radiation. The areas of the scar,
especially after radiation to that area, seem to be the most vulnerable to
disruption. Extruded implants may need to be surgically removed.

Wrinkling  of._ “the with
Results/\symnpietry

Visible and/or-palpable wrinkles in an implant are related to the thinness
of the overlying-tissue cover, the degree of capsular contracture and the
texturing of-the implant shell surface. Traditional smooth

devices rarely demonstrate wrinkles. Some have described camouflaging
of wrinkling with autologous fat transfer superlkial to the implant.
Surgicalrerror, preexisting asymmetry' or deformity, keloid fonnation of
the incisional scar, vagaries of time, weight gain or

nursing.can all contribute to an immediate or late poor aesthetic result.
With'time, most breasts, with or without implants, become ptotic to some
degree. Asymmetry is usually related to the inability to totally correct for
preexisting disparity between the two breasts. It can also be attributed to
surgical error, asymmetric contracture, or rupture of the implant.

Implant/Dissatisfaction

Excessive buildup of collagen at the incision site during the healing
process causes some patients to develop scars of ¢
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HEKPaCMBbIX C KOCMETMYECKON TOUKM YpeHus LpamoB. Kenomambic
pyoLbl, KO'TOpbIC MNI0XO0 MO/WAKTCA NeYeHuto. layacTyto paspacTalTcs 3a
npegenbl  UCXOAHOro pybua M CO BPEMeHeM MOryT MPOAO/MKAThL
yBenuumBathbecs. unepTpoduyeckme pybLbl B LENOM OrpaHWMYMBaKOTCH
npegenaMm MUCXOLHOMo py6ua 1 XOpoLo. nosi3atoTca KOPPEKTUPYOLLEMY
NeyeHnto (MHBEKLUM CTEPOMAOB 418 KOHTPOA BbIpabo TKU KonnareHawim
XUpypruyeckaa onepauma no KoppeklUI nonoxkeHus, HanpasneHUS=WUIN
NNHUK py6La).

B0o3MOXHbIe peakLMn Ha CUTMKOH

[aHHbH! TEKCT SBNSETCSA KPaTKUM=0030pOM ONUCaHNS, NPeACTaBEHHOIO B
MeAMUMHCKOM  nuTepatype. ( KomnaHms  Mentor npusHaer.” 4to
nHopmaums B [JaHHOM TEKCTE HOCWUT BbICOKOCMELNAIN3POBAHHbIN
xapaktep. TeM He MeHee, BpayebHas 3TMKa W MNpaKkTUKa ONpenensatT
XUpypra Kak nocpefHuKa Mexay npousBoaMTeneM MNpPONUebIBaeMOro
MeAMLUMHCKOro  m3genna( M naumeHTom. [Mpobnema ~-BO3MOXHOW
B3aMMOCBA3M  MeXAy . MCNOoMb30BaHWEM  CUAUKOHA (M ApYyrux
UMMNNaHTMPYEMbIX MaTepmanoB) W pa3BUTUEM pasINYHbIX 3aboneBaHuWl
ABNAETCA MNpPeAMETOM ~IKapKMX HayuHbIX crnopoB. OB6ecnoKOeHHOCTb
BbI3bIBAOT WMMYHOAOFMYECKME W HEBPOJIOTMYECKUE  HapyLLeHus,
KaHLLepOreHHOCTb 1 3ab0neBaHNsA COeANHUTENBbHON TKaHW.

HecmoTps Ha OOGWMNPHYH KasyuCTWKYy MO MOBOAY 4aBHO M3BECTHbLIX W
HefaBHO OMUCaHHbIX 3ab00MeBaHW COEAMHUTENbHOW TKaHW, KOTOpble
CBf3blBAOT  C NPUMEHEHNEM MMMNaHTaToB, MHOTOUYMNC/IEHHbIE
3aNMAEMMNONOTMYECKMNE UCCNeA0BaHUA MOKasanu '0TCYTCTBUE KaKOoM-nm6o
3HAYMMOW B3aVMOCBA3N MeXAY MNPUMEHEHUE.MCUINKOHOBbIX TPYAHbIX
UMNNAHTATOB/ M- NOOLIMU  U3BECTHBIMU  WUAU-'HOBbIMW 3a60/1eBaHUAMM
COEAMHUTENbHOM TKaHU Y UMMYHHOI cucTeMbEs, AHann3om ny6nukayuii B
MEeAULUMHCKOW ™ nuTepaType, MNOCBAWEHHbIX) AaHHOMY Bonpocy (B
YaCTHOCTW~, TeX, KOTOpble  KacalTcad< CUIMKOHOBbIX  EpygaHbIX
MMNNaHTaTOB), 3aHMManucb 4eTbipe aBTOPUTCTElble Hay4Hble Epynnbl
cneymnanuc'toB B pas/iMYHbIX 061acTaX MeauuuHbl:  He3aBucumas
aELLUNMUTUYeckas  ipyiina (Independent “Review Group) (E4a3naycHHast
rnaBHbiM Bpayom BenukobputaHum), HaEwoHanbHbIA KOMUTET NO ELLYKE
(National Science Panel) (nasHaueHHE»EN cypbeit Pointer no geny MDL 926
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Keloid scars, which do not respond well to treatment, often e.xlcnd
beyond the edges of the original scars and can continue to enlarge over
time. Hypertrophic scars are generally confined to the original site and
respond well to scar revision treatment, which inay include steroid
injections to break down the collagen or surgery to revise the position,
direction or line of the scar.

Possible Reactions to Silicone

This text contains a brief summai'y of information from the medical
literature. Mentor recognizes that the inforination contained within this
text is highly technical. However, medical ethics and practice dictate that
the physician must-be an intervening party between the manufacturer of
prescriptive medical devices and the patient. Th

relationship between silicone (and other implantable materials) and
various diseasesihas been the subject of significant scientific debate.
ConccE-ns  include iETEmunological and neurological  disorders,
carcinogenicity and connective tissue disorders.

Despite numerous anecdotal rcpoits of established and newly described
connective tissue diseases attributed to the device, multiple
epidemiological studies have very consistently shown no significant
association between silicone breast implants and any established or new
connective tissue or other immunological diseases. Four prestigious
multispecialty scientific expert panels have

reviewed the published literature on this topic, specifically as it relates to
silicone breast implants, and have issued lengthy reports on their findings,
rhese expert panels include the Independent Review Group
(commissioned by the Chief Medical Officer of the U.K.). the National
Science Panel (appointed by Judge Pointer for MOT 926). the IOM and
the Scientific and Technical Options Assessment (S I'OA) Progi-ammc
(coiTimissioncd by the European Parliament). These four panels have
uniformly concluded that there was no discernible evidence of causal
association or positive risk ratio between exposure to silicone breast

90



no aeny MDL 926). UHcTUTYT meamumHbl (Institute of Medicine (KOM)) u
Mporpamma no OLEHKE Hay4HO-TEXHWYECKMX BO3MOXHOCTel (Scientific
and Technical Options Assessment (STOA) Programme) (yTBepXxaeHHas
EsponapnameHtom). Mo pesynbrtatam 3TOro aHanu3sa OblAM COCTaBNEHbI
00bEMHbIE OTYeTbI. Bec YeTbipe aBTOPUTETHLIX OpraHa NpULWAN K e4UHOMY
3aK/loYeHnto 06  OTCYTCTBUM  KaKMX-MBO  SABHbIX  [0Ka3aTe/beTs,
CBMAETENbCTBYOWMX O  MNPUYUHHO-CNEACTBEHHON  CBA3W, W
MOATBEPXKAEHHOW 3aBUCUMOCTU MeXAY MPUMEHEHNEM CUTMKOHOBBIX
MMMNAHTAaTOB MOJIOYHOW >KenesblH PUCKOM pa3BUTUA W3BECTHBIX WK
HOBbIX ayTOMMMYHHbIX 3a60/1€BaHUIA UK 3a601eBaHNA COeAUHUTEALHON
TKaHW. [1paKTUYecKM TakKue < >Ke pe3ynbTaTbl MpeAcTaBNeHbl B
06HOBMEHHOM 0630pe 2011 (i} MOCBAWEHHOM 3NWULEMUOIOFUYECKUM
ny6nmkaumsm B pedeprpyeMoil MeanLmMHCKo nutepatype 3a 2011 T.
ConyTCTBYHOLLINE HEBPOSIOTUYECKME NPOGAeMbl (HanpuMep, pPacCesHHbIN
CKNepo3 © 6GOKOBOM aMMOTPO(IMYECKUIA CK/iepo3) 03mevyanucb Yy
HebO/MbWOr0  4YMcna  AAUWEHTOB C  TPYAHbIMWM  UMMNaHTaTaMu.
Mocnegytwouwe WcCnefoBaHUA  He  BbISBAAW  B3aUMOCBA3N  MEXAY
HeBponornyeckumun  3a6oneBaHUsAMM U MPUMEHEHUEM  TPYAHbIX
MMMNNaHTaTOoB.

BblIo  MPOBEAEHO “HECKOMIbKO — WUCCNeA0BaHWM €. LeNbi0  OLEHKM
KaHLCPOrCHHOCTW FPY[AHbIX WMMNIQHTATOB, KOTOPbIE' He MOATBEPANU
NpeanonoXeHne O-MOBbILEHHOM pUCKe PasBUTUS paka. [Ma AaHHbIRA
MOMEHT WCCNef0BaHNSA HO OLLEHKE M3BECTHbIX U MOTEHUMaNbHbIX PUCKOB,
accouMMpyeMbIX "€ XUPYPruyeckuMy onepauuamm € MUCNoAb30BaHWEM
rPYAHbIX UMMIaHTATOB, NPOLO/IKAKOTCS.

[0CTOBEPHbIX AAHHbLIX O BPOXAEHHbIX AedeKTax W Apyrux nobovHbIX
0eNCTBMAX Ha: pPenpofyKTUBHYIO CUCTEMY ™ YefioBeKa, CBSi3aHHbIX C
MCMO/Mb30BaHUEM CU/IMKOHOBBLIX MPOTE30B 'MOIOYHON Hkenes3bl N60ro
TMNa, B ANUTepaType He 06HapyxeHo. -flocnegHve unccnefoBaHus,
CMOHCOPOM. KOTOPbIX BbICTynuaa KomnaHus-Mentor, NO3BOANAN NONYUNTh
HOBble ‘[A0OKa3aTenbCTBa TOMO, YTO CW/IMKOH, WCMONb3YEMbIA  AN1f
MPOM3BOACTBA NPOTE30B MOSIOYHOW KEMe3bl, He OKa3blBaeT MOOOYHQFO
[eNcTBUA Ha penpoyKTUBHYO CUCTEMY SKCMEePUMEHTaIbHbIX XXUBOTHbIX.
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implants and recognized or new autoimmune or connective tissue
diseases. P/ssentially the same finding was reported in a 2011 updated
review of the epidemiology literature published in the peer

medical literature in 2011

3 Coincident neurological problems such as multiple sclerosis and
amyotrophic lateral sclerosis (Al.S) have occurred in a small number of
breast implant patients. Subsequent studies have not demonstrated a
relationship between any neurological disease and b

Several studies have been conducted to determine the carcinogenic risk
of breast implants and no evidence of increased risk of cancer has been
demonstrated. Continuing assessment of both known and pos.sible risks
associated with breast implant surgery is ongoing.

No-credible reports on birth defects or other reproductive effects in
humans as.sociated with implantation of silicone breast implants of any
type have been identified in the literature. Recent studies sponsored by
Mentor provide further evidence that silicone materials used in breast
implants do not cause adverse reproductive effects in experimental
animals.
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Hecmcnpa Ha 1o, YTO TeOpeTUYeCKU Nobad Xmpypruyeckas onepayus Ha
MOJIOYHbIX >Xefe3ax, B iom 4YWC/Ie WUMMAAHTALWA TPYLHbIX MPOTE30B;
cnocobHa HapywwuTb BbIpaboTKy [AOCTATOUHOrO KONAM4YecTBa TFPyLHOTO
MO/0Ka, MHOTWE XXEHLNHbI C IpyAHBIMUA MMNaHTa3amMmm yCnewHo KopMaT
cBoux fpetein rpyabEQ. MN3BecTHO, uTo NEoGas OEEepaunss Ha monoqeesix
Xenesax (Hanpumep, rpygHas 6uoEECKs) MOXeT HoelemsiTb HA KOAUYeCTBO
BblpabaTbiBaeMoro EpygHoro MOJEOKa. B nocnegHue rogbl He pas
EtonEENMancs BoEEpoc O cnoco6HOCTM CUAMKOHA NpOoHWMKaTb B EpyAEHOe
MOJ/IOKO Y >XKEHLWMWH C CUJNKOHOBLIMW TPYAHBIMW WMMaHTaTaMu 1 ero
noteHumanosEEoe BO3aelicTBME Ha 340pOBbe BCKapMaWBaeMblX EPYAHbIM
MONOKOM peTeil. OgHako camble ~EEOcnegHve mccnegoBaHua MQ3BOAUAN
MosyuYnTb BeCKMe [oKasaTeflbCTBa OTCYTCTBUA B3aWMOCBA3N™ MexXAay
CU/INKOHOBBLIMW TPYLAHbIMU ~ UMNAAHTATaMU U Pa3BUTUEM-~ NOOOYHbIX
3 (heKTOB y BCKAPM/MBAEMbIX FPYLHbIM MOJIOKOM feTeil. CHELUNanuncTbl
AMepuKaHcKoli akagemum ‘neguatpun (AmcricaEi Academy ol Pediatrics)
NPUHL'EV K 3aK/MIOYEHUI0,~4T0 Y XEeHLWNH C nMnaaHTaTamu, eect NPUYUH
oTkasbEBaTbcAd OT KOpMAEEEHs rpyabto. B 2000 rogys cHcumaniictoE
EBpoEECIickoro komuTeta no 06ecEEeueHMEO KkauyecTBa-M KOHTPONsA 3a
MEAULUUHCKUMMN  U3LENNAMUN. HpeAHAa3sEE3ueHHbIMM A8 nnacTUyeckoi
xupypEun (EuropeansCommittee on Quality Assurance and Medical
Devices in Plastic._Surgery (EQUAM)), npuw.un /K '3akno4eHnto, 41o
rpygHole  uvmMmnnaHTatel, EEanonHemHEne cwnukoeeossim  Eenem, He
OKa3blBalOT NOGOYHOr0 feicTBua Ha HPOECK3EEne 6epemeEEEHOCTH,
passuTMe NNOAQ,” TPyLHOe BCKap.M/MBaHWe _=UNN  BCKapM/MBAEMbIX
FPYZAHbIM MOSOKOM AeTeld.

B otuete «Safety of Silicone Breast Implants» o 6e30nacEEOCTU
npuMeHCEENS cnnnkKoHOBbLIX MmnnaHTaTtoB. BblEEyllenHom B unione 1999
roga npu ¢mogaepxke VEECTUtyta mepEuwiHbl (Institute of Medicine
(KOM)), oTmeuaeTcs, 4TO pUCK pasBUTUSFpaka, EiMMynojEornnecKoro
3abonesabna  unm  EEcsBponornyeckmx..—npobnem y okceewpH e
CEEBKCEECBEVH rpyaHbimmM mmnnaH13.Esmm HBC npesbiwackE' puck HEX
pa3su:Emy octansHoin EEonynsumm. KomMWTeT TakxKe npuLlen K BblBogy 06
OTCYTETBMW [0Ka3aTeNbCTB MNepejayn-cunvkoees feTaM yepes rpysEEoce
monoko MHEALVEE C IPYIHbIMA UMV BEETaTIVIAL
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Although any breast surgery', including breast implantation, could
theoretically intesfere with the adequacy ofawoman's

women with breast implants have nursed their babies successfully. It is
known that any bs'east surgery such as breast biopsy can affect the
quantity of Eiiilk produced. In recent years, the question has been raised
regarding the potential transfer of silicone into the breast milk of women
with silicone breast prostheses and possible effects on the health of the
breast-fed children. However, enarc I'ccent studies have provided strong
evidence of the lack of association between silicoEic breast im

adverse effects in breast-fed children. The AEnerican Academy of
Pediatrics has .stated that there is no E'cason why a woEuan with implants
should refrain from) nursing. The European CoEumittee on Quality
Assurance and Medical Devices in Plastic Surge

in 2000 that silicone gcl-fElled bE'easl implants do not adversely affect
pregnancy, fetal.development, breast-feeding, nor the health of bi'cast
offspring.

The repoET sponsored by the IOM. “Safety of Silicone Breast IEiiplants,”
leleased in .luly 1999 states that women with silicone breast implaiits are
no more likely than the rest of the population to develop cancer,
iETEmunologic diseases, or neurological problems. The coiTEmittee also
concluded that there is no evidence that mothers with iEUplanls pass
silicone on to infants when breast-feeding.
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AHannactnyeckas KpynHoOKNeTouyHas nymgoma

Ha ocHoBaHUM WH(opMauun, nNpefocTaBneHHON  MexXAyELwpoaHbIM
opraHaMm HOpPMAaTWMBHO-NPaBOBOr0 PeryiupoBaHus U MOYEprnHyTONn W3
MeAMLMHCKON nuTepaTypbl, Oblna BbIABMEHA B3aVMOCBA3b  MeXAY
rpyAHbIMU nMnnaHTatamu 7 pa3BuTHEM aHannaanyeckom
KpynHokneTouHoi numdgombl (Anaplastic Large Cell Lymphoma (ALCL).
O4HOM U3 (POPM HEXOLXKKHHCKON JMM(pOMbI. MKeHLWWHbI C FpyAHbIMU
MMMNaHTaTamn NoABepPratoTCcA He BecbMa 3HAYMTE/IbHOMY, HO MpW-3TOM
MOBbILLEHHOMY puCKy pa3BuTmnA ALCL (aHannacTU4ecKol
KPYMHOKNETOUYHOW NMMGOMBbI), CBA3aHHON C TPYAHbIMW MMMIZHTaTamMu
(BIA-ALCL), B ugkoctn wuaw; pybLOBOW Kancyne, npuierarmLlen K
MMMnaHTatam, npu 310M AOKY.MeHTLUbHO MOATBEPXAAETCA BEPOATHOCTb
pacnpoc pancHMA paka Ha MeC neow . PETMOHANBHOM Y OTigEEEEEED MypoBHe
1 COOBLLAETCA O PefKUX CMEPTENIbHbIX ClyyasX.

Bo wMmHormx crtpaHax Mupa coobuwanock 0 passutun BIA-ALCL
(aHannacTMYecKo KPYMHOKNETOUHOW IMMGOMbI ceonsseenonc TPYLAHBIMU
WMEEnaHTatamMu) y nauicEETOB ¢ MMniaHTaMu B aHaMHE3e; B TOM yucre ¢
EpygHbiMn  umnnaH'Eatamm  oT  KomnaHun  Mentor u gpyrux
Npou3BOAUTENEN, KOotopble pasnuyatoTca B EEEEL, xapakTepucTuk
IECEJOHOCTH Bbinyckaembix Mogenein u goopm. B ;ENTepaTypc no 60bLuei

4acTM  OMUCbIBAOTES CAYYAW  wcnonwsosseens = ~TEKCTYPUPOBAHHbIX
MMNaHTATOB. B Eleckonbknx KypEEanbiEbIX, cTatbax wuccnegyEOTCs
(hakTopsbl pucka pa3Burus BIA-ALCIL: (aHannacEwnyeckoii

KPYEEHOKNCTOYHOW- NMMQOMbI  CBSA3AHHON C rPYAHbIMA MMMaHTaTaMK).
BtoErouan pasmmiEEble meTofbl. MCEEOMb3ycMbiC=A1a co3daHns EekcEypbl
noBcpxXEOCTU /MMNNaHTaTa, W. NOMWMO nNpoYero, ponb GMOWECHKA B
pa3BuUTUN 3a60AeBaHMA.

Heobxoanmo. yuntbiBaTb Takxe u BeposTEKOCTb passutus BIA-ALCL
(aEEaEEnacTuueckoin KpynHokneTouEi nuMpembl cBsizaHHON ¢ 1pyaEEbIMK
HMEVE3EETaTamMv) B Tex cnydasx, Korja y nagueHTta npossJEseTca nosgHAs
cepoma (kakK MWEMMYyM, yepe3 1 roa M B¢pcAEECM uepe3 7-10 ject ceocrle
UMElnalETtaumH), nosenseTca 06be.MEEOC.06pa3oBaEENe B MONOYHON Xenese,
npuaeralowenn K Kancyjec umnnaEnata, nu6o AuarHoctupyercs
numdagcHonatma. O6cnefoBaHEEC EFauFEcHTa HA NpegMeT OTN0XEHHOro

Peructpauua MU B PocagpaBHamaope
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Anaplastic Large Cell Lymphoma

Based on information reported to global regulatory agencies and found in
iTEedical literature, an association has been identified between breast
implants and the development of anaplastic large cell lymphoma (ALCL),
a type of non-Hodgkin's lymphoma. Women with breast implants have a
veiy- small but increased risk of developing Breast Implant Associated
ALCL (BIA-ALCX) in the fluid or scar capsule adjacen

with documented potential for local, regional, and distant spread of the
cancer with mortality reported in rare cases.

BIA-ALCL hasibeen reported globally in patients with an implant historv’
that includes (Mentoi*s and other manufacturers' breast implants with
various surface”propeities, styles, and shapes. Most of the ca.scs in the
literature reports describe a history of the use of textured implants.
Several journal articles explore the risk factors for BIA

the varied.methods used to create surface texture of the implant and the
role of biofilm in causing disease. UETEONg others.

You should consider the possibility of BIA

presents with a late onset seroma (at least 1year and on average 7 to 10
years following irnplantation), breast mass adjacent to the implant capsule
or lymphadenopathy. Work-up ol“delayed enlargement of a pE-eviously
implanted breast includes an ultrasound or MRI to look for the presence
of scroETia or lymphoETEa. Diagnosis starts a

aspiration of as much of the fluid as possible (minimum 50 mL), using
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YBE/IMYEHNUA MMMNaHTaTa MOMOYHONM XKe/e3bl, YCraHOB/IEHHOTO paHee,
BKNtoYaeT Y3 nam MP’L ¢ Uenblo BbISBAEHUA CEPOMbl UAN NUM(OMBI,
[varHocTkKa HaymMHaeTcsd nNpu NOCTYNJeHUW C MYHKUWMOHHOW 6uoncuu
BO3MOXHO 00/IbLLEro KO/MMYecTBa >XMAKOCTM (MMHUMYM 50 M) npw
NCMONb30BaHUW YNbTPasByKa AN1A MepemeLLeHns H 3aWwuTbl UMNiaHTaTa:
Mpy HaMMYMM COMHWUTENBHOIO 06pa3eBaHus HeOOXOLUMO OCYLLECTBUTH
MYHKUMOHHYIO 6MO!lcuio mnu OTKPLITYIO 6Guoncuio TkaHeil. O6pa3Libl
CfefyeT HanpasnATb Ha aHaan3“=MopgOoNorum KNetok MNoCpeacTBOM
nposegeHns LUTONOFUYECKOTO nccnegoBaHus,
UM.MYHOrMCTOXMMUYeckoro  ananmsa CD30 u ALK /(kuHa3sbl
aHannacTU4ecKom NUMQOMbI), @ TakKKe MPOroHHOW UUTOMCTPAN ANS
nccnefoBaHns, KOMMYECTBEHHOW OLEHKM W XapaKTepUCTUKM “1=KNeToK B
obpasuyax. [nsa MNOCTaHOBKW, WM UCKMOYeHUs AamarHosa BIA-ALCL
(aHannacTnyeckol KPYnHOKIETOYHON NUM(OMbI CBA3aHHOM € TPYLHbIMM
MMMnaHTaTaMm) HaCTOATE/NIbHO PEKOMEHYETCS KOHCYNbTal s, reMaTosiora
B CMneuunann3mpoBaHHOM .OHKOM01MYECKOM LeHTpe. B ToM=cnyvae, ecnu
noctasneH pAauarHo3 BIAJALCL. (aHannacTuyeckoil KpyrnHOKIETOYHOM
NUMQOMbI CBA3aHHOW .C' TPYAHBIMU MMMNaHTaTamMmu), fEYalMm Bpadvam
HaCTOATENbHO PEKOMEHAYETCS  MPOKOHCYNbTUPOBATbCA C  Fpynnoi
CMeunanncToB pas/IM4HOro Mpoguns, BKIOYas OHKOIOroB, MaTosoros,
OMKOXMPYProB v NjacTnyeckmnx xmpypros. Pckomcligaymm HaumnoHanbHow
CeT MHOronpoWAbHbIX OHKOMOrMyecknx ydpexpaeHnin CLUA (The
National Comprehensive Cancer Network “(NCCN) no neyeHuto
anarHoctupoBaHHoin BIA ALCL (aHannacTMYECKOW KPYyMHOKIETOUHOW
NMMMQOMbI CBA3aHHOW C TPyAHbIMWM WMMNaHTatamun) npegyc.Marpusaro|
yAaneHne uMMAaHTaTa WM BCeli OKpY>KaloLleh' Kancynbl MMMNnaHTata B
[OMOMHEHNE “K-yaNeHN0 NPUCOELUHEHHbIX ~00beMHbIX 06pa3oBaHuii 1
JICHCLIVKO npu-ropadkeHUn numgaTnyeckmx ysios. 7

Mpocum coobllatb 060 BCeX MOATBEPXKAEHHbIX cnyyasx B1A-ALCL B
COOTBETCTBUN C THOAPOOHBIMH  HHE3pPYKUMAMMK, CcofepXalmnmuca B
OTYETE O'HEXXENATE/IbHbIX ABJTEHNAX.

Mpocum 06paTun, BHUMaHWe Ha Cnefytollee: ANng TOro, YTobbl y3HaTb-0
NOCAeAHMX MeTofaxX [MArHOCTUKU 5-M  NedeHus, obpaujaiTech K
PekomeHaaumnsam HaymoHanbHoM cetu MHOTONPOgUIbHbIX

Perucrpauns MU B PocagpaBHagzope
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ultrasound Tor implant displacement and protection. A suspicious mass
requires needle or open tissue biopsy. Specimens should be sent for cell
morphology by cytology. CD30 immuiiohistochemistry and ALK
(anaplastic lymphoma kinase)., and How cytometry for evaluation,
guantification, and characterization of T cells within the specimen.
I lcmatopathology consultation at a tertiary cancer center is strongly
encouraged to establish or exclude a diagnosis of BIA

diagnosis of BIA-ALCL has been established, physicians arc strongly
encouraged to consult with a mulli-disciplinar>- team including
oncologists, pathologists, surgical oncologists, and plastic surg

United Stales National Comprehensive Cancer Network (NCCN)
guidelines for treatment of established BIA Ai.CL includes the removal
of the implant and-the entire surrounding implant capsule in addition to
associated masses:and lymph node involvement

Please report all conflirncd cases of BIA-ALCL per the details provided
in the ADVERSE EVEN TREPORTING.

Please note for latest diagnostic and treatment options refer The National
Comprehensive Cancer Network (NCCN) guidelines
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OHKofloruyeckux yupexgeHui CLUA (The National Comprehensive

Cancer Network (NCCN).

NpocavnBaHve ronv

Ncnonb3yemblii B UMMaHTatax refb €ACTOUT M3 KPYMHbIX OAMHOYHbIX
MOJIEKY/T C CETKO TPeXMEepHOM CTPYKTYpbl, KoTopble cocTaBnsatoT 20.%
o6Lwei Maccbl rens. MpocTpaHCTBO MEXAY 3TUMU MOJIeKy1aMy 3ano/HgaeT
BASKUIA XKUAKUA CUAMKOH MeAMUMHCKOro mnasuadenus. 3Ta BA3Kas
XWAKOCTb aHasornMyHa wmarepuanam, npuUCYTCTBYIOWMUM BO  MHOFMX
NPOAYKTax, B TOM 4Yucne 6C3PCLCTYPMbIX Mpenaparax OT MOBbILUEHHOro
rasoobpasoBaHus [fna feTeli ¥ B3pocnbiX. HebosblIoe KOANHYECTBO
CUIMKOHA  MOXET MPOHUKHYTh, (MpocoynTbesA) Yepe3 (060/104YKY
uMmnnadtata. OCHOBHasa ero( 4actb Mpyv 3TOM OCTaeTcsi Ha~CTeHKax
MMnNaHTaTa. HesHaunTenbHOE KOMMYEeCTBO nonagaeT BHYTPb (16pPo3HOi
Kancynbl, e MNOHEMHOry” noAbupaeTcd  KneTkamu-yoopLinkamm
UMMYHHOW CUCTEMbI - Makpogaramu. B HOpMe 3TW «jicikh “OTBEYAIOT 3a
YHUUYTOXXEHNE MHOPOAHbIX Ten, Hanpumep 6aktepuit. Ho ecnu matepwan
(Hanpumep, CUNNKOH) HEMoAAaeTca pas3pyLUeHnto, Makpedars nepeHocaT
ero B ;rMmgatnycckuc.y3nbl. Kak oTmevaetcs B pasgefie «Bo3MOXHble
peakuun Ha CUIUKOH»,, B OTyeTe [lporpa.MMbl NO. OLEHKE Hay4HO-
TeXHUYeckux BO3MOXHocTeld (STOA) ot 2000-._roga npuseseHO
crepylollee 3akno4deHmne: «lccnefoBaHUS He BbISIBUIN CBA3N MeXAy
CU/INKOHOBLIMW MMANAHTaTaMW N CepPbe3HbIMU pUCKaMn ANA 3[40POBbA,
HanpuMep, pakoM 1..3a00/11eBaHNAMY COEANHUTESTbHOW TKaHW».

paHynembl
[axe sokpyj--HebONbWOro o6bemMa CUNMKOHA MOTyT 06pa3oBblBaTbHCA
lpaHynembl~W/ X0TA 3TW Y3e/IKM He SABNAKTCA 3/10KaYEeCTBEHHbIMU, WX
OblBaeT CMIOXKHO OT/INUYUTL OT 3/10KAYECTBEHHON | paHynembl 6e3 yaaneHus
(buoncuw) n nccnepgosaHnsa. KpynHble UNOX0XME Ha 3/10Ka4YeCTBEHHOE
HOBOOOpPa30BaHVe rpaHyMeMbl NOA/IEXaT-0MONCUN NN XMpPYpruyecKomy.
YaneHuI0 N NCCNefoBaHuIo.

Npoune BO3MOXKHbIE peaKumn
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Gel Bleed

The gel in an implant consists of large three

molecules that constitute about 20% of the total weigh

spaces within these molecules are filled with medical grade viscous
silicone lluid. This viscous fluid is similar to the materials available in
many products including antiflatulence medication, available without
prescription for infants and adults. A small amount of this material can
diffuse or bleed through the shell of the implant. The major portion of this
material stays on the implant wall. A small amount moves into the scar
capsule where it is.gradually picked up by certain “scavenger” cells of the
body’s immune system, called macrophages. Normally, these cells try to
destroy foreign material such as bacteria. However, if the material (such
as silicone) cannot be destroyed, it is carried to the lymph glands by the
macrophages. (As;noted in the section on Possible Reactions to Silicone,
the STOA report published in 2000 concluded: “Studies do not point to
an association)between silicone implants and serious health risks, such as
cancer and’'connective tissue diseases."

Granulomas

It/is possible for a granuloma to forni around a liny amount of silicone.
Although these lumps are noncancerous, they can be difficult to
distinguish from cancerous lumps without being removed (biopsied) and
examined. Granulomas, if large or suspicious for m

to be biopsied or surgically removed and examined.

Other Possible Reactions
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* BO0O3MOXHO BpemeHHOe pa3BuTUe Tpom6@3a BeH B 06/1aCTU MnpoTesa
(Npn 3TOM OHM CTaHOBS TCA MOXOXXMMU-Ha TONICTbIE XKIY3bl), KOTOPbIA
npoxoaut 6es Xnpypluycckoro BMeLLaTe/IbCTBa nnm
MeLMNKaMEHTO3HOr0 fle4eHus.

* Bo03MOXHa 60/b, Bbl3BaHHaA YLLEMAEHNEM HEPBOB WM 3aTPYAHEHHEIM
COKpalleHMeM  MbIWL,  M3-32 _HENPaBW/bHOIMO  pasmepa  Wianm
pasMeLLeHns MMniaaHTara.

*  3BeCTHbI Cnyyan 06pa3oBaHUS TUrOPrpoduyecknx pyoLos.

e [lpu 3HAUNTENbHON CTENEHW afFe3MN TKaHeli BO3MOXHbI TPYAHOCTY C
yfaneHnem npoTesa.
WHCTpYKUMM 1 Mmepbl

MMnaaHTaTa

Mpn HeobXOAMMOCTW YyAaseHWs WMNNaHTata cregyeT WUCOO0Mb30BaTh

CTaHAapTHble XWPYPruyeckne noaxofbl W  MNpakTUKy.. Flpu 3TOM

Heo6X04MMO yfanuTb W3fenve MOMHOCTbIO. B cnydae paspbiBa

3ano/IHEHHOr 0 refleM UMMAaHTaTa cnejyes3 no BO3IMOXHOCTU YAaNNTb BECh

renb.
ACornacHo [Mpukasy  1LMA3u o1  19.10.2020 CcOOTBETCEBYeT
«HebnaronpuATHble COOLITUA U HEXKeNaTe/bHble peakLnn».

MPeAOCTOPOXHOCTA  NPU  U3BMEYEHUU

TepMuHy

OTYETHOCTb OHEXENATENNIbHbIX ABAEHNAX

[na nauHeH3a/vonb3oBaTens/TpeTbero nnya B Esponelickom Coro3e U B
CTpaHax  C  /MAEHTUYHbIM NopAgKOM HOPMaTMBHO-MNPaBOBOIr0
pery'nmpoBaHns; B’ cfyyae, €CnM BO Bpems WUCMOMb30BaHWSA [aHHOMO
n3Lenns Unn B-pesynbrate ero UCrosib30BaHUs NPOU30LLEN Cepbe3HbIl
WHUMAEHT, NPOCMM COO6WMTL 06 3TOM NPOM3BOAWUTENO W/MAN  ero
YyMNONHOMOYEHHOMY MpPeAcTaBUTeNt0, a 3aKXKE B Ball HalMOHa/bHbIN
YNOMIHOMOYEHHbIA OpraH.

OUEHKAM3OENNA

KomnaHug=Mentor rpebycT [t03amenuTensHO coobuatb 060 Bcex
CNYyHasX OCAOXKHEHWNI N/Mnn aKcnnan3auum npu NPUMeHeHUN HaCcTOSLLErO
n3gennus MecTHOMY NpeAc3aBMTCA0 KOMMaHuM Mentor, KOTOPbIA HeceT
OTBETCTBEHHOCTb 32 YBEJOM/IEHNe Offena npeTeH3ui KomnaHum Mentor.
Mpn HeobXoAMMOCTM 3KCNMaHTauuMM KomnaHus Mentor opraHusyet
aHanu3 W3BMIEYEHHOr0 M3Aenus, npuv 3TOM HEOOXOAMMO MNOMY4YUTb

Perucrpanus MU B Pocagpasraznsope
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». “Thrombosed veins, resembling large cords, have temporarily
developed in the area of the prosthesis and have resolved without
surgical or medical therapy.

e Pain from an improperly sized and/or placed implant, such as from
compression of nerves or interference with muscle movement, may
occur.

« llypertrophic scarring has been reported.

* The prosthesis may become difficult to explant if the degree of tissue
adhesion is significant.

In.structions and Precautions for Tmplant Removal

Standard surgical approaches and practices should be used should implant
removal be necessary. The entirety ofthe device needs to be removed. In
the case of a ruptured gel implant, all of the gclshould be removed as far
as possible.

AAccording to Order 1113n of 19.10.2020 corresponds to the term "adverse events
and adverse regactions".

ADVERSE EVENT REPORTING

Tor a patient/user/third party in the European Union and in countries with
identical regulatory regime; if, during the use of this device or as a result
of its_use, a serious incident has occurred, please report it to the
manufacturer and/or its authorized representative and to your national
authority.

PRODUCT EVALUATION
Mentor requires that any complications a
from the use of this device be brought to the immediate attention of your
local Mentor representative, who will be responsible for informing the
Mentor Complaint Department. If explaniation is necessary, analysis will
be performed on the explantcd device and the patient and the physician
must be asked for permission to allow tests to be performed which might
alter the condition of the device.
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paspeLleHe nalueHTa H Bpaya Ha NPOBEeEHUE NCCEA0BaHNIA, CMIOCOBHBIX
N3MEHNTb COCTOSIHME W3AENNS.

PA3SEIMEHVE HA BO3BPAT TOBAPA

PaspellleH/e Ha BO3Bpad roBapa CAEAYeT MOMYYUTb Y MECTHOFQ
npeacTaBuTens KomnaHuym Mentor 4o 803Bpada rosapa. 1 BO3MELLEHS
CTOMMOCTU VNN 3aMeHbl TOBapa OH I0MAXKEH VMETb

HEMOBPEXAEHHbIE neyatu npoun3BoanTeNs. 3a BO3BpaT
HEMCNoNb30BaHHOIO M3AENNS MOXET. B3UMayy,csi niava.

BE3OMACHAA YTUITN3ALUWNA

WN3penns.  KOHTaKTWpOBaBLUME-\ C  MarepuvanaMu  4enoBEYECKOro
MPOVUCXOXAEHNS. MO|-yT BbI3BaTb 3apaXeHue. YTUNU3NpPYWTe’ nx c

cobntoeHneM Heob6Xo4UMbIX MEP MPeSOCTOPOXKHOCTU B COOTBETEUBUM C
MecumbiMM HopMmaTvBamu. [lpuMMevaHve: wHpopMauus 06 n3genusx,
CBA3AHHbLIX  C  NIOOLIMW ./ MPETEH3NAMM  UAX  NOTEHLMaNbHBIMM
HeXenarTe/flbHbIMU ABNEHUAMWU, A0/KHA OblTb HEMe[/IeHHO-40BefeHa [0
CBefileHNA MEeCTHOro npeacrasuTens KomnaHum Mentor ¢ Lenbio Bo3BpaTa
(cm. pa’gen «OLLEEHKA M3OENNSA» BbiLwe).

NMHPOPMALUNA, KOTOPYHO BPAY OBA3AH MPEOJOCTABUTD
MALUVNEHTY

YcyuanoBka rpyiHoro uMnnaHTata — 3To NiaHoBas npoLieaypa, v nauueHT
[O0/MKeH 6bITb HanAEXalnM 06pa3oM LPOLLbOPMUPOBAH O COOTHOLLIEHMN

pucka U MoNb3bl. Xupyp!" 06s3aH  MPEAOCTaBUTL  KaXKaoMy
MOTeHLMaNbHOMY-NaLMeHYy crefytoLine MaTepuasb:
e YCTaHOBKa-. .FPyAHOTO0 WMMMAHTaTa, ~3ano/IHEHHOrO  refieM:

MpHHUTHE MH(OPMUPOBAHHOIO peLleHns

'“Ta  WHpopmaLMa MOXeT ObITb WCMOMb30BaHa A1  03HAKOMJIeHUs
NnaumneHToB, C COOTHOLUEHUEM PUCKA W NOMb3bI NpY NPOBEAEHUN orrepaumu
Mo yCTaHOBKE MWMMIAHTATOB, 3arOJfIHEHHBIX refie.M. [MaumeHTy Hy>XHO
MOPEKOMEHA0BaYL 064ymaTb 3Ty WMH(OPMALMIO TeyeHWe Hefenu mnocne
O3HAaKOMIIEHMS C Hel, Npexae Yem pewlatb, genatb A Oonepauuio no
YBE/IMYEHNI0 MONOYHON XKenesbl.

» MaTtepuanbl n3ge.Lwi

Pernctparua MH B PocappaBranzope
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RETURNED (i0OODS AUTHORIZATION

Authorization for return of merchandise should be obtain

local Mentor representative prior to the return of merchandise.
Merchandise must have all manufacturer's seals intact to be eligible for
credit or replacement. Returned products may be subject to a restocking
charge.

SAFE DISPOSAL

Devices that have been in contact with material of human origin may be
infectious. Disposes.with the necessary precautionary measures in
accordance with docal regulations. Note: devices associated with any
complaints or potential adverse event shall be brought to the

attention of your-local Mentor representative for return (see “PRODUC T
EVALUTION™section above).

INFORMATION A PHYSICIAN SHOULD PROVIDE TO THE
PATIENT

jjreast implantation is an elective procedure
eoimseled on the risk-benefit relationship.
each prospective patient with the following:

* Gel-Filled Breast
Decision

This brochure can be used to facilitate patient

benefits of gel-Hlled breast implant surgery. The patient should be

advised to wait a week after reviewing and considering this information

before deciding whether to have augmentation surgery.

Implant Surgery: Making an Informed

* Device Materials
MENTOR Gel-Filled Breast Implants have met biocompatibility
requirements per ISO 10993. Materials to which patients can come in
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MpyaHble mmnnaHTatel MIINTOR, m3anofnHeHHble refem, COOTBETCTBYHOT
TpeboBaHVAM 6MOCOBMECTUMOCTM B COOTBETABMU CO CTaHfaptom ISQ

10993. Matepuan, ¢ KOTOpPbIM MOrYT CORpUKacaTbCA NauMeHTbl. — 3T0
100% CWAMKOH, npeAHasHaYeHHbIN AAS W3rOTOBMEHUA MELULMHCKNX
MMM/AHTATOB. O6onoykn  rpyaHbix  mmnnadTatos  MHbITOK

3aMofIHEHHbIX TrefeM, W3roTOB/EHbI
MeLVULMHCKOTO0 HasHadeHus.  OOOAOYKM  3amOfIHEHbI
KOre3nBHbIM CU/IMKOHOBBIM TefeMm.

* [Mpegnonaraemblii CPOK CNYXQbIM3LeNNIA N NOCeayoL e eACTBUN
BHe 3aBMCMMOCTY OT TOrO, NiaHUpPyeTe /in Bbl OCYTLECrBUTb YBEIMHEeHVe
WAX NNacTUKY MOJIOYHON >Kesiesbl, Heob6XO0AMMO YuUWUTbIBaTB "TO. 4TO
yCTaHOBKa MWMMNIaHTaTa He (MOXeT ABAATbCA €AUHWYHOM Onepauuen.
CKopee BCero, Hy>XHO 6yfer obpallaTbCsl 3a KOHCyNbTaLMEA K Bpadam,
KpOMe TOro, B TeyeHWe XXU3HU MauueHTy C TPYLHbIM WUMANAHraTo.m.
BO3MOXHO, TO'TpcbyeTcs A0MOMHUTENbHAA onepaums. Yem gonblue CpPok
YCTaHOBKM TPYAHbIX WUMRAAAHTATOB, TeM 0O0/blle LIaHCOB- Ha TO, 4TO Yy
nauMeHTOB BO3HUKHYT OCAGXITeHWs, 1 41 YCTPaHeHWS HEeKOTOPbIX U3 HUX
MOXeT NoTpe60BaThCA AONOMHUTENIbHASA Onepaums.

FpygHble  UMMNAaHTarbh, He OTHOCATCS K  KaTeropuu  u3genwi,
npefHasHayeHHbIM 5Ura  MOXXWM3HEHHOTO  WCMO/b30BaHWA.  Y[aneHue
MMNiaHTaTa ¢ 3aMeHOo nnm 6e3 3amMmeHbl MOXKeT NOTPEBOBATLCA B TEUEHME
YKM3HW NaHveH'ra. KOTOPOMY TakKol MMNAaHT 6bin yer'aHOBIfefi.
OcrroBbIBasicb Ha/MPVYBELEHHON HIDKE UTIT(OPMaLK,, MOXHO 0XXNAATb, YTO
Cpearrvin cpok cayx6bl mmnnaHtatoB MEN TOR.Memor>'Cjcl n Contour
Pi'oflle (CPG) cocFaBuT gecaTs Jiei.

Mpeanonaraembin  CPOK CAyX6bl rpyawnx-=‘mmnnaHtatos MENTOR
OCHOBbLIBAETCA~ Ha oracHouHoi  YaCTOTE -, pa3pbiBa  [TMMNIAHTATOB.
CyLLecTBYeT-MHOXECIBO MPUYMH, CNOCOOCTBYIOLNX pa3pbiBy |pyLHO10
MMMNaHTara, B8 TOM 4YMC/le — WU3HOC MOCTOALIIOro M3AeNns C TeYeHUeM
BPEMEHU BBUAY  HOPMa/bHOro  ABMXKEHWA  Teflla  YesioBeka,
rrcrnpefjHaMepeHHoC  MOBpeXAeHne  ApU  MUCNONb30BaHWW  OCTPOra
WHCTPYMEHTa BO BpeMs ornepaummn n husnveckoe HanpsHkeHue, BbI3BaHHOE,
K NpumMepy, aBTOMOGUIbHON aBapuei MM Hanps>KeHHOW LeATelbHOCTLIO.
YacToTa paspblBa MOXET BapbMpoBaTbCA B 3aBMCWU,MOCTM OT BMAA

M3 CWUIMKOHOBOrO 3nacTomepa
MeANLIMHCKA. M
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contact with arc 100% medical implant grade silicone. The shells of the
MENTOR Gcl-Fillcd Breast Implants are constructed from medical
grade silicone elastomer. The shells are filled with medical
cohesive silicone gel.

» Expected Device Lifetime and Follow

Whether undergoing augmentation or reconstruction, be awai®e that
breast implantation=may not be a one-time surgery. Additional doc
visits are likely needed and additional surgery may be needed over the
course of a breast implant patient's life. The longer people have breast
implants, the( greater the chances are tiial they will develop
complication.s,seme of which may require additi

Breast implants are not considered lifetime devices. Implant removal
with or ‘'Without replacement may be needed over the course of a breast
implantpatient's life.

Basedson the below information, MEN TOR MemoryGcl and Contour
Profile® Breast Implants (CPG) can be expected to have an average
lifetime of over ten years.

1he'expected lifetime duration of MENTOR Breast Implants is based on
the estimated rupture rates of the implants. There are many causes of
breast implant rupture, including wear and tear on the indwelling device
over lime due to normal body motion, unintentional sharp instrument
damage during surgery, and physical sti-ess such as that caused by car
accidents or strenuous activity. Ruptui'c rates can var-y depending upon
the type of breast implant surgery performed. In MENTOR clinical
studies, patients undci'go MR! screening on a i-egular basis to assess
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BbINO/IHAEMON onepauuyu No yCTaHOBKe FPYAHO10 umnnaHTa. B xoge
KNMHMYecknx uccnegosaHuii mspgenuii MENTOR naumeHTbl perynsipHo
npoxogat MPT-CKPpUHUHT o1g onpeaenieHus Toro, UMesn v MecTo paspblB

nMmnaaHTara. Ba)XXHO OTMETWUTb, 4TO Yy 60NbLUNHCTBA nauneHToB He
Ha6ﬂ}0,ﬂ,aﬂl/le CAMNTOMBI, CBA3aHHbLIE C 3adAB/IEHHbIM  Pa3pbiBOM
NMMIaHTaTOoB.

COBMeCTUMOCTb C Mai UIMTHO-Pe30HUHCHON Tomorpacdueii (MPT)
MPIT - oAvH ©3 [OCTYMNHbIX. MeTOf0B BU3yanusalMy [N . OLeHKM
LLeNIOCTHOCTU TPYAHbIX WMMMNNAGHFaTOB W CTENeHW BO3MOXHOM WWTeUKM
cunukoHa. Beugy ero Bbicokol ToyHocTM MPT 06bIYHO. ‘ABNseTCA
MPU3HaHHbIM  CTaHAAPTHbIM “METOAOM, WCMO/Ib3yEMbIM [ANA: OLEHKU
LeNnoc'noCTn  TPyAHbIX  WUMMNAHTATOB, O0ObIYHO Yy MALMEHTOB C
cumliromamm  paspbiBa o (Ahnetal.,  1993). MPT /obecneuvBaet
He3aBUCUMbIA OT onepatopa MNO.YHbIA 0630p BCEro #mnnarata u
OKPY>XalLWnNX ero MALKUX TKaHeld B pas3fiMYHbIX MJIOCKOCTAX, YTO AacT
BO3MOXHOCTb OLEHUTHL“W.MM/IAHTAT U OCYLLEeCTBUTL MpeAornepaLoHHoe
nnaHuposaHue. B uccnegosaHnn 100 naumeTtos ¢ cumratomamu Ahnetal.
(1993) ycTaHOBWUAW,/ YTO MarHUTHO-pe3oHaHcHas Tomorpagua (MPT)
ABNACTCA MCYEPNbIBAKOLLNM, HafeXHbIM W BOCNPOU3BOAMMBLIM METOA0M
OVNArHOCTUKM  KaK “MHMaKancynapubix, TaK W'.3KCTpakancynspHbIX
pa3pbiBoB. MPT TaKkxe nos3sonunna 06HapYXWTb:-ap3edakTbl. KOTOpPble
MO17'T BCTynaTb, B NPOTUBOPEYNE C OKOHYATENbHBIM AYarHo30M paspbiBa
nMnnaHTara.

MP-bI3OMACHbIWV - VmnnaHTupyemble usgenns Mentor, KOTOpble HC
cofepxxart MeTanIMyecKnx KOMMOHEHTOB cunraroTcs MP~ 6e30MacHbIMU.
OueHoYyHasg=YacToTa paspbiBa rpygHbix (umnaaHtatoB MENTOR c¢
TEYEHVEM “~BPEMEHU, HO [aHHbIM KIAWHUYECKUX WCCMefoBaHWi
MENIOR.

YacToTa -paspbiBa paccumTbiBaeTcs Merogom KannaHa-Meiiepa. B
COOTBETCTBUM C MeToZoMm KannaHa-Meiepa ocyLllecTBiseTcs MonbITKa
yuyeTa' MauMeHToB, C KOTOPbIMU YyTpayeH KOHTaKT A/1f MOC/eayoLLero
HabMt0leHNs, C COOTBETCTBYIOLLEN KOPPEKTMPOBKON OLLEHOYHON YacTOThI
paspbiBa. [lpu onpefeneHnMn 4acToTbl paspbiBa YUWUTHLIBAOTCA Kak

Perucrpamua MU B Poc3gpasHagsope
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whether rupture ofthe implant has occun-ed. It is important to note that
most patients had no symptoms related to their reported impi

Magnetic Resonance Imaging (MRI) Compatibility

MRI is one of the imaging methods available to assess the integrity of
breast implants and the extent of possible silicone

greater sensitivity, MRI is typically the recognized standard method used
to evaluate the integrity of breast implants, usually in patients that are
symptomatic for rupture (Ahnet al.. 1993). MRI offers an operator
independent, global view of the entire implant and surrounding tissues in
a variety of planes, providing a modality for implant evaluation and
preoperative planning. In a study of 100 symptomatic patients. Ahn ct al.
(1993) established magnetic resonance imaging (MRI) as a d

reliable, and reproducible technique to diagnose both intracapsular and
extracapsular ruptures. MRI also enabled the identification of the artifacts
that may-interfere with the definitive diagnosis of implant rupture.

MR SAFE - Implantable devices Mentor which don't contain metal parts
arc MR SAFE.

Estimated rupture rates over time for MENTOR Breast Implants, as
observed in MENTOR clinical studies.

These rates are calculated by the Kaplan-Meier method of analysis. The
Kaplan-Meier method attempts to account for patients not returning for
follow-up and adjusts the estimated rupture rate accordingly. These
rupture rates include both ruptures that arc '*suspeef’ and those that are
“confirmed" as defined below.
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«MOA03PEBAEMbIE», TaK U «MOATBEPXAEHHBIE» Pa3pbiBbl, B COO3BE3CTBUN
C ONpefeneHusaMrU HUXe.

Mopo3peBaeMble paspbiBbl - 3TO PaspbiBbl;-N0403peBaeMble Ha OCHOBaHWIA
pe3ynb3'aToB MP I HO He NOATBEPXKAEHHbIe XUPYPrnyeckum yaaneHnem u
(PM3MYECKMM OCMOTPOM MMMJIaHTaTa, KaK npasuio, BCleLe3BMe TOro, 4to
NauyeHT NPUHAN pPeLleHne He yaanaTh UMMNaHT.

MoATBEPXAEHHbIE pa3pbiBbl - 3TO PaspbiBbl, MOATBEPXKAEHHLIE OCMATPOM
MMMNaHTarta, n3BaevyeHHo10 13 Tesla fauneHTa.

B o6uem yncne paspb!BoB (MOATBEPXKAEHHBIX, & TaKXe MOL03PEBAEMbIX,
HO He lLlofTBepXAeH}1bIX). 3aperCTPUPOBAHHbIX A5 KaXKA0ro w3aenus,
LONS MOATBEPXKAEHHbLIX pa3pbIBOB rpyaHbix umnnaHtatos MENTOR
MemoryGel coctaBuna 64% (49 w3 77 nOAO3peBaeMbIX WK
NOATBEPXKAEHHbIX PaspbIBOB),, GyAHbIX MMnNnaHTazoB Contour Profile
(CPG)-47% (8 13 17 nof03pEBAEMbIX WU NOATBEPXKAEHHLIX Pa3pbIBOB).
Yactota nogo3peBaeMbIX ‘WM MOATBEPXKAEHHbLIX Pa3pblBOB  PYAHbIX

MepBuyHoe Ko|'>ekyus MepBuuHas KoppekTupyfom aa

yBennueHune
rpyan
n.9%

yBenun4yeHusa
rpyAu
\B:52.0 24.3%

O6wasa aons nauneHToB, OCTaBLLMXCS NOA HabnoaeHne:M. cocsaBuna 53%
3a 10-NCTHWIA Nepueg; cnefoBaTeNlbHO, TOYHOCTb AaHHbIX OrpaHuyeHa.
UacTora nofo3peBaemMbiX WAN TMOATBEPXAEHHBIX  Pa3pbiBOB TPYLHbIX

PeKOHCTPYKLMA pPeKOHCTPYKUNSA

25.8%

MepBuyHoe Koppekuywna llcpBuyHan KoppekTunpyt uyan

yBennveHune yBe.'mMuenns peKoHerpykuyms pekoHeT'pyKymMa

1Py N iryan

11.2% 0%
O6LLI,aF| fong=AaLneHToB, 0C3aBLUNXCA NOA Ha6ﬂ}0,£l,eHVIEM, coc3aBuna 45%
3a 10-ne3'HHN nepunopj, cnegoBaTtesibHO, TOYHOCTb AaHHbLIX OrpaHMYyeHa.

.3.3%
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Suspected ruptures are ruptures that are suspected based on the MR!
imaging Endings, but which have not been confirmed by surgical
cxplantation and physical examination of the implant, usually because the
patient chose not to have the implant removed.

Confirmed ruptures arc those veriHcd by examining the implant once
removed from the patient.

Of the overall ruptures (those confirmed as well as those suspected but
not confinned) reported for each device, the proportion of confirmed
ruptures was 64% (49 of 77 suspected or confinned ruptures) for
MENTOR MemoryGel Breast Implants, 47% (8 of 17 suspected or
confinned njptures) for Contour Profile Breast Implants (CPG).

10-ycar suspected or confirmed implant rupture rates for MENTOR
VicmorvGel ‘Breast Imp ants:

Primary Revision Primary

Augment Augmem Reconstruction

ation ation

14.9% 16.5°'0 24..3%

Overall;~the 10-ycar follow-up rate was 53%, thus data accuracy is
limited.

10-year suspected or confinned implant rupture rates for Contour Profile
Breast Implants (CPG):

Primary Revision Primary

Augment Augment Rcconstnielion

ation ation

3.3% 4.7% 11.2%

Overall, the 10-year follow-up rate was 45%, thus data accuracy is
limited.

00



NnenTudukaumonHam KapTa naymeHTa

K kaxgomy (yaHOMY WMMMMaHTaTy, 3anOAHEHHOMY FefieM, NpuiaraeTcs
WAEHTU(MKALMOHHAS KapTa nNauueHTa.-fAns Toro, 4toGbl 3anofiHWTh
NAEHTU(HUKALVOHHYIO KapT> MauueHTa, NpuKieiire HO OAHOW TTUKCTKE
ANS MeAULMHCKOIN KapTbl AN K&XKA0r0-MMniaHTaTa Ha 06paTHYH C TOPOHY
WAEHTUPMKALIMOHHOW KapTbl MauueHTa. DTUKETKM ANs MeaULUHCKON
KapTbl HaX0AATCA Ha BHYTPEHHE yRAAKoBKe NPoAyKTa, NPUKPeneHHOM K
OTUKeTKe. B cnyyae 0TCYTCTBMS STUKEN'KN 415 MEANLIMHCKOW KapTbi HOMep
napTuW, HOMep MO KaTanory v OAviCaHve U3AeNNs MOXHO CKOMpOBaTh
BPYUHYIO C 3TUKETKU wu3aenvs—IlauneHTy Heo6XoAMMO MpefocTaBUTh
MAEHTU(MKALMOHHYIO KapTy nauyeHTa Ans NMYHOTO NOMb30BaHUS.

WHdopmauus, oTHocslascs( K MMnnaHTaTy, BK/OYaeTCs. B KapTy
MMNNaHTaTa, a Takke B MEAWLMHCKYIO KapTy nauueHTa, KOTOpble
XpaHATCA Yy  NOCTaBLyMKA MEAWMLMHCKMX ycnyr. Bpad  [o/mkeH
NpefocTaBuUTb  KapTy _‘MauueHTa.  cojepkallyto  MH(opmaLmio.

MO3BONAOLLYH UAEHTUPUUMPOBATL AaHHbIE O BaLLEM U3eANM.
VHOOPMALNA () VSNEKAPCTBEHHbLIX TIREMAPATAX WU
wnnn) esAPMALEBTUNYECKNX CYBCTAHUNAX B COCTABE
MW

N3aenve HC COAepXXMUT NCKapCrBennblX BELLECTB W He UCMonb3yeTcs B
COYETaHMU C NeKapCTBEHHbLIMU BELLECTBaMU.

OMUCAHWE METOAOB TMOBTOPHOW. OBPABOTKW U
CTEPNNTN3ALUN
lenesble  rpyaHble  wumnaaHtatel  MENTOR  nocrasnaiwores B

NHOMBUAYANbHOW ~ CTEPUNLHOM  anHPOreHHOW - ynakoBKe C CUCTEMOM
ABONHOro 06€epTbiBaHNA. CucTema [ABONHOIA. CTEPUNLHOM  YMaKOBKM
obecneymBaeT. UCMOMb30BaHWE MPeAnoYTUTENbHOro MeToda nepeHoca
CTEPUNLHOKO) M3A4eNNS U3 30HblI OrpaHNYeHHOro pexuma B CTepusibHoe
Hone. B cllyYMae noBpexzaeHns LBOWHOW YRAKOBKM CTEPUIbHOCTb U3AeNns
He rapaHTupyetos. He ncnonb3yinte usgenue, ecnn CTepuibHbIA 6apbep
HapyLleH=~ Uan YCTPOWCTBO MNOBPEXAEHO, 00paTuTecb K MECTHOMY:
npeacrasurtento Mentor.

V3pnenue ctepunnn3osBaHo
NMOBTOPHOW CTEPUIM3aLNN.

CYXMM Kapom. W3genve He MOANEXNT

Perucrparnus MU B PocagpaBrapsope
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Patient ID Card

Enclosed with each gel-lllled breast implant is a Patient ID Ca
complete the Patient ID Card, stick one Patient Record Label for each
implant on the back of the Patient ID Card. Patient Record Labels are
located on the internal product packaging attached to the label. Ifa Patient
Record Label is unavailable, the lot number, catalog number and
description of the device may be copied by hand from the device label.
The patient should be provided with the Patient ID Card for personal
reference.

Information speciHe to the implant, are included on the implant card

well as within patient records as kept by the health care provider. The
physician shall ‘provide the patient card containing information to identify
the product-specific information related to your device.

INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Devices ~.doy/not contain medicinal substances and are not used in
combination with medicinal substances.

(OR)

DESCRIPTION OF REPROCESSINCJ AND STERILIZATION

MENTOR Gel Breast Implants are supplied individually in a sterile and
non-pyrogenic double-wrap packaging system, 'fhe double

facilitates the preferred method of sterile product transfer from the
circulating area to the sterile field. Sterility cannot be guaranteed if the
double-wrap packaging system has been damaged. Do not use the device
if the sterile barrier is compromised or the device is damaged and contact
your local Mentor representative.

This product has been sterilized by Dry Heat sterilization. Do not
resterilizc the device.



Bce renesble rpygHble nmnnaHyatel MENTOR npefHasHavyeHbl TOMbKO
0N Of4HOPas3’oBOro  ucnosnb3oBaHud.( J[OBTOPHOE  UCMONb30BaHUE
nMnnaHTata B Hapy(MEHWC WHCTPYKLWIA TPOU3BOAUTENA CO3L4aeT PUCK
pasBUTUA UH(EKUNUA (MUKPOOHBIX, BUPYCHbLIX WM BbI3BaHHbLIX 4PYTrMM
BO3OyauTeNAMK), a TaKkke MWMMYHHbIX peakuuid, B 3TOM C/y4ae
CTEPWUSILHOCTb M-MMNiaHTa4ya HC rapaHTupyetca. bonec Toro, LenoCTHOCTb
U3Lenns TakKXe He MOXeT ObITb-TapaHTMpOoBaHa B CBA3M C PUCKOM
noBpexaeHnsa umnnaHtata. HecobnwogeHve TpeboBaHUA OLHOPA30BOr0
MCMONb30BAHNA HapyLUaeT U OTMEHSET YyCranoBieHHbIH CPOK 104ocTu
nmnnaHTaTtoB.  CTepunbHOCTh; 6e3onacHOCTb M 3((EeKTFUBHOCTb
MOBPEXAEHHbIX W3AeNWiA  He/~fapaHTUpyeTca. B cnyyae 3arps3HeHUs
n3genvs obpaTuTecb K MECTHOMY MpeAcTaBUTENO KoMnaHuy Mentor.

MprHagNeXXHOCTU MOCTaBNAKTCA He CTEPUSIbHBIMU U He CTEPUAN3YIOTCA.
TPEBOBAHNA KTEXHWYECKOMY OBCJ/TY>XUBAHUNIO U

PEMOHTY MU
HenpumeHnmo.
YCJ/TOBNA TPAHCIIOPTUPOBKWM N XPAHEHWNA

Tabnuua 3 - YcnoBus TPaHCMOPTUPOBKMU

HanmeHoBaHune Jdnana3oH
Temneparypa 0T1-20 ®CAO0-b50°C
OTHOCUTEeNbHASA BNAXKHOCTb HC 60nee 75%
ATmochepHoe faBneHve 700-1060 rlda

Tabnuuya 4=_Ycnosun xpaHeHUs

HanmeHoBaHue Jwnana3oH
Temneparypa oT+HO. T no +25°C
OTHOCKTENbHAsA BIAXKHOEY b He bonee 75%
AT.MocepHoe aaBneHme 700-1060 rlMa

Perucrpaunsa MU 8 PocagpaBransope
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JIMENTOR Gel Breast implants are indicated for use on one individual
patient during a single procedure. If a device is re

manufacturer's instruction, there is a risk of infection (microbial,

and other transmissible agents) as well as immune responses andlhc
sterility of the device can no longer be guaranteed. Furthermore, the
integrity of the device cannot be guaranteed due to the risk of damage to
the implant, fhe established shelf life of the product is compromised and
thus null and void if compliance with single

followed. Sterility, safety and efficacy cannot be assured for damaged
devices. In the event the product becomes contaminated, contact your
local Mentor representative.

Accessories arc not.supplied sterile and arc not st

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD

Not applicable.
CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3 <Transportation conditions

Designation
Temperature -20  to+50°C
Relative humidity not more 75%
Barometric pressure 700-1060 hPA

Table 4 - Storage conditions

Designation
Temperature to+25°C
Relative humiditv not more 75%
Barometric pressure 700-1060 hPA
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YCNoBUA YTUNN3ALUNI nnwu

MOPAAOK n
YHUYTOXEHWA mn
N3penne oTHocuTcs K Knaccy B B COOTBErcTBMM C Knaccugukavmei
MeAMLMHCKNX OTX0A0B. 11le3arpsAsHCHHas ynakoBKa OTHOCUTCS K Knaccy A
B COOTBETCTBMM C Knaccudukauymeid- MeMLUMHCKUX OTX04oB. [locne
nocnefHero WCNonb30BaHUA W3JeNne, U ero YnakoBky Heo6Xo4umo
YyTUAN3MPOBa3b B COOTBErCTBUM “C. MECTHbIMM HOp.Mamu COrjfacHoO
Tpe6oBaHuAM CaHlMunH 2.1.3684-21-1 lsocygapcTBEHHLIMU TPEOOBaAHUAMMN.
FAPAHTUNA

Mentor 0Tka3sblBaeTca OT N06bIX-1apaHTUI. U3NOXEHHbIX B MUCEMEHHOA
WY YCTHOW (hopMe, ABHbIX UV QLPasyMeBaeMbIX B CUNY 06CTOATENLCTB,
BK/IOYad, MOMUMO MpOYerQ,- nobble nojpasymeBaemble “FapaHTUn
roAHOCTU AN NPOLAXWU, MPULOAHOCTY K UCNO/b30BAHUIO MO HA3HAYEHUIO
WM KOHCTPYKUMW, 3a MWCKSIIOYEHVWEM MepevnClIeHHbIX B [aHHOM
[OOKYMeHTe W B npefenax,(fonycTUMbIX 3aKOHOAaTe/lbCTBOM. KomnaHus
Mentor He HeceT OTBETCTBEHHOCTW 3a Kakue Obl TO HW B6bIIO NpsAMbIE,
C/lyyaiHble WM KOCBEHHble YObITKM, yulep® wanM pacxedsl, NpsmMo Wam
KOCBEHHO AB/IAIOLLMECA.CMIeCTBMEM WCMO/b30BAHWUSA HACTOALLEro U3zenums
B npegenax, AONyCTUMbIX 3aKOHOZATe/NbCTBO,M. HWKaKOe 3aBepeHune wmm
MHOE MOATBEPXAeHMe, (hakToB, BK/IOYas, MOMMMO_ Bceio npouero,
3aAB/IEHNS O MPUrOLHOCTM K WCMONb30BAHUIO WA XapaKTepucTUKax
N3Lenns, He ABNAETCA WM He cyuraerca rapaHTuMen, npefocTaBfieHHOM
KoMnaHvein  Mentor B KakMx-nM6o  Uensx..” 3a  UCK/YEeHWEM
MepeynCneHHbIX B JaHHOM [OKyMeHuYe W B ‘fpefenax, AOMYCTUMbIX
3akoHofaTenbCcTBOM. KomnaHms Mentor He 6epeT Ha cebs 1 He Npu3HaeT
3a CO60 Kakmx-M60 WHbIX WAW AONONHUTEABHbIX 00653aTeNbCTB WK
OTBETCTBEHHOETU, CBA3AHHbIX C aHHbIM U3LEAUEM.
HAMMEHOBAHWE 7 FOPUAUYECKIU AOPEC
MPON3SHOANTENA MU 7 YMNOJ/IHOMOYEHHOIO
MPEACTFABUTENA NMPON3BOAVNTEAA B POCCUI

PA3SPAB01YNK;
MeHTop Megukan Cucteme bB.B. ((Mentor Medical Systems B.VL).
Zernikedreef 2, 2333 C!. Leiden, The Netherlands. HuaepnaHabl.
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MO DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste.
Unconiaminated packaging belongs to class A of the classification of
medical waste. After last use the product and its package must be
disposed of in accordance with local regulations a

requirements SanPiN 2.1.3684-21 and stale requirements.

WARRANTY

Mentor disclaims any wairanties, whether expressed in writing or orally,
whether express or implied by the circumstances, including, but not
limited to. any implied warranties of merchantability, fitness for purpose
or design, except for. those set ibrlh herein and to the extent peiTnittcd by
law. Mentor is not responsible for any direct, incident

damage or expenses, directly or indirectly, as a result of using this device
to the c.xtent pennitted by law. Any statement or other representation of
facts, including-hut not limited to statements of fitness for use or product
performance, is not or is not deemed to be a warranty provided by Mentor
for any purpose other than those set forth herein and to the extent
permitted’ by law. Mentor does not assume and accept any other or
additional obligations or responsibilities associated with

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERA

DEVELOPER:

Mentor Medical Systems B.V., Zernikedreef 2. 2333 CL Leiden, 'i'he
Netherlands.
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NMPON3BOANTE/b: MANUFACTURER:
MeHTop Megunka,'! Cucteme B.B. (Mentor Medical Systems B.V.),~ Mentor Medical Systems B.V., Zernikedreef 2. 2333 CL Leiden. The

Zernikedreef 2. 2333 CL Leiden. The Netherlands. HngepnaHgbl. Netherlands.

MECTO NMPON3BOACTBA: MANUFAC rURERS SITE;

Zernikedreef2, 2333 CL Leiden, The'Netherlands. HuaepnaHgb!. Zernikedreef 2. 2333 CL Leiden. The Netherlands.
YMNONHOMOYEHHOW NPEAETABUTE/b MPOM3BOAUTENA AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
B POCCUI: IN RUSSIA:

000 «[I>XOHCOH & [XOHCOH»; Johnson & Johnson LLC.

121614. r. Mocksa, yn. Kpblnatekas, 4. 17. kopn. 2. 121614, Moscow, -Krylatskaya str., 17/2.

Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 Tel. 47 (495) 580-7777, Fax: +7 (495) 580

RA-IJNJRU-RZNr«M rS.JNJ.com RA-INJRU-RZNAVA7;ITS..INJ.com
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MepeBOO C aHFNNIACKOTO 53blKa HA PYCCKUIA A3bIK

IloTapuyc nnu nHoe LONXHOCTHOE nMyo,
ohopMnA U ee faHHOE MUCbMEHHOEe YAOCTOBEpEHME,
ypocTOBEpPAET MWCK.TIOUYWTENbHO NMUYHOCTb /unKa,
NoOANMCAaBW ero fOKYMEeHT (K KOTOPOMY mpunaraetcs
HacToslWwee Yy[OCTOBEpPEeHWEe), a He BEePHOCTH,
TOYHOCTH nan LEeWCTBUTENbHOCTD LAHHOTO
AOKYMEHTA.

W tat KanuthopHusa
OKpyr OpuHAaX

23 HOH6pﬂ 2023 ropa, ko mHe, CTeiicH K, BeHIAM, HOTApUYCy, NMUYHO ABW €5 Moxammeg JlnbnHMNaBM. KOTOpPbLIi NOATBEPANN MHE
Ha OCHOBAHUMW Y[OBNETBOPUTENbHbLI X A0KA3aTENbCTB, YTO HMETW O OH NoAnNuWcan AaHHbBIA JOKYMEHT M 4TO 3TO 6bINO CAENAHO MM
B Mpejenax e€ro NpaBoOMOYHOW KOMMNETEHUMUMW, a TakXe 4YTO CBOEM NOAMMCHLIO Ha AAHHOM AOKYMEeHTe nuuo (MnwW KomnaHus, OT
UMEHWN KOTOPOW# OHO feiACTBYeT) ODOPMUAOG.HACTOAW NA AOKYMEHT.

Bypyun ocBefOMNEHHONW 06 YyronoBHOW ©TBETCTBEHHOCTN 3a MpefoCcTaBNeHUe 3aBEAOMO NOXHbLIX CBEfleHUIA B COOTBETCTBUU C

3aKOHOAAaTeNbCTBOM W TaTa KannhopHUAy S NOATBEPX fal0 TOYHOCTb U BEPHOCTbL BbICMNENPUBEAEHHON MHpOPMALUN.

Y LOCTXTBEPEHO MOEH NMOANUCLID M CNYXe6HOM NevyaTbto

Nopnuce: <nopgnucaHo>

CTeiicn K. BeHTn
HoTtapuyc

<WTamn: CTENCU K. BEHTNWU

SKpyrnas HoTtapuyc - (Ka.imdopnHs
nevars, OKpyFr OpuHLX
Bonblias nevats NvueHsns JTT 2320177
wrara CpOK eHCTBHSA MOEWN NULEH3UN UCTEKaeT
KannhopHus> 30 siyBaps 2024 roga>

Peructparmua MU s PocagpaBranzope
www.nevacert.ru | info@nevacert.ru



CornacoBaHo

MeHTOp Megmkan Cucteme b.B.

Oplanuramnsa

3epHukeaped Neligen Hwpepnangbl
Agpec

[OVipeKTop 0TZena 06ecneyeHmns KauecTsa

[ oNXHOCTb

Moxammes Jinbampasu

damununs, Nma

23 Hos16ps ropa
Naw4AMMIAT
<nognucaHo>

Moanuce

NHCTPYKUMA MO APUMEHEHUIO
iMnnaHTaTbl rpyAHble renesble

Peructpanusa MU B PocagpaBrapsope
www.nevacert.ru | info@nevacert.ru



MepeBoA AAHHOIO TEKCTa BbIMONHEH NepeBOfUYNKOM AnnosHom daBngom Feopruesnyem.

noanncob

Poccuitickas ®epepauyms
Fopog MockBa
[dBaguatb cebMOro gekabps gBe TbiCA4UM ABajLUaTb TPeTbero roja

A, Mowuceesa Jlnunua BnagumumpoBHa, HoTapuyc ropofa MOCKBbI, \CBUAETENbLCTBYIO
NOA/IMHHOCTL MoAnucK nepesogunka AnnosHa fAasuga Meopruesnya.

Moanunck caenaHa B MOeEM MPUCYTCTBUMU.

JlnuHOCTb MoANuUcaBLLIEro 4OKYMEHT YCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: Ney50/995-H/77-2023-

YnnayeHo 3a coBeplleHne HoTaphansHoro aeicteuns: 400 py6. 00)kon.

noanmce MepboBas-neyarb Mep6oBas neyatb
HoTapuyea T. MOCKBbI HoTapuyea r. MocKBbI
Mowceesoli J1.B. MowceeBoii J1.B.

J1.B. MowuceeBa

Bcero npoLHypoBaHo, NPOHYMEPOBAHO M CKPemn/eHo nevatbio 107 nucT(-a,-oB).

noarnnmcob J1.B. Mowuceesa

Poccuiickaa ®@epepauns
Nopon MockBa
ABajuaTtb cebMOro gekabps gBe-ThiCcA4UN ABajLaTb TPeTberoFoaa

A, Mouceesa Jlunua BnaguMnpoBHa,; HoTapuyc ropoga Mes?B5»ALT gajgausabcTl
BEPHOCTb KOMWWK C NpefCTaBNeHHOro MHe JOKYMeHTa

iperjtfCTj3vyDOMM 1 peectpe: Ne 50/995-a/77-2023-~A"N] 1r<i & W V=

Y.
a y /o,

[ve HoTapuanbHoro gectwsa: 1080

n

Bcero npow O, NpoHYyMepoBaHO 1 cK}™1lweHo nevatbto L07 nuct(-a,-0B).

J1.B. MowuceeBa

Perucrpanus MH B Pocagpasransope
www.nevacert.ru | info@nevacert.ru



