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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 respect 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.

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM



<> MENTOR

Mentor Mecical Systems 8.V,
Zarnikedrew! 2 Tel.: {31) 71 75136800 Bunk: ING 85.18.75.073
2333 CL Loiden Fax: {31) 71 5217422 1BAN: NLOB INGB 0851 6750 73
The Netheriands B4C: INGBNL2A
}

Coraacosano/APPROVAL ‘

Menrop Meaukan Cuctemc b.B. /

Mentor Medical Systems B.V.
OpraynaunyOrgonization ‘

3eprukeaped 2, 2333 CL Jieiiaewn, Hunepranas /

Zernikedreef 2, 2333 CL Leiden, The Netherlands
Aapec/Addecss

Quality Site Lead
Hamsnocre/Occwpation

Mohammed Aldirawi
Daznnng, Hus! Sumame, Name

21.0S.2024

Aara ZAMM.CTTT/Date DDMM. YYYY

w/Signature

Instruction for use
Round gel breast implants with smooth shell

HHcTpyKuMa no NpUMeHeHH o
HAMNaanTaT MOJOYHOM XKejie3bl KPYIJ/IBLIH ¢ ragKo#
00onovKoii, ¢ CHIMKOHOBBLIM reJieM

Leiden Chamber of Commerce no. 26062039. VAT no. NL 8026.89.954.8G1
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Russian text

English text

HAHMEHOBAHHUE MEJUIIUHCKOI'O H3/IEJIASA (MH) H EI'O
KJIACCH®HAKAIIAA
HanMenonanue MH, napHanThl Hcnoanesns MH
Hmnnanrar Monownoit kenesnt Xpyraeii ¢ rnagko#i obonoukoit, ¢
CHAHKOHOBBLIM T€JICM, BAPHAHTEI HCIONHCHHA:
1. AMImmiaHTaT MONOYHOH JKenelaw Kpyranii ¢ rankoi ofonouxoi, ¢
CHTHKOHOBBIM Te/IeM, BHICOKHH mpoduie - Smooth Round High Profile
Gel Breast Implant Cohesive 1, o6béM: 125 M, 150 mn, 175 s, 200 mn,
225 ma, 250 mn, 275 Mo, 300 mn, 325 M, 350 Mn, 375 Mo, 400 M, 425 mn,
450 mn, 500 M, 550 s, 600 M, 650 M, 700 v, 800 mn.
2. UmnnauTar mMonowHOH jKenean! Kpyribiii ¢ rnagkoit oGonouxoii, ¢
CHIIHKOHOBHIM TEJIEM, CYNEPBHICOKHHA mpodmms - Smooth Round Ultra
High Profile Gel Breast Implant Cohesive I, 06b¢M: 135 ma, 160 M, 185
Mmn, 215 ma, 240 mn, 270 mn, 295 mn, 320 s, 350 ma, 375 mn, 400 mn, 430
Ma, 455 mn, 480 mn, 535 w1, 590 M.
3. Mmnnantar MonouHO# Kefie3nl Kpyrielt ¢ rnaakoit ofonoukoit, ¢
CHIMKOHOBRIM reneM, Cpeauni mioc npoduns - Smooth Round Moderate
Plus Profile Gel Breast Implant Cohesive I, o6bémM: 125 mn, 150 mn, 175
ma, 200 ma, 225 ma, 250 mut, 275 M, 300 mn, 325 M, 350 ma, 375 Ma, 400
mi, 450 mn, 500 Mo, 550 Mo, 600 Mn, 700 M, 800 M.
4, AMnaaHTaT MONOYHONK Xelesbl Kpyr/biid ¢ rmaaxod ofomouxoii, ¢
CHAMKOHOBEIM FElIEM, CpeaHnit nmoc npogwms Xtra - Smooth Round
Moderate Plus Profile Xtra Gel Breast Implant, 06%éM: 130 Mn, 160 ma,
190 mn, 215 mn, 240 Ma, 270 mn, 295 M1, 325 Mo, 350 M, 370 M, 405 M,
440 mn, 490 M, 545 mn, 605 mn, 645 ma, 755 M.

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD

Round gel breast implants with smooth shell, vaniants:

1. Round gel breast implants with smooth shell, high profile - Smooth
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.

2. Round gel breast implants with smooth shell, ultrahigh profile -
Smooth Round Ultra High Profile Gel Breast Implant Cohesive I, volume:
135 ml, 160 ml, 185 ml, 215 ml, 240 ml, 270 ml, 295 mi, 320 ml, 350 ml,
375 ml, 400 ml, 430 ml, 455 ml, 480 ml, 535 ml, 590 ml.

3. Round gel breast implants with smooth shell, moderate Plus profile
- Smooth Round Moderate Plus Profile Gel Breast Implant Cohesive 1,
volume: 125 ml, 150 ml, 175 ml, 200 ml, 225 ml, 250 m}, 275 mi, 300 mi,
325 ml, 350 ml, 375 ml, 400 ml, 450 ml, 500 ml, 550 ml, 600 ml, 700 ml,
800 ml.

4, Round gel breast implants with smooth shell, moderate Plus profile
Xtra - Smooth Round Moderate Plus Profile Xtra Gel Breast Implant,
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.
5. Round gel breast implants with smooth shell, high profile Xtra -
Smooth Round High Profile Xtra Gel Breast Implant, volume: 150 ml, 180
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5. iMnnaHTaT MONOYHOM XXeNe3d Kpyriblii ¢ riagko# o6onoukoH, ¢
CHJIMKOHOBRIM reyieM, Bhicoxkmit mpoduns Xtra - Smooth Round High
Profile Xtra Gel Breast Implant, o65ém: 150 ma, 180 M, 200 mn, 235 mn,
260 mu, 285 Mo, 335 mur, 355 M, 380 Mn, 415 M, 450 M, 465 o, 490
Mna, 535 mn, 595 mn, 650 mn, 700 ma, 755 M, 790 mn.

KoMruiexT nocrasku:

1. UMmnanTaT MOJIOYHOH JKENEIE! OAHOTO BAPHAHTA HCOIONHEHHS - ] IT.;
2. HnpentudmxauHoHHas Kapra NaUMEeHTa C MHCTpyKUHMe#d no
3aMOMHEHHIO - | mT.;

3. Crukep naunenta — 10 wr.

4. UBcTpyKuMs no npHMeHennc — 1 .

ml, 200 ml, 235 ml, 260 ml, 285 ml, 335 ml, 355 ml, 380 ml, 415 ml, 450
ml, 465 ml, 490 ml, 535 ml, 595 ml, 650 ml, 700 ml, 755 ml, 790 ml.

Supply package:

1. Breast implant of one version - 1 pc;

2. Patient ID card with 1IFU for completion - 1 pc;
3. Patient’s label — 10 pes;

4. TFU-1pc

Janee no TEKCTy MOTYT MCHONB3OBATHCA CNEAYIOIME HAMMEHOBAHWA
MEALMECKONO M3ACNHA: HMIUIAHTATH TPY/AHEIE TeNeBRe, IHAOMPOTES,
HMILTAHTAThI, TPYAHBIC MMILTIAHTATH AW NPOTE3bl, H3AEIHE, MCANIMHCKOE
u3aeme (MH).

HaumenoBanna MEAMUMHCKHX n3AeMi MOTYT OLITH YIIOMAHYTHI B TEKCTC
B COKpameHHOH hopMe 113 yaobeTra BocnpuaTHd HHOOPMALIHE.

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

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

Knaccrpuxanms MH

Knacc B 3aBHCHMOCTH OT CTeTEHH NOTCHIHANBHOTO PHCKA TPHMEHEHHA B
MEIMUMHCKHX LEMAX B  COOTBETCTBHM C  HOMCHKJIATYPHBIM
KAaCCHOUKATOPOM MEAHLMHCKHX H3ZCIH: 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.

HASHAYEHHE MEJMIOHHCKOI'O H3JIEJIHAA
Memauickoe H3ZenMe TpeJHa3sHAYCHO ANA  YBENMUCHHA WM
PEXOHCTPYKIMY MOJIOYHOM XKeNe3bl.

INTENDED USE MEDICAL DEVICE
The medical device is intended for breast augmentation or reconstruction.

NOKA3ZAHHNA H NPOTHBOIIOKA3AHHA K IITPHMEHEHMIO
MH H BO3MOXKHBIE NIOEOYHBIE YOPEKTHI
Hoxazauun

Wmnnanraums SHAONPOTE3a IMOKA3aHA NPH HAIMMHK  CICKYIOMMX
cocroaHnii (onHoro 1 Gonee):

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:
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1. OnuoMOMEHTHAS MM OTCPOYCHHAS PEKOHCTPYKUHA IPYAH HOCHE
MaCTIKTOMHH.

2, PexoRcTpyxuma rpyas nocne feueHMs
3a6onesann (KpoMe MACTIKTOMHH).

3. IloBropHas omepalni B pPe3yNbTaTe OCNAOKHEHME WIHM JPYTHX
HOXCNATCABHBX ABNCHMA, BOZHMKIIMX NOCIAC NpPeiecTBYIOUIEro
XMPYPTHYECKOTO BMEIIATE/BCTBA, CBA3AHHOIO € MACTIKTOMHeEH Wik
ApYTHMH BUAAMH NICUeHHUS OHKONOTHUECKNX 3a0oneBaHui.

4. [NocTTpaBMaTHuECKOE COCTOARKE, ONPEACIAEMOe Kak MONHOE HITH
JaCTHYHOS YIOWICHHC MONOYHHX(-0M) kene3(-bl) B pesynsTare
XUPYPTHYCCKOI'® BMEIIATENBCTBA (HE3ABNCHMO OT HPHYMHBI) MAH B
Pe3yAbTaTe TPaBMbl.

5. Bpoxneuunie pgedopmanmn: Bnamas  rpyms  (BpokAeHHas
BOpOHK0OOpa3Has AedopMauua rpyRHOA KNETKH ¢ SHOMANUAMY IPYANHB
W nepeanHnx oTaAenos pebep); KHNEBHAHAA rPyAb (BPOKACHHAL BEITHYTas
JedopMauMa TPYAHONH KNETKH ¢ AHOMANMAMH TPYIAMHEX H NEPEAHMX
oTAenos pelep), BLIpAXKEHHAS ACHMMETPHA B BHAC BPOXKACHHOTO HIH
NPHOOPETEHHONO CYWIECTBEHAOTO HECOOTBETCTBHA PAa3MEPOB MOMOMHBIX
ese3, MPUBOAAIIAA K SHATHTEIBHOMY (uanaeckoMy AedekTy (Hanpumep,
cunapoM Ionanna).

6. CunbRblii T03, IPH KOTOPOM Tpelyerca CnenHaNbHag onepaLus
N0 PEKORCTPYXKUMH IPYM (HanpHMEp, MACTOICKCHA).

7. [NanuenTst, koTOphIM TPEOYETCA NOBRTOPHOE XHPYPrHYECKOC
BMENIATENLCTBO € 1lENbI0 3AMCHW WMIUIAHTATa B CBS3H ¢ CHUABHOM
ActhopMauneii, BHI3BAHHON MEIMIMECKAMH WIH  XUPYPIrUUSCKHMH
OCIOXHCHHMAMH, HE3aBHCHMO OT [CPBOHAYANBHOrO MOKA3AHMA K
SIMONAHTAUHH WIH THNA UCXOAHO BREACHHOTO HMIUTAHTATA.

8. [ManmenTs!, KOTOPEIM TpebyeTes yBEIIeHNE 3A0POBOH MOROYHOM
KENesn! TI0CNE XHPYPIrMUeCKOr0 BMCINATENLCTBA, NPOBENEHHOTO HA
NOPAMEHHON MONOYHOM Kele3e Mo OAHOMY H3 NEPECIMCIICHHLIX BHIIIE
NOKASaHHAH (HAIPAMED, OXHOCTOPOHHAA MAaCTIKTOMMA C NOCASAYIOMMM
YBEAMHCHHEM Pa3Mepa BTOPOH MOIOYROH Xene3bl NS BOCCTAHOBJASHUS
CHMMETPHH).

OHKONIOTHICCKOTO

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 ireatments other than
mastectomy.

4, Post-Trauma defined as total or partial removal of the breasi(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 indication for implantation or type of device originally implanted.

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).
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9. 3ameHa HMMIIAHTaTa HJIH KODPHTHpPYIOIas XMpPYprHYecKas
Onepau ¥ NAUHEHTOB, PAHES NEPCHECILHMX OTEPALMIO N0 YBEIHYCHHIO
HIH PCKOHCTPYKUHH TPYAM C HCNONB30BAHHEM  HMILIAHTATOB,
3aMOIHCHHBIX CHAMKOHOBLIM IefieM HaH GH3HONOTHIECKHM PACTBOPOM.

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

IlIpoTuBonoxasanns

HMnnauTaums HAONPOTE3a NPOTHBONOKA3AHA MALMEHTAM NPH HAIMYHH

CJICAYIOIMX COCTOAHAM:

1. BepeMEeHHOCTD WM NaKTauus.

2. Bonuarxa (HaupimMep, CHCTEMAAs KPacHas BOMTYAHKA WIH JUCKOUAHAS
KpacHas BOMMYAHKA).

3. Cxneponepmus (Hanpumep, MPOrpecCHpPYIOWINH CHCTEMHBIH CKIIEpO3).

4. Texymee 3aboncBanne, cCNOCOOHOE HAPYTIWTE WIIH 3aMETHTH TPOLIECC

IDKUBNEHUA PAHB (KpOMe MALIMEHTOR NOCcE PEKOHCTPYKIHH IpyH).

Jhiobuie nHpeKkuHOHRNE 3a00neBaHNA H abcuecchl.

Knunyuecks HenpHrogHoe A HMIUIAHTaUMH COCTOSHME MATKUX

TKaReH (HanpuMep, NOBPCKIACHHE TKAHH B Pe3yibTaTe o0aydeHHs,

HEAOCTATOK TKARW WIH IJIOXaA BACKYNAPH3ALHA).

7. Hanmuuue coOCTOfHMS (MNM HAXOKACHHC 8 MPOUECCe JICIEHHA
COCTOSHHMA), KOTOPOE, N0 MHEHHIO KOHCY/IbTHPYIOIIETO BPava, MOXET
NpeCTABNATE REONPABAAHHEI XHPYPrUdecKHit puck.

8. AnaToMuueckue WIH (QHIHONOTHYECKHE HApYINECHHS, KOTOPhIE MOTYT
MPHBECTH K CEPAE3HBIM NOCICONEPALHORHBIM OCIOKHERNAM,

9. TloBhmEHRas YYBCTBHTENHHOCTh K MYKEPOAHBIM MarcpHanaM Win

Al

MHOTOYMCACHHRIE  HEYJAYHWE  NONBITKH  YBEMMCHHMS WM
PEKOHCTPYKLIHH MO/IOYMHOIA Xene3k! B aHaMHese.
10. Hexenanme TOOBEPraThHCH NOBTOPHEIM XHPYPrHYECKHM

BMEIMATENLCTBAM C IEEI0 KOPPEKLIHHA.

11. Hepeanbueble HaaekAM M OXMAAHUA, HANPHMEP HEaNCKBAaTHOE
OTHOMICHHC WIH MOTHMBAalLlUd, HEMOHMMAHME PHCKOB, CBA3AHHBIX C
XHPYPTrHYECKHM BMEILIATENLCTBOM M MPOTEIHPOBAHUEM.

12. MNpenpakosoe 3abonceanne rpyayu 663 NOAKOKHON MACTIKTOMHH.

13. 3anymmeHHad 3IOKAYECTBEHHAN OMYXONb MOMOYHON JKENE3IBl WM
ONyXOJb [OCAE HENpaBHABLHOTO NeyeHns (Ge3 MacTIKTOMMH).

Contraindications

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 (e.g., progressive systemic sclerosis).

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, 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.

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

= e =

S SA

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, without
mastectomy.
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14, Annepriugeckne peakmMM Ha JOGOH M3 MaTepHaIOB MMIVIAHTATA HIIH
HaNOAHATENEH

MMPUMEYAHME: Jina ofecnedueHns yAOBACTBOPHTCIBHKX PE3YALTATOB
NPHMEHEHHA TEAEBHIX SHAONPOTE3OB JUIA 38MEHBI MCCEMCHHOH TKaHM
Moclie MacTIKTOMHM MAM TPaBMbl MOTYT NOTpe0OBAThCA CRELMANbHBIC
MCTORM DEKOHCTPYKIMH, B UaCTHOCTH NpPH HAJIHYHH JIYYCBOTO
MNOBPOKACHMA CTCHKH TIPYAHOM KICTKM, HATOKEHHN KOXH Ha FpynH,
HATAKCHHA TPYAHBIX KOXHBIX JIOCKYTOB WU PAIMKAIbHOH pEe3CKIMU
GonbLIOH [PYAHOH MBIIEI,

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

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.

ITo6ounnie 3pdexTnl H HeXKENATEALHLIE peaKTHE*

IMausent, nepenecnii XHPYPruvecKoe BMEIIATENAbLCTBO, NOABEPracTcs
PHCKY Pa3BHTHA HENPEABHACHHLIX OCIO0XHEHHI KaK B ONepalMOHHLIA, Tak
H TIOC/IEONEPALHOHHBIH NEPHOALL.

Morenumampime NOGOYHEIC PEAKIMH H OCNOKHCHMA, CBA3AHABIC ¢
MPHMEHEHHEM TPYAHBIX HMILUIANTATOB, NOMIEXAT OOCYKACHMIO H
Pa3BACHEHHIO NALMEHTaM B NpeIoTNiepalnOHHBIH TiepHo. B o0azanHocTH
xupypra BXoauT (M xomnanua Mentor paccYuTHBacT Ha cobmioseHHe
XHPYProM RaHHOro TpeGoBaHM#) coobmAaTh 3Ty HHGOPMALIMIO NAlACHTaM
H OIEHHBATE COOTHOLICHWE PHCK/MOAB3A 1A KOKAOTO KOHKPETHOTO
nalMeHTa.

Hononwumenvuyio undhopmayno o 8o3modxcrsix nobounvix sghgexmax u
Hedceramenbnuix  peaxyuix cMm. & nn.  llpedynpexcoenus, Pucku,
CER3AHHBIE C XUPYPZUNECKUMU onepayusmy, Pucku, cessaunme ¢
UMnAARMAYUEN 2pyOHsIX npOmMe3086.

*Coznacne IHpuxaty 1113w  om 19.10.2020 coomsemcmayems  mepmuny
HHEORCZONRPURINMHNE CODMWIMUR 8 HENCERANIERIHNE PDEAKSHIY.

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.

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 19.10.2028 corresponds to the term "adverse events and

HH®OPMAIIHA O NOTEHUHAJBHBIX NOTPEBUTEIAX MHA
H YKA3ZAHHWA O HCITOJB30BAHMIO

Yka3laHEfA N0 HCOONLIOBAHKIO

Hanenusa pexoMeHAYeTCA HCNOMB30BATE NMPH YC/IOBHUAX, YKAIAHHKIX B
HHKE.

INFORMATION
DIRECTIONS FOR USE

Directions for use

Devices are recommended for use under operation conditions indicated
below.

adverse reactions'
ON POTENTIAL USERS OF MD AND
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YcaoBHS IKCILTYATANHE ' Environmental conditions

Temneparypa ot +32°C mo +42°C Temperature +32°C to +42°C

BnaxHoCTh He fonee 100% Humidity not more 10%

Jlannenue 700-1060 rila Pressure 700-1060 hPA
INorennuannntie norpeburenn MU Potential users of MD

TpeanonaraeMuiil MOTeHUHMANBHBIR NoTpebUTENL: XHPYPT.

Intended user profile and training: Surgeons.

OIIHCAHHE OCHOBHbLIX SYHKIHHOHAJBHBIX
3JEMEHTOB MM H ITPHHIIMITHI AEHCTBHA

Obmee onncanne PyHKUHOBANLAMX 3neMmenToB MH u npurMumH
AeficTBuA

HMNnanTaTel COCTOAT W3 CHIMKOHOBOIO Ielif, KOTOPhIH NMOMEMACTCH B
0607109Xy M3 CHINKOHOBOTO 3acCTOMEpA, B MOIYT UCHONB3OBATHLCH 1A
PEKOHCTPYKLIMH H YBENMYEHNA TKAHeH rpyau.

ITH M3zEMUA NPEICTABICH B riankoM papuante. MMnnaurarsl cocTosaT
H3 CHINKOHOBOTO renb-Hanonuutens Cohesive [ HUmnmantath ¢
CHIIMKOHOBHM renb-HanonHuTeneM Cohesive I nocTynHbl B pasaMuHbIX
pasMepax.

MeTku ans OpHEHTAMA PacTioNOXeHHWA HMILTAHTATA TIPH ONCpPatH
OTCYTCTRYIOT.

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of
operation

The Implants consist of silicone gel encased in a silicone elastomer shell and
can be used for reconstruction and augmentation of breast tissue.

These products are provided in a smooth variant. The Implants are provided
Cohesive I devices. The Implants Cohesive I are available in a variety of
sizes.

There are no orientation marks for the implant location during surgery.

Bo3MOXHOCTD H METOAbl HHTETPAIIHH ¢ APYTEMH MeAHIHHCKHMH
H3ICITHAMMK

WMnnaBTaTel TPYAHBIC TENCBRIC MOTYT MHCRONB30BATHCA BMECTE C
MEIMUHHCKUM H3fenneM «M3MepuTeh HMNNSHTATA MOJOYHOH KENE3bl,
MHOTOKPATHO CTepuIniyembli» (mpou3Boactea Mentop Memukan
Cucremc B.B. (Mentor Medical Systems B.V., Huzepnanam). B Tabnumax
HHXXE NMPHBEACHO COOTBETCTBHE perucTpHpyemoro MH u uMmnanraram
MOJIOYHO#H XKeNe3N NPHMEPOHEIM.

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» (manufactured by
Mentor Medical Systems B.V., The Netherlands). The tables below contain
data on the correspondence of the MD being registered to the Gel breast
implants for fitting with multi time resterilizable.

__{
Perncrpupyemoe Himepurens BEMOIAHTATA MojJounol | Medical device being | Gel breast implants for fitting with
MEIHIIHHCKOE H3deIRE MeJe3bl, MHOrOKPATHO | registered multi time resterilizable
crepHAH3YyeMbIH
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Hmnnanrar monouroii | Hamepurene ummnanrata  Monodnoli | Round gel breast implants | Gel breast implant for fitting with multi
Xe/iesbl KpYTNbiH ¢ TianKo# | xemesbl, MHOrOKpaTHO crepwmmayeMsiii, | with  smooth  shell, | time resterilizable, round, moderate Plus
ofonouxo#f, ¢ CHIMKOHOBHM | KPYTIL, cpeanuii nmoc npoduis, moderate Plus profile - | profile
resieM,  CpeAMMdi  IUmoC Smooth Round Moderate
npopuns - Smooth Round Plus Profile Gel Breast
Moderate Plus Profile Gel Implant Cohesive I
Breast Implant Cohesive I,
oOnéM: 00nEM: 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 ma 225 ml 225 ml
250 mn 250 mMn 250 ml 250 ml
275 mn 275 Mn 275 ml 275 ml
300 ma 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 mMn 450 mn 450 ml 450 ml
500 mn S00 mn 500 ml 500 ml
550 mn 550 mn 550 ml 550 ml
600 mn 600 mn 600 ml 600 ml
700 M 700 Mn 700 ml 700 ml
800 mn 800 mn 800 m! 800 ml
8
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UmmnanTar MOJIOIHOM Round gel breast implants | Gel breast implant for fitting with multi
gﬂez:lmxgyrﬂm: K;J:lm: VsMEpHTCIL  MMIUIAHTATE  MONIOMHOR :lmt};ile m:oostll:jl ozltll‘:n’R gﬂﬂ time resterilizable, round, high profile.
renem, nu;:oxuii npodune - :;;:::% mc?mmmy ewil, High Profile Gel Breast
Smooth Round High Profile ’ Implant Cohesive I
Gel Breast Implant Cohesive |
obbEM: o0BéM: Volume: Volume:
125 mn 125 mn 125 ml 125 ml
150 Mn 150 Mn 150 ml 150 ml
175 mn 175 mx 175 ml 175 ml
200 mn 200 mn 200 ml 200 ml
225 Mn 225 mn 225 ml 225 ml
250 mMn 250 mn 250 ml 250 ml
275 M 275 mn 275 ml 275 ml
300 mn 300 mn 300 mi 300 ml
325 mn 325 mn 325 ml 325 ml
350 mn 350 rn 350 ml 350 ml
375 mn 375 Ma 375 ml 375 ml
400 mn 400 ma 400 ml 400 ml
425 ma 425 M 425 ml 425 ml
450 Mn 450 mn 450 ml 450 ml
500 M 500 mn 500 ml 500 ml
550 M 550 Mn 550 ml 550 ml
600 M 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
9




HWmnaanTar monodnoii | HUaMepurens umnnawrata wmonoanoik | Round gel breast implants | Gel breast prosthesis for fitting with multi
Xeniesn KpYrAbf © IIIaaKoH | xKeaessl, MHOTOKpaTHO | with smooth shell, time resterilizable, round, superhigh profile
000N0ouKOH, C CHIIMKOHOBBLIM | CTCPHITH3YEMBIH,, Kpyrusiif, | ultrahigh profile - Smooth
renem, CYNEPBLICOKHH | CYNEPBRICOKMIF npoduns Round Ultra High Profile
npodums - Smooth Round Gel Breast Implant
Ultra High Profile Gel Breast Cohesive |
Implant Cohesive 1
o0BEM: 00néM: Volume: Volume:
135 mn 135 mn 135 ml 135 ml
160 mn 160 mn 160 ml 160 ml
185 st 185 mn 185 ml 185 ml
215 mn 215 mMn 215 ml 215 ml
240 mn 240 mn 240 ml 240 ml
270 mn 270 mn 270 ml 270 ml
295 mn 295 mn 295 ml 295 ml
320 mn 320 mn 320 ml 320 ml
350 mn 350 ma 350 ml 350 ml
375 ma 375 mn 375 m! 375 ml
400 mn 400 mn 400 m! 400 ml
430 mn 430 mn 430 ml 430 ml
455 mn 455 mn 455 ml 455 ml
480 mn 480 mn 480 ml 480 ml
535 mn 535 mn 535 ml 535 ml
590 mn 590 mn 590 ml 590 ml
10
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Hmnnanrar MOJIOYHOi Round gel breast implants | Gel breast implant for fitting with multi time
Keneasl Kpyraeit ¢ raamxol with smooth shell, | resterilizable, round, moderate Plus profile
obonoukoit, ¢ cuIHkoHOBHM | MaMepuTens wMMIIaHTata MonouHoit | moderate Plus profile Xtra | Xtra.
reneM,  CpelHWH  MmMOC | XKeNe3n, MHOTOKPaTHO CTEpPHIH3yeMEli, | - Smooth Round Moderate

npodwis Xtra - Smooth Round | xpyramiit, cpenunit nmoc npogmns Xtra | Plus  Profile Xtra Gel

Moderate Plus Profile Xtra Gel Breast Implant

Breast Implant

00BEM: obBEM: Volume: Volume:
130 mn 130 mn 130 mt 130 ml
160 mn 160 ma 160 ml 160 ml
190 mn 190 mn 190 ml 190 mi
215 M 215 mn 215 ml 215 ml
240 mn 240 mn 240 ml 240 ml
270 mn 270 mn 270 ml 270 ml
295 mn 295 Ma 295 ml 295 ml
325 mn 325 mn 325 ml 325 ml
350 mn 350 mn 350 ml 350 m}
370 mn 370 ma 370 ml 370 ml
405 mn 405 mn 405 ml 405 ml
440 mn 440 ma 440 ml 440 ml
490 mn 490 M 490 ml 490 ml
545 mn 545 Mn 545 ml 545 ml
605 mn 605 M 605 m! 605 ml
645 Mn 645 Mn 645 ml 645 ml
755 Mn 755 mn 755 ml 755 ml

11
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HmMnnanrar MOJIOYHOM Round gel breast implants Gel breast implant for ﬁtting with multi time
Xenesn Kpyraoii ¢ IIagKoH s i | with ooth shell, high resterilizable, round, high profile Xtra
oGoRouNaN, © CHAMNOBOBERS epHTENb HMINaHTaTa MOno4HOM | with sm )
renem, mcoxmii npodiurs Xtra eNe3bl, MHOTOKPATHO cTepwnizyeMmulii, | profile Xtra - Smooth
- Smooth Round High Profile KpPYTJIbiH, Boicokuii npoduns Xtra Round High Profile Xtra
Gel Breast Implant
Xtra Gel Breast Implant
00BEM: olreéM: Volume: Volume:
I 150 Mn 150 Mn 150 mi 150 ml
| 180 mMn 180 mn 180 ml 180 mi
. 200 mn 200 mn 200 ml 200 ml
5 235 Mn 235mn 235 ml 235 ml
260 Mn 260 Myt 260 ml 260 ml
285 mn 285 Mn 285 ml 285 ml
335 mn 335mn 335 ml 335 ml
355 ma 355 mn 355 ml 355 ml
380 mn 380 Mn 380 ml 380 ml
415 mn 415 mn 415 mi 415 ml
450 mn 450 mn 450 ml 450 ml
465 Mn 465 mn 465 ml 465 ml
490 mn 490 mn 490 ml 490 ml
535 Mn 535 mn 535 ml 535 ml
595 mn 595 mn 595 ml 595 ml
650 Mn 650 mn 650 ml 650 ml
700 Ma 700 mMn 700 ml 700 ml
755 mn 755 Mn 755 mi 755 ml
790 Mn 790 mn 790 ml 790 ml
Texunyeckue xapaxrepucruke MH | Technical characteristics of MD
B Tabauiax npupeneHs OCHOBHRIC TEXHHYECKHE XaPAKTEPUCTHKY HMILIAHTATOR IPYAHEIX Me/IcBHX.
There are the main technical characteristics of Gel Breast Implants in the tables below.

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

12



& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

XAPDAKTEPHCTHKA 3aavenne Characteristic Value
OTHOCHTENLROE YUTHHEHHAE Mun. 450 % Elongation Min 450 %
IIpH pasphise 000N0UKH
OCTaToyHOE YSIHHEHHE Maxe. 10 % Tension Set Max 10 %
IIpogBOCT COCAMHEHHA Orcyterene napymennit nocne 300% Join Strength No failure after 300% elongation for
vAIHHeHKa B Teaenue 10 cekyun 10 seconds
[Tpo4HoCTS Ha pasprIB 3,85-4,21 Mlla Shell tensile strength 3,85-4,21 MPa
obonoIkH
HexpuTuaaas npoIHOCTD Orcyrcreue Hapywennii nocne 100 % Non-Critical Joint strength No failure after 100% elongation for
COEHMHEHNA vaIHHEHNA B TeucHne 10 cexyun 10 seconds
Koresuosnas cnocobHocTs < 3,0 cM nocne 30 MuuyT Gel Cohesion < 3,0 cm after 30 minutes
rens
Yposens naporenos, ED)/mn <0,5 Pyrogen Level, EU/ml <0.5
Vporenn GakTepHanbHBIX <0,25 Endotoxin Level, EU/ml <0,25
SHAOTOKCHHOB, ED/Mn
Tonumua obonouxu, MM 0,23-0,76 Shell thickness, mm 0,23-0,76
Ienerpauua rens Cohesive I 6,58 Gel penetration Cohesive I 6.58
{cuna 20 r), mm, = 10% ~ (force 20 r), mm, + 10%
13




VimMnnaHTaT MOMOYHOIA YKene3bl KPYI/ibli C FnagKol 060/104KO0IA, C CU/IMKOHOBBIM FefieM, BbICOKMIA npodunab - Smooth Round ffigh Profile Gel
Breast Implant Cohesive 1/ Round gel breast implants with smooth shell, high profile - Smooth Round High Profile Gel Breast Implant Cohesive |

14
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BaicTynareinas

Ofuem *, Mo, ILiwpraa®*®, MM, “"P“! T ::.:“up)’n ‘”':"' / Macea, r,
ROMYCTHMOE OTKAONEREE RONYCTEMOE ! Moe
l-log:tp;luo :::'::? / Description Onucanne +2,5% oTkReHenNe = 18 % mﬁ'&u :;o o, | oTxnomenme 3%/
8 Volume, ml, with Width, mm, with Projection with Mass, g, with
tolerance £ 2,5% tolerance, £ 10 % tolerance, mm + 10 tolerances = 3%
%
HNmnnaantar
ol  memesm
Round gel breast MOTOHH
implants with smooth m’;‘;‘:o N ”‘"“""“c
shell, high profile - cnnnxonoa;m -
350-1254BC Smooth Round High W ’ 125 83 35 131,0
Profile Gel Breast | ooorc? R‘;m”‘;"‘ -
Implant Cohesive I, Profile Gel Bre'f:
volume 125 ml Impisnt Cobesive 1,
obnEm 125 un
HUmnnanrar
off  xenednt
Round gel breast MOOHH
implants with smooth | 2Y™ "‘i‘o; ”"‘”‘"’c‘
shell, bigh profile - CHITHKOHOBHM TCIICM,
350-1504BC Smooth Round High * 150 88 37 157,3
Profile Gel Breast | DP/COXME mpodu -
Implant Cohesive I, mkt:h léo:llndsﬂlgh
volume 150 ml Implant Cohesive 1,
obvém 150 Mn
Hmnnaprar
HOH  xene3ml
Round gel breast mMoR0R
implants \gfth smooth Kpyrusil ¢ reagxol
shell, high profile - [ S0onomok, ¢
350-1754BC Smooth Round High > 175 93 39 182,7
Profile Gel Breast | SoicOKufl_npogum. -
Implant Cobesive I, Smooth Round High
volume 175 ml Profile  Gel Breast
Jmplant Cohesive |,
obném 175 ma
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BuicTynawman

OGbem *, Mit, Ilupaua**, Mm, tacTs ** (¢ p),u :m"', Macca, 1,
Homen mo / JONYCTHMEC OTKIONCENE ROWycTHMOE "l’m" '.mym"uu ’ RODYCTHMOE
C:t’;l og 0 nbert y Description Onucanne +2.5% oTkneHemue + 10 % oTinomenne = 10 % | OTIonense 3%/
Volume, ml, with Width, mm, with Profection with Mass, g, with
tolerance + 2,5% tolerance, 2 10 % tolerr?m. mm £ 10 tolerances = 3%
Y%
HMnranTar
Round gel t MONOYHOR  Jenes3nt
implants with smooth mﬁ‘i rAamKoR
shell, high profilc - CHANKOHOBBIM I'C/ICM
350-2004BC Smooth Round High oS ————— N 200 97 40 2084
Profile Gel Breast Smooth Round Hi
Implant Cohesive I, ],I',z;’.:’le pr Br;ﬂ
Volne 200 ml Implant Cohesive I,
obbem 200 mn
Hmunnanrar
#  eneanl
Round gel breast MOTOHHO
implants with smooth Ws - m; ”"""“:
shell, high profile - CHTHRO "
350-2254BC Smooth Round High " i 225 101 42 2343
Profile Gel Breast | cocon TPOREE -
Implant Cohesive I, | Moo R°0el“"dﬂ igh
volume 225 m) Implant Cohesive |,
obbém 225 Mt
Hmnnawrar
o  meneant
Round gel breast MOROHHO
implants with smooth m’;‘:‘o{ TRazKoR
shell, high profile- | 2P HCRR N
350-2504BC Smooth Round High HOBBIM reacM, 250 105 43 259.5
Profile Gel Breast Bicoxnil npodmm: N
Implant Cohesive I, | pmoott Round High
volume 250 ml

Implant Cohesive I,
00BéM 250 Ma
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Buictynanoman
wacTh ** (xpadainn /

Obnem *, ma, Ilimpuna**, mm, Macca, 1,
Homep ne xaranory / RONYCTHMOE OTITOHCRNE ASHYCTHMOC lp;:“ml), ::"’ aonycTHMee
Catalop o umb:? Description Onucanne +2,5% oTkaonenne = 10 % IIIDZIIC +10% | vTcioHenme 3%/
Volume, ml, with Width, mm, with Projection with Mass, g, with
o »,
tolerance = 2,5% tolerance, = 10 % tolerance, mm = 10 tolerances = 3%
%
Hunnantar
R L # xenesnt
d ge! MOJIOMHO!
implants with smooth | SPYFIME ¢ raanoR
shell, high profile - | 250100k, c
350-2754BC Smooth Round High | SHTHKOHOBLIM TelcM, 275 108 4 285,1
Profile Gel Breast | oon prrodree -
Implant Cohesive I, Profile G:‘ll Bu:agst?,
volume 275 ml Implant Cohesive I,
o0béM 275 Mn
Hunnartar
Round gel ¢ MOJIOYHOH  XXENe3sBl
implants with smooth g”’m’:’: N raakoit
350-3004BC s::e] : : iﬁh W.;i:il'e i "“’“’“°“:‘“"" ""“‘c 300 1m 45 310,3
oot * i
Profile Gl Breasy | MCOKHR mpoduns -
Implant Cobesive I, Smooth Round High
volume 300 ml Profile  Gel Breast
Implant Cohesive 1,
obném 300 Mn
Hmnaantar
Round gel MONOUHOH  xenesht
implants with smooth m . TARXoA
shell, high profile - cnnnxou:su reneuc
350-3254BC Smooth Round High B " N 325 114 46 336,1
Profile Gel Breast Smooth Rl oundmu (l:an‘ h
Implant Cohesive |, '

volume 325 ml

Profile Gel Breast
Implant Cobesive I,
oGbém 325 it
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BuicTyRaromas
yaerh ** (mpodmuan /

Obnem *, Ma, LEnpHua*™™, mm, npeexxion), MM Macea, 1,
RONYCTHMOC OTRIOHEHRE JOMYCTHMOE ’ AOHYCTHMOR
“ogmm:? d Description Onxcannme +2.5% oeTkionenne £ 10 % mﬁ:ﬂ"::;::o:o % oTxnorenne = 3% /
Volume, ml, with Width, mm, with Projection with Mass, g, with
tolerance £ 2,5% tolerance, = 10 % tolerance, mne = 10 telerances £ 3%
Y%
HWmnnantar
Round gel breast MOJIOHHOH  Kene3nl
implants with smooth m‘;‘:o; FraaxoR
shell, high profile -
350-3504BC Smooth Round High °“"“‘°‘;°’“" TEIeH, 350 117 48 362,0
Pl G Bt | S0l o
Implant Cohesive I, Profile Gel Breast
volume 350 ml I .
mplant Cohesive I,
o0neéM 350 Mn
Hunnaurar
Round gel breast MOOUHOR HENCI!
implants with smooth oﬁoun ouxo; Tt :‘:
shell, high profilc - ‘
350-3754BC Smooth Round High | C*!MXOHOBEIM Fencu, 375 120 48 387,1
Profile Gel Breast | PoiCOKAH mpogum, -
Implant Cohesive 1, Smooth Round High
volume 375 ml Profile - Gel Breast
Imptant Cohesive I,
obrém 375 Mn
HUmnnaurar
Round gel breast MONOYHOH  Weneam
implants with smooth | “PY™ll ¢ rnankod
shell, high profile . | 25010%0i, ¢
350-4004BC Smooth Round High “'”m”"“ WhiM TERCM, 400 122 50 4119
Profile Gel Breast Smooth Rmml:gl;
Implant Cohesive I, Profile Gel Breast
volume 400 ml il
Implant Cohesive I,
o0Bém 400 st
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Bricvynawuian

Obnem *, Mn, [iupana**, MM, tacTs ** (mpojens / Macea, 1,
HoMen e xaTanory / A0MYCTHMOE OTRIONENME AOOYCTHMOS “':;mﬂ);;"’ AonycTHMOE
C:;h! numb::y Description Omucanne +2,5% oTrAoHenke = 10 % " ‘.' : £10% oTKA0OBeARe £ 3% /
Volume, m}, with Width, mm, with ¢ IPwroI njmn“ with Mass, g, with
tolerance = 2,5% tolerance, £ 10 % tolerance, mm 10 toleramces + 3%
%
Wmnnantar
off  xeneaw
Round gel breast MOJI0HH
implants with smooth oﬁon” o::o; manxnz
shell, high profile - >
350-4254BC Smooth Round High °‘”‘“‘°;°"“" TeneM, 425 125 50 4383
Profile Gel Breast | oo P03 -
Implant Cohesive ], | proc <ot High
volume 425 ml Implant Cohesive 1,
0GnEM 425 mn
Hmnranrar
R 1 gel ¢ MOJOMHON  xenesm
implants with smooth m’:‘& ﬁf FaRaoR
shell, high profile - CHIAHKOHORRIM remmc
350-4504BC Smooth Round High i X 450 128 51 463,1
Profile Gel Breast Smooth Rounl d‘ High
Implant Cohesive 1, Profile Gel B
volume 450 ml implant Cohesive 1,
obném 450 mn
Hunnaurar
Round gel | MONIOYHOR  MeNeanl
implants with smooth | “PYTIn#t ¢ rmankoft
shell, kigh profile - mmno:’uu reneuc
350-5004BC Smooth Round High iy 500 132 53 5137
Profile Gel Breast | P2/SOX# npogum -
Implant Cohesive 1, | pmeo Round High
volume 500 ml .
Implant Cohesive I,
obbém 500 Ma
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BoicTynaoman

Ofnem *, ma, Wnpuna**, Mm, nacrs, ** (npogpmans. Macea, T,
Ho“ep no mmory! AOMYCTAMOE OTKJISHCHNE ASMYCTRAMEE m);';u' AouyCTAMOC
Catalog namber Description Onucanne *2,5% oTxinonenne + 10 % ouemme + 10 % | OTRHoReRme +3%/
Volome, ml, with Width, mm, with Projection with Mass, g, with
L]
tolerance +2,5% tolerance, = 10 % tolerance, mm + 10 tolerances x 3%
%
Hmnnantar
i Xeme3n
Round gel breast MOTIoTHO
implants with smooth | PYrRLR € Taaxod
shell, highprofile- | OCNO% ¢
350-5504BC Smooth Round High renem, 550 136 55 565,3
Profile Gel Breast “‘“’Sm m““m"md’“}z gb
Implant Cohesive I, Profile Gel B
volugse 550 ml Implant Cohesive .
00BEM 550 mn
Hunnarrar
Round gel breast smono4Hol  xenesm
implants with smooth xpyrasit ¢ ranmaol
ol bghprtle | ook,
350-6004BC Smooth Round High ’ 600 140 56 617,1
Profile Gel Breast | 2HCOKKA Podum. -
Implant Cohesive I, | Do ‘ée"‘l‘““afg
volume 600 m) hmplant Cohesive 1,
ofném 600 Mn
Hmnmanrar
Round gel breast MONOYHOK  Menesbl
implants with smooth | \PY™u# ¢ rraxoit
shell, high profilc - ;‘;:x:g“' e
350-6504BC Smooth Round High e 650 144 57 667,8
Profile el Breast | Scoxs mpodums -
Implant Cohesive |, | prooth Round High
volume 650 ml

Implant Cobesive I,
oBbés 650 b
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Buerynaoman
*%
Obnem *, ma, Llimpuna**, mm, anere (n:nubl Macea, 1,
Homep o xavasiory / AONYCTHMOC OTKIONCHNE CTRME npoextn n;oe”' AOHyCTHMOE
Catalog number Description Onucanwe +*2,5% oTioRenne £ 10 % Aoy l.' " +10% orxnenemme = 3% /
Volume, ml, with Width, mm, with "'m""""‘j m” with Mass, g, with
tolerance  2,5% tolerance, + 10 % tolerance, mm # 10 tolerances + 3%
Ye
Hunnanrar
Round gel breast MOJNIOTHOR  menelw
implants with smooth KpYrIMR ¢ Kol
shell, high profile - 00wIOTKOMN, c
350-7004BC Smooth Round High zﬁ”;‘::;“"‘“ iy 700 148 58 7179
Profile Gel Breast Smooth Round“p W"H" ; gl;
Implant Cohesive |, Profile Gel Breast
volume 700 ml . N

Implant Cobesive I,

oOnEm 700 Ma

HUmmnantar
Round gel breast MONIOYHOH  Xenesnl
implants with smooth [ ¥E¥"IMR € rasaxol
shell, high profile - ofonoaxoi, ¢
350-8004BC Smooth Round High | CHIKOHOBEIM renci, 800 155 60 889,7

Profile Gel Breast | PoCOXMH_npoduis -
mplant Cohesive I, Smooth Round High
volume 800 ml Profile ~ Gel Breast
Implant Cohesive I,

obbém 800 ma

*Cozzacno cmandapmy 1SO 14607 npouseodument Xonmponupyem obvem UMNAGHIMAMG ¢ CONYCTUMbIM OMXRONeNueM + 2,5%. / According to ISO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.

**“Cozsacio cmandapmy ISO 14607 ne 3anoxenc cmandapmyoe OmKAoHenue & 2ab0PUMNNX PAIMEPAR UMRRGHMAMG, YKA3AHO CIMAHOGPIMHOE OMKAOHERNUE 2abapumusix pamepos
wwnsanmama cozracko FOCT 31619 - 2012,/ According to the 1SO 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.

21
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HMOIanTAT MOJIOTHONH XeNe3 KPYIIbiH ¢ ragkoii 060109Koil, ¢ CRARKOHOBLIM resem, cynepsnicokuii npodnas - Smooth Round Ultra High Profile
Gel Breast Implant Cohesive I/ Round gel breast implants with smooth shell, ultrahigh profile - Smooth Round Ultra High Profile Gel Breast Implant
Cohesive I
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BricTynamwian 1acTh
Obben *, Mu, 1lnpuna**, MM, ** (npodman / Maces. T
AOAYCTHMOE JonycTUMO® npoexnms), MM, » Fo OS)
“om;mw / Description Onucanue oTKIeHenNe £ 2,5% orknonenne = 10 % AOHYCTHMOE “R:l:‘:.e:ﬁi% /
Volume, ml, with Width, mm, with | orxnomewmex10% | LR E L
tolerance + 2,5% tolerance, =19 % Projection with
toleranee, mm % 10 %
Hmnnawrar MonoYHOM
Round gel breast xeneasl Kpyrami# ¢
implants with smooth | rnagxoli oGonowxol, ¢
shell, ultrahigh profile - | chaukoHORBIM  TEiCM,
350-5135BC Smaoth Round Ultra | cymepBricoxnii npoduns 135 78 4] 141,8
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 135 ml Implant Cohesive |,
obbén 135 mn
Hmnnantar  MOAOTHOIH
Round gel breast xeness  Kpyrbié ¢
implants with smooth | rnankelt oGonowwoll, ¢
shell, ultrahigh profile - | clumkoHoBLIM  Tenem,
350-5160BC Smooth Round Ultra | cynepasicokuii mpoduns 160 82 43 167,1
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 160 ml Implant Cohesive I,
ofiném 160 mn
Hmnnantar  monounoi
Round gel breast xenednl  KpymE C
implants with smooth | rnagkofi ofonouxoi, ¢
shell, ultrahigh profile - | cuanxoHoBMM  renew,
350-5185BC Smooth Round Ultra | cymepesicokuii npoduns 185 84 4 192,7
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 185 ml Implant Cohesive |,
o0biy 185 sn
Round gel breast Hmuonanrar  Mono4Hol
implants with smooth | weneswt kpymmii ¢
350-5215BC shell, ultrahigh profile - | rmankodl oSonouroi, c 215 87 45 2234
Smooth Round Ultra | cunnxonoseM  refteM,
High Profile Gel Breast | cynepesicoknit npodum
23




BRICTYD2I0MIAS HACTE

Obnem *, Mn, Ilupuna**, MM, ** (npoduns / M
aeca, I, JONYCTHMOE
DORYCTHMOS JonycTRMO® npoeKnAN), MM,

H“::a;; :::‘;::y ¢ Description Onncanne eTKnOHenNe £ 2,5% oTxaonenue + 180 % JAonycTHMoe wg:gue;&% !
Yolume, ml, with Width, mm, with oTknonemme = 10 % mm‘; +3%
tolerance = 2,5% tolerance, £ 10 % Projection with

tolerance, mm + 10 %
Implant Cohesive ], | - Smooth Round Ultra
volume 215 ml High Profile Gel Breast
Implant Cohesive 1,
o0bEM 215 Mn
Humnarrar  monowxoi
Round gel breast Weneibl Kpyraniii ¢
implants with smooth | rnagxoti oGomouxolt, ¢
shel), ultrahigh profile - | canukoroBEM  renem,
350-5240BC Smooth Round Ultra | cynepssicokuit npodunb 240 90 47 248.5
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive [, High Profile Gel Breast
volume 240 m] Implant Cohesive I,
obbém 240 mn
Humawrar  monousoi
Round gel breast WeNneskl  KpYIIRH  ©
implants with smooth | rnaaxoii oBonouxofi, ¢
shell, ultrahigh profile - | chaukoroBeIM  renem,
350-5270BC Smooth Round Ultra | cynepsuicoxuit npodins 270 93 43 2789
High Profile Gel Breast | - Smooth Round Ulira
Implant Cohesive I, High Profile Gel Breast
volume 270 ml Implant Cohesive 1,
obnéM 270 un
Hunnantatr  MONOIHOMH
Round gel breast xenesl  Kpyrimit ¢
implants with smooth | rnaakoli ofonouxoi, ¢
shell, ultrahigh profile - | cwiroHosM  renem,
350-5295BC Smooth Round Ultra | cynepruicoxuii npoduns 295 97 50 3039
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 295 ml Implant Cohesive |,
obBEM 295 M1
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Brictynamomas 9acTh
Mycr:’a::’ m;ol!:yl:::;;ll- ll*]:of':uu), ;n: Macea, r, LomycTasoe
Hewep no ﬂmb::!f / Description Onucanse oTknoRenne £ 2.5% orxnonenne £ 10 % AonycTHMOE mm“n:i;% !
Catalog num Volume, ml, with Width, mm, with oTknoHenne + 10 % toleran ;’. +3%
tolerance £ 2,5% tolerance, = 10 % Projection with
tolerance, mm + 10 %
HmnnautaT  MORAOMHOMR
Round gel breast Heneaw  KpyrAasid ¢
implants with smooth | rnaaxofi oGonouxoit, c
shell, ultrahigh profile - | cuaHkonoBnM  renem,
350-53208C Smooth Round Ultra | cynepeuicokuii npoduns 320 98 51 3296
High Profile Gel Breast | - Smooth Round Ulira
Implant Cohesive 1, High Profile Gel Breast
volume 320 ml lmplant Cohesive 1,
00nEM 320 mn
HunaantaT monownok
Round gel breast WeMeIN KpYMIWi C
implants with smooth | raagkoii oBonouxcit, ¢
shell, uitrahigh profile - | cunuxowoBwM  renem,
350-5350BC Smooth Round Ultra | cynepericoknii npodune 350 101 52 360,7
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 350 mi Implant Cohesive |,
ofisém 350 mn
Hmnnawrat monouHoit
Round get breast wHenesM  Kpyrami ¢
implants with smooth | rnanxois oBonouxoit, ¢
shell, ultrahigh profile - | cunuxonoBbM  renem,
350-5375BC Smooth Round Uitra | cynepemicoknii npodimne 375 104 53 3853
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, | High Profile Gel Breast
volume 375 ml Implant Cohesive 1,
obpém 375 Mn
Round gel breast HAmnnawrar monovHoit
implants with smooth | #enestt  xpyramii ¢
350-5400BC shell, ultrahigh profile - | rmagxoit oBonouwolt, 400 106 54 411,6
Smooth Round Ultra | cHAMKOKOBSIM  renem,
High Profile Ge) Breast | cynepaucoxmit Wb
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Buicrynanman 9acrs

Ofnex *, ma, Hlnpuna**, Mm, ** (npoduin / M S e
Howmep no xaTanery / AOmycTHMOE AeTycTRMOE KPOEKTRH), MM, m'mlou,e:lle 3%/
Cataleg number Description Onxcaune oTionense + 2.5% orionenne £ 10 % asnycrHMee Mass, g, with
Volume, ml, with Width, mm, with oTRIoReANe = 10 % tolerances & 3%
tolerance + 2,5% tolerance, = 10 % Projection with
tolerance, mm + 10 %
Implant Cohesivel, | - Smooth Round Ultra
volume 400 ml High Profile Gel Breast
Implant Cohesive |,
obsén 400 mn
HunnautaT MonROYHOH
Round gel breast wenesw  Kpyrnsif ¢
implants with emooth | rragwoit oGonoyxoit, ¢
shell, ultrahigh profile - | cunukoroRIM  Fenem,
350-5430BC Smooth Round Ultra | cynepsricoxuii npodts 430 109 56 4413
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, High Profile Gel Breast
volume 430 ml Implant Cohesive 1,
ofném 430 nn
HmMnranrar  MonouHod
Round gel breast wenessl Kpyraetit ¢
implants with smooth | snagxoii oBonowkoii, ¢
shell, ultrahigh profile - | cunuxonoBHM  resem,
350-5455BC Smooth Round Ultra | cymepseicokuit npoguns 455 112 57 466,4
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive I, | High Profile Gel Breast
volume 455 ml Implant Cohesive I,
oOBEM 455 Mn
Vmnnantar  MOAOMHON
Round gel breast EC/NCIN  KPYIIbii ¢
implants with smooth | raaako#t ofonoukoit, ¢
shell, ultrahigh profile - | cumuxonosbIM  renem,
350-5480BC Smooth Round Ultra | cymepsticoxmit npodmns 480 114 58 491,6
High Profile Gel Breast | - Smooth Round Ultra
Implant Cohesive [, High Profile Gel Breast
volume 480 ml Implant Cohesive I,
0bbém 480 mn
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AIOWAR YNCTH
ObbeM *, mn, Ulnpuna**, uM, ** (npoduann/ M I, JeaycTHMOE
Homep no xaTanery / AOMYCTHMO® AonycTumoe npoexaRa), kM, o-monen::’:t 3%/
Catalog number Description Ouncanme oTRAsHenEe + 2,5% oTaoneHne x 10 % AODYCTRMOC Mass, g, with
Volume, ml, with Width, mm, with oTkaenenne + 10 % tolerances & 3%
tolerance + 2,5% tolerance, + 19 % Projection with
tolerance, mm = 198 %

HMnanrat  monounoit

Round gel breast Wenessl  Kpyeneig <

implants with smooth | rnaako#i oGosouxoii, ¢

shell, ultrahigh profile - | cunmMkoHOBHM  reneM,

350-5535BC Smooth Round Ultra | cynepanicoxril npodyms 535 120 61 5478

High Profile Gel Breast | - Smooth Round Ultra

Implant Cohesive I, High Profile Gel Breast

volume 535 ml Implant Cohesive [,
obrém 535 mn

HmnnantaT  MonOMHOMR

Round gel breast EONCIH  Kpyramid ¢

implants with smooth | rnaako# oGonosxoit, ¢

shell, ultrahigh profilc - | cwHkOHOBBIM  renem,

350-5590BC Smooth Round Ultra | cynepauicokril npoduns 590 125 63 604,4

High Profile Gel Breast | - Smooth Round Ultra

Implant Cohesive |, High Profile Gel Breast

volume 590 ml Implant Cohesive |,
obbem 590 mn

*Cozsacno cmandapmy ISO 14607 npowseodumere Konmporupyem o6vem UMPRARIMAMA ¢ donYCImuMbin omxnonenues + 2,.5%, / According to 1SO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
**Cozaacro cmandapmy 1SO 14607 ne 3anoxceno cmandapmuoe omroNenue 8 2G6APUMHLL. DAIMEPAX UMNAGHIMAMA, YXAIANO CHIQHOGPMNOE OMKRORENYUE 20DAPUMNLX PAIMEPOs

umnranmama cozracno FOCT 31619 — 2012./ According to the 1SO 14607 standard there is no standard deviation in the overall dimensions of the implant, the siandard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MmMnnaHTaT MO/IOYHON XXese3bl KPYI/blil C rNafgKoli 060104YKOM, C CU/IMKOHOBBLIM TFeneM, CpeaHuidi natoc npoduib - Smooth Round Moderate Plus

Profile Gel Breast Implant Cohesive I/ Round gel breast implants with smooth shell, moderate Plus profile - Smooth Round Moderate Plus Profile Gel
Breast Implant Cohesive 1
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Homep ne scatanory /
Catalog number

Description

Obnen®, ma,
JeNYCTRMOC OTKIOHEHNE
+2.5%
Veolume, ml, with
tolerance = 2,5%

Iliupaasa**, Mm,
nonycruMoe
oTkaonenue x 10 %
Width, mm, with
tolerance, = 10 %

Brictynamias
gacT** (Dpoduns /
RPOEKNNN), MM,
BeNYCTHMeE
ornomenne = 10 %
Projection with
tolerance, mm £ 10
Yo

Macea, T,
AONYCTHMOE
oTiIoHemme £ 3% /
Mass, g, with
tolerances = 3%

350-1251BC

Round ge! breast implants
with  smooth  shell,
moderate Plus profile -
Smooth Round Moderate
Plus Profile Gel Breast
Implant  Cohesive |,
volume 125 ml

HWmnanrar
MOTOYHOH  kemeabl
WpYFOMA C raaokeH
0BONOYROH, <
CHIAMKOHOBLIM NeACM,
cpennmii wnoe
npodpuns - Smooth
Round Moderate Plus
Profile Gel Breast
Implant Cohesive 1,
obém 125 mn

125

89

28

130,2

350-1501BC

Round gel breast implants
with  smooth  shell,
moderate Plus profile -
Smooth Round Moderate
Plus Profile Gel Breast
Impiant  Cohesive |,
volume 150 ml

Hunnanrar
MOJIOYHOR  xene3n
xpymnit ¢ raagkoi
ofonovxof, c
CHIIMKOHOBBIM TENEM,
cpennmit nmoc
npodune - Smooth
Round Moderate Plus
Profile Gel Breast
Implant Cohesive 1,
ofeém 150 mn

150

95

29

155,

350-17518C

Round gel breast implants
with  smooth  shell,
moderate Plus profile -
Smocth Round Moderate
Plus Profile Gel Breast
Implant  Cohesive I,
volume {75 m)

Hunpanrar

MONOMKHOK  xenesnt
Kpyrnui ¢ raaaKod
oBonouxoi, <
CHIHKOHORKIM TeACM,
cpeanuii wnoc
npodwuis - Smooth
Round Moderate Plus
Profile Ge) Breast

175

100

31
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Buicrynawman
ascTn** (mpodmnn /

Ofwenm*, M4, Iimpuna™*, MM, Macca, 1,
Homep me xaTanory / AORYCTRMOE OTI/I0nCREE aenycTUMOE u::e.n;nc::);:u, AenycTHMee
Catalog nusmber Description Onncanne +2,5% . oTRAoReAne 10 % oTxnonense £ 10 % orxaomenne = 3% /
Vimemivi | W | T | Mg
? tolerance, mm £ 19
%
Implant Cohesive 1,
obwsém 175 un
Hmnnawrar
MoJoTHOH  xENEIW
Round gel breast implants | xpyrneit ¢ rmagxo#
with smooth  shell, | oborouxoii, c
moderate Plus profile - | cumxonosny renem,
350-2001BC Smooth Round Moderate | cpenumit moc 200 105 32 205,7
Plus Profile Gel Breast | mpodune - Smooth
Implant  Cohesive |, | Round Moderate Plus
volume 200 ml Profile Gel Breast
Implant Cohesive 1,
ofiném 200 mn
Hmnnawrar
MonouHoit enesn
Round gel breast implants | xpyrmuii ¢ rraaxof
with  smooth  shell, | obonouxoii, c
moderate Plus profile - | cunnkonoBum renem,
350-2251BC Smooth Round Moderate { cpennui nmoc 225 109 13 2304
Plus Profile Gel Breast | npopnns - Smooth
Implant Cohesive 1, | Round Moderate Plus
volume 225 mi Profile Gel Breast
implant Cohesive 1,
obném 225 Mmn
Round gel breast implants | Umnnautat
with  smooth shell, | monoumoii xenesnt
moderate Plus profile - | xpyrmiii ¢ rnaaxolt
350-2501BC Smooth Round Moderate | ofonouxoi, ¢ 250 113 34 255,6
Plus Profile Gel Breast | cunnxonoBM renem,
[mplant Cohesive |, | cpeanust nmoc
volume 250 ml npotuns - Smooth
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N
Obrnem*, M, LInprRa*™, M, “:“ ("p;‘:::” Macea, r,
ACIYCTHMSE OTKIOBEHRE MO " N i JIOMYCTHMOC
Ho(n:t ealn o “mb:rw ! Description Onecanue +2.5% oTKIoneHNe + 10 % m-w::unz:::':lell o, | OTknORenme +3%/
aMaloz num Volume, ml, with Width, mm, with Projection with Mass, g, with
toleramee +2,5% tolerance, 10 % tolerance, mm & 10 tolerances = 3%
Y%
Round Moderate Plus
Profile Gel Breast
Implant Cohesive 1,
obvém 250 mn
Hunnaurar
MONOUHOR  enesn
Round gel breast implants | xpyrnmit ¢ rasago#
with  smooth  shell, | oSonouxod, <
moderate Plus profile - | cuauxonossiM renen,
350-2751BC Smooth Round Moderate | cpeannii nmoc 275 117 35 280,2
Plus Profile Gel Breast | npopume - Smooth
Implant  Cohesive [, { Round Moderate Plus
volume 275 ml Profile Gel Breast
Implant Cobesive I,
o0uén, 275 mn
Huniasrar
MONOYHON  Xeme3nl
Round gel breast implants | xpyraw#t ¢ rnaaxoi
with  smooth  shell, | oGonouxoii, ¢
moderate Plus profile - | cHnuKoHOBRIM renem,
350-3001BC Smooth Round Moderate | cpeanmii IWHOC 300 120 36 305,5
Plus Profile Gel Breast | npodpum. - Smooth
Impiant  Cohesive I, | Round Moderate Plus
volume 300 ml Profile Gel Breast
Implant Cohesive 1,
00wEM 300 Mn
Round gel breast implants | Hmonantar
with  smeoth  shell, | Monounoit  wenesn:
350-3251BC moderate Plus profile - | xpyrmwit ¢ rnankoit 325 123 38 3310
Smooth Round Moderate { ofonoukoit, c
Plus Profile Gel Breast | cuauxoHoBEIM resem,
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BoicTynaomas

Obnem*, M, illnpuna**, MM, q.:;:::t:“" I":'u'l Macea, 1,
JA0OYCTEMOS OTENSHEHHE Moe > Aemycramoe
H“g?‘lm m“‘:::y' Description Onncanne +2,5% orxnonenne =10 % mnym:oleﬂ% oTicomene £ 3% /
Atalog num Volume, ml, with Width, mm, with  rolection with Mass, g, with
tolerance + 2,5% tolerance, £10% | " Jm nwithe | tolerancesx3%
%
lmplant  Cohesive |, | cpemmii mnoc
volume 325 ml npobuns - Smooth
Round Moderate Plus
Profile Gel Breast
Implant Cohesive I,
0bbEm 325 Mn
HmunnanTar
MONIOWHOH  Xeness
Round gel breast implants | xpyrmmiéi ¢ rnagxoit
with  smooth  shell, | oGonoaxoii, [V
moderate Plus profile - | cunnkOHOBBIM reses,
350-3501BC Smooth Round Moderate | cpeannii e 350 125 39 3553
Plus Profile Gel Breast | npoduns - Smooth
Implant Cohesive 1, | Round Moderate Plus
volume 350 ml Profile Gel Breast
Implant Cohesive I,
obsém 350 mn
HUmnnanrar
monouHoli EeneIw
Round gel breast implants | xpyrnuii ¢ raagxod
with smooth  shell, | oGonouxoii, c
moderate Plus profile - | cunukonoseiM reacu,
350-3751BC Smooth Round Moderate | cpeannis nNoC 375 128 40 379.8
Plus Profile Gel Breast | npo¢uns - Smooth
Implant Cohesive I, | Round Moderate Plus
volume 375 ml Profile Gel Breast
[mplant Cohesive I,
00uEM 375 mn
Round gel breast implants | Mmrnasrar
350-4001BC with  smooth  shell, | Mmonounoli  wenesm 400 131 40 405,8
moderate Plus_profile - | xpymmii ¢ raamkoil
32
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BrictyRaemas
Lild
O6vem*, au, IHwpana**, Mm, ‘u:“ (.p:‘::” Maces, 1,
ACHYCTHMO? STKIOHEHEE Moe POCIRNR), MM, AomycTEMoOe
I-Iogep ne m‘::'w Description Onncanne +2,5% eTknonenne = 10 % muw:::oleo % oTxneHewne £ 3% /
atalog number Volume, mL, with Width, mm, with | SRS Mass, g, with
tolerance = 2,5% tolerance, = 10 % tolerance, mm 10 tolerances £ 3%
%
Smooth Round Moderate | oSonouxoit, c
Plus Profile Gel Breast | cuankoHOBBIM TefeM,
Implant Cohesive |1, | cpeannti o
volume 400 ml npo¢unby - Smoath
Round Moderate Plus
Profile Gel Breast
Implant Cohesive I,
obnénm 400 mn
Hmunasxrar
MonouHOH  mene3n
Round gel breast implants | xpyrasdi ¢ rraaxod
with  smooth  shell, | oSonouxol, ¢
moderate Plus profile - | crmxonoseim renem,
350-4501BC Smooth Round Moderate | cpeaunii nmoc 450 136 42 4544
Plus Profile Gel Breast | mpopuns - Smooth
Implant Cohesive [, | Round Moderate Plus
volume 450 ml Profile Gel Breast
Implant Cohesive |,
obném 450 Mn
HmMnaanTar
MOSIOMHOH  menesn
Round gel breast implants | xpyran# ¢ raaaxol
with  smooth  shell, | oSonouxoi, ¢
moderate Plus profile - | cHauROHOBRIM resem,
350-5001BC Smooth Round Moderate | cpeammii nmoc 500 141 43 504,0
Plus Profile Gel Breast | npogmns - Smooth
Implant  Cohesive I, | Round Moderate Plus
volume 500 m! Profile Gel Breast
Implant Cohesive 1,
0b1ém 500 Mn
33
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BuicTynawoiag

L 1
Ofnem™, ma, lapana**, MM, “:"' ('z;"::! Macea, 1,
HoMep no xaranory / AOMYCTRMOS OTKIOHENRE AoayCTHMO® m‘; .o AonycTHMOE
Catalog number Description Omncanne +2,5% oTxknoHenne £ 10 % orronenme 10 % orxaoneHne = 3% /
Volume, ml, with Width, mm, with Projection with Mass, g, with
tolerance =2,5% tolerance, + 10 % tolerance, m + 10 tolerances £ 3%
Y%
WMnnaurar
MONIOYHOH  xenesul
Round ge!l breast implants | xpyrneii ¢ rnagkol
with smooth  shell, | oGonouxofi, ¢
moderate Plus profile - | canmkoHOBBIM renem,
350-5501BC Smooth Round Moderate | cpemmit (e 550 146 45 554,6
Plus Profile Gel Breast | npoguns - Smooth
Implant Cohesive |, | Round Meoderate Plus
volume 550 ml Profile Ge! Breast
Impiant Cohesive 1,
obméEM 550 may
Hmnnanrar
MOZIOYHOH  Kene3sl
Round ge! breast implants | kpyranii ¢ rnagkoi
with  smooth  shell, | oGonouxoit, ¢
moderate Plus profile - | cumikoropsIM reness,
350-6001BC Smooth Round Moderate | cpeannuit nmoc 600 150 46 6054
Plus Profile Gel Breast | npodunes - Smooth
Implant Cohesive [, | Round Moderate Plus
volume 600 ml Profile Gel Breast
Implant Cohesive 1,
obném 600 Mn
Hmnnanrar
Round gel breast implants | monouno#i  wenesnt
with  smooth  shell, | xpyrnuii ¢ rnagkoit
moderate Plus profile - | ofonouxoi, c
350-7001BC Smooth Round Moderate | cunnkoHoBRIM renes, 700 158 49 703,7
Plus Profile Gel Breast | cpennmii IWTOC
Implant Cohesive [, | npoduns - Smooth
volume 700 m| Round Moderate Plus
Profile Gel Breast
34
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Bucrynawuas

Implant Cohesive I,
obném 800 Ma

*k
Obnem®, M, Ilinpuua**, MM, AacTh ms-m” Macea, 1,
Hoxep 1o kaTanory / AONYCTRMOC OTRISBLHAE AomycTHMSE nl::lymuoe AonycTuMoe
Description Onucanne +2,5% oTRAOREHRE £ 10 % £10% | Overencume %/
Catalog Rumbec Volume, ml, with Width, mm, with “:::jm.“” with Mass, g, with
tolerance +2,5% tolerance, = 10 % telerance, mm 10 tolerances £3%
%
Implant Cohesive I,
oOnEM 700 mn
Hmruiamrar
MonouHofi  xeneau
Round gel breast implants | kpyraeii ¢ rnagxod
with  smooth  shell, | obonouxoft, c
moderate Plus profile - | cHIMKOHOBRIM TenieM,
350-8001BC Smooth Round Moderate | cpeanuit nmoc 800 165 51 801.4
Plus Profile Gel Breast | npopuns - Smooth
Imptant Cohesive |, | Round Maoderate Plus
volume 800 ml Profile Gel Breast

“Cozzacno cmandapmy ISO 14607 npouseodumenn xonmposupyem ofvem usmnisanmama ¢ donycrmumoin omizonensem + 2,5%. / According to I1SO 14607, the manufacturer controls the
implant volume with a lolerance of £ 2.5 %. **Cozaacro cmandapmy ISO 14607 ne 3ar03en0 cmaHOGDMHCE OMRIONEHUE 8 20DAPUMNBX PAIMEPAX UMIAGHINGNG, YKAIAHO CMANOGPIINOE
omxRonenue 2abapumusex pasmepos uMnaanmama cozsacno FOCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the averall 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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HMRASHTAT Mos10uHo# xenelst kpyrandi ¢ raagkoil obonouxoil, ¢ cRAHKOBOBLIM renem, cpeannii nawe npodusns Xira - Smooth Round Moderate
Plus Profile Xtra Gel Breast Implant/ Round gel breast implants with smooth shell, moderate Plus profile Xtra - Smooth Round Moderate Plus Profile
Xtra Gel Breast Implant
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BotcTynaroman

& qACTD *R mm
Obfrem*, Ma1, AOBYCTAMOR lll;:“l;m ’;"’ (::), oy / Macca, 1, JOKYCTAMOC
Hogep no KaTanery / Description Ousicanne oTknonenwe = 2,5% .' ge 10 % ’M" Eny' E‘mn - oTcaoncnne = 3% /
atalog number Voume, ml, with oTER Mass, g, with
tolerance + 2,5% Width, nms, with | ornomenme10% | o 0000y 30,
tolerance, = 10 % Projection with
tolerance, mm £ 10 %
HmMonanTar  MOAOTHONR
Round gel breast
implants with smooth x:e.nu:ﬁ 'pﬁ y";u:ﬁ :
shell, moderate Plus &mn‘:couosw Km;eu
SMPX130 m’rg ;({tra’- st“:]’,‘;:: cpeminii uoc mpodHaL 130 89 3i 1350
Profile Xtra Gel Xtra - Smooth Round
Breast [mplant, Moderate Plus Profile
volume 130 m! XtraGel Breast Implant,
obpém 130 mn
Round gel | HMmmantar  MONO9HON
implants with smooth | XSIE  EPYTINA ¢
shell, moderate Plus CUTHKOHOBMIM m
SMPXi60 profile Xira - SmOOh | cpemmii moc mpodms 160 95 33 164,8
Profile XtraGel | nivs, - Smooth Rourd
Breast Implant, erate _ Hlus N
volume 160 ml Xtra Gel Breast Implant,
. obuém 160 mn
Huaonanmar  MomouHoit
Round gel breast
implants with smooth HONCIL ozir mﬁ_ ¢
shell, moderate Plus | " ROH OmoH, ¢
CHIHKOHOBhIM TEReM,
SMPX190 profile Xtra - Smooth | cpesmadt nmoc mpojwn 190 100 34 194,9
Profile Xtra Gel Xtra - Smooth Round
Breast Implant Moderate Plus  Profile
volme 130 ™ | Xtra Gel Breast Implant,
obsEM 190 Mn
Round gel breast HMmnaanTaT  MONOWHOM
implants with smooth | wenean  kpyrastii ¢
SMPX215 shell, moderate Plus | rnanxoit ofonouxoi, ¢ 218 104 36 220,3
profile Xtra - Smooth | cunuxopoBwM  remeM,
Round Modevate Plus | cpeaunit nnoc apopune
37
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Beictynaomas

i 'ﬂm** npmn /
OGnem*, M, ﬂoﬂ)’“‘::"’ m::;:;rmnn;:“ ' llpoelc:n), m: Maeea, r, mmr
OTKAOuCANE
Hog:a ;ln mw ! Description Onwcanne MJ:I:‘::;':: :rl’fh orxienenue £ 10 % AomycTRmoe Mass, g, with
of tolerance + 2,5% Width, mm, with oTxAeHenNe = 10 % tole +3%
tolerance, + 10 % Prejection with
tolerance, mm % 10 %
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Modecrate Plus  Profile
volume 215 ml Xtra Gel Breast Implant,
obuéM 215 mn
Hmnnawtatr  MONOMHOMA
Round gel breast
implants with smooth :f”e“:i 0601 !nmlﬂﬂ :
shell, moderate Plus | "o "
ﬁle Xtra - Smooth CHANKOHOBBIM TCACM,
SMPX240 ?n?un 3 Moderate Plus | CPEAsMI mmoc mpodium. 240 108 37 2450
Profile XraGel | X2 - Smooth Round
Imolant Moderate  Plus  Profile
vB ol'“"me zj"om* Xtra Gel Breast lmplant,
o0pém 240 mn
Round gel HunnantaT  MonouHofi
. . #f c
implants with smooth Aefeas  EPYTRM
SMPX270 B Xra - SOt | cpemumii noc npoum 270 14 38 2750
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Moderate Plus Profile
volome 2,}’0 i Xtra Gel Breast Implant,
abném 270 mn
Round gel breast HMInanTar  MOJNOMHOH
implants with smooth | X638 KpyramA ¢
shell, mod Plus raaaxoli  obosouxolt, ¢
file Xtra - Smooth | CHIKKOHOBEM  rencu,
SMPX295 Round Mod Plus cpennnli wnoc npodais 295 115 40 299,6
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Moderate Plus  Profile
volume 295 ml Xtra Gel Breast Implant,
o0BeM 295 Mn
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BuicTynswuian

Illupuaa™*, MM, 9acTe** (mpodman /

Homep no ! Oﬁuum*;nu:,“n::y 2,5% RomycTRMoe mPOCKMRA), MM, Msﬁ’o:,:l:eé 3%/
C:tl:l n“';::y Description Onncaxme Vol ml. with oTkRoncEme = 19 % JAonyCTAMOE Mass, g, with
bog pum wime, o, Width, mm, with orxnonesnne + 10 % &

tolerance £2,5% tolerance, + 10 % Projection with Solerances 3%
tolerance, mm * 10 %
Humnawrat  MonowHol
Round gel breast
implants with smooth Wenesu  Kpyrmst - c
shell, moderate Plus | F1RAKOR oGonotxoil, c
profile Xtra - Smooth | SWFROUOBNM | TEieM,
SMPX325 Round Moderate Plus cpeanuii oc npoduns 325 119 41 329.8
Profile Xtra Gel | s - SMooth Rownd
Breast Implant, e s €
volume 325 mi Xira Gel Breast foaplent,
ofpém 325 Mn
Hummanrar  Mostomod
Round gel breast
implants with smooth mes;;i oﬁonol Y Hﬁﬁ ¢
shell, moderate Plus | 00 HEOH, €
proﬁle Xira - Smooth CRITHROHOBLIM reneM,
SMPX350 Round Moderate Plus cpearnil mwnoc npoduis 350 123 41 355.2
Profile Xtra Gel Xtra - Smooth Round
B Imptant, Moderate Plus  Profile
volume 350 ml Xtra Gel Breast Implant,
00BEM 350 M
Round gel | HWwmnasrar  Monowwol
. " Xenesnl  Kpyramih ¢
’;ﬂf‘s with smooh | rmanwoli  obonosxof, ¢
profile Xtra - Smooth CHIHKOHOBRIM TeReN,
SMPX370 Round Moderate Plys | SPORHHA mmoc npoduns 370 126 41 374,7
Profile Xtra Gel Xtra - Smooth Round
B Implant Moderate Plus Profile
volume 370 ml’ Xtra Gel Breast Implant,
obuém 370 ma
Round gel breast MMnuanrar  MOsSIOMHOM
implants with smooth | xenesst  xpymmit ¢
SMPX405 shell, moderate Plus | rnaaxoit oBonouxoit, ¢ 405 127 44 408,9
profile Xtra - Smooth | CHIMKOHORMM  resieM,
Round Moderate Plus | cpeannii nmoc npodmre
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qacTa** {Dpodnuas /

Ofnem*, ma, fonycTHMOE 1iapmna®s, uu, N Macea, r, TonycTHMOE
ROMyCTHMOE TPSEKINE), MM, +
Homep wo xatanory / Description Onucanue oTKAoHenne = 2,5% oTER e 10 % 2 . oTwnoHenne + 3% /
Catalog number Volume, mi, with onenn “" THM Mass, g, with
tol £25% Width, mm, with onwienenne + 10 % tol +£3%
crance tolerance, = 10 % Projection with Mrances
tolerance, mm £ 10 %
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Moderate Plus Profile
volume 405 mi Xtra Gel Breast Implant,
obrém 405 mn
Hmnnawrar  MonoyHol
Round gel breast
. . xenes  Kpyrieid ¢
implants with smooth
shell, moderate Plus | © """‘”"mmmmw O
SMPX440 m; :im{ smm cpeannii Mo npodnis 440 131 45 4446
Profile Xtra Gel a':‘mtes"‘#“’ m"
Breast Implant, us ¢
volume 440 ml Xtra Gel Breast Implant,
obbém 440 mn
Humnawrar  monouroi
Round gel breast
implants with smooth me'ss:i rpyrm::“ €
shell, moderate Plus m"“‘“‘“m“‘”m ot m’w"’
SMPX490 B e onen | cpennwii nmoc_mpodwm 490 136 47 4932
Profle Xra Gel | Mcd "Bl prafle
Implant, te us €
volume 490 mal Xua Gel Breast Implant,
obném 490 mn
Round gel Umnnawtar  MomouHOlH
implants with smooth mﬁ xpyrnuﬁ“ ¢
shell, moderate Plus | T"aAkoA oonouxod, c
P“Oﬁ"e Xtra - Smooth | CPVIMKOHOBIM  rerem,
SMPX545 Round Moderate Plus cpeannii wmoc npobnre 545 140 49 5476
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Moderate Plus Profile
volume 545 ml Xtra Gel Breast Implant,
obuén 545 mn
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Brictynanmas
i L2
*, ML, AeNYeTHMOe m"’"::m: ;"' “mc"' K:::"')‘ ""““’ Macea, r, IOmYCTHMOR
m KSTRNOY y {7 mn’ 1
N moe / Description Onacanne eTERNRRe & 2,5% ornonenne = 10 % MOMyCTRMe ornomemme £3% /
Cataleg mumber Yolume, ml, with with £10% Mass, g, with
tolerance £ 2,5% Width, mm, ovkaencnne tolerances + 3%
tolerance, = 10 % Projection with
tolerance, mm + 10 %
Umnnantar  MonouHOMN
Round gel breast
implants with smooth me:mﬁ Gonl Y ﬁn ¢
shell, moderate Plus | T oRx0%  ODOJIOUKOH, €
CATNROHOBLIM reneM,
SMPX605 profile Xtra - Smooth | cpemsuii nuoc_npogmis 605 145 51 608,0
Profile Xtra Gel Xtra - Smooth Round
Breast Implant, Moderate Plus Profile
volume 605 ml Xtra Gel Breast Implant,
0GBEM 605 M
HMmuianTaT  monounoi
Round gel breast
. . XenesH  XpyIBiE  ©
e ¥ib o | gt okonot, ¢
SMPX645 profile Xtra - Smooth | ZUCEET . 645 51 649,1
Round Moderate Plus | SPEARR TUTIOC npodis 149 ’
Profile Xtra Gel | 78 - S"“l;f"’ R"‘:i“d
B Implast, Moderate us Profile
volume 645 ml Xitra Gel Breast Implant,
obnEn 645 M
R 3 gel HNarvanrar  MoZIONHOMR
. . # o c
implants with smooth | 2orcam  XPYTAM
shell, moderate Plus :;nmm“ oSonouxoit, ¢
SMPX755 profile Xtra - Smooth 2 oomoc Tpodem. 7 54 758,0
Round Moderate Plus | SPeRH ¢ m""”“’“’ 755 15 .
Profile Xra Gel | X2 - Smooth Round
Breast Implant, Moderate Plus Profile
volume 755 ml Xtra Gel Breast Implant,
obneM 755 mn

*uezacnn cmandapmy ISO 14607 npoussndumes kosmposupyem oleesm SVnwnimama ¢ donycnissione omeroseniey + 2,5%. / According 10 1SO 14607, the mamfacturer controls the implant volume with a tolerance

of 2.5 %

**uzroene cmundapmy IS0 13607 ie IOMENO CRUNOGDIMROE (IMKIONEHIE 8 SOBUPWINOIK PUINEPAR RATLYUHINIG, YRONING CHUNIGINNDE OBRIONENIe 20DADINHLIX PaTuepos wtimusna cocaacna FOCT 31619 ~ 2012,/ According
to the ISO 14607 ssandard there is no siandard deviation in the overall dimensions of the implani, the standard deviation of the overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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FIMILIAHTAT MoouHoii %ee3nl KPYTabti ¢ raaakoil 060109xK0oil, ¢ CHIRKOHOBLIM reeM, BLicoxHH npoduas Xtra - Smooth Round High Profile Xtra
Gel Breast Implant / Round gel breast implants with smooth shell, high profile Xtra - Smooth Round High Profile Xtra Gel Breast Implant
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BricTynaouias
¢ 1] L3 4
Obren*, s, xom Illup=na '; on:u, qYACTDH ::mu M r, Roay e
KATAJIOLY 5 AomycTH mpoex *
H'g:;;‘ sumber 4 Description Onucaune m‘:; :l’fh% erkaonenne + 10 % ROTNYCTHMOE mll l'"e': with
€ tol ’ +2.5% Width, mm, with oTxnoaecnne = 10 % R +3%
erance tolerance, + 10 % Projection with olerances
tolerance, mm + 10 %
Round gel ¢ Wmnnanrar  Monoyuot
implants with smooth | X7e% mﬁ ¢
shell, high profile Xtra "‘”":;uow“ enen
SHPX150 - Smooth Round High | V™ ’ 150 83 41 1528
Profile Xtra Gel erCOkHE npodums Xira -
Implant Smooth Round High
V&O“’mm‘e 0 ;’0 o Profile Xtra Ge! Breast
Implant, 06uEM 150 Mn
HUMIDIaHTET  MOTOMHOH
Round gel breast
implants with smooth rm““ wﬁ m::“ ﬁ
shell, high profile Xtra CHAHKOHORBIM N
SHPX180 « Smoath Round High reaeM, 180 88 4 183,5
Profile Xtra Gel | Zvicoxult npogun, Xtra -
Breast Implant Smooth Round High
volume 130 ml Profile Xtra Gel Breast
Implant, o6vEm 180 Mn
Hunnawtat  mMonouso
Round gel breast
implants with smooth mesa; ogmugn, ¢
shell, high profile Xtra mmw"""‘ ¢
SHPX200 - Smooth Round High Tenee. 200 92 45 203,6
Profile Xtra Gel | "coKui npodum, Xtra -
Breast Implant, Smooth Round High
volume 200m] | Profile Xtra Gel Breast
Implant, o6n&m 200 Mn
Round gel t Hmnnawtatr  monoMHoOHi
implants with smooth me:n::i xpymuﬁn z
shell, high profile Xtra mmm“‘”mm b
SHPX235 - Sr;mo?g:el;(o::(é:!;gh - Wms‘xmm'm‘_ 235 95 49 238.5
Breast Implant, Smooth Round High
volume 235 ml Profile Xtra Gel Breast
Implant, 061.8m 235 Mt
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Beicrynaioman
Qt‘ s *& ’
OGrem®™, MR, AOmyCTEMOe m;opn;::m;" Ww' "(2;:’:::' Macea, 1, mm?e
Hogep 1o xx wberln“ ¢ Description Onncanne o'l"{ulonen-elt:gh/o orxienenne £ 10 % JOBYCTRMOS m";‘mm
atalog num ) o‘l’e ume, l: '2 5% Width, mm, with oTknonenne + 10 % tole +£3%
rance tolerance, + 10 % Prejection with TRRCES
tolerance, mm = 10 %
HWmnnawrar  monouro
_ Roundgelbreast | 0 0 wpyrmai ¢
implants with smooth & obonouxoli. ©
shell, high profile Xtra m’ "wm“ HOBBIM *
SHPX260 - Smooth Round High renes, 260 9 50 263,9
Profile Xtra Gel | BHCOKHA Apoguns. Xtra -
Breast Implant, Smeoth Round High
volme 260mi | Profile Xtra Gel Breast
Implant, oGuém 260 mn
Hmnnantar  mMoncyHoi
Round gel breast
implants with smooth | X%k EPYOME ¢
shell, high profile Xtra | TVEL CMOTOR
SHPX285 - Smooth Round High HOBR! ? 285 103 50 288.,6
Profile Xtra Gel BmicoRHi npodmns Xtra -
Breast Implant Smooth Round High
; Profile Xtra Gel Breast
volume 285 mt Implant, 0GbEM 285 s
Round gel breast HAMIEXRRTEY :::;woi‘;
implants with smooth r " :62’1 ouKol. ¢
shell, high profile Xtra CHITHXOHOBHIM m;eu
SHPX335 - Smooth Round High * 335 107 54 3380
Profile Xtra Gel | BHCOKHR npoduns, Xira -
implan Smooth Round High
M&Wm‘e e e | Profile Xtra Gel Breast
Implant, 06vém 335 Mn
Hmmnaerar  MonogHOH
Round gel breast
implants with smooth :aermuu oﬁrgyn;grﬁ, z
shell, high profile Xtra HOBBIM  Tene
SHPX355 - Smem)(m ((13 l:llgh chmm f npoduns Xtra - 355 110 55 3578
Breast Implant Smooth Round High
volume 355 m Profile Xtra” Gel Breast
Implant, ofuém 355 Mn
4
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BsscTrynssouzas
t1] NN wu
Obnem*, mn, nenycranoe mm::m;‘:"’ uacTh “’i ns), "u:'! Macca, r, foEycTHMSE
Hemep no xaTagory / Descripth On oTkaomenne + 2,5% - Mzneﬂo% *pa . oTkaoHenne = 3% /
Catalog aumber n weRHES Volume, ml, with o Aoy 0% Mass, g, with
tolerance + 2,5% Width, mm, with oTIoRenme £ | colerances £ 3%
tolerance, £ 10 % Projection with
tolerance, mm 10 %
o el | PR S
implants with smooth S ool ¢
shell, high profile Xtra TTRIED *
SHPX380 - Smooth Round High | STHXOOBMM. TeacM, 380 13 55 383,1
Profile Xtra Gel | PHCOKHi npodw, Xira -
B Implaat, Smooth Round High
volume 380 ml }’roﬁle Xtra_ Gel Breast
mplant, c6bEm 380 Mn
Hunnaratr  MonouHoik
Round gel breast
implants with smooth :tenm:ﬁ wﬁo J:::ﬁ 2
shell, high profile Xira cmomuu reI;eu
SHPX415 - Smooth Round High # s Xira ; 415 115 58 4183
Profile Xuwa Gel S ”'I Rl b d Hi
Breast Implant, Profile X oua B igh
volume 415 ml i Gel Breast
Implant, o6uém 415 ma
HmnnantaTr  MonmouHOH
Round gel breast
implants with smooth :m: ogyrnuﬁ“ z
shell, high profile Xtra m"”gm Hu‘”"“ e
SHPX450 - Smooth Round High MKOHOB M. 450 119 59 452,6
Profile Xtra Gel | 2ucOKw# mpogpuns, Xira -
Breast Implant, Smooth Round High
volume 450 m! Profile Xtra Gel Breast
Implant, obuén 450 mn
Humnanrar  Monoynoll
Round gel breast
implants with smooth | e g;mg ¢
shell, high profile Xtra mmmmw iy
SHPX465 - Smooth Round High i 1xemeu. 465 121 58 467,1
Profile Xtra Gel | SueOKnit npoguas Xira -
implant, Smooth Round High
VBO‘“SI um‘e atsmi | Profile Xira Gel Breast
Implant, 0658 465 w1
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BricTynawnas
* 1] L 2 ] EM." ,
Obnem*, ML, AODYCTEMOS lllm;u, “::emim}, uu,b Maces, r, JONYCTRMOR
Homep no xatanory / Description Onucaume oTkaonenne + 2.5% aTicIomenRe 10 % RomycTHMOE oTknoHemme + 3% /
Cataleg number Yelume, ml, with Mass, g, with
Width, mm, with orknonenne = 10 % tolerances + 3%
tolerance &:2,5% tolerance, £ 10 % Projection with .
tolerance, mm £ 18 %
HMnrawrar  MONOMHONR
Round gel breast
implants with smooth | =TS X """:gﬁ ¢
shell, high profile Xtra CHIHKOHORIM m;eu
SHPX490 - Smooth Round High | & » 490 125 58 493,1
Profile Xtra Gel | BcOKu# npoguns Xira -
Breast Implant Smooth Round High
b 4;’0 | Profile Xtra Gel Breast
Implant, ofmém 490 Mn
Hmnsasrar  MoOnouHOH
Round gel breast
implants with smooth [ ¥ &P Y";‘;‘i‘m ¢
shell, high profile Xlra CHIMKOHOBRIN venEM, , 6 5369
SHPX535 - Sn;nmo%:aem%:i;gh Bsm ::l:“ — x:;l; 535 127 A
m Round
Breast 0PIl | Profile Xira Gel Breast
Implant, 0bném 535 Mu
Hmnnayrar  MonouHOR
Round gel breast
implants with smooth :eeaeu; ‘w”;::m :
shell, high profile Xtra cmn obouto
SHPX595 - Smooth Round High HOBLM 'x'"m‘ 595 131 63 596,1
Profile Xtra Gel | DvicOX¥H mpogmm, Xira -
| S0 R it
tra
volume S9Sml | 1 lane ofnése 595 un
HMmnaHrar  MONOuHOR
Round get breast
mpans v oo | 2% S
shell, high profile Xtra " :
SHPX650 - Smooth Round High w"u m"““"ﬁwm' uns'Xeram‘: 650 135 65 6516
Profile Xtra Gel RF od d Hi
Breast Implant, | Seoth  Round - High
volume 650 ) Profile Xtra Gel Breast
Implant, o6béM 650 Mn
46




Buictynawinan
Obnew*, s, xonycrasoe Ilispuna**, mm, wAcTE ("1!;"9'-‘"-1 Macca, 1, somycTaMoe
’ NOMYCTRMOE OPOeKNES), MM, ’
“ogm mb:? ! Description Onncaune mﬁlﬁ: :fi’fh% oTkAsncane + 10 % AONYCTAMOS meu:’ew‘*:l% !
tolu-am:e +2.5% Width, mm, with oTknonenue + 10 % tolerances £ 3%
tolerance, = 10 % Projection with
tolerance, mm x 10 %
HMMnnanTar  MoOnodHOR
Round gel breast
implants with smooth xenen.;i og?':-l:mﬁ 2
shell, high profile Xira znn?ll:c?;mmun x:el;eu
SHPX700 - Su;ooot_t:: mg}l:;gh ascoxt npods Xira - 700 141 65 7034
Bm;; Implant Smooth Round High
volume 700 ml Profile Xtra Gel Breast
Implant, obném 700 Mn
Hunnaarar  MoOnouHOM
Round gel breast
implants with smooth | enes¥ - HPYT ""‘:m ¢
shell, high profile Xtra CHHKOHOBMIM
SHPX755 - Smooth Round High . rena, 755 144 67 758,0
Profile Xtra Gel BLICOKNH npodwms Xtra -
Breast Implant, Smooth Round High
volume 755 mi | o Xun Gel Breast
mplant, o6vémM 755 Mn
Huanaurar  Monoukolt
Round gel breast
implants with smooth | *e1ese! ""y”“::ﬁ ¢
shell, high profile Xura | K0 obonosko, ¢
SHPX790 - Smooth Round High | SWIMROHOBEM ~ TeeM, 790 148 67 792,6
Profile Xtra Gel | 2HCOK#H npodum. Xtra -
B fmplant, Smooth Round High
volume 790 ml Profile Xtra Gel Breast
Implant, o6sém 790 Mn

*Cozracuo cmanoapmy IS0 14607 npouseodumens xoumparupyen obvem unraanmama ¢ donvemumss omxronenues * 2,5%. / According io 15O 14607, the manufacturer controls the
implani volume with a tolerance of + 2.5 %.
**Cozzacno crmandapmy ISO 14607 ne 3aroaceso crandapmuoe OmxRoHerue & 2abapumisix pamepax UMNAGHITIMA, YKA3aHC CHIAROGDIMNHOE OMKIORENNE 200ApUMNBL PasmMepos

usnranmama cozracso FOCT 31619 — 2012./ According to the ISQ 14607 standard there is no standard deviation in the overall dimensions of the implant, the siandard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MEPEYEHb U ONIMCAHNE MATEPMAJIOB U3TOTOBJIEHHS MM | LIST AND DESCRIPTION OF MD MATERIALS _

(mponssoautens: NuSil Technology Europe), nometneHHbI#H
MENy ABYMS CJIOAMM moaHanMMcTHncuinokcaHa MED-6649
(npounssoautens: NuSil Technology LLC) B coueranun ¢
I71aCTOMEPOM  BLICOKOH cTemeHH koHcucTeHunn MED 4735

(mpousBoauTens: NuSil Technology Europe)

HanveHoBanue Marcpnan MH Name Material of MD
) mapka/ obuas ¢popmyna Trade / Common Name

O6onouka Onuu Gapsephbulit cnoit nonuandennncunokcana MEDI1-6609 | Shell One barrier layer of Polydiphenylsiloxane: Nusil MEDI-6609
(npoussoautens: NuSil Technology Europe), nomemeHHbIi {Manufacturer: NuSil Technology Europe) imbedded between two
MCXKAy ABYMA CIOSMH mnoauauMeTwicunokcaHa MED-6649 layers of Polydimethylsiloxane: Nusil MED-6649 (Manufacturer: NuSil
(nponssoantens: NuSil Technology LLC) Technology LLC)

Hanonuwurens UyscTBuTennHas rencsas cuctema Medical Implant Grade | Filling Medical Implant Grade responsive gel system (Cohesive | MED3-6300
(Cohesive 1 MED3-6300 (npouseoautens: NuSil Technology (Manufacturer: NuSit Technology Europe)
Europe)

Haknaaka Onnu Gapbepuuiit croit nonuaudpernncunokcana MED1-6609 | Patch One barrier layer of Polydiphenylsiloxane: MED1-6609 (Manufacturer:

NuSil Technology Europe) imbedded between two layers of
Polydimcthylsiloxane: MED-6649 (Manufacturer: NuSil Technology
LLC) in combination with high consistency elastomer MED 4735
(Manufacturer: NuSil Technology Europe)

JlaszepHas MapKHpOBKa

CumxoHoBsiii dnacromep MED 4750 (TMpoussoantens: NuSil
Technology LLC)

Laser Button

Silicone Elastomer: MED-4750 (Manufacturer: NuSil Technology
Europe))

[MokpbiTHE

Hucnepcuonnoe nokpsrre DOWSIL™ 92-009 (IMpoussoanTtens:
The Dow Chemical Company)

Dipcoat

Dispersion Coating DOWSIL™ 92-009 (Manufacturer: The Dow
Chemical Company)

Tun KOHTaKkTa McAMUMHCKOro u3aenus: Moctosuubiii (>30 nueii) KOHTAKT ¢ MArKuMH TKaHamu/ Medical device contact type: Lond-Term (>30 days) Tissue.

JAHHBIE O MAPKHPOBKE MH H EI'O YITAKOBKE

DATA ABOUT LABELING OF MD AND ITS PACKAGING

Onpenenenus 0603HaAYeHHH, YKA3aHHBIX HA MAPKHpOBKe*

Definitions of symbols used on the label*

HmMnnaHTaT MOTOYHOI XKeNc3bl KPYTAbIH € rnaakoi
000/104KO#, C CHIHKOHOBBLIM TI€JICM, BBICOKHH
npo¢uib - Smooth Round High Profile Gel Breast
Implant Cohesive I

VIMnnanTat Mos1o4yHO#M ene3bl KpyTiblii € riaakoi
000/104KOH, C CHIMKOHOBBIM TrejieM, BBbICOKHI
npo¢uns Xtra - Smooth Round High Profile Xtra
Gel Breast Implant

|| & B

HMnnaHTaT MOJIOYMHOI %Kene3bl KPYTIbIiA ¢ rinagkoi
0005104KOH, C CHTMKOHOBBIM IelIeM, CPEAHUH TUTIOC

Smooth Round High Profile Gel Breast Implant
Cohesive 1

Smooth Round High Profile Xtra Gel Breast
Implant

Smooth Round Moderate Plus Profile Gel
Breast Implant Cohesive I

E] =] @l

Smooth Round Moderate Plus Profile Xtra Gel
Breast Implant
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npodunp - Smooth Round Moderate Plus Profile
Gel Breast Implant Cohesive 1

HAmMnianTaT MonouHo xenesst Kpyrawli ¢ rnaakoit
060104KOil, C CHIHKOHOBLIM IelIEM, CPeIHMIE A
npoduns Xtra - Smooth Round Moderate Plus
Profile Xtra Gel Breast Implant

Smooth Round Ultra High Profile Gel Breast
Implant Cohesive I

S
4 H
-l

Volume 400 ml (according to version)

HMinanTaT MON0MHOIN XKenelnl Kpyranih ¢ rnaaxoit
000N04KOi, c CHJIMKOHOBRIM TeneM,
cynepepicokuii npodpum - Smooth Round Ultra
High Profile Gel Breast Implant Cohesive I

Batch code

Diameter, Projection

LOT
Serial number
SN :
l' Date of Manufacture

8 Use before
Catalogue number

B Quantity One
Oa

400 cc O6ém 400 Mn (B COOTBETCBHH ¢ BapHaHTOM
HCITONHEHHA )
Kon naprun
LOT
su Cepniinbii Homep
[ Jlarta m3roToRIcHHS
8 Hcnone3opats a0
Howmep no raranory
Conepxur 1 mr.

JHamerp, mpoexmust

Crepummzanig mapoM HIH CyXUM TETUIOM

M
'Y

Esponeickoe cooTBeTCTBHE

87 Il Sterilized using steam or dry heat
c E European compliance
U—K " | UK Conformity Assessment mark.
E o
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uDI

IMP]

N

Beb6-caiiT ¢ MHthopmaumel Ana nayueHToB

NpaeHTUMKaLmMs naumeHTa

[ata nmnnaHTayuu

MegULMHCKUIA LEeHTP UK Bpay
JleBas rpyfib - 3T0 MeCTO MMMAAaHTaLUU FPyaHOIo

nMmnnaHTarta

MpaBas rpyab - 3T0 MECTO UMMAHTALMWN TPYLHOTO
MMnnaHTaTa

YHUKaNbHbIA NAEHTU(HUKATOP U3eNns

MeguunHcKoe usgenue

MN3roToBuUTENb

AMUPOTrCHHO

MakeT Mmapknposkn MW Ha pyccKoM A3bike
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Date of Implantation

o+ Health care centre or doctor

Left Breast is the location of the implanted
breast implant

Right Breast is the location of the implanted
breast implant

Unique Device Identifier

Medical Device

IMD|

Manufacturer

Non-pyrogenic

Layout of MD labeling in Russian
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Kopa npoaykra:l |

MMnnaHTaT MO/TOYHO Xere3bl KpYr/blii € rnafaoi Mec
060/104KOW, C CUIMKOHOBbLIM renem o
ans
HanmeHoBaHWe BapuaHTa UCMNOJTHEHUS
wTp
O6BbéM; Imn NX-
O6nacTb NpUMeEHEHNS; Xpyprus koga

Ha3HauyeHune: MeguuuHcKoe nsgenune npegHasHavyeHo ans
YBENIMYEHUA NN PEKOHCTPYKLMM MOIOYHOM XKenesbl.
PervctpauymcxHoe ygoctoBepeHume: P3H XXXX/XXXX ot

XX, XXJ0O(X .

MpousBcauTensb: MeHTop Meaunkan Cucteme b.B. (Mentor
Meclica! SysteiTK B.V.), Zemil«dreef 2. 2333 CL Leiden, The
Netherlands, HugepnaHgbl

ANNTHOMOYEHHbI i NpeacTaBUTENb NPON3BOANTENSA, afpec;
«[I)OHCOH & [J)XOHCOH», 121614, Poccus, r.Mocksa,
yn.Kpblnatckas, A4.17, kopn.2, Ten: +7(495)5807777
Mogenb: CM. Ha ynakoBke

L n(KkHa: cM. Ha ynakoBke

BblCTynarow,as 4yacTb (MPOeKUMA/MPOdU/b): CM. Ha yNakoBKe
dopma: CM. Ha ynakoBke.

MaTtepunan o6ono4ku: nonngndgeHunncunokcadH MED1-6609,
nonngnmeTtuncunokcad MED-6649.

HanonHutens: Medkal Implant Grade (Cohesive | MED3-6300).
TpaHcnopwpcroka npu temnepartype ot -20 o +50X.
OTHOCUTeNbHas BaxXHOCTb He 6osiee 75%. ATMocepHoe
nasneHue 700-1060 rMa.

XpaHnTb Npu Temnepartype ot +10®C go +25*C.
OTHOCUTENBbHAA B/IAXHOCTb He 60s1ee 75%.

ATmocdepHoe gasneHne 700-1060 rMa.

HeT(KCMYHO BHYTpW.

Macca:! Ir

Product code: 1 |

Loc

Round breast implant with a smooth shell silicone gel rount ado
implant

P n

Name of design variant for
Volume~ ml the
Area of usage: Surgery bare
Intended use: The intended purpose of medical device is ode

to replace missing breast tissue or to enhance a breast in
females undergoirtg breast augmentation or breast
reconstruction.

Registration certificate: R2N XXXX/XXXX or

XXXXXXXX

Manufacturer; Mentor

Medical “tem s B.V., Zernikedreef 2,2333 CL Leiden, The
Netherlar>ds

Authorized representative of the manufacturer, adress: lohnson &
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 on the package

Projection (prohle): see on the package

Shape: see on the package

Shall: potydiphenylsiloxane MEDI-6609, polydimethylsiloxane
MED-6649

Filling: Medical Implant Grade (Cohesive | MED3-6300).
Transportat temperature from -20 ®Cto +50*C Relative humidity
notnwe 75%. Barometric pressure 700-1060 hPA.

Storage at temperature from +10®C to +25®C.

Relative humidity not more 75%.

Barometric pressure 700-1060 hf%.

Non-toxic inside

Mass:

CPpoK cnyx6bl 1 XpaHeHUs nU3fenns Device service life and storage
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JlanHne H3ZEMMA NOCTABIAIOTCE B CTEPHIBHOH YNAaKOBKE, CO3ZAIOMIMH
cTepunbHbH Gapbep. apaHTHPOBAHHBIH CPOK XPAaHEHHA B CTCPHILHOM
yNakoBke: 3 neT ¢ MoMeHTa crepummsamum. OXmnacMuli CpefHHii CPOK
cayx6et He memee 10 ner. Vkaszauubif cpok cnyxGm He sBagercs
rapaHTHAHBIM, FapanTHitHe obaszarenscrea perynupyroTcs
COOTBETCTBYIOWMM PA3IefioM IaHHOro aokymenTa. Ilogpobmnee cM. pasaen
«IIpemynpexiacaas.

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
govemed by the relevant section of this document. See the Warnings section
for details.

dopMa DOCTABKE

H3genna nOCTaBNAIOTCA B CTCPHIABHOM BHIC BMCCTC C PYCCKOA3HIYHOM
MHCTPYKUNCH, RACHTHYHKAUHOHHOH KapTOH MAHCHTA ¢ MHCTPYKLMEH MO
JANOJIHCHHIO, CTHKSPOM MALMEHTA.

YnakoBka cogepxur | wagennc.

How supplied
The devices are supplied sterile with Russian-language instruction for use,
patient ID card with instruction for completion, patient’s label.

Packaging contains 1 part.

NNEPEYEHb MATEPHAJIOB JXHBOTHOTO H (WIH)
YEJOBEYECKOI0O MPOUCXO0XKJIEHHSA

KOMIIOHEHTRI ¥ MaTEPHATH, HCTIONBIYEMBIE UL POUIBOACTEA M3NCNMA, He
coaepxar ¢ranaro. Kpome TOro, HMINAHTAT HC COAEPKMUT JIaTEKC, HE
KOHTAKTHPYET C JIATEKC-COACPKALMMHE H3ACTRAMH B IIPOLISCCe TPOU3BOICTRA
H NPOU3BOARTCA (€3 HCONL30BAHUA TKaHEH JKMBOTHOIO MPOHCXOXKACHUS.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
The device is not manufactured using phthalate-containing
components/materials. Furthermore, the device does not contain latex nor has
it been in contact with latex containing products during manufacturing. In
addition, the device is not manufactured utilizing tissues of animal origin.

HH®OPMALHA O IMPOBEJEHHBIX HCIIBITAHHAX,
NMPOTOKOJIAX MCHBITAHHNA, AHAJM3E MOJYYEHHBIX
JAHHBIX

Hagenna Buaepxann WCNWTAaHWS 1O BepnQHKAIMM N BanUIAUMH H
YAOBNETBOPRIOT TPEOORAAMAM CICAYIOMMX CTAHASPTOR:

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:

[TpumenmemMuil Applied
CTANAADY Onucanne Standard Description
Hanenmma  meaumunckne, CHCTeME  MEHEMKMEHTA Medical device - Quality management system -
ENISO 13485 kauectaa. TpeGoBaHuA 414 nene peryauposaHis ENISO 13485 Requirements for regulatory purposes
Hanenua wmemuuHckHe. [IpHMeHeHne MeHeKMEHTa Medical devices - Application of risk management to
EN IS0 14971 PUCKA K MEAMIHHCKHM H3NEAMAM EN IS0 14971 medical devices
EN 62366 Hznemua MeauumHCKHe. [IpoeKTHPOBaHHE METUIIMHCKHX EN 62366 Medical devices - Application of usability engineering to
H3RENHi ¢ YIETOM SKCIUTYATAUMOHHOM NPHIOAHOCTH medical devices
Huctpymentht HCIIONb3YeMble COBMECTHO € . . . . .
’ Instrumentation for use in association with non-active
EN ISO 16061 :::g;nmm XMpPYPrUYeCKHMH uMmnanTatamy. O6ume | EN ISO 16061 surgical implants - General requirements
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Iprmensemblii
CTAHAAPT

OnxcaBne

Applied
Standard

Description

EN ISO 15223-1

Hanemua meanumHckue, CHUMBONR, NPHMEHAEMBIE NPH
MapKHPOBAaHNM HA MEAMLIMHCKMX M3NENHAX, ITUKETKAX H
B CONPOBOAMTENBHOH IOOKymMeHTamMH. Yacts 1.
OcroeHEle TpeDoBaHNA

EN ISO 15223-1

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

Wsnesns meanunnckne. Hugopmatiua, npenocrasmaemas

Information supplied by the manufacturer of medical

EN 1041 H3TOTOBHTENCM EN 1041 devices
EN ISO 14630 "““"a"m"’ﬁ XHpypririeckhe  HeaktuBme. O6UMe | by 1o 14630 | Non-active surgical implants. General requirements

WmMrnanraTel XHpypraYeckue Heakrasasie. MMrnanrars Non-active surgical implants. Mammary implants,
EN 150 14607 MONOUHRIX Xenes. Yacrunie tpebosanus EN IS0 14607 Particular requirements

Mapenns  meamumuckne. Ouenxka  Suonorugeckoro T . " ! A .
ENISO 10993-1 | neffictens meamipmuckux wsaenuit. Yaers 1. Onenxa u | EN ISO 10993-1 g:t:]l?nig:; ama:eu:t.;nmw'(i’tgir :fi‘sclilm:ne:;::em pl:g:essl '

HCCIICACBAHHS g

W3nenns wegnimackue, OneHka OHOMOrH3eCcKoro . . e . . .
ENISO 10993-2 | neficrams memmupcxrnx wanensit. Yacrs 2. TpeSosasmux | EN 1SO 10993-2 | Diedical deviees, Blological cvaluation of medical devices.

K 00pamennio ¢ XXHBOTHHIMK ' ' req

MMeTs  MGIMIMECKUC.  OUIEHKA _GHonOrTaccxoro Medical devices. Biological evaluation of medical devices.
ENISO 109933 |ACHCTONS =~ MMMIMHCRWX = wsjemwh. = Hacth 3.1 gNjg0 109933 | Part 3. Tests for genotoxicity, carcinogenicity and

CC/ICAOBAHMA TEHOTOKCHIHOCTH, KaHNCPOTEHHOCTH M roducti .

reproductive toxicity

TOKCHUYECKOTO ACHCTBHA Ha PENPOAYKTHBHYIO QYHKUHIO

Hspnenus wmemumpnackue, Onenxa  GHOIOrHIECKOro s g . . N .
ENISO 10993-5 | neiictema  memmummckux  wigemuii.  Yacts 5. | ENISO 10993-5 gf‘f"i‘t’g“l z‘t’:lm‘.':i"” of medical devioes - Part 5: Tests for

Hccnenonanis Ha HUTOTORCHYHOCTE: METOMIE in Vitro eyt y

HM3nennz wmeaunmuckue. OncHxa  OMOJIOrMYECKOro . . . \ . . .
ENISO 10993-6 |nchicrsms  memmmamcrax  mzenmit.  Uacte 6. | ENISO 10993-6 ymg‘g'lf@‘:}?ﬁﬁ?ﬁgaﬁw devices.

Hccnepopatna MeCTHOTO NCKCTBMS ITOCIIE MMIVIAHTATHH i p

Moot weamuicine, Ouetics Gnosorirsecucro Medical devices. Biologicalevaluation of medical devices
EN ISO 109939 | % MCIWITHHCKHX - 8CTh 7. LCHOBRBIC | b 160 10993-9 | Part 9. Framework for identification and quantification of

NPUHUMNE  MICATHPHKALMH M KOAHYSCTBEHHOTO potential degradation products

ONpEAENCHNA MOTCHUHANHBIX TPOAYKTOB AECTPYKIIHM

Hanemua wmenwmmuckHe. QueHka OHONOTMYECKOro

neficteus  MemmumHckux  wigenmii.  Yacts 10. | EN ISO 10993- | Biological evaluation of medical devices - Part 10: Tests
EN 1SO 10993-10 . . vr ie

Hccnenosanns Pa3APAKAIOLLETO ul10 for irritation and skin sensitization

CEHCHOMIM3NpYIOmEro AcHcTBHA
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IpaMennemblit

Applied

CTRRAADT Onncanne Standard Description
Wsnenus wmemummuckue. Onenga OHonoruveckoro . . . . . .
EN ISO 10993- | Biological evaluation of medical devices - Part 11: Tests
EN ISO 10993-11 | nelictBua  mMeaunMHCKHX  H3genuit. Yacts 11, 1 fors ic toxicity
Hccnenopanya o6MIECTOKCHICCKOTO ACHCTBHA :
EN ISO 1099312 ﬂ‘m"“’"’m e O“m Grolormiecxord | EN 1SO 10993- | Biological evaluation of medical devices - Part 12: Sample
TpuroTosnenne pod ¥ KORTPOARHEIE 06pAIIR 12 preparation and reference materials
Hagenus wmemuumunckue. OueAka OHONOHYECKOTO
nedcTBHA  MeOMUMHCKHMX  M3denwid. Yactes 13, EN ISO 10993 Medical devices. Biological evaluation of medical devices.
ENISO 10993-13 | Haentudukaupus #  KOAMYECTBEHHOC OLPEAENCHHE 13 Part 13. Identification and quantification of degradation
NPOAYKTOB ACCTPYKLMM TIONMMEPHHIX MEAMIHHCKHX products from polymeric medical devices
H3RenHi
Malenis - MOIMUNHCKMC.  QUEHKD = GHOTOTWNECKORO | - 05, | Medical devices. Biological evaluation of medical devices,
ENISO 10993-16 i“onmpomﬂe“"“"n Hmmmom’ffe“"‘mmmmﬂm; 6 Part 16. Toxicokinetic study design for degradation
NPOAYKTOB JETPANAIHH H BHIMBIBAHHS products and leachables
Uspemud  memumvmcxve.  Ouenka ﬁ“mq‘;“c:,_‘f““f.;’ EN IS0 10993, | Medical devices. Biological evaluation of medical devices.
EN ISO 10993-17 ’;‘""“’“ S "3“‘";"' |17 " | Part 17. Establishment of allowable limits for leachable
Bec;:ucc:smenue TIOPOTOBBIX 3HAYEHHH JUIA BHIMBIBAEMBIX subst
Hspnenus meauuuHcekue. Ouenka GuONOrHueckoro ] . . . . .
EN ISO 10993- | Biological evaluation of medical devices - Part 18:
EN ISO 10993-18 | acfictena  meamumuckux  u3genmit, Yacrs 18, 18 Chemical characterization of materials
Hccnenopanne XHMHYECKHX CBOHCTB MATEPHANIOB
Hagnenna wmemummmckue. Ounenka OGuonormaeckoro . . . . . . .
Medical devices. Biological evaluation of medical devices.
EN IS0 10993-19 | s ntisoonn. wopbonemiccin, | 19 | Part 19, Physicochemical, _morphological  and
 ToNOrpadwieckHX cBONCTD n’anos topographical characterization of materials
Hsnenua memqunuuckue. Onenka Ononoruyeckoro . . . . . . .
o - Medical devices. Biological evaluation of medical devices.
ENISO 10993-20 | ACHOTSAR MeAmucKun e, Bacre 20, Mpusmaru | 2o 150 10993 | part 20. Principles and methods for immunotoxicology
O —— ) testing of medical devices
55
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l'lpnuem:e;;uﬁ Ouncanme ;J::::d Description
C“’P"”"’“T‘“"' MCIHUMHCKOH poRyKuwH.  Topiimit Sterilization of medical devices. Dry heat. Requirements
ENISO20857 | Po3wx. TpeGopanmna x paspabotke, sanmunawii M| ey 1o 90857 | for development, validation and routine control of a
TEKYIIEMY KOHTPOMIO  Dpolecca  CTEPHIK3ALMH stesilization p for medical devices
MEAHLHHCKHX H3ACIHH
Cropunmsatme weanmmackux ksnenni, TpeGosamma x Sterilization of medical devices. Requirements for medical
EN 556-1 PCAUIMPCKEM MANCTHAM KSTCrODUN  CTOPILIBAME - | EN 556-1 devices to be designated "sterile”. Part 1. Requirements for
Yacte 1. TpeGoBanms K MCAMIMHCKMM H3IC/HAM, terminally sterilized medical devices
NOMAICHKANMM PHHHIIHON CTEpUNN3aAlHA v
VnakoBka. TpcOomanns k npumesensio Esponeitcxux . .
Packaging - Requirements for the use of European
EN 13427 m’ros B ofnactn ymakorkw W ymakoBoulbix | EN 13427 Standards in the field of packaging and packaging waste
YnakoBka A8 MCOMUMHCKMX M3ACNKHA, NOANEKALMX . . - . .
p Packaging for terminally sterilized medical devices. Part 1.
ENISO 11607 | Quuuunoit crepumnsamm. Hacts 1. Tpebomamma K | gy 10 11607.] | Requirements for materials, sterile barrier systems and
MaTepHanaM, OaphepHEIM CHCTEMAM A CTEPHAN3ALNY H packaging systems
YIAKOBOYHEIM CHCTEMAM £
Ynaxossa fux ”W°“",‘{am°’;““’1. fOAnERANTHX Packaging for terminally sterilized medical devices. Part 2.
ENISO 11607-2 |Pwiwmmod crepunisaum. Hacts 2. TpeGomawi K| py 150 11607.2 | Validation requirements for forming, sealing and assembly
BAMMAALMA NpoLeccoB GOPMHUPOBAHYA, FEPMETU3ALIHH H S
cBopkn processe
HMnnanTaTsl AN XMPYPraH. JNacToMephl CIWINKOHOBLIE } 1diti -
ISO 14949 ABYXKOMIOHEHTHBIC, ONYYCHHLIC NPH OTBEpXACHUK B | ISO 14949 ml:;}smfor surgery. Two-part ton e
Pe3ynbTATE PEAKLMH NPHCOCAKHEHNR
UncThle MOMCIICHHA M CBA3AHHLIE €  HHMH . .
Cleanrooms and associated controlled environments. Part
EN ISO 14644-1 | kontposmpyemuie cpeani. Yacts 1. Knaccuduxauna | EN ISO 14644-1 1. Classification of air cleanliness by particle concentration
YHCTOTH BO3AYXA N0 KOHUSHTPALHK HacTHIL
YUucTHiE TDNOMENEHHS ¥ CBA3aHHBIE C  HHMH Cleanrooms and associated controlled environments. Part
1644 KOHTpormupyeMute cpeasl. Yacts 2. Texymwii KoHTpOAB 1644 2. Monitoring to provide evidence of cleanroom
ENISO1 2 AAR  NOATBEPKACHHA NOCTOSHHOrO  COOTBETCTBHA ENISG 2 performance related to air cleanliness by particle
YHCTOTH BO3AYXa MO KOHUEHTPALHH YaCTHLL concentration
1644 YucThle DOMEMIEHHA W CBA3AHHME C  HUMH 1644 Cleanrooms and associated controlled environments. Part
ENISO1 3 KOHTponHpyeMhie cpeanl. Yacts 5. Dxcrnnyarauns i > 5: Operations
EN ISO 14155 m““"““‘;‘:"“e ecneposany. Hauexatuas KIMHHICCKa | £\ 16 14155 | Clinical investigations. Good clinical practice
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TPEBOBAHHWA BE3JONNACHOCTH H 3®®EKTHBHOCTH MH

Npeaynpesnenus

B obszannocr xupypra Bxoaut (M xomnanus Mentor paccyMThiBaeT Ha

cobmozeHne XHPpyproM AaHHOIO TpeboBaHKA) coobLaTh nauueHTy 060 Beex

NOTCHUMANLHEIX DPHCKAX M OCHOKHEHHAX, CBASAHHLIX C NpEIJIOKSHHOH

KHPYPrU4ecKOi Npouneaypoit M HMIUIAHTATOM, BKJIOYAA MX CPaBHEHHC C

PHCKAMH H OCJIOKHEHHAMH AJIBTEPHATHBHBIX BADHAHTOB JicucHnd. Ilaumenr

JokeH OBITH NOCTABICH B HIBECTHOCTb, 91O IPYAHBIE NPOTE3H HENbL3A

paccMaTPHBATD KaK TOXKM3HCHHLIC HMILTAHTATEL.

e [lpn ¥CNOAL30BAHHY XMPYPrHISCKHX HHCTPYMEHTOR ClexyeT cobnogars
OCTOPOXKHOCTB, YTOOH He noBpeauTh UMMAAHTAT. [lopo6HBl koHTaKT
MOXET CT4Thb MPHYMHON MOMCHTAIBHOIO HIH OTCPOMEHHOTO pajpbla
ofonoukn wMnuantata. IlpeaBapHTensHoe HanokeHHE rAyOOKMX WIBOB
NIO3BONAET H30eXaTh CAYHaifHOTO KOHTAKTa C MIIoH I1i IWIOBHOTO
MaTepUaNa K, COOTBETCTBECHHO, NTOBPSXKACHHA HMILIAHTATA.

e Jlannoe u3nemme npeasazHaveHoO TONLKO I OXHOPA3OBOTO NPHMEHEHHA.,
[pn mnpoBeAeHHM NOCHCAYIOMIMX NpoULEAYP (HanpHMep, OTKPHTAA
KarncyJ0TOMHS, KOPPEKIMa KapMaHa And rpyAHOTO HMIUTAHTaTa u T. A4.)
BOZHWKACT PHCK MNOBPCKACHMN WMIUIAHTATa H 3aHECEHHMA WH(EKLHH.
Petienne 0 He0o6X0AMMOCTH YCTAHOBKH HOBOTO HMILIAHTAaTa IPHHUMACTCA
neqaniiM BpauoM, [ToBpexACHHRH HMNAHTAT NOISKUT YIAIECHUIO,

o CHIHKOHOBBI Trenk MOXET @POTEKaTh («IpOCaYMBATRCE») depes
NOAYNPOHUIAEMYIO HADYKHYIO CHIMKOHOBYIO OGONOMKY B KapMaH M
NPHICTAIOWMNE TKAHW MOJNOYHON skclesnl. H3BecTHHI Takke ciydau
MHTPallHH TCAS B Kanmumaspeuie cocyawt. [locneacrswa anurensHoro
BO3ACHCTBHA TAaKOTO «MpPOCAUMBAHMA» Heu3BecTHHI. [IpeanonaraeMeie
NauMeHTH AOMKHB OCO3HABATH TAKYIO MOTEHUHANLHYIO BO3MOXHOCTE (CM.
«[ToBounbie 3dupexTsI B HEXKENATENLHEIC ABACHHA»).

¢ B oany MonouHyio xenely yCTARARTMBAETCS TONBKO OJMH MMILIAHTAT.
Komnanua Mentor ne pekoMeHAYET pa3MellaTh HECKONBKO HMIUIAHTATOB
ONXH TOBEPX Apyroro. McmuTaHuA MMMONAHTATOR B TAKHX YCIOBMAX
NPHMEHEHHA He MPOBOAHMAMCH, YTO HE MO3BONACT TapAHTHPOBATH MX
LIE/IOCTHOCTD B CBA3H € BO3MOXHBIM HCTHPaHHEM M HIHOCOM MaTepPHANoB.
Monobubic Upe3MepHME HAIPY3KHM MOIYT NPHBECKH K OCNaOneHwuio uau
pa3pHBy NpOTC30B.

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

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

¢ 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
determine if a new implant should be inserted. If the implant is damaged,
it must be removed.

» 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 long-term effects of such “bleed”
are unknown. Prospective patients should be made aware of this
potentiality. (See ADVERSE REACTIONS/EVENTS section of this
insert.)

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

¢ Do not insert or attempt to repair a damaged or altered prosthesis.
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3anpemaerca YCTAaHOBKA H BOCCTAHORNCHME TNOBPESHKACHHBIX HIM
BHAOM3MCHECHHBIX HMIUIAHTATOB.

Hcnriranus Ha BO3ACHCTBME NPM KOHTAKTC NEKAPCTBEHHBIX CPEACTB
(nanprMep, aHTHOHOTHKOB M CTEPONIIOB) C MPOTE3OM NPOU3BOAKTENEM HE
MPOBOAMANCh, MQITOMY COBMECTHOE MX  HCHOAL30BAaHME  HE
pexoMeHayercd. XHpYpr, NPRAHHMAIOLIMHA PpCEIICHUEC O HAZHAYCHHMH
XUMHUOTEPANCBTHYCCKHX JICKAPCTBEHHHX CPE/ICTE NMAUHCHATaM C AAHHBIM
nporesoM, o0A3aH y0eauTECH B HX COBMCCTMMOCTH ¢ CHIHKOHOBHIM
3NMACTOMEPOM.

3anpemaercs BBOAUTH WM JENaTh UHLEKIHH KaKUX-THO0 IeKapCTBEHHBIX
MAH JpPYTHX BEMICCTE B HMIVIAHTAT. BRNOIHEHHE HHBEKUHHA uepes
0600YKY HMNTAHTATA NPHBOAKT K HAPYIICHHIO LENOCTHOCTH U3ACIHA.
Ecmu Tpebyerca obpaboTka 001acTH pa3sMEIeHHA MMITIAHTATA PaCTBOPOM
MOBHAOH-H#OA2, 06paGoTanHas NOBEPXHOCT N0KA JUIS 1TPOTE3a NOMTEKUT
TINATEALHOMY NPOMLIBAHUIO (UIHONOTHICCKHM PAacTBOPOM A0 NOIHOTO
yAaJIeHHA OCTaTKOB pacTBOpa.

MMpu npoBeAcHUN NpPEAONEPALMOHHON OLICHKH (POPMB, pasMepa B JI0XKa
JNS MMIUIAHTaTa HeoOXOAMMO YYHMTRIBATH IIONPABKH Ha JAOCTATOYHOE
NOKPHITHE HMMMMAHTATA MATKUMH TKAHIMHM MOJIOYHOH  JKenesnl.
HeoOxoauMo Takxke yuMTHBATL BCE BHIOB Harpy3ok (ZaBneHue, chia,
HaTAXEHHE N T. I1.), KOTOPLIM NMOABEPracTCA BHOPAHHOEC MECTO YCTAHOBKH
HMILIAHTATAa.

[Tonananue MHOPOAHBIX TEN B OPTAHMIM MOXKET MPHBECTH K PA3BUTHIO
CEncHea, KPOBOTEUCHHIO WIH TpoMGO3Yy.

HspecTsnl ciyvas pasBUTHS Y DARMCHTOB ¢ IPYAHBIMM HMIUIAHTATAMH
HEKpo3a TKaHEH, H3IbAIBICHHA KOMKHBIX TOKDOBOB M  IKCTPY3HH
WMIUIAHTATa MOJ BO3ACHCTBHEM MUKPOBONHOBONM juatepmmuu. He
PEXOMEHAYETCA Ha3HAYaTh AAHHOE JICUCHRE MAlMCHTAM ¢ TIPYIHBIMH
WMIUTaHTATaMH.

ManuenTH AOMKHB MOHUMAThH, 4TO J00ad Ype3MepHA HArpY3Ka WIH
TPaBMa MONOYHOM XKeNe3bl MOKET NPHBECTH K PasphiBY NPOTE3a.
KoMnanns Mentor HACTOATENBHO HE PEKOMEHAYST NPHMEHATDH
MHTCHCHBHLIC BHERIHHC HATPY3KH (HaNpPUMED, 3aKpMITAd KanCyAOTOMHSA)
1A NICICHHA KanCyIAPHO# KOHTPAKTYPH M HE HCCET OTBETCTBEHHOCTH 33
LENOCTHOCTh WMMILIAHTaTAa B CcHAydYac BHOOpa XHpYproM RaHHOM
npoueayps. [lpuMeHenHe 2ToH TEXHHKH MOXET BBI3BIBATH DA

The action of drugs (e.g., antibiotics and steroids) in contact with the
prosthesis has not been tested by the manufacturer, 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 of the implant design, size and implant site should
include allowances for adequate tissue coverage. Pressure, force, tension
and other stresses to which the implant site will 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 rupture 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 rupture. The physician should inform the patient of these potential
complications and of alternatives to the procedure. Such abnormal stress
or trauma to the breast and the prosthesis could result in rupture of the
prosthesis.
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OC/IOKHEHMI: TeMaTOMY, CMellleHHe HMIIMAHTATa W/ HIM PasphiB 000M0YKH.
Xupypr of6s3aH cooOuMTE NMauMeHTy 000 BCEX 3THX MOTEHUHANBHBIX
OCNOXHEHHAX M AanbTEPHATHBHBIX Metozax JevucHus. Ilonobubie
Ype3MEPHBIE HArPY3Ku WK TPAaBMa MOMIOYHON KEIE3N M NPOTE3a MOTYT
TIPHBECTH K pasphiBy NpoTE3a.

Kommanua Mentor He HccneaoBana BO3ACHCTBUE JIYIEBOH TEpallHK Ha
TKAHHU NAUMEHTOB C HMILIAHTATAMHM MOJIOYHBIX Xene3 in vivo, OfHAaKQ
ONyG/IMKOBAHHLIC JAHHBIC CBHIACTEALCTBYIOT O BOIMOXHOM [OBHILICHHH
BEPOATHOCTH KANCY/IAPHOA KOHTPAKTYPH NOCKE 1y4eBoii Tepanuy. Kpome
TOrO, B JHTCparype onyOnMKoBaHm caefyiowne Habmonenus
OTHOCHTENSHO RAMAHHA JYYcBOl TEpanMM Ha MMIMAHTATH MOJOYHBIX
Kenes: «(a) ecntm MONOYHaAA XKejlesa ¢ MMIanTaToM 6euta ceoGoama oT
¢uOposnnix m3MeHeHuil, nyueBas TepanMa JaBana NApHEMIEMBIC
pesyabTathi; (b) ecnm 310 Ohuto ocymecTsHMO, A03a 45 I'p/5 menens
NpEACTARIANACH NIPSANOYTHTCABHEE Oosice BRICOKHMX 103; (C) OpH Hauane
ofnmyueHHs HeMeANEHHO NOCNe PEKOHCTPYKTUBHOH onepauuy 0TMe4aInCh
XyJWHe KOCMETHUSCKME Pe3yJbTatni». PellleHHe O Havane myucsolt
TepanuM MNOCIHE YCTAHOBKH HMMIUIAHTATA MOMOYHON JKCAE3bl JAOMKHO
TPUHHMATBECA XHPYPrOM M OHKOJIOTOM-CTICLIMAJMCTOM 10 Ny4eBoH
TEPaIMH.

MMepuyMOuNHKaNbHNY A0CTYN AN YCTAHOBKM MMIUIAHTATA HE OhIn
YTBEPKACH K HC PEKOMCHAYCTCA MUt NPHMEHEHHA.

[poBoAKTCS TINATENbHLIHA reMOCTa3 AN npeaynpexacHus obpazopanss
nocneonepauuoHHol remaromsl. Eciu o0HiBHOE KposoTeueHHe He
NpeKpamaerca, peKOMEeHIYeTca OTNOKHTL YCTAHOBKY HMIUIAHTAT2 J0
OCTAHOBKH KPOBOTCHEHHA.

ACNHpalUHOHHYIO TEpanuio A4 YAWMICHNS TNEMAaTOMbl WIM CKOIUICHMA
CEPO3IHOH XWIKOCTH BOKPYr MAMIUIAMTATA, a Takxe OHONCHIO MM
JIAMTIIKTOMHIO NIPOBOIAT ¢ OCTOPOKHOCTHIO BO H30EKAHNE MOBPCKACHUS
HMNAAHTATa, 3TH NPONEAYPHl MPEACTARNAIOT NOTCHUMATBHBIA DPHCK
OpOKaABIBAHNA HMILNAHTATA,

YcTaHORNEHO, YTO HacTOTa Cy4acB SKCTPY3HH NPOTE3a BO3PACTACT IPH
€r0  YCTaHOBKC B TpaBMHpOBaHHEIC 00nacTM — ODOXKEHHbIC,
MOABCPTIIHGCA BRICOKOM 103¢ 00nydeHHA M 3apyOueBaBIUHECs TKAHH,

Mentor has not tested the in vivo effects of radiation therapy on tissues of
patients who have breast implants; however, the litcrature 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
this occurrence may increase if postoperative local hematoma or infection
oceurs.
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30HH MNCPEIOMOB KOCTEH MAM 30HB XHPYPTHYECKHX BMELIATEILCTB C
HCCEYCHNEM 3HAYHTENLHLIX OOBEMOB TKAHH.

Boxpyr moforo AMNIaHTaTa, pa3MEILICHHONO B MSTKHX TKaHAX, MOXKET
BOBHHKHYTh upeaMepHoe (nOpozHoe kancynaphoe oOpazoBaHHe MM
KOHTpakTypa. HacTora M THXecTs MoA0OHOr0 OCNOXHEHHS BO3PACTAIOT,
€CITM B MOCNEeonepaHoHHBA NepHoa y mauMexTa ofpasyerca MecTHas
reMaToMa WIH pa3BMBacTca HH(pEKUHOHHOE 3a00aeBaHMe.

Pemienne © NPAMCHCAWE JAHHOTO MMIUIAHTATA Y NCHXOJIOTHYECKH
HeCTAOMIBHBIX HAIHENTOB NPHANMACTCA 110 YCMOTPEHHMIO XMpYpra.
Xupypruueckas onepalys NO KMILIAHTaLUMK TPYAHHIX NPOTE30B MOXCET
MOBJIHATL HA CMOCOOHOCTb XKOPMHTH Ipyabio. CrielManucTst HHCTHTYTA
meauunnn (Institute of Medicine (IOM)) npuniin Kk BHMBOAY O TOM, UTO
AOKA3aTENbCTBA  TOTO, 9TO  MMINaHTauMds (B ocobeHHOCTH
TIEPHAPEONIAPHELH HOAXOA) MOXET HAPYIHTH NAKTALHIO M NOBAHATH Ha
CNOCOOHOCTh KODMWTL TpDYABIO, HMCIOTCH JIMITE B OrPaHMMCHHOM
KonuuecTse. TeM He MeHee, CNeAYET OTMETHTL, YTO NpeAlIeCTBYIOLIAs
PEXOHCTPYKTHBHAR MAMMOIUIACTUKA (HAmpUMEP, MAacTIKTOMHSA) MOXET
CTaTh NEPBONPHYUHOI TAKOFO HapyLICHHA.

Y nannentoB c 3aGoncBannAMr cocaunKTeabHOR TKaHK (CTD) mower
BOIHHKATL TOBHILUCHHBEIA PHCK  PacXOKACHHMA  Kpaes  paHel,
HHQHLMPOBAHMA H KPOBOTEUCHUA (CKOpec BCEro, BBHAY IOCTOAHHOH
MEAMLIMHCKOH TepanHu), B NMO3TOMY MOXET NMoTpeboBaThCA NpoBEAEHME
JANbHEHIICTO NEICHNAA,

Hexoropbie naumenTsl ¢ TIPYOHBIMH HMIIAHTATaMH coofmanH o
NPOABNCHAAX HEBPOJIOTHYECKHX H/HAH PEBMATONOTHYECKHX 3a00neBanHil,
B HacToswee Bpems komnanns Mentor colupaer AaHHME ¢ TeM, 4TOOH
Aydise OLCHUTh TAKHE TIOTCHUMAJLHLIE PHCKH M HX BO3MOXHYIO
B3aHMOCBA3b € TPYAHBIMH HMILIAHTATAMH.

MMaumenty cneayer oBPaTUTECA K MNACTHYECKOMY XHPYPrY ANA OLIEHKH
BIA-ALCL, ecan y Hero HaGMmoZAacTCst OTCPOHEHHAR CEpOMA B IPYAM
(orcpoueHnas o3nauaer passuTHe Gonmee 4yeM depes 12 Mecaues mocne
AMIVIAHTaUMK), HoBoe ofpasoBaHMe B rPyAM HMAM JauMpaneHonarns.
HononuutensHyto HHpopMampio c¢M. B pasgene BIA-ALCL
HononHMTensHyo uHdopMatmio cM. B pasaene BIA-ALCL nmxke.

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

e DPatients with connective tissue discases (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 curmrently
collecting data to further understand these potential risks and their possible
association with breast implants.

o 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.

HpaxkTHyeckBe MeTOALI YMCHBINCHHR HCTOMHHKOB HE(PEKIAH 8
BOCNAJECHHS A0 ONEPAIIHE:

Peri-operative Infection and Inflammation Source Reduction Practices:
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[Mepuonepaunonusic 6axrephaabHbie HHGEKLHH H BOCRAJICHHE BCICACTBHE
NonafaHHA YacTHIl NMOTCHUHAILHO MOryT ObITh YMEHBINCHH! CJICAYIOUHME
METOJaMU:

e Bmmonnnre mnocnofHoe YymMBaHWE JNA TOTO, HTOOW OTACAMTE
KOXHble/paHEBbIC OAKTCPHH OT NOIOCTH /IR MMOJIAHTATA.

o [lo Bo3MOXHOCTH M3beraifite paccedeHHs KapMaHOB,
co001IaloTCA ¢ NPOTOKaMH MOJIOTHRNX XKENE3 H KEIe3aMH.

o Msberaiite HeHyXHOr0O TPaBMHpOBaH#A MAPHWICTAIOMMX TKAHEH W
NOjAePXKMBaHTE HONHLIA TreMOCTa3 NpPU CO3JAHMM KAapMaHa uiA
HMIIaHTATA,

¢ CeeauTe K MMAMMYMY BO3fCHCTBHE Ha M3JENME BO BPEMA ONECpalMH,
KOHTAKT C KOXe#t H KONHUYECTBO MONLITOK YCTAHOBKH B KADMaHE.

o [llpoBeauTe NPEAONCPAUMOHHYI0 NPoQHIAKTHKY  aHTHOMOTHKAMM
BHYTPHBEHHO.

¢ OTnoxeHHe¢ HAa HMMIUIAHTATE B Pe3yNbTaTe HENpaBWIbHOTO OOpamieHHsA
BOpCa, NbUIH, TANbKA, MOPOIIKa A1 XHPYPIUHECKHX NEpUaToK, BOPCa ¢
canderok H ryGok, C/COOB OT NanbieB, KOXKHOIO cajga W ApYTHe
TIOBEPXHOCTHRIE 3arPA3HCHHA MOTYT BLI3BaTh PCAKUMIO HA MHOPOAHOE
Teno. Jing npefoTEpallleHHs 3arpA3HEHHA HMIUIARTATA H BO3MOXHEIX
OCNOKHEHNH CNETYET CTPOTO NPHACPKHBATHCA METOJOB ACCHTHKH M
ounctki. [lepen pabotoit ¢ WMIIAHTATOM HEOOXONMMO NPOMBITH
XHpYprHdeckHe RHCTPYMCHTH U NEpuaTKH Bo n3bekanme mobbIx
3arpa3HCHHH,

KOTOpbi€

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.

. 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.

Meph! RPeAOCTOPOXKHOCTH

B o00a3aHHOCTH XMpYpra BXOZHT NPCIONCPAUMOHHOES KOHCY/IBTHPOBaHHE
NOTEHUHATHHLIX TALMCHTOB (MM MX NPEACTABHTCNCH) N0 BONMPOCY Pa3BUTHS
BO3MOKHBIX OCNIOHERWi, CBA3AHHAIX ¢ IPHMEHCHHEM JAHHOTO H3ACITHA,

o [lepen nmnnanranmeii npore3a HeOGXOAMMO NPONCINTD CYIIECTBYIOINE
HHGpEKIMA H JOKAATHCA BBI3OPOBICHUA.

o JhoGoit xupypr, cieuHanusupylonmiica Ha oncpalUAX NO YBEAHYCHUIO
R PEKOHCTPYKIHH MOJIOYHBIX Kee3 ¢ NPHMEHEHWEM HMILIARTATOR,
ROMKEH XOPOIIO BNAACTh BCCMH  CYIIECTBYIONIMMH METOAMKAMH
H3IMEpeHHA NalMeHTa, ONPeAeNeHns pa3Mepa KMILIAHTATA H MPOBEACHHA
XHpypruveckoli onepaumy.

o OO60nOYKY H3 CHIHKOHOBOIO 3MIaCTOMEPAa MOXHO JIETKO IOpe3aTh
CKa/TbNENIeM, pA30PBaTh B PE3YNLTATE NPHIOKEHHA UpE3MEPHHIX YCHIIHIA,

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.

¢ 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
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MAHKIYMAIRA ¢ HCNONBIOBAHHEM TYNBIX HHCTPYMEHTOB HJIH NpOKOAa
urnoil. 3To mpUBeAeT K pa3pLiBy HMILIaHTaTa. CTPYKTYpHAA LIEAOCTHOCTS
BCEX NPOTE30B NOMICKWT TILATSAbHOH MPOBEPKE A0 U BO BpeMs
AmmanTaumy. [lpu ofpamesnn ¢ H3geMMEM M BO  BpeMsa ero
MMIUIAHTAUMHK ceayeT coBmoaaTs 0colyio OCTOPOXHOCTD.

s Bo BpeMa nponmeaypsl MMNNAHTAUMM CAeAyeT M30erath NpUAOCKEHKHA
YpPe3MEPHLIX YCHNMA HAH H3OHITOMHBIX MaHMNYIALHE, KOTOpPHIE MOTYT
MOBPEANTH MMILIANTAT.

e JIo6ric nocneayioIHE XHPYPruieCKHe NPOUCAYPH B 061acTi YCTAROBKH
HMMILIAHTATA MPOBOAATCA C NPEACIBHON OCTOPOKHOCTBIO BO H30exkanue
TIOBPEXACHHA NpOTE3a. B ciysac mOBPeXACHHA HMMIAHTAT MOMANCHKMT
YAAICHHIO,

o [lepen HavanOM XUPYPrHUeCKOH oONepal#H KaKALN HMIUIAHTAT
MPOBEPMIOT HA HANMYMHE pa3pHIBOB ODONOMKH H  OCYLICCTBAAIOT
NOCTOAHHLIH KOHTPOJIb LSJIOCTHOCTH H3IC/HA B TCUCHHKE BCCit onepanmnn.
3anpemacTcs HCNIONb30BaTh HMILNAHTAT B CTYYac BHECCHHA Kakwx-Tnbo
MOZMQHKALMIA R OPHTHHANBHYIO KOHCTpYKuHio.  3ampemiaercs
¥CTIONB30BATh HOBPEXRJCHHRIE MPOTE3b!, & TAOKe NpPOTE3H MNoche
BOCCTAHOBNEHHR M BHECEHHA Kakux-1ubo momuduxaumit. Bo Bpems
NMPOBEACHHA XHPYPrHUYSCKOH ONEpaliMi PEKOMCHAYETCA JepkaTh B
omnepallMOHHOMN 3anacHol 3HI0NpoTes.

e Crnenyer w3beraTp KOHTAKTa M3AEANA ¢ OQHOPASOBEIMH MHCTPYMEHTAMH
A8 KaYTEpH3auHH KOHACHCATOPHOTO THMA, KOTOPHIA MOMKET MPHBLCTH K
Pa3pHBY BHEIHEH 060N0UKN HMNIaHTATA.

inspected for structural 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.

e 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.

e FEach device should be checked for patency prior to surgery and
continuously monitored throughout the surgical procedure to ensure the
structural integrity of the device is not compromised in any way. 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.

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

Hrdopmanus 1as NaUHEHTS B NoAYYenne HAGOPMAPOBANHOTO COrIacHS
XwWpypruveckne BMEIIATENBCTBA C HCMNONMB3OBAHHEM TEACBRIX IIPOTE30B
MOTIOYHOH JKENe3pl CONpKEHl C ONpefeNeHHHIMM MOTeHIHANBHEIMH
OCMIOXHCHUAMM M puckamy, MMnianTanus sHAONPOTE3a ABIACTCA MAAHOBOH
onecpauueit. [lepen ee mpopeacHHeM NALMEHT ZOM¥CH OLITH NOCTABNCH 8
M3IBCCTHOCTE 000 BCEX BOIMOXKHBLIX PHCKAX H  TIPEHMYIISCTBaxX
PEKOHCTPYKIMAH CCEYEHHRIX TKAHCH H/ANM YBCNMYCHMA TPYIM ¢ IOMOIIBIO
TPYAHBIX WMILIAHTATOB M NONYYMTh MHGoOpMaumioc o0 anbTepHATMBHBIX
MeTogax nedchns. HeoGxomumo npenynpenurs NANMEHTOBR O TOM, 9TO
MMILIAHTATE MONIOYHAIX JKEJIE3 HE MOTYT CYHTAThCA MOKH3HCHHBIMA H YTO B
AaNbHEMIMEM MOXeT NOTpeGOBaTECA  JIONONHATENLHAA XHPYPrHYCCKas
onepauus 1A YAAICHHA WM 3aMeHb] MMIIGHTATA.

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,
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B obGssannocTy xupypra BXoAMT BeIGOp Hammyuluero Merofa npoBexeHus
KOHCY/IbTALMEA 1A nauueHTa B NpenonepaudoHHui#l nepuon. Kommamms
Mentor paccuMTHBacT, 4TO XMpypr coolmuT mnaumeHty o060 Beex
NOTEHUUANLHEIX OCHOXKHEHHMAX H PHCKaX, CBAAHHLIX € INIPUMCHEHHEM
IPYAHBIX HMIVIGHTATOB,

Ilocne  onepauuu  XHpPYpPr  AOMKEH  MPCAOCTaBHTL  MALHCHTY
HACHTHOHKAUMOHHYIO KapTy ¢ HHQopmaumedi o ero HMmnaHrare (-ax).
JTHKETKH, TMPHIAaTacMbic K WMIUIAHTaTaM, CACAyeT HaKIeHTh Ha
WACHTAPHKAUHOHHYIO KapTy nanventa. [laumeHTaM pEKOMEHIYIOT HOCHMTDH
WOeHTHOUKALMONHYIO KapTy ¢ coboil, w4roOm oOneriuTs OKasanue
MCIMLIMHCKOH NMOMOINK B CIY4ae SKCTPEHHOH CHTYaluH.

Ilocne oncpanuM DAUMEHTa HY)XXHO NMPOHHGOPMHPOBATH O HEOOXOAMMOCTH
NOCTCONEPALORHAX OCMOTPOR H PETYNAPHOro IIaHOBOro obcnenosanna y
TCPaneBTa, YTOOR! BRISBHTE PAK MOJIOYHOM JKEenessl PH ero BO3HHKHOBEHHUH.
Taxoxe cnesyer npeaynpeluTh NAaUMEHTOB O TOM, YTO B CAyvae MIaHOBOH
onepauvu B o0nacTv IPyaH HYXHO COOOIMTL TEpamncBTy HAM XMpPYpry O
HANUMMH WMANAHTATA, 4 Mepel NPMMECHEHMEM MECTHHIX JICKAPCTBEHHBIX
NpEnapaToB, HanmpUMEp, CTCPOHAOB, B OOMACTH TIPYAH COBCTOBATBCA C
TepanesToM Wil ¢apmaucsrom. Kpome Toro, HeoOXOQMMO TNOCOBETOBATE
NaleHTy 00pallATLCA K XUPYPry NpH Kakux-nnbo npobnemax, CBA3AHHLIX C
HMIUIAHTATAMH MONOYHEBIX XENes.

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.

YKA3AHHA MO IPHMEHEHHIO

CylecTBYIOT pa3M9HbIE METOAB XMPYPrudeckod pPEKOHCTPYKLIMH HIIH
YBENUYEHHA MONOYHBIX XKeMIe3 ¢ UMILTaHTaUMEH releBelX MPOTE308, NOITOMY
XHPYPIry PEKOMEHAYETCA HMCTONb30BATH CROCOb, KOTOPHLIH, MCXOAA M3 €To
NPAKTHKM H TNPOPECCHOHANBHOIO MHEHMA, SABIACTCA HAWIYYIIAM ANS
KOHKPETHOTO faupeHTa. Hike OnNHCaHnl NPONSAYPH, pPEKOMERYEMBIC
koMnanseli Mentor An4 reeBsIX HMIAAHTATOB.

INSTRUCTIONS FOR USE

The implantation of gel-filled prostheses for breast recomstruction 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.

Bmbop aMnaanraTa

K BaxHLM onpezensionmM ¢akTopaM, KacalolMMCA XHPYPTHYECKOTO

BMEWIATENBCTRA M BHIOOPa pasMepa, OTHOCHTCA Ceaylomee:

e Hmnnantar HC JOMKEH OHTH CAMIIKOM MAJICHBKMM MAM  CIAMIUKOM
GONBIIHM 1O CPABHEHMIO ¢ PasMepaMy IPyAHOM KIeTKH NaUHeRTa.

e JlocTaTOYHAA TOMUMHA MATKHX TKAHEHK MOJIOUHOM KEeNe3h! /sl MOKPEITHS
AMILIAHTATA.

Implant selection

Some of the important surgical and implant sizing variables that have been

identified include the following:

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

¢ Available tissue must provide adequate coverage of the implant.
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¢ JlnA NAauMEHTOB C HCTOHYCHHEM WIH IUIOXMM COCTOAHHEM TKaHEH
MOJIOYHOH JKEe3sl NPECANONTHTENLHBIM ABJACTCA CyOMycKymapHoe
PacronOXCHHE HMILIAHTATA.

o Jijis nNOTHOIO NPHICraHHA MMIIAHTATA K IIAAKOA NOBEPXHOCTH CO3AAIOT
XOpoIo chOpMHPOBAHHBIR CYX0# KAPMaH COOTBETCTBYIOIIETO pasMepa H
CHMMETPHMHOCTH.

CooOwieHns B  MCGAMUMHCKOW  aKTepaType  MPEAnoIaraioT, yYro

OpodUIAKTHYECKOE NeUEHHC AHTHONOTHKAMH MOXKET OLITE 0KA3aHO BO BPEMA

MIOCNEAYIOUHX CTOMATONIONHYECKHX WIM APYTHX XHPYPIMYECKHMX NpOLEAyp

JUTA IAUMEHTOR C HEKOTOPHIMH THITAMM CHUIMKOHOBBIX HMIIIAHTATOB.

[ManmenToB ciemyer CRCHHANBHO PacClPOCHTh OTHOCHTENLHO HCTOPHU

Gone3nn, BKM0YaIoNmeH mobbie THITE ANTEPrUYCCKHX peakumii Ha moboi 3

MATCPHANIOB HMIJIAHTATA WIR HANOMHHUTENEH,

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

o 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.

IMpoueaypa NPoRepKH reiesbix rpyAHLIX HMIVIAHTATOB
HenocpeacTeeHHO Nepef MCNONL30BAHHEM UMIUIAHTAT NMOLICKHT MPOBEPKE
Ha MPOXOAMMOCTE M UCJIOCTHOCTb 000n0uKH. [IpOBEPKa NPOBOAHTCA NMyTEM
aKKYpaTHOro IPOIIYNHIBAHHA NPOTE3A PYKAMH H NANbLaMH H BHHMATEILHOTO
OCMOTPa 000N0UKH V1A NOKCKA MECT YTCUKH e,

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.

IIpoueaypa peraCTpauAn reJesuiX IPYAHbIX HMIVIAHTATOB

Kaxasiit npoTes NOCTABIACTCA C ABYMSA STHKETKAMH JUIA MEAHLMHCKOH KapTH,
COAEPXAUWMMHE HOMCP N0 KaTAIOry, HOMEp NMapTHH W CEpHiiHBIA BOMep (B
COOTBETCTBYIOWIMX Cny3asx) u3enus. OnHa W3 3THX CAMOKICIOUIHXCA
ITHKCTOK HAHOCMTCA Ha Xapry nauwchHra. Ha ItHkerke ykaseiBaercs
nonoxeHye (cnesa WM CNpapa) KAXIOro MMIUIAHTATa M AaTa MpoBefieHHA
Onepamuu.

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 chart. The
implanted position (left or right side) of each prosthesis and date of surgery
should be indicated on the label.

XPAHEHHUE, OBPAIHNEHHME H YTHIN3IAILIUA YIIAKOBKH

Jlannoe u3nenne He TpeOyeT cneuManbHeIX yCNoBHA xpaHerua. MmMmnaHTar
npomien MNpOBEpKY Ha  CNOCOOHOCTh  BRUACPXMBATL  BO3ICHCTBHE
IKCTPEMATBHEIX TEMIEPATYP H BAQKHOCTH BO BpEeMA WCHLITaHMIT Ha
YCKOPCHHOE CTapeHHe. YTHAM3AMA ¢ rnepepaforxa  ynakoBOWHRIX
MATEPHANOB M3CNUA OCYLIECTBAACTCA B COOTBETCTBHH ¢ MOCTAHOBIICHHAMH
MECTHBIX OPraHOB BNIACTH H MIaHaMH nepepaboTki OTXOA0B.

STORAGE, HANDLING AND
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 goveming ordinances and recycling 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
retumed to the manufacturer Mentor. Please see the Product Evaluation
section below.

PACKAGING  DISPOSAL

PHCKHE, CBA3AHHDIE ¢ XHPYPIHIECKHMH ONEPARKUAMH

Risks of the procedure

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

64




Puck pasBHTHS OCHOKHEHMH CYIISCTBYeT npr XioboM Xmpyprudeckoit
omepalMy W MOXKET OBITH CBA3AH Kak HETOCPEACTBEHHO C CaMOil ofiepaunen,
TaK M ¢ aHecTesuelt. K Takum puckam oTHOCAT:

o Hupexumonnoe  3abonenanue,  nposBfIONICECE  CAEAYIOMMMH
CHMINITOMaMH: Kap, NPHIYXJIOCTh, 0ONE3HCHHOCTE, MOKPACHEHHE KOXH M
NRXOPANOYHOE COCTOAHHE, KOTOPHIE MOTYT BOSHHKHYTh HENOCPEICTBEHHO
B NOCNEONEPALMOHHBIA NepHoa HAM B MOOOH MOMEHT NOC/IE YCTAHOBKH
MMIUTAHTATA NPU OTCYTCTBHH Kiaccuueckux cummroMoB. Hudexumn
MOTYT NpPHBECTH K PasBUTHIO CHHIpOMa Tokcuueckoro moxa (CTIL).
Crvnromu CTII BKAIOYAIOT, CPEAH MNPOUYCTO, BHE3ANHOE NOBHILICHHE
TEMIIEPATYPHI, PBOTY, AMapeio, MOTEPI0 CO3HAHMA, TONOBOKPYKCHHE H
Chillb, IOX0XYIO Ha CONHE4HEBINA 0xor. CnoCoOH AeucHIa KROERUMY MOTYT
BapbHPOBATLCA OT MPUMCHCHNA AHTHOMOTHKOB BHYTPb HIH BHYTPHBEHHO
J10 XHPYPrHYECKOro yAaleHHA yCTpoicTea.

e OG0pa’oBaHHC TEMAaTOMB, BHEIIHEC NPOSBJAICWICECS YBCAMICHHEM,
60Me3HEHHOCTRIO MPH NANLNALUAM 1 W3MCHCHHCM UBETA TKAHCH, MOXET
noTpeboBaTh XUpYprudeckoid ssakyaund. [Iposoamres TmAaTeNBHLIA
TeMOCTa3 ANR NpeaynpeskacHus oOpazoBaHms MOCAEONEpPaUMOHHON
reMaToMBl.

o Cepoma npeacTasafser coboil HEYACTOE OCNOKHCHHE, NPOKBAAIOWICECH
MPHNYXIOCTBIO TKAHEH MOJNOYHOM KeAC3bl, BHIIBAHHOH CKOIICHHEM
CEPO3HOM XAIKOCTH 8 MOJIOCTH KADMaHa BOKPYT MMIL1aHTara. Moxer
TpeGoraTe MAM He TpeGOBaTh SBAKYAUMHM XHAKOCTH XHPYPrHUCCKHM
nyreM. Bo3uukaeT BCKOpe IOcne XMPYPrHueckoi onepauuu MM
HECKONBKO JIET CNYCTH. JTHOMOTHA HeACHa.

» Kpome 100, CYLICCTBYIOT PHCKH, CBA3AHHAIC ¢ IPHMCHCHUCM AHCCTE3HH.

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

surgery itself and to anesthesia. These risks include:

e Infection, as manifested by heat, swelling, tenderness, redness, and fever,
may appear in the immediate postoperative period or at any time after
insertion of the device in the absence of classic 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
of antibiotics orally or intravenously up to surgical removal of the device.

o 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.

» 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.

Pucka, cBRIaANbLEe ¢ WMIISRTAGREH IPYARLIX APOTE30B

KancynspHas KOHTPaKTypa

Kancynapras KOHTpakTypa ABNAETCA OAHWM U3 HanOonee paclpoOCTPaHEHHBIX
no0oYHEIX PPEKTOB NPUMEHEHHA IPYAHBIX UMILIAHTATOB. XHPYPravYecKuit
KapMaH Jid pasMemeHis MMILIAHTaTa, KOTOpHil GopMupyercs 3a MONOYHOIR
XeNe30H, HMeeT Hemaoro Gonbmui (dem y uMnnanrara) pasmep. B Hopme npu
WKHMBIACHAM PaHbl BOKPYT MMINaHTaTa gopmupyercs ¢pubposnas obonmoura
(xancyna), koTopas B OTACHBHRIX CAY4asX, YTOMHAACh, COKpaNAETCHA
HACTOJIbKO, YTO CXMMAcT HMIMNAHTaT, AOCTHraa paslIH4HOM CTencHu
TBepocTH. B camBix XyammMx cnydasx dpe3MEpPHOC YTONIICHME KalCyabl

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
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BHI3LIBAET OTBEpAcHHE, OONC3HCHHLIC OIIYMEHHA B 00NacTH YCTAHOBKM
HMIUIaHTaTa Wi ero aedopmaumio. KonTpakTypa MOXeET BO3HHKHYTh B
NOCACOTICPALIMOHHBIH NEPHOA WIM HECKONBKO JIET CNycTd M ObiBaer
ONHOCTOPOHNEH, IBYCTODOHHEH WM acHMMETpH9HOM. Xupypradeckoe
YAAJICHHE WIN HCCeYeRne PyONOBOH TRAHA YCICITHO YCTPAHACT OCHOKHEHHE,
HO HE pHCK (HepeaxHit) NoBTopHOro ero passutHs. [Ipuunnam obpazoBanns
KOHTPAKTYPH NI0X0 M3yueHH. [IpHMeHsBUmiica paHee crnoco® nevenmus
KOHTPAKTYPH MCTONOM 3aKPHITON KancynoTOMHMH (pasphiB pyOila myTem
CHNBHOTO COABJMBAHHA MOJIOUHOM >Kefe3bl) HA CErOARAUIHMI JAcHB
NPaKTHYECKH HE UCHOMB3YETCA.

CTeneHb TSKECTH KanCyNApHOH KOHTPaKTypH oneHuBaerca ot 1 no IV mo
xnaccudmkauuu befixepa (Baker).

Bosmoxna kansuudukauns ¢ubposnoit kancynsl. Kanbuuduxauma 3o
ABNICHNE, HHOTAA BCTPEHAlOLICecs NMPH JUIHTENLHOM pyOueBaniH TKauM (B
0COOEHHOCTH NPH HANMIUH pasapakuTeneH, HANPHMEP TBEPABIX MONEPCTHBIX
oWOoroebx pyouos). KansuupuuMpOBaHHKE Kancyasl He NPCACTABAAIOT
yrpo3bl, HO MOTYT OBhITh YNAJICHEI, €CK MALMEHT KenaeT H30aBHTHCE OT
KOHTpaxTyph. Yacro HeGoublline Ovarm KambUM@HKaUMA Habmoparorcs B
pa3HHIX 4YacTAX MapeHXMMBl MONO9YHOH kenesnl. Kax npasuno, oHM
ONpERENAIOTCS  BPAYOM-PCHTTCHONONOM  KAaK  A00pOKaYeCTBEHHbIC
o6pazoBaHHE, HO MHOrJAa, 9TOOBl UCKIIOUHTL 3JIOKAYECTBEHHYIO OMYXOb,
MOXET NoTpebOBaTLCA NPpoBEACHRE GHONCHH.

PazpuiB HMILIAATATS

[pyanbic HMINAHTaTH HE MOTYT CAYXKHTh TIOXM3HCHHO. XOTH pasphiB
BO3MOXCH uepe3 moboe BpeMA ROCHEe UMILAAHTALUH, P HCCICAORAHMIT O
H3YMCHHIO pPA3PHIBOB  3allONIHAEMBIX TCJIEM OJHOKAMEDHBIX TPYAHBIX
HMIJIAHTATOB TEKYIIETO TIOKOACHHA Pa3HAIX NPOA3BOAMTENCH, OKPYTIOH HITH
uHOH GopMEL, HMeomKx MapkupoBky «CE», co BpemeneM (¢ noMomsio MPT)
MOKa3al COTNIACYIOIIMECA CXONHBIC pE3yNbTaThl, YKa3WBRIOLME, YTO
OXMIACMBIH CPEAHRI Cpox cyxOn npessmmaer 10 ner.

XOoTa CHIMKOH He noABepeH OHOMOTHUESCKOMY pasfioKeHHIO, 000n0uKa
MMIVIGHTATa MOKET palopBaThcs B DPE3Y/IHTATE HK3HOCA WAH MPAMOro
nopexncHud. B cayyae paspsiBa 00onouxkn uMnnanrara reas o0bMHO
yaepxunpaerca  ($pubposHoit xancynoit B npeacnax chopMHpOBaHHOTO
XHPYPTHYECKOTO KapMaHa (HHTPakancyJIAapHEI pa3pbiB) ¥ 00HADYKNBACTCA

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 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 manufacturers over time (using MRI evaluations)
have consistently reported similar results indicating the average expected
lifetime

exceeds 10 years.

While the silicone material itself has not been shown to biodegrade, the shell

may rupture due to wear and tear, or direct injury. If the implant shell is
ruptured, the escaping gel is usually contained by the scar envelope in the
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Tonbko npH MPT (ckpuiTeifi pasphiB); 3¢peKTMBHOCTS OBHapyXeHnA
Pa3phiBOB 3TUM METONOM cocTammser okono 85 %. B cnywae paspeisa
$ubpo3noii Kancynnl refilb MOXET TONacTb B ONM3NEXalMe CIOH TKaHW H
TKAHH MOJIOMHOM Xene3bl (IKCTPaKaNCy/IApHsIH pazpue). boasmad sacTs rens
OCTaeTCA B NpeAENax MONIOYHOH XeNe3bl, TEM HE MCHEE, HMEIOTCA COOOIeHnA
O peOKHX CIydafX MHIpallM¥ Tels B PyKy, NEPMHEBPHM WM OpIOmHYI0
crenky. [Ipn npocauneaHmy ress 3a npeaens ¢uGposHoi xancyns! paspeis
HMIAAHTaTa MOXET OMTE JHArHOCTHPOBAH INIPH  YJIBTPasBYKOBOM,
MaMMOrpadHuecxoM ¥ (GM3IMKAILHOM MCCNEAOBAHMAX. bBoabnmmcTBO
H3BECTHBIX CITyYacB pa3phiBa MMILIAHTATOB OTHOCHTCA K HMIIIaHTaTaM ¢ Gonee
XPYNKOif, TOHKO! 00ONOTKOH, KOTOPEIE YCTaHABIHBANMCh B Xomue 1970-x
TOIOB.

Paspue creayer nojospesaTs B ClyuasX M3MEHCHMA CBOHCTB Hinenms,
HANPHMEP, NMOARJIEHNA MOCTOAHHOIO ONHOCTOPOHHETO YYBCTBA HOKCHHA HIIH
HM3MCHEHHMA MATKOCTH, TEKCTYpW HaH ¢opmbl nMmnanTtata. daktHueckas
YacTOTa BO3HHKHOBCHHA Pa3pLIBOB HEH3IBECTHA B CIITY CKPLITOIO XapaKTepa H
TPYAHOCTH AMArHOCTHPOBaHHA OOMBIIHHCTBA M3 HWEX 6¢3 mmarHocTHaeckoH
onepauny. COBPEMCHHBIC HMIUIAHTATRI MMCIOT Oofiee TOMNCTYIO, MPOMHYIO
000N0UKY M TCMCBLIC HANONHWTENM MNOBHIUICHHOH BaskoctH. [Iporomurs
CPaBHEHHMS OXHJACMBIX HNM (PaKTHIECKHMX MOKa3aTeNedf 9acToThl paspuiBOB
COBPEMEHHBIX HMIUIAHTATOB € NOKA3aTensiMH, MOMYYCHHHIMM B TIPOLLIOM,
CHEeAyeT ¢ OCTOPOKHOCTDIO, OCOOCHHO €C/U (T CITYHAeT A |alle BCero) pevb
naer o6 HMMNANTaTaX HEM3BECTHOH Mapku, Mozend H Tuna. [lpn
NORPEXACHHH HMIJIAHTATA TIOKA3aHE! €10 YAAICHHE HIIH 3aMEHA, B YaCTHOCTH,
npn o6HapyXEHHN B AAPEHXMMATO3HOH TKAHH MOJOYHOH XKENE3bl, NOCKOALKY
ITO MOKET OBITH MPHHATO 3a ONMYXO0Ab IV NOMCIATE ONPEACACHHIO ONYXO/H.
TpyMuHLI paspriBa HMIAHTATZ BKJIIOYAKOT, CPEAH MPOYETro: TIOBPEKACHHE
XUPYPIHYECKMMH WHCTPYMECHTAMH, HHTPAa- H NOCJACONCPALHOHNYIO TPaBMYy,
H30HITOYROC HANPAKCHHC MNM MAHMIYIAIMH B XOAC NOBCCAHEBHON
ACATENAbHOCTH, HANPUMEP, NPW WHTEHCHRHBIX (W3IHYCCKUX YIIPaXXHECHHAX,
3AHATHAX KOHTAKTHHIMH BHAAMM CIOPTa, OOBIMHOM PYYHOM Maccaxke, TECHOM
bH3HIECKOM KOHTAKTE M CKATHH BO BPEMA MaMMOrpadny.

Himenenns JYBCTBUTEALHOCTH
wenes/601e3HEHHOCT: MONOUHBIX HKeed

COCKOB H MOI04HBIX

rupture), which is about 85% effective in detecting rupture. If the scar
envelope is tomn, 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 ruptures,
which have escaped the scar envelope. Most of the reported cases occurred in
the more fragile, thinner shell devices implanted in the late 1970s.

Rupture should be suspected if there is a change in character of the device
such as a new, persistent unilateral burning sensation or a change in softness,
texture or shape of the implant. Because of the silent nature of most ruptures
and the difficulty of diagnosis without surgical exploration, the true incidence
is unknown. Current products have thicker and stronger shells and more
cohesive gel contents. Caution should be used when 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 rapture include, but are not limited to: damage from surgical
instruments, intracperative 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 Nippie 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
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Jobas xupyprudeckas onepalnua Ha MOJIOYHBIX JKEJIE3axX MOXKET NPHBECTH K
CHHXEHHI0 HIM TNOBBUNCHHIO YYBCTBUTCALHOCTH COCKOBO-GPEO/SAPHEIX
KOMILIEKCOB /MM NOANOBEPXHOCTHLIX CIOCB KOXKH I'PDYIHR. ITH HIMCHEHHA
MOTYT OTJIHYATHCA DO HHTCHCHBHOCTH H HOCHTE BPEMCHHBIN WM NOCTOSHHENHA
xapakrep. M3MeHeHHME 9yBCTBHTENBHOCTH COCKOB HAM TPYAH MOXKET, B

HEKOTOPHX ~ CITy4adX, OTPHUATENLHO CKa3aThCA HA  CeKCYalbHOM
YYBCTBHTENLHOCTH H 3aTPyAHMTL rpyaHoe sckapmmsanue. [lonaralor, uro
3TH U3MEHEHNS 00YCIORNEHB! IOBPEXKACHHAMM KIH PACTAKECHHEM HCPBOB B
pesynerare oneparud. Cnelndyueckoro NE9CHHA 3TOTO COCTONHHSA HE
cylecTsyer.

BONFIIMHCTBO XEHIMMH, MepeHecUIMX YBCAMMCHHE WIH PEKOHCTPYKUMIO
rpyIM C MCTIONB3IOBAHHEM TPYIHHX HMIVIAHTATOB, B NOCACONEPAMOHHLINA
NepHO NEpeKUBaloT GoneBEic ONIYMICHHS B 001aCTH TPyAR W/ rpynHOK
KNeTkH. XoTS B HOpMe Y OONBIIMHCTBA XeHUMMH 00/b DPOXOAMT MO Mepe
BOCCTAHOBJICHHS NOCHC ONECpaluMy, ¥ HEKOTOPHX NALHEHTOK Oomb Moxer
npuolGpecTH XpOHUYECKHHT XapakTep. XpoHngeckan Gonbs Moxer ObITh CBA3aHA
¢ reMaToMOH, Murpaimei, umHbekuued, cmmkoM OGonbmMM pasMepoM
HMMILIAHTATa WIH KalICYJIPHOH KORTPaKTYPOH.

Bresannaa octpas Gomb MOXET OBTH BLI3BAHA Pa3pLIBOM HMIUIAHTATA.

Crmxenve ppexTHBHOCTH MaMMorpadmueckoro obcaexoBaMHS mpH
AWATHOCTHKE PAKOBLIX 3200sieBAHNE/KaIbUNEBLIE OTIOKEHES

[NockonbKy CHMKOH HEMPOHKIAEM AN PEHTTCHORCKHX Ty, TCOPETHIECKH
HMIUIAHTAT MOXCT NOMEIIATh PAHHEMY BHIABJICHHIO PaKOBOIro 3a0oNcBaHMA C
IOMOIbI0 MaMMOTpaduiecKoTo 0OCICHOBAHMA, TAK KAK 9acTh MOSOYHOM
JEJIC3EI OCTaeTCH 3aTeMHeHHOH. HoBble METOMKH CaTHA MOJIOTHOM XKenelnt
NO3BOJAIOT YBENHYHTh ACCTYNHYIO ANa Busyam3saumn obnacts. C apyrou
CTOPOHE, MHOTHE XHUPYPIH CUHTAIOT, YTO HMIUVIAHTAT TNO3BOASAET
YCOREPIICHCTBORATL RRATHOCTHKY OmyxoJell MeroaoM namenanmy. Hecmorps
H2 Cepbe3HLIE TEOPETHUECKHE OMNAceHMA, MOATBEPXACHMI B3aMMOCBA3H
no3aHed AHArHOCTHKY 3a00/1eBaHHA C NPHCYTCTBHEM IPYAHBIX HMIUIAHTATOB
He BbMBACHO. JKEHIWHLI C BLICOKOH CTENCHBIO PHCKA Pa3BHTHA paka
MOJIOYHOH KeJie3b! NOMKHB C OCTOPOXKHOCTHIO NOAXOAHThE K BOMPOCY
HMMIUTAHTAIMM IpyAHbiX mpore3os. [Ipu MammorpaduigeckoM obcnenobaHuu
TpefyeTca ©XKaTH€ MOMOYHBIX XENE3, YTO MOXET NPHBECTH K DaIphBy
MMILIAHTATa, HO MNOCKONBKY AAHHOE OCNOXKHCHHE BO3HHMKACT PEIKO, JTO He

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 nerves 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 capsular
contracture. Sudden severe pain may be associated with implant rupture.

Interference with Mammography in Detection of Cancer/Calclum
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 of breast
that can be visualized. Alternatively, most surgeons feel that the device may
improve the detection of tumors by palpation. While of considerable
theoretical concem, 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.
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JOJKHO YAep:KHMBATh KEHIMH OT TPOXONACHHA PETYAAPHLIX [IAHOBBIX
MaMmMorpaduaecknx obcnenosanuil, Ilepen  MammorpaguyecKuM
ofcnefonanneM He0OXOAMMO COOOILMTE TEXHONOTY O HATIMIHH HMIIAHTATOB,
Huoraa B cTaphix py6uax o6pa3yioTca OTNOKEHHR KANbLHA, KOTOPHIE MOXHO
obnapyxuts B moboi vacTH Tena. To xe camoe kacaerca H (pubpo3Hoit
Kancynsl MMNnaHtata, OObMHO NOJOOHBIC OTROXKEHHA O0pasyloTcs aMmb
yepe3 MHOTHE rozibl MOCAC oncpaunu no MnaanTawH. KpoMe toro, vacto
noGpoxauecTBEHHOE obn13BecTRACHHE MOXHO YBUJETD Ha
MaMMOrpapuueckHx CHHMKAX B OCTAILHOM 3R0POBOH MAPEHXHMATOIHOH
TK2HH MOJIOYHON XENe3bl, AAKE CCJIH TIOCICHHAA HMKONIa He NmoaBepranach
XHPYPrUdYecKOMy BMeillaTenbeTBy. Kak npaBuiio, Ha peHTTEHOBCKOM CHAMEE
nofo0HbIE  OOPOKAYECTBEHHBIC OTNOMERHS KANTblMA OT/NMMAIOTCA OT
xanbimdukalmil, KOTOpHE CHIHANH3UPYIOT O HANHYKH 3MOKAYECTBEHHOM
onyxonu. OnkITHRI BpaY-PeHTIEHONOT CNOCOOCH ONMPEREIMTD, ABNACTCH JH
OATHO KanbuMs A06po- WM 3M0KA4eCTBEHHHIM 00pa3joBaHHeM, ONHAKO
MHOTZa, YTOOBI WCKAIOMHTH  3NOKAUSCTBEHHYIO  OMYyXOAb,  MOXKET
notpeboBateca Omoncus. Her noxasaTennCTs TOro, 4T0 y XKEHIMH ¢
TPYAHLIMH HMIAAHTATAMK TAKUE OTAOKCHHA BCTPCUAIOTCH Hallle HAM pexe,
yeM y xXeHIMH Oc3 uMMmanTaTos. MHorHe roasl cnyctd y HEKOTOPHIX
NALHCHTOB MOXET 00pa30BaTLCA TOHKHH CIOH KankUMEBBIX OTIOXKEHHH B
¢u6po3HoH kancyne BOKpYr HMIUIaHTata. [IpakTHueckwm Bcerna Takoe
o0pazoBaRKe CBA3AHO C KANCYMAPHOH KOHTPAKTYPOH, HO HE BHILIBAET KaKHX-
nu60 HIBECTHRIX MpobneM.

IKCTPY3HE HMILUIAHTATA/3aME/LIeHHOE 3AKHBICHHE PAHBI

Upesmepuoe NaBicHHE NOKPOBHBIX TKAHCH, 1CPEAO3HPOBKA CTEPOUIOB MPH
o0paboTKe XHpYPrMdYeCKOTO KapMaHa JUIS HMMIIAHTaTa, & TakKe
XMpYpruucckas WIH BHEIUHAA TPaBMA MOTYT CTaTh NPHYMHONW pa3BHTHA
HEKPO3a KOXHM W/WIKH OTTOPXKEHHA TKaHEH, TIPHBOJANICTO K OTKPHLITHIO
MMITIAHTATA.

JlaHHOE OCHOXCHEHHE JAOBOALHO PEAKo Ha0MoOZAeTcA y MAUMEHTOB,
NCPCHECITHX OMEPALMIO MO YBEAUYCHUIO TPYAM, HO MHOTA OTMEYAcTCA TIpH
Gonee TPABMATHYHBIX WA MATKHX TKAHEH YCAOBHAX PEKOHCTPYKLMHM IPYAH
nocsie MaCTIKTOMNY, MCCTHOIO NOBPEXACH!S TKaRH Wnan obaygenns. [To-

Calcium deposits are seen occasionally in old scars anywhere in the body and
this is true of the implant capsule. This usually does not occur until years after
implant surgery. Benign calcifications are also commonly seem 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
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 the with Cosmetic

Results/Asymmetry

Implant/Dissatisfaction
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BMAHMOMY, 30HW pyOuesanmua, ocoOeHHO nocae oO0myvderus, HauGonee
TIOABEPXEHH MOBpekAcHHIO. [IpyM  IKCTPY3HH HMINAHTATOR  MOXKET
noTpe6oBaTLCA MX XHPYPrHUECKOE YANCHHE.

CmopuinBagne HEMIUVIAHTATA/HEYAOBIETBOPEHHOCTE  KOCMETHYECKHM
PE3YALTATOM/ACHMMETPHA

O0pazoBanue BHAMMEIX W/WIM TIANBIMPYEMBIX MOPIMHH B HMIJIaHTaTe
CBA38HO C HCTOHYCHMCM MOKPOBHBIX TKAHCH, CTENCHBIO KANCYAApHOKR
KOHTPaKTYPH H CTPYKTYPOH NORCPXHOCTH 00009k wMonanrata. Ha
TPaAMOMOHHON TNAAKOH NOBEPXHOCTH TIeNCBRIX HMMIUIAHTATOB MOPUIHHBL
obpasylorca peaxo. HekoTopsie asTOpH ONHCHIBAIOT METOMKY MaCKHPOBKH
CMOPIIHBAHME ITyTEM nepeMemenns coGCTBEHNOIM XUpOBOH TKaHHu B 06nacTs
Haa WMIUIAHTATOM. XHpypruveckad oOmMOKa, paHee mNpHUCYTCTBOBABILIAS
acCMMMETPHA WIM M3bAH, O6paz0BaHHE KEOHIHOTO NOCACONEPAUHOHHOTO
pyGua, BpeMs, YBEIHUCHUE WIN CHIKCHHE Beca, HepeMEHHOCTL B KopMACHHe
IPyabid — BCE 3TO CNOcOOHO YXYAUMTL ICTETHYECKME PE3YNBTaTHl B
MOCAEONEPALMOHHEI NEPHOA WIH B nocaeayomeM. B GonsnmMucrse cnydacs
€O BPCMCHEM IPyAb (¢ MMIUIAHTaTaMy MK §e3 HIX) B TOH WM WHOM CTENICHH
onyckaercs. ACHMMETPAA 0ORYHO CBA3aHA ¢ HEBOIMOKHOCTHIO MOMHOCTHIO
CKOPPEKTHPOBATH HCXOJHOE PA3NHUME MCKIY MOJOUHLIMK Xkene3amu. Kpome
TOTO, OHA MOXET OBITH BHIBaHA XUpYpruyeckoli onmbkoii, acuMMeTpHiHON
KOHTPAKTYPOH HIH Pa3pHBOM MMILNAHTATA.

YpeaMepHoe pazpacTanHe BONOKOH KOJLUIANCHA B MECTE paspe3a B MPOLECCe
3KUBJICHHA MPUBOAMT K 00Pa30BAHUIO ¥ HEKOTOPLIX NMALMEHTOB HEKPAaCHBBIX
C KOCMETHYECKOH TOUKH 3peHAA mpamos. Kenonasnie pyOumt, KOTOpLIE NJIOXO
NOAJAIOTCA NEUCHHIO, 3a4aCTyIO Pa3pacTaloTed 3a NpeResbl HCXOAHOTO pybua
M CO BPEMCHEM MOTYT TPOAC/XATH YREAMIRBaThCA. ['mmeprpodmucckue
pyOlibp! B LIENOM OrPaHMMHBAIOTCA NpPEACSTAMH HCXOHOro pybua ¥ xopomo
NOJAAIOTCH KOPPEKTHPYIOMEMY JICYCHHIO (MHDBEKIWMH CTEPOMAOB A
KOHTponA BHpaloTKH KOMIarcHa WIH XHpyprydeckas ofecpalHa 0o
KOPPeKiRY MO0KESHHA, HAIPaBNcHHUA HIH NHHHH pyOua).

Bo3MOKAbIE PEAKIHEA HA CHAHKON

Jansibli TEKCT ABNACTCA KPaTKHM 0030pOM ONMHCAHHSA, MPCACTABICHHOTO B
MeanuuHCKko# nmuTepatype. Kommanna Mentor npusHaet, uto urdopMaime B
H2HHOM TEKCTC HOCHT BEICOKOCTICLHATIMIKPOBAHHEIH Xapakrep. Tem He Menec,
BpaueOHas STHKA U MPAKTHKA ONMPEACIAIOT XHPYPra Kak NOCPEAHHKAR MEXITY
NIPOM3BOAHTENEM (IPONKCHBAEMOro MEAMUMHCKOrO M3fC/MA H NALMEHTOM.

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.

Excessive buildup of collagen at the incision site during the healing process
causes some patients to develop scars of cosmetic concem. 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 brief summary 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.
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IpobnemMa BO3MOXHOMH B3aHMOCBA3M MCKAY HCHOAbL3OBAHWEM CHIHKOHA (H
APYTHX HMIUIAHTHPYEMBX MATEPHAIOB) H  Pa3lBUTHEM  PamIMuHBIX
3a0onepaHuit  HBNACTCA  NpPCAMETOM  JKAaDKMX  HAyYHBIX  CIIOpOB.
O0ecnoKOeHHOCTh BHI3BIBAIOT HMMMYHONOTHYECKHE K HCBPOJIOTHYCCKHE
HapyWIEHHA, KAHLIEPOTCHHOCTS | 3a00TICBANNA COCAMHUTENBHOM  TRAHN.
HecmoTpa Ha OOLUIMPHYIO KA3YHCTHKY 1O NOBOAY AABHO M3BECTHLIX H HCAABHO
onucaHHbIX 3a0oneeanMit coeAMRHTENHHON TKAHM, KOTOPHIE CBASBBAKOT C
NpUMEHEHHEM HMMNIAHTATOB, WMHONOYHCACHHBIC  SMTHACMHONIOTHYCCKHE
HCC/IEA0BAHHA NOKA3AIH OTCYTCTBHE KakoH-1HOO 3HaumMol B3aHMOCBS3H
MEX1y MPHMEHEHHEM CHIHKOHOBHX TPYAHHX HMIUIAHTATOB H MOOBIMH
H3BECTHBIMH WM HOBbIMM 3a00NCBaHMAMHM COCAMHUTEIBHOM TKAHM M
HMMYHHOH CHCTEMB. AHAIN3IOM NyOnmkanmit B MeIMUMHCKOR JUTEpaTypE,
OOCBAICHHBIX JIAHHOMY BONpocy (B WacTHOCTH TeX, KOTOphi€ Kacalorcs
CHIIMKOHOBBIX IPYIHBIX UMILIAHTATOB), 3aHHMATHCH YETHIPE ABTOPHTETHHIC
HAYYHHE IpyNiBn CNELMANMCTOR B PalIMUHLIX OONACTAX MEAMLMHEL
Hesasncuman ananutuueckas rpynna (Independent Review Group)
(1a3sHaueHHAA rIAaBHBIM BpadoM BemuxoOpHranun), HamsonansHeifi xoMHTeT
no nayke (National Science Panel) (HasHavernnslif cyaseii Pointer no aery
MDL 926 no geny MDL 926), Uncturyr Meanunim (Institute of Medicine
(IOM)) n IlporpamMa Mo OLlEHKE HAYYTHO-TEXHHUCCKHX BO3MOXKROCTCH
(Scientific and Technical Options Assessment (STOA) Programme)
(yreBepxncHnaa Erponapnamentom). ITo pesynsraram sToro aHanusa Onnu
COCTaBNCHE! 00BbEMHbIE 0TYEThl. Bee YeThIpe aBTOPHTETHEIX OPTaHa NPHILIH K
€IMHOMY 33K/MOYMEHHIO 00 OTCYTCTBHM KAaKMX-THOO ABHBIX JOKA3ATCIALCTB,
CBHETENILCTBYIOLUMX 0 TIPHIHHAO-CACACTBCHHOM CBA3H, HIH
TIONTBCPACHHOH  3aBHCHMMOCTH MOXKAY NPHMEHCHHEM CUIMKOHOBBIX
HMIUIAHTATOB MONOYHOM XKENEC3h! M PHCKOM Pa3BHTHA H3BECTHBIX MM HOBHIX
ayTOHMMYHHBIX 3abonepanmnii uwnu 3aboneBaHnit COCAMHHMTENLHOH TKaHH.
IMpakTHYECKH TakHE Xe Pe3yALTaTh NPEACTaBICHH B 00HOBICHHOM 0630pe
2011 r, nocBAIMEHHOM MHASMHUOJIOTHIECKHM NyOnAKkaumam B pedepupyeMoit
MEMILHHCKOH NHTeparype 3a 2011 r.

ConyTcTByIOlUME HEBPOJNOrHM4eckue npoduemsl (Hanmpumep, paccesHHMIA
ckiepo3 H G0koBoii aMHOTPOPHUECKHMIA CKISPO3) OTMETANNCH Y HEGOMBILOrO
YHMCAA NAUMEHTOB C IPYAHLIMY NMILTaHTaTaMH, [Tocnenyromue HecneAoBalHA
HC BLUBWIN B3aUMOCBASH MEKAY HEBPONOIMUECKHMH 3a00NEBaHMAMA W
NPAMCHCHUEM IPYAHBX AMILIAHTATOB.

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 uniformly concluded that there
was no discemible 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 studies have been conducted to determine the carcinogenic risk of
breast implants and no evidence of increased risk of cancer has been
demonstrated. Continuing assessment of both known and possible risks
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BLulo npoBeACHO HECKONBKO HCCIECHOBAHMH €  LENBIO  OUCHKH
KAaHUEPOreHHOCTH TPYAHHX MMIJIAHTATOB, KOTOPhIC€ HE NONTBEPIHIH
NpEANONIOKEHNE O NOBHMILICHHOM prCKe pasenTuA paka. Ha nannmii MomeHT
HCCACAOBAHMA MO OLCHKE H3BECTHWX H NOTCHUMANLHBIX PHCKOB,
aCCOUMMPYEMBIX C XHPYPIHUCCKHMK ONEPAIMAMH C HCNONBI0OBAHHCM
TPYAHBIX MMILIGHTATOB, MPOAOIDKANITCA.

JIOCTOBEPHBIX IQAHHHWIX O BPOXJACHHEIX AcdeKTaXx M APYTHX NOOOYMEIX
NeHCTBHAX Ha PpEMpOAYKTHBHYI0 CHUCTEMY 9€JIOBEKA, CBA3AHHBIX C
HCTIONb30BAHNEM CHIMKOHOBRIX NPOTCI0B MOJIOTHO#H XKene3bl Moboro Tuna, B
nHTEparype He oOHapyxeno. [focneaRHE uecneaOBaHNAA, CHOHCOPOM KOTOPHIX
BLICTYNHAA KOMNaHWA Mentor, nO3BONMAN NONYYHTL HOBbIE ZOKA3ATENALCTBA
TOTO, YTO CHIHKOH, HCTIONL3YEMbIi VI NPOM3BOACTBA MPOTE30B MONOYHOH
KeNe3bl, He OKa3pBaeT NOGOTHOro ACHCTBHA Ha PENPOAYKTHBHYIO CHCTEMY
3KCMEPHMEHTAIBHBIX AKMBOTHBIX.

HecMmotps Ha TO, %TO TeOpeTHYECKM mobat AMpPYPruueckas OnepanMs Ha
MOJIOTHBIX 2Ke/i€3aX, B TOM HC/IE HMIUIAHTAIMA TPYELIX MPOTE30B, CIIocobHa
HapyWHTs BHPAGOTKY AOCTATOYHOTO KOJHYECTBA IPYAHONO MOJIOKS, MBOTHE
WCHIMHLI C TPYAHbLIMK HMIUIAHTATAMHA YCIEMIHO KOPMAT CBOMX AereH
rpyabio. H3pecTHo, uTo mobas onepaims Ha MONOYHBIX Xene3ax (Hanmpumep,
rpyasas OMOMCHR) MOXET NOBMHATE HAa KOMHHCCTBO BHIPaGaThIBacMOro
rpyaHoro Mmonoxa. B nocineanue roael He pa3 NOAHUMANCK BOMPOC ©
CNOCOOHOCTH CHJIMKOHA NPOHHKATH B TPYAHOE MOJIOKO Y XKCHIMH C
CHIHKOHOBHMH TpPYJHMMH MMINANTATAMH M €ro NOTSHIMAIbLHOC
BO3ACHCTBNE HA 3/I0POBRE BCKAPMIIMBAEMEIX TPYAHEIM MOJNOKOM JeTeH,
OpHako caMble NOCNCAHAE HCCICAOBAHHS MNO3BOAMIR NONYYHTH BECKHE
Z0Ka3aTENBCTEA OTCYTCTEHA B3aHMOCBA3H MEKIY CHIIMKOHOBLIMM IPYIHBIMH
HMIIAHTATAMA M pasBuTHeM noOounbix 3¢peKToB y BCKapMIKBACMBIX
TPy/HBIM MoNokoM Jetell. CrenManucTsl AMEPHKAHCKOH aKaICMHM
neauaTpuu (American Academy of Pediatrics) npMuini x 3aKIOMEHNRIO, UTO Y
WEHIMH ¢ HMILIAHTATaMH HET DPHYHH OTKA3LIBATLCA OT KOPMACHHA IPYABIO.
B 2000 rogy cneumanuctsl EBpomnefickoro xoMuTeTa no ofecnedMeHuio
Ka4ecTBa ¥ KOHTPOAS 33 MeAMLUHHCKHMY H3JICTHAMM, IPEAHA3HAYCHHBIMH AJ15
nnactuyecko#t xupyprian (European Committee on Quality Assurance and
Medical Devices in Plastic Surgery (EQUAM)), npuHuIH K 3aKMOYCHHIO, 9TO
FPYAHBIE MMIUIAHTATE], HAMONHEHHEIE CHWIHKOHOBBM IENEM, HE OKa3hiBalOT

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

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

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

72



noboynoro AciicTBHA Ha npoTexaHne OepeMEHHOCTH, Pa3BUTHC IIOAA,
IPYAKOC BCKAPMIHBAHUE HIA BCKAPMIIHBACMEIX (PYAHLIM MOJIOKOM JCTCH.

B ortucre «Safety of Silicone Breast Implants» o Ge30nacRocTv npuMeHeHHA
CHMKOHOBBIX HMILNAHTATOB, BHIAYIICHHOM 8 HIoNe 1999 roza npH noaaepxke
Huctutyra Meanumns (Institute of Medicine (IOM)), oTmevdaeres, 4To prck
Pa3BHTHA PaKa, HMMYHOMOTHYECKOrO 3a00JNCBAHHA MIAH HCBPOMOTHHECKHX
npoGneM y XCHIIAH C CHAMKOHOBHIMM TIPYAHBIMM HMMIUVIAHTATAMH HE
NPEBLIIACT PHCK HX PA3BUTHA Y OCTanbHOR monynaumu. KoMurer Takke
NpHILEN K BHBOAY 00 OTCYTCTBHM JOKAa3aTENLCTB Nepeaady CHAHKOHA JETAM
uepes rpyAHOC MOIOKO XKEHIMH C TPYAHLIMH MMILTAHTATAMH,
AHANAACTHRECKAN KPYNHOKAETOUHAN AHMGoMa

Ha ocnosanuy WHGOpMALUNH, NPEAOCTABACHHOH MCKAYRAPOAHLIM OpPraHaM
HOPMSTHBHO-NIPABOBONO PETY/AMPOBAHMA ¥ MOYEPNHYTOH M3 MEAMUHHCKOl
AUTEPaTyYpHl, Obina BHABACHA B3ARMOCEA3b MEKIY TPYAHBIME HMILIAHTATAMH
W DPa3sBHTHEM AHAIJACTAYCCKOH KPYNHOKICTOYHOR nuMdombl (Anaplastic
Large Cell Lymphoma (ALCL), onnoii u3 gopM HexomKKHHCKOHK TAMMOMEL
XKeHnHE ¢ TIpyAHBIMH  HMIJAHTATAMM TIOABCPralOTCA HE BechbMa
JHAUUTENBHOMY, HO NPH 3TOM NOBWIIEHHOMY pHCKY padshtia ALCL
(aHannacTudeckoil KpynHOKNeToTHOH MmMQoMb), CBA3aHHOM C IPYAHBIMH
nvmnanTatamn  (BIA-ALCL), B xuakoctn Hin  pyOuoso#t  Kkancyne,
APWICTAIOWICH K MMIUIAHTATAM, TIPH ITOM ZOKYMCHTATLHO NOATBEPAKIACTCA
BCPOSTHOCTH PaclIpOCTpaHEHHA pPaka Ha MECTHOM, PETHOHANLHOM H
OTAANCHHOM YPOBHC H COODWACTCSA O PEIKMX CMEPTE/IbHBIX CITYYaAX.

Bo wmHOMMX cTpaHax wMApa cooOmanock © pasBuTHM  BIA-ALCL
{anannacTHyccKoil KpynHoxneToqHOH NHMGOMBI CBA3AHHONW € TPYAHBIMHA
MMIIAHTATAMH) Y NALUMEHTOB C MMIUIAHTAMH B AHAMHE3€, B TOM YHCAC C
TPYAHBIMH MMNAAHTATAMH OT KOMMNanuKk Mentor 1 ApYTHX mpoussoauTeneii,
KOTOpBIC PA3THUAIOTCA B MAAHE XaPAKTEPHCTHK NOBEPXHOCTH, BHNYCKAEMbIX
mozeneit u popm. B muTepatype no Gonsiueli wacTH ONKCHIBAIOTCA CTYUAH
MCMONL30BAHAA  TEKCTYPHPOBAHHBIX  HMILNIAHTATOB. B neckonpkux
KYPHAILHLIX CTaTBAX Mccacaylores dakrtop pucka passutia BIA-ALCL
(aHannacTHYeCKOH KpPYNHOKIETOUHOH MMMQOMBI CBA3AHHON C TIpYIHHIMH
HMILUIAHTATAMHE), BKIOYAA PA3IHYHLIC METOAL], HCTIONb3YEMbIC AN CO3AAHUA
TCKCTYPB MOBEPXHOCTH HMILIAHTATA, H, MOMHMO NPOYETo, ponb GHOMNCHKH B
PpasBHTHH 3a00neBaHNS.

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-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 |
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Heobxomumo yuMTHIBATE TakkKe H BEpPoATHOCTL pasBuTHi BIA-ALCL
(anannactiueckol KpYMHOKNETOHHOH AUMPOMH CBA3AHHOH ¢ TPYIHBIMHM
HMIUIAHTaTaMK) B TeX CIydasX, KOTAa Yy NALHEHTA NPOABIACTCA NOIMHAA
cepoMa (Kak MHHHMYM, Yepe3 | TOA M B cpeaHeM uepes 7-10 ner nmocne
HMMIOJTARTAIAN), TIOABIACTCA 00BEMHOE ODpa3OBAHME B MONOMHOH Xenese,
OpWICTAlome K  Kancyle MMIUIAHTaTa, MO0  OUarHOCTHpYeTcs
numbaneHonatus. OOcneoRaHHe NalMEHTa HA NPEAMET OTIONEHHOIO
yBelMUeHHE MMIIAAHTATA MOJMIOYHOH JKE/NE3bl, YCTAaHOBICHHOTO DaHee,
skmouaer Y3U wim MPT ¢ uensio BEBICHHE CCPOMBI HIH JIMOMEL.
JINarsocTHKa HAYMHAETCH NPH NOCTYIUICHMH C NyHKIMOHHOM Ouoncum
BOIMOXKHO GONBIICIO KOMMYCCTBA KHAKOCTH (MuHMMYM 50 mm) npm
HCTIONS30BAHKM YIIBTPAsBYKA JUIA NEPEMEICHHR H 3aliUTEl nMnnanTata. [Ipn
HAUTMYMH  COMHMTENLHONO  OOpasoBaHHA  HEOOXOAMMO  OCYLIECTBHTH
NYHKTMOHHYIO GHONCHIO HH OTKPHTYIO GHoncuio Tkaue#. O6pa3un cnexyer
HANPaBNATL HA aHaMM3 MOPQONOTMH KICTOK MOCPEACTBOM TNpPOBEACHHS
HUTOJOTHYECKOTO HCCNEA0OBAHMA, HMMYHOTHCTOXHMHYecKoro ananu3a CD30
B ALK (xHHa3pl aHanmnacTHueckoit NuMQOMBI), a TaKKe HRPOTOIHOH
UMTOMETPHH AJ15 HCCNICAOBAHUA, KOJMYCCTBEHHOM OLICHKH W XapaRTEPHCTHKH
T-xnerok B oGpasmax. Jins nNOCTaHOBKH MM MCKIlO9cHHA Auardosa BlA-
ALCL (asannmacTH4ecKoi# KpYNHOKACTOUHOE JMMGOME CBA3AHHOH ¢
TPYJHHMH HMMIUIAHTATAMH) HaCTOATENLHO PEKOMEHAYETCA KOHCYNbTauMsA
reMaToyiora B CNenHanu3upoBaHHOM OHKONIOTHYECKOM UeHTpe. B ToM cinyuae,
ecni mocrarneH Anarnod BIA-ALCL (anamnacTiuecko#l KpYIMHOKAECTOMHOM
AMMQOMEI CBA3AHHON C IPYAHBLIMH UMIUIAHTAaTaMH), JICJal¥M BpaYaMm
HACTOATENBHO  PEKOMEHIAYETCA  [POKOHCYALTHPOBATHCA €  [pynmoi
CNEUHATMCTOB DPANMHYHOTO npoduaa, BKIOYat OHKONOINOB, TIATONONOB,
OHKOXMDYPIoB H TnacTHdeckux xupyprob. Pcxomesaannu Hammosanbuol
ceTu MEOTONPODHALHEIX ouxoormcckuX yapexacnnii CLIA (The National
Comprehensive Cancer Network (NCCN) o neqeHHIo AMarHoCTHPOBAHHOMH
BIA ALCL (anannacTuteckoil KpYNHOKICTOUHOH JIHMQPOME! CBS33HHOH C
IPYAHBIMH MMIIIAHTATAMH) NIPCRYCMATPHBAIOT YRAICHHE MMIUIAHTATa U BCeH
OKpyxalomieli Kancym HMNIAaHTaTa B JONONHEHHE K  YA&ICHHIO
MPHCOEAHHEHHEIX OObeMHBIX 00pa3oBaHHU ¥ NCUECHMIO NpH [OPAKCHHH
AMMOaTHYICCKUX Y3NO0B.

implantation), 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 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 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,
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.

breast mass adjacent

Please report all confirmed cases of BIA-ALCL per the details provided in the
ADVERSE EVENT REPORTING.
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[pocum coobmary 060 BCEX NOATBEPKACHHMX caydanx BIA-ALCL s
COOTBETCTBHH C NOAPOGHBIMY HHCTPYKIHAMH, coaepxammnmMucs 8 OTYETE O
HEXENATEJIbHBIX ABJIEHHAX.

[pocum oGparTHTh BHMMAHWE Ha CEAyIOWee: ANS TOro, 4ToOM y3HaTh O
NOCHEAHHMX METOMaX JAMATHOCTHKH K JICHEHHWs, oDpanjaiitecs x
Pexomerpaunsm HauuonanbHOH ceTH MHOTONPOMGHIBHAIX OHKOMOTHYECKHX
yupexxaennii CLLIA (The National Comprehensive Cancer Network (NCCN).

IIpocaunpanue reas

Ucnonesyemblii 8 MMIUIAHTATaX Telib COCTOMT H3 KPYNHBIX OJHHOUHBIX
MOJICKYJ1 ¢ CETKOH TpeXMEpHOI CTPYKTYphI, KoTophie cocTasmaioT 20 % obwiei
MaccH rens. [IpocTpascTBO MEXAY ITHMHM MOJMCKY/AMH 3alONHACT BAKWA
WAAKHMH CHAMKOH MEIHUMHCKOTO HA3HAYCHHA. JTa BA3KAf KHIAKOCTH
aHANOrHYHA MAaTCpHAIaM, NPHCYTCTBYIONIMM BO MHOTMX NPOAYKTax, B TOM
yueae GespenenTypHBIX Ipenaparax oT NOBMILCHHOTO ra3o00pajoBaHna A
aere#t ¥ B3pocanX. HeGonbioe KOMHYECTBO CHAMKOHA MOXKET NPOHMKHYTh
(mpocoumTheA) yepes 060n0uKy HMINaHTaTa. OCHOBHAA €ro 4acTh MPH 3TOM
OCTAeTCA Ha CTEHKaX HMIUTaHTara. HesnayMTennHoe KONMHYSCTBO NONAAAET
BHYTph (uGposnoli kancyawbl, rac MOHEMHOTY nNOACHPAEeTCR KMCTKAMM-
yOopiMKaMH MMMYHHOH CHCTEMB — Makpodaramu. B HopMme 3TH KieTkH
OTBEYAIOT 32 YHHYTOKEHHWEe HHOPONHEIX TeN, Hanpumep Oakrepwit. Ho ecmn
MaTepHan (HanpHMEp, CHIMKOH) HC MOZAjacTcd paspyimicHHIo, Makpodarn
nepeHocAT ero B JnMparwueckne yanel. Kak ormeuaerca B pasjenc
«Bo3MOXHBIE peakuHH Ha CHIMKOH», B oTdere [IporpaMmil no oueHke
Hay4HO-TexHMuYeckux pozmoxHocTe (STOA) or 2000 roza npuBexeHo
caeayomee samouenme: «Mccnesobauyus He BHABHAHW CBA3H  MEKIY
CHAMKOHOBBIMM HMILIAHTATAMH M CEPBC3HBIMH DHCKaMH JUIA  310POBhS,
HanpHMep, pakoM H 3a00/1eBaHHAMY COCTHHRTENLHON TKAHHY.

I'parynemnt

Haxe Bokpyr neOonbuioro ofhema CHIHKOHZ MOryT OOpasoBBIBATBCH
rpaHyneMsl. M XOT4 3TH y3enKH HE ABNAIOTCA 3MOKAIECTBEHHHIMH, HX ObIBacT
CROXHO OT/IHTHTD OT HIOKAYESCTBEHHOH rpanynemul 63 yaarenuna (Guoncun)
H HWccnenoearna. Kpynneie M nOXoxmMe Ha  310KAUECTBCHHOE
HOBOOOpasoBaHHe TpaHylcMbl TOMICKAT OHONCHM MIM XHPYPTHYECKOMY
YAANCHHIO M MCCIE0BAHHIO.

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 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.
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IIporine BO3MOKHbIE PEAKUHE

* BosmoxHo BpeMeHHOE pasBHTHEe TpoMOo3a BeH B 0OnacTh nporesa (npu
3TOM OHHM CTAHOBATCH NOX0XUMH Ha TOJCTHIC XTYTH), KOTOPBIH MPOXOANT
6e3 XMPYpru4eckoro BMEIMAaTE/IbCTBa WK MEAHKAMEHTO3HOTO ICYCHNA.

e Bosmoxsa Gonb, BEI3BaHHAA YIEM/ICHHEM HEDBOB MAH 3aTPYAHECHHBIM
COKPAIICHHEM MBI H3-332 HENPAaBHIBHOTO PasMEpa H/HWIH PaIMEIICHUA
HMIINAHTATA.

e U3secTust cnygau oGpazosanus runeprpoduyeckux pybnos.

e [Ipu 3HaIMTENBHOH CTCTICHH ANFe3MH TKAHEH BOIMOMXHBI TPYAHOCTH C
yAaJICHHEM MpoTE3a.

*Coznacne Hpuxazy 11138 om 19.10.2020 coomsemcmeyem mepmuny

«HebRazonpuAMELIE COBIMUA U HENCEAMETSHNE PEAKN»,

HHCTPYKINH R Meph! NPEeAOCTOPORHOCTH NPH HIBJCUHEHNE HMILTAHTATA
IIpn HeoOXOAMMOCTE yAANCHHS MMIUTAHTATa CHEAYET MCIONB30BATDH
CTAHJIAPTHREIE XHpYypruyeckue noAxoas 1 npakruky. IIps stom Heobxoaumo
yAANHTL H3JCNHE MONHOCTHIO. B ciydae paspsiBa 3anONHEHHOTO refieM
HMILIAHTATa CAEAYeT NO BO3MOXHOCTH YARTHTD BECh I'eflb.

OTUYETHOCTD O HEXKEJIATEJIBHLIX SBJEHUAX

dna nauveHTa/monb3oBaTens/Tperscro nuua 8 Esponedickom Corose H B
CTPaHAaX ¢ HACHTHYHBIM NIOPAAKOM HOPMAaTHBHO-TIPABOBOTO PETYIMPOBAHNA: B
CTyuae, eCJid BO BPEMA MCNQOAL30BAHMA JAHHOTO M3ACNHA WM B Pe3yibraTe
€T0 HCNOJIb30BAHUA NMPOH3OIIEH CEPLEIABI HHIUICHT, IPOCHM COOOMTEL 00
ITOM NPOH3IBOAUTEIIO W/ MM €T0 YIIONHOMOYEHHOMY NPEACTABUTEMO, 3 TakKe
B Baill HAMOHANLHBIA YNIONTHOMOYCHHBIH OpraH.

OIEHKA H3JETHA

Komnanua Mentor Tpefyer HelaMeaIHTENbHO CoobmaTh 060 BeeX cayqaax
OCNIOXHERNIt W/HIH 3KCIIAHTALMH TIPH OPUMCHCHHM HACTOSAIICTO H3AETHS
MECTHOMY NPEACTABHTENI0 Kommanuu  Mentor, xoTophliif  Hecer
OTBETCTBEHHOCTh 34 YBEROMJICHME OT/iena nperensuit komnanuu Mentor. [Tpn
HeoOXOAMMOCTH JKCIAAHTAUHMM KoMnanua Mentor opranuzyer asanus
HIBMEYEHHOTO HIJICHHA, fIPH 3TOM HeoOXOAMMO fIOAYYMTR pa3pemeHHe

Other Possible Reactions

¢ 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.
Hypertrophic scarring has been reported.

The prosthesis may become difficult to explant if the degree of tissue
adhesion is significant.

[ ]

*According to Order 1113n of 19.10.2020 corresponds to the term "adverse

events and adverse reactions”.

Instructions and Precautions for Implast 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 gel should be removed as far as
possible.

ADVERSE EVENT REPORTING

For a patlent/userflhlrd 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.
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nalyeHTa H BpaYa Ha NPOBEACHUE HCCAEROBAHUH, CNOCOOHHX HM3IMCHUTDH
COCTOSHHE U3ACIHA.

PA3PEIIEHHE HA BO3BPAT TOBAPA

Paspemene Ha BO3BpaT TOBApa CIEAYET NOAYYHTR Y MECTHOTO
NpeACTABATENA KoMnanuy Mentor no Bo3epara Tosapa. [l Bosmemenus
CTOHMOCTH MIIH 3aAMEHBI TOBapa OH JO/DKEH HMCTh

HEMOBPEKICHHBIE NEYATH NPOH3BOAMTENA. 32 BO3BPAT HEMCNONL3OBAHHOTO
H3JIeTHA MOXET B3HMAThCA NAATA.

BE3OIIACHAA YTWIN3ALIUA

Uzmenns,  KOHTAKTMPOBABLIMG C  MAaTcpHalaMW  SIEJIOBEYCCKOro
NPOWCXOKACHMA, MOTYT BLI3BaThb 3apaXCHHE. YTHIM3HpyHTe HX C
cobmoicHAeM HeOOXOMMMRIX MEp MPEeNOCTOPOXHOCTH B COOTBETCTBHH C
MeCTHHMH HopMaTheamM. [Ipumeuanme: nndpopmauns o6 wu3neIHAX,
CBA33HHBIX C MOGHIMH NPETEH3HAMH HITH MOTEHIHANLHEIMH HEKETaTeNbHEIMH
ABJICHHAMH, JIOJbKHA ObITh HEMEIICHHO AOBEACHA A0 CBEACHWA MCCTHOrO
TIpEACTaBHTENA KoMnaHHH Mentor ¢ nessio soaspara (cMm. pasaen «OLEHKA
HU3AEJIUA» peune).

HHOOPMAIIHSA, KOTOPYIO BPAY OBS3AH NPEJOCTABHTH
NALUHEHTY

YcraHoBka IPYZHONO MMIUIAHTATa — 3TO MA3HOBRAA NPONEAYPa, H NAUNCHT
okeH OBITh (4] M _TNIPpOHH MHUPOBaH 0 COOTHOIICHHH

DHCKa M NOAL3K, XHpypr 0053aH NPeAOCTaBHTL KDKAOMY NOTCHUHAALHOMY
TIAUMEHTY CIEAYIONHE MAaTEPHAMNLL

1. Onncanne wiaeans

I'pynume ummiastatst MENTOR u3roToBicHsl H3 CHIMKOHA. Mentor
NPEUTAraeT refieBhiC rpyAHbIC UMILIAHTATHE ¢ TANKOH NOBEPXHOCTHIO.

Bce renesbie rpyamnie WMnaantaTei MENTOR conepxar xoresmeHBIH
CH/IMKOHOBHW Tenb. Mentor npeanaraeT rencebie IpyfHBE HMIVIAHTATEL C
Pa3sIMIHEIMH YPOBHAMH KOTE3IMBHOCTH Marepuana lanonsenms. JlocrynHsl
H3OENHA KPYTrioH GopMbl ¢ pasHbHIMH BHICTYNAMH H HECKONBKHX KOHTYPHBIX
¢dopM ¢ palHo# BeicOTOH W BhicTynamu. O0beMm, ykasaHHHH Ra STHKCTKE
TIPOAYKTA, NpEeACTaRNAeT co00i 00BEM 3aN0NHEHNA reas.

2. Marepuans! n3aenui

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

Breast implantation is an elective edure and the patient

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 smooth surfaced.

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 and in several contour shapes with different heights and
projections. The volume indicated on the product label is the fill volume of
the gel.

2. Device Materials

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

77




pynsste nmmnauratel MENTOR, 3anonseHHsie refeM, Gunu nOABEPruyTH
HCOLITAHHAM Ha 6e30NacHOCTL KCMONbL30BaHKA. MaTepHan, ¢ KOTOPEIM MOTYT
COMpPHKACATHCE NAUMEHTHI, — 310 100% CHANKOH, NpemxHasHAuYCHHHR A1
H3TOTOBNCHHA MEOMLUMHCKHX  HMIUIAHTATOB. Obonogkn  TPyRHBIX
uMmnantaros  MENTOR, 3anosHeHHBIX TelNeM, WU3TOTOBRAEHW K3
CHIMKOHOBOTO  1aCTOMEpA MEAMUMHCKOTO HA3HAYCHHA. O6onogkn
3af10NHEHB MEAMUHHCKHM KOTE3HBHBIM CHIIHKOHOBLIM Te/ICM.
3. Hudopmauns 2an 6e30nacHOre HCHOALIOBAHNA
3.1. Heerpyxknuu no ofimeii GezonacHoCTR ANS NAUNEHTA
Ipyaunie uMMIAHTATH! NPSAHASHAYCHB! WX *keHmMEr 18 ner u crapme,
KOTOPBIC XOTAT YBEJIMYHTh HJTH BOCCTaHOBHTH rPpYyb.
Onepanys NO HMIIAHTALMKN FPYAH HE NOKA3aHa KCHIIMHAM, ¥ KOTOPRIX €CTh
OAHO M3 CIEAYIOLIMX COCTORHMUN:
* BepeMeHHEIE M KOPMSALIME MATEPH.
* AyToumMMmyHHoe 3abonesanme
+ CocTosnH, NOBHINAIOINE XHPYPrUvecKHit puck™®
* UyBCTBHTEILHOCTE K NOCTOPOHHMM MAaTepHanaM B aHaMHe3e
» HeoHOKpaTHBIE NONBITKA H HEYa4Yy NPH YBSITHYCHUM WM PEKOHCTPYRIIHM
Ipyan.
» Hexxenanue genarh JanbHEAMYIO Onepalio
* HepeanucTHaHbie OKUIAHMA,

O HEANEeKBATHOE CTHOMCKUE HIIH MOTHRAIHSA

O OTCYTCTBHE TIOHHMAHAA PHCKOB, CBA3AHHBIX C OMCpalHed H

HMIUIAHTaTaMA,

* Pak MONOYHOH XeNeIH, He MOABEPrHYTLIA JICYCHHIO, WIH NPEAPAKOBOE
3a0oneBanue MONO4YHOH Xesean *
* Obcyamre ¢ BAmMM XHPYpProm Modsie BO3ZMOXHEIC YCIIOBUA
** [Torosopure cO CBOHM MaMMO/OTOM H OHKOJIONOM O CROEM {UIAHE JICUCHHA

paka

3.2, MMocaeonepaAlHOHALIE NPEAYNPEKACHAN, MEPL NPEROCTOPOKHOCTH
RJIB Mephl

Mephi no camoobcne0BaAHNI0 MONOYRLIX XKeae3

Bel  OMKHGI HAYYHTLCA €XEMeCAYHO NpOBOMMTH caMooOcaenoBaHue
MOMOYHWX XKenesd. BaM Takke A0MKHb NOKA3aTh, KK OTAMMHTD HMILIAHTAT OT
TKAHA MONOUHOM XKeneanl

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 ot nursing mothers.

+ 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

* Unrealistic expectations

o inappropriate attitude or motivation

o lack of understanding of the risks involved with the surgery and implants.

« Untreated breast cancer or premalignant breast disease *

* Discuss with your surgeon any possible conditions

**Speak to your breast surgeon and oncologist about your cancer treatment
plan

3.2 Postoperative Warnings, Precautions, or Measures
Breast Self-Examination Measures

You should learn to perform breast self-examinations monthly. You should
also be shown how to distinguish the implant from their breast tissue
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Mpeaynpexnenns

¢ CHNMKOHOBHIH rellb MOXKET NPOTEKATh HIM «MNPOCAYHBATLCA» HEpe3
HEMOBPEKIACHHYI0 O0GONOUKY B Kancyay M NPHICTAIOWHNE TKAHH MOJIOYHOM
xenesnt. Joarocpounsie dGGEXTH TaKOTO «IPOTCKAHHA» HEHIBECTHH. BhI
DOJKHB OCO3HABATH 3TY NOTEHIHANBHYIO BO3MOXHOCTb.

* HcnonssoBanue mukporosHOBo# muatepMumn HE pexomennyerca. Ot1o
MOXET BbI3BaTh HEraTHRHEIC NoOoanke 3¢pperTnl B 061aCTH XUPYPrayecKkoro
BMEMIATELCTRA.

* Bul JomxuHel 3HaTh, MTO MI000C HEHOPMANBLHOC HAMPMKCHHE WIH TPaBMa
TPYAH MOTYT IPHBECTH K IIOBPEKACHHIO HMILIAHTATA.

» Mentor nacroatensuo pekomeHayer HE ofpabaTeiBats ynpyrocts Kancyiuam
CMALHBIM BHELIHHM BO3CHCTBHEM (HaNpHMep, 3aKpLITOH KancynotoMmei).
Coofmanoch, 4TO 3TO MOXCT OPUBECTE K TpaBMe TNalMeHTa WHIH
TIOBPEXK/ICHHIO MMILIAHTATA.

Mepui npenocTopokHOCTH

CoobmuTe CcBOGMY MNOCTABIUMKY MCEOMLUMHCKMX YCIYr O  BallKX
CYIIECTBYIOUEHX WMIUIAHTATAX, CCIH

* y Bac ayTOMMMYHHOC 3abonesanne

* y BaC ocnabieH HMMYRMTET

¢ B HaCTOSIICE NMPHHHMAETE JICKApCTBa, KOTOPHIC 0CNAGAAI0T eCTECTBEHHYIO
COMPOTHBIACMOCTh OPraHn3Ma BoneaHsaM

CoobmmTe cCBOEMY MOCTaBIIMKY MEOHMUMHCKMX YCNYT, €CAM BM NaHupyere
YTO-NH00 U3 CHEAYIOMIETO:

» Xupyprua s oGnacTH rpyan

* XuMHoTepanus

* Pagnauna®

* MPT

* I'pyanoe BckapMnnsanue™**

* [TosTopHas onepauun***,

* MamMorpadua****

« Jlyuepas Tepanua MOXeT NPHBECTH K NMOBPEXKACHHIO IPYAHOrO HMILIAHTATa.
Jly4eBas Tepanng MOXET YBETHIHTh BEPOATHOCTD KallCYIAPHO#A KOHTPAKTYPH
H/NIH W3MEHUTL BHEMIHMHA BIA Bamick rpyan.

** [pyaHBE UMIUIAHTATH MOTYT MEILATh IPYAHOMY BCKADPMIIMBAHHIO

“*¢ TpynHbic HMIUIAHTATHL HE ANIAIOTCA NOKHIHEHHO CHYXAWMMA
n3nennsamy. Cxopee Beero, B OyAymeM BaM fpHACTCA YAATHTh UMITUIAHTAT C

Warnings

Silicone gel can leak or “bleed” through the undamaged shell into the capsule
and adjacent breast tissue. The long-term effects of such “bleed” are unknown.
You should be aware of this potentiality.

» The use of microwave diathermy is NOT recommended. It may cause
negative side effects to your surgical area.

» You should be aware that any abnormal stress or trauma to the breast could
result in damage to the implant.

» Mentor strongly recommends AGAINST the treatment of capsule firmness
by forceful external stress (such as closed capsulotomy). It has been reported
to cause patient injury and/or implant damage.

Precautions

Advise your Healthcare Provider about your existing implants if

» you have an autoimmune disease

* have a weakened immune system

» currently taking drugs that weaken the body’s natural resistance to disease.
Advise your Healthcare Provider if you are planning any of the following:

» Surgery in the breast area

» Chemotherapy

» Radiation*

* MRI

» Breastfeeding**

* Reoperation***,

» Mammography**#**

* Radiation treatment may possibly cause damage to the breast implant.
Radiation therapy may increase the chance of capsular contracture 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
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3ameHOi WaH Oe3 Hee. H3meneHns B Bawed rpyau HeoOpaTuMel nocie
IKCILIAHTALMY,

**#* [pyAHBC HMIUIAHTATH MOTYT MCWIATH BBIABICHHIO PAKa/OTNOKCHHH
KanbUKK,

Pucku # OCNOXHEHHS, 0 KOTOPEIX CHCYET 3HATh:

* Hudexuun

 'emaToma

* MepnenHoe 3KMBACHHE PAHBL

+« Kancynsnas xonTpakrypa OV,

* Jledopmanng rpyaHod CTEHKH

* YpeauveHHsle MMMaTHYeCKHE Y3Nbl

. O—l-pm

» MaMeneHns OLLYIICHHAS COCKOB K rpyan/GonH B rpymm

» BO3MOXHBIE peakilul HA CHIHKOH M HRGOEKIMH.

* DKCTpY3Hus

+ CMopapBaHie HMIUIAHTATA

* lparynéMm

* TpomOupoBaHHEIC BEHH,

» boms

* Maneprpodpudeckuii pyden

* Burekande rens

Ecnu B ucnuThIBaeTe Gonb unan AWckoMAOpT B rpyan, oOpaTHTECh K
Mammonory. O6cyaute mioOble BOMPOCH, ONACEHMA WIH NOTCHUMANbHBIC
noGounbic 3¢pEKTH C BalIMM BpatioM.

AHannacTH9ecKas KPYUHOKNETOUHa® MMMGoMa, CBA3ZAHHAA C IPYAHBIM
nmiunanTarom (BIA-ALCL)

I'pynsrie nMiuaBTaThl GELTM CBA3AHL C PA3BUTHEM PAKA WMMYHHOH CHCTEMEL
{BIA-ALCL). O3ror pak uame BCTpEWacIcs y  MAUMEHTOB C
TEKCTYPUPOBAHHRIMM  IPYAHRIMM  MMIVIAHTATAMM, YeM C  [JaAKHMy
HMMNIAHTAaTaMH, XOTH YaCTOTA TOYHO He onpeaencHa. Ecim y Bac ects rpyanbie
HMIUIAHTaThl, ¥ BaC OYCHb HEOONBILOH, HO NOBBIMEHHHHA PHCK Pa3BHTHA
AHANINACTHYECKON KDYNMHOKICTOIHOH JNMMQOMbBI, CBA3AHHOK C TIPYAHbIM
nMniaanTaroM, win BIA-ALCL. BIA-ALCL ne sBnsercd pakoM MOJNOMHOM
AENe3bl.

10 peaxuil THN HeXOMKKHHCKON nHMpoME (pak MMMYHHOH cuctembl). B
Somemumctee cnyqacs BIA-ALCL obHapyxusaeTca B pyOLOBOI TKAHK H

Risk and complications to be aware of are:

« Infection

* Hematoma

* Delayed wound healing

» Capsular contracture II/IV,

» Chest wall deformity

« Enlarged lymph nodes

* Rupture

» Changes in nipple and breast sensation/Breast pain
» Possible reactions to silicone and infection.
+ Extrusion

« Wrinkling to the implant

* Granulomas

» Thrombosed veins,

+ Pain

« Hypertrophic scarring

* Gel Breed

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

Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL)
Breast implants have been associated with the development of a 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 of non-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

J
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XKHAKOCTH BONIH3IN MMIaHTaTa. ONHAKO B HCKOTOPHIX CHydasX OH MOXET
PacIpOCTPAaHATECA O BCEMY Tedly. B cnyuagx pacmpocTpaneHus 3a npeachisl
pyOLOBOM TKaHW H KUAKOCTH BONM3M WMINAHTaTa coOOmMAIOCh O PEOXMX
caydasx CMEpTH.

Bam cnenyer o0paTHTBCA K NAACTUYCCKOMY XMDYpry ans oneexn BIA-
ALCL,ecny BN HCIIHITHIBACTE OTCPOMEHHYIO CEPOMY B IpyAH (OTCpOucHHAA
O3HavaeT pa3BuTHE Gonee yeM yepes 12 Mecanes noc/e MIIAHTALEH), HOBOS
oGpazoBanue B rpyay win Jumdancaonatuio (3adonepanne MuMpaTHICCKIX
Y370B).

Ecnn y Bac €cTh rpyaHsle MMIVIAHTATH, BB JOMKHEI CNEAHTL 32 HUMH A
CICAOBATE CBOEMY OGBIYHOMY MeIMUMHCKOMY obcmyxusanmio. Her
HeoOX0MMOCTH YAAIATE IPYAHEIE MMILTAHTATHL, CCIIM Y BAC HET CHMOTOMOB H
BaM He noctasunu auarto3 BIA-ALCL.

4. lpepnonaraemblii cpok cayx0nl HiTenRl K nocaenywmne AeHcTBAA
HmMnnantauus rpyau He MoxeT OnITh pasosoit onepauneh. [locne onepauun
MOTYT NOTPeGOBATLCA BHIHTHI K BpaTy M AONONHHTEIBHAA onepauyd. Takxe
MOXKeT NoTpedoBaTLCA YAANCHHE MMILIAHTaTa ¢ 3aMcHolf unu Oe3 Hee,
AMnnanTaThl IpyaM MOTYT HE NPOCAYXHTL BCIO XA3HB. Paspue Moxer
npou3oiTH B Mo60l MOMEHT nocne HMIUTanTauun. Mcenenosanua noxasany,
YTO OXHAACMBIH CpeAHHH CPOK CAyXOhl reaeBoro rpyaHoro MMILIAHTATA
coctapaer 6onee 10 ner.

BaM caeayer mepHOAHYECKH MPOXOAUTL MCCICAOBAHMA MO BH3YATH3ALUHM
(manpumep, MPT, Y3H) Bamux uMINanTaTOB I8 BHABNCHAA PasphiBa
MMIIAAHTaTa. JT0 HE 3aMEHACT JONONHATEIBHYIO BH3YANM3AUHIO, KOTOpas
MOXET NOTpeGOBaThCA, HanpUMEP MaMMOTPadHIO ANA BHIABNCHHA paxa
MonouHOM xenesbl. Jaxe ecan y BaC HeT CHMNTOMOB, BB JOMKHE! NPOATH
neppoe Y3U wiu MPT uepes 5-6 ner nocne neprod onepaiuui no
nMruianTaumy. JlotoM xaxasic 2-3 roaa. Ecnu y Bac €CTh CHMNTOMSL B oboe
BPEMA WM HCOMPCACNCHHBIC pe3ynbTaThl Y3H Ans paspeisa rpyaHoro
HAMILIaNTaTa, pekoMerayerca MPT,

[MoTpeby1oTea AOTONHUTENLHBIE BU3HTHI K Bpady, YTOOB KOHTPOANPOBATH, HE
MPOM3OLIEN JIH PaspeiB MMNIaHTata. [loroBopHTE CO CBOMM XHMpPYproM ©
PeryAsSpHOM CKPHHHHIOBOM MOHUTOPHHTE.

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 indicated
that the gel breast implant can have an expected average lifetime of over 10
years.

You should have periodic imaging (e.g., MR, 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. 1f you 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,
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CoBMECTHMOCTD ¢ MATHHTHO-Pe3OHARCHO ToMorpaduei (MPT)

MPT - oauH 13 AOCTYNHBIX METOAOR BU3YAIN3AUHH IR OLICHKH LETOCTHOCTH
TPYAHBIX HMIUIAHTATOB H CTENCHH BO3MOXKHON YTEYIKH CHNIHKOHA. Beuny ero
BHICOKO# TouHoCcTH MPT OOBIMHO ABAACTCA NPH3HAHHHIM CTAHAAPTHHIM
METO/I0M, HCTIONB3YEMBIM A1 OLIEHKH LICIOCTHOCTH TPYAHBIX HMIIIAHTATOB,
OOLIMHO Yy NAUMEHTOB ¢ CHMNTOMaMH pazpmBa (Ahnetal, 1993). MPT
obecrieunBacT HE3ABMCHMEIH OT ONEPATOPA MONHEI 0030p BCEr0 MMINIAHTATA
H OKDYXAIOMMX €r0 MATKHX TKaHEH B PA3NHYHBIX IUIOCKOCTSX, 9TO HaeT
BO3MOXHOCTb OLCHHTh HMIUIAHTAT M OCYLICCTBHTE MNPEAONCPAUHOHAOS
mnasnposanue, B uccnenosanuu 100 namuenToB € cHMnTOMaMM Ahnetal.
(1993) ycraHOBMNHM, YTO MArHWTHO-pc3oHancHas Tomorpagua (MPT)
ABRJIACTCH HCUEPNKIBAIONIMM, HANEKHHKIM H BOCHIPOH3BOAMMAIM METONOM
AMATHOCTHMKH KAX HHTPAKalCy/IApHBEIX, TAK H SKCTPAKANCYIAPHEIX Pa3pPHIBOB,
MPT Takxe no3aso/nina o0HAPYXATH apTeaKThl, KOTOPbIE MOTYT BCTYNATh B
NPOTHBOPEHHE C OKOHYATENLHEIM NHATHOIOM Pa3pEIBA HMILIAHTATA.
MP-BE3OINACHDBIA - HMnnantupyemuic usnenms Mentor, KoTopue He
COAEPNKAT MCTAIUTMYCCKHX KOMIIOHCHTOB cuuTaoTca MP- GesonacHbiMu.

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.

OueHounan YACTOTA pa3peisa rpyaumx wmmianTatos MENTOR ¢
TeyeHHeM BPeMenHN, N0 AAHEMM KiHgnYecKkuX Becaenonanuii MENTOR.
Yacrota paspusa paccuMTeiBacTCS MeTtogoM Kamnnama-Mediepa. B
cooTBeTcTEMM ¢ MeToaoM Kannana-Meitepa ocymecTBiaserca nonsiTka yeera
MaUHCHTOB, C KOTOPHIMK YTpaueH KOHTaKT JUId NocaeAyomero HabmoxeHns,
C COOTBETCTBYIOLUCH KOPPEKTHPOBKOY oucHOUHOH gacToTs! paspuia. [Ipn
onpefieNeHHH YacTOTH Pa3phiBa YUMTHIBAIOTCA KaK «TIORO3PEBACMBIEY, TaK H
«MOATBEPKACHHBIE» PA3PLIBEI, B COOTBETCTBHH C OMpeACNeHHAMI HAXKE.
[Mono3pesaembic paspeiBE! — 3TO pasphiBh, MOAO3PEBAEMbIC HA OCHOBAHHH
pesynstatoB MPT, RO Be NOATBEPKICHHBIC XMPYPTRYCCKHM YAANCHUEM H
GHUINIECKMM OCMOTPOM HMMIUIAHTATA, KaK NpaBAJO, BCICACTBHE TOrO, 94T0
NAlUMEHT NPHHAN PCUICHAE HE YAAIATH HMIUIAHT.

[ToaTRepXACHHbIE PasphiBLl — 3T0 Pa3phiBhl, NOATBEPKUECHHBIE OCMOTPOM
MMNJAHTaTa, H3RACUEHHONO H3 TENA NAUMENTA.

B obimem yKcne pasphiBoB (TOATBEPKACHHBIX, 3 TAKKE MOAO3PEBACMBIX, RO HE
TIOATBEPXKACHHBIX), 3aPETUCTPUPORAHHEIX ANA KAKAOTO H3ACHMA, AOAA

Estimated rupture rates over time for MENTOR Breast Implaats, as
observed in MENTOR clinical studies.

These rates are calculated by the Kaplan-Meier method of analysis. The
Kaplan-Meier method attempts to account for patients not returning for
follow-up and adjusts the estimated rupture rate accordingly. These rupture
rates include both ruptures that 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 implant once removed
from the patient.

Of the overall ruptures (those confirmed as well as those suspected but not
confirmed) reported for each device, the proportion of confirmed ruptures was
64% (49 of 77 suspected or confirmed ruptures) for MENTOR MemoryGel
Breast Implants.
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TIOATBEPAACHRAIX Pa3phiBOB rpyAHpx umiuiadTaror MENTOR MemoryGel
cocrasuna 64% (49 ua 77 nonoapesacMbiX HIHN NOATBEPKACHHBIX Pa3phIBOB).
Yacrora mnomo3peBacMbiX HAM TOATBEKACHHMX PaspHBOB IPYIHHX
umnnantaro MENTOR MemoryGel 3a 10-nerunii nepnoa;

tlepaausoe Koppexuma Tepewanax Koppexmupyoman
ysemenne YBOIHMCHHE | PEKOHCTPYRLFM PEKOHCTPYXIRR
Tpyan Ty
14,9% 16.5% 24,3% 25.8%

O6wias JoAs NAUHESHTOB, OCTABIIUXCA NOA Ha0moacHMEM, CocTaBrIa 53% 3a
10-neTaunit nepHoA, CACAOBATCIBHO, TOMHOCTD JAHHBIX OTPAHHTCHA.

10-year suspected or confirmed implant rupture rates for MENTOR

MemoryGel Breast Implants:
Primary Revision Primary Revision
Augmentation Augmentation Reconstruction Reconstruction
14.9% 16.5% 24.3% 25.8%

Overall, the 10-year follow-up rate was 53%, thus data accuracy is limited.

HaeHTHPHKANHOHAAN KapTA NANHEHTA

K xaxaoMy rpyaHOMY HMIUIAHTAaTY, 3ANONHCHHOMY TeNeM, NpPHIAracTes
MWACHTHHKAUMOHHAA Kapra manuenra. Jini Toro, 4TOOH! 3AMONHHTH
HACHTH(OHKAUMOHHYIO KapTy RAlHUCHTa, NMPUHKNCATS N0 OJHROMY CTHKEPY
nmauMeHTa IR KaXIOr0 HMIJaHTata Ha  ofpaTHylo  CTOpoHy
uacHTHOHMKAUMOHHOH  KapThi  naumenta. CTHKEpH MAUMEHTa IR
HAEHTHOHKAUNOHHON KapThl ALMEHTA HAXOAATCH Ha BHYTPEHHEH ymakoBke
NPOAYKTA ¥ COAEPAKAT BCIO HCOGXOAHMYIO HHGOPMALIHIO A/ MACHTHHKALIH
H3ZeMMA: (UPMECHHOE Ha3BAHME MMIVIAHTATA, HAMMCHOBAHME H ajpec
NPOM3BOAMTENS, PaiMEp HMILIAHTATA, CCPHMHBIH HOMED, KOA NapTHH, HOMED
N0 Karaliory, CpPOK TOAHOCTH WMIUIAHTATA, AAHHbLIC NAlLKEHTa, XRarty
WMIIGHTaLUMK, AAHHBIE Bpaya, yKazaHWe B KOTOPYIO M3 MOJIOMHBIX >Xenes
YCTaHOBJER HMILIAHTAT (NeBas/mpaBas).

B cmyuae OTCYTCTBHA CTHKEpA MALMEHTa JNA HACHTH(HKALUHOHHON KapTbl
NalMEHTa HOMEP NapTHH, HOMEP MO KATANOrY H ONMCAHHE H3JCAHA MOXKHO
CKONUPOBATE BPYYHYI® ¢ ITHKeTKH m3aeims. [laumenty Heobxoaumo
OpenoccTaBuTs  HICHTHPHKAUMOHHYIO KApTy UalMeHTa A JIHYHOTO
NOXL30BaAHHA,

Hudopmanns, oTHOCAIANCS K MMIVIAHTATY, BKIIOYAETCH B CTHKEP NAIMCHTA,
a TAKKE B MEAMLIMHCKYIO KapTy MAlMEHTa, KOTOPhIE XPAHATCA Y NOCTABIIHKA
MCEAMLHHCKHX ycayr. Bpaw I0/DKeH npeXoCTaBuTh MACHTHOMKALUVMOHHYIO
KapTy  NALHCHT4,  COACPXamyH  WHPODMAUMIO,  NO3BOJNIOLIYIO
WICHTH(HIMPOBATE AAHHbIC O BAIICM H3JCTHA,

Topsaok 3anonHeHns HHGOPMALMOHHON KAPTH! MALMEHTA:

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 and contain all the information needed
for the product identification: the brand name of the implant, the name and
address of the manufacturer, the size of the implant, serial number, batch code,
catalog number, expiration date of the implant, patient data, date of
implantation, physician's data, indication of which breast the implant is
installed (left/right) .

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. 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:
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1. IlpukneliTe NO OAHOMY CTHKEPY NALKEHTA AN% HACHTHPHKAIMOHHON KapTh
NauMeHTa ANA  KOKIOr0  MMIUVIAHTATa HA  OOpaTHyl0  CTOpOHY
HACHTHMKALMOHHONR KapThl nauueHTa. (B CiTywae OTCYTCTBHA CTHKEpa
TIALIMCHTA 1A MACHTHUKALMOHHOH KapThl MALMCHTa HOMED NapTHH, HOMED
N0 KATAJOTY M OIMCAHHE U3ACTNA MOXHO CKONMPOBATh BPYIHY® ©
MAPKUPOBKH U3ACNMI.)

2. Bpyunyio 3anonHHTSL CHACAYIONYI0 HHOOPMALMIO:

- JanHbie nanneHTa (MM HIH HACHTHONKAMOHHEIH HOMED)

- Jata yuMnnanTaguy

- Haumeriopanue 1 aapec MCAHLMHCKOTO YUPEKICHUR

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

HHOOPMAILIMA O JEKAPCTBEHHBIX IIPETIAPATAX H (UWJIH)
GAPMAINEBTHYECKHX CYBCTAHIIHAX B COCTABE MH
H3nenue He COACPXHUT NEKAPCTBEHHBIX REHIECTB H HE HCTOAB3YeTcd B
COYETaHHH C ICKAPCTBEHHBIMH BEILICCTBAMH.

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)

ONMCAHME METOJOB IIOBTOPHOH OFPABOTKH H
CTEPRIIHIALIHH

DESCRIPTION OF REPROCESSING AND STERILIZATION

Ienersie rpyanbie uMmnanrarsl MENTOR nocTaBasiores B HHAHBMAYANLHOM
CTEPHWIBHOH ANMPOTEHHON YIAKOBKE ¢ CHCTEMOH ABOHHOTO OOEpPTHIBAHMA.
Cucrema IBOHHON CTCDHABHOHW YNMAKOBKH OOCCHCYHMBACT HCMONLIOBAHHE
OPSANOYTHTENBHOIO METOAA NEPEHOCA CTEPRALHOTO HM3ACAMA M3 30HM
OTPaHMMEHHOTO PEXHUMA B CTCPUABHOE TI0JIe. B cmyvae noppekacHna ABoiHOH
YNAKOBKH CTepHILHOCTh H3JEJIHA Re rapaRTHpyercs. He wcnone3zyiite
M3ACIHC, €CIIH CTEePHbLHBIH Gaphep HAapyIlleH UIH YCTPOHCTBO MOBPEXKIEHO,
o0paTuTech K MecTHOMY npeAcTasuTeio Mentor.

H3nenne cTepHaH30BaHO CYXMM kapom. Hagenne He NoMIeXHT NOBTOPHOH
CTEPHIH3aLHHK.

Bce renessie rpyansie umnnantatst MENTOR npeanaznaueHst TonsKo ans
0AHOpa30BOro Hcnonsdoeauua. [loBTopHOE MCHONB30BaHHME HMIUIAHTATA B
HapylLICHHe KHCTPYKUMI MPOU3BOJHTENA COZTACT PHCK PasBUTHA MHpEKIMH
(MUKpOGHBIX, BRPYCHEIX MAH BH3BAHHLIX APYTHMH BOSOYANTENAMM), 2 TAKXKe
HMMYHHLIX DeEaKijHif, B 3TOM CAy9Yae CTEPHIBHOCTL HMIUIaHTaTa He
rapanTHpyerca. Bonmee TOro, menocTHOCTh M3AENHA TaKkKe HE MOXKET OWTh
rapaHTHpOBaHa B CBA3H C PHCKOM TIOBpexAeHUs nmnnantara. Hecobmonenue
TpeOOBaHHA  OAHOPA30BONO MCNOJAL3OBAHWA HAPYIIAeT ©  OTMEHAET
YCTAHOBCHHEIN CPOK NOAHOCTH HMILIAHTATOB. CTEpHILHOCTD, 0€30MacHOCTS

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
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# 3QPEeKTHBHOCTD MOBPEKNCHHBLIX M3ACIMN He rapaHTHpyerca. B cirydae
3arpA3HEHHS H3Jenua o0paTHTECh K MECTHOMY NPEACTABMTENO KOMIAHHH
Mentor.

cannot be assured for damaged devices. In the event the product becomes
contaminated, contact your local Mentor representative.

TPEBOBAHHA K TEXHHYECKOMY OBCIHYXHUBAHHIO H
PEMOHTY MH
HenpumernuMo.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
Not applicable,

YCJIOBAA TPAHCIIOPTHPOBKH H XPAHEHRA

Tabauna 3 - YcaoBHS TPAHCOOPTHPOBKH

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3 —~ Transportation conditions

HauMmeHOBaHHE Ananason Designation Range
Temneparypa pt -20°C no +50°C Temperature -20°C to +50°C
OTHOCHUTENBHAA BIAXHOCTD e Sonee 75% Relative humidity not more 75%
ATMOctepHoe naBneHHe 700-1060 rlla Barometric pressure 700-1060 hPA
TaGauna 4 - Ycaosus xpanenns Table 4 - Storage conditions

Haumenonaune JAnanazon Designation Range
Temneparypa ot +10°C a0 +25°C Temperature +10°C to +25°C
OTHOCHTENBHAA BAAKHOCTD e Oonee 75% elative humidity jpot more 75%
ATMOC(EpHOE AaBlIcHRE 700-1060 rlla Barometric pressure 700-1060 hPA

NMOPAJOK H YCJIOBHA YTWIMIAIIMH WIH YHHUYTOXEHHAA
MH

Hanenne ornocutca K Kknaccy b B coorBercrBmM ¢ Knaccudmxanued
MEeMIMHCKHX 0TX0A0B. HesarpasseHnas ynakoBKka OTHOCHTCA K Kiraccy A B
COOTBETCTBHH C KNaccHpHKauuell MeauMHCKMX oTX0R08B. [Tocne nocaeauero
HCTIONB3OBAHMA M3ACAME H €10 YNAKOBKY HCOOXOOHMO YTWIH3HPOBATh B
COOTBETCTBMH C MECTHHIMM HOpMaMH coriacHo TpeGosammam CanlluH
2.1.3684-21 1 rocynapcTBeHHBIMH TPEOOBAHHAMH,

MD DISPOSAL RULES AND CONDITIONS

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

TAPAHTHA

WARRANTY
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Mentor oTkasbiBaeTca OT NOOLIX rapaHTHH, M3NOAKECHHLIX B MUCBMCHAOK WIH
ycrroli dgopme, ABHEX WIM NOXPAaZyMEBACMEIX B CWIy OOCTOATENBCIB,
BKIIOVAA, TOMHMO npouero, mobhle nogpazymeBaeMble rapaHTHH FOAHOCTH
1S NPOAAXM, NPHIOAHOCTH K MCNONL30BAHMIO N0 HASHAYCHMIO MM
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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 dieir doctors, as
well as provide patients with general information on breast implant surgery and give them specific details
about MENTOR® Breast Implants.

W hat 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.

Factors such as pregnancy (when milk glands are temporarily enlarged), rapid weight loss, Fatty tissue
and the effects of gravity as a woman ages combine to stretch the skin, which may cause the Musde
breast to droop or sag. Ducts

W hatis a Breast Implant?
Currently, there are three main types of breast implants:

. saline-filled breast implants,
. cohesive silicone gel-filled 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 ofthe shells may be either textured or smooth.

Saline-Filled Breast Implant Gel'Fdied Breagtimplant Combination Gel/Saline-Hlled Breast Impiarnt

W hat 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 three such panels.

The Independent Review Group (IRG)
This panel commissioned by the British Minister of Health with experts in many scientific disciplines was
charged with reviewing the scientific evidence of the possible health risks associated with silicone breast
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implants and examining issues related to preoperative patient information. The IRG report released in 1998
made the following conclusions:

. “There is no epidemiological evidence for any link between silicone gel breast implants and any
established connective tissue disease. If 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 o 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 IOM 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 management) 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

Reasons for Considering Breast Impiants

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 aftera
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 saline-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 mothets,
° Lupus (e.g., SLE and DLE).
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Scleroderma (e.g., progressive systemic sclerosis).
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
amage resulting from radiation, inadequate tissue, or compromised vascularity).
Possesses any condition, or is under treatment for any condition which, in the opinion of the
onsulting 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
econstruction.
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 8LLIcorne 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 I (standard). Cohesive 1l (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 textured breast implant surface called SILTEX”” . Also,
implants are available with a single silicone shell filled with cohesive silicone gel or as expander/breast
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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SILTEXTM

CONTOUR PROFILET?

BECKER™*™ 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 primary 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 Reconstruaion Revision Reconstruction

3.3% 47% 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 confirmed implant rupture rates and deflation rates for
BECKERTM Expander/Breast Implants for Reconstruction Patients:

Suspected or confirmed mptui|[K 7%
Deflation 13%
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.
< 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
» Choosing a Surgeon
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When choosing a surgeon who is experienced with breast implantation, the following questions
should be answered:

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 performs?
The following options in breast implant surgery should be understood and discussed with the surgeon:

+ 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 existing 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.

¢ 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 tal).

o Gel Cohesivity Levels
Mentor's silicone gels are cohesive polymers, not liquids. Although soft and fluid feeling, they actas 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 I
The standard cohesive level gel used in Mentor’s implants. This is Mentor’s softest gel.
Cohesive IT
A slightly firmer gel, for a firmer feeling implant.
Cohesive 1T
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
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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 , W

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. r

The subglandular placement may make surgery and recovery

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.

Incision Sites Subglandular Submuscular
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 “pocket” 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 Axillary
This incision is most concealed, but is associated with a higher

likelihood of inability to successfully breast-feed, as compared to
the other incision sites. Inframammary

Periareolar

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 Arc the Alternatives to Breast Augmentation?

e Accept your breasts as they are.

e 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

10
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Yon 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: [f you experience fever or noticeable swelling and/or redness in your implanted breast(s), you should
contact your surgeon immediately.

What Questions Skould You Ask Your Surgeon About Breast Angmentation?

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

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

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

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

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

6. How can I expect my implanted breasts to look over time?

7. How can I expect my implanted breasts to look after pregnancy? After breast-feeding?

8. What are my options if I am dissatisfied with the cosmetic outcome of my implanted breasts?
9, What alternate procedures or products are available if 1 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 fornms are available in a variety of shapes, sizes, and
matcrials 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 counselon(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
posgible results,

What Are the Choices in Reconstructive Procednres?

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/saline-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 tattocoing the area. Nipple reconstruction is usually done as a separate outpatient procedure after the initial
reconstruction surgery is complete

11

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



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 (mastopexy) 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
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
unti! 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 a breast implant.
¢ Delayed 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
expander/breast implant (BECKER™ Expander/Implant) that completes the one-stage reconstruction. If a
BECKERT™ 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 anacsthesia at the outpatient or day unit section of the hospital. One-stage delayed breast
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reconstruction is done several months or years later by placement ofa 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.

Stage 1: Tissue Expansion

Mestectormy Scar Bxpander/Implant with Tissue expander with Final result with implant
remote Injection dome Integral injectiondome

During a mastectomy, the general surgeon often removes skin as well as breast tissue, leaving the chest tissues
flat 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 of the 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.
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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 Lalissimus 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. 1fyou are very overweight, smoke cigarettes, have had previous surgery at the flap site, or have any
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; Mestectomy is performed and Step 2: The flap of rectus musde and Step 3: Final Resuit
the donor site Is merked 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 lakes 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. 1fyou 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-Mastectormy View Showing Section of Tissue to Latissimus Dorsi Flap Procedure
Be Removed

14

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



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 afier 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.

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 cach 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 cach 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 I 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 [ expect with pregnancy?

12.What are my options if I 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 I 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 I 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.
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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 necessary
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.

Distinguishing the implant from breast tissue during breast self-examination

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 pmcuce 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
experiencing 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 liec 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 uncasiness 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
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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 nommally 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.

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 & 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 sunbum-
like rash. A doctor should be secen 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 scromas, 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.
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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 [OM 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.

Csalcium Deposits in the Tissue Around the Implants
Deposits of calcium can be seen on mammograms and can be mistaken for possible cancer, 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 require
surgical correction and/or implant removal. Permanent scar deformity may occur following necrosis. Factors
agsociated 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

Concem over the association of breast implants to the development of autoimmune or connective tissue diseases,
such as lupus, scleroderma, or sheumatoid arthritis, was raiscd 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 varicus surface properties, styles, and shapes. Most of the cases in the
literature reports describe a history of the use of textured implants. Several joumal articles explore the risk
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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 1
year and on average 7 to 10 years following implantation), breast mass adjacent to the implant capsule or
Iymphadenopathy. 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 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
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 confirmed 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 concems 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 spacex within these molecules are filled with a mix of medical grade silicone oils.
These oils arc similar to the materials available in many products including anti-gas medication, available
without prescription for infants and adults. A small amount of these cils 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 retum to their surgeon for necessary postoperative visits.
o 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.
o Inform a physician or surgeon of the presence of an implant if any surgery of the breast area is
scheduled.
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e 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 (¢.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.

10. STATUS/LEGAL POSITION OF BREAST IMPLANTS FOR EUROPEAN PATIENTS
All breast implants sold within the Furopean Community are governed under the Medical Device Directive
(93/42/EEC) and are Class I1I 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) umor,
Congenital anemaly — A deviation from a normal body part, existing at or dating from birth.
Connective tissue disease — A discase or group of diseases affecting connective tissuc. The cause of these
: diseases is unknown. The diseases are grouped together on the basis of clinical signs, symptoms, and laboratory
| abnormalitics.
Deflation/rupture — Leakage of saline solution from the implant, often due to a valve leak or a tear or cut in
the implant sheil, 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 parn
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.
Infeamammary 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).
I 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 ¢levated 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 tissune.
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.
Pectoralis — Major muscle of the chest.
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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 sbdominus — 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 undereath the mammary gland and on top of the chest muscle.
Submuscular placement — Placement wholly or partially underneath the pectoralis major (chest) muscle.
Suargical 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

SILTEX" AND SMOOTH GEL BREAST IMPLANTS, CE€
SILTEir BECKER” EXPANDER/BREAST IMPLANTS 27

MIIENTSKIUnMEFORM
K 6 th( 1K[ton5bl1ly of (h (indwiduil suigeonto d e o k th« bttt method by which to cDUKd 1 pJtiM t poorto ma9«y.

M m or «Hms upon the surgeon to «dvBc the ofal potofltuicompbutioasjnd m b «sodJled with the useof b fust onpbnts.
Thesuigiul procedures associated w th the tse ofgel breast impfantsate not without potential comphcationsand re b . The use ofthis pnxhKt

is an efectwe procedure. | (the patient) have been counselled prior to surgery reganfing the benefits and possible risla associated with tissue
reconstructm and/or breastaugmentaiioe using breast prosthesesandatom alive procedures. | (the patient) have been adveed by mydoctor
that bieast implaBts should not be considered Metime implants.

Iwas provided with thebmdMMe.'Celiled Breast Implani StfgeryiM alingan Informed Oectsion'nadvance prior to surgery (exceptincases of
emergency surgery forcanceror other reasons).

I have read this brochure. Vs Ho

The miormainn hom the brochure wasdscussed with me by my surgeon and imderstood by me. A | my questions have been answered to my
satisfaction and | have been provided a copy ofthis form.

Patient's Signature Dale
Patient's TViMed Name
PhysKun'sS”iatuie Date

Physician's Printed Name
(NcMeto Physician: A copy of the signed form is to be kept n the patient'slie .)
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Tipuroxcenue !
Bpowopa nayuenma

Y cTaHOBKA rejieBhIX IPYAHLIX HMILUIAHTATOB
IIpuHATHEe HHPOPMHPOBAHHOIO PElICHHS

OI/IAB/IEHHE
1. BBEJJEHHUE
Ilens Gpommopst
Yro npuaseT MoNOTHOM xemese Gopry?
UYro Takoe rpyaHoO# HMIIAHTAT?
Yro npeacrassaet coboit crMKoR?
Be3onacen I CHIHKOH?
Hesasucuman ananumuveckan 2pynna (IRG)
fIpo2pamma oyenxu Hayuneix u mexnuueckux eapuanmog (STOA)
Hucmumym meduyune: (IOM)

2. PEIHEHHE O5 YCTAHOBKE rPY,HbIX HMIIIAHTATOB
TIpHUKHEI, BIMAIONTHME HA BHIOOP TPYAHBIX HMILUIAHTATOB
TTpHIMHE! HEBO3MOXKHOCTH MCITONE3OBAHKA TPYAHMX HMIIAHTATOR
Kaxse THIIN CHAMKOHOBKIX TPYAHLIX HMILIAHTATOR POH3BOANT KoMnanug Mentor?
QaKTOpE], KOTOPLIE HYKHO YUHTHBATE NPH NPHHATHH PELICHHR
00 ycTaHOBKe IPYAHMX MMILIAHTATOB
Homenyuanenan norvsa
Xusub ¢ 2pydnsimu umnaanmamam
1lazu wa nymu x yecmanosxe umnianmamos

3. OCOBBIE ACITEKTbI, KACAIOUHECA YBETHHERIT FPYIH
Kakne ecTb aNETEPHATHEE! XHPYPrUMECKOMY YBEITHYCHHIO Tpyau?
CTONT JIH ACNATE ONEPAIMIO N0 YBENWIEHHIO Py AU?
Xnpypruqeckie ycloBas ¥ aHeCTeIHA
ITocneonepaunoHHsi yXoa
Bonpocki, KOTOPHE HYKHO 3a1aTh XHPYpPry

4. OCOBBIE ACIIEKTI, KACAIOIMECSA PEKOHCTPYKUMY MOJIOYHOH XKEJTE3bI
Kakue ecTh ANbTEPHATHER PEKOHCTPYKIME MONOMHOH Xene3si?
CTOMT U JeNaTh PEKCHCTPYKIAIO MONTOYHON wenessi?
Kakue ecTh BapHaHTH PEXOHCTPYKUHMH?
PeKOHCTPYRIIMA MOJIOTHOH JKEJe3H! C TOMOMIBIO TPYAHLIX HMILIAHTATOR
BpeMs BEIMONHEHHA PEKOHCTPYKUMH C HCNIOLIOBAHMEM TPYAHONO HMILIaHTATa
Xupyprumeckne acmeKThl, KOTOPhie CTOMT 0GCYAHTE ¢ BpauoM
Yro ripeactapnser coGoli npoueaypa peKOHCTPYKI(HH ¢ HCIIOABIOBAHMEM IPYAHOTO HMIUIaHTATa?
Odnormannan (0OHOMOMENMHAR UL OMCPOUEHHAR)
DEKOHCIMPYRYUS C UCNOABIOBAHUEM 2PYOHO20 UMNAaHmama
Hayxamannas (0OOHOMOMEHMHAR N OMCPOUEHHAS)
PEKORCMPYKYUR C UCHORLIOBAHUCM 2PYIHO20 UMRAGHMAMA
3man 1. pacuupensie mxaneit
Iman 2: yemanogrka ZpyoHo20 uMniaHmama
PeroHCTpYKIMS MOJIOYHOI Xele3sl 6¢3 HCoNs30BaHME HMIUIAHTATOR: TPOREAYPH C
HCNONL30BAHHEM MATKOTKAHHOI'O OCKYTA
TRAM-nockyT (Ha HOXKe WIH cBOGOAHbI)
Topakoaop3anbHLINA TOCKYT C TPYAHBIMH HMRIAHTATAMH HIH 663 HUX
Bonpocs! 0 pEKOHCTPYKLIMM MOROYHOM XKene3sl, KOTOPHIE CTOHT 3alaTh XHPYPry
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5. TPOTHBOITOKA3AHHA, OCOBBIE YKA3ARHA H MEPBI ITPEJOCTOPOXHOCTH
XHpyprugeckue MeTOAL!, NPOTHEOTNIOKAIAHELIC T TPYAHBX HMIIAHTATOB
Cocrosnns, PU KOTOPSIX 6€30MaCHOCTE YCTAHOBKK HMIUIAHTATOB HE I0KA3aHA
JIOMONEHTEMbHEBIC ACNEKTH
Mammozpaghua neped yemanoexoii umnianmamos
Brusnue na mamozpapuo
Kax omausume umMnignmam om mxanu MOAOYNON JCEREIN 80 GPEMR Camoobcredosanus
Honrzocpounvie agpgpexmoi
Tlpoyedypni go3deticmeus Ha xancyny

Jhrueaan mepanus
MPT

6. OCJIOXHEHHA, CBASAHHBIE C [TIPHMEHEHHEM I'PYTHBIX HMIT/IAHTATOB
Jednauna/paspuip
KancynapHag KOHTpaKkTypa
Boms

JlononHUTENbHEIE ORECPALTHH

HeyaoBneTROPEHHOCTD KOCMETHUCCKHMH Pe3yabTaTaMU
Undexnua

T'emaToMa/cepoMa

H3MeHeHie HyBCTBHTENBHOCTH COCKOB H MOTOUHBIX JKenesd
I'pyaHoe BcKapMAMBaHHE

CKOIIEHAA KAMBUMHATOB B TKAHAX BOKPYT HMIUIAHTATOR
YaenmdeHne speMenH JAKHBICHHA paH

AxcTpy3Ha

Hexpos

Atpopna Txareli Monoutol xeneas/nedopMatua rpyARoN CTEHKH
3aConeBankA COSTMHHTENLHOH TKAHH

OnxonormeckHe 3a60nesaHHa

AHanacTHIeckad KpymHOKAETOYHas numbpora

BnusH#e Ha BTOPOE MOKO/ICHAE

Yreuka rend H rpasyneMsl

7. IPH BO3HHKHOBEHHH NTPOB/IEM OBPATHTHCA K BPATY
8. JOIMOSHHATE/IbHbIE PEKOMERTALUMH JJIA HALIHEHTOK
9. COOBU{EHHE O IPOBTEMAX Y MTALIHEHTOB B ABCTPA/THH
10. IPABOBAS BHOOPMAUHA, KACAIOIAACA FPYAHbIX HMITJIAHTATOB B EBPOIE
1. HCTOYHHKH HHO®OPMALIHH ITO FPYOHBIM HMIT/IAHTATAM
Ofmpie pecypesl IO FPYRLIM HMILIAHTATAM

HrpopMaLMOHHEIE PECYPCH IO PEEKOHCTPYKIMH MOIOYHOH JKene3nt

12, TEPMHHbBI
HHOOPMALIHOHHOE COITIACHE ITAUHEHTA
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1. BBEAEHUE

Llenb 6poLutopbl

Llenb 3aToi 6GpOoLWOpbl — MOMOYb MaLUEHTKaM NPUHATb B3BELWEHHOE MH(POPMMPOBAHHOE peLleHne
06 omepaumu No yBeMYEHNO N PEKOHCTPYKL MM MOTIOYHOW XKee3bl. 3Ta obpasoBaTeibHas
6powtopa npefHasHavyeHa Ans TOro, 4To6bl NOArOTOBUTL MAaLMEHTOK K Gecefle ¢ BpayuoM,
npegocTaBnTb 06LLYH0 UHGOpMaLMio 06 onepaunn No ycTaHOBKE TPYAHbIX MMMNAAHTATOB U faTb
noAapo6HY MHopMaLKNIo 0 rpyaHbIX uMnaaHTatax MENTOR®.

UTo NpuaaeT MoMOYHOI Xenese popmy?

Mo/o4Has efne3a COCTONT M3 MIEUYHbIX NPOTOKOB U XKenes, A)KI/IpOBa.Fl TKab
OKPY>XEHHBIX XINPOBOI TKaHbIO, KOTOpPas NpuaaeT et hopmy u MbILIJU,a

oW yueHne Hano/IHEHHOCTK. Mog MOIOYHOW XXene30i

pacnonoxeHa 60nblIas rpyaHas Mblwua. Takne GakTopbl, Kak rmTGM

6epeMeHHOCTb (KOra MO/OYHbIE Xene3bl BpeMEHHO
yBENMYMBalOTCS), GbiCTpas MOTEPS Macchl Tena v BO3pacTHbIe
M3MEHEHMWS NMPUBOAAT K PACTSXKEHUIO KOXMW, UTO MOXET
NpoBOLMPOBaTb ONYLLEHWE UNU 06BUCAHME TPYAN.

UTo Takoe rpyAHoii MMnaaHTaT?
CyLiecTBYeT TPM OCHOBHbIX TWMA FPYAHbIX UMMNIAHTATOB;

* FPYAHbIE MMMNAHTATbI, 3aN0/IHEeHHbIE (PU3MONOTUYECKNM PACTBOPOM;

* KOTe3WBHbIe TPYAHbIE UMMNAHTaTbI, 3aM0NHEHHbIE CUMKOHOBLIM FeNem; 1

* KOMBVHMPOBAHHbIE TPYAHbIE UMMNAHTATLI, 3aM0NHEHHbIE KOTe3UBHBIM TeNemM/(n3nonornieckum
pacTBOpOM.
Bce 3T MMnnaHTaTbl UMET 060/104KY U3 MEAULMHCKOTO CUTIMKOHOBOTO 3/1aCTOMEpPA W 3ano/IHeHbI
(13100 MYecKUM PacTBOPOM (COMEHOI BOAOI), KOTe3MBHLIM CUIMKOHOBLIM TefieM Uan
(h131M0N0rMYecKMM pacTBOPOM B COUETAHUU C KOTE3UBHLIM CUMKOHOBLIM refem. MoBepXHOCTb
060/104KM MOXET 6bITb KaK TEKCTYPUPOBAHHOW, TakK W rNafKoii.

MoyaHOA VIVIVBHTAET, 3N HeHHb 1 [erEBL VA MRy OHOA VIVBHTaT Kovi/H/Ap0BaHHbL A Mpy/oHOM
J/BONONVHECK/V PBaBOPOM VMVBHTET, 3anrHeHHb I reeg
JVBAQNIOIVMHECKAM PBaBOPOM

UTo npeacTaBnseT cO60M CUMNKOH?

CU/IMKOHbI — 3TO MOMMMEPbI, COCTOSALLNE U3 KPEMHMUS, KUCOPOAA, yrieposa n Bogopoda. CUINKoH
6bIBAET XUAKUM, refleo6pasHbiM 1 TBepAbIM. CUIMKOH UCNONb3YIOT B pasHbiX cdepax, B TOM Yncne B
KOCMETUYECKNX CPeACTBaxX, CPeACcTBax AN YMEHbLIEHUS ra3006pa30BaHMs B KULIEYHUKE W MHOTUX
MeSUUUHCKUX W3LeNusX, TaKNX Kak CKAafHble WHTPAOKYNsPHbIE INH3bI, KapAUOCTUMYNATOPbI U
TKaHEeBbI€ PacLUNpUTENN.
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KpeMunii — 3T0 pacnpoCTPaHEHHbIH NPHPOAHbLIH XHMHYECKHi YTeMCHT. OH COACPXKUTCA B NIECKE,
KaMHAX
M CTeKne.

Be3onacen A CHAAKOR?
HecKkonbKo ABTOPHTETHRIX MEXAHCURNIHHAPHEIX HAYMHEIX TPY MPOAHATH3IUPOBANH H H3YIHITH
JIOCTYNIHBIC AHHEIC O CHIMKOHOBBIX IPYAHbIX HMNnanTaTax. Huxke npHBeACHB! BHIBOAE! TPEX

rpynn.

Hezacucuvan anarumuvecxas epynna (IRG)

JToii rpynne KCNEPTOB, CO3AAHHOH MO YKA38HHIO MHHUCTPA 3apaBooxpaneHis Benukobpurannm,
Ouu10 NOPYHEHO NMPOAHATHIUPOBATH HAYUHBIE NaHHBIE O BO3MOXHLIX PHCKAX CHAHKOHOBBIX IPYAHBIX
HMIUIAHTATOB VIR 3A0POBLA H H3YYHTH BONPOCH, CBA3AKHBIE ¢ npeaonepaunontol undopmausedt
ana naunentok. Order IRG, onyGnukosanueiii B 1998 roay, coaepxan ciexyioume BHBOAbI

*  «DMHACMHONOTHYECKHE RORAATEALCTEA HATHYKA BIANMOCBATH MEXK/LY CHNMKOHOBLIMM FeJIeBRIMM
TPYAHBIMY HMIUIAHTATAMH U KAKUMH-THOO0 YCTaHORIEHHAIMH 3a50NEBAHHAME COeRUHMTENBHOH
TKaHY OTCYTCTBYIOT.  Ecnu prck 3a00neBaHuf COEAHHWTENRHONR TKAHY U CYIUSCTRYET, OH CIMIIKOM
Mal Aa KoauvecTreHHol oueHk, IRG He MOXeT 060CHOBAHHO PEKOMEHAOBATE NPOBEACHHE
ZanbHeHIINX INHACMHONOTHISCKHX HCCCROBAHKH TR HIydeHHA ITOH FUNOTEIbD).
JlononHuTenbHy0 HHbOpMaLHIO 0 3360NEBAHIAX COSAMHUTENSLHOM TKAKH CM. B paznene
OCTIOXXHEHUA, CBA3AHHBIE C TIPUMEHEHHUEM I'PYIHBIX UMITIAHTATOB.

* O6man GHonoruyeckas peaxiiua OPraHH3Ma Ha CHIHKOH CKOpee ABIRETCR obuiutoft peaxuwedt Ha
HHOPOAHBINA MaTepHa, YeM HeoObITHOH TOKCHYECKOH peaKuumei.

¢ Jloka3aTenbeTBa TOTO, YTO AETH XKEHIIHUH, KOTOPHM OhlaH YCTAHOBICHN IPYAHLIC HMIVIAHTATEL,
MOABEPFAIOTCA NOBHUIEHHOMY PHCKY BOIHHKHOBEHHA 3a00/IeBaHHA COSTHHHTENLHON TKAHH,
OTCYTCTBYIOT?,

Hpozpavma oyenxu HAYuHbIX 4 mexnuveckux eapuanmoe (STOA)

Esponeiicknif napnaMeHT nopy4u 3710# rpynine NOAroTOBHTE OTYET O BAPHAHTAX (ONHTHKH B
OTHOILIEHHN CUNARKOHOBBIX MENeBLIX TPYAHBIX WMIUIAHTATOB HA OCHOBAHHH BCCCTOPOHHErO
He3aBHCHMOTO aHaTH3a HayuHoli nuTepatyphl. Otuer STOA, onyGaukosanusiii 8 2000 r., coaepxan
ceayiolte BoIBOAL:

o «Pe3ynsTATH HCCNeROBAHHA He YKA3HIBAIOT Ha HAMHYKE CBATH MEXAY CHIHKOHOBEIMU
HMINIAHTATAMH M CEPhEIHBIMH PHCKAMH JUIR 3R0POBBA, TAKHMH EaK Pa3BUTHE AIOKaYECTREHHEX
HoBooGpazopanuit i 3a60oneBannii coeAMHNTENLHON TRAHN.

e ... B HCCNEeA0BaHUAX ObUI ceNaH BHIBOA 00 OTCYTCTBHH JIOKA3ATENLCTE BPERHOTO BO3AeHCTBIA Ha
M7AJICHUES, BCKAPMIHBAEMBIX XEHIHHAMH ¢ CHITHKOHOBLIMU IPYAHLIMU HMIUIAHTATAMMN. ..»

Hucmumym meouyuntr (IOM)

D70 MEXARCUNIIKHAPHOM IPYNNC IKCNEPTOB, co3aaHHoit no yxasanuio Kourpecca CLIA, 6bino
IOPYI€HO NPOBECTH HC3ABHCHMEIH 0030p 3aBEPIICHHLIX H NPOACIIKAIOMIMXCA HCCACROBAHMIH
CHIKKOHOBBIX M APYIHX rpyaHbix HMI1antaror, Order IOM, ony6nukosannsiii 8 1999 rony,
CoAepKan ClCAYIoWue BHIBOIH:

o «lpyAHBIe HMNNAHTATH HE NOBHILIAIOT PUCK pa3BuTAA 3a6oneBanuii coeaAnHuTensHOM TxaEM. Y
ACHWMH C TPYAHLIMHU HMNIAHTATAMH BEPOATHOCTE PAsBUTHA OHKOJOU4ECKHX, HMMYHHBIX WK
Hesponorudeckux 3abonenanuil He mpesniaeT Takoso# B ofmed nonynawmy.

e I'pyaxoe BCKAPMIHBAHKE, TIPOBOIMMOE KEHIHHAMH € YCTAHONICHHBIMH MPYAHBIMH HMILUIAHTATAMH,
Ge30nacHoO 1 NONE3HO A ACTeH.

e Bpeanoe Bo3zeHicTBHE HA AETEll XERIHH ¢ YCTAHOBACHHBIMH TPYAHBIMH UMILIAHTATAMH

OTCYTCTBYET».
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2. PELIEHHUE OB YCTAHOBKE I'PY/IHBIX HMILJIAHTATOB

IpuuRHbl, BAAKWOIHE HA BHIGOp IPYARLIX HMILIARTATOB
Hunaaumamut ucnors3yom npu cRe0youux noXazaHusx:

*  VeenuueHue rpyau — 3TO NPOLICAYP3, BHINONHAEMAS I YBEAHYCHHR pa3Mepa H GOPMBI MOTOSHEIX
xenes.

*  PexoHCTPYKUNS MONOYHO#H Xele3bl — IT0 NPOLEAYPa, BHNOMHACMAS SIS BOCCTAHOBNCHHS GopMEl
TPYRH

¢ XCHUIHHAM NOCNE MACTIKTOMHH HIIH TPRBMLI, KOTOPasA NPHBENA K YacTHUHON UAKN NonHoK norepe
TKAHH JKeAE3H, 2 TaKKe AT HCNPABRICHHS BPORACHHONO Ae(ieKTa,

+  3aMena UIH PeBUIHS — ITO NPOUEAYPA, BHINOHAEMAR B XOAC ONEPALNH M0 3AMEHE WIH PEBHIHH
HMNIARTAaTa Y RAUMEHTOK ¢ NpeauecTayiomel ayrMentauresl (YRenHueHHeM) Win peKoHCTpYKLUueH
IPYAH C HCHIOIBIOBAHAEM HMIUIZHTATOB, 3aM0NHEHHRIX CHIIMKOHOBRIM relleM KK GHINOMOTHICCKHM
PacTBOPOM.

TIpRYHHL REBOIMOKHOCTH BCNOTLIOBAHER MPYARLIX HMIVIABTATOB

Yemanoska 2pyonsix uMnIaHmamos npomusonoXazana NayUeRnKaM ¢ HoObM U3 C1eoyioujux

COCMORRUI.

GepeMeHHOCTL HNM FPYAHOE BCKAPMIHBAHUE,

BONYaHKA (HANPYMED, CHCTEMHAN KPACHAN BONYAHKA # MEAMKAMEHTOIHAS KpacHas BOMIAHKA),

CRACPOAEPMUS (HATIPHUMEP, CHCTEMHAA CRITEPONEPMHA);

TEeKylee COCTORHHE, KOTOPOE MOXKET NOCTABHTS HOA YIPO3Y HNY OCACKHHTH 3akKHMBNEHHE PaH (32

HCKTIOYCHHUEM MALHEHTOK C PEKOHCTPYRUHER);

*  pHbexums Wik abcuece moboH noxanu3aim,

¢ XapaKTePHCTUKH TKaHEH, KTHHHYIECKH HECOBMECTHMBIC C YCTAHOBKOH NMILIAHTaTA (HANPUMED,
NOBpeXACHHE TKaHEH Nocne TyYeBol Tepanuy, HIMEHeHHe TkaHel unu HapyleHue
KXpoBoCcHabxeHNHA),

*  HANHIHE KAKOTO-mubO COCTOAHMA KK MPOBOAUMOTO TI0 MOBORY HErO NIEHCHUA, KOTOPOE, N0 MECHHIO
JieJallero ppana, MOXKeT HOCTH HEeONPaBIAHHBIA XHPYPrUUeCKHA PHCK;

*  AHATOMHYECKHE HAH QUINONOTHYCCKHE OTKIOHEHHS, KOTOPHE MOTYT NPHBECTH K CEPLEIHLIM
TIOCTICONEPALHOHHBIM OCIOKHEHHIM;

*  HANHYHE B AHAMHE3C YYBCTBHTEABHOCTH K HHOPOAHBIM MATEPHANAM KIH HEOAHOKPATHEIX NOTIEITOK U
HEYAAMHBIX PE3YNLTATOB YBENHYCHHA HIH PEKOHCTPYKIMH MONIOYHOH XeeIst;

*  OTKA3 OT MPOBEACHUA BOIMOKHEIX JONOMHHTENLHEIX TIOBTOPHEIX PEBHIHOHHBIX ORepaumit;

*  HEPEANUCTHUHBIC OXHIAAHHA, BKIIOYAR HEMPABUILHOS HOHHMaHHE, HEONMPABAAKHYIO MOTUBANKIO HAH
HEROOUCHKY PHCKOB, CBAAHHIX ¢ XHPYPritieckoi nponeaypoi H HMILIAHTATAMH;

* npemonyxonesoe 3aGonesanne MOROUHOMH Keneabl Oe3 BLUNONHEHHA ONKOKHON MACTIKTOMUY,

*  HeNeYcHHOE HIN HEANEKBATHO MPOICYCHHOS VIOKAYECTBEHHOE HOBOOGPA3OBAHUE MONOYHOMN Kene3hl
B C/y9a¢€ HEBLITIONHEHNS MBCTIKTOMHH.

Kaxne THOL! CHIMKOROBLIX TPYAHLIX HMILIAHTATOB NPOR3BOART KoMItauna Mentor?

Bce reneseie rpyannie uMnnanrarsl komnaiu MENTOR® conepxat Kore3HsHbil CHIHKOHOBLIH
rens. Komnannsa Mentor BHNyCKacT rpyAHBIE HMIIAHTATH TPEX YPOBHEH KOTe3MBHOCTH MaTepHaia
Hanonxutensa: Koreaus I {cranpapruas nnorrocts), Koresns Il (cpeanss nnotHocTs)  Koreans 111
(BEICOKAA MAOTHOCTD).

Hmnnantats GbialoT pa3neix GopM, TEKCTYP M pa3mcpoB. ECTh rpyaHbIC HMNJAHTATH € FAAKONH
H/IH TEKCTYPHPOBaHHOM noBepxHocTLI0. KoMnanua Mentor BHITYCKAeT IpyAHEIC HMILUIAHTATH C
TEKCTYpPUPOBaHHO# NMoBepXHOCcTLI0 Noj HazpaHneM SILTEX®. Takxe A0CTYIHB HMIAAHTATH C
oaHoH CHAMKOROBOH 000N0uKOi, 3aN0MHEHHOH KOre3UBHHIM CHITHKOHOBRIM FCICM, K, KaK
TPYAHBIE PaCIIHPHTCIN-UMILIAHTATEL, C BHYTPEHHEH CHIIHKOHOBO# o6onouxodi, 3anonHacMoii
($H3MONOrRYECKHM PACTBOPOM, K BHCIITHEH CHIIHKOHOBOH 060/104K0i, 32N0NHEHHO# KOre3HBHBIM
CHMHKOHOBBLIM I'e/IEM.
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Hwxe npefcTaBneHo onucaHve Mogeneid rpyaHbIX UMNaaHTaToB KomnaHum MENTOR®.
O653aTe/IbHO 03HAKOMbTECH C 0COOEHHOCTAMM TPYAHbLIX UMNNAHTATOB U 06CYANTE C XUPYProM
Hanbonee nogxogauwmii(e) sam Tun(bl).

JTnHeka reneBbIX rPyAHbIX UMNNAHTATOB ((DMKCMPOBaHHbIV 06bEM)
MMnnaHTaTbl KPyrnon popmsi:

C rnagKoin NoOBEPXHOCTbHO

C nosepxHocTbio SILTEX®

MmnnaHTaTbl aHaToMu4eckoi popmbl (CPG*)
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JIKHeKa rpyAHbIX pacwmnputenein-umnnaHitatoB BECKER®
(c BOBMOXHOCTbLH MOCNeONepayMoHHON KOppeKLnmn 06bema):

®aKkTOpbl, KOTOPbIE€ HYXHO YYUTbIBATb NPU NPUHATUN pPeLlleHns 006 YCTaHOBKE FpyAHbIX
MMNNaHTaTOB

MoTeHUumnanbHas nosnbsa

Onepauunto No NEPBUYHOMY YBENIMYEHUIO TPYAMN BbIOUPAOT, KaK NpaBuio, YTOObl YBENNUYUTL pasmep
N YyNyylWwmnTb (GOPMY MOMOYHBIX Xene3. Onepayuio No NepBMYHON PEKOHCTPYKLUN TPyan — 4TOObI
BOCNO/NIHUTbL 06BbEM, YTPAUYEHHbIN U3-3a 3/10KAYECTBEHHON OMYX0AN UWN TPaBMbl, UK 3aMeCTUTb
)KENe3ncTyo TKaHb, KOTOpash HC CMOT/1a pa3BUTbLCA AO/MKHBIM 06pa3oM M3-3a CEpPbe3HON MaTtonorum.
PeBU3NOHHYIO onepauntio (3aMeHy MMetoLWwerocs rpy4Horo nmnaaHTara) npoBoaaT, YTo6bl
NCNpPaBuUTb WU YNYYLWWUTb Pe3ynbTaT NepBMUYHON onepauum No YBEMYEHUIO UIN PEKOHCTPYKLUK
MOJIOYHOM Xenesbl.

XKUW3Hb C TPYAHBIMU MMNaHTaTamm

* HesaBucuMo OT TUNa onepayun (YBenUUeHUe UM PeKOHCTPYKLNSA) B&KHO NOMHUTb, YTO YCTaHOBKaA
rPYAHBIX UMMNIAHTATOB MOXET 6blTb HE ejMHOPa30BbIM XUPYPIrUYECKUM BMeLLaTenbcTeoM. CKopee
BCero, OyAyT HeO6X0AMMbI JOMONHUTENbHbIE BU3UTBI K Bpady, ¥ B TEYEHUE XMU3HU NaLUeHTKaM e
rpySgHbIMY UMNaHTaTaMM MOXET NoTpe6oBaTbCa LONOMHUTENbHAA OnepaLms.

* [pyZHble UMNAAHTATbl He MOTYT CNYXXUTb NMOXWU3HEHHO. MNauneHTKaM C rpyaHbIMU UMMnaHTaTaMu B
TeueHe XXM3HN MOXeT NoTpeboBaTbCs YAaNeHne NMMNIaHTaTa ¢ BO3MOXHOW nocneaytoLei
YCTaHOBKOW HOBOrO.

o Oxupaemas NpoLO/IKUTENBHOCTb CPOKA UCMOJIb30BAHUA TPYAHbIX UMMNAHTATOB KOMMaHWUM
MENTOR® ocHOBaHa Ha npeanonaraemoli 4actoTe paspbiBa MMMNAaHTAaTOB. ECTb MHOXECTBO
NPUYUH pa3pbiBa rpygHOro UMNaHTaTa, BKAYas U3HOC U3LeNna ¢ TeYeHUEM BPEMEHMU,
HenpegHamepeHHOe NOBpeXJeHre OCTPbIM UHCTPYMEHTOM BO BpeMs onepalumn n hm3nyeckoe
BO3/eiCcTBME, HanpyMep, Nocne aBTOMOOGUILHON aBapun UM U3NYecko Harpysku. YactoTa
pa3pbiBOB MOXET BapbMpoBaTbCs B 3aBUCUMOCTU OT TWNa BbINOAHEHHOM OonepaLumn no ycTaHoBKe
rPYAHLIX UMMNAaHTATOB. B KNMHWYECKMX nccnefoBaHMaX npofykuum komnaHum MENTOR®
NauneHTKN perynsapHo npoxoadt MPT-CKPUHUHT A4N18 OLLEHKM BO3MOXHOIO pas3pbiBa UMMAaHTara.
BaXHO OTMETUTb, YTO Yy 60/bLUIMHCTBA MNaLMEHTOK CUMMTOMbI COO6LLaEMOr0 pa3pbiBa MMNIaHTaTa
OTCYTCTBOBaU.

Hwxe npefcTas/ieHa pacyeTHasa 4acToTa pa3pbiBOB rpyAHbIX nMnaaHTatos komnaHnm MENTOR® B
LVHaMuUKe, NOMYYEHHas B XO4e KNUHUYEeCKUX UCCNefoBaHUn NpoAyKUuMn. STU nokasatenu
paccumMTbiBanM ¢ UCNonb3oBaHMeM MeTofa KannaHa-Meliepa, OHVM BKIOYAKOT Kak
«NOf03peBaemMble», TaK U «NOATBEPXKAEHHbLIE» Pa3pbiBbl B COOTBETCTBUM C OMNPEAeNEeHNAMN HUXKE.
Mopo3peBaemMblil pa3pblB — 3TO pas3pbiB, NOAO3PEBAEMbIi HA OCHOBAHWM pe3ynbTaToB
MPT, HO He NOATBEPXKAEHHbIVA NpU PU3NYECKON OLEHKe, 06bIYHO M3-3a TOr0, YTO NauneHTKa
pellaeTt HC yaanaTb UMNaaHTar.
MofTBEPXXAEHHbIN paspbliB yCTaHABAMBAIOT NPY OCMOTPE YAANEHHOI0 UMMNaHTaTa.
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[onsa noATBEPXAEHHbIX PaspbiBOB Cpefn NoLO3peBaeMbliX U MOATBEPXKAEHHbBIX cocTaBuna 64% (49
13 77 NOA03peBAEMbIX WU NOATBEPXAEHHbIX Pa3pblBOB) ANA rPYyAHbIX MMnnaHTatos MemoryGel®,
47% (8 13 17 nofo3peBaemMbIX UM NOATBEPXAEHHbIX Pa3pbiBOB) ANS TPYAHbIX uMnnaHTatos CPG*
n 56% (10 n3 18 nogo3peBaemMbiX UM NOATBEPXAEHHbIX Pa3pbiBOB) AN pacliMpuTenei-
nmnnaHtatoe MENTOR® BECKER®.

YacTtoTa 3a 10-neTHUWiA nepnof nofo3peBaeMblX UAN NOATBEPXAEHHbIX Pa3pbiBOB MPYAHbIX
umnnantatos MemoryGel® komnaHum MENTOR:

lepsuyHoe YBenuyeuue lepBuyHas PekoHCTpyKLNA
yBennYeHue noc/e pesusuu peKkoHapyKLus nocrne pesnsuu
14,9% 16,5% 24,3% 25,8%

B Lenom, Aons nauueHToB, npowealinx 10-neTHMiE Nepros NocneayoLero Habno AeHus,
cocTaBuna 53%, N03TOMY TOYHOCTb AJaHHbIX OrpaHuyeHa.

YacToTa 3a 8-neTHWI nepuof nofo3peBaeMbiX MU MOATBEPXKAEHHbIX Pa3pbiBOB IPYAHbIX
nmnnaHtatos CPG*;

MepBuyHoe Ysennyeuue MepBuyHas PeKoHCTpYyKL KA
yBENMYeHue noag pesusuu PEKOHCTPYKLMA nocne pesusuu
1.6% 4.9% 6.1% 0%

B yenom, 4ona nauyMeHToB, Mpoweawmnx 8-neTHUA Nepnuog Nocneayrowero Habnw aeHnsa, coctasmna
55%, NO3TOMY TOYHOCTb AAaHHbIX OrpaHuYeHa.

Vcxonsa u3 npuBefeHHON Bbie UHGOPMaL MK, MOXHO OXKUAaTb, YTO CPEAHUIA CPOK CNYXXObI
rpyaHbiX umnnaHtatoB MemoryGel® n CPG* komnaHun MENTOR cocTaBnseT 6osee AecaTu ner.
pyaHoit pacwunputens-umnaaHtTat BECKER® cofepXuUT Takxe h1M3nonormyecknin pacteop, u
€CNN B UMMJIaHTaTe BO3HMKAET pa3pblB, Yepe3 KOTOPbIA MOXET BbITeKaTb (IM3MOMOTNYECKNT
pacTBoOp, npou3oiigeT gednayma. YactoTa gedasymm n no403peBaemMoro UM NoATBEPXKAEHHOTO
paspbiBa NnokaszaHa HUXe.

YacToTa 3a 5-neTnuii nepuof nofo3peBaeMblX MU MNOATBEPXKAEHHbIX pPa3pbiBOB U gedasyum
rpyaHbIX pacwuputenen-umnnaHtatoB BECKER® y naunMeHTOK Nocne peKoOHCTPYKLUN:

MoA03peBaemMble UK NOATBEPXACHHBIE pas3pbiBbl 7.2%

Jepnauns 1.3%
Heb6onblune pasmepbl BbIGOPKN B KIMHMYECKOM MccnefoBaHUN uMmnnaHtatoB BECKER®
OrpaHnMynBalOT TOYHOCTb AaHHbIX.
Ha TekywWw A MOMEHT JOCTYNHbI 5-NeTHWe faHHble, COrNacHO KOTOPbIM YacToTa
paspbiBOB/AeNALMM TPyAHbIX pacwupuTteneit-umnnaHtatos BECKER® y nauneHTOK nocne
peKoHCTpyKUUK cocTasnget MmeHee 10%.
*  MHOrve n3MeHeHNs B MOJIOYHOM XXenese y NauMeHTOK Nocne MMnaaHTaumMm HeobpaTumebl (He
npoxoaAaT). Ecnu nauneHTKa nosxe pewmnT yaanuTb UMAAaHTaT(bl), MOTYT BOSHUKHYTb
KOCMETUYECKU HENpUEMIEMbIE BTSXKEHWS, MOPLLUHBI, CKNaAKN UK fpYriie KoCMeTuYeckne feeKThbl

rpyau.

e [pyfHble UMANaHTaTbl MOTYT NMPUBECTU K YMEHbLUEHUIO KONNYECTBA MOJIOKA BO BPEMS TPYAHOTO
BckapMmmBaHus. Kpome Toro, rpyfHble UMMAaHTaTbl He NPeA0TBPaTAT 06BMCaHME TpyAn nocne
6epeMeHHOCTH.
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+ TIpyAHHE HMINAHTATE MOTYT 3aTPYAHHTD NPOBEACHHUE CTAHAAPTHONH CKPHHHHIOBOH MaMMorpaduH,
H3-32 Yero MOXET NoTpeGoBaThCA AONVIRHTENEHOE 06CNneioBaHue, YTO NIPABLICT K YBEAUICHHIO

BPEMEHHEIX 3aTpAT B MyyeBoit HATPYIKH.

IIIarn Ha NyTH K YCTAHOBKe HMILJIAHTATOB

s Buibop xrpypra
[pn BriGope xupypra, AMEIONIETO ONBIT YCTAHOBKH MPYAHBIX UMILIAHTATOB, BAXKHO NONYYHTH
OTBETH Ha
clienylomHe BOMPOCH:
1. Kakoe xonuvecTso onepawyit 0o yBeTHYEHHIO NPYAM KIH PEKOHCTPYKTHBHBIX onepanuii ¢
HCTIOALIOBAHNEM HMIUIAHTATOB XHPYPT BHITIOJNHAET B roa?

2. B reueHne CKONBKUX JIET XUPYPI BRIIONHACT MPOLEAYPH N0 YCTAHOBKE IPYAHLIX HMMIIAHTATOR?

3 C XaK|M OCIIOKHEHNUEM XMPYPT CTRIKHBACTCA HAllle BCETO NPH YCTAHOBKE IPYAHBIX
HMIINAHTATOB?

4, Kaxora gacTora nosTOpHIX onepaumii Doce YCTAHOBKH MPYAHBIX HMILUIAHTATOB Y XHPypra U

KaXO0H THN MOBTOPRLIX Onepauuil XUPYPT BLINOARAET Bale Beero?

BaxHo 06CyaMTH ¢ XHPYProm CEAYIOIIHE ACNEKTH ONEPAnMH N0 YCTAHOBKE IPYAHBIX
HMILIAHTATOB:

* Pazmep MMOIISHTATA

Kax npasuio, yem Gonblie xenaeMsili pasMep yaniky, TeM Gonbunx pasmMepos rpyARO# MMINAHTAT XHPYPT
6yAeT ncnoms308aTh IS HMIUIAHTALHH (H3MEPAETCA B KyOMUECKHX CAHTHMETpax, cM3). Xupypr Taxke
OLIEHNUT AOCTYTIHYIO TKaHb, YTOOH OMpPEAEIHTh, XBATUT /H € 1A NOKPLITHA IPYAHOTO MMInaHTaTa, Ecnn
JAOCTYTIHOMH TKaHH HOAOCTATONHO AN NOKPLITHA UMIIAHTATA, BPad NPEAYTIPSIHT O TOM, 9T0 KPaA TPYAHOro
HMIUIAHTATA MOTYT MANLAMPOBATLCA WIH GBITE BUANMEIMH Nocae onepamiy. [TorexnunansHo 1o Moxer
NPUBECTH K XHPYPIHIECKUM OCNOKHeHNAM. Kpome Toro, cnutikom Sonpirue rpyaAHLIE HMIIAHTATHE MOTYT
IPOBOLKPOBATH PaHHES OMymeHNe HAK 0OBHCARHE TPYAK.

* TexcTypa NOBEPXHOCTH

SILTEX® — 310 TOpProsoe Ha3BaHHE TEXHOMOTHH TEKCTYPUPORAHUSA NOBEPXHOCTH TPYAHLIX HMIUIAHTATOB
xomnaaun MENTOR. TexcTypapoBaHHOE NOKpLITHE GHIN0 paspaboTaHO A/ JTYHIIErO B3aHMONCHCTBHA
KOJUTAreHa OKPYXaIOIHX TKaKel ¢ AMIaanTaToM. Kommanns Mentor Taxxe NpOM3BOAKT HMIUIARTATH C
FAAZKOH NOBEPXHOCTLIO.

» (DopMa, NpoeX1UNA N BLICOTA HMIJIAHTATA

Komnauns Mentor BEIITYCKAET KOTE3HBHBIE IrefieBhle IPYAHLIe UMILIAHTATI KPYTIOHK U 38HATOMUYECKOH
(opmet. Kpyrasie ¥MIIAHTATE ZOCTYTIHE! ¢ PA3THYHBIMH BAPHAHTAMH MPOSKLMH (CpeaHH IUII0C, BHICOKHH,
YALTpaBCcOKHi npoduns, cperunit wnoc npoduine Xtra®, suicokuii npodune Xtra*), a aHaroMudecKue
HMIUTAHTATH AOCTYTHL ¢ PAYIMMHEIMA BAPHAHTAMH BHICOTH (Mantad, cpeaHan n Gonbman).

* CTeneHu KOre3HBHOCTN resn

CrmkoHOBBIH resh koMmanHe Mentor — 3T0 KoresusHEIH onHMep, a He XHAXoCcTe. HecMoTpa Ha
OIIYIEHHE MATKOCTH M TEKYHeCTH, ORH NPESACTABIAIOT coboit eanHoe uenoe. Iean xommaunu Mentor
0612J810T OAHOPOIHOMR TEKCTYpOil, cIOCOGCTRBYA COZAAHRIO €CTECTREHHLIX TAKTHABHEX olywenui. I'enessie
rpyAusie uMnnarTaThl Mentor® A0CTyIHL B TpeX BAPHARTAX KOT¢3HBHOCTH, NIPH 3TOM BCE OHH ABARIOTCH
KOTE3IMBHAIMH.

Kozesua 1

CraHnapTHas CTENEHb KONe3MBHOCTH IeliA B HMILIAHTATaX KoMitaruy Mentor. 3o caMblit MATKaii
rens komoganux Mentor.

Kozezus Il

Heckonbko Gosiee INOTHBIA renb Ans co3aanus 6onee IIOTHOro Ha ONtynb HMIIANTATA.

Koeesus Il

Camsiii BHCOKOKOre3uBHHIH reas koMnaHuu Mentor, oBecneunsalomii coxpaHeHHe GOpMBI ¢

NPHUATHBIM YPOBHEM YNPYTOCTH.
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* [TanbnNnMpyemocTb

Cnegytouine akTopbl MOTyT NPUBECTH K TOMY, 4TO UMNAaHTaTbl 6YAYT ferye NpoLwynbiBaThCs:
TEKCTYpMpOBaHHAsA MOBEPXHOCTb, 60/bLWIMNI pasMep MMNNaHTaTa, NPeneKkTopanbHOe pasMeLLeHne 1
OTCYTCTBUE afleKBaTHOI0 KOMIMYECTBA KOXM A1 NOKPbITUA UMMIaHTaTa.

* YCcTaHOBKa MMMN/aHTaTa

py4HOA MMNNAHTAT MOXeT ObITb NOMeLeH NMM60 YaCTUYHO NoJ 60MbLIYIO TPYAHYIO MbILILY
(cybnekTopanbHO), MO0 Haj MbILWILLEA MO XeneancTyr TKaHb (MpenckTopanbHo). Matckl u
MWHYCbl Pa3fINyHbIX BAPUAHTOB YCTAHOBKW MMMNaHTaTa cnefyeT 06CyanTb C XUPYprom

» CybrnekTopasibHas ycTaHOBKa MOXET YBE/IMYUTbL NPOAO/IKUTENBHOCTh

onepaLun 1 BpeMs 0 BbI3J0POBNEHUS, BbITh 6oee 60M1e3HEHHON U 3aTPYAHUTD Wﬁy";‘m"gi‘:"""
BbINOJIHEHVE HEKOTOPbIX MOBTOPHbIX OMNepauunit, B OTANYKE OT NPENcKTOpanbHOM

YCTaHOBKMW. BO3MOXHble NpenMyLLEeCcTBa TaKOW YCTaHOBKM 3aK/104aloTCs B TOM,

4TO OHAa MOXEeT YMEHbLIMNTb NaNbNNPYeMOCTb UMNAAHTATOB U 061erunTb

BM3yaNnn3aLmnio MOJIOYHbIX Xene3 ¢ NOMOLLbI0 MaMMorpapuu.

* [peneKTopasibHasA yCTaHOBKA MOXeT COKPaTUTb NPOAO/IKNTENbHOCTb

onepauuu 1 Bpems A0 BbI340POBIeHNsA, 6bITb MeHee 60/1e3HEHHON U 06NerynThb

BbINOJIHEHME MOBTOPHbIX ONepaLnii, B 0TAMUME OT CyONeKTopanbHOl YyCTaHOBKMN. flpwweTopwbimt
OpaHako Takoe pa3MellleHNe MOXET MPUBECTU K 60MbLLUEN NanbNMPyCcMOCTK yermuwet
MMNNaHTaTOB W 3aTPYAHEHWNIO BU3yanu3aLumy MOMOUYHbIX Xefe3 ¢ MOMOLLbHO

MamMmorpagpuu.

* PacnonoxeHune paspesos

MAcbl 1 MUHYCbI pa3NnYHbIX BapnaHTOB paspesa cfefyeT 06CyauTb ¢ XUPYProm.

Kak npasuno,

XUPYPrv NCMOMb3YHOT TPM BapuaHTa paspesa:; B MOAMbILIEYHON 061acTu (aKCUNNSPHbIA), BOKPYT
coCKa (mepuapeonspHbIii) Uav No CKNagKe KOXM noj MOOYHOM Xenesol (cyomammapHblin). Ecnin
paspes BbINOMHAETCA B MOAMbILLIEYHOW 061aCTH, XUPYPT MOXET UCNONb30BaTb 30H[, CHaBXEeHHbI
MWHWATHOPHOW Kamepoi, a Tak)Xe MHCTPYMEHTbI 415 MUHUManbHO UHBA3WBHON XMPYPrun, YTOO6I
C(hopMMPOBaTb «KapMaH» Ana rPyLHOro MMnnaHTara. YeTBepThlii BapuaHT paspesa — yepes nynok
(ym6bununkanbHbIiA) ¢ NUCNOb30BAHWEM 3HLOCKOMUYECKOW TEXHUKM — HE U3y4ancsa u No3TOMY He
pekomeHayeTcs.

AKCUNNSpHbI paspes

3T0T paspes 60nee 3aMeTeEH, YeM NepUapeosipHbIi
paspes, HO COMPSDKEH C MEHbLUMMMW TPYAHOCTAMU NpU
rPyAHOM BCKapM/IMBaHUM, YeM MepuapeonspHblii paspes.

MepunapeonsapHbIi paspes

TOT paspes /lyylle BCEro CKPbIT, HO aCCOLMMUPYETCS C
6osiee BbICOKOI BEPOSTHOCTLH) HEBO3MOXHOCTYW TPYAHOTO
BCKapM/IMBaHUS MO CPABHEHUIO C APYTVIMU BapuaHTamMu
paspesa. MeprapeonsipHelil paspes— -

AKCUNNSIpHbIZ pa3pes

o CybmammapHbin paspes3'”
Cy6|v|a|v||v|apr|V|pa3pe3 y P pasp

70T paspes 60/1ee 3aMETEH, YEM NEPUAPEOSISPHBIT
paspes, HO COMPSHKEH C MEHBLUMMU TPYAHOCTAMU NpU
TPYAHOM BCKapMVBaHWW, YeM MepUapeonsipHbIi paspes.
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3. OCOBBIE ACHEKTBI, KACAIONMINECHA YBEIHMEHHA I'PYAH

Kaxue eCTh IbTEPHATHBLI XUPYPrUYeckKoMy YBeIHYeHHIO TPYAR?

« [IpuasTye cBoeii rpyaM Tako#H, KaKas OHA €CTh,

* HollleHHe BHSIMHETO MPOTE3a WK GIOCTTANBTEPA ¢ MAIKMMH BRIAAKAMH.

CToRT 1M Ae1aTh ONEPALIHIO N0 YBEAHYCHHIO TPYAn?

Y1008 MPHHATH B3BSLICHHOE PelicHHE, 06CYHTE BONPOC C CEMBEH, APY3biMU H
CTIEUMANKCTAMY, TOCETHTE IPYTIIH HOAICPKKH NO YCTAHOBKE TPYAHBIX HMiLnadTaros. [locne
03HaKOMJICHRA ¢ 2TOH Opomicpoi 1 00XyMBIBaHNA MPEACTABNCHHOHA 3A6Ch WHOOPMAIIHH
PEEOMEHAYETCR OTIO0XUTH NPHRATHE PELICHHA O MPOBSACHHH ONEPALIMH N0 YBEJIHYCHHIO FPYAR
KaK MHHHMYM Ha 2-4 Heaenu.

XHpypruauecKne YCIOBHA H AHECTe3HA

Oncpaiiia no yBEIHYCHHIO TPyAH 00EMHO NPoBOAHTCA aMOyNaTOpHO, B OnepallHOHHOM
GONBEHMIE MM B XHPYPIrHYECKOM LEHTPE, Kak MPaBHJIo, noA oMM HapKO30M, XOTS BO3MOXKHA
¥ MecTHas aHectesusa. Onepaund oObiuHO AnMTCA 1-2 qaca. XHpypr cacaacT paspes,
chopMHpYeT KapMaH IR TPYAHOIO MMIUIAHTATA H IOMECTHT B HETO MMILIaHTaT. 3aTeM pary
3aKPOIOT IMyTeM HAJIOXKEHHR [IBOB U, BO3MOXHO, 3AKJIEAT.

IMocneonepansonunti yxon

Bl MOXeETE MyBCTBOBaTH C1A0OCTHL H HONE B TEICHHE HECKOIBKHX JIHCH 1I0CNE ONCpaluy, NPH
3TOM TPYAD MOXKET OCTAaBaTHCA ONMYXIIECH M 1YBCTBATCALHON K MPHKOCHOBEHIAM B Te4YCHUE
oaxoro Kk Gonee Mecauee. Bal Taloke MOXeTe HCMBITHIBATH OIYILCHAE CTAHYTOCTH B 00nacTH
TPYAH, NOKa Koxa GyAeT afanTHPOBAaTLCS K HOBOMY pasMepy rpyaM.

TMocneonepauMoHHbIl YXOX MOXET BEIIOYATH HCNIONB30BAHHE KOMIIpECCHOHHOro GunTa,
[OCAEONEPALMOHHOrO KM CIOPTHBHOTO GlocTransTepa AN NONOMHUTENLHON NOLIEPKKA H
HO3¥UMORAPOBARMSA HMIIIAHTATA 8 NEPHON 3aXHBNCHNA. [10 pekoMeHAaIHH XHPYPTa BH, CKOpee
BCEr0, CMOXKETE BEPHYTHCA K pafoTe B TeuCHHE HECKOIBKMX AHEH, ognako creayer naberats
mo0bIX PH3MIECKNX HArPy30K, KOTOPHIC MOTYT NOBHIIATE MYALC M apTEpHANbHOE AaBNeHHE, IO
MEHBIIEH Mepe, B TEYCHHE Napbl HeACAb. XAPYPr TaKKe MOXET NOPEKOMEHAOBATH BaM

YHPaKHEHAs A8 Maccaka rpyAH.

TMpumeuanne: [IpH BOIHMKHOBEHAN TUXOPALKH, 3AMCTHOTO OTEKA H/HJIM NOKPACHEHHA B
ofnacTe MONOYHON XKeNe3bl HEMSAICHHO O0PaTHTECh K XHPYPTY.

Bonpochi, KOTOPLIE HYKHO 3AMaTL XHPYPTY

Creaytommii CHECOK BONPOCOB HAHOMHHT BaM 00 OCHOBHBIX 8CCKTAX, KOTOpbIE CTOHT
oBCymUTE € BpauoM.

1. Kaxue puCKH H OCNOXKHEHHA CBA3AHB) C YCTAHOBKOH IPY/IHLIX UMNNaHTaTOB?

2. CKOnBKO AOTIONHUTENBHEIX ONEpaiuii Ha TPYIX ¢ YCTAHOBICHHEM HMITARTATOM CREAYeT OKHAATD B
TEeUeHHE XKHU3HU?

3. Kax Gyzaer Buirnsaets rpyfib, C/H g peuy YAATUTS, @ HE 3AMEeHATE HMILIAKTaT?

4. Kaxyio hopmMy, pasMep, TSKCTYDY, PACIIONOKEHHE U CTIOCO0 YCTAHOBKHM MMILAAHTATA MHE nydiie
BRIOpaTL?

5. Kax ycTaHOBKA HMIIIAHTATA NMOBIHAET HA BOIMOKHOCTS KOPMHTE TPYARIO?

6. Kagk M3MEHHUTCA BHELIHHI BUJ IPYIM ¢ YCTAHOBICHHBIM UMIIAHTATOM C TEUCHMEM BpeMeRn?

7. Kak HaMeHHTCA BHEMIHHH BUA IPYaH ¢ HMIUIAHTATOM Nociie GepeMEHHOCTH M KOPMAERHS rpyabio?
8. Uro stenatsh, €CIH MHE HE NIOHPABUTCA KOCMETHHCCKNMIT PE3YNILTAT NOCHE YCTAHOBKH HMILIAHTATOR?
9. Kaxne anerepHaTHBHBIE NPOLEAYPBI HIM RPOAYKTH MHe OYIYT AOCTYTIHLI, €C/TH 5 peury He
YCTAHABJINBATE (PY/HEIE HMIUIAHTATH?

10. Ects 11 y Bac doTorpaduy NALHEHTOB A0 H NOCTE BHITONHEHHS KaX10# U3 npoueayp?
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4. OCOBBIE ACNEKTBL, KACAIOIIHECH PEKOHCTPYKIHH MOJIOMHOH XEJIE3b!
Kakne ecThb AIbTEPHATEBLI PEKOHCTPYKUNA MOJOSHON wene3n?

Bht MoXeTe OTKa3aThCH OT PEKOHCTPYKLMM MOJTOYHOHA Xese3nl. B aToM ciywae BHI MOXeETE
HOCHTH BHemHHiE poTe3 B hOpMe TPyAd BHYTpPH OlocTrankTepa. BHettue npoTess JOCTYNHE B
pa3anHuHbIX opMax, pasMepax # MOTYT ObITh BBINOJHEHB 3 NOPONOHA, XIONKA, CHIHKOHA H
Apyrux matepuanos. Taxxke ROCTYNHS MHAHBHAYANLHHIE POTE3H], COOTBETCTBYIOIIME pa3Mepy
u dhopme Bameii Tpynn.

CTouT JAH Ae1aTh PEKOHCTPYKIHI MOBOTROI Xene3n?

Pewenue 0 peKOHCTPYKIMHN MONOYHOM Xkene3bl 3aBUCHT OT KXKAOr0 KOHKPETHOIO CiTydasi,
CONYTCTBYIOMMX 3a00NEBaHNUI, 00IEro COCTOAHHS 3A0pOBbA, 006pa3a XH3HH, IMOUHOHANBHOTO
COCTOSIHHA, 8 TAKKE OT pasmepa 1 Gopmbl rpyan. Ytobsl HPHHATL BIBEIMEHHOE PELICHHC,
obcyanTe BONIPOC € CEMBEIR, APY3bAMH H CIICUHATHCTAMH, NIOCCTHTE TPYNNL MOAKEPKKH NO
YCTAHOBKE IPYAHLIX HMILIAHTATOR H TPYNTb NOAAEPKKH NALMEHTOB C PaKOM MONOYHOH
xenesnt. [locne o3nakoMcHUA ¢ 3TO# Gponnopoit u 06AyMbEIBaHHA NPSACTARNACHHOMN 3/1ECh
HHPOPMAIIMH PEKOMEH/YETCA OT/IOKMTS IPAHATHE PELieHHUs O NPOBEACHHH ONEPallMH KaK
MHHUMYM Ha 2-4 Heaemn. Ecnu Bl xoTens GbI BHIIONHHTD PEKOHCTPYKIHIO MOTOYHOH Keneant,
HO HE 3HaeTe, K KOMY 00paTHTBCA, TONPOCHTE CBOETO XHPYpPra NOPEKOMCHI0BATH BaM ONLITHOTO
naacTH4eckoro Xupypra. [Ips nnaaHnposaniuy MaCTIKTOMHH H NPOLICAYPHI PEKOHCTPYKUMU Balll
obwHit XHpypr, ITACTUYECKHE XHPYPT M OHKOJIOT ROSDKHE fieficTBoBaTh coobima, yTobnl
obecneynTs MAKCHMANBHO BLICOKHE PE3YABTATHL.

Kaxkne ecTb BAPHAHTH PEKOHCTPYKNHN?

Tun noaxoasmei#i sam NpoueAypsl PEKCHCTPYKUHM MOJIOYHOMR JKeNe3hl 3aBHCHT OT BANICTO
saGonesanna, GopMH M paMepa rpyas, obIIEro COCTOAHNA 340POBEA, 00pa3a KHUIHH K Lenei,
JIygiune KaRAHAATE! HA PEKOHCTPYKUMIO MOIOYHON XeNe3bl — XEHIIMHD] € FPYAbI0
HeOOABILIOro KAK CPEAHEro pa3Mepa. PEKOHCTPYKIIHA MONOYHO#M KENC3bI MOXKET OHITE
BHINONHEHA C HCNONB30BAHKCM NPoTe3a (TPYAHOTO MMIVISHTATA, 3ATIQJIHEHHOTO CHIHKOHOBBIM
reneM, PU3HONOIHYCCKUM PACTBOPOM MK KOMOHHaLHel rens M PU3MONOrH4eckoro pacTeopa),
cOBCTBEHHBIX TKAHEH (MATKOTKAHHBIX JIOCKYTOR) KK UX KOMOWHALMH.

MErKOTKaHHBIH JIOCKYT — 3TO (JParMeHT KOXHK, XHpa H/HAH MBlLLLL, KOTOPBIH nepeMeuiacTcs
H3 00JIaCTH )KHBOTA, CO CIIKHL WIH APYTOH YacTH Tena B 061acTs MonouHo# Xeness ana
¢opmuposanns rpyan. HezaeHcuMo OT TOro, NpOBOAMAACH JIH BaM PCKOHCTPYRINA €
HCTIONb30BAHNEM IPYIHBIX WMIUTAHTATOB WK O¢3 HUX, BaM, BEPOATHO, HyxHO Gyser npofite
AONONHUTENHHBIC ONEPalMK ANl CHMMCTPH3ALMH K YIY'LICHHA BHCILIHCTO BHAA MPYAU.
Hanpumep, NOCKONLKY NPH MACTIKTOMHY HacTO YAANACTCA COCOK BMECTC € TKaHbLIO Mono4Ho#H
MEJIC3bl, €10 HacTO BOCCTAHABIMBAIOT C NOMOWIBIO KOXHOIO TPAHCIIIAHTATA 3 BTOPOil rpyam
H/IH NTyTEM HAHECCHUA TATYHPOBKH HA 3TY 00NacTh. PEKORCTPYKIMA COCKa OOMYHO
BRIMOJHACTCA KaK OT/ienbHan aMGynaTopHas npotieAypa nocie 3a8epLICHUA NEPBOHAYAIBLHON

PCKOHCTPYKTHBHOH ONCPALHH.

PexoHCTPYKUHS MOJTOYHOH Xele3nt ¢ ROMOINLIO IPYAHLIX BMIIANTATOB

Xupypr penmT, IO3BONKET NU Batie 3aGonepaHie ¥ COCTOSHHE 3A0POBbLA BHIMNOTHUTS
PCKOHCTPYKLIMIO ¢ UCTIONIB30BAHMEM IPYAHOro HMILUIanTaTa. XKenmuuam ¢ Sonswiodt rpyasio
MOCT MOTPeOOBATECA PEKOHCTPYKUMA C HCTIONB30BAHKCM MATKOTKaHHOTO JIOCKYTa
HMIIanTaTa. Bam XHpypr MOXeT peKOMCHIOBATL YCTAHOBKY HMINAHTATA B TPOTHBONONOXKHYIO
3A0POBYIO IPYAD, YTOOK! CACNATH MOJOUHBIC XKEMNE3bl MAKCHMANBLHO CHMMETPHIHAIMH,
NPEUIOAKHTD YMEHBIICHUC TPYAH {PEAYKUKOHHAA MaMMOIUIACTHKA) HITH TOATKKY IPyAH
{MacTONeKCHA) Ul NOBHIMICHHA cuMMETpHH. PeayKuHOHRAA MBMMOMIACTHKA NOAPAIYMCBACT
YAQICHNE TKAHEH MOJIOMHO#R 3 CIC3ht H KOXKH. MacTonekcns Bknlodaer
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YAQUICHHE NIONIOCKH KOXKH TOj TPYABIO HTH BOKPYT COCKA MU MOAHATHA M NOATANKH KOKHK
rpymu. ECH BBl He XOTHTE MEHATD 310POBYIO IDY/b, CKAXHTE 00 3TOM XHPYPry, HOCKONLKY ITO
peuIeHHE MOXKET NOBNHATE Ha PACCMATPHBACMBIC B BAIIEM CJTy4ac METOAN PEKOHCTPYKIHH
MONOYMOIN JKese3hl.

BpeMA BRINOJHCHAS PEKOHCTPYKUHM ¢ HCHO/IL3OBAHNEM IPYAHOIO HMILUIANTATA
Cneayolee ONHCAHHE OTHOCHTCA K PEKOHCTPYKIIUH TNIOCNE MACTIKTOMUH, HO CXOXHE ACHCKTH
NPUMEHKMBI H K PEKOHCTPYKUHH NOCE TPABMBI KM TIpH BpokAcHHEIX Aedekrax. ITponecc
PEKOHCTPYKLIMM MOJIOYHOM XENe3sl MOXKET HAYATECA BO BPEMA MACTIKTOMHUY (OZHOMOMEHTHAN
PEKOHCTPYKUHA), 9EPE3 HECKONBKO HEAENb HIIH AaXKe JIET NOC/E €€ BHNONMMEHRA (OTCPOIECHHAA
PEKOHCTPYKUHRA). ONHOMOMEHTHAA PEKOHCTPYKUMA MOXKET NPEANIONATaTh YCTAHORKY IPY/HOTO
MMIIAHTATA, HO Yallle BKMIOYAET YCTAHOBKY 3KCNIAHACPA, KOTOPHIH MO3)XKE 3aMEHAIOT Ha IPYIHOH
HMIIanTaT. Takke OHOMOMEHTHAA PEKOHCTPYKIIMA MOXKET BKTIOYATE YCTAHOBKY IpYAHOro
pacumputens-umnnantata (BECKER®). Paciunpurens-ummiantar BECKER® cyxur
OJHOBPEMEHHO ¥ TKAHEBKIM PaCIINPHTENEM, H TPYAHEIM HMIauTaToM. Co BpEeMEHEM OH
yBENHYHBAETCA B pa3Mepax 3a cHeT fobaBncHus U3HONOrNYECKOro pacTeopa Hepes
CHELKANBHBHA MOPT, PacnoNokeHHbIH Mo koxe#l. Kak 10M16K0 PaciiRpHTENL-NMILIAHTAT
BECKER® nocTaTHET XenaeMoi cTeneHy HaMOJHEHUA, NOPT ANA BREACHNA PacTBOpa YAANAT,
Baxuo 31aTh, 4TO MOGAT XRPYPrUYECKad PeKOHCTPYKUKA MOOYHOH XKENCIH MOXKET COCTOATE
W3 HECKONMBLKHX 3TanoB. [loTeHuuansHOE NPEAMYICCTBO 00LEANHERNS HpoLEeAYyPH
MaCTIKTOMHH C IEPBbLIM 3TANOM PEKOHCTPYKIHA MOJIOUHO#H XKEJIC3H — BO3IMOXHOCTD CHH3HTH
CTOHMOCTh BMEIIATENLCTBA. OIHAXO NpH BHINOIHERHH OIHOMOMCHTHON PEKOHCTPYKUMH
BO3HHKAET MOBLILUECHHBN PUCK PA3PhIBa H APYTHUX OCIHONKHCHMI, 4 BPSMsl NEPBOHAYANBHOH
OMepauKn H BPCMA BOCCTAHOBACHHS MOMXKCT YBCIMMHTEC.

TMoTeRUHaNBEHOE NPEUMYIIECTBO OTCPOUCHHON PEKOHCTPYKIIHH — BO3MOXHOCTD OT/IOXKKTE
NMPHHATHE PELICHUA O PCKOHCTPYKIHM M ONEPALMIO A0 3aBSPIICHHA APYIUX NpOLeAyp, TaKMX
KaK JydeBas Tepanug H xumuoTepanua. OTcpoueHHas PEKOHCTPYKIMA MOXET ORI
PEKOMEHAOBAHA, €C/IH Balll XMPYPT NPEABHAMT CBA3ZAHHBIC C 3XKUBJICHHEM NpolneME! iocne
MACTIKTOMHH, MM BaM MPOCTO HYXHO Gonblle BpeMEeHH, YTo6H 061yMaTh BO3MOXNLIC
BapnanThl. [Ipu BiGope MexXAy 0AHOMOMEHTHO#H H/IH OTCPOYEBHOH PEKOHCTPYKIUHEA HYKHO
YYHTHIBATH MCAMUMHCKME, HPMHAHCOBLIC H IMOLHOBANbHEIE aCNEKTH. OOCYaMTE ¢ XHPYPIroM,
IJIACTHYCCKUM XHPYPTOM H/HAY OHKOIOTOM NIOCH H MHHYCK BCEX BOIMOXKHLIX BApHAHTOB,

Xnpypruveckie acneKkThl, KOTOpLIE CTOUT 06CYARTH € BPAYOM.

O6cynuTe ¢ XHPYProM W/HIH OHKONOTOM NPESHMYIIIECTRA ¥ HEAOCTATKH CACAYIOWHX BAPHAHTOB
PCKOHCTPYKTHBHO# onepauyy.

¢ OAEOMOMEHTHAR PEKOHCTPYKUUR

OnHo3TanHAA OAHOMOMEHTHAA PEKOHCTPYKLUA C HCIIONb30BAHHEM IPY/IHOTO HMILIAHTATa
(TonBKO rpyAHON HMNIAHTAT) WK rpyAHOTe pacumpatTens-nMiantata (BECKER®).
JByx3TanHas OZHOMOMCHTHAA PEKOHCTPYKUMA C HCHONB30BAHHEM BPEMEHHOI'O SKCMAaHAEpa ¢
nocnexyIoLel PeKOHCTPYKIUEH MPYAHBIM HMIVIAHTATOM HEPE3 HECKONLKO MECALICB.

* OTcpoYeRHEAR PEKOHCTPYKINA

Oano3TanHag OTCPOICHHAS PCKOHCTPYKUHMA ¢ UCTIONB30BAHHEM FPYAHOTO PaCLUHPUTENR -
nmmaadtara (BECKER®).

JIRyX3TanHas OTCPOYCHHAA PEKOHCTPYKIMA ¢ HCNOML3OBAHHEM BPEMEHHOTO 3KCNAHASPa ¢
nocneaytoeH ero 3amMeHoH Ha rpyTHOH MMILTANTAT YE€pe3 HECKONBKO MECALICB.
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UTo npeacTtaBnseT coboii npoueaypa PEKOHCTPYKLMU C NCMO/Ib30BaHUEM

rpygHoro

mmnaaHTara?

OpfHoaTanHas (O4HOMOMEHTHAS WM OTCPOYEHHAasA) PEKOHCTPYKLUA C UCNOb30BAHUEM
rpygHoro mMmnnaHrtara

OJHOMOMEHTHYI0 O4HO3TaMHY PEKOHCTPYKLMIO MOJIOYHON Xenesbl MOXHO BbINOMHATL BO
BpeMs MacTakToOMuU. [locne TOro, Kak XMpypr-oHKOOr yaanuT TKaHb MOJIOYHOM Xenesbl,
NNacTUUYECKUA XUPYPr YyCTAHOBMT FPYAHOW UMNAaHTaT UAN TPYAHOI paclumpuTenb-uMnaaHTar
(BECKER®), Tem cambIM BbIMOMHUB O4HO3TaNHY0 PEKOHCTPYKUUIO. B cnyyae ncnonb3oBaHus
rpygHoro pacwunputens-umnnaHtata BECKER®, B TeyeHuWe WecT MecALEB B Hero 6yayT
nocTeneHHo f06aBNATb PU3NOIOTUYECKUIA PaCTBOP A0 AOCTUXKEHUS XKenaemoro o6bema, nocne
yero yfanat nopTt 4nA BBEAEHWA pacTBopa. Y janeHue noprta ANA BBeAeHMA pacTBopa 06bI4YHO
BbINO/IHAETCA NOL MECTHOMN aHecTe3nell B aMbynaToOpHbIX YCN0BUAX UMW B OTAENEHUN
OHEBHOro crayuoHapa. OfHO3TanHaa OTCPOYEHHas PEKOHCTPYKLMSA MOMOUYHOW Xenesbl
BbIMO/HAETCA Yepe3 HEeCKO/IbKO MecALeB UK NeT NyTemM YCTaHOBKW FPYAHOro MMnaaHTara uim
pacwuputena-nmnnaHtata BECKER®.

[ByxatanHas (04HOMOMEHTHas UKW OTCPOYeHHas) PEKOHCTPYKLMS C UCMO/b30BaHMUEM
rpygHoro

nMmnnaHTaTa

PeKOHCTPYKLUUSA MOJIOUHOW Xenesbl C MOMOLLbIO 3aMOHEHHOTO refleM rpyAHOro MMniaaHTarta
MENTOR® 06bI4HO NPOUCXOAUT B Ba 3Tana M Ha4MHAETCA C YCTAHOBKWM BPEMEHHOIO
3KcnaHfgepa, KOTopbIiA Yepe3 HECKOMbKO MeCsiLeB 3aMEeHAKOT Ha TPYAHON MMNaaHTar.

Y CcTaHOBKa TKaHeBOro paclimpuTens MOXeT NPouU3BOANTLCA OLHOMOMEHTHO, BO BPeEMS
MaCT3KTOMUK, UM MOXET OblTb OT/IOXKEHA HA HECKO/IbKO MECALEB UAN feT.

TKaHeBbI paclunpuTenb MOXeT UMETb MOPT AN BBEAEHUS pacTBopa, Kamepy 418 UHBEKLUIA,
BCTPOEHHYO B 060/104KY 3KCMaHAEPa MU KaMepy A8 UHBEKLUIA, NPUKPENNEHHYHO K
3KCnaHAepy c noMouibio TPYOKU Ang nocTyneHns pactsopa. MNpu ucnonb3osaHnun akcnaHgepa
C OTAEeNbHOI KamMepoli ee pacnonaratdT Nog PyKOR uav noAmbILLIKOWA.

JT1an 1: pacwimpeHue TKkaHel

1

Py6eL, nocne PaciumpuTeb-MMniaHTar 3KcnaHaep co BCTPOEHHO OKOHuaTe/bHbIV pesyssTar
MaasKToMUn C BbIHOCHBIM VHBEKLIMOHHBIM KaMepoil 1t MHbEKLWIA nocsie yaaHOBKM
rnopTom VMINIaHTaTa
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Bo BpeMA MacTSKTOMHH XMPYPT-OHKOJIOT 9aCTO YAANACT KOKY, 8 TAKKE TKAHb MOIOMHOH Xe/IeInl,
OCTaB/AA KOKHLIH JOCKYT HA TPYAH ITOCKHMM H IUIOTHMM. YToOM chopMAPOBATH NPOCTPEHCTBO B
TPYAM IS YCTAHOBKH IPYAHONO HMIUTAHTATA, OA OCTABILMECA TKAHH IPYAHOH KACTKH MOMELIAIT
TKaHeBbIH pacmmpurens. TxkaHesbidl pactMpaTeNns NpeAcTaBIseT coboit ycrpoicrso,
HanoMHuHaKee 6aI0H, HITOTORNCHHOE M3 3MACTUTHOTO CHIMKOHOBOTO KayuyKa. JKCNaHaCp
YCTAHABNHBAIOT HE3ANOMHEHHHIM H CO BPEMEHEM HAMOMHAIOT CTEPHITBHEIM (DH3HONOI HISCKIM
PACTBOPOM, BCTABIAA HEGONBIIYIO HIUTY J€pe3 KOXKY B TIOPT 214 BBEACHHA pactpopa. Ilo mepe
3aNMOMHEHHS IKCNAHAEPA PACTIONOKEHHBIE HAJl HEM TKAHH HAYMHAIOT PaCTATHBATLCA, OA00HO
NOCTENCHHOMY PACTAKCHMIO XKHBOTA XKEHIIHHGI BO BpeMA OepeMeHHOCTH. TKAHEBLIH PACIIMPHTER
CO3RaeT HOBLI KapMaH B GopMe MOJIOYHO# XKene3nl 18 TPYAROr0 AMILIAHTATa.

VYCTaHOBKA TKAHEBOTO PAaCIUHPHTENS TKaHel 0ORMHO NPOUCXOANT B ONEPAITHOHHOH noa obinM
Hapko3oM. Bpemst onepauny o6BMHO COCTABAAET OT oAHOrO A0 ABYX 4acos. [Ipoueaypa Moxer
npoBOAKTLCA aMBynaToprO WM noTpeGoBaTh KpaTkoBpeMeHHOro npebuBanys B Gonbame. Kax
NpaByJIo, NMOCHE TAKOH ONepaluy NAlMEHTKH MOTYT BEPHYTLCA K 005IMHOM noBcenneBHON
ACATENBHOCTH uepe3 Ase-TpH Helenn. [TockonbKy koxka rpyaHOi KICTKH MOCHEe MACTIKTOMHA
OBLIYHO HEMEET, BB MOXETE HC IOUYBCTBOBATE H0JTb IPH YCTAHOBKE TKAHEBOTO PaCIIMPHTENH, HO
MOXETE HCIITHBATE AUCKOMGOPT nocne KaXA0ro 3aNoHEHUA JKCIaHAepa, KOTOPOE HCYE3HET N0
Mepe pacmmpeHns TkaHeit. Pacumpenne TkaHelt 065IMHO TPOMCXOAMT B TEICHHE 4—6 MECALCS.

Iran 2: ycTaHOBKA IPYAHOI0 HMILIAHTATA

TTocne yaaneHna TKAHEBOTO PACIIMPHTENS B KapMaH NTOMEIACTCR rpyaHoH umnnanTar. Onepatms
NO 3aMEHE TKAHEBOIO PaCHIMPHTEs IPYAHBM HMIINAHTATOM (3aMeHa Ha MMIVIAHTAT) OOMMHO
NPOBOAHTCA oA OOMMM BapKo30M B oniepalsoHRoit. [Ipoueaypa MOXeT NPOBOIHTECA
amMGynatopHo WM noTpeSORAThE KPATKOBPEMEHHOrO NMPcOLIBaHAA B GONBHHLE.

PexcoHCTPYKOHA MOJIOMROM 2KeTe3nl 6e3 HCMONL30BANES HMILIAHTATOB: IpoUEAYPHI ¢
HCO0ALIOBAHHEM MEIKOTKARHOMO NOCKYTA

Monouny1o xene3y MOXHO BOCCO3IaTh XHPYPIMICCKHM IIyTEM, NCPEMEmas (PparMenT KOXH, XHpa
¥ MBIDIL K3 0AHON 06nacTu Tena B Apyryio. PparMEHT TKAHH MOXHO B3ATh M3 TAKHX obnactedl, kak
MHBOT, BEPXHAA 4aCTh CITHHBI, BEPXHAA JacTh Geapa WIH ArOAMULIM,

MArKOTKaRHB! TOCKYT MOXHO OCTABHTH NPHKPENNCHHEIM K KPOBCHOCHMIM COCYAAM H NICPEMECTHTE
B 06NacTh TPYAM Uepe3 TYHHEND NMOA KOKEH (JJOCKYT Ha HOXKE), 1M00 €ro MOXHO NONTHOCTBIO
YAANHTH H CHOBA NPUKPENUTL HA TPYAHYIO KIETKY € NOMOIUBIO MHKPOXHPYPIHYECKHX METOANK
(cBoGoansiii nockyT). IIpa nepecaaxe cBoGOAHAIX JTIOCKYTOB BpeMA onepauui obLrHO Gonbiue n3-3a
MAKPOXHPYPTHYECKHX MAHKITY AU,

Tlepecanka nocKyTOB TpeGyeT npebriBaHus B 60NMbHULE B TCYCHHE HECKONLKUX AHEH H, Kak
npasuno, Gonee HMMTEALHOrO NEPHOAA BOCCTAHOBNCHHSA, YeM PEKOHCTPYKIMSA C HCTIONB30BAHHEM
umnnanTaToB. [Tocne onepawys ¢ HCNOML30BAHUEM JIOCKYTA TAKKE OCTAlOTCA PyOUBl HA TOM MECTE,
OTKyZAa oH GbiN BIAT, H, BOIMOXKHO, Ha PEKOHCTPYHpOoBaHHOMK rpyau. [ipermyimiecTso onepaunn ¢
HCNONL30BAHKEM NIOCKYTOB COCTOHT B TOM, YTO OHa NIO3BOAACT 3aMCCTHTh TKAHb B 00NacTH rpyaHoR
KIETKH. 3T0 MOXET OBITH NONC3HO, €CAK TKAHH NPYRHOH KICTKH MOBPCKICHE WIH HX PacIIHpenue
HEBO3MOXKHO. Eltie 0/1HO npenMymecTeo NpoLeayp ¢ HCNOAL30BAHHEM JIOCKYTOB N0 CPABHEHHIO C
HMIUIAHTATAME 38KTIOUAETCA B TOM, YTO V1A JIOCTHXKEHHA CHMMCTPHH BMCINATENLCTRO HA 3A0POBOM
Ipyam, KaK npaBuio, He Tpebyerca. HanbGonee pacnpoctpaneHHEIMM THRAMH MATKOTKAHHEIX
nockyros asngiorca TRAM-nockyT (KOXHO-MENLEYHbIA JOCKYT NPAMO# MBILILL! XKHBOTA), KOTAa
HCIONB3YIOT TKaHb GPIOMMOMN CTEHKH, H TOPAKOAOP3aAbHLIA JOCKYT (IOCKYT MIHPOIARIICH MEILILIBI
CITHHBL), KOT'Aa HCNONL3YIOT TKAHL BEPXHHX OTC/0B CIIHHEL
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BaXHO MOMHUTBL, YTO Onepaymsa C UCNOMbL30BAHUEM JIOCKYTOB, B YacTHOCTM TRAM-nockyTa,
ABNSAETCA Cepbe3HbIM U 60/1ee 06LIMPHBIM BMeLLIaTeNbCTBOM, YeM MacT3KTOMUSA, 4YTO TpebyeT
XOpoLIero o6Lwero CoCToAHUSA 340P0BbA U CUNbHOW 3MOLMOHANbLHOW MOoTuBauuu. Ecnu y Bac
n36bITOYHAA Macca Tefna, Bbl KypuUTe, paHee nepeHecnu onepaunto B 061acTv nockyTa UM y eac
HapyLlWeHO KpoBoobpaLleHne, BaM MOXET ObiTb NPOTMBONOKa3aHa NnpoLegypa c MCMo/b30BaHNEM
TRAM-nockyTa. Ecnm y Bac XyfoLw,aBoe Te/I0CNOXKeHWe, TKaHW B 06/1aCTU XXUBOTa UAN CNUHBI
MOXeT ObITb HEAOCTATOUYHO ANS BOCCO34aHMSA MOJIOYHOW Xenesbl C MOMOLbH 3TOFr0 MeTofa.

TRAM-n0CKYT (Ha HOXKe NN CBOOOAHbI)

n
*ar
}ran 1: BbINO/HEHNE MACTIKTOMMUMN 1 Aan 2:nepemeLleHne nockyTa Aan 3; OKoHYaTe/NlbHbI pe3ynbTar
pa3mMeTKa yyacTka 3abopa 1ocKyTa NPSAMOWA MbILLBI U TKAHW K TPyAV Mo

Bo Bpemsa npouenypsl nepemeleHns TRAM-n0CKyTa XUpYpr yaanseTt 4acTb TKaHU M3 o6iactu
XMBOTa U NepeMeLLaeT ee K rpyan, 4Tobbl Bocco3gaTb MOJIOUHYIO Xenesy. TRAM-N0CKYT nHorga
Ha3blBalOT PEKOHCTPYKLMEN C «abfOMUHONIACTUKOM», MOTOMY 4YTO Npoueaypa No3BoNsAeT caenatb
o06nacTb XnBoTa 60/1€€ NOCKONA.

Mpouepypa nepemeuteHns TRAM-N0CKyTa Ha HOXKe 06bIYHO 3aHMMAET OT TpeX 40 LIEeCTW 4acoB U
BbIMOMIHAETCS Noj 06w MM HapKo3oM. Mpoueaypa nepemeleHns ceo6ogHoro TRAM-nockyTa
06bIYHO 3aHMMaeT 60nblUe BpeMeHU. Bo Bpemsa npoueaypbl no nepemelteHnto TRAM-nockyTa
MOXeT noTpeboBaTbCA nepenmBaHne KpoBu. OBbIYHO CPOKM NpebbiBaHWA B BONbHULE COCTABAAOT
OT ABYX A0 NATW fHEl. Bbl CMOXeTe BEPHYTHLCA K 0ObIYHOI NOBCEAHEBHON AeATeIbHOCTH Yepes 6-8
Hefeflb, NPU 3TOM HEKOTOPbIE XEHLMHbI COOBLL AT, YTO /11 BOCCTAHOBNEHWUA HOPMa/bHOTo obpasa
XXW3HM UM NoTpeboBanoch 0KOMO roga. B o6nacTu nBoTa MOXET BO3HWKaTb BPEMEHHAsA WK
NMOCTOAAHHAsA MblleYHasa cnabocTb. Ecnu Bbl NnaHMpyeTe 6epeMeHHOCTb Moc/ie PEKOHCTPYKLMN,
obcyanTe 3TO C XMPYProM. Y Bac Ha XXMBOTE OCTaHeTCs 60/bLION pybel, a TakKe MOTyT

ObITb ONONHUTE/IbHbIE LUPAMbl HA PEKOHCTPYMUPOBAHHOW MOJIOUHON Xenese.
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Topakofop3anbHbIA OCKYT C FPYAHLIMU UMMIAHTaTaMmn Uan 6e3 HUX

KOXHbIli NOCKYT U MbiLULLy 6epyT Yepes chopMMpOBaHHbIA TOHHE b MMnnaHTaT Takke MOXHO
C/IOHOPCKOTO yHacTKa Ha CrimHe. TKaHb NepemeLLatoT K nepeaHeit MCro/b30BaTh AJ151 CO34aHNA BbICTyrNa
rpyZaHoOl aeHKe 1 C ee NOMOLLBIO MOJI04HOM Xeresbl.
BOCCO3A0T YAA/IEHHYHO MOJIOUHYHO
xenesy.

Bo Bpemsa npoueaypsl C UCNOMb30BAHWEM TOPAKOLOP3a/IbHOT0 NOCKYTa XMPYPr nepemeLtaet vyactb
TKaHW 13 061aCTN CNUHbI K MepefHei rpyAHON CTeHKe ANns BOCCO34aHUA POPMbl MONOUYHON Xenesbl.
MocKonbKy TOpakoA0p3aibHbIA NOCKYT 06bIYHO TOHbLWE U MeHbwe TRAM-nocKyTa, 3Ta npouegypa
MOXEeT 6bITb 60ee nogxofaw el 418 PeKOHCTPYKLUUMN TpyAN MeHbLUIEero pasmepa.

Mpoueaypa nepemMeLLeHns TOPaKoA0P3anibHOI0 N0CKYTa 06bIYHO 3aHMMaeT OT ABYX [0 YeTblpex
4yacoB ¥ MPOBOANTCA NOA O6LW MM HAPKO30M. O6bIYHO CPOKM MPebbiBaHWSA B 60/IbHMLLE COCTABNAIOT
TpW LHA. Bbl CMOXeTe BEpPHYTbCS K MOBCELHEBHON AEATENbHOCTMN Yepe3 2-3 Hedenn. Y Bac MOXeT
BO3HWKHYTb BPEMEHHas UM MOCTOSAHHASA MblleyHas cnabocTb U TPYAHOCTU MPU ABUXKEHUAX B
CNWHE U Nnaedye. Y Bac OCTaHETCA LWpPaM Ha CMMHE, KOTOPbIA 06bIYHO MOXHO CKPbITh IAMKOA
6locTranbTepa. Y Bac Takxe MOryT 6bITb JONOMHUTE/bHbIE PY6Lbl HA PEKOHCTPYMUPOBAHHOA
MOJIOYHOI Xenese.

Bonpocbl 0 peKOHCTPYKLMM MOJIOUHOI XXefesbl, KOTOpPble CTOUT 3afaTb XMPYpPry

Cnefytoumnii CNMCOK BOMPOCOB HAMOMHUT BaM 06 OCHOBHbIX acnekTaX, KOTopble CTOWUT 06CYANTL C
Bpayom.

1. Kakne BapunaHTbl PEKOHCTPYKLMWN MOMOYHON XKenesbl MHe NOAX0AAT?

2. KaKoBbl pUCKM 1 OCNOXHEHWSA pa3HbIX onepaluii N0 PEKOHCTPYKL MM MOSIOYHOI XKenesbl 1 Kak
4acTo OHW BCTpeyarTca?

. UTo fenaTb B cAyvae peyngnaa onyxonnm Uam pasBuTUA ONyXoan ApYroii MOMOYHOWM Kenesbl?

. MomewwaeT M1 peKOHCTPYKLMA NPOTUBOONYXOJIEBOMY JIeYEeHUI0?

CKO/IbKO 3TanoB B KaXAoW npoueaype, M YTO OHW BKAOYAKOT?

. CKOMbKO BPEMEHMN AO/MKHO NPOATU A0 NONMYYEHUS OKOHYATENbHOMO pe3ynbTaTa PEKOHCTPYKLMKN?
. KakoB Ball 0MnbIT BbIMOMHEHUSA KaX 40 npouesypbl?

. EcTb nin y Bac dotorpadmm naumeHTOB 40 ¥ NOCNE BbINMONHEHNSA KaXAOM U3 npouesyp?

. Kak 6yayT BbIrnffeTb NocneonepautnoHHbIe WwWpambl?

10. Kak n3MeHUTCS BHELWHWIA BN TPYyAMW C YCTAHOB/IEHHbIM MMMN1AHTaTOM C TEHEHMEM BPEMEHU?
11. Kak U3MeHUTCS BHELWHWIA BUA FTPYAN C MMNaHTaTOM nocne 6epemMeHHOCTH?

12. UTto genatb, €C/IM MHE HEe MOHPaBUTCS KOCMETUYECKMIA pe3ynbTaT Mocae yCTaHOBKM
nMnaaHTaros?

13. Mory nu a noo6warbca ¢ 4pYyrMMy nayMeHTaMm, KoTopble nepeHecan NoAo6HbIe onepayumn?

© o ~NO U~ W
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14. KaxkoBa OpHEHTHPOBOYHAA O0LIAR CTOMMOCTS KOKA0#H Nponeayps Npy NO3TAHON
PEKOHCTPYKITHH?

15. Hackonbko cuabHyo 601 iy auckoMgopT A Gy/y HCILITHIBATL H KaK Aonro?

16. Cxonbko BpeMeHH 1 niposeny B Gonbanue?

17. ITorpebyeTcs N MHE NEPENINBAHKE KPOBH, H MOTY NIH 1 CAATH COOCTBEHHYIO KPOBB?
18. Koraa 3 cMOry BepHYTHCS K NOBCCAHCBHON ACATENBHOCTH (CEKCYANbHOM, CIOPTHBHOH
AKTHBHOCTH)?

5. MPOTUBONMOKA3IAHHA, OCOBBIE YKAZAHHA H MEPLL ITPEROCTOPOXHOCTH
IIporHBOTIOKA3aHHE — ITO CHTYAUHN HIIH COCTOAHME, B KOTOPOH He cneayeT NPOBOARTDL MPOUEAYDY.
Ycranoska rpyassix umnnanraros MENTOR® npotusonokasana npH CACAyOWNX
00CTOATENBCTBAX, KOI2IA PHCK YBEMYCHHA UK PEKOHCTPYKIIHH MOOYHOM JKCIC3HI C
HCTIONH30BAHUEM HMIUIAHTATOB NEPEBCIINBACT NPEHMYILIECTBA:

+ akTHBHAA HREKUKA moboli ntokanu3anum;

* JKCHIINHE C YKE HMEIOLIMMCS FMOKAYECTBEHHEIM WK NPEAPAKOBHIM 3a001eBaHHEM MOJIOUHOMN Keneln, e
NONYMABIHE ANCKBATHOT JCUCHUSA ITHX COCTOAHMIH; H

* GepeMeRHbIC HITH KOPMALLINE TPYALIO MEHINMHb.

Xupypruvyeckie MeTOAbI, OPOTEBONOKAIAHHBIE NI [PYAHLIX HMINVIAHTATOD:

* BRIONHEHHE HHBEKIMHA vepes 060104Ky MMILIAHTATA;

* HANIOXKCHHE HMIUTAHTATOB: YCTaHOBKA Gonee 0AHOro MMNMAHTATA B OAHY MONOYHYIO XeNesy.

Cocronns, OpH KOTOPLIX §e30XACHOCTD YCTAROBKH HMILIAHTATOB HE A0KA3ANA:

* ayTOMMMYHHBIE 38607I€BaHNA, TAKHE KAK BOTAHKA H CKICPOLACPMHA,

* COCTORAHEA, MPENATCTBYIOMMUE 3DKABIEHHIO PaH, H HAPYWIEHHS CBEPTHIBAHUA KPOBH;

* ocyrabnennas UMMYHHASA cUcTeMa (HANPUMED, TEKYLIAY UMMYHOCYTIDECCHBHAA Tepanns);

* CHHXXKCHHOE KPOROCHAOKEHHE TKaHeH Ipyau.

JouoIHATENbHARIE ACHEKTHI

Mammorpadun nepell yCTaHOBKOH HMILIARTATOB
Bu MoxeTe npo#iT MammorpadHio nepen onepauncii ¥ 8 HHTepsane or 6 Ao 12 Mecaues nocne
YCTAHOBKHM HMIUIAHTATOB, HTOOB! ONPEACITMTH COCTOAHHE MOMTOYHBIX JKCE/IC3 Ha HCXOAHOM YPOBHE.

Bausune Ha MaMMmorpadmio

HMOAaHTaT MOXKCT NOMEINaTh OGHAPYKCHHIO paka MOJIOMHOH XKene3n BO BpcMA MaMMorpaduy, a
TAKXKE 3aTPYAHATD ©¢ npoeeacHue. [o3ToMy BakHO, 4TOOM nepea npoucaypoit But cCooSIHIR
MaMMOJIOrY O HAAMUHHK Y BaC HMIUIaHTaTa. JIaGOpaHT MOXKET HCNOIBIOBATH CHCIHANBHLIE METO/Ib,
4TO6B MHHHMUIHPOBATL BEPOATHOCTD PA3PLIBA H AOCTHYL HAMTYIIICH BU3yanH3alMH TKaHK
MOIO4HOH xence3nl. Ilockonbky np# NPoBEACHHH MaMMOTpaduu rpyAs CAAB/IHBAIOT, BO BpEMS
NPOLEAYPH HMIAAHTAT MOXeT pasopearsca. TpeGyerca Gonbiiee KONNYCCTBO PEHTTCHOBCKHUX
CHHUMKOB, MOMYYCHHBIX C NOMOLUBIO CTIEUHANBHEIX MCTOJIOB; CAECAOBATENABHO, Y XKEHIIHH C
TPYAHLIMH HMNNAHTAaTaMy fo3a ofyuenna Gyact soie. Oanako 3hdeKTHBHOCTL MamMMorpaduu B
OTHOIICHHH OOHAPYXCHMA PaKa NEPEBEMINBACT PHCKH JAONOAHHTENLHOTO PEHTICHOBCKOTO

obnyuenns.

Kak OTIHMMTL HMIIAHTAT OT TKAHH MO04 RO XKete3bl BO BpeMa camMoobenenosanun
INocne yCTAaHOBKM HMILIAHTATOB BaM HYXKHO CXKEMECAYHO MPOBOANTE CaMoolCACa0BaHNE IPYAH.
Y1o6m aenats 310 3¢«peKTHBHO, NOTIPOCHTE XMPYPra Hay4MTh BaC OTIIMYATH HMILIAHTAT OT
XeE3UCTOH TKaHU. JII0OBIC HOBHIC YILIOTHCHUS HIM NOAOIPHTENLHEE NOPAXCHHS (0Yary)
Heo6x0MMO HeCsIeA0BaTs ¢ oMolkio Guoncun. [Tpu BENOAHEHHH OHONCHHN BAXKHO COOMIONaTD
OCTOPOXHOCTD, 4TOOB HE IPOKOMOTEL HMILIARTAT.
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Hanuane rpyHsiX HMIUIAHTATOB MOXKET CNOCOOCTBOBATH O0HAPYKEHHIO OMYXOIH MPH CaMOOOCeI0BAHHH
{nansnaipiu).

Joarccpounbie ydgdexrol

B HacTosmiee BpeMA HIYIaeTCK AOIOCPOUHad 5e30MacHOCTS H A(PeXTHBROCTS TPYAHBIX HMILIAHTATOS,
ozsaxo koMnaHHA Mentor oTcnexuBaer gorocpouHslii (T.e. 10-neTarii) pHcKk paiphiba UMILIABTATA,
NOBTOPHOH ONEPaLIKH, YAANEHHA HMITTAHTATa ¥ JOpMHPOBAHHA KAIICY/APHONR KOHTPAKTYPH (YINOTHEHHE
TKaHEif BOKpYT uMmnanTara). [To Mepe noABIeHHA HOBBIX JARHEIX KoMNanns Mentor OyaeT Bkmouars oty
HHGOPMALIHEC B JIMCTKM-BKIANBILN K NPOAYKTY, KOTOPbIE YIAKOBRIBAIOT BMECTE C MIPOAYKTOM K OTNPAB/AIOT
spagaM. J{na nonyuenus o6HoBNEHHOH HHGOPMALIKH CBAKUTECH C BpaToM.

Ilpouenypni Bo3IefiCTBHR HA KANCYAy

But 20maHbI 3HATS, YTO 3AKPHTAS KANCYTOTOMIE — UPOLEAYPA YCHICHHOTO CKATHA HIH HANABNHBAHNSA HA
duGpo3Hyio Kancyny BOKpYT HMIUTAHTATA A4 pa3pymeHus pyOuoBo# TkaHn — He PEROMEHIYETCA, TaK Kak
3TO MOXET IPHBECTH K Ppa3pLiBY HAH HAPYIICHUIO UEHOCTHOCTH HMILIAHTATA.

Jiyuesasn Tepanng

TMoMHHTE, 4TO MCCNEAOBAHNA 1O OLIEHKE BIMAHKSA NYUCBOH TePAmIH HA TKAHH HALMCHTOK € YCTAHOBJICHHBIMH
IPYAHBIMH HMIUIAHTATAMHA HE TPOBOMHIHCEH, OMHAKO THTEPATYPHEIS AaHHBIE CBHACTENLCTBYIOT O TOM, 9TO
Nyvesas Tepanua MOXET YBETHIHTE BEPOATHOCTS GOPMHPOBAHHA KaNCYAApHOH KOHTPaKkTYpH. Pemmenie o
NpoBeACHHH NYYCBOH TEPaNHK NOCTE YCTAHOBKR FPYAHBIX KMIAAHTATOR A0DEHE! NPUHHMATE XHPYpr-
OHKQJIOT M JTyueBol TEpanesT.

MPT

Yeranosneno, yro MPT aBnsercs QyqiinM MeTOAOM AHATHOCTHKY Pa3pbiBa HMINaHTaTa 663
XApYypruveckoro sMemarensersa. [Ipu sumonaenuu MPT Bam Hy#&Ho GyAeT ieYb HA XKUBOT, OIYCTHB IPpyIs
B CTICUMANLHOE YCTPOHCTBO. 3aTeM BAC MOMECTAT B aNNapaT, KOTOPbIt MOXKeT GWTH OTKPLITHIM HIK ITOXOMKHM
Ha TyHHeNb. HekoTopsie RAUNEeHTH HCNBITHBAIOT GecnokoicTBO, HAXOOACH B 3AMKHYTOM NPOCTPAHCTBE.
AInapar H3aaeT WyM, Aeas CHAMKE rpyau. Ytobwr npoitti npouenypy MPT, y sac He nomxHo 66iTh
KnaycrpodhobrH B aHaMHE3e ¥ HMIUTAHTUPOBAHABIX B OPTaHH3IM METATANYECKHX H3JCTHA.

6. OCJTIOXXKHEHHA, CBSI3BAHHBIE, C IPHMEHEHHEM I'PYJHBIX UMILJAHTATOR
TIposenenue moGoit xupypruueckoit npoueAyps: HECET PUCK TAKHX OCIOMKHECHHNA, TAKHX KaK NOCE/ACTRHA
aHecTe3uH, HHPEKUHA, OTEK, NOKPACHEHHE, KpoBoTeuenue i Sonb. Kpome Toro, CyniecTyior
MOTEHINANBHEIE OCTIOXHEHNA, XapaKTePHHC UK TPYAHBIX HMIIARTATOB, HexoTOphE M3 HHX NepeYucaeHb
HIXE:

Jdednsuns / paspuis

EcnH uenocTHOCTS 000M0YKH HANIOMHEHHOTO TeNeM IPYARON0 HMNIAHTATA HAPYILAETCA, HI HMIUIARTATA
MoskeT BoITexaTh refb. Pacwupurenu-ummnantars! BECKER® yMeHLIIAOTCA B pa3zMepax, eciy
¢dusnonoruuecknii pACTBOP BEIXOMMT Yepes HerepMeTHHHEIH 1M MOBpeMACHHLIA KITATaH HITH YEpes pasphIB B
00ONOYRE MMNAAHTATA. DTO MOXXHO 32METHTE 110 W3MEHEHHIO GOPMBI HMITIAHTATA, HO TaKke OLIBAIOT
CIy9aH, KOTHA PasphiB 0CTaeTCA HezaMeveHHBIM H oOHapyxuBaeTcs ToNnbxo npi MaMmorpadusy unu MPT.
Hedunsaums Hay pa3puB MOTYT NPOM3OHTH B NEPBLIE HECKOIBKO MECALIER TIOCTe HMILTAMTALIHH UTH Yepes
HECKOJIBKO JIeT.

Iprunset gegaauny MAKM paspoisa BKIIOHAIOT NOBPEAKACHHE XAPYPTHYECKHMH HHCTPYMEHTaMH BO Bpemst
OIEpalMH, NIEPENIONHEHHE HAN HEAOCTATOUHOE 38NONHEHHE HMIIAHTATA QHIHONOTHYECKHM PACTBOPOM,
KaICY/IAPEaf KOHTPaKTYPa, 3aKPEITad KanCYNOTOMRA, GiIndeckoe BozacHcTare, HanpuMep, TpasMa KiH
HHTCHCHBHBIE (DH3RUECKHE MAHMITY/IALIMY, YPSIMEPHOE CXATHE BO BpeMA MaMMorpadyieckoii BHIyanulamus,
pazMEIlEHHE uepes NYMOUHBIH paspes H HeM3peCTHRE/He0OBACHUMBIE PHYUHEL. B Tatoke Z0/DKHB 3HATE,
9TO IPYAHON HMIUIAHTAT MOKET CO BPEMEHEM U3HAIMBATECA, TPHBOAA K AedrAuun/paipusy. [Tocae
AednaunK WIH pa3psiBa HMILIAHTATE TPEOYETCH AONOAHKTENEHAS ONEPALMA O YAAICHHIO U, BO3MONKHO,
3aMeHe UMILIaHTaTa.
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Kancyaspuas KOHTPAKTYPA

PyOuoBas TkaHe WIM Kancyna, koTopasa oOeaHo ofpasyercs BOKDYT HMIUIAHTATA, MOMET CRHMATH H
COABMHBATS MMIAHTAT — 3ITO HA3IRIBAETCA KANCYAAPHON KOHTPakTypoH. KancynspHas KORTpagTypa valie
BO3HMKAET noche HHPEKUHH, reMaToMil M cepomil. CHMOTOMB BapbHPYICTCA OT YNNOTHCHHA W JICTKOrO
auckoMdbopTa a0 Gonu, aehopMauny, OMYTUMOCTH 1R CMELICHHA HMIIanTara. B cnyvae cubrol Gomm
H/WH YIUIOTHEHHA HE0OX0AMMA JOTIONKHTENLHAS Olepayia. 318 ONEPALMA BAPEUPYETCA OT HCCEUSHHA TKAHKM
Kancynsl HMIMIaHTaTa [0 YAUIEHHA H, BOIMOXCHO, 3AMEHR! CAMOr0 BMIUIAHTaTa. [Tocae ITHX HONONHKTENBHHX

onepaunii xancynapHas KOHTPAKTYPa MOXET BOZHHKHYTHL CHOBA.
Boan

Bons padIHYHON MHTEHCHBHOCTH H NPORO/DKUTENBHOCTH MOMET BO3HUEKATH H COXPAHATHCH [TOCIE Onepay
110 YCTAHOBKE IPYIOHBIX HMIIAHTATOB. KpoMe Toro, HempaBHIBHBIK pasMep, pacnonoxeHHe HMIUIAHTATA M
XHPYPrUdecKas TEXHHKA WM KANCYAIpHag KOHTPAKTYpa MOTYT NPUBECTH K GOMH, cagianHol ¢ 3ameMIeRMeM
HepBa HIH HapymenaneM AsinxeHrs Mot TIpy BozHMKHOBEHHE CHALHONK Sonu o0paTHTECh K Bpayy.

Jonoannrensusie onepauNE

Baxn0 MOHHMATH, 9TO B KAKOH-TO MOMEHT BaM MOXeT NoTpe6oBaThC AONOMHHTENBHAR ONEPaUNA UK
3aMEHBI WIH YAAICHUS RMILaRTaTa. KpoMme Toro, Takue npodieMet, Kak Aedaaumua/paspris, KancyIapHas
KOHTPaKTypa, HHEKIUA, CMENICHHE K OTIOKEHHA KANTLLHHATOB, MOTYT NoTpeboBaTh yAaNeHHA UMIIAHTATOB.
BONBUIMHCTBO JKEHITHA 3aMEHNI0T MMIUIAHTATH, HO HEKOTOpbIE 3TOr0 He AenaloT. Tlocne

VIANCHAR MMIDIHTATA §e3 3aMEHB! Y MEHIUHH MOTYT BOSHHKHYTH KOCMETHUECKH HenpHeMiIeMLIe BTDKCHNA
WHIH CKIaZKH Ha Ipyau.

HeynoBieTBOPEHHOCTh KOCMETHUECKUMN PelyALTATAMN

PeaynsTaThi, TAKKE KAK CMOPIIUBAHKE, ACHMMETPHA, CMEIEHHE HMILIAHTATA, HEMPABAIBHEIA pasMep,
HenmpeABHAeHHas (opMa, MPOIlykBaeMOCTL HMIUIAHTaTa, AcdopMauna pybua, runepTpoduieckoe
(ueposHoe, rpyboe) pyOuesanye Wunn Xmonanse (IpH UCMONLIOBAHHH HMIUIAHTATOB, COMEPIKALIMX
dmsnonoruyeckuii pacTBOp), MOT'YT He COOTBETCTBOBATE OkHAaHuAM. TiaTenbHOe XHPYprudeckoe
NMaHUPOBAHME H TEXHHKA MOMOTYT MHHUMH3HPOBATS, HO HE NPEROTBPATHTL TAKKE PEIYIIHTATHL.

Hudexuna

Tpu BHNOAHEHMM mMOGONO XHPYPrHYECKOTO BMEMIATENLCTBA MOXET TPOH3OATH UHHUKpOBaHRe.
BomsuuscTeO MHbekuuil, BO3HUKAIIHX B PE3YNbTATE XHPYPIHYECKOTO BMEMIATENLCTBA, NPOABARIOTCA B
TegeHHe HECKONBKUX AHEH WM Hefenh nocne onepamid. OXHAKO pa3sBHTHE HHpEKUNM BO3MOKHO B moboe
ppeMs nocne onepauun. Undexuun 8 obnacty yCTAHOBKM HMINAHTATa NEYMTh TPY/JAHEE, YeM B OOLIYHEIX
TKauax opraxwmusMa, Eciu mBbekuua He oTBedaeT Ha aHTHOWOTHKOTEpANHMIO, UMILTAHTAT MOXKHO YAAIHTL H
YCTaHOBUTH APYTOIl nocie paspelieHHs HH$peKIH.

B penkux cayyasx nocne ofmepatiii¥ NG YCTAHOBKE TPYAHBIX KMIUIBHTATOB DPETMCTPHPYETCH CHAHNPOM
TOKCHMECKOTO DIOKA, KOTOPHI ARNNETCA XKHIHEYTPOXKAIOMHMM COCTOAHHEM. CHMATOMBI BKAIOTAIOT BHEIAHYIO
RMXOPAAKY, PBOTY, AHapelo, OOMOPOK, FOMOBOKpPYKEHWE H/WIH CHITb, NOXOXKYID HAa CONHEYHHE OKOTH.
Cregyet HeMEANEHHO OOPATHTLCH K BPayvy MM NOCTAHOBKK AHAIHO3a M JICYCHMUS,

I'emMaToma/cepoMa

T'eMaTOMa — 3TO CKOTUIEHKE KPOBH, a CEPOMA — 3TO CKOILMEHHE JKHMAKOH YaCTH KPOBH BHYTPH NONOCTH B
OpraHW3Me (B IaRHOM C/yuac BOKPYT HMIUIAHTATA WK BOKpYT paspe3a). [locneonepaumonHas reMaToMa

H COpPOMa MOTYT CocoGCTBOBATE PA3BHTHIO HHGEKIIMNA H/HIH KANCYIAPHOI KOHTPAKTYPH, YTO MOXET BbLIIBATH
otek, 6ok 1 KpoBonoaTexu. B cnyuae pa3sBUTHR reMaToMBl, OHa OGRYHO BOIHHRAET BCKOpE NOCHE

onepatiH, HO TAKKe MOXKET NOABHTLCS B Moboe Bpema nocne TpasMet rpyan. B To speMa kak HeGonpunie
reMaTOMBI ¥ CEpOME B OPTaHH3ME PacCACHIBAIOTCA, Sonbiuue TPedyl0T APEHUPOBAHHS XUPYPIrHUCCKUM
nyteM. ITocie XHPYpruueckore ApeHHPOBAHUE MOXKET 0CTaThea nebonsuiodt mipam. Ecu B Xoae npoueayps
JAPEHHPOBAHHA GyAeT MOBPeXKACH NMMIIAHTAT, MOXET BOSHUKHYTE JehRIALMSA WITH PA3PHIB HMILIAHTATA.

Hamenenne YYBCTBHTCILHOCTH COCKOB H MONONHBIX XKeJie3
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Tocme YCTAHOBKH IPYOHBIX HMIUIAHTATOB HYBCTBHTENLHOCTH COCKOB M MOJIOUHBIX IKEA€3 MOXKET
YBEITHYHBATHCA MITH YMEHBIIATHCA. JIHana3oH H3MEHSHUH BaphupyerTcs OT NOBLIICHHON IYBCTBHTENLHOCTH
a0 ee orcyrcruA. HimeHeuust omtymieRui MOryT OLITL BPEMCHHHME HMY TOCTOAHHBIMH M BIHATH Ha

CeKCYANBHYIO PEaKITHMIO HITH CIIOCOSHOCTD KOPMETE IPYALIO.

T'pynBnoe BECRapMINBaAHKE

B BacTofmiee BpeMA HEH3BECTHO, MOXKET TH HEGONLINOE KONHIECTBO CHIHKOHA MPOXOAMTEH Tepe3 06oN0uKy
CHIMKOHOBOIG TPYAHOTO MMIUIARTATa M NONAJATh B IpyaHoe MONOKO. B cryuae Takoro mpoxomACHHI
HEM3BECTHO, KAKOE BRUAHHE 3TO MOMET OKa3aTh Ha HAXOAAMIErocA Ha TPYAHOM BCKapMnuBaHHH pelenka. H
XOTS B HACTONMUICE BPeMA He CYIECTRBYET METOZOB OlpeiefIeRUA YPOBHEH CWIHKOHA B IPYAHOM MOROKE, AHANK3
YPOBHSE KPEMHNS (OAMH H3 KOMNOHEHTOB CHIHKOHA) He BRIABAJ MOBHLICHHA YPOBHEH B IPYAHOM MOJIOKE ¥
WEHIIHH ¢ CHITMKOHOBMMH MMILTAHTATAMH 10 CPAaBHEHHIO ¢ keHUHHaMK Oe3 rMmIaHTaToB. B otere IOM
6LUI C/IeaH BHIBOJ O TOM, ITO MATEPH C IPYAHBIMH UMIUISKTATAMHA JOJDKAB! MOTNBITATLECA KOPMHUTD IPYABIO HI-
33 TMONB3M TPYAHOro BcxapMmmuBaHuA AnA Aereii. IlepuapeonAphbiii paspe’ MOMET 3HAUUMO CHHXKATH
BO3IMOXKHOCTb FPYTHOTO BCKaPM/IHBAHUS H3-32 YMCHBIICHHA BHIPAGOTKE MONOKA.

CKONJIeHNE KATLUKHATOR B TKAHAX BOKPYT MMRIAKTATOB

Ha MaMMorpamMmax NpocinexHBaIOTCA CKOTUICHHS KATBIHHATOB, XOTOPSIE MOXKHO OWRGOUHO NPKHATE
33 OHKOJIOTHIECKHE HOBOOOPA3ORAHMA, 9TO HPHBEAET K NOMONHHTEALHOR GHONICHN H/HAH ONEPALIVK 10
YAANEHAIO UMIUTAHTATOB, YTOOH NCIUTIOMHUTH paK.

YBeanveHHe BPEMEHH IAXNBICHRA Pal
B HeKOTOpBHIX CIYYadXx MECTO Pa3pesa IoX0 JUKHBACT,

IKCTPYIHR
HecTabUneHOE WIK MOBPEXACHHOS TKAHEBOE NOKPLITHE /WK HAPYIICHHE 3OKUBNCHUS PAKEI MOTYT
TIPHBECTH K IKCTPY3UM, KOTAA FPYAROH HMIUIAHTAT BLIXOIHT I€Pe3 KOXKY.

Hexpos

Hexkpos — 310 o6pazoBanne HeXU3HECTIOCOOHOH TKaHH BOKPYT HMIIIARTATA. OH MOXET MPENATCTBOBATE
IAKUBACHHIO PaHbl H TPeGOBATH XUPYPrHIECKOH peBH3nH /ity yaaneHus ummnantara, [ocne Hexposa
MOXET BOIHMKHYTH CTOiKaa pybuosas aedopmanus. ParTopel, aCCOUKUPYEMEIE ¢ ROBHILICHHLIM PUHCKOM
HEKpO3a, BKMIOMAIOT HH(EKUMIO, BBEICHHE KOPTHKOCTEPOMAOB B XHDYPrU4ecKdil KapMaH, KypeHue,
XHMHOTEPAIHIO/TYHNEBYIO TEPANHUIO H YPEIMEPHOE BO3NEHCTBHE TETUIOBOH HITH XONOAOBOH TEPaNHu.

ATpodna Txauell Monounoii sxeneint/nchopMANAR rPYAHOH CTEHRKN

JlapnieHne rpyasbix MMIUTAHTATOR MOMKET NPHBECTH K MCTOHIEHHMIO H YMEHBILIERHIO TRaHeH MonouHof
xenessl. 3TO MOXKET Mpon30iiTH, Koraa UMNAAKTATH elle YCTAHOBACRE!, WM Noc/e YAATEHHS UMIUIAHTATA
6ea 3aMeHbl,

TIoMKMO THX PACTIPOCTPAHEHHEBIX OCROXHEHHIt GLUTH 3aPErUCTPHPOBAHE HEKOTOpLIC 3a00eBAHKA, O
KOTOPLIX BAM CIERYET 3HATSH:

3a6oneBanug coeHHHTEALHON TKARK

H3-33 He6OABLUIOrNo KOMHYECTEA CIIy3aes, ONHCAHHBIX B MUTEPATYPE, Y KEHIIMH C HMIITAHTATAME BOZHHKIIA
06ECTIOKOSHHOCTE CBA3BIO MEXKAY IPYAHMMH UMITAHTATAMH M PasBHTHEM ayTOMMMYHHHIX 3a6onesaHnt

wim 3abonepaHnll COEAUHKTENLHOM TKAHU, TAKUX KAK BONYAHKA, CKIECPOACPMHI WM PeBMATOMTHLIH

apTpuT. O630p HECKONBKHX KPYRHBIX JTHASMHONOIHUECKHX HCCTIEROBAHHHA Y XEHUINH ¢ HMIUIAHTATaMU K §e3
HHX [OKa3an, 4To 3TH 3a00/1eBAHNA BCTPEUAKOTCA HE Yanle ¥ WEHIRHH C HMIUIAHTATaMH, 9¢M Y XKeHIuH 6e3
uMnnauTatoB, OOHAKO HEKOTOPHE KEHIUHB! ¢ IPYAHLIMH MMIIAHTATAMHM CUHTANOT, YTO HX MMILIAHTATH
MIPHUBEITH K PA3IBATHIO 3a60/1eBaNHA COSAUHHTENBHOM TRAHH.

Oukxonornueckne safonesauns
PeaynsTaTsl Ony0HKOBAHHEIX HCCNEA0BANMH CBHACTENLCTBYIOT O TOM, YTO Y XKEHIKHH C HMIIARTATAMH PAK
MONOYHOM JKeNe3bl BCTPEYaeTcH HE Haute, YeM Y KeRIMH Ge3 HMIaHTaTos,
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ANRATIACTHYCCKAR KPYNHOKACTOUHAR AAMPOMa
Y XEHINHNK C FPYAHLIME HMIUIAHTATAMY MOKET GbITh HECKOALKO MOBLILIECH PHCK Pa3BHTHA aHAIUIBCTHYECKOM
KpynHoxrneTouHoi maMpomut (ALCL) B pyGuoroii Tkamm 1 XuaxocTy, npuneratomef k uMnnantaty. ALCL
— 70 HE PaK MQJIOTHOH HKENICIHI, & PEAKHI THI HEXODKKHHCKOHR muMpoME (anokavecTeerHoe 3abonesanne
UMMYHHOH cucTemsl). Ciyuan patsutua ALCL Obimn 3aperncTpHpoBath! BO BCEM MHDPE Y MALMEHTOK
YCTAHOBKOH MMIUIGHTATOB B aHAMHE?¢, B TOM YHCIE FPYAHBIX HMIUIBHTATOR xoMuaEvH Mentor w apyrux
MPOH3BOAMTEINEH.
BoNBIEMRCTBY NALHEHTOK AMArHO3 ObLI NOCTABAEH NOCIIE O0PALIEHHA 38 MEIHIIMACKOHR NOMOIISHIO 110 NOBOAY
TaKHX CBA38HHBIX C MMIUIAHTATOM CHMINTOMOB, KaKk 00Nk, YINOTHCHME, OTEK WiH ACHMMETDHA, KOTOpbIE
paIBMAMCh MOCAE NMONHOTO 3MKHRNCHUA o0NaCTH NEPBOHAMAILHOIO XHPYPTHYECKOro BMemarenscTsa. B
onucaHHmX ciydasx ALCL o0pMHO AMarHOCTHPOBANH YEpe3 ToApl NOC/IE ONEpallyH [0 YCTAHOBKE
HUMILIAHTATOB.
Batn Bpay JomkeH HCKTOUHTD Axarno3 ALCL, ¢cam nocie NONHONO 3aKHUBICHHR 06acTH XHPYPrU4ecKoro
BMEIIATENLCTRA BRI 3AMETHTE M3MCHECHHA PO BHENIHCM BHAE OONACTH BOKPYT MMILIAHTATA WIM B CBOMX
OlLINEHHAX, BKIIONaN oTek Hau 6onb B mpoekunu umnnantara. [Ipn noaospenun Ha ALCL spau Hanpasut
BAC K COOTBETCTBYIOWIEMY CNIELHAHCTY MIA AMATHOCTHKH, KOTOPad MOXET BKAIORATH Nomyuenne obpaiuon
WIAKOCTH ¥ TKAHH K3 0061aCTH rPyAHOro HMIUTauTaTa. B cnygae noarsepixaenus ALCL spau paspaboraer ansa
BaC HHAMBKMAYRILHBIW NNaH Nedenua. Hi-1a HeGonsioro KOMHMECTEA CAYYALE BO BCEM MHUpe U pasHoobpazus
JOCTYITHBIX BAPHAHTOB NIEYCHHR, OAHOIO ONPE ACICHHONO BAPHAHTA NCHEHHA HE CYILIECTBYLT,
Ecau y BAC YCTRHORJCHL! IPYAHLIE HMILTAHTATH M OTCYTCTBYIOT CHMITTOMbI, BAM HE HYXXHO NPEANPHHHMATDL
HUKAKNX JOTIONHHTEbHbIX AeHCTBUIA, HO BBI ZOIIAKHLI TPOXOIHTL Peryaspoe oScnesopaHMe MOTOYHLIX Kenes
¥ NoaydaTh CTBHAAPTHYIO MEOWLIHHCKYIO MOMOWL. YAaneH#e HMNAAHTATOR XCHUIMHAM C OTCYTCTBHEM
chmnToMoB Ge3 anar#ola ALCL ue pexomenayercs.
Ecnu y Bac B HacTosIEe BpeMs HET IPYAHBIX HMIIBHTATOB, HO Bh! NIGHHPYETE ONEPALHIO O HX YCTAHOBKE,
O0CYANTE ¢ BPauOM BCE PUCKH M NpeHMyIecTsa. Jna noaydeHna AononHuTenbHol HHGOPMALUH O rpyaHBIX
HMIDIGHTATAX BB TAIOKE MOKETe NOCETHTh Caliit YnpasneHua NO CAHHTAPHOMY HAA30pY 38 KAMECTBOM
numessix npoaAykTos ¥ Meaukamentos CIHIA (FDA).
Jnx nouyuelma .uononnmenmou H arryanmoii miq;opmuun nepeiiaure no CCbUIKE:

W | s/1

wem23999S htm,

BanAHNHe HA BTOPOE HOKOJCHHE

BHICKa3LIBANHCH ONACEHUA RO NOBOAY NOTEHUHANSHOTO BPEAHOTO BOIREHCTBHA Ha AETEH, POXICHHBX
MaTepAMH ¢ TPYRHLIMH HMTNaHTaTaMH. B ordere IOM 6mn caenaH BpBOA 06 OTCYTCTBMH BPEAHOTO
BO3ACHCTBHA HA AeTel eHIIHH ¢ IPYAHHMH HMIUTAHTATAMHU,

Yreuka rean o rpanysemsl

["enb UMNIAHTATA COCTOMT U3 KPYTIHBMX TPEXMEPHEIX CETHATAIX MOJIEKY ], KOTOPhIe COCTABAAIOT 0K0N0 20% OT
obuteft Maccet rens. [IpocTpancTBa MekAY ITHMH MONEKYNAMH 3aNORHEOHEI CMECHI0 METHIHHCKHUX
CHIHKOHOBBIX MaceN. JTH MAC/A MOX0KH HA MATEPHAB!, HCNOb3YeMble BO MHOTHX MPOAYKTAX, BKAOYAR
Ge3penienTypHbIe JIeKapCTBEHHbIE CPEACTBA AN MAAACHIIES ¥ BIPOCHEIX, YMEHBINAIONME rajoobpasobaHie

B kuweynuxe. HeGonpioe KomuecTso 2THX Maces MOXKET BhITeKaTh Hepe3 06onouxy nMnnanTata. bonsuias
YACTh 3THX MAacell OCTAETCA HA CTeHKE HWMIUTAHTATA. MeHbllee KOMMYECTBO CHAMKOHA NepeMellacrca B
pySuoByl0 Karicysy, Tle OH MOCTeNeHHO 73aXBATHIBAETCA KIETKAMHM, HA3LIBAEMBIMH Makpodaramu, uto
ABNAETCA BEPOATHHIM MEXAHHIMOM, C MOMOIIBIC KOTOPOTO NPOHCXOAMT TPAHCHOPTHPOBKA CHAMKOHA B
persoHaprie NUMGaTHIECKKE YINHL,

Bokpyr #e60boro KONMYECTRS CHIINKOHA MOXeT oOpasosaTscs rpanynema. U xors 3TH ofpazobauns
Io0poKavecTBeHHEIE, HX TPYAHO OTAHYHTS OT INMOKAaYECTBEHHBIX onyxoneil 6¢3 yaanenns (6xoncku) u
MOPJONOTHIECKOTO UCCIICIOBAHNA,

7. IPH BO3HUKHOBEHHH I[TPOBJIEM OBPATHTECH K BPAUYY

TIpOKOHCYMFTHPYATECH ¢ BPAuOM €CJIH  3AMOAO3PMTE KAKHE-TO OCAOKHEHHUR CO CTOPOHM IPYAHEIX
HMMNAHTATOB, ocobenHo B CAYHae TpasMb HIIH CAaBNeHHR, BRIZBAHHOTO, HAIPHMED, CHIBHAIM MAaCCHPOBAHHEM
ofinacTit rpyay, HCKOTOPHIMH BHAAMH CNOPTa HIH HCIIORb30BaHUeM peMHell GezonacHocTy.
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8. AONONHWNTENIbHBIE PEKOMEHOAUNW OTA MAUMEHTOK
Hwxe npunBeAeHb! 4ONONHUTE/bHBIE PEKOMEHAALMN ANS NALMEHTOK C FPYAHLIMU UMMIaHTaTamu;

* 3aMULLUTECH Ha MOBTOPHYIO KOHCYNbTALMIO K CBOEMY XMPYPry ANs BbIMOMHEHUA HEeOOXOAUMbIX
nocieonepaLmoHHbIX OLEHOK;

* MPOKOHCY/IbTUPYIATECH C BPayoM WK (hapmaLeBTOM nepef HaHeceHneM Ha 061acTb rpyan MeCTHbIX
npenapaToB, TakUX Kak KOPTUKOCTEPOUAbI;

* NpoJO/MKaWiTe Mocewatb Bpaya A1 NAaHOBbIX OCMOTPOB C LefIb0 AUArHOCTUKM paka MOIOYHOWA
Xenesbl;

* NpV NAaHMPOBaHMKU onepauuii B 06/1acTU Tpyau COOOLUMTE Bpady WAM XUPYPry O Haamuuu
VMMN/IaHTaToB;

* COXpaHWTe MpPeAoCTaBMEHHYIO BalMM XUPYProM WAEHTUPMKALMOHHYIO KapTy nauueHta (c
yKasaHWeM Tuna 1 Homepa cepun rpyaHoro(bix) nmnaaHTaTa(oB)) U HOCUTE ee ¢ coboli AN ya06CcTBa OKasaHWs
MEAVLMHCKOWA MOMOLM B 3KCTPEHHbIX CUTyauusx (Hanpumep, B C/iy4ae [OPOXKHO-TPAHCMOPTHOrO
NpouncCLLEeCTBUA).

9. COOBLWEHWNE O NMPOBNEMAX Y NAUMEHTOB B ABCTPANNN

Mpy BO3HUKHOBEHMWU MPO6GAEM CO CTOPOHbI MMMIAHTATOB Yy MauMeHTOB B ABCTPaUM PEKOMEHAYETCA
COO06LMTb 0 HUX B YNpaB/ieHWe Mo KOHTPO/IH TOBapOB MeAMLIMHCKOro HasHaveHus (TGA) vepes Cuctemy
MH(OPMMPOBaHNA 06 MHUMAEHTax ¢ usgenuamu. KoHTakTHbIe JaHHble AnA nonydveHus uHgopmauum; Reply
Paid 32, Medical Device Incident Report Investigation Scheme, P.O. Box 100, Woden ACT 2606, TenetoH
1800 809 361, anekTpoHHas nouta: irisCfl health.gov.au.

10. MPABOBAA MH®OPMALINA, KACAKOWAACA NPYAHBIX UMMNNAHTATOB B EBPOIME
Bce rpyaHble MMNaHTaThl, NpofaBaeMble B EBponeiickom coobLuecTse, perynmpyroTcs QupekTunsoii no
MeAMUMHCKUM n3genusam (93/42/EEC) v oTHocATcs K n3genusam knacca Il B cooTBETCTBUM C [MPEKTUBOA
kommcenm 2003/12/EC ot 3 deBpans 2003 roga.

11. NCTOYHUNKN NH®OPMALINN no TPYAHBIM MMIMNAHTATAM

OO6wwue pecypchbl NO rPYAHLIM UMMNIaHTaTaM

Mo 3anpocy BaM MPefocTaBAT KOMUIO MHCTPYKLMU MO NPUMEHEHUIO. B ,e MOXETE 3aMpOCUTL KOMUIO Y CBOEr0
XVpypra uiv 'y npegctasutesis KomnaHum Mentor.

Mentor Worldwide LLC (+1-805-879-6000)

www.mentorwwllc.com

Oryer NHcTnTyTa MefuLMHbI 0 6830MacHOCTM CUIMKOHOBBLIX UMMIanraTos
www.nap.edu/catalog/9618.html

Oryer 'pynHbI HE32BMCMMOI OLLEHKWN CWU.JIHKOMOBBIX FPYAHbIX HMUAHTaTOB
www.silicone-review.gov.uk

Orue1 HaunoHanbHOW Hay4YHOW rpynmnbl HO CUAVKOHOBbLIM TPYAHLIM MMMaHTaTaM
www.fjc.gov/BREIMLIT/SCIENCE/summary.htm

YnpaBneHne HO KOHTPOJHO KayecTBa HULLEBLIX NMPOAYKTOB M fiekapciBeHHbIX cpeacTs CLUA (+1-301-
827-3990)
www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Breastimplants/default
htm

VIHopMaLMOHHbIE pecypcbl MO PEKOHCTPYKLMM MOJSIOYHOW Xene3bl

CnepytoLWmnii - CNUCOK  PecypcoB MO3BOAWT BaM  HaWTW  LOMOSHUTENbHYK MHAOPMaLUO W MPUHATb
060CHOBaHHOE peLLeHVe 0 NPOBEAEHNM ONepaLy N0 PEKOHCTPYKLMN MOMOYHON YKenesbl.
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Amepuranckue caimm

Haunouannuntit ouxonorasecknii nacuryt CHIA
www.cancemet.nci.nih.gov

AMEPHKENCKOE OHKOOTHYECKOe 06LUIECTRO
WWW.Cancer.org

BreastCancer Net

www.breastcancer.net

Aecmpanuiickue caivms

Apcrpanuiickoe onkoaornyeckoe oburecTao
www.cancer.org.aw/

BreastScreen ApcTpanun

www.breastscreen.org.aw/

ILnacTuaeckan IMPYPIrNa ABCTPANHM
www.plasticsurgery.com.aw/

FEeponeiicxue caiims

Bpuranckas 2cCCONNANAT MIACTHYCCKHX XHPYPIOB
www.baps.co.uk

Cancerworld

www.cancerworld.org/Home.htm]

Huaepaanacknii onxonorusecknil HHCTHTYT
www.nki.nl

Cosnanackan denepauns OHKOJOFHYCCKHX HANKCATOR
www.kankerpatient.nl

Wave (nudopManus o peKOHCTPYKUHH MOJIOTHOH eIe3h1)
www.ping.be/the-wave/fr/indexfr. htm

HudopMmanuus o paxe MOn0oNoii meneibl
www.murgo.yucom.be/index.htm

Hudopmaunsn 0 paxe MoA0HHON xenelnt
www.brustkrebs.de/

Hemenxnii Hausosaasuntil ongonormdecksil HMcTuTyT
www.dkfz-heidelberg.de/Paticnteninfo/pdg-text/breast.htm
HudopManus o paxe Moa0uH0# Keneant
www.senologia.net

Hcnanckas NPoTHEOONYX0NEBaA SCCOUHANHA
WWW.8ecc.es

Hcnanckoe 0HUIecTBO PEXOHCTPYRTHBHOMH H 3CTETHYCCKOH NAACTHYECKOR XRPYPIHs
www.cirugia-plastica.org
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12. TEPMHHBI

ALCL — aHamnactuyeckad KpyMHOKJETOHHaA nHMPOMa — peaxnil THR HEXOMKKMHCKON nuMbOMbE
(3N0KaveCTBEHHOE NOPAKEHHE HMMYHHOR CUCTEMEL),

Axcusnapusit — otHocAmics K noaMBieyHOR obnacTH.

Ambynaropnan onepanwn — XHpypruseckas npouexypa, py BLNONHEHRH KOTOPOit nauuenTty He Tpebyerca
OCTaBAThCA B GONbHMLE HA HOYb.

Apeona — nurMesTHposaHHal win Gonee TeMHan 001acTh KOKH BOKPYT COCKa MONOMHOM Keneln.,
AcuMMeTpHR — HeeIMuoobpaIne GopMil, pa3Mepa U MONOKEHHA ABYX MOOYHBIX KeTe3,

Ayroummynnoe 3sbonesanne — yaGonenanue, NPH KOTOPOM OPraHH3M ATAKYET CBOH COGCTBEHHLIC TKAHH
HAH xneTku. B HopMe MexaHMIM WMMYHHOrO OTBETA OpraHuIMa cnocofeH palm4aTs HOPMaNbHOE U
uyyxepoaHoe semectro. [Ipu ayToummyHHMX 3200MeBaHUAX ITA CHCTEMA BHIXOLHT M3 CIPOA M HAYHHAET
BbLIpabaTLIBATL AHTHTENA K HOPMANBHBIM TKAHAM, BbI3HIBaA HX nospexacHue. Hexotopuie 3abonesanna, rakue
KaK PeBMATOMANGIN APTPHT # CKIICPOASPMHA, CYHTAIOTCS Ay TOMMMYHHBIMH.

Bunatepansuniii — oTHoCAMMICA MAH 3aTparHBaoHit IPaBYIO U 1€BYIO MOJIOYHBIE XKEIIE3bl.

Buosucun -— ynanenne 1 HCCneA0BaHNE TKAHEH, KICTOK WM RRAKOCTH OprasuiMa.

BpoxaeHuas AHOMAINA — OTK/IOHEHHE OT HOPMBI JACTH TEN3 C POKACHHA.

T'ematoMa — ofpazoBanie HIM NPHITYXAOCTH, COACPHKAILAt KPOBh.

I'pyaAnas MbpImua — KPYIMHEAA MBIIINIA TPYAHOR KNETKH.

JedgAauna/paspuis — yTedxa PHINOIOTHIECKOrO PacTBOpa K3 HMILIAHTATA, 4aCTO H3-33 NPOTEUKK KITaitana,
Pa’phiBa WIH Nopela 000I0UKH HMILIAHTATA, C YACTHIHBIM MM NTOJIREIM YMEHEUIeHHEM o0LeMa WMIUIaHTaTa.
3aboneBaune COCAMHMTEIBHON TKaww — 3alorniepanue HIW rpynna 3aboneBammii, NOPANRAIOIMX
COSIMHHUTENBHYIO TKaus. Ilpuanna ymix 3a6onepannii Hen3BecTHa. 3aboneBanys CrpyMMpoOBaHLl Ha OCHOBE
KIHHHYECKHX NPH3IHAKOB, CHMITTOMOB M J1aGOpaTOpHBIX OTKIOHEKHIA.

JyfuaTan MBILIA — MBITILA, PACTIONOXKEHHaA noj Gonsuiol W Manoil TPYIHEIMH MBIIILGMA HA TPYIHOH
KACTKE,

Hmmynnsii orBerT — peakisa opraHuIMa Ha IPHCYTCTBHE YYKEPOTHOIO BEWECTRE,

KancynoroMun (32KphiTag) — papynieHue kancyns {pyGuoBoft TKaRH) NyTeM MaccaXXa WiIH KOMNPECCHK C
BHEHUIHEH CTOPOHDLE TPYAH.

Kancynoromua (oTKphITas) — paspe3 WIKR paccedeHue Kancynsl (pyOmoBoilt TKaHM) OTKPHITHIM
XHPYPTHUECKHM METONOM.

Kancymxromms — xupypruyeckoe yaaneHue xancyne: (py6iosoli Tkanu).

Kancyaspnas KONTPAKTYPA — YIIOTHEHHE OKpYy#alolteHi HMILAHTAT pyO1oBOH# TKAHH, B PE3yNLTATE Hero
rpyab CTAHOBHTCA TBEPOOH MM NAOTHOM.

Kapuunoma — U10KaYeCTBEHHAR ONYXO0/b.

JlockyT — dparmedt KpoBocHab:xaeMoil TKaHN (KOTODBIH MOXKET BKIIOUATH MBIILILKL, XHDP H KOKY), KOTOphI
nepeMellaeTcA H3 OAHOH JacTH TeIa B APYTYIO.

Mammapusili — oTHocaukiics Kk MonouHoH wenese.

MamMmorpagpns — pPEHITSHONOTHMECKOE HCCMCAOBAHHE MONOYHBIX XKejled (HanpuMep, ANA paHHEro
BLINBJICHHS PaKa).

MaMMORAACTHKR — NIACTHYECKAA ONepalHs Ha MONoUHOI Xenese.

MacToneKcHs — NNaCTHYSCKas ONePAUUA NO MOXTKKE OOBHCIWIEH FPpyau.

MBacHIKTOMMA — yaaneHne TKaHH MONOYHOM Kene3hl H3-3a HAIHYHSE 3N0KaYSCTBEHHOrO HNM NPEAPaKoBOro
npouecca.

MoanduuHposauHas PAANKAILHAN MACTIKTOMESN — XHPYPruveckoe yaanenue ncelf MonouHoH xkeneinl,
BK/IOYAN COCOK, apeOTy H MOKPHBAIOLULYIO €€ KOKY, 4 TakkKe THMpaTHRecKo# TRaHu B noaAMBIIeuRolt o6nacTy,
Hexposz — rubeins KUBoO#R TKAHK,

OnuocTOpOHHRIA — 3aTPArHBAIOWKI TONILKO OAHY CTOPOHY.

Onxonor — Bpay, CNCLUHATHIUPYIOLIHACK Ha NEYSHUH JOKAYECTREHHLIX ONTYXONaxX.

Onepannn 8 YCIOBHSX CTALMOHAPE — XHpYprudeckas Impouenypa, Npu BHITTONHEHHUH KOTOpOH nauMeHr
DONNEH OCTABATLCA B GONBHMLE HA HOYb.

OTrepoucHnan PeKOHCTPYKUNS — PEKOHCTPYKUHS MOMOUHOH KENMe3nl, MPOBOAHMAA Yepe3 HECKONBKO
HeZleNb, MECRUEB HITH JIET TIOCHE MaCTIKTOMHH.

OmyTHMOCTD — BOIMOXKHOCTE OTIpeAcNeHHs NPH OWYTTLIBAKAH,

Taabnanust — OIIYNEBAHHE PYKAMH,
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TInacTHYECKAN OUEPALNR — ONepalHd, HanpaBAeHHAN HA BOCCTAHORNCEHE, BOIBPAIICHHE BHEMIHETO BHAA
UM YIYYIieHHE Tea N0CHe TPaBMbl, IOBPEXACHHA NITH GoneiHu.

TIoaKOKHARS MACTIKTOMNR — XHPYPTHUECKOE YAAIEHHE TKAHEH MOMOUHOM skeNe3sl ¢ COXpaHCHHEM KOXH,
COCKA U apeofhl.

[IpenexTopanbHan YCTAHOBRA — pasMEICHHE IO MONOUHOM Kene30f HAl rPYAHMMH MBILIIAMY.

[IpoTes — moGoe HCKYCCTBCHHOE HIEHA, HCNONB3YEMOe ATA 3aMEHH KITH BOCCO3AAHUA MACTH TeTa.
TipaMan MLILUA XHBOTA — LTHUHHAA IOCKas MBILILA, NTPOCTHPAIOIMASCA N0 Boel AnuHe NepeaHeii CTEHKH
WUBOTE.

I¥ro3 — omyueHne rpyaH, KOTOpPoe 0SHYHO ARNAETCA PE3YNbTATOM ECTECTBCHHONO CTapeHnA, GepeMeHHOCTH
HIIM NOTEpH MACCH Tena.

Paauxanhuas MACTIKTOMHA — XHUPYPrHYECKOe yAAIEHHE BCSH MOMOTHON XKene3u, BRITIOYAR COCOK, apeony
H MOKPHIBAIOIYIO €€ KOKY, & TaKike IPYAHBIX MBI, AUMQPETHYECKOA TKaHX B NnoAMbiIueyHoH 0bnacTi u
PATAYHEIX APYTHX COCSAHMX TRaHei.

PexoncTpykunda mMonouuodi sxeeisl — XHPYPIUdecKas Npoleaypa NO BOCCTAHOBRCHHIO €CTECTBEHHOM
¢opMEI 1 00ReMa IPYAM NIOCE MACTIKTOMHH, TPABME HIH NOBPEKACHHA.

Cepoma — CKOIUIEHHE KHAKOCTH B TKaHIX.

CwiNKOoHOBRIH IACTOMEP — THN CHIHKOHA, OOnamalOMMH JNMACTHYHLIME CBOWCTBAMM, CXOXKHMH C
TAKOBBIMY Y PEIHHBI.

CMemenne — nepeMelienne w2 oORIHOr0 HAH HaAIEXKAIero MecTa.

CylinamMmapuniii — pacnonoxeHHRR NOA rPYAbIO.

CyOmammapuiii paspes — paipes, CICTaHHELR B CKIAAKE TOA MPYIBIO.

Cy0nexTopaibias YCTAHOBKS — PaIMEMeHNE TIOMHOCTHIO HIH YACTHYHO Noj Sonumoi rpyasoi Memiei.
Txanesslli PACHINpHTENL — HMIUVIAHTET C PEryAHpyeMbiM OOBEMOM, KOTODHIH MOXKHO HAMONHHTG
bu3MONOrMIeCKHM PACTBOPOM, 9TOOM PACTRHYTh TK4Hb MOC/IE€ MACTIKTOMHH W CO3JATH HOBMHR TKaHeBwi
JIOCKYT NS YCTAHOBKH MPYXHOIC HMRIIAHTATA.

ToTanblas MACTIKTOMER — XHPYPrudeckoe yAAICHMEe MONOWHOH KEMe3h!, BRIOYAA COCOK, apeony H
Sonburyio 4acTh NOKPHBAIOIEH €e KOXH.

Tpancaxcuanspusiéi paspes — paspes, BNonHAEMbI! nonepex AMHHHOA OCH NOAMBINEYHOHR BIIATHHEL
YBeanucHue rpyaH — XHpypruueckas npoteRypa, KOTopas No3BOJseT yBETHIUTD PasMep K HIMEHUTD popMy
XKeHckoh rpyau.

Ymbuankaasuniii — ornocamuiics kK nynxy.

PHOPo3IHAR TKAHL — COSAHHHTENLHAL TKAHD, COCTOAIAA NMPEHMYINSCTRCHHO U3 BOJIOKOH.
PHINONOrKRYECKNE PACTBOP — PacTBop, cocToAIMH U3 BOAK M HefOoNBIIOro KourvecTsa conn. IipumepHo
70% Maccht Tena B3POCIOro YENOBEKA COCTABNACT TaKOH (PHIHONOTHYECKNI pacTBOp.

Xupypruuecxuii pazpel — paspes uay paccedeHHe TKaHel opraHu3Ma BO BPEMA ONEPAaLHK.

1l spoyaitias MuIILA CINHBLI — DapHAK MBIILA TPEYTONbHOK (GOPMEL, UAYILAA OT MO3BOHOYIKKA K IIEHY.
JKCTPYIHA — NPOCTYNAHHE HMIUIAHTATA HePe3 XUPYPIUIECKYIO PaHy.

INAACMAONOTHUECKNIE — OTHOCAUICA K 3a60neBaEMOCTH, PACTIPOCTPAHEHHIO K KOHTPOO 3abonepanuii B
NOAYAAUMA.

* CPG - Cullu/Ixu, Xtra — Dxkctpa, Part of the Johnson& Johnson family of companies —
Bxoaur B rpynny koMnaasit xoucon & JHKOHCOH.

Pernon EMEA 100069444
Bep. 4
TV-ART-06299 v.2.0
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4 MENTOR'

HudopMannonnoe cornacHe NaUHeHTa

Br6op Hauayuliero Merona KOHCYNBTHPOBAHUA NASIMEHTA Mepel OnepauMedl ABNACTCA OTBETCTBEHHOCTHIO
XHpypra.

Komnanug Mentor pacCIMTEIBACT, YTO XHPYPr COOOIIUT NALMERTY 000 BCEX NOTEHUHANBHEIX OCTOKHEHUAX H
PHCKAX, CBEIAHHLIX C MPHMEHEHHEM IPYAHLIX UMILTAHTATOB.

Xupyprudeckue nNpoUEYPH, CBA3AHHEIC ¢ HCMOIL30BAHHEM IENICBHIX [PYAHLIX HMIUIAHTATOB, HE JIHIICHH
MOTEHIMANLHEIX OCIOKHEHUA U pucKoB. UcnonbzoBanue 3TOr0 MEAMUHACKONO H3/IENMN ABISETCA TIAHOBOH
npoueaypoil. S (nauMeHT) nOAyYHna KOHCYALTALMIO OTHOCHTENIBHO NMPEHMYI(ECTB H BOIMOXHBIX PHCKOB,
CBA3AHHEIX ¢ PEKOHCTPYKIHel H/WIR YBeAHMICHHEM TPy ¢ HCMONBIOBAHHEM IPYAHBIX MMILIAHTATOB, 8 TaKXKe
ANBTEPHATUBHMX mpouexyp. Modi Bpaw coobmmn MHe (NANMEHTY), YTO TIpyAMBIE TNPOTEIL! HENMBIA
PACCMATPHBATL KAK TTOXHIHSHHEIE UMILUTAHTATH.

Bpomtopa «YCTAHOBKA IeNeBBIX IPYAHbX Mmnnantatob, [Ipunatue nudopMHpoBaHHOTO peneHus» Guna
NPEAOCTABRNEHA MHE 3apaHee Nepe] onepauneii (3a CKNIOYEHNEM ClTyYaes IKCTPEHHOH onepaLiy no nosoay
PaKa M N0 APYTHM NPHYKHHAM).

S npoawTana aty 6pommopy. la D Her D

Hudopmais u3 Gpomnopsl Geuna o6cyxaeHa co MHOA i MOHM XHPYPTOM ¥ NOHsATHA MEe. Ha Bce MOH BoTIpocst
6bTH JaHW YIOBACTBOPHTE/bHBIE OTBETHI, H MHE 651713 NPEROCTARNEHA KONHA 3TOH GopMmEL.

(IToanuce naunenra/ PUO) {dara)

([loanucs pana/ GHO) (Hara)

(NpuMeuanue win Bpaya: Konus noammcantoro GraHks A0MKHS XPAHUTHCA B THYHOM Aelle NTALUHERTA).
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<Opanbras aMbnema:
Koposesckas HOTapHanbHax
nanara>

Hex. Ne 20241114.01 IG
ctpanmuna | u3 |

JIETAJIN3ALLAA

A, Astran Kamunnyc Teomop HeButre, HOTApHYyC rpa¥IaHCKOro mpapa, OCYNICCTRASIONMH
npaxTEky B r. Karselig, yiocrosepaio NOAMKCH:

r-na Moxammesa Anbaupasy, Npoxupaiowero no aapecy: 2272 XD BopOypr, JleHacennam-
BopOypr, Posentéiin 74, poanswerocs B r. ['a3a 9eTeepTOro MIONK THICAYA ACBATHCOT CEMbACCAT
LIECTOTO roja,

nelicTeyromero 8 nanHoOl CBA3IM B KauecTse Aepikarens AOBEPEHHOCTH C MPEACTABUTEALCKHMH
noanomoHaMY «Mentop Meauxan Cucrvemc B.B.», 4acTuofi koMmanuyu ¢ orpanudeHHoi
OTBETCTBCHHOCTBIO, 3aPETHCTPUPOBAHHON # OCYMIECTRAAIOIICH CBOIO JEATENBHOCTH B
COOTBETCTBHM C 3aKoHoJaTenbCTROM Hunepnannos, ¢ Mecroraxoxaenuem B r. Jlekaen, anpec
oduca: 3epauxenped 2, 2333 CL Jlelinen, 3apernctpuposatinoli B ToprosoM peectpe Toprosoit
nanatsl nox sHomepom 28062039,

# YNOAHOMOYEHHOTO B AAHHOM KAYECTBE MPEACTAB/MATL HA 33KOHHLIX OCHOBAHHUAX KOMITAHWIO
«Menrop Meauxan Cucremc b.B.»,

cornacHo Bmmicke #3 Toprosoro peectpa Toproso#f manarnl, KoTopas npuAaraercs K
HACTOAIIEMY AOKYMEHTY.

BrimicozHaueHHOE 3aABACHUE KACACTCA HCKAIOMHTENBHO MOANHCH BHILICYNIOMAHYTOIQ I-Ha
MoxamMena AnsaupaBn W €r0  OpasocmiocoGHOCTH Kak  Aiepkarens  JOBEPEHHOCTH
PRIIeynoManyTOH Komnanuy «Mentop Meauran Cucremc B.B.» ¥ ne umeer kakoro-aubo
OTHOLICHHA K COREPIKAHMIO NOKYMEHTA, HA KOTOPOM ObiNa NOCTaBICHA €10 MOAMACH.

IMToanucasio 8 r. Kareeiix (Humepnanmel), ABAAIATE TPETBETO Mas ABE THICAYK ABANLATL
YETBEPTONO IOA4.

<NOANHACAHO>
<[TpowmnTo u ckpenncHo Kpyrno# repioeo#t nenaTrio:

Kpyrnas repbosan nedars:
I'-n A K.T. [leBunrre; Horapuyc r. Karpeifx>
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<Jlorotan: «MEHTOP»>
«Menmop Medusan Cucmemc B.B.»

Zermunedped 2 Tev: (31) 71 7513606  Bans: ING 65.16.75.073
2333 CL/lesoen  Darx: (31) 71 3217422 Mesoysapooun novep Samnoecnorn cuema {TBAN): NLO§ INGE
Hudepsanout 0851 6730 73

BHK: INGBNLIA

CornacoBsano

Menrop Meankan Cucremc b.B.
Opramsanus

3epunxenped 2, 2333 CL Jleiinen, Hunepnauan
Anpec

PyxoBoguTens NIOMARKH VA GPOBSPKH Ka4eCcTBa
JomsrocTe

Moxammen Anbaupasu

daMAIHL, HMA

<Hannucs ot pykH: «21.05.2024 r.y>

Hara ANMMITIT

<[Mogmucano>

Moasmce

HEHCTpYKIHA N0 NPAMEHEHAID
HUMNaaHTAT MOIOYHOMH Xeae3b! KpYriibiii ¢ rnaakoi oGonouxoii,
€ CHIHKOHOBbLIM TejIieM

Jletdeicxas moperosar narama \e 28062039, HitC \e. NL 8026.89.954.801
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MepeBog TEKCTa BbIMO/IHEH NepeBoAYMKOM MantowoBoli AHHON AHApPEeeBHO

Poccuiickas depepauns
Mopoa MockBa
[BaguaTb 4eTBepTOro Mas ABe TbiCAYM ABajLaTb YeTBEPTOro roja

A, Bcpemuin HOnus WropeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYH MOAJMHHOCTL MOAMUCK

nepesogunka MantolwoBoil AHHbI AHAPEEBHbI.
Mognuce caenaHa B MOEM NMPUCYTCTBUN.
JlnyHoCTb NognucasLLero JOKYMEHT yCTaHOB/IEHa.

3apeructpupop*™ B peectpe: IN?7/2194-ii/77-20 (4-
YnnayeHo MOBfepjiieHHe HaTapna”™Horo geicts; [s: 400 py6. 00 kon.
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