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LEGALISATION

Seen for legalisation by me. Antal Camillus Theodoor De Witte, Civil-Law Notary, practising in
Katwijk, the signature of;

Mr Mohammed Aldirawi. residing at 2272 XD Voorburg, Leidschendam-Voorburg, Rozentuin 74. born
in Gaza on the fourth day of July nineteen hundred and seventy-six,

in this respecf acting in his capacity as Holder of a Power of Attorney with representative powers of
Mentor Medical Systems B.V., a private company with limited liability (besloten vennootschap met
beperkte aansprakelijkheid). incorporated and existing under the Laws of the Netherlands, having its
corporate seat in Leiden, with offices at Zernikedreef 2. 2333 CL Leiden, registered with the
Traderegister of the Chamber of Commerce under number 28062039,

and as such authorised to validly represent Mentor Medical Systems B.V.,

according to an extract of the commercial register of the Chamber of Commerce, which is attached to
this document

The aforementioned statement only relates to the signature of Mr Mohammed Aldirawi,
aforementioned, and his capacity as Holder of a Power of Attorney of the aforementioned company
Mentor Medical Systems B.V., and does not relate to the contents of the document on which his

signature was endorsed.

Signed in Katwijk. the Netherlands, on the twenty-third day of May two thousand twenty-four.
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Instruction for use
Gel breast implant Siltex round

HNHCTpPYKUHSA MO NPUMEHEHHIO
UMNJIaHTaT MOJIOYHOI Jkeie3bl KpYriblii ¢
CHIMKOHOBbLIM rejieM H 000104Koii Siltex

Leiden Chamber of Commerce no. 28062039. VAT no. NL 8026.89.954.801 T
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Russian text

English text

HAUMEHOBAHUE MEJUUHHCKOI'O M3AEJIHUA (MH) U ETO
KJACCHOHUKALIUA

Haumenosarne MU, BapuanTel ncnoavenns MH

HMnnaHTaT MOJ0YHO#H Xese3bl KpYriiblii ¢ CHIIMKOHOBBIM resieM W 0605104Koi#
Siltex, BapHaHTbI HCTIONTHEHHUSA:

I. UMnnaHtat MONOYHOI XKene3bl KPYriblii C CHIMKOHOBBIM TelieM W
obonoukoit Siltex, cynepssicokuii npoduns Xtra - Siltex Round Ultra High
Profile Xtra Gel Breast Implant Cohesive I, 06bém: 135 mn, 160 ma, 185 ma,
215 M, 240 mn, 270 ma, 295 ma, 320 mn, 350 mu1, 375 mn, 400 mn, 430 mn, 455
MmA, 480 ma, 535 ma, 590 ma.

2. WMnnaHTaT MONOYHOM >kene3bl KpYriblH € CHIMKOHOBBIM TrefeM M
obosoukoii Siltex, cpeannii Plus npodune - Siltex Round Moderate Plus
Profile Gel Breast Implant Cohesive I, 06bém: 100 mMa, 125 ma, 150 ma, 175
M, 200 M, 225 ma, 250 ma, 275 ma, 300 mi, 325 mi, 350 ma, 375 ma, 400 ma,
450 mn, 500 mn, 550 ma, 600 ma, 700 ma, 800 ma.

3. MMnnaHTaT MONOYHOM Kejie3bl KPYIJbii C CHJIMKOHOBBIM TejleM H
oGonoukoit Siltex, cpeannit Plus npodune - Siltex Round Moderate Plus
Profile Gel Breast Implant Cohesive II, 06bém: 125 mn, 150 mn, 175 mna, 200
M, 225 M, 250 mn, 275 mn, 300 M, 325 mn, 350 ma, 375 ma, 400 ma, 450 ma,
500 mn, 550 ma, 600 ma, 700 mn, 800 ma.

4. UMnuaHTaT MOJIOYHOH »Kene3bl KpPYMIblH C CHAMKOHOBBIM TreieM M
obonouxoii Siltex, Bbicokuii npodus - Siltex Round High Profile Gel Breast
Implant Cohesive 1, 06n€éM: 125 M, 150 M, 175 ma, 200 mi, 225 ma, 250 ma,
275 ma, 300 ma, 325 ma,350 ma, 375 ma, 400 ma, 425 ma, 450 mia, 500 mi, 550
M, 600 ma, 650 ma, 700 ma, 800 ma.

5. WmnnadraT MONOYHOM XKele3bl KPYMJIbIA C CHIHKOHOBBLIM TreneM H
oGonoukoii Siltex, Boicokuii npoduas - Siltex Round High Profile Gel Breast

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD
Gel breast implant Siltex round, vanants:

1. Gel breast implant Siltex round, super high profile Xtra - Siltex Round
Ultra High Profile Xtra Gel Breast Implant Cohesive I, volume 135 ml, 160
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 - Siltex Round
Moderate Plus Profile Gel Breast Implant Cohesive I, volume: 100 ml, 125
ml, 150 mi, 175 ml, 200 ml, 225 ml, 250 ml, 275 ml, 300 ml, 325 ml, 350 ml,
375 ml, 400 ml, 450 ml, 500 ml, 550 ml, 600 ml, 700 ml, 800 ml.

3. Gel breast implant Siltex round, moderate Plus profile - Siltex Round
Moderate Plus Profile Gel Breast Implant Cohesive II, volume: 125 ml, 150
ml, 175 ml, 200 ml, 225 ml, 250 ml, 275 ml, 300 ml, 325 ml, 350 ml, 375 ml,
400 ml, 450 ml, 500 ml, 550 ml, 600 ml, 700 ml, 800 ml.

4. Gel breast implant Siltex round, high profile - Siltex Round High
Profile Gel Breast Implant Cohesive I, volume: 125 ml, 150 ml, 175 ml, 200
ml, 225 ml, 250 ml, 275 ml, 300 ml, 325 ml, 350 ml, 375 ml, 400 ml, 425 ml,
450 ml, 500 ml, 550 ml, 600 ml, 650 ml, 700 ml, 800 ml.

5. Gel breast implant Siltex round, high profile - Siltex Round High
Profile Gel Breast Implant Cohesive I, volume: 125 ml, 150 ml, 175 ml, 200
ml, 225 ml, 250 ml, 275 ml, 300 ml, 325 ml, 350 ml, 375 ml, 400 ml, 425 mi,
450 ml, 500 ml, 550 ml, 600 ml, 650 ml, 700 ml, 800 ml.
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Implant Cohesive I, 06bém: 125 M, 150 ma, 175 ma, 200 ma, 225 ma, 250 ma,
275 mi, 300 ma, 325 mit, 350 ma, 375 mut, 400 ma, 425 mn, 450 ma, 500 M, 550
ma, 600 ma, 650 ma, 700 mn, 800 ma.

6. WMnnantat MONOYHOH eje3nl KPYr/ibli C CHIMKOHOBBIM TejleM H
obonoukoii Siltex, cpeaunit Plus npopuns Xtra - Siltex Round Moderate Plus
Profile Xtra Gel Breast Implants Cohesive I, 06sém: 130 mu1, 160 mMa, 190 ma,
215 mn, 240 mn, 270 M, 295 mi, 325 mi, 350 ma, 370 mn, 405 ma, 440 ma, 490
Ma, 545 mia, 605 ma, 645 ma, 755 ma.

7. VIMnnaHTaT MOJIOYHOH Kene3bl KPYIJIbli C CHJIHKOHOBBIM rejeM H
obonoukoii Siltex, Boicokuii npoduns Xtra - Siltex Round High Profile Xtra
Gel Breast Implants Cohesive 1, 06b€m: 150 ma, 175 mna, 200 mn, 230 ma, 255
i1, 285 mi, 325 mu, 340 mi, 365 ma, 405 mut, 425 mi, 455 mn, 470 mat, 515 ma,
570 ma, 620 mn, 680 mna, 725 ma, 765 ma.

6. Gel breast implant Siltex round, moderate Plus profile Xtra - Siltex
Round Moderate Plus Profile Xtra Gel Breast Implant Cohesive I, volume:
130 ml, 160 ml, 190 ml, 215 ml, 240 ml, 270 ml, 295 ml, 325 ml, 350 ml, 370
ml, 405 ml, 440 ml, 490 ml, 545 ml, 605 ml, 645 ml, 755 ml.

7. Gel breast implant Siltex round, high profile Xtra - Siltex Round High
Profile Xtra Gel Breast Implant Cohesive I, volume: 150 ml, 175 ml, 200 ml,
230 ml, 255 ml, 285 ml, 325 ml, 340 ml, 365 ml, 405 ml, 425 ml, 455 ml, 470
ml, 515 ml, 570 ml, 620 ml, 680 ml, 725 ml, 765 ml.

Supply package:
1. Breast implant of one version - 1 pc;

Komnnext nocraBku: 2. Patient ID card with IFU for completion - 1 pc;
1. HUMnnaHTaT MONOYHO#M XKeJe3bl OAHOro BapHaHTa UCMOMHEHUS — | wT.;

2. WaenTHdukauoHHas KapTa NAMEHTa C HHCTPYKUHKEH M0 3aMOaHEHHIo | 3. Patient’s label — 10 pcs;

-1 wr,; 4. IFU -1 pc

3. Crukep nauvenra — 10 wr.;

4. HucTpykumns no npuMeHeHuo — | wr.

Jlanee no TEKCTy MOTyT MCMNONb30BAaThCA CAEAYIOIHE HAMMEHOBAaHHA
MEIMUHHCKOr0 M3JeNIUA: JHAONPOTE3, MMIUIAHTAaThl, FPYAHOH HMMIUIAHTaT,
HMIUIAHTAT IPYAHON reeBbld, MPyaHbIE HMIUIAHTAThl MITH NPOTE3bl, H3AETHE,
MeauuHHckoe n3aenue (MH).

HanmeHOBaHHA MEIMUMHCKMX M3JENHH MOTYT OLITb YyNOMSHYTHI B TEKCTE B
COKpaueHHoli dopMe 11 yno6cTBa BOCIPHUATHA HHPOPMALIMH.

Further in the text the following names of the medical device can be used:
prosthesis, implants, breast implant, gel breast implant, breast implants or
prosthesis, device, medical device (MD).

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

Knaccupnkanua MH

Knacc B 3aBHCHMOCTH OT CTENEeHH MOTEHLUHAILHOTO PUCKa NPHUMEHEHHA B
MEMLMHCKHX LEJIAX B COOTBETCTBHH C HOMEHKIIATYPHLIM KJ1acCH(HUKATOPOM
MEJIMLIMHCKHUX H3JEIHIA: 3.

MD classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 3.

HAZHAYEHHUE MEJUUHWHCKOIO U3J1EJIUA

INTENDED USE MEDICAL DEVICE
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MeauumnHckoe H3aenHe NpeaHa3sHau€eHo JUlS YBETHYEHHS HIH PEKOHCTPYKLIMH
MOJIOUYHO#i XKene3bl.

The medical device is intended for breast augmentation or reconstruction

NOKA3AHHUA U ITPOTUBONNOKA3AHHUA K MTPUMEHEHHIO MU H
BO3MOXHBIE ITIOBOYHBIE 2OPEKTbDI

INokazaHun

WUMnnanTauus 3HA0NpPOTE3a NOKA3aHa MPH HAJIMUMK CNIEAYIOWMX COCTOAHHIA
(oaHoro H Gonee):

1. OnHOMOMEHTHas HMJIM OTCPOYMEHHaA PEKOHCTPYKLHMA IpyaM nocie
MacCTIKTOMMH.

2. PexoHCTpykuns rpyau nocne e4eHUA OHKOJ0rH4ecKoro 3abosneBanus
(xpoMe MacTIKTOMHH).

3. [losTOopHas onepauuMs B pe3yabTaTe OCHOXKHEHWH HWIH Ipyrux
HEXENaTeNbHbLIX  ABJIEHHHA, BO3HMKIUHX  MOCNE  MpeIWeCTBYIOWEro

XHPYPru4ecKoro BMellaTenbCTa, CBA3aHHOTO C MAaCTIKTOMHEH MIIH JPYTHMH
BMJaMH IEYEHHA OHKOJIOTHUECKHX 3a0601eBaHHii.

4. [locTTpaBMaTH4YeCKOE COCTOSIHHE, OMpEAENAEMOE KaK MOJHOE WM
YacTHYHOE  ydasieHHe  MOJIOYHBIX(-0it)  kene3(-bl) B pe3ynbTaTe
XHPYPru4ecKoro BMELIATENbCTBA (HE3aBMCHMO OT MpPHYHHBI) MIH B
pe3ysabTare TPaBMBbl.

5. Bpoxaeunsie  aedopMauuu:  Bnanas  rpylb  (BpOXACHHas
BOpoHKooOpa3Has aedopMauns rpyaHO#H KJIETKH ¢ aHOMATHAMH IPYyAHHBI H
nepeaHux otaenoB pebep); KuieBHAHas rpyldb (BpOXA€HHas BbIFHyTas
nedopMauia rpyaHoil KJIETKH C aHOMATHAMH IPyAHHBI U NEPEAHUX OTAENOB
pebep); BbipakeHHas aCHMMETPHA B BUE BPOXIEHHOTO HJIH NPHOOPETEHHOTO
CYLLIECTBEHHOTO HECOOTBETCTBHSA Pa3MEPOB MOJIOUHBIX XKEJe3, NPHBOAALLIAN K
3HaYMTENbHOMY (u3HueckoMy aedekTy (Hanpumep, cuuapom [lonanaa).

6. CunpHbI NTO3, MPH KOTOPOM TpebyeTca cneunaibHas onepauus no
PEKOHCTPYKUHH IpyaH (Hanpumep, MacTOMNEKCHA).

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

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

1. Immediate or delayed breast reconstruction following mastectomy.
2. Reconstruction due to cancer treatments other than mastectomy.
3. Revision due to complications or other undesirable results of a

previous surgery for mastectomy or cancer treatments other than mastectomy.

4. Post-Trauma defined as total or partial removal of the breast(s) through
surgery (for any reason) or as a result of the trauma itself.

5. Congenital deformities: Pectus Excavatum defined as congenital
concave chest-wall deformity with abnormalities of the sternum and anterior
ribs; Pectus Carinatum defined as congenital convex chest-wall deformity
with abnormalities of the stemum and anterior ribs; and severe asymmetry
defined as congenital or acquired substantial discrepancy in breast sizes such
as to represent a significant physical deformity (e.g., Poland’s syndrome).

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

deformity caused by medical or surgical complications, regardless of original

7. [NaunenTtsr, koTopbiM TpeOyerca mnoBTOpHOe xupypruyeckoe | indication for implantation or type of device originally implanted.
BMCILATENBCTBO C LEIbI0 3aMEHbl MMMIAHTaTa B CBA3H C CHJILHOM
Aedopmaumer,  BbI3BAHHOH  MEIMUMHCKHMH WM XHPYPrHYECKHMMH
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OCJIOXKHEHHAMH, HE3IAaBUCHMO OT  MEPBOHAYAILHOrO  TNOKa3aHHA K
MMIUIAHTALHH WK THMA HCXOLHO BBEIEHHOro HMIUIaHTaTa.

8. [TaumenTsl, KOTOpHIM TpebyeTcs yBeNH4YEHHE 340POBOH MOJIOYHOI
Kenesbl Nnocine  XHPYPrHyeckoro BMELIATENbCTBA, MPOBEAECHHOrO Ha
NOpax€HHOH MONOYHOI iKeneie No OAHOMY H3 TMEPEYHUCIEHHbIX Bblllle
NnoKa3aHuWit (HanpuMmep, OAHOCTOPOHHAS MACTIKTOMHS C [0CIEdYIOUMM
YBETHYEHHEM pa3Mepa BTOPOH MOJIOYHOM Kejne3bl AN BOCCTAHOBJICHMSA
CUMMETPHH).

9. 3amMeHa WMMIaHTaTa KK KOPPHIHPYIOLIAA XHPYprudeckas onepauns y
NauMeHTOB, paHee MNEPEHECIIUX OMnepauuio MO0  YBEAHYEHHIO HIH
PEKOHCTPYKUHH TIPYAM C HCNOJNbL30BAaHHEM HMIUIAHTATOB, 3arnoIHEHHBIX
CHJIMKOHOBBIM resieM MM (PH3HOIOrHYECKHM PacTBOPOM.

8. Patients 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 (e.g., unilateral mastectomy with augmentation to opposite
breast to provide symmetry).

9. Replacement or revision surgery for patients with previous
augmentation or reconstruction with silicone gel-filled or saline-filled
implants.

IlpoTuBonokazanus

WUmnnantauus sHI0MpOTE3a MPOTHBOMNOKA3AHA MAlMEHTaM MpH HAIHYHH

ClleyIOUIHX COCTOAHUM:

1. bepeMeHHOCTb MM NaKTaLKA.

2. BonuaHka (HampuMep, CHCTEMHas KpacHasd BONYaHKAa WM JHCKOMIHaAs
KpacHasi BOJIYaHKa).

3. Cxuepoaepmus (HanpHMep, POrpecCHpyIOIMii CHCTEMHBII CKIIEpo3).

4. Texywee 3abonesanue, cnocobHOe HapYUIUTb MIH 3aMEUIHTh MPOLECC

3aKHBJIEHUA PaHbl (KPOME NALUMEHTOB NOC/IE PEKOHCTPYKLHH IPYIH).

Jlio6bie uH(ekuHoHHbIe 3a60neBaHnA H abcuecchbl.

6. KnuHHuecKH HEeNpUroaHoe AN1f HMIUIAHTALMH COCTOAHHE MATKHX TKaHEH
(HanpuMep, MOBpeXIEHHE TKAaHH B pe3ysbTaTe 00ayueHHA, HELOCTAaTOK
TKaHH WITH TJ10Xas BaCKyNapH3aLHa).

7. Hannume cocTosHua (MIH HAXO0XAEHHE B NPOLIECCE NEYEHHS COCTOSAHHA),
KOTOpOE, M0 MHEHHIO KOHCYJbTHPYIOLIEro Bpaya, MOXXET NPeaCTaBlIATb
HEOMNpaBAaHHbI XUPYPruuecKuii pHCK.

8. AHnatomuueckHe HIH (HMIHONOrHYECKHE HaApPYLIEHHA, KOTOpble MOrYT
NPHBECTH K CEPbE3HLIM NMOCIEONEPAUHOHHBIM OCIOKHEHHAM.

e

Contraindications

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

1. Pregnancy or nursing mothers.

2. Lupus (e.g., SLE and DLE).

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

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

hd

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 constitute an unwarranted

surgical risk.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




9. ToBbllleHHas 4YYBCTBUTENBHOCTb K 4YYXKEPOIAHbIM MaTepHanaMm HiIH
MHOTOYHCIICHHBIE Heyla4Hbie MOMNbITKH YBETHYEHUS HIH PEKOHCTPYKLHH
MOJIOYHOI# XKeNe3bl B aHaMHe3e.

10. Hexenanue noasepraTbCs MOBTOPHBIM XHPYPrHYECKHMM BMELIATEILCTBAM
C LEJIbIO KOPPEKLIHH.

11. HepeanbHbie HaaeXAbl H 0XXMIAHHA, HANPUMEP HEAZIEKBAaTHOE OTHOWLEHHE

MM MOTHMBALMA, HEMOHMMAHHE PHCKOB, CBA3AHHBIX C XHPYPrHUYECKHM
BMELIATENLCTBOM H MPOTE3UPOBAHHEM.

12. INpeapakoBoe 3aboneBaHHe rpyau 6€3 NOAKONKHON MACTIKTOMHH.

13. 3anyuieHHas 3/710Ka4eCTBEHHAA ONYXO0Jb MOJIOYHOMN XKejle3bl HIH ONYXOJb

nocne HeNpaBHJILHOIO JeueHus (6€3 MaCTIKTOMHH).

AJieprudeckue peakuuu Ha no0oH M3 MaTepHasoB HMMNAHTATa HIIH

HanoJIHUTENEH

14.

[TIPUMEYAHHUE: [Ons obecnevyeHHs yAOBIETBOPHTENBHBIX pe3yJbTaTOB
NPHUMEHEHHUSA reJIEBbIX JHAONPOTE30B 118 3aMEHbI HCCEYEHHOH TKaHHM focne
MaCTIKTOMHH MM TPaBMbl MOTyT MOTPeOOBaThCA CMEUMATLHBIE METOMbI
PEKOHCTPYKLUHH, B YaCTHOCTH NPH HATHUUH JIYYEBOrO MOBPEKICHHA CTEHKH
rPYAHOM KNETKH, HATAXKEHHUSA KOXKH HA IPYIH, HATAXKEHHSA IPYAHBIX KOXHBIX
JIOCKYTOB HITH PaJIMKaIbHOW pe3eKiHH 60MbLIOH MPYAHONH MbILLbI.

8. Anatomic or physiologic abnormality, which could lead to significant
postoperative complications.

9. A history of sensitivity to foreign materials or repeated attempts and
failures at breast augmentation or reconstruction.

10. An unwillingness to undergo any further surgery for revision.

11. Unrealistic expectations, such as inappropriate attitude or 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,
mastectomy.

14. Allergic reactions to any of the implant materials or filling agents.

without

NOTE: The satisfactory use of gel-filled prostheses for tissue replacement
following mastectomy or trauma may require special reconstructive
procedures, particularly in the presence of radiation damage on the chest
wall, tight thoracic skin, thoracic skin grafts or radical resection of the
pectoralis major muscle.

ITo6ounble 3¢ PexThl H HexeNaTeIbHbe peakunH*

IMauuneHT, nepeHecinii XMPYPryueckoe BMELIaTebCTBO, MOABEPraeTCs PHCKY
Pa3BUTHA HENpPEeABHACHHLIX OCJIIOXKHEHHI KaK B OMNEPAUHOHHBLIA, TaK H
nocieonepaLHoOHHbIH MEPHObI.

[NoTeHumnanbHbie noOOYHbIE PpeakUHH M  OCIOXHEHHA, CBA3AHHblE C
NPUMEHEHHEM TPYIAHbIX HMIUIAHTAaTOB, MOMIEXAT OOCYKIOECHHIO H
Pa3bACHEHHIO MalUMEeHTaM B NpeaonepauHoHHbIH nepuHoa. B obGs3aHHOCTH
XHpypra BXoAMT (M KkoMnaHuWs Mentor paccunTbiBaeT Ha cobmozeHue
XHPYProm aaHHoro Tpe6oBaHus) coobwartbh 3Ty HHGOPMALMIO MALMEHTaM H
OLIEHHBATh COOTHOWEHHE PHCK/MOB3A 1A KAKIOr0 KOHKPETHOrO NalMeHTa.

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 be discussed with and understood by the patient prior to
surgery. It is the responsibility of the surgeon, and Mentor relies on the
surgeon, to provide the patient with this information and to weigh the
risk/benefit potential for each patient.
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Honoanumensnyio unghopmayuio o 603MoNCHbIX NOOGOYHLIX IPghexmax u
Hedce1ameabnbix peakyusax cu. 8 nn. llpedynpexcoenus, Pucku, ceazannvie ¢
xupypeuveckusmu onepayusmu, Pucku, ceszannsie ¢ umnianmayueit 2pyonsix
npome3oe.

*Cocaacuo Ipuxasy 11131 om 19.10.2020 coomsemcmeayem mepMuny «Hebrazonpuamusie
CcobMmuR u HexcenamenbHsie peaKyuu».

For additional information about possible Adverse reactions and events,
please refer to the following clauses: Warnings, Risks of the procedure, Risks
specific to breast implant surgery.

*According to Order 1113n of 19.10.2020 corresponds to the term "adverse events and
adverse reactions"’.

HHOOPMALHMA O NOTEHUHAJIBHBIX NTOTPEBUTEJAX MU H
YKA3AHHA IO HCNTOJIL30OBAHHUIO

YKa3zaHHsA N0 HCNOJbL30BAHHIO

U3nenus pekoMeHayeTCA HCNOABL30BaTh NPH YCJIOBUAX, YKa3aHHBIX HUXeE.

YC0BHA IKCILUTYaTAUHH

Temneparypa ot +32°C no +42°C
BnaxHocTb He bonee 100%
HasneHue 700-1060 rlla

INFORMATION ON POTENTIAL USERS OF MD AND DIRECTIONS
FOR USE

Directions for use

Devices are recommended for use under operation conditions indicated below.

Environmental conditions
Temperature +32°C to +42°C
Humidity not more 100%
Pressure 700-1060 hPA

Motenunanbisbie norpeburenn MU
ITpeanonaraeMslii MOTEHUHATLHBLIA NOTPEOUTENL: XHPYPT.

Potential users of MD
Intended user profile and training: Surgeons.

ONMUCAHHE OCHOBHbLBIX ®YHKUHOHAJIbHBIX JJIEMEHTOB
MU U IPHHUMUIIbI JEHCTBUSA

Obuee onncanne QPYHKUHOHAABHBIX JddemMeHToB MH M npHRUKNLI
AeHCTBHA

HUmnnaurtatel rpyadsie renessie  Gel Breast Implants coctoar u3
CHJIMKOHOBOTO refif, KOTOpbii MoMelaercs B 000/I04Ky H3 CHIMKOHOBOIO
JacTOMEpa W MOTYT HCMOJNBL30BATLCA [UIS PEKOHCTPYKUMH H YBEJIHYEHHA
TKaHH MOJIOYHOI# XKeJe3bl.

TexcTypupoBanHas obonouka Siltex co3gaeT pa3pylIHTENbHYIO TOBEPXHOCTH
IUIS KOJu1areHa.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
PRINCIPLE OF OPERATION

General description of functional elements of MD 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.

The Siltex textured surface provides a disruptive surface for collagen
interface.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




MmnnaHTaTbl npejcTaBfeHbl B ABYX BapuaHTax rens: Cohesive | n Cohesive
1.

CUNNKOHOBbLIW renb-HanonHUTENb, MCNONb3yeMblil gna nsgenmsa ¢ Cohesive I,
HEMHOTO0 oTan4vaeTcs oT nsgennsa ¢ Cohesive | 60nee BICOKMM COOTHOLIEHNEM
cwwuBatouiero areHTa (oTBepauTens) K 6ase, NpuBoAs K 060nee BbICOKON
Koresum rend. 3Ta pasHULA CUYMTAeTCA HE3HAUYUTENbHOW C TOYKM 3peHus
ahheKTUBHOCTM roTOBOWN npoaykumu. MmnnaHtaTtel Cohesive | n Cohesive Il
BbIMYCKAKTCA B Pa3/IMYHbIX pa3Mepax.

BO3MOXHOCTb U METOAbl WHTErpauuyv ¢ ApYrumu  MeauLUHCKUMMU

n3pennammn
MmMmnnaHTaThl rpPyaHble refiesble MOTYT ncnonb3oBaTbCA BMECTE C
MeAULUUHCKUM u3gennem «W3Mmeputens uUMNAaHtaTa MOMOYHON XKenesbl,

MHOTOKpPaTHO CTepunn3yemblii». B TabauLax HUXe NPUBEJEHO COOTBETCTBUE
peructpupyemoro MW v umnnaHtTatam MOSOYHOM Xefe3bl MPUMEPOYHbIM.

Perucrpupyemoe N3MepuTenb UMMNaHTaTa  MOJOYHOWA
MeAULIMHCKOe U3fenine Kene3bl, MHOrOKPaTHO CTEPUNN3YEMbIit
MMnnaHTaT MOJIOYHON Xenesbl |/|3MepVITE‘I'Ib MMMNNaHTaTa MOTOYHOMN
prrflbll7| C CUINKOHOBbBIM TefieMm  XXene3bl, MHOTOKpaTHO CTepI/II'II/I3yeMbIVI,

" 060/104KOI Siltex,
cynepBbiCOKMn npodunb Xtra -
Siltex Round Ultra High Profile

KPYrnblii, CynepBbiCOKWUI Npoduib

Xtra  Gel Breast Implant
Cohesive |

06béM; 06bEM:
135 mn 135 mn
160 mn 160 mn
185 mn 185 mn
215 mn 215 mn
240 mn 240 mn
270 mn 270 mn
295 mn 295 mn
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The Round Gel Breast Implants are provided in two cohesions; Cohesive | and
Cohesive Il devices.

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

The possibility and ways of integrating with other medical devices

Gel Breast Implants may be used together with the medical device « Gel breast
implants for fitting with multi time resterilizable». The tables below contain
data on the correspondence of the MD being registered to the Gel breast
implants For fitting with multi time resterilizable.

Medical  device being Gel Breast Implants for fitting with multi
registered time resterilizable.

Gel breast implant Siltex Gel breast prosthesis for fitting with multi
round, super high profile time resterilizable, round, superhigh profile
Xtra - Siltex Round Ultra

High Profile Xtra Gel Breast
Implant Cohesive |

Volume: Volume;
135 ml 135 ml
160 ml 160 ml
185 ml 185 ml
215 ml 215 ml
240 ml 240 ml
270 ml 270 ml
295 ml 295 ml



320 mn

350 mn

375 mn

400 mn

430 mn

455 mn

480 mn

535 mn

590 mn

MMnnaHTaT MOMOYHOW Xenesbl
KPYTAbliA C CUNMKOHOBbLIM Tefem
n obonoukonn Siltex, cpegHuii
Plus npogwunb - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive |
06bEéM:

125 mn

150 mn

175 mn

200 mn

225 Mn

250 mn

275 Mmn

300 mn

325 mn

350 mn

375 mn

400 mn

450 mn

500 mn
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320 mn
350 mn
375 mn
400 mn
430 mn
455 mn
480 mn
535 mn
590 mn

N3meputens MMnnaHTaTa MONOYHOW
Xenesbl, MHOFOKpPaTHO CTepuUIn3yeMblid,
KPYTrAbliA, cpegHuii natoc npodunb.

06bEM:
125 mn
150 mn
175 mn
200 mn
225 mn
250 mn
275 Mn
300 mn
325 mn
350 mn
375 mn
400 mn
450 mn
500 mn

320 ml

350 ml

375 ml

400 ml

430 ml

455 ml

480 ml

535 ml

590 ml

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

Volume
125 ml
150 ml
175 ml
200 ml
225 ml
250 ml
275 ml
300 ml
325 ml
350 ml
375 ml
400 ml
450 ml
500 ml

320 ml

350 ml

375 ml

400 ml

430 ml

455 ml

480 ml

535 ml

590 ml

Gel breast implant for fitting with multi time
resterilizable, round, moderate Plus profile

Volume:
125 ml
150 ml
175 ml
200 ml
225 ml
250 ml
275 ml
300 ml
325 ml
350 ml
375 ml
400 ml
450 ml
500 ml



MMnnaHTaT MONOYHOW >enesbl W3meputens MMnaaHTaTa monoyHoii Gel breast implant Siltex Gel breast implant for fitting with multi time
KPYrNbli C CANMMKOHOBbLIM TefieM  >enesbl, MHOrokpaTHO cTepunusyemsiit, round, moderate Plus profile resterilizable, round, moderate Plus profile

n obonoukon Siltex, cpefgHWii  Kpyrnbli, cpefHUn NaC NPopub. - Siltex Round Moderate

Plus npogunb - Siltex Round Plus Profile Gel Breast

Moderate Plus Profde Gel Implant Cohesive |

Breast Implant Cohesive 1

06béM: 06bEM: Volume: Volume:
550 mn 550 mn 550 ml 550 ml
600 mn 600 mn 600 ml 600 ml
700 mn 700 mn 700 ml 700 ml
800 mn 800 mn 800 ml 800 ml

MMnnaHTaT MONMOYHOW Xenesbl W3meputens MMnnaHTaTa monoyHon Gel breast implant Siltex Gel breast implant for fitting with multi time
KPYTNblii C CUINKOHOBLIM FefieM  XKenesbl, MHOroKpaTHO cTepunusyembiit, round, moderate Plus profile resterilizable, round, moderate Plus profile

n o6onoukoi Siltex, cpegHuii KPYrnblid, cpefHUid nawc npodunb - Siltex Round Moderate
Plus npodunb - Siltex Round Plus Profile Gel Breast
Moderate Plus Profile Gel Implant Cohesive 11
Breast Implant Cohesive 11
06BbEM: 06BEM: Volume: Volume:
125 mn 125 mn 125 ml 125 ml
150 mn 150 mn 150 ml 150 ml
175 mn 175 mn 175 ml 175 ml
200 mn 200 mn 200 ml 200 ml
225 Mn 225 mn 225 ml 225 ml
250 mn 250 mn 250 ml 250 ml
275 mn 275 mn 275 ml 275 ml
300 mn 300 mn 300 ml 300 ml
325 mn 325 mn 325 ml 325 ml
350 mn 350 mn 350 ml 350 ml
375 mn 375 mn 375 ml 375 ml
400 mn ‘ 400 mn 400 ml 400 ml
450 mn 450 mn 450 ml 450 ml
10
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MiMnnaHTaT MOMIOYHOWN Xenesbl W3meputens MMnnaHTaTa monoyHon Gel breast implant Siltex Gel breast implant for fitting with multi time
KPYTNblii C CUNNKOHOBLIM efieM JXKenesbl, MHOFoKpaTHo cTepunusyembliit, round, moderate Plus profile resterilizable, round, moderate Plus profile

n o6onoukoi Siltex, cpegHwii  Kpyrabliil, cpegHWiA Nac Npodunb - Siltex Round Moderate

Plus npogunbe - Siltex Round Plus Profile Gel Breast

Moderate Plus Profile Gel Implant Cohesive 11

Breast Implant Cohesive 11

06BbEM: 06bEM: Volume: Volume:

500 mn 500 mn 500 ml 500 ml

550 mn 550 mn 550 ml 550 ml

600 mn 600 mn 600 ml 600 ml

700 mn 700 mn 700 ml 700 ml

800 mn 800 mn 800 ml 800 ml

MmnnaHTaT MONOYHOW Xenesbl W3meputens nMnnaHTaTa monoyHoii Gel breast implant Siltex Gel breast implant for fitting with multi time

KPYT/blli C CUIMKOHOBLIM FefieM >Kenesbl, MHOrokpatHo cTepunusyemblii, round, high profile - Siltex resterilizable, round, high profile.

N 06010uYKOi Siltex, BbICOKMI KPYTFAbli, BbICOKWA Npodub Round High Profile Gel

npoguns - Siltex Round High Breast Implant Cohesive 1

Profile Gel Breast Implant

Cohesive |

06BbEM: 06BbEM: Volume: Volume:

125 mn 125 mn 125 ml 125 ml

150 mn 150 mn 150 ml 150 ml

175 mn 175 mn 175 ml 175 ml

200 mn 200 mn 200 ml 200 ml

225 mn 225 Mn 225 ml 225 ml

250 mn 250 mn 250 ml 250 ml

275 mn 275 mn 275 ml 275 ml

300 mn 300 mn 300 ml 300 ml

325 mn 325 mn 325 ml 325 ml

350 mn 350 mn 350 ml 350 ml

375 mn 375 mn 375 ml 375 ml

400 mn 400 mn 400 ml 400 ml
1n
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MiMnnaHTaT MOJIOYHON >enesbl W3meputenb nMnnaHTaTa monouHoit Gel breast implant Siltex Gel breast implant for fitting with multi time
KPYTAblA C CUIMKOHOBbLIM TefleM  XXKefieabl, MHOroKpaTHO cTepunusyemblii, round, high profile - Siltex resterilizable, round, high profile.

M 060n04koi Siltex, BbICOKWA KpYrblili, BbICOKWMA Npodub Round High Profile Gel

npoguns - Siltex Round High Breast Implant Cohesive |

Profile Gel Breast Implant

Cohesive |

06bEM: 06béM: Volume: Volume:

425 mn 425 mn 425 ml 425 ml

450 mn 450 mn 450 ml 450 ml

500 mn 500 mn 500 ml 500 ml

550 mn 550 mn 550 ml 550 ml

600 mn 600 mn 600 ml 600 ml

650 mn 650 mn 650 ml 650 ml

700 mn 700 mn 700 ml 700 ml

800 mn 800 mn 800 ml 800 ml

MmMmnnaHTaT MONOYHOW >Xenesbl W3meputenb MMnnaHTaTa mono4yHoit Gel breast implant Siltex Gel breast implant for fitting with multi time

KPYTNbliA C CUIMKOHOBBLIM TeNeM XKenesbl, MHOFOKpaTHo cTepunusyemsblii, round, high profile - Siltex resterilizable, round, high profile.

n o6onoykoi Siltex, BbICOKWMIA KPYrAblii, BICOKUIA Npodunib Round High Profile Gel

npopunb - Siltex Round High Breast Implant Cohesive Il

Profile Gel Breast Implant

Cohesive Il

06béM: 06bEM: Volume: Volume:

125 mn 125 mn 125 ml 125 ml

150 mn 150 mn 150 ml 150 ml

175 mn 175 mn 175 ml 175 ml

200 mn 200 mn 200 ml 200 ml

225 mn 225 Mn 225 ml 225 ml

250 mn 250 mn 250 ml 250 ml

275 Mn 275 mn 275 ml 275 ml

300 mn 300 mn 300 ml 300 ml

325 mn 325 mMn 325 ml 325 ml
12
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MMnnaHTaT MOIOYHOW >Kenesbl
KPYTAbliA C CUIMKOHOBBLIM Fenem
n o6onoykon Siltex, BbICOKUN
npoguns - Siltex Round High
Profile Gel Breast Implant
Cohesive Il

06bEM:

350 mn

375
400
425
450
500
550
600
650
700
800
MMnnaHTaT MOJIOYHOW XKenesbl
KPYTAbliA C CUTMKOHOBbLIM FeNeM
n o6onoukoli Siltex, cpefHuii
Plus npodune Xtra - Siltex
Round Moderate Plus Profile
Xtra Gel Breast Implants
Cohesive |

06bEM:

130 mn

160 mn

190 mn

215 mn

240 mn

Mn
Mn
M
Mn
M
M
Mn
Mn
M
M
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N3mepuTenb MMMnaHTaTa MOJ/IOYHO
Xenesbl, MHOFOKpPaTHO CTEpPUIN3YyeMBbIid,
KPYTbliA, BbICOKWIA Npoduib

06BbEM:

350 mn

375 mn

400 mn

425 mn

450 mn

500 mn

550 mn

600 mn

650 mn

700 mn

800 mn

M3meputenb nMnnaHTaTa MO/IOYHOW
Kenesbl, MHOFOKpaTHO CTepUNU3YEMBIN,
KPYrAbliA, cpegHuii naoc npodunb Xtra

06bEM:
130 mn
160 mn
190 mn
215 mn
240 mn

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

Breast Implant Cohesive Il

Volume:

350 ml

375 ml

400 ml

425 ml

450 ml

500 ml

550 ml

600 ml

650 ml

700 ml

800 ml

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

Volume:
130 ml
160 ml
190 ml
215 ml
240 ml

13

Gel breast implant for fitting with multi time
resterilizable, round, high profile.

Volume:

350 ml

375 ml

400 ml

425 ml

450 ml

500 ml

550 ml

600 ml

650 ml

700 ml

800 ml

Gel breast implant for fitting with multi time
resterilizable, round, moderate Plus profile
Xtra.

Volume:
130 ml
160 ml
190 ml
215 ml
240 ml



MMmnnaHTat Mono4Ho# Xkenesbl
KpPYTJibiii C CHIIMKOHOBbLIM FeseM
n obonouko#i Siltex, cpeanui
Plus npopune Xtra - Siltex
Round Moderate Plus Profile

H3imepuren,  MMnuIaHTata  MOJIOHHO#M
Kene3bl, MHOFOKPaTHO CTEpHIM3YeMblid,
KpYIJbli, CpeaHuii mmoc npopunb Xtra

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

Gel breast implant for fitting with multi time
resterilizable, round, moderate Plus profile
Xtra.

Xtra Gel Breast Implants I

Cohesive 1

00bEM: 00béM: Volume: Volume:

270 Ma 270 mn 270 ml 270 ml

295 mn 295 mn 295 ml 295 ml

325 mn 325 mn 325 ml 325 ml

350 mn 350 ma 350 ml 350 ml

370 mn 370 ma 370 ml 370 ml

405 ma 405 ma 405 ml 405 ml

440 mn 440 mn 440 ml 440 ml

490 mn 490 mn 490 ml 490 ml

545 ma 545 mn 545 ml 545 ml

605 mMn 605 mMn 605 ml 605 ml

645 mMn 645 mn 645 ml 645 ml

755 mn 755 mMn 755 ml 755 ml

Wmnnaurtat MonouHoit xkene3nt | UsMeputens  mMnuantara  MosouHoii | Gel breast implant Siltex | Gel breast implant for fitting with multi time
KPYTJIblii C CHIMKOHOBBIM rejieM | XeJie3bl, MHOTOKpaTHO cTepuausyeMmsiit, | round, high profile Xtra - | resterilizable, round, high profile Xtra

H obonoukoi Siltex, BLICOKHMI
npopunb Xtra - Siltex Round
High Profile Xtra Gel Breast
Implants Cohesive |

KpYT/blii, BbICOKHIi npoduis Xtra

Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive |

00BEM: 00bEM: Volume: Volume:
150 mn 150 Mn 150 ml 150 ml
175 mn 175 ma 175 ml 175 ml
200 mn 200 mn 200 ml 200 ml
230 mn 230 mn 230 ml 230 ml
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255 mn 255 mMn 255 ml 255 ml

285 mn 285 mn 285 ml 285 ml
325 mn 325 mn 325 ml 325 ml
340 mn 340 mn 340 ml 340 ml
365 mn 365 mn 365 ml 365 ml
405 mn 405 mn 405 ml 405 ml
425 mn 425 mn 425 ml 425 ml
455 mn 455 mn 455 ml 455 ml
470 mn 470 mn 470 ml 470 ml
515 mn 515 mn 515 ml 515 ml
570 mn 570 mn 570 ml 570 ml
620 mn 620 mn 620 ml 620 ml
680 mn 680 mn 680 ml 680 ml
725 Mn 725 Mn 725 ml 725 ml
765 mn 765 mn 765 ml 765 ml
TexHUYecKue xapakTepuctukn Mm Technical characteristics of MD

B Tabamuax HUXe npuBefeHbl OCHOBHbIE TEXHUUYECKUE XapaKTePUCTUKN UMNNA:HTATOB IPYAHbLIX T€NeBbIX.
There are the main technical characteristics of Gel Breast Implants in the tables )elow.

XapakTtepuctmnka 3HauyeHune Characteristic Value
OTHOCUTENbHOE YA/IUHEHMNE MwuH. 450 % Elongation Min 450 %
npu paspbiBe 060104KN
OcTaToyHOe yANUHEHNE Makc. 10 % Tension Set Max 10%
MpoYHOCTb COEANHEHNSA OTcyTcTBMe HapyweHuin nocne 300% Join Strength No failure after 300% elongation for 10
yANnHeHns B TeueHue 10 CeKyHA seconds
MpoYyHOCTbL Ha paspbIB 3,85-4,21 MIa Shell tensile strength 3,85-4,21 MPa
060104KM
HekpnTnyHasa NpoyYHoOCTb OTcyTCcTBMe HapyweHuin nocne 100% Non-Critical Joint No failure after 300% elongation for 10
coefuHeHns YANMHEeHNs B TeueHue 10 CeKyHA strength seconds
KoresnmoHHas cnoco6HOCTb < 3,0 cm nocne 30 MUHYT Gel Cohesion < 3.0 cm after 30 minutes
rens
15
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Y poBeHb NUporeHos, E3/mn <0,5

Y poBeHb 6aKTepuaabHbIX <0,25
3HAOTOKCUHOB, E3/Mn
TonwunHa 060104KKN C 0,43-1,25
TEKCTYPUPOBAHHbLIM C/I0EM
Siltex, Mm
MeHeTpayusa rena Cohesive | 6,58

(cuna 20 r), mm, £ 10%

MeHeTpayua renda Cohesive 11 7,17
(cuna 40 r), mm, £ 10%

MapameTpbl TeKcTypupoBaHHoro cnos / Textured layer parameters:
CpefiHee paccTosHMe MeXay 89,06- 94,86
nuKamu, MKM

[Ovnana3oH «MUKOB» U 50,7- 156,9
«BnagnH», MKM
CpefiHee KONMYECTBO MUKOB
Ha 2 MM*

6onee 200 NMKoB/2 MM*
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Pyrogen Level, EU/mI

Endotoxin Level, EU/mI

Shell thickness with
texture layer Siltex, mm

Gel penetration Cohesive
I (force 20 r), mm, £+ 10%

Gel penetration Cohesive
1 (force 40 r), mm, *
10%

Average distance
between peaks, pm

Peaks and troughs range,
pm
Average number of peaks
per 2 mm-

16

<0.5

<0,25

0,43-1,25

6,58

7,17

89,06- 94,86

50,7- 156,9

over 200 peaks/2 mm-



ViMnnaHTaT MOMOYHONM Xenesbl KPYI/bI C CUTIMKOHOBBLIM resiem 1 060104Koi Siltex, cynepBbicokuii npodunb Xtra - Siltex Round Ultra High Profile
Xtra Gel Breast Implant Cohesive |/ Gel breast implant Siltex round, super high profile Xtra - Siltex Round Ultra High Profile Xtra Gel Breast Implant
Cohesive |,

17
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Howmep no
Katanory /
Catalog
number

354-5135

Description

Gel breast implant Siltex
round, super high profile
Xtra - Siltex Round Ultra
High Profile Xtra Gel
Breast Implant Cohesive I,
volume 135 ml
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OnucaHue
MmMmnnaHTat MOJIOYHOA
Xenesbl KPYTrnbli c
CUTNKOHOBBIM renem n
060/104KOWA

Siltex, cynepBbICOKWIA
npodunb Xtra - Siltex Round
Ultra High Profile Xtra Gel
Breast Implant Cohesive 1,
06bEm 135 mn

O6bemM™, Mn,
aonyctmmMmoe
OTK/IOHEHUE *
2,5%
Volume, ml,
with tolerance +
2,5%

135

LWnpuHa**, mm,
ponyctmmoe
OTKNMOHeHMe = 10 %
W idth, mm, with
tolerance, + 10 %

80

18

BoicTynawuas
yacTtb** (npogunb /
npoekyuns), Mm,
ponyctmmoe
OTKNOHeHue £ 10 %
Projection with
tolerance, mm * 10
%

43

Macca, T,
gonyctmmoe
OTKNOHEeHUe + 3% /
Mass, g, with
tolerances + 3%

1448



BoicTynaouas
Obnem*, ma, P
Homen o aonycTuMoe Iinpuna**, uwm, “::emi::;’t'":b ! Macca, r,
Karanl:) / OTK/10HEHHe £ aonycTHMOE lz’lon m\'ioe ? aonycTHMoe
ry Description Onncanne 2,5% oTKjaoHenue £ 10 % yerns . oTK.10HeHKne £ 3% /
Catalog Volume, mi Width, mm, with oTkaonenne 10 % Mass, g, with
number with tolerance + tolerance, + 10 % Projection with tolerances + 3%
o tolerance, mm + 10
2,5% %
Hmmnanrar MOJIOYROH
Gel breast implant Siltex ’c":;:z;'"ow:"yrf;'zm :
round, super high profile .
Xtra - Siltex Round Ultra 0.60"0“0"
354-5160 High Profile Xtra Gel Siltex, cynepsmicokuii 160 84 45 1744
Breast Implant Cohesive | mpodus, Xtra - Siltex Round
volume 160 ml * | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
06séMm 160 Mn
HUmmnnanrar MONOYHOMH
Gel breast implant Siltex ::K:;;i:nosu:pyr:;p;na :
round, super high profile 0BONOUKOI
354-5185 ﬁ:; ; ?;2&“;:‘:: Ug‘:: Siltex, cynepebicokuii 185 86 46 2002
Breast Implant Cohesive I, n;;odm.n?, :‘(tra ) Sllltex Rounc}
volume 185 ml Ultra High Profile Xtr_a Ge
Breast Implant Cohesive I,
o6bém 185 mn
Hmnnantar MOJIOHHOM
Gel breast implant Siltex ::;:;:'noau:pyr::;tm :
round, super high profile 0BOR0KOH
354-5215 ﬁ:; Sitex Rownd ULra | sittex. cynepastcorii 215 89 47 232.1
Breast Implant Cohesive | rpogpims Xtra - Siliex Round
volume 215 ml * | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
06béM 215 mn
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Buictynaomas
Ob6nem*, Mma, -
Howvep no aonycramoe Ilupana**, vwm, “:;:ex;::;m:l:b / Macca, r,
Karanory / OTK/IOHeHRe AOMyCTHMOE nonycrm‘ioe. ? NORYCTHMOE
Description Onncanne 2,5% oTkjoHenne + 10 % oTkoHenne + 3% /
Catalog Volume, ml, Width, mm, with onmo.“ eu.n e !0 % Mass, g, with
number with tolerance tolerance, + 10 % Projection with tolerances + 3%
2.5% tolerance, mm + 10
* %
Umnnaurar MONOYHO#H
Gel breast implant Siltex Henesbt KpYTILiH ¢
round, super high profile CHIMKOMOBLIM  reeM  w
Xtra - Siltex Round Ultra | 200101¥0H _
354-5240 High Profile Xtra Gel Siltex, cyneparicoxnii 240 92 49 2580
Breast Implant Cohesive | mpodws Xtra - Siltex Round
volume 240 ml * | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
06béM 240 Mn
Hmnnanrar MOJIOYHOMH
Gel breast implant Siltex Heiceabl KpyTALIH ¢
round, super high profile ig’olz;::g;u” rereMm
154-5270 ﬁ:; " Siltex Rosnd Ur2 | Siltex, cynepasicorui 270 95 50 288.4
Breast Implant Cohesive I, npodins Xtra - Siltex Round
volume 270 ml Ultra High Profile Xtr.a Gel
Breast Implant Cohesive I,
06B¢M 270 Ma
HWmnnauTar MOTOYHOH
Gel breast implant Siltex Aeesbl KpYrIIbiH ¢
round, super high profile f)gno::z::g;m‘ renem W
354-5295 i:::;‘ ) ls‘lrI(::'::c Ro;:nr: Ulc?:: Siltex, cynepBuicokuit 295 99 52 3134
Breast Implant Cohesive I, npoduk Xira - Siltex Round
volume 295 ml Ultra High Profile Xtr? Gel
Breast Implant Cohesive I,
ob6Bém 295 Mn
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' Obnem*. Ma Buicrynaomas
’ A 'Y 3
Katanory / OTK.JIOReHHe aonycrrMoe nonvc-rm‘me ! aomycTHMOE
Description Onucanne 2,5% oTKIoHeHne £ 10 % : OoTK.10HeHHe + 3% /
Catatl,og Volume, ml, Width, mm, with OTmo." en'u e !0 % Mass, g, with
number with tolerance £ tolerance, + 10 % Projection with tolerances + 3%
2.5% tolerance, mm + 10
* %
Hmnnaurar MOJI04HOIH
Gel breast implant Siltex Kenesbl KPYTALIH ¢
round. super high profile ggzz:z:g;um refiem
354-5320 ﬁ:;, " Silen Rownd Ulra | siltex, cynepasicoxi 320 100 53 3405
Breast Implant Cohesive I, mpogunb Xtra - Siltex Round
volume 320 ml Ultra High Profile Xtr.a Gel
Breast Implant Cohesive I,
06béM 320 mn
Hmnnanrar MONOYHOH
Gel breast implant Siltex | Xc7cb  KPYDIRM €
round, super high profile zgz;z:g;'u” reiem
354-5350 ﬁ:’g; oiex Round LT | Siltex, cynepasicoxni 350 103 54 3716
Breast Implant Cohesive |, mpocms Xtra - Siltex Round
volume 350 ml Ultra High Profile Xtrg Gel
Breast Implant Cohesive I.
06béM 350 mn
Hmnnaurar MOJIOHHOH
Gel breast implant Siltex | *C7¢3%  Kpyranm ¢
round. super high profile ::)z:(:;g::g;um reaem
354.5375 ﬁ:;] " Siliex Round UNTR | Siltex, cynepauscorsi 375 105 55 19,1
Breast Implant Cohesive 1. npodune Xtra - Siltex Round
volume 375 ml Ultra High Profile Xtr_a Gel
Breast Implant Cohesive I,
06bEM 375 M
Gel breast implant Siltex | HMnnanrar MONO4HO#M
354-5400 round, super high profile | xene3nl Kpyraslit c 400 108 56 4233
Xtra - Siltex Round Ultra | cunukoHoOBLIM  reaeM W
High Profile Xtra Gel | obonoukoit
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O6neM*. w1 Buictynawomas
R LR v F' 23
Homep no AONYCTHMOE Ulnpuua**, mm, “:r:ex;:z;)q:r:b / Maccea, 1,
Knm‘:y / OTK/IOHEHHe % acnycrumoe ‘;lonvcrm;c.)e‘ * AONYCTHMOE
ry Description Onucanne 2,5% oTkionenne = 10 % - o OTKIOHeRne + 3% /
Catalog Volume, m! Width, mm, with otonenne + 10 % Mass, g, with
number with tolerance + tolerance, + 10 % Projection with tolerances + 3%
2.5% tolerance.} mm + 10
(]
Breast Implant Cohesive I, | Siltex. cynepsuicokmii
volume 400 ml npoduan Xtra - Siltex Round
Ultra High Profile Xtra Gel
Breast Implant Cohesive |,
06bEm 400 mn
HWmnnanrat MOJIOYHO#
Gel breast implant Siltex | X¢1€3b  KpyTaHIH €
. CHIMKOHOBBIM  TeneM
round, super high profile .
Xtra - Siltex Round Ultra 060‘"0“0"
354-5430 High Profile Xtra Gel Siltex, cynepsuicokuii 430 111 58 453,0
Breast Implant Cohesive | mpoguns Xtra - Siliex Round
volume 430 ml * | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
06béM 430 mn
Hmmnanrar MOJIOYHOI
Gel breast implant Siltex :‘:;ﬁ;'mau:pyrf;:” :
round, super high profile 060 .
Xtra - Siltex Round Ultra | 200 O #KOH o
354-5455 High Profile Xtra Gel Siltex, cynepssicokuii 455 113 59 478.2
Breast Implant Cohesive | mpodue, Xtra - Siltex Round
volume 455 ml : * | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
0o6bEM 455 ma
Gel breast implant Siltex ::,."ej;:.mT :::;oqno:
round. super high profile cmmxonom.u:((p yrrenem "
Xtra - Siltex Round Ultra -
354-5480 . obonoukoi 480 116 60 504.8
High Profile Xtra Gel | . .
Breast Implant Cohesive | Siltex, cynepuicokit
volume 480 ml ) * | mpodune Xtra - Siltex Round
Ultra High Profile Xtra Gel
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ObnemM*. M Boictynaomas
¢ Viedy ik
Howmep no JAONYCTHMOE Illupnna**, mwm, “‘::exé:z;"l:':b/ Macca, r,
Karla.n‘:)rv / OTKJIOHEHHe aonycTrumMoe lz,lon mn;oe ' AoMycTHMOE
- Description Onucanne 2,5% oTkjaonenne = 10 % Y oTK.I0HeHNe + 3% /
Catalog Volume, ml Width, mm, with oricronenne £ 10 % Mass, g, with
number with tolerance + tolerance, £ 10 % Projection with tolerances + 3%
2.5% tolerance, mm % 10
* %
Breast Implant Cohesive I,
06bEM 480 Ma
Hmnnaurar MOJIOUHOIH
Gel breast implant Siltex Henesbl KPYTILIH ¢
. CHIIMKOHOBBIM  TeneM o
round. super high profile 0BOn04KO
Xtra - Siltex Round Ultra | . o
354-5535 High Profile Xtra Gel Siltex. cynepBbicokHii 535 121 63 561.1
Breast Implant Cohesive | mpogunb Xtra - Siltex Round
volume 535 ml ' | Ultra High Profile Xtra Gel
Breast Implant Cohesive |,
00BéM 535 Mn
HWmnnanrar MONOYHO#
Gel breast implant Siltex | “7e  EPYEIRE
round, super high profile 0Bon04Koi
Xtra - Siltex Round Ultra | 207101KO "
354-5590 High Profile Xtra Gel Siltex, cynmepssicokuit 590 126 65 6199
Breast Implant Cohesive | npogue Xtra - Siltex Round
volume 590 ml ' | Ultra High Profile Xtra Gel
Breast Implant Cohesive I,
00BéM 590 Mn

*Coonacno cmanoapmy 1SO 14607 npoussooumeas xonmpoaupyem obvem umnianmama ¢ donycmumoirt omxaonenuesm + 2,.5%. - According to I1SO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
**Cocaacno cmanoapmy 1SO 14607 He 3a10CeHO CMAHOapMHoe OMKIOHEH E 6 2aDAPUMHBIX PUMEPAX UMIIAHMAMA, YKA3aHO CMAHOGPMHKOe OMKIOHEeHEe ~abapumubix pazvwepoe

usnaanmama cozaacuo F'OCT 31619 — 2012.7 According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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ViMnnaHTaT MOIOYHOM XKene3bl KPYr/ibi C CU/IMKOHOBbLIM refieM 1 06os104Koi Siltex, cpeaHuia Plus npodmne - Siltex Round Moderate Plus Profde Gel
Breast Implant Cohesive | / Gel breast implant Siltex round, moderate Plus profde - Siltex Round Moderate Plus Profde Gel Breast Implant Cohesive
|

24
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BbicTynatouias

Homep 1o Ob6bem*, mn, L vpuHa**, mm, yactb** (npotunb / Macca, T,
KaTanory / o gonyctumoe gonyctumoe NPOeKLMS) MM, ponycTmmoe
Catalog Description OnucaHue OTKJ/IOHEHMe + 2_,5% OTK}-10HeHI/Ie + 1p % jonyctumoe OTK/IOHEeHNe i 3% /
number Volume, ml, with Width, mm, with OTK/OHeHMe £ 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances = 3%
tolerance + 10 %
MmnnaHTat MONOYHOM
Gel breast implant Siltex >xenesbl KpYTrnbiii c
round, moderate Plus CUNMKOHOBbIM TeneM W
profile - Siltex Round o6onoukoii Siltex, cpeaHwii
354-1001 Moderate Plus Profile Gel Plus npoguns - Siltex 100 8l 21 1073
Breast Implant Cohesive Round  Moderate  Plus
1 volume 100 ml Profile Gel Breast Implant
Cohesive 1, 06bém 100 mn
MmnnaHTar MOJI0YHO
Gel breast implant Siltex >xenesbl KpYrnblii c
round, moderate Plus CWAWKOHOBbIM Tenem W
profile - Siltex Round o06onoukoii Siltex, cpeaHuii
354-1251 Moderate Plus Profile Gel Plus npodunbe -  Siltex 125 88 29 1332
Breast Implant Cohesive Round Moderate  Plus
1, volume 125 ml Profile Gel Breast Implant
Cohesive 1, 06bém 125 mn
MmnnaHTat MONOYHOM
Gel breast implant Siltex ene3bl KPYrAblii c
round, moderate Plus CWINKOHOBbLIM TefnemMm W
profile - Siltex Round o06onoukoit Siltex, cpegHuin
354-1501 Moderate Plus Profile Gel Plus npoguns - Siltex 150 %4 30 162,4
Breast Implant Cohesive Round .Moderate  Plus
1 volume 150 ml Profile Gel Breast Implant
Cohesive 1, 06b€M 150 mn
Gel brea.st implant Siltex MmnnanTar MonquHOM
round, moderate Plus HENe3bl KpyrsIn ¢
354-1751 L . CUNMKOHOBLIM  Tenem 1 175 100 32 187,8
profile - Siltex Round 6 i Silt o
Moderate Plus Profile Gel ~ ©°°/101Ko StEeX, Cpe'q_HMM
Plus npogunb - Siltex
25
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Homep no
Katanory /
Catalog
number

354-2001

354-2251

354-2501

Description

Breast Implant Cohesive
1, volume 175 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 200 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 225 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 250 ml
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OnuncaHne

Round Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 175 Mn

NmnnaHTat MO/04YHOM
Xenesbl KpYyT/blii c
CUNINKOHOBLIM  TenemM U

o6onoukoi Siltex. cpegHwuii
Plus npoduns - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 200 mn

NmnnaHTart MO/OYHOM
Xenesbl KpYyT bl c
CUNINKOHOBLIM  TeneM 1

o6onoukoii Siltex, cpegHuii
Plus npogune - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 225 mMn

WmnnaHTat MOJIOYHOM
xenesbl KpYrblii c
CUINKOHOBLIM ~ TeNeM U

o6onoykoi Siltex, cpefHuii
Plus npogunb - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bEM 250 mn

O6beEM™, M/,
fonyctumoe
O0TKNOHeHUe + 2,5%
Volume, ml, with
tolerance + 2,5%

200

225

250

LLuvpuHa**, mm,
gonyctmmoe
OTK/OHeHMe = 10 %
Width, mm, with
tolerance, £ 10 %

105

109

113

26

BbicTynatouasn
yacTb** (npogunb /
NpoeKyns) mm,
ponycTmmoe
OTKJ/IOHeHMe £ 10 %
Projection, mm, with
tolerance + 10 %

33

35

36

Maceca, T,
ponyctmmoe
OTKNOHeHue + 3% /
Mass, g, with
tolerances + 3%

214,4

239,2

265,1



BricTynaomas
Howmep no Ob6nem*, M, Winpana**, M, 4acTu** (npodnas / Maccea, r,
Katanory / AoNyCTHMOE AOMYCTHMO® NPoeKUAR) MM, aonycTHMoe
Catalog Description Onuncanne OTK.T0HeHRe  2,5% oTkoRenne = 10 % AonycCTHMOE OTK.I0ReHRe + 3% /
pumber Volume, ml, with Width, mm, with oTKIOHeHHne = 10 % Mass, g, with
tolerance = 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Umnnaurar MOIOYHO#
Gel breast implant Siltex | xene3b Kpyrantit ¢
round, moderate Plus | CHAMKOHOBBIM TCICM  H
profile - Siltex Round | o6onoukoii Siltex. cpeannii
354-2751 Moderate Plus Profile Gel | Plus npoduis - Siltex 275 i 37 289.7
Breast Implant Cohesive | Round Moderate  Plus
l. volume 275 ml Profile Gel Breast Implant
Cohesive I, 06Bém 275 Mn
WUmmnnanrar MO.10YROH
Gel breast implant Siltex | xeae3nt Kpyrblii c
round, moderate Plus | cuaukoHOBLIM  reieM  u
profile - Siltex Round | oGonoukoii Siltex. cpenuii
354-3001 Moderate Plus Profile Gel | Plus npoduas - Siltex 300 120 37 3151
Breast Implant Cohesive | Round Moderate  Plus
I, volume 300 ml Profile Gel Breast Implant
Cohesive |, 065¢ém 300 Mn
Hmnnautar MOJIOYHO#
Gel breast implant Siltex | xeaesbt Kpyr:btit c
round, moderate Plus | CHIHKOHOBBIM  reaeM M
profile - Siltex Round | o6oaouxoit Siltex, cpeumuii
3543231 Moderate Plus Profile Gel | Plus npoduns - Siltex 325 123 38 341.8
Breast Implant Cohesive | Round Moderate  Plus
I, volume 325 ml Profile Gel Breast Implant
Cohesive I, 06bém 325 mn
Gel breast implant Siltex Wunnantar MO104HOH
round, moderate Plus | *o oM Kpyranit ¢
354-3501 ) . CHIIMKOHOBBIM ~ TeneM | 350 126 38 366.2
profile - Siltex Round 60 i Silt -
Moderate Plus Profile Gel | OvoO1KOM SHIEX. Cpe-tititn
Plus npoduas - Siltex
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Homep no
KaTtanory /
Catalog
number

354-3751

354-4001

354-4501

Description

Breast Implant Cohesive
1 volume 350 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 375 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 400 ml

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

Round Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 350 mMn

NmnnaHTat MO/0YHOM
Xenesbl KpYTNblid c
CU/MKOHOBLIM  TefieM U

o6onoukoit Siltex, cpegHnii
Plus npoguns - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 375 mn

NmnnaHTaT MOJI0UYHOM
xenesbl KpYTNblid c
CUNNKOHOBLIM  TeneM U

o6onoukolii Siltex, cpegHuii
Plus npodunb - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1, 06bém 400 mn

MmnnaHTat MOJI04HOM
Xenesbl KpYTNblii c
CUNINKOHOBLIM  TeneM U

o6onoukolii Siltex, cpefHuit
Plus npoguns - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1 06bEMm 450 Mn

O6bem*, mn,
fonyctumoe
O0TK/OHeHMue = 2,5%
Volume, ml, with
tolerance + 2,5%

375

400

450

LLnpnHa**, mm,
gonyctmmoe
OTKJ/I0OHeHMe = 10 %
Width, mm, with
tolerance, £ 10 %

129

132

137

28

BbicTynatouiasn
YacTb** (npotunb /
npoeKyns) mm,
ponycTumoe
0TK/NIOHeHne + 10 %
Projection, mm, with
tolerance £ 10 %

39

40

41

Macca, T,
ponyctumoe
OTKNOHeHue + 3% /
Mass, g, with
tolerances + 3%

390,6

417,5

466,1



Homep no
Katanory /
Catalog
number

354-5001

354-5501

354-6001

354-7001

Description

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
1, volume 500 ml

Gel breast implant Siltex
round, moderate Plus
profile - Siltex Round
Moderate Plus Profile Gel
Breast Implant Cohesive
I, volume 550 ml

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

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

MmnnaHTat MONOYHON
Xenesbl KPYrNbiii c
CU/IMKOHOBLIM  TEfleM U
o6onoukoli Siltex, cpeaHuii
Plus npodwune - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1 06bém 500 mn

MmnnaHTat MO/I0YHOM
Xenesbl KpYT/iblii c
CUNNKOHOBLIM  TeNeM 1

o6onoukoli Siltex, cpeaHuii
Plus npogune - Siltex
Round  .Moderate  Plus
Profile Gel Breast Implant
Cohesive 1 06bEM 550 mMn

MmnnaHTat MO/I0YHOM
Xenesbl KpYTNblii c
CUNINKOHOBLIM  TenemM U

obonoykoii Siltex, cpegHuii
Plus npocunb - Siltex
Round  Moderate  Plus
Profile Gel Breast Implant
Cohesive 1 06bém 600 mn

MmnnaHTat MO/0YHOM
Xenesbl KpYTblid c
CUNNKOHOBLIM  TenemM U

o6onoykoii Siltex. cpefHuii
Plus npogmuns - Siltex

O6BbeEM™, M/,
gonyctnmoe
OTKNOHeHne + 2,5%
Volume, ml, with
tolerance + 2,5%

500

550

600

700

LLnpuHa**, mm,
fonyctnmoe
O0TKNOHeHue = 10 ®b
Width, mm, with
tolerance, + 10 ®

141

144

147

157

29

BbicTynarouas
YacTb™* (npotunb /
NpoeKLm1s) Mm,
ponycTmmoe
O0TK/MOHeHMe £ 10 ®o
Projection, mm, with
tolerance + 10 ®o

42

44

45

48

Macca, T,
ponyctmmoe
OTK/IOHeHue + 3R/
Mass, g, with
tolerances £3®/o

516.3

567,9

621,0

720,2



BoicTynaomas
Howep 1o Ob6nem*, M, IIrpura**, M, 93cTh** (npodnasb / Macca, r,
Karanory / o aonycTAMoe aonycTuMoe NMPOEKIUAR) MM, aonycruMoe
Catalog Description Onncanue OTK.IOHenHe + 2,5% OTK10HeHNe + | 0 % MOTyCTHMOE oTK1oHenne £ 3% /
sumber Volume, ml, with Width, mm, with oTk.10Henwe = 10 % Mass, g, with
tolerance + 2,5% tolerance, £ 10 % Projection, mm, with tolerances £ 3%
tolerance + 10 %
Breast Implant Cohesive | Round Moderate Plus
I, volume 700 ml Profile Gel Breast Implant
Cohesive |, 06Bém 700 Ma
WmnnanTar MOIIOYHOH
Gel breast implant Siltex | xene3nt Kpyrablii c
round, moderate Plus | CHAHKOHOBBIM  TCACM M
profile - Siltex Round | obonouxkoii Siltex. cpeanuii
354-8001 Moderate Plus Profile Gel | Plus npoduas - Siltex 800 166 30 8179
Breast Implant Cohesive | Round Moderate  Plus
I, volume 800 mi Profile Gel Breast Implant
Cohesive 1. o6bém 800 mn

*Coenacuo cmanoapmy 1SO 14607 npouseooumeas xonmponupyem obvem umnianmama ¢ oonycmumsim omxronenuesm + 2.5%. / According to 1SO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
**Coznacno cmanoapmy ISO 14607 ne 3aro.xceno cmanoapmuoe omxaonenue 8 2abapumunix pumMepax NMRIGHMama, YKa3ano CManoapmuoe omxIonenue 2abapumnsix pazmepos

umnaawmama cocaacuo 'OCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant. the standard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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VimnnaHTaT MOI0UHOM Xene3bl KPYr/blid C CU/TIMKOHOBBLIM reneM 1 06os104Koi Siltex, cpegHunia Plus npodgmns - Siltex Round Moderate Plus Profde Gel
Breast Implant Cohesive 11 / Gel breast implant Siltex round, moderate Plus profile - Siltex Round Moderate Plus Profile Gel Breast Implant Cohesive
]

31

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



BuicTynaomas
Howmep no O6nem*, M, Iupuna**, mwm, qacTe** (npodnas / Macca, r,
Katasiory / ] AONYyCTHMOE AonmycTAMOE TIPOEKNUNHR) MM, AomycTHMOE
Catalog Description Onucanne OTKIoHeHHe £ 2,5% oTkaonenne + 10 % aonycramoe oTKAOHeHNne £ 3% /
number Volume, ml, with Width, mm, with oTK.IoHenne £ 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Ummnantatr  Mo0104HO5
Gel breast implant Siltex | X¢7€3%  KpyribH ¢
round. moderate Plus cmlukouotjbm rc:xcn.w "
profile - Siltex Round o6osouKofi Siltex.
324-5125 Moderate Plus Profile Gel cpeanuii Plus npodins - 125 88 29 133.2
Breast Impla;n Cohesive Siltex Round Moderate
1. volume 125 ml Plus Profile Gel Breast
) Implant  Cohesive II.
00BéM 125 Ma
Hmmantat  Mos04Ho#
Gel breast implant Siltex | €763 Kpyranit ¢
round. moderate Plus cu:mxonogbm reaeM  w
124 profile - Siltex Round oﬁonoqfou Siltex,
-5150 Moderate Plus Profile Gel | SPEMHA Plus npodis - 150 94 30 1624
Breast Implant Cohesive Siltex Round Moderate
L. volume 150 ml Plus Profile Gel Breast
) Implant  Cohesive I,
00bém 150 mn
Hmnnanrar MOSOUHOT
Gel breast implant Siltex | ¥¢7¢3b!  KPYTABH €
round, moderate Plus cunuxouogum reacM
rofile - Siltex Round obono kot Siltex,
324-5175 Kiod te Plus Profile Gel cpeaunnii Plus npoduab - 175 100 32 187.8
Brea.:tral;pl:\t r&)lh:si:e Siltex Round Moderate
IL. volume 175 ml Plus Profile Gel Breast
’ Implant  Cohesive I,
obvém 175 mn
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BbicTynatouas

Homep o O6bem*, MA, WupnHa**, mm, YyacTb™* (Npoun.Tb / Macca, r,
KaTanory / o aonycTumoe ponyctmmoe NpPoeKLMns) MM, aonycTmmoe
Catalog Description OnucaHune OTK/IOHEeHMe = 2,5% OTK.TOHeHue = 10 % jonycTtumoe OTK.TOHeHMe + 3% /
number V'olume, ml, with Width, mm, with 0TKNOoHeHMe = 10 % Mass, g, with
tolerance + 2,5% tolerance, = 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
MmnnaHTaT MO/IOYHOWA
Gel breast implant Siltex HKENEsbl Kpyrnem ¢
CUNNKOHOBbLIM  TFenem M1
round, moderate Plus . .
profile - Siltex Round oGonoukoi Siltex,
324-5200 . 7 -
Moderate Plus Profile Gel CPEAHWH Plus npodgunb 200 105 33 214,4
. Siltex Round .Moderate
Breast Implant Cohesive .
11, volume 200 ml Plus Profile Gel Breast
Implant  Cohesive 11,
06bEM 200 mn
MmnnaHTaT MONOYHON
Gel breast implant Siltex Kenesbl Kpyr/ibin ¢
CUNNKOHOBbLIM TefieM 1
round, moderate Plus . .
profile - Siltex Round 060n0'4K0iA Siltex,
324-5225 . 7 -
Moderate Plus Profile Gel Cpe,qHI/II/I Plus npocunb 225 109 35 239,2
- Siltex Round .Moderate
Breast Implant Cohesive Pl Profile Gel Breast
11, volume 225 ml us rrofie e. reas
Implant  Cohesive 1,
06bEM 225 mn
MmnnaHTaT MOJIOYHOWA
Gel breast implant Siltex Kenesbl KpyTbiv ¢
CUNNKOHOBbLIM  FefemM M1
round, moderate Plus . .
profile - Siltex Round 060n0'4K0iA Siltex,
24-52 . 7 -
324-5250 Moderate Plus Profile Gel C[?e,qHI/II/I Plus npodunb 250 113 36 265,1
. Siltex Round Moderate
Breast Implant Cohesive .
11 volume 250 ml Plus Profile Gel Breast
Implant  Cohesive 11,
06bEM 250 mn
Gel breast implant Siltex Wmnnanar MOH?HHOM
xenesbl Kpyrablii c
round, moderate Plus
324-5275 . . CUINKOHOBLIM TefieM  ” 275 117 37 289,7
profile - Siltex Round 060/104KOi Siltex
Moderate Plus Profile Gel N '
cpegHuii Plus npocdunb -
33
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Bricrynaoumas
Howmep no Obnem*, M., IHupuna**, uwm, yacTe** (npodnasn / Macca,r,
Katanory / aonycTHMoe AONyCTHMO® NpoeKIAN) MM, AONYCTRMOE
Catalog Description Onucanne OTKJIOHeHue * 2,5% oTioHeHRe + 10 % AONYCTHMOE oTKIoHenHe = 3% /
pumber Volume, ml, with Width, mm, with oTkaoHenue + 10 % Mass, g, with
tolerance + 2,5% tolerance, £ 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
Breast Implant Cohesive | Siltex Round Moderate
11, volume 275 ml Plus Profile Gel Breast
Implant  Cohesive I,
00béM 275 Mmn
Hmnnanratr  monounon
Gel breast implant Siltex Keacibl  KPYFAIM €
round. moderate Plus | CWTMKOHOBbIM rency ¢
profile - Siltex Round o6ooukoit Siltex.
324-5300 Moderate Plus Profile Gel cpeanuii Plus npodmns - 300 120 37 315,1
Breast Implant Cohesive Siltex Round Moderate
I1. volume 300 ml Plus Profile Ge! Breast
* Implant  Cohesive I,
obbém 300 Mn
Hmmnantat  Moz04HOIN
Gel breast implant Siltex Henebl  KpYFbIH - ¢
round, moderate Plus CHIHKOHOBBIM  TeicM M
profile - Siltex Round | 250701Koft Siltex,
324-5325 Moderate Plus Profile Gel | SPCuHi Plus npoduns - 325 123 38 341.8
Breast [mpla;n Cohesive Siltex Round Moderate
IL. volume 325 ml Plus Profile Gel Breast
' Implant  Cohesive I,
06beéM 325 Mn
HUMmnantat  Mon04HOil
Gel breast implant Siltex Keneshi  Kpyrabit - ¢
round, moderate Plus :;g‘zggz:g;bm reng!;:te:
324-5350 profle - opex Round | cpezuuuit Plus npodns - 350 126 18 366.2
Brea:tral:npl';f\t Igolh:si:c Siltex Round Moderate
1. volume 350 ml Plus Profile Gel Breast
: Implant  Cohesive I,
06bém 350 Mn
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BoicTynawmas
Homep no O6vem*, ua, Inpuna**, wwv, qacTe** (npodpuas / Macca, 1,
Ka’ran‘:) / RONMYCTHMOE aoNyCTHMOE TIPOEKIHA) MM, JAOMYyCTHMOE
Ca “Iory Description Onncanne oTkyionenne = 2,5% oTKioHenne £ 10 % a0NycTHMOE orx1oHenne £ 3% /
numbeE Volume, ml, with Width, mm, with oTKJIOHeHHe + 10 % Mass, g, with
tolerance = 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Hmnaanrar MOJIOYHOI
Gel breast implant Siltex Helet  KpyrawiH - C
round, moderate Plus cummouogm.v reacm -
profile - Siltex Round oﬁonoqlfou Siltex.
324-5375 Moderate Plus Profile Gel | CPe3HH Plus npoduns - 375 129 39 390.6
Breast Implant Cohesive Siitex Round Moderate
0 volume"375 o Plus Profile Gel Breast
' Implant  Cohesive I,
00bEM 375 mn
Ummaantat  MO04HOIM
Gel breast implant Siltex | X¢7€3%  Kpyrau# ¢
round, moderate Plus c;:nuxouosbm rcng:_»; "
profile - Siltex Round 000n0koH titex.
324-5400 Moderate Plus Profile Gel | SPEA™HA Plus npodun - 400 132 40 417.5
Breast Implant Cohesive S:ltcx Round Moderate
11. volume 400 ml Plus Profile Ge! Breast
* Implant  Cohesive I,
00BéM 400 ma
HMmnnantar  Mos104HO#
Gel breast implant Siltex Keeabl  KpyLbiH - €
round, moderate Plus cgmikouogum reacm  H
profile - Siltex Round 0 on0q§ou Siltex,
324-5450 Moderate Plus Profile Gel | SPEAMH Plus npoduns - 450 137 41 466,1
Breast Implant Cohesive Siltex R?und Moderate
1L volume 450 ml Plus Profile Ge! Breast
* Implant  Cohesive Il.
00BéM 450 Mn
Gel breast implant Siltex Hunnanrar  monoutof
round, moderate Plus | X¢AC3  KpyRaRM €
324-5500 profile - Siltex Round CHJIMKOHOBBIM TECJICM | 500 141 42 516.3
Moderate Plus Profile Gel 060‘10“50" Siltex.
cpeauuii Plus npoduns -
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BuicTynaomas
Homep no O6vem*, Ma, Illupuna**, mwm, qacTs** (npodnan / Macca, r,
Katanory / L AONYyCTHMO® AOMyCTHMO® NPoeKIURT) MM, aomycTHMOe
Catalog Description Onncanne oTKJI0HenHe + 2,5% oTuioHenne £ 10 % aonycTAMoe OTK.10HeHHe + 3% /
pumber Volume, ml, with Width, mm, with oTK.ToHenwe = 10 % Mass, g, with
tolerance + 2,5% tolerance, = 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
Breast Implant Cohesive | Siltex Round Moderate
I1, volume 500 mli Plus Profile Gel Breast
Implant  Cohesive I,
06bém 500 mn
HMmiantar  Mon04HOI
Gel breast implant Siltex Kenest  KpyrawiH - ¢
round. moderate Plus CHUKOHOBLIM  FencM i
profile - Siltex Round o6onoukoit Siltex,
324-5550 Moderate Plus Profile Gel cpeaunit Plus npoguns - 550 144 44 567.9
Breast Implant Cohesive Siltex Round Moderate
11 volume 550 ml Plus Profile Gel Breast
’ Implant  Cohesive I,
00beM 550 Mn
Umnaantat  Monounoit
Gel breast implant Siltex Aedeabl  KpYD/Ib ¢
round, moderate Plus CHH"KOHOEHM reacm o
12 profile - Siltex Round 060‘-'0“50" Siltex,
324-5600 Moderate Plus Profile Gel cpeaunit Plus npoduns - 600 147 45 621,0
Breast lmpla;n Cohesive Siltex Round Moderate
1. volume 600 ml Plus Profile Gel Breast
' Implant  Cohesive I,
00BéM 600 Ma
UMmiantat  MOI04HOIN
Gel breast implant Siltex Kenesbl  KpYFABI - ¢
round, moderate Plus CMMKOHOEHM reacm  #
profile - Siltex Round oﬁonoqfou Siliex,
324-5700 Moderate Plus Profile Gel | SPEAHHA Plus npodiis - 700 157 48 720.2
Breast Implant Cohesive Siitex Round Moderate
11, volume 700 ml Plus Profile Gel Breast
' Implant  Cohesive II.
006ném 700 mn
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BricTynaomas
Howvep no Obnem*, ma, Illnprna**, M, qacTh** (npodnas / Macca, r,
Karazory / . aonycraMoe AONYCTHMOE NMPOEKURS) MM, AONYCTHMOE
Catalog Description Onncanne OTKNAOHeRne * 2,5% oTK10HenHe + 10 % AONYCTHMO® oTKROoHeHne + 3% /
number Volume, ml, with Width, mm, with oTKIoHenne £ 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
HUmnnanrar MOIOYHOMN
Gel breast implant Siltex KEACIB  KPYLAWA €
4. moderate Plus | CHHKOHOBbIM reaeM  w
profile. - Siltex Round | 90070kof Siltex,
324-5800 Moderate Plus Profile Gel cpeanuii Plus npoduab - 800 166 50 8179
. Siltex Round Moderate
Breast Implant Cohesive Plus Profile Gel B
11, volum 800 ml us Frofre el reast
* Implant  Cohesive I,
00ném 800 mn

*Coeaacno cmanoapmy ISO 14607 npouseooumens konmpoaupyem obvesm umMnianmama ¢ 0onycmumsiy omxronenuem * 2.5%. / According to ISO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
**Cocracno cmanoapmy ISO 14607 ne 3a10¥ceHO cmanoapmuoe omxioneHUe 6 2abapumHbIX pamMepax UMRIAHMAama, yKa3ano CManoapmnoe omxIoNenue cabapumnsix pavepos

usmnranmama cozaacho F'OCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MMmnnaHTaT MO/IOUHON >Xene3bl KPYrNblii ¢ CUNMKOHOBBLIM refieM 1 06onoukon Siltex, BbicOKuiA npogunnb - Siltex Round High Profile Gel Breast
Implant Cohesive I/ Gel breast implant Siltex round, high profile - Siltex Round High Profde Gel Breast Implant Cohesive |
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Homep no
Kartanory /
Catalog
number

354-4125

354-4150

354-4175

354-4200
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Description

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

Gel breast implant Siltex
round, high profile - Siltex
Round High Profile Gel Breast
Implant Cohesive 1, volume
150 mi

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

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

OnucaHune

MmnnaHTaT MOJIOYHOIA
Kenesbl KPYTrnbiii c
CUNNKOHOBLIM renem n
o6onoukoii Siltex, BbICOKMiA
npodunb - Siltex Round
High Profile Gel Breast
Implant Cohesive |, 06bém
125 mn

NmnnaHTat MOJI0YHO
Xenesbl Kpyrablii c
CU/IMKOHOBBIM  TefeM U

o60noukoin Siltex, BbICOKUIA
npoguns - Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 06bém
150 mn

NmnnaHTat MOJIOYHO
Xenesbl KpYTblid c
CU/INKOHOBLIM  TefieM W

060no4koii Siltex, BbICOKMIA
npotunb - Siltex Round
High Profile Gel Breast
Implant Cohesive 1 00bém
175 mn

NmnnaHTaTt MO/OYHOIA
Xenesbl KpYTblid c
CUMNKOHOBLIM  TefieM K

obonoukoii Siltex, BbICOKUiA
npogumns - Siltex Round
High Profile Gel Breast

O6BbEM™, Mn,
fonycTmmoe

OTKJ/IOHEHME *

2,5%

Volume, ml,

with tolerance

2,5%

125

150

175

200

39

BbicTynatoLasn
YacTb** (npounb

LWnpuHa**, mm, / Nnpoekumsa) Mm,

gonyctmmoe gonyctmmoe
O0TKNOHeHMe = 10 % OTK/IOHeHMe = 10
Width, mm, with %

tolerance, + 10 % Projection, mm,
with tolerance + 10

%

84 36
89 38
94 40
99 41

Macca, T,
aonycTumoe
OTK/NOHeHMe £ 3Yo /
Mass, g, with
tolerances + 3%

134,0

164,7

190,2

217,2



Homep no
Katanory /
Catalog
number

354-4225

354-4250

354-4275

354-4300
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Description

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

Implant Cohesive |, volume
225 ml
Gel breast implant Siltex

round, high profile - Siltex
Round High Profile Gel Breast
Implant Cohesive 1, volume
250 ml

Gel breast implant Siltex
round, higb profile - Siltex
Round High Profile Gel Breast
Implant Cohesive 1, volume
275 ml

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

OnucaHne

Implant Cohesive 1 06bem
200 mn

NmnnaHTat MO/I04HOM
Xenesbl KpYTblid c
CU/IMKOHOBLIM  TefieM 1

060n04Kkoi Siltex, BbICOKUIA
npoguns - Siltex Round
High Profile Gel Breast
Implant Cohesive 1 06bém
225 mn

NmnnaHTat MO/I04YHOM
Xenesbl KpYTNblii c
CU/IMKOHOBLIM  TefieM U

o6onoukoii Siltex, BbICOKWIA
npounb - Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 06bEM
250 mn

MmnnaHTat MOJI04YHOM
Xenesbl KpYTNblii c
CUMMKOHOBLIM  refieM U

060n04Kkoin Siltex, BbICOKWUIA
npoguns - Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 06bém
275 mn

NmnnaHTat MOJI04YHOM
xenesbl KpYTblid c
CUNNKOHOBLIM  refiem W

060n104Koin Siltex, BbICOKUN

O6beM™*, M/,
fonycTmmoe

OTK/IOHEHME *

2,5%

Volume, ml,

with tolerance +

2,5%

225

250

275

300

40

LLUupuHa**, mm,
gonyctmmoe
O0TKNOHeHne = 10 %
Width, mm, with
tolerance, £ 10 %

102

105

109

111

BbicTynatouias
YacTb** (npodunnb
/ npoekuunsa) mm,
jonycTmmoe
OTK/I0HeHUe £ 10
%
Projection, mm,
with tolerance + 10
%

43

45

46

47

Macca, T,
ponyctnmoe
OTKNOHeHue + 3% /
Mass, g, with
tolerances * 3®lo

243,0

269,1

2947

319,8



Homep no
Katanory/
Catalog
number

354-4325

354-4350

354-4375

354-4400
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Description

Implant Cohesive |, volume
300 ml
Gel breast implant Siltex

round, high profde - Siltex
Round High Profile Gel Breast

Implant Cohesive 1, volume
325 ml
Gel breast implant Siltex

round, high profile - Siltex
Round High Profile Gel Breast
Implant Cohesive 1, volume
350 ml

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

Gel breast implant Siltex
round, high profile - Siltex

OnwncaHune
npotunb - Siltex Round
High Profile Gel Breast

Implant Cohesive 1, 06bém
300 mn

NmnnaHTat MOJI0YHOM
Xenesbl KpYTNblii c
eU/IMKOHOBLIM  TefieM U

o060no4koii Siltex, BbICOKWIA
npotunb - Siltex Round
High Profile Gel Breast
Implant Cohesive |, 06bém
325 mn

MmnnaHTat MOJI04HOM
Xenesbl KpYTblii c
eU/INKOHOBbLIM ~ TeneM 1

o6onoykoin Siltex, BbICOKWUIA
npogpuns - Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 06bém
350 mn

NmnnaHTat MO/I0UHOIA
Xenesbl KpYTblii c
CUNMKOHOBLIM  TefieM 1

obonoukoii Siltex, BbICOKMIA
npoguns - Siltex Round
High Profile Gel Breast
Implant Cohesive 1, 06bEM
375 mn

MmMnnaHTat
Xenesbl

MOJIOYHOWA
KpYTnblii c

O6bem™, mn,
aonycTmmoe

OTKJ/IOHEHME £

2,5%

Volume, ml,

with tolerance £

2,5%

325

350

375

400

41

BbicTynatouasn
YacTb** (npounb

LWunpuHa**, mm, / npoeKynsa) MM,

ponyctnmoe gonyctmmoe
O0TK/OHeHMe = 10 % OTKJ/IOHeHMe = 10
Width, mm, with %

tolerance, + 10 % Projection, mm,
with tolerance + 10

%

115 48
117 49
120 50
123 51

Macca, T,
ponyctmmoe
OTKNOHeHue £ 3% /
Mass, g, with
tolerances + 3%

347,0

372,9

398,0

423,6
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Buictynaomas
Ob6rem*, M, qacTe** (npodpuan
Howmep no aonycTaMoe Uinpana**, MM, / npoexnug) MM, Macea, T,
Karazory / OTK.IOHEHHe * AOMYCTHMOE AonmycTHMoe aonycTHMOE
Catalog Description Onncanue 2,5% oTknoHenne + 10 % oTKIOHeHHe = 10 | oTknionenne + 3% /
pumber Volume, ml, Width, mm, with % Mass, g, with
with tolerance £ tolerance, + 10 % Projection, mm, tolerances + 3%
2,5% with tolerance + 10
%
Round High Profile Gel Breast | cuninkonoBbiM  reicM o
Implant Cohesive |, volume | o6osouxoii Siltex. suicokHii
400 m] npopuns - Siltex Round
High Profile Gel Breast
Implant Cohesive [, ob6véM
400 mn
HUmnnautar MO:104HO#M
Gel breast implant Siltex Keacanl prr:u:m ¢
round, high profile - Siltex CHTHKONOBRIM ~ Teaem —
3544425 Round High Profile Gel Breast | 00070K0i Siltex. suicokui 425 125 52 450.0
Implant Cohesive I, volume npoduns - Siltex Rounfi
425 ml High Profile .Gel Breast
Implant Cohesive |. oObém
425 mn
Hmmnaautar MOJI04 N0
Gel breast implant Siltex | X€7%  KPyrwM —c
round, high profile - Siltex cgzuxouoguga.l reem
354-4450 Round High Profile Gel Breast | 0050 <% ‘sf?l" S o 450 127 52 4749
Implant Cohesive I, volume npodus - Siltex Roun
450 ml High Profile .Gel Brca.x_m
Implant Cohesive I. obbém
450 mn
Umnnaurar MOTO4HOTH
Gel breast implant Siltex encsbl KpyFAbi ¢
round. high profile - Siltex cgumuogu;l repem  u
354-4500 Round High Profile Gel Breast | 0 070"K0H S1Ceh BbROKMY 500 132 54 527.0
Implant Cohesive 1. volume npoguns - Siltex  Roun
500 ml High Profile 'Gel Breast
Implant Cohesive . o6bém
500 mn
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Buicrynaouias
Obrem*, ma, 92cTH** (Mpodnas
Howmep no aonycTuMoe iupuna**, mMm, / npoexuns) mm, Macca, 1,
Karazory / OTK.IOHeHHe = AoTycTHMOe AOMYCTHMOE AORYyCTHMOE
Catalog Description Onucanne 2.5% oTKIOKHeHHe £ 10 % oTiIoHeRne £ 10 | oTk10Henne £ 3% /
pumber Volume, ml, Width, mm, with % Mass, g, with
with tolerance + tolerance, + 10 % Projection, mm, tolerances + 3%
2.5% with tolerance + 10
%
Hunnaurtar MOI04HO#
Gel breast implant Siltex HKENCIBL KpYyrabIft ¢
round, high profile - Siltex CHIHKOHOBLIM ~ TCiaeM W
354-4550 Round High Profile Gel Breast | 00070!K0fi Siltex. suicokiii 550 135 56 578.6
Implant Cohesive |, volume npogune - Siltex  Round
550 ml High Profile .Gel Breast
Implant Cohesive 1. 06BéMm
550 ma
HUmnaantar MO.T04HO#
Gel breast implant Siltex HEACILI kpyrabin ¢
round. high profile - Siltex cunnkouogbm'l reiem
3544600 Round High Profile Gel Breast | 000701K0ft Siltex, uicokuit 600 140 57 632.6
Implant Cohesive I, volume npogum - Siltex  Round
600 ml High Profile -Gel Brea..s1
Implant Cohesive |. o6Bém
600 mn
Umnaantat MO.TO4HO#
Gel breast implant Siltex Henceabl KpyrabiH ¢
round, high profile - Siltex cg.:uxouogu.;l renem M
354-4650 Round High Profile Gel Breast | 0C101KOH SITIeX, BbicOKMi 650 143 58 684.4
Implant Cohesive 1, volume npoduab - Siltex Roun‘d
650 ml High Profile ‘Gel Breist
Implant Cohesive 1, 06bém
650 mn
Gel breast implant Siltex Hwmnaarrar Moj‘ ounon
round, high profile - Siltex Heacsbl xpyrm,m‘ ¢
354-4700 Round High Profile Gel Breast | C'//"KOMOBKM ~ refiem M 700 147 60 734.5
implant Cohesive I. volume 060.:104KOi Sllt.cx. BBICOKHi1
700 ml npodm.nb - Siltex Round
High Profile Gel Breast
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BricTynalomas
Obnem*, M., qacT** (npodnas
Howmep o ROMYCTHMOE Iinpana**, wm, / npoeknusg) Mm, Macca, 1,
Karatory / OTKJIOHEHHe AONYCTHMOE AomycTHMOE AONMYCTHMOE
Cataloé Description Onucanne 2,5% oTKAOHeRHe + 10 % oTK;1oHenne = 10 | oTkionenne £3% /
pumber Volume, ml, Width, mm, with % Mass, g, with
with tolerance tolerance, + 10 % Projection, mm, tolerances £+ 3%
2,5% with tolerance + 10
%
Implant Cohesive . 06bém
700 mn
Hwmnnantar MOJIOHHOH
Gel breast implant Siltex Kerneshl Kpyrasin ¢
round, high profile - Siltex cm"KOHOEHM. reaem
354-4800 Round High Profile Gel Breast | 0007101«0it Siltex. ucoxui 800 154 63 836.3
Implant Cohesive I. volume npodmm; - Siltex  Round
800 ml High Profile 'Gel Brea.m
Implant Cohesive 1. 00bém
800 mn

*Coeaacno cmanoapmy 1SO 14607 npoussooumens koumpoaupyem obvesm umnianmama ¢ oonycmumotys omxaonennesm + 2,5%. / According 1o 1SO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.

**Cocaacno cmanoapmy ISO 14607 e 3a10xMceno cmanoapmuoe omKioNenue & 2a6APUMHBIX DAIMEPAX UMRIGHMAMA, YKA3AHO CMAHOAPMHOE OMKIONENue 2abapumuelx paimepos
umnranmama coenacuo FOCT 31619 — 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the overall
dimensions of the implant according to GOST 31619 - 2012 is specified.
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ViMnnaHTaT MOMIOYHOM >Kenesbl KPYr/blA C CUIMKOHOBbLIM reneMm m 06on04koi Siltex, Bbicokuii npodunb - Siltex Round High Profile Gel Breast
Implant Cohesive 11 / Gel breast implant Siltex round, high profile - Siltex Round High Profile Gel Breast Implant Cohesive Il
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BuicTynaoman
Howvep no Ob6nem*, ma, UInpuna**, mwm, qacTh** (npodnas / Macca, r,
Karagory / L NOTYCTHMOE OTI.IOHEHHE A0NYCTHMOE TIPOEKIAN) MM, 20NYCTHMOE
Catalog Description Onncanne +2.5% oTKaonenne + 10 % aonycTuMoe oTKIOHenHne £ 3% /
pumber Volume, ml, with Width, mm, with | orxionenne £10% Mass, g, with
tolerance + 2,5% tolerance, = 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Umnnantar
MOJIOUHOIt  XKe.Ie3bl
Gel breast implant Siltex KpyFAbiH ¢
round. high profile - Siltex cunuxouoauta reaeM
3244125 Round High Profile Gel | " 000nouKoit Siltex. 125 84 36 134.0
Breast Implant Cohesive | oo oh npodHL -
I1. volume 125 ml Siltex Round High
' Profile Gel Breast
Implant Cohesive 1.
o6bém 125 mn
Ummanrar
MOJIOMHON  XKeJC3bl
Gel breast implant Siltex KpyrabIi ¢
round, high profile - Siltex | HAKONORREL TCHOM
3244150 Round High Profile Gel | # 000710uKoi Siltex. 150 89 38 164,7
Breast Implant Cohesive | 22COKMH npodus -
IL. volume 150 ml Siltex Round High
* Profile Gel Breast
Implant Cohesive I1.
06vém 150 Mn
WUmnnanrar
MONOYHOA  XKeaednl
Gel breast implant Siltex | <PYT/1bH ¢
. . CHIIHKOHOBBIM reeM
round, high profile - Siltex 60 i Silt
324-4175 Round High Profile Gel |/ 00010UKOH Stiex. 175 94 40 190.2
Breast Implant Cohesive BS'.'ICOK"" npoguns -
i1, volume 175 ml iltex Round High
* Profile Gel Breast
Implant Cohesive 11,
o0béM 175 mn
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! BoicTynawomas
‘ Homep no Obnem*, ma, Inpana**, mm, 4acTL** (mpodnas / Macca, 1,
| Karazory / . AONYCTHMOE OTKJIOHeHHE AOMYCTHMOE TIPOEKIIHA) MM, AonycTHMOe
’ Catalog Description Onncanne +2.5% oTK.I0Henne £ 10 % aonycTHMOE oTToHeRnne + 3% /
pumber Volume, ml, with Width, mm, with | oTkionenne 10 % Mass, g, with
tolerance £ 2,5% tolerance, £ 10 % Projection, mm, with tolerances + 3%
l tolerance = 10 %
Hmnnantar
' MOIOYHON  KCi1e3h!
Gel breast implant Siltex | PYTEH ¢
round, high profile - Siltex CHAMKONOBLIM TCACM
3244200 Round High Profile Gel | ¥ 060710uKoii Siltex. 200 99 41 21722
Breast Implant Cohesive | DeicOKHM npogusy -
I1. volume 200 ml Siltex Round High
' Profile Gel Breast
Implant Cohesive 11,
o0ném 200 Mn
Hmnnantar
MOJIOYHOM  XKCJIe3bl
Gel breast implant Siltex | “PY™1o™" ¢
round. high profile - Siltex cHHHKOlIOBbl:\:l renem
3244225 Round High Profile Gel | ¥ 0607104Koit Siltex, 225 102 43 2430
Breast Implant Cohesive Sbicokhu npod)um., )
IL. volume 225 ml Siltex Round High
' Profile Gel Breast
Implant Cohesive I,
00béM 225 Ma
Hwmnnaurar
MOMIOYHO  Xeac3bl
Gel breast implant Siltex KPYT:IbIH ¢
round, high profile - Siltex CHIHKOHOBBIM  TeaeM
31244250 Round High Profile Gel | " 00070uKoit Siltex, 250 105 as 269.1
Breast Implant Cohesive | 2o OxH" npogu -
i1. volume 250 ml Siltex Round High
' Profile Gel Breast
Implant Cohesive I,
06vém 250 Mn
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Brictynaomas
Howmep no Obnem*, M, Inpuaa**, mm, qacTe** (npodnas / Macca, 1,
Katanory / ROMYCTHMOE OTKNOHEHHE A0MyCTHMOE NPOEKILHN) MM, AOTNyCTHMO®
Catalog Description Onucanne +2,5% oTk1oHenHe + 10 % AOMyCTHMOE oTKIoHeHRe £ 3% /
pumber Volume, ml, with Width, mm, with | orkionenne £ 10% Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
HUmnnantar
MOJOMHON  XKene3bl
Gel breast implant Siltex KpyrAbii ¢
round. high profile - Siltex CHIIMKOHOBBI:\‘i re1eM
324-4275 Round High Profile Gel | ©00onoukoit Siltex. 275 109 46 2947
Breast Implant Cohesive onicoxunt npo¢mm? X
11, volume 275 ml| Sllte_x Round High
* Profile Gel Breast
Implant Cohesive II,
06béM 275 Mn
NmnianTtar
MOJIOHHOH  KCNeIbl
Gel breast implant Siltex KPYTBIH ¢
round, high profile - Siltex cnméxonoau:\_a ;f:lnem
324-4300 Round High Profile Gel | OOonoukoi Siltex, 300 1 47 3198
Breast Implant Cohesive | BEICOXHH npodus -
11. volume 300 ml Siltex Round High
* Profile Gel Breast
Implant Cohesive Il,
06Bém 300 mn
Hmnnaurar
MOJOYHOH  XKenaesbl
Gel breast implant Siltex KpYT/ILIH ¢
round, high profile - Siltex c"":ém"osuf' Srlenem
324-4325 Round High Profile Gel | # O0O7OUKOH Siltex, 325 115 48 347,0
Breast Implant Cohesive | oo OKHH npobH, -
IL. volume 325 ml Siltex Round High
¥ Profile Gel Breast
Implant Cohesive 11,
o0Bém 325 ma
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BuicTrynaomas
Howmep no Ob6nem*, ma, luprua**, mm, qacTh** (npodnas / Macca, r,
Katazory / AONYCTHMOE OTKJIOHERHE AONYCTHMOE NPOeKUNAN) MM, AoMyCTRMOe
Catalog Description Onncanne +2,5% otTiionenne + 10 % aonycramoe oTK.IoHeHne = 3% /
pumber Volume, ml, with Width, mm, with | oTx.Jomrenne = 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances+ 3%
tolerance + 10 %
Hmnaaurar
MONOYHOI  XKCNIC3bl
Gel breast implant Siltex KpyrAIbIH ¢
round, high profile - Siltex CHTHKOHOBLIM  reicM
3244350 Round High Profile Gel | ¥ 00070uKoit Siltex. 350 17 49 3729
Breast Implant Cohesive abicokih npodmmr )
I1. volume 350 ml Siltex Round High
* Profile Gel Breast
implant Cohesive II,
06Bém 350 Ma
Hmmaantar
MOJIOYHOM  Kee3b!
Gel breast implant Siltex KPYTIbIH ¢
round, high profile - Siltex CHINKOHOBBIM r.clncM
3244375 Round High Profile Gel | " 000a0uoii Siltex. 375 120 50 398.0
Breast Implant Cohesive ;I.HCOKHH npodmm_, X
I1, volume 375 ml iltex Round High
' Profile Gel Breast
Implant Cohesive Il,
o0ném 375 M
HWmnnaurar
MOJIONHOM  XKesle3bl
Gel breast implant Siltex KPYTbil ¢
round, high profile - Siltex ““"""°"°"""ﬁ’ Srf::ch
3244400 Round High Profile Gel | # 000nouxoit Siltex. 400 123 51 4236
Breast Implant Cohesive | oo o iH mpodu, -
I volume 400 ml Siitex Round High
' Profile Gel Breast
Implant Cohesive I,
00bém 400 Mn
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BuicTynaomas
Homep o Ob6rnem*, ma, IInpana**, v, YacTe** (npodnan / Macca, r,
Karaory / JOMYCTHMOE OTK.IOHeHHE AoMycTHMOE NPOEKUHN) MM, AOMYCTHMOE
Catalog Description Onucanne +2,5% oTknoHenne £ 10 % AONMYCTHMOE oTK.10Renne + 3% /
pumber Volume, ml, with Width, mm, with| orxkionenne+10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
HUmnmnanTtar
MOJIOYHON  KCRCIb
Gel breast implant Siltex KpyrAbiH ¢
round, high profile - Siltex cMI%KOHOBu;M Srf:lncm
324-4425 Round High Profile Gel :u‘c’ozﬂg‘“:‘m; Hex. 425 125 52 450,0
Breast Implant Cohesive | ... poguaL -
I volume 425 ml Siltex Round High
' Profile Gel Breast
Implant Cohesive I,
00béM 425 Mn
Hmnnavrar
MOJIOYHOH  Xe:1C3bl
Gel breast implant Siltex KpYTIbIf ¢
round, high profile - Siltex CHIHKONOBLIM _ rCACM
3244450 Round High Profile Gel | ¥ 080n0uoi Siltex, 450 127 52 4749
Breast Implant Cohesive | Bo/COKHH MpOQHIL -
IL. volume 450 ml Siltex Round High
* Profile Gel Breast
Implant Cohesive Il,
00bém 450 Ma
HUmnnanrar
MOIIOYHOM  KCe3bl
Gel breast implant Siltex lfpyrm,m ¢
round, high profile - Siltex CHIMKOHOBLIM  TCACM
324-4500 Round High Profile Gel | " 000n0uKoft Siltex, 500 132 54 527.0
Breast Implant Cohesive gl_-woxnu npogie -
11. volume 500 ml iltex Round High
* Profile Gel Breast
Implant Cohesive II,
00béM 500 mn
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Homep no
Kartanory /
Catalog
number

324-4550

324-4600

324-4650

Description

Gel breast implant Siltex
round, high profile - Siltex
Round High Profile Gel
Breast Implant Cohesive
11, volume 550 ml

Gel breast implant Siltex
round, high profile - Siltex
Round High Profile Gel
Breast Implant Cohesive
11, volume 600 ml

Gel breast implant Siltex
round, high profile - Siltex
Round High Profile Gel
Breast Implant Cohesive
11, volume 650 ml
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OnuncaHne
NMmnnaHTtat
MO/IOYHOM Xenesbl
KPYT bl c

CU/INKOHOBLIM  refiem
n obonoukoii Siltex,
BbICOKWIA npodunb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 11,
06bEM 550 mn

MmnnaHTat
MOJ/IOYHOM  Xenesbl
KPYrNblii c

CU/IMKOHOBLIM Tenem
n ob6onoukoii Siltex,
BbICOKMIA npodunb -
Siltex Round High
Profile Gel Breast
Implant Cohesive 11,
06bEM 600 mn

MmnnaHTat
MO/IOYHO Xenesbl
KPYrNblii c

CUNNKOHOBBLIM Tefnem
n obonoukoii Siltex,
BbICOKMA npogunib -
Siltex Round High
Profile Gel Breast
Implant Cohesive 1,
06bEM 650 Mn

O6bem*, mn,
[OMYyCTUMOE OTK/TIOHEHME
+ 2,5%
Volume, ml, with
tolerance + 2,5%

550

600

650

LW upuHa**, mm,
ponyctmmoe
OTK/NOHeHMe = 10 %
Width, mm, with

tolerance, + 10 %

135

140

143

51

BbicTynatouwas
YacTb** (npotunb /
NpoeKLns) MM,
ponyctumoe
OTKJ/IOHeHne £ 10 %
Projection, mm, with
tolerance + 10 %

56

57

58

Macca, T,
ponycTtmmoe
OTKNOHeHue + 3% /
Mass, g, with
tolerances 3%

578,6

632,6

684,4



Buictynaomas
Howmep no Obvem*, Mma, LIupuna**, mm, qacTe** (npodnas / Macca, 1,
Karazory / JOMYCTHMOE OTK.IOHEHHE AONMYCTHMOE Npoexnns) MM, aonycrumMoe
Catalog Description Onncanne +2.5% oTK.10HenHe = 10 % AONMYyCTHMOE OTKI0OHeHRe = 3% /
pumber Volume, mi, with Width, mm, with| orxionenne= 10 % Mass, g, with
tolerance + 2,5% tolerance, = 10 % Projection, mm, with tolerances £ 3%
tolerance = 10 %
HMannanTar
MOJIOHHO#H  XKCAe3bl
Gel breast implant Siltex KpYribin ¢
round, high profile - Siltex CHIMKOHOBBIM  TENCM
324-4700 Round High Profile Gel | ©80n0uKoil Siltex. 700 147 60 734.5
Breast Implant Cohesive | bocOXMM npoguaL -
I1. volume 700 m Siltex Round High
* Profile Gel Breast
Implant Cohesive 1,
06béM 700 mn
HMmnnauTar
MONOYHOH  XCAC3b
Gel breast implant Siltex KpYTbIN ¢
round. high profile - Siltex CHHKOHOBLIM ;Fl“"c‘“
324-4800 Round High Profile Gel | ¥ 000n0uKoit Siltex, 800 154 63 836.3
Breast Implant Cohesive BhICOKHM npodmmr )
11 volume 800 ml Siltex Round High
* Profile Gel Breast
Implant Cohesive II,
06bém 800 Mn

*Coenacno cmanoapmy ISO 14607 npouseooumene konmpoaupyem o6vem umnianmama c oonycmusmois omxronenuem * 2,5%. - According to ISO 14607, the manufacturer controls the
implant volume with a tolerance of £ 2.5 %.
**Cozaacno cmanoapmy ISO 14607 ne 3ano.xceno cmanoapmuoe OmMKIOHeHIE 6 2abaPUMHBIX PAMEPAX UMARIAHMAMA, YKA3AHO CMAHOAPMHOE OMKIOKEHIEe 2abapumMHBIX paivepoe

wvniawmama coeracuo FOCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant. the standard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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ViMnnaHTaT MO/IOYHOW XKene3bl KPYr/blid C CUIMKOHOBLIM reneM 1 o6onoukon Siltex, cpegHuia Plus npodmnb Xtra - Siltex Round Moderate Plus Profde
Xtra Gel Breast Implants Cohesive I/ Gel breast implant Siltex round, moderate Plus profile Xtra - Siltex Round Moderate Plus Profile Xtra Gel Breast
Implant Cohesive |

53
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Brictynaomas
H O6nem*, w, Ilnpuna**, um, 4acTh** (npodnan / Maccea, r,
oMep o aonycTHMoe
Kataory / . oTITOHemMe & AonycTHMoe NPoexunAs) MM, aonycTaMoe
C Description Onncanne o oTK.10Henne = 10 % aonycTuMoe oTKnoHenne £ 3% /
atalog 2,5% Width ith £10 % M ith
number Volume, ml, with 1GER, mm, w'. OTKIoHERKE o ass, 8, W o
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Hmnnantar MO:104HO¥T
Gel breast implant Siltex | xenc3nt KpYTblit c
round, moderate Plus | chiukoHOBBIM  reacM M
profile Xtra - Siltex | oBonoukoit Siltex. cpeaunuit
TMPX130 Round Moderate Plus | Plus npoduae Xtra - Siltex 130 91 31 138.0
Profile Xtra Gel Breast | Round Moderate Plus
Implant  Cohesive [, | Profile Xtra Gel Breast
volume 130 ml Implants Cohesive I, 06Bém
130 mn
Hmnaanrar MOJIO4HOI
Gel breast implant Siltex | xcac3nl KpyrIblit c
round, moderate Plus | chaukoHOBBIM  reieM
profile Xtra - Siltex | obonoukoii Siltex. cpeauuii
TMPX160 Round Moderate Plus | Plus npoduab Xtra - Siltex 160 95 33 172.1
Profile Xtra Gel Breast [ Round Moderate  Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 160 ml Implants Cohesive 1. 06BéM
160 mn
HUmnnaurar MOJIOHHOI#T
Gel breast implant Siltex | xenesw KpYrabiii c
round, moderate Plus | cCHIHKOHOBBIM  reieM W
profile Xtra - Siltex | oBonouxoii Siltex, cpeanuii
TMPX190 Round Moderate Plus | Plus npodpunn Xtra - Siltex 190 101 35 202,3
Profile Xtra Gel Breast | Round  Moderate  Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 190 m| Implants Cohesive I, 06bém
190 ma
TMPX215 Gel breast implant Siltex | UmnnanTar MO?O‘IIIOﬁ 215 105 36 2290
round, moderate  Plus | xcnc3bl KpYTablii c
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Buictynaomas
H O6nem*, ma, Llupuna**, My, qacTu** (npoduan / Macca, r,
oMep no aonycTHMoe
Katatory / + AOMyCTHMOE NIPOEKUAR) MM, AOMYCTHMOE
Ty Description Onucanue oTKAOKERRE oTkiIoHenne = 10 % AONYCTHMOE oTK.10HeAHe £ 3% /
Catalog P 2,5% ! . .
. Width, mm, with OTK.10HenRne = 10 % Mass, g, with
number Volume, ml, with o e . .
tolerance + 2,5% tolerance, £ 10 % Projection, mm, with tolerances + 3%
tolerance = 10 %
profile Xtra - Siltex | cuauxonosbiM  reaem  #
Round Moderate Plus | obonoukoii Siltex, cpennmii
Profile Xtra Gel Breast | Plus npodsian Xtra - Siltex
Implant  Cohesive I | Round Moderate Plus
volume 215 ml Profile Xtra Gel Breast
Implants Cohesive I, 06bém
215 ma
Hmnnantar MO:104HOM
Gel breast implant Siltex | xeie3bi KpYyrntit ¢
round, moderate Plus | cunHKOHOBBIM  TeleM o
profile Xtra - Siltex | o6oaouxoit Siltex. cpeanuii
TMPX240 Round Moderate Plus | Plus npodunb Xtra - Siltex 240 109 38 253,7
Profile Xtra Gel Breast | Round Moderate  Plus
Implant  Cohesive 1, | Profile Xtra Gel Breast
volume 240 ml Implants Cohesive |, 00bém
240 mn
HmnnanTar MOI04HOG
Gel breast implant Siltex | xeae3b! Kpyrabtit c
round, moderate Plus | cHAHKONHOBBIM  reACM o
profile Xtra - Siltex | 06o:10ukoii Siltex, cpeannii
TMPX270 Round Moderate Plus | Plus npoduns Xtra - Siltex 270 114 39 284.5
Profile Xtra Gel Breast | Round Moderate Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 270 ml Implants Cohesive 1, 06béM
270 ma
Gel breast implant Siltex | Umnnautar MOI04HOMR
round, moderate Plus | xenesn KpYriblit ¢
TMPX295 profile Xtra - Siltex | cuaukonoBbIM  reiaeM M 295 116 41 309.1
Round Moderate Plus | oBonoukoii Siltex, cpeannii
Profile Xtra Gel Breast | Plus npoduan Xtra - Siltex
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BoicTynawmas
*
H Obr.en®, ua, Inprua**, My, 4acTs** (npoduan / Macca, r,
oMmep no ROMYCTHMOE
K / + aonycrumoe NPOeKNHN) MM, aonycruMoe
aTao0ry .. OTK./IOHEnHe o o
Description Onucanne o oTknonenne = 10 % aonycramoe oTkI0HeHHe £ 3% /
Catalog 2,5% " . o
. Width, mm, with oTK.10HeHne = 10 % Mass, g, with
number Volume, ml, with c . .
tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 2,5% p
tolerance 10 %
Implant  Cohesive 1. | Round Moderate  Plus
volume 295 ml Profile Xtra Gel Breast
Implants Cohesive 1. 06b¢M
295 mn
Hwmnaaurar MONOUHOI
Gel breast implant Siltex | xcne3bt KpYyrblit c
round. moderate Plus | chnHKOHOBBIM  resicM K
profile Xtra - Siltex | o6oxoukoii Siltex, cpeanmit
TMPX325 Round Moderate Plus | Plus npoduas Xtra - Siltex 325 119 42 3393
Profile Xtra Gel Breast | Round Moderate  Plus
Implant  Cohesive 1. | Profile Xtra Gel Breast
volume 325 ml Implants Cohesive 1. 06bEm
325 mn
Hmnnaurar MOJTOU HOJ
Gel breast implant Siltex | xcae3bt KpyFnbtit c
round. moderate Plus | CHIHKOHOBBIM  IeicM |
profile Xtra - Siltex | oGonoukoii Siltex. cpeannii
TMPX350 Round Moderate Plus | Plus npoduns Xtra - Siltex 350 122 43 366.1
Profile Xtra Gel Breast | Round Moderate Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 350 ml Implants Cohesive 1. 06béM
350 ma
Gel breast implant Siltex | Hmnnanrar MO:104HOI
round, moderate Plus | xene3st KpYTblit c
profile Xtra - Siltex | CHIHKOHOBLIM  TcilcM ¢
TMPX370 Round Moderate Plus | oGonouxoii Siltex, cpeannit 370 127 43 385.6
Profile Xtra Gel Breast | Plus npodunn Xtra - Siltex
Implant  Cohesive [, | Round Moderate Plus
volume 370 ml Profile Xtra Gel Breast
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Homep no
Katanory /
Catalog
number

TMPX405

TMPX440

Description

Gel breast implant Siltex

round, moderate Plus
profile Xtra - Siltex
Round Moderate Plus

Profde Xtra Gel Breast
Implant Cohesive 1
volume 405 ml

Gel breast implant Siltex

round, moderate Plus
profile Xtra - Siltex
Round Moderate Plus

Profde Xtra Gel Breast
Implant  Cohesive 1
volume 440 ml
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OnuncaHne

Implants Cohesive 1 06bém
370 mn

MmnnaHTat MO/I04YHOM
Xenesbl KpYTblii c
CUNMKOHOBLIM  TeNeM 1

obonoukoii Siltex, cpefHuit
Plus npodunb Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implants Cohesive |, 06Bbém
405 mn

MmnnaHTat MOJIOYHO
Xenesbl KpYTNblii c
CU/INKOHOBLIM  TefieM U

obonoukoit Siltex, cpegHuii
Plus npogunb Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implants Cohesive 1, 06béMm
440- mn

O6beM™*, M,
LLnpuHa**, mm,
ponycTtmmoe
jonycTmmoe
OTK/IOHEHUex
OTK/IOHeHNe + 10 ®o
2,5»/0

Width, mm, with

Volume, ml, with tolerance, + 10 ®o

tolerance + 25®/o

405 128

440 131

57

BbicTynatouas
YacTb** (npogunb /
NpPoeKLM1s) MM,
ponycTmmoe
OTKJ/IOHeHMe = 10 ®o
Projection, mm, with
tolerance + 10 ®o

45

48

Macca, r,
aonycTumoe
O0TKNOHeHMue + R0/
Mass, g, with
tolerances + 3®/0

419,7

456,3



BricTynaomas
*
H Obnem®, ma, Winprua**, mw, qacTb** (npoduas / Macca, r,
oMep no NOMYyCTHMOE
aonmycTAMoOE Npoexnns) MM, aonycTHMOE
Katajgory/ o OTKJIOHeHHe o
- Description Onncanne o oTkaonenne = 10 % aonycTamoe oTiC1IoReAne £ 3% /
Catalog 2,5% " .
. Width, mm, with oTK10Henne £ 10 % Mass, g, with
number Volume, ml, with o - . o
o tolerance, = 10 % Projection, mm, with tolerances + 3%
tolerance £ 2,5% o
tolerance £ 10 %
WUmnnantar MO104HOii
Gel breast implant Siltex | xene3nt KpYrabtii c
round, moderate Plus | cuinukoHoBbIM  TeneM
profile Xtra - Siltex | obonoukoii Siltex, cpeamuii
TMPX490 Round Moderate Plus | Plus npopuns Xtra - Siltex 490 136 48 504.9
Profile Xtra Gel Breast [ Round Moderate  Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 490 ml Implants Cohesive |, 06BéM
490 mMn
Hmnaanrar MONIOYHO
Gel breast implant Siltex | xcac3bt KpYrablii c
round, moderate Plus | cHaIHKOHOBLIM  TelcM M
profile Xtra - Siltex | obonoqxoft Siltex, cpeanmit
TMPX545 Round Moderate Plus | Plus npoduns Xtra - Siltex 545 141 50 560,0
Profile Xtra Gel Breast | Round Moderate  Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 545 ml Implants Cohesive |, 06bém
545 mn
WUmnnaurar MOJIOUHOI
Gel breast implant Siltex | xese3nt Kpyrbtit c
round, moderate Plus | cHIMKOHOBLIM  TesicM W
profile Xtra - Siltex | oGonouxoii Siltex. cpeanmnii
TMPX605 Round Moderate Plus | Plus npoduan Xtra - Siltex 605 144 53 621.2
Profile Xtra Gel Breast | Round Moderate  Plus
Implant  Cohesive I, | Profile Xtra Gel Breast
volume 605 ml Implants Cohesive |, 06bém
605 mn
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Homep no
KaTtanory /
Catalog
number

TMPX645

TMPX755

Description

Gel breast implant Siltex

round, moderate Plus
profile Xtra - Siltex
Round Moderate Plus

Profile Xtra Gel Breast
Implant  Cohesive I,
volume 645 ml

Gel breast implant Siltex

round, moderate Plus
profile Xtra - Siltex
Round Moderate Plus

Profile Xtra Gel Brea.st
Implant ~ Cohesive 1
volume 755 ml

OnucaHune
MmnnaHTaT MOJIOYHOWA
Xenesbl KPYrnblii c

CUNNKOHOBBIM  Tenem 1
o6onoukoii Siltex, cpegHuit
Plus npogmnb Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implants Cohesive 1, 06bém
645 mn

MmMmnnaHTar MOJIOYHOA
Xenesbl KpYrnblii c
CUNKOHOBbIM  TefleM 1
o6onoukoii Siltex, cpegHuii
Plus npogunb Xtra - Siltex
Round Moderate Plus
Profile Xtra Gel Breast
Implants Cohesive 1, 06béMm
755 mn

O6BbEM™*, M/,
fonycTumoe
OTK/IOHEHME *
2,5%
Volume, ml, with
tolerance + 2,5%

645

755

LLnpnHa**, mm,
gonyctnmoe
O0TK/OHeHMe = 10 %
Width, mm, with
tolerance, = 10 %

150

157

BbicTynatouwiasa
yacTb** (npogunb /
NpoeKyns) mm,
ponyctmmoe
OTKJ/IOHeHMe = 10 %
Projection, mm, with
tolerance £ 10 %

53

56

Macca, T,
ponyctnmoe
0TK.10HeHHe + 3Yo /
Mass, g, with
tolerances + 3%

664,6

774,6

*CornacHo cTaHgapTy ISO 14607 npon3sognTeNb KOHTPOIMPYeT 06beM UMMIaHTaTa c JonyCTUMbIM 0TKI0OHeHWeM + 2.5%. / According to ISO 14607, the manufacturer controls the
implant volume with a tolerance of+ 2.5 %
**Cor.nacHo cTaHgapTy ISO 14607 He 3a/10.)KeHO CTaHAapTHOe 0TKYOHEHUE B eabapuUTHbBIX pas.Mepax MMNIaHTaTa, yKasaHo CTaH4ap THOe 0TK/I0HeHWe rabapnT HbIX pa3sMepos

umMnnaHTaTa cornacHo FOCT 31619- 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions o f the implant, the standard deviation o f the
overall dimensions o f the implant according to GOST 31619 - 2012 is specified.
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MimnnaHTaT MOMOYHOI Yenesbl KPYI/ibIA ¢ CUIMKOHOBbLIM refieM 1 060/104Koi Siltex, Bbicokmii npodinnb Xtra - Siltex Round High Profile Xtra Gel
Breast Implants Cohesive 1/ Gel breast implant Siltex round, high profile Xtra - Siltex Round High Profile Xtra Gel Breast Implant Cohesive 1

60
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Buictynaomas
Howmep no Ob6bem*, M, Wlnpuna**, Mm, qacTe** (mpoduasn / Macea, 1,
Katanory / o AonycTHMOE AonycTHMoe NPOEKIHRN) MM, AONYyCTHMOE
Catalog Description Onncanne oTkJioHeune £ 2,5% oTK10HenHe £ 10 % AONYCTHMOE oTKI0HeHNe + 3% /
pumber Volume, ml, with Width, mm, with oTKJI0oHeHHe + 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance £ 10 %
Wunnaurar MOJI0MHOI
Gel breast implant Siltex | xene3bi KpyFbiit c
round, high profile Xtra - | cuaukoHoBRIM  reiiem o
Siltex Round High Profile | o6onoukoit Siltex,
THPX150 Xtra Gel Breast Implant | sricokuit npoduas Xtra - 150 84 42 1558
Cohesive I, volume 150 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive I, 06u¢m 150 ma
Hmnnanrar MO:104HOI
Gel breast implant Siltex | xene3nt Kpyrblit c
round, high profile Xtra - | cunikoHoBBIM  TelcM  ®
Siltex Round High Profile | oBonoukoii Siltex,
THPX175 Xtra Gel Breast Implant | sbicokuit npoduns Xtra - 175 %0 4 186.0
Cohesive I, volume 175 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive I, oObém 175 Mn
Hmnnawurar MONOYHOMR
Gel breast implant Siltex | xcne3nt Kpyrabiit c
round. high profile Xtra - | cuaukonossiM  reiaem  n
Siltex Round High Profile | o6onoukoit Siltex,
THPX200 Xtra Gel Breast Implant | sbicokuii npoduns Xtra - 200 4 45 211.0
Cohesive I, volume 200 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive I, 06béM 200 mn
Umnnantar MOI04HO#
Gel breast implant Siltex | #xene3n KpyT:1blit c
round, high profile Xtra - [ cunuxonossiM  resem  w
Siltex Round High Profile | oGonoukoii Siltex,
THPX230 Xtra Gel Breast Implant | Boicokuit npoduns Xtra - 230 9 48 2424
Cohesive |, volume 230 | Siltex Round High Profile
mi Xtra Gel Breast Implants
Cohesive I, 06bém 230 ma
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BuicTynaoman
Howmep no O6rem*, Ma, Uinpuna**, uMm, YacTu** (npodnan / Macca, r,
Karaory / . RonycTHMoe AonycTHMoe NPOEKLIHA) MM, RONYyCTHMOE
Catalog Description Onucanne oTKJIOHeHnHe = 2,5% oTK.10HeRnue = 10 % aonycTHMOE oTiioHeHne £ 3% /
pumber Volume, ml, with Width, mm, with OTKJI0HeHHe £ 10 % Mass, g, with
tolerance + 2,5% tolerance, + 10 % Projection, mm, with tolerances + 3%
tolerance + 10 %
Wmnnantar MOI0MHOIT
Gel breast implant Siltex | xene3si KpYFblit c
round, high profile Xtra - | cuankonossiM  reiaeM  u
Siltex Round High Profile | oGonouxoit Siltex,
THPX255 Xtra Gel Breast Implant | Beicoknii npopuns Xtra - 255 101 49 2678
Cohesive I, volume 255 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |, 06y 255 ma
Hmnnanrar MOJI04HOI
Gel breast implant Siltex | xene3n Kpyribiif c
round, high profile Xtra - | cuanxoHosbiM reiem  #
Siltex Round High Profile | o6onoukoii Siltex,
THPX285 Xtra Gel Breast Implant | Bbicokuit npoduns Xtra - 285 105 51 298.2
Cohesive |, volume 285 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |, 06béM 285 ma
WmnnanTar MOIOMHOF
Gel breast implant Siltex | xene3nt Kpyrabiit c
round, high profile Xtra - | cunukonoBeiM  reacm  w
Siltex Round High Profile | o6onouxoit Siltex.
THPX325 Xtra Gel Breast Implant | ssicokuii npopuns Xtra - 325 108 54 337.8
Cohesive 1, volume 325 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive I, 06bém 325 ma
Hmnnautar MO:I04HOI#
Gel breast implant Siltex | xene3nt Kpyrblii c
round, high profile Xtra - | CHIMKOHOBBIM TEnCM  H
Siltex Round High Profile | oGoaoukoii Siltex,
THPX340 Xtra Gel Breast Implant | Buicokuii npopune Xtra - 340 tm 54 352.8
Cohesive 1, volume 340 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |, 06bém 340 ma
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Brictynawoman
Howvep no Ob6nem*, ma, Hinpuna**, mwv, qacTs** (npoduas / Macca, r,
Kataiory / - aonycTaMoe aonycruMoe NPOoEKUHN) MM, aonycTHMOe
Ca taloé Description Onncanne OTKJIOHeHHe 2:5'/. OTKI0HeRHE + lf) % nONyCTHMOE OTKIOHEHHE é: 3%/
pumber Volume, ml, with Width, mm, with oTkaoHenne = 10 % Mass, g, with
tolerance = 2,5% tolerance, £ 10 % Projection, mm, with tolerances + 3%
tolerance £+ 10 %
Hmnnanrtar MOJI0UHOI
Gel breast implant Siltex | xeae3bt KpyT:1blit c
round. high profile Xtra - | cuankonoBsIM reiem ¢
Siltex Round High Profile | obonouxoit Siltex,
THPX365 Xtra Gel Breast Implant | Bbicokwii mpopwis Xtra - 365 14 33 3794
Cohesive I, volume 365 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |, 06bém 365 M
Wvnnanrart MOI04HOI
Gel breast implant Siltex | xc:1e361 Kpyr:blii c
round, high profile Xtra - | cuaukoHOBKIM TCicM K
Siltex Round High Profile | odonouxkoii Siltex,
THPX405 Xtra Gel Breast Implant | Bbicokuit npopunb Xtra - 405 16 59 4194
Cohesive 1, volume 405 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |, 06b¢m 405 ma
Ummianrar MOI04HOI
Gel breast implant Siltex | xecnc3nt Kpyriblii c
round, high profile Xtra - | cunukoHOBbIM  reicM M
Siltex Round High Profile | 060:10uxoit Siltex,
THPX425 Xtra Gel Breast Implant | Bricokuit npopuns Xtra - 425 19 38 4392
Cohesive [, volume 425 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive . 06b¢m 425 Mn
Wmnnanrar MOJIOYHOI
Gel breast implant Siltex | xcne3st Kpyrablit c
round, high profile Xtra - | cunukonoBRIM reneM  H
Siltex Round High Profile | o60:10ukoii Siltex,
THPX455 Xtra Gel Breast Implant | Beicokuii mpopuns Xtra - 455 121 60 460.2
Cohesive . volume 455 | Siltex Round High Profile
ml Xtra Gel Breast Implants
Cohesive |. 06bEM 455 Mn
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Homep no
Kartanory /
Catalog
number

THPX470

THPX515

THPX570

THPX620

Description

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1, volume 470
ml

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive I, volume 515
ml

Gel breast implant Siltex
round, higb profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1, volume 570
mi

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1 volume 620
ml
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OnucaHune

MmnnaHTat MOJ/IOYHO
Xenesbl Kpyrnblii c
CU/NKOHOBbLIM  TefieM ¥
060104KOW Siltex,
BbICOKUI npodunb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive 1, 06bEM 470 mMn

MmnnaHTaTt MOOYHOI
Xenesbl KpPYTNblii c
CUNIMKOHOBbIM  TefleMm "
060/104KOI Siltex,

BbICOKWUIA npogunb  Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive |, 06bém 515 mn

WmnnaHTat MOJIO4HOM
Xenesbl Kpyrnblil c
CU/INKOHOBLIM ~ TefieM U
060104Ko Siltex,

BbICOKWIA npotmnb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive |, 06béM 570 mn

MmnnaHTaT MOJI0YHOI
Xenesbl KpYTblii c
CUINKOHOBLIM  TefleM U
060104KOI Siltex,

BbICOKMI npodunb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive 1, 06béM 620 Mn

O6BbeEM™*, M/,
ponycTmmoe
OTKNOHeHUue = 2.5%
Volume, ml, with
tolerance + 2,5%

470

515

570

620

LLnpuHa**, mm,
gonyctmmoe
OTK/IOHeHue = 10 %
Width, mm, with
tolerance, £ 10 %

123

126

132

134

64

BbicTynatouias
YacTb** (npogunb /
NPOoeKLUMUs) MM,
ponyctmmoe
OTKJ/IOHeHMe + 10 %
Projection, mm, with
tolerance £ 10 %

59

62

63

65

Macca, T,
ponyctmmoe
OTKNOHeHue + 3% /
Mass, g, with
tolerances + 3%

485,4

529,2

585,2

635,8



Homep no
Katanory /
Catalog
number

THPX680

THPX725

THPX765

Deseription

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1, volume 680
mi

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1, volume 725
mi

Gel breast implant Siltex
round, high profile Xtra -
Siltex Round High Profile
Xtra Gel Breast Implant
Cohesive 1 volume 765
ml

OnucaHune

MmnnaHTat MONOYHOW
Xenesbl KpPYrNblii c
CU/IMKOHOBLIM ~ TefeM U
060104KOM Siltex,
BbICOKWI npodunb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive 1 06bem 680 mMn

MmnnaHTat MOJI0YHOIA
Xenesbl KPYTNblii c
CUNUKOHOBLIM  TenemM MU
060104KOI Siltex,

BbICOKWUI npodunb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive 1, 06bem 725 mn

MmnnaHTat MOIOYHOI
Xenesbl KpYTblii c
CUNNKOHOBBLIM  refieM 1"
060104KOM Siltex,

BbICOKMI npotmnb Xtra -
Siltex Round High Profile
Xtra Gel Breast Implants
Cohesive 1, 06bém 765 mn

O6bem™*, mn,
gonyctmmoe
OTKNOHEeHMNE £ 2,5%
V'olume, ml, with
tolerance = 2,5%

680

725

765

WnpnHa**, Mmm,
ponyctmmoe
OTK.TOHeHue + 10 %
Width, mm, with
tolerance, = 10 %

140

145

147

BbicTynatowas
yactb** (npoduns /
npoeKkuua) mm,
ponyctumoe
0TKNoHeHMne = 10 ®b
Projection, mm, with
tolerance + 10 ®o

66

67

67

Macca, r,
jonyctumoe
OTK/OHEHMWe *+ 3Ro/
Mass, g, with
tolerances +3®/0

698,6

745,5

784,9

ACornacHo cTaHapTy 1SO 14607 npon3BoAUTe/lb KOHTPOIMPYeT 06beM MMTaHTaTa ¢ JonycTUMbIM 0TKIOHeHWeM + 2.5%. / According to 1SO 14607. the manufacturer controls the
implant volume with a tolerance 0f+2.5 %
**CornacHo ctaHgapTy 1SO 14607 He 3at0.0K-eHO CTaHapTHOe 0TKIOHEHUe B rabapuTHbIX pasMepax UMMNIaHTaTa, YKaslaHo cTaHZap THoe 0TK/OHeHWe rabapuTHbIX pa3Mepos

mmMmnnaHTaTa cornacHo FOCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions o f the implant, the standard deviation o f the
overall dimensions o f the implant according to GOST 31619- 2012 is specified.
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MEPEYEHb U OMMNCAHWME MATEPUAJIOB N3TOTOBJTIEHNA MW

HanmeHoBaHue

O6onouka

Hanonuutens

TeKcTypupoBaHue

Haknagka

NazepHas MapKMpoBKa

MokpbiTHE

MaTtepnan MU
Mapka/ obwas dopmyna

OAnH GapbepHblil cnoit  nonmaudgeHuncmnokcaHa MED1-6609

(npoussogutens; Nusil Technology Europe), nomeleHHbIA Mexay

[ABYMSA cnosmu nonnaguMcTUICUIOKcaHa MED-6649

(npoussogutens: NuSil Technology LLC)

YyscTBUTENbHaA renesasd cuctema Medical Implant  Grade

(Cohesive I* MED3-6300 (Mpoussoantenb: Nusil Technology

Europe) unu Cohesive 11** MED3-6309-2 (Mpownssoantenb: Nusil

Technology Europe))

JnacTomMep  BbICOKOM  CTEMEHW  KOHcucTeHuum  MED-4735

(Mpounssogutens: NuSil Technology Europe)

OaunH 6apbepHbln  cnoi  nonugudgeHnncmnokcaHa MED 1-6609

(nponssogutens: Nusil Technology Europe), nomeweHHbI Mexay

ABYMSA cnosamu nonnAUMCTUICUIOKCAHA MED-6649

(npoussogutens; NuSil Technology LLC) B couyeTtaHum ¢

3/1aCTOMEPOM  BbICOKOM CTeneHn KoHcucTeHumn MED 4735

(npoussogutens: NuSil Technology Europe)

JnacTomMep  BbICOKOIW  CTeneHM  KOHcucTeHumm  MED-4750

(Mpoussogutens; Nusil Technology LLC)

[vcnepcroHHoe nokpbiTne DOWSIL¥™ 92-009 (MpounsBoguTens:

The Dow Chemical Company)

+Cohesive 1ucnonb3yeTca 415 BapMaHTOB UCMNONHEHUSA:

e MmMnnaHTaT MONOYHOM Xenesbl KPYrblil C CUINKOHOBbLIM Tefnem
n obonoukoin Siltex, cynepebicoKMii npotmnb Xtra - Siltex
Round Ultra High Profile Xtra Gel Breast Implant Cohesive 1,

e MMnnaHTaT MONOYHOW Xenesbl KPYrblli C CUIMKOHOBbLIM Fefiem
n obonoukoin Siltex, cpeaHuii Plus npogmnb - Siltex Round
Moderate Plus Profile Gel Breast Implant Cohesive 1;

e MmMnnaHTaT MOMOYHOM Xenesbl KPYr/blid C CUIMKOHOBLIM Fenem
n obonoukoin Siltex, Bbicokuin npogunb - Siltex Round High
Profile Gel Breast Implant Cohesive 1,

e  lIMnnaHTaT MOMOYHOM Xenesbl KPYrblii C CUIMKOHOBbLIM Tefem
nobonoukoi Siltex. cpeaHuii Plus npodmnb Xtra - Siltex Round
Moderate Plus Profile Xtra Gel Breast Implants Cohesive 1,
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LIST AND DESCRIPTION OF MD MATERIALS

Name

Shell

Filling

Texturing

Patch

Laser Button

Dipcoat

Material of MD
Trade / Common Name
One varrier layer of polydiphenylsiloxane = MED 1-6609
(Manufacturer: Nusil Technology Europe) imbedded between two
layers of Polydimethylsiloxane MED-6649 (Manufacturer: NusSil
Technology LLC)

Medical Implant Grade responsive gel system (Cohesive I* MED3-
6300 (Manufacturer: Nusil Technology Europe) or Cohesive 11**
MED3-6309-2 (Manufacturer: Nusil Technology Europe))

High consistency elastomer MED-4735 (Manufacturer: NusSil
Technology Europe)

One  barrier layer of Polydiphenylsiloxane MEDI-6609
(Manufacturer; Nusil Technology Europe) imbedded between two
layers of Polydimethylsiloxane MED-6649 (Manufacturer; NuSil
Technology LLC) in combination with high consistency elastomer
MED 4735 (Manufacturer: NuSil Technology Europe)

High consistenscy elastomer MED-4750 (Manufacturer: Nusil
Teclinology LLC)

Dispersion Coating DOWSILA 92-009 (Manufacmrer; The Dow
Chemical Company)

+Cohesive | is used in versions:
e Gel breast implant Siltex round, super high profile Xtra - Siltex Round Ultra High
Profile Xtra Gel Breast Implant Cohesive 1

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

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

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

e Siltex Round Gel Breast Implant, High Profile Xtra - Siltex Round High Profile Xtra
Gel Breast Implants Cohesive 1



MMnnaHTaT MOMOYHOI Xenesbl KPYrblii ¢ CUIMKOHOBbLIM Fefem
n obonoykoi Siltex, BbicOKMA npogmnb Xtra - Siltex Round

High Profile Xtra Gel Breast Implants Cohesive I.

**Cohesive Il ucnonbsyetcs 4na BapMaHTOB UCMONHEHNS:

MMnnaHTaT MOMOYHOM Xenesbl KPYr/blid C CUIMKOHOBLIM refem
n obonoukoi Siltex, cpegHuii Plus npodunb - Siltex Round

Moderate Plus Profile Gel Breast Implant Cohesive 11,

MMnnaHTaT MOMOYHOM Xenesbl KPYT/blil C CUIVKOHOBLIM Fefem
n o6onoukoin Siltex, Bbicoknii npodunb - Siltex Round High

Profile Gel Breast Implant Cohesive II.

**Cohesive 1l is used in versions:

e Gel breast implant Siltex round, moderate Plus profile - Siltex Round Moderate Plus
Profile Gel Brea.st Implant Cohesive 11;

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

Implant Cohesive 11

Tun KOHTaKTa MeguLMHCKOro nagenus: MoctoaHHbIi (> 30 AHeR), KOHTAKT ¢ Markumu TkaHsmu. / Medical device contact type: Lond-Term (>30 days) Tissue.
JAHHBIE O MAPKMNPOBKE M N EITO YMNAKOBKE

OnpepaeneHns 0603HaYeHN, yKazaHHbIX Ha MapKUPOBKe

HP

HPX

M+

M+X

UHP
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MMnnaHTaT  MOJIOYHON  Xenesbl KpYyrablh ¢
CUTIMKOHOBbLIM renemM M 060104YKoi Siltex, BbICOKUIA
npodgunb - Siltex Round High Profile Gel Breast
Implant Cohesive |
MMnnaHTaT  MOMOYHOW  XXenesbl Kpyrablh ¢
CUMMKOHOBbLIM renemM ¥ 060104KOi Siltex, BbICOKUA
npodgunb Xtra - Siltex Round High Profile Xtra Gel
Breast Implants Cohesive |

MmnnaHTaT  MOMOYHOM  Xenesbl  KPYrabld ¢
CUNMKOHOBBLIM TeneM u o06ono4ykoin Siltex, cpegHuit
Plus npoguns - Siltex Round Moderate Plus Profile
Gel Breast Implant Cohesive |

MMnnaHTaT  MOJIOYHOW  XKenesbl Kpyrnbli ¢
CUNMKOHOBbLIM TeneM u o6onoykoin Siltex, cpefHuUi
Plus npogwunb Xtra - Siltex Round Moderate Plus
Profile Xtra Gel Breast Implants Cohesive 1
MmnnaHTaT  MOJIOYHOW  >Kenesbl KpYTrnblii c
CUTMKOHOBbIM renem n 060104YKOI Siltex,
cynepBbiCOKMiA npounb Xtra - Siltex Round Ultra
High Profile Xtra Gel Breast Implant Cohesive 1

R.RU

DATA ABOUT LABELING OF MD AND ITS PACKAGING

Definitions of symbols used on the label

HP

HPX

M+X

UHP
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Siltex Round High Profile Gel Breast Implant
Cohesive |

Siltex Round High Profile Xtra Gel Breast Implants
Cohesive 1

Siltex Round Moderate Plus Profile Gel Breast
Implant Cohesive 1

Siltex Round Moderate Plus Profile Xtra Gel Breast
Implants Cohesive |

Siltex Round Ultra High Profile Xtra Gel Breast
Implant Cohesive |



M4-

400 cc

LOT

SN

IAA/4"

REF

EBHTEMLN D

Ce

MMnnaHTaT  MOMIOYHOW  XKenesbl KpYyrablhi ¢
CUIMKOHOBLIM refeMm M o6onoukoi Siltex, cpegHui
Plus npogunb - Siltex Round Moderate Plus Profile
Gel Breast Implant Cohesive Il

MMnnaHTaT  MOJIOYHOW  >Kenesbl KpYyraelhi ¢
CUNMKOHOBbLIM refnemM u 060n04Koi Siltex, BbICOKUI
npodpunb - Siltex Round High Profile Gel Breast
Implant Cohesive Il

O6ém 400 Mn (B COOTBETCBMM C BapuaHTOM
NCMOJTHEHNA)

Kog napTtuu

CepuiiHbliA HOMeEp

[aTta n3rotosneHuna

Mcnonb3oBatb Ao

Homep no katanory

Copepxut 1wr.

OvawmeTp, npoekyuns

CTepunusaymus napom UaM Cyxum Tennom

EBpOI'IEVICKOG COOTBETCTBUE
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M4®

400 CC

LOT

SN

ANnir

REF

Ce
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Siltex Round Moderate Plus Profile Gel Breast
Implant Cohesive Il

Siltex Round High Profile Gel Breast Implant
Cohesive I

Volume 400 ml (according to version)

Batch code

Serial number

1
Date of Manufacture

Use before

Catalogue number

Quantity One

Diameter, Projection

Sterilized using steam or dry heat

European compliance



l ' K 3HaK OLEeHKN COOTBETCTBUS Bennko6puTaHum. M K n Kk Conformity Assessment mark.

MPT-6e30nacHbl MR Safe

MR MR
LU'p QR-kopg QR-code

L Tpux- koA Bar-Code

[Bo/iHble 6apbepHble CUCTEMbI A4S CTepuan3saLum Double Sterile barrier system

3anpeT Ha NOBTOPHOE NPUMEHEHNUE Do not reuse

He cTtepnnusoBatb NOBTOPHO Do not resterilize

He ncnonb3oBaTb Npy NOBPEXAEHUN YNAKOBKM Do not use if package is damaged and consult

instructions for use

A OcTtopoxHo! n Caution

O6paTnTech K MHCTPYKUMAM MO MPUMEHEHMIO nan Consult instructions for use or consult electronic
1 06paTuTecb K 31eKTPOHHbLIM  WHCTPYKUUSIM MO instructions for use

NPUMEHEHUIO
OTKpbITb 34€eCb

Open here
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r Hi OTKpbITL 34€eCb r « | Open here

Beb6-cailT ¢ nHpopmaLumnein agns nayneHToB )}( Patient information website
VaeHTUUKaLma naumeHTa Patient Identification
ff?

Jata nmnnaHTauum 31 Date of Implantation
B

MeguunHCKUIA LEHTP UK Bpau Health care centre or doctor

NleBas rpyfAb - 3T0O MeCTO MMMAaHTaLWMu TpPyAHOro Left Breast is the location of the implanted breast

uMmnnaHTaTta implant

Mpagas rpyAb - 3T0 MECTO MMMNAHTaLUMM rpyAHOro Right Breast is the location of the implanted breast
w MMMnaHTaTa " implant

YHUKaNbHbIA UAEHTUDUKATOP M3Lenus Unique Device Identifier

MeguunHckoe nsgenue

MD MD

Medical Device

M3rotoButensb

Manufacturer
iJ
X ANNPOreHHO m Non-pyrogenic
MakeT MapknpoBku MW Ha pyccKoM f3blKe Layout of MD labeling in Russian
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*B 3aBUCMMOCT MW OT BapmaHTa UCMONHEHUA

Kog npoaykra:! | M
VIMniaHTar MOJIOYHOW >Keresbl KPYTTAV C CWIVIKOHOBBIM ec
reniem 1 060/10uKoN Siltex T0
anA
HavmeHoBaHWe BapyaHTa UCMo/THEHNA
TP
Oo6éM: | I mn VX-
O61aCTb NPUMEHEHUST: XVpyprus Koja

Ha3HaueHne: MeguunHckoe nsgenve npegHasHadyeHo ans
YBE/IMYEHUA NN PEKOHCTPYKUNN MOJIOYHOI Xenesbl.
PeructparoHHoe yaoctosepeHume: P3H XOXOX/XXXX ot
XXX XHKXXT.

Mponssogyrens: MeHTop Megykan Cvicteme B.B. (Mentor
Medical Systems B.V.), Zemlkedreef 2,2333 CL Leiden, The
Netherlands, H1aepriaHapl

YNONMHOMOYEHHb IV MPeaCcTaBuTe b NPOM3BOANTENS, aOPEC:
«[IHKOHCOH & [IHKOHCOH», 121614, Poccns, r.MockBa,
yn.Kpbinakkas, [1.17, kopn.2, Ten: +7(495)5807777

Mopgernb, cM. Ha yrakoBke

LLnpuHa: cM. Ha yraxkoBke

BbicTynaroLasa YacTb/npoeKLums (Npodivb): CM. Ha YIakoBke
PopMma; CM. Ha YNaKoBKe.

MoBepxHOCTL 060104KU: NoNoaUMETUNCUIOKCaH MEO-6649.
Martepuan 060104KM: nonuangeHuicuiokcaH MED1-6609,
nonuonmeTwicunokcaH MED-6649.

HanonHurens: Medical Implant Grade (Cohesive | MED3-6300).
TpaHcrnopTpoBKa Npy Temnepartype ot -20 ®Eao +50X.
OTHOCUTENbHAsA BNaXKHOCTL He Bosiee 7596. ATMocthepHoe
nasneHve 700-1060 ra.

XpaHuTb Npuy TemMneparype ot +10*C go +25*C

OTHOCUTE bHAs BI2OKHOCTL He 6oree 75%.

ATmocthepHoe aasneHve 700-1060 rMa.

HeTokcnyHO BHYTPW.

Macca: | |r
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= according to version

Product code: L

Loc
Round breast implant with silicone gel and Siltex shell atio
Name of design variant n
for
Volume: ml
the

Area of usage: Surgery
Intended use: The intended purpose of medical device is bare
to replace missing breast tissue or to enhance a breast in ode
females undergoing breast augmentation or breast
reconstruction.

Registration certificate: R2N XXX/ XXXX or

XXXKXXXX

Manufacturer: Mentor Medical Systems BV,

Zernikedreef 2,2333 a Leiden, The Netheriands

Authorized representative of the manufacturer, adress: Johnson &
Johnson LLC, 121614, Moscow, Krylatskaya sU., 17/2.

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

Model: see on the package

Width: see packaging

Projection (profile): see packaging

Shape: see on the package

Shell surface: polydimethylsiloxane MEO-6649.

Shell: polydipbenylsiloxane MEDI-6609, polydimethylsiloxane
MED-6649

Filling: Medical Implant Grade (Cohesive | MED3-6300).
Transport at temperature from -20 “C to +50”. Relative humidity
not more 75%. Barometric pressure 700-1060 hPA.

Storage at temperature from +104] to +25°C.

Relative humidity not rmore 75%.

Barometric pressure 700-1060 hPA.

Non-toxic inside

Mass:|| ~
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Kog npoaykra:l I
MIMnnaHTaT MO/IOYHOW YKenesbl KpYr/iblii C CUIMKOHOBBLIM Mec
resiemM 1 o60/104KoM Siltex TO
ana
HavMeHoBaHVe BapuaHTa UCTO/THEHS
LTp
o6bém: 1 | mn UX-
O6nacTb NPUMEHEHUST: XpYyprsi Koga

HasHaueHne: MegunumHcKoe usgenne npegHasHayeHo ans
yBennyeHna nnan peKoHCTpyKunun MOJIOYHOW Xenesbl.
PervictpauyoHHoe yaoaosepeHue: P3H XXXX/XXXX ot
XX.XXJOOar.

Mpowussogntens: MeHTop Megukan Cucteme B.B. (Mentor
Medical Systems B.V.), Zernikedreef 2,2333 CL Leiden. The
Netherlands, HuaepnaHapl

YNonHOMOYeHHbIV NpeacTaBuTe/lb MPON3BOANTENS, afpec:
«I>KOHCOH & [I>KOHCOH», 121614, Poccus, r.MockBa,
yn.Kpbinarckas, 4.17. kopn.2, Ten: m*«7(495)5807777

Mogenb: cM. Ha yrnakoBske

LLnpurHa: cMm. Ha ynakoBke

BbicTynatoLas yactb/npoekuus (Mpodwnsib): CM. Ha yrnakoBke
dopma: CM. Ha YnaKoBKe.

MoBepxHOCTb 060/104KU: NonManMeTuncunokcaH MED-6649.
Martepunan o6onoyvku: nonuamngeHuncnnokcaH MED1-6609,
nonvanmetuncmnnokcadH MED-6649.

HanonHutens: Medical Implant Grade (Cohesive Il MED3-6309-2).
TpaHcrnopTrpoBKa npu Temneparype ot -20 “C ao *S0RC.
OTHOCUTENBbHAsA BNaXKHOCTb He 6oee 7596. ATMocdiepHoe
nasneHne 700-1060 rlMa.

XpaHuTtb Npu Temneparype ot *10‘C o -r25RC.
OTHOCUTENbHAasA BNaXXHOCTL He 6osiee 7596.

ATtmochepHoe nasneHme 700-1060 rlMa.

HeTokcn4HO BHYTpW.

Macca: |

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Product code: C

Loc
Round breast implant with silicone gel and Siltex shell atio
Name of design variant n
Volume: mi for
the

Area of usage: Surgery
Intended use: The intended purpose of medical device is bare
to replace missing breast tissue or to enhance a breast in ode
females undergoing breast augmentation or breast
reconstruction.

Registration certificate: RZN XXXX/XXXX or

XX XX XXKX

Manufacturer: Mentor Medical Systems B.V.,

Zernikedreef 2,2333 CL Leiden, The Netheriands

Authorized representative of the manufacturer, adress: Johnson &
Johnson LLC, 121614, Moscow, Krylatskaya str., 17/2.

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

Model: see on the package

Width: see packaging

Projection (profile): see packaging

Shape: see on the package

Shell surface: polydimethylsiloxane MED-6649.

Shell: polydiphenylsiloxane MEDI-6609, polydimethylsiloxane
MED-6649

Filling: Medical Implant Grade (Cohesive Il MED3-6309-2).
Transport at temperature from -20 “C to -r50®C. Relative humidity
not nxxe 7596. Barometric pressure 700-1060 hPA.

Storage at temperature from -*10BCto -*

Relative humidity not nrtore 75%.

Barometric pressure 700-1060 hPA.

Non-toxic inside

Massd Ir
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CpoK cnyx0bl N XpaHeHUA n3aenns

[aHHble wu3genusa nNoCTaBAAKTCA B CTEPUNbHON YynakoBKe,
CTepuUNbHbIN Hapbep. [apaHTMPOBaHHbLIA CPOK XpaHeHus
yrnakoBke: 5 feT ¢ MOMeHTa CcTepunusauunm.
cny>6bl He MeHee 10 neT. YKasaHHbIli CpoOK Ccnyx6bl He fABAsdeTcCA
rapaHTUAHbIM. [apaHTuUliHble o6a3aTenbcTBa perynmpyrTcs
COOTBETCTBYHOLWMM pa3fenoM [aHHOro JoKymeHTa. [ogpobHee cMm. pasgen
«[MpepynpexxaeH na»,
dopma NnocTaBku
M3genna noOCTaBNAKTCA B CTePUIbHOM BWUAEe BMeCTe C PYCCKOA3bIYHOMN
WHCTPYKLUMEA N NOEHTU(HUKALWOHHON KapTol naumneHTa.

YnakoBKa cofepXuTt 1wusgenue.

cosgatowmni
B CTEpPWUNIbHOM
OXxunpaemblii cpegHUid CpoK

NMEPEYEHDb MATEPWAJTIOB XXBOTHOIO 7
UEJTOBEYECKOI'O NMPONCXOXOEHNA

KOMNOHEHTbl U MaTepuanbl, UCNOMNb3yeMble AN MPOM3BOACTBA W3feNUS, He
cofepxaTt (TanatoB. Kpome TOro, MMnnaHTaT He COAEPXWUT naTekc, He
KOHTaKTUPYeT C NaTeKCc-CoAepXalumMmm n3genmsMmi B npolecce npousBoACcTBa
M NPOU3BOANTCSA 6e3 UCMONb30BaHUS TKaHel XXMBOTHOTO MPOMNCXOXAEHNS.

(NIN)

MHO®OPMAHNA @) MPOBEAEHHDbIX NCIMbITAHNAX,
MPOTOKOMIAX  WCMbITAHUA, AHAJIM3E  MOJIYUEHHbIX
AJAHHbIX

N3genus BbigepXanu WUcNbITaHWs N0  Bepudukauum U Banmgauum u

YLOBNETBOPAT Tpe60oBaHMAM CNegyHLWNX CTaHA4APTOB:
MprMeHsAeMbIl

OnwucaHwne
CTaHfapT
M3genna  meguumHckne. CuUCTeEMbl  MEHeKMeHTa
EN ISO 13485 o
KayecTBa. Tpeb6oBaHuMA AN LeNeidl perynmposaHums
N3genna wmegnunHckue. TIpUMEHeHWEe MeHemXMeHTa
EN ISO 14971
pucka K MeAULUHCKUM U3ennsam
EN 62366 M3penna megmunHckue. NMpoekTnpoBaHue MeguLUHCKUX
N34ennii ¢ y4eToM 3KCNAyaTaLlMOHHOW MPUTOAHOCTM
VHCTPYMEHTHI, ncnonb3yemble COBMECTHO c
EN ISO 16061 HEaKTUBHbIMU XWPYPruyecKUMmn nmniaHtatamu. Obume

TpeboBaHUA

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

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. The specified
period does not correspond to warranty period. Warranty obligations are
governed by the relevant section of this document. See the Warnings section
for details.

How supplied

The devices are supplied sterile with Russian-language instruction for use and
patient ID card.
Packaging contains 1 part.
LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

The  device is not manufacmred using phthalate-containing
components/materials. Furthermore, the device does not contain latex nor has
it been in contact with latexcontaining products during manufacmring. In
addition, the device is not manufacllired utilizing tissues ofanimal origin.
INFORMATION ON THE TESTS CARRIED OUT, TEST 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 I
Description

Standard P

Medical device - Quality management system -
EN ISO 13485 .

Requirements for regulatory pudoses

Medical devices - Application of risk management to
EN ISO 14971 . .

medical devices

Medical devices - Application ofusability engineering to
EN 62366 . .

medical devices

Instrumentation for use in association with non-active
EN ISO 16061 . .

surgical implants - General requirements
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MpumeHsaeMbl i

cTaHgapT

EN ISO 15223-1

EN 1041

EN ISO 14630

EN ISO 14607

ISO 14949

EN

EN

EN

EN

EN

EN

ISO

ISO

ISO

ISO

ISO

ISO

10993-1

10993-2

10993-3

10993-5

10993-6

10993-9

OnucaHune

N3penns meaumuuHckme. CUMBOMbI, NPUMEHSIEMble MpU
MapKMpOBaHUWN Ha MEAUNLUHCKUX U3LENNAX, 3ITUKETKAX U
B COMPOBOAMTENbHON  JOKyMeHTauuum. Yactp L
OCHOBHble TpeboBaHMA

N3penus MeAULUHCKNKE.
npeaocTaBasiemMas U3roTOBUTENEM
MmMnnaHTaTel XMpypruyeckue
TpeboBaHuA

MMmnnaHTaThbl XUpypruueckue HeaKTUBHbIE.
MmnnaHTaTbl MOMOYHbIX Xene3. YacTHble TpeboBaHuUS
MmnnaHTaThl 418 XMPYyprum. nactoMepbl CUINKOHOBLIE
LBYXKOMMOHEHTHbIE, MOMIyYEeHHbIE MPU OTBEPXAEHUU B
pe3ynbTaTe peakuum NpucoesnHeHus

W3genns  megunumHckue. OueHka 6MONOrMYeCcKoOro
LeicTBMA MefuUMHCKUX u3genunii. Yacte 1. OueHka u
uccnefoBaHus

N3genna  MeguumHckme. OueHka 6MONOrMYeckoro
JefcTBMA MeguLMHCKUX n3gennin. Yacte 2. TpeboBaHua
K 06paleHnio ¢ XXNBOTHbIMU

W3penua wmegunumHckue. OueHka 6uonornyeckoro
peicTBuA MeAULMNHCKUX n3genui. YacTb 3.
MccnepoBaHua reHOTOKCUMUYHOCTU, KaHLEPOreHHOCTU u
TOKCUYECKOr0 AeCTBUA Ha PENpofyKTUBHYH (QYHKLWIO

MHhopmaumsa,

HeakTUBHble. O6WWe

W3penua  mepguuymHckue. OueHka 6UONOTMYeECKOro
nenctema MeLNLMNHCKUX n3fennii. YacTb 5.
WccnefoBaHWs Ha LMTOTOKCUMYHOCTL: METOAbI in vitro

W3penns  meguumHckue. OueHka 6GUONOrMYeCcKoro
peicTBuA MeAULMNHCKUX n3genni. YacTb 6.
MccnepoBaHua MeCTHOro AeCTBUA NOC/Ae MMNAaHTaLUK
M3penna  mepuumHckue. OueHka 6MONOTMYecKoro

AeicTBUA MeAUUMHCKUX u3genuii. Yactb 9. OCHOBHbIE
MPUHLUWUNLI  WUAEHTUHUKALUW U KONWUYECTBEHHOrO
onpeeneHns NOTeHUMaNbHbIX MPOAYKTOB AeCTPYKLMUM
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EN

EN

EN

EN

Applied
Standard

ISO 15223-1

1041

ISO 14630

ISO 14607

ISO 14949

EN

EN

EN

EN

EN

EN

ISO 10993-1

ISO 10993-2

ISO 10993-3

ISO 10993-5

ISO 10993-6

ISO 10993-9
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Description

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

Information supplied by the manufacturer of medical
devices

Non-active surgical implants. General requirements

Non-active surgical
Particular requirements

implants. Mammary implants.

Implants for surgery. Two-part addition-cure silicone
elastomers

Biological evaluation of medical devices - Part 1
Evaluation and testing within a risk management process

Medical devices. Biological evaluation of medical
devices. Part 2. Animal welfare requirements

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

Biological evaluation of medical devices - Part 5: 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 medical
devices. Part 9. Framework for identification and
quantification of potential degradation products



MPOAYKTOB JECTPYKUHH MOJUMEPHBIX MEIHUMHCKHX
H3EeNnuin

Mpumensemui Onucanne Applied Description
CTAHaapT Standard
Uzpenua meamumuckue. OueHka Ouonoruyeckoro
ENISO 10993-10 | ACHCTBHA  MEIMUMHCKHX  W3LEMMil. Yacte 10. EN ISO 10993-10 Blo}oglcgl evaluathn of m.e.dlcql devices - Part 10: Tests
Uccnenosanus pa3apaxaiowero H for irritation and skin sensitization
CEHCHOMN3UPYIOLIEro JeACTBUSA
Uiapenua wmeanumnckue. OueHka Ouonoruyeckoro . . . . . .
ENISO 10993-11 |neficrons  menuuwsickux  wozenwit. Yacts 11| ENISO 1099311 | Biological evaluation of medical devices - Part 11: Tests
. for systemic toxicity
HccnenoBaHus o61ETOKCHYECKOro AEHCTBHSA
Hspgenna wmemmumuckue. OueHka OHuonoruyeckoro . . . . . )
EN ISO 10993-12 | peiictBua  MeadumHckux  wsgemuit.  Yacte  12. | EN ISO 10993-12 Biological evah.latlon of medical dCV.ICCS - Part 12
Sample preparation and reference materials
[NpurortosnexHue npob U KOHTPOJIbHLIE 0Opa3Libl
Usnenms meauumHckue. OueHka Ouonoruyeckoro
NeiCTBUA  MeaMUMHCKMX  u3genud. Yacte  13. Medical devices. Biological evaluation of medical
EN ISO 10993-13 | Unentuduxauus u  konuuectBeHHoe onpenenerue | EN ISO 10993-13 [ devices. Part 13. Identification and quantification of

degradation products from polymeric medical devices

EN ISO 10993-16

Hinenna wMeanunnckne. OueHka Ouonoruveckoro
neHcTBUS  MEeAMUHHCKHX  u3aemmit.  Yacts 16
MogaenupoBaH#e ¥ HCCIEAOBaHHE TOKCHKOKHHETHKH
NPOJAYKTOB A€rpajauuy H BbIMbIBAHHSA

ENISO 10993-16

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

EN ISO 10993-17

Hinenns Meanumnckue. OueHka OHOIOrH4ecKoro
AeHCTBUA  MEAMUMHCKHX  wiaenmii.  Yactes 17.
YcTaHoB/IEHHE NMOPOTOBBIX 3HAYEHHI AN BLIMBIBAEMbIX
BELLECTB

EN ISO 10993-17

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

EN ISO 10993-19

WUccnenoBanus GpU3NKO-XHMHYECKHX, MOPDOJIOrHYECKHX
# TonorpagpHuecKHX CBOHCTB MaTEpHANIOB

EN ISO 10993-19

30ENUA  MERMLIMHCKHE. eHKa OHONOrHYecKoro . ) ) ) )
" ACTH Ant e.  Ou " e Biological evaluation of medical devices - Part 18:
EN ISO 10993-18 | neiictBus  MeauuuHckux  wn3nenmit.  Yactes 18, | ENISO 10993-18 ; A )
- Chemical characterization of materials
Hccnenopanne XMMHYECKHX CBOMCTB MaTepHAIOB
Uzpenus wMenuuuuckue. OueHka OHONMOrHUYECKoro . . . ) ) )
" Ant ue - Medical devices. Biological evaluation of medical
AeHCTBUA  MEOMUMHCKHX  u3gaemmit.  Yactes  19.

devices. Part 19. Physico-chemical, morphological and
topographical characterization of materials

EN ISO 10993-20

U3nenus meamumuckue. OueHka Ouonoruyeckoro
neicTBus MeauuMHCkux u3aenuii. Yacts 20. ITpuHunnes

EN ISO 10993-20

Medical devices. Biological evaluation of medical
devices. Part 20. Principles and methods for
immunotoxicology testing of medical devices
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MpumMmeHsaeMbl il
cTaHpapT

EN ISO 20857

EN 556-1

EN 13427

EN ISO 11607-1

EN ISO 11607-2

ENISO 14644-1

EN ISO 14644-2

EN ISO 14644-5

EN ISO 14155

OnucaHune

W MeToAbl nccnefoBaHus
MeAULUHCKUX U3aennii

MMMYHOTOKCUYHOCTHU

CTepunusauns MeauMLMHCKOW npoAyKuuu. [opsunii
BO3AyX. TpeGoBaHMs K pa3paboTke, Banupauum u
TeKylemy KOHTpO/I0 npouecca  cTepuausayuu

MeAULMHCKUX M3aeninii

CTepununsauma MegUUUHCKUX u3fennii. TpeboBaHMA K
MegUUUHCKUM W3fenuam KaTeropuum "cTtepunbHblie".
Yactb 1 Tpe6oBaHUA K MeAULUUHCKUM U3AENUAM,
nognexawmum GUHULLHOW cTepuansayum

YnakoBka. Tpe6oBaHMA K nMpuMeHeHUo EBponelickux
cTaHfapTtoB B 06n1acTM  ynakoBKM W YNakKOBOYHbIX
0TXO0A0B

YnakoBka [ANd MeAULMHCKUX UW3gennin, nopnexawmx
WUHUWHOM cTepunusaymm. Yactb 1 TpeboBaHua K
mMaTepuanam, 6apbepHbIM CUCTEMaM AN1A CTEPUM3ALUN 1
YyMNakoBOYHbIM CMCTEMAM

YnakoBka And MeAWLMHCKUX UW3gennin, nognexawunx
GUHUWHON cTepunusaynm. Yactb 2. TpeboBaHua K
Basmjaumn npoueccos MOpMUpoOBaHUS, repMmeTnsaynmn u

c6bopKM

Unctole NMOMELLEHMNA n CBA3aHHbIE c HUMMN
KOHTponupyemblie cpeabl. Yactb 1. Knaccudukayus
YMUCTOTbl BO3AYXa NO KOHLUEHTpaLnUnM yactuy,

Uunctble nomeLieHunsa n CBA3aHHbIE C HUMN

KOHTponupyemble cpefbl. YacTb 2. TeKyW Ui KOHTPONb
AN MOATBEPXAEHUS  MOCTOSHHOTO  COOTBETCTBUS
UMCTOTbl BO3AYXa MO KOHLUEHTPaLMn Yyactuy,
UucTtble  MOMELLeHWs U CBA3aHHble C
KOHTponupyemble cpedbl. YacTb 5. AKcnayaTauus
KnnHnyeckne nccnefoBaHus. Hapgnexauias
KNMHUYecKas npakTuka

HUMN
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EN

EN

EN

EN

EN

EN

EN

EN

EN

Applied
Standard

ISO 20857

556-1

13427

ISO 11607-1

ISO 11607-2

ISO 14644-1

ISO 14644-2

ISO 14644-5

ISO 14155
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Description

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 designated "sterile". Part 1
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 particle
concentration
Cleanrooms and associated controlled environments.
Part 2. Monitoring to provide evidence of cleanroom
performance related to air cleanliness by particle
concentration
Cleanrooms and associated controlled environments.Part
5: Operations

Clinical investigations. Good clinical practice



TPEBOBAHUA BE3ONNACHOCTH U DOOEKTUBHOCTH MH

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Ipenynpexaenus

B o6s3anHOCTH Xupypra BXoAMT (M KomnaHusa Mentor paccHMTbIBaeT Ha

cobmoaeHue xupyproM aaHHoro TpeboBanus) coobmare nauueHty obo Bcex

MOTEHUHAIbHBIX PHCKAX M OCJIOXHEHHAX, CBA3AHHLIX C MNPEAIOXKEHHOM

XHPYPrH4ecKoH npoueaypoi W HMIUIAHTaTOM, BKNIO4Yas HUX CpaBHEHHE C

PHCKaMHM H OCJIOXXKHEHHAMH anbTEPHATHBHLIX BapHaHTOB neueHud. [laument

JOMKeH ObIThb MOCTaBl€H B W3BECTHOCTb, YTO TIpy[Hble NPOTE3bl HENb3f

paccMaTpHBaTh KaK MOXH3HEHHbIE HMIUIAHTATSI.

o [lpu McnoNb30BaHHUHM XHPYPrHYECKHX HHCTPYMEHTOB cielyeT cobmoaathb
OCTOPOXHOCTb, 4TOOBI He noBpeauTb UMMAAHTAaT. [lofoOHBIA KOHTAaKT
MOXKET CTaTb MPHYMHON MOMEHTAIBHOrO MJIH OTCPOYEHHOro pa3phiBa
obonouku umnuantara. [IpeaBaputenbHOoe HanoXeHHE MyOOKHX IIBOB
no3BoJiseT H30ekaTb CAy4yaHHOro KOHTaKTa € MIJIOH JUIA  LIOBHOrO
MaTepHana 4, COOTBETCTBEHHO, NMOBPEXACHHA HMILIAHTATA.

e JlanHoe M3/1€e/nHe MpeaAHa3HAYEHO TOMbKO A/1A OJHOPa30BOr0 NPUMEHCHHA.
[lpy npoBeseHMH noCHeAyOIMX Tpoueayp (HanpuMep, OTKpbITas
Karncy/JI0TOMHS, KOPPEKLHA KapMaHa JUIA FPYAHOr0 MMIUIAHTAaTa ¥ T. [1.)
BO3HMK3E€T PHUCK MOBPEXICHHA HMIUIAHTaTa M 3aHECEHHA HHQEKLHH.
Pewenune 0 HEOGXOAMMOCTH YCTaHOBKH HOBOTO HMIUIAHTATa MIPHHHUMAETCH
nevaiyuM BpayoMm. [ToBpexAeHHbIH MMINIAHTAT NOLNEKHT YIAATEHHIO.

e CHIMKOHOBBIi Tejib MOXET MpoTeKaTh («MpPOCavyHBaTLCA») uepes
MOJYNPOHHLAEMYIO HapYXHYIO CHIHKOHOBYIO 000n04YKy B KapMaH H
npuieralomue TKAaHM MOJIOYHOH Kenesbl. M3BecTHBI Takxke ciydau
MHTPaUMH rens B KanuuispHele cocyisl. Ilocnenctsus anurenbHoro
BO3ZEHCTBMA TaKoro «IpocauyHMBaHuA» HeusBecTHbl. [lpeanonaraemsie
MaUMEeHTh! JOMXKHbI OCO3HABATH TAKYI0 NOTEHUHATbHYIO BOIMOXHOCTD (CM.
«[ToGounbie IPPeKTb! U HEKENATENbHBIE ABICHHUA»).

e B oaHy MoOn0uHYIO Xejle3ly YCTaHaBJIHBAETCA TONBKO OJMH MMIUIAHTAT.
Komnauusa Mentor He pekoMeHIyeT pa3MellaTh HECKOJILKO HMILIAHTAaTOB
OQHH NoBepx Apyroro. McnbiTaHMs MMNIAHTATOB B TaKHX YCJOBHAX
NpUMEHEHHUS HE NPOBOAM/IMCHL, YTO HE MO3BOJNAET rapaHTHPOBAaTh KX
LENTOCTHOCTb B CBA3H C BO3MOXXHBIM HCTMPAHHEM H M3HOCOM MAaTEpHANOB.
[MonoGHele upe3MepHbie HAarpy3kH MOrYT NMPHBECKH K ocnabneHuio Win
pa3phiBy MPOTE30B.

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, including providing a comparison of
the risks and complications of alternative procedures. Patients should be
advised that breast implants should not be considered lifetime implants.

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

e This product is intended for use on one individual patient during a single
procedure. The possibility of damage to the implant and 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
dctermine if a new implant should be inserted. If the implant is damaged,
it must be removed.

e Silicone gel can leak or “bleed” through the semipermeable 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 be made aware of this
potentiality. (See ADVERSE REACTIONS/EVENTS section of this
insert.)

e 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.
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3anpelaeTca ycTaHOBKa W
BUAOW3MEHEHHbIX UMMNNAHTATOB.

BOCCTAHOB/EHWE MOBPEX/AEHHbIX WK
McnbiTaHWS Ha BO3AeCTBME NPU  KOHTAKTe /NeKapCTBEHHbIX CPeAcTB
(Hanpumep, aHTUBNOTUKOB M CTEPOMAOB) C MPOTE30M NPOM3BOAUTENEM He
NPOBOANUCD, noaToMy COBMECTHOE nx McnonbL3oBaHue He
pekoMeHAyeTca. XWUpypr, TMpPUHUMaKOWWUI peuleHne 0 HasHayeHuwu
XUMUOTepaneBTUYECKUX NEKApPCTBEHHbIX CPeACTB NalMeHTaM C fAaHHbIM
npoTe3oMm, 06s3aH y6eAnTbCA B UX COBMECTUMOCTM C CWUIMKOHOBbIM
31acTOMepoM.

3anpewaeTcs BBOAUTbL UK AeflaTb MHBEKLUUN KAKUX-TMGO IeKAapCTBEHHbIX
Unu APYyrux BewecTB B MWMNAaHTaT. BbinonHeHWe WHbEKUUIA uyepes
060/M104KY MMNAaHTaTa NPUBOAUT K HAPYLWEHUIO LeNOCTHOCTU M3aenus.
Ecnun Tpebyetca o6paboTka 06nacT pasmelleHMs MMnaaHTaTa pacTBOpPoOM
NoBUAOH-0a, 06paboTaHHas MOBEPXHOCTbL /1I0XKa ANA NpoTe3a NOANEXUT
TWaTenbHOMY NPOMbIBAHUIO (PU3NONOTMYECKUM pPacTBOPOM A0 MOMHOrO
yfaneHns ocTaTKOB pacTBoOpa.

Mpu npoBeAeHNK NpeaonepaLNoHHOW OLEHKN OopMbl, pasMepa 1M noxa ans
MMNNaHTaTa He0o6X0AMMO YUYMTbIBaTb NOMNPABKN Ha 4OCTaTOYHOE NMOKPbITHE
MMNNaHTaTa MATKUMW TKaHSIMW MOJIOYHOWN XXenesbl. Heo6XoanMMo Takxe
YUUTbIBATb BCE BUAbI HArpys3oK (AaBneHue, cuna, HaTsaXeHue U T. Mn.),
KOTOpPbIM NOJBepraeTcs BblIbpaHHOE MeCTO YCTAaHOBKW MMMAaHTaTa.
MonagaHWe WMHOPOAHbLIX TeN B OpraHM3M MOXeT MPMBECTU K PasBuUTUIO
cerncuca, KpOBOTEUYEHUO UM TpoM6O3y.

M3BEeCTHblI Clyyan pasBUTMA Yy MaLMEHTOB C TPYAHbIMKW MMNAaHTaTamMm
HEKpo3a TKaHel, U3bA3BNEHNS KOXHbIX MOKPOBOB M 3KCTPY3UU MMNaHTaTa
nof BO3AEWCTBMEM MWKPOBOMNHOBON AnaTepmMuun. He peKomeHAyeTcs
Ha3HayaTb AaHHOE NeYeHne NalLueHTam ¢ rpyAHbIMW UMNAaHTaTaMu.
MauneHTbl AOMKHbI MOHMMAaTb, 4YTO Nt0b6as upeamepHas Hadyska uu
TpaBMa MOIOYHOI XKenesbl MOXET MPUBECTU K pa3pbiBY NMpoTesa.
KomnaHna  Mentor HacTOATENIbHO  He  pPeKOMeHAYeT  MPUMEHSNTH
MHTEHCUBHbIE BHeWHME Hay3KW (Hanpumep, 3akpbiTas KancyaoToMus)
ONA NeYeHUs KancynsapHol KOHTPakTypbl M He HeCeT OTBETCTBEHHOCTU 3a
LLeNIOCTHOCTb UMMNAHTaTa B C/lyYae Bbibopa XMPYprom AaHHOW npoueaypsbl.
MpuMeHeHMWe 3TO TEXHUKN MOXET Bbl3blBaTb PAA OCNOXHEHWIA: reMaToMy,
CMelleHne uMNaaHTaTa wu/unum paspblB 060104KKM. XuUpypr o06s3aH
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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 manufacmrer, and their use 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 through the implant shell will compromise the
product’s integrity.

If povidone-iodine is used within the implant space, the site should be
carefully rinsed with saline to remove the residual solution.

Preoperative evaluation ofthe 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 be susceptible must be
considered.

Sepsis, hemorrhage or thrombosis may result from 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 trauma to
the breast could result in wpllre of the prosthesis.

Mentor strongly recommends against the treatment of capsule firmness by
forceful 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 uses this technique,
several complications may occur: hematoma, displacement of the implant
and/or shell wpllre. The physician should inform the patient of these
potential complications and of alternatives to the procedure. Such
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coobuiMTL nauMeHTy 060 Bcex ITUX MOTEHUHANbHBIX OCNOXKHEHHAX H
AIbTEPHATUBHBIX MeTOAaX JieueHHs. [TogoOHbIe upe3MepHbIe Harpy3KH WK
TPaBMa MOJIOYHO# XKeJe3bl K NPOoTe3a MOTYT NMPUBECTH K pa3pbiBy NpoTe3a.
Komnauua Mentor He uccnenoBana BO3AEACTBHE JIyweBOH Tepanuu Ha
TKaHH MAaUMEHTOB C MMIUIAHTaTaMM MOJIOYHBIX XKene3 in Vivo, OJHaKo
ony6JIMKOBaHHBIE JaHHbIE CBHICTEALCTBYIOT O BO3MOXHOM MOBBIUICHHH
BEPOATHOCTH KamncCyJIspHOH KOHTPAKTYphI 1oce nydeBoi Tepanud. Kpome
TOro, B JMTepaType onyOiaHKOBaHbl  caeaywolue  HabmoaeHus
OTHOCHTENIBHO BJIMSAHHA JNY4EBOH TEpPalMHH HAa HWMIUIAHTAThl MOJOYHbIX
Kenes: «(a) ecrd MOJNOYHAA Kene3a C MMIIAHTaToM Oblia cBoboaHa oT
$HOpO3HBIX  M3MEHEHMH, JlydeBas TepanMa JaBana NpHeMJeMbie
pe3ynabTatsl; (b) ecnu 3To ObINO OCyimecTBuMo, no3a 45 I'p/5 nenenn
NpeacTaBnsIach npeanovTHTenbHee 6osee BLICOKMX 103; (C) Npu Havale
obnyueHHs HEMEUIEHHO Nnocle PEKOHCTPYKTHBHO# Onepaliu OTMEYaIHCh
XyIUIMEe KOCMEeTHHeCKHe pe3ynbTaThi». PelreHue o Hawane ny4eBow
TepanuM MoOC/€ YCTAHOBKH MMIJIAHTaTa MOJOYHOM Kenesbl JOMKHO
NPHHUMATBCA XHPYPrOM H  OHKOJIOTOM-CMELHAIHCTOM MO Jy4eBoH
Tepanuu.

MepuymOunukansHpli  A0CTYN JUIS YCTAHOBKH HMMIUIAHTaTa He Obln
YTBEPXK/EH H HE PEKOMEHYETCA ANA NPUMEHEHHA.

[poBoauTcs TwaTenbHbIH remMocTas Ul ApeaynpexIeHHUs oOpa3oBaHuA
nocnaeonepauMoHHoit rematomsl. Ecnu  obunbHoe kpoBoTeueHue He
npexpalaercs, PeKOMEHAYETCA OTJOXKHTh YCTAaHOBKY MMIUIAHTaTa 10
OCTaHOBKH KPOBOTEYEHHA.

ACNHpALHOHHYIO TEPanUio [UIA YAAIEHUS T'eMaTOMBbl WJIH CKOMICHHA
CEPO3HOH JKHAKOCTH BOKpYr MMIUIAHTaTa, a Takke Ouoncuio WM
NaMN3KTOMHIO MPOBOAAT C OCTOPOXKHOCTBIO BO H3bexxaHHE MOBPEXACHHA
MMIUIAHTaTa. 3TH Npoueaypbl MNPEACTaBAAT MOTEHUHATbHLIH PHCK
NpOKabIBaHHA HMIIIAHTaTa.

YcTaHOBIEHO, YTO YacTOTa C/y4aeB JKCTPY3WH MpoTesa BO3pacTaeT Npu
ero yCTaHOBKE B TpaBMHpOBaHHble oOmacth -  obodoKeHHbIE,
noJBepriHecs BLICOKOIE 103€ 061yueHH s 1 3apyOLeBaBIIHECA TKAHH, 30HbI
nepesioMOB KOCTEH HITH 30HbBI XHPYPIHHYECKHX BMELIATENILCTB C HCCEUEHHEM
3HAUMTENIbHBIX 00BEMOB TKaHH.

abnormal stress or trauma to the breast and the prosthesis could result in
rupture of 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 experiencing 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/S weeks seemed preferable over higher doses,
(c) irradiation immediately after the reconstructive surgery appeared to
produce poorer cosmetic results.” The decision regarding the use of
radiation therapy following breast implantation should be made by the
surgeon and the radiation oncologist.

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

Careful hemostasis is important to prevent postoperative hematoma
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. These 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: scarred, heavily
irradiated or burned tissue, crushed bone areas or where severe surgical
reduction of the area has previously been performed.

Excessive fibrous capsular formation or contracture may occur around any
implant placed in contact with soft tissues. The incidence and severity of
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Bokpyr nwo60oro mmnnaHtaTta, pasMeLWeHHOro B MATKUX TKaHAX, MOXeT
BO3HWKHYTb u4pe3amepHoe (MUOpPO3HOe KancynsipHoe o6pa3oBaHue wuan
KOHTpaKTypa. YactoTa M TsHKecTb MOAOGHOro OCMOXHEHUS BO3pacTalT,
eCnM B MocneonepauMoHHbIA Mepuoj y nauueHTa obpasyeTcs MecTHas
rematoMa UnuM pasBuBaeTCs MH(EKLMOHHOe 3ab0oneBaHme.

PeweHne 0 MNpPUMEHEHUW [AHHOrO0 MMNAaHTaTa Yy MCUXONOTMYECKM
HecTabuabHbIX NaLUMEHTOB MPUHMMAETCA NO YCMOTPEHMUIO XMpypra.
Xupypruyeckas onepauus no MMmnaaHTauum rpyaHbIX MPOTE30B MOXeET
NMOBAMATL Ha CMNOCOGHOCTb KOPMMUTb rpyabko. CneymanmcTbl UHCTUTYTA
meanumnHbl (Institute of Medicine (KOM)) npuwnn K BbIBOAY O TOM, 4YTO
f0KasaTenbCcTBa TOr0, YTO UMNaHTaLmMsa (B 0COBEHHOCTM NepuapeosisipHblii
NOAX0[) MOXET HapylWwuTb fAaKTayuiw W NOBAUATbL Ha CMNOCOGHOCTH
KOPMUTb TPYyAblO, UMETCA NUWb B OrPaHUYEHHOM KONMYecTBe. TeM He
MeHee, cneflyeT OTMeTUTb, UTO MNpeALlecTBYlOLUlas PeKOHCTPYKTUBHAA
mMamMMonnaacTuka (HanpumMmep, MacTaKTOMKUSA) MOXET CTaTb NePBOMNPUUUHON
TaKoro HapylweHus.

Y nauueHToB Cc 3aboneBaHWAMM coefuHUTenbHONn TkaHu (CTO) MoxeT
BO3HMKATb NOBbILWEHHbIA PUCK PACXOXAEHUA KpPaeB paHbl, MHOULUPOBAHUA
M KpoBOTeuyeHuUs (CKOopee BCero, BBWUAY MOCTOAHHOW MeELULUHCKOW
Tepanuu), U NO3TOMY MOXeT noTpeboBaTbCsA MpPOBeAeHUE AaNbHellwero
neyeHus.

HekoTopble nayMeHTbl C TrpYAHbIMWM UMNAaHTaTamMu coobwanu o
NPOSBAEHNAX HEBPONOTUYECKUX W/MAWN PEBMATONOrMYECKMUX 3ab0neBaHuii.
B HacTosiwee Bpems KoMnaHus Mentor cobupaeT gaHHble C TeM, 4TOObI
Aydle OLEHUTb Takue MNOTeHUManbHble PUCKU U UX BO3MOXHYIO
B3aMMOCBA3b C FPYAHbIMU MUMMNAHTATaMW.

MauneHTy cnegyeT 06paTuUThbCA K NNacTUYECKOMY XWPYPry ANS OLEHKM
BIA-ALCL, ecnn y Hero Habnwpgaetca OTCpPOYEHHas cepoma B rpyau
(oTcpoyeHHas 03HauvaeT pa3BuTue 6Gonee yYem uyepe3s 12 mecsiueB nocne
MMnnaHTauuMmu), HoBOe o6pasoBaHWe B rpyan wuam numdageHonatus.
JononHuTenbHyto nHopmaumio cMm. B pasgene B1IA-ALCL Huxe.

MpakTUyeckMe MeToAbl YMEHbLUEHUS WUCTOUHMKOB  HU(EKLUHH H
BOCMasIeHMs 40 onepawlmn:
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this occurrence may increase if postoperative local hematoma or infection
occurs.

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

e 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 lactation and breast-feeding. However, it
should be noted that previous breast reconstruction surgery, such as
mastectomy, may be the initial cause of this interference.

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

e Some patients with breast implants have reported experiences of
neurological and/or rheumatological diseases. Mentor is currently
collecting data to further understand these potential risks and their
possible association with breast implants.

e A patient should seek evaluation by a plastic surgeon to evaluate for BIA-
ALCL if they experience delayed onset seroma in the breast (delayed
means developing more than 12 months after implantation), a new breast
mass or lymphadenopathy. Please see the BIA-ALCL section below for
additional information.

Peri-operative Infection and Inflammation Source Reduction Practices:

The following practices could potentially reduce peri-operative bacterial
infection and particulate based inflammation:

. Perform a layered closure to separate skin/wound bacteria from the
implant cavity.
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[TepuonepaunorHble 6akTepuanbHble HHPEKUMH H BOCMAIEHHE BCIEACTBHE
nonajaaHus 4acTHL MOTEHUHANbHO MOTyT ObIThb YMEHBUIEHbI ClERYIOLUHMH
METOJaMH:

e Buimonuute nocnoiiHoe YyWWBaHME IR TOro, 4TOOBI
KOXHble/paHeBble OaKTEepHH OT MOJOCTH AIA UMIIAHTATA.

o [lo Bo3mMoXxHOCTH H3beraiTe paccedeHHs KapMaHOB, KOTOpbiE cooblaloTcs
C MPOTOKAMU MOJIOYHBIX XKeJle3 M KKeJle3aMHu.

e Uiberaiite HEHY)KHOro TPaBMMPOBaHHMA MPHIETaOWIMX TKaHEH H
MojfepXHBaHTEe MONHBIH reMOCTa3 MNpH CO3JAHMM KapMaHa Juis
HMIUIaHTaTa.

e (Cseaute K MUHHMMYMY BO3J€HCTBME Ha H3LE/IIME BO BPEMA ONEPaLHH,
KOHTAKT C KOX€Ei M KOJIMYECTBO MOMNbITOK YCTAHOBKH B KapMaHe.

e [IlpoBeaute npeaonepauHoHHyl0  NPOGHIAKTHKY  aHTHOMOTHKaMH
BHYTPHBEHHO.

e OTnoxeHHe Ha HUMIUIAHTAaTe B pe3yNbTaTe HENPaBHJILHOTO 0OpaleHHs
BOpCa, MbUIH, TaTbKA, NOPOIIKA I XHPYPrHUECKHX MepyaTok, Bopca ¢
canderok # rybok, cneqoB OT nanbleB, KOXHOro cana M Apyrue
MOBEPXHOCTHbIE 3arpA3HEHHs MOTrYT BbI3BaTh PEAKUWI0 HA HHOPOJHOE
teno. Jis npenoTBpalLEHHs 3arpA3HEHHA HMMIUIAHTaTa M BO3IMOXKHBIX
OCNIOKHEHWH cledyeT CTpOro MPHIACPXKHBATLCA METOLOB acCENTHKH H
ouuctku. Ilepen paboTodt ¢ HMMMNAHTaTOM HEOOXOAHMO MPOMBITH
XHPYPrHYEeCKHE WHCTPYMEHTHI W MepuaTku BO H30bexaHue mioObix
3arpAa3HeHHi.

OTAC/IHTD

. 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 preoperative intravenous antibiotic prophylaxis.

. Lint, 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

Mepnt npeaocTopoXKHOCTH

B o0s3aHHOCTH XMpypra BXOAMT MpENONEPALHOHHOE KOHCYJILTHPOBAHHE

MOTEHUHANBHBIX MALHEHTOB (MM MX NpEACTaBHTENEH) N0 BOMPOCY Pa3BUTHSA

BO3MOXHBIX OCJIOXKHEHHH, CBA3AHHBIX C MPUMEHEHHEM JAHHOTO H3JEIHA.

e [Ilepen umnnanrauueii nporesa HEOOXOAUMO NMPOJICHYHTL CYLLECTBYIOLIME
MHQEKUMH U 10XIAaTLCA BbI3A0POBJICHHS.

e JlobGoit xupypr, CREUHANIH3UPYIOLIMACA HA ONEpauHaX M0 YBEIHYEHHIO
MM PEKOHCTPYKLHH MOJIOHHBIX XeJNe3 C NPUMEHEHHWEM WMILIAHTATOB,
JO/DKEH XOpOWIO BJAaJeThb BCEMH CYILECTBYIOLUIMMH METOJHKAMH
M3MEPEHHA MaLUEHTa, ONpeeTIeHHs pa3Mepa UMIIAHTATa H POBEACHHS
XMPYPrHHECKOil ONEPaLIHH.

Precautions

It is the resposibility of the surgeon to advise prospective patients or their

representatives, prior to surgery, of the possible complications associated with

the use of this product.

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

e Any surgeon performing augmentation or reconstructive mammoplasty
with implants should be familiar with the currently available techniques
for measuring the patient, determining the implant size and performing

surgery.
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O60/10YKY M3 CUJIMKOHOBOFO 3/1aCTOMEpPa MOXHO JIerko mnopesaTb
CKaNibrefieM, pasopBaTh B pe3yfbTaTe MPUAOXKEHUS Ype3MEPHbIX YCUNWIA,
MaHUNYASUUA Cc UCMONb30BaHUEM TYMbIX WMHCTPYMEHTOB WAW MNpoKona
Urnoii. 3To NpuBeaeT K paspbiBy MMnaaHTata. CTpyKTypHas Le/loCTHOCTb
BCEX MPOTE30B MOANEXMUT TuWaTeNbHOW NpoBepke [0 W BO Bpems
uMnaaHTayuu. Mpu obpalieHnn ¢ 3LennemM v BO BPeMS ero MMMaHTauum
cnepyet cob6t04aTh 0CO6GYH OCTOPOXHOCTb.

Bo BpeMs npouegypbl UMNAaHTauuu cnegyeT wu3GeraTb NPUITOXeEHUS
UpesMepHbIX YCUINI UAU U36LITOYHBLIX MaHUMNYNALWUKA, KOTOpble MOTYT
noBpeanTbL UMMNNAHTAT.

JNlto6ble nocnegyrouime Xupypriyeckme npoueaypbl B 061acT¥ yCTaHOBKY
MMNNaHTaTa NPOBOASATCA C MpeAesbHO OCTOPOXHOCTbIO BO M3GexaHue
MoBpeXxAeHus npoTe3a. B cnydyae NOBpeXAeHUS WMMAAHTAT MOANEXUT
YAaNEeHNIO.

Mepes HayanoM  XMPYpPruyeckoil onepauuum  Kaxpablii  umnnaHtat
NMPoBepsloT Ha Hanuuyme paspbiBoB  060/0YKM W OCYLLECTBAAIOT
MOCTOSHHbI KOHTPONb LLENOCTHOCTW U34eNns B TeueHUe BCeil omepaLuu.
3anpewaeTcs MCNOMb30BaTb UMMNAAHTAT B Cllyyae BHECEHUS KaKUX-NN60
MoamduKauuii B OPUTUHANbHYK  KOHCTpyKUMIO.  3anpelaeTcs
MCMONb30BaTb MOBPEX/EHHbIE MpPOTe3bl, a TakKXe MpOTe3bl Mocne
BOCCTaHOBMEHUS U BHECEHUS KaKux-nu6o wmoaudukauuii. Bo Bpems
NpoBefeHNs XWUPYpruyeckoid onepauum pekOMeHAyeTcs [AepXaTb B
onepaLMoHHO 3anacHoi aHAOMpPOTES.

CnepnyeT nsberatb KOHTaKTa M3feNnus ¢ 0AHOPAa30BbIMU MHCTPYMEHTAMMU
NS KayTepusaLuMnm KOHOAEHCATOPHOTO TuUMa, KOTOPbIA MOXET MpuBecTH K
paspbiBY BHelHel 060/104KM MMNaHTaTa.

JononHuTtenbHblEe Mepbl MPEAOCTOPOXKHOCTA MPU MPUMEHEHUN TefeBbIX
rpyaHbix umnnadTtaros SILTEX

He cnegyeT fgenatb CAUTKOM MafneHbKUe paspesbl. [ns YCTaHOBKM U
npesynpexgeHns TMNOBPeXAeHUs MMMNaHTaTa MOXeT mnoTpe6oBaThCs
6onee ANUHHBIA (4eM ANA MMNNAHTATOB C rnagkoli 060104KO) paspes.
MoBpeXxAeHWe MMMNaHTaTa B MpoLecce YCTaHOBKWM MOXeT MPUBECTU K
paspbiBY NpoTe3a B NOCNE0ONepaLMoHHbI nepuog,.

KomnaHusa Mentor peKOMeHAYeT Xupypram npu Bbl60pe ONTUMaNnbHOrO
pasMepa paspe3a M MeTOoAa XWPYpPruyeckoro f[ocTyna Y4YWTbiBaTb Kak
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The silicone elastomer shell may be easily cut by a scalpel or ruptured by
excessive stress, manipulation with blunt instruments or penetration by a
needle. Subsequent rupture will result. All prostheses should be carefully
inspected for struclliral integrity prior to and during implantation.
Meticulous care must be exercised in handling and implanting the device.

Excessive force and overmanipulation 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 could occur. 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
strucmral integrity of the device is not compromised in any way. 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 attempted, should not be implanted. A standby
prosthesis should be available at the time of surgery.

Do not contact the device with disposable, capacitor-type cautery
instruments as damage to the outer shell of the prosthesis may result.

Additional Precautions for SILTEX Gel Breast Implants

Avoid too small an incision. A larger incision than is normally used for
smooth-shelled implants may be required to facilitate insertion and 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 nmalllre and higher profile of the SILTEX shell when choosing
optimal incision size and surgical approach. (See also Implant Selection
section.)
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pasMep HMMNJaHTaTa, Tak M Gonbluyio *kecTKocTb M Oosnee BBICOKHIA
npoduns TekcTtypupoBaHHo#i ob6onoukn SILTEX (takke cm. pasgen
«Bbibop uMmIanTara»).

Hudopmauus 119 nauneHTa H nojayvyenne HHGOPpMHPOBAHHOIO COrIaCHA
XHpypruueckue BMELLATENLCTBA C HCIIONb3OBAHMEM TFeENEBbIX NPOTE30B
MOJIOYHOH JKeNe3bl COMPSXEHb! C  ONpeleeHHbIMH MOTEHUHANbHBIMH
OC/IOXHEHHAMH M PHCKaMH. MIMNnaHTauus >HAONpOTE3a ABJIAETCA IUIAHOBOH
onepauueit. [lepen ee nmpoBeaeHHeM MaLMEHT JOMKEH ObITh MOCTaBjleH B
M3BECTHOCTb 000 BCcex BO3MOXHBIX PHCKax ¥ NPEHMYLIECTBaxX
PEKOHCTPYKLMHH CCEYEHHBIX TKaHE#l W/MIHM YBEIHYEHHA IPydH C NMOMOLUIbIO
IPYAHBIX HMMIUIQHTaTOB W MNOJNy4HTh HHGOpPMaLHIO 00 anbTepHaTHBHBLIX
metogax JedeHHs. Heobxoaumo npeaynpeanTb NAUKEHTOB O TOM, HTO
MMIUIAaHTATHl MOJIOYHBIX JKEJIE3 HE MOTYT CHHMTATbCA MOXH3HEHHBIMH H 4TO B
JanbHeillueM MoXeT noTpe6oBaThbcst JOMONHHTENbHAN  XHPYpruyeckas
oriepauHs 1S YAaJIeHHS WK 3aMEHbI HMIIaHTaTa.

B o06a3aHHOCTH Xupypra BXOAMT BbIOOp Hauiayyuwlero METoAa MPOBEACHHS
KOHCYJIbTalUMit [UIA MauueHTa B npeaonepauvoHHbli nepuoa. Komnanus
Mentor paccudThIBaET, 4TO XHUPYpPr cooOWMT mnauveHTy 060 BCex
MOTEHUHANbHBIX OCIOXHEHHAX M PHCKaX, CBA3AHHBIX C MPHMEHEHHEM
rPYAHBIX HMMJIAHTATOB.

[locne  onepauMu  XHpypr  JOMDKEH  MNpedOCTaBUTb  MALMEHTY
MACHTHHKAUNOHHYIO KapTy ¢ HH¢opMauuelh o ero HMMmaHrare (-ax).
DTHKETKH, npuiaraeMble K HMMIUIAaHTaTaM, CjeldyeT HaK/IeMTb Ha
MIEHTHPUKAUHOHHYIO KapTy nauueHTa. [lauueHTaM peKOMEHAYIOT HOCHTh
HIEHTHQUKAUHOHHYIO KapTy ¢ coboif, 4ToObl 0OMeryuTh OKalzaHue
MEeIHLIMHCKOM MOMOLIH B C/Ty4ae IKCTPEHHOH CHTyaLHH.

[Nocne onepaunu nNauMeHTa HYXXHO NPOHHPOPMHPOBATL O HEOOXOAUMOCTH
110C/1€0NEPaLHOHHBIX OCMOTPOB M PETYJIAPHOro MIAHOBOro obcCienoBaHUA y
TepanesTa, YTOObl BHIABMTH PaK MOJIOHHOH XKene3bl NpH ero BO3HHKHOBEHHH.
Taxxke cnenyer npeaynpeauTb MalHEHTOB O TOM, YTO B Cy4ae MJAHOBOI
onepauMH B 00JacTH IpyaH HYXHO COOOWMTH TepaneBTy WM XHPYpry o
HUIMYHUM HMMIUIAHTaTa, a nepeid NPHMEHEHHEM MECTHBIX JICKAPCTBEHHBIX
npenaparoB, HanpHMep, CTEpOHAOB, B 00nacTH rpyaAH COBETOBATLCH C
TepaneBToM Huau (apmauetom. Kpome TOro, HeobxoauMo NOCOBETOBAaTh

Patient education and informed consent

The surgical procedures associated with the use of gel breast implants are not
without potential complications and risks. The use of this product is 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 method 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.

After surgery, surgeons are to provide the patient with the Patient ID Card
with information on the implant(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 of 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 experience any problem related to her breast implants.
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nayneHTy obpaliatbCs K XMPYpry npu Kakux-nu6o npo6remax, CBA3aHHbIX C
MMNAaHTaTaMy MOJIOYHBIX XEenes.

YKA3AHWNA MO NPANMEHEHWIO

CywWwecTBYOT pa3/iMyHble MeTOA4bl XUPYPrUYeckoil pPeKOHCTPYKLUM uan
YBENNUYEHNS MOJNIOYHBIX Xene3 ¢ MMNAaHTauuel refnesblX NPOTE30B, MO3ITOMY
XUPYpPry pekoMeHAyeTcs MCMOMb30BaTb CMNOCO6, KOTOPbIA, MCX0As M3 ero

NpPakTUKNW W NPOGecCMOHaNbHOro MHEHUsA, SBASETCA HaWAydywum Ans
KOHKPETHOro nauueHTa. Huxe onucaHbl npoueaypbl, pPeKoOMeHAyeMble
KoMmnaHueli Mentor 4ns refesblX MMMNAAHTATOB. -

Bbi6op umnnaHTtaTa

K BaXHbIM onpefensluM (akTopam, KacallWMWMCA XUPYPrUYecKoro

BMeL,aTenbCTBa M BbIGOpa pa3Mepa, OTHOCUTCA clefytollee:

e AMnNaHTaT He AO0MXKEH 6biTb CAUWKOM ManeHbKUM WKW  CNLWIKOM
60NbL UM MO CPABHEHUIO C pasMepaMy rpyAHOM KNeTKM nauueHTa.

« [JlocTaToyHas TOMUWMHA MATKUX TKaHell MOMIOYHOI enesbl ANA NOKPbITUS

MMMaHTaTa.
« [Ons nayueHToB C WCTOHYEHUEM WAW MNOXUM COCTOSSHUEM TKaHel
MOMIOYHON Kenesbl MNpPeAnoYTUTENbHLIM  ABNAeTCS CYBMYCKynspHoe

pacnofoxeHue MMNAaHTaTa.
e [lns NAOTHOrO MpuaeraHnus MMNAaHTaTa K rNagkoi MOBEPXHOCTU CO34alT
XOpOL,0 CHOPMUPOBAHHBIN CYXOi KapMaH COOTBETCTBYIOLLEr0 pasMepa U
CUMMETPUYHOCTHU.
CoobueHus B MeAMLUHCKOI nuTepatype npegnonaratT, uTo
npodunakTMyeckoe neyeHne aHTMGMOTUKAMU MOXET 6bITb MOKA3aHO BO BPEMS
nocnefytownx CTOMaToNoOrMUYecKMxX WA APYTUX XUPYpPruvyeckux npoueayp
4NS NaUMeHTOB C HEKOTOPbIMW TMNAMM CUIMKOHOBBIX MMMNIAHTATOB.
MauneHTOB cneayeT CheuManbHO PaccCnpoCUTb OTHOCUTENIbHO WUCTOPUM
60Me3HM, BKIOYAKOLWEA No6ble TUMbLI annepruyeckux peakuuii Ha nwo 6o 13
mMaTepuanoB UMNAAHTaTa UM HanONHUTENeid.
Mpoueaypa NpoBepPKU TefeBblX FPYAHbIX UMNAAHTATOB
HenocpeACTBEHHO Mepes UCNOb30BAHWEM UMMNAHTAT NOANEXUT NPOBEPKE Ha
MPOXOAMMOCTb W LENOCTHOCTb 060104YkM. [lpoBepka MPOBOAUTCS MyTeEM
aKKypaTHOro nNpolynbiBaHWA NPOTe3a pyKamMu M nanblaMn U BHUMATENbHOTO
ocMOTpa 060/104KM AN MOUCKA MECT YyTeUKu rens.
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INSTRUCTIONS FOR USE

The implantation of gel-filled prostheses for breast reconstruction or
augmentation involves a variety of surgical techniques; therefore, the surgeon
is 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 gel-filled 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.

¢ Available tissue must provide adequate coverage ofthe implant.

e Submuscular placement ofthe implant may be preferable in patients with
thin or poor quality tissue.

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

Reports in the medical literature suggest that prophylactic antibiotic treatment
may be indicated during subsequent dental or other surgical procedures for
patients with some types of silicone implants.

Patients should be specifically questioned regarding a medical history
involving any type of allergic reactions to any of the implant materials or
filling agents.

Testing Procedure for Gel Breast Implants

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

Kax bl npoTe3 NocTaBNAETCA C ABYMS 9TUKETKaMu AN MeAULMHCKON KapThbl,
COfilepXXalyMMM HOMep Mo KaTanory, HOMep napTWuM U CepuiiHblii Homep (B
COOTBETCTBYHOUMX cnyyasx) wusgenua. OpfHa U3 3TUX CaMOK/EH L NXCS
39TUKETOK HAHOCUTCA Ha KapTy nauueHTa. Ha 3TMKeTKe YyKa3sblBaeTcs
nonoXeHue (cneea MAM Cnpaea) KaXjoro MMnnaHTata M gata NpoBefeHWs
onepauyuu.

XPAHEHWE, OBPALLEHVE N YTUTM3AUNA YTIAKOBKUA

[aHHoe n3genve He TpeGyeT cheuManbHbIX YenoBUii XpaHeHus. MmnnaHTat
npowen  MpoBepKy Ha  CNOCOGHOCTbL  BbIAepXWBaTb  BO3feiicTBue
9KCTPEManbHbIX TeMMepaTyp W BNAXHOCTW BO BpemMs WUCNbITaHUA Ha
YCKOPEHHOE cTapeHune. Y Tunmsaumus v nepepaboTka ynakoBoYHbIX MaTepnanos
M34enus ocylecTBNAETCS B COOTBETCTBMM C MNOCTAHOBMEHUAMU MEETHbIX
OpraHoB BnaeTW U NnaHamyu nepepaboTKM OTXOA0B.

Pucku, cBsizaHHble C Xnpyprumyecknmm onepaynamm

PWCcK pa3BUTWS OC/IOXKHEHWIA CywecTByeT npu /60N XMPYPruyeckom

onepauum M MOXeT ObITb CBSI3aH KakK HEMOCPEACTBEHHO C camoii onepauuei,

Tak U e aHecTe3uneli. K Takum puckam OTHOCAT:

* VH®peKuMoHHoe 3aboneBaHue, nposBAsto L eecs cnegyrowmumm
CMMNTOMaMW: Xap, NPUNyXa0cTb, 60/1e3HEHHOCTb, NOKPACHEHWNE KOXW W
NNX0Paj0y4YHOe COCTOSSHUE, KOTOPble MOTYT BO3HUKHYTb HEMOCPEACTBEHHO
B NnocneonepayuoHHbIi nepuog unm B n06oli MOMEHT noefne ycTaHOBKMU
MMNAaHTaTa NpyM OTCYTCTBMU KACCUUYECKUX CUMMNTOMOB. MH(EKLUN MOTYT
MPUBECTM K PasBUTUIO CMHAPOMA TOKCcUYeckoro woka (CTLW). CumnTombl
CTLW BKAOYaAKT, CPpeAn NMpoyero, BHe3anHoe MOBbIWEHME TeEMMepaTyphl,
pPBOTY, AMapetd, NOTEP CO3HAHUS, TONOBOKPYXXEHMWE U CbiNb, MOXOXYI Ha
CONIHEYHbIA 0Xor. Cnocobbl NeYeHnss MHPEKLMM MOTYT BapbMpoBaTbCs OT
NMPUMEHEHUS aHTUBUOTUKOB BHYTPb UM BHYTPUBEHHO 0 XUPYPTrUYECKOro
yAaneHusa ycTpoiicTea.

e QOO6pasoBaHWe TremMaTOMbl, BHELWIHe MPOABAsIOULEECS  YBEIMYEHUEM,
60M1e3HEHHOCTbIO MPU Manbhnauuy¥ M W3MEHEHMEeM LBeTa TKaHei, MoXeT
notpe6oBaTb XWPypruyeckoii sBakyauuu. [MpoBoAMTCS Tl aTeNbHbI
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Recording Procedure for Gel Breast Implants

Each prosthesis is supplied with two Patient Record Labels showing the
catalog number, lot number and serial number (if applicable) for that unit.
One of these pressure-sensitive labels should be attached to the patient’s ehart.
The implanted position (left or right side) of each prosthesis and date of
surgery should be indicated on the label.

STORAGE, HANDLING AND PACKAGING DISPOSAL
INFORMATION

There are no special storage conditions for this product. The product has been
tested after exposure to temperature and humidity extremes during
accelerated aging. Follow local governing ordinances and reeycling plans
regarding disposal or recycling of the device packaging materials. Mentor
requests that any explanted product related to a product complaint or adverse
event be returned to the rnanufaemrer Mentor. Please see the Product
Evaluation section below.

Risks of the procedure

All surgieal procedures have a small risk of complication inherent to the

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 ofthe device in the absence ofclassic symptoms. Infections may
result in Toxic Shock Syndrome (TSS). Symptoms of TSS include, but
are not limited to sudden fever, vomiting, diarrhea, fainting, dizziness
and/or a sunburn-like rash. Treatment for infection can range from
administration ofantibiotics orally or intravenously up to surgical removal
of the device.

Hematoma formation, which is manifested by enlargement, tenderness,
and discoloration of tissue, which may or may not require surgical
evacuation. Careful hemostasis is important to prevent postoperative
hematoma formation.
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reMocTas I NpeaynpexacHHs o0pa3oBaHHA MNOCIEONEPaLHOHHOIMN
TE€MaTOMBI.

e CepoMma npeacrasnser coboit HeuyacToe OCNOXKHEHHE, NpPOABIAIOUICECH
NPUNYXJOCTbI0 TKAHEH MOJIOYHOH JKejle3bl, BbI3BAHHOH CKOIUIEHHEM
CEepO3HOM KHAKOCTH B MOJIOCTH KapMaHa BOKPYr MMIUIaHTata. Moxer
TpeboBaTh MM He TpeOOBaTh IBAKyaLMH KHIKOCTH XHPYPIrHYECKHUM Ny TEM.
Bo3Hukaer Bckope nocie XHpYpPrH4eckoit onepauuH HAH HECKONBKO JET
CnycTs. ITHOJNOrHA HEACHA.

o KpoMe TOro, CyLIECTBYIOT PHCKH, CBA3AHHBIE C IPHMEHEHHEM aHECTE3HH.

e Seroma formation is a rare occurrence manifested by swelling of the
breast from a collection of serum within the implant pocket, which may
or may not require surgical evacuation. This can occur soon after surgery
or years later and the etiology is obscure.

o There are risks from the anesthetics as well.

Puckn, cBsizaHHbIe ¢ HMIJIAHTALHEH IPYAHBIX NPOTE30B

KancyispHas KOHTPaKkTypa

KancynapHas KOHTpakTypa sBnsieTc 0lHHM U3 Hanbosee pacnpoCTpaHEHHbIX
no6ouHbiX 2QPEeKTOB NPUMEHEHHA IPYAHBIX HMIIAHTATOB. XHPYPrUYECKHH
KapMaH [UIA pa3MellleHus UMIIAaHTaTa, KOoTopbli popMHpyeTCs 3a MOJIOYHOM
*ene3oit, tMeeT HeMHoro OonbLIKii (YeM y uMNIaHTaTa) pasmep. B Hopme npu
32KHBJICHHK PaHBI BOKPYr MMIUIaHTaTa ¢opmupyerca ¢pubposnas obonouka
(kancyna), KOTopas B OTIENbHbIX Cly4asX, YTOJWAACh, COKpalaeTcs
HacTO/MIbKO, YTO CXHMMAET MMIUIAHTaT, NOCTHras pa3iM4HOH CTEMeHH
TBEpAOCTH. B caMBbIX XyIIUMX ciayyasx 4pe3MEpPHOE YTOJILEHHE Kancysibl
BLI3bIBAET OTBEpIAEHHE, Oose3HEHHbie oOllylleHHs B 00NaCTH YCTaHOBKH
MMMIaHTaTa W/uau ero gepopmMaunio. KoHTpakTypa MOXET BO3HHKHYTh B
nocieonepaHoHHblii NEpPHOA MM HECKONLKO JIeT cnycTds U OwiBaer
ONHOCTOPOHHEH, ABYCTOPOHHEH HJIH acHMMETPHYHOH. XHpypruueckoe
yllaJieHHe MK HcceueHue pyOLoBOH TKaHH YCNEUIHO YCTPAHAET OCNOXKHEHHE,
HO He PHCK (Hepeaxuii) NOBTOPHOTrO ero pa3BHTHA. [IpuunHbl oOpaiosanus
KOHTPakTypbl nnoxo u3yueHbl. [IpuMmensBlMiica pakhee cnocob neveHus
KOHTPaKTypbl METONOM 3aKpbITOH KancyiaoTomuu (paspuiB pybua nytem
CHJIBHOrO CA3BJIMBAHUA MOJIOHHOH Kene3bl) Ha CErOJHALIHHH JCHb
NPaKTHYECKH HE HCTONb3YETCA.

CreneHb TAXKECTH KancynspHOH KOHTpakTypsl ouenuBaercs ot | go IV no
knaccudmkaunn beiikepa (Baker).

BosmoxHa kansuudukauus ¢ubposnoii kancynsl. Kanbuuduxaums 310
fiBIEHHE, WHOTIA BCTpevaloleecs NpH UIMTENbHOM pyOLeBaHMM TKaHu (B
0CcOGEHHOCTH NPH HAIHYHK pa3fpaxHTeeH, HanpUMep TBEPABIX MONEPEYHLIX
0XOoroBbix py6uos). KansuuduunpoBaHHbie Kancyibl He NpeacTaBiISIOT

Risks specific to breast implant surgery

Capsular Contracture

Capsular contracture is the most common side effect of breast implants. To
accept the implant, a surgical pocket behind the breast is made somewhat
larger than the implant itself. Normally a healing scar forms an envelope
around the implant, which, on occasion, will shrink sufficiently to squeeze the
implant, producing varying degrees of firmness. At its worst, the implant can
feel hard, be painful and/or distorted. This can occur soon after surgery or
years later and may be unilateral, bilateral or asymmetric. Surgical release or
excision of the scar is often successful, but recurrence is not uncommon. The
cause of the contracture phenomenon is poorly understood. In the past, closed
disruption of the scar by squeezing the breast was common, but this is rarely
practiced today.

Capsular contracture is graded in severity on a scale of I to IV by Baker
classification.

Calcification of the capsule can also occur. Calcification is a phenomenon that
is occasionally seen with long-term scarring especially if there is irritation
such as tight burn scars that cross-joints. Calcified capsules may require
removal if the patient wishes relief from her contracture but otherwise seem
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Yyrpo3bl, HO MOryT OblTb yfAaneHbl, €CAN NauWeHT >XenaeT u3baBuUTbCH OT
KOHTpakTypbl. YacTo Hebonblime ouarum Kanbuudpukauuu HabnwpgawTcs B
pasHbl.X YacTAX NapeHXMMbl MOMOYHOW >Kenesbl. Kak mnpaBuno, OHU
onpegensiTcs BPauyoOM-pPEHTIeHO/10TOM Kak [06BpOKayeCTBEHHbIE
06pa3oBaHUs, HO MHOrfAa, 4YTOObl WMCKIKUYUTL 3/10KAYECTBEHHYK OMYyXO0b,
MOXeT noTpe6oBaTLCA NpOBeJEeHME Guoncuu.

Pa3prB nMnaaHTarta

FpyAHble UMNANaHTaTbl HE MOTYT CAYXWUTb MOXMW3HEHHO. XOTA paspbiB
BO3MOXEH 4epe3 N060e Bpema MocAe MMNAaHTauuu, pag MccnefoBaHuUin no
M3YYEeHWID pas3pbiBOB  3aMOAHSAEMbIX refeM OfHOKamMepHbIX (YAHbIX
MMMNNaHTaTOB TeKYL,ero NoKOMeHNs pasHblX MPOM3BOANTENEA, OKPYTN0A mUamn
MHON hOpPMbI, UMEOLLMX MApPKNPOBKY «CE», co BpeMeHeM (c noMolbio MPT)
nmokasan corfacylwlimMecd CXOAHble pe3ynbTaThl, YyKasbiBalolne, 4TO
OXWAaembli cpefHUIA CpoK CNy>x6bl npeBbiwaeTt 10 feT.

XO0T CUNMKOH He noABepXeH 6MONOrMyeckoMy pasnoXeHuto, ob6osouvka
MMMaHTaTa MOXeT pa3opBaTbCd B pe3ynbTaTe M3HOCA WAM MNpPAMOro
nospexpaeHns. B cnyuvae paspbiBa 060104KM MMMNaHTaTa refb 0ObIYHO
yaepxuBaetca (GuOpPO3HOM  Kancynoi B npegenax CHOPMMPOBAHHOTO
XUPYPrMyeckoro kapmaHa (MHTpakKancynsipHbli pa3pbiB) U 06HapyXuBaeTcs
Tonbko npu  MPT (CKpbITbIi paspbiB); 3Q(PEeKTUBHOCTb 06HapPYXeHUS
pa3pbiBOB 3TWM MeTOAOM cocTaBaseT o0Kono 85 %. B cnydvae paspbiBa
(hMOPO3HON Kancynbl refb MOXeT nonacTb B 6/uM3nexawime CAOM TKaHWU U
TKaHW MONOYHOW Xenesbl (3KCTpakancynapHbliil pa3pbiB). boabwas YacTb rens
oCTaeTcs B npejenax MOSOYHOW Xenesbl, TEM He MEHee, UMeTCA CO0OLLeHNA
0 PeAKUX cnyvasx mudayuu rens B pykKy, NepuHEBPUN UM GPHOLLHYO CTEHKY.

Mpu npocaunmBaHuu Trens 3a npedenbl (GUOPO3HOK  Kancynbl pa3pbiB
MMnnaHTaTa  MOXeT 6biTb  AMArHOCTUPOBaH  MpU  YNbTPasByKOBOM,
mMammorpaguyeckom W (U3UKaNbHOM  WUCCNeAOBaHMAX. BONbWMWHCTBO

M3BECTHbIX CNy4YaeB pa3pbiBa MMNAAHTATOB OTHOCUTCA K UMNiaHTaTam ¢ 6onee
XPYNKOR, TOHKON 060N04YKOI, KOTOpble yCTaHaBiuBanucb B KoHue 1970-x
rogos.

Pa3pblB cnegyeT noA03peBaTb B CAy4vyadaX W3MeEHeHWS CBOWCTB M3aenus,
HanpumMmep, NOABMEHUS NOCTOAHHOrNO OAHOCTOPOHHEr0 YyBCTBAa XOKEHUS WM
M3MEHEHUA MATKOCTW, TEKCTypbl uan ¢opmbl MmnnaHTata. PakTnyeckas
4yacToTa BO3HMKHOBEHUS pa3pbiBOB HEM3BECTHA B CUY CKPbITOr0 XapakTepa u
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to be harmless. Small foci of calcification are commonly seen anywhere in
the breast parenchyma. They can usually be identified as benign by the
radiologist but on occasion may require biopsy to rule out a malignancy.

Rupture of the Implant

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, CE marked, round and shaped silicone gel-filled
breast implants of various manufacllirers over time (using MRI evaluations)
have consistently reported similar results indicating the average expected
lifetime exceeds 10 years.

W hile the silicone material itself has not been shown to biodegrade, the shell
may wpllre due to wear and tear, or direct injury. If the implant shell is
ruptured, the escaping gel is usually contained by the scar envelope in the
surgical pocket (intracapsular) 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 (extracapsular). Most of the escaped gel remains in the immediate
environment of the breast but on rare occasions it has been reported to migrate
down the arm, into nerve sheaths or into the abdominal wall. Ultrasound,
mammography and physical examination may also diagnose these rupmres,
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 unilateral burning sensation or a change in softness,
texture or shape of the implant. Because of the silent nallire of most ruptures
and the difficulty of diagnosis without surgical exploration, the true incidence
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TPYAHOCTM AMATHOCTUPOBAHUA GOMbIIMHCTBA M3 HUX 6Ge3 AMarHOCTUYECKOI
onepauun. CoBpeMeHHble UMNNaHTaTbl WMeEKT 6Gonee TONCTYH, MPOYHYIO
060/104Ky W TefeBble HAMOMHWUTENN TNOBbIWEHHOW BA3KOCTU. [POBOAUTL
CpaBHEHUS OXWAaeMbiX WA (aKTUYeCKMX MNoKasaTeneil 4acToThbl PaspbiBOB
COBPEMEHHbIX WMMNNAHTATOB C MOKa3aTensAMu, MONYyYeHHbIMU B MNpPOLIMOM,
cnefyeT ¢ OCTOPOXHOCTbIO, 0OCOGEHHO ecin (Y4TO CAy4YaeTcs Yalle BCEro) peyb
naeT 06 MMNAaHTaTax HeW3BECTHOW MapKW, Mofenu 1 Tuna. Mpu NoBpexXgeHnw
MMNNaHTaTa MoKasaHbl €ro ypganeHue WAM 3aMeHa, B 4acTHOCTW, Tpu
06HapYy>XeHUU B NapeHXMMaTO3HON TKaHW MONOYHOI Xefesbl, MOCKONbKY 3TO
MOXET 6bITb MPUHATO 3a ONYXO0Nb UAN NOMeLaTb ONpPeaeneHnIo onyxonu.
MprunHbLl paspbiBa MMNAaHTaTa BK/OYalOT, Cpeau MPOYero: MNOBpexXpaeHue
XUPYPTUYECKUMN WHCTPYMEHTAMU, MHTpa- M MOC/eoNnepaLuoHHY0 TpaBMmy,
M36bLITOYHOE HAMPsXKEHWe WAW  MaHUNYAsuuM B XO0Ae MOBCEAHEBHOI
AeATEeNbHOCTM, Hanpumep, NpU WUHTEHCUBHbBIX (MU3NUYECKUX YMPaKHEHUSX,
3aHATUAX KOHTAKTHbIMW BUAAaMU CMOPTa, 06bIYHOM PYYHOM MaccaxKe, TECHOM
(hM3MUYECKOM KOHTaKTe U CXaTuu BO BpeMs MaMmMorpaduu.

MN3meHeHNA YyBCTBUTE/IbHOCTHU
)Kes1e3/60N1e3HEHHOCTb MOMOYHbIX Xene3
No6as xupypruyeckas onepaumsa Ha MOJOYHbIX Xefle3ax MOXET NMpUBeECTU K
CHUXEHWID UMW  MOBbIWEHUK YYBCTBUTENbHOCTM COCKOBO-apeospHbIX
KOMMMEKCOB M/MNN NOLMOBEPXHOCTHbLIX C/MIOEB KOXWU TPyAu. TN U3MEHEHUS
MOTYT OTANYaTbCA N0 MHTEHCUBHOCTU U HOCUTb BPEMEHHbIA MAN NOCTOAHHbLIN
XapakTep. Vi3MeHeHWe YYBCTBUTE/bLHOCTM COCKOB WAM TpyauM MOXeT, B
HEeKOTOpbIX  CAy4aax, OTpuuaTeNnbHO  CKasaTbCH Ha  CeKcya/lbHOW
YYBCTBUTENbHOCTU U 3aTPYAHUTb TFpyAHOe BCKapMauBaHue. [lonaratT, 4To
3TN U3MEHeHWs 06YCNOoBMeHbl MOBPEXAEHUSAMU UAW PACTAXEHUEM HEPBOB B
pesynbTate onepayuu. Cneunduyeckoro JfevyeHWs ITOr0 COCTOAHWUA He
CYyLLecTByerT.

BONbWMUHCTBO XEHLLNH, MEPEHECLLUUX YBENNYEHNE NN PEKOHCTPYKL IO TPYAU
C MCNONb30BaHWEM TFPYAHbIX WMMAAHTATOB, B MOC/eONepaLuoHHbIN Nepuoj
nepexxuBalT 60MeBble OUWLyULeHWA B 061aCTW FPyAU U/MAWM TPYLHOW KNETKMW.
XoTd B HOpMe Yy 6O0MbUWMHCTBA JKEHWMWH 601b MNPOXOAUT MO Mepe
BOCCTAHOB/MEHWS MNOCAe Onepauuu, y HEKOTOPbIX NauMeHToK 60/b MOXeT
NPMoBpPecTN XPOHUYECKN XapakTep. XpoHMYeckas 60/1b MOXET 6bITb CBA3aHa

COCKOB H MOJI04YHbIX
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is unknown. Current products have thicker and stronger shells and more
cohesive gel contents. Caution should be used when comparing expected or
actual rupture rates of current devices to historical incidences, especially
when, as is often the case, the brand, vintage and type of device is unknown.
Explantation and/or replacement may be indicated if the implant fails,
especially if it is seen in the breast parenchyma as it could be confused with
or mask a tumor.

Causes of implant wpllre include, but are not limited to: damage from
surgical instruments, intraoperative or postoperative trauma, excessive
stresses or manipulations as may occur during daily routines such as vigorous
exercise, contact 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-areolar region. These
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
stretching of the nerv'es from the surgery. There is no specific 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 heal after 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



C remaTtomoi, wmurpauyueii, WHhekuned, CAUWKOM 60NbWINUM pasMepoM
MMNNaHTaTa UAM KancynspHOW KOHTPaKTypoil.
BHe3anHas ocTpas 60/1b MOXeT 6bITh Bbl3BaHa pa3pbiBOM MMMNaHTaTa.

CHmxKeHne 3(PeKTMBHOCTM MaMMOrpauyeckoro o6cnefoBaHua npu
ANarHOCTMKe pakoBbIX 3a60/1eBanHIi/KanbLneBble OT/IOXKEHUS

MOCKONbKY CUIMKOH HEMPOHWLAEM AN PEHTITEHOBCKUX Nyuyeld, TEOpeTUYEeCKM
MMMNAaHTaT MOXeT MOMeLWaTh paHHEMY BbISIBIEHUID PaKOBOro 3aboneBaHus ¢
nMoOMOLLbK MaMmorpaguyeckoro 06cnefoBaHUsA, TakK KaK 4acTb MOOYHON
Xenesbl 0CTaeTcs 3aTEMHEHHOW. HOBble METOAMKM CXATWUS MOMOUYHOI XKe/esbl
MO3BONAKT YBENMUYUTbL AOCTYMHYK ANS BuU3lyanusauuu obnacts. C gpyroi
CTOPOHbI, MHOIMe XWPYpPrn CcUUTawT, UYTO UMMOAAHTAT MO3BOMsAET
YCOBEpPLUEHCTBOBATb AMArHOCTUKY ONyX0Neil MeToAOM Manbnauuu. HecmoTps
Ha Ccepbe3Hble TeOopeTMYeCcKUe OMaceHus, NOATBEPXAEHWUN B3aMMOCBS3U
nosgHeil AMArHOCTUKKN 3aboneBaHMs ¢ NPUCYTCTBUMEM TPYAHbIX MMNNAHTaTOB
He BbIfABNEHO. XXEHWMUHbI C BbICOKOW CTEMeHbD puUCKa Ppa3BUTUA paka
MO/IOYHON >Kene3bl [O/MKHbI C OCTOPOXHOCTbK MNOAXOAWTbL K BOMpOCY
UMNAaHTauuMM rpyfaHbIX npoTe3oB. [pu mMammMorpadguyeckom o06cnefoBaHunu
TpebyeTca cCXaTuWe MOJNIOYHbIX KEene3, 4TOo MOXeT MPUBECTU K paspbiBY
MMNAaHTaTa, HO MOCKONbKY [aHHOe OC/I0XHEHWe BO3HWMKAeT pPefKo, 3TO He
LO/MDKHO YAEepXUBaTb XXEHWMWH OT MPOXOXKAEHUA PeryaspHbiX MAaHOBbIX
MaMmorpapuyecknx ob6cnefoBaHuia. Mepeg MaMMorpaguyeckum
obcnegoBaHeEM HEOOXOAMMO COOOLINTL TEXHONOTY O HaMYUM UMNAAHTATOB.
MHorga B cTapbiX py6uax 06pa3ytoTcs OTNI0XKEHUA KafblLWs, KOTOPble MOXHO
06HapyXuTb B N060I uyacTu Tena. TO Xe camoe KacaeTca U (pubBpo3HON
Kancynsl umnnaHtata. O6bIYHO MOAO0GHbIE OT/NOXEHMA 06pasyTca NUllb
yepe3 MHOruMe rofbl Nocne onepauuMy No MMNAaHTauum. Kpome Toro, yacto
[06pOKaYeCcTBEHHOE 0ObI3BECTBAEHME MOXHO YBUAETh HA MaMMOTrpaduyeckmnx
CHMMKaxX B 0CTa/IbHOM 3[0P0OBOI NapeHXWMaTO3HO TKaHW MOIOYHOW Xefesbl,
JaXe ecnu  MOoCcNefHsfs HWUKOrAa He nNofjBepranacb XUPYpPruyeckomy
BMeLW aTtenbCcTBy. Kak npaBuno, Ha PEHTreHOBCKOM CHUMKe MOfOGHbIe
[06pPOKaYeCTBEHHbIE OT/IOXKEHMA KanbUUA OTAMYAOTCA OT Kanbuudukaumii,
KOTOpble CUTHaIM3UPYKOT O HaAW4YMKM 310Ka4YeCTBEHHOW onyxonu. ONbITHbLIRA
Bpay-peHTreHonor cnocobeH onpefenunThb, ABASETCS N NATHO Kanbuusa fobpo-
MMM 3N10KayecTBEHHbIM 06pa3oBaHMeM, OfHAKO WHOTAa, Y4TO6bl UCKAKUYNTb
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capsular contracture. Sudden severe pain may be associated 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 compression improve the amount ofbreast
that can be visualized. Alternatively, most surgeons feel that the device may
improve the detection of tumors by palpation. While of considerable
theoretical 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 getting 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 deter a woman from regular, routine
mammographic screening. Before the mammography exam, women should
inform the technologist that they have implants.

Calcium deposits are seen occasionally in old scars anywhere in the body and
this is true ofthe implant capsule. This usually does not occur until years after
implant surgery. Benign calcifications are also commonly seen on
mammography in otherwise normal breast parenchyma even in breasts that
have never been operated on. These benign calcium deposits usually have a
different x-ray appearance than the calcifications that signal a malignancy. An
expert radiologist can usually determine if a 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 calcium in the scar capsule
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3/10KAYEeCTBEHHYH  OMyX0/ab, MOXeT noTpeboBatbca  6uoncus.  Hert
[oKa3aTeNbCTB TOr0, 4YTO Y >KEHWWH C TPYAHbBIMW UMNAaHTaTamu Takue
OT/IOXKEHMNA BCTPEYaTCA Yalle MAN pexe, YeM Y XEeHWMH 6e3 nMnaaHTaTos.
MHorue rofbl CycTa y HEKOTOPbIX MaLMeHTOB MOXeT 06pa3oBaThCsa TOHKUIA
CNoli KanbuWeBbIX OTNOXEHWA B (hMOPO3HON Kamcyne BOKPYr UMMaaHTaTa.
MpakTuyeckn Bcerga Takoe o06pa3oBaHMe CBA3AHO C  KancynspHOW
KOHTPaKTYpOil, HO He Bbl3blBaeT KaKUX-NM60 M3BECTHbLIX Npobaem.
JKCTPY3nA nmnnaHTara/damesienmoe 3aXkKMB/ieHNe paHbl

Ype3mepHoe faBfeHMe MOKPOBHbIX TKaHeiW, nepefo3npoBKa CTEPOUAOB Mpu
06paboTKe  XMPYPruyeckoro KapmaHa And  uMMnOaaHTata, a  Takxe
XWpypruyeckas WAW BHEWHAS TpaBMa MOFyT cTaTb MNPUYUHOW pasBuUTUSA
HEeKpo3a KOXMW W/MAM OTTOPXEHWs TKaHeWl, NPUBOAALWEr0 K OTKPbITUIO
MMnaaHTaTa.

[laHHOe 0OCnOXHeHWe [JOBONMbHO pefko Habnwpaetca Yy MaLWMeHTOB,
nepeHecwWMx onepayuto No yBeIMYEHUIO FPYAU, HO MHOrLa OTMevaeTcs Mnpu
6onee TpaBMaTUUHbIX AN MATKUX TKaHeN YCNOBUSAX PEKOHCTPYKUUWU rpyau
nocne MacT3KTOMUWU, MECTHOFO NOBPEXAEHUA TKaHu u/mnm obnydenus. Mo-

BUANMOMY, 30Hbl pyb6ueBaHWA, o0cob6eHHO nocne o6aydyeHus, Haubonee
nogBepXXeHbl  MOBPeXAeHWto. Tpu  3KCTPY3UM  UMMNAHTATOB  MOXeT
noTpe6oBaTbCA UX XMPYpPruyeckoe ypaneHue.

CMopumBaHMe  MMMNNaHTaTa/|leyfoB.1CTBOPEHHOCTE  KOCMETUYECKUM

pesynbTatom/acMMMeTpUSA

Oﬁpa3OBaHI/Ie BNANMBIX n/ivnn naabnMpyemMbiX MOPUWWH B UMNNaHTaTeE CBA3aHO
C NCTOHYEHUEM NOKPOBHbIX TKaHeVI, CTeneHblo KancynﬂpHoﬁ KOHTPaKTypbl K
CTPYKTYpOI NOBEPXHOCTM 060104YKM UMNNaHTaTa. Ha TpaguLMOHHONW rnagkoi
MOBEPXHOCTH reneBblX UMNNaHTAaTOBMOPL UHBI o6pa3yr0Tc;1 peako.
HeKOTOpre aBTOPbl ONNCbIBAKDT METOANKY MaCKMPOBKN CMOPLWUNBaHNA NMYTEM
nepemeuieHna cobCcTBEHHOM )l(VIpOBOVI TKaHn B 06nacTb Hag MMNIaHTaToOM.
Xupyprunyeckas owmbka, paHee NpUCyTCTBOBaBLIAA aCUMMETPUA WU U3BSH,
obpasoBaHMe KeNoOWAHOro MmocneonepaynMoHHOro pybua, Bpems, yBenmuyeHue
Nnnn CHNXXeHne Beca, 6ep6MEHHOCTb N KOpMeHne rpyabko - BCE 370 cnocobHo
YXYAWNTb 3CTETUYECKUE pPE3YNbTaThbl B I'IOC!'IEOI'IepaLl'I/IOHHbIﬁ nepuon wmnn B

nocnegytouem.B  60MblWINHCTBE CAy4YaeB CO BPEMEHEM rpyab  (c
uMmnnaHtTatamm  uam  6e3 HUX) B TOW WAM WHOM CTeMeHW onyckKaeTcs.
AcummeTpus 06bIYHO CBfA3aHa C HEBO3MOXXHOCTbIO NMOMHOCTbIO

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

that surrounds the implant. This is almost always associated with capsular
contracture but otherwise causes no known problem.

Extrusion of the Implant/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
Results/Asymmetry
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-walled gel devices rarely
demonstrate wrinkles. Some have described camouflaging of wrinkling with
autologous fat transfer superficial to the implant. Surgical error, preexisting
asymmetry or deformity, keloid formation of the incisional scar, vagaries of
time, weight gain or loss, pregnancy and 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.

the Implant/Dissatisfaction ~ with ~ Cosmetic
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CKOPPEKTUPOBATb UCXOAHOE pasnnyne Mexay MonoyHbIMKU Xenesamn. Kpome
TOro, OHa MOXeT 6biTb Bbl3BaHa XWPYPrMyecKon OWUOGKOW, aCUMMETPUYHON
KOHTPaKTYpOli MAM pa3pbiBOM MMMOAaHTaTa.

UpesmepHoe pa3pacTaHue BONOKOH KO/niareHa B MecTe paspesa B npoLecce
3a)KMWB/IEHNA NPUBOAUT K 06pa3oBaHMI0 Yy HEKOTOPbIX MAaLMEHTOB HEKPACUBbIX
C KOCMeTMYeCKOI TOUKM 3peHunsa wpamoB. KenongHble pybubl, KOTOPbIE MIOX0
nopgaltTCcA NeYeHMto, 3a4acTyl paspacTalTcsa 3a npefenbl MCXO0AHOTo pyb6ua
M CO BPEMEHEM MOTFyT NpoAo/MKaTb yBenmuumsaTbcA. [unepTpoduyeckune
pyb6ubl B LenoM oaHWuYMBaKTCA npefenaMun UCXOAHOro pybua M Xopowo
nogfalTca KOPPEeKTUPYKLWeEMY nedYyeHW0 (MHBbEKLMM CTepoupoB And
KOHTPONA BblpabOTKM KONMareHa unm Xmpyprmyeckas onepayma no Koppekyum
NOMIOXEHWNA, HANPaBAEHUA AN TUHUK pybLa).

Bo3MOXXHble peaK'Unn Ha CUNMKOH

ﬂ,aHHblﬁ TEKCT ABMAETCA KpPaTKUM 0630p0M onncaHnda, npenctaB/€HHOIo B
MeANUMHCKON nuTepaTtype. KomnaHus Mentor npusHaeT, 4TO UH(poOpMaLUmnsa B
JAHHOM TEeKCTe HOCUT BbICOKOCMNELManN3NnpoBanHblii XxapakTep. TeM He MeHee,
BpayebHasa 3aTMKa M MpakTMKa OMpPefeNsioT Xupypra Kak nocpefHuka mexgy
nponssoanTeneM MNPOMNUCbLIBAEMOro MeAULWHCKOro un3genvd v nauueHToM.
I'Ipo6nema BO3MOXHOIN B3aMMOCBSA3N MeXay uncnonb3oBaHMEM CUNTNKOHa (I/I

APYTUX  WMMONAHTUPYEMbIX  MaTepuanoB) W pasBUTUEM  PasMUHbIX
3a6oneBaHwii sBNseTCs npegMeTOM XapKux HayUHbIX CMopoB.
O6ecnoOKOEHHOCTb BbI3bIBAlOT MMMYHOMOIMYECKWe U HEBPONOTMYecKue

HapyLlWeHUs, KaHLEPOreHHOCTb U 3a601eBaHNsA COEAUHUTENbHON TKaHW.

HecMoTpsa Ha 06LWMPHYI Ka3yuUCTUKY NO MOBOAY LABHO U3BECTHbIX U HEaBHO
ONMCcaHHbIX 3ab60MeBaHWn COEAMHUTENbHOW TKaHW, KOTOpble CBA3bIBAT C
MPUMEHEHUEM  WMMMNNIAHTAaTOB, MHOFOYMUCAEHHble  3MUAEMUONOTMYECcKUe
nccnefoBaHMa NoKasanu OTCYTCTBME KaKOh-1Mbo 3HAYMMOA B3aMMOCBS3M
MeXAy MNpUMeHeHWeM CUANKOHOBbLIX TFPYAHbIX WMMONAHTATOB W NO6bLIMU
M3BECTHbLIMW WAN HOBbLIMW 3ab0NeBaHWAMMWU COEAUHUTENbHOW TKaHU U
WMMYHHOW cucTeMbl. AHanM3oM ny6auMKauuini B MegULMHCKOW nuTepaTtype,
NOCBALWEHHbIX fJaHHOMY Bonpocy (B 4aCTHOCTU TexX, KOTOpble KacawTcs
CUMIMKOHOBbLIX TPYAHbIX WMMAAHTATOB), 3aHWMManUCb YeTblpe aBTOPUTETHbIE
Hay4yHble Tpynnbl CNeuMasucToB B pPas3IMYHbIX 006MacTAX MegULMUHBI:
HesaBucumasa aHanutuyeckas rpynna (Independent Review Group)
(HasHayeHHasa rnaBHbiM BpayoM Benuko6putaHumn), HaunoOHanbHbIA KOMUTET
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Excessive buildup of collagen at the incision site during the healing process
causes some patients to develop scars of cosmetic concern. Keloid scars,
which do not respond well to treatment, often extend 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 may 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 briefsummary of information from the medical literature.
Mentor recognizes that the information 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. The issue of the possible relationship
between silicone (and other implantable materials) and various diseases has
been the subject of significant scientific debate. Concerns include
immunological and neurological disorders, carcinogenicity and connective
tissue disorders.

Despite numerous anecdotal reports 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. These 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 MDL 926), the IOM and the
Scientific and Technical Options Assessment (STOA) Programme
(commissioned by the European Parliament). These four panels have
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no Hayke (National Science Panel) (Ha3HauyeHHbIl cyabeit Pointer no geny
MDL 926 no geny MDL 926), WHcTuTyT meguuuHbl (Institute of Medicine
(OM)) u TMporpamma MO OLEHKe HayYHO-TEXHUYECKUX BO3MOXHOCTeN
(Scientific and Technical Options Assessment (STOA) Programme)
(yTBEpXAeHHaa EBponapnameHToM). o pe3ynbTataM 3TOro aHanusa 6binu
cocTaBneHbl 06beMHble OTUeThl. Bce UeTbipe aBTOPUTETHbLIX OpraHa NpuLan K
eAMHOMY 3aKN4eHUo 06 OTCYTCTBUM KaKUX-NMbO SABHbIX [OKa3aTenbCTB,
CBUAETENbCTBYHIOLWUX 0 MPUYNHHO-CNEeACTBEHHOMN cBA3MN, nam
NMOATBEPXAEHHON  3aBUCMMOCTM  MEXAY TMNPUMEHEHUEM  CUJIMKOHOBbIX
MMMNaHTaTOB MOOYHOMN Xenesbl U PUCKOM PasBUTUSA U3BECTHbIX WN HOBbIX
ayTOUMMYHHbIX 3aboneBaHuii unm 3aboneBaHWin COeAWHUTENbHON TKaHWU.
MpaKTMYeCcKn TakKue Xe pe3ynbTaTbl NMpeAcTaB/ieHbl B 06GHOBNEHHOM 0630pe
2011 r, NOCBSILLEHHOM 3MUAEMMONIOTMYECKUM MYybBnnKaumam B petepupyemoii
MeAMLUWHCKON nuTepaType 3a 2011 .

ConyTcTByHOlWMe HeBponornyeckme npo6aeMbl (Hanpumep, pPaccesHHbIl
CKnepo3 n 60KOBON aMUOTPOPUUECKUI CKIepo3) OTMeYanncb y Heb0NbLIOro
yucna nauMeHTOB C FPYAHbIMKU MMNAaHTaTamu. Mocneayouine nccnefoBaHns
He BbIABUAIN B3aMMOCBA3N MeXJy HeBpOnormyeckumu 3aboneBaHnsMuU u
NMPUMEHEHNEM (PYAHbIX UMMNIAHTATOB.

Bbino  npoBeAeHO  HECKO/NbKO  WCCNeAOBaHWN  C  LENbld  OUEHKU
KaHLEeporeH HOCTM TFPYAHbIX WMMAAHTaTOB, KOTOpPble He MOATBEPAUIU
npesnofioXeHWe O MOBbILWEHHOM PUCKe pa3BUTUA paka. Ha faHHbIi MOMEHT
UccnefoBaHUs MO  OUEHKE W3BECTHbIX W  MOTEeHLMaNbHbIX  PUCKOB,
acCcoLMMUPYEMBIX C XUPYPTUYECKMMM OMepaLusiMm ¢ UCNONb30BaHWEM TPYAHbIX
MMMNMaHTaTOB, MPOAO/KAKTCS.

[OoCTOBEpPHbIX [AaHHbIX O BPOXAEHHbIX AedeKTax W [APYrnux MNoBOYHbIX
LeACTBMAX Ha penpofgyKTUBHYK  CUCTEMY 4YejOoBeKa, CBfA3aHHbIX C
MCNONb30BaHNEM CUMKOHOBbLIX MPOTE30B MOOYHON Xene3bl N1060ro Tuna, B
nnTepatype He 06HapyXeHo. MocnefHne uccnefoBaHus, CMOHCOPOM KOTOPbIX
BbICTYNMAa KoMnaHus Mentor, N03BOAMAM NOAYYUTb HOBble A0Ka3aTeNbCTBA
TOro, YTO CM/IMKOH, MCNONAb3YEMbIA 418 NPOM3BOACTBA MPOTE30B MOJIOYHOIA
Xenesbl, He OKa3blBaeT MOBOYHOro AeWCTBUS Ha PeNPOAYKTUBHYH CUCTEMY
3KCMEPUMEHTAaNbHbIX XUBOTHBIX.

HecMoTpa Ha TO, 4TO TeopeTuyecku nwbas Xxupypruuyeckas onepayus Ha
MOMIOYHbIX Xenesax, B TOM YMC/ie MMNAaHTauns ¢gyaHbIX NPOTE30B, CNOCO6HA
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uniformly concluded that there was no discernible evidence of causal
association or positive risk ratio between exposure to silicone breast implants
and recognized or new autoimmune or connective tissue diseases. Essentially
the same finding was reported in a 2011 updated review of the epidemiology
literature published in the peer-reviewed medical literature in 2011.

Coincident neurological problems such as multiple sclerosis and amyotrophic
lateral sclerosis (ALS) have occurred in a small number of breast implant
patients. Subsequent studies have not demonstrated a relationship between
any neurological disease and breast implants.

Several swdies 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 possible risks
associated with breast implant surgery is ongoing.

No credible reports on birth defects or other reproductive effects in humans
associated with implantation ofsilicone breast implants ofany type have been
identified in the literamre. Recent studies sponsored by Mentor provide
further evidence that silicone materials used in breast implants do not cause
adverse reproductive effects in experimental animals.

Although any breast surgery, including breast implantation, could
theoretically interfere with the adequacy of a woman's milk supply, many

92



HapywuTb BbIpabOTKY AOCTATOYHOrO KONMYECTBa FPYyLHOr0 MOMOKa, MHOrue
XEHLWWHbI C TPYAHBIMW MMMNaHTaTaMu YCNewHOo KOPMAT CBOUX feTel rpyabto.
M3BecTHO, 4TO Nto6as onepauma Ha MONOYHbLIX Xene3ax (Hanpumep, rpygHas
6uoncus) MOXET MNOBAMATL Ha KONMYECTBO BbipabaTbiBaeMOro rpyaHoro
mMosioka. B nocnefHue rofgbl He pa3 MNoAHWMancs BONPOC O CNOCOBHOCTU
CUNMKOHA MPOHMKaTb B TPyAHOE MOJIOKO Y >KEHWMWUH C CUAUKOHOBbIMU
rpyaHbIMY MMNNaHTaTaMyW M ero noTeHuuManbHoOe BO3JeNCTBME Ha 340POBbLE
BCKApM/IMBAeMbIX T[PYyAHbIM MOJIOKOM pfeTeil. OfHaKo camble nocaefgHue
nccnepoBaHUs MO3BOAMAM NOAYYUTb BeCKMe [JoKaszaTenbCTBa OTCYTCTBUSA
B3aMMOCBA3N MEXAY CUANKOHOBbLIMU FPYAHBIMW UMNAaHTaTaMu U pasBUTUEM
No60YHbIX 3PPEeKTOB Yy BCKapMIMBAEMbIX TPYAHbIM MOJOKOM [eTeil.
Cneumanuctel AMepuKaHCKONn akagemun neamatpum (American Academy of
Pediatrics) npuwan K 3aKNOYEHUI0, UYTO Y XXEHLWMWH C uMnnaHtaTtamum HeT
NPUUYNH OTKa3blBaTbCA OT KOpMmJeHus rpyabto. B 2000 rogy cneyunanuctbl
EBponeiickoro KomuTeTa MO0 O06eCMeYeHU0 KavyecTBa M KOHTpons 3a
MEeAULUWHCKUMMW  WU3LeNuaMU, npejHasHa4YeHHbIMW  And  NAacTUYecKoWn
xupyprumn (European Committee on Quality Assurance and Medical Devices in
Plastic Surgery (EQUAM)), npuwnu K 3aKAOYEHWUIO, UTO TpPYyAHble
MMNNaHTaTbl, HAMOMIHEHHbIE CUIMKOHOBbLIM refieM, He 0Ka3biBalOT NOGOYHOTO
BeWCTBUA Ha MpoTeKaHWe 6GEpeMEHHOCTW, pa3BuUTUE Mioja, TrpyaHoe
BCKapM/iIMBaHWe WU BCKapMJ/IMBAEMbIX TPYAHbIM MOIOKOM AeTeld.

B otyeTte «Safety of Silicone Breast Implants» 0o 6e30MacHOCTM NPUMEHEHUSA
CUINKOHOBbLIX MMMAHTATOB, BbINYLIEHHOM B utone 1999 roga npu noggepxke
MHctnTyTa megnunHel (Institute of Medicine (KOM)), oTmeuyaeTcs, 4TO pUCK
pasBUTUS paka, UMMYHONOrMYecKoro 3abofeBaHUs WAM HEBPONOTUYECKUX
npo6aeM Yy D>KEHWMWH C CUIMKOHOBbLIMW TPYAHBIMW WMMOAAHTaTaMu He
npeBbillaeT PUCK WX PasBUTUA y OCTanbHOM nonynaumn. KoMuUTeT Takxe
npuwen K BbIBOAY 06 OTCYTCTBUW JOKasaTeNbCTB Nepefayn CUAMKOHA AETAM
yepes rpygHoe MOMOKO XEeHLWWH C TPYAHbIMU UMNAaHTaTaMu.
AHannacTnyeckas KpynHOKNeTO4YHasA HM{oOMa

Ha ocHOBaHWM MHGMOpMaLUK, NPefoCTaBAEHHOW MeXAYHapoAHbIM oOpraHam
HOPMaTUBHO-NPaBOBOr0 PeryiMpoBaHMa U MOYEPNHYTOW M3 MeAMLUHCKON
nuTepaTtypsbl, 6blna BbiBAEHA B3aUMOCBA3b MeXAy FPYAHbIMU MMMNaHTaTamm
W pasBUTMEM aHamnnacTUYeCKOW KpPYMHOKAeTouHoW numdpombl (Anaplastic
Large Cell Lymphoma (ALCL), ogHO# 13 hOpM HEXOAXXKWHCKON NUMQOMbI.
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women with breast implants have nursed their babies successfully. It is known
that any breast surgery such as breast biopsy can affect the quantity of milk
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, more recent studies have provided strong evidence of the lack of
association between silicone breast implants and adverse effects in breast-fed
children. The American Academy of Pediatrics has stated that there is no
reason why a woman with implants should refrain from nursing. The
European Committee on Quality Assurance and Medical Devices in Plastic
Surgery (EQUAM) concluded in 2000 that silicone gel-filled breast implants
do not adversely affect pregnancy, fetal development, breast-feeding, nor the
health of breast-fed offspring.

The report sponsored by the IOM, “Safety of Silicone Breast Implants,”
released in July 1999 states that women with silicone breast implants are no
more likely than the rest of the population to develop cancer, immunologic
diseases, or neurological problems. The committee also concluded that there
is no evidence that mothers with implants pass silicone on to infants when
breast-feeding.

Anaplastic Large Cell Lymphoma

Based on information reported to global regulatory agencies and found in
medical 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 very small
but increased risk of developing Breast Implant Associated ALCL (BIA-
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XeHWMHbl ¢  (QYyAHbBIMWM  MMMOAaHTaTaMW  MOABeprawTcs He BecbMa
3Ha4YuTeNbHOMY, HO TMpUM 3TOM MOBbILWEHHOMY PpuUCKY pa3sutma ALCL
(aHannacTuyeckoim KPYMHOKNETOUYHOW NUM(OMbI), CBA3AHHOW C PYAHLIMMK
uMmnnaHtatamun (BIA-ALCL), B XuUAKOCTM uAM pybLOBON  Kancyne,
npuneraluein K MMnaaHTaTtaMm, npyM 3TOM AOKYMEHTanbHO MOATBEPXAaeTcs
BEPOATHOCTb pacnpocTpaHeHWs paka Ha MeCTHOM, PpPeruoHajsbHOM ¥
OTLaNeHHOM YPOBHe ¥ coobLiaeTcs 0 peAKUX CMEPTEeNbHbIX CnyYanx.

Bo MHoOrmx cTpaHax wmwupa coobuianocb o0 passutum  BIA-ALCL
(aHannacTuyeckoi KpPYMHOKIETOUYHON NUM(POMbI CBA3AHHON C TFPYAHbIMK
MMnnaaHTaTamMu) y nayuMeHToB C WUMNAaHTaMy B aHamMHe3e, B TOM u4ucne C
yLHBIMW MMMNAaHTaTamMu OT KOMnaHuu Mentor u Apyrux nNpou3BOAUTENEN,
KOTOpble pa3nnMyalTcsa B NjiaHe XapaKTepUCTUK MOBEPXHOCTU, BbiNyCKaeMbIX
mofenein n copm. B nuTepaType no 60MblIeil YacTU OMUCLIBAKOTCA Cayvau
MCNONb30BaHUA  TEKCTYPHPOBaHHbIX  WUMMNNAHTATOB. B  HecKonbKux
XYPHaNnbHbIX CTaTbsiX uccnegytoTca (akTopbl pucka passutus BIA-ALCL
(aHannacTuyeckoli KPYNHOKAETOYHON NUMMOMbI CBA3AHHOW C TFpyAHbIMYU
MMnNaaHTaTamu), BKAKOYaaA pa3fiMuHbie METOAbl, UCNONb3yeMble AN CO34aHUA
TEKCTYpbl NOBEPXHOCTU MMMNNaHTaTa, U, NOMUMO NPOYEro, pofib 6MONNEHKN B
pa3BuTumn 3aboneBaHus.

HeobX04MMO y4uTbiBaTb TakXe W BepoATHOCTbL passuTmus BIA-ALCL
(aHannacTuyeckol KPYMHOKMETOYHOW NUM(POMbI CBS3aHHON C TFPYAHbIMK
MMNnaHTaTamMu) B TexX Cny4yasax, Korga y nauueHTa nNposBfifeTcs MOo34HAS
cepoma (Kak MWHMMYM, 4epe3 1 rog u B cpefHem uepe3 7-10 neT nocne
MMnnaHTauumn), nosensercs o6beMHOoe o6pa3oBaHWe B MOJOYHOW >Kenese,
npunerakwlLLen K  Kancyne MMnaaHTara. nn6éo  auarHocTupyeTtcs
numageHonaTus. ObcnefoBaHMe nauueHTa Ha npegMeT OT/IOXKEHHOTO
YBENWYEHUA MMMAaHTaTa MOJIOYHOW Xefne3bl, YCTAHOBJIEHHOrO paHee,
BKNtoYaeT Y3 unn MPT ¢ uenblo BbIBIEHUA CEPOMbl UAN AUMKBOMbI.
[dvnarHocTvka HauyuHaeTcs MPM NOCTYNAEHWU C MNYHKUUOHHOW 6uoncum
BO3MOXHO 0O0/bWero KonuMyecTBa >XUAKOCTM (MUHMMYM 50 Mn) npm
MCMNoNb30BaHUM ynbha3ByKa 4NA NepemMeweHns v 3aWwnTbl MMnnaHTara. Mpu
Hanu4Ynum  COMHUTeNbHOro  obpas3oBaHUA HeobXoAMMO  OCYL,eCTBUTH
MYHKLUWOHHY GMONCUIO MU OTKPbLITYH 6uoncuio TkaHeid. O6pasybl cnegyet
HanpaBnfTb Ha aHanM3 MOpPKONOruM KNeToKk MNOCPeACTBOM NPOBELeHUS
LMTONOrMYECKOro UccnefoBaHnUsA, UMMYHOTMCTOXMMUYECKOTO aHanm3a CD30
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ALCL) in the fluid or scar capsule adjacent to the implant, with documented
potential for local, regional, and distant spread of the cancer with mortality
reported in rare cases.

BIA-ALCL has been reported globally in patients with an implant history that
includes Mentor's and other manufacturers’ breast implants with various
surface properties, styles, and shapes. Most of the cases in the literature
reports describe a history of the use of textured implants. Several journal
articles explore the risk factors for BIA-ALCL, including the varied methods
used to create surface texture of the implant and the role of biofilm in causing
disease, among others.

You should consider the possibility of BIA-ALCL when a patient presents
with a late onset seroma (at least 1year and on average 7 to 10 years following
implantation), breast mass adjacent to the implant capsule or
lymphadenopathy.  Work-up of delayed enlargement of a previously
implanted breast includes an ultrasound or MRI to look for the presence of
seroma or lymphoma. Diagnosis starts at presentation, with needle aspiration
of as much of the fluid as possible (minimum 50 mL), using ultrasound for
implant displacement and protection. A suspicious mass requires needle or
open tissue biopsy. Specimens should be sent for cell modhology by
cytology, CD30 immunohistochemistry and ALK (anaplastic lymphoma
kinase)., and flow cytometry for evaluation, quantification, and
characterization of T cells within the specimen. Hematopathology
consultation at a tertiary cancer center is strongly encouraged to establish or
exclude a diagnosis of BIA-ALCL. Once the diagnosis of BIA-ALCL has
been established, physicians are strongly encouraged to consult with a multi-
disciplinary team including oncologists, pathologists, surgical oncologists,
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u ALK (xuHa3bl ananmacTuyeckod nMMQOMBI), a TaKkKe MPOTOUHOM
LIMTOMETPHH IR UCCIIEAOBAHMUA, KOJIHYECTBEHHONH OLIEHKH H XapaKTEPHCTHKH
T-knetok B obpasuax. [lns mOCTaHOBKM WJIH MCKIIOYEHHA auarHo3a BIA-
ALCL (anannacTHuecko# KpYNHOKJIETOYHOH JMM(OMbI CBA3aHHOW C
rPYAHBIMM HMMJIAHTAaTaMH) HACTOATENBHO PEKOMEHAYETCH KOHCYNbTALHA
remMaTtosiora B CelManu3HpoBaHHOM OHKOJIOTHYECKOM LiEHTpe. B ToM ciyuae,
ecau nocraeneH anardos BIA-ALCL (anannacTHueckoit KpynHOKIETOYHOH
MMMGOMB!  CBA3aHHOM C TIpYIAHBIMH HMIUIAHTaTaMM), JIeYallUM Bpa4aMm
HACTOATENBHO  PEKOMEHAYETCA  NPOKOHCYJIbTHPOBAaTbCA C  Ipynno
CMEUHATHCTOB Pa3IMYHOrO npoduiIs, BKIOYAA OHKOJIOrOB, MaToJIOroB,
OHKOXHPYProB M IUIaCTHYECKHUX XUpyproB. Pexomenaaumn HaumonansHo#
ceTH MHoronpo¢uIbHbIX oHKosornyeckux yupexaenui CLUA (The National
Comprehensive Cancer Network (NCCN) no ne4enuio AHarHOCTHpPOBaHHOM
BIA ALCL (anannactuueckoil KpynHOKNeTOYHOH JHMGOMBI CBA3AHHOH C
rpyaHbIMH HMIUIAHTaTaMH) MPEAyCMaTPHBAIOT Yy1aneHHe HMIIAHTATa M BCei
OKpYXKaloWleH  Kancyibl HMIUIAHTaTa B JOMOJIHEHHE K  YAAICHHIO
NPUCOEAHHEHHBIX 00BEMHBIX OOpa3oBaHMH H JICYEHHIO MPH TMOPAKEHHH
nuMgaTH4eckux y3nos. 7

[Tpocum coobmatb 060 Bcex mnoaTBepxkacHHbIX cayyaax BIA-ALCL 8
COOTBETCTBHH C NOAPOOHBIMH HHCTPYKUHAMH, cotepxawumucs 8 OTYETE O
HEXEJIATEJIbHbIX SABJIEHHAX.

Ilpocum obpaTHTb BHMMaHHE Ha cneayioulee: ATS TOro, 4ToObl y3HaTh O
nocjaeJHUX METOAAX JHarHOCTHKH H nedeHus, obpaulaiitecs k PekomMenaaunsam
HauunonansHo# ceTn MHOTONpodHALHBIX OHKONOrHYecKHX yupexaeHuit CLUA
(The National Comprehensive Cancer Network (NCCN).

[pocaunBanue reas

HcnonbiyeMblii B MMIMIAHTaTax Fejlb COCTOMT M3 KPYMHBIX OAMHOYHbBIX
MOJIEKYJI C CETKOH TPEXMEPHO# CTPYKTYPbI, KoTopbie cocTaBnfioT 20 % obiuei
maccel Tenst. [IpocTpaHcTBO MexXay ITHMH MOJEKY/IaMH 3alONIHAET BA3KMiA
KHUAKHIA CHIMKOH MEIMUMHCKOTNO Ha3HaveHHA. JTa BA3KAA OKUIAKOCTh
aHANIOTHYHA MaTepuasiaM, NPHCYTCTBYIOUIHM BO MHOTHX MPOAYKTaxX, B TOM
yucne Oe3pelenTypHbIX Npenaparax oT NOBbILIEHHOrO ra3000pa3oBaHHA LI
aeteit u Bipocnbix. HebGonblioe KOIHMYECTBO CHIMKOHA MOXET MPOHHKHYTD
(npocounTbes) yepes 06onouky umniaantara. OCHOBHas €ro YacTh MPH ITOM
OCTaeTCA Ha CTeHKax HMIIaHTaTta. HesHauuTenbHoe KONMYECTBO nonaaaer

and plastic surgeons. The United States National Comprehensive Cancer
Network (NCCN) guidelines for treatment of established BIA ALCL includes
the removal of the implant and the entire surrounding implant capsule in
addition to associated masses and lymph node involvement.7

Please report all confirmed cases of BIA-ALCL per the details provided in
the ADVERSE EVENT REPORTING.

Please note for latest diagnostic and treatment options refer The National
Comprehensive Cancer Network (NCCN) guidelines

Gel Bleed

The gel in an implant consists of large three-dimensional mesh-like molecules
that constitute about 20% of the total weight of the gel. The spaces within
these molecules are filled with medical grade viscous silicone fluid. 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
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BHYTpPb (M6pO3HOI Kancynbl, rAe MNOHEMHOry noAbupaeTrca KaeTKkamu-
y6opliMKaMm MMMYHHON CUCTEMbI - Makpogaramu. B HOpMe 3T KneTku
O0TBEYAKT 33 YHUUYTOXEHUE WHOPOALHbLIX Ten, Hanpumep 6akTepuii. Ho ecnu
maTepuan (Hanpumep, CUAMKOH) He nNoAjaeTca paspylweHWo, Makpodgaru
nepeHocsT ero B fAuMmgatuyeckme y3nbl. Kak oTMevaeTcs B pasgene

«B0O3MOXHble peakLWW Ha CUAUKOH», B oT4yeTe [lporpaMmbl MO OLEHKE

Hay4YHO-TeXHUYeCKUX BO3MOXHocTehd (STOA) ot 2000 roga npuBegeHo

cnefyrollee 3akaluveHue: «lMccnefoBaHWS He BbIABUAM  CBA3N  MeXAY

CUMIMKOHOBbIMW MMMNAAHTaTaMW W Cepbe3HbIMW pUCKaAMWU ANA 340POBbA,

HanpuMmep, pakoM 1 3a60neBaHUSAMMN COEAUHUTENIbHON TKaAHU».

MpaHynembl

[Oaxe BOKpyr He6onbworo o6bema CUAIMKOHA MOryT o06pa3oBbliBaThCs

rpaHynembl. W x0T 3TW y3e/NKW He ABNAKTCHA 3/10KAaYECTBEHHbIMMW, UX 6blBAET

CNOXHO OTAUYNTL OT 3/10Ka4YeCTBEHHOW rpaHynembl 6e3 yganeHus (buoncun)

M uccnesosaHna. KpynHole 1 NOX0XWe Ha 3/10Ka4eCTBEHHOe HOBOO6GpasoBaHue

rpaHynembl nognexatr OWOMNCUM WAW  XUPYPTUUYECKOMY YAaneHut U

nccnefoBaHuio.

Mpoyne BO3.MOXHble peakuunu

» BO03MOXHO BpemMeHHOe pa3BuTMe Tpom603a BeH B ob6nactm npoTtesa (npu
3TOM OHMW CTaHOBATCA MOXOXMWMU Ha TONCThIE XIYThl), KOTOPbIA NPOXOAUT
6e3 XMpypruyeckoro BMewwaTeNbCTBa UIN MeJUKaAMEHTO3HOT0 fleYeHus.

» BosmoxHa 60Mb, Bbl3BaHHas Yyl EeM/MEHWEM HEPBOB WAW 3aTPYAHEHHbIM
COKpal,eHneM MbllL, M3-3a HenpaBW/bHOro pasMepa W/Mnu pasMeleHns
MMnnaHTaTa.

* WM3BecTHbI cnyyanm obpasoBaHus runepTpodmueckux py6LOB.

e Tlpy 3Ha4yMTeNbHON CTeneHW ajresnn TKaHeil BO3IMOXHbI TPYAHOCTU C
yfaneHuem nportesa.

WMHCTPYKLMMN U MePbl NPejoCTOPOXHOCTU NPU U3BNEYEHUU UMNNaHTaTa

Mpn HeobxoguMmocTW  yfaneHUs WUMMNaHTata crnejyeTr  UCNO/Mb30BaTh

CTaHLapTHble XUPYPruyeckne noaxodbl U NpakTuUky. MNpu 3ToM Heo6X0AMMO

yhanuTb u3fenne MOAHOCTbO. B cnyvae paspbiBa 3anO/IHEHHOTO refem

MMnnaHTaTa cfefyeT No BO3MOXHOCTU YAanUTb BECb refb.
*Cornacmo Mpuk(ny LW 3wm o1 19.10.2020 cooTBeTCTBYET TEP.MUHY «HEOGAaronpuATHble
c06bITUSA 1 HeXKeNnaT efibHble peakLumn».
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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 form around a tiny 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 malignancy, may need to be biopsied
or surgically removed and examined.

Other Possible Reactions
e 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.

e Hypertrophic scarring has been reported.
* The prosthesis may become difficult to explant if the degree of tissue
adhesion is significant.
Instructions and Precautions for Implant Removal
Standard surgical approaches and practices should be used should implant
removal be necessary. The entirety of the device needs to be removed. In the
case of a ruptured gel implant, all of the gelshould be removed as far as

possible.
*According to Order 111Sn of 19.10.2020 corresponds to the term 'adverse events and
adverse reactions".
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OTUETHOCTb O HEXXENATEJIbHbIX ABJTEHNAX
[Ona nauuweHTa/monb3oBaTena/TpeTbero nuua B EBponeiickom Cow3e u B
cTpaHax ¢ UAEHTUYHbIM NOPALKOM HOPMAaTUBHO-NPABOBOrO PeryinpoBaHus: B
cNnyvae, eci BO BPEMSA UCMOMNb30BaAHWA AAHHOTO U3JENNS UK B pe3ynbTaTe ero
MCNONb30BAHWUS MPOU3OLIEN CEPbE3HbIA UHLUAEHT, MPOCAM CO06LWNTL 06 3TOM
NPOW3BOAUTENIO U/UNN €70 YNONTHOMOYEHHOMY NpPeSCcTaBUTENIO, a TaKXKe B Ball
HaLMOHaNbHbI/A YNONHOMOYEHHbI OpraH.
OLEHKA 3AENNA
KomnaHua Mentor TpebyeT HesamefinTenbHO coobuwatb 060 BCex cnydasax
OCNOXHEHWIA un/unnm 3KcnnaHTauum Npu NPUMEHEHUW HACTOAWEro m3genus
MeCTHOMY npescTaBuUTENtO KoMnaHuu Mentor, KOTOPpbIi HeceT
OTBETCTBEHHOCTb 3a YBeOMJ/IEHMe OTAeNa npeTeH3nii komnaHun Mentor. Mpu
HEOOXOAMMOCTN 3KCMNaHTauuu KomnaHus Mentor opraHusyeT aHanus
M3BMIEYEHHOrO M3[enunsd, npu 3TOM Heo6XoAUMMO NONYyYUTb paspelleHune
nauuMeHTa W Bpaya Ha NpoBeAeHMe WCCNefO0BaHMWil, CNOCOOGHbLIX W3MEHUTb
COCTOAHUE U3Jenna.
PA3PELLEHVE HA BO3BPAT TOBAPA
Pa3speweHune Ha Bo3BpaT ToBapa cnegyeT NMofy4ynTb y MeCTHOIO NpeacTaBuTtens
KomnaHuy Mentor fo Bo3spaTa ToBapa. [nd BO3MELW,EHMSA CTOUMOCTM WU
3aMeHbl TOBapa OH JOJ/IKEH UMEeTb
HEMOBpPeXAEeHHble MeyaTV NPoOU3BOAMTENA. 3a BO3BPAT HEUCNONb30BaHHOIO
N3[ennsa MOXeT B3MMaTbCA nnaTa.
BE3OMNMACHAA YTUNMN3AUNA
N3genus, KOHTaKTMpoBaBLIne c mMaTepuanamm 4YenoBeYveckKoro
MPOUCXOX/EHUA, MOTYT BbI3BaTb 3apaxeHue. YTuUnusupyinte wux c
cobniogeHmem Heo6X04UMbIX Mep MNPesoCTOPOXHOCTM B COOTBETCTBUM C
MECTHbIMW  HOopMaTuMBamu. [pumeyaHue: wHopmauma 06 U3Jenusax,
CBA3aHHbIX C IIOObLIMW MPETEH3UAMU MAN NOTEHLMANbHBIMUW HeXenaTelbHblMU
ABMIEHUAMMW, [OMKHA OblTb HeMeANeHHO [AOBefeHa [0 CBeJeHWA MeCTHOro
npeacTaBnTens KomnaHuyu Mentor ¢ yenoto Bo3BpaTa (cM. pasgen «OLEHKA
N3OENTNHA» Bbilwe).

NH®OP.MALINA, KOTOPYHO BPAY OBA3AH TMPEOOCTABUTDH
NAUMEHTY
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ADVERSE EVENT REPORTING

For 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 and/or explantation resulting 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 explantation is necessary, analysis will be performed on the
explanted 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.

RETURNED GOODS AUTHORIZATION

Authorization for return of merchandise should be obtained from your 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. Dispose with the necessary precautionary measures in accordance
with local regulations. Note: devices associated with any complaints or
potential adverse event shall be brought to the immediate attention of your
local Mentor representative for return (see “PRODUCT EVALUTION”
section above).

INFORMATION A PHYSICIAN SHOULD PROVIDE TO THE
PATIENT
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YcTaHOBKa FPpyAHOro uUMmMaaHtata — 3TO MjaHoBas npouegypa, W nauueHT
LOMKeH 6blITb Hagnexawum o06pa3oM MNPOMHPOPMMPOBAH O COOTHOLUIEHMWMU
pucka v nonb3bl. Xupypr 06s3aH npejoctaBuTb KaXXAOMY MOTEHLMANbHOMY
nauneHTy cnegytowme matepuans:

1. OnucaHve n3genuvs

FpygHble wmMmnnaHtatel MENTOR M3rotoBneHbl M3 CUNUKOHA.
npegnaraeT renesble QyaHble MMNAaHTaTbl 060104kKn: SILTEX.
O6o0no4vka SILTEX TekcTypupoBaHa.

Bce reneBble rpyaHble umnnaHtatel MENTOR cogepXxaT KOre3mBHbIiA
CUINKOHOBbLIW renb. Mentor npegnaraet renesble (yAHbIE MMNAaHTaTbl C
pasNMyHbIMW YPOBHAMM KOTe3WBHOCTW MaTepuana 3anofiHeHUd. [JOCTYNHbI
n3genna Kpyrnoim Gopmbl C pasHbiMKU BbicTynamu. O6beM, YKasaHHbIl Ha
3TUKETKe NPOAYKTa, npefcTasnifneT coboii 06beM 3an0NHEHUS rens.

2. MaTepuvasnbl n3genui

FpyaHble nmnnaHtatel MENTOR, 3anofiHeHHble renem, ObiiM MNOABEPTHYThI
ncnolTafwam Ha 6e3onacHoOCTb UCNOMb30BaHUSA. MaTepuan, ¢ KOTOPbIM MOTYT

Mentor

conpukacaTbca nayumeHTbl, — 370 100% CWMAMKOH, NpeAHa3HAYEHHbIA ANA
M3roToB/EeHNUA MeLULUHCKUX MWMMNAHTATOB. O60noukn rpyaHbIX
MMNNaHTaTOB MENTOR, 3aMN0NTHEHHbIX renem, M3rOTOB/EHbI n3
CU/INKOHOBOTO 3nacTomMepa MEAULMWUHCKOro Ha3HayeHus. 0O60n04KHN

3aNnO0/IHEHblI MEANUWHCKUM KOTe3nBHbIM CUTMKOHOBbLIM TefieM.

3. Hpopmauma ans 6e3onacHoOro MUCnosib3oBaHus

3.1. VHCTpyKuMKn no obulein 6e30nacHOCTM 4181 NaUueHTa

[pyAHble wMMMNaHTaTbl MpefHas3HayeHbl A8 >XeHWWH 18 net u crapue,
KOTOpble XOTAT YBEINYNTbL U BOCCTAHOBUTb (*]y,qb.

Onepau,Mﬂ no mMnaaHTaunn rpyan He nokasaHa XeHWWHamMm, y KOTOpPbIX €CTb
OAHO U3 CNefyr LU MNX COCTOAHWNIA:

e bepemMeHHble UM KOpMALLKUE MaTepun.

* AYyTOMMMYHHOEe 3ab60seBaHue

* COCTOAHMA, NOBbIWAOLWLNE XUPYPTUYECKNIA pUCK*

b l-|yBCTBl/ITEI'II:H0CTI: K NMOCTOPOHHUM MaTepunanamMm B aHaMHe3e

e HeogHOKpaTHbIe MONbITKA W HeyAayu Npu yBeIMYEHUN UAN PEKOHCHYKLUN
rpyau.

e HexxenaHue genatb ganbHeWyo onepaumnio

lHepeal'IVICTVI‘—IHbIe oXXnpgaHua,
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Breast implantation is an elective procedure and the patient must be well
counseled on the risk-benefit relationship. The surgeon should provide each
prospective patient with the following:

1. Device Description

MENTOR Gel Breast Implants is constructed of silicone. Mentor offers Gel
Breast Implants with of shell surfaces: SILTEX.

The SILTEX shell is texUired.

All MENTOR Gel Breast Implants contain silicone gel which is cohesive.
Mentor offers Gel Breast Implants with a variety of cohesivity levels of the
filling material. The devices are available in a round shape with different
projections. The volume indicated on the product label is the fill volume of
the gel.

2. Device Materials

MENTOR Gel-Filled Breast Implants have been tested for safe use. Materials
to which patients can come in contact with are 100% medical implant grade
silicone. The shells of the MENTOR Gel-Filled Breast Implants are
constructed from medical-grade silicone elastomer. The shells are filled with
medical-grade, cohesive silicone gel.

3. Information for Safe Use

3.1 General Safety Instructions for patient

Breast implants are for women 18 and older who want breast augmentation
or reconstruction.

Breast implants surgery is not for women who have any of the following
conditions:

« Pregnancy or nursing mothers.

e Autoimmune disease

« Conditions that would increase surgical risk*

« A history of sensitivity to foreign materials

» Repeated attempts and failures at breast augmentation or reconstruction.

* An unwillingness to have further surgery
e Unrealistic expectations
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O HEeaJeKBaTHOE OTHOLIEHHE HIIH MOTHBALIUS o inappropriate attitude or motivation

O OTCYTCTBHE TMOHMMAaHMA PHCKOB, CBS3aHHLIX C onepauded o o lack of understanding of the risks involved with the surgery and
MMII3AHTaTaMH. implants.
e Pak MOJIO4HO# >Xenedbl, HE MOABEPrHYTHIH NeyeHulo, unu npeapakosoe | * Untreated breast cancer or premalignant breast disease *
3aboneBaHHe MONIOYHOM Kemne3bl * * Discuss with your surgeon any possible conditions
* O6cynuTe ¢ BaLIMM XUPYProM 106ble BO3MOXKHBIE YCIIOBHA **Speak to your breast surgeon and oncologist about your cancer treatment
** [loroBopHTE CO CBOHM MaMMOJIOTOM M OHKOJIOTOM O CBOEM IUlaHe nevenus | plan.
paxa.
3.2. Mocneonepaunonnbie NpeaynpexIeHHs, Mepbl NMPeI0CTOPOKHOCTH
HJIH Mepbl 3.2 Postoperative Warnings, Precautions, or Measures

Mepni no camoobc1e10BaHHIO MOJIOYHBIX XKeJle3
Bbl  J0mKHBI HayyHMThCS €XeMeCA4YHO NpoBOAHTH caMoobcnenosanue | Breast Self-Examination Measures

MOJIOYHBIX xefe3. Bam Takxke H0/KHbI 10Ka3aTh, KAK OTIMYHTL HMIIAHTaT oT | You should leamn to perform breast self-examinations monthly. You should
TKaHH MOJIOYHOH ene3bl. also be shown how to distinguish the implant from their breast tissue.
Ipenynpexaenun
* CHAMKOHOBBI resib MOXET MPOTEKaTb HIM «Npoca4yuBaTbCA» ueped | Warnings

HenoBpexaeHHYI0 060/104Ky B KanCyly M npuieraiomue Tkauu Mosouoii | * Silicone gel can leak or “bleed™ through the undamaged shell into the
xenessl. Jlonrocpousie 3(deKThi TAKOro «npoTekaHHs» HeusBecTHbl. Bol | capsule and adjacent breast tissue. The long-term effects of such “bleed™ are
JIOMHKHBI OCO3HABATb ITY MOTEHUHANLHYIO BO3MOXHOCTb. unknown. You should be aware of this potentiality.

* Hcnonb3oBanue MmukpoBonHosoit auarepmud HE pexomenayerca. 3to
MOXET BbI3BaTh HEraTHBHBIE NoGounbie YddekThl B 06nacTu xupyprudeckoro | * The use of microwave diathermy is NOT recommended. It may cause

BMELLATENLCTBA. negative side effects to your surgical area.
* Bul 1o/mkHbl 3HaTh, YTO M060Ee HEHOPMATLHOE HANPAXKEHHE WM TpaBMa
rpyau MOTYT NPHBECTH K MOBPEXACHHIO HMILTAHTaTa. * You should be aware that any abnormal stress or trauma to the breast could

* Mentor HactoatensHo pexoMenayet HE obpabarsiBats ynpyrocts kancynsl | result in damage to the implant.

CHJIbHBIM BHEIUHMM BO3JCHCTBUHEM (HanpuMmep, 3aKphiToi Kancynotomueit). | * Mentor strongly recommends AGAINST the treatment of capsule firmness
Coo6lanocs, 4T0 3TO MOXET NPHUBECTH K TpaBMe nauueHta wu/umu | by forceful external stress (such as closed capsulotomy). It has been reported
NOBPEXAECHHIO HMIUIAHTATA. to cause patient injury and/or implant damage.

Mepsi npexocTopoXKHOCTH
CoobwmMTe cBOEMy MOCTaBLIMKY MEAMUMHCKMX ycnyr o Bawux | Precautions

CYIIECTBYIOLMX MMIIAHTATaX, €C/H Advise your Healthcare Provider about your existing implants if

* y BaC ayTOWMMYHHoe 3aboneBaHune

* y Bac ocnabieH HMMYHUTET * you have an autoimmune disease

* B HACTOslllEE MPHHHUMAETE JIEKAPCTBA, KOTOPbIE 0CJadnfloT ecTecTBeHHylo | * have a weakened immune system

COMPOTHUBIIAEMOCTb OPraHn3Ma 6one3HAM « currently taking drugs that weaken the body’s natural resistance to disease.
99
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CoobWwunte cBOEMY NOCTaBWWUKY MeAULWUHCKUX YCAYT, eCnn Bbl NiaHUpyeTe
4T0-N1M60 U3 CreayroLero:

* Xupyprua B obnacTtu rpyau

e Xumunotepanus

* Pagnauna*

*MPT

* pyfHOe BCKapMnuBaHue**

* [MoBTOpHaA onepayna***,

e Mammorpagpua****

* JlyyeBas Tepanus MOXXET NPUBECTU K MOBPEXAEHUIO TPYAHOTO MMMAaHTaTa.
NyyeBas Tepanus MOXeT YBEIMYUTb BEPOATHOCTb KancynsipHOW KOHTPaKTypbl
W/MNN N3MEHUTb BHELWIHWUA BUA Ballel rpyau.

** pyAHble UMNIaHTaThl MOTYT MeLWaTb FPyLAHOMY BCKApMJ/IMBAHUIO.

**%  [pyAHble WUMNAaHTaTbl He ABAAKTCA MNOXWU3IHEHHO CAyXawumu
n3gennamun. CKkopee Bcero, B 6yayuiem BaM npupeTca yganuTb MMnaaHTaT c
3amMeHol unm 6e3 Hee. KM3meHeHWsa B Bawel rpyanm HeobpaTMmbl nocne
aKcniaHTauuu.

****% [pyAHble WMMAAHTaTbl MOTYT MelWaTb BbIABMEHUIO paKay 0TN0XEHWI
Kanbums.

PUCKN n 0CNnoXHeHUA, 0 KOTOPbIX CNefyeT 3HaThb:

e MHpekyua

* [emaToma

* MeaneHHoe 3aXXWBNeHNe paHbl

» KancynbHaa koHTpakTypa HI/IV,

» lethopmauusa rpyaHol CTEHKN

* YBeNIMUYeHHble NUMGpaTUUYeCKue y3bl

* OrpbiB

* I3MeHeHUs oW YyLleHNs COCKOB U hyaun/6onu B rpyan

* BO3MOXHble peakunun Ha CUNUKOH U MHDEKLUN.

e JKchysna

« CMOpLMBAHWE UMMNIAHTATA

e [[paHynémel

e TpOMOUPOBAHHbIE BEHbI.

*bonb

e Funephoduueckuin pybed
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Advise your Healthcare Provider if you are planning any of the following:

e Surgery in the breast area

e Chemotherapy

» Radiation*

* MRI

 Breastfeeding**

» Reoperation***,

e Mammography****

* Radiation treatment may possibly cause damage to the breast implant.
Radiation therapy may increase the chance of capsular contracmre and/or
change how your breasts look.

** Breast implants may interfere with breastfeeding.

*** Breast implants are not lifetime devices. You will likely undergo implant
removal, with or without replacement, in the future. Changes to your breast
are irreversible after explant.

**** Breast implants can interfere with the detection of cancer/calcium
deposits

Risk and complications to be aware of are:

« Infection

* Hematoma

» Delayed wound healing

e Capsular contracture H1/1V,

e Chest wall deformity

e Enlarged lymph nodes

* Rupture

e Changes in nipple and breast sensation/Breast pain
« Possible reactions to silicone and infection.

e Extrusion

e Wrinkling to the implant

e Granulomas

* Thrombosed veins.

* Pain
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* BbiTekaHue rend

Ecnn Bbl wucnblTbiBaeTe 601b uAnM guckomopTt B rpyau, obpatutech K
mMammonory. O6cyauTte nto6ble BOMPOCHI, OMACeHWs WAUM NOTeHLUaNbHble
no6oYHble 3h(HeKTbl C BaWMUM BpavyomM.
AHannactnyeckas KpPYMNHOK/METOYHas
uMmnnaHtatom (B1A-ALCL)

FpyaHble MNNaHTaTbl 6bIAN CBA3aHblI C pa3BUTMEM paka UMMYHHOI CUCTEMbI
(BIA-ALCL). aTo0T pak yatie BCTpeyaeTcsa y nauuneHToB c
TEKCTYPUPOBAHHBIMW  FPYAHbBIMW  MMNAaHTaTamMW, 4YemM C  [JlagKuUMu
MMnNaaHTaTaMu, XO0TS 4acToTa TOYHO He onpeaeneHa. Ecnum y Bac ecTb rpyfHble
MMNNaHTaTbl, Yy BaC O4YeHb HEe6ONbLWON, HO MNOBbIWEHHbLIA PUCK pPasBUTUSA
aHannacTMyeckol KPYMHOKNETOUYHOW NUM(POMbI, CBA3AHHOW C TPYAHbIM
mMmnnaHtatom, uan BIA-ALCL. BIA-ALCL He sBndetcsa pakom MOOYHOWN
xenesbl.

OT0 peAKuii TN HEXOAXKHHCKOW NMMEpOMbl (pak MMMYHHOR cucTembl). B
6onbwmnHcTBEe cnyyaeB B1A-ALCL o6HapyxuBaeTcsi B py6LOBOM TKaHuW K
XUgkoctn B6AM3M umMnnaHTata. OLHAKO B HEKOTOPbIX CAyyasx OH MOXeT
pacnpocTpaHATbCA NO BCEMY Teny. B cnyyasax pacnpocTpaHeHus 3a npepesnbl
pyoLOBO/ TKaHW W XUAKOCTW BOAM3M MMNNaHTaTa coobuW,anocb O pPeAKux
cnyyasx cMepTH.

Bam cnegyeT 06patuTbCA K MNNacTUYECKOMY XWPYPry ANns oueHkn BI1A-
AECE,ecnn Bbl UCNbITbIBAETE OTCPOYEHHYIO CepoMy B rpyau (oTcpoyeHHas
03HauvaeT pa3BuTue 6onee YeM yepe3 12 mecsALeB Noc/lie UMNAaHTaLuMun), HoBoe
o6pasoBaHue B rpyan wnm numgageHonatunio (3abonesaHne numgaTmyecknx
y310B).

Ecnn y Bac ecTb rpyAHble UMNAaHTaTbl, Bbl LO/MKHbI CAeAUTb 3a HUMWU K
cnegoBaTtb CBOEMY O06bIYHOMY  MeAULMHCKOMY o6cnyXusaHutw. Hert
HEeOOXOAMMOCTUN YAanaTh rpyAHble UMNAaHTaTbl, eC/n Yy BaC HeT CUMNTOMOB U
BaM He noctaBunu guarHos BIA-ALCL.

4. TMpeanonaraemblii CPOK CNYXX6bl U3AeNNIA 1N NOCNefyoLmne 4eicTBUS
MMnnaHTauusa rpyam He mMoxXeT 6bITb pa3oBoi onepauwueli. Mocne onepayum
MOryT noTpe6oBaTbCA BMU3UTbI K Bpayy M LONONHUTENbHAA onepaumnsa. Takxe
MOXeT noTpeboBaTbCA YyjAaNeHWe WMMNaHTaTa C 3aMeHOW wunn 6e3 Hee.
MMnnaHTaTbl rpyau MOTYT He MPOC/AYXWUTb BCH XW3Hb. Pa3pblB MOXeT
NMpou3oiTn B N060N MOMEHT nocne MmnnaHTauuu. ccnefoBaHns nokasanu.

nuMmoma, cBA3aHHaaA ¢

rpyaHbIM
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» Hypertrophic scarring

* Gel Breed

If you are experiencing any breast pain or discomfort, contact your breast
surgeon. Discuss any questions, concerns, or potential side effects with your
physician.

Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL)
Breast implants have been associated with the development ofa cancer of the
immune system (BIA-ALCL). This cancer occurs more commonly in patients
with textured breast implants than smooth implants, although rates are not
well defined. If you have breast implants, you have a very small, but
increased risk of developing breast implant associated anaplastic large cell
lymphoma, or BIA-ALCL. BIA-ALCL is not breast cancer.

It is a rare type ofnon-Hodgkin’s lymphoma (cancer of the immune system).
In most cases, BIA-ALCL is found in the scar tissue and fluid near the
implant. However, in some cases, it can spread throughout the body. In the
cases that have spread beyond the scar tissue and fluid near the implant, rare
cases of death have been reported.

You should seek evaluation by a plastic surgeon to evaluate for BIA-ALCL
if you experience delayed onset seroma in the breast (delayed means
developing more than 12 months after implantation), a new breast mass or
lymphadenopathy (disease of the lymph nodes).

If you have breast implants, you should monitor them and follow your routine
medical care. It is not necessary to remove your breast implants if you have
no symptoms and you have not been diagnosed with BIA-ALCL.

4. Expected Device Lifetime and Follow-up

Breast implantation may not be a one-time surgery. After the surgery, doctor
visits and additional surgery may be needed. Implant removal with or without
replacement may be needed as well. Breast implants may not last a lifetime.
A rupture can occur at any time following implantation. Studies have
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4yTO OXWAaeMblii CpefHWI CPOK CNyX6bl reneBoro rpyaHOro uMnnaHrara
cocTasnset 6onee 10 ner.

Bam cnepgyeT nepuoguMyecku NPOXOLUTb WCCefOBaHWA MO Bu3yanusauumn
(Hanpumep, MPT, ¥Y3W) Bawux uMNNaHTaTOB ANA BbIABAEHMA pas3pbiBa
UMnaaHTata. 370 He 3aMeHfAeT AOMOJIHUTENbHYK BuU3yanusauuio, Kortopas
MOXeT noTpe6oBaThbCA, HanpuMmep MaMmorpaguio AnNa BbIABIEHUS paka
MO/MIOYHOW enesbl. [laxe ecnM y Bac HeT CUMMMNTOMOB, Bbl LO/DKHbI MPOWATH
neppoe Y3 wunm MPT uyepe3 5-6 neT nocne MepBoOi onepayuym no
nMmnnaHtTaumn. NMotom Kaxable 2-3 roga. Ecnm y Bac ecTb cMMNTOMBI B it060€
BpeMA WAM  HeonpefeneHHble pesynbTatel Y3W [Ona paspbiBa TPygHOTO
uMmnnaHTaTa, pekomeHgyetca MPT.

MoTpebytoTca AONONHUTENbHbIE BU3UTbI K Bpayy, 4To6bl KOHTPO/NIMPOBATH, HE
npousowen nu paspblB MmMnnaHtata. llorosopuTte €O CBOMM XUPYprom o
perynspHoM CKPUHUHIOBOM MOHUTOPWHTE.

COBMECTMMOCTb C MarHWTHO-PE30HaHCHOW To.morpadgHein (MPT)

MPT - 0oiWH U3 AOCTYNHbIX METOLOB BMU3yanusauuu 418 OLEHKUN LeNoCTHOCTU
rPyAHBIX MUMMNNAHTATOB U CTEMEHU BO3MOXHOMN YyTeuku CUAUKOHA. BBugy ero
BbICOKOW TOYHOCTU MPT 06bIYHO ABNAETCA MNPU3HAHHbLIM CTaHLAPTHbIM
MeTOAOM, UCNOMb3YeMbIM 415 OLEHKW LEeNOCTHOCTU TFPYyAHbIX UMMNNAHTATOB,
06bI4HO Yy mMauueHTOB € cumnToMamu paspbiBa (Ahnetal., 1993). MPT
obecneymBaeT He3aBUCKUMbI/i OT omepaTtopa MOMHbIA 0630p BCEro MMnaaHTara
U OKPYXAKLWMX ero MArKUX TKaHei B pasfM4YHbIX MNNOCKOCTAX, 4TO AaeT
BO3MOXHOCTb OLUEHWTb MWMMAAHTAaT W OCYWEeCTBUTb MpejonepaLuoHHOe
nnaHuposaHune. B wuccnegosaHum 100 naumeHToB € cumntomamum Ahnetal.
(1993) ycTaHOBMKN, YTO MarHUTHO-pe3oHaHcHasd Tomorpaums (MPT) asnseTcs
ncyepnbiBal W MM, HaZeXHbIM U BOCMPOU3BOAUMBIM METOLOM [UAarHOCTUKM
KaK MHTpaKancynfpHbIX, TaK W 3KCTpakancynsapHbiX paspbiBoB. MPT Takxe
no3sonuna O06Hapy>XuUTb apTedakTbl, KOTOpble MOFyT BCTynatb B
NpPoTUBOPEYNE C OKOHYATENbHbIM AMarHo30M pas3pbiBa MMMNAaHTaTa.
MP-EE30MACHbIA - WmnnanTupyemble wu3genus Mentor, KOTOpble He
cofepxXaTr MeTanIMyecKMX KOMNOHEHTOB cuuTaloTca MP- 6e3onacHbiMU.
OueHoyHasa 4acTtoTa paspbiBa rpygHbix umnnadHtatoe MENTOR ¢
TeYeHNeM BPEMEHM, NOAAHHbIM KIMHUYECKMX uccnegosaHnii MENTOR.
YacTtoTa paspbiBa paccyuTbiBaeTcA METOAOM KannaHa-Meliepa. B
CO0TBETCTBMU C MeTofoM KannaHa-Meliepa ocyliecTBAAeTCA NONbITKa yyeTa
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indicated that the gel breast implant can have an expected average lifetime of
over 10 years.

You should have periodic imaging (e.g., MRI, ultrasound) of your implants
to screen for implant rupture. This does not replace additional imaging that
may be required, such as screening mammography for breast cancer. Even if
you have no symptoms, you should have your first ultrasound or MRI at 5-6
years after your initial implant surgery. Then every 2-3 years thereafter. Ifyou
have symptoms at any time or uncertain ultrasound results for breast implant
rupture, an MRI is recommended.

Additional doctor visits would be needed to monitor if rupture of the implant
has occurred. Speak to your surgeon about regular basis monitoring screening.
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 leakage. Owing to its 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 et al. (1993) established magnetic resonance
imaging (MRI) as a definitive, 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 are
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
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NnawuneHTOB, C KOTOPbIMU yTpayeH KOHTaKT 4/1A nocnegyowero Habnw geHuns, c
COOTBETCTBYIOLEA KOPPEKTUPOBKON OLEHOYHOW 4acToThbl paspbiBa. [lpu
onpegeneHNN 4acToTbl paspbiBa YUYUTLIBAKTCA KaK «MNOAO3peBaemblie», Tak U
«MOATBEPXKAEHHbIE» PaspblBbl, B COOTBETCTBUU C ONPeAeseHUAMU HUXKE.
Mopo3peBaemMble paspbiBbl - 3TO pas3pbiBbl, MOLO3PEBaeMble Ha OCHOBaHUK
pesynbtatoB MPT, HO He MOATBEPXAEHHbIE XUPYPTUYECKUM YyAaneHuem W
(hM3NYeCKMM OCMOTPOM WMNNaHTaTa, Kak MpaBuio BCNeACTBME TOro, 4TO
NnauuveHT MPUHAN peLlleHne He YAanaTb UMMNNaHT.
MoaTBepXAeHHbIE paspbliBbl - 3TO paspbiBbl,
MMnnaHTaTa, U3BNEYEHHOTO U3 Tena naumeHTa.
B o6uem yncne pas3pbiBoB (NOATBEPXKAEHHBIX, & TAKXe NOJ03peBaeMblX, HO He
NOATBEPXAEHHbIX), 3apPerucTPpUpPOBaHHbIX A8  KaXLOro wusgenusd, A0Ns
NOATBEPXAEHHBIX pPa3pbiBOB FpyAHbIX umnnaHtatoB MENTOR MemoryGel
coctaBuna 64% (49 n3 77 nofo3peBaeMbiX MU MNOATBEPXAEHHbIX pPa3pbiBOB),
rpyaHblx umnnaHtatos Contour Profile (CPG)-47% (8 n3 17 nogo3peBaemblX
AN NOLTBEPXAEHHbIX Pa3pbiBOB).

NoATBEPXAEeHHbIE OCMOTPOM

YacTtoTa nofo3peBaeMblX WAW  MNOATBEPXAEHHbIX Pas3pbiBOB  TPYLAHbIX
MepBuuHoe Koppekuus MepBuyHas KoppekTupytowas
yBeNYeHNe Npyam YBENNYEHUS TPYON  PEKOHCTPYKLUuUA PEKOHCTPYKLMS
14,9% 16,5% 24,3% 25,8%

O6buwas gonda nayuneHToB, ocTaBwMxcsa nof HabnwaeHnem, coctaBuna 53% 3a
10-neTHWIA nepnog, cnegoBaTenbHO, TOYHOCTb AaHHbIX OrpaHUYeHa.
YacTtoTa nopo3peBaemMbiX UAW  MNOATBEPXAEHHbIX pa3pbiBOB
nmnnaHtatoB Contour Profile (CPG) 3a 10-neTHuiA nepuog:
MepBnyHoE Koppekuus MepBnyHasn KoppekTupyouias
yBENMYEHNE TPYAN  YBENIMYEHUA TPYAU  PEKOHCTPYKLMA PEKOHCTPYKLUSA
3.3% 4.7% 11.2% 0%

O6uias A0Na NauMeHToB, OCTaBWIMXCA Mod HaGnoAgeHuem, cocTaBuna 45% 3a
10-neTHWIA Nnepuoj, cnefoBaTesibHO, TOYHOCTb JaHHbIX O(haHUYeHa.
MpaeHTUdMKaLMoHHAs KapTa nauueHTa

K Kkaxgomy (yfHOMY WMMNaHTaTy, 3anofiHEHHOMY Tenem, npunaraeTcs
naeHTMOUKaLMOHHAA KapTa nauyueHTa. [Jns  Toro, uTtoGbl 3anofHUTL
NAEHTU(PUKALMOHHYIO KapTy nauyueHTa, NpuUKAeiTe No ogHOMY CTUKepy Ans
MEeAULMHCKOW KapTbl [N KaXAoro WMnAaHTata Ha 06paTHYK CTOPOHY
MAEHTU(MUKALMOHHOW KapTbl nauueHTa. CTUKepbl ANs MeAULMHCKON KapTbl

Dy[HbIX
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follow-up and adjusts the estimated rupture rate accordingly. These rupture
rates include both ruptures that are “suspect” and those that are “confirmed”
as defined below.

Suspected ruptures are ruptures that are suspected based on the MRI imaging
findings, but which have not been confirmed by surgical explantation and
physical examination of the implant, usually because the patient chose not to
have the implant removed.

Confirmed ruptures are those verified by examining the
removed from the patient.

Of the overall rupmres (those confirmed as well as those suspected but not
confirmed) reported for each device, the proportion ofconfirmed rupmres was
64% (49 of 77 suspected or confirmed ruptures) for MENTOR MemoryGel
Breast Implants, 47% (8 of 17 suspected or confirmed ruptures) for Contour
Profile Breast Implants (CPG).

implant once

10-year suspected or confirmed implant rupture rates for MENTOR
Primary Revision Primary Revision
Augmentation  Augmentation  Recon.struction  Reconstruction
14.9% 16.5% 24.3% 25.8%

Overall, the 10-year fol ow-up rate was 53%, thus data accuracy is imited.

10-year suspected or confirmed implant rupture rates for Contour Profile
mplants (CPG]

Primary Revision Primary Revision
Augmentation Augmentation Recon.struction Reconstruction
3.3% 4.7% 11.2% 0%

Overal , the 10-year follow-up rate was 45%, thus data accuracy is limited.

Patient ID Card

Enclosed with each gel-filled breast implant is a Patient ID Card. To 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. If a Patient Record Label is
unavailable, the lot number, catalog number and description ofthe device may

103



HaXOJATCA Ha BHYTPEHHEH YMaKOBKE NPOAYKTa, MPUKPENIEHHOH K KpbilLKe
notka. OHu coaepxar BCio HeoOxoauMyIo HHoOpMaLHIO 1 HIECHTUPHKALHH
nigenusa: (GUPMEHHOE Ha3lBaHHWE HMIJIAHTAaTa, MPOM3BOAMTENA, pa3Mep
MMIUIAaHTaTa, CEPUHHbIA HOMEp, KOA MapTHH, HOMEP MO KaTalory, CpoK
rOZHOCTH MMIJIAHTATA, AaHHbIE NALMEHTA, JaTy HMINIAHTALMH, 1aHHbIE Bpaya,
yKasaHME B KOTOpPYIO M3 MOJIOYHBIX JK€l€3 YCTaHOBIEH HMMIAHTaT
(neBas/npaBas). B cny4ae OTCYTCTBMS CTHKEpa [UIA MEAWLIHMHCKOH KapThl
HOMEp NapTHH, HOMEP MO KaTAIOry H ONMHCAHHE M3/1E/HA MOXHO CKONHPOBAaTD
BpY4YHYIO C JTMKeTKM u3zenus. [laumeHty HeoO6XoAWMO nNpenoCTaBHTHL
HAEHTH(OHKALUMOHHYIO KapTy NAUHEHTa JUIA IHYHOTO MOIb30BaHHS.
Hudopmauus, oTHOCAWAACS K HMILIAHTATY, BKJIOYAETCA B KapTy HMNJAHTaTa,
a TaKxkKe B MEJMUHHCKYIO KapTy MalHEHTa, KOTOPbIE XPaHATCA Y NOCTaBLUHKA
MEIULIHHCKHX ycayr. Bpay jgomkeH npenocTaBUTL KapTy MaLMEHTa,
coziepxaillyl0 MHGOPMALHIO, MO3BOJIAIOULYI0 HAEHTHHHLHMPOBATL NAHHLIE O
BAILEM H3JIENHH.

[Topanok 3anonHeHus HHHOPMALHOHHON KapThl NAUMEHTA:

1. TlpukneiiTe no 0AHOM JTHKETKE UIA MEAHUMHCKOW KapThl Ul KaXIO0ro
MMIIaHTaTa Ha 00paTHYI0 CTOPOHY HAEHTH(UKAUHOHHOM KapThl nauueHTa. (B
Clly4ae OTCYTCTBHS ITHKETKH UIA MEJHLIHHCKON KapThl HOMEp NApTHH, HOMEP
MO KaTanory ¥ OIMCaHHE U3ZEMHs MOXHO CKOMTHPOBATh BPYUHYIO C ITHKETKH
niaenma.)

2. BpyuHy!10 3an0NHHUTL CleayIoLyo HHpopMauHio:

- JlanHsle nauneHTa

- Jlata UMNIAHTAIHH

- HaumenBoanue H anpec MEIMUHHCKOrO yUpexKIACHHA

be copied by hand from the device label. The patient should be provided with
the Patient ID Card for personal reference.

Information specific to the implant, are included on the implant card as 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.

Instructions for filling out the patient's information card:

1. Stick one Patient Record Label for each implant on the back of the Patient
ID Card. (If a Patient Record Label is unavailable, the lot number, catalog
number and description of the device may be copied by hand from the device
label.)

2. To be filled in:

- Name of the patient or patient ID

- Date of implantation

- Name and address of the healthcare institution

HHOOPMAHHUA O JEKAPCTBEHHBIX MPENAPATAX H (HJIH)
PAPMAUEBTHYECKHX CYBCTAHUHUAX B COCTABE MH
W3nenne He CONEPKHT JIEKAPCTBEHHBIX BEIIECTB H HE MCNOJLIYETCA B
COYETaHWH C JICKAPCTBEHHbIMH BELLIECTBAMH.

INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Devices do not contain medicinal substances and are not used in combination
with medicinal substances.

(OR)

ONMUCAHUE METOJA0OB TMOBTOPHOH OBPABOTKH H
CTEPHJ/IM3ALHUH

DESCRIPTION OF REPROCESSING AND STERILIZATION
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leneBble rpyaHble umnaaHTatel MENTOR noctaBnaoTCcA B MHAWBUAYANbHOM
CTEPUNbHON amMPOreHHOM ynakoBKe C CWUCTEMOIM ABOWHOr0 06epTbiBaHMUA.
Cuctema [ABOWHONM CTepUNbHOI yNakoBKM ob6ecneuynBaeT WCNONb30BaHUE
NnpeanoyYTUTENIbHOTO MeTo4a MepeHoca CTEePUNbHOTO0 M3fenns U3 30HbI
OFpaHNUYeHHOTrO peXXuma B CTEPUNbHOE MoNe. B cnyyae NnoBpexgeHnsa 4BOMHONM
yNakoBKW CTEPUNbHOCTb M34enns He rapaHTupyeTcsi. He wucnonbsyite
n3genue, ecnu CTepuUNbHbIA 6apbep HapyLlleH WAW YCTPOMNCTBO MOBPEX[EHO,
obpaTtutecb K MeCTHOMY npeacTaBsuTento Mentor.

M3genne CTEPUNN30BaHO CYXUM >apoMm. M3genme He MOANEXUT MOBTOPHOINA
cTepunmnsaymnn.

Bce renesble rpyfaHble umnnaHtatel MENTOR npefHa3HauyeHbl TOMbKO AN14
0[lHOPA30BOro ucnosb3oBaHuWsA. [MOBTOpPHOe uMCNO/Mb30BaHWME uMMNNaHTata B
HapylweHne UHCTPYKLUMIA MPOU3BOAMTENA CO3[aeT PUCK PasBUTUA MHPeKL U
(MMKPOBHbIX, BUPYCHBIX WUAN BbI3BAHHbLIX APYTMU BO3OYAUTENAMM), & Takxe
MMMYHHBIX peakuuid, B 3TOM Cc/ly4yae CTEPUAbLHOCTb WMMMJaHTaTa He
rapaHTupyetca. bonee Toro, LeNOCTHOCTb M3JeNUA TakXe He MOXeT 6biTb
rapaHTMpoBaHa B CBA3M C PUCKOM MNOBpEeXAeHWA uMmnnaHTata. HecobnogeHue
Tpe6oBaHUA  OAHOPA30BOr0  WMCNONbL30BAHUA  Hapywaer W  OTMeHseT
YCTaHOBMEHHbIA CPOK FOAHOCTW UMMNaHTaToB. CTEpUIbHOCTb, 6e30MacHOCTb
M 3 (PeKTUBHOCTb MOBPEXAEHHbIX W3f4enunii He rapaHTupyetcd. B cnyuae
3arpA3HeHns um3genus obpatutecb K MeCTHOMY MNpeACTaBUTENHD KOMMaHuUu
Mentor.

TPEBOBAHNA K TEXHNYECKOMY OBCNY>XXNBAHWIO
PEMOHTY MU

HenpumeHnmo.
YCNOBUNA TPAHCIIOPTUPOBKIN n XPAHEHIUA

Tabnuua 3 - YcnoBus TpaHCMOPTUPOBKN

HavmeHoBaHue
Temnepatypa

JnanasoH
0T -20 °C po +50°C

OTHOCUTENbHASA BNAXXHOCTb He 6onee 75%

ATMOChepHoOe gasneHue 700-1060 rMa
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MENTOR Gel Breast Implants are supplied individually in a sterile and non-
pyrogenic double-wrap packaging system. The double-wrap system 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 resterilize
the device.

All MENTOR Gel Breast Implants are indicated for use on one individual
patient during a single procedure. If a device is re-used against the
manufacturer’s instruction, there is a risk of infection (microbial, viral and
other transmissible agents) as well as immune responses andthe 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. The
established shelf life of the product is compromised and thus null and void if
compliance with single-use only indication is not followed. Sterility, safety
and efficacy cannot be assured for damaged devices. In the event the product
becomes contaminated, contact your local Mentor representative.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD

Not applicable.
CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3- Transportation conditions

Designation
Temperature
Relative humidity

Range
r20 °C to+50°C
not more 75%

Barometric pressure 700-1060 hPA
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Tabnuua 4 - Ycnosus xpaHeHus

HanmeHoBaHMe JwnanasoH

TemnepaTypa oT+10°Cpo +25°C

OTHOCUTENbHAS BAAXHOCTb He 6onee 75%

ATmoCc(epHOe faBfieHune 700-1060 rlMa

MOPAOOK n YCNOBUA YTUNN3AUNN nnn YHNUTOXEHNA
MW

M3pgenne OTHOCUTCA K Knaccy b B COOTBETCTBMM C  KlacCuuKkauuem
MeAULUHCKMX OTX0A4OB. He3arpssHeHHasa ynakoBKa OTHOCUTCS K knaccy A B
COOTBETCTBUU C Knaccuukaumein MeamLMHCKNX 0TX0A0B. [ocne nocnegHero
MCNONb30BaHUS W3JeNNe U ero ynakoBKY Heob6XoAMMO YTUAM3MpPOBaTb B
COOTBETCTBUM c MECTHbIMM HOpMamu cornacHo TpeboBaHUAM
CaHlMunH 2.1.3684-21 n rocyaapCTBeHHbIMU TpebOBaHUSAMMN.
FTAPAHTIA

Mentor 0TKa3biBaeTCa OT N06bIX rapaHTUiA, N3I0XEHHbIX B MUCbMEHHOW MK
YCTHOW Qopme, SBHbIX WAUM NOAPa3syMeBaeMbiX B CUAY O0OBCTOATENbCTB,
BK/lOYasi, MOMUMO MpOYero, Nobble NogpasymMeBaemMble FapaHTUM FOAHOCTK
Ana  npojaxu, NPUroOAHOCTM K MWCNONAb30BAHWIKO MO HasHavyeHWto wunu
KOHCTPYKLMUM, 33 UCKIHOUYEHUEM MePeUYUC/eHHbIX B JaHHOM [OKYMEHTEe 1 B
npegenax, HONYCTUMbIX 3akoHofgaTenbcTBOM. Komnauus Mentor He Hecet
OTBETCTBEHHOCTU 3a KakuMe Obl TO HM 6bIIO NpsAMble, CAy4valiHble WK
KOCBEHHble YObITKN, ylUepb namM pacxofbl, MPAMO MU KOCBEHHO SIBAAOLLMECS
CnefcTBMEM MCMONb30BAHUA HACTOfLLEro U3fenua B npefgenax, 4OMNYCTUMbIX
3aKOHOA4AaTeNbCTBOM. HUKaKoe 3aBepeHMe WA MHOE NOATBepXAeHUe (DaKTOB,
BK/lOYasi, MNOMUMO BCEro Mpo4yero, 3asABAeHUA O MNPUFOJHOCTU K
MCMNONb30BAHUK WM XapaKTepUCcTUKaxX W3Jenus, He SABAAETCA WAU  He
CYMTaeTCA rapaHTueil, NpefoCTaBNeHHON KomnaHueilt Mentor B Kakux-nm6o
Lensax 3a UCKNYEHUEM, MEepPeUYNCeHHbIX B 4JaHHOM AOKYMEHTEe 1 B npejenax,
JOMYCTUMbIX 3aKoHofdaTenbcTBOM. KomnaHus Mentor He 6epeT Ha ce6s U He
Npu3HaeT 3a COO0M KaKUX-NM6GO MHBIX UM AONONHUTENbHbBIX 0643aTeNbCTB UK
OTBETCTBEHHOCTU, CBA3AHHbIX C JaHHbIM U3JENNEM.
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Table 4 - Storage conditions

Designation Range

Temperature H-10°C to +25°C

Relative humidity not more 75%

Barometric pressure 700-1060 hPA

MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste.
Uncontaminated packaging belongs to class A ofthe classification of medical
waste. After last use the product and its package must be disposed of in
accordance with local regulations as specified in the requirements
SanPiN 2.1.3684-21 and state requirements.

WARRANTY

Mentor disclaims any warranties, 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 pudgo3se or design,
except for those set forth herein and to the extent permitted by law. Mentor is
not responsible for any direct, incidental or indirect loss, damage or expenses,
directly or indirectly, as a result of using this device to the extent permitted
by law. Any statement or other representation of facts, including but 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 pugo3e 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 this product.
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HAVNMEHOBAHWE n FOPUONYECKUNIA AJQPEC
NMPON3BOANTENA MW n YMNONHOMOYEHHOIO
MNPEACTABUTENA NMPON3BOAUNTENA B POCCA
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MeHTOp Megukan Cucteme b.B. (Mentor Medical Systems B.V.), Zemikedreef
2, 2333 CL Leiden, The Netherlands, HugepnaHgbl.

NMPON3BOANTESb:

MeHTOp Megukan Cucteme 6.B. (Mentor Medical Systems B.V.), Zemikedreef
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Mentor Medical Systems B.V.
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YMNONMHOMOUYEHHbIV MPEACTABUTE/b MPOM3BOANTESNA B
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Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
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Gel-Filled Breast Implant Surgery
Making an Informed Decision
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1. INTRODUCTION

Purpose of the Brochure

The purpose of this brochure is to assist patients in making informed decisions about breast augmentation and
breast reconstruction surgery. This educational brochure is designed to help patients talk with their doctors, as
well as provide patients with general information on breast implant surgery and give them specific details
about MENTOR® Breast Implants.

What Gives the Breast Its Shape?
The breast consists of milk ducts and glands, surrounded by fatty tissue that provides its

shape and feel. Situated beneath the breast is the pectoralis major muscle or chest muscle. i Fatlvtissup
Factors such as pregnancy (when milk glands are temporarily enlarged), rapid weight loss, | t" oy e
and the effects of gravity as a woman ages combine to stretch the skin, which may cause the

breast to droop or sag. jji* lucts

What is a Breast Implant?
Currently, there are three main types of breast implants:

. saline-filled breast implants,
. cohesive silicone gel-fillcd breast implants and
. combination cohesive gel/saline-filled breast implants.

All of these implants consist of silicone elastomer shells, filled with saline (salt water), cohesive silicone gel
or both saline and cohesive silicone gel. The surface of the shells may be either textured or smooth.

SalinbFilled Breast Implant Gel-Filled Breast Implant Combination Gel/Saltne-Filled Breast Implant

What is Silicone?

Silicones are polymers made up of silicon, oxygen, carbon and hydrogen. Silicone can come in the form of
liquid, gel or solid. There are many uses of silicone, including cosmetics, cures for stomach gas and in many
medical devices, such as foldable intraocular lenses, heart pacemakers and tissue expanders.

Silicon is a common chemical element occurring in nature. It is found in sand, rocks and glass.

Is Silicone Safe?
There have been several prestigious multispecialty panels of scientific experts who have reviewed and studied
the available data on silicone breast implants. The following describes the findings of tliree such panels.

The Independent Review Group (IRG)

This panel commissioned by the British Minister of Health with experts in many scientifie disciplines was
charged with reviewing the scientific evidence of the possible health risks associated with silicone breast
implants and examining issues related to preoperative patient information. The IRG report released in 1998
made the following conclusions:
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. “There is no epidemiological evidence for any link between silicone gel breast implants and any
established connective tissue disease. [f there is a risk of connective tissue disease. it is too small to be
quantified. The IRG cannot justify recommending further epidemiological studies to investigate this
hypothesis.” For more information on connective tissue disease, please refer to the section on BREAST
IMPLANT COMPLICATIONS.

. The overall biological response to silicone is consistent with conventional forms of response to
foreign materials, rather than an unusual toxic reaction.

. There is no evidence that children of women with breast implants are at increased risk of connective
tissue disease.

The Scientific and Technical Options Assessment (STOA) Programme

This panel was commissioned by the European Parliament to issue a report on the policy options on silicone
gel breast implants based on a comprehensive, unbiased analysis of the scientific literature. The STOA report
published in 2000 made the following conclusions:

. “Studies do not point to an association between silicone implants and serious health risks, such as
cancer and connective tissue diseases.”
. *... studies have concluded that there does not appear to be evidence of harmful effects to infants

breast fed by women with silicone breast implants ..."

The Institute of Medicine (IOM)

This panel commissioned by the US Congress with experts in many scientific disciplines was charged with
conducting an independent review of past and ongoing research on silicone and other types of breast implants.
The 10OM report released in 1999 made the following conclusions:

. There is no increased risk of connective tissue disease in women with breast implants. Women with
breast implants are no more likely than the rest of the population to develop cancer, immunologic diseases or
neurological problems.

) Breast-feeding is safe and beneficial.

. There are no second-generation effects on children of women with breast implants.

Please note, that Mentor's evaluation from clinical studies and the latest information to consider are:

. Patients who undergo breast implant surgery with connective tissue diseases (CTD) may experience

an increased risk of wound

dehiscence, infection and bleeding (likely due to their ongoing medical managcment) that may require further
treatment.

. Some patients with breast implants have reported experiences of neurological and/or rheumatological
diseases. Mentor is currently collecting data to further understand these potential risks and their possible
association with breast implants.

2. DECIDING TO HAVE BREAST IMPLANTS

Rcasons for Considering Breast Implants

Implants are to be used for the following indications:

. Breast Augmentation — This procedure is performed to increase the size and proportions of a woman's
breasts.

. Breast Reconstruction — This procedure is performed to restore a woman's breast shape after a
mastectomy or injury that resulted in either partial or total loss of the breast(s), or to correct a birth defect.

. Replacement or Revision — This procedure is performed as replacement or revision surgery for
patients with previous augmentation or reconstruction with silicone gel-filled or salinc-filled implants.

Reasons Why Breast Implants May Not Be an Option
The use of this prosthesis is contraindicated in patients who have any of the following conditions:

. Pregnancy or nursing mothers.
. Lupus (e.g., SLE and DLE).
. Scleroderma (¢.g., progressive systemic sclerosis).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



. Currently has a condition that could compromise or complicate wound healing (except reconstruction

patients).

. Infection or abscess anywhere in the body.

. Demonstrates tissue characteristics, which are clinically incompatible with implant (e.g., tissue
damage resulting from radiation, inadequate tissue, orcompromised vascularity).

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

. Anatomic or physiologic abnormality, which could lead to significant postoperative complications.

. A history of sensitivity to foreign materials or repeated attempts and failures at breast augmentation or
reconstruction.

. An unwillingness to undergo any further surgery for revision.

. Unrealistic expectations, such as inappropriate attitude or motivation, or a lack of understanding of the
risks involved with the surgical procedure and implants.

. Premalignant breast disease without a subcutaneous mastectomy.

. Untreated or inappropriately treated breast malignancy, without mastectomy.

What Types of Silicone Gel-Filled Breast Implants Are Available from Mentor?

All MENTOR® Gel Breast Implants contain silicone gel which is cohesive. The breast implants are offered
with three degrees of cohesive filling material: Cohesive 1(standard). Cohesive 11 (moderate) and Cohesive 111
(high). The implants come in a variety of shapes, surface textures, and sizes. Breast implants are available
with either a smooth or textured surface. Mentor has a te.xtured breast implant surface called SILTEX”m. Also,
implants are available with a single silicone shell filled with cohesive silicone gel or as cxpandcr/brcast
implants with an inner silicone shell filled with saline and an outer silicone shell filled with cohesive silicone
gel.

The following is a description of MENTOR® Breast Implant styles. Be sure to familiarize yourself with the
different features of breast implants and to discuss the most appropriate type(s) of implants for you with your
surgeon.

Gel-Filled Breast Implant Family (fixed volume)
Round Styles:

Smooth
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SILTEX™

CONTOUR PROFILE™

BECKERTI™ Expander/Breast Implant Family (postoperative adjustment of volume):

Factors to Consider in Breast Implantation

Potential Benefits

Women choose primary breast augmentation surgery to increase the size and proportion of their breast(s).
Women choose primary breast reconstruction surgery to replace breast tissue that has been removed because of
cancer or injury, or to replace breast tissue that has failed to develop properly because of a severe breast
abnormality. In addition, women choose revision surgery (replacement of an existing breast implant) to correct
or improve the result of a primary augmentation or primaiv' reconstruction surgery.

Living With Breast Implants

. Whether undergoing augmentation or reconstruction, be aware that breast implantation may not be a
one-time surgery. Additional doctor visits are likely needed and additional surgery may be needed over the
course of a breast implant patient’s life.
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. Breast implants are not considered lifetime devices. Implant removal with or without replacement
may be needed over the course of a breast implant patient’s life.
. The expected 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 device over time,
unintentional sharp instrument damage during surgery, and physical stress such as that caused by car accidents
or strenuous activity. Rupture rates can vary depending upon the type of breast implant surgery performed. In
MENTOR® clinical studies, patients undergo MRI screening on a regular basis to assess whether rupture of
the implant has occurred. It is important to note that most patients had no symptoms related to their reported
implant rupture.
Below are the 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. These rupture rates
include both ruptures that are “suspect” and those that are “confirmed” as defined below.

Suspected ruptures are ruptures that are suspected due to MRI results but have not been confirmed by

physical examination, usually because the patient chose not to have the implant removed.

Confirmed ruptures are confirmed by examining the implant once removed from the patient.

The proportion of confirmed ruptures was 64% (49 of 77 suspected or confirmed ruptures) for MENTOR®
MemoryGel® Breast Implants, 47% (8 of 17 suspected or confirmed ruptures) for Contour Profile® Breast
Implants (CPG), and 56% (10 of 18 suspected or confirmed ruptures) for BECKERTM Implants.

10-year Kaplan-Meier estimated suspected or confirmed implant rupture rates for MENTOR®
MemoryGel® Breast Implants:

Primary Augmentation Revision Augmentation Primary Reconstruction Revision Reconstruction
3.3% 4.7% n.2% 0%

Overall, the 10-year follow-up rate was 45%, thus data accuracy is limited.

Based on the above information, MENTOR® MemoryGel® and Contour Profile® Breast Implants (CPG) can
be expected to have an average lifetime of over ten years.

BECKERTM Expander/Breast Implant devices also contain saline, so deflation can occur if there is a tear in
the implant that allows the saline to leak out. Deflation rates and suspected or confirmed rupture rates are shown
below.

5-year Kaplan-Meier estimated suspected or confinned implant rupture rates and deflation rates for
BECKERTM Expander/Breast Implants for Reconstruction Patients:

Suspected or confirmed ruptuijes 7.2%
Deflation 1.3%
Smaller sample sizes in the BECKERTM Implants clinical study limit data accuracy.

BECKERTM Expander/Breast Implant devices have data out to 5 years at this time with less than a 10%
rupture/deflation rate for reconstruction patients.
« Many of the changes to a patient's breast following implantation are irreversible (cannot be undone).
If a patient later chooses to have her implant(s) removed, unacceptable dimpling, puckering,
wrinkling, or other cosmetic changes of the breast may be experienced.
» Breast implants may affect a patient’s ability to produce a sufficient supply of milk for breast-feeding.
Also, breast implants will not prevent a patient’s breast from sagging after pregnancy.
e With breast implants, routine screening mammography may be more difficult, and a patient may need
to have additional views, which means more time and radiation.

Steps to Implantation
e Choosing a Surgeon
When choosing a surgeon who is experienced with breast implantation, the following questions
should be answered;
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1. How many breast augmentation or reconstruction implantation procedures does the surgeon
perform per year?
2. How many years has the surgeon performed breast implantation procedures?
3. What is the most common complication the surgeon encounters with breast implantation?
4. What is the surgeon’s reoperation rate with breast implantation, and what is the most common type
of reoperation the surgeon perfomis?
The following options in breast implant surgery should be understood and discussed with the surgeon:

e Implant Size
Generally, the larger the cup size wanted, the larger the breast implant (measured in cubic centimeters,
or cc’s) the surgeon will consider implanting.
The surgeon will also evaluate the e.xisting tissue to determine if there is enough to cover the breast
implant. If a breast implant size too large for the available tissue is desired, the doctor may warn that
the breast implant edges may be apparent or visible postoperatively. This may even risk surgical
complications. Also, excessively large breast implants may speed up the effects of gravity and result in
earlier droop or sag.

e Surface Texturing
SILTEX~” is the trade name for the surface texturing on MENTOR® Breast Implants. The textured
surface was designed to provide a disruptive or rough surface for the body’s collagen tissue to interface
with the implant.
Mentor also offers nontextured or smooth-surfaced implants.

« Implant Shape, Projection and Height
Mentor offers cohesive gel-filled breast implants with a round or contour profile shape. The round
implants are available in various projections (low, moderate, moderate plus, high and ultra high profile)
and the contour profile shaped implants are available in various heights (low, medium and tall).

*  Gel Cohesivity Levels
Mentor's silicone gels are cohesive polymers, not liquids. Although soft and fluid feeling, they act as a
unit. Mentor's gels hold together uniformly, while retaining the natural ‘give’ that resembles actual
breast tissue. Mentor’s gel breast implants are available in three different levels of cohesivity; however,
they are all cohesive.
Cohesive |
The standard cohesive level gel used in Mentor’s implants. This is Mentor’s softest gel.
Cohesive Il
A slightly firmer gel, for a firmer feeling implant.
Cohesive Il
Mentor’s most cohesive gel, providing shape retention with a pleasing level of firmness.

« Palpability
The following may cause implants to be more palpable (more easily felt): textured implants, larger
implants, subglandular placement, and the lack of adequate skin/tissue available to cover the implant.

* Implant Placement
The breast implant can be placed either partially under the pectoralis major muscle (submuscular) or
on top of the muscle and under the breast glands (subglandular). The pros and cons of the implant
placement should be discussed with the surgeon.

* The submuscular placement may make surgery and recovery last
longer, may be more painful, and may make it more difficult to
have some reoperation procedures than the subglandular
placement. The possible benefits of this placement are that it may
result in less palpable implants and easier imaging of the breast
with mammography.
The subglandular placement may make surgery and recoveiy
shorter, may be less painful, and may be easier to access for
reoperation than the submuscular placement. However, this
placement may result in more palpable implants and more difficult

imaging of the breast with mammography.
e Incision Sites Subglandular Submuscular
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The pros and cons of the incision site should be discussed with the surgeon. There are three common
incision sites: under the arm (axillary), around the nipple (periareolar), or within the breast fold
(inframammary). If the incision is made under the arm, the surgeon may use a probe fitted with a
miniature camera, along with minimally invasive instruments, to create a "pockel’’ for the breast
implant. A fourth incision site: through the navel (umbilicus) using an endoscopic technique has not
been studied and is therefore not recommended.

Axillary
This incision is less concealed than periareolar and associated with
less difficulty than the periareolar incision site when breast-feeding.

Periareolar
This incision is most concealed, but is associated with a higher
likelihood of inability to successfully breast-feed, as compared to .

L . Periareolar
the other incision sites.

Inframammary

Inframammary
This incision is less concealed than periareolar and associated with

less difficulty than the periareolar incision site when breast-feeding.

3. SPECIAL CONSIDERATIONS FOR BREAST AUGMENTATION
What Are the Alternatives to Breast Augmentation?

e Accept your breasts as they are.

 Wear a padded bra or external prostheses.
Should You Have Breast Augmentation?
You may consider consulting your family, friends, breast implant support groups, and counselor(s) to help you
in making this decision. You are advised to wait a minimum of two to four weeks after reviewing and
considering the information in this brochure before deciding whether to have augmentation surgery.
Surgical Setting and Anesthesia
Augmentation surgery is usually performed on an outpatient basis, either in a hospital operating room
(theater) or surgery center. General anesthesia is commonly used, although local anesthesia is also an option.
The surgery usually lasts one to two hours. Your surgeon will make an incision and create a pocket for the
breast implant. Then, the breast implant will be placed in the pocket and positioned. Finally, the incision will
be closed, usually with stitches, and possibly taped.
Postoperative Care
You will probably feel somewhat tired and sore for several days following the operation, and your breasts
may remain swollen and sensitive to physical contact for a month or longer. You may also experience a
feeling of tightness in the breast area as your skin adjusts to the new breast size.
Postoperative care may involve the use of a postoperative bra, compression bandage, or sports bra for extra
support and positioning while you heal. At your surgeon’s recommendation, you will most likely be able to
return to work within a few days, although any strenuous activities that could raise your pulse and blood
pressure should be avoided for at least a couple of weeks. Your surgeon may also recommend breast massage
exercises.
Note: If you experience fever or noticeable swelling and/or redness in your implanted breast(s), you should
contact your surgeon immediately.

What Questions Should You Ask Your Surgeon About Breast Augmentation?

The following list of questions may help to remind you of topics to discuss with your doctor.

. What are the risks and complications associated with having breast implants?

. How many additional operations in my implanted breast(s) can lexpect over my lifetime?

. How will my breasts look if 1opt to have the implants removed without replacement?

. What shape, size, surface texturing, incision site, and placement site is recommended for me?
. How will my ability to breast-feed be affected?

. How can lexpect my implanted breasts to look over time?

U A WN
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7. How can | expect my implanted breasts to look after pregnancy? After breast-feeding?

8. What are my options if | am dissatisfied with the cosmetic outcome of my implanted breasts?

9. What alternate procedures or products are available if | choose not to have breast implants?

10. Do you have before and after photos I can look at for each procedure, and what results are reasonable for
me?

4. SPECIAL CONSIDERATIONS FOR BREAST RECONSTRUCTION

What Are the Alternatives to Breast Reconstruction?

You may choose not to undergo breast reconstruction. In this case, you may or may not decide to wear an
external breast form (prosthesis) inside your bra. Breast forms are available in a variety of shapes, sizes, and
materials such as foam, cotton, and silicone. Custom prostheses are also available to match the size and shape
of your breast.

Should You Have Breast Reconstruction?

Whether you decide to have breast reconstruction depends on your own individual case, medical condition,
general health, lifestyle, emotional state, and breast size and shape. You may consider consulting your family,
friends, breast implant support groups, breast cancer support groups and counselor(s) to help you in making
this decision. You are advised to wait a minimum of two to four weeks after reviewing and considering the
information in this brochure before deciding whether to have reconstruction surgery.

If you are considering breast reconstruction and do not have a plastic surgeon, ask your general surgeon for a
referral for the names of experienced plastic surgeons in your area. Your general surgeon, plastic surgeon, and
oncologist should work together to plan your mastectomy and reconstruction procedure to give you the best
possible results.

What Are the Choices in Reconstructive Procedures?

The type of breast reconstruction procedure available to you depends on your medical situation, breast shape
and size, general health, lifestyle, and goals. Women with small- or medium-sized breasts are the best
candidates for breast reconstruction.

Breast reconstruction can be accomplished by the use of a prosthesis (a breast implant, either silicone gel-
filled, saline-filled or a combination gel/salinc-filled), your own tissues (a tissue flap), or a combination of the
two. A tissue flap is a section of skin, fat and/or muscle which is moved from your stomach, back or other
area of your body, to the chest area, and shaped into a new breast.

Whether or not you have reconstruction with or without breast implants, you will probably undergo additional
surgeries to improve symmetry and appearance. For example, because the nipple is often removed with the
breast tissue in mastectomy, the nipple is often reconstructed by using a skin graft from the opposite breast or
by tattooing the area. Nipple reconstruction is usually done as a separate outpatient procedure after the initial
reconstruction surgery is complete

Breast Reconstruction With Breast Implants

Your surgeon will decide whether your health and medical condition makes you an appropriate candidate for
breast implant reconstruction. Women with larger breasts may require reconstruction with a combination of a
tissue flap and an implant. Your surgeon may recommend breast implantation of the opposite, unaffected
breast in order to make your breasts more alike (maximize symmetry) or he/she may suggest breast reduction
(reduction mammoplasty) or a breast lift (mastopcxy) to improve symmetry. Reduction mammoplasty
involves removal of breast tissue and skin. Mastopexy involves removing a strip of skin from under the breast
or around the nipple and using it to lift and tighten the skin over the breast. If it is important to you not to alter
the unaffected breast, you should discuss this with your surgeon, as it may affect the breast reconstruction
methods considered for your case.

The Timing of Your Breast Implant Reconstruction

The following description applies to reconstruction following mastectomy but similar considerations apply to
reconstruction following breast trauma or for reconstruction for congenital defects. The breast reconstruction
process may begin at the time of your mastectomy (immediate reconstruction) or weeks to years afterwards
(delayed reconstruction). Immediate reconstruction may involve placement of a breast implant, but typically
involves placement of a tissue expander, which is eventually replaced with a breast implant or immediate
reconstruction may involve placement of an expander/breast implant (BECKER™ Expander/Implant). A
BECKER™ Expander/Implant serves as both a tissue expander and a breast implant. It is expanded over time
by adding saline through a filling port located beneath the skin. Once the BECKER™ Expander/Implant has
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expanded to the desired fullness, the filling port is removed. It is important to know that any type of surgical
breast reconstruction may take several steps to complete. Two potential advantages to immediate
reconstruction are that your breast reconstruction starts at the time of your mastectomy and that there may be
cost savings in combining the mastectomy procedure with the first stage of the reconstruction. However, there
may be a higher risk of complications such as rupture with immediate reconstruction, and your initial
operative time and recuperative time may be longer.

A potential advantage to delayed reconstruction is that you can delay your reconstruction decision and surgery
until other treatments, such as radiation therapy and chemotherapy. are completed. Delayed reconstruction
may be advisable if your surgeon anticipates healing problems with your mastectomy, or if you just need more
time to consider your options.

There are medical, financial and emotional considerations to choosing immediate versus delayed
reconstruction. You should discuss with your surgeon, plastic surgeon, and/or oncologist, the pros and cons of
the options available in your individual case.

Surgical Considerations to Discuss With Your Doctor
Discuss the advantages and disadvantages of the following options with your surgeon and/or your oncologist.
¢ Immediate Reconstruction
One-stage immediate reconstruction with a breast implant (breast implant only) or with an
expander/breast implant
(BECKER™ Expander/Implant).
Two-stage immediate reconstruction with a temporary tissue expander followed by delayed
reconstruction several months later with abreast implant.
e Declayed Reconstruction
One-stage delayed reconstruction using an expander/breast implant (BECKER™ Expander/Implant).
Two-stage delayed reconstruction with a temporary tissue expander followed several months later by
replacement with a breast implant.

What Is the Breast Implant Reconstruction Procedure?

One-Stage (Immediate or Delayed) Breast Implant Reconstruction

Immediate one-stage breast reconstruction may be done at the time of your mastectomy. After the general
surgeon removes your breast tissue, the plastic surgeon will then implant a breast implant or an
cxpander/breast implant (BECKER™ Expander/Implant) that completes the one-stage reconstruction. If a
BECKER™ Expander/Implant is used. saline is gradually added over time (up to six months) until the
expansion is completed at which time the filling port is removed. The filling port removal is usually done
using local anaesthesia at the outpatient or day unit section of the hospital. One-stage delayed breast
reconstruction is done several months or years later by placement of a breast implant or a BECKER™
Expander/Implant.

Two-Stage (Immediate or Delayed) Breast Implant Reconstruction

Breast reconstruction with a MENTOR® Gel-Filled Breast Implant usually occurs as a two-stage procedure,
starting with the placement of a temporary breast tissue expander, which is replaced several months later with
a breast implant.

The tissue expander placement may be done immediately, at the time of your mastectomy. or be delayed until
months or years later.

The tissue expander may have a filling port or an injection dome that is integral (attached) to the expander
shell or an injection dome that is remote (attached to the expander by a fill tube). If an expander with a remote
dome is used, the dome is situated under the arm or axilla.
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stage 1: Tissue Expansion

P &

Mastectomy Scar Expander/Implant witti Tissue expander with Final result with implant
remote injection dome integral injection dome

During a mastectomy, the general surgeon often removes skin as well as breast tissue, leaving the chest tissues
tlat and tight. To create a breast-shaped space for the breast implant, a tissue expander is placed under the
remaining chest tissues.

The tissue expander is a balloon-like device made from elastic silicone rubber. It is inserted unfilled, and over
time, sterile saline fluid is added by inserting a small needle through the skin to the filling port of the device.
As the tissue expander fills, the tissues over the expander begin to stretch, similar to the gradual expansion of a
woman’s abdomen during pregnancy. The tissue expander creates a new breast-shaped pocket for a breast
implant.

Tissue expander placement usually occurs under general anaesthesia in an operating room (theatre). Operative
time is generally one to two hours. The procedure may require a brief hospital stay, or be done on an outpatient
basis. Typically, you can resume normal daily activity after two to three weeks.

Because the chest skin is usually numb from the mastectomy surgery', it is possible that you may not experience
pain from the placement ofthe tissue expander. However, you may experience feelings of pressure or discomfort
after each filling of the expander, which subsides as the tissue expands. Tissue expansion typically lasts four to
six months.

Stage 2: Placing the Breast Implant

After the tissue expander is removed, the breast implant is placed in the pocket. The surgery to replace the tissue
expander with a breast implant (implant exchange) is usually done under general anaesthesia in an operating
room (theatre). It may require a brief hospital stay or be done on an outpatient basis.

Breast Reconstruction Without Implants: Tissue Flap Procedures

The breast can be reconstructed by surgically moving a section of skin, fat and muscle from one area of your
body to another. The section of tissue may be taken from such areas as your abdomen, upper back, upper hip,
or buttocks.

The tissue flap may be left attached to the blood supply and moved to the breast area through a tunnel under the
skin (a pedicled flap), or it may be removed completely and reattached to the breast area by microsurgical
techniques (a free flap). Operating time is generally longer with free flaps, because of the microsurgical
requirements.

Flap surgery requires a hospital stay of several days and generally a longer recovery time than implant
reconstruction. Flap surgery also creates scars at the site where the flap was taken and possibly on the
reconstructed breast. However, flap surgery has the advantage of being able to replace tissue in the chest area.
This may be useful when the chest tissues have been damaged and are not suitable for tissue expansion. Another
advantage of flap procedures over implantation is that alteration of the unaffected breast is generally not needed
to improve symmetry.

The most common types of tissue flaps are the TRAM (Transverse Rectus Abdominus Musculocutaneous flap)
(which uses tissue from the abdomen) and the Latissimus Dorsi flap (which uses tissue from the upper back).
It is important for you to be aware that flap surgery, particularly the TRAM flap, is a major operation, and is
more extensive than your mastectomy operation. It requires good general health and strong emotional
motivation. Ifyou are very overweight, smoke cigarettes, have had previous surgery at the flap site, or have any
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circulatory problems, you may not be a good candidate for a TRAM flap procedure. Also, if you are very thin,
you may not have enough tissue in your abdomen or back to create a breast mound with this method.

The TRAM Flap (Pedicle or Free)

Step 1: Mastectomy Is performed and Step 2: The flap of rectus muscle and Step 3: Final Result
the donor site is marked tissue is tunnelled to the breast

During a TRAM flap procedure, the surgeon removes a section of tissue from your abdomen and moves it to
your chest to reconstruct the breast. The TRAM flap is sometimes referred to as a "tummy tuck” reconstruction,
because it may leave the stomach area flatter.

A pedicle TRAM flap procedure typically takes three to six hours of surgery under general anaesthesia; a free
TRAM flap procedure generally takes longer. The TRAM procedure may require a blood transfusion. Typically,
the hospital stay is two to five days. You can resume normal daily activity after six to eight weeks. Some women,
however, report that it takes up to one year to resume a normal lifestyle. You may have temporary or permanent
muscle weakness in the abdominal area. I1f you are considering pregnancy after your reconstruction, you should
discuss this with your surgeon. You will have a large scar on your abdomen and may also have additional scars
on your reconstructed breast.

The Latissimus Dorsi Flap With or Without Breast Implants

Post-Mastectomy View Showing Section of Tissue to Latissimus Dorsi Flap Procedure
Be Removed

During a Latissimus Dorsi flap procedure, the surgeon moves a section of tissue from your back to your chest
to reconstruct the breast. Because the Latissimus Dorsi flap is usually thinner and smaller than the TRAM flap,
this procedure may be more appropriate for reconstructing a smaller breast.

The Latissimus Dorsi flap procedure typically takes two to four hours of surgery under general anaesthesia.
Typically, the hospital stay is two to three days. You can resume daily activity after two to three weeks. You
may have some temporary or permanent muscle weakness and difficulty with movement in your back and
shoulder. You will have a scar on your back, which can usually be hidden in the bra line. You may also have
additional scars on your reconstructed breast.
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What Questions Should You Ask Your Surgeon About Breast Reconstruction?
The following list of questions may help to remind you of topics to discuss with your doctor.

1.What are all my options for breast reconstruction?

2.What are the risks and complications of each type of breast reconstruction surgery and how common are they?
3.What if my cancer recurs or occurs in the other breast?

4.Will reconstruction interfere with my cancer treatment?

5.How many steps are there in each procedure, and what are they?

6.How long will it take to complete my reconstruction?

7.How much experience do you have with each procedure?

8.Do you have before and after photos | can look at for each procedure, and what results are reasonable for me?
9.What will my scars look like?

10.What kind of changes in my implanted breast can I expect over time?

11.What kind of changes in my implanted breast can I expect with pregnancy?

12.What are my options if | am dissatisfied with the cosmetic outcome of my implanted breast?

13.Can I talk with other patients about their experiences?

14.For staged reconstruction, what is the estimated total cost of each procedure?

15.How much pain or discomfort will | feel, and for how long?

16.How long will I be in the hospital?

17.Will I need blood transfusions, and can I donate my own blood?

18.When will [ be able to resume my normal activity (or sexual activity, or athletic activity)?

5. WHAT ARE CONTRAINDICATIONS, WARNINGS AND PRECAUTIONS TO BE CONSIDERED?
A contraindication is a condition or circumstance that, if present, means a procedure should not be done.
MENTOR® Breast Implants are contraindicated in the following circumstances because the risk of undergoing
breast augmentation or reconstruction with implants outweighs the benefits:

+ Women with active infection anywhere in their bodies,

* Women with existing cancer or precancer of their breast who have not received adequate treatment for those
conditions, and in

* Women who are pregnant or nursing.

Surgical practices that are contraindicated in breast implantation:

* Injection through implant shell.

* Stacking of implants: more than one implant per breast.

Safety has not been established in patients with the following conditions:

« Autoimmune diseases such as lupus and scleroderma.

* Conditions that interfere with wound healing and blood clotting.

+ A weakened immune system (e.g., currently receiving immunosuppressive therapy).

* Reduced blood supply to breast tissue.

Further considerations

Pre-implantation Mammography

You may wish to undergo a preoperative mammogram and another one 6 months to one year after implantation
to establish a baseline.

Interference With Mammography

The implant may interfere with finding breast cancer during mammography and also may make it difficult to
perform mammography. Therefore, it is essential that you tell your mammography technologist that you have
an implant before the procedure. The technologist can use special techniques to minimize the possibility of
rupture and to get the best possible views of the breast tissue. Because the breast is squeezed during
mammography, it is possible for an implant to rupture during the procedure. More x-ray views are neccssary
with these special techniques; therefore, women with breast implants will receive more radiation. However, the
benefit of the mammogram in finding cancer outweighs the risk of the additional x-rays.
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Distinguishing the implant from breast tissue during breast self-cxamination

You should perform breast self-examination monthly on your implanted breast. In order to do this effectively,
you should ask your surgeon to help you distinguish the implant from your breast tissue. Any new lumps or
suspicious lesions (sores) should be evaluated with a biopsy. If a biopsy is performed, care must be taken to
avoid puncturing the implant. The presence of breast implants may improve the detection of tumors by self-
exam (palpation).

Long-Term Effects

The long-term safety and effectiveness of breast implants are currently being studied; however, Mentor is
monitoring the long-term (i.e., 10 years) risk of implant rupture, reoperation, implant removal, and capsular
contracture (hardening of the tissues around the implant). As new data becomes available, Mentor will include
this information in the product inserts, which are packaged with the products and sent to the doctors. You should
contact your doctor about updated information.

Capsule Procedures

You should be aware that closed capsulotomy, the practice of forcible squeezing or pressing on the fibrous
capsule around the implant to break the scar capsule, is not recommended as this may result in rupture or
breakage of the implant.

Radiation Therapy

You should be aware that testing has not been done to show the effects of radiation therapy on tissues of patients
who have breast implants; however, the literature suggests that radiation therapy may increase the likelihood of
expericncing capsular contracture. The decision regarding the use of radiation therapy following breast
implantation should be made by your surgeon and radiation oncologist.

MRI

The MRI scan has been determined to be the best way to find out if your implant has ruptured without
performing surgery. If you undergo an MRI scan, you will have to lie on your stomach with your breast in a
special holder. You will then be placed in the machine. which may be open or may be like going into a tunnel.
Some patients experience an uneasiness at being in a closed space. While the machine is taking images of your
breast, it will make a noise. In order to have an MRI scan, you should not have had metal devices implanted in
your body, or a history of claustrophobia.

6. WHAT ARE THE BREAST IMPLANT COMPLICATIONS?

Undergoing any surgical procedure may involve the risk of complications such as the effects of anaesthesia.
infection, swelling, redness, bleeding, and pain.

In addition, there are potential complications specific to breast implants. These complications include:

Deflation/Rupture

When the shell of a gel-filled breast implant breaks, the gel can leak from the implant. BECKER™
Expander/Implants deflate when saline solution leaks either through an unsealed or damaged valve, or through
a break in the implant shells. This may be noticed by a change in shape of the implant or it might be unnoticed
(“silent” rupture) and detected by mammogram or MRI. Deflation or rupture may occur in the first few months
after being implanted or after several years. Causes of deflation or rupture include damage by surgical
instruments during surgery, overfilling or underfilling of the implant with saline solution, capsular contracture,
closed capsulotomy, stresses such as trauma or intense physical manipulation, excessive compression during
mammographic imaging, umbilical incision placement, and unknown/unexplained reasons. You should also be
aware that the breast implant may wear out over time and deflate/rupture.

Deflated or ruptured implants necessitate additional surgery to remove and to possibly replace the implants.

Capsular Contracture

The scar tissue or capsule that normally forms around the implant may tighten and squeeze the implant and is
called capsular contracture. Capsular contracture is more common following infection, hematoma, and seroma.
Symptoms range from firmness and mild discomfort, to pain, distortion, palpability of the implant, and/or
displacement of the implant.
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Additional surgery is needed in cases where pain and/or firmness is severe. This surgery ranges from removal
of the implant capsule tissue to removal and possibly replacement of the implant itself.
Capsular contracture may recur after these additional surgeries.

Pain

Pain of varying intensity and duration may occur and persist following breast implant surgery. In addition,
improper size, placement, surgical technique, or capsular contracture may result in pain associated with nerve
entrapment or interference with muscle motion. You should tell your doctor if you experience severe pain.

Additional Surgeries

Women should understand there is a chance they will need to have additional surgery(ies) at some point to
replace or remove the implant. Also, problems such as deflation/rupture, capsular contracture, infection.
shifting. and calcium deposits can require removal of the implants. Many women decide to have the implants
replaced, but some women do not. Those who do not may have cosmetically unacceptable dimpling and/or
puckering of the breast following removal of the implant without implant replacement.

Dissatisfaction With Cosmetic Results

Dissatisfying results such as wrinkling, asymmetry, implant displacement (shifting). incorrect size,
unanticipated shape, implant palpability. scar deformity, hypertrophic (irregular, raised) scarring. and/or
sloshing (with implants containing saline) may occur. Careful surgical planning and technique can minimize
but not always prevent such results.

Infection

Infection can occur with any surgery. Most infections resulting from surgery appear within a few days to weeks
after the operation. However, infection is possible at any time after surgery. Infections with an implant present
are harder to treat than infections in normal body tissues. If an infection does not respond to antibiotics, the
implant may have to be removed, and another implant may be placed after the infection is resolved.

In rare instances, Toxic Shock Syndrome has been noted in women after breast implant surgery, and it is a life-
threatening condition. Symptoms include sudden fever. vomiting. diarrhea. fainting, dizziness, and/or sunburn-
like rash. A doctor should be seen immediately for diagnosis and treatment.

Hematoma/Seroma

A hematoma is a collection of blood inside a body cavity, and a seroma is a collection of the watery portion of
the blood (in this case, around the implant or around the incision). Postoperative hematoma and seroma may
contribute to infection and/or capsular contracture. Swelling, pain. and bruising may result. If a hematoma
occurs, it will usually be soon after surgery, however this can also occur at any time after injury to the breast.
While the body absorbs small hematomas and seromas, large ones will require the placement of surgical drains
for proper healing. A small scar can result from surgical draining. Implant deflation or rupture can occur from
surgical draining if damage to the implant occurs during the draining procedure.

Changes in Nipple and Breast Sensation

Feeling in the nipple and breast can increase or decrease after implant surgery. The range of changes varies
from intense sensitivity to no feeling in the nipple or breast following surgery. Changes in feeling can be
temporary or permanent and may affect sexual response or the ability to breast-feed.

Breast-Feeding

At this time, it is not known if a small amount of silicone may diffuse (pass through) from the silicone gel-filled
breast implant shell and may find its way into breast milk. If this occurs, it is not known what effect it may have
on the breast-feeding infant. Although there are no current methods for detecting silicone levels in breast milk,
a study measuring silicon (one component in silicone) levels did not indicate higher levels in breast milk from
women with silicone-filled gel implants when compared to women without implants. The IOM report concluded
that mothers with breast implants should attempt breast-feeding due to the benefits to their children. The
periareolar incision site may significantly reduce the ability to successfully breast-feed by decreasing the amount
of milk produced.
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Calcium Deposits in the Tissue Around the Implants
Deposits of calcium can be seen on mammograms and can be mistaken for possible canccr, resulting in
additional surgery to biopsy and/or removal of the implants to distinguish them from cancer.

Delayed Wound Healing
In some cases, the incision site fails to heal normally.

Extrusion
Unstable or compromised tissue covering and/or interruption of wound healing may result in extrusion, which
is when the breast implant comes through the skin.

Necrosis

Necrosis is the formation of dead tissue around the implant. This may prevent wound healing and requirc
surgical correction and/or implant removal. Permanent scar deformity may occur following necrosis. Factors
associated with increased necrosis include infection, use of steroids in the surgical pocket, smoking.
chemotherapy/radiation, and excessive heat or cold therapy.

Breast Tissue Atrophy/Chest Wall Deformity

The pressure of the breast implants may cause the breast tissue to thin and shrink. This can occur while implants
are still in place or following implant removal without replacement.

In addition to these common complications, there have been concerns with certain diseases, of which you should
be aware:

Connective Tissue Disease

Concern over the association of breast implants to the development of autoimmune or connective tissue diseases,
such as lupus, scleroderma. or rheumatoid arthritis, was raised because of cases reported in the literature in
small numbers of women with implants. A review of several large epidemiological studies of women with and
without implants indicates that these diseases are no more common in women with implants than in women
without implants. However. some women with breast implants believe that their implants caused a connective
tissue disease.

Cancer
Published studies indicate that breast cancer is no more common in women with implants than in those without
implants.

Anaplastic Large Cell Lymphoma

Based on information reported to global regulatory agencies and found in medical 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 very small but increased risk of developing
Breast Implant Associated ALCL (BIA-ALCL) in the fluid or scar capsule adjacent to the implant, with
documented potential for local, regional, and distant spread of the cancer with mortality reported in rare cases.
BIA-ALCL has been reported globally in patients with an implant history that includes Mentor’s and other
manufacturers’ breast implants with various surface properties, styles, and shapes. Most of the cases in the
literature reports describe a history of the use of textured implants. Several journal articles explore the risk
factors for BIA-ALCL, including the varied methods used to create surface texture of the implant and the role
of biofilm in causing disease, among others.

You should consider the possibility of BIA-ALCL when a patient presents with a late onset seroma (at least |
year and on average 7 to 10 years following implantation). breast mass adjacent to the implant capsule or
lymphadenopathy. Work-up of dclayed enlargement of a previously implanted breast includes an ultrasound or
MRI to look for the presence of seroma or lymphoma, Diagnosis starts at presentation, with needle aspiration
of as much of the fluid as possible (minimum 50 mL), using ultrasound for implant displacement and protection.
A suspicious mass requires needle or open tissue biopsy. Specimens should be sent for cell morphology by
cytology. CD30 immunohistochemistry and ALK (anaplastic lymphoma kinase), and flow cytometry for
evaluation, quantification, and characterization of T cells within the specimen. Hematopathology consultation
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at a tertiary cancer center is strongly encouraged to establish or exclude a diagnosis of BIA-ALCL. Once the
diagnosis of BIA-ALCL has been established, physicians are strongly encouraged to consult with a
multidisciplinary team including oncologists, pathologists, surgical oncologists, and plastic surgeons. The
United States National Comprehensive Cancer Network (NCCN) guidelines for treatment of established BIA
ALCL includes the removal of the implant and the entire surrounding implant capsule in addition to associated
masses and lymph node involvement.

Please report all confinned cases of BIA-ALCL per the details provided in the ADVERSE EVENT
REPORTING.

FDA provides additional information regarding questions and answers for BIA-ALCL, please visit:
http://www.fda.gOv/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Breastimplants/u
€cm239995.htm

Please note for latest diagnostic and treatment options refer The National Comprehensive Cancer Network
(NCCN) guidelines.

Second-Generation Effects

There have been concerns raised regarding potential damaging effects on children born of mothers with
implants. The IOM report concluded that there are no second-generation effects on children of women with
breast implants.

Gel Bleed and Granulomas

The gel in an implant consists of large three-dimensional mesh-like molecules that constitute about 20% of the
total weight of the gel. The spaces within these molecules are filled with a mix of medical grade silicone oils.
These oils are similar to the materials available in many products including anti-gas medication, available
without prescription for infants and adults. A small amount of these oils can bleed through the shell of the
implant. The major portion of this oil stays on the implant wall. A smaller amount moves into the scar capsule
where it is gradually picked up by certain body cells, called macrophages, the probable mechanism by which it
is transported into regional lymph nodes.

It is possible for a granuloma to form around a tiny amount of silicone. Although these lumps are noncancerous,
they can be difficult to distinguish from cancerous lumps without being removed (biopsied) and examined.

7. IF YOU EXPERIENCE A PROBLEM, SHOULD YOU CONTACT YOUR DOCTOR?

Consult a physician if you suspect any complications with your breast implant(s), in particular in the case of
trauma or compression caused, for example, by extreme massaging of the breast region, by some sport activities
or by using seat belts.

8. ADDITIONAL RECOMMENDATIONS FOR PATIENTS
The following are additional recommendations for patients with breast implants:
» Patients should return to their surgeon for necessary postoperative visits.
» Consult a physician or pharmacist before the use of topical medicines such as steroids in the breast area.
» Continue to consult a physician for routine examinations to detect for breast cancer.
* Inform a physician or surgeon of the presence of an implant if any surgery of the breast area is
scheduled.
» Keep the Patient ID Card provided by your surgeon (with the style and lot number of your breast
implant[s]) permanently and carry it with you to facilitate medical care in case of emergency (e.g., in
case of a road accident).

9. PROBLEM REPORTING FOR AUSTRALIAN PATIENTS
For Australian patients, if you experience difficulties with your implant(s), you are encouraged to report those
difficulties to the Therapeutic Goods Administration (TGA) via the Device Incident Reporting Scheme. For
information contact: Reply Paid 32, Medical Device Incident Report Investigation Scheme, P.O. Box 100,
Woden ACT 2606, phone 1800 809 361, email: iris@health.gov.au.
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10. STATUS/LEGAL POSITION OF BREAST IMPLANTS FOR EUROPEAN PATIENTS
All breast implants sold within the European Community are governed under the Medical Device Directive
(93/42/EEC) and are Class 111 devices according to the Commission Directive 2003/12/EC of 3 February 2003.
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11. GLOSSARY

ALCL - Anaplastic Large Cell Lymphoma — a rare type of non-Hodgkin's lymphoma (cancer of the immune
system).

Areola — The pigmented or darker colored area of skin surrounding the nipple of the breast.

Asymmetry — Lack of proportion of shape, size and position between the two breasts.

Autoimmune disease — A disease in which the body mounts an “attack™ response to its own tissues or cell
types. Normally, the body's immune mechanism is able to distinguish clearly between what is a normal
substance and what is foreign. In autoimmune diseases, this system becomes defective and produces antibodies
against normal parts of the body. causing tissue injury. Certain diseases such as rheumatoid arthritis and
scleroderma are considered to be autoimmune diseases.

Axillary - Pertaining to the armpit area.

Bilateral — Relating to, or affecting. the right and left breast.

Biopsy — The removal and examination of tissue, cells or fluid from the body.

Breast augmentation — A surgical procedure that increases the size and proportions of a woman's breast.
Breast reconstruction — A surgical procedure that restores the natural breast contour and mass following
mastectomy, trauma, or injury.

Capsular contracture — A tightening of the scar tissue surrounding an implant, resulting in firmness or
hardening of the breast.

Capsulectomy — Surgical removal of the capsule (scar tissue).

Capsulotomy (closed) — A breakage in the capsule (scar tissue) by massage or compression on the outside of
the breast.

Capsulotomy (open) — Incision or opening in the capsule (scar tissue) made by an open surgical approach.
Carcinoma - A malignant (cancerous) tumor.

Congenital anomaly — A deviation from a normal body part, existing at or dating from birth.

Connective tissue disease — A disease or group of diseases affecting connective tissue. The cause of these
diseases is unknown. The diseases are grouped together on the basis of clinical signs, symptoms, and laboratory
abnormalities.

Deflation/rupture — Leakage of saline solution from the implant, often due to a valve leak or a tear or cut in
the implant shell. with partial or complete collapse of the implant.

Delayed reconstruction — Breast reconstruction that takes place weeks. months, or years after a mastectomy.
Displacement — Movement from the usual or proper place.

Epidemiological — Relating to the incidence, distribution and control of disease in a population.

Extrusion — The pressing out of the implant through the surgical wound.

Fibrous tissues — Connective tissues composed mostly of fibers.

Flap — A portion of tissue (which may include muscle. fat and skin) with its blood supply moved from one part
of the body to another.

Hematoma — A mass or swelling containing blood.

Immune response — A bodily response to the presence of a foreign substance.

Inframammary - Below the breast.

Inframammary fold/incision — An incision made in the fold below the breast.

Inpatient surgery — A surgical procedure in which the patient is required to stay overnight in the hospital.
Latissimus dorsi — Two triangular muscles running from the spinal column to the shoulder.

Mammoplasty — Plastic surgery of the breast.

Mammary - Pertaining to the breast.

Mammography — X-ray examination of the breasts (as for early detection of cancer).

Mastectomy — The removal of breast tissue due to the presence of a cancerous or precancerous growth.
Mastopexy - Plastic surgery to move sagging breasts into a more elevated position.

Modified radical mastectomy — Surgical removal of the entire breast including the nipple, areola. and
overlying skin, as well as the lymphatic-bearing tissue in the axilla.

Necrosis — Death of living tissue.

Oncologist — A doctor specializing in the study of tumors.

Outpatient surgery — A surgical procedure in which the patient is not required to stay in the hospital overnight.
Palpability — Capability of being touched or felt.

Palpate/palpability — To feel with the hand.
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Pectoralis — Major muscle of the chest.

Plastic surgery — Surgery intended to repair, restore, or improve the body following trauma. injury, or illness.
Prosthesis — Any artificial device used to replace or represent a body part.

Ptosis — Breast sagging that is usually the result of normal ageing, pregnancy, or weight loss.

Radical mastectomy — Surgical removal of the entire breast including the nipple, areola, and overlying skin.
as well as the pectoral muscles, lymphatic-bearing tissue in the axilla, and various other neighboring tissue.
Rectus abdominus - A long, flat muscle extending the whole length of the front of the abdomen (stomach).
Saline — A solution that is made up of water and a small amount of salt. Approximately 70% of an adult’s body
weight consists of this

saltwater solution.

Seroma - Accumulation of fluid in tissue.

Serratus — Muscle located beneath the chest’s pectoralis major and minor muscles and the rib cage.

Silicone elastomer — A type of silicone that has elastic properties similar to rubber.

Subcutaneous mastectomy — Surgical removal of the breast tissues, but sparing the skin, nipple, and areola.
Subglandular placement — Placement underneath the mammary gland and on top of the chest muscle.
Submuscular placement — Placement wholly or partially underneath the pectoralis major (chest) muscle.
Surgical incision — A cut or wound of body tissue made during surgery.

Tissue expander — An adjustable implant that can be inflated with saltwater to stretch the tissue at the
mastectomy site to create a new tissue flap for implantation of the breast implant.

Total mastectomy — Surgical removal of the breast including the nipple, areola, and most of the overlying skin.
Transaxillary incision — An incision made across the long axis of the armpit.

Umbilical — Relating to the navel.

Unilateral — Affecting only one side.
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4 “MENTOR-

SILTEJT" AND SMOOTH GEL BREAST IMPLANTS, A
SILTED" BECKER” EXPANDER/BREAST IMPLANTS 2797
MTIEHT SIGNATURE FORM

h B the responsibitity of the individual surgeon to dedde the best method by which to counsel a patiem prior to sutgery.
Mentor relies upon the surgeon to advise the patient of all potential compliutions and risks associated with the use of breast implants.

The surgical procedures associated ‘with the use of gel breast implants are not without potential complications and risks. The use of this product
isan elective procedure. | (the patient) have been counselled prior to surgery regarding the benefits and possible risks associated with tissue
reconstruction and'or breast augmentation using breast prostheses and alternative procedures. | (the patient) have been advised by my doctor
that breast implants should not be considered lifetime implants.

I was provided with the brochure, ‘(iel-Filled Breast Implant Surgery Making an Informed Decision'in advance prior to surgery (exceptin cases of
emergency surgery for cancer or other reasons).

I have read this brochure.  Yes L, Ho| |

The information from the brochure was riscussed with me by my surgeon and understood by me. All my rpiestions have been answered to my
satisfaction and | have been provided a copy of this form.

Patient's Signature Date
Patient's Printed Name

Physician's Signature Date
PhyskianS Printed Name

(Note to Physician: Acopy of the signed form is to be kept In the patient's file.)
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IlepeBoa ¢ aHrMACKOro A3biKa Ha PYCCKHUH A3LIK

<QOsasibnas 3M0siema:
KoposieBckas HoTapHajibHas
najara>
Hcx. Ne 20241114.01 IG
crpanuua 1 u3 1

JIECAJIM3ALIMS

S1, Anran Kamunnye Teonop JleButre, HOTapuyc rpaXJaaHCKOro mpasa, OCYIIECTBIIAIOUIHMA
npakTuky B I. Karse#ik, y210CTOBEPSAIO MOANHCD:

r-na Moxammena AnbaupaBy, npoxusaioiuero no aapecy: 2272 XD Bop6ypr, Jledicenaam-
BopOypr, Po3enTéiin 74, poauuierocs B r. ['aza 4eTBEpTOro Mioss ThicA4a AEBATHCOT CEMb/ICCAT
ILECTOro ro/a,

JCHCTBYIOUIErO B AAHHOM CBA3M B KAucCTBE JiepXarelis JOBEPEHHOCTH C NPEACTABUTE/ILCKUMH
nosiHoMouusiMi «Menrop Meaukan Cucremc B.B.», yacTHo# KoMNaHMM C OrpaHM4YE€HHOH
OTBETCTBEHHOCTbIO, 3apErHCTPHPOBAHHONR H  OCYILECTBIAIOIIEH CBOIO JACATEJILHOCTL B
COOTBETCTBHH € 3aKoHoaarelibcTBoM Hupepnannos, ¢ MectoHaxoxaenueM B r. Jledinen, aapec
oguca: 3cpuuxeaped 2, 2333 CL Jleitnen, 3apeructpupoBannoii B Toprosom peectpe Toprosoi
najarsl noa HomepoM 28062039,

M YIOJTHOMOYEHHOTO B JIaHHOM KauyeCTBE INPEACTAB/ATh HA 3aKOHHLIX OCHOBAHHSAX KOMIIAHHIO
«Mentop Meaukan Cucremc b.B.»,

corjacio Bbiliicke W3 Toprororo peectpa Toprosoit mnanarbi, KOTOpas npHJaracTcsi K
HACTOSILUCMY JIOKYMEHTY.

BeilicozHaucHHOE 3asABJIEHHE KacacTCsl MCKJIIOYHUTEIBHO MMOANKHCH BbILICYNIOMSAHYTOrO I-HA
Moxammczia  AnbAMpaBH M €ro  NpPaBOCMOCOOHOCTH  KaK  JICPXKaTe/s  JIOBEPEHHOCTH
BoiLicynoMsanyrtoii komnanun «Mentop Menukan Cucremc B.B.» n nHe uMmeer kakoro-imbo
OTHOIICHHSA K COJIEPXaHHIO JOKyMEHTa, Ha KOTOpoM ObLia NoCTaB/IeHa Cro MOIKCh.

IMojuicano B r. Karseiik (Huacpnamasi), aBajuare TpeTbero Masi JBC ThICAYH IBA/ILATH
4YCTBEPTOro '0/ia.

<noanHcano>
<lIponmTo u ckpenicHo Kpyrio#i repboBoii ne4arnio:

Kpyrnas repbosas neuars:
I'-u AK.T. JleBurre; Horapuyc r. Karseiik>
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<Jlorotun;: «cMEHTOP»>

«Menmop Medukan Cucmemc B.B.»

3epruxedpep 2 Ten.: (31)71 7513600  Banx: ING 65.16.75.073
2333 CL Jleuden Qaxc: (31) 715217422 Mexcoymapoonsis namep Gauxoscxoco cuema (IBAN): NLO8 INGB
Hudepranow 0651 6750 73

BHK: INGBNIL2A

CornacoBano

MenTtop Meaukan Cucremc b.B.
Opranu3atus

3epuuxenped 2, 2333 CL Jletinen, Hunepnanani
Anpec

PykoBoauTesnb IIOMIAAKH JUISA TPOBEPKH KayeCcTBa
JlomkHocTb

Moxammen AbjiHpaBH
ammnud, UMA

<Haanucek ot pyku: «21.05.2024 r.»>

Hara JULMM.ITTTT

<llognucano>

IMoanucsy

HHCcTpyK1HS N0 NPHMEHEHHIO
HMNIaHTAT MOJIOYHO# jKesle3bl KPYIIbIH €
CHJIMKOHOBbLIM reJjieM H o0ojoukoii Siltex

Jleiidencras moprosas narama Ne 28062039. HIC Ne. NI. 8026.89.954.B01
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ITpuroxcenue |
bpowopa nayyuenma

YCcTaHOBKA reJieBbIX PYAHbIX HMILIAHTATOB
IIpunsaTne HHGOPMHPOBAHHOIO peLICHHA

Ol JIAB/TIEHHE
1. BBEJEHHE 3

Llesis 6potutops! 3

YTo npuaaeT MONOYHOI xkenese dopmy”? 3

Yro Takoe rpyaHoit HMNaaHTaT? 3

Yrto npencrasnset coboti cunukon? 3

bBe3onacen nu cunukon? 4
He3zasucuvan anaiumuveckan epvnna (IRG) 4
IIpocpavsa oyenku nayunvix u mexuuneckux eapuarnmos (STOA) 4
Hucmumym meduyunst (10M) 4

2. PELIEHHE Ob YCTAHOBKE I'PYHBIX HMIIJTAHTATOB 4

IMpuunHel, BAKaOWKE Ha BBIGOP MPyaHLIX HMILUTAHTATOB 5

[TpHYMHBI HEBO3MOXKHOCTH HCNOAL30BAHKHS MPY/IHBIX HMIIAHTATOB 5

Kakue THNbI CHIMKOHOBBIX MPYAHBIX HMIUTAHTATOB NPOH3BOANT Komnanus Mentor? 5

DaxTopbl, KOTOPbiE HYKHO YYMTHIBATh NPH NPHHATHH PELIECHUS

00 ycTaHOBKe rpyAHBIX HMIIAHTATOB 7
ITomenyuaivnas novsa 7
XKusub ¢ cpyonsivu umnianmamaviu 7
Hla>u na nymu x ycmanosre umnianmamoe 9

3. OCOBBIE ACIIEKTbI, KACAROILHIECH VBEJIITYEHHA I'PY /1 11

Kakue ecTb anbTepHaTHBEI XHPYPri4ecKOMY YBENHUEHHIO rpyan? 11

CTOHNT K AenaTh ONepauMIo No yBETHYEHHIO rpyan? ]

Xupypruueckue yCn0BHR M aHECTE3US 11

ITocneonepauunonHblit yxon 11

Bonpocsbl, KOTOpble HYXHO 3a3aTb XHPYPry I

4. OCOBBIE ACITEKTbI, KACAROIL{IIECH PEKOHCTPYKL[IIH MOJIOYHOH XKE/TE3b] 12

Kakue ecTb anbTepHaTHBBI PEKOHCTPYKLIHI MONOYHOI Xenesst? 12

CTOHMT N AenaTh peKOHCTPYKUHIO MOIOYHOH Kene3bl? 12

KakHe ecTb BApHaHTbl PEKOHCTPYKUHH? 12

PekoHCTpyKUHA MONOYHO# XKee3b! C NOMOLLBIO MPYAHBIX HMIIAHTATOB 12

BpeMs BbINONHEHHA PEKOHCTPYKUHH C HCNOJIL30BAHHEM IPY/AHOrO HMNAAHTaTa 12

Xupypruueckue acnekTbl, KOTOpble CTOMT 00CYANTD C BpayoM 13

Y1o npeacTasnseT coboii npolielypa peKOHCTPYKUHH C HCMONIB30BAHHEM MPYAHOTO HMIaHTaTa? 13

Oonoszmannas (0OHOMOMEHMHAR WU OMCPOYEHNAR)

PEKOHCMPYKYUA C UCNOAL30BAHUECM PYOHOI0 UMnAanmama 13
Heyxamannasn (00HOMOMENMHAA WU OMCPOYEHHAS)

PEKOHCMPYKYUA C UCNO.Tb308AHUEM PYOHOO UMIIGHMAama 14
3man l: pacwuperue mranei 14
3man 2: yemanoeka spyonoco umnianmama 15

PekoHCTpYKUMS MOI0UHOI xkenessl 6e3 HCnonb30BaHHS HMIMIAHTATOB: NPOLELYPhI C

UCNONb30BAHHEM MATKOTKAHHOIO JIOCKYTa 15
TRAM-10cKyT (Ha HOXKe au cBoDOAHbIT) 15
Topakoaop3ansHslii IOCKYT € rpyAHbIMK HMIUTAHTaTaMu HAK 0€3 HUX 16
Bonpockl 0 peKOHCTPYKUHH MOIOYHOI XKeNe3bl, KOTopble CTOMT 3a1aTh XHPYpry 16
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5. IPOTHBOITOKA3AHHA, OCOBBIE YKA3AHHA I MEPBI ITIPEJOCTOPOXXHOCTI
Xupypruueckue MeTObl, MPOTHBONOKA3aHHbIE AN MPYAHBIX UMILTAHTATOB
CocTOAHHA, NPU KOTOPLIX 6€30NMacCHOCTb YCTaHOBKH HMILTAHTATOB HE J0Ka3aHa
JononuurenbHble acnNexThbl
Mawmocpagun neped ycmanoskou umnianmamoe
Brusnue na mavmozpaguro
Kax omaunums wvnianmam om mxanu MOI0NHO Heeaesnl 80 8peMa camoobeiedosanun
Honcocpounsie 3¢pghexmui
IIpoyedypui go3oeiicmeua Ha kancyay
Jyueean mepanun
MPT

6. OCJIOXKHEHHA, CBA3AHHBIE C TIPUMEHEHHEM I'PYIHbLX HMIT/TAHTATOB
Hednauus/pa3pois

KancynspHas koHTpakTypa

bonb

JononHuTenbHbIE onepaunu

HeynoBneTBOpeHHOCTh KOCMETHHECKHMH pe3yibTaTaMu
Hudekuus

I'emaTtoma/cepoma

H3iMeHeHHe 4yBCTBUTENBHOCTH COCKOB M MOJIOUHBIX XKENe3
I'pyaHoe BckapmnusaHue

CKonneHHa KalbLIHHATOB B TKAHAX BOKPYI HMIIIAHTATOB
YsenuueHne BpeMEHH 3aXKHBACHHA paH

DKCTpy3us

Hekpo3

ATtpodus TkaHeit MOno4HOI xkenesbl/aeGopMauHa rpyAHOH CTEHKH
3aboneBaHH COeAMHHUTENLHON TKAHK

Onkonorudeckue 3aboneBaHns

AHannactiueckas KpynHoK/ieTouHas nHmpoma

Bnusuue Ha BTopoe nokoneHue

YT1euka rens U rpaHyseMms!

7. ITPH BO3SHHKHOBEHHH ITPOBJ/IEM OBPATHTHCA K BPAYY
8 AOMOJIHHTE/IBHBIE PEKOMEHIALIHH JUVIA ITAUHEHTOK

9. COOBLEHHE O ITPOBJIEMAX Y ITAUHEHTOB B ABCTPAJIHH

10. TIPABOBASA HHOOPMALHA, KACAIOIAACA I'PYAHBIX HMITVIAHTATOB B EBPOIITE

11. ICTOYHHKH ITHOOPMALHH 110 I'PYAHbIM HMITTTAHTATAM
O6ue pecypcbl N0 TPy AHBLIM HMIIAHTaTaM
HudopmauioHHble pecypebl NO PeKOHCTPYKUHH MOIOHHOM Kenesbl

12. TEPMHHbI
HHOPOPMALIHOHHOE COITACHE ITALIHEHRTA
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1. BBEAEHWE

Llens 6powwtopbl

Llenb aToi 6powopbl MOMOYb MaLMeHTKaM NPUHATb B3BeWEeHHOe MHDOPMUPOBAHHOE pelleHne
06 onepayuu Mo yBefIMYEHUIO U PEKOHCTPYKLMN MONOYHON Xenesbl. 3Ta o6pa3oBaTenbHan
6powtopa npeaHasHayeHa Ansa TOro, 4Tobbl MOATOTOBUTbL NaLMeHTOK K 6ecefe ¢ Bpayom,
npejocTaBuTb 06LWLY0 UHGBOpPMaLMio 06 onepayuy No YCTaHOBKE FTPYAHbIX UMMNAHTaTOB U faThb
NoApoBGHYI MHGpOpMaymnto o rpyaHblx nmnnaHtatax MENTOR®.

UTo NnpuaaeT MOSIOUYHON Xenese hopmy?

MonoyHas >enesa COCTOUT M3 M/IEYHbIX NPOTOKOB U Xenes, ;"X un|)oBasd TKaHb
OKPYXEHHbIX )XUPOBOW TKaHbiO, KOTOpas npugaeT el Gopmy u
oulyuieHne HanoNHEHHOCTU. 104 MOSOYHON Xene3oi
pacnonoxeHa 60/blias rpygHas Mbiwua. Takue QakTopbl, Kak MpoToku
6epeMeHHOCTb (KOrja MOJIOYHbIe Xefe3bl BPEMEHHO

yBenmuuBarTCcA), 6bicTpas NoTeps Macchl Tena U BO3pacTHbIE

M3MEHEHUsA NPUBOAAT K PACTSIXKEHUI0 KOXM, UTO MOXET

MpoBOLMPOBATbL ONYLUEHWE UM 06BUCAHUE TPYAM.

Mblwua

UTo Takoe rpygHoii umnnaHTar?
Cyuw,ecTByeT TPy OCHOBHbIX TUMA FPYLHbIX UMNAHTATOB:

e TPYAHbIE MMNAAHTATbI, 3aN0NIHEHHbIE PU3NOMOTMYECKUM PACTBOPOM;

* KOresnBHbIe TPyAHbIE MMMNAaHTAThbI, 3aN0/THEHHbIE CU/IMKOHOBLIM TefemM; n

b KOM6I/IHI/IpOBaHHbIe rpyaHble MMnaHTaTbl, 3aN0O/THEHHbIE KOTE€3UBHbLIM rel‘IeM/[i)I/I3I/IOJ'IOFI/Il-IECKVIM
pacTBopoM.
Bce 3T umnaaHtatbl MMeKOT o6onoq|<y N3 MEANUNHCKOIO CUIMKOHOBOTO 3/1aCcTOMeEpa n 3an0/IHEHbI
hnM3monormyecknm pacTesopom (CoNeHo BOAON), KOTe3MBHbIM CUTMKOHOBbLIM FefleM WUau
(bI/ISI/IOI'IOFI/ILIeCKI/IM pacTtBOpoOM B CO4YeTaHUN C KOTE3UBHbIM CUNTUKOHOBbLIM TE/IEM. |_|OBerHOCTb
060M104YKM MOXET BbITb KaK TEKCTYPUPOBAHHOM, TaK W rnagKoi.

pyAHOIA MMNaHTaT, 3ano/IHEHHbIN leneBblil rpyAHON UMNIAHTaT Kom6uHVMpoBaHHbIii hyaHOI
(h131M0N0rNYECKUM PacTBOPOM VIMNIaHTaT, 3anofHeHHbIA renem/

hm3monornyeckum paaBopom

UTo npegctaBnseT cob0 CUNMKOH?

CUNNKOHBI — 3TO MOJSIMMEPLI, COCTOAW ME U3 KPeMHUA, KUcnopoja, yrnepoga v sogopoga. CuankoH
6blBaeT XUAKNUM, reneobpasHbiM 1 TBepAbIM. CUANKOH UCMNONbL3YIOT B pasdHbliX cpepax, B TOM Yucne B
KOCMETUYECKUX cpeacTBax, cpeacrteax ANd yMeHbLleHNA ra3006paSOBaHVIH B KUWEeYHNKe N MHOImx
MeAULUWNHCKNX WN30ennax, TakKuxX KaK CKNafHble WHTPAOKY/NAPHbIe JINH3bl, KapAMOCTUMYNATOPbI W
TKaHEBbIE paCcWNpuTenn.
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KpeMHuit — 310 pacnpocTpaHeHHsIil NPUPOAHBIA XHMHYECKHH IneMeHT. OH COAEPXKHTCA B MECKE,
KaMHAX U CTeKne.

Be3onacen in cHAHKOH?
Hecko1bK0O aBTOPHTETHBIX MEXKIHCUMIUTHHAPHBIX HAYYHbIX MPYNN MNPOAHANU3IUPOBAIH H H3YUYHIIH
JOCTYMHbBIE 1aHHBIE O CHIIMKOHOBBIX MPYAHbIX MMMIaHTaTax. Hike npuBeaeHbl BbIBOABI TPEX

rpynn.

He3zasucuvwaa anarumuvecrkas epynna (IRG)

JTo# rpynre KCNepToB, CO3AaHHON MO yKa3aHHIO MHHKUCTPA 3paBoOXpaHeHHs BennkoOpuTaHum,
6b110 MOpyyYeHO NPoaHaNU3MPOBaTh HayyYHble JaHHbIE O BO3MOXHbBIX PHCKAX CHIHKOHOBBIX MPYAHBIX
MMNJIAHTaTOB /A 3/I0POBbA H M3YYHTb BOMPOCHI, CBA3aHHbLIE C MPEAOIIEPaUMOHHOH HHpopMauHeit
ana naureHTtok. Otyer IRG, onybaukoBanubiit B 1998 roay, coaepxan cneayiolmue BoIBOAbI:

®  «INHUAEMHONOTHYECKHE 0KA3aTENbCTBA HAUTHYHS B3AHMOCBA3H MEXAY CHIHKOHOBBLIMH reieBbIMH
rpyaHBIMH HMNAAHTATaMH H KAKHMH-THG0 YCTaHOBNEHHBIMH 32601€BAHHAMH COEIHHUTENBHOM
TKaHH OTCYTCTBYIOT.  Ecnu puck 3a6onesaHus coeMHUTENBHONH TKAHH U CYLIECTBYET, OH C/IHILKOM
Man Ans KonuyecTBeHHoM oueHKH. IRG He MoXeT 060CHOBAHHO PEKOMEH0BATh NpoBEAeHHE
JanbHEeRWHX NMHAEMHOTOTHYECKHX HCCIECI0BAHKT NS HIYHEHHS ITOH rHNOTE3b).
Hononuutenshyto uudpopmauuio o 3a6oneBaHHAX COEAHHHTENBLHOM TKAHK CM. B palaene
OCJIOXHEHUWA, CBA3AHHBIE C NPUMEHEHUEM I'PYJIHbIX UMITJIAHTATOB.

e O6uwas GMonoruyeckas peakuns OpraHM3Ma Ha CHIMKOH CKopee ABISeTCA o6bivHoM peakuueli Ha
MHOPOHBIN MaTepHan, yeM HeoObIuHOM TokcHueckoii peakuueit.

e JlokasaTenbCTBa TOrO, YTO ETH XKEHIUHH, KOTOPBIM GbLIK YCTaHOBNEHB! FPYAHbIE HMIIAHTATBI,
NoABEpraloTCA NOBLILIEHHOMY PHCKY BOZHHKHOBEHHA 3a601€BaHHA COEAMHNTENLHON TKaHH,
OTCYTCTBYIOT».

IIpoepaviva oyenku nayunvix u mexnuveckux eapuanmoe (STOA)

EBponeiickunii napnaMeHT Nopy4Ha 3TOi rpynne NOAroTOBUTL OTYET O BAPHAHTAX MOJIMTHKH B
OTHOUIEHUH CHJIMKOHOBBIX TeJIEBBIX MPYAHBIX HMIIAHTATOB HA OCHOBAHHUH BCECTOPOHHErO
HE3aBUCHUMOro aHanu3a Hay4Ho# nureparypbl. OTueT STOA, onyOaukoBannbiii B 2000 r., coaepxan
cneayioLuue BLIBOAbI:

o «Pe3ynbTaThl HCCIEOBAHUI He YKA3bIBAIOT HA HAJIHYHE CBA3H MEXY CHIHKOHOBBIMH
MMIIIAHTaTaMH H CePbE3HBIMH PHCKAMH UTA 3[10POBbA, TAKHMH KaK Pa3BHTHE 3N10KAYECTBEHHbIX
HOBOOOpa3oBanHil n 3a6oneBaHHii COEAHHHTENbHOI TKaHH.

e ... BHCCIEeR0BaHHAX Gbi cAenaH BbIBOA 06 OTCYTCTBHH JOKA3aTeNbCTB BPEAHOrO BO3eHCTBHS Ha
MJIaIEHUEB, BCKAPMJIHBAEMBIX XKEHIUHHAMH C CHIHKOHOBBLIMH IPYIHBIMH HMINJIAHTATaAMH...»

Hucmumym ymeouyunsr (IOM)

ITOil MEXAMCLUHMNIKHAPHON rpynne 3KCNepToB. co3aaHHo#i no ykasauuio Konrpecca CLLA, 6bin10
NOPY4EHO MPOBECTH HE3aBUCHMBLIH 0630p 3aBEPLICHHBIX H NPOAOMKAIOWUXCA HCCNEA0BAHHIA
CH/IKKOHOBBIX M APYrUX rpyaHbIX umniaantaros. Otuer IOM, ony6aukosannsiii B 1999 roay,
coaepxan clefylouue BbiIBOAbI:

e «['pyaHble HMNNAHTATHI HE NOBBLIUAIOT PHCK pa3BHTHA 3a60neBaHKH coeAMHHTENBHOI TKaHn. Y
XKEHLIMH C TPYAHBIMH HMILUIAaHTAaTaAMH BEPOSTHOCTb Pa3BUTHA OHKOMOMHYECKHX, HMMYHHBIX HIIH
HeBponoruyeckux 3abonesaHuit He npeBbilIaeT TakoBOit B 061LeH nonyALMK.

e ['pyaHoe BckapMnuBaHHe, NPOBOAHMOE XKEHILNHAMH C YCTAHOBIEHHBIMH IPYAHBIMH HMIIAHTaTaMH,
Ge3onacHo K NoNE3HO ANA AeTeil.

e BpeaHoe Bo3aeiicTBie HA AeTell XKEHIIHH C YCTAHOBIEHHBIMH TPY/IHBIMH HMIIJIAHTATAMH
OTCYTCTBYET».

2. PELIEHHME OB YCTAHOBKE I'PYJAHBIX HMIIJIAHTATOB
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IMpuunuebl, BiusiomHe Ha BLIGOP rpy/AHBIX HMIJIAHTATOB
Hunaanmamer ucno1b3yiom npu c1e0youjux NOKa3aHuAX:
e YmenuueHue rpyaum — 3T0 NPoUEAYPa, BLINONHAEMAs 115 yBENHYEHHS pa3Mepa U GOPMbI MOJIOUHBIX

xenes.
. PCKOHCTQ!KQMH MOJIOYHOI# Xeae3bl — ITO npoueaypa, BbilolHAEMan A1 BOCCTAHOBJIICHHA ¢0prl
rpyau

s XeHUIHHaM 10Cc/Ie MaCTIKTOMHH HITH TPaBMbl, KOTOpas NMpHBENa K HYacTHYHON uiK nosaxoii notepe
TKaHH XKeJie3bl, a TAKXKE 1A HCNpaB/ieHHs BPOXAEHHOro Aedexra.

e 3ameHa unu peBH3US — 3TO NPOLEAYPA, BbINONHAEMAs B X0e ONepauui Mo 3aMEHE UITH PEBH3UH
HMIIAHTaTa Y NalMeHTOK ¢ NpeiiecTBYOUteli ayrMeHTauHnel (yBeaH4eHHEM) HIN PEKOHCTPYKuUHed
rpyau € HCNOMb30BAHHEM UMIIAHTATOB, 3aMOMHEHHBIX CHTHKOHOBBIM refieM WK PU3HOAOTHYECKHM
PacTBOpPOM.

IIpuunibl HeBO3IMOXKHOCTH HCNO/IL3OBAHHA IPYAHBIX HMILUIAHTATOB
Vemanoska 2pyonsix umnianmamoe npomugonoxasana nayueHmkam ¢ 106bim uz credyouux
COCMOAHUU.

*  0epeMeHHOCTb HIIH FPyAHOE BCKapMIIHBaHHE;

*  BoOJI4aHKa (HanpuMep, CHCTEMHAas KpacHas BONYAHKA H MEMKAMEHTO3Has KpacHas Bo/YaHKa),

*  cKnepoaepMHs (HanpuMep, CUCTEMHaA CKIEpPOACPMHS);

*  TeKyulee COCTOAHME, KOTOPOE MOXKET MOCTABUTH MO YIPO3y WIIH OCTIOKHHUTH 3aXHBIEHHE PaH (33
HCKIOYEHHEM MALUMEHTOK C PEKOHCTPYKLHER ).

*  uHekuns uin abeuecc noboil nokannsauuu;

*  XapaKTepHCTHKH TKaHeil, KIMHHYECKH HECOBMECTHMbIE C yCTAHOBKO# MMMNAHTaTa (HanpuMep,
noBpexaeHue TKaHeil nocne ny4eBo#i Tepanuyu, MIMEHEHHE TKAHEH HIH HapyLIEHHe
KpoBOCHa0keHu);

¢ HanHuHe Kakoro-n11ubo COCTOAHHA HIH MPOBOAUMOTO N0 MOBOAY HEro NEYEHHA, KOTOpoe, N0 MHEHHIO
flevalliero Bpada, MOXeT HeCTH HeONPaBAAHHbIH XHPYPrH4eCKHH PHCK;

e aHaTOMHYeckHe WM PHIMONOrHYECKHE OTKIOHEHHS, KOTOPbIE MOTYT NPHBECTH K CEPLEIHBIM
NOCNEONEPALHOHHBIM OCTIOXKHEHHAM;

*  HanMyue B aHaMHE3e YYBCTBHMTENbLHOCTH K HHOPOIAHbIM MaTepHanaM UaH HEOHOKPATHLIX MOMbLITOK H
HeyJauHbIX pe3ynLTaToOB YBelHYEHUA HIIH PEKOHCTPYKLMH MOJIOHHOM Xenesbl;

*  OTKa3 OT NpOBeJEHHA BOIMOXHBIX JONOJHHTENbHbIX NOBTOPHBIX PEBHIHOHHLIX OnepauHit;

*  HepeaJUCTHYHbIE OXKHAAHUA, BKIIIOYas HEMPABUNbLHOE NOHMMAHHE, HEONPAB1aHHYIO MOTHBALHMIO HIIH
HeJI00LUEHKY PHCKOB, CBA3aHHBIX C XHPYPruUuecKoil npoueaypoii U uMnIaHTaTaMu;

* npenonyxonesoe 3a6oeBaHHe MONOUHO! XKene3bl €3 BbINONHEHHS MOAKOKHOI MaCTIKTOMHUH;

*  HesleueHHOE W/IM HeaJeKBaTHO MpoJleueHHOE 3JI0KaUECTBEIIHOE HOBOOOpa3oBaHHe MOTOYHOI Kene3bl
B CJTyYae HeBbIMONHEHUS MaCTIKTOMHH.

Kakse THNBbI CHIHKOHOBLIX IPYAHBLIX HMILTAHTATOB NPOH3BOAHT KoMnauus Mentor?

Bce renesbie rpyaHsie umnnantarel komnanuu MENTOR® coaepxat kore3uBHbii CHIIHKOHOBBI
renb. Komnanus Mentor BoinyckaeT rpyAHble UMIUIAHTATBI TPEX YPOBHEH KOre3WBHOCTH MaTepHaia
Hanonuutens: Koresus | (ctanaaprHas nnotHocts), Koresus Il (cpeanss niotHocts) v Koresus 111
(BbICOKas NJOTHOCTD).

HUmnnanrtate! 6b18at0T pa3Hbix GOpM, TEKCTYP U pasmepoB. ECTb rpyaHbie UMNUIAHTATEI € raaKowH
HJIK TEKCTYPHPOBaHHOM noBepxHocThio. Komnanua Mentor BeinycKaeT rpyAHbie UMMNAHTATDI C
TEKCTYPHpPOBaHHOH NOBepXHOCThIO NoA Ha3zBaHWeM SILTEX®. Takxke A0CTYMHbBI HMITIAHTATHI C
OAHON CHTHKOHOBO#H 000J104KO#, 3aN0HEHHOA KOre3WBHbLIM CHIIMKOHOBBIM eNieM, HiH, KaK
rpyaHble pacluMpHUTENH-UMIIAHTATDb], C BHYTPEHHEH CHIMKOHOBOH 000/104KOH, 3anonHaeMoi
($H3M0NOrHUECKUM PaCTBOPOM, H BHELIHEH CHIUKOHOBO# 060104KO#, 3aN0NHEHHOH KOre3NBHLIM
CH/IMKOHOBBLIM reneM.
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Hwuxe npeacTtaBneHO onMcaHMe MoAenen rpyaHblX MMnaaHTatoB KomnaHun MENTOR®.
O6Aa3aTe/IbHO 03HAKOMbTeCb C OCOGEHHOCTAMM FPYAHbIX UMNNAHTATOB M 06CYAMUTE C XMPYProMm
Hanbonee noaxoaauw nin(e) sam Tun(bl).

NunHelika renesBbliX rpygHbIX UMMNAAHTATOB ((PMKCUPOBaHHbIN 06beM)
MMnnaHTaThbl KPpyrnon hopmbl:

C rnafkoii NOBEPXHOCTbIO

C noBepxHocTbio SILTEX®

MmnnaHTaTbl aHaToMu4yeckon popmbl (CPG*)
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JInneiika rpyansix pacuspureneii-umnaantaros BECKER®
(C BO3MOXHOCTDLIO NOC/1€0NEePAUHORHONH KOPpPeKuUHH o0bema):

DaKkTOpbl, KOTOPBIE HYKHO YHYHTLIBATb NPH NPHHATHH pellieHHR 06 ycTaHOBKe Py aHbIX
HMIIAHTATOB

IoTenunanbHas no/ib3a

Onepauuio 1o NEpBUYHOMY YBEJIHUYEHHIO TPYAH BLIGHPAIOT, KaK NPaBHAO, YTOOBI yBEJIHYHTL pa3Mep
U YAyulInTL GopMy MONOUHBIX Kene3. Onepaunto No NEPBHUHON PEKOHCTPYKUMH rPyan — YTOObI
BOCMOJIHUTB 00BbEM, yTpaueHHbIH H3-33 310Ka4€CTBEHHOM OMYXO/IM MY TPABMbI, HITH 3aMECTHTL
KEJNE3UCTYIO TKaHb, KOTOPasA He CMOrNa pa3BUTHCA A0MKHLIM 00pa3oM M3-3a CEpbe3HON NAaTOOrKH.
PeBH3MOHHYIO Onepaunio (3aMeHy UMEIOLLErocs FPYAHOro MMINaHTaTa) NPOBOIAT, YTOOb!
MCTIPAaBHUTb WK YAYULIHTb PE3yIbTAT NEPBHUHHON ONEPALIMH MO YBEAHUEHHIO HIH PEKOHCTPYKLUHUH
MOMOYHOMH XKee3bl.

Ku3Hb ¢ rpyAHbLIMH HMIIAHTATaMH

*  He3aBucnumo OT THNA Onepauny (yBenHaeHHe Ul PEKOHCTPYKUHA) BAXKHO MOMHHTB, YTO YCTAHOBKA
IPYAHBIX UMITAHTATOB MOXET GbITh HE €AMHOPA3OBLIM XHPYpruyeckum BmeluatenscTsom. Ckopee
Bcero, 6yayT Heo6X0AUMBI JONOMHUTENLHBIE BU3HTH! K BpPayy, H B TCHEHHE KH3HH NAUHEHTKAM C
rpyaHBIMH HMIIIAHTATaMKi MOXET NOTPe60BaTLCA ZONOMHHTENIbHAA OflepaLKs.

e I'pyamsle HMIUIAHTATBI HE MOTYT CJIYXHTb NOXH3HEHHO. [TauHeHTKaM ¢ rpyAHBIMH HMIIAHTATaMH B
TeueHHe XKH3HH MOXET NoTpeboBaThCA yaANIEHHE HMILIAHTaTa ¢ BOIMOXKHOH nocneayowei
yCTaHOBKO#i HOBOI'O.

*  OxHaaemas NPOROKHTENLHOCTh CPOKA HCHIONB30BAHHA MPY/AHLIX HMIIAHTATOB KOMMAaHHK
MENTOR® ocHoBaHa Ha npeanonaraeMoii yacToTe pa3pbiBa HMNIAHTATOB. ECTh MHOXECTBO
[IPUUYMH pa3pblBa rPyAHOrO HMMNRAHTATA. BKJIKOYAA H3HOC H3AENHA C TEHEHHEM BPEMEHH,
HenpeaHaMepeHHOe NOBPeXICHHE OCTPbIM HHCTPYMEHTOM BO BpeMs OnepaunH H ¢pu3nveckoe
BO3eiiCTBHE, HanpUMep, Nocie aBToMoGUILHOI aBapHu un dusnueckoii Harpy3ku. Hactora
pa3pbiBOB MOXET BapbHPOBATLCSA B 3aBHCHMOCTH OT THNA BLIMONHEHHON ONepaumy Mo ycTaHoBke
rPYAHLIX HMIIAHTATOB. B knuHUueckux uccneaosanuax npoaykunu komnanun MENTOR®
MauMeHTKH perynsipHo npoxoaat MPT-CKpHHHIT AR OLEHKH BOIMOXHOIO pa3pbiBa HMIUIAHTATA.
BaxHO OTMETHTb, 4TO Y GONBUIHHCTBA NAUHEHTOK CHMNTOMBI COO0LLAEMOro pa3pbisa HMNNAHTATA
OTCYTCTBOBAH.

Huxe npeacrasneHa pacyeTHas 4acToTa pa3pbiBOB rpyAHbIX HMNIaHTaToB Komnanui MENTOR® B
JMHAMHKeE, TMOJyYeHHas B XO/1€ KIIHHHYECKUX HCCIIe10BaHHH NPOAYKUHMH. ITH NOKa3aTeNH
paccuMTHIBaNH € Hcnonb3oBanMeM Metona Kannana-Meiepa, OHK BKIIIOYAIOT Kak
«NoJo3peBacMble», TaK H «MOATBEPKACHHBIE» Pa3pbiBbl B COOTBETCTBHH C ONPEACTCHHAMP HUXKE.
Moao3pesaemblii pa3pbiB — 3TO pa3pbiB, NOA03pEBAEMbIH HA OCHOBAHHH PE3Y/bLTATOB
MPT, HO He noATBepXaeHHbIH NpH PHU3MHECKOH OUEHKE, OOBIYHO H3-3a TOFO. YTO NMaLKEHTKA
pElIaeT He YAANATh HMIIAHTAT.
MoarBepxaenHblii pa3spbiB YCTAHABIWBAIOT NPH OCMOTPE YAAICHHOTO HMIJIAHTATa.
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[Jona noaTBepXXAeHHbIX pa3pbiBOB Cpean NOAO3peBaeMblX U MOATBEPXKAEHHbIX coOCTaBmna 64% (49
3 77 NoAo3peBaemMblX UNM NOATBEPXAEHHbIX Pa3pbiBOB) 418 FPYAHbIX uMnnaHTatoB MemoryGel®,
47% (8 u3 17 nofo3peBaeMblX UAM NOATBEPXAEHHbIX Pa3pbiBOB) ANA FTPYAHbIX uMnnaHTatoB CPG*
n56% (10 u3 18 nogo3peBaeMblX UM NOATBEPXKAEHHbIX Pa3pbiBOB) ANA paclUNpUTENEN-
mumnnaHtatoB MENTOR® BECKER®.

YacToTa 3a 10-neTHWU nepuos nofo3peBaemMblX UAM NOATBEPXKAEHHbIX pPa3pbiBOB FPYAHbIX
uMmnnaHtatoB MemoryGel® komnaHuum MENTOR;

MepBuyHOe yBenuuenne [epBuyHas PeKoHCTPYKL A
yBennYeHue nocne pesusuu PEKOHapyKLms nocne pesusuu
14,9% 16,5% 24,3% 25,8%

B uenom, gons nayueHToB, npoweAwmnx 10-neTHWA nepuof nocnefytouero HabnwgeHuns,
coctaBnna 53%, NO3TOMY TOYHOCTb JaHHbIX OFpaHNYeHa.

YacToTa 3a 8-n1eTHUI Nepnuog Nofgo3peBaeMblX UIN NOATBEPXAEHHbIX Pa3pbiBOB FPYAHbIX
mmnnaHntatos CPG*:

lepBUYHOE yBenunueHue MepBuyHas PekoHapykuus
yBeNnueHne nocn|B pesu3nu peKoHapyKLus nocne pesn3nu
1.6% 4.9% 6.1% 0%

B uenom, onsa nauuMeHTOB, NpoOWeALWNX 8-NeTHUIA Nepuod nocnedyrowero HabnoaeHns, coctasuna
55%, N0O3TOMY TOYHOCTb flaHHbIX OrpaHnUeHa.

Mcxons 3 npuBeLeHHON Bbllle MHPOPMALUM, MOXHO 0XUAaTb, YTO CPeAHUIA CPOK CAYXObI
rpyaHbIX umnnaHtatoB MemoryGel® u CPG* komnaHun MENTOR cocTaBngeT 60/ee gecatun ner.
FpyaHoW pacwuputenb-umniaHtat BECKER® cogepXuT TakxXe GM3M0N0rM4Yecknii pacteop, 1
eC/M B MMNAaHTaTe BO3HMKAET pa3pbiB, Yepe3 KOTOPbIA MOXET BblTeKaTb PU3INONOTNUYECKUNIA
pacTtBop, npou3olget gepnduna. Yactota gepnsdyny n noL03peBaeMoro Unu NOoLTBEPXAEHHOTO
pa3pbliBa NokKasaHa HUXe.

YacToTa 3a 5-NeTHUI nepuos nofo3peBaemMblX UANM NOATBEPXAEHHbIX paspbiBOB U Aedhnauum
rpyaHbIX pacwuputenen-umnnaitatos BECKER® y nauneHTOK nocne peKOHCTPYKLUHK;

[of03peBaemble UK NOATBEPXAEHHbIE Pa3PbIBbI 7.2%
Lledhnsums 1.3%

le6onblWwine pa3mepbl Bbl6OPKM B KNIMHUYECKOM MccnefoBaHMn nmnnaHtatoe BECKER®

OrpaHMyMBalOT TOYHOCTb AaHHbIX.

Ha Tekywunit MOMEHT LOCTYMHbl 5-N1€THUe faHHbIe, COrNaCcHO KOTOPbIM YacToTa

pa3pbiBOB/AenAumnmn rpyaHbiX pacwuputenen-umnnaitatoe BECKER® y nayueHToOK nocne

peKOHCTpYKUMK cocTaBnaet meHee 10%.

e MHOrme U3MEHeHNs B MOJIOYHOI Xenese y NauluMeHToK nocne uMnaaHTaLum Heobpatumsl (He

npoxoaaT). Ecnn nayueHTKa No3xe pewnT yaanuTbe uMnnaHtat(bl), MOryT BO3HUKHYTb
KOCMEeTUYeCKN HenpueMnemMble BTSXKEHWUS, MOPLLMHbBI, CKNaAKW UK gpyrue KocMeTuyeckue getekTbl

rpyan.

e [pyAHble UMNNAHTaTbl MOTYT MPUBECTM K YMEHbLUEHUD KOAMYecTBa MOM0KA BO BPEMS TPYAHOr0
BCKapMnuBaHus. Kpome TOro, rpygHblie UMNAaHTaTbl He MPeaoTBpaTAT 06BUCaHUWE TPyamn noche
6epemMeHHOCTH.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



» [pyasble UMNINAHTATHI MOTYT 3aTPyAHHTL NMPOBEAEHHE CTAHAAPTHOH CKPHHHHIOBOH MaMMorpaguy,
H3-3a 4ero MOXeT NoTpe6oBaThCA AONONHHTENbHOE 00CIe10BaHNE, HTO NPHBEAET K YBENHUEHHUIO
BpEMEHHbIX 3aTparT M Jly4eBOi Harpy3kH.

Llarn Ha NyTH K YCTAHOBKE HMIJIAHTATOB

* Buibop xupypra
[Mpn BbIGOpE XHpYpra. MMEIOLLErO ONbIT YCTAHOBKHM IPYAHBLIX HMIJIAHTATOB. BAXKHO NONYYHTD
OTBETH! Ha
ceaylolue BOnpochl:
1. Kakoe xonuuecTBo onepauuii No yBenH4EHHIO IPYAH HIIH PEKOHCTPYKTHBHBIX Oonepaumii ¢
HCMOJb30BAHHEM UMIINIAHTATOB XUPYPr BbINOJIHACT B I‘Oll?

2. B TeueHHe CKONBKHX fIET XUPYPT BLIMONHAET NPoLUeRYPbl N0 YCTAHOBKE MPyAHbIX HMINAHTATOB?

3. C KaK1M OCNIOKHEHHEM XHPYPI CTA/IKMBAETCA Halle BCETO NPH YCTAHOBKE IPYAHBIX
UMIMNAHTATOB?

4 Kakosa yacToTa NOBTOpPHLIX oflepauuit nocne yCTaHOBKH FPyAHbIX HMNIIAHTATOB Y XHPYpra U

KaKO¥ THM NOBTOPHBIX ONepaunii XHpYpr BbIMONHSAET Halle Bcero?

BaxkHo 06cyaAuTL ¢ XMpYprom cielylolliue acneKkThl ONnepaunH no yCTaHoBKe MpyaHbIX
UMIIAHTATOB:

* Pazmep HMILIaHTaTA

Kak npasuno, yeM Gonblue xenaeMblii pa3mMep YallkH, TeM 60NbIIKX pa3MepOB IPyAHONH HMIIAHTAT XHPYPr
Oyner ucnonb3oBaTh AN UMNIAHTaUMM (M3MeEPAETCA B KyOHUeCKHX caHTHMeTpax, cM3). XHpypr Takke
OLEHUT JOCTYNMHYIO TKaHb, YTOGLI ONpeeNnuTh, XBaTUT JIH €€ A8 NOKPLITHA rPYAHOro uMnnautara. Ecnu
JOCTYIMTHOM TKaHW HEJOCTAaTOYHO /1A MOKPLITHA UMIIAHTATA, Bpay NpeaynpeanT O TOM, YTO Kpas rpyaHOro
MMNAAHTaTa MOTYT NaNbLNHPOBATLCA WK ObITH BHAHMBIMYU nocne onepauuH. [loTeHUHaNbLHO ITO MOXET
NPHBECTH K XHPYPrudeckuM ocnoxxHeHnsm. Kpome Toro, cnuukom 6onbline rpyaHsie HMNNAHTATbl MOTYT
NpOBOLIKPOBaTh PaHHEE ONyLEHHE HAH 0OBHCAaHHE rpy M.

* TekcTypa noBepxHoOCTH

SILTEX® — 370 ToproBoe Ha3BaHHe TEXHOJIOTHH TEKCTYPHPOBAaHHA NOBEPXHOCTH FPYHBLIX HMIIAHTATOB
komnauu MENTOR. TekcTypupoBaHHOe NOKpbITHE ObL10 pa3paboTaHo ANa ny4lero B3anMoaeiicTBHA
KoJllareHa OKpYXKaloLHuX TkaHell ¢ uMnnaHtatom. Komnanus Mentor Takyke MpOH3BOAHT HMIJIAHTATSI €
riaaKkolt NOBEPXHOCTHIO.

* dopMma, NPOEKUHA H BLICOTA HMMJIAHTATA

Komnanus Mentor BbinyckaeT Kore3suBHble reieBble rpyHble MMIUIAHTATbl KPYraoft H aHaATOMHYECKOM
¢opmbl. Kpyrabie HMNIaHTaTbi JOCTYMHBI € Pa3THYHbIMH BapHAHTAMH NPOCKUKH (CPEAHHIE NITIOC, BBICOKHA,
YAbTPaBbICOKHIi npoduas, cpeannii nmoc npoduns Xtra*, Bbicokuii npoduas Xtra*), a aHatoMHueckue
MMIUTAHTaThl JOCTYNHBI C Pa3MHYHBIMH BApHAHTaMH BbICOTbI (Manas, cpexHas H 6oabuias).

¢ CTeneHH KOre3uBHOCTH reast

CHNHKOHOBBII renb kKoMnanuu Mentor — 310 Kore3HBHBIH NMONHMEP, a He KUAKOCTb. HecMOTpa Ha
oulyuieHHe MATKOCTH U TEKY4eCTH, OHH NpeAcTaBAioT coboil eaunoe uenoe. 'enn xomnauuu Mentor
obnanaloT 0AHOPOAHOI TEKCTYPOii, CNOCOGCTBY A CO3AAHHIO ECTECTBEHHBIX TAKTHIBHLIX ouly eHHi. [enesble
rpyaHsie yMnnaHTartel Mentor® ROCTYNHbI B TPpEX BapHaHTaX KOr€3WBHOCTH, NPH 3TOM BCE OHH ABNAIOTCA
KOTEe3HBHBIMH.

Kocesus 1

CraHpapTHas CTeNneHb KOre3uBHOCTH refis B UMINAHTaTax KomnaHuu Mentor. 3T0 caMbiit MArKHiA
rei1b KoMnanuu Mentor.

Koecezus 11

Heckonbko 6oJiee MIOTHBIA renb A1 co3gaHua Oonee NIOTHOrO Ha OllyNb UMIIAHTATA.

Kocesus 111

CaMmulit BBICOKOKOTE3MBHBIH resib koMnaHuu Mentor, oGecneunBatownii coxpaHeHune Gopmsi ¢
NPUATHLIM YPOBHEM YNPYTOCTH.
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e ManbnHpyemocTb

Cnepyoume hakTopbl MOTYT MPMBECTM K TOMY, UYTO UMNAaHTaTbl 6YAYT nerye npoLynbiBaTbCs:
TEKCTYPUPOBAHHAsA MOBEPXHOCTb, 60/MbLWINIA pasmep MMNNaHTaTa, NpenekTopanbHoOe pasMeLLeHne u
OTCYTCTBME afleKBAaTHOIO KOMMYECTBA KOXU AN NOKPbITUS MMNAaHTaTa.

e YCcTaHOBKa MMnnaHTarta

[pyAHOW MMNnaHTaT MOXET ObITb MOMELLEH MO0 YacTUYHO Nof 60MblIYH0 TPYAHYH MbILILY
(cybnekTopanbHO), MO0 Haj MblLLLEl NOJ Xene3ncTyr TKaHb (NpenekTopanbHo). MaCchbl U MUHYCHI
pasfiMyHbIX BapuaHTOB YCTAHOBKU MMMNNaHTaTa cineayeT 06CyanuTb C XMPYpProm

* CybnekTopanbHas yCTaHOBKAa MOXET YBENNUYNTb MPOJOMKUTENLHOCTL Onepauun u

BPEMS O BbI340POB/EHNS, ObITb 60Nnee 60NE3HEHHON U 3aTPYAHUTL BbIMOMHEHWE "
HEKOTOPbLIX MOBTOPHbLIX OMepauuii, B OTANYME OT NPENeKTopanbHON YCTaHOBKN.

B03MOXHble MpeMMyLLecTBa TaKo YCTAaHOBKM 3aK/IlOYAKTCA B TOM, YTO OHa MOXeT

YMeHbWUTb NaNbMHPYEMOCTb UMMNAAHTATOB U 06NErYnTb BU3yanu3aLnio MOSOYHbIX Xenes

C NMOMOL b0 Mammorpapuu.

e MpenekTopasbHasa yCTaHOBKA MOXeT COKPaTUTb MPOAO/DKUTENbHOCTL Onepayun u

Bpems A0 BbI3L0OPOBAEHMNA, 6bITb MeHee 601e3HEHHON U 06NerYnTb BbINOSHEHMWE

MOBTOPHbIX OMepaLmnii, B 0TANYMe OT Cy6neKTopanbHOM ycTaHOBKNU. O4HAKO Takoe

pasMelleHNe MOXET NPUBECTM K 60/bLLE NanbnMpyemMocTy UMMAaHTATOB U 3aTPYAHEHUIO
BM3yann3aLnm MOMOYHBIX Xefe3 ¢ NOMOLLb0 MamMmmorpahuu.

» PacnonoxeHue paspe3os

Mncbl U MUHYCbl pa3MyHbIX BApPUMAHTOB pa3pesa crefyeT 06cyauThb ¢ xupyprom. Kak

npaBuI0, XUPYpPru MCNonb3yT TPM BapMaHTa pa3pes3a: B NOAMbILLIEYHON 061aCcTy

(akcunnApHbIR), BOKPYT cocKa (MepnapeonspHblii) Uan No CKaafke KOXW No4 MOSIOYHOM

Xeneson (cybmammapHblin). Ecnn pa3pes BbIMOAHAETCA B NOAMbILEYHON 061aCTW, XMPYPr MOXeT
MCNOMb30BaTb 30HA, CHAGXEHHbI MAUHUATIOPHON KaMepoil, a TakKe UHCTPYMEHTbI A1 MUHUMAbHO
MHBA3VNBHOW XUPYpPrum, 4Tobbl CPOPMUPOBATL «KapMaH» AN FPYAHOr0 MMniaHTata. YeTBepThlii BapuaHT
paspesa — u4epe3 Nynok (YyMOUAMKanbHbIA) C NCNOIb30BAHWEM 3HLOCKOMMUYECKON TEXHUKN — He nu3yyancs u
Mo3TOMY He peKOMeHfayeTcs.

yoamtoka

AKCLUNSAPHbIN pa3pes

3TOT paspes 60nee 3aMeTeH, YeM MepuapeonspHbIi
pa3pes, HO COMPSHKEH C MEHbLUUMU TPYJHOCTAMMU NpU
rpyLHOM BCKapMAMBaHWW, YeM MepuapeonsipHbIii paspes.

MepnapeonspHbIii paspes

OTOT paspes fiyylle BCero CKpbIT, HO accouuupyeTtcs ¢
60/1ee BbICOKOI BEPOATHOCTLKD HEBO3MOXHOCTU TpyaHOTO
BCKapM/IMBaHUA MO CPAaBHEHUIO C ApYTMU BapuaHTamu
paspesa. MepuapeonspHblii pa3pes

AKCUNNAPHBINA paspe

o CybMaMmapHblii pa3per”
CybmamMMapHbIii paspes y P pasp

JTOT paspe3 Gonee 3aMeTeH, YeM NepuapeosspHblii
paspes, HO COMPSKEH C MEHbLWWUMMN TPYAHOCTAMU MpK
rpyfHOM BCKapMAMBaHUK, Yem MepuapeonspHblii paspes.
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3. OCOBBIE ACNNEKTHI, KACAIOUIUECSA YBEJIUYEHHUSA I'PYJIH

Kakue ecTh a/1bTepHATHBBI XHPYPrH4ecKoOMY yBeJHYEHHIO rpyan?

* [IpunaTue cBoeit rpyau Takoil, Kakas OHa eCTh.

* Houtenste BHewHero npotesa uiax 6rocTranbTepa ¢ MATKHMH BKJIaAKaMH,

CTONT JIN Je1aTh ONepauxio No yBeAHYeHHIO rpyan?

Y106b1 NpUHATL B3BEIIEHHOE peleHHe, 00Cy IMTE BOMPOC C CEMbEH, ApY3bAMH H CIIELHANHCTAMH,
noceTuTe rpynbl NOAIEPXKKH NO YCTAHOBKE Ipy AHBIX HMNNAHTATOB. [Tocne o3HaKoOMIEHHA C ITOM
6pounopoii # 061yMbIBaHNS NPeACTaBIeHHO 3aech HHPOPMALIMH PEKOMEHAYETCH OTNOXKHTL APHHATHE
pelIeHHs O NpoBeJEHUH ONnepaLMi No yBENHUYEHHIO rPyaH Kak MHHUMYM Ha 2—4 HelenH.
Xupypruueckse yca0BHA H aHeCTe3HSA

Onepauus 10 yBeNHYEHHIO rPy A 0ObIYHO NPOBOANTCA aMbynaTopHO, B ONepauHoOHHOH 6ONBHHLLI HIH B
XHPYPrHUYeCKOM LEHTPE, KaK NpaBuo, NoA obUIMM HapKO30M, XOTA BO3IMOXXHA U MECTHAs aHECTE3HUA.
Onepauus 06b14HO AnHTCA 1-2 uaca. Xupypr caenaet paspes, chopMHpYeT KapMaH ISt FPyAHOro
MMIINIAHTATa K NOMECTHT B HErO HMMNAHTAT. 3aTeM paHy 3aKpOIOT NyTEM HANOKEHHSA UWIBOB H, BO3MOXKHO,
3aKJIeAT.

IMocaeonepaunonusbiii yxon

Bbl MOXeTe uyBCTBOBATH C1a00CTL H 60Nb B TEYEHHE HECKObLKHX AHEH NOCAE OflepauHH, IPH ITOM
IPyAb MOXeET OCTaBaThLCA OnyXiueil U YyBCTBUTENLHOI K MPHKOCHOBEHHAM B TeueHHe 0aHOro Han 6onee
Mecsaues. Bbl Takxke MOXeTe HCMBITHIBATH OLIYIEHHE CTAHYTOCTH B 0011acTH I'pYJIH, oKa Koxa byaer
aJanTHPOBATLCA K HOBOMY pasMepy TpyaH.

[MocieonepauMOHHBIA yX04 MOKET BK/IIOYATh HCTIONb30BaHHE KOMMIPECCHOHHOro GunTa,
NoC/ieonepauHOHHOTO WY CNOPTHBHOrO 6locTranbTepa Ana A0NOMHHTENLHON NOAAEPKKH H
NO3MUHOHHPOBAHHA HMIIAHTATa B nepHo 3akHBAeHHA. [1o pekoMeHaalHH XHPYpPra Bbl, CKOpee BCEro,
CMOXeTe BepHYThCR K paboTe B TeueHHe HECKONBKHX AHel, 0aHAKO cneayeT uiberatb M06bIX
¢du3nYecKUX Harpy3oK, KOTOpble MOryT MOBLILLATL MYNbC H apTEPHANLHOE JaBlEHHE, 110 MEHbLUEH Mepe,
B TeUeHHe napbl HeleNb. XHPYPr TaKxkKe MOXKET MOPEKOMEHA0BATH BaM YPAXKHEHHA A4 Maccaxa rpyas.

Mpumeyannte: [1pH BOZHHKHOBEHHH JINXOPAKH, 3aMCTHOTO OTEKa H/H/IN NOKPAcHEHHUA B obacTy
MOJIOYHOI XKeNe3bl HeMeleHHo obpaTHTech K XHpYpry.

Bonpocst, KoTopble HYKHO 334aTb XHPYPry

Cneayoumit cncoK BOTIPOCOB HANOMHHUT BaM 00 OCHOBHBIX aclIeKTaxX, KOTOpbIE CTOUT
obcyanTb € BpauoM.

1. Kakue pHCKH M OCIOXKHEHHA CBA3AHbI C YCTAHOBKOI rpyAHbIX HM(IAHTATOB?

2. CKo/bKO JONMOTHUTENbHBLIX Onepaunii Ha rpyAx ¢ yCTAHOBICHHBIM HMIIJIAHTATOM CJIElyeT 0XKH1aTh B
TeueHHe XHU3HN?

3. Kak Oyaet BhIrAsSaeTh rpyib, €C/IH 8 pellly yAaJIMThb, a He 3aMeHATb HMMNAaHTaT?

4. Kakyio ¢popmy, pa3Mep, TeKCTYpy, pacnosiokeHne H cnocob yCTaHOBKH HMIIIAHTaTa MHE Nylle
BbIOpaTs?

5. Kak ycTaHoBKa MMIUIAHTaTa NOBRHAET HA BO3MOXHOCTb KOPMHTB Ipyablo?

6. Kak 3mMenuTca BHelWHWI BUI IPYAM C YCTAHOBNEHHbIM HMIIAHTATOM € TEYCHHEM BpEMEHH?

7. Kak u3MeHHTCA BHEILHUI BHA rPYaH C HMMINAHTATOM nocjie 6epeMEHHOCTH H KOPMACHHUA TPy Abio?
8. Uro aenats, eciM MHe He MOHPABHTCA KOCMETHYECKHIT pe3yNbTaT Noc/ie YCTAHOBKH HMNIAHTaTOB?
9. Kakue anbTepHaTHBHbIE POLERYPbI HIH NPOAYKTbI MHE Oy YT JOCTYNHBI, €C/IK 1 peuty He
yCTaHaB/IHBaTh FPyAHblE HMILIAHTATHI?

10. Ectb i y Bac doTorpadmy nauueHTOB 10 W nocie BbINOAHEHHS Kaxa0i# H3 npoueayp?
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4. OCOBBIE ACNEKTbI, KACAIOIMECA PEKOHCTPYKIMHY MOJIOYHOM KEJIE3bI

KaxHe ecTh a1bTEepHATHBbI PEKOHCTPYKUHH MOJIO4MHO# XKee3b1?

Bbl MOXeTe 0TKa3aTbCH OT PEKOHCTPYKUHH MOJIOYHO# Xenelbl. B 3ToM cnyuae Bbl MOXKETE HOCHTD
BHeWHUil npoTe3 B popMe rpyan BHyTpu GiocTranbTepa. BHewHue NpoTessl A0CTY11HbI B pa3IHYHbIX
¢dopmax, pazmMepax U MOTyT ObiTb BbITIOTHEHbI M3 MOPOJIOHA, XJIONKA, CHAXKOHA Y IPYTHX MaTepHanos.
Takoke 10CTYHbI HHANBHAY AIbHbIE NPOTE3bl, COOTBETCTBYIOUINE pa3mepy H dopMme Bawiei rpyau.

CTOMT AR e1aTh PEKOHCTPYKIHIO MOJI04HO# Xkee3bt?

PeweHue 0 peKOHCTPYKUHHM MOTIOYHO# Kelle3b! 3aBHCHT OT KaXK0T0 KOHKPETHOrO Ciiyvad,
COMyYTCTBYOLWKX 3a601eBaHKi, 0OLLET0 COCTOSHUA 310pOBbS, 06pa3a KH3HHK, IMOLUMOHANILHOIO
COCTOAHHA. a TaKXKe OT pazMepa H Gopmbl rpyan. YToObl NPHHATD B3BELIEHHOE pelleHHe, obcyanTe
BONPOC € ceMbeil, APY3bAMH H CNELUANHCTAMH, TOCETHTE rPYMNNbl NOJAEPXKKH MO YCTAHOBKE rpyAHbIX
MMIMAHTATOB H IPYNMbl MOAAEPXKKH NALMEHTOB C PAKOM MONOYHO# xenesbl. [locne o3HakoMNeHHs ¢
3TO# Gpowtopoit H 064y MbIBaHKA Npe/CTABACHHOR 31eCh HHPOPMAUHK PEKOMEHAYETCA OTI0XKHTD
NPUHATHE peLlieHns O NPOBELEHUH ONepaLiii Kak MHHUMYM Ha 2—4 nvenenn. Ecnu Bol xoTeny 66t
BLIMNOJHHTL PEKOHCTPYKUHIO MONOYHOI Xene3bl, HO He 3HaeTe, K KOMY 0OpaTHTLCA, MONPOCHTE CBOETO
XHpYpra nopeKOMeHAOBaTh BaM OMNbITHOrO M1acTHYeCKOro xupypra. [Ipu nn1aHUpOBaHHK MaCTIKTOMHH H
npouesyps! peKOHCTPYKLHH Bawl o61uuil XUpypr, naacTHYeCKHH XUPYpPr U OHKOMIOT JOJKHbI
neiicTBOBaTh coob1ua, 4ToOb! 0GecneynTh MAKCHMATLHO BLICOKHE PE3Y/LTATHI.

Kaxue ecTb BADHAHTBI PEKOHCTPYKIHH?

Tin noaxoasiueit BaM npoueaypbl PEKOHCTPYKUHH MONOYHO# XKene3bl 3aBUCHT OT Baluero 3abonesaHus,
¢dopMbl H pa3Mepa rpyaM, oOLIEro COCTOAHNA 310poBbA, 06pa3a xH3HH U ueneil. Jlyuwne kaHauAATH HA
PEKOHCTPYKLIMIO MOJIOYHOIH XKene3bl — XEHLIHHbI C TPY/ibl0 HEBOLUIOro MK CPeHEro pa3Mepa.
PekOHCTpYKUHA MOJIOUHO# JKese3bl MOXKET ObITb BbINOAHEHA € HCIIONL3OBAHHEM NPOTE3a (FPyAHOrO
MMIIIAHTATA, 3aN0JHEHHOTO CHIHKOHOBBIM reneM, puU3HONOrHYECKHM PacTBOpOM UM koMOHHauuedi rens
1 GH3IMONOrHYECKOro PacTBOPa), COGCTBEHHBIX TKaHEH (MATKOTKAHHBIX OCKYTOB) HAH HX KOMOHHALMK.
MArKoTKaHHBIi N0CKYT — 3TO (hparMeHT KOXH, KHPa H/HIK MbILIILI, KOTOPLIH nepeMellaeTcs n3
06nacTH XKHBOTA, CO CNUHBI WK APYroii YacTH Tena B 06:1acTh MONOYHOI Xene3bl A1 GOpMUPOBAHHA
rpyaun. He3aBUcHMO OT TOr0, NPOBOAHNACH JIH BAM PEKOHCTPYKLIMA € HCNO/b30BAHHEM Py IHLIX
MMIAAHTATOB MK Oe3 HUX, BAM, BEPOATHO, HY)KHO 6yaeT NpOHTH NONOAHHTENbHLIC ONepauHH ania
CHMMETPH3aUHMH U YNyUllleHHs BHEIIHETO BHAA rpyaH. Hanpumep, NockonsLKy nNpu MaCcTIKTOMHH 4acTo
ynanfeTcs COCOK BMECTE C TKaHbIO MOJIOYHOR XeJie3bl, €ro 4acTo BOCCTAHABIMUBANOT C MOMOLILIO
KOXHOMO TPaHCIIAHTaTa U3 BTOPOii FPyay HIN NyTEM HAHECEHHUA TaTyHPOBKH Ha 3Ty obnacTsb.
PekoHCTpYKUHA cocka 0ObIYHO BBINONHAETCA Kak OTAeNbHas aMbynaTopHas npoueaypa nocne
3aBeplUEHHUA NEPBOHAUATLHON PEKOHCTPYKTHBHOII Onepauny.

PCKOHCTP)’KIIHSI MOJ104HOii Kene3bl ¢ NOMOULLIO TFPYAHLIX HMILIAHTATOB

Xupypr PELLUHT, MO3BOJACT JIK BaLLC 3aboneBaHHe H COCTORHME 30pOBbA BbINOJHHTL PEKOHCTPYKUHIO €
HCNOJ1L30BAHHEM IPYAHOro HMMNAHTATA. Keuunuam ¢ Gonbioit pyAbO MOXET norpeﬁoaanca
PEKOHCTPYKUHA € HCNONb30BAHHEM MATKOTKAHHOI'O JIOCKYTa H KMIIAHTATA. Baw XHPYPpr MOXET
PEKOMEHA0BATh YCTAHOBKY HMMIAHTaTa B NPOTHBOMNOI0XKHYIO 310pOBYIO Irpy b, 4yTo6BI CAENATHL
MOJIOYHBIE XKeJle3bl MAKCHMATbHO CHMMETPHYHBIMHU, NIPEAJTOKHTL YMEHBLUCHHE I'PYIH (penykuuonnan
Mammonnacmxa) HNH NOATAXKY rpyaH (MacToneKcus) A8 NOBbLILLICHHA CHMMETDHH. Penyxuuoﬂuaﬂ
MaMMOTMIacTHKA nojipasyMeBacT yaancHue TKaHei MONOYHOI Xene3bl U KOXH. MacTonekcHs BKIOYaeT
yAaneHHe NojJoCKH KOXKH Nnoj rpyabio HNH BOKpPYT COCKa Anf MOAHATHA B NOATAXKKH KOXKH rpyaH. Ecau
Bbl HE XOTHTC MCHATDH 30POBYIO rpydb, CKAKHUTE 00 3TOM XHPYPry, NOCKOJIbKY 3TO PEWICHUE MOXKET
NOBNMHATH HA pacCMaTpHBaeMbie B BalliEM C/1yHae METOAbl PCKOHCTPYKUHH MOJNIOYHO# Xkenesbl.

Bpeml BLITTOJTHEHHN PEKOHCTPYKUHH ¢ HCITOJIL30BAHHEM FPYAHOI0 HMILIAHTATA
Cne,rxylouxee OIMHCAHHE OTHOCHTCA K PCKOHCTPYKUHH NOCAE MAaCTIKTOMHH, HO CXOXKHE aCllCKThbl
NPUMEHHUMbI H K PEKOHCTPYKLHH 1TOC/I€ TPaBMb! HIIH NPH BPOXKICHHLIX Lle(bCKTaX. ﬂpouecc
PCKOHCTPYKUHH MOJIOYHO# XeNe3bl MOXKET Ha4aTbCA BO BpEMA MACTIKTOMHH (0OAHOMOMEHTHas
pCKOHCprKuMﬂ). Yepe3 HECKONLKO HEEMb HIIK AAaXE JIET NOCNE €€ BLINOJIHEHHA (oTCpoUeHHan
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pekoHCTpyKuua). OTHOMOMEHTHaA PeKOHCTPYKUHS MOXKET npeanonaraTh yCTaHOBKY MpyAHOro
HMILIAHTaTa, HO Yallle BK/TIOMaeT yCTAHOBKY IKCNaHAepa, KOTOPhIi Nodke 3aMEHAIOT Ha rpyAHOH
uMinaHTaT. Takke OAHOMOMEHTHAA PEKOHCTPYKUMA MOXKET BKJIIOUATh YCTAHOBKY IPYJHOro
pacumpuTtens-umniaantata (BECKER®). Pacumpurens-umnnantat BECKER® cnyxur
OJHOBPEMEHHO M TKAHEBbIM PaCLUMPHTENEM, H FPYyAHLIM HMNNAHTAaTOM. CO BpeMeHeM OH yBENHYHBAETCH
B pa3Mepax 3a cuet 1o6aBneHus GpH3M0N0rHYecKoro pacTsopa Yepes crneunanbHbiii nopr,
pacnonoxeHHblii noa koxeil. Kak tonbko pacunpurens-umnnantat BECKER® nocrurier xenaemoit
CTeNeHH HaNnoNHEHU, NOPT AN BBEACHUA pacTBopa yaanat. BaxHo 3HaTh, 4To mobas Xupypruveckas
PEKOHCTPYKLHS MOJIOYHOI XKelelbl MOXET COCTOATh U3 HecKoNbKHX 3Tanos. [loTenunansHoe
npeuMyLecTBo o6beAMHEHHA NpoLeaypbl

MacCTIKTOMHH C NEPBLIM ITANOM PEKOHCTPYKUHH MONOYHOI Kele3bl — BOIMOXKHOCTL CHUIUTH
CTOMMOCTb BMelaTenbcTBa. O4HAKO NPH BLINONHEHHH OAHOMOMEHTHOMR PEKOHCTPYKLIHH BO3HUKAET
NOBbILEHHBIi PUCK Pa3pbiBa 1 APYrHX OCNOXKHEHHI, a BpeMa NepBOHa4aNbHON onepauuu H Bpems
BOCCTAHOB/IEHUA MOXET YBENHYHTHCH.

lMoTeHunanbHOE NPEUMyYLLIECTBO OTCPOUEHHOH PEKOHCTPYKUHH — BO3MOXKHOCTb OTJIOKHUTL NPHHATHE
pellieHH O PEKOHCTPYKLUHH H ONEpaunio 10 3aBeplIeHUA APYTrHX NPOUEAYP, TAKHX KaK Jly4YeBas Tepanus
¥ XHMHOTepanua. OTCpoueHHas PEKOHCTPYKLMA MOXET ObITh PEKOMEH10BAHA, €C/IH Balll XHPYpr
NpeABHAKT CBA3aHHbBIE C 3DKHBIEHHEM NPOGIEMBI NOCE MACTIKTOMHH, HIIH BaM NPOCTO HYXHO Gonblue
BpeMeHH, uTo6bI 06ayMaTh BO3MOXHbIe BapHaHuTbl. [1py Bbibope Mekay ONIHOMOMEHTHOR HIH
OTCPOYEHHOMN PEKOHCTPYKLHEH HYKHO YHUHTHIBATL MEAULIMHCKHE, PUHAHCOBBIE H IMOLIUOHANBHbIE
acnekTbl. O6cyauTe ¢ XMPYproM, MAacTHYECKUM XHPYProm H/HanW OHKONOrOM UTIOCK! H MHHYCbI BCEX
BO3MOXHBIX BAPHAHTOB.

XupyprideckHe acneKkThi, KOTOpbie CTOMT 06cyaAHUTD ¢ BpauoM.

OGcyauTte ¢ XHpYprom H/UNM OHKONOIOM NMPEHMYLIECTBA H HEAOCTATKH ClIE/lyIOUIHX BADHAHTOB
PEKOHCTPYKTHBHO{I onepauKy.

* O1HOMOMEHTHAN PEKOHCTPYKLHSA

Onno3tanHas OAHOMOMEHTHAA PEKOHCTPYKUMSA C HCIIVIb30BAHHEM MPYHOrO HMINAHTaTa (TONbLKO
rpyaHOIl MMNNAHTAT) UK IpyaHOro pacuwupuTens-umnnantata (BECKER®).

JIByX3TanHaa 0AHOMOMEHTHAs PEKOHCTPYKLIMA C HCMONb30BaHHEM BPEMEHHOrO JKCNaHaepa ¢
nocneayiolleif peKOHCTPYKUHEH PYAHBIM HMILIAHTATOM YEpe3 HECKO/ILKO MECALIEB.

* OTcpoteHHas PEKOHCTPYKUNA

OnHo?TanHas OTCPOUEHHAA PEKOHCTPYKLIHSA C HCIONbL30BAHHEM FPY/IHOTO PaCIiMPHTENS-HMIIIAHTaTa
(BECKER®).

JIByX3TanHas oTCpoueHHas PEKOHCTPYKLHMS C HCNONb30BAHHEM BPEMEHHOrO 3KCNaHAepa ¢ noceaytouuei
€ro 3aMeHOli Ha rpyAHOI HMMIAHTAT Yepe3 HECKOIbKO MECALIEB.

Yro npeacraBasieT co6oii npoueaypa peKOHCTPYKIUHH C HCMO/1b30BAHHEM TPYAHOIO

HMILIaHTaTa?

Oaxorranuan (OZHOMOMEHTHAS HIIH OTCPOYHEHHAR) PEKOHCTPYKUHR ¢ HCIMO/IL30BAHHEM IPYAHOIO
HMMNIaHTaTa

OnHOMOMEHTHYIO OIHOITaNHYI0 PEKOHCTPYKLHIO MOIOYHO# Xele3bl MOXHO BbINONHUTL BO BpeMs
macTakToMHUHU. [Tocne Toro, Kak XHpYpr-oHKOOr YIanHT TKaHb MOJIOYHOIT Xene3bl, NIaCTHYECKHH
XHPYPr YCTaHOBHT rpyaHONH HMMNIAHTAT HAH rpyAHoil pacwuputens-umniantar (BECKER®), Tem
CaMbIM BbITIOJHHB OAHOITAMHYIO PEKOHCTPYKLIIO. B cnyyae Hcnonb3oBaHKA rpyAHOro pacLliupHTens-
nmnnantata BECKER®, B TeueHHe wecTn Mecsaues B Hero 6yayT nocTeneHHo ao6asnsats
$H3HONOrHYECKHii PacTBOP 10 AOCTHKEHHUA XKenaeMoro o6bema, Noce Yero yaansT nopr 41 BBEAECHHA
pacTeopa. YaaneHue nopra ans BBeJeHHS pacTBOpPa 0ObIYHO BbIMOIHAETCA M0/l MECTHOM aHecTeInel B
aMOy1aTOPHBIX YCIIOBHAX WIH B OTACNEHHH

JIHEBHOTO cTalHoHapa. OHOITaNHaA OTCPOYEHHASA PEKOHCTPYKUMSA MOOYHOIT XKeNe3bl BLINOMIHAETCA
yepes HECKONBKO MECALIEB HIIH JIET NyTEM YCTAHOBKH rPyAHOro HMIIAHTATa WM paclinpUTens-
nmnnantata BECKER®.

13

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MMnNIaHTaTa

PeKOHCTPYKLMSA MOMOYHO >Kenesbl C MOMOLbIO 3aM0/IHEHHOIO refieM rpygHoro nmnnaHitata MENTOR®
06bIYHO NPOMCXOAMUT B [iBa 3Tana U HauMHAeTCA C YCTAHOBKM BPEMEHHOI0 3KcMnaHAepa, KOTOpbIn yepes
HECKO/IbKO MecCsLeB 3aMeHSOT Ha FPyAHON MMMaHTaT.

Y CcTaHOBKa TKAHEBOI0 pacllnpuTens MOXEeT NPOn3BOANTLCA OLAHOMOMEHTHO, BO BPEMS MAcT3IKTOMUN.
NN MOXET BblTb OT/NIOXKEHA HAa HECKO/IbKO MecsLeB UK NeT.

TKaHeBbI pacWMPUTENb MOXET MMeTb NMOPT ANA BBeAEHWS pacTBOpa, Kamepy A1 UHBLEKL WA,
BCTPOEHHYO B 060/104KY 3KCMaHAepa Uan Kamepy Ans MHbeKUWUI, MPUKPENNeHHYH K 3KcnaHgepy ¢
NOMOLLbI TPYOGKM ANs NOCTYNAeHMsa pacTBopa. Mpu ucnonb3oBaHMM 3KCMaHAepa C OTAENbHOW KaMepoi
ee pacnonaralT nog pyKoin uam nogMbiLLKOWA.

Jtan 1: pacwinpeHune TKaHein

0%

Py6eL, nocre PaclumpuTenb-MniaHTar 3KCnaHaep Co BapoeHHol OkoHYaTe/bHbIi pesynbTar
MacTaKTOMUU CBbIHOCHBIM MHBEKLYOHHBIM Kamepoii 15 MHBEKLiA rocrie YCTaHOBKY
nopToMm UMMIaHTaTa

Bo Bpems MaCTIKTOMWMW XMPYPr-OHKOMOT 4YacTo yaanseT KoXy, a TakKe TKaHb MOJIOYHOW Xenesbl,
OCTaBNAS KOXHbIW NOCKYT Ha FpyAM MAOCKAM M NAOTHLIM. UTO6bI CHOPMUPOBATL MPOCTPAHCTBO B FPYAN ANs
YCTaHOBKM TPYAHOIO UMMNaHTaTa, Noj OCTaBLWIMWEC TKAHWU TPYAHOW KNeTKU MOMeLLaloT TKaHeBbIi
paclimpuTeNb. TKaHeBbIl paclwUpuTenb NpeAcTaB/seT co60i YCTPOCTBO, HaNnOMKHaloLee 6ansoH,
M3roTOB/IEHHOE M3 31aCTUUYHOIO CUIMKOHOBOTO KayuyyKa. DKCNaH4ep yCTaHABAMBAKOT HE3anO0MIHEHHbIM W CO
BPEMEHEM HaMONHAOT CTEPU/IbHBIM (PM3MONOTMYECKUM PACTBOPOM, BCTaB/sAA HeGOMbLIYIO UTY Yepe3 KOXY B
nopT A/15 BBEAEHUs pacTBopa. Mo mMepe 3anoHEeHMs 3KCNaHAepa PacrnofioXeHHble Haj HAM TKaHU HauuHawloT
pacTArMBaTbCs, NOAOGHO NOCTENEHHOMY PaCTSXEHWIO XUBOTA XKEHLUHbLI BO BPEMS GEPEMEHHOCTH.
TKaHeBblii pacWwWnpuTeNns CO3aeT HOBbIV KapMaH B JOPMe MOIOYHOI Xenesbl 415 rPyAHOro MMMNiaHTaTa.
YcTaHOBKa TKaHEBOr0 pacluMpuTens TkaHell 06bIYHO MPOMCXOAMT B OMepaLMoHHONM Noj 06l MM HApKO30M.
Bpems onepauun 06bI4YHO COCTaBASET OT OAHOIO 40 ABYX 4acoB. [Mpoueaypa MOXeT NPOBOAUTHLCS
amGynaTopHO UAK noTpe6oBaTb KPaTKOBPEMEHHOTO npebbiBaHWs B 60MbHMLE. Kak npaBuao, nocne Takol
onepauuy NayMeHTKU MOTYT BEPHYThLCA K 06bIYHOV NOBCEAHEBHOW AeATeNbHOCTM uepe3 ABe-TPH Heaenu.
MoCKOMbKY KOXa rpyAHOI KNeTKM nocne MacT3KTOMUM 0GbIYHO HEMEeEeT, Bbl MOXETe He NOYYBCTBOBAaTb 60/b
MpW YCTaHOBKe TKAHEBOTrO PacluMpUTENs, HO MOXETe UCMbITbIBATb AUCKOM(OPT NOCAEe KaXA0ro 3anofHeHus
IKCMaHAepa, KOTOpoe MCUYe3HeT MO Mepe paclivpeHuns TKaHeid. PaclivpeHue TkaHell 06bIYHO NPOUCXOAUT B
TeueHue 4-6 MecsLeB.
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OTan 2: yctaHOBKa rpygHoro mmnjaHrara

Mocne yaaneHns TKAHEBOTO PacluMpUTENs B KapMaH MomelLaeTcs rpyaHoi umnnaHTar. Onepayus no 3ameHe
TKQHEBOTO pacluMpUTens rpyaHbiM UMNAaHTaTOM (3aMeHa Ha MMMAaHTaT) 06bIYHO MPOBOAUTCA MOZ 06 UM
HapKO30M B OfepawlunoHHol. Mpolefypa MOXeT NPOBOANTLCS aMbBynaTOPHO MW NoTpe6oBaTh
KPaTKOBPEMEHHOTro npe6biBaHWs B 60NMbHULLE.

PEeKOHCTPYKLMS MOJIOUHOM Xene3bl 6e3 UCMosib30BaHUS! MMM/IAHTATOB: NPOLEAypb! C
MCMNO/Ib30BaHMEM MSITKOTKAHHOIO JTIOCKYyTa

MOM0OYHY10 Xefne3y MOXHO BOCCO34aTb XMPYPrMyeckum nyTem, nepeMeLias parMeHT KOXK, Xupa 1 MbiLiL,
13 OflHON 06nacTn Tena B Apyryto. dparMeHT TKaHW MOXHO B3ATb U3 TaKMX 06M1acTel, Kak XXUBOT, BEPXHAS
4acCTb CMWHBI, BEPXHAA YacTb befpa Ui Srogmubl.

MSArKOTKaHHbIA NOCKYT MOXHO OCTaBWUTb MPUKPENIEHHbIM K KPOBEHOCHBIM COCYaM U MepeMecTuTb B
06N1acTb rpyfmn yepes TYHHENb NOJ KOXei (TOCKYT Ha HOXKE), 1160 ero MOXHO MOAHOCTbI0 YAaiuTb U CHOBA
MPUKPENUTb Ha TPYAHYI0 KNETKY C MOMOLLbI0 MUKPO.XMPYPruyeckux MeToaunk (CBo6OAHbLIA NOCKYT). Mpw
nepecafke CBOGOAHbIX TOCKYTOB Bpems onepauuu 06bI4HO 60MbLIEe U3-32 MUKPOXUPYPTUYECKUX
MaHUNynaLuin.

Mepecafika NOCKYTOB TpebyeT npebbiBaHWsA B 60/IbHULE B TEUEHWUE HECKONIbKUX AHEN U, Kak npasuno, 6onee
4NVMTENbHOTO Nepnoja BOCCTAHOB/IEHMS, YeM PEKOHCTPYKLMA C MCNOMb30BaHWEM MMMnaHTaToB. Mocne
onepaLumn ¢ MCNOMb30BAHMEM JIOEKYTA TaKXXe 0CTalTCA pybLbl HA TOM MecTe, OTKYAa OH Oblfl B3AT, W,
BO3MOXHO, Ha PEKOHCTPYWUPOBAHHON rpyAn. MpenumyLLecTBo onepaunn ¢ UCNoAb30BaHUEM JIOCKYTOB COCTOUT
B TOM, YTO OHa MO3BOMAET 3aMeCTUTb TKaHb B 061aCTU FPYAHON KNeTKU. DTO MOXET 6bITb NONE3HO, ecnu
TKaHW rpygHOMA KNeTKWU MOBPEeXAEeHbl UM UX pacliMpeHne HEBO3MOXHO. Elle OfHO NpenMyLLecTBO npoueayp
C UCMONb30BaHNEM JIOCKYTOB MO CPaBHEHWIO C UMMAaHTaTaMy 3aK/1io4aeTcs B TOM, YTO AN JOCTVKEHUS
CUMMeTPUM BMeLLaTeNbCTBO Ha 340POBOI FPyAW, Kak npasmnio, He Tpebyetcs. Hanbonee
pacnpoCTpaHeHHbIMU TUNAMKN MATKOTKAHHbIX TOCKYTOB ABNAOTCA TRAM-N0CKYT (KOXHO-MbILLEYHbIV
NOCKYT NPSAMOW MbILWLbl XUBOTA), KOr4a UCMOMb3YIOT TKaHb GPIOLWHOW CTEHKWU, N TOPaKO4OP3anbHbIf IOCKYT
(NOCKYT WMpoYvaiiweid MbIWLbl CWHBI), KOFAa UCMOMb3YIOT TKaHb BEP,XHUX OTAEN0B CMMWHbI.

Ba)HO MOMHUTb, 4YTO OMepaumna C UCNONb30BaHMEM JIOCKYTOB, B YacTHOCTU TRAM-n0CKyTa, ABNsAeTCs
cepbesHbIM M 60/1ee 06LWMPHBIM BMeLLaTeIbCTBOM, YeM MacTIKTOMMSA, YTO TpebyeT xopoLlero obLiero
COCTOSHWA 340POBbSA U CUNLHON 3MOLMOHANLHOW MOTMBaUUKU. Ecnu y Bac M36bITOUHAs Macca Tena, Bbl
KypuTe, paHee rnepeHecnn onepauuto B 061acTu IOCKYTa UK Y Bac HapyLEHO KpoBoobOpalleHne, BaMm MOXeT
6bITb NPOTMBOMNOKAa3aHa npouegypa ¢ ncnonb3osaHnem TRAM-nockyTa. Ecnm y Bac xypgowasoe
TEeN0CN0XeHWe, TKaHU B 06/1aCTV XKMBOTA UAN CAUHBI MOXET 6biTb HEAOCTAaTOYHO AN BOCCO34aHMA
MOJ/IOYHOM >Xenesbl C MOMOLLbIO 3TOF0 MeToAa.

TRAM-0CKYT (Ha HOXKe WU CBOOOAHbIN)

1

3tan 1: BbINOSIHEHWE MACTIKTOMUU U JTan 2: nepemelleHune ockyTa JT1an 3: OKOHYaTe/IbHbIA pe3ynbTar

pa3mMeTKa ydacTka 3a6opa NIOCKyTa ﬂpﬂMOVI MbIWLUbI N TKaHW K Tpyan no
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Bo Bpems npouefypbl nepemelteHns TRAM-nocKyTa XMpypr ygansaeT 4acTb TKaHW U3 061aCTU XUBOTA U
nepemMeLlaeT ee K rpyau, 4tTobbl BOCCO34aTb MOMOYHYHO Xenedy. TRAM-10CKYT MHOMA4a HasblBalOT
PEKOHCTPYKLMelN ¢ «abA0OMUHOMNACTUKOM», MOTOMY YTO Npoueaypa no3BonseT caenartb 061acTb XMUBOTA
6onee NMOCKOWA.

Mpoueaypa nepemeleHns TRAM-N0CKyTa Ha HOXKe 00bIYHO 3aHUMAET OT TPeX [0 LIeCTU 4acoB u
BbINOMHSAETCA Nofj obuwmM Hapko3oM. lMpouesypa nepemelieHns ceobogHoro TRAM-n0ckyTa 06bIYHO
3aHMMaeT 60nblie BpemeHU. Bo Bpems npoueaypbl no nepemewieHnto TRAM-n0cKyTa MOXeT noTpe6oBaThbCA
nepenuBaHue KpoBu. OBbIYHO CPOKM NpPebbiBaHUA B 6ONbHULLE COCTABAAT OT ABYX A0 NATU AHe. Bbl
CMOXeTe BEPHYTbCA K 006bIYHOW MOBCEAHEBHOW AesTenbHOCTH Yepe3 6-8 Heaenb, NPy 3TOM HEKOTOPbIe
XEHLWNHbI cO06LLAIT, YTO AN BOCCTAHOBAEHWNA HOPMa/ibHOro 06pasa XU3HW UM NoTpeboBasoCh OKOMO rofa.
B 06nacTun XX1MBOTa MOXET BO3HWKATb BPEMEHHas WM MNOCTOSHHAaA MbllleyHas cnabocTb. Ecnm Bbl
nnaHupyeTe 6epeMeHHOCTb NOCAe PEKOHCTPYKLMUK, 06CYANTe 3TO C XMPYProMm. Y Bac Ha XMBOTe OCTaHeTCcs
6onblIOl pybel, a TaKxXe MOryT

6bITb 4ONONHUTENbHbIE LPaMbl HA PEKOHCTPYMPOBAHHOW MOJSIOYHON Xenese.

Topakogop3abHblii NOCKYT C FPYAHBIMU MMNIaHTaTaMy UK 6e3 HUX

(m
KOXHbI NOCKYT U MblwLy 6epyT Uepes chopMMpOBaHHbIil TOHHEb MnnaHTaT Takxe MOXHO
C/0HOPCKOTO y4acTKa Ha CruHe. TKaHb NEPEMeLLaIoT K nepesHeil 1CNOMb30BaTh 415 CO34aHUsA BbICTyNa
prAHOVI d€HKe 1 Cee NnomMoLllbio MOJI0UYHOM Xenesbl.

BOCCO3/1aK0T Y/a/IeHHYH MOJIOUHYIO

Xenesy.

Bo Bpems mpouegypbl C UCMNOAb30BAHUEM TOPAKOAO0P3anbHOT0 OCKYTa XUPYPr MepeMelyaeT YacTb TKaHW U3
06/71aCTU CNUHBI K NepefHei rpy4Hoii cTeHKe A8 BOCCO34aHNsa OPMbl MOMIOYHO XKenesbl. MOCKobKY
TOPaKoA0p3anbHbIil TOCKYT 06bIYHO TOHbLLE U MeHblue TRAM-N0CKYTa, 3Ta Npoueaypa MOXeT GbiTb 60/1ee
MoAXoAsiel AN PEKOHCTPYKLMU FPYAN MEHbLLEro pasmepa.

Mpoueaypa nepeMeLLeHns TOPaKoAop3anLHOro N0CKyTa 06bIYHO 3aHUMAET OT ABYX [0 YEThbIPEX 4YacoB U
npoBoAMTCSA MOA 06U MM Hapko3oM. O6bIYHO CPOKM MpPebbiBaHNUs B 60MbHULLE COCTABAAOT TPU AHA. Bbl
CMOXeTe BepHYTbCA K MOBCEAHEBHON AesTenbHOCTH yepe3 2-3 HefleNn. Y BaCc MOXET BO3HUKHYTbL BpeMeHHas
WKW NOCTOSIHHAA MblleyHas cnaboCTb U TPYAHOCTU NPU ABUXKEHUSX B CMIMHE W Neye. Y Bac OCTaHeTCs Lipam
Ha CMWHe, KOTOPbI/ 06bIYHO MOXHO CKPbITb NIIMKOV GlOCTranbTepa. Y BaC TakXe MOTYT 6GbiTb
AOMONHUTENbHbIE Py6Lbl HA PEKOHCTPYMPOBAHHOW MOMOYHOM Xenese.

Bonpocbl 0 peKOHCTPYKLMM MOJIOHHOM XKenesbl, KOTOpble CTOWUT 3a4aTb XMpYypry

CnefyloLmii cnMcoK BOMPOCOB HAMOMHUT BaM 06 OCHOBHbIX acnekTax, KOTOpble CTOUT 06CYAUTL C BPaUYOM.
1. Kakue BapuaHTbl PEKOHCTPYKLUM MOOYHON Xefe3bl MHe MoaxoasT?

2. KaKoBbl PUCKM U OCMOXHEHUS pasHbIX OMepaLuii No PeKOHCTPYKLMUM MOMOUYHOI YKenesbl M Kak 4acTo OHW

BCTpeyarTca?
3. UTto penaTb B Cy vae peunansa onyxonum WM pasBuUTUA ONY.XONU APYTOi MOMOYHON Xenesbl?
4. MoMeLwaeT MM PEKOHCTPYKLUNA NPOTUBOOMYXONEBOMY NleYeHUH0?
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5. CxonbKo TanoB B KQK/10# npoueaype. W 4TO OHH BKJIOYAIOT?

6. CKOLKO BpeMEHH 10/DKHO NPOHTH 10 MoNyYeHHA OKOHYATENbHOTO Pe3ynbTaTa PEeKOHCTPYKUNH?

7. KakoB Baiu onbIT BBIIONHEHHA KaXa0# npoueypbi?

8. Ectb in y Bac ¢potorpadmu nauHeHTOB 10 H NOCNE BLIMONHEHHA KaX10# 13 npoueayp?

9. Kak 6yayT BbIrnaaeTb nocieonepauuoHHbIE LIpaMbl?

10. Kak #3MEHHUTCA BHEWHNII BUA IPY.H C YCTAHOB/IECHHbIM HMMNIAHTATOM C TEYEHHEM BPEMEHN?

11. Kak H3MeHHTCA BHELIHHI BU] FPY.M C HMIJIAHTATOM fnociie 6epeMeHHOCTH?

12. YTo aenath, ecny MHE He NOHPABHTCA KOCMETHYECKHIi pe3ynbTat nocne YCTAHOBKH HMINAHTATOB?
13. Mory nu 2 noo61aThes ¢ ApYruMH NauHeHTaMH, KOTOpble nepeHec:i noaobHeie onepauun?

14. KakoBa OpHEHTHPOBOYHAA 00113k CTOWMOCTb KaX/A0H Npoleaypsl NPH NOITANHON PEKOHCTPYKUUN?
15. HackonbKo CHAbHYI0 6016 MK AUcKOMGOPT 5 Oyay HCOLITHIBATL H Kak 201ro?

16. CxonbKo BpeMeHH s nposeay B GonbHuKLe?

17. [MoTtpebyeTcs 1 MHe NepennBaHKEe KPOBH, H MOTY JiH i CAATh COGCTBEHHY O KPOBbL?

18. Koraa s cMory BepHYTbCA K TOBCEAHEBHOMN ACATENLHOCTH (CEKCYanbHOM, CNOPTHBHON aKTHBHOCTH)?

5. MNIPOTUBONOKA3AHHSA, OCOBBIE YKA3ZAHUS U MEPBI IIPEJOCTOPOXHOCTH
[TpoTHBONOKa3aHHE — 3TO CUTYaLUS MUK COCTOSHHE, B KOTOPO# HE CNEAYET NPOBOAMTL NPOUERYPY.
YcraHoBka rpyaHsix imMniantaroe MENTOR® nportuBonoxa3sana npu clieayowmmx
00CTOATENBLCTBAX, KOT/1a PUCK YBEIHYEHHA HITH PEKOHCTPYKLIHH MONOYHOM XKeNe3bl C
UCMONb30BAaHUEM HUMIIIAHTATOB MEPEBELIMBACT NPEUMYLUECTBA:

* akTHBHas WHPekuua Moboil nokanulaumu;

* XEHUIHHBI C YK€ HMEIOLINMCA 3/10Ka4eCTBEHHBIM HIIH MpeApakoBbiM 3a601eBaHHEM MONOYHOM Xenesbl, He
noJyyasulre afieKBaTHOTO JIEYEHHA ITHX COCTOAHHIA: K

* GepeMeHHbIE WIH KOPMALLHE TPYABIO XKEHLLHHBI.

XHpypruiecKkHe MeToAbl, IPOTHBONOKA3AHHBIE /IS FPYAHBIX HMILIAHTATOB:

* BbINOJIHEHHE HHBCKLIHT yepes 060.!10'"()/ HMMNIAHTATA,

* HaJlO)XEHHE MMILIAHTATOB: YCTaHOBKA Golee 0AHOr0 MMIJIAHTATa B OJIHY MOJIOUHYIO XKenesy.

CocTosiHHSA, NPH KOTOPLIX 6€30NaCHOCTh YCTAHOBKH HMIUIAHTATOB He 10Ka3aHa:

* ayTOMMMYHHbI€ 3a60/1eBaHMs, TaKie KaK BOAYAHKA W CKIEPOAEPMHS;

* COCTOSIHHA, MPENATCTBYIOUHNE 3DKHBAEHHIO PaH, H HAPYLIEHHA CBEPTLIBAHHA KPOBH;

* ocj1abneHHas UMMYHHas cucTeMa (HanpuMep. TeKyllas HMMYHOCYNPECCHBHaA Tepanus);

* CHIXKEHHOE KpOBOCHabXeHHe TKaHeil rpyan.

JonoaHnTeabHbIe ACMEKTbI

Mammorpadus nepe ycTaHOBKOIi HMILIAHTATOB
Bu1 MoxeTe npoiiTH Mammorpaduio nepea onepauneii H B HHTepBase oT 6 10 12 MecaUeB N0C/e yCTaHOBKH
HMNIAHTATOB, YTOOLI ONPEAENHTL COCTOAHHE MOJIOYHBIX XKENE3 Ha HCXOHOM yPOBHE.

Bausnie Ha mammorpadino

UMnnanTaT MOXeT noMewaTs 0GHapyKeHHIO paka MOJIOWHON XKeslesbl BO BpEMA MaMMorpaduH. a Takxke
3aTPYAHUTH ee nposeaeHue. [103ToMy BaxHO, 4TOOLI nepe Npoueypoii Bbl COOOWMNH MAMMOIOTY O
Ha/IM4MH y Bac MMMnaHTaTa. JlaGopaHT MOXeT HCNONb30BaTh CMELHANbHbIE METObI, YTOOLI
MHHHMH3UPOBATH BEPOSATHOCTh pa3pbiBa U JOCTHYbL HaWyUlIeH BH3yanH3auHH TKAHH MOIOYHOIH Xenesbl.
IMockonsKy Npy NpogeaeHHH MaMMorpaduy rpyab CAaBIHBAIOT, BO BPEMA MPOLEAYPbl HMIIAHTAT MOXET
pasopBartbes. Tpebyetca Gonbliee KOMHYECTBO PEHTIEHOBCKMX CHHMKOB, MOy YEHHBIX € MOMOLLLIO
creuHabHbIX METO0B; C/IeJ0BaTENLHO, Y KEHIUHH C MPYAHBIMH HMINIAHTATaMH 103a o6nyueHuns Oyaer
soie. OaHako Y¢pekTHBHOCTL MaMMorpadi B OTHOLIEHHH OOHapyKeHHA paKa NepeBeIHBAET PHCKH
JIOTIONHUTENIBHOTO PEHTIEHOBCKOTO 061y YeHHS.

Kak oTAHYHTD HMILUIAHTAT OT TKAHH MOJ04YHOMH XKeJie3bl BO BpeMsa camoobcaea0BanuR
Ilocne YCTAaHOBKH HUMILIAHTATOB BaM HYXXHO €XEMECAYHO NMPOBOAHTSL camoobcneoBanue rpyam. Yr1olb!

aenarb 3T0 3¢¢CKTMBHO. NONpOCHTE XHpYpra Hay4UTh Bac OTAHYATL HMIUIAHTAT OT KENEIUCTOI TKAHH.
JIoGble HOBbIE YNJIOTHEHHA HAH NOAO3PHTE/IbHLIC NOPAXKECHHA (ouaru) HeoOX0aAHMO HCClen0BaTh ©

17

& 000 LMPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



nomoutsio 6uoncuu. INpu ssinonHeHun GUoncHu BaxkHO c061104aTh OCTOPOKHOCTL, YTOOBI HE NIPOKOJIOTH
UMMIAHTaT.

Haniume rpyaHbIX MMIIAHTATOB MOXeET CNOcoOCcTBOBATH 06GHAPYKEHHIO ONyXonH npu caMoobee0BaHUH
(nansnauuu).

Joarocpounsie 2ddexTni

B HacTosulee BpeMs u3yuaeTca aonrocpouHas 6e3onacHocTb H 3GPEeKTHBHOCTL IPYAHBIX HMILIAHTATOB,
oJHaKo koMnaHus Mentor oTcnexuBaeT noarocpouHstii (T.e. 10-neTHHHA) puck pa3pbiBa HMINTAHTATA,
MOBTOPHOIt onepauny, yaaneHns UMIIaHTaTa i GOPMHPOBAHHUA KANCYNAPHOR KOHTPAKTY P! (yNNOTHEHHE
TkaHeil BOKpyr uMnaHTara). [1o Mepe NoABNEHHA HOBLIX JaHHLIX kKoMnanus Mentor 6y aeT BKIOYATH Ty
uHdopMauHIo B THCTKH-BKIAABILIN K NPOAYKTY, KOTOpPbIE YNAKOBLIBAIOT BMECTE C NPOIYKTOM H OTIIPABIAIOT
BpayaMm. /Ina nonyuyeHns o6HoBNeHHOH HHPOPMALIHH CBAXKHTECH C BPAYOM.

Mpoueayps! Bo3neiicTBHR HA Kancyay

Bbl 0MKHBI 3HATh, YTO 3aKpPbITas Kancy10TOMHA — MpoueaAypa YCHAEHHOTO CKaTHS HIH HAlaB/IHBAHHUA Ha
¢ubpo3HyI0 Kancyay BOKpYr HMNNAHTaTa /18 pa3pylueHns pybuoBO# TkaHH — He PeKOMEHYeTCs, TaK KakK
3TO MOXET NPUBECTH K Pa3phbiBy HIIH HAPYLIEHHIO LEJOCTHOCTH HMMNNAHTATA.

JlyuyeBas Tepanus

[MomuuTe, 4TO HCCAEAOBAHHA MO OLEHKE BAHAHHA y4eBOi Tepanuyi HA TKaHW NALHEHTOK ¢ YCTaHOBAEHHLIMH
rpyAHLIMH HMIJIAHTATaAMH HE POBOAMANCH, OJJHAKO JIMTEpaTyPHble 1aHHbIC CBUAETEALCTBYIOT O TOM, YTO
NyyeBas Tepanus MOXeET yBEMHUHTL BEPOATHOCTL HOPMHUPOBAHNA KANCYNRAPHOI KOHTPaKTypsl. PeweHne o
NpoBeAeHUH Ny4eBoii TepanHUH Noce YCTAHOBKH MPYAHbIX HMIIIAHTATOB J0/KHbL IPHHUMATL XHPY pr-
OHKOOr U Ny4eBoii TepanesT.

MPT

YcTaHoBieHo, 4To MPT aBnseTca nyyiiuM METOAOM AMarHOCTHKH pa3pbiBa HMNnanTara 6es
XHpyprudeckoro BMewartensctsa. [pu soinonwenny MPT Bam HykHO Oy aeT nedsb Ha XHBOT, ONYCTHB Ipylb
B cneUxalbHOe YCTPOACTBO. 3aTeM Bac NOMECTAT B annapar, KOTOpblii MOXET ObiTh OTKPBITHIM HIIH MOXOXKHM
Ha TyHHeNb. HeKOTOpbIE MauKeHThbI HCTILITHIBAIOT GecNoKoiCTBO, HAXOASCHh B 3AMKHYTOM [IPOCTPAHCTBE.
Annapar W3aeT wyM, aeas CHUMKK rpyas. Yto6bl npoiitu npoueaypy MPT, y Bac He 101XKHO ObITb
knayctpodobuu B aHaMHe3e W HMNIAHTHPOBAHHBIX B OPraHM3M METATHYECKHX H31eNHil.

6. OCJIOXXHEHHS, CBA3AHHBIE C TIPUHMEHEHHUEM rPYJIHbIX HMIUVIAHTATOB

HPOBCRCHHG moboit xnpypruqecxoﬁ npoueaypbl HECET PHCK TaKHX OCNIOXKHEHUH, TAKUX KaK NOCNEACTBHA
AHCCTC3HH, uud)exuus, OTEK, MOKPACHEHHE, KPOBOTCHCHHUE H 60.b. KPOMC TOro, CyleCcTByYoT
NMOTCHUHANbHLIC OCIOKHECHHA, XapAKTCPHLIC AR MPYAHBIX HMIJIAHTATOB. Hel\'OTopble H3 HHX MEPEUHCICHD!
HUXE!

Hdeparuun / paipois

Ecnu uenoctHocTs 060104KKH HAMOMTHEHHOrO refieM rpyaAHOro HMIIaHTaTa HapylliaeTcs, U3 HMNaHTaTa
MOXeT BbiTeKaTh renb. Pacumpurenu-umnnantatel BECKER® ymenslualoTes B pazmepax, eciu
¢u3nonoruyeckuii pacTBOp BLIXOAUT Yepe3 HErepMETHUHBIH MK NOBPEXAEHHbIH K1anaH UM Yepes pa3psiB B
060104Ke HMNIAHTATa. ITO MOXKHO 3aMETHTL N0 U3MEHEHHIO POPMbI HMNIAHTATA, HO TaKke OblBalOT
C/ly4au, KOria pa3pbiB OCTaeTCa He3aMeueHHbIM H 06HapyKHBaeTCA TONbKO npu Mammorpadun unu MPT.
Hednsauns nan paspsiB MOryT Npol30iiTi B NepBbie HECKONLKO MECALEB NOCE HMIIAHTAUHH HITH Yepes
HECKOJIbKO JIeT.

IMpuunnsl aednsuun 1AM pa3psiBa BKIKOHAIOT NOBPEXACHHE XHPYPruueCKHMH HHCTPYMEHTaMH BO BpeMs
onepaumui, NepenosHEHHe HIN HeJ0CTATOUYHOE 3aN0HEHHE HMIUIAHTaTa (PH3UOIOrHYECKHM PacTBOPOM,
KancyaspHas KOHTPaKTypa, 3aKpbiTas KancynoToMus, puinyeckoe Bo3aeicTBHE, HaNpHMED, TPaBMa UM
HHTEHCHBHbIE PH3HYECKHE MAHUMYIALMH, YPEIMEPHOE CXKaTHE BO BPEMA MaMMOrpadHuecKoit BU3yann3auuH,
pa3MelleHHe Yepes NynoYHbiil pa3pes U HeU3BECTHbIE/HEOOBACHHMbIE MPUUHHLL. Bbl TaKkke 10MKHbI 3HATS,
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4TO l‘pyllHOﬁ HUMNNAHTAT MOXET CO BpEMECHEM H3HAWIKBATLCA, NPHBOAA K llC('bIl’lllHM/p&pblBy. Tlocne
ned)nuuuu HJIK pa3pbiBa UMIJIAHTaATa Tpe6ye1‘cx NONONHUTEIbHAA onepaura No yJaneHHio H, BO3MOXHO,
3aMCHC HMNJIAHTATA.

KancyaspHas KOHTPaKTYpa

Py6uoBas TkaHb WM Kancya, KoTopas 06b14HO 06pa3syeTca BOKPYT HMIIAHTATa, MOXKET CKHMATh H
CABNMBATh MMNJIAHTAT — 3TO HA3bIBAETCA KANCYJIAPHOH KOHTpakTypoi. Kancynapuas KOHTpakTypa vaue
BO3ZHMKAET Nnocne HHPeKUHH, reMaTomMsl # cepoMbl. CHMNTOMbI BApbUPYIOTCH OT YNAOTHEHHSA U IETKOT0
auckomdopTta 10 60nu, AedopMaLMK, OLLY THMOCTH H/MNH CMELUEHHS UMNINanTaTa. B ciyqae cunbHoi 60nu
H/WIK YNNOTHEHUs He06X0aMMa JONONHUTENbHAR ONepalus. JTa onepauHs BapbUPyeTC OT HCCEHEHUS
TKaHH Kancybl HMIUIAHTATa [0 YAATEHHA H. BOIMOXHO, 3aMeHbl CAMOro uMmniaHTara. [locne >THx
JONONHUTENbHLIX ONepaunii KancynspHas KOHTPaKTypa MOXET BOSHHKHYTb CHOBA.

Bboas

Bonb pa3nHuHOil HHTEHCHBHOCTH H MPOJOIKHTENLHOCTH MOXET BO3HHKATh H COXPAHATHCA MOCE Oonepauru
10 YCTAHOBKE rpyAHbIX MMnnaHTatoB. KpoMe TOro, Henmpasu/bHbIA pa3Mep, pacnoNoXeHHe UMIIAHTaTa
XHpYpruyeckas TEXHHKA WIH KaNcyNspHas KOHTPaKTypa MOTyT NpUBECTH K 6oy, cBR3aHHOM ¢ 3aleMaeHHeM
HepBa UK HapyLUEeHHEM ABHXEHWA Mbilull. [Tpy Bo3HHKHOBEHHH cunbHO# 6onu obpaTuTech Kk Bpauy.

Jono/iHuTeABHbIC ONEpPaLHH

BakHO MOHHUMATBH, YTO B KaKOH-TO MOMEHT BaM MOXeET NMOTpe6OBaTbCA AONOIHHTENbHAA Onepauns ans
3aMeHbl N yaaneHus ummnantara. Kpome Toro, Takue npobnemsl, kak aednauus/paspsis, KancynspHas
KOHTpPaKTYypa, HHPpEeKUHA, CMELLIEHHE H OTNOXKEHHA KAIbUHHATOB, MOTYT NoTpe6oBaTh ylaneH!s HMINAHTATOB.
BOALUIMHCTBO XKEHIHH 3aMEHSIOT UMIIJIAHTaThl, HO HEKOTOPbIE 3TOro He Aenatot. [Tocne

yaaneHHs MMNaHTaTta 6e3 3aMeHbl y JKEHIHH MOTYT BOSHHKHYTb KOCMETHYECKH HEMpPHEMIEMbIE BTAXEHHA
H/MN CKNAJKH HA TPYAH.

HeynoBneTBOpeHHOCTL KOCMETHYECKHMH Pe3y ibTaTaMH

Pe3ynbTaThl, TAKHE KaK CMOPLUHBaHHE, aCHMMETPHA, CMELLIEHHE HMNNAHTATa, HENPaBUIIBLHLINA pamep,
HenpeaBHAeHHas GopMa, NPOLLYNBIBAEMOCTL MMITAHTaTa, Aedopmauns pybua, runeprpoduyeckoe
(nepoBHoOe, rpy6oe) pyGueBanne w/unu xnonaibe (NpH HCMONL3IOBAHHH HMMNAHTATOB, COAEPKALUMX
¢u3nonoruyeckuii pacTBop), MOryT He COOTBETCTBOBAThL OXHIaHHAM. TiatenbHOe XHPYpruieckoe
NAaHUPOBaHHE H TEXHHKA NOMOTYT MHHHMH3HPOBATh, HO HE MPEeJOTBPATHTb TaKWE Pe3y/IbTaThl.

Hudexuns

lMpu BbINONHEHMH MOGOro XHPYPru4eCcKOro BMEILATENbCTBA MOXET MPOW3OATH HHHUKpOBaHHeE.
BonswmHcTBO MHGeKunid, BO3HMKAIOWKX B pe3y/bTaTe XHPYPrHueckoro BMEILATENbLCTBA, NMPOABASIOTCS B
TeyeHHe HECKOJIbKUX AHell WIH Heaenb nocne onepaunu. OxHako pa3BHTHE MHPEKUHH BO3IMOXHO B noboe
Bpemsa nocae onepauud. Mupekuuu B o6racT ycTaHOBKH HMMNAHTATa IEUMTHL TPy/aHEe, YeM B OObIYHBIX
TKaHax opraHusma. Ecnu mHexkuua He oTBevwaeT Ha aHTHOHMOTHKOTEpANUIO, HMANAHTAT MOXKHO YAANHTL H
yCTaHOBHTL ApYrofi nocne paspelieHHs HHPEKUHH.

B penkux caywasx nocie onepauMH NO YCTAHOBKE TIPYAHBIX WMINAHTATOB PErUCTpHPYETCA CHHAPOM
TOKCHYECKOIO LIOKa, KOTOPbIii ABIAETCA XKH3IHEYIPOXKAIOWNM COCTOAHHEM. CHMNTOMBI BKIIIOHAIOT BHE3ANHYIO
NMXOpaJKy, PBOTY, Auapelo, oOMOPOK, rOJIOBOKPY)XXEHHE H/HIM Chiflb, MOXOXYI0 HA CONHEYHbIE OXKOIH.
CnenyeT HeMeleHHO 06paTUTLCA K Bpauy A4 NOCTAHOBKK AHArHO3A H JIEYEHHA.

I'ematoma/cepoma

FeMaToMa — 3TO CKOMJIEHHE KPOBH, 2 CEPOMA — 3TO CKOIIEHHE XKHAKOI 4aCTH KPOBH BHYTPH NONOCTH B
opraHu3Me (B JaHHOM Cly4ae BOKPYI HMILUIAHTaTa HAH BOKpYr pa3pesa). [locneonepaunontas rematoma

H CepoMa MOryT cnoco6cTBOBaTh Pa3BHTHIO HHPEKLUHH H/UAH KAMNCY AAPHOH KOHTPAKTYPbl, UTO MOXET BbI3BaTh
otek, 6onb ¥ kpoBonoaTeku. B cnyyae pa3BuTUA reMaToMsl, OHa 0ObINHO BOIHHKAET BCKOpE nocne

ofnepaumy, HO TAKXKE MOXET MOABUTLCA B 11060e BpeMA nocne TpaBMbl rpyad. B To Bpema kak HebGonbwimne
reMaToMbl ¥ CEPOMbI B OPraHiu3Me paccachlBatoTcs, 6onblune TpebyoT APEHHPOBAHHA XHPYPrUYECKHUM
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nyTeM. MMocne XHPYPru4e€CcKoro 1peHUpoBaHHA MOXET OCTaTbCA HeGonbo# wpam. Ecnu B xo0ae npoueaypst
APCHHPOBAHHUA 6y11eT NMOBPEXKACH UMMJIAHTAT, MOXKET BOIHHKHYTb nedmauml HJIH pa3pbiB UMNTAHTATA.

H3meHenne UyBCTBHTEIbHOCTH COCKOB H MOJIOMHBIX XKeJle3

Mocne yCTaHOBKH rpyAHbIX HMIIAHTAaTOB 4YBCTBHTEJBHOCTL COCKOB M MOJOYHBIX JKele3 MOXeT
YBEHYHBATLCA HIIM YMEHbWATLCA. JIHana3oH W3MeHeHHil BapbUPYeTCS OT NOBLILIEHHOH 4yBCTBUTEILHOCTH
g0 ee oTcyTcTBus. M3MeHeHus outyuteHuii MOryT ObiThb BpPEeMEHHBIMH WIN MOCTOAHHbBIMH M BIMATL Ha
CEKCYaNbHYIO PeakUuio WK CNOCOOHOCTL KOPMHTD IPYbIO.

I'pyanoe BckapmanBaHue

B HacTosee BpeMs HEU3BECTHO, MOXET 1M HeGONBLIOE KOMHYECTBO CHIHKOHA NPOXOAHTL Yepe3 060n0uKy
CHIMKOHOBOTO FPYAHOro HMMNJaHTaTa M fonalate B rpyaHoe Monoko. B caydae Takoro npoxoxiaexHHs
HEWU3BECTHO, KAKOE BIMAHKE 3TO MOXET OKa3aTh Ha HAXOAAULErocs Ha rpyaHOM BCckapMmiinBaHuM pebexxa. U
XOTHA B HaCTOALIEE BPEMA HE CYLLIECTBYET METOI0B ONpeaesieHIs YyPOBHEH CHIUKOHA B IPY/IHOM MOJIOKE, aHANTU3
YPOBHSA KPEMHHA (OAHH M3 KOMMNOHEHTOB CHIMKOHA) HE BbIABWJ MOBLILEHHA YPOBHEH B rPyHOM MOJIOKe Y
KEHUHH C CHINKOHOBBLIMKY UMIUIAHTaTaMH 10 CPaBHEHHUIO C XeHWMHaMu 6e3 umnnanTtaros. B otyere IOM
6b1n c1eNaH BLIBOX O TOM, YTO MaTepH C rpyAHbBIMH HMNNAHTATAMH AO/DKHB! NOMNBLITATECA KOPMHTH MPYAbIO H3-
3a nonb3sl pyaHOro BekapMausauus ans aerteil. [lepuapeonapHeiii paspe3 MOXeT 3HAYUMO CHHXKATb
BO3MOXHOCTb [PyAHOFO BCKapM/IHBaHHA M3-3a YMEHbUICHHA BbIPAaOOTKH MOJOKa.

CKonjacHHA KaJbIIHHATOB B TKAHAX BOKPYIr HMILIAHTATOB

Ha MaMMorpaMMax npocnexuBatoTca CKOMNCHHA KA1bUHHATOB, KOTOPbLIE MOXHO ownbouHo NMPHHATb
32 OHKOJIOTHYECKHE Hosoo6pa309aunn. YTO NPUBEACT K JIONONHHTENBHOI OHONCHH U/UH onepauwy no
YAaneHHWO UMIJIAHTATOB, 4TO6b!I HCKJIIOUNTL pak.

YBeaunueune BpPEMEHH 32XKHBIACHHA paH
B HEKOTOPpbLIX CliyHasX MECTO pa3pesa njioxo 3aXHBacT.

IKCTPY3IHA
HectaGunbHoe HaN NOBPEXAEHHOE TKAHEBOE NOKPLITHE H/HIN HAPYILEHHE 3AKUBICHHA PaHbl MOryT
TIPHBECTH K 3KCTPY3HH, KOTAa FPYAHOI HMIINAHTAT BLIXOAUT Yepe3 KOXKY.

Hexkpos

Hekpos — 3to oGpa3oBanue HexxH3HecnocoOHOi TkaHK BOkpyT HMNIaHTaTa. OH MOXET NpensTcTBoBaTh
32KHBJICHHIO paHbl H TPeOOBaThL XUPYPrudecKoii peBU3nK W/unu yaanedus umnnanrara. [locne nekposa
MOXeT BO3HHUKHYTb cTofikas pyOuosas nedopmaums. @akTopbl, aCCOUHHPYEMBIE C MOBLILIEHHBIM PUCKOM
HEKpOo3a, BKMIOMAOT HMHQEKUHIO, BBEAEHHE KOPTHKOCTEPOHAOB B XHPYPrUue€CKH KapmaH, KypeHue,
XMMHOTEPANUIO/NYYEBYIO TEPANHIO i Ype3MepHOe BO3aeHCTBHE TENNOBOH HIH X01010BOH TEpanHy.

ATpodus TkaHeit Mos04HO# Keaelnl/AepopMmaunn rpyaAHOdN CTEHKH

JaBneHne rpyaHbiX MMIIAHTATOB MOXKET MPHBECTU K HCTOHYCHHIO M YMEHBILEHHIO TKaHeil MOIOYHOM
®enesbl. 3TO MOXKET MPOH3ONTH, KOrla HMIIAHTaTLl €lie YCTAHOBIEHBI, HIM NOC/E YAAJICHHA HMMJIaHTaTa
6e3 3aMeHbl.

TMoMHMO 3THX pacnpocTpaHEeHHbIX OCN0XKHEHHI ObINK 3aperHcTPHPOBaHbl HEKOTOpbIE 3a60N1eBaHiA. O
KOTOPBIX BaM CIeAyeT 3HaTh:

3a6oaeBaHHA cOeNHHHTEILHOI TKAHH

M3-3a He6ONBLLIOTO KOIMYECTBA Cy4aeB, ONHCAHHBIX B IHTEpaType, Y XKEHIUHH C HMINaHTaTaMH BO3HHKNA
06eCMOKOEHHOCTh CBA3LIO MEXY MPYAHBIMH HMIIAHTAaTaMH M Pa3BHTHEM ayTOMMMYHHBIX 3a00/1eBaHuit

niau 3aboneBaHHii CoOeIMHHUTENBHOMN TKaHH, TAKHX KaK BONYAHKA, CKAEPOIEPMHA HIH PEBMATOH AHbIi

apTpuT. O030p HECKONBLKHUX KPYIHbBIX IMUAEMHONOrHYECKHX HCCIE0BAHHA y )KEHIWNH C UMIUTAHTaTaMH H Ge3s
HHX MokKa3an, YTo ITH 3ab0/ieBaHNs BCTPEHAIOTCA He Yalle Y XKEHLUIHH C HMNNAHTATaMH, YeM Yy KEHLHH 6e3
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uMnaautaToB, OaHako HEKOTOpbIC XKCHUIMHbI C IPYAHBIMHY MMNIAHTATAMH CHHTAIOT, YTO HX HMIUIAHTATHI
NMIPHBENH K PAa3BHTHIO 3a00neBanna COCAUHNTENBHON TKAHU.

Oukoaoruueckue 3aboneBanus
Pe'iy!leaTBI 0ﬂy6ﬂHKOBaHHle uccne10BaHHi CBHIACTC/IBCTBYIOT O TOM, YTO Y XKCHLUHH C UMIJIAHTATAMH paK
MOJIOYHO# Xene3bl BCTPCYACTCA HE Halle, YEM Y KCHLUHH 0€e3 HMNJIAHTaTOB.

AHanaacTHYeckan KpynHoOKAeTo4YHaN aumboma

VY XKeHUIHH C rPYAHBIMY HMIUIAHTATAMH MOXET ObITh HECKOTBLKO MOBLILIEH PHCK Pa3sBHTHA aHAMNIACTHYECKOI
KpynHokieTouHoi numdomst (ALCL) B py6uoBoii TkaHH K XKHUAKOCTH, Npuneraowei k umniantaty. ALCL
— 3TO He paK MOJIOYHOI Kelebl, a peAKHil THIT HEXOMKKHHCKOR NTHMGoMBI (310KauecTBERHOE 3aboneBaHune
AMMYHHOH cucTembt). Cnyudan pa3Butia ALCL 6binu 3aperncTpHpoBaHbl BO BCEM MHMPE Y MAUHEHTOK C
YCTAaHOBKOH MMNNAHTAaTOB B aHaMHele, B TOM YHC/ie FPYAHbIX MMIIAHTATOB KOMNauuu Mentor W Apyrux
npou3BoaAUTENEH.

BonbWHHCTBY NaLMEHTOK AMarHo3 GbiN NMoOCTaBNeH nocie o0pallleHHs 3a MEAHUHHCKOH NOMOLLLIO N0 NOBOIY
TaKHX CBA3aHHBIX C MMIIAHTATOM CHMMIMTOMOB, Kak 00Nb. YNNOTHEHHE, OTEK MM AaCHMMETPHS, KOTOphie
Pa3’BHIMCh NOCME MOMHOrO 3aXHBNEHUA 00NacTH MEpBOHAYAIBLHOrO XHPYPruvecKoro BMmeluare/bCTBa. B
onucauublx cayvasx ALCL o6bMHO aMarHOCTHpOBadH uepe3 roabl fOcje OfnepaudH 1o YCTaHOBKe
HMMNAHTATOB.

Baw spau aomkeH UCKNO4NTL auario3 ALCL, ecnit nocne nonHoro 3axuBAeHHA 061aCTH XMPYPruyiecKkoro
BMELUATENLCTBA Bbl 3aMETHUTE H3IMEHEHHA BO BHELIHEM BHAE 001acTH BOKPYr HMMNJIAHTATa MAM B CBOMX
oulyLeHHAX, BKIOYas otek unu Gonb B npoekunu umnnadtara. [pu noaospennu Ha ALCL Bpau HanpaBuT
BAC K COOTBETCTBYIOLIEMY CNEUHANHCTY A AMArHOCTHKH, KOTOpad MOXET BK/IOuaThL nony4enue obpaiuos
XKNIAKOCTH H TKaHH W3 06nacT rpyaHoro uMnnanrtara. B cnyuae noareepxaenus ALCL spau paspaGoraer ans
BaC HHAHBUAYANbHbIN NaH nevens. M3-3a HeGONBLIOTO KONHYECTBA CNY4aeB BO BCEM MHpe H pa3Hoobpa3us
JOCTYIMHBIX BAPHAHTOB JieYEHHUS, OTHOrO ONpPEAENCHHOr0 BApHAHTa ICYEHHA HE CYWECTBYET.

Ecau y Bac yCcTaHOBNEHbI TPYAHbIE HMIINAHTATLI B OTCYTCTBYIOT CHMITOMBI, BaM HE HYXHO NpeanpHHHMaTb
HHMKaKHX J0MOHHTENLHLIX AeACTBHA, HO Bbl JO/KHbI MPOXOAHTH perynapHoe ob6ceaoBaHie MOIOYHBIX XKenes
N NonyuaTh CTAHAAPTHYIO MEIMUMHCKYIO MOMOLLb. YAaneHHE WUMIMIAHTATOB XXEHUIHHAM C OTCYTCTBHEM
cumntomoB 6e3 auarHosa ALCL He pekomeHayeTcs.

Ecnu y Bac B HacTosLIee BpeMs HET rPyAHbIX WMIAHTATOB, HO Bbl MJIAHUPYETE ONEPAUMHIO NO HX YCTAaHOBKE,
ofcyante ¢ BpauoM BCe PHCKH H npenMyLiecTBa. JIna nonyueHHs JONONHUTENbHOH HH(OPMALHK O rPYAHBIX
UMMNAHTATaX Bbl TAKXKE MOXETe MOCETHTh CaiiT YnpaBlieHHA MO CAaHHTApHOMY Haa30py 3a Ka4yeCTBOM
nuueBbix npoayktos u MegukamenToB CLUA (FDA).

Jna nonyueHns J0NONHHUTENBLHOI M aKTyanbHoI HH(OpMaUKH NepeiianTe NO CCbUIKE:
www.fda.gov/MedicalDevices/ProductsandMedical Procedures/Implantsand Prosthetics/Breastimplants/
ucm239995 htm.

Bausinie Ha BTOpoe MoKoJieHHe

Buicka3biBaMCL ONACEHNSA NO MOBOJY MOTEHLHATLHOTO BPeHOTO BO3AeHCTBHA Ha JieTel, POXIEHHBIX
MaTepAMH C IPYAHbIMH HMnnauTatami. B oTtuete IOM 6bin cacnan BuiBod 06 OTCYTCTBMH BPEAHOrO
BO3,1eHCTBHA HA JeTell KEHIHH C TPy AHBIMH HMIIAHTATaMH.

YTeuka reis H rpaHy.ieMbl

[enb MMNIAHTATa COCTOMT H3 KPYMHBIX TPEXMEPHBIX CETHATBIX MOJIEKY I, KOTOpble COCTAaBAAIOT okono 20% ot
o6ueit Macch rens. [TpocTpaHcTBa MeKAY ITUMH MOJIEKYIaMit 3aMOTHEHbI CMECHIO MEAHUMHCKHX
CHIHKOHOBBIX Macen. ITH MacJia MOX0XKH Ha MaTeEPHANbl, HCTONIb3yEMbIE BO MHOTHX NPOAYKTaxX, BKAloyas
Ge3peuenTypHbie eKapCTBEHHbIE CPEICTBA A/IA MIAJCHLEB H B3POC/ILIX, YMEHbLIAIOWHE ra3oobpazoBaHue

B knweynike. HeGonbluoe konuyecTBO 3THX Maces MOXeT BbITeKaTh Yepe3 000104Ky HMNaHTaTa. bonbwas
4acTb ITHX Macesl OCTaeTCA Ha CTeHke MMNAaHTaTta. MeHbllee KONMHYECTBO CHIMKOHA NepeMmeliaeTca B
py6uoBylo kancyny, rae OH MOCTENEHHO 3aXBaTLIBAETCA KJIETKAMH. Ha3biBaeMbiMH Makpodaramu, 4TO
ABAAETCA BEPOATHBIM MEXaHH3MOM, C NOMOLUBIO KOTOPOrO MPOMCXOAMT TPAHCMOPTHPOBKA CHIIMKOHA B
perMoHapHbie TuMpaTHYeCKHe y3lbl.

Bokpyr He60NbIOro KOHYECTBA CHAHKOHA MOXeT 00pa3oBaThca rpaHynema. M xora tu obpalosanus
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AOGPOK&‘!CCTBCHHBIC. HX TPYAHO OTIIHYHTD OT 3JI0OKAYECTBEHHbBIX OH)’XORCﬁ 6e3 yaaneHnus (6HOHCHH) U
MOpd)OJIOI‘H‘IeCKOI'O HCCIeNOBaHNA.

7. 1P BOSHUKHOBEHHH NPOBJIEM OBPATHTECH K BPAYY

MpokoHCyAbTHPYiiTECH C BpauoM €CiH 3aMONO3PHTE KAKHE-TO OCIOXKHEHMA CO CTOPOHbI TIPYAHBIX
HMIIAHTATOB, OCOGEHHO B C/Tyyae TPaBMb! HIIH CAABNEHUA, BbI3BAHHOTO, HalpUMEp, CHABLHBIM MacCHPOBaHHEM
obnacT rpyau, HEKOTOPLIMH BUAAMH CMIOPTA MM HCMONb30BaHHEM peMHeilt GezonacHOCTH.

8. AONOJIHUTEJbHBIE PEKOMEHJAIIHH )15 TIALLIHEHTOK
Huxe npuBeaeHbl A0MONHHTENbHbBIE PEKOMEHAAUHH AMA NAUUEHTOK C IPY/AHBIMH HMILTAHTATaMH:

* 3aNUIIKMTECH HA NOBTOPHYIO KOHCY/NLTALHIO K CBOEMY XHPYPry ANA BLINOTHEHHS HEOOXOAHMMbIX
nocneornepaunoHHbIX OUEHOK;

* IPOKOHCYILTHPYHTECh C Bpa4OM HiH (apMalEeBTOM Nepe/l HaHECEHHEM Ha 061acTb IpyAH MECTHBIX
npenapaTos, TAKHX KaK KOPTHKOCTEPOMIbI,

* npoaoskaiiTe NOcewars Bpaya A8 MIAHOBbIX OCMOTPOB C LEbIO IHArHOCTHKH paka MOIOYHOH
Kenesbl,

° NpH NNAHWPOBaHMW onepauuit B obnactu rpyan cooblurte Bpauy MM XUPYPry O HATHYMH
HMNIAHTATOB,

* COXpaHWTe MpEeAOCTaBNEHHYIO BALIUM XHPYProM HWACHTH(HKALMOHHYIO KapTy mnauMeHTta (¢
yKa3aHHeM THMNa K HOMepa CepHU rPyAHOro(biX) MMNIAHTATa(0B)) H HOCHTE ee ¢ coboit ana ya06cTBa OkasaHHs
MEAHLUMHCKOH MOMOWMH B 3KCTPEHHbIX CHTyauusx (Hanpumep, B Cliyvyae AOPOXHO-TPAHCMOPTHOTO
NPOUCLUECTBHA).

9. COOBUEHHE O NMPOBJIEMAX Y NIALIMEHTOB B ABCTPAJIHH

TlpH BO3HHKHOBEHHH TNPOGNEM CO CTOPOHbI WMMNAHTATOB y MAUUEHTOB B ABCTPANHH PEKOMEHIYETCS
COOBWHTS 0 HUX B YIpasieHHe N0 KOHTPOIO TOBApoB MeauustHckoro HazHaueHus (TGA) yepes Cucremy
HHOpMHUPOBaHHA 06 HHUMAEHTAX ¢ H3aenuaMH. KoHTaKkTHble NaHHbIe Ans nonydyeHus uHdopmauun: Reply
Paid 32, Medical Device Incident Report Investigation Scheme, P.O. Box 100. Woden ACT 2606. Tenedon
1800 809 361, anekTpoHHan noura: irisi@health.gov.au.

10. MTIPABOBAS HH®OPMAILINSA, KACAIOIASACA I'PYAHBIX HMIUUVIAHTATOB B EBPOIIE
Bce rpyaHbie HMnnanTaThl, npoaaBaeMble B EBponeiickom coobutectse, perynupytorcsa JupekTrsoii no
MeaNUHHCKUM u3aeauaM (93/42/EEC) n otHocaTea k u3aenuam kiacca [l B coorsetcTBUM ¢ JInpexTiBoii
komucchu 2003/12/EC ot 3 ¢espans 2003 roaa.

11. ACTOYHUKH HH®OPMALIUH MO IrPYAHBIM UMIIJIAHTATAM

OGwne pecypcsl 110 rPYAHBIM HMILIAHTATAM

IMo 3anpocy Bam NpeaoCTaBAT KOMUIO HHCTPYKLUHMH 1O NPHMEHEHHIO. Bbl MOXeTe 3anpocHTh KOMHIO Y CBOETO
XHpYpra uau y npeactaBuTens komnaHuu Mentor.

Mentor Worldwide LLC (+1-805-879-6000)

www.mentorwwllc.com

Ot14er HHCTHTYTa MeaHIHHDI 0 Ge30MacHOCTH CHIAHKOHOBBIX HMILIAHTATOB
www.nap.edu/catalog/9618.html

Otuer pynns! He3aBHCHMOI OLEHKIH CHIHKOHOBBIX I'PY/AHBIX HMILIAHTATOB

www silicone-review.gov.uk

Otuer HaunonansHoit HayHOIN rpynisl 10 CHAHKOHOBLIM IPYAHLIM HMILIAHTATAM

www. fjc.gov/BREIMLIT/SCIENCE/summary.htm

YupasaeHne Mo KOHTPOII0 KauecTBa NHIULEBLIX NPOAYKTOB H JekapcTBenHbix cpeacts CLIA (+1-301-
827-3990)

www.fda.gov/Medical Devices/ProductsandMedicalProcedures/ImplantsandProsthetics/Breastimplants/default
.htm

HugopmaunoHHble pecypebl N0 PEKOHCTPYKLHH MONOYHOM Xelle3bl

o
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Cneayiounit  CNUCOK PecypcoB MNO3BONMT BaM  HaiTH JOMOMHHUTENbHYKO MHQOpPMaUMIO W NPHHATH

o6ocHOBaHHOE peuicHue 0 NpoBe1eHHUH onepauni NO pEKOHCTPYKURH MOJIOUHOM Kenesbl.

Amepukanckue caiimst

Hannonaibubiit onkonornyecknit uncruryt CLIA
www.cancernet.nci.nih.gov

AMepHKaHCcKoe OHKO0J0THYeckoe obmecTBO
WWW.Cancer.org

BreastCancer Net

www.breastcancer.net

Ascmpaauiickue caiimet

ABcTpanmuiickoe oHKoa0rn4eckoe obiuecTso
www.cancer.org.au/

BreastScreen ABcTpaausa

www breastscreen.org.aw/

IaacTHYecKas XHPYPrus ABCTPAJIHH
www.plasticsurgery.com.au/

Esponeiickue caitmoi

BpHTaHcKkast aCCOUHAUMA ILIACTHYECKHX XHPYPros
www_baps.co.uk

Cancerworld

www.cancerworld.org/Home html

Huaepaanackuii oHKoaOrHYECKHil HHCTHTYT
www.nki.nl

ToanaHackan ¢enepauHs OHKOJOTHYECKHX NALHEHTOB
www.kankerpatient.nl

Wave (unopMauHs 0 PEKOHCTPYKUHH MOJ04HOI kKeae3bl)
www.ping.be/the-wave/fr/indexfr.htm

Hndopmanus o pake MOJIOHHOMH XkeJe3bl
www.murgo.yucom.be/index.htm

Hudopmauns o pake Moa04HOil xKenelbl
www.brustkrebs.de/

Hemenxwnii Haunonaasusiii oHKkos0rndecknii HHCTHTYT
www.dkfz-heidelberg.de/Patienteninfo/pdq-text/breast.htm
Hudopmauns o pake MOJ04HOI XKeaedbl
www.senologia.net

Hcnanckas NPpoTHBOONYXO0/1€BAst ACCORHALIMA
www.aecc.es

Hcnancxoe 06111ecTBO PeKOHCTPYKTHBHOM H 2CTEeTHHECKOT MAACTHYECKOH XHPYPIrUH
www.cirugia-plastica.org
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12. TEPMHHBI

ALCL — aHannacTuueckas KpynHOKNeTOuHas NUMPOMAa — peaKHil THN HEXOMKKHHCKOH AUMPOMBI
(3n10Ka4ecTBEHHOE NOpaXeHHE HMMYHHOH CHCTEMBI).

AKCHANRPHBIH — OTHOCAWMICA K noAMbILEYHOH obnacTh.

AmOGy1aTOpHAR ONEPaUNs — XHPYpruyeckas NPoLeAypa, NPH BbIIIONHEHUH KOTOPOii nauuenTy He Tpebyercs
ocTaBaTbCs B 0ONbHMLE HA HOYD.

Apeona — NUrMeHTHpOBaHHaA MK Gonee TeMHad 001aCTh KOXKH BOKPYT COCKA MONIOHHO#M XKenesbl.
AcHMMeTpHA — HeeanHooOpasue GopMbl, pazMepa 1 NMOJOKEHUSA ABYX MOJIOUHBIX XKene3.

AyTonmmynHoe 3a6oaeBanne — 3a6osieBaHHe, NPU KOTOPOM OPraHH3M aTaKyeT CBOM CODCTBEHHbIE TKaHH
UaM KneTkd. B HOpMe MexaHH3M HMMMYHHOIO OTBETa OpraHuiMa cnocofeH pa3nu4aTh HOPMANLHOE H
yyxepoaHoe BeulecTBO. [IpyH ayToMMMyHHbIX 3a00neBaHMAX 3Ta CHCTEMA BLIXOAMT H3 CTPOA M HAYMHaeT
BbIpabaThiBaThL AHTHTENa K HOPMA/IbHBIM TKaHAM, Bbi3biBas X nospexaeHue. Hekoropsle 3aboneBanuns, Takne
KaK PeBMATOMIHbIA apTPHT H CKIEPOAEPMHUSA. CHHTAIOTCA Ay TOUMMYHHBIMH.

BunartepajbHbilt — OTHOCALUMIACA HIH 3aTPArHBalOLMi NIPaBYIO U JIEBYIO MONIOUHbIE XKe/e3bl.

Buoncus — ynaneHue U uccneaoBaHue TKaHeH, KNETOK UK XHAKOCTH OpraHu3ma.

BpoxaeHHas aHOMAJAHA — OTKJIOHEHHE OT HOPMbI HaCTH TeNla C POXKACHHA.

IemaToma — obpasoBanue HIH NPHMYXJIOCTh, COAEPXKALIAs KPOBb.

I'pyanas Mbiuina — KpynHas MbliLa rpyAHOH KIETKH.

Hedasuns/pazpbiB — yTeuka GHU3HONOrHUECKOro pacTBOPa U3 HMIIAHTATA, YaCTO H3-3a NPOTEYKH KJIaNaHa,
pa3pbiBa WM Nope3a 060NOYKH HMIIAHTATA, C HaCTHYHBIM HIIH NONHLIM YMEHbLICHHEM 00beMa HMNaHTaTa.
3a6oneBanne coeaHHHTeNLHOH TKaHH — 3aboneBanue uaM rpynna 3abonesaHuii, MOpaKalOLIMX
COeAMHUTENbHYIO TKaHb. [IpHunHa 3THX 3a6oneBannii HensBecTHa. 3a00neBaHUA CrPYNNKUPOBaHbl HA OCHOBE
KAHHHYECKHX MPH3HAKOB, CHMNTOMOB U 1a60PaTOPHBLIX OTKIOHEHUIA.

3y6uaTas MbILNA — MbIILA, PACNONOXKEHHAR NOA 60AbWOH ¥ MaNOA rpyAHBIMHY MbILILAMH HA rpyAHOMH
KJIETKE.

HMMyHHBIIE 0TBEeT — peakilidsg opraHi3Ma Ha NPHCYTCTBHE YYyXXEPOAHOTO BELECTBA.

KancyaoromMus (3akpbiTasi) — pa3lpylueHHe Kancybl (py6uoBoii TKaHK) nyTeM Maccaka WM KOMIPECCHH ¢
BHEWHEH CTOPOHb! TPy AH.

Kancyaoromust (OTKpuiTas) — pa3pe3 HIH paccedeHue Kancynbl (pybuoBoit TkaHH) OTKPbITHIM
XHPYPrHHECKHM METOOM.

KancyaikToMus — XUpypruveckoe yaaneHue xancynbl (pyouoBoii TkaHu).

Kancyasipan KOHTpaxTypa — yIIOTHEHHE OKpYxKalouei HMNIaHTaT py6uosoii Tkanu, B pe3yabTare 4ero
IpyAb CTAHOBHTCS TBEPAOH MM MIOTHOI.

Kapunxoma — 3/10Ka4eCTBEHHAs ONyXoJlb.

JlockyT — ¢parMeHT KpoBOCHaGkaeMo# TKaHH (KOTOPbIH MOXET BKJIIOYATb MBLILLLBL, XHP H KOXY ), KOTOpbIii
nepeMeLlaeTca U3 OJHOMN YacTH Tesa B ApYrylo.

Mammapublit — OTHOCALUIMICA K MONOYHOIA Xenese.

Mammorpagus — peHTIeHONOrHYeCKOe HCC/ICJ0BAaHHE MOMOYHLIX JXKeje3 (Hanpumep, AN paHHero
BbIABJICHHA paKa).

MaMMonIacTHKAa — MIaCcTHYECKasn onepaurs Ha MOJIOYHON xeese.

MacTronekcHs — NAacTHYECKas Onepalus no NoATAXKe o6BUCILEH rpyau.

MacTiKkToMHus — yaaneHue TKaHH MOJIOYHO# Xkene3bl H3-32 HATHYHR 310KAYECTREHIOr0 WK MpeapaKkoBoro
npouecca.

MoaudHuHPOBAHHAR PAAHKAAbLHAA MACTIKTOMHSA — XHPYPrH4eCKoe yAaneHHe BCceH MONOUHOI Xenesbl,
BKJIIOYAA COCOK, apeo/ly H NOKPLIBAIOLLYIO ee KOXY, a TaKxKe TMMPaTHUECKOi TKaHH B NOAMbILEYHO# o6nacTH.
Hexpo3 — rubenb xnBo#H TKaHH.

OaHocTopoHHHIT — 3aTparMBaloLIMi TONLKO OAHY CTOPOHY.

Onkonor — Bpay, CNeLHanM3IMPYIOWHIACA HA ICYECHHH 3TOKAYECTBEHHBIX ONYXONX.

Onepaunus B yCIOBHAX CTALHOHAPA — XHPYpPruyeckas npoueaypa, npH BHINONHEHHH KOTOPOH MauMeHT
JOMKEH 0CTaBaThCA B 60AbHHLE HA HOYD.

OTCcpovYeHHA PEKOHCTPYKUHA — PEKOHCTPYKLHUA MOJIOYHON >Xenelbl, MPOBOJAMMAA uepe3 HECKOIbKO
HeJellb, MECALEB UAH JIET NOCIE MACTIKTOMHUH,

OmyTHMOCTL — BO3MOXHOCTb ONPEICICHHS NIPH OULY TbIBAHHH.

IManbnauus — oulynbiBaHHE pyKaMH.
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InacTHyecKas onmepalHsi — oOnepaiusA, Hanpas/leHHas Ha BOCCTAHOBNEHHE, BO3BPALLUECHHE BHELIHETO BHJA
MM yIydUIeHHe TeNa nocie TPaBMbl, NOBPEXACHHS WK 6one3HH.

IMoaKkoXkHAS MACTIKTOMHA — XHPYPrudeckoe yaaneHue TKaHeH MOJIOHHON XKeNe3bl C COXPAHEHHUEM KOXH,
COCKa M apeossl.

IpenexTopaibHan yCTAHOBKA — pa3MElICHHE NOA MOMOYHOIM XeNe30A Hal rpyAHBIMH MblLLILAMH.

IIpoTe3 — moboe HCKYCCTBEHHOE H3/e/IHA, HCMONb3YeMOoe LT 3aMEHbI HIIH BOCCO3laHHsA 4acTH Tena.
NpaMan MBILILUA KHBOTA — IHHHAA NIOCKAA MbILLLA, MPOCTHPAIOILAACS MO BCEH ANHHE MNepeaHeil CTeHKH
KHBOTA.

MTo3 — onyiueHue rpyaH. KOTOPoe 00LIYHO ABASETCA Pe3yNbTaTOM €CTECTBEHHOrO CTapeHHs, 6epeMEHHOCTH
HITH MOTEPH Macchl Tena.

PaaukaibHag MacTIKTOMHS — XUpyprudeckoe yaaneHue Bceit MONOUHOM Kene3bl, BKIIOYadA COCOK, apeony
M MOKPBIBAIOULYIO €€ KOXY, a Takxke IPYAHbIX Mbilll, TUMpaTHUeCKo# TKaHH B NOAMBILIEYHON 001acTH U
pa3NM4HbIX APYTHX COCERHUX TKaHE.

PeKOHCTPYKIIMSL MOJIO4HOIN Xele3bl — XHpYypruueckas npoueaypa 1o BOCCTAHOBNECHHUIO €CTECTBEHHOM
¢dopmbi 4 06beMa rpyaH Nocsie MaCTIKTOMHH, TPABMbI HIIH NTOBPEKICHUA.

Cepoma — ckONMNEHNE KUAKOCTH B TKaHAX.

CuAnKoHOBLI >1aCTOMEp — THN CHIHKOHA, obnajalowuii 3NaCTHYHBIMM CBOWCTBAMH, CXOXHMH C
TaKOBbIMH Y PE3HHbI.

CMmelleHHe — nepeMelieHHe U3 00bIMHOrO HITH HaaeXallero MecTa.

Cy6mammapHblilt — pacnontoXeHHbIA NOA rpy/blo.

CyGmammapHbIii pa3pe3 — paspes, cAeNlaHHbli B CKilajike 104 rpy abio.

Cy6nexkTopajibHasi YCTAHOBKA — Pa3MEILEHHE NOMHOCTBIO MM YAaCTHHHO 101 60NbLWOI rpy AHO MbltLeil.
TkaneBblfi PacIHPHTENb — HMIUIAHTAT C peryaupyeMbiM 0OOBEMOM, KOTOPbIfi MOXHO HanoJHHUTDL
¢H3IMONOrHUECKHM PacTBOPOM, HTOObI PacTAHYTh TKaHb MOC/NE MAcTIKTOMHH M CO31aTh HOBbBI TKaHeBblH
JIOCKY'T AJIA YCTAHOBKH Py AHOro HMIIAHTAaTa.

ToTaabHads MACTIKTOMHA — XHPYPrH4YecKoe yAancHHe MOJIOYHOI XKefne3dbl, BKNKOYas COCOK. apeoly M
60oJIbLLIY IO 4acTb MOKPLIBAIOLLEH €€ KOXH.

TpaHcakcHANAPHBIH pa3pe3 — pa3pes, BbIIOAHAEMBIA NONCPCK ATHIHONA OCH MOAMBILIEYHON BNAAHHDI.
YBeanuenne rpyas — XHpypruueckas npoue/ypa. Kotopas no3Bo/feT yBeIHUHTb pa3Mep H H3MEHHTb GopMy
)eHCKOil rpyasu.

YMOuanKaAbLHbIH — OTHOCALIHIACA K NYNKY.

®ubpo3nan TKaHb — COEAHHHTENbHAA TKaHb, COCTORLIAR NPEUMYILECTBEHHO H3 BOJTOKOH.
®HUinoa0rHuYecKHii pacTBOp — pacTBOP, COCTOALIMI U3 BOAb M HeGonbioro konuyecTsa conu. [pumepHo
70% Macchl TeNna B3pOC/IOro HeNoBeKa COCTaBAAET Takoil PH3INONOrHYECKHHE pacTBOp.

Xupypruueckuit paspes — paspes WM pacceyeHHe TKaHeH oprannuima Bo Bpems ofnepauiu.

Iupouaiiman MbILIA CIIMHBI — MapPHAA MbILLLA TPeyro/bHOMA GOpMbI, HAYyLWas OT NO3BOHOYHHKA K Mteyy.
IKCTPY3IHA — NPOCTYNAHHE HMIUIAHTATA YEPE3 XUPYPrHYEeCKYIO paHy.

InaeMHOIOr HHYECKHIT — OTHOCALMICA K 3a601€BaeMOCTH, pacnpoCTPaHEHHIO H KOHTPONO 3aboneBaHuil B
nonynAuM.

* CPG - CulluJlxu, Xtra — Ikctpa, Part of the Johnson& Johnson family of companies —
BxoauT B rpynny komnauuit JkowcoH & JIKOHCOH.

Pertion EMEA 100069444
Bep. 4
TV-ART-06299 v.2.0
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<4 MENTOR’

HupopMauHOHHOE COraacHe NALHCHTA

Boi6op Haunyuuiero MeTofa KOHCYNbTHPOBaHMA faUHEHTa repej onepauuedl ABNAETCA OTBETCTBEHHOCTHIO
Xupypra.

Komnanus Mentor pacCYHTBIBaeT, YTO XHPYPr COOGMT NauHeHTy 060 BCeX NMOTEHUHANBHBIX OCIOKHEHHAX H
pHCcKax, CBA3aHHBIX C NPUMEHEHHEM IPYHbIX HMIIAHTATOB.

Xupypruueckue npouenypbl, CBA3AHHbLIE C HCMONL3OBAHUEM [eNIeBLIX FPYAHLIX MUMMAAHTATOB, HE JIHLICHBI
NOTEHUHATbLHBIX OCNOXHeHui H puckoB. Ucnonb3oBaHKe ITOro MEAHLIHHCKOrO H3AENHA ABASETCA NAaHOBON
npoueaypoii. A (nauueHT) nonyynn(a) KOHCYALTAUHUIO OTHOCHTENILHO MPEUMYLLECTB W BO3MOXKHBIX PUCKOB,
CBA3AHHbIX C PEKOHCTPYKUMEH H/HAN yBENHYECHUEM FPYAH C HCMO/b30BAHHEM rPYAHbLIX HMIIAHTATOB, & TaKXKe
anbTEpPHATHBHLIX Tpoueayp. Mo#t Bpay coofwna MHe (MauHEHTY), HTO [CPYAHbIE NPOTE3b! HENb3A
paccMaTpHBaTh KaK MOXH3HEHHbIC HMIIAHTATHI.

Bpownopa «YcTaHOBKa refeBbIX IPyAHBIX HMMIaHTaToB, [TpHHATHE MHPOPMHUPOBAHHOrO peleHHs» Gbina
npejgocTasneHa MHe 3apaHee nepej onepauuei (3a HCKAIOYEHHEM ClTy4aes IKCTPEHHON onepaluy no nosoay
paKa HIH No APYruM NpHYKHHAM).

S npounran(a) 3ty 6pouniopy. a El Her D

Hudopmaunus u3 6pounopst 6s11a 06cyxaeHa co MHOR H MOHM XHPYProM H NoHATHa MHe. Ha Bce Mon Bonpocs!
6bInK AaHbl yAOBNETBOPHUTENbHBIE OTBETHI, M MHE Gblsla MpeaocTaBneHa KONUA 3Toi GopMbl.

(lMoanucek naunenra/ PHO) (Hdata)

(Monnuce Bpaua/ ®HUO) (Oara)

(ﬂpumeqauue ANA Bpaua: Konua noanucaHHoro 6aanka 20/mKHa XPaHHTLCA B IHYHOM Aene nauuema).
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MepeBOANaHHOMNTEKCTA BbIMOMHEH MePeBOAUYNKOM MasntoHIOBOW AHHOW AHAPEEBHOI

Pocculiickaa ®epepayms
Nopon MockBa
[JBaguaTb YeTBEpPTOro mMas ABe ThbiCAYM ABajLaTb YETBEPTOro roga

A, Bepemuin HOnua WropeeBHa, HOTapuyc ropoga MOCKBbI, CBWUAETENbCTBYI MOAAMHHOCTbL MNOAMNUCHK
nepeBogunka MantowoBoii AHHbI AHPEEBHbI.

Mognuck caenaHa B MOEM NPUCYTCTBUN.

JIn4HOCTL NoANMCcaBLUIEro JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peecTpe: Ne 77/2194-n/77-2024-

YnnayeHo 3a CoOBeplleHWe HOTapmanbHoro geincremsa: 400 py6. 00 kon.

HO. . Bepemuii

Bcero npowHypoBaHo, NPOHYMepOBaHO
M ckpenneHo nevatbio 158 nuct(a)(oB)
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