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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 Altorney 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 28062038,

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 Systemé’B.V., and does not relate to the contents of the document on which his
signature was endorsed.

Signéd in Katwijk, the Netherlands, on the twenty-third day of May two thousand twenty-four.
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Instruction for use
CPG Gel Breast Implant

HHCTpyKuus N0 NPHMEHEHHIO

HMnaaaTar MojouHoi xene3nli CPG
AHATOMUMeCKOH GopMBI ¢ CHIAMKOHOBBIM rejieM
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Russian text

English text

HAUMEHOBAHHE MEAUIHUHCKOIO H3JAEMHA (MH) H EIO
KJIACCHOHUKALIMA

Hanmenopanue MH, Bapuante) ucnoanenns MH
Bvnnantar moaounoi wenesbi CPG  anaromuveckoii ¢opmMmt ¢
CH/IHKOHOBBIM IeSIeM, BAPHAHTEHI HCNOJIHEHHA:
1. Wmnnantar Mmonounoit kenesst CPG  anaromuueckol dopmet ¢
cunmkoHoBHIM Tenem 311 - CPG 311 Gel Breast Implant Cohesive 111, o0bém:
120 Mn, 140 ma, 160 ma, 180 mMa, 210 ma, 235 ma, 270 ma. 300 ma, 335 ma. 375
mn, 415 mn, 460 ma, 510 mn, 560 mn, 615 ma.
2. Hmmnautar MmonovHod xeneswl CPG  anatomMuveckoit ¢opMbl ¢
cunukoroBbIM reneM 312 - CPG 312 Gel Breast Implant Cohesive 1)1, o6séM:
125 mn, 145 mn. 170 mn, 195 M, 225 mn, 255 ma, 290 ma, 330 mu, 370 mn, 415
M1, 465 ma, 515 ma, 570 ma, 690 ma.
3. HWmnnanrar monouHo# kenessl CPG  anatommueckolt Qopmer ¢
canukoHoseiM resiem 313 - CPG 313 Gel Breast Implant Cohesive 111, 06ném:
130 ma, 155 mn, 180 ma, 210 M, 240 mn, 270 mn, 310 ma. 350 ma, 395 mn, 440
M, 490 M, 545 mn, 605 mn.
4. Wmnnautar monouwoii kenesss CPG  amaromuueckoit dopMm ¢
cuankouoBbiM renem 321 - CPG 321 Gel Breast Implant Cohesive I11. 06ném:
120 ms, 135 mn, 155 mn, 180 mn, 215 mn, 245 mn, 280 mn, 315 Mmn, 355 mn, 395
mn, 440 m, 480 ma. 530 ma, 640 mn, 775 ma.
5. HWmnaautat wmomounoit xkene3znt CPG  anaromuueckoit dopMmm ¢
CHAMKOHOBLIM reneM 322 - CPG 322 Gel Breast Implant Cohesive 111, 065éMm:
140 Mn, 165 ma, 195 mna, 225 M, 255 ma, 295 ma, 330 ma, 375 mn, 420 mn, 475
M, 525 mn, 585 mn, 650 mn.
6. Wmnnaurar MmonouHo#t xenesnn CPG aHartomuueckodt dopmel ¢
cHiHKoHoBEIM reneM 323 - CPG 323 Gel Breast Implant Cohesive {11, o6bém:
165 M, 195 ma, 225 ma, 260 ma, 300 mMn, 345 M, 390 ma, 440 mn, 495 ma, 555
MA, 620 mMn, 685 Ma.
7. Wmnnantar Monounoii kenestt CPG  anaromuueckoii dopmel ¢
cunnkonosbiM renem 331 - CPG 331 Gel Breast Implant Cohesive 111, 06bém:
125 ma, 150 M. 175 ma. 200 Mo, 230 mn, 265 ma, 300 mon, 340 ma, 380 ma, 425
v, 475 mn.530 s, 585 ma, 645 mn.

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD
CPG Gel Breast Implant, variants:

1. CPG Gel Breast Implant 311 - CPG 311 Gel Breast Implant
Cohesive III, volume: 120 ml, 140 mi, 160 ml, 180 ml, 210 ml, 235 ml.
270 ml, 300 mi, 335 ml. 375 ml, 415 ml, 460 mi. 510 ml, 560 ml, 615 m).

2. CPG Gel Breast Implant 312 - CPG 312 Gel Breast implant
Cohesive I}, volume: 125 ml, 145 ml, 170 ml, 195 ml, 225 ml, 255 ml,
290 ml, 330 ml, 370 mi, 415 ml, 465 ml, 515 ml, 570 ml. 690 ml.

3. CPG Gel Breast Implant 313 - CPG 313 Gel Breast Implant
Cohesive 111, volume: 130 mi. 155 ml, 180 ml, 210 mi, 240 mli, 270 ml,
310 ml, 350 mi, 395 ml, 440 m), 490 ml, 545 mi, 605 ml.

4, CPG Gel Breast Implant 321 - CPG 321 Gel Breast Implant
Cohesive HI, volume: 120 mi, 135 ml. 155 ml, 180 mil. 215 mi, 245 ml,
280 ml, 315 ml, 355 ml, 395 ml, 440 mi, 480 ml, 530 ml, 640 ml. 775 ml.

5. CPG Gel Breast Implant 322 - CPG 322 Gel Breast Implant
Cohesive Il volume: 140 ml, 165 ml, 195 ml. 225 ml, 255 ml, 295 ml,
330 ml, 375 mi, 420 ml, 475 ml, 525 ml, 585 ml, 650 ml.

6. CPG Gel Breast Implant 323 - CPG 323 Gel Breast Implant
Cohesive 1, volume: 165 ml, 195 mi, 225 ml, 260 ml, 300 ml, 345 ml,
390 ml, 440 ml, 495 ml, 555 ml, 620 ml, 685 ml.

7. CPG Gel Breast Implant 331 - CPG 331 Gel Breast Implant
Cohesive 111, volume: 125 ml, 150 mi, 175 ml, 200 ml, 230 ml, 265 ml,
300 ml, 340 ml. 380 ml, 425 ml, 475 ml, 530 ml, 585 ml, 645 ml.
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8. Wmnnautatr Mmosounoit kenesst CPG  anaTtomuueckoét dopmbl ¢
CHIHMKOHOBHIM reneM 332 - CPG 332 Gel Breast Implant Cohesive 111, o6uém:
145 ma, 175 ma, 205 ma, 235 ma, 270 ma, 305 mna, 350 ma. 395 ma. 445 mn, 495
M, 555 ma, 615 ma, 680 ma.

9. HWmnnantat MonoyHo# kenessl CPG  amaromuueckoii  opmbl ¢
cunnkoHoBbiM renem 333 - CPG 333 Gel Breast Implant Cohesive IlI, 06ném:
180 M. 215 M. 250 mn, 290 s, 330 ma, 380 ma, 430 ma, 485 ma, 545 mn, 610
Mmn,680 Ma, 755 ma.

KomnnexT nocrasku:

1. UMOnaHTaT MOAOYHOH Xene3bl OAHOTO BAPHAHTA UCTIOAHEHNA - | 1T.;

2. WpeuTnuKauMoHHas KapTa NAUHEHTA ¢ HHCTPYKLUNKCH NO 3ancnHenyo — |
wT.;

3. Ctukep naumenra — 10 wr.;

4. MUCTpyXuns No NPHMEHEHUIO - | 11T,

8. CPG Gel Breast Implant 332 - CPG 332 Gel Breast Implant
Cohesive I11, volume: 145 ml, 175 ml, 205 ml, 235 ml, 270 ml, 305 ml,
350 m), 395 ml, 445 ml, 495 ml, 555 ml, 615 ml, 680 ml.

9.  CPG Gel Breast Implant 333 - CPG 333 Gel Breast Implant
Cohesive 111, volume: 180 ml, 215 ml, 250 ml, 290 ml, 330 ml, 380 ml,
430 ml, 485 ml, 545 ml, 610 ml, 680 ml, 755 ml.

Supply package:
1. Breast implant of one version — 1 pc;
2. Patient ID card with IFU for completion — 1 pc;

3. Patient’s label — 10 pcs;
4.1FU- | pc

Janee NO TEKCTY MOTYT HCMOMb30BATECA CNEAYIOWNE HAUMCHOBAHHS
MEIULMHCKOMO HM3ACNHA: 3HAONPOTE3, HMIAAHTATE,, WMNAAHTATHI TPYAHEIE
CIICBbIC, MPYAHBIC UMIIAHTATL! HIH FIPOTE3bl, H3AENHE, MEJHLMHCKOS H3aeNHE
(MH).

HauMeHOBaHUA MEAWLMHCKUX HIAEAHH MOTYT ObITh YNOMAHYTHS B TEKCTE B
coxpatieHHoi dopme A yA0OCTBE BOCHPHATHA HHPOPMALHH.

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

Knaccndnxauua MH

Knacc B 3aBHCMMOCTH OT CTENEHH NMOTEHLMANBHOrO pHCKa NPUMEHECHWA B
MEAULMHCKKX USNAX B COOTBETCTBHH C HOMEHKJIATYPHLIM KiaccupukaTopom
MEAMLMHCKMX yU3aennii: 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.

HA3ZHAYEHHE MEAHIIHHCKOI'O H3AEJUA
MenuuHHCKoe H3REANE NPENHASHAYCHO ANA YBEIHYEHHS UK PEKOHCTPYKUMH
MOJIOYHOM XKeae3nl.

INTENDED USE OF MEDICAL DEVICE

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

IOKA3AHHS U ITIPOTHBOINOKA3AHHA K MIPUMEHERHAIO MK H
BO3MOXHBIE NIOBOYHBIE 2®@®EKTHI

Iloxkazanus

UmnaauTtauua 3H101pOTE3a MOKA3aHA NPH HANHMYUK CACAYIOMMX COCTOAHMH
(oaHoro n 6onee):

1. OAHOMOMEHTHaA WM OTCPOMEHNAd PCKOHCTPYKUMA fpPYAH Toche
MACTIKTOMHKH.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

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

1. Immediate or delayed breast reconstruction following mastectomy.
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2. PexoHcTpyKLMA TPYAH nocie AEYEHHA OHKONOTHYECKOro 3abonepanus
(kpoMe MacTIKTOMHH).

3. [losTopHas onepauus B pe3ynbTaTe OCAOXKHEHHH HAM  APYrHX
HEXENATENbHBIX  ABNCHHH, BOSHMKIIMX TNOCAE  MPEALICCTBYIOUIENO
XHPYPru4ecKOro BMCLIATEILCTBA, CBA3AHHONO ¢ MAaCTIKTOMUCH HNY APYFUMH
BHAAMH N€YSHUR OHKOJOTHYECKHX 3aboneBaHuil.

4, MNMocTTpaBMaTHYECKOE COCTOSHHE, ONPEICANEMOE KaK MNONHOC HIH
YaCTHYHOS  yaaneHue  MONOYHLIX(-0i) xenex(-m) B  pe3yabTaTe
XMPYPrHYeCcKOTO BMELUATENLCTBA (HE3aBHCHMO OT NIPHYUHEL )} HAM B PE3YNbTaTe
TPABMbI.

h Bpoxaexusie  sedopmaunu:  Bnanas  rpyab  (BpoxaeHHaR
BOpOHKOOOpazHas aedopmauya rpyaHoi KNETKH C aHOMATHEMH FPYAMHBL H
nepeAHux ofAenor pelep); KuneBHWaHas rpyab (BpOXKAEHHAs BLICHyTas
AedopMaiua IPyaHONH KIETKH ¢ aHOMANHAMH FPYARHHN M NCPEAHHX OTACNOB
pebep); BhIpaXXEHHAS aCHMMETPHA B BUAC BPOXKACHHOTO HIH NPHOOpETEHHOrO
CYLIECTBEHHOIO HECOOTBETCTBHS PA3MEPOB MOOUHBIX XKene3, NPUBOIAAA K
IHAYMTEILHOMY dHInueckomy aedekTy (Hanpumep, cunapom lNonanaa).

6. CunsHelt NTo3, OpH KOTOPOM TPeOyeTcs cnenHanbHas onepauus no
PEKOHCTPYKUMH rpyaH (HanpHMep, MacTONEKCHA).

7. MaupeHTH, KOTOpRIM  TPEGYETCA  HNOBTOPHOE  XHPYPrHUECKOE
BMEIDATENBCTBO € LENBIO 3aMEHB MMIUIAHTATA B CBA3H C CHNBHOM
Aedopmansel, Bbi3BaHHOH  MCTHUMHCKMMH  WIH  XMPYPrHYECKUMM
OCNIOKHEHUAME, HE3ABHCHMO OT NIEPBOHAYANLHONO NOKA3AHNWA K MMILTAHTALMM
KAY THIIA UCXOAHO BBEACHHOID MMILIAHTATA.

8. [TaupenTn, KOTOpLM TpeOyeTcs YBENIHYEHHE 3JOPOBOH MOMOUHOM
aene3pl MoCNe XMpYpPrHveckoro BMEILIATENLCTBA, IPOBEACHHONO Ha
MOpaXKEHHOH MOJOYHOM Keneze Mo OAHOMY W3 TNEPEUHCICHHBIX BHIUIE
noxasanuii (HanpuMmep, OAHOCTOPOHHSAS MACTIKTOMMA C ROCHCAYIOUMM
yBENUYCHUEM pa3sMepa BTOpOH MOAOYHON JKEAESH JANA BOCCTAHOBACHHA
CHMMETPHH).

9. 3aMeHa HMIUIRRTATa HIH KOPPHUIHPYIOUIas XUPypru4eckas onepanus y
NALMCHTOB, paHee TMCPEHECIIMX ONEPalMi0 HO  YBC/IWMCHHIO WIH
PEKOHCTPYKUMH [PYAY ¢ HCMOALIOBAHHEM WMNIAHTATOB. 3aNOJAHEHHBIX
CHIMKOHOBBIM resieM HNN GU3HOMOIMYECKUM PACTRBOPOM.

2. Reconstruction due to cancer treatments other than mastectomy.

3. Revision due to complications or other undesirable results of a
previous surgery for mastectomy or cancer treatments other than
mastectomy.

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

5. Congenital deformities: Pectus Excavatum defined as congenital
concave chest-wall deformity with abnormalities of the sternum and
anterior ribs; Pectus Carinatum defined as congenital convex chest-wall
deformity with abnormalities of the sternum 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).

9. Replacement or revision surgery for patients with previous
augmentation or reconstruction with silicone gel-filled or saline-filled
implants.
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ﬂpm‘unonoxasauua
Hmiinanrauus JHJIONPOTE3a MNPOTHBONOKA3aHa DNAalMCHTAM NpH HAJIHYHUH
CICAYIOLHNX COCTOAHHH:

1. bepemenHocTb MM nakTaums.

2. Bonyanka (Hanpumep. CHCTEMHas KpacHas BOJIYAHKA MM JIUCKOWAHASA
KpacHas BOJYAHKa).

3. CknepoepMua (HalpuMep, NPOrpeccHpyIOULNil CHCTEMHbIH CKIepo3).
4. Tekyuee 3a6oneBanue, cnocoOHOE HAPYLIMTH HIW 3aMEUINTH NPOUECC
3aKMBJIEHUA paHbl (KPOME NMALMEHTOBR NOC/E PEKOHCTPYKUHH TPY.IH).

5. JloGbic uHpek1MoHHble 3a60s1eBaHKA 1 abcliecchl.

6. Knnuuueckn HenpuroaHoe A8 WMMNAHTAUMH COCTOSHUE MAFKHMX

TKaHe# (HanpuMep. MOBPEX/IEHHE TKAHH B pe3yjibTaTe 00:1y4yeHHs. HEA0CTaTOK
TKaHHW WK TJI0Xas BAaCKYJIApHU3aLMs).

7. Hanuune cocTosHMs (MAHM  HaXoXKiacHHE B
COCTOAHUA), KOTOpOE. NO MHEHHIO KOHCYJALTHPYIOLICIO Bpaua,
NpeaCTaBAATh HEOMPABAAHHbIA XHPYPrHYECKHA PUCK.

8. AHaTOMHYECKHE MIH (PU3HONOTHYECKUE HAPYLICHUA. KOTOPbiE MOryT
MPUBECTH K CEPbE3HBIM 110C/1IEONEPALUOHHBIM OCTIOKHEHHAM.

9. [loBblleHHast YYBCTBHUTENBLHOCTH K 4YYXKEPOAHBIM MaTepHanaMm HiIH
MHOTOYMCIIEHHbIE HEYAA4HblE NOMNbITKH YBEAHYEHHA MM PEKOHCTPYKUHH
MOJIOYHOH Xelle3bl B aHaMHe3e.

10.  Hexenanue NnoABEpraThes
BMELLATC/ILCTBAM C LIEJIbIO KOPPEKLMH.
11.  Hepeaabuble Hazexabl W OXHIAAHHUA, HAIIPUMEP HEANCKBAaTHOE
OTHOWEHWE WIM MOTHBAaLUMA. HEMOHUMAHME PHCKOB, CBA3AHHbIX C
XHPYPru4eCKUM BMELLATEIbCTBOM U POTE3UPOBAHUEM.

12.  Tlpenpakoroc 3aboneBatue rpyau 6€3 NOAKOXKHON MaCTIKTOMHH.

13.  3anyuicHHas 3/10Ka4ecTBEHHAs OMYXONb MOJIOHHOW JKejle3bl MM
O11yX0Jib 110CJI€ HENpPaBUILHOIO NeueHUA (6€3 MACTOKTOMHH).

14. ANNlepruyeckie peakudi Ha noOOH M3 MaTepuanoB MMILIAHTATa WIIH
HanoJHUTENEH.

NMPUMEYAHHE: [las obecnieyeHHs YIO0BNETBOPHTEILHBIX pe3y/bTaToB
HNPUMEHCHUA MEeNEBBIX JH0NPOTE30B ANS 3aMEHbI UCCEYEHHOM TKaHH nociae
MacCTIKTOMHH MM TPaBMbl MOryT NOTPeOOBATHLCA CMEUHANBHBIC METObI
PEKOHCTPYKIIHH, B HACTHOCTH NPH HATUYHHU 1YYEBOTO NOBPCKACHHA CTEHKH

npouecce JeHCHus
MOXCT

NOBTOPHLIM XHPYPrui€CKHM

Contraindications

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

1. Pregnancy or nursing mothers.

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

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

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

5. Infection or abscess anywhere in the body.

6. Demonstrates tissue characteristics, which are clinically

incompatible with implant (e.g., tissue damage resuliting 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.
9. A history of sensitivity to foreign materials or repeated attempts and

failures at breast augmentation or reconstruction.
10.  Anunwillingness 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.

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
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TPYAHOR KNETKH, HATAKEHHA KOXKW B TPYAH. HATAKCHHA FPYAHLIX KOKHBIX
NIOCKYTOB MNH PaAHKaabHOH pesekuny Gonstioit rpyHoM MaItmib).

wall, tight thoracic skin, thoracic skin grafts or radical resection of the
pectoralis major muscle.

IToGounvie 3ppexTnl ¥ HexeNATEALHBIE PeAKUHI Y

[auyenT, NnepeHeCIHi XUPYPrHECKOe BMEILATENLCTRO, IOABEPTACTCA PUCKY
pa3BUTHA HENpPeABHACHHBIX OCNOKHEHHA KaK B ONEPAUHOHHBIA, Tak M
NI0CICONEPALMOHHDINA FIEPHOALL.

Morenunanciuie nobOYHLIE PEaKIMH H  OCNOKHEHHMA, CBAlaHHLIE C
fiPUMEHEHHEM  IPYIHBIX  HMIUIAHTATOB, TNOMMEKAT OOCYKACHHMIO H
Pa3LACHEHMIO NALMEHTAM B MPEAONCPalMOHHHIA nepuon. B obasanHocTH
Xupypra Bxoaut (M komnaHws Mentor paccuuTeiBacT Ha cobmioacHwe
XHPYProM AaHHOro TpeGoBaHua) coobwath 3Ty HHGOPMAUMIO MAUKEHTEM H
OLCHHBATH COOTHOMEHNE PHCK/NONL3a AN KAKAOr0 KOHKPETHOTO TIALIMEHTA.
Honommumenvuyio ungpopmaywso 6 eomoxchvix nobGounvix 3¢pdexmax u
HeXCeRamenbHbix peakyuax cm. & nn. Ipedvnpexcdenus, Pucku, ceasannsie ¢
XUDYpZUHeCKuMu onepayuamMu, PUCKU, CEAIAHHBIC C UMNIaNMAYUEN 2PYOHBIX
npome308.

*Coznacno Hpuxazy 11131 om 19.10.2020 coomsemcmeyem mepmuny «neérazonpuamiive
CODMMUA U HENCETTMETLRIE DEAKYUUY.

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 1o the following clauses: Warnings, Risks of the procedure.
Risks specific to breast implant surgery.

*4ccording to Order 1113n of 19.10.2020 corresponds to the term "adverse events and
adverse reactions”.

HHOOPMAIIMA O MOTEHIHAJILHLIX MOTPEBUTENSIX MH H | INFORMATION ON POTENTIAL USERS OF MD AND
YKA3ZAHHS ITO HCTIOJIB3OBAHUIO DIRECTIONS FOR USE
YKa3zauus o HcnoJib30BaHKIC Directions for use

Uanenua peKOMEHAYETCH HCNONE30BATD NPH YCIOBHAX, YKR3aHHBIX B HHXE.

Devices are recommended for use under operation conditions indicated
below.

VenoBas 3KCIVIVATALRBH Environmental conditions

Temneparypa ot +32°C no +42°C Temperature +32°C to +42°C

BnaxHocTh He Gonee 100% Humidity not more 100%

Jasnexne 700-1060 rlla Pressure 700-1060 hPA
ITorennuansusbie noTpednrean MH Potential users of MD

IMpeanonaraembiii NOTCHUMANLHBIA NOTpeOHTENb: XHPYPI.

Intended user profile and training: Surgeons.
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OIMUCAHHE OCHOBHBLIX ®YHKHHOHAJIbHBIX 3JIEMEHTOB
MH H NPHHIMAIHI AEACTBUSA

O6wee onucanue ¢yuxuHOBANLHBX 3leMenToB MH # mpurnEDb!
AelcTBAR

HMmnnantatel  monouHoid  xenesw CPG  anaromuueckoif  Qopmbt ¢
cunukoHoBbiM renem CPG Gel Breast Implants Cohesive 1H coctoar us
CUAKKOHOBOIO Iejii, KOTOPHIA NOMELaeTcs B 000M04KY M3 CHAMKOHOBOIO
INIACTOMEPA M MOXET MCMOMb3OBATECA MIA PEKOHCTPYKUMH M YBENHUCHHR
pasMepa TKaHW MOAOMHOM xehe3bl. B HacTosliee BpeMs TIPOM3BOAMTENE
npeanaracT 9 BapMaHTOB MMNNaHTaTOB rpyaHbix reaesbix CPG Gel Breast
Implants Cohesive [11. cepun 300.

1. UMnnautar monounoif xenesst CPG  anatommueckoit  ¢Qopmm ¢
cunukoroBbiM reneM 311 - CPG 311 Gel Breast Implant Cohesive 11,

2. Umnnanrar  Monmounoit xenessl CPG  aHaTomuueckoit  ¢opmb ¢
cuankoHoBbIM reneM 312 - CPG 312 Gel Breast implant Cohesive [11.

3. Umnnautar wmonoumoit xkeneskl CPG  aHatoMuueckoil  ¢opmbt ¢
cunukonoBbiM renem 313 - CPG 313 Gel Breast Implant Cohesive [11.

4, Umnnautar monouHoil wxenesst CPG  anaromuuecko#d  ¢opmbl ¢
cuankoHoBbIM reseM 321 - CPG 321 Gel Breast Implant Cohesive 111,

5. Umnnaurar mosoudoit  xeneaw CPG  amatomudeckoil ¢opMmbl ¢
cuInKoHOBbLIM renem 322 - CPG 322 Gel Breast Implant Cohesive 11l

6. UMnnavrar  Monmouoit xenea CPG  anatommueckoit  ¢opmel  ©
CUITHKOHOBLIM reiem 323 - CPG 323 Gel Breast Implant Cohesive lil.

7. Amnnautat  mosouHoit  xesiesl CPG  anatomuueckoit dopum ¢
cunukonoBrIM reiem 331 - CPG 331 Gel Breast Implant Cohesive L.

8. Umnnautar  monounolt  xkenesnt CPG  anatomuuecko#i  opmu ¢
cunukoHosbM renem 332 - CPG 332 Gel Breast Implant Cohesive T11.

9. Umnnauwrar Mosoudodl xenesn CPG  aHatomuueckoid  opMbl ¢
cunukoHoBbIM resteM 333 - CPG 333 Gel Breast Implant Cohesive 111,

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
AND PRINCIPLE OF OPERATION

General description of functional elements of MD and principle of
operation

The CPG Gel Breast Implants Cohesive I1] consist of silicone gel encased
in a silicone elastomer shell and can be used for reconstruction and
augmentation of breast tissue. At this time, manufacturer offers 9 styles of
CPG Ge! Breast Implants Cohesive I, the 300 series.

1. CPG Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive
2. CPG Gel Breast implant 312 - CPG 312 Gel Breast Implant Cohesive
;"CPG Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive
LI.LCPG Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive
lsl.lbpc Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesive
l6[.LCPG Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive
7. CPG Gl Beeast Implant 331 - CPG 331 Gel Breast Implant Cohesive
8. CPG Gel Bresst Implant 332 - CPG 332 Gel Breast Implant Cohesive
‘E?i.:bPG Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive
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CKTI 311

COCTAB W3AENNA CEMEWCTBA WMM/AHTATOB MPYOHbIX
MEJNNIEBbIX CPG

AHaToMMYecKne rpyfHble WMMNAaHTaTbl COCTOAT W3 000/104KK, Tefb-
HanoMHUTENA W Hak/IagKW, KOTopas 3aneyarbiBaeT OTBEPCTUE, W cofepXkar
MapKUPOBKY C HaHECEHHbIMU WAEHTURULMPYIOLWMUMN JaHHBIMU MMMIaHTaTa.
Ha BHeWHUX MNOBEPXHOCTAX W3AeINA  MMeeTCH C/OA  LIepOXoBaToro
anacTtomepa - NokpbiTe MED 4735. B gonosiHeHUe K 3TOMY Ha 060/104KYy
HaHOCMTCS OpPMEHTALMOHHbIE METKW, KOTOPbIe MOMOralT XUPYpry npaBu/bHO
yCTaHOBUTbL rpyaHoin mmnnaHtat CPG Gel Breast Implant v npefoTeBpatnTb
ero BpalleHue. Bce KOMMOHEHTbl M3roTOBJIEHbl U3 CUAMKOHA. CUIMKOHOBBINA
refb-HanonHuTenb Cohesive 111, ucnonb3yemblii B TPYLHOM  TefleBOM
umnnaHtate CPG Gel Breast Implant, o6nagaet 60/ee BbICOKON CTEMEHbHO
KOre3MBHOCTW. YEM CUJINKOHOBbIV Treflb B APYIMX TPYAHbIX WMMAAaHTaTax
KoMnaHun Mentor 6narogaps Apyroii ocHOBe, NCNO/Ib3YEMOW NpPU NOYYeHUN
oTBepauTens. Takoe OT/IMYME pacCMaTPUBAETCA KaK HE3HAUYUTE/IbHOE B MJlaHe
obecneyeHnss 3hPeKTUBHOCTM TrOTOBOrO wu3gennsa. Wmeetca B Hanmyuum
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akK.r 3n

CONSTRUCTION OF THE CPG GEL BREAST
FAMILY

The anatomical shaped Breast Implant devices consist of a shell, gel filler
and a patch assembly that seals the patch hole, and contains a button with
identification of the implant. The devices have a layer of roughened
elastomer on their exterior surfaces: MED 4735 sheeting. In addition
orientation markings are placed on the shell to aid the surgeon in proper
placement ofthe CPG Gel Breast Implant to prevent rotation of the implant.
All components are manufactured from silicones. The Cohesive Il! silicone
gel filler used for the CPG Gel Breast Implant has a firmer consistency than
the silicone gel in the Breast Implants due to a different base to cross-linker
ratio. This difference is regarded as insignificant in tenns of finished
product performance. The prostheses are available in a variety of sizes from
100cc until 775cc.

IMPLANT



GonbIOH ACCOPTHMEHT PAa3MEPOB JaHHLIX HIONpoTesos, ot 100 cm? go 775

CMJ.

Bo3moxuOCTs> 8 MeTOAbI HHTErpalMn ¢ JPYTHMER MeAHUHHCKEMH
H3IACTIHAMH

VMnnanTatel  rpyasele  FefieBele  MOTYT  HCMONBIOBATBCH  BMECTE ¢
MEOHUMHCKAM H3aenHeM «M3MepuTens WMILIAHTaTa MONOYHOH Xesnessl,
MHOFOKpPaTHO cTepuausyemuiit» (npoussoactea Mentop Meankan Cucreme
B.B. (Mentor Medical Systems B.V.)). B Tabnuuax Huxe npHBeIEHO

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 tables below contain data on the
correspondence of the registered medical device to the Resterilizable Gel

COOTBETCTBHE perucTpupyeMoro MM u HmnaaHTaramM monowHoli xkenesn | Breast Implant Sizer.

NIPUMEPOYHBIM.

Perucrpupyemoe Hsmepateas mmnaantata  Moaounoit | Registered medical | Gel breast implants for fitting with multi
MeARUHHCKoE H3ReHE #eJ1e3bi, MHOTOKPATHO CTePRANIYeMbIii device time resterilizable

WMnaastaT mMonouHol xenesw | Hameputens wumnnantata  monouHoll | CPG Gel Breast Implant 311 - CPG | Gel breast implant for fitting with
CPG anaToMmrueckoii (OpMEI ¢ | Xkenessl, MHOMOKpaTHo crepunusyemutit, [ 311 Gel Breast Implant Cohesive IIL. | multi time resterilizable. contour-
cunukonoBuIM reneM 311 - CPG | koutypHo-npoduashbiit CPG 311. profile CPG 311

311 Gel Breast Implant Cohesive

.

ObbéM: Obvém: Volume: Volume:

120 Mn 120 mn 120 ml 120 ml

140 ma 140 ma 140 ml 140 ml

160 mn 160 Ma 160 ml 160 ml

180 mn 180 mn 180 mi 180 ml

210 ma 210 Ma 210 mi 210 ml

235 ma 235 mn 235 ml 235ml

270 Mn 270 mn 270 ml 270 ml

300 ma 300 mn 300 m! 300 ml

335 ma 335 mn 335 ml 335ml

375 Mn 375 mn 375 mi 375 mi

415 mn 415 mn 415 ml 415 ml

460 Mn 460 mn 460 ml 460 ml

510 mMn 510 mn 510 ml 510 ml

560 ma 560 ma 560 ml 560 ml

615 mn 615 mn 615 ml 615 ml
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HMOnaHTaT MOJIOUHON XKenesbt
CPG anaromudeckoif ¢opmn ¢
cHIHKoHOBbIM reneM 312 - CPG
312 Gel Breast Implant Cohesive
I

Hameputens  uMIaHTaTa  MOJIOYHO#
*Keneabl, MHOTOKPaTHO CTEPHIH3yeMblH,
koHTYpHOo-npogmabHuiit CPG 312,

CPG Gel Breast Implant 312 - CPG
312 Gel Breast Implant Cohesive III.

Gel breast implant for fitting with
multi time resterilizable, contour-
profile CPG 312

OO0ném: OoéM: Volume: Yolume:

125 M 125 Mn 125 ml 125 ml

145 mn 145 mn 145 ml 145 mi

170 Mn 170 mn 170 ml 170 ml

195 mMa 195 i 195 ml 195 ml

225 Mn 225 ma 225 mi 225 ml

255 ma 255 mn 255 mi 255 ml

290 Mn 290 mn 290 ml 290 ml

330 Mn 330 mn 330 mi 330 ml

370 mn 370 mn 370 mi 370 ml

415 mn 415wmn 415 ml 415 ml

465 Mn 465 mn 465 ml 465 ml

515 mn 515mn 515 mi 5t5ml

570 mn 570 mn 570 ml 570 ml

690 mn 690 mn 690 ml 690 ml
HMMnnaurar monouHol kenesw: | M3meputens  ummnastata  monousoi | CPG Gel Breast Implant 313 - CPG | Gel breast implant for fitting with
CPG anatommueckoil QopMbl ¢ | xenesnl, MHorokpatHo crepuansyemsiii, | 313 Gel Breast Implant Cohesive | multi time resterilizable, contour-
cunukoHoBLIM reneM 313 - CPG | koxTypHO-ipodunehbtit CPG 313. L profile CPG 313
313 Gel Breast Implant Cohesive

HI

Qoném: O0néM: Volume: Volume:

130 Ma 130 mn 130 ml 130 ml

155 mn 155 mn 155 ml 155 ml

180 ma 180 mn 180 ml 180 ml

210 Mmn 210 mn 210 ml 210 ml

240 mn 240 mn 240 ml 240 ml

270 Ma 270 mn 270 ml 270 ml

310 M 310 mn 310ml 310 ml

350 mn 350 mn 350 mi 350 ml
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Umnaantar monousoli skenesel | Mamepurens  ummnanrata  moaounoit | CPG Gel Breast Implant 313 - CPG | Gel breast implant for fitting with
CPG auatomudeckoii GopMbl ¢ | Kenesbl, MHOroXpaTHO crepHausyemuiid, | 313 Gel Breast Implant Cohesive | multi time resterilizable, contour-
cunukoHoBbIM reniem 313 - CPG | konTypHo-npodunsneiit CPG 313. IIL profile CPG 313

313 Gel Breast Implant Cohesive

HI

Oobém: Obbém: Volume: Volume:

395 mn 395 mn 395 ml 395 ml

440 mn 440 ma 440 ml 440 ml

490 mn 490 mn 490 ml 490 ml

545 mn 545 mn 545 ml 545 ml

605 mMn 605 ma 605 ml 605 ml

Hmnnautar MonouHo# xenesw | Msmepurens  umnnamrata  monounoit | CPG Gel Breast Implant 321 - CPG | Gel breast implant for fitting with
CPG anatomuueckoii opmbl ¢ | menesnl, MuorokpatHo crepwimsyemsblil, | 321 Gel Breast Implant Cohesive | multi time resterilizable, contour-
cHIUKOHOBBIM reneM 321 - CPG | xonTypHo-npoduasamii CPG 321, 1L profile CPG 321

321 Gel Breast Implant Cohesive

I

Ob6bém: ObneM: Volume: Volume:

120 ma 120 ma 120 mi 120 ml

135 mn 135 mn 135 ml 135 mi

155 M 155 Ma 155 ml 155 ml

180 mn 180 mn 180 ml 180 ml

215 mn 215 ma 215 ml 215 ml

245 mn 245 ma 245 ml 245 ml

280 mn 280 Mn 280 ml 280 ml

315 mn 315 mn 315ml 315 ml

355 ma 355 mn 355 ml 355 ml

395 mn 395 mn 395 ml 395 mi

440 ma 440 mn 440 ml 440 mi

480 ma 480 mn 480 ml 480 ml

530 mn 530 mMn 530 mi 530 ml

640 Mn 640 mn 640 mi 640 ml

775 M 775 Mn 775 ml 775 ml
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Wmnnantar monounoii xenessl | Usmepurens  wmnnawrata  monouwoi | CPG Gel Breast Implant 322 - CPG { Gel breast implant for fitting with
CPG anatommyeckoii QopMbl ¢ | esie3bl, MHOTOKpaTHO crepunnzyemuiii, | 322 Gel Breast Implant Cohesive [ multi time resterilizable, contour-
CHNHKOHOBEIM TefieM 322 - CPG | xoutypHO-npoduabunit CPG 322 IIL. profile CPG 322

322 Gel Breast Implant Cohesive

1]

Obem: ObbéM: Volume: Volume:

140 mn 140 mn 140 mi 140 ml

165 mMn 165 mn 165 ml 165 ml

195 mn 195 mn 195 mi 195 ml

225 ma 225 Mn 225 ml 225 ml

255 mn 255 mn 255 ml 255 ml

295 mn 295 ma 295 ml 295 mli

330 mn 330 mn 330 ml 330 ml

375 mn 375 mn 375 ml 375 ml

420 ma 420 mn 420 mi 420 ml

475 mn 475 mn 475 ml 475 ml

525 mn 525 mn 525 ml 525 ml

585 ma 585 mn 585 ml 585 ml

650 Mn 650 mMn 650 ml 650 ml

VimnnanTaT Mmonouno#l xenesw | Mameputens umnnanrata  Monoutohi | CPG Gel Breast Implant 323 - CPG | Gel breast implant for fitting with
CPG anatommueckoit (OpPMH © | XKene3sl, MHOIOKparTHoO crepwiusyemuii, [ 323 Gel Breast Implant Cohesive | muiti time resterilizable, contour-
cHIHKoHOBLM renem 323 - CPG | koutypho-npounbhsiit CPG 323. 1L profile CPG 323

323 Gel Breast Implant Cohesive

111,

QOBEM: OonéMm: Volume: Volume:

165 mn 165 M 165 ml 165 ml

195 st 195 mn 195 ml 195 ml

225 mn 225 mn 225 ml 225 ml

260 ma 260 ma 260 ml 260 ml

300 mn 300 ma 300 mli 300 ml

345 Mn 345 mn 345 m} 345 mol

390 mn 390 mn 390 ml 390 mi

440 mMn 440 mn 440 ml 440 ml
495 mn 495 mn 495 ml 495 ml
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MmnnaHTaT MoOSIOUHO Xenedbl  V3meputens umnnaHTata  MosioyHoii CPG Gel Breast Implant 323 - CPG  Gel breast implant for fitting with
CPG aHaToMW4ecKOi (hopMbl C  >Kenesbl, MHOroKpaTHO cTepunmsyemblii, 323 Gel Breast Implant Cohesive multi time resterilizable. contour-

CUNUKOHOBbLIM renem 323 - CPG  KOHTypHO-npoguabHblii CPG 323. 1. profile CPG 323

323 Gel Breast Implant Cohesive

LLI.

O6BbEM: O6bEéM: Volume: Volume:

555 mn 555 mn 555 mi 555 ml

620 mn 620 mn 620 ml 620 ml

685 Mn 685 mMn 685 ml 685 ml

VmnnaHTaT MOMO4YHOW >Kenesbl  M3mepuTenb umnnaHTata  monoyHoli CPG Gel Breast Implant 331 - Gel breast implant for fitting with
CPG aHaToMu4ecKoli (opmbl C >Kenesbl, MHOFOKpaTHO cTepunusyembiii, CPG 331 Gel Breast Implant multi time restedlizable, contour-
CU/INKOHOBBLIM renieM 331 - CPG  KOHTYpHO-NpoduabHbIi CPG 331. Cohesive 111 profile CPG 331

331 Gel Breast Implant Cohesive
1

O6béMm: O6béMm: Volume: Volume:
125 mn 125 mn 125 m! 125 mi
150 mn 150 mn 150 ml 150 mi
175 mn 175 mn 175 mi 175 ml
200 mn 200 mn 200 m! 200 ml
230 mn 230 mn 230 mi 230 mi
265 mn 265 mn 265 mi 265 ml
300 mn 300 mn 300 mi 300 ml
340 mn 340 mn 340 mi 340 ml
380 mn 380 mn 380 ml 380 ml
425 mn 425 mn 425 mi 425 ml
475 mn 475 mn 475 ml 475 mi
530 mn 530 mn 530 m! 530 ml
585 mn 585 mn 585 mi 585 ml
645 mn 645 mn 645 ml 645 ml
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Hmnnanrar MonovHoit xenessl | Mameputens  uMnnautata  MonowHoil | CPG Gel Breast Implant 332 - | Gel breast implant for fitting with
CPG anaromuueckoif QopMB ¢ | Keneanl, MHOroxpaTHo crepwimsyemblf, | CPG 332 Gel Breast Implant { multi time resterilizable, contour-
cuankoHoBbM renem 332 - CPG | kortypHo-npodunsHseiii CPG 332. Cohesive 111. profile CPG 332

332 Gel Breast Impilant Cohesive

Il

O6veém: O6beM: Volume: Volume:

145 mn 145 mn 145 ml 145 ml

175 mn 175 mn 175 mi 175 ml

205 mn 205 mn 205 ml 205 ml

235 mn 235 mn 235 ml 235 ml

270 Mn 270 ma 270 ml 270 ml

305 mn 305 ma 305 mi 305 mi

350 mn 350 ma 350 mi 350 ml

395 mMn 395 mn 395 ml 395 ml

445 mn 445 mn 445 ml 445 m|

495 mn 495 M 495 ml 495 ml

555 mMa 555 mn 555 ml 555 ml

615 mn 615 mn 615 ml 615 ml

630 Mn 680 mn 680 ml 680 ml

Hmnaantar MonouHoli xenesol | Mameputens  umnnantata  monoyHoi | CPG Gel Breast Implant 333 - | Gel breast implant for fitting with
CPG anatomuyeckoil $opMul ¢ | kenesnl, MuorokpatHo crepunusyemuii, | CPG 333 Gel Breast Implant | multi time resterilizable, contour-
cunukoHoBuM renem 333 - CPG | kouTypHoO-nipodunsHuik CPG 333, Cohesive I1L profile CPG 333

333 Gel Breast Implant Cohesive

1]

Q6néM: O6néM: Volume: Volume:

180 Mn 180 mu 180 ml 180 ml

215 mn 215 mn 215 ml 215 ml

250 mn 250 mna 250 ml 250 m)

290 mn 290 Mn 290 ml 290 ml

330 mn 330 mn 330 ml 330 ml

380 mn 380 ma 380 ml 380 ml

430 Mn 430 mn 430 ml 430 ml

485 ma 485 ma 485 ml 485 ml

545 mn 545 M 545 ml 545 ml
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HMnnantat MOAOYHON XKenesbl
CPG amaromuueckoii ¢opmbl ¢
cunukonoBbIM renem 333 - CPG
333 Gel Breast Implant Cohesive
1M1

HSMCPI‘I’I’CJ'IB WMIVIAHTaTa

koutypHo-npogpunsrnii CPG 333.

MOJIOYHON
Kenesbl, MHOTOKPATHO CTEPHAH3YCMBIH,

CPG Gel Breast Implant 333 -
CPG 333 Gel Breast Implant
Cohesive l11.

Gel breast implant for fitting with
multi time resterilizable, contour-
profile CPG 333

O0bEMm: O6vém: Volume: Volume:
610 mn 610 mn 610 ml 610 ml
680 mn 680 Mmn 680 ml 680 ml
755 Mn 755 mMn 755 ml 755 ml
Texunueckue xapakrepucrury MH { Technical characteristics of MD

B tabaMuax Hibke NpMeeeHbl OCHOBHbIE TEXHHYECKHE XaPAaKTEPHCTHKH HMIIAHTATOB PYAHEIX MEJIEBbIX.

There are the main technical characteristics of Gel Breast Implants in the tables below.

Tabnuua 1 - O6mmue TeXHUWUESCKHE XaPAKTEPHCTHKH AN BEX BApUaHTOB Hcnonuenns MU

Table | - General technical characteristics for all versions of MD.

XapakrepucTuka 3uauenne Characteristic Value
OTHOCHTEALHOE YAHHEHNE NPH Mun. 450 % Elongation Min 450 %
paspeige 000I0MKH
OcTaToyHOE YANRHEHHE Makc. 10 % Tension Set Max 10 %
[MpounoCTh COEANHEHHA OTtcyTeTBHe Hapywennit nocie 300% | Join Strength No failure after 300% elongation for 10

yanrHeHua B TedeHue 10 cexyHa

seconds

HekprTHuHasa MPpoYHOCTL

Otcyrcreue HapymicHuit ocne 100%

Non-Critical Joint strength

No failure after 100% elongation for 10

COEIHHEHHA YANKHEHHS B TeueHHe 10 cexyna seconds
[TpounOCTH HA PaspHB OOOAOHKH 3,85-421 Mlla Shell tensile strength 3.85-4,21 MPa
Korezuonuaa cnocoOHOCTD reas < 3.0 ¢cM nocne 30 MauyT Gel Cohesion < 3.0 cm after 30 minutes
VpopeHs nuporeHos, ED/mn <0,5 Pyrogen Level, EU/ml <().5

Yposens GakTepuansHbIX <0.25 Endotoxin Level, EU/ml <0,25
3HAOTOKCHHOB, ED/MA

Tonmuua obonouku ¢ 0.43.1,25 Shell thickness with texture 0.43-1.25
TEKCTYPUPOBAHHKM cnoem Siltex, layer Siltex, mm

MM

[Menerpauus rena Cohesive 111 8,64 Gel penetration Cohesive 111 8,64

{cuna 80 r), MM, £ 10%

(force 80 g), mm. + 10%

[MapameTps TexcTypHpoBaHHoro cnos / Textured layer parameters:
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XapakTepHCTHKA 3uavenne Characteristic Value
Cpeanee paccTosfiHHE MEXILY 89,06- 94,86 Average distance between 89,06- 94.86
NUKAMH, MKM peaks, pm
JlHanasoH «nMKOB» H «BIIANKHY, 50,7 - 156,9 Peaks and troughs range, pm 50.7-156,9
MKM
Cpenpee KONUYECTBO MUKOB Ha 2 6onee 200 nukon/2 Mm> Averazge number of peaks per over 200 peaks/2 mm?®
MM® 2 mm

HmnaauTaT Monounoii xenesni CPG anaromudeckoit popmul ¢ cuarnkonossim resem 311 - CPG 311 Gel Breast Implant Cohesive II1 / CPG Gel Breast
Implant 311 - CPG 311 Gel Breast Implant Cohesive IIi

16
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t 4]
Obnem*, M, Hinpuna**, mm, B;con » MM, Bu:'y:_::“[ a Maces, 1,
Homep no JOIYCTHMO® JAOIYCTHMOE ny¢ ’ AONYCTHMOE
KaTanory / .. OTKNOHesine £ | orkaonenue: 10 omon:.lmeﬂ: (npoexuna/npoguas), OTKAOHEHNE &
Cata Description Onncanne 2.5% % 10 % MM, JOMYCTAMOS 3% / Mass, g
log WA . ® Height, mm, oTkioneHue = 10 % . ?
pumber Volume, mi, with | Width, mm, with with tolerance, Projection with with tolerances
toleramce + 2,5% | tolerance, £ 10% 10% tolerance, mm £ 10 % +3%
HUMnranrar
MONouHOA
weneswl CPG
g:;}lm:} ; :I }3% aHaTOMHYECKO#
334-0951 311 Gel Breast g’:}f}:{':mum ¢l 120 95 85 32 128,4
Implant Cohesive renem 31! - CPG
{11, volume 120 1l 311 Gel Breast
Implant Cohesive
11, o&ném 120 mn
HsnnaHtat
MOJIOYHOH
CPG Gel Breast | %1% CPG
aHaTOMHMECKOH
Implant 311 - CPG dopmsi c
334-1001 | 311 Gel Breast cmfmmm 149 100 89 34 153,0
implant Cohesive renem 311 - CPG
111, volume 140 ml 311 Gel Breast
Implant Cohesive
1, cbném 140 Mn
Hmmaaurar
MOJIOHHOM
PG Gl Bt | ICTC
Impiant 311 - CPG dbopt c
334-1051 311 Gel Breast cmfuxonomu 160 105 94 36 173,5
Implant Cohesive renem 311 - CPG
111, volume 160 ml 311 Gel Breast
Implant  Cohesive
IlI, o&uém 160 Ma
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HUmnnanTar

MOAOUHOMH
CPG Gel Breast | X3 CPG
Implant 311 - CPG :J':)“::“"“m“ .
334-1101 311 Gel Breast cn:uxonom,m 180 110 98 37 194,7
Implant Cohesive cenem3ll - CPG
HI, volume 180 ml 311 Gel Breast
Implant Cohesive
i11, obném 180 Mn
WUmnnanrar
MOJIOYHOMK
CPG Gel Breast ’a"e"“:‘"ﬁ:gm
Implant 311 - CPG ¢'°”' [u: ol c
334-1151 311 Gel Breast cwru CONOBBIM 210 115 103 39 224.8
Implant Cohesive renem3ll - CPG
111, volume 210 ml 311 Gel Breast
Implant Cohesive
111, obwénm 210 Ma
Hmmnawrar
MONOYHOH
CPG Gel Breast | *&"e% CPG
Implant 311 - CPG AHATOMKYCCKOHR
3341201 |311 Gel Breast | $OPM¥ €235 120 107 a1 250,7
Implant Cohesive SHNREGHOSSN
11, volume 235 mi | TEeM 311 - CPG
3I1 Gel Breast
Implant Cohesive
IlY, oOu8M 235 Mn
HUmnaanTtar
it
CPG Gel Breast | MO10%0
Implant 311 - CPG | XIS CPG
334-1251 311  Gel Breast dopMbI c 270 125 112 42 285.9
Implant Cohesive op
CHAMHUKOHOBAIM

111, volume 270 ml

rexem 31t - CPG
3kl  Gel Breast
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fmplant Cohesive

I1l, o6bém 270 Mn
HUmnnranrar
Monouyoit
CPG Gel Breast | ®ene3s CPG
Implant 311 - CPG | 2HaTOMHAeCKOR
334-1301 311 Gel Breast | POPMH 1 300 130 116 44 316,8
Implant Cohesive cmnxc;:;(;sum CPG
111, volume 300 ml | T7¢M }
311 Gel Breast
Implant Cohesive
111, obbEm 300 M
UmnnanTar
MOROYHOH
CPG Gel Breast sxenesti CPG
implant 311 - CPG ;’f’::“"em“ .
334-1351 31t Gel Breast P 335 135 120 46 353,1
Implant Cohesive cmxo;;c;nuu CPG
renem -
111, volume 335 m! 311 Gel Breast
Implant Cohesive
Iil, o6pém 335 Mn
HUmnnanrar
MOQJIO9ROX
xenesvt CPG
CPG Gel Breast
Implant 311 - CPG g’ﬁ:“““mﬁ .
334-1401 311 Gel Breast | ¥°P 375 140 125 47 3941
CHAMKOHOBHM

Implant Cohesive
111, volume 375 ml

renem 3t} - CPG
311 Gel Breast

Implant Cohesive
1, 06uEM 375 Mn
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WUMnaarTtar

MOJOYHOM
CPG Gel Breast | %@ CPG .
Implant 311 - CPG | 3"2ToMIHEEKE
334-1451 | 311 Gel Breast | POPMM ¢ a15 145 129 49 4358
Implant Cohesive ::::x&:t:mu CPG
111, volume 415 ml 311 Gel Breast
Implant  Cohesive
i1, obsém 415 Mn
HMmnnaurtar
MOJIOvHOR
CPG Gel Breast | Xo/1€3 CPG
Implant 311 - CPG | 4 ¥NIHIEckel
334-1501 311 Gel Breast cmf:‘;uonw 1460 150 134 51 4317
Implant Cohesive renem 311 - CPG
111, volume 460 ml 311 Gel Breast
Implant Cohesive
111, 06w 460 M
HMmmanrar
MOSIOYHOK
CPG Gel Breast | ®e"€3 CPG "
Implant 311 - CPG | AH2TOMHAECKO
334-1551 311 Gel Breast ?:n":;msw ¢1s10 155 138 52 5328
Implant Cohesive 311 - CPG
111, volume 510 ml | To0¢M
311 Gel Breast
Implant Cohesive
1M, obbem 510 Mn
Hmnaaurar
CPG Gel Breast ““:;‘fgm
Implant 311 - CPG ﬁ:l'rouuqecxoﬁ
334-1601 311 Gel Breast| oo 00 .| 560 160 143 54 583.0
Implant Cohesive L

111, volume 560 ml

renem 311 - CPG
3t} Gel Breast
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Implant Cohesive
111, 06BEM 560 Mn

Amnnadrar
MOJIOHHOMH

CPG Gel Breast | Xeess CPG

tmplant 311 - CPG AHATOMHYECKOMH

334-1651 311 Gel Breast S:f:;nomu ¢|615 165 147 56 6400
Implant Cohesive renem311 - CPG

11, volume 615 ml 311 Gel Breast

Implant Cohesive
HI, o6bém 615 mn

*Coenacro cmandapmy ISO 14607 npoussodumens xonmpaiupyem ofbes uMRRaNmama ¢ donycomumuixm omionenues + 2,5%. / According 1o ISO 14607, the manufacturer controls the

implant volume with a tolerance of + 2.5 %.
**Cozaacno cmandapmy ISO 14607 ne 3a10NCER0 CIAHOAPMHOE OMKAONENUE 8 ZABAPURMNLIX PUIMEPAX UNRIANINAMA, YKA3AHO CIAHOGPIMKOE ONIKR ONEHUE 2ADAPUMHYIX DAZHEPOS
ummzanmama cozxacwo FOCT 31619 — 2012./ According to the 1SO 14607 standard there is no standard deviation in the overall dimensions of the implamt, the siandard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MmnnaHTat MosovHoM xenesbl CPG aHaTOMUYeCKOM DOPMbI C CUNTMKOHOBLIM refiem 312 - CPG 312 Gel Breast Implant Cohesive 111./ CPG Gel Breast
Implant 312 - CPG 312 Gel Breast Implant Cohesive I111.

22

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



Homep no
KaTtanwy /
Catalog
number

334-0907

334-0957

334-1007

Description

CPG Gel Breast
Implant 312 - CPG
312 Gel Breast
Implant  Cohesive
111, volume 125 mi

CPG Gel Breast
Implant 312 - CPG
312 Gel Breast
Implant  Cohesive
I11. volume 145 ml

CPG Gel Breast
Implant 312 - CPG
312 Gel Breast
Implant  Cohesive
111, volume 170 mi
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OnucaHune

MmnnaHTar
MOJIOYHOW
xenctel CPG
aHaTOMMYeCcKoin
thopmbl c
CUIMKOHOBBIM
renem 312 - CPG
312 Gel Breast
Implant Cohesive
111, 06bEM 125 mn
MmnnaHTat
MOJIOYHOW
xenesbl CPG
aHaTOMUYECKOW
thopmbl c
CUNNKOHOBbIM
renem 312 - CPG
312 Gel Breast
Implant Cohesive
111, 06bEM 145 mn
MmnnaHTat
MO/IOYHOWA
xenesbl CPG
aHaTOMMWYeCcKoi
thopmb[ c
CUIMKOHOBbIM
renem 312 - CPG
312 Gel Breast
Implant Cohesive
I1l. 06bEM 170 mn

O6bem™, M,
fonyctmmoe
OTK/IOHEHME +
2,5%

Volume, mi, with

tolerance = 2,5%

125

145

170

WnpuHa**,
ponycumoe
OTK/NOHeHue = 10
%

Width, mm, with
tolerance, + 10%

MM,

90

95

100

BbicoTa**,
JONYyCTUMOE
OTKNOHeHNe £ 10
96

Height, mm,
with tolerance, +
10%

MM,

80

84

88

BoicTynatouias
yacTtb**
(HpoeKUHA/MpPOdHAL),
MM, fonyctumoe
OTK/IOHeHMe = 10 %
Projection with
tolerance, mm £ 10 Yo

38

40

42

Macca, r,
ponyctumoe
OTK/NIOHeHne %
3yn / Mass, g,
with tolerances +
3%

137,3

158,9

185,2
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Ofpem*, MA, lllupmla**, MM, | Bricora**, M, Buu-ynamg Macea, 5
AOMYCTHMOE AOTIyCTHMOE AOIYCTAMOE YACTB**
Homep no OTKIOHEHHE + | orknouenne + 10 | ovknonenne 10 | (npoexums/npodmas), | 200 CrMoe
KRTAOFY / Description Onncaune 2,5% % % MM aomycTimoe | STIACHERHE &
L] »,
Catalog Volume, mi, with | Width, mm, with | Height,  mm, | gycronenme10% |57 / Mass, &
number tolerance + 2,5% | tolerance, + 10% | with toleramce, £ | Projection with W.“h tolerances +
10% tolerance, mm * 10 % %
HmnnauTar
MOSIQUHO#
CPG Gel Breast | XN CPU
Implant 312 - CPG
3341057 [312 Gel Breast| POPMY €119s 105 93 44 211,5
Implant Cohesive ;T:ﬂaﬁm_’lgm
{11, volume 195 m! 312 Gel Breast
implant Cohesive
I11. oOnéM 195 Mn
KMnnantar
MOAOMKOH
CPG Gel Breast | X1 CPG
Implant 312 - CPG SOPMBI c
334-1107 | 312 Gel Breast c”:mmw" 225 110 97 47 243,0
Implant Cohesive renem 312 - CPG
tIL, volume 225 ml 312 Gel Breast
Imptant Cohesive
111, oOnim 225 Mn
HmManauTar
MOAOYHOIT
CPG Gel Breast | X130 CPG
AHATOMHYECKON
{mplant 312 - CPG bopMBL c
334-1157 312 Gel Breast CHAHKOHOBLIN 255 115 102 49 273,2
Implant Cohesive renem 312 - CPG
I11, volume 255 ml 312 Gel Breast
Implant Cohesive
HI, obwuém 255 mn
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O6nem™, Ma, | Diupuaa**, wmm, | Bucota®*, MM, | Buerynaoman Macca, N
nonycmuoe Muyc*mnoe ﬂoﬂmoe ‘llﬂb**
Homep ““I OTKJIOHCHNE + | oknonenne + 10 | orkaonenne 10 | (npoexuma/mpoduas), | 20T MOE .
Karasory Description Onmcanne 2,5% Y % MM, aomyctumoe | 5, 7 ¢
Catalog Volume, ml, with | Width, mm, with | Height,  mm, | oyscnonense £ 10 % ” Mass, g,
number tolerance £2,5% | tolerance, = 10% | with tolerance, £ | Projection with ;’y‘.‘ tolerances +
10% tolerance, mm * 10 %
HUMnnasrar
MOJIOYHOH
wene3n CPG
CPG Gel Breast .
Implant 312 - CPG ;zar::uqecxou c
334-1207 312 Gel Breast cmfux — 290 120 106 51 309,5
Implant Cohesive renen 312 - CPG
1, volume 290 mi
312 Gel Breast
Implant Cohesive
T11. o6uéM 290 Mma
Wmnnantar
MOJICYHO#H
wenespt CPG
](r:npgantG;:Z .Bg;:}t aHaTOMUYECKOH
334-1257 [312 Gel Breast g’:}f:;ﬂ - “1 330 125 11 53 350,1
Implant Cohesive resen 312 - CPG
I, volume 330 ml 312 Gel Breast
Implant Cohesive
1L, o6bém 330 Mn
Hmnnadrtar
MONOYHOIK
xenesst CPG
CPG Gel Breast
Implant 312 - CPG ;‘(’)‘“:3“"“""“ .
334-1307 312 Gel Breast cufuxouomu 370 130 115 55 391,5
Implant Cohesive
reneM 312 - CPG
I11, volume 370 ml 312 Gel Breast
implant Cohesive
111, o6um 370 Mn
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Obnem*, ma, | Mupuna**, mm, | Boicota*®, MM, | Bucrynawuias -
AOTIYCTHMO® aonycTHMOE ROTTYCTHMO® ACTR** acea, ¥
Homep no OTKJIOHEHHE t | ovkronenme = 10 | omironenue 10 | (npoexuns/npoduan), ‘m"yz":”"e .
lacu.rloryf Description Onucanwe 2,5% | % | % MM, RonyeTHMOE ; ,':" y Mmam
atalog Volume, ml, with | Width, mm, with | Height, mm, | gronenne = 10 % ’ lltolerass, g;:
rumber tolerance £2,5% | tolerance,+ 10% | with tolerance, + | Projection with ;:/t nees
10% tolerance, mm=10% |~ "°
WUmnuanrtat
MONOYHOHR
swenesti CPG
CPG Gel Breast
implant 312 - CPG ::f‘::”"“m“ .
334-1357 312 Gel Breast c P OHOBBIM 415 135 119 57 438,7
Implant Cohesive m"' M' 312 - CPG
111, volume 415 mt 312 Gel Breast
Implant Cohesive
111, 06b&m 415 mn
HUmnaanrar
MOJIOYROH
xenesst CPG
CPG Gel Breast
Implant 312 - CPG m:““““ﬁ .
334-1407 312 Gel Breast CHAXOHOBBIM 465 140 124 59 488,5
Implant Cohesive reness 312 - CPG
1L volume 465 mi 312 Gel Breast
Implant Cohesive
111, o6uEM 465 Mn
HmnnauTar
MOJIOYHOI
CPG Gel Breast :(g:g;lns:ccmﬁ
Implant 312 - CPG bopMel c
334-1457 312 Gel Breast CHAHKOHOBbIM 515 145 128 61 539.6
Implant Cohesive
renem 312 - CPG
11, volume 515 mi 312 Gel Breast
Implant Cohesive
1L, o6bEM 515 Mn
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O6rem*, o Ma, ;I:npnm“, MM, Bblcon**, MM, Buc-rynamn Macca’ 5
AOTYCTHM nycTHMoe AORYCTHMOR qacT**
Homep no oTKAOHEHHE 4 | orknonenue + 10 | orkaonenne + 10 | (npoesums/npopuns), | 207 TTIMOE N
katanory / Description Onncanue 2,5% % % MM, nonycramoe | J1poneame
Catalog Volume, mi, with | Width, mm, with | Height, mm, | oyscnomenme= 10 % | / Mass, g,
number tolerance 2,5% | tolerance, £ 10% | with tolerance, % | Projection with n:ith tolerances +
10% tolerance, mm * 10 % %
Hmnaanrar
MOJIOYHOH
CPG Gel Breast | X/ CPG
Implant 312 - CPG dopubi c
334-1507 312 Gel Breast 570 150 133 63 596,4
Implant Cohesive :;‘J"’e":‘;“]"z""gm
111, volume 570 ml 312 Gel Breast
Implant Cohesive
H1. oM 570 mn
HUmnnaxrar
MOJIONHOS
CPG Gel Breast | ¥e7e3 CPG "
Implant 312 - CPG ;f*op‘“:;“"““ .
334-1607 312 Gel Breast 690 160 142 68 717,7
Implant Cohesive :;::?l?f]gm
i1, volume 690 mi 312 Gel Breast
Implant Cohesive
i1, 00bEm 690 Mn

*Cozracno cmandapmy IS0 14607 npoussooumens KoRmporupyen oGbem umniaHmama c onycmumun omirowenuenm + 2,5%. / According to 1SO 14607, the manufacturer controls the

implant volume with a tolerance of = 2.5 %.
**Coznacxo cmandapmy ISQ 14607 ug 20R00CeR0 CMGHOGPMHOE OMRAOKENNUE 8 2UBAPUMHBIX PASMEPAX UMIIGHMAING, YRAZARO CIMANOAPMNOE OMKAOHENNE 2aDADUMHYBX PASHEPOS
umnaaumama cozaacno I'OCT 31619 ~ 2012./ According 1o the ISO 14607 standard there is ro standard deviation in the overall dimensions of the implamt, the standard deviation of the

overail dimensions of ihe implant according 1o GOST 31619 - 2012 is specified.

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

27



HMRaanTaT MOI04HO# weneani CPG anaToMuueckoil gopmni ¢ cituxonossiM reiem 313 - CPG 313 Gel Breast Implant Cohesive I1H / CPG Gel Breast
Implant 313 - CPG 313 Gel Breast Implant Cohesive III
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O01em*, Ma, | [Eupnna**, MM, | Baicora**, mm,
ROMYCTHMOR DONyCTHMOE AonycTAMOE 3:';3':"0““ Macea, r,
::z:;p 0'l‘;/o/ zm,s%oaeuue + :;lgzomne + ::moueune *= 10 (npoexuns/npoduas), | xomycramoe )
Catalog Description Onucasne Volume, mi, with | Width, mm, | Height, mm, with MM, nonycn:uoe orxionenne £ 3% /
be; tolerance + 2,5% | with tolerance, * | tolerance, + 10% oTkaensume £ 10 % Mass, & b
nomber rance * | Tov ' ’ Projection with | tolerances + 3%
* tolerance, mm £ 10 %
HUmmnanrtar
MONOMHOR
#enesp CPG
CPG Gel Breast
Implant 313 - CPG ;"o“::""ecm“ .
334-0906 313 Gel Breast cu:uxouonum 130 90 81 44 136.6
Implant Cohesive renem3t3 - CPG
I, volume 130 mt 313 Gel Breast
lmplant Cohesive
111, obuéM 130 Mn
HUmmnantart
MOAOUYHOH
CPG Gel Breast | *<e3! CPG
implant 313 - CPG aHATOMKUECKOiH
334-0956 | 313 Gel Breast ?:n":;mmm “liss 95 86 45 1681
Implant Cohesive
renem 313 - CPG
I11, volume 155 ml 313 Gel Breast
implant Cohesive
111, o6bem 155 mn
Hmmnanrar
CPG Gel B MONOHHOH
implant 313 - CPQ :(ne;:::nirgcoﬁ
334-1006 313 Gel Breast popusi c 180 100 90 46 194,2
Implant ~ Cohesive cu:?uxonomu
I, volume 180 ml renest 313 - CPG
313 Gel Breast
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Obnem*, ma, | Hinpuna**, mm, | Boicota**, MM, B E——
ZOMYCTUMOE NOAYCTHMOE ROITyCTHMOE 0 q:mm’“ Maeca, 5
OTKA + | oI + +
'g::;]: rl';rol 2,s%tmemle o %onenue .o;monenue (npoesums/upoguuis), | aonyerumoe "
i +
Catalog Description Ouncanne Volume, ml, with | Width, mm, | Height, mm, with MM, mn::mm oM'r:;lsouen: with
Ollu Yy
number tolerance = 2,5% ;voi::tolerance,:l: tolerance, £ 10% Projection with | tolerances £ 3%
? tolerance, mm + 10 %
Implant Cohesive
I, obbiém 180 Mn
HmMnnasrar
MORoUuHOIt
weneast CPG
CPG Gel Breast
Implant 313 - CPG %’;“::""“""“ .
334-1056 313 Gel Breast cn:uxonoauu 210 105 95 48 2248
Implant Cohesive renem 313 - CPG
HY, volume 210 ml 313 Gel Breast
Implant Cohesive
111, obném 210 Mn
Hmnnanrar
MOAOYHOH
xenesst CPG
Enpflantﬁ?f:3 ?Ee:}t AHATOMHIECKOH
334-1106 {313 Gel Breast g’:}'l’;""oﬂmw “1240 110 99 49 255.7
Implant Cohesive renem 313 - CPG
HI. volume 240 ml 313 Gel Breast
implant Cohesive
i1, obnéM 240 mn
Umnnantar
CPG Gel Breast | MOnonoll
Implant 313 - CPG | X7 CPO
3341156 313 Gel Breast dopMbI c 270 115 103 50 286,7
Implant Cohesive c::uxouomu
Hl, volume 270 mi renem 313 - CPG
313 Gel Breast
30



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

'Oth.em*, s, | Hlupana**, MM, { BoicoTa**, MM, Bu
CTYNSIoMAN
aonycrumoe AOITYCTHMOR aonycrHMOe o
4aCTh Macca, T,
Homep no oTRnoHenue  + | orkAoHenHe % | oTkaoReHue % 10
o ° o (npoexuns/mpoguias), | AonycTuMoe
KaTaaory / - 2,5% 10% Yo o
Description Onucanue MM, aonycTHMoe | oTcaouenne £ 3% /
Catalog VYolume, ml, with | Width, mm, | Height, mm, with .
number tolerance = 2,5% | with tolerance, * | tolerance, + 10% OFREsmeTE & 10 %6 Mass, g, _ with
10% ? Projection with | tolerances £ 3%
® tolerance, mm + 10 %
Implant Cohesive
I1, o6v8M 270 Mn
Himnpantar
MONOYHoli
CPG Gel Breast | *©7€30 CPG
Implant 313 - CPG | Smimectoll
334-1206 | 313 Gel Breast cmfmmm 310 120 108 52 3269
Implant Cohesive renem 313 - CPG
{11, volume 310 mi 313 Gel Breast
Implant Cohesive
I11, o6pém 310 ma
Umnaaurar
MOTNIO4HOM
CPG Gel Breast | X< G
Implant 313 - CPG anaTtoMH4ecKoit
334-1256 {313 Gel Breast ?:Jf’mmmm 1350 125 12 54 367.8
Implant Cohesive renem 313 - CPG
111, volume 350 ml 313 Gel Breast
Implant Cohesive
11, o6neEM 350 Mn
Wmanaurar
CPG Gel Breast ;‘e’;“e’;‘:‘g‘m
Implant 313 - CPG RHATOMHYECKO
334-1306 3i3 Gel Breast dopusl c 395 130 17 56 413,0
Implant  Cohesive cm?uxouosuu
1, volume 395 ml renem 313 - CPG
313 Gel Breast
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Obrem?*, ma, | Ulnpuua**, msm, | Buicora**, MM, B
BICTYNAINAS
AONYCTAMOE AOIYCTHMOE ACNYCTHMOE waeTL** Macca, r
+ + + ’
l-lmnep0 ll;of ;l:../:onenue :;l;l'oueune oo/‘:'lmouenue 10 (upoe mpodaas), | aemycrumoe I
Catalog pion Omucane Volume, ml, with | Width, mm, | Height, mm, with MM, nonycn:moe oTkaonenue + 3%
number tolerance £ 2,5% | with tolerance, = | tolerance, + 10% SEleTme £ 19 % Mass, g  with
’ 10% Projection with ] tolerances + 3%
0%
tolerance, mm + 10 %
Implant Cohesive
111, o6béM 395 Ma
HUmnnanrar
Monounoi
CPG Gel Breast | 730 CPG
Implant 313 - CPG | omimectoll
334-1356 [ 313 Gel Breast cmfmmmu 440 135 122 58 4603
Implant Cohesive renem 313 - CPG
111, volume 440 ml
313 Gel Breast
Implant Cohesive
I, ofpEM 440 Mn
HWmanantar
MOJIOYHO#H
CPG Gel Breast | Xe"e38 CPG
tmplant 313 - CPG AHATOMHYECKOH
334-1406 [313 Gel Breast f:::;ﬂomu €149 140 126 61 5105
Implant Cohesive "
renem 313 - CPG
111, volume 490 mi 313 Gel Breast
Implant Cohesive
11, o6nEM 490 Mn
AmnnanTar
CPG Gel Breast ;9;:::‘??0
Implant 313 - CPG AHATOMHYECKOI
334-1456 313 Gel Breast SopMb c 545 145 131 63 567,3
ﬂ?pmmfgzsgf cu:nxouonuu
? reaem 313 - CPG
313 Gel Breast
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Obnem*, s, | Ilupnns**, mm, | BoicoTa**, MM, But 2
aonycTuMoe AOTyCTHMOR AOTIYCTHMOC q : ’“ [ Macea, r
Homep no OTKJAOREeHMNe < | oTKAOHeHMHe <+ | oTKiAOHenHe £ 10 - ’
/ 2.5% 10 % % (npoexunn/opoduan), | AonycTumoe
KaTanory Description Onucaune MM, zonycTemoe | ovcnonesme 3% /
Catalog Volume, ml, with | Width, mm, | Height, mm, with
A oTkaoHenne + 10 % Mass, g  with
number tolerance + 2,5% | with tolerance, £ | tolerance, + 10% Projection with | tolerances + 3%
L)
10% tolerance, mm + 10 %
Implant Cohesive
111, o6béM 545 M
Hmnnantar
MosnouHoil
CPG Gel Breast r:x:uszfmﬁ
Impilant 313 - CPG dophss c
334-1506 313 Gel Breast CHANKOHOBEIM 605 150 135 66 629.2
Implant Cohesive '
111, volume 605 ml | ToeM 313 - CPG
313 Gel Breast
Implant Cohesive
1§1, o6bEm 605 mn

*Coanacro cmanoapmy I1SO 14607 npoussodumens xoumpoaupyem abvem umnsaimama ¢ Sonvennsism omxaonenies = 2,5%. / According to IS0 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
¥ Cacadcno cmandapmy 1SO 14607 we 3ar0XC€R0 CIMIHOGPIMIOE OMKAGHENNE & SQOGPUNNINX PAIMEPAX NMRIGNMANKY, VKQIGHO CIAHOADINNOE OMKIONEHNUE 200aPUMHbIX DAIMEPOS

umnranmama cozaaeno FOCT 31619 — 2012./ According 1o the I1SO 14607 standard there is no standard deviation in the overall dimensians of the implant, the standard deviation of the

overail dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmunanrar Monounoii xenesn CPG anaromauecxoit gopmut ¢ chanxonoBoim reniem 321 - CPG 321 Gel Breast Implant Cohesive III / CPG Gel
Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 111
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Obbem*, ma, | Hlnpuna*®, MM, | BeicoTa**, MM, | Bucrynaiomas
AOTyCTHMOE AomycTHMO® AomycTHMOE S Macca, T
Homep no oTknonente £ 2,5% | orkaomenue + 10 | orcuonenue+ 10 | (npoexuns/mpoduas), | AT HMOE .
karanory/ | Description Onncaune Volume, ml, with | % % MM, AOnycTHMOE ;;m';";';::s
Catalog number tolerance + 2,5% Width, mm, with { Height, mm, | graonenue + 10 % » B
tolerance,  10% | with tolerance, = | Projection with ;Vj/*" tolerances +
10% tolerance, mm % 10 % ?
Hmnnanrar
MONTOYHOR
CPG Gel Breast ::a:“‘s:u(jsgcoﬁ
Implant 321 - dopusl ¢
CPG 321 Gel | #°P
354-0908 Breast Implant CHIMKOHOBBIM 120 90 85 33 1319
Cohesive 1L, | oo 321 - CPG
volume 120 ml €l Breast
Implant Cohesive
HI, o6ném 120
Mn
Umnnaurar
MOMOYHOIA
weneist CPG
gnPSm(l}el 3!;:easf aHaroMutiecKoit
CPG 321 Gel | FOPMH ¢
3540958 Breast  Implant | CP1HKOHOBBIM 135 95 89 35 146,7
Cotesive Pm renem 321 - CPG
volume 135 ml | 32! Gel Breast
Imptant Cohesive
Hl, obnvém 135
MA
WUmnnaurar
CPG Gel Breast | MO10ol
implant 321 - | X763 CPG
CPG 321 Gel | 2HaTOMUteCKOH
354-1008 Breast Implant dopmbt c| 155 100 94 37 168,8
Cohesive  1II, °”"“ﬁ'§‘;“f‘gm
volume 155 ml | ToieM 2=
321 Gel Breast
Implant Cohesive
35
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O6rem*, ma, | upuna**, mwm, | Bucora**, MM, | Bucrynaoman Ma
JACNYCTHMOR aonycruMoe ZONYCTHMOR qyacTh** oncc:;umoe O
Homep no oTKAoHeuNe + 2,5% | oTraonenne = 10 | ornonenne x 10 | (npoexuus/npodnas), ::7 Kz onemne &
xaranory/ | Description Onucanne Volume, ml, with | % % MM, AONYCTHMOE | 30,/ Moss.
Catalog number tolerance + 2,5% Width, mm, with | Height,  mm, | grnonenne + 10 % with tolera i
tolerance, + 10% | with tolerance, & | projection with 3% nces
10% tolerance, mm + 10 %
Ill, obnEm 155
mn
Hmnnanrar
MOAOYHOMN
#ene3w CPG
ﬁ:ﬁasel nglﬂsf ARATOMRYECKOH
CPG 321 Gel | POPM ¢ 38 1948
354-1058 Breast  Implant CHAHKOHOBbIM 180 105 99 .
Cohesive 11, | TS%eM 321 - CPG
voluelﬂOml *| 321 Gel Breast
Implant Cohesive
Ifl. obném 180
MA
HUmnnanraT
MOIIOYHOMA
xenesnt CPG
E:Smge' 3I23§easf AHATOMHUYECKOM
Gopmel c
3sa-tios | SPO 32 Ol cunuxonosem | 215 110 103 39 230,7
Cohesive mplll feacl SE1S CEG
volume 215 ml 1321 Gel Bre?st
Implant Cohesive
I, obném 215
ma
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Obnem™, ma, | IHupuna**, MM, | BoicoTa™*, MM, | Buictynalomas
AODYCTHMOE AONYCTHMOE AOTEYCTHMO® S Macea, o
Homep no oTKnonenne : 2,5% | oTkaostenue * 10 | orkaonenue + 10 | (mpoexnus/npoduis), nonyc;uu:e .
katasory/ | Description Onucanue Volume, ml, with | % | % MM, AOAyCTHMO® ;::”7 ;;ae
Catalog number tolerance +2,5% Width, mm, with ( Height,  mm, | grcnouenne+ 10 % with % 2
tolerance, + 10% | with tolerance, = | Projection with | 3/ tolerances
10% tolerance, mm * 10 %
WMnmnantat
MONOYHOH
CPG Ol Breast am:::::ng:;}(oﬁ
Implant 321 -
CPG 321 Gel | BOPMH ¢
354-1158 Breast  Implant | C*/TMXOHOBSIM 245 115 108 40 262.7
Cohesive | 1II, | 76N 321 - CPG
volume 245 mi | 32! Gel Breast
Implant Cohesive
Hl, ofwvém 245
MJ1
HWmmnnanrar
MOJIOYHOMH
weneaw CPG
Enpga[gel 3I2311'easf aHATOMUYECKON
CPG 321 Gel | POPMH c
354-1208 Breast Implant CHINKOHOBBIM 280 120 113 42 298.6
. renem 321 - CPG
\?:f:i:;so mlm’ 321 Gel Breast
Implant Cohesive
Ifl, obném 280
mMA
WUmnnaurtar
CPG Gel Breast | MOIOWOR
zinll’](:;mn? 2l Ge} aHaToMHYeckoit
354-1258 Breast Implant opmB c| 315 125 118 44 3343
. CHAHRKOHOBBLIM
S:Ihﬁgl 5 mluL renem 321 - CPG
321 Gel Breast
Implant Cohesive
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Obvem*, ma, | Mupuna**, wwm, | Boicota**, MM, | Buerynaoman
AOIyCTRMOE nomycTHMOE AOUYyCTHMOE — Macca, r,
Homep no oTkaoHeune £ 2,5% | orkaoneune + 10 | orxaouenue 10 | (ppoesxuus/npoduas), JOBYCTHMOE N
xarazory/ | Description Onucauue Volume, ml, with | % % MM, AOMycCTHMOE ;I:“?“e;::s
Catalog aumber tolerance + 2,5% Width, mm, with | Height,  mm, | gricronesye + 10 % S tolerenc 8;
tolerance, = 10% | with tolerance, = | Projection with ;‘L‘/. TRECES
10% tolerance, mm £ 10 %
I, obvém 315
MA
Hmnnanrar
Monounoi
CPG Gel Breast :‘::;’:uszg‘o“
Implant 321 - gopmbi c
354-1308 CPG 321 Gel ’ 355 130 122 46 376.,6
Breast Implant cunux(;tgsugm - ?
Cohesive M1, | Toncm >4~
*| 321 Gel Breast
volume 355 i Implant Cohesive
HI. ob»ém 3535
Ml
Wmmnawrar
MonouHoi
CPG Gel Breast | ¢7¢3% CPC "
tmplant 321 - AHATOMHYECKO|
CPG 321 Gel | 20PN °
354-1358 CANHKOHOBBIM 395 135 127 47 417.8
Breast Implant renen 321 - CPG
Cohesive Il ’
*1321 Gel Breast
volume 395 ml Implant Cohesive
1, obvém 395
M
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Obnem*, mn, | Wnpuna**, mm, | Boicora**, MM, | Bucrynaomas Macca, r
AOMYCTHMOE JAonyCTHMOE aonycTuMoe qacTh**
Homep no oTKAOHeHNe +2,5% | oTkAoWenne + 10 | ovknonenue 10 | (npoexumm/mpodmas), [ A0 CIHMOC .
xatanory/ | Description Onucanue Volume, ml, with | % | % MM, RouycTHMOE ; ‘I/.I:.“;RM":; g
Catalog number tolerance + 2,5% Width, mm, with | Height,  mm, | grcnonenwe = 10 % (th tolerances £
tolerance, + 10% | with tolerance, + | projection with ;‘:‘/ lae
10% tolerance, mm + 10 % *
UmMmianrar
MONOYROTi
weness CPG
Enpgan?d Bg;easf AHATOMHYECKO
CPG 321 Gel | $OP¥™ ¢ ” 1648
354-1408 Breast  implant CHINKOHOBBLIM 440 140 132 2
s renem 321 - CPG
S;?:::-.viw ml'"* 321 Gel Breast
Implant Cohesive
Hl, ofuvém 440
MI
HUmnnaurar
MOCYHOHN
CPG Gel Breast :°””:ugffmﬁ
Implant 321 - dopMul c
354-1458 gm1 3211m 1(:: : CHJIUKOROBBIM 430 145 133 50 505,3
C;"h?;ive P | rene 321 - CPG
olume 480 ml * 1321 Gel Breast
v Implant Cohesive
1], obném 480
M
Umnaanrar
MONOMHOMN
CPG Gel Breast
sy . | weneswt CPG
g’;%amszi’ 2 Gel aHaToMuyeckoi
354-1508 dopmsl ¢ | 530 150 141 52 5584
Breast Implant
Cohesive [l | CHAHKONOBLIM
* | renem 321 - CPG
volume 530 mi 321 Gel Breast
Implant Cohesive
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Obbem*, ma, | Wupnma**,  mm, | Bucora**, MM, | Bacrynsomas Ma
AOTYCTHMOE AonycTHMOE ROTYCTHMOE yacTe** cca, L
Homep no otkonentie + 2,5% | omionenne + 10 | oTaonenme : 10 | (poexums/mpoduas), | A0 C1IMOe .
KaTanory / Description Onucaune Volume, ml, with )% Y . MM, Aonycrumoe g;l‘m?ueune
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | grxaosense + 10 % with ‘MM"”' i
tolerance, = 10% | with tolerance, | Projection with | 30 KIERCeR
10% tolerance, mm * 10 %
IHI, obvém 530
Ma
Hmmnaurar
MORBOYHORA
xenesw CPG
ﬁnPgm?el 3§:easf aHATOMHYECKOMH
CPG 321 Gel | POPME ¢
354-1608 Breast  Imolant CHIHKOHOBbBIM 640 160 150 56 671,1
Cobesive Pm resem 321 - CPG
volume 640 ml 7|32 Gel Breast
Implant Cohesive
1. oovém 640
M
HWUmnaaytar
MOJIOYHON
CPG Gel Breast | eness CPG
Implant 321 - mf;:""““°"c
3sa-1708 | SFC 32:@,‘3:: camaronoBuM | 775 170 160 59 809.3
Cohesive I, ;"2’:‘”‘633,1 Bfeﬁ
vohume 775 ml Implant Cohesive
. obeém 775
M
40
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*Cozaacno cmanoapmy ISO 14607 npouseooumens KONmpoIupyem ooves BMRIGRIAMG ¢ CONRYCIMUMbLY omKnonenuens = 2,5%. / According to ISO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %

**Coazaacuo cmandapny ISO 14607 ne 3a10%40en0 CMAROApMHOS OMKAOHEHYE & 2A6ADUMHBIX DARWSPAX UMRRARNMAN, YXA3AHO CIAHOGDMHOE OMKROHERIE 2abapumnelx pasmepoe
uvnsaumama coz2iacio FOCT 31619 — 2012/ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MMIARHTAT MOI0uHOM xenesbl CPG anaToMuueckoi opmbi ¢ caNKoHOBLIM refeM 322 - CPG 322 Gel Breast Implant Cohesive II1/ CPG Gel Breast
Implant 322 - CPG 322 Gel Breast Implant Cohesive I1I
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Obnem*, ma, | Uinpuna**, wmm, | BucoTa**, MM, | Brictynawomas
AOMYCTHMOe AOMYCTHMOE AOIYCTUMOR —— Macca, n
Homep no oriioHeune + 2,5% | otkaoucuHne = 10 | orknouenne = 10 (npoesauns/apodun), aAonycTHMOe .
katanory/ | Description Onmucanue Volume, ml, with | % % MM, aomyeTumoe ;?':I?WM“:;
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | gricaomenne £ 10 % with fole s i
tolerance, = 10% | with tolerance, £ | Projection with 3% rances
10% tolerance, mm = 10 %
HunaauTar
MOJIOYHOH
CPG
CPG Gel Breast | X¢'*
Implant 322 - 3:?;::“"“““‘;
334-0905 gg 1 32fmpl<:;: cunMKkoHoBLM | 140 90 85 38 147
Cohesive 11K ;;’;mgjz Elfe};?t
volume 140 ml -
Implant
Cohesive 1ML
o0némM 140 Ma
HUmnnaawrar
MONOYHO#MN
x*enesst CPG
::r:gan(t;el 32? asf AHATOMHYSCKOH
dopMmbt c
334-0955 gfast 32|2mp|(::: cunmkonosoi | 165 95 89 40 1782
2.
Cohesive  III, '3‘;“,_,"“331' B‘;:;g
volume 165 ml implant
Cohesive I,
abbém 165 Mn
HUmnaanrar
1]
CPG Gel Breast | MO70UHO
g’émszg 22Gei xﬁ:ﬁzﬁmﬁ
334-1005 dopmut c| 195 100 94 42 209.1
Breast Implant CHUIIHKOHOBLIM
Cohesive 111, renem 322 - CPG
volume 195 ml
322 Gel Breast
implant
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Obnem*, ma, | Hlupuna™*, s, | Bucora**, MM, | Buerynaomas
AOMYCTHMO® AOYCTHMO® AonycTHMOoe qacTR** Macca, )
Homep no oTinonenne & 2,5% | orironenne + 10 | oraonenue : 10 | (npoexums/upoun), | 200 LI HMOE
karanory/ | Description Onucanue Volume, ml, with | % % MM, AOMYCTHMO® ; %' '7";?' e %
Catalog number tolerance £ 2,5% Width, mm, with | Height, mm, | orcnonenue £ 10 % / ass, &
tolerance, £ 10% | with tolerance, £ { projection with ;v.l/thtolmmﬂ*
10% tolerance, mm= 10% |~
Cohesive i,
obpém 195 Mn
HUMnnanTat
MONOYHOH
xenesw CPG
lcl:;}lan(t}e ! 3123;“52 aHaToOMuuecKoit
CPG 322 Gel | POPMM ¢
334-1055 Breast Implant CURHKOHOBBIM 225 105 29 44 239.9
Cohesive I, 3“;,',*’“(_;3212 ;af@;’g
volume 225 ml = N¢
{mplant
Cohesive 1,
obném 225 Mn
HUminanrar
MOROYHOH
wenesm CPG
E:fian?el sgzn:east. AH3TOMHYECKOMH
CPG 322 Gel | oPMM c
334-1105 Breast  Implant | *"HKOHOBLIM 255 110 103 47 271,8
Cohesive pm renes 322 - CPG
volume 255 ml ;22 Gel Breast
mplant
Cohesive il
00bém 255 Mn
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Obuem*, ma, | dupwna**, mwm, { Boicora**, MM, | Buietynanouias M
AOMYCTHMOE AONYCTHMOE ACTYCTHMOT YacTE** acca, T,
Homep 110 oTinoHenme & 2,5% | orkaonenwe + 10 [ ononenne + 10 | (npoexums/upoduas), “0“3’:;""‘“’: .
xatanory / | Description Onucanwue Volume, ml, with | % % MM, nomyctamoe | 4, " Chp o
Catalog number tolerance + 2,5% Width, mm, with | Height,  wm, | orxnonenue = 10 % with tol 2
tolerance, + 10% | with tolerance, £ | Projection with | 3. CTRNEES
10% tolerance, mm + 10 %
Hmnnanrar
MOJIOUHOH
#eaeswl CPG
g:;lia“?el 3I23;easf AHATOMHYIECKOH
CPG 322 Gel | $OPMH! ¢
334-1155 CHIRKOHOBMM 295 115 108 49 3115
Breast  Implant
Cohesive  III. | ="M 322- CPG
volume 295 ml "[322 Gel Breast
Implant
Cohesive in,
00BEM 295 M
Wmnnauatar
MONOYHOH
xeneans CPG
:’::S a:tm 32,;“33 anaroMuueckot
334-120 CPG 322 Gel | IoPms ¢ 20 113 51 348,0
=1205 B tmplant cunuxo;;(;sugm 330 1 X
“m. renem -
Cohesive I,
volume 330 mi ::22 Gel Breast
mplant
Cohesive I,
00BEM 330 Mn
HUmmnantar
MONOYHON
fnl:;}hn?el 3E232reasf xene3st CPG
AHATOMHYECKOH
33a-1255 | SPO 322 Del) g c|375 125 18 53 394,1
Cohesive P 11]. | CH/AMKOHOBBIM
* | renem 322 - CPG
volume 375 ml 322 Gel Breast
Implant
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Ofbem*, ma, | Wupnna**, MM, | Bucora*®, MM, | Bucrynmawomas
AOTYCTHMOE ROBYCTHMO® AOMYCTHMOE wacTht* Macca, L
Homep no oTkaoHense = 2,5% | orkaonenne + 10 | ovkaonenne £ 10 | (npoexnun/npoduas), ZONYCTHMOE .
Kkatasory/ | Description Onucanne Volume, ml, with | % Y MM, AomycTumoe ;::"7”“3
Catalog number toleramce +2,5% Width, mm, with | Height,  mm, | oricaonenne = 10 % ith tole % i
tolerance, £+ 10% | with tolerance, = | Projection with :‘:'.'/ rances
10% tolerance, mm£10% [~
Cohesive £,
obném 375 Mn
HmnaanTar
MOJNIOYHO#M
xenesws CPG
fmpgan?el 3?;&08} AHATOMHYECKO
ssases  |CPG 322 Gel| 2Py “laz0 130 122 55 4399
Breast Impiant cunuxou?’sug < t i
Cohesive 11, | T 322 - CPO
volume 420 ml 2 Gel Breast
Implant
Cohesive IlI,
o0Oném 420 Mn
Umananrar
MOJIOYHO#H
xene3ut CPG
:.::San?el 322"3883 aHaTOMHYECKOH
CPG 322 Gel | POPMH i
334-1355 Breast Implant CHNUKOHOBBIM 475 135 127 57 496,8
Cohesive Il | Fonc¥ 322~ CPO
volume 475 mi 922 el Freast
Implant
Cohesive i,
001EM 475 Mn
46
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Obfnem*, mi, | lupuna**, mm, | Bucora**, MM, | Bricrynaomas
AONYCTHMOE AONYCTHMOE AomycTEMOE e Macca, r,
Homep 1o orknonenne + 2,5% | oraouenne + 10 | orronenne = 10 | (npoekuma/npoduas), | 200 L MmO N
xatasory/ | Description Onucanune Volume, ml, with | % % MM, AoTyCTHMOE ;32’7“;:“
Catalog number tolerance +2,5% Width, mm, with | Height,  mm, | grxcionenne + 10 % ass, g
tolerance, £ 10% | with tolerance, + | Projection with ;’;" tolerances =
10% tolerance, mm * 10 %
HmnaadTat
MOJIOYHOI
PG Gel Browt | et
3341405 | CPG 322 Gel e “ 525 140 132 59 547,0
Breast Implant °“”“"°3',‘,‘;""'E‘PG = '
Cohesive  IL ""“‘G‘i B
volume 525 ml 322 Gel Breast
Fmplant
Cohesive 111,
o0béM 525 Mn
HUmnnautar
MONoUHOH
CPG Gel Breast :‘:::::u?l:g(oﬁ
Implant 322 -
CPG 322 Gel | POPME ¢
334-1455 Breast Implant CHINKOHOBHIM 585 145 136 61 6082
Cohesive 1l ;;’}f"(;;’jz B‘;;':ft
volume 585 ml Implant
Cohesive 11l
obbeM 585 mn
HUmnnanTar
MonovHo#H
CPG Gel Breast xene3st CPG
Implant 322 - i
CPG 322 Gel AHATOMHYECKO
334-1505 B Implant dopmel ¢ | 650 150 141 63 675,0
Cohesive 111, :;”:ﬁ*;‘;"f‘gm
volume 650 ml 332 Gel Breast
implant
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Obuem*, mi, | linprna**, wmm, | Bucora**, MM, | Bucrynaoman
AonycTHMOE ROMYCTHMO® AOMycTHMO® agcTL** Macea, r
Homep no oTknoHenue £ 2,5% | oTkiaonenme = 10 | orknonenne 10 | (mpoexums/npodnas), AonycTHMOE .
Karanory / Description Onucanve Volume, ml, with | % % MM, jun ;‘;rm;nenne
Catalog sumber toleramce +2,5% | Width, mm, with | Height,  mm, | ornonenne *’m% o l:\im, i
tolerance, + 10% | with tolerance, £ | Projection with 3.; tolerances
10% tolerance, mm + 10 %
Cohesive i,
oOném 650 Mn

implant volume with a tolerance of + 2.5 %.

*Cocracno cmanoapmy 150 14607 npoussooumens KoXmponupyem o5vem wMMAGNman ¢ Gonycmusbim omiionertes + 2.5%. / According 1o ISO 14607, the manufacturer contrais the

**Coznacio cosanoapmy ISO 14607 He 3a10XCeH0 CMAHOAPMHOE OMKAOHENYE & 206APUMHBIX PAIMEPAX UMPRGNMAMA, YKASAHO CIGHOGDINHOE OMKAOHEHYE 2ADAPUIMHGLX PasMepos
ummaanmama coznacno FOCT 31619 — 2012/ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implan, the standard deviation of the

overall dimensions of the implant according 10 GOST 31619 - 2012 is specified.
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MmnnaHTaT MOMOYHOM Xenedbl CPG aHaTOMUYECKON DOpMbl C CUIMKOHOBLIM reniem 323 - CPG 323 Gel Breast Implant Cohesive 1M / CPG Gel
Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive Il
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O6nem*, ma, | [upuua**, wm, | Boicora**, MM, | Bucrynawmas
AonyeTHMOR ROTyCTUMOE AomycTHMOe — Macca, T
Homep no oTKAOHeHHe £ 2,5% | oTkAomenwe + 10 | omczonenne t 10 | (npoesuns/npoduas), | 2o D Mo .
wavazory/ | Description Onucanne Volume, ml, with | % % MM, AOTYCTHMOR ;;mc;n;:[me
Catalog number tolerance +2,5% Width, mm, with | Height,  mm, | orcnonenue = 10 % t.h . - 2
tolerance, + 10% | with tolerance, = | projection with ;;‘ teterances
10% tolerance, mm + 10 %
HwmnnapTar
MOJIOYHO#
CPG Gel Breast | *¢1¢3u CPG
Implant 323 - aHATOMKYECKON
3340002 | CPG 323 Gel e “| 165 90 85 46 173
% Breast Impl ant CHHHK(?‘HOBBIM
Cohesive I, | &M 323 - CPG
volume 165 ml 7| 323 Gel Breast
Implant
Cohesive I,
obvbiM 165 Mn
Umnnanvar
MoAo4YHOH
CPG Gel Breast | X134 CPG
Implant 323 - asaToMHYecKoi
CPG 323 Gel | POPMH ¢
3340952 Breast Implant CHITHKOHOBBIM 195 95 89 48 2079
Cohesive I, | o™ 323 - CPG
volume 195 ml ?23 Gel Breast
mplant
Cohesive i1,
oObiéM 195 Ma
HUmnnantar
CPG Gel Breast | Mmonoanoif
Implant 323 - | xenesst CPG
CPG 323 Gel | anatommueckoit
334-1002 Breast Implant | dopmsi c 225 100 94 51 237,8
Cohesive I, | CHIMKOHOBBIM
volume 225 ml renem 323 - CPG
323 Gel Breast
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Ob6bem*, ma, | Uinpuna**, MM, | Bacora*™, MM, | Bacrynaomas M
AonycraMoe aonycTmoe AONYCTHMOE wacTh** acca, r,
Homep 1o ovkaonenue + 2,5% | omiionenme £ 10 | oriiouenne 10 | (npoesums/npoduas), nwy:l;:;: N
katanory/ | Description Onncanne Volume, ml, with | % % MM, ROMyCTHMOS ; .'/.“" /
Catalog nwmber tolerance + 2,5% Width, mm, with | Height, mm, | ortonenne £ 10 % i mmM’”’ i
tolerance, = 10% | with tolerance, + | projection with ;‘./ BOES
10% tolerance, mm + 10 % ¢
Implant
Cohesive i,
obLEm 225 ma
HMnaautar
MOROMHO#H
xeneznl CPG
g::an?e] 3231“31 aHaroMuyeckol
334-1052 | CPG 323 Gel o “ 260 105 99 53 2733
Breast Implant CM"K?;;N&,G -
Cohesive Il ;;“;”Ge, M
volume 260 mi Implant
Cohesive ML,
obnEM 260 M
HWmnnanrar
MOJTOMHO#H
xeneinst CPG
E:San?e] 3‘:'2!3reasf aHaToMHKuecko
334-1102 CPG 323 Gel b ¢ 300 110 103 56 312,1
Breast lmplant CHIHKOHOBLIM ’
Cohesive i1, | T&tem 323 - CPG
volume 300 mf f” Gel Breast
mplant
Cohesive 1.
obvém 300 ma
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Obvem*, M,

Illuprsa*®, M,

Bricora**, mm,

BuicTymamwnas

AomycTHMOE AOMYCTHMOE AomycTHMOE aacTL** Macca, r
HomMep no oTKIONeHHEe + 2,5% | orxioHenue i 10 | orkaonenne + 10 (npoexums/npoduas), AouycTHMoe .
xaranory / Description Onucanne Volume, ml, with | % % MM, AOTyCTHMOS ;’:‘:M;BOMHR
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | orcrionenwe £ 10 % 155 &
tolerance, + 10% | with tolerance, £ | Projection with ;".i/th tolerances +
10% tolerance, mm + 10 % °
Ummnaurar
MOAOUHOR
CPG Gel Breast | *e3u CPG
Implant 323 - AHATOMHYECKOR
CPG 1323 Gel | BOPMM c
334-1152 Breast Implant CHIHKOHOBBIM 345 115 108 58 3571
Cohesive i, ;ez’;mgezl?' éﬁﬁ
volume 345 ml
Implant
Cohesive i,
ofbEM 345 Mn
Hmnnanrar
MOAOMHOIE
CPG Gel Breast wenesst CPQ
Implant 323 - aHaToMHYeckol
CPG 323 Gel | J0PUH c
334-1202 Breast Implant CHINKOHOBLIM 390 120 I3 60 401.4
Cohesive (1R ;i’;mgf ;;S;C:
volume 390 mi l-
mplant
Cohesive I,
obwEM 390 Mn
HmananTtar
CPG Gel Breast | MOTOUHOH
Implant 323 - xenet CPG i
CPG 323 Gel | 2H&TOMHYECKD
334-1252 Breast Implant dopmne c| 440 125 118 62 4508
Cohesive 111, | SHIHKOHOBEIM
volume 440 ml " | remem 323 - CPG
323 Gel Breast
Implant
52
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Obnem*, ma, | llupuna**,  wmM, | BocoTa*™, MM, | Bucrynaomas Ma
AOTYCTHMO® AORYCTHMO® AONYCTHMOE — cca, T
Homep no orknomenue £ 2,5% | orkionenne = 10 | orwaonenne 10 | (npoescunn/npoguan), | A0 STHMOC .
katanory/ | Description Onncanie Volume, ml, with | % % MM, AORYCTHMOE ;’;m;nm:
Catalog number tolerance + 2,5% Width, mm, with | Height,  mm, | gycnonenne = 10 % wi;h tolera % 2
tolerance, + 10% | with tolerance, + | Projection with | 3o/ nees
10% tolerance, mm + 10 %
Cohesive i,
0o0bim 440 mn
Hmnnanrar
MonousHol
xenesn CPG
fn;rﬁan?el 31;31*&05} AHATOMHYECKOH
CPG 323 Gel | POPMH ¢ .
3341302 Breast Implant CHITNKOHOBHIM 495 130 122 65 5048
Cohesive 111, | S >33 CPO
volume 495 ml
Implant
Cohesive I,
ob6béM 495 Mn
Hmnaantar
MOSOMHON
xene3n CPG
CPG Gel Breast
Implant 323 - m”‘“'::"““”“c
CPG 323 Gel | PP
334-1352 Breast Implant CWIHKOHOBBIM 555 135 127 67 564,6
R renem 323 - CPG
Conesive _ M11323 Gel Breast
Implant
Cohesive 1,
00BEM 355 M
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Obbem*, ma, | [Hupuna**, wmmM, | Bucota**, MM, | Bucrynasomas
AomycTHMO® AOTYCTHMOE AOMYCTHMO® HACTR** Macca, r,
Homep oo oTkaoHenue  2,5% | orxaonenne * 10 | orxnonenne 10 | (npoexnms/npoduas), AOTYCTHMOR
Karaaory / Description Onucauue Volume, ml, with | % % MM, AORYCTHMOS o‘:monenne +
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | orenoneuue £ 10 % 3% / Mass, g,
tolerance, = 10% | with tolerance, % | Projection with ;'.i/th tolerances +
10% tolerance, mm+10% |~
Wmnnasrat
MONOYHOH
CPG Gel Breast | €3 CPG
implant 323 - ;’:;’::""“mc
3341402 |50 32?mpg:: CHMMKOHOBMM | 620 140 132 69 628.,6
Cohesive i, renem 323 - CPG
volume 620 ml 323 Gel Breast
Implant
Cohesive M,
obbém 620 Mn
Hmnnaurar
MOnoYHOR
senesn CPG
ﬁ:ﬁ an(t}el 3I23;eas f AHATOMRUSCKOH
334-1452 | CPO 323 Gel Do ‘ 692
Breast Implant CUIMKOHOBbIM 685 145 136 71 92.6
Cohesive  1Il, | T&neM 323 - CPG
volume 685 ml > | 323 Gel Breast
Implant
Cohesive i,
obbéM 685 mn

*Coznacko cmandapmy ISO 14607 npouseodumess xonmpo:upyem obves ummianmama c donycmumsis omicionenvem £ 2,5%. / According to IS0 14607, the manufacturer controls the

implant volume with a tolerance of + 2.5 %.
*$Cocnacro cmandapmy I1SO 14607 ue 3a300CeR0 CIRARGAPMNOE OMKAONEHNE & 2ADAPUMHEX DAIMEPIX UMRIAHMAMA, YKAZAHO CMAHOADIMHOE OMKIONENYE 2a0apumibiX PaIMeEpos
wvnsanmama coeaacho FOCT 31619 - 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implamt, the standard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified
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Hmnaantat MonouHoii xkenessl CPG anaromuyeckoii popmbi ¢ cnankoHoBbIM reem 331 - CPG 331 Gel Breast Implant Cohesive 11 / CPG Gel
Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive III
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Obnem*, s, | Hupuna**, wmm, [ Bacora**, mm, | BaicTynaoman Macea r
AomycTHMOE ZONmyCTHMOE JONYCTAMOE yacTe** %0 .'uoe !
Homep no oTkaoHenue £2,5% | oronenne + 10 | oTnonenue = 10 | (npoeknas/npoduas), o-m.n’ onene £
xaTaaory / Description Onucanne Volome, ml, with | % % MM, RO 3% / Mass, g,
Catalog mamber tolerance + 2,5% Width, mm, with | Height, mm, | orknoHenue + 10 % with tolerances +
tolerance, = 10% | with toleramce, & | Projection with 39%
10% tolerance, mm £ 10 %
HWmnnantar
MOROuHOM
xene3nl CPG
CPG Gel Breast aHaroMu4eckoit
Implant 331 -
CPG 331 Gel | $OPM c
334-0903 CHITHKOHOBBIM 125 90 92 32 136,7
Breast Implant
Cohesive . Eaen 331 = CRG
volume 125 ml 331 Gel Bl’e.ast
Implant Cohesive
I, obném 125
MA
CPG Gel Breast | Umnnaurar
Implant 331 - | Mmonouuo#
CPG 331 Gel | xenesm CPG
Breast Implant ! anaToMnueckoit
Cohesive HL, | dopmur c
3340953 volume 150 ml CHIHKOHOBbLIM 150 95 97 33 163,1
renem 331 - CPG
331 Gel Breast
Implant Cohesive
1ll, obném 150
M
CPG Gel Breast | HMnaaurar
Implant 331 - | MonRounoR
CPG 331 G@Gel | xenesut CPG
Breast Implant | anaTomnaeckoii
334-1003 Cohesive 111, | popmni c| 175 100 102 34 88,5
volume 175 mi CHIHKOHOBYIM
reaem 331 - CPG
331 Gel Breast
Implant Cohesive
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Obrem*, M, | lupuua**, MM, | Boicora**, mm, | Bucrynawmas Maces, c
AOIMYCTHMOS J0uyCTHMOR AONYCTHMOR YACTB** JonycTHMOe ?
Homep no oTkAosense x 2,5% | orkionenne + 10 | oTiuronenne = 10 | (mpoexuus/npodguin), OTKIoHeHHe &
KaTaaory/ Description Onucaune Volume, ml, with | % % MM, HonycTHMOE | 4 Mass, g,
Catalog number tolerance = 2,5% Width, mm, with | Height, mm, | orknoHenne £ 10 % with tolerances £
tolerance, = 10% | with tolerance, + | Projection with 3%
10% tolerance, mm * 10 %
I, obbvém 175
M
CPG Gel Breast | UMnnauTar
Implant 331 - | mosounoit
CPG 331 Gel | xene3ni CPG
Breast Implant | anaTomH4eckoi
Cohesive I, | popmbe c
334-1053 volume 20 mi CHUNHKOHOBbLIM 200 105 107 35 2143
renem 331 - CPG
331 Gel Breast
Implant Cohesive
HI. of6vEm 200
I
CPG Gel Breast | UMnnanTtar
Implant 331 - | monousoh
CPG 331 Gel | xenesst CPG
Breast Implant | anaTomnueckodl
Cohesive 111, { dopmbt [
334-1103 volume 230 ml CHIIHKOHOBBIM 230 110 113 36 2449
renem 331 - CPG
331 Gel Breast
Implant Cohesive
III, obném 230
M
CPG Gel Breast | Ummuiantar
Implant 331 - | momouHod
CPG 331 Gel | xene3s: CPG
334-1153 Breast [mplant | anaromuueckolt { 265 115 118 37 2809
Cohesive 1, | popmss €
volume 265 mi CHIMKOHOBbIM

reneM 331 - CPG
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Obvem*, ma, | Dlupuua**, wmMm, | Bucora**, MM, | BuicTynanomas Macea, r
AOWYCTUMOE JOTyCTHMOE AONYCTUMOE YyacTh** i
Homep no orknouenHe + 2,5% | ornorenne = 10 | orcaosenne £ 10 | (npoexkumsa/npoduias), mm;oe +
KATANMOrY / Description Onucanue Volume, ml, with | % % MM, AowycTuMoe | 4o, 7EM::s g
Catalog number tolerance £ 2,5% Width, mm, with | Height, mm, | orkxonenne + 10 % with ¢ olerane,es +
tolerance, + 10% | with tolerance, + | Projection with 3%
10% tolerance, mm £ 10 %
331 Gel Breast
implant Cohesive
{ll, ofué&M 265
M
CPG Gel Breast | HMnaanrar
Implant 331 - | Monouwofi
CPG 331 Gel | xeneast CPG
Breast Implant | anaromuueckoii
Cohesive 111. | popmst c
334-1203 volume 300 ml CHARKOHORKIM 300 120 123 39 316,8
renem 331 - CPG
331 Gel Breast
Implant Cohesive
HI, ofuém 300
MA
CPG Gel Breast | Umnnanrar
Implant 331 - | monousoit
CPG 331 Gel | kenesst CPG
Breast Implant | anaTomuueckoi
Cohesive L, | dopmbt c
334-1253 volume 340 ml CHAHKOHOBBIM 340 125 128 40 358,2
renem 331 - CPG
331 Gel Breast
Implant Cohesive
HI, obuém 340
M
CPG Gel Breast | Hmnnanvar
Implant 331 - | Monounoit
334-1303 CPG 331 Gel | xenessi CPG 380 130 133 4] 3990
Breast Implant | anaromuteckoi
dopmbi c
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O6bemM*, ma,  LWwupuHa**, MM, BbicoTa**, MM, BbicTynatoLias

x Macca, r
JonycTumoe gonyctumoe aonycTumoe yacTb
Jonyctumoe
Homep o OTK/IOHeHMe £ 2,5% oTKNoHeHMe = 10 O1KnoHeHucx 10 (Mpoekuma/npodunb), OTKNOHENMe  +
Kkatanory/ Description OnucaHne Volume, ml, with %0 % MM, ponyctumoe - © T g_
Catalog number tolerance £ 2,5% Width, mm, with Height, mm, OTK/oHeHMe £ 10 % . "o
. L . with tolerances
tolerance, = 10% with tolerance, = Projection with 5o
10% tolerance, mm + 10 %
Cohesive [ll.  CUIMKOHOBbIM
volume 380 ml renem 331 - CPG

334-1353

334-1403

334-1453

CPG Gel Breast
Implant 331
CPG 331 Gel
Breast  Implant
Cohesive HI,
volume 425 ml

CPG Gel Breast
Implant 331
CPG 331 Gel
Breast  Implant
Cohesive HI,
volume 475 ml

CPG Gel Breast
Implant 331
CPG 331 Gel
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331 Gel Breast
Implant Cohesive
HI. o6wem 380
M

MmnnaHtar
MOJI04HOM
xenesbl CPG
aAHaTOMMYECKOA
(hopmbl C
CUTMKOHOBbIM
renem 331 - CPG
331 Gel Breast
Implant Cohesive
Ill. obbvem 425
M

MmnnaHtar
MOJI0YHO
»xenesbl CPG
aHATOMUNYECKOA
(hopMbl c
CWINKOHOBbIM
renem 331 - CPG
331 Gel Breast
Implant Cohesive
HI, obbém 475
M

MmnnaHTtar
MOJIO4HOIA
»xenesbl CPG

425

475

530

140

145

138

143

148

46

496,1

553,0
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331 Gel Breast
implant Cohesive
fIl. obbvém 645
MA

Obnem*, mx, | Hlapana**, mm, | ButcoTa**, mm, | Buicrynaromas Macea r
AonycTuMoe AORYCTHMOC AOmYyCTHMO® HacTE** ao“yﬂ’ume ’
Howmep no oTxAoHeHue £ 2,5% | oTnonenune = 10 | orkaoneEne £ 10 | (npoexuma/npoduin), oTKNOHeHMEe &
Karaqory / Description Onncanne Volume, ml, with | % % MM, AOMYCTHMOE | 30/ " ) " pyoce, g
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | orknouenne £ 10 % with tolerances ;
tolerance, + 10% | with tolerance, = | Projection with 3%
10% tolerance, mm + 10 %
Breast Implant | anaromuueckod
Cohesive I, | dopmal c
volume 530 m) CWINKOHOBLIM
reneM™ 331 - CPG
331 Gel Breast
imptant Cohesive
IIl, obvém 530
M
CPG Gel Breast | UmnnanTar
Implant 331 - | monouno#
CPG 331 Gel | wenes3wl CPG
Breast Implant } anaToMHuecKOR
Cohesive IN, | ¢opmm ¢
334-1503 volume 585 ml CHIMKOMOBLIM 585 150 153 43 608,2
renem 331 - CPG
331 Gel Breast
fmplant Cohesive
II. obném 585
M
CPG Gel Breast | UMnnanTat
Implant 331 - | MmonouuHofi
CPG 331 Gel | xene3st CPG
Breast Implant | anaToMHYecKOR
Cohesive ITl, | dopmbt c
334-1553 volume 645 m] CHIAKOHOBEIM 645 155 159 50 670,2
renem 331 - CPG

*Cozracro cmandapmy ISO 14607 npouzsodumess Konmpoaupyem o5vem UMRIGHIMAMA ¢ dORYCmUMBM omironenien = 2,5%. / According 1o ISO 14607, the manufacturer controls the
implant volume with a tolerance of + 2.5 %.
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**Cozracno cmanocapmy ISO 14607 ne 3anoxceno cmandapmnoe OmKIONenIe 6 2ZaGapumnsix pazNepax UMRRARMAIRA. YKAIARO CIAHOAPIHOE OMKIONENUE 2Q0APUMNYIX PAIMEPOS
usnaanmama coznacko NOCT 31619 — 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.

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

6l



VimnnaHTaT MosiouHOM »enesbl CPG aHaTOMUYECKO (hopMbI C CUTMKOHOBBLIM refiem 332 - CPG 332 Gel Breast Implant Cohesive 111 / CPG Gel Breast
Implant 332 - CPG 332 Gel Breast Implant Cohesive 111
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Obfnem*, ma, | imprna**, MM, | Bocora**, MM, | BureTynawomas Maces r
RODYCTHMOE AonycTHMOR AouycTHMOE 4ACTH** son c‘;nuoe ?
Homep no oTkaonenue £ 2,5% | orcaonenne + 10 | orknonenne + 10 | (npoexuas/npoduan), ¥
. . OTKJIOHeHHe £
xarajory / Description Onucanme Volume, ml, with | % % MM, RomycTHMOE § 4o " Mass,
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | orxaonenne £ 10 % with toleranmz
tolerance, % 10% | with tolerance, + | Projection with 3%
10% tolerance, mm + 10 % °
WNmnnanTar
MOJIOuHOI
weneapt CPG
Enme(tiel 3];3;&5 f anaTOMHYECKOR
340000 | CPO 332 Gel | SoPue “las 90 94 38 156,2
Breast Implant cunm«;r;%nmgm ’
Cohesive I, g;’;"“cek Birenst
volume 145 m! Implant Cohesive
I, obném 145
M
HWmnnaurar
MOJIOYHO#M
CPG Gel Breast ﬂ;’:ﬂf‘fgm
Implant 332 - dopmut c
CPG 332 Gel | %P
3340959 Breast  implant CHITHKOHOBRIM 175 95 99 40 186,2
. renemM 332 - CPG
Cohesive Ul
*| 332 Gel Breast
volune 175 ml Implant Cohesive
LI, obwém 175
M
HMnnanrar
MOROYHOIL
CPG Gel Breast
mplant 332 - :‘mgggwﬁ
33-000 | PO 32 D€ gop ¢ | 205 100 104 42 217,3
Cohesive mp ?;} CHANKOHOBBIM
> { renem 332 - CPG
volume 205 ml 332 Gel Breast
Implant Cohesive
63
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O0uem*, ma, | Diupuna**, wmm, | Buicora**, mm, | Buctynawman Macea e
AONMYCTHMO® AOTYCTHMOE HDOMyCTAMOE qacTL** o c1'1moe !
Homep no oTkAoOHeHMe £ 2,5% | orkaonenne + 10 | oraonenue = 10 | (mpoexuns/npoduan), wonenne 4
KaTanory / Description Onucanne Volume, ml, with | % % MM, RONYCTHMOE | 4o/~ Mass, g
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | oTknonenne £ 10 % with tolerances :l:
tolerance, = 10% | with tolerance, = | Projection with 3%
10% tolerance, mm £ 10 %
IIl, obném 205
M
HWmnnantar
MOJIOYHON
xeneanl CPG
gnpgan?e' 3I33;easf ;:)a‘rouuqecxoii
PMBI c
334-1059 gre(:st 3312mpl(a}ne : CHAHKOHOBBIM 235 105 109 44 2485
Cohesive  III, | Terem 332-CPG
volume 235 ml | 252, Gel Breast
Implant Cohesive
11, ofném 235
M
HUmnnanrar
MONOYHOM
weneznt CPG
::nl:ﬁm?el 3§;e asf AHATOMH®ECKOHR
CPG 332 Gel | DOPMM @
334-1109 Breast Implant cunnxg:;;sugm 270 110 115 47 283,6
i renem -
S:Ihu::::v;?o mlm’ 332 Gel Breast
implant Cohesive
ill, obwém 270
Mn
CPG Gel Breast | VMnaasmar
Implant 332 - weneass CPG
CPG 332 Gel
334-1159 Breast Implant anaromMuueckol | 305 115 120 49 3200
Cohesive i1, popuu ¢
volume 305 mi CHAYKOHOBbLIM
renem 332 - CPG
64
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O6nem*, ma, | Hinpuna**, mm, | Boicota**, MM, | BeicTynaomasn Macea .
AONycTHMOE 20MyCTHMOE A0nycTHMOoe yacTe** ' ?
Homep no oTKaoHenue * 2,5% | orkionenne = 10 | oTkaonenue £ 10 | (npoexuns/npodpuas), gmz::::i +
Kartajaory / Description Onncaune Volume, ml, with | % % MM, DOMYCTHMOE | 30/ noo o g
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | oTironenne = 10 % . > B
. ., . with tolerances
tolerance, + 10% | with tolerance, + | Projection with 3%
10% tolerance, mm % 10 %
332 Gel Breast
Implant Cohesive
I, odowém 305
M
HUmnnanTtar
MOMOYHO{
CPG Gel Breast wenesst CPG "
Implant 332 - QHATOMHYCCKOH
CPG 332 Gel | POPYH ¢
334-1209 Breast Implant CHJIHKOHOBBIM 350 120 125 51 365,1
Cohesive i, renem 332 - CPG
volume 350 ml 332 Gel Breast
Implant Cohesive
[, obbém 350
M1
HUmnaauTar
MOJIOYHOI#
CPG Gel Breast | X¢¢3® CPG .
implant 332 - aHATOMMYECKOIl
CPG 332 Gel | POPMH ¢
334-1259 Breast  Implant cunu;«:uosbm 395 125 130 53 411,5
Cohesive I, reﬂ;;ema32-CPG
volume 395 ml 332 Gl Brefxst
Implant Cohesive
II, obvém 395
MmN
CPG Gel Breast “Mmami“
Implant 332 - MOHO'IHO}‘l -
334-1309 CPG 332 Gel xenesbt CPG 445 130 135 55 4624
Breast Implant AHATOMHHECKOM
¢dopmbl c

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

65



Ofisem*, ma, { Hlnpuna**, MM, | Boicora**, mm, | Buctynawias Ma -
AONYCTHMOR JOMyCTHMOR ROITYCTHMO® yacTL** <R !
Homep no oTuioHenne + 2,5% | otxinonenue = 10 | orkaonenne £ 10 | (npoexuus/npoduas), AomycTHMOS +
KaTagory / Description Onucaune Volume, ml, with | % % MM, BOTYCTHMOE ;I:“?RM"?
Catalog number tolerance £ 2,5% Width, mm, with | Height, mm, | orkaoucnue = 10 % with tolm::’esi
tolerance,  10% | with tolerance, = | Projection with 3%
10% tolerance, mm * 10 %
Cohesive 111, { cHRIUKOHOBLIM
volume 445 ml reneMm 332 - CPG
332 Gel Breast
Implant Cohesive
[l obuém 445
M
HMmnnanrar
MOJIOYHOIA
CPG Gel Breast | ¢34 CPG
]Il'lpl ant 332 - AHATOMITYCCKON
3359 | CPG 332 Gel Gopmsl ¢
- Breast Implant cun:su(;t;?’smu 495 135 141 57 5124
Cohesive 111, ;;’;’”Gel“ ng
volume 495 ml Implant Cohesive
Hl. ofnEMm 495
MIT
HUMnnauTar
MOROYHON
xeneant CPG
::u:;gan?el 3;? asf AHATOMRYECKOH
334.1400 | CPC 332 Gel o ¢ 4 146 59 574,1
Breast Implant CUINKOHOBEIM 555 1 X
Cohesive 111, | Fofem 332-CPG
volume 555 ml | 552 Gel Breast
implant Cohesive
11, obvém 555
M
CPG Gel Breast | UmnnaaraT
334-1459 Implant 332 - | Monounoil 615 145 151 61 634,8
CPG 332 Gel | xenesst CPG
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Obnem*, s, | upuna**, mM, | Beicora**, MM, | Bucrynanuas Macea. r
JOTYCTHMOE AOTYCTHMOE AOMYCTAMOE qaacTe** ’ M
Homep no orkaonenue £ 2,5% | orenonenne + 10 | orknonense + 10 | (npoexuns/npodpnas), AQRyETHMOE &
xaTtajory / Description Onucanue Volume, ml, with | % % y MM, JomycTHMOE g:/'ieut;u;:e
Catalog number tolerance + 2,5% Width, mm, with | Height, mm, | oTkaonenne £ 10 % with tol m::’gg:
tolerance, £ 10% | with tolerance, + | Projection with 3%
10% tolerance, mm + 10 %
Breast Implant | anaromnzeckoi
Cohesive I11, | dopmnt c
volume 615 ml CHIHKOHOBLIM
renem 332 - CPG
332 Gel Breast
Implant Cohesive
Ul. obwniém 615
mn
Hmnananrar
MOAOUHOH
CPG Gel Breast | *6ne3 CPG
Implant 332 - AHATOMHUYECKOH
3341509 CPG 332 Gel | POPMH © | .
Breast  Imptant | CAHKOHOBLIM 680 150 156 63 702,0
. PN enem 332 - CPG
Cohesive 1IL, 332 Gel Breast
volume 680 ml
imptlant Cohesive
I, obum 680
MA

*Coenacno cmandapmy IS0 14607 npouzeooumens Konmporupyem oboeM UMnAINIMAMA ¢ OORVCmuMt; omKaonenyes = 2,5%. / According 1o ISQ 14607, the manufacturer conirols the

implant volume with a tolerance of + 2.5 %.
**Coznacno crmandapmy ISO 14607 ne 3a103ces0 CManoapmHOe OMKAOHERUE 6 2aDaPUMHEIX PASMEPAX WMATAHMAMA, YKA3AHO CMAHOAPMHOE OMKAONENUE 2ABAPUIMHBIX PAIMEpo8
uunzanmama cozxacno F'OCT 31619 - 2012/ According 1o the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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VimnnaHTaT Mono4Hoi »xenesbl CPG aHaTOMUYeCcKO hopMbl C CUNMKOHOBLIM renem 333 - CPG 333 Gel Breast Implant Cohesive 111 / CPG Gel Breast
Implant 333 -CPG 333 Gel Breast Implant Cohesive 111

68
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O6nem*, ma, | llnpuna**, mM, | Boicota**, MM, | BeicTynawomas Macea r
AONYCTHMOE JAoNMycTHMOE AonycTumoe YacTh** i ’
Howmep no OTKJIOHEHHE + | oTknonenne = 10 | orxiioHenue =+ | (npoexmus/npodu.in), AomycTiMoe
e OTKJIOHeHHe £
KxaTaaory / Description Onucanne 2,5% % 10 % MM, AONYCTUMOE | 30/ " "y o g
Catalog number Volume, ml, with | Width, mm, with | Height, mm, | oTk.;10Henue = 10 % with toleral’lce;
tolerance + 2,5% tolerance, + 10% | with tolerance, | Projection with +3%
*10% tolerance, mm % 10 %
Hmnnanrar
MO;104HO#
#enessl CPG
CPG Gel Breast | aHaTOMH4eCKO#
Implant 333 - CPG | dopmbi <
334-0904 333 Gel Breast | CHIHKOHOBBIM 180 90 94 46 191.0
Implant Cohesive | renem 333 -
11, volume 180 m! | CPG 333 Gel
Breast Implant
Cohesive I,
ofnuém 180 ma
Hmnnanrar
MO;1I04HOM
xenesbl CPG
CPG Gel Breast | anatomuueckoi
Implant 333 - CPG | dopmbl c
334-0954 333 Gel Breast | CHIHKOHOBbIM 215 95 99 48 2270
Implant Cohesive | renem 333 -
lIl. volume 215ml | CPG 333 Gel
Breast Implant
Cohesive I,
06béM 215 Ma
HmnnanTar
MOJIOYHOM
CPG Gel Breast | kene3st CPG
Implant 333 - CPG | anaTtomiuecko#
334-1004 333 Gel Breast | hopmbi c | 250 100 104 51 263.7
Implant Cohesive | CHAHKOHOBBIM
I11. volume 250 ml | rezem 333 -
CPG 333 Gel
Breast lmplant
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Otvem*, mia, | Wupuna**, mm, | BuicoTa**, mMm, | Boicrynaioman Macea r
JOMYCTHMOE AOMyCTHMOE AOMYyCTHMOE yacTe** i ?
Homep o OTKIOHEHHE % | oriaonenne + 10 | oTknoneade + | (npoexusia/npoduib), AOMycTHMOS
. OTKJoOHeHBEe =
KaTanory / Description Onucanne 2,5% % 10 % MM, ROTYCTHMOE | 1,/ " Mass, &
Catalog number Volume, mi, with | Width, mm, with | Height, mm, | oTkaonenne = 10 % with tnk"“ﬂ’
tolerance + 2,5% toleramce, = 10% | with tolerance, | Projection with +3%
+ 10% tolerance, mm % 10 %
Cohesive Il
obbeéM 250 ma
HMnnanrar
MOROYHO
xenesn CPG
CPG Gel Breast | anatoMHuecKoit
Implant 333 - CPG | dopmbt ¢
334-1054 333 Ge]l Breast | cunuxkoHoBeiM | 290 105 109 53 303,29
Implant Cohesive | renem 333 -
I, volume 290 ml | CPG 333 Gel
Breast [Implant
Cohesive 1,
obuEM 290 Mn
Hmanantar
MONOYHOI
#*enessl CPG
CPG Gel Breast | aHaToMH4eCKOH
Implant 333 - CPG | dopmbt <
334-1104 333 Gel Breast | cwimkonosbm | 330 110 115 56 343,9
Implant Cohesive | renem 333 -
ML volume 330 mt | CPG 333 Gel
Breast Implant
Cohesive 1l
o0bEM 330 mn
Hunnanrar
CPG Gel Breast | mososHo#H
Implant 333 - CPG | xeneant CPG
334-1154 333 Gel Breast | anatomnueckoil | 380 115 120 58 394.6
Implant Cohesive | gopmsl ¢
1L, volume 380 ml | CHNMKOHOBLIM
renem 333 -

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

70



O6nem*, ma, | Idupura**, MM, | Bucora**, mm, | Bactynawouma Macea r
AORYCTHMOE AOMYCTHMOE AOUYCTHEMOE YACTH** i i
Homep no OTKJIOHEeHME % | oTnonenne = 10 | oraonenne + | (npoexnma/npodnas), AOHyETHMOE &
xaTajory / Description Onucanue 2,5% % 10% MM, noRycTHMOE ;':':mlm;l;:e
Catalog number Volume, ml, with | Width, mm, with | Height, mm, | oTkaouesue = 10 % with tole:;eeg;
tolerance + 2,5% tolerance, = 10% { with tolerance, | Projection with +3%
+ 10% tolerance, mm £ 10 %
CPG 333 Gel
Breast Implant
Cohesive I,
06bEM 380 Mn
Wmnnaurar
MONOMHOI
xene3n CPG
CPG Gel Breast | anatoMuseckoil
Implant 333 - CPG | ¢opmb c
334-1204 333 Gel Breast | canitkoHoBbM | 430 120 125 60 4453
Implant Cohesive | renem 333 -
I11, volume 430 ml | CPG 333 Gel
Breast Implant
Cohesive 11,
o0béM 430 M
HUmnnantat
MOAOUHOM
wenesnl CPG
CPG Gel Breast | anaromumeckolt
Implant 333 - CPG | dopmi c
334-1254 333 Gel Breast | cumxonossim | 485 125 130 62 502.7
Implant Cohesive | renem 333 -
L, volume 485 ml | CPG 333 Gel
Breast Implant
Cohesive I,
obbEm 485 M
CPG Gel Breast | Vimnnasrar
Implant 333 - CPG | mMonotnoi
334-1304 333 Gel Breast | wenewt CPG 545 130 135 65 563,7
Implant Cohesive | anaToMuueckoi
I11, volume 545 ml | dbopmel C
71
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Homep no
KaTasory/
Catalog number

Description

Onucaune

Otnem*,
AOIYCTAMOE
OTKIOHECHHE +
2,5%

VYolume, ml, with
tolerance + 2,5%

M,

Iinpuna**,
AONYCTUMO®
oTkionenne + 10
%

Width, mm, with
tolerance, = 10%

MM,

BoicoTa**, MM,
AONYCTHMOE
OTKAOHEHMe =
10 %

Height, mm,
with tolerance,
+ 10%

BuicTynaommas
gacTh**
(npoexums/npoduan),
MM, AOIYCTHMO®
orkaoHenne £ 10 %
Projection with
tolerance, mm + 10 %

Macca,
JONYCTHMOE

oOTKIOHEHHE %

3% / Mass, g,

with tolerances

+3%

LIS

CHIHKOHOBBIM
reteM 333 -
CPG 333 Gel
Breast Implant
Cohesive I,
oOBéM 545 Mn

334-1354

CPG Gel Breast
Implant 333 - CPG
333 Gel Breast
Implant Cohesive
5[], volume 610 mi

Hmnnadrtat
MONOYHOMN
xkenesst CPG
2HATOMHYECKOIl
dopmsl c
CHAHKOHOBBIM
reiem 333 -
CPG 333 Gel
Breast Implant
Cohesive 11,
obniM 610 Mn

610

135

i41

67

629.5

334-1404

CPG Gel Breast
Implant 333 - CPG
333 Gel Breast
Implant Cohesive
111, volume 680 ml

Hmanadrar
MOTOMHOH
wenewt CPG
AHATOMUYECKOH
dopmel C
CHNBKOHOBHM
reneM 333 -
CPG 333 @Gel
Breast Implant
Cohesive Il
obbéM 680 Ma

680

140

146

69

702,0

334-1454

CPG Gel Breast
{mplant 333 - CPG
333 Gel Breast

Hmnnanrar
MOAOUHOIR
xenesst CPG

755

145

151

71

775,0
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Obnem*, Ma, | ISupuua*®, mM, | BoicoTa**, MM, | Buctynanomas Mac r
AOTYyCTHMOE DOMYCTHMOR AOMYCTHMOE qacTh** 2 ?
Homep no OTKAOHEHHE + | orkaonenne £+ 10 | oriionenne * | (npoekuns/npoduas), .uonyoe &
xaranory / Description Onncanne 2,5% % 10% MM, AOIyCTHMOS ;;m?e
Catalog namber Volume, mi, with | Width, mm, with | Height,  mm, | orcaosenne 10 % |~ m,ﬂ:’l"cf;
tolerance £2,5% tolerance, + 10% | with tolerance, | Projection with +3%
£10% tolerance, mm # 10 % ’
Implamt  Cohesive | anaroMudeckodi
I, volume 755 ml | dopmmt c
CHJIRKOHOBLIM
rexem 333 -
CPG 333 Gel
Breast Implant
Cohesive 1IN,
obbéM 755 ma

implant volume with a tolerance of + 2.5 %.

**Cocaacio cmandapmy ISO 14607 ne 3a10M0€H0 CManoapmioe OnioneNue @ 200aPUMKEX PASMEPAX HMRIGRMAMA, YKASAHO CIIGHOGDIMHOE OMXAOKENYE 2aDapumHEX

*Cocaacro cmandapmy 1SQ 14607 npouseooumens xoumpomupyem obves UMRIGHMAMA ¢ OORYCmitses omxaonenuen + 2,5%. / According to ISO 14607, the manufacturer controls the

usrmanmama cozaacro FOCT 31619 — 2012./ According fo the ISO 14607 standard there is no siandard deviation in the overall dimensions of the implant, the standard deviation of the
overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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NEPEYEHDb U OITMCAHHE MATEPHAJIOB U3I'OTOBJIEHHS

LIST AND DESCRIPTION OF MD MATERIALS

MU
Marepusan MH Material of MD

Haumenosanme mapka/ obumas ¢gopmyas Name Trade / Common Name

Qbornonka Oann Gappepumtit cnoft nonnawpennncunoxcana MEDI1-6609 | Shell One barrier layer of polydiphenylsiloxane MED1-6609 (Manufacturer:
(npounzsoanrtens: Nusil Technology Europe), nomenteHnsrii Mexay Nusil Technology Europe) imbedded between two layers of
ABYMSR CHOAMHA BOIHWAHMETHICHIOKCAHA MED-6649 Polydimethylsifoxane MED-6649 (Manufacturer: Nusil Technology
(nponseoauvens: Nusil Technology LLC) LLC) ’

Hanonuurens UyscTeuTenbHas renesad cHctema Medical Implant Grade | Filling Medical Implant Grade responsive gel system (Cohesive {11l MED3-6309-
{Cohesive HI MED3-6309-1 (Ilponssoaurens: Nusil Technology 1 (Manufacturer: Nusil Technology Eurape))
Europe))

TekcrypupoBasue | Dnactomep BEICOKOH  CcTeneHst  koMcucTenuws MED-4735 | Texturing High consistency elastomer MED-4735 (Manufecturer: Nusil Technology
(TTpouseonuvens: Nusil Tectmology Europe) Euwrope)

Haknaaxa Oaun Gapsepuuiit cuoil  nonsaudenuncnnoxcana MEDI-6609 | Patch One barrier layer of Polydiphenylsiloxane MED1-6609 (Manufacturer:
{npouzeonurenst: Nusil Technology Europe), nometiennsiti mexay Nusil Technology Europe) imbedded between two layers of
HBYMA COAMH NOAUAHMETHIICHAOKCAHA MED-6649 Polydimethylsiloxane MED-6649 (Manufacturer: Nusil Technology
{npowzsoanrenb: Nusil Technology LLC) B coverannm ¢ LLC) in combination with high consistency elastomer MED-4735
WIACTOMEPOM  BHICOKOH  CTeneHn  KoWcheTenuu MED-4735 (Manufacturer: Nusil Technology Europe)
{npounzsoauTens: Nusil Technology Europe)

Hncumipuxauron | DnacroMep amicoxoll  cremeHu  KoHCHCTeHUMA MED-4750 | Identification mark | High consistenscy elastomer MED-4750 (Manufacturer: Nusil

Has MeTKA (Tpouseoaurens: Nusil Technelogy LLC) {Laser Button) Technology LLC)

{Jlazepnas

MAPKHPOBKA)

Opuenraunonnnie | Inacromep  Buicoxodl  crenenn  koucHereBumn MED 4750 | Orientation Marks | High comsistenscy elastomer MED-4750 (Manufacturer: Nusil

METKH (JIpowssoaurens: Nusil Technology LL.C) Technology LLC)

[oxpeiThe Aucnepcuonnoe nokpbitie DOWSIL™ 92-009 (ITpoussonsrens: | Dipcoat . Dispersion Coating 92-009 (Manufacturer: The Dow Chemical Company)

The Dow Chemical Company)

TNoctoanuutit (> 30 aueit), KOHTAKT ¢ MATKHMM TKARAMY.

Medical device contact type:Lond-Term {(>30 days) Tissue.

JAAHHBIE O MAPKHPOBKE MH H EI'O YIIAKOBKE
Onpenenenns 0603navennii, YKa3aHHLIX HA MAPKHPOBKE

DATA ABOUT LABELING OF MD AND ITS PACKAGING
Definitions of symbols used on the label

180 cc O6ném 180 mMa (B COOTRETCTBHM C BapHAHTOM 180 cc Volume 180 m! (according to version)
HCTIONHEHHS )
Kopa maptau Batch code

LOT LOT
Cepuiinuiii Homep Serial number

N ]
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Htenhi™ H

[arta nsrotosneHus

Mcnonb3oBaTb A0

Homep no Katanory

Cogep>uT 1wr.

LLI MPpnHa, BbICOTa, NPOeEKLNA

CTepuimsaums napom WM CyXmum TernsioM

EBponelickoe cOOTBETCTBME

3HaK OLEHKWN COOTBETCTBUSA BennkobputaHuum,

MPT-6e30nacHbl

QR-kopg

L Tpux- Koa
[BoiiHble 6apbepHbIe CUCTEMBI AN CTEpPUIN3aLmmn

3anpert Ha NOBTOPHOE NPUMeHeHNe
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CeE
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MR

Date of Manufacture

Use before

Catalogue number

Quantity One

Width. Height, Projection

Sterilized using steam or dry heat

European compliance

UK Conformity Assessment mark.

MR Safe

QR-code

Bar-Code
Double Sterile barrier system

Do not reuse
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Maxket Mapxkaposkn MH na pyccxkom s3nike

Kog npoayxra:| ]

MMNASHTET MONOUHON ENe3bl CPG SHITOMMUECKON Mec

HOPMBI C CHANKOHOBDIM FEABM ot
HaumeHoBaNKe BapHaNTa HCTIONHEHR z:;

obvem: L3 mn we-

O6nacTe NpuMeHeHMA: XMpyprun ®aaa

Hasssuerte: MeAnUMHCKOE HARRNKE NPEONASHAUEHD ARA|
YBEAWMCHRA MAN DEKOHCTRYKUMM MONOUMHOR HRNES0I.
PerncTpaLuonHoe yaoctosepenme: P3H YOOX/000 or
AKX .
Nponsaogrress: Mewvop Meauran Cncremc 6.8, (Mentor
Medical Systems B.V.}, Zemikedreef 2, 2333 CL Leiden, The
Netherlands, Huaepaanas

YNOAHOMOURHHDIA NPGACTAEHTEND NPOMBBOANTEAR, Aapec:
«AncotHcon & fncHooHs, 121614, Poccwn, r.MOCKSa, [
yn.Kpoinarckan, 8,17, kopn.2, Ten: +7(495)5807777
Mopent: CT. Ha ynaKopxe
BoicoTa: CM. Ha yRaKoaxe
tLiupriHa: O, 2 YNaXoBke

BoiCTynaitian $acTb/npoeruin (Apoduas): cm. Ha ynakosxe
DOpMaZ CM. H3 YNaKosKe.

Marepuan o60aouKK: nonuasdeHmAcHAOKCH MED1-6609,
AOAHANMETHACKAOKCEH MED-6649.
Hanoanureas: Medical implant Grade (Cohesive Hi) MED3-6309-1.
TpaHCNOPTHPORKS NPK TeMNEPITYPE OF -20 °C Ao +50°C.
OTHOOHTENDHEA BABIKHOCTL He Gonee 75%. Armocheproe
AssneHiwe 700-1060 rfla.

XpanuTe Npu remnepatype of +10°C ao +25°C.
OTHOCHTNHAEA BABIKHOCTY He Gonee 75%.
Arvocheproe nasaerme 700-1060 rfa.

HETOKCHMHO BHYTPM.

Layout of MD labeling in Russian

Product code: | J
CPG anatomically shaped breast implant with silicone gel

Name of design varlant

Volume: |_|ml

Area of usage: Surgery

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

Registration certificate: RZN XXXX/XXXX or

XXX

Manufacturer: Mentor Medical Systems B.V.,,

REFT°EE

Zernlkedreef 2, 2333 CL Lelden, The Netheriands

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

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

Model: see on the package

Helght: see packaging

Width: see packaging

Projection: see packaging

Shape: see on the package

Shell: polydiphenylsiloxane MED1-6609,

polydimethylsiloxane MED-6649

Filling: Medical Implant Grade (Cohesive ilf) MED3-6309-1.
Transport at temperature from -20 °C to +50°C. Relative humidity
not more 75%. Barometric pressure 700-1060 hPA.

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

Relative humidity not more 75%.

Barometric pressure 700-1060 hPA.

Non-toxic inside

Mass: :}r
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Cpox cay:x0bl H XpaHeHHS H3JeTHR

Jlanubpie M3JENHY NOCTaBNANOTCA B CTEPHIBHON YNaKoBKE, CO3AaloMIHii
cTepunbHbiii Oapbep. [apaHTUpOBAHHLIA CPOK XpPAaHEHHA B CTEPHIbHOM
ynakoBke: 5 ner ¢ MomeHTa cTepuausaunM. OxugaeMelii cpeaHHi cpok
cnyxObnt He MeHee 10 ner. VkasamHblii cpok cmyxbm He 4gBmaercs
T4PaHTHHHbIM. [apauTtuiinbe obs3aTenscTea PErYINUPYIOTCH
COOTBETCTBYIOLMM Pa3fienoM aAaHHOro JokymenTa. MNoapobuee cM. pasnen
«[peaynpexxaAcHHAY.

Device service life and storage

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

PopMa NOCTABKH

H3genns nocTaBmmorTca 8 CTEPHABHOM BUJAE BMECTE C PYCCKOS3BIMHON
WHCTpYKIWeH, HACHTHPUKAUMOHHON KapTO# MalWEHTa ¢ HHCTpYKuKeH no
3aN0NHEHHIO, CTHKEPOM NaLHEHTA.

YnakoBka conepxur | usaenue.

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

IMEPEYEHb MATEPHAJIOB XHBOTHOIO H
YENOBEYECKOI'O [IPOHCXO0XAEHHA

KOMMOHEHTE! H MATEPHANLI, HCNIONL3YEMBIE IS IPOU3BOACTBA H3ACAHS, HE
cojepxar ¢ranaros. Kpome Toro, MMMIaHTAT HE CONCPKMT NaTekc, He
KOHTAKTHPYET C JIaTEKC-COAEPNKAIUMMM  W3ACHHAMH B  TNpouecce
MPOHIBOACTEA H NPOH3BOAWTCA &3 MCNONb30BaHMA TKaHeH XMBOTHOMO

(UJiH)

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

The device is not manufactured wusing 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.

NPOUCXOKACHHA.
HHPOPMALIAA 4 NPOBEAEHHBIX HCIIBITAHUSAX,

TIPOTOKOJIAX HCNBITAHHN, AHAJM3E I[IOJYYEHHBIX
JAHHBX

Hagenus BhepXand MHCOBTAHMA N0 BepHHKAUMM ¥  BATHAALMHK
YAOBIETBOPAIOT TPEOOBAHNAM CNEAYIOIKX CTAHAAPTOB:

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:

INpumensemuiii Applied -
PR Ongrcanue Standard Description

EN ISO 13485 Hanenus meanumHckde. Cucrembl MEHEAXKMEHTA EN ISO 13485 Mcdlf:al device - Quality management system -
Kayecrsa, Tpebosauns Ana uesneil perynIupoBaHns Requirements for regulatory purposes

EN ISO 14971 Hanenua Mepuumnckue. TlpumeHeHue MeHEAKMEHTa EN ISO 14971 Med.lcal de:nces - Application of risk management to
PUCKA K MEAMLIHHCKHM H3ICTHAM medical devices
Nanenus MENMLHHCKHE. IMpoextuposakue . e o - S

EN 62366 MEAHUMHCKMX Waneanii ¢ yueTom akcrutyaranorHoi | EN 62366 Med]cal de\fices Application of usability engineering to

medical devices

NPHIORHOCTH
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Hpumensaempid Applied _n
CTORIRDT Onucanue Standard Description
HHCTpYMEHTBI.  MCNONBL3YEMBIE  COBMECTHO € . . I . .
EN ISO 16061 HEaKTHBHLIMH  XHMpypriveckHMH  HMnaantatamu. | EN ISO 16061 Instrumentation for use in ssociatton with non-active
surgical implants - General requirements
Ob6mue TpeboBanus

EN ISO 15223-1

U3nenua meantntckue, CUMBOADL, MPHMEHSEMbIE HpU
MaPKHPOBAHHH Ha MEJHUIMHCKMX W3ACNUIX, ITHKETKAX
H B CONPOBOAMTENbHON AOKyMenTaumu. Yacre 1.
OcHoBHBEIE TpeOOBaHUA

EN iSO 15223-]

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

Hsnenuna MEANLIHHCKHE, Hndopmanus,

EN 104 EN 1041 Information supplied by the manufacturer of medical devices
NpeOCTaBAIEMan HITOTOBHTENEM
EN IS0 14630 “Mg”:aum XupypriiccKue Heaxtugibie. OGuine EN ISO 14630 | Non-active surgical implants. General requirements
EN ISO 14607 HUmnnranraTol XHPYPTHHECKHE HEAKTHBHBIE. | b\ 16y 14607 Non:actwe surgical implants. Mammary implants. Particular
Hmrmnanrarel MonoyHeIX xenes. Yacrune tpebopanuna requirements
Ammnantathl AN% XHPYpPrHH.  DnacTOMeEpH! ) - -
1SO 14949 CHNKKOHOBLIC [IBYXKOMIIOHEHTHbIE, NofyyeHHbie npu | 1ISO 14949 LnI;E::nmt;sfor surgery. Two-part addition-cure silicone
OTBEPXKACHHH B Pe3YJILTATE PpeaKiliy IPHCOCAHHEHUS
Wanenna meamumnckue. OueHka OMonoruyeckoro _r : . . "
Biological evaluation of medical devices - Part 1: Evaluation
EN ISO 10993-1 | aeficteua MeauumHckux naaenuit. Yacms 1. Ouernxa u | EN ISO 10993-1 and testing within a risk management process
MCCHCROBAHHA
Hanenns wmeauumtckue. OueHxa OHONOrHUYECKOTO . . < ro . . .
< : Medical devices. Biological evaluation of medical devices.
EN ISO 10993-2 | peiictBua  MeaHumHcknx  w3genuit.  Yacre 2. | EN ISO 10993-2 Part 2. Animal welfare requirements
TpeGoBaHHA X 00paUCHHIO € XKHBOTHHIMH
Haneama wmexmupnckue. Ouenka Ouosorusecxoro
AeCTBHA  MEAMUMHCKMX  u3nennit. Yacts 3. Medical devices. Biological evaluation of medical devices.
EN ISO 10993-3 | HccneaoBanys reHOTOKCHMHOCTH, kaHueporenHocTn M | EN ISO 10993-3 | Part 3. Tests for genotoxicity. carcinogenicity and
TOKCHYCCKOIO  JACHCTBMA Ha  PENpPOAYKTHBHYIO reproductive toxicity
Pyuxumo
Hapenns wmeaunmHckne. OueHka OHONOrHuecKoro c . . . C .
ENISO 10993-5 | meiicteus  megwumncknx  w3geawit. Yacts 5. | EN ISO 10993-5 Biological evaluation of medical devices - Part 3: Tests for

HccaenoBaHus HA IMTOTOKCHYHOCTB: METOAR in Vitro

in vitro cytotoxicity

ENISO 10993-6

Uspenus meauumuckue. Ouenxa Ouosoruueckoro
JeWcTBMA  MeAMUHMHCKHX  wsgenmif. Yacte 6.

EN ISO 10993-6

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

cTanaapr Onncanne Standard Description
HUccnenosanus MECTHOro neicTBns nocne
MMIIAHTAUWH
Usgenns meanunHckue. OueHka OGuonoruyeckoro
ACHCTBUA MEAMUMHCKHUX n3aenuii. Yactb 9. OcHoBHble Medical devices. Biological evaluation of medical devices.
ENISO 10993-9 | npunuunsi  uaeHTHdUKauuu H  kosimdectBeHHoro | EN ISO 10993-9 | Part 9. Framework for identification and quantification of
onpejaeneHns NOTEHUHANbHbIX NpPOAyKTOB potential degradation products
ACCTPYKUMH

Hznenus meanunHckue. OueHka OuosiorMuyeckoro
AeHCTBHA  meauunHckux  usgenwii.  Yacte  10. | EN ISO 10993- | Biological evaluation of medical devices - Part 10: Tests for
HccnenoBanus pa3apaxatoiero ull0 irritation and skin sensitization
CEHCUOUIM3UPYIOLLErO ACHCTBHS
EN ISO 1099311 ”3.{1 CIHA  MEALMHCKKE. OlehKa ? HOMOTHHECKOTO | EN 1SO 10993- Biological evaluation of medical devices - Part 11: Tests for
b - NCHCTBMA  MEAHMUMHCKUX  H3genui. Yacte 1. . . .
. 11 systemic toxicity

HUccneaoBanns o6IETOKCHYECKOTO JCHCTBHS
HM3nenus meanumtckue. Ouenka 6uonoruyeckoro
EN ISO 10993-12 | aeciicTBua  Meauumuckux  usaenwid.  Yacts  12.
[Mpurorosnexnne npod U KOHTPOIbHbIE 0Opa3LLbl
Uspenus meanuuuckue. Ouenka 6nonornuyeckoro
NCHCTBMA  MEAMLMHCKMX  usaenuit. Yacte 13, EN 1SO 10993- Medical devices. Biological evaluation of medical devices.
EN ISO 10993-13 | UaeHTudHKaUMS H KONHUYECTBEHHOE OMNpEACICHHE 1‘3 Part 13. Identification and quantification of degradation
NPOAYKTOB JECTPYKLUUH NOJMMEPHBIX MEAHLIMHCKHX products from polymeric medical devices

I u3aenuni
:

EN 1SO 10993-10

EN 1SO 10993- | Biological evaluation of medical devices - Part 12: Sample
12 preparation and reference materials

HUisnenna meauunuckue. Ouenka OMOAOrHYECKOro
acicTBus  MeauuuHckux  u3denmit.  Yacts 16. [ EN ISO 10993-
MoaenupoBalne ¥ Hccle0BaHHE TOKCUKOKMHETHKH | 16
NPOJIYKTOB AErpaJaliH H BbIMbIBAHHA
HU3nenns Meauuuuckue. OueHka Ouvonoruyeckoro
JeHCTBHS  MeaHUMHckMX wu3nenuii. Yacte 17. [ EN ISO 10993-
YctaHoBaeHue NOporoBbIX 3HAYCHHUMA ana | 17
BbIMbIBAEMBIX BELLECTB
HUianenus wmeauumuckue. Ouerika OHoNornueckoro . . . . . .

A Autt " - EN ISO 10993- | Biological evaluation of medical devices - Part 18: Chemical
EN ISO 10993-18 | actictBus  MeaMUHMHCKHX  u3aeauit.  Yacts 18 . .

. 18 characterization of materials

Hccneposanue XMMHYECKHX CBOMCTB MaTepUaioB

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

EN ISO 10993-16

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

EN ISO 10993-17

8l
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Hpumensembiii Applied <.
CTAHASDT Onncanne Standard Description
HU3neaua wmeaunuuckue. Ouenka Ouonoruveckoro
AcHcTBAS  MEAMUMHCKAX  w3aemmii.  Yacte 19, EN ISO 10993- Medical devices. Biological evaluation of medical devices.
EN 1SO 10993-19 | Hccnenosanus (PH3HKO-XUMHYECKHX, 19 Part 19. Physico-chemical, morphological and topographical
MOp(OAOTHYECKHX M TONOFpadHYecKuX cCBo#cTE characterization of materials
MaTCPHATIOB
Hanenua meguuuickue. OuenHka Ouonoruveckoro . " T . . .
Medical devices. Biological evaluation of medical devices.
EN ISO 10993-20 ﬁ;““m‘:u “”‘":"“""”;m';‘:e""“' m:’::;;mz& P 150 10993+ part 20. Principles and methods for immunotoxicology
MMMYHOTOKCHYHOCTY MEULIMHCKHX M3AenuH testing of medical devices
Crepunusauus MeauuuHcKoil npoaykuuu. [opauuii e . . .
Sterilization of medical devices. Dry heat. Requirements for
EN ISO 20857 ﬁm}‘“""i‘:’?’*";w“ *’:"’a?cc'a‘“” :;f‘"ﬁ:;" " | EN1SO 20857 | development, validation and routine control of a sterilization
Me .nyu mz KX usnT:u i pou P ad pracess for medical devices
C:epum:{ia;r:l Tlen:;l::zkzé?:zl;ﬁ-.: peﬁ::::::z:c Sterilization of medical devices. Requirements for medical
EN 556-1 wb“"l T eﬁ;‘:m i P MM“PM pume [ EN5S6-1 devices 1o be designated "sterile". Part 1. Requirements for
nonnczxa-lnu 3 PA— cmpinl:l“;unu a > terminally sterilized medical devices
¥nakoeka. TpeGoranua x npumenenmo Esponeiickux . .
Packaging - Requirements for the use of European Standards
EN 13427 g;:r;,;:;;;ms B obnacTw ynakoBkM M ynakosousbix | EN 13427 in the field of packaging s packnging waste
i::ﬁﬁzﬁmée;:ﬁ:i:::mqﬁ::ﬂr ﬁ:rnonnne:;a"u;u: Packaging for terminally sterilized medica] devices. Part 1.
EN ISO 11607-1 waTeps Gaphepruim cl;creuam .Il.l;a c‘rel ——— EN ISO 11607-1 | Requirements for materials, sterile barrier systems and
K YNAKOBOYHBIM CHCTEMaM packaging systems
I::zrgﬁmcie::ﬁzﬁ:::“z::im; ﬁ:l‘::g::;aﬂn; Packaging for terminally sterilized medical devices. Part 2.
EN ISO 11607-2 SANMIAIAN POLIECCOB cbop;mpoaauu;l METH3ALMR EN ISO 11607-2 | Validation requirements for forming, sealing and assembly
# cBopku P processes
YucThiE FOMEIUCHMA W CBA3AHHEE C  HHMH . .
EN ISO 14644-1 | kouTponnpyemsie cpeanl. Yacts 1. Knaccndukauma | EN I1SO 14644-1 Clean rooms and associated controlled envitonments. Part 1.

YHCTOTHI BO3AYXA 110 KOBLCHTPAIWK YACTHLL

Classification of air cleanliness by particle concentration
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Iprmensemblii Applied e
CTALRADT Onucanne Standard Description
::CT"“;H “:::I!:ZH'::“ '-pllacris':‘g ;:Hue ﬁfm H":;:: Cleanrooms and associated controlled environments. Part 2.
EN ISO 14644-2 | KOHTPOTHRY PCIbl. =- 1 EKYUIHH KOHTPOIIb | 1\ 150y 14644-2 | Monitoring to provide evidence of cleanroom performance

ANA  TNOATBEPKACHHA MOCTOAHHOTO COOTBETCTBUA
YHCTOTHI BOIAYXA 10 KOHUCHTPALMH YacTHU

related to air cleanliness by particle concentration

YUnucrbie MNOMEILEHHA U CBs3aHHbBle ¢ HHMHU

EN ISO 14644-5
KOHTpONHpYyeMble cpeabl. Yacts 5. Drcnnyarauus

Cleanrooms and associated controlled environments.Part 5:

EN ISO 14644-5 .
Operations

EN ISO 14155 Knunuveckue UCCIIEJOBARKA. Hannexanias
KAMHHYECKas NPaKTHKA

EN ISO 14155 | Clinical investigations. Good clinical practice

TPEBOBAHHUSA BE30OHNACHOCTH H 39®EKTHBHOCTH MU

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Hpeaynpexaenns

B 0643aHHOCTH Xupypra BXOZHMT (M komnaHua Mentor pacCYHTHIBAET Ha
cobnoieHHe XUpYproM aaxHoro TpeGosaHus) cooOwath naumexty 060
BCEX [MOTEHUMANBHBIX PHCKAX M OCAOKHEHMSX, CBA3BAHHHX <
NPEANOKEHHON XUPYPIHUECKONH NPOUEAYPOH H UMIIAHTATOM, BRITIOYAS MX
CPAaBHEHHE C PHCKAMH M OCNOXHEHHAMH ANbTEPHATUBHBIX BApPHAHTOB
aevenud. [launeHT nomwked OMTH NOCTABNEH B H3BECTHOCTH, YTO IPYAHbLIE
NPOTE3b] HENb3A PaCCMATPHBATE KAK NOXKH3IHCHHBIS HMIIAHTATDI.

o [Tpn  WUCNOJIL30BAHKHM  XUPYPrHYECKHX  HHCTPYMEHTOB  ClEAyeT
co0N0AaTh OCTOPOKHOCTD, 4TOOH He MoBpeaWTs WMIIAHTAT. Ioaobumiit
KOHTAKT MOXET CTaTb MPHYHHON MOMEHTANLHONO WM OTCPOYEHHOIO
paspeiBa 060104KH UMNNaKTaTa. [1peasapurensHoe HanoxeHue raybokux
IIBOB NO3BOsIAET W30ekaTh CAYYaHONO KOHTAKTa ¢ HFAOH AN WOBHOTO
MaTepHana K, COOTBETCTBEHHO, MOBPEXACHHUA HMNNAHTATA,

e JlauHoe wM3aeNHEe NPEAHASHAYEHO TONBKO JJIA  OXHOPa30BOrO
npumenenus. [Ipu npoBeAeHMH AOCREAYIOWMX NpoUeayp (Hanpumep.
OTKPLITaA KancyJIOTOMHUA. KOPPEKLIHA KAPMaHa i IPYHOr0 HMILIAHTATA
U T. /1.) BO3HHKAET PHCK NOBPEXKACHUA HMILIAHTATA H 3aHECEHHUA HHOEKUMH.
Pewenue 0 HEOOXOAHMOCTH YCTAHOBKU HOBOTO HMILJIAHTATA NPHHUMAETCS
neyamwmM BpadoM. lNospexaeHHb i HMNIAHTAT NOAACKHT YAICHHIO.

o CANMKOHOBLIH renb MOXET NPOTEKaTs («NPOCAYHBATHECAN) 4epes
OAYNPOHHLUAEMYI? HAPYXKHYIO CHAMKOHOBYIO O0ONOUKY B KapMaH H
pUNEralolIne TKAHM MOJOUHOMN keaespl. HM3becTHBl Takke cayuau
MUFPaLMKH rens B Kanuwuisphble cocyabl. [locneacTeua AIHTENABHOTO

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 altemative procedures. Patients should be advised that
breast implants should not be considered lifetime implants.

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

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

e Silicone gel can leak or “bleed” through the semipermeable outer silicone
envelope into the capsule and adjacent breast tissue. Migration into capillaries
has also been reported. The longterm effects of such “bleed” are unknown.
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BO3AeHCTBHA TAKOro «MpoCaYHBaHUA» HewsBecTHul. [lpeanonaraembte
NAUMERTH AOJHKHE! OCO3HABATH TAKYHO MOTEHUHATBHYIO BOZMOKHOCTD (CM.
«[oGounsie 3dexTnl ¥ HexenaTeNbHbIC ABICHUA).

¢ B opdy MONOUHYIO KeJi€3y YCTAHABIHBACTCA TONLKO OJUH HMILIAHTAT.
Komnanus Mentor He peXOMEHAYET PaIMeIiaTh HECKOBKO UMNAAHTATOR
OOMH RNOBepx Ipyroro. McenbiTaHug MMNAAHTATOB B TAKHX YCNOBUAX
NpUMEHEHHA He NPOBOAMMHCH, YTO HE NO3BONAECT [APAHTHPOBATL HX
LEJIOCTHOCTD B CBA3M C BOSMOXHBLIM HCTHPAHHEM H H3HOCOM MaTE€pHaIOB.
Mono6GHble upe3MepHBIC HArPY3KH MOryT MPHBECKM K ocnabaeHuio Hau
Pa3puIBy NPOTE308B,

o 3anpeiraeTcs YCTAHOBKA M BOCCTAHOB/ACHHC MOBPEXACHHHIX HIH
BHIOM3MEHEHHBIX MMIIAHTATOB,

o Hcnuitanua Ha BO32eHCTBHE NMPH KOHTAKTE JNEKAPCTBEHHLIX CPEACTB
(HanpymMep, aHTHOMOTHKOB ¥ CTEPOH/IOS) € MPOTE30M NPOKH3BOAUTENEM HE
NPOBOAWIMCH, TOITOMY  COBMECTHOE  HX  HCNONLIOBAHHE  He
pexoMeHayeTca. XHPYPr, NPHHAMAIOUIHH pPCLICHHE © HAZHAYCHHUH
XHMHOTEPANEBTHYECKHX NEKAPCTBEHHEIX CPEACTB MALUHEHTAM C AaHHLIM
npoTe3oM, o0f3aH yGEeAMTbCA B MX COBMECTHMOCTH ¢ CHIMKOHOBBIM
3NaCTOMEPOM.

e 3anpeinaeTcA BBOAMTL WMAH  J€JaTh  HHBEKUWM  KaKux-anbo
JIEKAPCTBEHHHMX WM JAPYrHX BELIECTE B MMMNAHTAT. BhinonxeHue
HHbEKUMIA uepe3 000A0MKY HMIUNAHTATA [(PHBOAUT K HAPYUWICHHIO
HENOCTHOCTH M3ACAKA.

e Ecin 1pebyerca oOpaborka oOnacTu pa3MELICHKA HMILNAHTATA
PAcTBOPOM NOsKA0H-HoAa, 0OpaboTanHas MOBEPXHOCTL N0XKA JIA NpoTe3a
AOAJIEXHUT TIATENbHOMY NPOMBIBAHUIO PUZHONOMHYECKMM PAcCTBOPOM 10
NOAHOTO YAANEHHS OCTATKOB pacTBopa.

o [Ipu npoBeaeHHH NPEAOCNEPALMOHHOI OUCHKH (HOPMEI, pasMepa U oXKa
ANA MMANaHTaTa HeoOXOAMMO YYHTHIBATL NONPEBKH HA JIOCTATOYMHOS
NOKPWTHE MMIIAHTATE MATKUMM  TKAHAMH  MOJIOYHOH  XKENE3bi,
HeobxoamuMo Takke YUHTHIBATH BCE BHIL HArpy3oKk (2asacHue, cuna,
HATAKEHHE H T. M.), KOTOPLIM 0OABEPracTCa BLIOPaHHOE MECTO YCTAHOBKH
MMIUIaHTaTa.

o [lonaganue HHOPOAHEIX TER B OPraHHIM MOKET NPHBECTH K Pa3BHTUIO
CEMNCHCA, KPOBOTEHEHHIO MITH TPoMbo3y.

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.

e 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.

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

o 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.

o Sepsis. hemorrhage or thrombosis may result from the placement of any
foreign object in the body.
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¢ H3pecTHH Ciiyuan PasBUTHS y NALMEHTOB ¢ MPYAHBIMH UMMAAHTATAMH
HEKpO3a TKaHell, WIBAZBNECHUS KOXKHBLIX TNOKPOBOB M OSKCTPY3HH
MUMONGHTATA MO BO3ACHCTBMEM MUKpOBONHOBOH auatepmun. He
PEKOMEHAYETCA HA3HAYATL AAHHOE NCYCHHE [MALMCHTAM C IPYAHBIMH
UMILIAHTATaMH.

o TlaumeHTsl AOMKHL OHUMATH, YTO 0038 YPEIMEPHAA HArpy3Ka MW
TpaBMa MOJI0MHOM KEAE3b MOXKET NPHBECTH K PA3PHIBY NPOTE3a.

e Komnanna Mentor HacTOATENRHO HE PEKOMEHAYET DNPHMEHATD
HHTEHCHBHBIE BHELIHWE HArPY3KH (HanmpuMep, 3aKpHITas KasiCyJOTOMHS)
AN NeveHHs KAnCyASpHOH KOHTPaKTYPH M HEe HECET OTBETCTBEHHOCTH 32
LEJOCTHOCTh HMILIAHTATA B Cyyae BbiGopa XHPYproM AaHHOH MpoLEeAypbl.
TIpHMEHEHHE 3TOM TEXHUKH MOXET BRI3BIBATD PAX OCHOKHEHHIE: reMaToMy,
CMEIUCHUE HWMDNAHTaTa WHIM paspeiB  ofonouku. Xupypr obszan
co00IMKUTL NauHeHTy 000 BCEX ITUX NOTCHUMANLHBIX OCHOXKHEHHAX M
ANLTEPHATHBHBIX METOAAX NeueHus. [TonoGHbie upeaMepHbIe HAarpy3KH HIH
TPaBMAa MOJIOYHOH KENe3hl H NPOTe3a MOTYT NPUBECTH K PaspbiBy NpoOTE3a.
¢ Komnauus Mentor He nccneaosana Bo3feHCTBHE Ny4eBoi Tepanny Ha
TKaHH TIAUHCHTOB ¢ MMIUIAHTATAMH MOJIOYHBIX XKeJae3d in vivo, ofHakKo
ONYGAHKOBAHHBIC JAHHHE CRUACTENLCTBYIOT O BOIMOXHOM NOBBLILICHHH
BEPOATHOCTH KancynapHO#M KOHTpaKTYphl ocse ay4eBoii Tepanun. Kpome
TOr0, B JMTEpaType ONYONHKOBaHb  ChaeAyiolue  Habmoaenns
OTHOCHMTENBHO BIMAHUA JIyMeROH TEpanuH HA WMINAHTATH MOJOMHBIX
Xenes: «(a) ecan MONOYHAR Kelle3a ¢ UMILIaHTaToM Oplia cBofoaHa OF
$ubposHEIX H3MEHEeHWH, nyveBas Tepanus JaBaia NpHEMAEMbie
pesynetath; (b) ecam 310 Ghio ocymecTBuMo, A03a 45 I'p/5 meaens
NPeACTABASNACH NPEANOUTHTENbREE fonee BRICOKMX 103; (C) MpH Hayane
00MyUEeHHA HEMEANIEHHO FIOCTE PEKOHCTPYKTHBHOM ONEpalMi OTMEYATHCH
Xy[IIHE KOCMETUYECKHE pe3ynbTathly. PemieHne o Hauane nyuepoi
TEpanuy 10C/e YCTAHOBKH HMIUIAHTATA MONOYHOW JKENe3kl AOJDKHO
NPHHAMATECH XUPYPTOM H  OHKONOTOM-CNIELHANHCTOM MO JIyuesoH
Tepanuu.

o [Mepuymbunukanstbiii JOCTYN ANA YCTaHOBKM HMILTAHTaTa He Obin
YTBEpXKICH H HE PEKOMEH/YEeTCA ANA NPUMEHEHHA.

¢ 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.

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

o 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.

» Mentor has not tested the in vivo effects of radiation therapy on tissues of
patients who have breast implants; however, the literature suggests that radiation
therapy may increase the likelihood of experiencing capsular contracture. In
addition, the literature notes the following about the effects of radiation therapy
on implanted breasts: “(a) when the implanted breast was free of fibrotic
changes. radiotherapy produced acceptable results, (b) whenever feasible, 45
Gy/5 weeks seemed preferable over higher doses. {(c) irradiation immediately
afier 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.
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¢ [TpoBoanTCA TIMATENbHLIH FEMOCTAS AN14 NPEAYNPEKNCHHA 0OpasoBaHm
nocneonepauuoHHoi remarombl. Ecan  obuasHoe kpoBoTeuenwe we
NPEKPaWAeTCA, PEXOMEHIYETCA OTNOKHTL YCTEHOBKY HMMANAHTATa AO
OCTAHOBKH KPOBOTEYCHHA.

® ACNHpaLMOHHYIO TEpanmio A3 YAAJICHHA NeMaTOMBl HAH CKOIUIEHHA
CEPO3HOH KMAKOCTH BOKPYr MMIUIAHTATa. a Tarke OWONMCHIO WM
RAMIIIKTOMMIO NPOBOJAT € OCTOPOKHOCTHIO BO U30ekanHe NOBPEKACHUA
HMIJIAHTATa. DTH NpOUEAYPHl NPEACTABIAIOT IOTCHUMANbHBIH PUCK
MPOKANLIBAHWA HMIIIAHTATA.

* YCTaHOBNEHO, YTO YaCTOTa CIYHAEB IKCTPY3UH NPOTE3a BO3PACTAET NPH
€0 YCTAHOBKE B TpaBMHpoBaHHLICE o0nacTn -  oboNOKEHHBIC,
NoABeprivecs BHICOKOH A03¢ 00nyueHua 1 3apyduLeBaBlIMecs TKAHH, 30HbL
NEPEAOMOB  KOCTEH MAH 30HB XMPYPIHHUECKHMX BMCIIATENLCTB €
UCCEUCHHEM 3HAYUTENBLHBIX 0OBEMOB TKAHH,

¢ Boxpyr noGore HMILIaRTaTa, pA3MEHICHHOTO B MATKMX TKaHAX, MOXKET
BO3HUKHYTH upe3MepHoe ¢(uOposHoe KancynspHoe oOpasoraHwe HiM
KOHTpaKTypa. YacToTa M TbkecTe NOAOGHOrO OCAOXHEHWMA BO3PACTAIOT,
ecH B NOCNACONCPaUMOHHBIH Nepuol y nauMexra obpasyerca MecTHas
reMaTOMAa HJIH pazBHBaeTCH HHPeKIHoHHOe 3aboneBatne.

o PewieHne O NPUMEHEHWM JAHHONO MMILIAHTATa Y TICHXONOTHMECKH
HeCTAGMNLHAIX 1TALMEHTOB IPHHUMAETCA 10 YCMOTPEHHIO XHPYpra.

o Xupyprudeckas onepauus no HMNNAHTALME TPYAHLIX NPOTE30B MOXET
NOBINATE HA COCOGHOCTL KOPMMTH MPYAbID. CHELHANMCTE MHCTUTYTA
meauuutbl (Institute of Medicine (JOM) npuinn k BoiBOAY O TOM, 4TO
ZI0KA3ATENLCTEA TOIO, 4TO MMNAAHTaLks (B 0COOECHHOCTH NEpUAPEOAAPHLLH
MOAXOA) MOXET HAPYWHTE NAKTALMIO W MNOBIHATE Ha CrIocobHOCTD
KOPMHTb FPYABIO, HMEIOTCA AHLIb 8 OTPAHRYCHHOM KosinuecTee. Tem He
MeHee, CNEAYET OTMETHTb, YTO NpeILecTBYIOIAS PEKOHCTPYKTHBHAS
MaMMOTIIACTHKA (HANPUMEP, MACTIKTOMHA) MOXKET CTATh NEPBONPUMHHOM
TAKOT'O HapylleHHs.

¢ ¥V nauuentoe ¢ 3abonesatuamu coeaunnTenstoi Tkauu (CTD) moxer
BO3HMKATL  MOBHIIICHHRH  pHCK  pacXOXICHMA  KpacB  paHH,
HHQUUHAPOBAHHS M KPOBOTEYCHMA (CKOpee BCEro, BBHAY MOCTONHHOH
MEQMUMHCKON TEpanuu), ¥ No3TOMY MOXET 1oTpeOoBaTLCR NPOBEACHHE
JanbHeHuiero neYeHHA.

o 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.

o 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.

e 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 occurs.

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

e Surgical implantation of a breast implant may interfere with the ability to
breast-feed. The Institute of Medicine (IOM) concluded that there is limited
evidence that implantation, especially through a peri-areolar incision, may
interfere with lactation and breast-feeding. However, it should be noted that
previous breast reconstruction surgery, such as mastectomy, may be the initial
cause of this interference.

» Patients with connective tissue diseases (CTD) may experience an increased
risk of wound dehiscence, infection and bleeding (likely due to their ongoing
medical management) that may require further treatiment.
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e Hekotopbic nauMeHTbl ¢ rpyaHbiMH MMIJNAHTaTaMK cooduanu o
NPOABIEHHAX HEBPOIOrMYECKHUX W/HIIM pEeBMATONOrMUeckuX 3ab0neBaHui.
B HacTtosutee Bpemsa komnanus Mentor cobupaet aanHbie ¢ TeM, 4ToObl
Jyyillc ONIEHHUTb TaKHE MOTEHUMAIbHBIE PHCKH W HUX BO3MOXHYIO
B3aUMOCBS3b C IPYAHBIMH HMINAHTATAMH.

e IlaunenTy cneayer obpaTHTLCA K NIACTHYECKOMY XHPYPrY AS OLEHKH
BIA-ALCL, ecau y uero nabniogaercs OTCPOMEHHas cepoma B 1Py
(oTcpoucHHas o3HavaeT pa3BuTHe Oosiee yeM uepe3d 12 mecaues nocae
MUMIJIAaHTalMK), HoBoe oOpazoBaHWe B rpyau Wian aumdaacHonaTus.
JononuureasHyio vudopmaumio cM. Hixke B pazaenc BIA-ALCL.

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

e A patient should seek evaluation by a plastic surgeon to evaluate for BIA-
ALCL if they experience delayed onset scroma 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.

[IpakTH4YecKkHe MeTOAbl YMEHbIUEHHS MHCTOYHHKOB HHpeKuHn u
BOCMAJICHHS /10 ONePaALHH:
[TepnonepauronHbie GakTepHasibHble HHPEKUHUH U BOCNAJIEHHE BCIEACTBHE
110N3/1aHUA 4acTHLL MOTEHUHANBHO MOTYT OBITb YMEHbUICHbI CIEAYIOUIHMH
MeToJaMHu:
e Bumonxuute nocnhoifHoe yimmuBaHue AN TOro, 4YToObl OTAENHTDb
KOXHble/pateBble 0aKTepHUH OT NOJAOCTH A1 UMNIAHTATA.
e [lo Bo3sMoxHOcTH H30craiiTe pacceyeHHs KapMaHOB. KOTOpbie
cO00LIAIOTCSA € NPOTOKAMH MOJIOYHBIX XKEJIE3 U Kee3aMH.
o MHiberaiiTe HeHY>KHOro TPaABMHUPOBAHHA MPHAErAlOLIMX TKaHeH H
NOAAEPKMUBANTE NOJHBIH reMocTas nNpH CO3AAHMM KapMmaHa i
MMINaHTaTa.
e (CBe/MTC K MHHHUMYMY BO3AEHCTBUE Ha H3JElME BO BpEMA
OMcpaliMi, KOHTAKT ¢ KOXCH M KOJMYECTBO NOMBLITOK YCTAaHOBKH B
KapMaHe.
e [Ilposeanre npeaonepalMoOHHYIO NPOMUNAKTHKY aHTHOMOTHMKAMHU
BHYTPHBEHHO.
e OmnoxkenHe Ha MMIAHTATC B pe3yibTaTe  HENPaBUIBHOTO
obpaulenius  Bopca, MNblJIM., TanbKa, MOPOIIKA IS XHPYPrHYECKHX
nepyartok, Bopca ¢ cangetok ¥ rybok, cieaoB OT MajbLUEB, KOXHOMO
caja W JApyrue NOBEPXHOCTHLIEC 3arPASHEHMA MOTYT BbI3BaTh PCAKIHIO
Ha MHOpOAHOe Teno. [Ing npefoTBpalleHHs 3arpA3HEHHS HMNNAHTATA U
BO3MOXHbIX OC/OKHEHHH ClEAYeT CTPOro NpUACPKHBATHCA MCTOAOB
acenTHKH ¥ ounctku. [lepea pabotoii ¢ MMnaaHTaToM HEOOX0AHMO

Peri-operative Infection and Inflammation Source Reduction Practices:

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

. Perform a layered closure to separate skin/wound bacteria from the
implant cavity.

. 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
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OPOMBITh XMPYPIHYECKHE MHCTPYMEHTHI M MEPUYaTKH BO H3bexkaHHe

MoBLIX 3arpA3HEHUI.
Hmnaanraver Coatour Profile
. YRoCcTOBEPLTECH, YTO XHPYPTHUECKHH KapMaH HE CITHEIKOM BEHK,

NOCKONBKY 3TO MOXET NPHUBECTH K CHABHOMY CMEUICHHIO WM
NPOBOPAUHBAHHIO HMILIAHTATa.

. Komnauus Mentor pexoMeHAyeT XHpypraM npu  BoibOpe
ONTHMANLHOIO pasMepa pazpesa H METoAa XHPYPrHueckoro JocTyna
YUMTHIBATh KaKk pasMep UMIUIAHTATa, Tak U GONbmYiO KecTKoCTs M Oonee
BHICOKHIE npodune TekcTypuporanuol obomouxu SILTEX (raixe cm.
pasaen «Bubop HMNIAHTATa» 3TOr0 AOKYMEHTA).

Contour Profile
. Ensure that the pocket is not too large as this may result in excessive
movement or rotation of the implant.

. Mentor recommends the surgeon consider the firmer nature of the gel, as
well as the size of the implant and the firmer nature and high profile of the
SILTEX shell when choosing optimal incision size and surgical approach. (See
also Implant Selection section of this insert.)

Mepbi npeRocTOPOKHOCTH

B 06A3aHHOCTH XMpYpra BXOAHT TPEAONEPALHOHHOE KOHCYNbTHPOBAHUE

MOTEHHHAJBHBIX MNAUMEHTOB (MIM KX NPESACTaBHTENeH) no Bompocy

Pa3BUTHA BO3MOXHBIX OCIIOXHEHWH, CBAZAHHLIX C MPHMEHEHUEM JAHHOIO

HIACNHS.

e [lepen  wMnaanTaumedi  nporesa  HeoOXONUMO
CYLIECTBYIOUHE HHOEKUKH H JOKAATLCH BHI3AOPOBICHHS.

o Jhioboit XHpypr, CneLany3upyIoOIHACH Ha ONEPAUHSX 110 YBEAHYEHNIO
UNM PEKOHCTPYKIUH MONOYHBIX XKENe3 ¢ NPHMEHEHHEM UMITIAHTATOB,
ROMKEH XOpOIIO BAAJACTL BCEMU CYINECTBYIOUMMM  METOJHKAMM
#3IMEPEHHS MAUWCHTa, ONPCACNEHHA pasMepa WMIUIAHTATa W
NpOBEACHUA XUPYPrHUECKOH onepauun.

¢ OO6omouKy M3 CHIAKOHOBOTO 3713CTOMEPR MOXHO NErKO NOpe3aTh
CKaNblIeNeM, pa’opBaTh B PE3yAbTATE NPUAOKECHHA HPEIMEPHbLIX
YCHIHH, MAHHIY/ALAA C MCNONB30BAHHEM TYTIBIX MHCTPYMEHTOB WK
npokona urao#. ITO NpuBEAET K paspuiBy nMiiantata, CTpyKTypHas
LIENIOCTHOCTR BCEX NPOTE30B NOANSHKHT TLIATEALHOH NpoBepKe A0 H BO
BpeMs UMIAaHTaUuu. Tlpn obpamehnu ¢ H3nenHeM U BO BPEMA €ro
MMIIAHTALMK CACAYeT cobmonaTh 0cobyIo OCTOPOKHOCTD,

¢ Bo BpeMs npoueAypH MMILUIAHTAUMK CREAyeT H30eraTh NpiioKeHus
YPE3MEPHBIX YCHARH HITH H3OBLITOUHBIX MAHHITY IALHIA, KOTOPbIE MOTYT
MOBPEAUTh UMILIAHTAT.

ApOACYHTH

Precautions

It is the responsibility of the surgeon to advise prospective patients or their
representatives, prior to surgery, of the possible complications associated with
the use of this product.

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

* 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.

o The silicone elastomer shell may be easily cut by a scalpel or ruptured by
excessive stress, manipulation with blunt instruments or penetration by a
needle. Subsequent rupture will result. All prostheses should be carefully
inspected for structural integrity prior to and during implantation.
Meticulous care must be exercised in handling and implanting the device.

o Excessive force and over manipulation during the implantation procedure
are to be avoided as this may damage the implant.
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e Jliobble nocaeayloulMe XUPYprudeckue npoueaypbl B o0Onactu
YCTaHOBKH HMIJIAHTaTa NMPOBOAATCA C Npeile/ibHOI OCTOPOXKHOCTHIO BO
n30exxaHHne nospexaeHus npotesa. B cnyyae noppexieHns MnaaHTar
MOIEKHT Y/IaNIEHHIO.

e [lepen HayanOM XHpYpPruuyeckod onepauMM Kaxabli HMILIAHTAT
MpoOBEpPAIOT Ha Halnuue pa3pbiBOB 000J0YKH M OCYLIECTBISIOT
NOCTOSIHHLIA KOHTPOJIb LENOCTHOCTH U3JeNUs B TeyeHue Bcek
onepauMy. 3anpeiaeTcs HCNoAb30BaTh UMILIAHTAT B Cy4ae BHECECHHS
Kakux-1m6o mMoaudukaumii B OPUrHHANBLHYIO  KOHCTPYKIIMIO.
3anpewaeTcs WMCMNO/AbL30BaTh MOBPEXKAEHHbIC MpPOTE3bl. a TakKKe
npoTe3bl  [i0cje  BOCCTAHOBJICHHS W BHECEHHA  KaKMX-JMOO
moaudukaunii. Bo BpeMa npoBeacHHA XUPYPruUYecKoi onepauHu
PEKOMEH1YETCA JIepXKaTh B ONEPALMOHHOM 3aNacHO#M JHAONPOTE3.

e Cneayer w30eraTb  KOHTAKTa  H3CAHR C  OJHOPa30BbIMH
MHCTPYMEHTaMH U5 KayTepH3auny KOHAEHCATOPHOTO THIA, KOTOPbIH
MOXET NMPUBECTH K pa3pbiBy BHELIHEH 000J104KH UMIIAHTATA.

¢ 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 Eachdevice 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.

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

Hudopmanus aas nauventa M nojydenHe HHPOPMHPOBAHHOIO
cornacus

Xupyprudeckue BMEUIATEIbCTBA € HCMOJIb30BAHHEM TENCBLIX NPOTE308B
MOJIOYHOH Keje3bl CONPAAKEHbl C ONpele/CHHbIMM NOTEHIIWANbHBIMH
OCNOXKHEHHAMM M puckamu. HMmMnnanTaums sHaonporesa  aBaseTCA
nnaHoBoi onepauncii. [lepea ee NpoBeACHHEM NALKMEHT J0MKEH ObITb
II0CTaB/IEH B N3BECTHOCTL 000 BCCX BO3MOXKHBIX PUCKAX W NMPEUMYLLECTBAX
PEKOHCTPYKLUHH HCCEHEHHBIX TKaHEH W/UIH YBCIHYEHHA FPY/H C NOMOLILIO
rPYAHLIX WMIUIAHTATOB M MONYYHTb MHPOPMaUHUIO 00 anbTCpPHATHBHLIX
meToaax JNedeHua. Heobxoammo npeaynpeauTbh NAUHMEHTOB O TOM. YTO
MMIITAHTATBI MOJIOYHBIX KeSle3 HE MOTYT CUMTAThCA MOXKH3IHEHHBIMU M YTO
B JaNbHEMIEM MOXCT MOTPeOOBaTLCA A0MNONHUTENbHAA XUPYPruteckas
onepauHs AN yAUIEHHUA HITH 3aMEHBI HMIIAHTaTa.

B obs3anHoCTH XHMpypra BXOAUT BLIOOp HAMAYULIEr0 METOAA NPOBEACHHUA
KOHCYNbTauMii AN NauuMeHTa B npeaonepaunoHHbiit nepuoia. Komnanus
Mentor paccuuThIBaeT. YTO XHUPYpr CcOOOUMT nauueHty obo Bcex
NOTEHLHANbHBIX OCJIOKHEHUAX W PHCKAX. CBA3aHHBIX C NPHUMEHEHHEM
rPY/HBIX HMINAHTATOB.

Patient education and informed consent

The surgical procedures associated with the use of gel breast implants are not
without potential complications and risks. The use of this product is an elective
procedure. The patient should be counseled prior to surgery regarding the
benefits and possible risks associated with tissue reconstruction and/or breast
augmentation using breast prostheses and alternative procedures. Patients
should be advised that breast implants should not be considered lifetime
implants and that revision surgery may be necessary including implant removal
or replacement.

It is the responsibility of the individual surgeon to decide the best method by
which to counsel a patient prior to surgery. Mentor relies upon the surgeon to
advise the patient of all potential complications and risks associated with the usc
of breast implants.
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[Mocne  onepaunu  XMPYPr  JIOKEH  NPEAOCTaBHTL  MMALUMEHTY
MACHTHHUKALUMOHHYIO KapTy ¢ MHbopMauMed o ero HMnnaHtate (-ax).
DTUKETKH, [pujlaraeMble K HMNAAHTaTaM, ClaelyeT HakKJIeHTh Ha
HACHTUPHUKALMOHHYIO KapTy nauneHTa. [launeHTaMm peKOMEHAYIOT HOCHUTD
MACHTHHUKAUMOHHYIO KapTy ¢ co0oii. 4ToObl 00serynTh OKazaHue
MEQULUMHCKOH NOMOLLM B CJ1y4ae IKCTPEHHON CUTYaUMUH.

Ilocne onepauuy nauveHTa HyXHO TPOHHGOPMUPOBATH O HEOOXOIUMOCTH
NOCACONEPALMOHHBIX OCMOTPOB W PEry/IAPHOro NN1AHOBOFo 06cneN0BaHHUA
y TepanesTa, 4T0oObl BbIABUTb PaK MOJIOYHOM JKeje3bl NpH  ero
BO3HHUKHOBCHMH. Takxe ciaeayeT npeaynpeinTb NaUMEHTOB O TOM, YTO B
c/lyyae nNaHoBOM onepaunn B 061acTH rpyan HY*KHO COOGLUATL TepaneBTy
MIIX XMPYPry O HalIW4HHW WUMNNAHTaTa, a fnepejl NPUMEHEHHEM MECTHBIX
JCKapCTBEHHBIX MpEnapaToB, HanpuMep. CTEPOUIOB. B 00aacTH rpyau
COBETOBATLCA ¢ TepaneBToM Wi ¢apmatiesToM. Kpome Toro, Heobxoanmo
NOCOBETOBATL MNALMEHTY 00palaTbCa K XUPYPry NpH Kakux-iubo
npobieMax, CBA3aHHbIX C HMILIAHTATAMK MOJIOUHbIX JKENe3.

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 be
applied to the Patient ID Card. Patients should be advised to carry the patient
card to facilitate medical care in case of emergency.

Following 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.

YKA3AHMUSA 11O NIPUMEHEHHUIO

CyulecTBYIOT pa3iH4Hble METO/lbl XMPYPrHYECKOH PEKOHCTPYKUHMH HIH
YBETHYEHHUA MOJIOYHBIX JKeNle3 C MMIUIAHTAlMER FeNeBLIX MPOTE30B,
NOJTOMY XHPYPry PEKOMEHAYETCA HCNOJb30BaTh CIIOCO0. KOTOPBIH, HCXOA
M3 €ro MPaAKTHKH U NPO(eCCHOHANBHOIO MHEHUA, ABIAECTCA HAUTYYLLINM [11IR
KOHKpeTHOro nauueHra. Huxke onmcaubl npoueaypbl, peKOMeHAyeMbie
KoMnaHuei Mentor ans reneBblX HMINIAHTATOB.

INSTRUCTIONS FOR USE
The implantation of gel-filled prostheses for breast reconstruction or
augmentation involves a variety of surgical techniques; therefore, the surgeon is
best advised to use the method, which his/her own practice and discretion dictate
to be best for the patient. The procedures listed below are recommended by
Mentor for gel-filled implants.

Bui6op umnianTara

K BaxHbiM onpeaensiomwuM (akropam, KacaloLMMCS XHPYPru4ecKoro

BMeELLATEIbCTBA Y BbIOOpa pa3zMepa. OTHOCHTCA clieayloliee:

e HMMnnauTar He A0MKEH ObITb CIIHIUKOM MalNeHbKUM HKIM CIHUIKOM
601bILMM M0 CPABHEHHIO C Pa3MEPaMH IPYAHOIA KNETKH MaLUCHTa.

e JlocTaTouHas TONIIMHA MATKUX TKAHCH MOJOYHOM Kenelbl Ans
NOKPLITHA HMIIAHTATA.

e Jlna nauMeHTOB C HCTOHYCHHEM HIH IJIOXHM COCTOAHHEM TKaHE#
MOJIOYHON Kejie3bl NPENNOYTHTE/LHLIM ABIACTCH CYOMYCKY:1spHOE
pacnoioKEHHE UMIIAHTaTa.

Implant selection

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

identified include the following:

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

e Available tissue must provide adequate coverage of the implant.

e Submuscular placement of the implant may be preferable in patients with
thin or poor quality tissue.
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¢ Jlna mioTHOro npuneraHus UMIVIAHTaTa K CAAAKOH NOBEPXHOCTH
€O3AAI0T XOPOLIO CHPOPMHPOBAHHKIH CYXO0if KapMaH COOTBETCTRYKWLETO
pa3Mepa H CHMMETPHYHOCTH.

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.

Tonawexo ana Contour Profile umnaanrtaros:

[eas CPG ana rpyansix umrmnasratos Cohesive 11l conepxut Brinyknbie
OPHEHTALIMOHHBIC METKH Ha TIEpeAHEH H 3a/IHEH YacTAX UMNNAHTATA. ITH
METKM MOMOPAIOT Bpayy COPHEHTHPOBATh KMIUIAHTAT H olecneuMTs
fPaBHIBHOE PAa3MEIICHHE BO BPEMA MMIIAHTALUM,

[Mepeaune OPHCHTALHOHHLIC MCTKH

3anHue OPHEHTAUHOHHLIC METKH

NMPUMEYAHHUE: XenareasHo umers Gonee 0HONO pasMepa HMILIAHTATOB
MONOYHO Xeneas B ONEPAUMOHHON BO BpeMs ONEpaLHH, YTOOB XUPYpPF
MOT rHOKO OnpeseIaTs MOAXOAALIMI pa3sMep UMILIAHTATA, KOTOpbIi Oyaer
HCNIONB308aTECA. Takoke JOJDKEH OBITS JOCTYNEH pesepBHBIN HMILIAHTAT.
CoobuieHHA B  MEAMUMHCKON  AMTEPATYpPe  NpEANONaralor, Yro
NpoUNakTHYECKOE AeueHHe aHTHOMOTHKAMH MoXeT ObITh MokasaHo BO
BpEMA NOCNERYIOWHX CTOMATONOTHMECKHX MM APYIMX XHMpPYPrHUYECKUX
NPOUCAYP AN TAUMEHTOB € HCKOTOPLIMK THMAaMM  CHAWKOHOBBIX
WMILIGHTAaTOB.

Contour Profile oaly:

The CPG Gel Breast Implant Cohesive 11 contains raised orientation marks on
the anterior and posterior of the implant. These marks help the physician orient
the implant and ensure proper placement during implantation.

Anterior Orientation Marks

Posterior Orientation Marks

NOTE: It is advisable to have more than one size mammary implant in the
operating room at the time of surgery to allow for flexibility in determining the
appropriate size implant to be used. A backup implant should also be available.
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.
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[launeHTOB CHEAYET CNEUHANBHO PACCHPOCHTH OTHOCHTEJIBHO MCTOPHM
Gonesnn, Brmovaioweil nobeie THNB aAnnepruvecknx peakiuii Ha mobok
W3 MaTEPHAJIOB HMILIAHTATA WK HANOAHUTENCH.

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

Iponeaypa npoBepKkn reJeBbiX FPYAHBIX HMILTAHTATOB
HenocpeacTBEHHO Tepell HCMONBL30BAHHEM  WMIUIAHTAT  NMOAACKHT
NpoBepKe Ha NpPOXOZMMOCTE M LENocTHoCTL obonouku. [lposepxa
NPOBOAMTCA MYTEM AKKYPaTHOro fpOLIyNbIBAHUR IIPOTE3a PYKAMH W
NanbUaMH ¥ BHUMATENLHOIO OCMOTpPa O0OROMKH NS MOHCKA MECT YTEUKH
rens.

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 perucrTpamti refeBbiX rpyanbix HMIJIARTATOR

Kaxapiii npotes nocTaBALeTCs ¢ ABYMS 3THKETKAMH IS MEAMLIHHCKOH
KapTbl, COACPNALUIMMH HOMEP NO KaTanory, HOMep NapTHM W CepuiHbIi
HoMep (B COOTBETCTBYIOUIHX CAy4asx) wu3fenua. Onxa W3 OTHX
CaMOKNICIOUIMXCS ITHKETOK HAHOCHTCA Ha KapTy nauWenTa. Ha 3tHketke
YKa3biBaeTCA NoNokeHHe (CAEBA UMK CMIpaBa) KAKAOTO HMILIAHTATa W AaTa
NPOBECHHSA ONEPALIUY.

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.

XPAHEHHE, OFPALIEHHE H YTUWINIALHA YIIAKOBKH

JlanHoe n3nenue Be TpebyeT cneunanbHbIX YORoBHA XpaHeuus. iMnaanrar
npolen Nporepky Ha cnocobHOCTL  BBLACPXKUBATE  Bo3aeHCTEHE
IKCTPEMANbHLIX TEMACPATYP M BJIOKHOCTH BO BpEMS MCTIMTaHWA Ha
YCKOpPeHHOE CTapeHHe. VYTHIH3ZALMA ¢ NepepaboTka  yNaKkoBOYHBIX
MaTEpHa/IOB  M3AENHA  OCYIMECTBIAETCA B COOTBETCTBUH €
NIOCTAHOBNEHUAMH MECTHBIX OpraHoB BNAacTH ¥ IJlaHamMK nepepaboTku
OTXOAOB.

STORAGE, HANDLING AND PACKAGING DISPOSAL
INFORMATION

There are no special storage conditions for this product. The product has been
tested after exposure to temperature and humidity extremes during accelerated
aging. Follow local governing ordinances and 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 returned to

the manufacturer Mentor. Please see the Product Evaluation section below.

PRCKH, CBA3aHHbIE C XHPYPIHYSCKHMH ONEePaBNIMH

PucK pasBHUTHR OCROXKHCHMH CYMIECTBYET NMpH MOOOK XUPYpPruyeckoi

onepanxu 1 MoxeT OLITh CBA3aH KaK HENMOCPEACTBEHHO ¢ camoil onepatned,

TaK M ¢ aHecTe3ueH. K TakuM puckaM OTHOCAT:

e Hudexuvonnoe 3abonesande, OPOABIAIOMCECA  CHEAYIOWIMMHU
CHMITOMAMM: JKAp, NPHITYXNA0CTh, GONEIHEHHOCTh, MOKPaCHEHHE KOXH
¥ NUXOPaiOYHOE COCTOAHME, KOTOPHIE MOTYT  BO3HHKHYTb
HEMOCPEACTBEHHO B NOCNLONEPALHOHHBIIH NEPHOA UM B 11000# MOMEHT
TIOCNIE  YCTAHOBKM HMMNIAHTATA MPH OTCYTCTBMH  KJIACCHYECKHX
cumnToMoB. Hndekunn MOryT NpHBECTH K pPa3sBHTHIO CHHApOMA

Risks of the procedure
All surgical procedures have a small risk of complication inherent to the surgery
itself and to anesthesia. These risks include:

¢ Infection, as manifested by heat, swelling, tendemess, 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
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TokcHueckoro woka (CTLH). Cumnromst CTLI sraouator, cpeau
NpoYvero, BHE3ANHOE MOBBIWCHWC TEMMCPATypbl. PBOTY, AHApeElo,
MOTEPIO CO3HAHHA. FONOBOKPYIKEHHE H Chbifib, MOXOXKYIO HA CONHEYHbIH
oxor. Cnocobbl neyeHUs WHPEKUMH MOTYT BapbMpOBaThCA OT
PUMEHCHUA  AHTUOMOTUKOB  BHYTPb MM BHYTPHUBEHHO  JI0
XHPYPrHyecKoro yjlaneHus ycTponcTaa.

e OOpa3oBaHue reMaToOMbl, BHEUIHC MNPOABAAIOWEEC YBEIHYECHHEM,
00NIe3HEHHOCTLIO NMPH NMaNbNAaUMK H U3MEHEHHEM 11BETA TKAHEH, MOKET
notpe6oBaTh Xupypruucckoit ssakyauuu. [lpoBoautcs TuaTenbHbIA
reMocTas Aas npeaynpexacHus oOGpa3oBaHMsA NocCiIconepauHoOHHOMN
reMaToMBbl.

e (Cepoma npeactaBaseT cODOH HevacToe OCAOKHEHHE. MPOsABNAIOILEECS
NPUNYXNOCTLIO TKaHeH MOJOYHON Xeie3bl, BbI3BAHHOM CKOMICHHEM
CEpPO3HOH KHIAKOCTH B MOJIOCTH KapMaHa BOKpYr uMnnautata. Moxer
TpeOoBaTh WAH He TpeOvBaTb IBAKyalMM XKH/IKOCTH XMPYPrHHECKHM
nyreM. Bo3HuMKaeT BcKOope nociae XHPYPruuveckoi onepaumu  Mim
HECKOJILKO JIET CIYCTH. DTHOAOIHS HEACHa.

e Kpome TOro. CVIICCTBYIOT PHCKH, CBS3aHHbIE € TNPUMEHCHHEM
AHECTE3HH.

sunburn-like rash. Treatment for infection can range from administration of
antibiotics orally or intravenously up to surgical removal of the device.

¢ Hematoma formation. which is manifested by enlargement. tenderness, and
discoloration of tissue, which may or may not require surgical evacuation.
Careful hemostasis is important to prevent postoperative hematoma
formation.

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

e There are risks from the anesthetics as well.

Pucku, cBAzaHHbIe ¢ HMNIaHTaUHEHR FPYAHBIX IPOTE30B
Kancy.1apsas KoHTpakTypa

KancynapHas  kouTpakTypa  ABAseTcs  OoAHMM M3 Haubonee
paclpoCTpaHCHHLIX  NOOOYHBLIX  3((eKTOB  nNpUMEHEHH  IpyAHbIX
MMINAHTATOB. XMPYPruucCKMi KapMaH A8 pa3MElICHHS HMINAHTaTa,
KOTOpbIii hopMHUpYeTCa 32 MOJIOHHOI XKeNe30H. HMeeT HeMHoro Gonbiuui
(yeM y uMmnnanTaTa) pasmcp. B HopMc npu 3aKHBIEHMHM paHbl BOKpPYT
uMnianTata ¢opmupyerca ¢ubpoizsasa obonouka (kancyna), koropas B
OT/IENbHBIX CJy4asX. YTONMAACL. COKPALAETCH HACTONbKO, YTO CHKHMAET
MMIUIAHTAT, JOCTHras pa3liM4HoO#i CTENEeHW TBep,locTH. B cambix xyawmx
cayyasx upe3MEpHOE YTOJIUEHHWE Kancyjbl BbI3biBAET OTBEPACHUE,
6one3HCHHBbIE OlYyIUCHUA B 00JIaCTM YCTAaHOBKM MMMJAaHTaTa W/MAM ero
aedopmanmio. KoHTpakTypa MOXET BOZHHKHYTb B NMOCJIEONEPALUHOHHbBIHA
NCPHOA MAHW HECKOABLKO NeT cnycTs W OblBaeT OQHOCTOPOHHEH,
NBYCTOPOHHEH MM acMMMETPHUHOW. XUPYPruycckoe Y/aleHHC W.TH
HcceueHne pyoLIOBOil TKAHU YCNEUIHO YCTPAHACT OCIOKHEHHE, HO HE PUCK

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 paintul and/or distorted. This can occur soon after surgery or years later and
may be unilateral, bilateral or asymmetric. Surgical release or excision of the
scar is often successful but recurrence is not uncommon. The cause of the
contracture phenomenon is poorly understood. In the past. closed disruption of
the scar by squeezing the breast was common, but this is rarely practiced today.
Capsular contracture is graded in severity on a scale of 1 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.
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(Hepeakull) nosTopHOro ero passurHa. [lpuuMnan  obpaszosanua
KOHTPaKTYpsl nAoXxo u3y4eHsl. [lpumenasumuiica pavee cniocob neuenus
KOHTPaKTYph! METOAOM 3aKpHTOi KamncynotoMuu (paspbiB pyOiia myTem
CHIBHOTO CHABNMBAHHA MONOMHOM Xene3bl) Ha CeromHAlIHME IeHb
NpaKkTHYECKH He ucnonb3yercd. CTeneHb THKECTH  KancyaspHOH
KOHTPAKTYph! oLicH#BaeTCa oT [ ao 1V no knaccudaxaunu beiikepa (Baker).
Bosmoxkna xanbuudukauna ¢pubpostoit kancyan. Kanbuudukaumns srmo
ABNEHHE, HHOIAA BCTPEYAIOUIESCA NPU ANUTENbHOM pyOLCBaHMN TKAHK (B
OCODEHHOCTH FNpH  HAWMYMK  Pa3APAXUTE/ICH, HANPHMEP TBEPABIX
MONEPEYHEIX OXOroBLIX pybLIoB).

Kanbuudruuposannsie Kancybl He NPEACTABANIOT yrpo3si, HO MOTYT GmTs
YAANEHEl, €CAH MalMEHT Xenaer W30aBMTLCA OT KOHTPaKTyphl. Yacto
HeOoabmmKe ouard xanbinduxauMu HaOMOAAOTCA B PasHEX YacTAX
NapeHXMMbI MOIOYHOH xevie3bl. Kak npaBuio, OHH ONpeAEnsioTca BpauoM-
PEHTNEHONOrOM Kak Jo0poKauecTaeHHbIe 00pa3oBanka, HO HHOTAA, YTOOH
MCKMOUMTL  3MI0KAYECTBEHHYIO  OnyXois, MOXeT notpeGoBaTsca
npoBeReHKe OHONCHM,

Pa3puis HMNIIadTATA

FpyAHBE HMMAAHTATH] HE MOFYT CAYXUTb NOXH3HEHHO. XOTR Pa3phis
BO3MOXKEH yepes Aboe BpeMs NOCIE UMITIAHTALMH, PAA MCCICA0BAHHH 11O
M3YYEHWIO pa3spbiBOB 3aMONHAEMBIX FefleM OAHOKAMEPHBIX TPYAHBIX
MMIAAHTATOB TEKYLIErO MOKOJEHUA Pa3HbIX MPOHIBOAMTeNel, OKPYrnoi
WM uHOH ¢opmu, HmelomHx Mapkuposky «CE», co Bpemenem (C
nomomsto MPT) nokasan cornacylolMMecs CXOHLIE pPe3yAbTaTH,
YKa3b1BaOlIHE, YTO OKHAaeMblil cpeaHuii cpok cnyx6n npesbiuaer 10 ner.
XOTA CHIHMKOH HE MOABEPXKEH GHONOrHYECKOMY PaslioKCHMIO, 000IOYKa
MMILIAHTATa MOXET pa3OpBaThCi B pe3yNbTaTe HUZHOCA WAW NPAMOro
nospexacHud. B cayuae paspoiBa 000n0MKM HMOAaHTaTa reib oObIMHO
yAepKHBAaeTCS (HOpo3HOH kancynod B npesenax chOpMHPOBAHHONO
XMPYPrH4€CKOoro KapMaHa  (MHTPAKANCYNApHbLIiH paspbiB) H
obHapyxunBaeTca Tonbko npH MPT {ckpuiThiif paspue); 3¢exTUBHOCTD
obHapyXeHHs PaspLIBOB 3TUM METOIOM cocTaBiset okono 85 %. B cayuae
pa3spuisa $pubpo3Hoii Kancy/ibi renb MOXKET NONAcTk B OAU3AEkKAWME CIOH
TKAHH W TKAHH MOAOUHOH XKene3nl (IKCTpaKancynapHulit paspuis). bosnbinan
4acTb Meis OCTacTCA B MpPEACSaX MONOYHOH KENe3h, TEM He MeEHee,

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-fifled
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 surgical pocket
(intracapsular) and may be undetectable except by MRI (silent rupture), which
is about 85% effective in detecting rupture. If the scar envelope is 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
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HMEIOTC COODWICHHA O peAKHX CAY4YasX MMrpalMd rena B PyKy,
NEPHHEBPUH HITH OpIoliRYIO cTeRKY. [IpH npocaunsaknK rens 3a npeaeisl
¢$ubpo3noli Kancysbl paspbiB MMILIAHTATA MOXET ObiTh AMArHOCTHPOBAH
TpH  YOBTPa3sBYKOBOM,  MaMmorpapHueckoM W (PH3UKANBHOM
HCCICAOBAHUAX. BONBIIMACTBO H3BECTHBIX CIIy4aeB pa3pbiBa MMILIAHTATOB
OTHOCHTCA K MMNAAHTaTaMm ¢ Gonee xpynkoi, ToHko#H 060a04KoH, KOTOPHE
yCTaHaBANBAIKCH B KOHUE 1970-X roaos.

Pa3puiB cneayerT moao3peBaTh B CAYYSAX HIMEHCHUA CBOMCTB M3NEAMS,
HanpuMep. NOABJEHHA TOCTOAHHONO OAHOCTOPOHHENC YYBCTBA HOKEHMA
HIH  M3MCHCHWA MATKOCTH, TEKCTYpHl MMM (OpMB  HMILTAHTATA.
QakTHUecKas 4acTOTa BO3ZHWKHOBCHHA pa3PLIBOB HEW3BECTHA B CHNY
CKPHITOIO XapakTepa U TPYAHOCTH AUarHOCTHPOBaHWA OOMBIIMHCTBA M3
HHX Oe3 aHarHocTHueckoi onepaurn. CoBpeMEHHbBIE HMILIAHTATH HMEIOT
fonee TONCTYIO, MPOYHYW) OOONOMKY ¥ refeBbie  HANONHUTENH
nosbilieHHo# BA3KOCTU. [IpOBOAMTL CPABHEHHA  ONHAAEMBIX MM
(pakTHUECKUX noKa3aTeeH YACTOTH Pa3pbiBOB COBPEMEHHBIX WMIUIAHTATOR
€ NOKa3aTE/AMHU, NOAYYEHHbLIMU B NPOLIOM, CNEAYET ¢ OCTOPOKHOCTHIO,
ocobeHHO ecu (YTO Cywaercs wallle BCEero) peus UaerT o umnaaHTarax
HEH3BECTHOH MapKW, MoacnH W Tuna. Ilpw nospexzaensH HMITaHTaTa
NOKA3aHB! €70 YHANCHHE WIH 3aMEHA. B YAaCTHOCTH, NpM OOHapYXEHUM B
NapeHXUMaTO3HON TKaHH MONOYHOMH XeNe3bl, NOCKOABLKY 3T0 MOXET ObiTh
MPHHATO 32 OffyX0Ab KIH NOMENATh ONPeACNCHHUIO ONYX0AH.

TIpuynAe: pa3spsiBa UMIINAHTATA BKMIOYAIOT, CPeIH MPOYEro: NOBpeKIeHHE
XHPYPrHYCCKHMMH HHCTPYMEHTAMH, HHTPa- U NOCACONEPALIMOHHYIO TPABMY,
M3OLITOMHOE HAnNpAKEHUE WAHW MaHMMYMIUMH B XOAE NOBCEAHEBHOH
AEATESIBHOCTH, HANIPHUMEP, NPH HHTEHCUBHBIX PHIHYECKUX YNpaKHEHHIX,
33HATUAX KOHTAKTHBIMM BHIAMM CIIOpTa, OOBIYHOM PYYHOM Maccaxe,
TECHOM (PU3HYECKOM KOHTAKTE U CXKATHH BO BpeMa MaMmorpadun.
H3menenns YYBCTBHTEIbEOCTH COCKOB H MOJIOYRBIX
Aesnes/60ae3HEHHOCTH MOJIOUHBIX XKeJle3

Jliobas xupypriveckas onepaLHa Ha MOJIOYHBIX JKeE3aX MOXKET IIPUBECTH
K CHHXKCHHIO HIIH MOBHILCHHIO YYBCTBHTENHHOCTH COCKOBO-apeospHBIX
KOMIUICKCOB  W/HJIM MOAMOBEPXHOCTHBLIX CJIOCB KOXKH TIPYAH. ITH
M3MEHEHUA MOTYT OTAWYATLCA MO UHTCHCHBHOCTH M HOCUTL BPEMEHHBIH
WIlH TIOCTOAHHEIN Xapakrep. M3MeHEHHE HYBCTBUTEARHOCTH COCKOB MJIH

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 rupture include, but are not limited to: damage from surgical
instruments, intraoperative or postoperative trauma, excessive stresses or
manipulations as may occur during daily routines such as vigorous exercise,
contact athletics, routine manual massage, intimate physical contact and from
compression required during mammography.

Changes in Nipple and Breast Sensation/Breast Pain

Any surgery that undermines the skin of the breast can result in hypersensitivity
or loss of sensation in the nipple-areolar region. These changes can vary in
degree and may be temporary or permanent. Changes in nipple/breast sensation
may. on occasion, affect sexual response or comfort while nursing. These
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rpyay MOXET, B HEKOTOPHIX CAy4asX, OTPHUATEILHO CKAa3aThCAd HA
CEKCYaNnbHOH YYBCTBHTEABHOCTH K 3aTPYHHUTD IPYJHOE BCKAPMIHBAHHE.
ITonaraioT, YTO 3TH W3IMEHCHHA ODYCIIOBNCHB! TNOBPEXKACHHAMH WIH
pacTskeHHEM HepaOB B pe3ynkTaTe onepanny. Cneundrueckoro neyeHH
3TOrO COCTOAHUA HE CYLIECTBYET.

BOALIIMHCTBO XKEHUWH, MEPEHECUIMX YBCIHYEHHE WAH PEKOHCTPYKLIHIO
IPYAH ¢ HCNOAB3OBAHMEM IPYAHBIX HMIUIAHTATOR, B [I0CHCONSPALHOHHLIA
nepuol nepexusatoT GoNepbic OLLYMEHHS B 00NacTH rpyAH W/KWIH IPYAHOH
KaeTku. XoTs B HopMe Y GonsiuvHCTBA KeHwWwHH 60ab npoxoaut no Mepe
BOCCTAHOBJ/IEHHA 110CNE ONICPALIHK, ¥ HEKOTOPHIX MAMEHTOK 60 MOXET
nproOpecTH XpoOHHYECKHH xapakTep. Xpoxuueckaa 6oib moxer ObiTh
CB3aHa ¢ TreMmavoMo#, murpaumeii. uHdexkumed, cnmmkom Goabuumm
pa3sMepoM WMILIAHTATa WK KANCYNIPHOH KOHTPaKTYpO#H.

Btie3anHas ocTpas 601k MOXET ObITh BL3BaHA Pa3pLIBOM HMILIAHTATA.
Cunxennre yppexrasiocry Mammorpaduaeckoro ofcaenosansn npn
AHATHOCTHKE PAKOBLIX 3afoneBaHHil/KanbUREBbIC OTN0KEHUs
TockonbKy CHAMKOH HENPOHMHAEM N4 PCHTTEHOBCKHX  Nyueid,
TEOPCTHHECKH MMILIAHTAT MOXET MNOMEWATE PpaHHEMY BLIABICHHIO
pakoBoro 3abc/eBaHis ¢ NOMOLUBLIO MaMMoTpadHueckoro odceIoBaHuA,
TaK KaK HacTb MONCUHOH XKene3h OCTaeTca 3aTeMHenHo#i. Hosble MeToAMKH
CKATUA MOJIOYHOH >KEnes3sl MNO3BONAIOT YBEAMYWTL AOCTYNHYIO AnA
BH3yaTH3aLMK 06nacTh. C Apyroii CTOpOHbLI. MHOTHE XHPYPrH CUHTAIOT, 4TO
HMAAAHTAT TIO3BO/MET YCOBEpLICHCTBOBATH JHArHOCTHKY onyxoneil
METOAOM Nanbnauun. HecMOTps Ha CEpbe3HBIE TCOPETHUECKHE ONACEHMH,
MOATBEPKACHUI B3AHMOCBAZH NO3AHEH AMATHOCTHKM 3a0oneBanus C
NPUCYTCTBUEM IPYAHBIX UMIUIGHTATOB HE BhIABICHO. JXKeHIIMHB ¢ BLICOKOR
CTEMEHLI0 PHCKA Pa3BHTHA paKka MOMOYHON Kenesnl JONKHb ¢
OCTOPOIKHOCTLIO MOAXOAUTL K BOMPOCY UMINAHTAUNH NPYAHEIX NPOTE30B.
[Ipn mMammorpaduueckoM obcnefoBaHHH TpebyeTcs CXKaTHE MONOYHBIX
)Kenes, YTO MOXKET NMPHBECTH K Pa3pblBY HMIUIAHTATA, HO HOCKOIbKY AGHHOE
OCAOXKKHEHHE BOIHMKAET PEAKO, 3TO HEe ZOJ/DKHO YACPXKHBATL JKCHUIMH OT
NPOXOKASHHA PETYIAPHBIX NIIAHOBBIX MaMMonpaduueckux oOcneoBaHHIA.
[epen mammorpaduueckum oOcnenosannem Heobxozumo cooluuTe
TEXHONOTY O HAAMYHH UMTINAHTATOB.

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/Calcium Deposits
As silicone is opaque to x-rays, an implant may theoretically interfere with the
early detection of cancer by mammography as it may obscure part of the breast.
Newer techniques of breast compression improve the amount 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 concern,
delayed detection due strictly to the presence of an implant has not been
reported. Women at high risk of developing breast cancer should consider
getting implants with caution. Since the breast is compressed during
mammography, it is possible for the implant to rupture, but this is rare and
should not deter a woman from regular, routine mammographic screening.
Before the mammography exam, women should inform the technologist that
they have implants.
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Huorna B crapeix pybuax o6pasylorca OTROKEHHA KalbUMA, KOTOpHIE
MOXHO OOHapyxuTh B moboil uyactw Tena. To ke camoe KacaeTcs M
¢nbposnoit Kancyns HMnnaHTaTa. OObMHO n0A00HBIE OTAOKEHUS
06pasyioTes JIHIIb Yepe3 MHOTHE Mokl NOC/E OREPalMK MO MMILTAHTAUNM.
Kpome Toro, yacto 106pokatecTBeHHOE OOBI3BECTBICHHE MOXKHO YBUAETDL
Ha  MaMMmorpaduueckMx  CHHMKAX B OCTanbHOM  3A0pPOBOH
NapeHXMMATO3HOR TKAHK MOJIOYHON Kenedbl, AaKE ecau NocaeaHAaa
HHKOrAA He MoJBepraaach XHpypruueckomy smewatenscrey. Kak npasuno,
Ha PEHTTEHOBCKOM CHMMKe MoAoGHLIE A00pOKAYECTBEHHBIE OTNOXKEHHA
KANBUMA OTNHYAIOTCA OT KaNbUUPHUKALMH, KOTOPhIE CHTHATHIUPYIOT O
HAJIWYHK 3NOKAYECTBEHHOH OnyXonH. OnbiTHLIA  Bpau-peHTIEHONOr
CrocoGeH ONpeaenuTh, SBAACTCA M MATHO KaabuuA Jo0po- MM
3N0KAYECTBEHHLIM 00pa3oBaHUCM, OAHAKO HWHOTAA, ¥TOOB HCKMOMUTE
3MI0KAYECTBEHHYIO ONMyXoib, MOXeT moTpeGosaTbes Omnoncusa. Her
AOKa3aTeNLCTB TOTO, YTO Y KEHIHH C TPYAHLIMH UMIIAHTATAMM Takue
OTJIOKEHMs BCTPEUAIOTCA MAaWlEe MNH pexe, 4Yem Yy xeHmud Oes
MMIUIAHTaTOB. MHOrHe rofibl CNYCTA ¥ HEKOTOPHMX RAUMECHTOB MOXKET
0Gpa30BaThCA TOHKUH CAOH KaNbUHEBRIX OTIOXeHHH B pubposHo# kancyne
BOKpYI HMNAaHTaTa. [lpaKTHyecku Beeraa Takoe 00pasoBatue CBA3AHO ©
KaNCYAAPHOH KOHTPaKTYpoil, HO HE BBI3BIBAET KAKWX-1MOO M3BECTHRIX
npobnem.

IKCTPY3UN BMILIAHTATA/IAME/LICRHOE 30XKHB/IEHHE PAHDI

YpesMepHOE AaBicHKe TOKPOBHBIX TKAHEH, NMepeo3KpOBKa CTEPOHIOB MPH
obpaloTke XWpypruyeckoro KapMaHa JUIA WMILIAHTATa, a4 TaKKe
XHPYPrHYEeCKas WiH BHELIHAA TPaBMa MOTYF CTaTb NPUYHHOMK pa3BHTHA
HEKPO3a KOXM WHIH OTTOPKCHUA TKaHel, MPUBOAAILErD K OTKPHITHIO
HMITAHTATA.

avHoe ocnoxHEHWE AOBOABHO PEIKO HabNIOAAETCA Y NAUHEHTOR,
RepeHECHINX ONEPAUKIO NO YBETHYEHHUIO FPYH, HO HHOrLA OTMEUACTCA NPY
Gonee TpaBMaTHYHBIX JUIA MATKHX TKAHEH YCAOBUAX PEKOHCTPYKLIHH rpyAn
NOCAE MaCTIKTOMHK, MECTHONO NOBPEXKRCHHA TKAHK W/uan obnydenns. [lo-
BRAHMOMY, 30HB pyOleBaHus, ocobeHHO nocae obnyuenna. Haubonee
noasepkeHsl NOBpexAcHMO. IIpH 3KCTPY3HM HMILIAHTATOB MOXET
noTpeboBaTLCA HX XHPYPTHHECKOE YAATICHUE.

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 seen on
mammography in otherwise normal breast parenchyma even in breasts that have
never been operated on. These benign calcium deposits usually have a different
x-ray appearance than the calcifications that signal a malignancy. An expert
radiologist can usually determine if a calcium spot is benign or malignant but
occasionally a biopsy may be necessary to rule out malignancy. There is no
evidence that these deposits occur more or less frequently in women with
implants than those who have not received implants. After many years, some
patients may develop a thin layer of calcium in the scar capsule 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.
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CMopmmBanie HMAAANTATA/HEYAOBICTBOPEHHOCTE KOCMETHYCCKHM
pe3yJbTATOM/aCHMMETPHS

OO0pa3oBaHHe BHIMMBIX W/MIM NaIBNHPYEMbIX MOPWHH B HMILIAHTATE
CBA3AHO ¢ MCTOHUYCHHUEM TMOKPOBHBIX TKAHEH, CTENEHLIO KancyaspHoH
KOHTPAaKTYPhl H CTPYKTYpOH nosepxHocTH 000n0uku HMniaxtata. Ha
TPAaANLMOHHON TNAAKOH NOBEPXHOCTH IeEBbIX HMMNMNAHTATOB MOPUIHHLI
obpazytorca  peiaxo. HexkoTopble aBTOPhl  ONHCHIBAIOT  METOAMKY
MACKHPOBKH CMOPINHBAHUE NYTEM NEPEMELICHUA COOCTBEHHOR KHPOBOI
TKaHH B oOnactb Haa MMMAaHTaTOM. XMpyprudeckaa owinbka, paHee
MPHCYTCTBOBABINAR ACHMMETPHA HAH HIbSH, OOpa30BaHME KENOMAHOTO
NnoCAeoNepauMoOHHOTO pyOUa, BpeMs, YBCAMUCHHE WIH CHHXCHHMC Beca,
GepeMEHHOCTb M KOpMJEHHE rPYAbIO — BCE 3TO CNOCOGHO YXYAUIHTEH
ICTCTHYECKUE Pe3yAbTaThl B MOC/NCONEPAHHOHHBIH NEpHoA HAM B
nocnexyouiem. B GonbmuucTBe Cayyaes €O BpeMeHeM IpyAb (¢
UMIUIAHTATAMH MWW 03 HMX) B TOH MAM HHOW CTENeHH OfycKaeTcs.
AcHMMeTpHA OOBIMHO  CBA3aHA € HCBO3MOXHOCTBIO  MOJHOCTBHIO
CKOPPEKTHPOBaTb MCXOAHOE pazNM4Me MEXAY MONMOYHLIMH JKENE3aMH.
Kpome Toro, oHa moxer ObITh BhI3BaHa XUpYpruueckoi owmmnbKodH,
aCUMMETPHYHON KOHTPAKTYPO# WITH pa3pLiBOM UMILIAHTATA.

Ype3MepHoe pa3pacTaHKe BOJOKOH KOJJIAreHa B MeCTe paspesa B npouecce
3KUBACHHA TIPHBOAHT K OOpa3oBAHHIO Y HEKOTOPHIX MAUHCHTOB
HEKPACHBbIX C KOCMETHYECKOH TOUKH 3peHus wpamos. Keronarkie pybubl,
KOTOpBIE IUIOXO NOAASIOTCS ACHEHHIO, 3a4aCTYIO pa3pacTaloTes 3a npejesntl
MCXOAHOrO pybia H CO BPEMECHEM MOTYT MPOAO/LKATH YBCIHUHBATHLCH.
Mineprpoguueckue pybupl B LENOM OrpaHHUHBAKITCA  MpeJenaMu
HCXOAHOTO pyOua M XOpolo NOAJAIOTCA KOPPEKTHPYIOMEMY ACHCHHIO
(MHBEKUME CTEPOMIOB JUI4 KOHTpOAA BbIpaDOTKH KoJnareHa WiW
XHPYPruveckas Ofnepalis No KOPPEeKUHH NOMOKEHHN, HANPaBICHUA WIIH
AuHuK pybua).

Bo3MoXxHbIe peakilHH HA CHIHKOH

JlaHHBIH TEKCT ABNAECTCA KPATKHM 0530pOM ONHCAHUSA, NPEACTABICHHOTO B
MeauLuHCKo# uTeparype. Komnanua Mentor npusuaet, uTo uHdopMaLHa
B RAHHOM TEKCTE HOCHT BHICOKOCHCUHMARHIUPORAHHLIH XapakTep. Tem He
McHee, BpaycOHas 3THKa M NPaKTHKa ONPEENAtOT XHpYpra KaK NnocpeAHKA
MeX1y MPOM3BOAHUTEAEM RPOMHCHIBAEMOI0 MEAHUMHCKOIO HW3Zenus M

Wrinkling of  the Cosmetic

Results/Asymmetry

Visible and/or palpable wrinkles in an implant are related to the thinness of the
overlying tissue cover, the degree of capsular contracture and the texturing of
the implant shell surface. Traditional smooth-walled gel devices rarely
demonstrate wrinkles. Some have described camouflaging of wrinkling with
autologous fat transfer superficial to the implant. Surgical error, preexisting
asymmetry or deformity, keloid formation of the incisional scar, vagaries of
time. weight gain or loss, pregnancy and nursing can all contribute to an
immediate or late poor aesthetic result. With time, most breasts, with or without
implants, become ptotic to some degree. Asymmetry is usually related to the
inability to totally correct for preexisting disparity between the two breasts. It
can also be attributed to surgical error, asymmetric contracture, or rupture of the
implant.

Implant/Dissatisfaction  with

Excessive buildup of collagen at the incision site during the healing process
causes some patients to develop scars of cosmetic concern. Keloid scars, which
do not respond well to treatment, often extend beyond the edges of the original
scars and can continue to enlarge over time, Hypertrophic scars are generally
confined to the original site and respond well to scar revision treatment, which
may include steroid injections to break down the collagen or surgery to revise
the position, direction or line of the scar.

Possible Reactions to Silicone

This text contains a 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
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naudeHToM. [lpobGaeMa BO3MOXKHOM B3aHMOCBA3K MEXKAY HCNONL30BAHHEM
CHOMKOHA (M JApYrHX MMIUIGHTHPYSMBIX MaTepHanoB) W Pa3BHTHEM
PazIHYHbIX 3300NeBaHNi ABJIAETCA NPEIMETOM KAPKHX HAYYHBIX CIOPOB.
O6eCnOKOGHHOCTE BBIBHIBAIOT MUMMYHONOFHYECKHE H HEBPOMOTHYECKHE
HapyLIeHHs, KAHUEPOTCHHOCTE 1 3a00/1eBaHNA COCMHUTENBHOI TKAHH.
Hecmotps Ha oOwmupHylo KasyMCTUKY MO MOBOZY NAaBHO H3BECTHLIX H
HEJlaBHO ONHCaHHBIX 3aboneBasuii COCAMHUTENBHOH TKaHH, KOTOphle
CBA3LBAIOT ¢  NPUMCHCHHMEM  WMMMNJAHTATOB,  MHONOMMC/EHHBIC
INKASMHONOTHYECKHE HCCTEROBAHKA TIOKA3aNM OTCYTCTBME KakKO#H-nubo
3HAYMMOM B3aMMOCBAZH MEXAY TIPHMCHEHHEM CHITMKOHOBRIX IPYAHBIX
HMOIAHTATO8 M JNOOBIMH HM3BECTHLIMH MAW HOBbIMH 3a60¢BaHMAMH
COCTHHHMTENIbHOM TKAHY ¥ MMMYHHOM CHCTEMBI. AHamW30M nybnukauuii &
MEIHUMHCKON IMTEpaType, MOCRAICHHBIX JaHHOMY BOTIPOCY (B YaCTHOCTH
TeX, KOTOpble KACAIOTCA CHJIMKOHOBHIX TPYAHBIX HMMIUISHTATOB),
3AHHMAIHCh YETHIPE ABTOPUTETHLIE HAYYHLIC IPYNNbl CMNEUHANHCTOB B
pasnuuHbIX o0NacTAX MeauumHbl: HesaBucuMmas anamuTUdecKas spynna
(Independent Review Group) (Ha3HaueHHa® rJaBHBIM  BpPA4YOM
Benukobputanuu), HauuonansHeiit komurer no nayke (National Science
Panel) (na3nauensbiéi cyaseit Pointer no aeny MDL 926 no aeay MDL
926). Hucrutyr meanmumnnl (fnstitute of Medicine (JOM)) u INporpamma no
OlIeHKE HayyHO-TexHMueckux BoaMoxkHoctel (Scientific and Technical
Options  Assessment  (STOA)  Programme)  (yTBepxacHHasn
Esponapaamentom). [lo pesynbTaTaM 3TOr0 aHanH3a ObiIH COCTABIEHBI
o0BeMHBIE OTUETHL. Bee YeTsipe ABTOPHTETHHIX OpraHa NMPHLTH K EAHHOMY
3aKAIMEHUI0 00 OTCYTCTBHR  KaKuX-aMG0 ABHLIX  AOKA3aTeNHCTB,
CBHACTENLCTBYIOIMX O  MPHUYMHHO-CNEACTBEHHOH  CBA3W.  MIH
NOATBEPKACHHOK 33BMCMMOCTH MEXY NPUMCHECHHEM CHITHKOHORBIX
UMONAHTATOB MOJIOMHOM KeNe3bl M PHUCKOM pPa3BHTHA M3BECTHBIX HAU
HOBBLIX AYTOMMMYHHHX 3a0onesanuii win 3abosesaHnil COEAMHHTEALHON
TKaHH, TIPaKTHYECKH TAKKE Xe pe3ybTaThl MPEACTABICHH B 0OHOBICHHOM
o63ope 2011 r, NOCBAUIEHHOM ONUACMHOJOTHYECKHM MyONMHKauHAM B
pedeprpyemoii Meanuutckoit anreparype 3a 2011 r.

ConyTCTBYIOUHE HEBPOJIOrHYEcKHe NpobaeMbl (HaMpUMep, paccesHHbIH
cknepos M OokoBod aMMOTPOQMUECKHI CKIEPO3) OTMEYAAHCh Y
#e0ONBWIOr0  YHC/IA  NALWEHTOB ¢ TPYAHBIMK  MMIUIZHTATaMH.

(and other implantable materials) and various diseases has been the subject of
significant scientific debate. Concerns include immunological and neurological
disorders, carcinogenicity and connective tissue disorders.

Despite numerous anecdotal reports of established and newly described
connective tissue diseases attributed to the device. multiple epidemiological
studies have very consistently shown no significant association between silicone
breast implants and any established or new connective tissue or other
immunological diseases. Four prestigious multispecialty scientific expert panels
have reviewed the published literature on this topic, specifically as it relates to
silicone breast implants, and have issued lengthy reports on their findings. These
expert panels include the Independent Review Group (commissioned by the
Chief Medical Officer of the U.K.), the National Science Panel (appointed by
Judge Pointer for MDL 926), the IOM and the Scientific and Technical Options
Assessment (STOA) Programme (commissioned by the European Parliament).
These four panels have uniformly concluded that there was no discernible
evidence of causal association or positive risk ratio between exposure to silicone
breast implants and recognized or new autoimmune or connective tissue
diseases. Essentially the same finding was reported in a 2011 updated review of
the epidemiology literature published in the peer-reviewed medical literature in
2011.Coincident neurological problems such as multiple sclerosis and
amyotrophic lateral sclerosis (ALS) have occurred in a small number of breast
implant patients. Subsequent studies have not demonstrated a relationship
between any neurological disease and breast implants.

Several studies have been conducted to determine the carcinogenic risk of breast
implants and no evidence of increased risk of cancer has been demonstrated.
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HOCIIC,HYEOIHHC HCCAICROBAHHA HC  BBISBMJH  B3aUMOCBA3H MCXAY

HEBPOJIOrHYECKMMY  3aGONEBAHMAMK W NPUMEHEHUEM  MPYAHbIX
UMILIAHTATOB.
Buino  NpoBeAEHO HECKONBKO HCCAEIOBAHMIA € UEABIO  OLEHKH

KaHUEPOTEHHOCTH TPYAHLIX HMIUIAHTATOB, KOTOPHIE HE NOATBEPAWIH
NPEANONOKEHHE O NOBHILUEHHOM PHUCKE Pa3BHTUA paka. Ha aanubiii MOMEHT
HCCNENOBAHHA MO OUCHKE H3BECTHHX M MNOTEHUMANLHBIX PHCKOB,
ACCOLMMPYEMBIX € XMPYPrHYECKUMH ONEPaUHsMH ¢ HCNOJ630BAHHEM
TPYAHBLIX HMIIAHTATOB, MPOA0KAIOTCS.

JlOCTOBEPHBLIX AaHHBLIX O BPOXKACHHHIX AedeKTax H APYTHX NOOOHHBIX
ACHCTBHAX HA PENPOAYKTHBHYID CHCTEMY YEAOBEKa, CBAZAHHBIX C
KCIIONB30BAHUEM CHJIMKOHOBBX HPOTE20B MOJO4HOM Keness moboro
TWNa, B JuTepatype He oOnapyxeno. [locneasue wuccaemosauus,
CIIOHCOPOM KOTOPLIX BLICTYNHA KOMMaHHA Mentor, NO3BOAKRAY NONYHHTD
HOBbIC J0Ka3aTeNsCTBZ TOMO, YTO CHIMKOH, WCNOAb3yemblil  Ana
MPOM3BOACTBA MPOTE30B MONOMHOM KeAe3bl, HE OKalbiBaeT NobouHoro
AEHCTBHA Ha PENPOAYKTHBHYIO CHCTEMY 3KCIIEPUMMEHTAALHBIX KMBOTHBIX.
HecmoTps Ha TO, ¥TO TEOpETU4ECKH NtoDas XUpyprudeckas onepauus Ha
MOJIOYHLIX KEJE3aX, B TOM YMCAC WUMILTGHTAUMA [PYAHLIX MPOTE30B,
cnocobHa HApyWHTh BhLIpabOTKY AOCTATOYHOrO KONMYECTBA rPYAHOTO
MOSIOK®, MHOTHE XKEHINMHB ¢ IPYAHBIMHA WMIIIAHTATAMH YCTICLIRO KOPMAT
cBOMX ZAerelt rpyasio. M3sectHo, yTo modas onepauns Ha MOJOMHbIX
Kenezax (HanpuMep, FpyAHas GHONCHA) MOXKET NMOBAMATL HAa KOAHYECTRO
BhIpabaThiBacMOr0 TpyQHONO MONOKa. B mociesnwe rogst e pa3
NOAHHUMANCA BONPOC O CNOCOOHOCTH CHAHKOHA MPOHMKATL B FPYAHOE
MOJIOKO ¥ WEHWHH C CHAMKOHOBBIMM FPYAHEIMH WMIUIAHTATAMH H €ro
MOTEHUWANBHOE BO3ACHCTBHE HAa 3J0POBBE BCKAPMAMBAEMBIX TPYIHBIM
MONOKOM fAeteid. OAHAKO caMble NOCNERHHE HCCICAOBAHHA TNO3BOMWNH
NOAYHHTH BECKHE NOKA3ATEALCTBA OTCYTCTEBHA B3aBMOCBAZH MEXIY
CUAVKOHOBLIMH TPYAHLIMH HMIUIAHTATAMM W Pa3sBUTHEM HOOOUHBIX
3deKTOB Y BCKapMIHBAaEMBIX TPYAHBIM MONOKOM naeted. CnenpanucTl
AmepukaHckoil akaneMuu neauatpuu (American Academy of Pediatrics)
NPHUUIM K 3aK/IOYCHHIO, YTO Y JKSHUWHH C HMNIAHTATAMH HET NPHYMH
OTKa3bLIBATLCA OT KopMneHua rpyasio. B 2000 roay cneumanuctvd
Epponeiickoro KOMHTeTa M0 ODECNEHMEHMIO KA4eCTBa H KOHTPOAsS 3a

Continuing assessment of both known and possible risks associated with breast
implant surgery is ongoing.

No credible reports on birth defects or other reproductive effects in humans
associated with implantation 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 10M, “Safety of Silicone Breast Implants,” released
in July 1999 states that women with silicone breast implants are no more likely
than the rest of the population to develop cancer, immunologic diseases, or
neurological problems. The committee also concluded that there is no evidence
that mothers with implants pass silicone on to infants when breast-feeding.
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MEAMUMHCKUMH  M3JCNUAMH, TIPEAHA3HAMEHHBIMU ANS  TUTACTHYECKOH
xupyprun (European Committee on Quality Assurance and Medical
Devices in Plastic Surgery (EQUAM)), npuiunk K 3aKHOYEHMIO, YTO
TPYAHBIEC UMNJIAHTATLL, HAMOAHEHHBIE CHARKOHOBLIM FENEM, HE OKA3BIBAIOT
noGoysoro AeHCTBHA Ha MpoOTeKaHHe OepeMEHHOCTH, pasBHTHE MNOAA,
rPYAHOE BCKApMIIHBRHUC MM BCKAPMIHBAEMBIX NPYAHBIM MOJIOKOM ACTEH.
B otuere «Safety of Silicone Breast Implants» o GesonacsocTh
NPUMEHEHHUA CHIBKOHOBBIX HMINIAHTATOS, BHIMYLUICHHOM 8 mione 1999 rona
npi noanepkke Mucruryra meanmuunsl (Institute of Medicine (IOM)),
OTMEMEETCR, YTO PHCK PA3BUTHA PaKa, HMMYHONOTHYECKOro 3a00neBaHus
MK HEBPONOTHYECKHX MPOGEM Y WKEHLIMH ¢ CHAHKOHOBHIMU IPYAHBLIMH
MMIUIAHTATaMH HE [PEBHILIAET PHCK MX PA3BHTHA Y OCTAILHOH NMOMYIALMY.
KoMuTeT Taioke npuiien K BLIBOAY 00 OTCYTCTBMH AOKA3ATENLCTS NepeaiH
CHIUKOHA JCTAM HEpe3 [PYAHOE MONOKO KEHIIHH C  TPYAHBIMH
HMILIaHTAaTaMH.

AHanJacTHYECKas KPYNHOKJIETOUHAR THMPoma

Ha ocHoBaHuu HH(pOpMALMH, NPEAOCTABNCHHON MEXAYHAPOAHBIM OpraHaM
HOPMATHBHO-NIPABOBOrO PEryMUPOBAHML H MOYEPNHYTOH N3 MEAHLIMHCKOR
nutepartypsl, ObiAa  BHABNCHA  B38MMOCBA3L  MEKAY TIPYRHBIMH
HWMIUIAHTATAMH H  Pa3BHTHEM  aHAMJACTHMECKOM  KPYTIHOKNETOMHOM
anmbpomn (Anaplastic Large Cell Lymphoma (ALCL), onno#i u3 dopm
HEXO/KKHHCKOH numMpombl.  JKeHWUHEL ¢ TPYAHEIMB HMIUIAHTaTaMH
NOABEPralOTC HE BECbMA 3HAYMTENBHOMY, HO NMPH TOM NOBBIILEHHOMY
pucky paszsutHa ALCL (anannactiyeckoif KpynHOKAETOUHOH nuMQOMEr),
cBA3aHHON ¢ rpyAxbiMH uMmnaaHtaTaMk (BIA-ALCL). B xunaxoctd wix
pyOLOBOH Kanmcyne, npuieraiomeii K WMRNAHTATaM, TIPH  9TOM
JOKYMEHTaNbHO NMOATBEPHKAACTCA BEPOSTHOCTD PACNPOCTPAHEHHA paKa Ha
MECTHOM, PErHOHa/IbHOM M OTAANCHHOM YDORHE H COOGLIACTCA O peAKHMX
CMEpTENbHbIX Cy4asXx.

Bo mHorux cipaHax wmHpa coobujanock o passurun BIA-ALCL y
NAUMEHTOB ¢ WMIUTAHTAMH B aHaMHese, B TOM 4HCIe C TPYRHBIMH
HMITIAHTATAMK OT KOMNaHuu Mentor ¥ JpyrHX Npou3BoAUTeNEH, KOTOpHIC
PaszNMYATCA B IJIAHEC XapaxTepUCTHK NOBEPXHOCTH, BbUTYCKAEMbIX
mozaenei H opM. B auteparype no Goabuiei YacTH ONHCHIBAIOTCA CyYaH
HCTIO/Ib30BAHMA  TEKCTYPHPORAHHLIX MMNnauwTaTos. B Heckonbkux

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 Mentot’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
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KYPHANBHBIX CTATHLAX UCCACAYIOTCA PaKTOpPbI pHcKa pa3BHTHA BIA-ALCL,
BKIIOYad PasMYHBIE METOARBI, HCMOMB3YEMKE JUIS CO3AAHMA TEKCTYPH!
NOBEPXHOCTH WMIUIAHTATA, W, TNMOMHMO MNpoYero, poik OWONAEHKH B
pa3srTHH 3a00NeBaHUA.

HeoOx0aumMo yYHTHIBATE TAIOKE H BEPOATHOCTH paseuTus BIA-ALCL B tex
cny4aax, KOTAa Y NaLWeHTa NPOABNAETCA NO3AHAA CEPOMA (KAK MHHHMYM,
4epes 1 roa v 8 cpeanem yepes 7-10 steT noche MMITAHTALMH), TIOABASETCA
ofLeMHoe 00pazosadKe B MONOYHOMN JKenele, NpuUieraiolee K Kancyne
UMILIaHTaTa, NuGo auarHocTupyercs numdanchonatua. OBcnenosanne
NAUMEHTA HA NMPEAMET OT/IOKEHHOTO YBEITHYCHHS HMINTAHTATA MONOYHO
Kenesbl, YCTAHOBACHHOro pance, skmouaeT Y3H uan MPT ¢ ueasio
BLISBNEHUA cepoMbl unu aumbombl. JIMArHOCTHKA HAYMHACTCA PH
NOCTYNREHNH ¢ IIYHKUHOHHOH OHONCHH Kak MOXHO GONbLIEro KONHYECTBA
KUAKOCTH (MUHUMYM 50 MA) NpH HUCMONLIOBAHMH YIbTPA3ByKa AAd
NEPEMEINCHHA M 3aILUTH UMIIanTata. [lpy Hanuuuu COMHMTENBLHOTO
o0pa3oBaHHA HEOOXOAMMO OCYLUECTEMTL MYHKUHOHHYIO OHONCHIO WM
OTKpHTYIO GHoncHIO TKaHeH. Obpasubi creayeT HanNpaBIATh HA 3HAH3
MOpPHOROTHH  KNETOK MOCPEACTBOM  MPOBEACHHN  IHTONOTHYECKOTO
HCCNIENOBAHHSA, KMMYHOTHCTOXHMHEYecKoro aHanuza CD30 u ALK (kuHa3mt
aHannacTHYeckol NUMQOMBLI), 2 TaKKe (IPOTOYHOH HHTOMETPHHM Ans
HCCIEAOBAHKA, KONHMECTBEHHOH OLEHKH H XapaKTEpPHCTHKH T-KAeTox B
ofpasuax. JInk nOCTAHOBKH WIM HCKMOYeHus auarHosa BIA-ALCL
HACTOATENIBHO  PCKOMCHAYETCA  KOHCYNbTAHUs  reMatosiora B
CNEUHANH3WPOBAHHOM OHKOJIOPHHECKOM UEHTpE. B ToM cnyuae, ecnu
nocragned auart#o3 BIA-ALCL. nevaum BpadaM HacTOATENLHO
PEKOMEHAYETCA MPOKOHCYNbTUPOBATRCA ¢ [IpYNnoi  CnemuanucTos
PasnUyHOro npodwis. BKIOYas OHKONOIOB, MATONONOB, OHKOXHPYpProB M

nnactuyeckux  xupyproB.  Pexomenpauun  HaumoHanuHo#W  cetu
muoronpoduiasHsx oHkonormyeckux yupexiaenui CLHA (The National
Comprehensive  Cancer  Network  (NCCN) no JICYEHHIO

nuartocTHpoBaHHoH BIA ALCL npeaycMaTpHBaloT yAaneHHe HMILIAHTaTa
H BCell okpyXaiollledl Kancynbl UMIIIAHTATA B AONMOAHEHHE K YAAICHHUIO
NPHCOESAHHEHHHIX 00BeMHBIX 00pazoBaHMii U JIEHEHUIO NPU NOpaXKeHHH
numbaTHYECKHX y3n08B. 7

factors for BIA-ALCL. including the varied methods used to create surface
texture of the implant and the role of biofilm in causing disease, among others.

You should consider the possibility of BIA-ALCL when a patient presents with
a late onset seroma (at least | year and on average 7 to 10 years following
implantation), breast mass adjacent to the implant capsule or lymphadenopathy.
Work-up of 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.7
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Ipocum coobmwate 060 Beex noaTBepxAeHHbLIX caydasx BIA-ALCL B
COOTBETCTBUH € NOAPOOHBIMKE HHCTPYKLMAMH, CONCPKAIMMHCA B pasaeie
«OTYETHOCTD O HEXEJIATEJIbHBIX ABNEHUAX».

YnpasneHue 10 CAHHTAPHOMY HAA30PY 32 KAYECTBOM MHIIEBLIX NPONYKTOB
n wmeaukamentos CLUIA (Food and Drug Administration (FDA)
NPeaoCTARNAET AONOAHUTENbHYIO HHPOPMALNIO B OTHOIIEHHH BONPOCOB U
oteTOB N0 TeMe BIA-ALCL, npocum nocernts cleyiowuuii pecype:
http://www.fda.gov/Medical Devices/ProductsandMedicalProcedures/Impla
nisandProsthetics/Breastlmplants/ucm239995.htm

MpocuM 0BpaTiTL BHHMAaHHE Ha CeayloWee: A8 TOro, YTods y3HaTs O
NOCNEAHMX METOAAX JAMArHOCTMKM MW JleweHWs, oOpawaiitecs K
Pexomenpaunam HauuonansHoit CeTH MHOPONPOPUALHEIX
oHkonoruueckux yupexaenuii CLIA (The National Comprehensive Cancer
Network (NCCN).

Hpocaunsanse reas

Hcnonbayemsifl B MMMNAHTATaX Tejlb COCTOMT W3 KPYMHHX ONHHOMHBIX
MOJIEKY/l ¢ CETKOM TPEXMEPHOH CTPYKTYyphl, KOoTophbie cocTasnfioT 20 %
obueit Macco rens. [IpocTpaHcTBO MEXKAY STHMH MONIEKY/IaMH 3aMOTHSET
BA3KHIA KHAKMA CHIMKOH MEAMUMHCKOTO HA3HAeHHA. DTa BA3Kas
AHAKOCTh AHANONMYHA MaTepuanaM, MPUCYTCTBYIOIWMM BO MHOTHX
NpPOAYKTaX. 8 TOM uuciic 6e3pelenTypHLIX MPenapaTax oT NOBHIIIEHHONO
rasooGpazoBanng 018 Aeteil u B3pocanx. Hebospmoe konnuecrso
CHMKOHA MOXET TIPOHRKHYTh (NPOCOMHTBLCA) uepes  oBonouky
umnnanrara. OCHOBHas €ro 4acTh NPH DTOM OCTAETCA HA CTEHKAX
umnnanTata. He3HauurensHoe KONHUYECTBO nonajaeT BHYTpb GHOpO3HOH
KArcCyAbL r€ MOHEMHOTY NOAGHpaeTCa KNeTKaMH-yOOpLNKaMH HMMYHHOH
cHcTeMbl — MakpodaraMu. B HOpMe 9TH KIETKU OTBEHAIOT 33 YHHUTOXKEHHE
MHOPOAHBLIX Tejt, HanmprMep Oaktepuit. Ho ecan marepman (manpumep,
CHJIMKOH) HE NOAZAETCH pa3pylIEHHtO, Makpodary NepeHocsT ero B
numdaTnveckue yansl. Kak otmeuaetcs B paspene «Bo3moxunie peakiyyu
Ha CHAMKOH». B oTyere [Iporpammbl N0 OLEHKE HAYYHO-TEXHUUECKHX
sosMoxxHocTedi (STOA) ot 2000 rosa mpUBEACHO CNEAYIOLIES 3aKTIOHCHHE!
«McenenoBatun He BRIABHIM CBA3H MEXAY CUTHKOHOBBIMH HMILIAHTATAMH
# CCPBE3HBIMM PUCKAMM JUIA 3A0POBbA, HANPHMED, PAKOM K 3a601€BaHHAMH
COCAUHMTENLHOH TKaHUY.

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/Implants
andProsthetics/Breastimplants/ucm239995.htm

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 camried 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.”

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

103




I'panynemni

Haxe Bokpyr HeGoibioro oGbheMa CHAHKOHA MOTYT 00pa30BHIBATHCH

rpanynembl. Y x0T 9TH y3eaKH He ABJAAIOTCA 3[0KAUECTBEHHBIMH, HX

OBIBAET CIOXKHO OTIMMUTH OT IOKAUECTBEHHON rpaHyneMsl 6e3 yaaneHHa

(Ononcun) M uccacaoBaHuA. KpynHole H noxoxue Ha 3MOKa4CCTBEHHOE

HoBoOOpa30BaHKHE rpaHyneMbi NOAEKAT OHONCUY HAY XHPYPIrHUYECKOMY

YARNEHUIO Y1 HCCNEAOBAHUIO.

IIposie BO3MOWKHbIE PEAKIHE*

¢ Bo3MOXKHO BpeMeHHOE pa3BHTHE TpoMbo3a BeH B 0OnacTh nporesa (npu
3TOM OHH CTAHOBATCA MOXOKHMH Ha TONCTHIE XKIYTHI), KOTOPHIFA
NPOXOAHT 6e3 XHPYPFHYECKOro BMeELIaTeNLCTR uny
MEAWKAMEHTO3HOIO JICUEHHA.

¢ Bo3moxHa 605b, BH3BaHHAR YLIEMAEHHEM HEPBOB HIIH 3aTPYAHECHHBIM
COKpallieHHEM MBI  M3-332  HENMPABMALHOrO  pasmepa Wnaw
Pa3MEILCHHA HMITTIAHTATA.
HMzeecTHel cityyan o6paszoBasus runeprpoduyeckux pyoitos.

¢ [lpu 3HauMTeNbHON CTENEHH AAre3HH TKAHEH BO3MOXKHB TPYRHOCTH C
yAaneHueM nporesa.

HncTpykuHH ®  Mephl  MPeAOCTOPOAHOCTH

HMIOJAAATATA

[lpn HeoOXOAMMOCTH YAANCHHA WMNNAHTATA CHEAYET HKCNOAbLIOBATHL

CTAHJAPTHBIC XMpYpruuyeckue noaxoas H npaxtuky. [lpm  3TOM

HeoOXOAMMO YAANUTh H3AEiME NONHOCTHIO. B caywae pasphisa

3aN0IHEHHOTO TeJIEM HMITIAHTATA CACRYET NO BO3MOXHOCTH YARIMTH BECh

reab,
*Coenacne Ifpuxayy I1113n om 19.10.2020 coomeemcmsyemt  mepMuKy
KRETARAONPUAMHNE CODNMUR U HEIXLAQMENSHHE PEARKRHUYL,

npd  H2IBJICYEHHH

Granulomas

It is possible for a granuloma to form around a tiny amount of silicone. Although
these lumps are noncancerous, they can be difficult to distinguish from
cancerous lumps without being removed (biopsied) and examined. Granulomas,
if large or suspicious for malignancy, may need to be biopsied or surgically
removed and examined.

Other Possible Reactions*
e Thrombosed veins, resembling large cords, have temporarily developed in
the area of the prosthesis and have resolved without surgical or medical

therapy.

e Pain from an improperly sized and/or placed implant, such as from
compression of nerves or interference with muscle movement, may occur.

¢ Hypertrophic scarring has been reported.

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

Instructions and Precautions for Implant Removal

Standard surgical approaches and practices should be used should implant

removal be necessary. The entirety of the device needs to be removed. In the

case of a ruptured gel implant, all of the gel should be removed as far as possible.

*According to Order 1113n of 19.10.2020 corresponds to the term "adverse events and
adverse reactions”,
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OTYETHOCTbD O HEXEJATE/bHBIX ABJIEHHAX

Hna nauuenTa/nons3oBatens/tpervero suua B Esponeiickom Colose 4 8
CTpaHaXx €  MACHTHYHLIM  MOPAAKOM  HOPMATHBHO-NPABOBOTO
perynupoBaHMA: B Clyyae, €CH BO BPEMS HCTIONB3OBaHHA JaHHOTO H3AEUS
HIH B PEIYNLTATE €10 HCTIONL30BAHKA NPOU3OLIEN CePLe3HBLIA HHUMAEHT,
NPOCHM COOOIUTL 00 3TOM NPOUIBOAUTENIO H/IIH €0 YNOJTHOMOYEHHOMY
NPeACTABHTENO. @ TRIOKE B Ball HALMOHAALHLIH YTIONHOMOYCHHbIH OpraH.
OLEHKA H3AEJIHA

Komnanua Mentor TpeGyer HezamenanTensHo coobmars 060 8cex chyHanx
OCOXKHEHUI WK IKCITAHTAUMKE NPH NPUMEHEHHH HACTORILCTO H3ACTHA
MECTHOMY MNpEACTABMTENiO KoMnauuu Mentor, KoTopbiii  Hecer
OTBETCTBEHHOCTb 33 YBEIOMICHHE OTAENA NpeTeH3uii komnanun Mentor.
[Tpy REOOXOAHMOCTH IKCTIAAHTALIHW KOMIIaHHA Mentor opranusyeT aHanns
H3BNECYEHHOTO M3MCNHA, NPH 3TOM HEOOXOAMMO NONYYWTL pa3spellieHue
NALMENHTa M BPava Ha NPOBEACHHE HCCAEROBaHNI, CNOCOOHBIX W3MEHHTE
COCTORHHUE M3ACINA.

PA3PELLIEHHE HA BO3BPAT TOBAPA

PazpewieHne Ha BO3BpaT TOBAPA CheAyeT MOMYYHTh Yy MECTHOIO
NPCACTABHTENA KOMITAHHW Mentor Zo Bo3epara Tosapa. JIna BosmeweHua
CTOMMOCTH WITH 3aMEHB TOBAPA OH JOMKEH HMETb

HENOBPCKACHHDIC NEYATH NIPOH3BOAMTENA. 38 BO3BPAT HEUCTIONB30BAHHOTO
H3AENNE MOXKET B3UMATLCA NjaTa.

BE3ONACHAA YTHIIH3AIIHA

Usaenns, KOHTAKTHPOBABIUWE C  MATEPHANAMH  HEJAOBEMECKOroD
NPOUCXOXIAEHHA, MOTYT BbI3BATbL 3apakeHue. YTUausupyiite “ux c
cobnioneHneM HEOOXOAUMBIX MEP NPeAOCTOPOKHOCTR B COOTBETCTEMM ¢
MECTHbIME HOopMmaTheaMu. [Ipumeuanne: uHpopMauma o6 u3enUAX.
CBAZAHHBIX € JHOOBIMM  MPETCHIMAMM HMAH  MOTEHUMANLHBLIMH
HEXENATeNbHLIMY ABNECHHAMH, ROMKHA ObiTb HEMELICHHO AOBEACHA O
CBEACHHA MECTHOTO NpPEACTABMTEAA KOMNaHKH Mentor ¢ uensio Bo3epaTa
{eM. pazpen «OLIEHKA U3NTEJIUA» smiue).

ADVERSE EVENT REPORTING

For a patient/user/third party in the European Union and in countries with
identical regulatory regime; if, during the use of this device or as a resuit of its
use, a serious incident has occurred, please report it to the manufacturer and/or
its authorized representative and to your national authority.

PRODUCT EVALUATION

Mentor requires that any complications and/or explantation resulting from the
use of this device be brought to the immediate attention of your local Mentor
representative, who will be responsible for informing the Mentor Complaint
Department. If explantation is necessary, analysis will be performed on the
explanted device and the patient and the physician must be asked for permission
to allow tests to be performed which might alter the condition of the device.

RETURNED GOODS AUTHORIZATION

Authorization for return of merchandise should be obtained from your local
Mentor representative prior to the return of merchandise. Merchandise must
have all manufacturer’s seals intact to be eligible for credit or replacement.
Returned products may be subject to a restocking charge.

SAFE DISPOSAL

Devices that have been in contact with material of human origin may be
infectious. Dispose with the necessary precautionary measures in accordance
with local regulations. Note: devices associated with any complaints or potential
adverse event shall be brought to the immediate attention of your local Mentor
representative for return (see “PRODUCT EVALUTION?" section above).
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HHOPOPMAILNA, KOTOPYIO BPAY OBA3AH NNPEAOCTABUTD

MAIIHEHTY

YcraHoBKa rpyIHOTO MMNIAHTATA — 3TO [IIAHOBAA NPOLUEAYPA, W NAUHEHT
oJpkeH OBiTh Haznexalum obpazom fponHGOPMUPOBAH O COOTHOINEHHM

pHCKA M NOAb3bE Xupypr o00s3aH nNpPENOCTARBUTL  KAKAOMY

NOTEHLMANLHOMY NALHEHTY CEAYIOLIME MATEPHANDE:

1. Omucanne ninenns

Fpyausie umnaantatet MENTOR s3rotosaeHsl W3 cuavkona. Mentor

NpejnaraeT refeBbie IPyAHLIC HMIUIAHTATH C AOBEPXHOCTBIO O0OCMOYKH:

SILTEX. O6osouka SILTEX TtekcrypuposaHa. Bce renerbie rpyameie

umnianTathl CPG TekcTypBpOBaHbI.

Bce renesbie rpyaspie ummnantatet MENTOR cozepxar koresHBHBIHA

CHIMKOROBHIH renb. Mentor npeanaraet reniesbie rpyAHbie HMILIAHTAThI €

Pa3NHYHBLIMY YPOBHAMH KOF€3HBHOCTH MATEPHANA 3aNONHEHRA. JIOCTYITHL

U3AENHA KPYTIO# GOPMBE ¢ PA3HBLIMH BBICTYNAMMW M HECKOJILKHX KOHTYPHBIX

dopm ¢ pa3Hoit BbicOTOMN H BhicTYmamu. O6beM, yKazaHHbIH Ha STHKETKe

npoaykra, npeacrasiasier coboit 06veM sanonuesns rend.

2. Mavepuann: n3zenmit

I'pyausie  wmnnantatel MENTOR, 3anonnchubie  reneMm, Obiau

MOABEPTHYTH! MCMLITAHMAM Ha 0€30NacHOCTL HCMONL3OBaHNA. Marephan.

C KOTOpPBHIM MOTYT COMpHKacaThcs mMauueHTh, — 310 100% cunukon,

NpeAHasHAYeHHLIH ANA  M3TOTOBMCHHA MCEAMUMHCKMX MMITAHTATOB,

O6onouyxku rpyassix wMmnnantatoB MENTOR, 3anonHeHHBIX resem,

H3rOTOBMNEHB! W3 CUIMKOHOBOIO IACTOMEPa MEIKUHHCKOTO Ha3HaYeHHd.

O060n04KNH 3aNONHEHB MEAHLIMHCKUM KOTE3WBHLIM CHIHKOHOBLIM IeieM.

3. Mudopmanun Ang He30nacHoro HENOALIOBARNS

3.1. Hucrpykunu no o6me# GesonacHocTy AN NAKHEHTA

Cpyasble MMIIAHTaTE NPEAHA3HAYEHB] QNS XeHmMH 18 ner W crapuie,

KOTOpbIE XOTAT YBEAHHHTL HAH BOCCTAHOBHTDL FPYAb.

Onepauua no MMANAHTALMK TPYAM HE MOKA33HA XKCHUIMHAM, ¥ KOTOPbIX

€CTh OIHO K3 CNCAYIOIMX COCTOAHMI:

* BepeMeHHbIE HTH KOPMSALLIME MaTepH.

* AyTonMMyHHoe 3a6onesanne

* CocToaHns, MOBHILAIOUINE XUPYPTHUECKHA pHcK™>

* YyBCTBUTENBHOCTD K NOCTOPOHHUM MaTepHataM B aHaMHe3e

INFORMATION A PHYSICIAN SHOULD PROVIDE TO THE
PATIENT

Breast implantation is an elective procedure and the patient must be well
counseled on the risk-benefit relationship. The surgeon should provide each
prospective patient with the following:

1. Device Description

MENTOR Gel Breast Implants is constructed of silicone. Mentor offers Gel
Breast Implants with shell surfaces: SILTEX. The SILTEX shell is textured. All
CPG Gel Breast Implants are textured.

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

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

3. Information for Safe Use

3.1 General Safety Instructions for patient

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

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

* Pregnancy or nursing mothers.

* Autoimmune disease

«» Conditions that would increase surgical risk*

* A history of sensitivity to foreign materials
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e Heonnokparsible NONBITKH ¥ HEyAAYH NPH  YBEAHYEHHH HIH
PEKOHCTPYKUHH IPYAH.
» Hexenanue nenath AanbHelylo onepauuto
» HepeanncThHuHbie OXHIAAHRA,
©  HealeKBATHOE OTHOLICHHE HIIN MOTHBALUA
O OTCYTCTBHE NOHHMAHHA PHCKOB. CBA3AHHMIX C onepauyedi U
HUMITAHTATaMH.
* Pak MONOMHOH Xenesn, He NOABEPrHYTHIA NICYCHUIO, HAN NPEAPAKOBOS
3abonepaHne MONOYHOH xKene3bl *
* O6cyauTe ¢ BAUIMM XHUPYPIroM JOOLIE BOIMOXKHBIE YCAOBHA.
** TlorosopuTe €O CBOMM MaMMOJIOrOM H OHKOJIOTOM O CBOEM NJaHE
NneveHHn paka.
3.2. HMNocneonepannonnuie
fIPeAOCTOPONKHOCTH HJIH Mepbl
Mepsi no camoobene10BaHHIO MOTOUYHBLIX AXKee3
Bbl JOMKHEI HAYYHTBCA €XEMECAYHO NPOBOAHTL camoobcaenopanue
MOJIOUHBIX Kene3. BaM Taioke A0MKHB NOKa3aTh, KaK OTAHYHTL HMILIAHTAT
OT TKaHH MOJIOYHOH XXene3bl.
IIpeaynpemaennn
* CUAMKOHOBHIH refib MOXET NMPOTEKaTh MAM KNPOCAYMBATLCH» YEPE3
HEMOBPEKACHHYIO 060NI04KY B KANCyy W NPUACTAIOUIRE TKAHW MOTOYHOH
xenesnl. Jlonrocpoutbte 3bGeKTsl TAKOro «NPOTEKAHKA» HEMIBECTHR. Bl
AOJDKHBI OCO3HABATH ITY MOTEHUMUANTEHYIO BOIMONKHOCTS.
* Ucnonbaosanne mukpoeonnoso#i anarepmuu HE pexoMenayercs. 3to
MOXET BbLI38BaTh HeraTuBHbie nobounbie 3pdextTms 8 0dnacTu
XUPYPIrHHECKOro BMEWIATENbCTRA.
* Bl AonkHb 3HATH. YTO I000€ HEHOPMANLHOE HAaNPAXEHHE HAN TPaBMa
rPYAH MOTYT NPUBECTH K MOBPEKACHUIO HMILIAHTATS,
+ Mentor HacrosTensHo pexomenayer HE oOpabartnisate ynpyrocts
Kancyiabl CHIbHBIM BHELWIHHM BO3ACHCTEMEM (HANpuMep, 3aKpHLITO#H
Kancynoromueii). Coobuianoch, 4To 310 MOXKET NPUBECTH K TPaBMe
nauneHTa WHIHM NOBPEXIEHHIO HMANAHTATA.
Mepb! npezocTOpoRHOCTR
CooluwHTe CBOEMY MNOCTaBUMKY
CYIIECTRYIOLMX MMIIIAHTATAX, ECAIH

NpexynpekIeHHN, Mepbi

MEAHUWHCKAX YCAYT O  Baliux

* Repeated attempts and failures at breast augmentation or reconstruction.

« An unwillingness to have further surgery

« Unrealistic expectations
© 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.

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
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* y BAaC ayTOMMMyHHOe 3a6oneBanue

* y Bac oc/1abneH HMMYHHTET

* B HaCTOALICE NPHHHMAETE JIEKAPCTBA, KOTOPbIe OCNAONAIOT ECTECTBEHHYIO
COMPOTURAAEMOCTDL OPraHH3IMa GonesHAM

CooluuTe cBOEMY NOCTABLIMKY MEAHUHHCKMX YCIYT, €C/Y Bbl NIAHHpYETE
yTo-1160 U3 cacayoulero:

* Xupyprua B odnacta rpyas

+ XuMHoTEpanua

* Paanauns*

* MPT

* ['pyanoe sckapmansanue**

* [TosTopHas onepauna***,

* Mamwmorpadpua****

* Jlyyepas Tepanus MOXET NPHBECTH K NOBPEXACHHIO IPYAHOro
HMMNaHTaTa, JlyueBas TEpanHa MOXET YBCAHYHMTL  BCPOATHOCTDL
KancyMApHONA KOHTPAKTYph! WHAH U3MCHNTL BHEIIHWA BMA BalIeA rpyAM.
** [pyAHbIc UMMIAHTATH MOTYT MEINATE MPYAHOMY BCKAPMAMBAHMIO

¥** I'pyansic MMINAHTATBI HE ABMAOTCH TMOXKHIHCHHO CIYXKAIUUMH
usaenuamu. Ckopee Beero, 8 OyayuwieM BaM NpUACTCA YAANUTb HMILIAHTAT
¢ 3aMeHoi win Ge3 vee. Hamenenns B Baiueit rpyau HeoGpaTHMbl mocie
IKCINAHTAUMH,

**+* [pyAHble HMILIAHTATHI MOTYT MELIATh BLIABICHHIO PaKa/OT/IOKEHHI
KanbUuA.

PHCKH B OCNOXHEHUS, O KOTOPHIX CICAYET 3HATH:

» Undexuma

* [emaroma

* MeanenHoe 3aKHBNEHHE PaHBl

» Kancyabtaa xontpaxtypa [II/1V,

* [ledopmauns rpyaHO#i CTEHKH

* YpeanueHubic AMMPATHIECKHE y3nbl

* O1puis

+ H3ameHeHns ollyWCHHSA COCKOB H rpyan/601m B rpyau

» Bo3moskHble peakumH Ha CHIIMKOH U HHPEKUHH.

* IKCTpY3nA
* CMOpLIMBaHHE MNINAHTATA

» 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 arca
* 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.

Risk and complications to be aware of are:

* Infection

« Hematoma

» Delayed wound healing

+ Capsular contracture [[I/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
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* I'panynémni

* TpoMOHpOBaHHLIE BEHH,

* bons

* Muneprpoduueckuit pybeu

* Brirekanue rens

Ecnn BW HCNBTEIBAECTE G0Nb WAM AMCKOMGOPT B IPYAH, oOpaTHTeCh K
Mammonory. O6cyaure niobbie BONPOCH!, ONACEHUA HAN NMOTCHUHANLHbIE
nobouynbe 3PGeKTs ¢ BalIMM BPAYOM.

AHannacTHYecKas KpYMHOKICTOUHas AuMpoMa. CBA3a8HHAS C TPYAHBEIM
nmnaanrarom (BIA-ALCL)

Fpyansie uMnianrarel ObinH CBA3aHLL € PasBUTHEM paKa MMMYHHO#H
crcremsl {BIA-ALCL). D1oT pak vaiue BCTpEHaeTca Y HAUHEHTOB ©
TEKCTYPHPOBAHHHIMY IPYAHBIMM  WMMILIZHTATAMHM, YE€M C TRAAKHMH
MMNAHTATAMH, XOTH YacTOTa TOYHO ke onpegencHa. Ecnu y Bac ecth
rpPyAHLIE UMMNAHTATHL, Y BAC O4eHb HEOORGWIOH, HO MOBLILUCHHBIH PUCK
Pa3BMTHS AHAINACTUYECKOH KPYMHOKICTOMHOH NMMQOMB, CBA3aHHOIA ¢
rpyaHnM uMnnantatom. uni BIA-ALCL. BIA-ALCL »e sinaserca pakoM
MONOUHOH Xene3kl.

310 peakuii THN HEXOWKKHHCKOH TUMPOMbI (PaK HMMYHHOH cHCTeMbl). B
GonbrucTse cnyyaes BIA-ALCL oGrapyxuBaercs B pyOLoBO# TKaHU K
AKUAKOCTH BONM3H HMinanTaTa. OfHAKO B HEKOTOPLIX CAYyYadX OH MOXeT
PACHpOCTPaHATECA MO Bcemy Teny. B cnyyaax pacnpocTpanenus 3a
npeaensl pyGuoBoit TKaHK ¥ KHAKOCTH BOJIHIH HMINNANTATa COO0MWANOCH O
PEAKMX CIY4asAX CMEPTH.

Bam crenyer oOpaTHTbed K IIACTHYECKOMY XHMPYpry RAs oucHkn BIA-
ALCL,ecnn BbI MCIMTRIBAETE OTCPOEHHYIO CEPOMY B IPYIH {(OTCPOYCHHAS
o3navaeT passuTHe Gonee yeM yepes 12 MecsieB mocne UMIIAHTALMW),
HOBOoe oOpasoBaHMe & rpyad Hik numdanesonatvio (3abonesanue
AMM}ATHHECKHX Y3/IO0B).

Ecnu y Bac €cTh IpyAHbie UMIAAHTATDL, 8bl JOMKHBL CAEAUTD 38 HHMH H
CNeaoBaTh CBOEMY OOBWYHOMY MeJMLMHCKOMY obcnyxuBaHHi©O. Her
HEOOXOAMMOCTH YAAMATL TPYAHBIC WMONAHTATBi, €CJH Y Bac HeT
CHMNTOMOB M BaM He nocraBuny ayarto3 BIA-ALCL.

4. Ilpeanonaraemoili CPoK cAyx0b1 H3ENNIH B NOCTEAYIOLINE JCHCTBAR

* Granulomas

* Thrombosed veins,

+ Pain

« Hypertrophic scarring

* Gel Breed

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

Breast Implant-Associated Anaplastic Large Cell Lymphoma (BIA-ALCL)

Breast implants have been associated with the development 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 iymphoma, 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 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
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Hmnnanraumua rpyan ne moxer 6sits pazosoi onepauweii. [locae onepauyn
MOFYT MOTpeOOBaTLCA BH3UTH!I K Bpauy U AONOAHMTENbHAA ONCPALMA.
Taoke moxeT notpeboBaThes yAANCHUES HMIIAHTATA € 3aMEHOH Wam Oe3
Hee. UMnnaHTaTLl rpyAH MOTYT HE MPOCNYXHUTE BCIO KU3HD. Paspeib MoXeT
npousoiTy B moboit MoMeHT nocie ummiaHTauud. Mccneporanns
roKa3aiH, YTO OXKIaeMblii CpeAHMit cpok cnyxObl reneBoro TpyaAHOro
MMNaHTarTa coctasnset Gonee 10 ser.

Bam caeayeT rmeprOAMYECKH NPOXOAKTL HCCICA0BAHNA N0 BH3YARH3AUHH
(nanpumep. MPT, Y3H) saummx MMNAaHTartoB AN BLIABJIEHMR pa3pbiBa
MMIUIAHTATa. 3TO HE 3AMCHACT AONONHUTENLHYIO BU3YANTHIAUMIO, KOTOPAs
MO¥eT MoTpeboBaTLCA, HanpUMEp MaMMOrpaMio AnA BBIARJICHUSA paKa
MOJIOYHOM XKenesnbl. Jlaske eciii y BaC HeT CHMITOMOB, BH AOMKHb NPOATH
nepsoe Y3U nnu MPT uepes 5-6 ner nocne nepsoi onepauuH no
umnnautaunu. [lorom xaxasie 2-3 roaa. Ecan y Bac ecTh cHMNTOMB B
aoboe BpeMa WAM HeonpeAencHHble pe3ynbTaThi Y3U nas pa3poisa
rPYAHOTO MMIINAHTaTA, pekomeHayercs MPT.

[ToTpebyloTea ROMONTHUTENBHBIE BU3HTbI K BPaYy, YTOOL KOHTPOJHPOBATS,
HE NPOU30LIEN JIM Pa3pbiB HMNIaHTaTa. ITorosopuTte co CBOUM XHPYProm o
peryasapHOM CKPHHHHIOBOM MOHHTOPHHTE.

5. ID xapTouka EMOAAHTATA

Bbl fOMKHE ObiNY NOAYUHTE MEKRYHAPOAHYIO KAPTOYKY MMIIAHTATA OT
csoero xupypra. Ha 310#l kaprouke Oyaer ykasaH katamor u cepHiiubii
HOMEP BalUMX WMIUIAHTATOR, a Takke Apyras uHGopmauus. Hocure
KapTO4KY ¢ CO0O0H H nokasznipaiiTe €¢ Bpauam WM APYTHM MOCTaBIMKAM
MEAMUMHCKHX YCAYF NMPH HX NOCELEHHU. ITO MOMOXKET UM MPaBHILHO
OTHOCHTbCA K BaM M 3aLIUTHTL BalM TPYAHLIC UMIUIAHTATHE BO BpPEMA
moboro MERMUMHCKONO NE4EHNHA, KOTOpOE BaM noHanobures B Gyxyiuem.
Baw Bpay nomkeH xpauHuTe Konnio ID kaproukw wMminantTata BMecTe ¢
BawIeH MEANLBMHCKOH KapTO#.

6. BeG-caitt ¢ undopmanmeil A8 NALUEHTOB

Bl MoxeTe HaliTH mobbie oOHOBNeHUs 00 H3zeanu Ha 3ToM Bel-cailte
http://ic.jnjmedicaldevices.com. Bawa xaprouka wmnnarrata Oyner
conepkatb HHPOPMAUKIO O BaUIEM KOHKPETHOM H3AEMHU. DTO TaKke
MOXHO HaHTH B BaLEH MEAULIMHCKON Kapre,

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., MRI, ultrasound) of your implants to
screen for implant rupture. This does not replace additional imaging that may be
required, such as screening mammography for breast cancer. Even if you have
no symptoms, you should have your first ultrasound or MRI at 5-6 years after
your initial implant surgery. Then every 2-3 years thereafter. If 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.

S. Implant ID Card

You should have received an International Implant Card from your surgeon.
This card will have the catalog and serial number of your implants, along with
other information. Carry the card with you and show it to doctors or other
healthcare providers when you visit them. It will help them treat you
appropriately and protect your breast implants during any medical treatment you
need in the future. Your doctor should keep a copy of the Implant ID Card with
your medical records.

6. Patient Information Website

You can find any updates about the device on this website
http://ic.jnjmedicaldevices.com. Your implant card will contain information
about your specific device. This can also be found in your medical record
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CoBMecTHMOCTh ¢ MArHHTHO-pe30HaHCcHO# Tomorpadueii (MPT)

MPT - oauH #3 J0CTYMHBIX METOJ0B BHM3YyalM3aUHU IS OUCHKH
LCAOCTHOCTH TPYIAHbIX HMMIMIAHTATOB W CTENCHH BO3MOXKHOH YTEHKH
cuankona. BBuay ero Beicokoit TouHoct MPT oObiuno sBasercs
NPU3HAHHBIM  CTAHJAPTHHIM METOAOM. HCNOJb3YEMbIM [UIA  OLEHKH
1EIOCTHOCTH FPYIHBIX MMIIAHTATOB, OOBIYHO Y NAaLMEHTOB C CHMIITOMaMH
paspbiBa (Ahnet al., 1993). MPT obecneunsaeT He3aBUCHMBIH OT onepaTopa
noNHbIA 0030p BCEro UMIIAHTaTa U OKPYXAIOILMX €0 MArKHX TKaHei B
Pa3zIUuHBIX MIOCKOCTAX. YTO 1a€T BO3MOXHOCTb OLEHHTb UMIMIAHTAT W
OCYILIECTBHTL NpeAonepalnoHHoe nuaHuposakue. B uccneposanun 100
nauueHToB ¢ cumntomMamu Ahnet al. (1993) yctaHOBUAHM, YTO MarHWTHO-
pe3onaHchas ToMorpadus (MPT) asaserca ucuepnbiBaloUIMM, HAEKHBIM
H BOCMIPOU3BOJAMMbBIM METOI0OM AWArHOCTHKH KaK HHTPAKamnCyAsapHbIX. TaK
M DKCTpakancyaspHsix paspbiBoB. MPT Ttakke nossonuna oOHapyXHTb
apTeaKTbl, KOTOPbIE MOMYT BCTYI1aTh B NPOTHBOPEHHE C OKOHUYATEIbHBIM
AHArHO30M pa3pbiBa HMIUIAHTATa.

MP-BE3OMACHbIN - Umnnautupyembie H3neaus Mentor, KoTopsle He
COJIEPXKAT METAJIMMECKHX KOMITOHCHTB cuuTatoTcss MP- 6ezonacHbiMu.

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, MR1 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, Ahnet al. (1993) established magnetic resonance imaging
(MR]) 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.

OucHounas wacrora paspsiBa rpyaubix umnaanrtatos MENTOR c
TEYEeHHEM BpEMEHH, [10 [JaHHBIM K/IHHHYECKHX MHCCIe10BaHKil
MENTOR.

Yactora paspbisa paccuuTbiBactcs MetoaoM Kannana-Mediepa. B
CcoOTBETCTBMH ¢ MeTtoaoM Kannana-Mefepa ocyiuecTsagerca nomnbiTka
y4eTa MaLUHEHTOB. € KOTOPbIMH YTPau€H KOHTAaKT A1 [10CNEAYIOLIEro
HabJl0/leHHUA. ¢ COOTBETCTBYIOLIECH KOPPEKTUPOBKOH OLIEHOYHOH 4acTOThi
pa3pbiBa. [lpu onpeaeneHuu 4acTOThl pa3pbiBa YUMTBHIBAIOTCH Kak
«MOI03PEBAEMBIEY. TAK H «NOATBEPKACHHBIE) Pa3pbiBbl, B COOTBETCTBHH C
onpeaeICHUAMH HHXE.

[Moso3peBaeMble pa3pbIBbl — ITO pa3pbiBbl, M10,103PEBAEMbIE HA OCHOBAHHH
pe3ynbratoB MPT, HO He NOATBEPXKAEHHbBIE XHPYPIrHUECKHUM YAANCHUEM H
¢HU3MUECKMM OCMOTPOM UMIMAAHTATA, KaK NPaBHIO, BCIEICTBHE TOrO, HTO
NMAUKUCHT TIPUHI PeLICHHE HE YAAJIATL UMILIAHT.

[ToatBepK/1eHHbIE Pa3pbiBbl — 3TO Pa3pbiBbl, NIOATBEPKAECHHBIE OCMOTPOM
HWMNJIAHTATa, U3BJICYEHHOrO H3 TENa NaLHeHTa.

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

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

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



B OGHICM YHCAC pa3pnisOoB (HO.IITBE])MCHHHX, a TaKXKe MoA03PCBACMELIX, HO
He NMOATBEPXKACHHBIX), 3aPErHCTPUPOBAHHBIX AR KAXION0 H3ACUA, KOAS
NOATBEPXKACHHbIX  paspbiBoB  rpyanbix  Hmitiantatos  MENTOR
MemoryGel cocrasura 64% (49 us 77 nogospeBaeMbix HAM
MOATBEPKACHHLIX Pa3pHBOB), IPyRHHX uminauratoB Contour Profile
{CPG)—47% (8 n3 17 nopospepaeMbix WK AOATBEPKACHHLIX Pa3PLIBOB).
YacToTa MOAO3PEB2EMBIX HAW TOATBEPKACHHBIX PAa3phIBOB rPYAHBIX
nmanantaros MENTOR MemoryGel 3a | 0-neTuuii hepuon:

Tepouunoe Koppexunx Tlcpaaunan Koppexrupyiouan
yBenHueuse VBEIHUYCHUS | PCKOHCTPVKIHA PEROHCTPYKIHA
FpNAM Tpyau
14,9% 16,5% 24.3% 25,8%

O6uias 1004 NaLHERTOB, OCTABIIMXCA NoA HabmoaeHneM, coctasuna 53%
3a | 0-neTHnii nepuoi, CAeJoBaTeAbHO, TOUHOCTL AAHHLIX OrpaHKYeHa.
YacroTa MOAO3PEBAEMEIX HIM TNOATBEPHICHHBLIX pa3pLiBOB TPYAHBIX
nmnnantaros Contour Profile (CPG) 3a 10-nerHuii nepuoa:

Ilepenanoe Koppexius Mepeaan Koppexrupyionas
YBOJIHUCHHE YBENHMCHUN | peROHCTpYXIHS PEEGHCTRYKUMA
rpyam rpyan
3.3% 4.7% 11.2% %

Ob1as 2018 BAUKCHTOB, OCTaBILHXCA NOA HaOmoneHHeM, coctaBina 43%
3a |0-neTHUiA NepUoA. CNEAOBATENbHO, TOYHOCTH JAHHLIX OTPAHUYEHA,

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, 47% (8 of 17 suspected or confirmed ruptures) for Contour
Profile Breast Implants (CPG).

10-year suspected or confirmed implant rupture rates for MENTOR MemoryGel
Breast Implants:

Primary Revision Primary Revision
Augmentati | Augmcentati Reconstruction Reconstruction
on on
14.9% 16.5% 243% 25.8%

Overall, the 10-year follow-up rate was 53%. thus data accuracy is limited.
10-year suspected or confirmed implant rupture rates for Contour Profile Breast
Implants (CPG):

Primary Revision Primary Revision
Augmentati | Augmentati Reconstruction Reconstruction
on on
3.3% 4.7% 11.2% %%

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

HKnen THPHKANNOHAARA KAPT3 NANNEHTA

K KaKAOMY FPyAHOMY MMILNAHTATY, 3aMOAHEHHOMY FEAeM, npunaraercs
HacHTHUKauHOHHAR Kapta naudenta. Jiia Toro, urobul 3anoAHWTHL
HACHTHPHKALHOHHYIO KapTy NAlMEHTA, NPUKICHTE M0 OAHOMY CTUKEpY
NALMEHTa JUIA  KAXAOr0 HMMMNAHTATA Ha oOpaTHyiO  CTOpOHY
uacHTHHUKAUMOHHOH kapTed DauuedTa. CTHKeps nauueHta Jans
WACHTH(PUKALHOHHOH KapThi HAUMCHTa HAXOAATCA HA BHYTPEHHEH
YNaKoBKe MPOAYKT2 B COAEPIKAT BCIO HEoOXOAHMYIO MHGOpMalKIo AN
MACHTHOHKAUHE  W3genus:  (upMEHHOE  HalBahWMe  MMINAHTAaTa,
HaMMECHOBAHKE W ajpec MPOU3BOAYTENS, PA3MEP MMILIAHTATA, CEPHHHBIN
HOMEp, KOA MapTHH, HOMEP NO KATAROTY, CPOK FOAHOCTH WMILIAHTATA.
NAHHEIE TALMCHTA, RATY HMNAAHTALMW, JAHHBE Bpaya, yKazaHue B
KOTOPYIO M3 MONOYHBIX 3KENe3 YCTaHOBAEH UMNIIaHTaT (nesan/mpasas).

Patient ID Card

Enclosed with each gel-filled breast implant is a Patient ID Card. To complete
the Patient 1D 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) .
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B cayuae otcyvTcTBHS CTHKEpa NauMeHTa 18 MACHTH(PHUKALHOHHOW KapTbl
nalMeHTa HOMEp NAPTHH. HOMEP NO KaTalory H OMHCAHHE H3EAHA MOXHO
CKOMUPOBaTb BPYYHYIO € JTHUKETKH u3lenus. [lauueHty HeodOXxoaumo
1pEJOCTaBHTh HMACHTUPHKALMOHHYIO KapTy [MalUMeHTa 18 JHYHOIO
nonb30BaHHA.

Hudopmaiina, OTHOCAILAACA K MMNNAHTATy, BKJAIOYAETCA B CTUKEp
NauyeHTa, a TakkKe B MEJIMLHHCKYIO KapTy NallMeHTa, KOTOPbIE XPaHATCA y
NOCTAaBWIMKA  MEAMUMHCKUX  Yciayr. Bpau jomkeH npenocrtaBuTh
HICHTUPUKAUMOHHYIO KapTy MNallMCHTA. COAepXaillylo HHpopMauuio,
NO3BOASIOYIO HACHTHOUUHPOBATL JAHHBIC O BalIEM M3ICIHH.

INopaaok 3anonHeHns MHHOPMaUHOHHOM KapThl NalMEHTa:

1. MpukneitTe NO ONHOMY CTHKEPY MNAaUMEHTA NS WACHTHPHKALMOHHOM
KapThl 11aUMCHTAa N8 KaXI0r0 MWMMNAHTaTa Ha oOpaTHylO CTOpPOHY
MAeHTHOHUKAUHOHHOM KapThl naiMenta. (B cnyuae oTcyrcTBus cTHKepa
NauueHTa N8 MACHTHPHUKAUMOHHON KapTbhl MauMeHTa HOMEP NapTHH.
HOMED M0 KaTanory ¥ ONHCaHHe M31e/IMA MOKHO CKOMHPOBATh BPYHHYIO €
MapKHpPOBKH H3eIN4.)

2. BpyuHy1o 3an01HUTH cheayoulyto Hidpopmaumto:

- JlaHHble nauneHTa (HMA WK UACHTUPUKALMOHHBIH HOMep)

- Jlata uMnnaHTauun

- HanmenoBalue 1 ajgpec MEAHIIMHCKOTO YUPEKACHHS

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 identity the product-specific
information related to your device.

Instructions for filling out the patient’s information card:

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

2. To be filled in:

- Name of the patient or paticnt [D

- Date of implantation

- Name and address of the healthcare institution

HHO®OPMALIUA O JEKAPCTBEHHBIX NPENAPATAX H (UJIN)
®PAPMALEBTHYECKHX CYBCTAHIIUAX B COCTABE MH
M3acnne He COMEPKMT NEKAPCTBEHHLIX BEWIECTB MU HE MCMO/b3YETCA B
COYETAHUH C J1IeKAPCTBEHHBIMH BELIECTBAMH.

INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Devices do not contain medicinal substances and are not used in combination
with medicinal substances.

ONUCAHUE METOJ0B I[IOBTOPHOH OBPABOTKH H
CTEPUIM3ALMH

DESCRIPTION OF REPROCESSING AND STERILIZATION

leacsbie  rpyansie  wmnnantatel  MENTOR  nocrasnsiotca 8
MHAMBHUAYAJILHOMX CTEPHIBLHOH alMPOreHHOW YNAaKOBKE C CHCTEMOM
ABoitHoro obepTbiBaHuA. CHcTeMa ABOHHOW CTEPUNLHOW  YNAKOBKH
obecneunBaeT KCMOJL3OBAHKE NPEANOYTUTEILBHOTO METOAa NEPEHoCa
CTEPUIILHOIO HM3JE/IMA M3 30HbI OrPaHMYEHHOIO pexHuMa B CTEPHIIbHOE
none. B cnyvae noppexueHns ABOWHOH YNakOBKH CTEPUIBHOCTbL H3ENHS
He rapanTupyercs. He ucnonbsyiite usjienne, eciau ctepunbhbiit 6apsep

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.
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HAPYLIEH WKW YCTPOHCTBO MOBPEXKAECHO, OOpaTMTECH K MECTHOMY
npeacrasurenio Mentor.

Hagenue CTepran30BaHO CyXHM xapoM. H3aenne He noANeKuT NOBTOPHOH
CTEpPUIN3ALIMH.

Bce renesuie rpyannie mmnaantatst MENTOR npeanasHauens) TonbKo s
0AHOPA30BOrO UcnonbiosaHud. [loBTopHOE HCHOML30BARUE HMNJIAHTATA B
HapylUCHWE WHCTPYKUHH MPON3BOAWTENS CO3AACT PHCK DasBHTHA
HHbexumit  (MUKPOOHBIX, BMPYCHBIX M/IM  BLI3BAHHBIX  JPYrHMW
BO30YAMTERIMH), 2 TAKOKE HMMYHHBIX peakuuit, 8 3Tom ciy4ae
CTEPHILHOCTL WMIVIAHTATA HE rapaHTupyerca. Bonee Toro, uenocTHocTs
H3NeANA TAKKE He MOXeT ObTb rapaHTHpPOBaHa B CBA3M C PUCKOM
noepexxaeHus umnnautata. Hecobmozenne TpeGosaHHWs OZHOpPa3OROTO
HCTIONB30BAHHA HapyNIaeT H OTMEHAET YCTAHOBACHHBIH CPOK TFOAHOCTH
umnianTatoB. CrepunbHocTs, GesomacHocTh ¥ 3ddpexTHBHOCTSH
MOBPEXACHHBIX W3ACAUA He rapaHTpyercd. B cnyuae sarpasHeHus
u3aenns obpaTturech K MECTHOMY NPEACTAaBHTENO KoMnawuh Mentor.

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 and the sterility of the device
can no longer be guaranteed. Furthermore, the integrity of the device cannot be
guaranteed due to the risk of damage to the implant. The established shelf life
of the product is compromised and thus null and void if compliance with single-
use only indication is not followed. Sterility. safety and efficacy cannot be
assured for damaged devices. In the event the product becomes contaminated,
contact your local Mentor representative.

TPEBOBAHMW K TEXHHYECKOMY OBCIYXHBAHHIO H
PEMOHTY MH
Henpumennmo.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
Not applicable.

YCJIOBUSA TPAHCIIOPTHPOBKH U XPAHEHHUA

Tabauna 3 - YCA0BAS TPAHCTIOPTHPOBKN

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3 — Transportation conditions

Haumenonanue Jlnanazon Designation Range
TemnepaTypa ot -20 °C ao+50°C Temperature 20 °C to +50°C
OTHOCHTEBHAS BJIAYXKHOCTD pe Gonee 75% Relative humidity not more 75%
ATMocdepHoe aaBncHUE 700-1060 rila Barometric pressure 700-1060 hPA

Tabnuua 4 — Yenosus xpavenns

Table 4 — Storage conditions

HaamenoBanue JAuanazon

Designation Range

Temneparypa pt +10°C a0 +25°C

Temperature +10°C to +25°C
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OTHOCHTENbHAS BAAXHOCTD He bonee 75% IRT:Iative humidity ot more 75%
ATMOCepHOE AaBieHHE 700-1060 rTla IBarometric pressure 700-1060 hPA

NOPAAOK H YCJIOBHA YTHANW3IAHUHU WIH YHRUTOXEHHA
MH

HUsaenne oTHocuTcs K knaccy b B cOOTBETCTBHM ¢ KnaccHduxaumeit
MEMIHHCKMX OTX0A0B. HezarpasHeHHas ynakoBKa OTHOCHTCA K Kiaccy A
B COOTBETCTBUM C KnaccupHkanmei MenuiMHckux otxonos. [locne
NOCNREAHEr0 HCMIONL30OBAHHA H3ACAME M €ro YNakoBRKy HeoOxomumo
YTHAW3KPOBATL B COOTBETCTBHH < MECTHEIMH HOPMAaMH  COIJacHO
rpebosanuam CaulluH 2.1.3684-21 u rocyaapcTBEHHEIMY TpeOORAHNAMM.

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

Mentor oTkasbiBaetcs OT MoOLIX rapaHTuil, HITOXKCHHHNX B MHCHMEHHOM
WM yCcTHOH dopme, ABHBIX N NOAPAIYMEBAEMBIX B CHITY 00CTOATENLCTR,
BKJIIOYAS, NOMHMO NPOUEro, NK00hie NOAPAZyMEBACMbIC MAPAHTHH TOTHOCTH
A8 NPOJAXKH, TPHIOAHOCTH K MCNONB30BAHHIO MO HA3HAYCHUIO WIH
KOHCTPYKHMH, 32 HCKITIOUCHHEM MEPEUUCAEHHBIX B JAHHOM A0KYMEHTE U B
npegenax, AONMYCTUMBIX 3aKoHoaaTenbcTeoM. Komnanua Mentor He vecer
OTBETCTBEHHOCTH 3a Kakue O TO HY ObiNo npaMbe, cayvailHsie UM
KOCBEHHbE YOMTKH, ywmepd wnn pacxoibl, NPAMO MAH KOCBEHHO
ABAAIOWIHECS CNENCTBHEM WUCNOAL3OBAHUS HACTOAWENO M3NCIHR B
npeaenax, AONYCTHMLIX 38KOHOAATENLCTBOM. HHKakoe 3apepeHHE HIH
WHOC TMOATBEPXIACHWE (AKTOB, BKIIOYad, MOMHMO BCErO MPOYEro,
3aABNEHUS O NPUrOAHOCTH K HCNOJIB3OBAHMIO WM XAPAaKTEPUCTHKaX
H3JeNKA, He ABJNACTCA MAW HE CUMTAETCA FapaHTHEH, NPEAOCTaBACHHOM
KoMnaHuel Mentor B Kakux-au60 Henax 3a HCKMOYEHHEM TEPEIHCICHHBIX
B IaHHOM JOKYMEHTE W B NPEACNaX, JONMYCTHMBIX 3aKOHOAATE/LCTBOM.
Komnauua Mentor se Geper Ha cefa W He NpH3HaeT 3a coboil kakux-nubo
MHLIX WAM JONOJHMUTENBHRIX OOA3ATENLCTB MAH  OTBETCTBEHHOCTH,
CBA3AHHBIX C AGHHLM H3NCNHEM.

WARRANTY

Mentor disclaims any warranties, whether expressed in writing or orally,
whether express or implied by the circumstances, including. but not limited to,
any implied warranties of merchantability. fitness for purpose or design, except
for those set forth herein and to the extent permitted by law. Mentor is not
responsible for any direct, incidental or indirect loss, damage or expenses,
directly or indirectly, as a result of using this device to the extent permitted by
law. Any statement or other representation of facts, including but not limited to
statements of fitness for use or product performance, is not or is not deemed to
be a warranty provided by Mentor for any purpose other than those set forth
herein and to the extent permitted by law. Mentor does not assume and accept
any other or additional obligations or responsibilities associated with this
product.
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Gel-Filled Breast Implant Surgery
Making an Informed Decision
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1. INTRODUCTION

Purpose of the Brochure

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

What Gives the Breast Its Shape?

The breast consists of milk ducts and glands, surrounded by fatty tissue that provides its
shape and feel. Situated beneath the breast is the pectoralis major muscle or chest muscle.

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

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

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

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

yine-ftiled Breast Implam 6el-flited8fefm{rfam totation Gd/SaJme-Rlled freast 1rmhl»1

What is Silicone?

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

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

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

The Independent Review Group (IRQ)

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
implants and examining issues related to preoperative patient information. The IRG report released in 1998
made the following conclusions:
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. “There is no epidemiological evidence for any link between silicone gel breast implants and any
established connective tissue disease, 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 chitdren of women with breast implants are at increased risk of connective
tissue disease,

The Scientific and Technical Options Assessment (STOA) Programme

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

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

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

The Institute of Medicine (I0A)

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 lissue 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
neurclogical 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 Implants

Implaris are to be used for the following indications:

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

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

. Replacement or Revision — This procedure is performed as replacement or revision surgery for
patients with previous augmentation or reconstruction with silicone gel-filled or 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 mothers.
. Lupus (e.g., SLE and DLE).
] Scleroderma (e.g., progressive systemic sclerosis).

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



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

patients),

. Infection or abscess anywhere in the body.

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

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

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

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

. An unwillingness to undergo any further surgery for revision.

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

. Premalignant breast disease without a subcutaneous mastectomy.

» Untreated or inappropriately treated breast malignancy, without mastectomy.

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

All MENTOR® Gel Breast Implants contain silicone gel which is cohesive. The breast implants are offered
with three degrees of cohesive filling material: Cohesive 1 (standard), Cohesive 11 {moderate) and Cohesive 11
(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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SILTEX-rf?

CONTOUR PROFILE™

BECKER""N" 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.
J 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
Impiants (CPG), and 56% (10 of 18 suspected or confirmed ruptures) for BECKERTM Implants.

10-year Kaplan-Meier estimated suspected or confirmed implant rupture rates for MENTOR®

MemoryGel® Breast Implants:
Primary Augmentation Revision Augmentation Primary Reconstruction Revision Reconstruction
13% 4.7% 11.2% 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,

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

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

BECKERTM Expander/Breast implant devices have data out to § 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 implani(s) removed, unacceptable dimpling, puckering,
wrinkling, or other cosmetic changes of the breast may be experienced.
o 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
When choosing a surgeon who is experienced with breast implantation, the following questions
should be answered:
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1. How many breast augmentation or reconstruction implantation procedures does the surgeon
perform per year?
2. How many years has the surgeon performed breast implantation procedures?
3. What is the most common complication the surgeon encounters with breast implantation?
4, What is the surgeon’s reoperation rate with breast implantation, and what is the most common type
of reoperation the surgeon performs?
The following options in breast implant surgery should be understood and discussed with the surgeon:

e Implant Size
Generally, the larger the cup size wanted, the larger the breast implant (measured in cubic centimeters,
or ce’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.

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

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

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

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

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

» Incision Sites Subgiandwlar Submuscular
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The pros and cons of the incision site should be discussed with the surgeon. There are three common
incision sites: under the arm (axillary), around the nipple (periareolar), or within the breast fold
(inframammary). If the incision is made under the arm, the surgeon may use a probe fitted with a
miniature camera, along with minimally invasive instruments, to create a “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. .
Shitahial

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

Periareolar

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

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

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

= Accept your breasts as they are.

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

What Questions Should You Ask Your Surgeon About Breast Augmentation?

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

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

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

3. How will my breasts look if 1 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 | expect my implanted breasts to look over time?
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7. How can [ expect my implanted breasts to look after pregnancy? Afler breast-feeding?

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

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

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

4. SPECIAL CONSIDERATIONS FOR BREAST RECONSTRUCTION

What Are the Alternatives to Breast Reconstruction?

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

Should You Have Breast Reconstruction?

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

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

What Are the Choices in Reconstructive Procedures?

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

Breast reconstruction can be accomplished by the use of a prosthesis (a breast implant, either silicone gel-
fitled, 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 tattooing the area. Nipple reconstruction is usually done as a separate outpatient procedure after the initial
reconstruction surgery is complete

Breast Reconstruction With Breast Implants

Your surgeon will decide whether your health and medical condition makes you an appropriate candidate for
breast implant reconstruction. Women with larger breasts may require reconstruction with a combination of a
tissue flap and an implant. Your surgeon may recommend breast implantation of the opposite. unaffected
breast in order to make your breasts more alike (maximize symmetry) or he/she may suggest breast reduction
(reduction mammeoplasty) 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 expandes/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 bencath the skin. Once the BECKER™ Expander/Implant has
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expanded to the desired fullness, the filling port is removed. 1t is important to know that any type of surgical
breast reconstruction may take several steps to complete. Two potential advantages to immediate
reconstruction are that your breast reconstruction starts at the time of your mastectomy and that there may be
cost savings in combining the mastectomy procedure with the first stage of the reconstruction. However, there
may be a higher risk of complications such as rupture with immediate reconstruction, and your initial
operative time and recuperative time may be longer.

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

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

Surgical Considerations to Discuss With Your Doctor
Discuss the advantages and disadvantages of the following options with your surgeon and/or your oncologist.
« Immediate Reconstruction
One-stage immediate reconstruction with a breast implant (breast implant only) or with an
expander/breast implant '
(BECKER™ Expander/Implant).
Two-stage immediate reconstruction with a temporary tissue expander followed by delayed
reconstruction several months later with abreast implant.
* 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. Afier 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
BECKER™ Expander/Implant is used, saline is gradually added over time (up to six months) until the
expansion is completed at which time the filling port is removed. The filling port removal is usually done
using local anaesthesia at the outpatient or day unit section of the hospital. One-stage delayed breast
reconstruction is done several months or years later by placement of a breast implant or a BECKER™
Expander/Implant.

Two-Stage (Immediate or Delayed) Breast Implant Reconstruction

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

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

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

i1
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Stage 1: Tissue Expansion

Mastectomy Scar Expander/Implantwith Tisaie expander with
remote injectton(tome Integral in)ectton dome

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 ofthe tissue expander. However, you may experience feelings of pressure or discomfort
after each filling of the expander, which subsides as the tissue expands. Tissue expansion typically lasts four to
six months.

Stage 2: Placing the Breast Implant

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

Breast Reconstruction Without Implants: Tissue Flap Procedures

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

The tissue Map 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 tlaps, because of the microsurgical
requirements.

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

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

The TRAM Flap (Pedicle or Free)

1; Mistectoy Isperfotmedand Step2 Treflapof redus musoe™Kl Sep3 Rod Rt
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During a TRAM flap procedure, the surgeon removes a section of tissue from your abdomen and moves it to
your chest to reconstruct the breast. The TRAM flap is sometimes referred to as a “tummy tuck™ reconstruction,
because it may leave the stomach area flatter.

A pedicle TRAM flap procedure typically takes three to six hours of surgery under general anaesthesia; a free
TRAM flap procedure generally takes longer. The TRAM procedure may require a blood transfusion. Typically,
the hospital stay istwo 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. I1fyou 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 Latissinuis Dorsi Flap With or Without Breast Implants
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During a Latissimus Dorsi flap procedure, the surgeon moves a section of tissue from your back to your chest
to reconstruct the breast. Because the Latissimus Dorsi flap is usually thinner and smaller than the TRAM flap,
this procedure may be more appropriate for reconstructing a smaller breast.

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

1.What are all my options for breast reconstruction?

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

4.Will reconstruction interfere with my cancer treatment?

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

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

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

8.Do you have before and after photos 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 ] am dissatisfied with the cosmetic outcome of my implanted breast?

13.Can | 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 1 feel, and for how long?

16.How long will I be in the hospital?

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

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

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

* Women with active infection anywhere in their bodies,

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

» Women who are pregnant or nursing.

Surgical practices that are contraindicated in breast implantation:

* Injection through implant shell.

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

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

» Autoimmune diseases such as lupus and scleroderma.

+ Conditions that interfere with wound healing and blood clotting.

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

* Reduced blood supply to breast tissue.

Further considerations

Pre-implantation Mammography

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

Interference With Mammography

The implant may interfere with finding breast cancer during mammography and also may make it difficult to
perform mammography. Therefore, it is essential that you tell your mammography technologist that you have
an implant before the procedure. The technologist can use special techniques to minimize the possibility of
rupture and to get the best possible views of the breast tissue. Because the breast is squeezed during
mammography, it is possible for an implant to rupture during the procedure. More x-ray views are 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.
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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.c., 10 years) risk of implant rupture, reoperation, implant removal, and capsular
contracture (hardening of the tissues around the implant), As new data becomes available, Mentor will include
this information in the product inserts, which are packaged with the products and sent to the doctors. You should
contact your doctor about updated information.

Capsule Procedures

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

Radiation Therapy

You should be aware that testing has not been done to show the effects of radiation therapy on tissues of patients
who have breast implants; however, the literature suggests that radiation therapy may increase the likelibood of
experiencing capsular contracture. The decision regarding the use of radiation therapy following breast
implantation shou!d be inade 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 surgety. If you undergo an MRI scan, you will have to lie on your stomach with your breast in a
special holder. You will then be placed in the machine, which may be open or may be like going into a tunnel.
Some patients experience an uneasiness at being in a closed space. While the machine is taking images of your
breast, it will make a noise. In order to have an MRI scan, you should not have had metal devices implanted in
your body, or a history of claustrophobia.

6. WHAT ARE THE BREAST IMPLANT COMPLICATIONS?

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

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

Deflation/Rupture

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

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

Capsular Contracture

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

Pain

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

Additional Surgeries

Women should understand there is a chance they will need to have additional surgery(ies) al some point to
replace or remove the implant. Also, problems such as deflation/rupture, capsular contracture, infection,
shifling, 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 afier breast implant surgery, and it is a life-
threatening condition. Symptoms include sudden fever, vomiting, diarrhea, fainting, dizziness, and/or sunburn-
like rash. A doctor should be seen immediately for diagnosis and treatment.

Hematoma/Seroma

A hematoma is a collection of blood inside a body cavity, and a seroma is a collection of the watery portion of
the blood (in this case. around the implant or around the incision). Postoperative hematoma and seroma may
contribute to infection and/or capsular contracture. Swelling, pain, and bruising may result. 1f a hematoma
occurs, it will usually be soon after surgery, however this can also occur at any time after injury to the breast.
While the body absorbs small hematomas and seromas, large ones will require the placement of surgical drains
for proper healing, A small scar can resutt from surgical draining. Implant deflation or rupture can occur from
surgical draining if damage to the implant occurs during the draining procedure.

Changes in Nipple and Breast Sensation

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

Breast-Feeding

At this time, it is not known if a small amount of silicone may diffuse (pass through) from the silicone gel-filled
breast implant shell and may find its way into breast milk. If this occurs, it is not known what effect it may have
on the breast-feeding infant. Although there are no current methods for detecting silicone levels in breast milk,
a study measuring silicon (one component in silicone) levels did not indicate higher levels in breast milk from
women with silicone-filled gel implants when compared to women without implants. The 1OM report concluded
that mothers with breast implants should attempt breast-feeding due to the benefits to their children. The
periareolar incision site may significantly reduce the ability to successfully breast-feed by decreasing the amount
of milk produced.
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Calcium Deposits in the Tissue Around the Implants
Deposits of calcium can be seen on mammograms and can be mistaken for possible 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
associated with increased necrosis include infection, use of steroids in the surgical pocket, smoking,
chemotherapy/radiation, and excessive heat or cold therapy.

Breast Tissue Atrophy/Chest Wall Deformity

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

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

Connective Tissue Disease

Concern over the association of breast implants to the development of autoimmune or connective tissue diseases,
such as lupus, scleroderma, or rheumatoid arthritis, was raised because of cases reported in the literature in
small numbers of women with implants. A review of several large epidemiological studies of women with and
without implanis 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 iimplants caused a connective
tissue disease.

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

Anaplastic Large Cell Lymphoma

Based on information reported to global regulatory agencies and found in medical literature, an association has
been identified between breast implants and the development of anaplastic large cell lymphoma (ALCL), a type
of non-Hodgkin's lymphoma. Women with breast implants have a very small but increased risk of developing
Breast Implant Associated ALCL (BIA-ALCL) in the fluid or scar capsule adjacent to the implant, with
documented potential for local, regional, and distant spread of the cancer with mortality reported in rare cases.
BIA-ALCL has been reported globally in patients with an implant history that includes Mentor’s and other
manufacturers’ breast implants with various surface properties, styles, and shapes, Most of the cases in the
literature reports describe a history of the use of textured implants. Several journal articles explore the risk
factors for BIA-ALCL., including the varied methods used to create surface texture of the implant and the role
of biofilm in causing disease, among others.

You should consider the possibility of BIA-ALCL when a patient presents with a late onset seroma (at least 1
year and on average 7 to 10 years following implantation), breast mass adjacent to the implant capsule or
lymphadenopathy. Work-up of delayed enlargement of a previously implanted breast includes an ultrasound or
MRI to look for the presence of seroma or lymphoma, Diagnosis starts at presentation, with needle aspiration
of as much of the fluid as possible (minimum 50 mL), using ultrasound for implant displacement and protection.
A suspicious mass requires needle or open tissue biopsy. Specimens should be sent for cell morphology by
cytology. CD30 immunochistochemistry and ALK (anaplastic lymphoma kinase), and flow cytometry for
evaluation, quantification, and characterization of T cells within the specimen. Hematopathology consultation
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at a tertiary cancer center is strongly encouraged to establish or exclude a diagnosis of BIA-ALCL. Once the
diagnosis of BIA-ALCL has been established, physicians are strongly encouraged to consult with a
multidisciplinary team including oncologists, pathologists, surgical oncologists, and plastic surgeons. The
United States National Comprehensive Cancer Network (NCCN) guidelines for treatment of established BIA
ALCL includes the removal of the implant and the entire surrounding implant capsule in addition to associated
masses and lymph node involvement.

Please report all 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://fwww.fda.gov/Medical Devices/ProductsandMedical Procedures/Implantsand Prosthetics/Breastimplants/u
cm239995 . him

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

Second-Generation Effects

There have been concerns raised regarding potential damaging effects on children bom of mothers with
implants. The IOM report concluded that there are no second-generation effects on children of women with
breast implants.

Gel Bleed and Granulomas

The gel in an implant consists of large three-dimensional mesh-like molecules that constitute about 20% of the
total weight of the gel. The spaces within these molecules are filled with 2 mix of medical grade silicone oils.
These oils are similar to the materials available in many products including anti-gas medication, available
without prescription for infants and adults. A small amount of these oils can bleed through the shell of the
implant. The major portion of this oil stays on the implant wall. A smaller amount moves into the scar capsule
where it is gradually picked up by certain body cells, called macrophages, the probable mechanism by which it
is transported into regional lymph nodes.

It is possible for a granuloma to form around a tiny amount of silicone. Although these lumps are noncancerous,
they can be difficult to distinguish from cancerous lumps without being removed (biopsied) and examined.

7. 1F 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 retumn 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.
e Continue to consult a physician for routine examinations to detect for breast cancer.
+ Inform a physician or surgeon of the presence of an implant if any surgery of the breast area is
scheduled.
® Keep the Patient ID Card provided by your surgeon (with the style and lot number of your breast
implant[s]) permanently and carry it with you to facilitate medical care in case of emergency (e.g., in
case of a road accident).

9. PROBLEM REPORTING FOR AUSTRALIAN PATIENTS
For Australian patients, if you experience difficulties with your implant(s), you are encouraged to report those
difficulties to the Therapeutic Goods Administration (TGA) via the Device Incident Reporting Scheme. For
information contact: Reply Paid 32, Medical Device Incident Report Investigation Scheme, P.O. Box 100,
Woden ACT 2606, phone 1800 809 361, email: iris@health.gov.au.
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10. STATUS/LEGAL POSITION OF BREAST IMPLANTS FOR EUROPEAN PATIENTS
A} breast implants sold within the European Community are governed under the Medical Device Directive
(93/42/EEC) and are Class [1 devices according to the Commission Directive 2003/12/EC of 3 February 2003.
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11. GLOSSARY

ALCL - Anaplastic Large Cell Lymphoma — a rare type of non-Hodgkin’s lymphoma (cancer of the immune
system).

Areola — The pigmented or darker colored area of skin surrounding the nipple of the breast.

Asymmetry ~ Lack of proportion of shape, size and position between the two breasts.

Autoimmune disease — A disease in which the body mounts an “attack™ response to its own tissues or cell
types. Normally, the body’s immune mechanism is able to distinguish clearly between what is a normal
substance and what is foreign. In autoimmune diseases, this system becomes defective and produces antibodies
against normal parts of the body, causing tissue injury. Certain diseases such as rheumatoid arthritis and
scleroderma are considered to be autoimmune diseases.

Axillary — Pertaining to the armpit area.

Bilateral — Relating to, or affecting, the right and left breast.

Biopsy — The removal and examination of tissue, cells or fluid from the body.

Breast augmentation — A surgical procedure that increases the size and proportions of a woman’s breast.
Breast reconstruction — A surgical procedure that restores the natural breast contour and mass following
mastectomy, trauma, or injury,

Capsular contracture — A tightening of the scar tissue surrounding an implant, resulting in firmness or
hardening of the breast,

Capsulectomy — Surgical removal of the capsule (scar tissue).

Capsulotomy (closed) — A breakage in the capsule (scar tissue) by massage or compression on the outside of
the breast.

Capsulotomy (open) — Incision or opening in the capsule (scar tissue) made by an open surgical approach.
Carcinoma - A malignant (cancerous) tumor.

Congenital anomaly — A deviation from a normal body part, existing at or dating from birth.

Connective tissue disease — A disease or group of diseases affecting connective tissue. The cause of these
diseases is unknown. The diseases are grouped together on the basis of clinical signs, symptoms, and laboratory
abnormalities.

Deflation/rupture — Leakage of saline solution from the implant, often due to a valve leak or a tear or cut in
the implant shell, with partial or complete collapse of the implant.

Delayed reconstraction — Breast reconstruction that takes place weeks, months, or years after a mastectomy.
Displacement - Movement from the usual or proper place.

Epidemiological — Relating to the incidence, distribution and control of disease in a population.

Extrusion — The pressing out of the implant through the surgical wound.

Fibrous tissues — Connective tissues composed mostly of fibers.

Flap — A portion of tissue (which may include muscle, fat and skin) with its blood supply moved from one part
of the body to another.

Hematoma — A mass or swelling containing blood.

Immune response — A bodily response to the presence of a foreign substance.

Inframammary — Below the breast.

Inframammary fold/incision — An incision made in the fold below the breast.

Inpatient surgery — A surgical procedure in which the patient is required to stay overnight in the hospital.
Latissimus dorsi — Two triangular muscles running from the spinal column to the shoulder.

Mammoplasty — Plastic surgery of the breast.

Mammary - Pertaining to the breast.

Mammography — X-ray examination of the breasts (as for early detection of cancer).

Mastectomy — The removal of breast tissue due to the presence of a cancerous or precancerous growth.
Mastopexy — Plastic surgery to move sagging breasts into a more elevated position.

Modified radical mastectomy — Surgical removal of the entire breast including the nipple. areola, and
overlying skin, as well as the lymphatic-bearing tissue in the axilla.

Necrosis - Death of living tissue.

Oncologist — A doctor specializing in the study of tumors.

Qutpatient surgery — A surgical procedure in which the patient is not required to stay in the hospital overnight.
Palpability — Capability of being touched or felt.

Palpate/palpability — To feel with the hand.
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Pectoralis — Major muscle of the chest.

Plastic surgery — Surgery intended to repair, restore, or improve the body following trauma, injury, or illness.
Prosthesis — Any artificial device used to replace or represent a body part.

Ptosis — Breast sagging that is usually the result of normal ageing, pregnancy, or weight loss.

Radical mastectomy — Surgical removal of the entire breast including the nipple, areola, and overlying skin,
as well as the pectoral muscles, lymphatic-bearing tissue in the axilla, and various other neighboring tissue.
Rectus abdominus — A long, flat muscle extending the whole length of the front of the abdomen (stomach).
Saline — A solution that is made up of water and a small amount of salt. Approximately 70% of an adult’s body
weight consists of this

saltwater solution.

Seroma — Accumulation of fluid in tissue.

Serratns — Muscle located beneath the chest’s pectoralis major and minor muscles and the rib cage.

Silicone elastomer — A type of silicone that has elastic properties similar to rubber.

Subcutaneous mastectomy — Surgical removal of the breast tissues, but sparing the skin, nipple, and areola.
Subglandular placement — Placement underneath the mammary gland and on top of the chest muscle.
Submuscular placement — Placement wholly or partially underneath the pectoralis major (chest) muscle.
Surgical incision ~ A cul 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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Onkonoruseckue 3aGonepakus
AnannacTHuecKas KpynHOKNeTOuHas numpoma
Bnusuue na BTopoe noxonenne
YTeuxa rens H rpaHynemp

7. [IPH BO3HHKHOBEHHH ITPOB/IEM OSPATHTECH K BPAYQY
8. AONHOJTHHTE/IBHBIE PEKOMEHIALNH JJTA HALHEHTOK
9. COOBLEHHE O TPOB/IEMAX Y ITALIHEHTOB B ABCTPATTHH
10. TPABOBASA HH®OPMAIHA, KACAIOIUAACA TPYIHBIX HMIT/TAHTATOB B EBPOIIE
11. HCTOYHHKIH HHOPOPMALHH ITO F'PYIHAMM HMITIAHTATAM
Ob1ne pecypcbt MO FPYAHBIM HMIIAHTATAM

MndopMaliMoRHBIE pecypesi N0 PeKOHCTPYKLMH MONOYHOMN Kenesbl

12. TEPMHHbB!
HHPOPMALIMOHHOFE, COITIACHE TALHEHATA
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1. BBEAEHWE

Llenb 6powutopbl

Llenb aToi 6poLopbl — MOMOYb NaLMeHTKaM MPUHATb B3BeLLeHHOe MH(OPMUPOBAHHOE PeLLeHne
06 onepayuuun No yBeIMYEHUIO U PEKOHCTPYKLMUN MOMOYHON Xene3bl. 3Ta obpa3oBaTefnibHas
bpolopa npefgHasHaveHa 41 TOro, YTobbl MNOArOTOBUTL MaUMEHTOK K b6ecefie ¢ BpayoM,
npeAocTaBuTb 06LLYI0 MH(OPMaLNIO 06 onepaLun No yCTaHOBKe FPYAHbIX UMMIaHTaTOB U faTb
nogpo6Hy MHpOopMaLnio 0 TpyaHbix umnaadHtatax MENTOR®.

UTo npuaaeT MOSI0YHON Xenese opmy?

Mosno4yHasn »Kesesa COCTOUT U3 MIEYHbIX MPOTOKOB W XKenes, [| |’\>KI/IpOBaF| TKaHb
OKPYXXEHHbIX XXMPOBOW TKaHbH, KOTopas npuaaeT el hopmy u Mbiwya

Ol yLLLeHMe HaMoMHeHHOCTU. [of MOMOYHOW Xene3ol
pacnonioxeHa 6onbluas rpyaHas mMbilwua. Takue GakTopbl, KaK MpoTokm
6epeMeHHOCTb (KOTAa MOJOYHbIe XXefe3bl BPEMEHHO

yBenmumBawTCs), 6bICTPasi NoTepss Macchbl Tena 1 BO3pacTHbIe

N3MEHEHUNS NPUBOAAT K PACTSXKEHUIO KOXMW, UTO MOXET

NpPoBOLMPOBAaTbL OMYLLEHWE WU 06BUCAHUE TPYAN.

UTo TaKoe rpygHoi mMmnnaHTaTt?
CyLLI,ECTByET TPW OCHOBHbIX TUMNA FPyAHbIX NMMNNaHTaTOB;

* IPyfiHble MMNNAHTAaTbI, 3aM0NHeHHble PU3NONOTNYECKNM PacTBOPOM:

* KOresnBHble TpyaHble MMIaHTaTbl, 3aM0/IHEHHbIE CUJIMKOHOBbLIM Tenem; n

. KOM6VIHI/IpOBaHHbIe rpyaHble UMNNaHTaTbl, 3alM0/IHEHHbIE KOT€3NBHbIM re}'IEM/CbVISVIOI'IOFVI'-IECKI/IM
pacTBOPOM.
Bce 3T MMnnaHTaTbl UMeT 060/104KY U3 MEAULIMHCKOTO CU/IMKOHOBOIO 3/1acTOMepa 1 3ano/iHeHbl
(h13M010rMYEeCKNM pacTBOPOM (COMEHONM BOAOI), KOFe3NBHbIM CUIMKOHOBbLIM Fe1ieM Un
(hM3M0NO0rNYeCKNUM PacTBOPOM B COHETAHUMN C KOFe3MBHbIM CUIMKOHOBBLIM resieM. MoBEPXHOCTb
060104KN MOXET ObITb KaK TEKCTYPMPOBAHHON, TaK 1 FNagKoii.

oyIOAVMVBKIET, LLOIKEHKb I MLEBLRA Gy HAAVMLLEHTAT KaveyH/eseHHbAMyIHOA
(VB/QEDIVHECKYMIGRCTTOLLA VMIVBHTET, S HeHb eV
(VB TILLIECKAMPECTBOROM

Uro npegctaBnseT co60i CUNUKOH?

CUNIMKOHbI — 3TO NOSIMMEPbI, COCTOSLLME M3 KPEMHUS, KMUCopoaa, yrneposa 1 Bogopoaa. CUANKOH
6blBaeT XUAKNM, refieobpasHbiM 1 TBEpAbIM. CUMMKOH MCNOMb3YIOT B pasHbIX chepax, B TOM 4MCe B
KOCMETMHECKUX CpeacTBax, cpeacTteax And yMeHbLUEHUA ra3oo6pa3OBaH|/|;| B KNWwe4YyHnKe mn MHOIrmnx
MEAVNLMHCKNX U3LeNUsiX, TaKUX KaK CKMafHble WHTPAOKYsipHble SIMH3bI, KapAWOCTUMYNATOPbI U
TKaHeBble paclnpuTenn.
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Kpemuuii — 310 pacnpocTpaHeHHbIit NPpUPOAHBIA XUMUYECKHH 91eMEHT. OH COAEPKUTCA B HECKe,
KAMHAX H CTEeKNe.

Besonacen au cuaukon?
Heckonbko aBTOPUTETRBIX MEKAKHCUMILTMHHAPHBIX HAYYHbIX MPYIN NPOAHANHIWPORAAH B H3YHYHIH
AOCTYNHBIC IAHHBIE O CHIBKOHOBEIX MPYAHBIX UMILTanTaTaX. HuXke npuBeaeHs! BLIBOABL TPEX

rpynn.

Hesasucumas ananumuvecxan zpynna (IRG)

Stoii rpynne 3KCNepTos, CO3aHHOM 0 YKAIaHMIO MUHUCTPa 3apasooxpatenna Besnkobpuranuu,
651710 NOPYUCHO MPOAHANHINPOBATL HAYUHLIE JAHHHIE O BOSMOJKHBIX PUCKAX CHITHKOHOBLIX MPYAHBIX
HMMAHTATOB JUIA 300POBbA H H3YUMTH BOMPOCH], CBA3AHHLIE C MpeAonepauHonHolt undopMaumeit
ans naunentok. Oryer IRG, onyGnukoBannmit B 1998 roay, coaepxan cnesyiomue BLIBOASI:

*  «ONHAESMHONOIKYECKHE I0KA3ATERBCTEA HANHUNA B3AHMOCBAIH MEXKILY CIUIMKOHOBEIMH ME/IEBHIMH
FPYAHLIMH HMANAHTATAMM M KaKHMH-M1160 yeTaHOBNCHHBIMI 3a00AeBAHUAMY COSANHNTENBHON
TKAHK OTCYTCTBYIOT.  Ecnn puck 3a00neBania COSANHUTENRBHOR TKARIL U CYLUECTBYET, OH CNULIKOM
Man 1A xoanyecTseHHOH oueHKH. IRG He MoXeT 060CHOBAHHO PEKOMEN108aTh POBEAEHHE
JanbHERIENX SNHASMHONOHNECKHX HCCNEAORAHNH AN KIYYEHHSR ITOR THNOTE3bI).
Honoanurensnyio nudopmaunio o 3adonesannsx coeAHHUTENbHON TKAHH CM. B palaene
OCNIOXKIEHHA, CBA3AHHBIE C NPUMEHEHUEM I'PYZIHbIX UMINJIAHTATOB,

e OO6was Guonornyeckas peakius OPraHU3Ma Ha CHITHKOH cKopee ARngeTca ofbiuno# peakuueft Ha
HHOPOAHBIT MaTepnan, Yem HeobbluHOH TOKCHUECKoit peakuuei,

e Jloka3aTenncTha TOro, YTO AETH KEHILUWH, KOTOPBIM ObUTH YCTAHOBNEHB! TPYAHBIC IIMIINAHTATDI,
NOABEPralOTCH NOBLILIEHHOMY PHCKY BOSHHKHOBEHUA 3a60neBaHis COSAHHHTENbHON TKaHH,
OTCYTETBYIOT).

TIpoepavma oyenrxu nayunvix ¥ mexnuieckux sapuarimos (STOA)

Esponeiicxnit napaaMenT nopy4unn 3To# rpynne noAroToBUTL OTYET O BAPMAHTAX NOAUTUKM B
OTHOWECHHH CHINKOHOBLIX FENICBBIX TPYAHBIX HMIUIRHTATOB HA OCHOBAHHH BCCCTOPOHHETO
HE3aBUCHMONC aHaIM3a HaydHOH nutepatypbl. Otuer STOA, onyGnukoBannsili B 2000 r., coaepxan
CAEeNYyIOIHE BbIBOABI:

¢ «Pe3yabTaTbl HCCNEAOBAHHT HE YKA3BIBAIOT HA HATHYHE CBAIH MEXY CHTHKOHOBBIMH
HMIIAKTaTaAMH N CEPLEIHLIMN PHCKAMH IN% 3NOPOBLA, TAKUMH KaK Pa3BiTHE 30KAHECTBEHHLIX
HoeooGpatoBaHHif ¥ 3a6oneBani COeRHHNTENBHOM TKAHH.

® ... BHcenenosaHuaX Ouin caenaH BLIBOS 00 OTCYTCTBHY ROKA3ATENLCTE BPEAHOTO BO3ACHCTEBNS Ha
MIaAEHUEB, BCKaPMITMBAEMBIX KEHILMHAMH C CHIWKOHORLIMII TPYAHBIMA HMILTAHTATAMMH...»

Hremumym veduyunvt (IOM)

ITOH MEXAUCUHIINIHHAPHONA IpynIe 3KSNepToB, co3AanKoi no ykasauuio Konrpecca CLIA, 6mno
NOPY4EHO NMPOBECTH HE3ABUCUMBL 0630p 3aBEPIICHHLIX H NPOAOIMKAIOLUXCA HCCAeI0BaHUH
CHJTHKOHOBEBIX W APYTHX IPyAHsIX umnaanTatos. Otuer IOM, onyGnukosanusiii B 1999 roay,
coaepain CleAyIoWwHne BuBOAK:

e «[pyaHble UMNMNAHTATEI HE NOBLILIAIOT PUCK Pa3BIITHA 3aboneBauuit COCANHATENLHON TKAHU, Y
JKCHUIHH C rpyAHBIMY UMNTAHTATAMN BEPOATHOCTD PA3BHTHA OHKOJIOrHYECKHX, HMMYHHBIX UIH
HeBponoruyeckux 3abonesannil He npesbiaet Takosoil B obleil nonyaammun.

¢ ['pyaHoe BCKapMIMBaHME, NPOBOAUMOE KEHIUHHAMK C YOTAHOBMEHHBIMM rPYAHBIME HMILIAHTATAMH,
Be3onacHo U none3HO ANw AeTeil.

* Bpeanoe po3aelicTBYe Ha AeTell KHEHINH C YCTAHOBNCHHLIMA TPYAHBIMH UMILIAHTATAMI
OTCYTCTBYET»,
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2. PEUIEHHE OB YCTAHOBKE Ir'PYAHBIX HMILUJIAHTATOB

Ipuynnbl, BAHAIOMME HA BIGOP rPYAHBIX HMILIAHTATOR
Hunnanumaner ucnonviyiom npy credyionjux noKasanusnx.;

Yeennuenile rpyan — 3T0 Npoueaypa, BoinofHAEMas 111 YBEIHHEHHA pasMepa H GopMBl MOTOTHBIX
Kenes.

PeKOHCTDYKUMA MOIOYHOH Hegeabl — 3TO NPOLEAYPA, BLINONKHAEMAA AAA BOCCTAHOBACHHS HOpMBI
rpyau

HEHUIHHAM NOCIIE MACTIKTOMUH UAK TPABMBL. KOTOPas NPUBeNa K YacTHHHOR 1 nonHoit notepe
TKAHH XKeJe3bl, & Takke [ HCNpasIeHHA BPOAKICHHOrO AederTa,

3ameHa UAH PeBA3NR — JTO NPOLERYPA, BHIOMHAEMAS B X0/€ ONEpalluy No 3aMEHe HIN PEBH3HN
HMIIIBHTATA Y TAUMEHTOK ¢ NPeIlecTByoLeH ayrMeHTauHelt (YBenHueHNEM) HITH PEKOHCTPYKIHei
FPYAH € HCTIONB30BAHHEM UMIIIAHTATOB, 3ANONHEHHBIX CHTHKOHOBBIM TCIIEM HAKW dm:monomqecxum

PacTBOpOM.

HpaunHHbI HEBO3MOKHOCTH HCHOIBIOBAHNA FPYAHBIX HMILIANTATOB
Yemanosera 2pyOnbix uMnaanmanmos npomueonokazana nayueHmxam ¢ mobvim uz credyioujux
COCMORNUIN,

GepeMeHHOCTD HITH IPYRHOE BCXAPMITHBAHHKE!

BONMAHKa (HanpHUMep. CHCTEMHadA KpacHas BOJYAHKA W MESHKAMEHTOSHAR KPAcHas BOMYAHKA);
CKJICPOACPMHA (HRNpUMEP, CHCTEMHAs CKICPOACPMHA);

TeKyWee COCTOAHHE, KOTOPOE MOXKET NOCTABUTL NOA YSPO3Y KA OCNOXKHKETL 2aXkIiBNeHMe paH (3a
HCKIIIOYEHNEM NALUEHTOK C PEKOHCTPYKIMeEH);

naderuna nau abenecc moGoll nokann3auuu;

XapaKTepUCTHKN TKaHel, KTHHKYECK! HECOBMECTHMbIE ¢ YCTAHOBKOI HMMIaHTaTa (Hanpumep,
noBpexAeH e Tranell nocne myyeBoli Tepaniy, H3IMEHEHHE TiaHeH WK HapyileHHe
KpoBOCHaO:xeHHg);

HaTHYHEe KaKoro-:160 COCTOAHHSA UAK POBOAMMOrD 1O NOBOLY HEr0 AeYEHHA, XOTOPOE, IO MHEHHIO
NEYAUero BPasia, MOXET HECTH HEOIPABAAHHBIH XMPYPIru4ecKuit pucK;

aHaToMuecKre uN QH3HONOFWYECKIIEe OTKIOHEHHS, KOTOPBiE MOTYT NIPHBECTH K CEPbE3HbLIM
TIOCEONEPaLHOHHBIM QCAOKHEHIIAM;

HANHYNE B AHAMHE3E YYBCTBUTEABHOCTH K HHOPOAHDIM MaTepHanaM #jiH HEOAHOKPATHLIX NONLITOK A
HEYJauHbIX PE3YNLTATOB YBETHYCHHE MITH PEKOHCTPYKUNIN MONOYHOMN KERE3hI;

OTKa3 OT NPOBEACHNS BOIMOKHBIX AONOAHWTENTEHEIX TORTOPHEIX PEBU3HOHHEIX onepatni;
HEPEUIHCTHYHBIE OXKHAAHNA, BIUTIOUAK HEIIPABHABHOE TOHRMAHHE, HEONPABAAHHYIO MOTHBALHIO HAH
HeAOOUEHKY PNCKOB, CBA3ZEHHBIX C XMPYpru4ecKoit mpouenypoi U HMIIGHTETAMHE;

npexonyxonesoe 3abonesanie MoNoyHOH Kenesnt 663 BHITONHEHUA NOAKOXKHOH MAaCTIKTOMHMK;
HENEYEHHOE WY HEealeKBATHO MTPONENEHHOE 3NOKAYECTBERHOE HOBOODPA3OBaHIIE MOIOMHON MXeNe3n!
B CAY48€ HEBLINONHEHNS MACTIKTOMHH,

Kakne THIIBI CRINKOBOBLIX IPYXHLIX HMILJIAKTATOB HPOH3BOANT KoMnanua Mentor?

Bce renesrie rpyaHbie iMnaanTate komnanuy MENTOR® cofepkaT Kore3uBHbH CHANKOHOBLIN
resib. Komnanua Mentor BriiyckaeT rpyatisie HMNJIQHTAThI TPEX YpoBHeit KOT€3HBHOCTH MaTepyana
HanonuuTenn: Koreaus | (cranaapryas nnotHocts), Koresus 11 (cpeanss nnorHocts) ¥ Koresus 111
(BBICOKAA MNOTHOCTD).

WmnnanTats! Ob18a10T pashbiX hOPM. TEKCTYP 1 pasmepos. Ecth rpyaHble KMNnaHTaTh! ¢ [IaaKoit
HIIY TEKCTYPHPOBAHHOMN NOBEpXHOCTRIO. KoMmanusa Mentor BuinyckaeT rpyAHsIE UMINAHTATH ¢
TEKCTYPUPOBAHHON NOBEPXHOCTHIO NoA Hazsauuem SILTEX®. Taxxke AOCTYNHL MMILIAHTATHI ¢
0AHON CHAMKOHOBO# 0600UKOH, 3aNTONHEHHONH KONe3HBHEIM CHIIHKOHOBBIM IENieM, WITH, Kax
TPYAHLIE PACUIHPHTENN-HMITIAHTATHI, ¢ BHYTPEHHEH CHAMKOHOBO#H 06on0ouKoi, 3anonHseMoi
$U3MONOTHUECKUM PaCTBOPOM, H BHELIHEH CHAMKOHOBOH 060N0MKON, 3aMONHEHHOR KOTE3UBHLIM
CHIMKOHOBLIM r'efiEM.
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Hwuxe npeacTtaBneHo onucaHue mogesnein rpyaHbiX uMnaaHTaTtoB KomnaHnm MENTOR®.
Ob6s3aTe/IbHO 03HAKOMbTECH C 0CO6EHHOCTAMU TPYAHbIX UMMNIAHTATOB M 06CyanTe C XUPYProm
Hanbonee nogxoaswnin(e) sam Tmn(bl).

NunHelika renesblix rpyAaHbIX UMNAAHTATOB (PUKCUPOBAHHbIA 06BbEM)
MMnnaHTaThbl KPYrnon oopMbl:

C rnagKoi NoBepXHOCTbO

C noBepxHoCTblo SILTEX®

MMmnnaHTaTbl aHaToOMM4YecKol popmbl (CPG*)
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JInHelika rpyfgHbIX pacwmnputeneii-umnnaHtTatoB BECKER®
(c BO3MOXHOCTbI MOC/IE0NEPaLMOHHOM KOpPpPeKUumn obbema):

®aKTopbl, KOTOPbIE HYXXHO YYUTbIBATb NPU NPUHATUMN pelleHnss 06 yCTaHOBKE rpyaHbIX
MMNAaHTaToB

MoTeHUuManbHaa nonb3a

Onepawmio 1Mo NeEPBUYHOMY YBEIMUEHMNIO TPYAM BbIOUPAIOT, Kak npaBuso, 4Tobbl YBENYNTL pasmep
N ynydwnTb GOpMY MOMOYHbIX Xene3. Onepaynio N0 NePBUYHON PEKOHCTPYKUUK TPYAU — 4UTOObI
BOCMOJIHUTL 06bEM, YTPAUYEHHbI U3-3a 3/10KAYECTBEHHOW OMYyX0/N WX TPaBMbl, UIN 3aMeCTUTb
XKene3sncTy TKaHb, KOTopasi He CMOrJ/la pa3BMTbCA JO/HKHbIM 06pa3omM K3-3a CEPbE3HON MaTosI0rnu.
PeBM3MOHHYIO onepaumio {3aMeHy MMelLeroca rpygHoOro uMnaaHTara) npoBogAT, YToObI
NUCMpPaBuUTb WU YIYYLINTb pe3ynbTaT NepBUYHON onepaLum No YBEIMUYEHUIO WU PEKOHCTPYKELLIN
MOJTIOYHOW Xenesbl.

XXMN3Hb C rPpyAHbIMUM UMMIaHTaTamu

*  HesaBucrmo oT TUNa orepaummn (YBesMYeHne UMM PEKOHCTPYKLMUA) BXXHO MOMHUTb, YTO ycTaEtoBKa
rPYAHbIX MMIAHTATOB MOXET ObITh He eAMHOPA30BbIM XMPYPruyecKUM BMeLLaTelbcTBOM. CKopee
BCero, 6yayT Heo6X0AMMbI JONONHUTENIbHbIE BU3UTLI K Bpady, U B TEHEHWE YXXMU3HW NaLMeHTKaM ¢
rpyAHbIMU UMMIAHTaTaMU MOXET NOTPe60BaTbCA JONONHUTENbHAA onepaums.

e [ pyAHble UMNAAHTATbI HE MOTYT CNYXWUTb NOXXW3HEHHO. auneHTKaM C rpyaHbIMU UMMIaHTaTaMy B
TeYeHUe XN3HN MOXET NMoTpeboBaThCA yAaneHne UMnaaHTaTa ¢ BO3MOXHOWM nocnegytoLei
yCTaHOBKOW HOBOTO.

e Oxupaemas npofomKETTeNbHOCTL CPOKa MCNOb30BaHUA TPYAHBIX UMMNIAHTATOB KOMMNaHUN
MENTOR® ocHoBaHa Ha nMpeAnosiaraeéMoii 4acToTe paspbiBa MMMIaHTaTOB. ECTb MHOXECTBO
NMPUYMH paspbiBa rpygHOr0 MMMIAHTATa, BKIOYAsA U3HOC U3LENNA C TEYEHUEM BPEMEHMU,
HenpegHamMmepeHHOe NOBPEeXJeHWe OCTPbIM MHCTPYMEHTOM BO Bpems onepauuv n usnyeckoe
BO3/eliCTBME, HaNpMMep, Nocse aBTOMOOW/IbHOM aBapumn UAK PU3MYecKoin Harpysku. YactoTa
pa3pbiBOB MOXET BapbMpOBaTLCA B 3aBUCUMOCTU OT TWMa BbINOMHEHHOEE onepaLumn no ycTaHOBKe
rPYAHbIX UMMIAHTATOB. B KNMHMYECKUX MUCCnefoBaHnax npodykuum komnaHum MENTOR®
NaLyeHTKN perynsapHo npoxogat MPT-CKpUHUHT /15 OLLeHKM BO3MOXHOIO pa3pbiBa MMMNIaHTaTA.
BaXHO OTMETUTb, YTO Y 6ONBLUMHCTBA NALNEHTOK CUMATOMbI CO06LLAEMOr0 pa3pbiBa MMMaHTaTa
OTCYTCTBOBA/N.

Hwke npefAcTaB/ieHa pacyeTHaa yacToTa pa3pbiBOB FpyAHbIX uMnnaHTatoB KomnaHnm MENTOR® B
AWHAMUKe, NOoMyyYeHHas B X04e K/AMHWYeCKMX McCefoBaHUi NpogyKumn. 9Tu nokasarenm
paccunTbiBaIn ¢ ucnosb3osaHnem metoga K3EEnaHa-Meiiepa. OHM BKAOYAKOT Kak
«rMof03peBaeMble», TaK N «NOATBEPXKAEHHbIE» pPa3pbiBbl B COOTBETCTBUU C OMNpefeeHUAMU HUXKe.
Mopo3peBaeMblil paspbiB — 3TO pa3pbliB, NOAO3PEBAEMbIN HA OCHOBAHUW Pe3ynbTaToB
MPT. HO HE MOATBEPXAEHHbIV NPU (PN3NYECKOR OLLeHKe, 06bIYHO M3-3a TOr0, YTO NauueHTKa
peluaeT He yaansaTb UMMAAHTAT.
MoaTBeEPXAEHHbIN pa3pblB ycTaHaBAMBAKT NPU 0OCMOTPeE yAaNeHHOro uMnaaHTara.
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Jlona noATREPKACHHBIX Pa3pbiBOB Cpeiii NMOAO3PEBAEMbIX W NOATBEPKACHHBX cocTaBuna 64% (49
U3 77 nojo3peBacMbIX HIH NOATBEPKACHHBIX Pa3pbiBOB) ANA IPYAHLIX uMnianTaToB MemoryGel®,
47% (8 u3 17 noao3peracMuIX WAH NOATBEPKACHHBIX pa3pbIEoB) 401 rpYAHLX uManaHtatos CPG*
n 56% (10 13 18 nogo3peBaeMbIX HIH MOATBEPXKACHHBIX PA3PLIBOB) A4 paciMpuTeneii-
nmananratos MENTOR® BECKER®.

YacroTa 3a 10-neTHni nepaoa noao3peBacMblX KIK MOATBEPKACHHHX Pa3pbiBOB MPYAHBIX
ummnnantatoB MemoryGel® komnarun MENTOR:

Tepawusoe Yoermuenne Nepewynan PexonCTpyKIA
yBemuenue NOCAE PesiauN PEXOHCTPYRIA NOCAE PEBI3NM
14,9% 16,5% 24.3% 25,8%

B uenoMm, aona nauuenTor, npowemwnx 10-netHui nepnoa rocaeayionero HabmoaeHus,
coctasHaa 53%, MO3TOMY TOYHOCTB ARHHBIX OTPaHKuCHA.

Yacrora 3a 8-aeTHRH nepuod 003pEBAEMEIX WIH NOATBEPKACHHLIX PA3PHIBOB MPYAHBX
ummnantaros CPG*:

Nepenusoe Yeenuuenue NepaiuHan PexoHCTpYRitHR
yBenuenme nocr pesuzHy PEKOHCTPYKUMA ROC/IE PEBH3HH
1.6% 4.9% 6.1% 0%

B uenom, aona naunenros, npoweauux 8-neTuii nepuoa nocneayomero HabnioaeHus, cocTaBuaa
55%, noaToMy TOUHOCTE AAHHBIX OrpaHHYEHA.

Hcxona na npueeaentol seite HHGOPMaLKK, MOXKHO OXXKHAATH, YTO CPERHUH CPOK CnyKObi
rpyaubix uMnaasTatoB MemoryGel® u CPG* xomnanus MENTOR cocrasnser Gonee aecatu naer.
['pyanoit pacunpurens-amnaantar BECKER® coaepxut Takxe PH3HONOrndecknii pactsop, v
€CNY B MMIWIBHTATE BOSHUKACT Pa3pbiB, Yepe3 KOTOPhIil MOMKET BHITEKATH PHIHOMOTHUCCKHIA
pacTeop, npon3oijer aegasuss. Yacrora aehnaumu ¥ noao3pesacMoro Wit NOATBEPKAECHHOTO
Pa3pbiBa MOKa3aHa HHXKeE.

YacToTa 3a S-neTunil nepuoa Noao3pEBAEMbIX HIH NOATBEPKACHHLIX Pa3pbiBOB 4 Aednaunn
rpyAMEIX paciuupurencit-umnaanraros BECKER® y nauuenTox nocie pexoHeTpyKuma:

fopo3pesaemble unw NOATBEPNAEHHbIC PA3PHIBLI 7.2%
Rednsma 13%

Hebonvme pasmepst BHGOPKK B KIMHHYCCKOM HccneaoBaHuH uMnnantatos BECKER®
OrPaHHYUBAIOT TOYHOCTb JAHHbIX,
Ha tekymnit MOMEHT A0CTYNHEI 5-1€THME JaHHbIE, COFMACHO KOTOPLIM YacToTa
pasprisos/nedaauud rpyaHux pacuipurencii-umnnanraros BECKER® y naunentok nocne
PEKOHCTPYKUUWH cocTaBiseT MeHee 10%.
¢ MHorHe H3MeHeHus B MOJIOHAOI JKenese y MaLHeRTOK Mocne MMILIAHTAHK HeoGpaTiML (He
npoxoanT). Ecnit nanuenTka nosdke peiunT YAANKUThL DIMNNAHTAT(bI), MOTYT BO3HHKHYTh
KOCMETHUYECCKH HENPHEMIIEMBIE BTAXKCHHA, MOPLUHHBL CKNAAKK UM APYTHE KOCMETIIYECKHE neq:ex'r bl
rpyan.
¢ Tpyasisie HMNNARTATH MOTYT MPHBECTH K YMEHBLISHHIO KONMYECTRA MONOKA BO BpeMs IMPYAHOIO

BCKapMiHsaHis. Kpome TOro, rpyanbie HIMNNEHTATH He NPEACTBPATAT 00BICAHKE MPYAH noOC/e
HepemenrocT!.
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*  [pyanble HMMNAHTATLE MOTYT 3aTPYAHUTE NPOBEACHHE CTAHAAPTHOH CKPHHAHTOBON MaMMorpaduu,
M3-32 HETO MOKET NoTpeboBarbes AononHUTENLHOE 06cneaoBaHNE, HTO NPUBSICT K YBCAHYEHHIO
BPEMEHHBIX 3aTPAT H JIyHeBoH Harpy3KkH.

Illaru na MYTHU K YCTAHOBKE HMILJIAHTATOB

* Bribop xupypra

[pu BEIGOpe XHpYpra, UMEIOLICTO ONBIT YCTAHOBKH TPYAHBIX HMM/IAHTATOB, BAXKHO MOJYYHTHL
OTBETHI Ha

CAEAYIOWHE BOMPOCH:

1. Kaxoe konuvecTso onepawwii no yseniueHno rpyay NN PEKOHCTPYKTHBHBIX onepaunii ¢
MCNONB3OBAHHEM NWMITAHTATOR XUPYPT BHINOAHAET B roA?

2. B TeueHHe CKONBKNX NET XUPYPI BHINONHAET NPOLEAYPbE IO YCTAHOBKE TPYAHEIX HMIINAHTATOB?

3. C KaK#M OCNOXXHEHHEM XHPYPT CTAKHBAETCH Yallle BCEro NPH YCTAHOBKE I'PYAHBIX
HMNAHTATOB?

4. Kakora uactoTa nosTOPHBIX Oftepauni NOCNE YCTAHOBKH FPYAHLIX HMIIIAHTATOB Y XHpYpra 4

KAKO# THI NOBTOPHBIX ONEPALM XUPYPI BLIMOMHICT Yatie Beero?

BaxHo 06CYHTE ¢ XHPYPIrOM CAEAYIOLIME ACNEKTH OMEPAUHY [0 YCTAHOBKE MPYAHBIX
WMILIAHTATOB!

* PazmMep utMnIaHTATA

Kak npasuno, uem Gonbiue xxenaeMuti pasMep 4alliki, TeM GONBIWKX Pa3MEPOB rPyAHOH HMINNAHTAT XHPYpT
GyneT HCNORB30BATL ANA IMIIAHTALKMH (M3MEPAETCA B KyOuueckux canTirmMeTpax, cM3). Xupypr Takxe
OLEHUT AOCTYNHYIO TKAHL, HTOOK ONPeAeNHTE, XBATHT JIH €€ I/IA NNOKPLITHR IPYAHOr0 NMMNaKTaTa. Eciu
AOCTYNHON TKAHH HEJOCTATOUHO AN NOKPHITHA KMNJAHTATE, BPaY MPEAYNPEANT O TOM, YTO Kpasg IPYAHOro
HMILIAHTATA MOTYT NAJLAHPOBATECA WK ObITH BHAMMBIMU NOCAE onepaunH. [loTeHuHanbHO TO MOXeT
NPUBECTH K XUPYPrHUECKIM OCAMKHERHAM. Kpome Toro, cnmukom Gonbiliue rpyanbie AMILIAHTATL MOTYT
NPOBOLHPOBATE PaHHee OMYLUSHHE WK OBRUCAHNE IpyaN.

* Tekcrypa NoBepxXHOCTH

SILTEX® — 270 TOprosoe Ha3BaHHe TEXHONOIMHU TEKCTYPUPOBAHIA NOBEPXHOCTH IPYAHBIX HMMNAHTATOB
xomnakin MENTOR. TexcTypupoBartoe nokpeitHe 6610 palpaboTano ana nyviuero s3aiMoneiicreus
KOANAreHa OKpYXaloumux TkaHel ¢ uMananTatoM. Komnanua Mentor Taloke MPOU3BOANT AMNIAHTATDI C
TIanKoM NOBEPXHOCTHIO,

* GopmMa, NPOCKINTA 1l BLICOTS HMIIAHTATA

Komnanus Mentor BeIyCKAET KOre3HBHLIE TENIEBLIE IPYAHBIC HMNTAHTATHI KPYTA0H K aHaTOMHYECKOH
dopmel. Kpyrable HMNAaHTaTL! AOCTYTHE ¢ PA3THYHLIMIT BAPHAHTAMH Npoexuun (cpeanni natoc, BeicokHit,
yabTpaBbicokuil npoduns, cpeannit moc npoduns Xtra*, Bbicoxuit npoduss Xtra*), a anaromuueckue
HMINAHTATL! ROCTYNHbE ¢ PaSNHYHBIMY BAPHAHTAMY BhICOTHI (Manas, cpeaHsa n Gonbiuan).

» CreneHK KOTe3HBHOCTH reas

CunukoHosbilt rens KoMIaruM Mentor — 3T0 KOTe3HBHBIH BONHMEP, a He X1AKecTh, HecMoTpA Ha
OolyilleHHE MATKOCTH M TEKY4YECTH, OHII npeacTaBanioT coboli eaquHoe uenoe. ['enu xomnanun Mentor
061222107 OAROPORHOH TEKCTYPOHR, CNOCOBCTBYS COBNAHIIO ECTECTBEHHBIX TAKTHALMLIX OLyWeHHHA. ['eneBbie
rpyaHbie HMIAAKTATL Mentor® nocTynHbl B TPEX BAPHAHTAX KOre3HBHOCTH, NIPH ITOM BCE OHU ABNAIOTCA
KOre€3iuBHbIMY,

Koeesus 1

CranzaprHas cTenelb KOFe3MBHOCTH Mefif B HMIUIAHTATAX KoMnaHuu Mentor. DTo cambiii Markni
renas komnanum Mentor.

Kozesue 1f

Heckoabko Gonee nnoTHLI rens ans cosfaing Gonee MAOTHONO Ha OHIYNTB UMNNAHTATA,

Kozesus 111

Cambiii BLIicOKOKOre3uBHblii rens kKomnaHun Mentor, obecrnieunsatomuii coxpanenne gopmsl ¢
NPUATHBIM YPOBHEM YITPYTOCTH.
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* ManblWwpyemocTb

Cnegytowme hakTopbl MOTYT NPUBECTU K TOMY, YTO MMMNAaHTaTbl 6yayT ferye NpoLLymnbIBaTbCS:
TEKCTYpMpPOBaHHasA MOBEPXHOCTb, 60MbLUMIA pasmMep MMM/IaHTaTa, NPeneKTopasibHOE pasMeLLeHme U
OTCYTCTBME afieKBAaTHOI0 KOMIMYECTBA KOXM /151 MOKPbITUA MMIM/IaHTaTa.

* YcTaHOBKa umnaaHtara

CpyAHON MMNIAHTAT MOXET ObITb NOMELLUEH /IM60 YaCTUUHO Mof 60NbLUYI0 TPYAHYHO MbILLLY
(cybnekTopanbHo), IM60 Haf MbILLLEA MOog XKenesncTyto TKaHb (MPeneKTopanibHO). MACkl 1 MUHYCHI
pasINyYHbIX BapUaHTOB YCTaHOBKM UMMIaHTaTa cefyeT 06cyanTb C XMPYProm

» CybnekTopanbHasa yCTaHOBKa MOXET YBE/IMUNTb MPOAO/HKUTENIbHOCTL Onepaumm u

BpeMsi 10 BbI3/10POB/IEHMS, ObITb 60/1ee 60M1E3HEHHON U 3aTPYAHWUTb BbIMO/IHEHMWE Cy6a»xTopansHai
HEKOTOPbIX MOBTOPHbIX OMNepauuii, B OTIMYME OT MPeNeKTOPasIbHOM YCTaHOBKM. yeluosxa
B03MOXHble MpenMyLLIECTBA TaKol YCTaHOBKM 3aK/THOHAKTCS B TOM, YTO OHA MOXET

YMEHbLNTL NaIbNMPYEMOCTb MMIMIAHTATOB M 00/1erYnTb BU3yasiM3aLmio MOSIOUHbIX XKenes

C NMOMOLLbI0 MaMMorpagumu.

* MpenekTopanbnas ycTaHOBKa MOXET COKPaTUTb MPOAO/HKUTENbHOCTb onepauun m

Bpemsi 0 BbI3A0POBEHMS, ObITb MeHee 60M1E3HEHHOIN 1 06/1ErYNTb BbINOSIHEHWE

MOBTOPHbIX OMEPaUUii, B OT/IMUME OT CybMeKTOpa/ibHOM yCcTaHOBKM. OfHAKO Takoe

pasMeLleHne MOXKET MPMBECTM K 60/bLUEN MafibNMPYEMOCTU UMIM/IaHTATOB U 3aTPYAHEHUIO

BM3yann3aumm MOMOYHBIX XKefe3 ¢ NMOMOLLbI0 MaMMOorpadmu.

» PacnonoxeHue paspesos

MAckl U MUHYCbI Pa3/IMYHbLIX BapuUaHTOB paspesa c/egyeT 06CyanTh ¢ Xmpyprom. Kak

NpPaBW/Io, XMPYPrv NCMOMb3YIT TPM BapraHTa paspesa: B MOAMbILLIEYHON 0bacTu

(akevnnspHbIA), BOKPYT cocka (MepuapeonisipHbIin) Uan Mo CKagKe KoXKW rnog MOosIOHHOMN

Xene3on (cybMammapHbIii). Ecnv pa3pes BbIMOMHSAETCS B MOAMbILLIEYHOM 061aCcTN, XUPYPr MOXeT
MCMNO/b30BaTb 30H[, CHabXeHHbIN MUHMATIOPHOM KaMepoi, a Takke MHCTPYMEHTbI 4711 MUHMMa/IbHO
WHBA3VBHOWM XMPYPruK, 4Tobbl CHOPMUPOBATbL «KapMaH» /151 TPYAHOr0 MMniaHTaTa. YeTBepTbIil BapuaHT
paspesa — 4epes Nynok (YMOUIMKasbHbI) C MCMO/Ib30BaHNEM 3HAOCKOMNYECKOM TEXHUKM — He MU3y4asics 1
No3TOMY He peKOMeHAYyeTCs.

AKCUNNSAPHbIA paspes

3T0T paspes 60/1ee 3aMeTeH, YeM NeprapeonspHbIi
paspes, HO COMPSKEH C MEHbLUMMUW TPYAHOCTAMU Npy
rpyLHOM BCKapM/MBaHWM, YeM NepuapeonisipHbIi paspes.

MepuapeonspHbIi paspes
STOT paspes NyuLlie BCEFO CKPbIT, HO acCOLMMPYETCS C
60nee BbICOKO/ BEPOSITHOCTbIO HEBO3MOXHOCTMW FPYAHOIO

BCKapM/IMBaHWS MO CPABHEHMIO C PYTMMMN BapuaHTamu ACUUTPHBLL pa3

paspesa. MeprapeonsipHbIi paspea— - |
Y N

Cy6bManwapubliipaspes CyOvamviapHbIA paspes

3T0T paspes 60/1ee 3aMeTeH, YeM NeprapeonspHbIi
paspes, HO COMPSKEH C MEHbLLUMMMW TPYAHOCTAMU Npuy
rpyLHOM BCKapM/IMBaHUW, YeM NepUapeonIsipHbIli paspes.
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3. OCOBBIE ACIEKTH], KACAIOIKHECS YBEJIHYEHUA TPYAH

Kaxue ecrb anLTepHATHBB! XHPYPrHYeCKOMY YBeAHYIEHHIO rpyaAn?

* [punsTue caoel rpyan Takoii, kaxas OHA eCTb,

* Howenne sHeurHero nporesa M G10cTranbTepa ¢ MAMKHMY BXIAAKAMM,

CYOHT /1 JeIATH ONEPALHIO N0 YBeAHYEHRIO rpyau?

Yro6st npuHATE B3BEWIEHHOE pelieHue, obcyaHTe BONnpoc ¢ ceMbeH, APY3LAMR H CCIHANHCTAMH,
ROCETITe rPpYNNL! NOAAEPHKH N0 YCTAHOBKE NPYAHLIX KMANAHTaTOB. Tloce o3naKoMnentis ¢ 1ok
Gpounopoit # o6NYMEIBAHIS NPEACTARNEHHON 2AeCh HHGOPMAILIWHN PEKOMEHAYETCA OTIOKHTS IIPHHATHE
PeLIeHHA O NPOBEASHHH ONEPALHH NO YBETHUSHHIO IPYAH Kak MUHUMYM Ha 2—4 Heflenn.
Xnapypruveckue yCA0BHA B AHECTEIHN

Onepauus no ypenuuesuio rpyan oOuItHO NPoBOANHTEA aMBYNaTopHO, B ONEPAUOHHON GONBHMIIB HITH B
XHPYPrHYECKOM LEHTPE, KAK MPABHIIO, NOR OGIIMM HAPKO30M, XOTH BOMOXHA H MECTHAS aHECTe3HA.
Onepauua cObivHo AIuTea 1-2 yaca. Xupypr caenaer pazpes, cpopMUpYET KapMaH AN IPyAHOro
MMINNAHTAT2 H NOMECTHT B HEro HMNNAHTAT. 3aTeM paHy 3aKpOIOT YTEM HANOKEHHS LBOB H, BOIMOXHO,
3aKNeAT.

Ilocneonepamonniit yxoa

Bel moxeTe uyscTBOBaTH cnabocTe M Gonk B TeueHME HECKONBKHX AHEH NOCNE ONEPALUK, NPH 3TOM
TPYAL MOXET OCTABATECH ONYyXUieH W YyBCTBHTENLHOH K NPHKOCHOBEHHAM B TeHEHHE 0AHOTO unn Donee
Mecauen. Bol Takike MOXeTE HCIIBITHIBATE OIYIICHKE CTAHYTOCTH B 06)1acTH IpyaM, NOKa Koxka OyxeT
AZaNTHPOBATLCA K HOBOMY Pa3Mepy rpyau.

[MocaeonepaulonHBlif YX0a MOXKET BKIIOHATS HCNONL3OBAHKE KOMNPECCHOHHOrC GUHTa,
NOCACONEPAUNIONHOTO HITH COPTHBHONO GIOCTranbTepa JUTH AOMONHATENEHON MOMACPIKKH K
NO3MHHOHHPOBAHMS KMILTANTATA B NNEPHOA 3KUBIICHIA. [10 pPEKOMEHAAUNN XHPYPTa Bhl, CXOPEE BCETO,
CMOXETE BEPHYTHCA K paloTe B TeWeHHE HECKONbLKHBX AHEl, 0OZHAKO crneayeT widerars niobbix
hHU3INYECKUX HArPY3O0K, KOTOPLIE MOTYT [IOBLILIATE NYALC ¥ apTEpHanbHoe faBneHHe, No MeHbUIeH Mepe,
B TEUEHHE Nape! HeAeNb. XHPYPT TaKKe MOXET MOPEKOMEHOBATD BaM YIIPaXKHENIs AN Maccaka IrpyaH.

NpnMeaanne: ITpH BOSHUKHOBEHUH TNXOPAAKH, 3AMETHOTO OTEKA W/UNH NOKpacHeHnus 8 oGnacty
Monousol kenesns HeMeTEHHO o6paTHTECE K XHPYpry.

Bonpocsl, KOTOphIe HYXRHO 3282Th XHPYPrY

Cneaytommii cnicok BoNpocoB HANOMHUT BaM 00 OCHOBHLIX aCNEKTaxX, KOTOpLIE CTOUT
obcyanTs ¢ Bpauom.

1. Kakie packn 1 0CNOKHEHHA CBAZAHEI ¢ YCTAHOBKOM PPYAMBIX HMILIARTATOB?

2, CKOALXO AONONHNTEALHBIX ONepalnil Ha rPYIY C YCTAHOBJIEHHLIM HMITAHTATOM CREAYeT OXNAATh B
TeueHHe KU3HH?

3. Kak GyaeT BhirnaaeTs rpy/b, €Ciy £ pewy yaamiTe, a He 3aMERAThL HMNNAHTAT?

4. Kakyio dopmy, pasmep. TEKCTYpy, pacrionokeHHe H cnocof yCTAHOBKH MNIAHTATE MHE MyJlle
BoIGpaTL?

5. Kak ycTaHOBKa HMANIAHTATA MORIHAET HA BO3MOXHOCTL KOPMHTE MPYALIO?

6. Kak H3MennTcs BHEWHH BHA MPYAY © YCTAHOBNECHHLIM HMIAHTATOM C TEUEHHEM Bpemenn?

7. Kak n3MeHHTCR BHEIHHH] BHJ TPYAH C UMNINIAHTATOM Nocne GepeMEeHHOCTH U KOPMIIEHUS Py abio?
8. Yto menatn, echlt MHE HE MOHPABMTCA KOCMETHIESCKRH PE3YNLTAT NOC/E YCTAHOBKH HMITTaHTaTOB?
9. Kakue anbTepHaTHBHBIE NPOUEAYPL HAK NPOAYKTH MHE OyAYT XOCTYNHBL, €CM A pely He
YCTAHABNAMBATDL IPYAHBIC BMIUIAHTATHS?

10. Ectb it y Bac dhoTorpadiin nauueHTOB 40 H NOCNE BHNOAHEHUA KAXAOH M3 npoueayp?
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4. OCOBBIE ACIIEKThI, KACAIOIHECSA PEKOHCTPYKUHH MOJIOYHOM JKEJE3bI

Kakne ecTs a1bTEPHATHBBI PEKOHCTPYKLHM MOAOYHOM MKeae3nl?

BBl MOXETE OTKA3aThCA OT PEKOHCTPYKUKH MONOYHON xeneswl. B 3TOM C/yuae Bbl MOXETE HOCHTH
BHEWHHA NpoTes B gopMe rpyaAH BHYTpH OtocTranbTepa. BHewHHe npoTesbi AOCTYMNHL 8 PasAUMHBIX
dopmax, pasmMepax M MOTYT 6biTh BNONIHEHBI W3 NOPONIOHA, XNIONKA, CHNUKOHA ¥ JPYFUX MATEPHANOB.
Taxke ROCTYNHL! HHANBHAYANbHbIE MPOTE3bl, COOTBETCTBYIOWNE pasMepy W dopmMe Baiuel rpyan.

Cront am tenaTh PEKOHCTPYKIHIC MOJOYHOT Xene3nbl?

PerieHUe O PpEKOHCTPYKUMH MONOUHON ‘kenesbl 3aBHCUT OT KaKAOTO KOHKPETHOrO cryuas,
coityreTBytomux 3abonepanuit, ofwero cocTofHWA 3ZOpoBbd. 06pasa KUZHH, SMOUHOHANBHOrO
COCTOAH)IA, & TAKXKE OT pasmepa u Gopmnl rpyay. UToOu! NpuHATS B3BEWIEHHOE pelienne, obcyauTe Bonpoc
C cempedi. APY3AMH M CNEUHANNCTaMIL, NOCETHTE IPyNNnbl MOAMEPKKH THO YCTAHOBKE I'PYAHBIX
WMNJIAHTATOB K TPYNNG NOANEPKKH TTaLIHEHTOB ¢ pakoM MONTOUHOR kenessl, [Tocne o3nakoMnetns ¢ atoft
Gpounopoii n 06ayMbIBaHNS NPeACTABNEHHON 3/ech UHPOPMALNN PEKOMEHAYETCE OTROXKHTbL APUHATHE
PELICHNS O NPOBEACHHN ONEPALUH KAk MMHUMYyM Ha 2—4 Heaenu. Ecan Bt xorend Gbl BLINOAHATH
PEKOHCTPYKLMIO MONOUHOH Kenesw, HO HE 3Haere, K KoMy OOpaTHTLCA, HONPOCHTE CBOETO XMPYpra
NOPEeKOMEHIOBATE BAM ONLITHOTO NNACTHYECKOro XHpypra. [IpM NNaHMPOBAHKKH MACTIKTOMHH ¥
NpPOLEAYPL! PEKOHCTPYKINK Baw 06wl Xupypr, NI2CTHYECKKIA XMPYPT ¥ OHKOIOr AOJDKHBL ACHCTBOBATDL
coobiiia, 4To6b! 06ecneunTs MAKCHMANBHO BBICOKHE Pe3yIbTATEL.

Kakye ecTh BApRANTEI PeKOHCTPYRUHA?

Tun noaxoasuwel Bam NPoLERYPLI PEKOHCTPYKIMK MOJIOYHO!N dXene3sl 2ARUCHT OT Batuero 3abonesaHus,
GopMel M paMepa rpyau, obLIEro COCTOSHNA 3A0POBLR, 00paa KN3HK H uenelt. Jlyuwre kaHanAaTH Ha
PEKOHCTPYKUKIO MOMOYHON KENe3k — KCHIINHE ¢ FPYABO HeOONBLIOre WM CpeJHero pasmepa.
PexoneTpykuna monouHoli xenesst MOXET ObiTh BbIIOAHEHA ¢ MCIIONbL30BAHMEM MPOTE3a (MPYRHOrD
HMINAHTATA, 32MOBHEHHONO CHANKOHOBEIM reneM, (PH3HONOTIYEeCKHM PacTROPOM UAK KoMOuHanwed rens
M QH3KONOrHYECKOTO PACTBOPA), COOCTBEHHBIX TKAHEH (MAKOTKAHHBIX JIOCKYTOB) KK HX KOMOHHAUWN.
MArKoTKaHHBIA T0CKYT — 3T0 (PParMEHT KOXH, XKHPa W/ MBILILBI, KOTOPHIA NepeMentaeTcs U3 obractn
’KHBOTA, CO CNINHLL UAK Apyroit dacTi Tena B8 obnacTh MOACUHOMN XKenesbi Ans (POPMIPOBAHKUA TPYRU.
Hesasncumo ot Toro, NpoBOANIACH NN BAM PEKOHCTPYKLUMS C WCNIONL30BRHHUEM MPYAHLIX HMIIAHTATOB HIH
Ge3 Hux. Bam, BEPORTHO, HyXHO GyAET NPOHTH AONONMUTE/NLHBIC ONEPALUXA ANA CHMMETPUIALMH H
yNyvlleHHA BHEIIHEro Buja rpyan. Hanpumep, nocKonbKy NpH MECTIKTOMMM 4HacTO YAANAETCS COCOK
BMECTE C TKAHBIO MOMOYHON MKeNeshl, €0 HacTO BOCCTAHABNMBAIOT C MOMOLIbIO KOXHOFO TPAHCNNAHTATA
U3 BTOPOil MPYAN WIK NYTEM HAHECEHHK TATYHPOBKY Ha ITY ofnacTh. PekoHCTpyKuns cocka o6s1unHo
BBIMONHAETCA KAk OTAeAbHas amOynaTopHas npoueaypa noOCne 3aBEpUIEHMA  REPBOHAMAnLHON
PEKOHCTPYKTHBHOH onepatmn.

Pexoscrpyknns MoNouHoH Xele3b! ¢ IOMOILI0 FPYAHLIX HMBAAHTATOB

Xupypr pewur, nossonser M pawe 3a601€BaHUE ¥ COCTORHHE 3A0POBLA BLIMOMHHTL PEKOHCTPYKLUMIO C
HCOIONB3OBAHWEM rpYAHOre nMnnaurata. Kenmudam ¢ OGonbwod rpyneio MoxeT noTpe0oRaTHCH
PEKOHCTPYKUWA ¢ HCNONL30BAHHEM MATKOTKAHHON® JIOCKYT2 M HMIJANTaTa. Bawl Xxupypr Moxer
PEKOMEHA0BATDL YCTAHOBKY HMNJIAHTATA B NPOTHBOMON0KHYIO 30POBYIO IPYAb, YTOOb! CAENATH MOSOYHBIE
KeNnesbl  MaKCHMAaNbHO  CIIMMETDHYHBIMI, [PEANOKWTE YMEHBUIEHNE TpydH (peAyKUWOHHaA
MaMMORIIACTHKA) IV AOATSKKY rPyAs (MacTOMexcHa) ANs NOBBILIEHHA CHMMeTpuu. PeaykumoHnHas
MaMMORNNAcTHKA NOAPA3YMEBAET YAaNneHHe TKaHeH MONoIHOH Kele3bl # KOoXkN. MacTonexcns skmo4aer
YAaneHne nofoCKH KOMXH MOA rPYABIO WK BOXPYT COCKA AAA NOAHATHA W NOATMKKYN KOXH rpyan. Ecnn ol
HE XOTHTE MCHATE 3A0POBYIO MPY b, CKAKHTE 06 3TOM XHPYPTY, NOCKOLKY 2TO peLeHHE MOXKET MOBNHATH
Ha PacCMATPHBAEMBIC B BAUIEM C/1yHae METOAL PEKOHCTPYKIHUH MONOYHON XKenesbl.

Bpema BLINOAHEHHN PEKOHCTPYKILHY ¢ HCTIONL30BAHIIEM FPYAHOTO HMIAAHTATA

Crexyomee onucanne OTHOCHTCS K PEKOHCTPYKLMM fOCHE MACTIKTOMHH, HO CXOXHE ACTEKTh
NPUMEHUMbl H K PEKOHCTPYKUWHM NOCAE TPaBMbl HIM NpH  BpOXKAcHHbLIX Aedextax. [ITpouecc
PEKOHCTPYKLUMII MOAOYHON Kenesb! MOXET HauaThCd BO BPEMA MACTIKTOMHHM (OAHOMOMEHTHas
PEKOHCTPYKUNA), 4epe3 HSCKOMBKO HENEeNb HAM NaKe NeT NOCKe ee BLITOAHCHNA (OTCpOveHHas
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peKOHCTPYKUMA). ONHOMOMEHTHAA PEKOHCTPYKLHMS MOXET MNpeanosararb YCTaHOBKY IPYAHOTO
HMNJAHTATA, HO 4Yalle BIIIOYAET YCTAHOBKY IKCNaHAEpa, KOTOPuI NOXKe 3aMEHKIOT Ha rpyaroii
HMIauTaT. Taxke ONHOMOMEHTHAf PEKOHCTPYKLHA MOXET BKTOYATh YCTAHOBKY TDYAHOIO
pacuHputens-wmnaantata (BECKER®). Pacunpurens-umnnanrar BECKER® cnyxur

OZHOBPEMEHHO ¥ TKAHEBLIM PACLIMPUTEREM, ¥ MPYAHBIM UMNNAHTATOM, Co BpEMEHEM OH yBEAHYNBACTCA
B pa3Mepax 3a cuer gobasneHus PH3HONOTINECKOrO PacTBOpA yepes CneuuansHsIi mopT, pacnonokeHHbIR
nop koxeit. Kak toneke pacwupHrens-umnaantatr BECKER® nocTuruer xenaeMol creneHu
HanoMHeHHA, NOPT JUIA BBEACHHA PAcTROpPA yAanaT. Baxno 3mars, 4To Ni06ag Xnpypruueckas
PEKOHCTPYKUHA MOAOYHOH Kenesbl MOKET COCTOATb 3 Heckoabkux Jranos. IloTenupanpHoe
NPEHMYIECTBO OOBEAHHEHHS NPOLEAYPLI

MACTIKTOMHH C IIEPBLIM ITATIOM PEKOHCTPYKLUHH MOJIOYHOMN Kenesnl — BOIMOKROCTE CHU3HTB CTOHMOCTH
BMELIATENLCTRA, OQHAKO MPH BLINONHEHHH OAHOMOMEHTHON PEKOHCTDYKLHHM BOSHHKAET MOBbULEHHLIA
PHCK PasphiBa M APYFWX OCNOXKHEHHH, a BpeMs NEpBOHA4aNbHON ONEpalyH 1 BPEMA BOCCTAHOBNEHMA
MOXET YBEMUUUTHCH.

ToTeHutHanbHoe RPEHMYLIECTBO OTCPOMEHHOH PEKOHCTPYKUKI — BOSMOXKHOCTb OTNOXKHTL NPHHATHE
pelIEHNA O PEKOHCTPYKIMM W ONEPALMIO A0 3ABEPLISHHA APYIHX NPOLEAYD, TAKIX KAK JIyYeBas Tepanya n
XuMHoTepanis. OTcpoueHHAR PEKOHCTPYKLIMA MOKET ObITh PEKOMEHAOBAHA, €CNH BaLll XHPYPT NPEABHIANT
CBA3AHHBIC C 3aKMBACHHEM NPobaeMb ROCAC MAaCTIKTOMAM, WIH BaM NIPOCTO RyXKHO Oonbiie BpeMeHt,
yTo0b 00AYMaTh BO3MOXKHbIC sapuanThl. Ilpn BLIGOpe Mexdy OAHOMOMEHTHOH WM OTCPOuUECHHOM
PEKOHCTpYKUMEH HYXKHO YYHTHIBATE MEAHUMHCKUE, DUHANCOBLIE H IMOIHMOHANbYEIE acniekThi. OGcyauTe
C XMPYPFrOM, INaCTHHECKUM XHPYPrOM W/HAR OHKONOrOM NNIOCH! M MHHYCH! BCEX BOIMOXHEIX BapHaHTOB.

Xupyprovieckne acneKThl, KOTOpbIe CTOUT 06CYANTE € BPAUOM,

ObcyauTe C XHPYProM H/MNY OHKONONOM NPENMYLLECTBA W HEAOCTATKH CREAYIOUHX BApRaHTOB
PEKOHCTPYKTHBHOIT Onepaimu,

* ONHOMOMEHTHAR PEKOHCTPYKUHS

OapodTannan OAHOMOMEHTHAA PEKOHCTPYKUMA C MCTONB30OBAHHEM [PYAHOrG HMNAAHTaTa (TONLKO
TPYAHOI HMINAHTAT) WK rPYAHOrO pactmputena-uMnnantara (BECKER®).

JByxaTannas ORHOMOMEHTHAA PEKOHCTPYKIMA C HCTIONb30BAHHEM BPEMEHHOTO 3KCHAHAEpA ¢
nocneayowell pexoHcTpyruiel rpyaHBIM HMILIAHTATOM 4epe3 HECKONBKO MECALCS.

* OTCPOMEHHAR PEKOHCTPYRIHS

OnxoaTanHas OTCPOUEHHAA PEKOHCTPYXUMA C JICNOAL3CBAHMEM TPYAHOIO PACLIMPHTENS-HMNIAHTATA
(BECKER®).

HpyXaTanHas OTCPOuEHHA PEKOHCTPYKUIA ¢ HCNONBIOBAHHEM BPEMEHHOTC IKCNaHAepa ¢ nocneaywlnefi
€10 3aMeHON Ha rpyaAnoi UMIIAKTAT Yepes HECKOIbKO MECALES.

Yro npeacrasaser coboii npouesypa peKoNCTPYKUHA ¢ HENOAB30OBAHHEM IPYAHOTO
umaaantara?

OanodTansas (OAHOMOMEHTHAS WAK OTCPOYEHHAN) PEKOHCTPYKUHSN ¢ HCNIONLIOBAHNEM TPYAHROIO
HMIVISHTATA

OHOMOMEHTHYIO OJHOITANHYI0 PEKOHCTPYKUMIO MOROYROE Jemesbi MOXHO BBLINOAHHTL BO BpeMs
MacTIKTOMHH. Flocne Toro, kak X¥pypr-OHKONOr YAANUT TKAHD MOJNIOYHOMN XKeNe3sl, INACTHYECKHH XUpypr
YCTAHOBNT rpyaHod wMmnaanrat wnd rpyauoli pacumpurent-uMmaaadrat (BECKER®), TeM camuiM
BLINOAHHB ORHOBTANHYIO PEKOHCTPYKLUMIO. B Chyyae nenonb3obanus rpyAHOTO paciIMpHTENS-IIMATaHTaTa
BECKER®. B TeueHise wecTi Mecaues B Hero OyAyT MOCTeNeHHO A00aRNATH PH2HONOTHHECKHH pacTBoOp
A0 AOCTIKEHHA KENaeMoro ofnema, Nocae Yero YAansaT mopT Ans BBEACHHA PacTBopa. YaaneHue nopra
Ans BBEfIeHHS PacTROPA 0OBIYHO BHINONHAETCA NOX MecTHOIT aHecTe3nelt B aMGynaTOPHLIX YCIOBHAX WIH
B OTACNCHHAH

AxesHOTO craumonapa. OaHOITANHAA OTCPOMEHHAA PEKOHCTPYKUMA MONOMHOR XXene3bl BHIROMHAETCA
4epe3 HECKONLKO MECANSB WIH €T NYTEM YCTAHOBKM TPYAHOTO HMNNAHTATA [UTH PaciiNPUTENs-
ummiantata BECKER®.

JABYX3TANHAS (OAHOMOMEHTHAR N OTCPOYEHHAS) PEKOHCTPYKIHSA ¢ HCNOILIOBAHHEM TPYAHOrO
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nMmnnaHTara
PeKOHCTPYKUMS MOSIOUHOI XKesie3bl C MOMOLLbIO 3ar0/THEHHOMO refieM rpyaHoro uvnnaHtata MENTOR®
06bI4HO NPOUCXOANT B ABa 3Tana M HaYMHAeTCs C YCTAaHOBKW BPEMEHHOIO 3KCMaHAepa, KoTopblii Yepes
HECKO/IbKO MECSILIEB 3aMEHSIIOT Ha FPYAHON MMMNaHTaT.

YcTaHOBKa TKaHEBOr0 pacLUMpUTeIA MOXeT NPOU3BOAUTHLCA OAHOMOMEHTHO, BO BpPeMs MacTaKTOMUMU,
WM MOXeT ObITb OT/I0XKEHA HA HECKO/IbKO MECSILIEB /M JIeT.

TKaHeBbI pacLUMpUTENlb MOXET MMETb NOPT AN BBEAEHWUS PacTBOpa, Kamepy A/ MHBLEKLWIA,
BCTPOEHHYIO B 060/104KY 3KCMaHAepa Wi Kamepy 4718 MHbEKLUMIA, MPUKPENIEHHYHO K 3KCNaHAepy ¢
NMOMOLLLbHO TPYOKM 1A MocTyn/ieHnst pacteopa. Mpy ncnosib3oBaHWMM 3KCNaHAepa ¢ 0TAENbHON KaMepoi
ee pacronaratoT noj PyKow Wim NoAMbILLKOA.

dTan 1: paclwimpeHune TKaHei

Py6eL, nocne PacluMpuTenb-umManaxHTar JKCnaHaep a> BAPOEHHOV OKOHuaTesbHbI pesynblat
MZ03KTOMUM € BbIHOCHBIM MHBEKLMOHHbIM Kamepoii AN UHbeKU Ui nocne ycTaHoBKU
nopTom VMMniaHTaTa

Bo Bpems MacTaKTOMMU XMPYPr-OHKO/IOr YacTo YAanseT KOXy, a Takke TKaHb MOIOYHON >kenesbl, 0CTaBss
KOXHbIA TOCKYT Ha rpyay NAOCKUM 1 M0THLIM. YT0o6bI chopMMpoBaTh MPOCTPAHCTBO B rpyau AN YyCTaHOBKU
rPygHOro MMMaHTaTa, Mof OCTaBLUMECA TKaHW TPYAHON KAETKM MOMELLAOT TKaHeBbI  pacLumMpuTeSb.
TKaHeBbIA pacluMpuTeNnb MpPeACTaBseT coboi YCTPOMCTBO, HarmoMuHatoLlee 6annoH, WM3roTOBMEHHOE U3
3MaCTUYHOTO CU/IMKOHOBOMO Kaydyka. OKcMaHiep YcTaplaBnvBarOT HE3arofIHEHHbIM U CO  BPEMEHEM
HaMo/THAT CTEPUIbHBIM (IU3NOIOTMYECKUM PAcTBOPOM, BCTaB/SIt HEGO/bLUYIO UI/Ty Yepe3 KOXy B MOPT 4151
BBefleHMs1 pacTBopa. 1o Mepe 3anmofiHeHUs 3KcMaHfepa pacnosiokeHHble Haj HUM TKaHW HauduHaloT
pacTArmBaTbCs, NoA06HO MNOCTENEHHOMY PACTSHKEHMIO XMBOTA XKEHLLMHbI BO BpeMs 6epeMeHHOCTUN. TKaHeBbIl
pacupuTenb Co34aeT HOBbI KapMaH B (hOpMe MOJIOHHOW >Kenesbl 419 FPYAHOro MMIiaHTaTa.

YcTaHOBKa TKaHEBOr0 pacLLUMpUTENS TKaHei 06bI4YHO MPOMCXOAMT B OMEepauMoHHON Nog 06WMM HapKO30M.
Bpemsi omepauum 06bIYHO COCTaB/sieT OT OAHOrO A0 ABYX 4YacoB. [pouedypa MOXeT MNpOBOAMTLCA
ambynaTopHO MM MoTpe6oBaTb KpPaTKOBPEMEHHOro npebbiBaHMs B 60/1bHMUE. Kak npaBuno, nocne Takoi
onepaumv MauyeHTKW MOryT BepHYTbCA K 06bIYHOV MOBCEAHEBHOWM [eATeNIbHOCTU Yepe3 [Be-TPY Hegenw.
MocKoNbKy KoXa FpyAHOM Kerku nocsie MacT3KTOMMU 06bIUHO HEMEET, Bbl MOXETE He MOYyBCTBOBaTb 60/1b
Mpy yCTaHOBKE TKAHEBOrO PacLUMPUTENs, HO MOXETE UCMbITbIBATb AMCKOMMOPT MOC/e KaKAoro 3anosiHeHus
3KCMaHgepa, KOTOpoe UCYE3HET MO Mepe pacLUMpeHusi TKaHeld. PaclumpeHue TKaHeli 06bIYHO NMPOUCXOANUT B
TeyeHue 4-6 mecsLEB.
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dTan 2: yctaHOBKAa rpyAgHoOro nmnnaHrtara

Mocne ynaneHust TKAHEBOTO PaCLUMPUTENS B KapMaH MOMELLAeTcs rpyaHoi nmnaaHTaTt. Onepaums no 3ameHe
TKaHEeBOro pacluMpuTens rpyAHbIM U.MNIaHTaTOM (3aMeHa Ha MMNAaHTaT) 06bIYHO MPOBOAUTCS MOZ 06LIMM
HapKO30M B OMepaunoHHOI. Mpouesypa MOXeT NPOBOAUTLCS aMBynaTopHO WK noTpe6oBaTh
KPaTKOBPEMEHHOTO Npe6biBaHUS B 6ONIbHULE.

PEKOHCTPYKLIMS MO/IOUHO Xenesbl 6e3 MCMob30BaHMSA MMMIAHTATOB: NPOLEAypPbl C
MCMO/b30BaHMEM MSITKOTKAHHOIO I0CKYTa

MONOYHYIO XKenesy MOXHO BOCCO3[aTb XMPYPrUYeckKuUM MyTeMm, nepemelas hparMeHT KOXK, Xupa v MbiLlL,
13 OAHOIN 06nacTu Tena B Apyryt. ®parMeHT TKaHW MOXXHO B3ATb M3 TaKUX 061acTeid, KakK >XMBOT, BEPXHSS
4acCTb CMMWHbI, BEPXHAA YacTb 6eapa Uan Aroguubl.

MSArKOTKaHHbIA IOCKYT MOXHO OCTaBWUTb NMPUKPEN/IEHHbIM K KDOBEHOCHbIM COCyAaM W MepeMecTuTb B 061acTb
rPyan depes TYHHe/b MOA KOXeR (NOCKYT Ha HOXKe), MO0 ero MOXHO MOJSIHOCTbH YAanuTb M CHOBA
NPUKPENUTb Ha TPYAHYH KNETKY C MOMOLLbI MUKPOXUPYPrUYECKUX MeToAuK (CBOGOAHBIA NnockyT). Mpu
nepecagke CcBOOOAHbLIX J/IOCKYTOB BpeMs onepauuyM 06bIYHO 60Mblle  K3-3a  MUKPOXMPYPrUYECKMX
MaHUNYAALNIA.

Mepecagka NOCKyTOB TpebyeT NpebbiBaHMA B 6O/MbHMLE B TEYEHWE HECKOMbKUX AHEl W, Kak npaBuno, 6onee
OUTENBHOTO MNepuofja BOCCTAHOBMIEHWSA, YEM PEKOHCTPYKLUMA C WCMNOMb30BaHMEM WMMnaHTaTtoB. [locne
onepauum C MCMo/b30BaHMEM NOCKYTa Takxe OCTalTcA pybubl Ha TOM MecTe, OTKyfa OH Obin B3sT. W.
BO3MOXHO, Ha PEKOHCTPYMPOBaHHOM rpyaun. MNpeumyLLecTBO onepaLuny ¢ MCNOMb30BaHNEM NOCKYTOB COCTOUT
B TOM, YTO OHa MO3BO/ISIET 3aMeCTUTb TKaHb B 06/1aCTN IPYAHOM KNETKW. 3TO MOXET OblTb MOMIE3HO, CNK TKaHM
FPYAHON KNEeTKM MOBPEXAEeHbl NAW WX pacluMpeHune HeBO3MOXHO. Elle 04HO NpenMyLLecTBO MNpoueayp ¢
MCMONb30BAHMEM JIOCKYTOB MO CPaBHEHWIO C MMMNAaHTaTamMy 3ak/04YaeTcs B TOM, 4YTO ANS AOCTUXKEHUS
CUMMeTPUM BMeLLaTENbCTBO Ha 3[,0POBOIA rpyamn, Kak npasuno, He TpebyeTcs. Hanbonee pacnpocTpaHeHHbIMM
TMNaMW MAFKOTKaHHbIX IOCKYTOB ABAAOTCA TRAM-N0CKYT (KOXHO-MbILWEYHbI IOCKYT MNPAMOA MbIWLb
XKMBOTA), KOrga MCNonb3yrT TKaHb GPHOLIHON CTEHKWU, M TOPaKoAopP3a/ibHbIA NOCKYT (NIOCKYT LUMpOYaiiLLei
MbILLLbI CMUHBI), KOTAa UCMONb3YHT TKaHb BEPXHUX OTAEN0B CMUHBI.

Ba)XHO MOMHMWTbL, 4TO Onepauus ¢ WUCMNOJMIb30BAHMEM JI0CKYTOB, B 4acTHOCTM TRAM-nocKyTa, sBNseTcA
Cepbe3HbIM it 60nee OOLIMPHLIM BMELUATENbCTBOM, YeM MACTIKTOMUSA, 4YTO TpebyeT Xopollero o6uiero
COCTOSIHMSI 340POBbSA U CUAbHON 3MOLMOHANBHON MOTMBaUun. Ecin y Bac n3bbITOYHas Macca Tena, Bbl KypuTe,
paHee nepeHecnn onepauuto B 061aCTU NOCKYTa WKW Yy Bac HapyLEHO KPOBOOOpalLeHMe, BaM MOXET ObiTb
npoTMBOMNOKasaHa npoueaypa ¢ ucnosb3oBaHnemM TRAM-nockyta. Ecnm y Bac XypgollaBoe TesioC/I0OXKeHue,
TKaHW B 06/71aCTW XKMBOTA WM CMUHbI MOXET OblTb HELOCTATOYHO [/ BOCCO3J4aHUA MOSIOYHON Xenesbl C
MOMOLLbIO 3TOFO MeToAa.

T1MM-nocKyT (Ma HOXKe NN CBOGOAHBIN)

a1 B MHH/ELLETIKTOUN Y b MEPEVELLEH/E TRy >TanN 3 CKOH-ETE BHL A PE3yTbTar
PERVETKA YHaaxa 3800pa Ty MEAVOANVG LB IVTKHAKITYINI
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Bo Bpems npouesypbl nepemMelleHns TRAM-M0CKyTa XMpypr yanseT YacTb TKaH 13 061acTu XXnBoTa u
nepemMeLLLaeT ee K rpyan, 4tobbl BOCCO3L4ATb MOMOYHYHO Xenedy. TRAM-N0CKYT MHOr4a HasblBatoT
PEKOHCTPYKUMEN C «ab40MUHONNACTUKOW», MOTOMY YTO Npouesypa no3sBosseT caenatb 06/1acTb XKUBOTA
60nee NIOCKON.

Mpoueaypa nepemerieHUs TRAM-0CKyTa Ha HOXXKE 00bIYHO 3aHMMAEeT OT TPeX [0 LLeCTU 4acoB U
BbIMO/IHAETCA M0A 06LLIM.M HapKo3oM. [Npoueaypa nepemeLleHnss cBo6ogHoro TRAM-0cKyTa 06bI4HO
3aHUMaeT bonblLUe BpeMeHW. Bo Bpems npouedypbl No nepemMelteHnio TRAM-0CKyTa MOXET rnoTpeboBaTbes
nepenvBaHne Kposu. OBbIYHO CPOKU NpebbiBaHMS B 60/1bHNLIE COCTABAAIOT OT ABYX A0 MSATU AHell. Bbl
CMOXETE BEPHYTbCSA K 00bIYHOM MOBCEAHEBHON AeSATENBHOCTM Yepe3 6-8 Hedenb, MPY 3TOM HEKOTOPbIe
YKEHLLMHbI COOBULLIKOT, YTO A/151 BOCCTAHOB/IEHMS HOPMa/IbHOM0 06pasa XXM3HW UM NoTpe6oBasiocb OKOJIO0 roja.
B 0651aCTV XMBOTa MOXET BO3HUKATb BPeMEHHasA WK NOCTOSIHHAsA MbllLeyHas cnabocTb. Ecnn Bbl
nnaHupyeTe 6epeMeHHOCTb Noc/ie PEKOHCTPYKLUUK, 06CYANUTe 3TO C XMPYProM. Y Bac Ha KMBOTE OCTaHeTCA
60/1bLLION py6eL,, a TakKe MOryT

ObITb JOMO/THUTENbHbIE LLPaMbl HA PEKOHCTPYMPOBAHHOM MOIOYHO XXenese.

Topakofop3asbHbIl TOCKYT C FPYAHLIMW UMMAAHTaTaMu UK 6e3 HUX

3
KoK Oy TV LLLLY Gy T s apovoceaHHb IMULHE b VMYEHEITAE LLIKHO
CLTopo(oro yHeak A v ThaHb MEPEVELLBHOT K MEEHE VCNO308aTH A ORBH/ALLCTYTR
MoyIHIACTEHEMCEL MIMILLHO MOTO-HOANEED
BOOOCREBHOT YZREHHYHOMOyIOHY
HBYY.

Bo Bpemsi npoueaypbl ¢ MCM0/Ib30BaHEM TOPAKOAOP3a/IbHOI0 /IOCKYTa XUPYPT NepeMeLLLaeT YacTb TKaHW 13
06/1aCTW CMVHbI K NepefHeli rpyAHOR CTeHKe A4/18 BOCCo3AaHMs (POPMbl MOIOYHOM XKenesbl. [ocKobKy
TOpPaKoAop3a/ibHbI JTOCKYT 00bIYHO TOHbLUE U MeHbLLe TRAM-I0CKYTa, 3Ta NpoLeaypa MOXeT 6bITb 601ee
NOAXOAALLEN A/ PEKOHCTPYKLMN FPYAN MEHbLLENO pa3mepa.

Mpoueaypa nepemeLLEeHNsT TOPaKOA0P3a/IbHOr0 JIOCKYTa 006bIYHO 3aHW.MaeT OT BYX [0 YeTbIPEX YacoB U
NPOBOANTCA MOfA 00 MM HapKo30oM. O6bIYHO CPOKM MpPebblBaHMS B 60/1bHMLIE COCTABMSAT TPU AHSA. Bbl
CMOXKeTe BEPHYTbCS K MOBCEHEBHOW AeATENbHOCTM Yepe3 2-3 Hefenn. Y BaC MOXKET BO3HUKHYTb BpeMeHHast
W NOCTOSIHHAS! MblLLeYHas ¢/1abocTb M TPYAHOCTU NPU ABMXKEHUSX B CMIMHE U NJieYe. Y Bac OCTaHETCA LUpam
Ha CN1He, KOTOpPbI 06bIYHO MOXHO CKPbITh JIIMKOW GHOCTranibTepa. Y Bac Takke MOry'T ObITb
[OMOHUTENbHbIe PY6LIbI HA PEKOHCTPYMPOBAHHOW MOIOYHOM Xesese.

Bonpocbl 0 peKOHCTPYKLUM MOMOYHON XKenesbl, KOTOPbIE CTOUT 3afaTb XMPYpPry

CnegyroLmnii CnmMcoK BOMPOCOB HANOMHWT BaM 06 OCHOBHBbIX acneKTax, KOTopble CTOMT 06CyAnTb C Bpa4dom.
1 Kakue BapuaHTbl PEKOHCTPYKLIMM MOJSIOYHOM Kenesbl MHe NoaxoaaT?

2. KakoBbl pUCKM 1 OC/TOXHEHUS pa3HbIX orepaunii No PeKOHCTPYKLMM MOSTOYHOM >Kefe3bl U Kak YacTo OHK
BCTpeyarTcA?

3. Yto genaTb B Crlyyae peuuanBa onyxonu Wan pasBuUTKsS OMyxonu ApYroin MoMoYHOM Xenesbl?

4. TToMeLLaeT /N PEKOHCTPYKLMSA NMPOTMBOOMYXO0/IEBOMY SIEHEHMNHO?
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5. Cxoneko 21anos B kaxao#t npouesype, U 4TO OHN BKIOYAKOT?

6. CxO/IbKO BpeMEHH RODKHO MPOHTH R0 NOTYYEHHR OKOHUATENLHOTO PE3yALTATA PEKOHCTPYKUHH?

7. KakoB Ball ONBLIT BLINOMHEHNA KaXAOHR Npoueaypst?

8. EcTb nu y Bac dotorpadri nauneHTOB A0 ¥ NOc/le BHINOAHEHNS kaxkaoh H3 npoueayp?

9. Kax 6yayT BbIrNfAETb NOCAEONEPALUMHOHHbIE WIPAMbI?

10. Kak M3MEHHTCA BHEIUHWIT BHA FPYAM C YCTAHOBIEHHBIM HMIIAHTATOM C TEHEHHEM BPEMEHH?

11. Kak U3MEHWTCA BHEUIHHI BHA TPYAH ¢ UMAJIAHTATOM fOcne GepeMeHHOCTH?

12. Yo Aenarsb, €cA MHE He NOHPABUTCA KOCMETHYECKHH Pe3ybTaT ROCAE YCTAHOBKH HMILIAHTATOR?
13. Mory a1 a pooSwaTsea ¢ APYrHMA NAUHEHTaMIL, KOTOPbie nepexecni noxodHbie onepannn?

14, KakoBa opreHTHPOBOYHAA 00LAN CTOUMOCTE KAKA0H MpoLeayps! MpH NO3TanHol peKOHCTPYKLHH?
15. Hackonbxo cuibHyo 6onb win auckompopr g 6yay UCMILITHIBATE 11 XaK aoaro?

16. Cxonbko Bpeme 3 nposesy B SonbHune?

17. MoTpeGyeTcsa N MHE NEepeNBaHHE KPOBH, H MOTY JIM # ¢1aTh COOCTBEHHYIO KPOBL?

18. Koraa f cMOTY BEPHYTLCA K NTOBCEAHEBHON ASATENLHOCTH (CeKCyanbHOR, CIOPTHRHON aKTHBROCTH)?

5. MPOTUBOIIOKA3ZAHUA, OCOBBIE YKA3ZAHHWA A MEPBI TPEJOCTOPOXXHOCTH
[IpoTHBONOKA3AHNE — JTO CHTYAUUA AN COCTOAHMNE, B KOTOPOHt HE ClleayeT NPOBOAUTL NPOUEAYDY.
Ycranoeka rpyassix uMnnantaToB MENTOR® npotuBonokasana npu caeyiommx
00CTOATENBCTBAX, KOTAA PUCK YBEIMYECHNA WK PEKOHCTPYKLIMA MOJIOUHOH Xeae3bs ¢
WCNIONIL30BaHHEM HMILIAHTATOB NEPEeBEUIHBACT NPEHMYLIECTBA:

* akTHBHaA hHdexuua noGolt Aokani3ansu;

* XKSHUUTHBE ¢ YXKe 1IMEIOLIMMCA 3NOKAYECTBEHHBIM HIH NPEApaKosLIM 3abonepanueM MonouHoN xenessl, He
AONYRABIINC BACKBATHOIO JICYCHHA ITHX COC‘I‘O’IH”“; H

» GepeMeHHbIC HAR KOPMALLHKE FPYALIO XKEHILIHHDI,

XupypruieckHe MeToabt, NPOTHBONOKA3AHNbIE AN IPYAHLIX HMILARHTATOB!

* BLINOAHECHNE HAbeKUKIT Yepe3 obonouky uMnIanTaTa;

* HAHOXCHHE IIMITAAHTATOB. YCTAHOBKA Bonee OAHOI0 UMNIAHTaTa B OAHY MONOYHYIO JKCNE3y.

CocTosinns, npu KOTOPLIX 6e30B8CHOCTL YCTAHOBKH NMILIAHTATOB He I0KAAHA:

* ayTONMMYHHbIC 3a601eBaHNA, TaKHE KaK BOMNAKKA U CKACPOASPMHA;

* COCTOAHHA, MPENATCTYIOMUE SAKHBIICHHIO PaH, K HapYLICHAA CBEPThIBAHHA KPOBH;

* ocna0nennas MMMYHHaRA CHCTeMa (Hanpumep, TeKyulan NMMYHOCY TPECCUBHASR TEpanui);

* CHHXEHHOE KpoBocHabXKeHne TKaHel rpyaH.

JononrunTeabAble ACTIEKTH

Mammorpaduas nepea yeTaHOBRON HMILIAHTATOB
Bu1 Moxere npofity MamMorpadHio neper onepalHet U B uHTepnane ot 6 10 12 MecaUEB NOCNE YCTAHOBKH
AMNAAHTATOB, YTOOB ONPEASANUTL COCTONHNE MOJIOYHEIX XKefe3 Ha HCXOAHOM YPOBHE,

Bausnue na MmaMmorpadiio

UMnnanTar MoXeT nometaTs oGrapyXxeHHIo paka MOTOYHOH JeNelbl BO BpeMR MaMMorpadiin, a Takke
3aTPYIHHTE €¢ npobeaeHue. [TosToMy saxkHO, 4To0b! nepen npoueaypoil sbl COOGIMAN MaMMOIOTY O
H2NIHYHU Y BEC MMIINAHTATA. Jlaﬁopau'r MOXET HCAOAL30BATD CNICUHANTLHBIC METOADI, 4yTOOLI
MHHWMH31IPOBATL BEPOATHOCTH PA3PHIBA H ROCTHYL HAWNYUtell BUSYannIaLKil TKAHH MONOMHOIE XKeneb!.
Mockoneky rpy nposeaeHuy MaMMoTPadUik rpyab CIABAHBAIOT, BO BPEMS NPOLEAYPSI (IMANAHTAT MOXKET
pasopbatkes. Tpebyerca Gonslilee KOAUUECTBO PEHTTEHORCKNX CHHMKOB, MIOAYHEHHBIX C NOMOIIbIO
cneuHanbHbiX METOROR; CACAOBATENBHO, ¥ KCHUWHH ¢ rPyAHbLIMA UMIUTAHTATAMH 032 oﬁnyqeuua ﬁyner
Buiine. Onnako 3¢dexTHBHoCcTL MaMmorpad i B OTHOWEHNH 0GHApYXEHNS paka NEPEBEINNBALT PHCKY
AONMOITHHTEITLHOTO PEHTTCHOBCKONQ oﬁnyuenun.

KaR OTIMYITHL HMILIAHTAT 0T TKAHH MOJIOYHOIT 2e1e3bl BO BpEMA caMooGeaeIoBAHHS
Flotne ycTaHOBKN KMNAGHTATOB BaM HYKHO €XKEMECAYHO NPOBOANTL caMoobenenoBarue rpyan. Ytobst

AeAaTh 370 3G)EKTHBHO, NONPOCHTE XHPYPra HAYHHTH BAC OT/IAYATE HMIUIQHTAT OT XKEACIHCTOH TKAHK.
JIioOrte HOBbIE YNNOTHEHMA WIH HOAO3PUTENbHBIE NOPAXKEHUA (04arn) HEOBGXOTUMO HCCNEA0BATS ¢
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noMotLibio Gnoncun. [pu BeINONHEHRH GHONCKHHI BaXXHO COOMOAATH OCTOPOKHOCTD, HTOOL! HE NMPOKONOTh
HMINIHTAT,

Hanuuste rpyAHBIX HMITAHTATOR MOKET CNOCODCTBOBATH OOHAPYXEHHIO OMYXONH NPH CaMoolCe10BaHHI
(manenauun).

Joarocpounsie ypdexTni

B HacTOALLeE BPEMA H3YYaETCA AOATOCpOUHan 6e30nacHOCTs ¥ MHPeKTHBHOCTE IPYAHBIX HMILIAHTATOB,
OAHaKO KoMnaHus Mentor oTenexusaet aonrocpounsiif (T.e. 10-neTHnit) pHCK paspbisa HMNNAHTATa,
TIOBTOPHOM ONepaluH, YIaNCHHR WMITIAHTaTa U (GOPMAPOBAHHA KANCyIAPHOR KOHTPAKTYph! (YNNOTHEHNE
TKaHell BOKpyr uMnnauTata). [To mepe nosBneHns HOBBIX AaHHbIX XoMNaHHa Mentor OyaeT skuoyars Ty
AHDOPMALMIO B NHCTKH-BKNAABILLN K NPOAYKTY, KOTOPhIE YNAKOBLIBAIOT BMECTE C IPOAYKTOM K OTNPABAAIOT
BpavaM. Jins noayuerus oGuoBneHHON HHPOPMAUMH CBIKHTECH C BPAUOM.

IMponeaypst po3elicTENA HA KANICYRY

Bbl AONKHBI 3HATD, YTO 3AKPLITAR KANCYNOTOMHA — MPOUEAYPE YCHACHHOIO CHATHR WK HANaBAHBAHNA Ha
$ubpozHyio Kancyiy BOKpYr HMNNAHTATA JUIA paspyIUeHHR pyOuogoli TkaHH — HE PEKOMEHAYeTCH, TaK KaK
3TO MOXET MPHBECTH K Pa3phBY WJIH HAPYLICHHIO LENOCTHOCTH HMIUIAHTATA.

JiyueBas Tepanus

TTOMHMTE, YTO HCCREAOBAHUS N0 OUCHKE BAHAHMS TyHeBOA Tepanun Ha TKaHH NAUHEHTOK C YCTAHOBASHHBIMH
FPYAHBIMH UMIUTAHTATAMH HE NPOBOAHANCE, OHAKO JAHTEPATYPHbIE AAHHbIC CBHACTENLCTBYIOT O TOM, YTO
ny4eBas TepanHuA MOKET YBETHYHTL BEPOSTHOCTS (FOPMUPOBRHKUA KANCYNAPHON KOHTPaKTYphl. Peluekne o
NpoBeACHUY NyYeBoit TEpanHH Nocne yCTAHOBKYH MPYAHBIX NMINAHTATOB AC/IKHBI IPUHUMATE XIpYpr-
OHKOAOT W IVYUEROil TepanesT.

MPT

Yeranorineno, 4ro MPT aBaserca ayquiuM METOAOM AHATHOCTHKH paspslBa UMBAaHTaTa Oe3
XHPYpPr®yecKoro BMelaTenscTsa. [Tpn sanontennn MPT BaM Hy*HO OyACT JIe4b HA KHBOT, ONYCTHB IPyab
B CMERHANbHOE YCTPOiicTBO. 3aTeM Bac MOMECTAT B ANNAPAT, KOTOPLIH MOXKET OLITH OTKPLITEIM HAK NOXOXHM
Ha TYHHenb. HeKoTophbie NalHeHThl RCNBITHIBAIOT GecnOXOHCTRBO, HAXOARCH B 3AMKHYTOM MPOCTPAHCTBE.
ADNnapar H3AaeT ItyM, fenas CHUMKA rpyau. Urobs! npoiity npoueaypy MPT, y sac He A0nkHO ObiTs
KnaycTpodobuu B aHaMHE3e H HMANAHTHPOBAHHBIX B OPraHi3M METAITHYECKNX H3ARTHIL.

6. OCJOXHEHHA, CBAZAHHBIE C IPHMEHEHHEM I'PYAHBIX HMIUVIAHTATOB

NpoBeaeHne mobolf xNpYpruyveckoit NpoLeAYPE: HECET PHCK TAKUX OCNOXHCHHEN, TAKWX KaK MOCNEACTBHS
aHeCTe3nH, HHPEKUHA, OTeK, NoKpackeHne, kpooTeueHue v Hone. Kpome Toro, CyLlecTByoT
NOTEHUHAILHBIE OCTIOXKHEHHA, XAPAKTEPHBIE ANIA IPYAHBIX HMNIAHTATOB. HekoTOphie H3 HUX MEPEUHCHEHDbI
HHXe!

HJedramns / paspsis

EcJit nenocTHocTh 000N0UXH HANOJIHEHHOTO TeneM FPYAHOTO UMINAHTATA HapYLIacTCa, A3 IIMNAAHTaTa
MOXET BITeKaTs renb. Pacnpurenn-umnnantatel BECKER® yMensinaloTcs B pasmepax, eciu
buznonornyeckHil pacTBOp BLIXOAHT Sepe3 HerepMeTHUHEIN HTH NOBPEXKACHHLIR KNaNaH KU Yepes Paspbis B
ofonouxe HMNAAHTaTa. ITO MOKHO 3AMETHTH MO HIMEHERHIO (HOPMbI HMANAHTATE, HO Takxe ObiBatoT
CJTyuau, KOrzia pa3phis OCTAETCA He3aMeueHHBIM ¥ 00HapYXNBAETCA TONBKO TIPH MamMmorpaduy unu MPT.
Hednauusa unu paspuid MOTYT NPpoH30#TH B NEPBLIE HECKONLKO MECALEB NOCNE MMILIAHTALIHY WIH Yepe3
HECKOABKO JIeT,

TMpurannnl aednauim MM paspuipa BKAIOYAIOT NOBPEXKACHHE XUPYPTHUECKUMH HHCTPYMEHRTAMEA BO BPEeMA
OTIepPaLuH, NEPEnoTHEHHE HITH HEROCTATOYHOE JaNIONHEHHE UMTINANTaTa GHIHONOTHYECKWM PACTBOPOM,
KaNCy/NAPHAS KOHTPAKTYPa, 3aKphiTas KANCYJIOTOMHA, dHiMdecKoe Bo3aeHicTeHe, HANpUMeD, TPaBMa HITH
MHTEHCHBHbIE PHIUUECKHE MAHNTIYNRHMN, YPE3MEPHOL CKATHE BO BPeMA MaMmorpaduueckoil snsyanusauuu,
pasMelieHHe Yepes NyNouHbiil paspes N HEH3BECTHBIC/HCOOBACHHMBIC NPHYHHE. BLl TaoKe A0MKHbI IHATE,
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YTO TPYAHOH MMNIAHTAT MOYKET CO BpeMeHeM HIHALIHBATBLCA, npueoAs K nedmauuu/paspmay. IMocne
I.ICIIJJ'IHI.UIH MK pa3pbiBa UMILTAHTATa 'rpeﬁye'rcu AOMOIHUTENSHAA ONEPaLA N0 YAANCHNIO 4, BO3MOXHO,
3aMCHE HMNIAHTaTAa.

Kancyngpuas KOHTPAKTYpa

Pybuonas Tkaxb uny kancyna, xoropas 06biuHO 06pasyeTcs BOKPYr HMILIAHTATA, MOXKET CKHMATL U
CAABHBATL HMIUIAHTAT — 3TO HAILIBACTCA KATICYNAPHOH KOHTpaKkTYpolt. Kancynsphas koHTpakTypa vame
BO3HHKACT Nocne NHPEKLHU, FeMaToMBl H CepoMil. CHMITOMB! BAPhHPYIOTCA OT YIUTOTHEHNS H AETKOro
AnckomdopTa a0 Sonu, AedopMatiin, O THMOCTH W/UITH CMEICHIHY UMNNaHTaTa. B caydae cunbHolt 6onu
H/NITH YNOTHEHNR Heo6X0oNNMa A0NONHNTENEHAA OnepauMs. JTa OnNepains BapbNPYETCH OT HCCEHEHMS
TKaHR Kancynkl HMIAAHTATA A0 YAANEHHA H, BOMOKHO, 3aMEHb! CAMOTe uMILTaHTara. [locne yrux
AOMIONHUTENBHBIX ONEPALAI KANCYAAPHAS KOHTPAXTYPa MOXET BOZHIIKHYThL CHOBA.

Boan

Bonb pasniuHofl HHTEHCHBHOCTH H NPOAOIDKMTENBHOCTH MOXET BOIHHKATD H COXPaHATHCA NOCE Onepalui
MO YCTAHOBKE TPYAHBIX MMIMIanTaTos, Kpome TOro, HenpaBuALHLIA pasmep, PacroNckKeHHe WMNAAHTATa W
XHpYPFriI4ecKan TeXHHKA WM KancyIspHas KOHTPaKTypa MOTYT npuBecTH K Gosu, CBA3aHHOI C 3alIeMIEHHEM
HEPBA UIN HAPYIIEHUEM ABHXeHNA ML FIpH BOZHHKHOBEHKH CUALHOMN Bonn obpatureck k spavy.

JAonoanurenstnie onepanmn

BaxHO OHNMATD, YTO B KAKOH-TO MOMEHT BaM MOKET NOTpeSOBATLCS ZOTIOAHKUTENbHAA ONepalua AN
3aMeHbl HAH Yhanewus umniantara, KpoMe Toro, Takie npodaemel, xax aehnsuns/pa3pbip, Kancynapnas
KOHTPaKTYpa, HHPEKIHA, CMEIEHHE H OTNOKEHNS KANLUMHATOR, MOTYT NOTPeOOBATDL YAANCHHA MMNITAHTATOR.
BOABLWHMHCTBO XKEHUHH 38MEHAIOT IMMNAKTATLI, HO HEKOTOpPbIE 3TOro He Aenator. [Tocne

YAAneHNs UMNAAHTATA Ge3 3aMeHb] Y JKeHLINH MOTYT BOSHHKHYTh KOCMETHYECKH HEMPUEMJIEMBIE BTAMKEHIIA
WK CKIIAAKH HA TPYAH.

Hey10BA€TBOPERHOCTE KOCMETIHECKHMH PE3YALTATAMK

Pesynerarsl, Takue Kak CMOPIUMNBAHNE, aCHMMETPHA, CMELICHIHE WMITNAHTATA, HeNMpaBUIbLHEIT pasMep,
HENMpeABNICHHAN GopMa, MPOIYITHIBACMOCTE UMNIAHTATA, AchopMauns pybla, ranepTpodiueckoe
(neposuoe, rpyboe) pybuesanne Wunm xaiofaHbe (NPpH HCNONBIOBAHMH HMILTAHTATOB, COACPKAUIX
tusnonoriyeckuil pacTBOp), MOryT HE COOTBETCTROBATD OXUARHNAM. TINATENBHOE XUPYPruveckoe
NNAHHPOBAHKWE H TEXHUKE NOMOTYT MHHHMH3HPOBATH. HO He NPEAOTBPATHTEL TakHE PE3yNbTaTH.

Hndexuns

MNMpu  Beinonuensy  M000r0  XHPYPraueckoro BMELIATENLCTBA MOXKET NPOM3OHTH  uHOUUMPOBaHKE.
BONLIIHHCTRO WHpekuuit, BOZHHKAIOUIYX B PE3YNBTATE XHPYPrHYECKOTO BMEIDATENBCTBE, NMPOABNAIOTCA B
Te4eHHe HECKONbKUX AWell nan Heaens nocne onepauny. Oanako pasuThe WHPEXUHH BOIMOXHO B noboe
BpemA gocne onepauun. Hudexuuy B 06nacTH yCcTAHOBKK HMRIAHTATA NEYHTD Tpyasee, 4eM B OObIYHBIX
TKAHAX OpraHusMa. Ecau wHbexuus He OTBEHACT Ha AHTHOMOTHKOTEPANIO, HMIIAHTAT MOXKIIO YAQNHTHL W
YCTaHOBHTE APYIofi Mocie paspelieHHa HHPEKLKA.

B peakux cayuamx nocne omepauny 10 YCTAHOBKE TPYAHbLIX HMIIAHTATOB PETHCTPHPYETCS CUHADPOM
TOKCHYECKOTO LLOKA, KOTOPEIH RBAAETCR AKNIHEYIPOXKAIOUINM COCTOAHNEM, CHMNTOMbI BKAIOYAIOT BHEIANHYIO
AHUXOpaZiky, PROTY, AWapeld. oOMOpOX, TONOBOKpPYXEHUE W/HAH ChIb, MOXOXKYI0 HA COAHEYHBIE OXOTH.
Cnenyer nemeneHHO o6paTHTECH K Bpady UIS NOCTRHOBKK JHATHO3A Y JIEYEHKA.

T'emaToMa/cepoma

IemaToMa — 3T0 cxonAEHNE KPOBK, & CEPOMA ~—— ITO CKOMNCHUE KUAKOMH YaCTH KPOBH BHYTDI NOAOCTH B
OpraHu3Me (8 AaHHOM Cty4ae BOKPYT HMNNAHTATa HAM BOKPYT paspesa). [Tocneonepannonnaa rematoMa

H cEpoMa MOTYT CNOCOGCTBORATE PA3BHTIIC HHEKIWH W/WITH KANCYTAPHOH KOHTPaXTYPbl, YTO MOXKET BLIZRATH
otex, 6ontb # KpoBonoaTekH. B cnyuae pasBUTHA reMATOMBI. OHA OGLIMHO BOIHIKAET BCKOpe nocne

onepauin, HO TaKke MOXKET NOABHTLCA 8 Ntoboe Bpemst nocne TpasMmel rpyau. B To spema xax HeGonbine
FEeMaTOMBI ¥ CEPOMbL B OPraHH3Me PaccachiBaloTCH, 6onblKe TPEOYIOT APeHUPOBAHHS XHPYPrHUECKUM
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nyrem. Iocae Xupypriveckoro ApeHHpPOBAHHA MOXET 0CTaThed HeGonmbiuoi wpam. Eciait B xoxe npouesyps!
ApeHHposaHuA GyaeT NOBPeX/eH HMNRAHTAT, MOXET BOZHHKHYTH Aednauns unn paspeis UMNNAHTATA.

Himenenne TyBCTBHTEALHOCTH COCKOB If MOJIOMHDIX Ae/T€3

locne yCTAHOBKM TPYAHMIX HMILIAHTATOB 4YBCTBNITENBHOCTD COCKOB M MOJIOYHBIX JKENe3 MOXeT
YBENHYMBATECA MITH YMeHbIIaThed, J[HANa30H W3MEHEeHUN BapLUPYETCA OT NOBLIWEHHONA YYBCTBHTENBEHOCTH
A0 ee oTcyTeTBus. HM3meHenus ourymieruit MoryT ObITE BpeMEHHLIMIF WK MOCTOAHHBIMH W BITHATL Ha
CEKCYaNnsHYIO PEaKLMIO HAH CNIOCOGHOCTL KOPMHUTD MPYAbIO.

I'pynioe BckapMansanue

B HacTofiuee BpeMs HeM3BECTHO, MOXKET JTH HeGOMbIL0e KOANYECTBO CHANKOHA NPOXOANTL Hepes obosiouky
CHJIHMKOHOBOIO TPYJHOIO UMIIAHTATA 1 NOMNAAATH B rpyAHOe MONOKO. B ciyvae Takoro npoxokaesus
HEH3BECTHO, KAKOS BAWAHHE 3TO MOXET OKA3aTh HA HAXOAAILEroCH Ha MPYAHOM BCKapMAWBaHiK pebenxa. U
XOTA B HacToNILEE BpeMd He CYIECTBYET METOROB ONPEAENEeHNS YpOBHElf CHIIMKOHA B TPYAHOM MONIOKE, ARANH3
YPOBHS KPeMHHA (OQHH U3 KOMIMOHEHTOB CHNIUKOHA) HE BLIABHI NOBLILWEHUA YPOBHE!l B FpyAHBOM MONOKE Y
KEHLINH C CHAMKOHOBBIMH MMILTAHTATAMII IO CPABHEHMIO C XeHulHamMy Oe3 nvnnanTaros. B otuere IOM
6bin caenaH BLIBOR O TOM, 4¥TO MATEPH ¢ FPYAHBIMH HMITIAHTATAMH BO/DKHE! TIONLITATLCA KOPMUTE MPYABIO H3-
33 MOAL3LI TPYAHOro BCKapMianpauud mns JAeteld. [lepmapeonsphelif paspes MoOMeT 3HaAUNMO CHHXATh
BO3MOXHOCTS FPYAHOIO BCKAPMAKBAHUA H3-33 YMEHbLIEHHA BbIPaGOTKH MONOKA.

CKonzeHus KAALUHHATOR B TKAHNX BOKPYr HMIIAHTATOB

Ha mamMmorpammax NpociexisaroTea CKOWISHHA K&NLLAHATOB, KOTOPLIE MOXHO OLrGOMHO NPHHATE
33 OHKONOrMYecKIie HOBOOOPAIOBAHNS, YTO NIPUBEACT K AONONHKTENLHON BHONCHY #/UNK onepaunu no
YAANECHHIO HMIUIBUTATOR, YTOOB HCKMOMHTE PakK.

YBeanuenite BpeMenn 3RKABICHHS PaH
B HEXOTOPBHIX CAYHAAX MECTO pa3pesa IIIOX0 3aKNBAET.

IKeTpysua
HecrabunbHoe 111 noBpexAcHHOE TKAHEBOE NOKPLITHE H/MNH HAPYLISHNIE 3aXUBIEHUS PaHbl MOTYT
TPHBECTA K KCTPY3HUHW, KOrAA FPYARON MMNAANTAT BRIXOAUT HEPE3 KOXKY.

Hexpos

Hekpos — 310 ofpasoeanue HexnInecnocoOHOMN TKaHK BOKPYr HMNNIaHTaTa. OH MOXET NPENSTCTBOBATS
3AUHBICHHIO PaHb) H TPeGOBETL XHPYpPriueckol peBH3HN WHaK yaaneHHs uMnnanTara, [locne nekposa
MOXET BO3HNUKHYTb CTOMKAn pyOuoBas aedopmaima. (DaKTOpPLL, ACCOLHHPYEMBIE C NOBLILIEHHBIM PHCKOM
HEKpOo3a, BKMOHAIOT WHQEKUWO, BBEACHME KOPTHKOCTEPOMAOB B XWPYPrH4eckH# KapmaH. KypeHwe,
XUMHOTEPANHIO/MYHEBYIO TEPAIHIO W YPE3MEPHOE BO3ACHCTRIE TeMIOBOH MK XONOAOBOR Tepanka,

ATpodun Tkakeil MonoUROR Keneanl/redopMaLHa IPYAHON CTEHKH

IIHB.I'ICHIIE TPYAH&LIX HMINIBHTATOR MOXKCET NPUBECTH K NCTOHYMEHHIO H YMEHRbUICHHIO TKaHeil MonoyHoit
Xenesbl. ITO MOXKET NPOH3OHTH, KOTAA KMIIAHTATH €1lle YCTAHOBEHB, WIH N0C/e YAANCHHA HMINAaHTaTa
Oes3 3aMeHtl.

MoMITMO 3TX pacTIpOCTPAHEHHBIX OCNOXHEHHH SbIMU 3aperHCTpPHPOBaHLI HEKOTOpLIE 3ab0/eBanns, o
KOTOPBIX BaM CNiEAyeT 3HaTh:

3a6onenauns coeqnUHTENRHON TKAHY

H3-3a HeGONLLIOrO KOMHYECTBA C1yYaeB, OHCAHHBIX B IITEPATYpPe, ¥ KEHIUWH ¢ MMITIGHTATAMM BOZHIKNA
08eCNOKOSHHOCTD CBA3LIO MEXKJLY FPYAHBIMY HMIIIBHTATAMH H Pa3BHTHEM 8YTOHMMYHHBIX 3abonerannii

raK 3a6oneBanNi COSANHUTENBHOM TKAHI., TAKIX KAK BONYRHKA, CKNEPOACPMHUS KN PEBMATOUAHDIH

aptpnT. O830p HECKOMbKHX KPYMHbIX MUASMHONOIHYECKHX HCCIIEROBAHAN ¥ KEHIUMH ¢ uMNnanTatamu 1 Ges
HHX NOKA3an, YTe 7TH 3a601eBaNiA BCTPEYAIOTCA HE Yallle Y KEHIIME ¢ WMIUTAHTATaMH, YeM Y XeHmnn Ges
MUMNAZHTATOB. OAHAKO HEKOTOPbIE WEHUIMHE! C TPYAHLIMH HMNNAHTATAMH CUMTAIOT, YTO HX HMIUTAHTATHI
npuBeit K pasBitTHIO 3a601€BAHNA COSTMHNTENBHON TKAHIL.
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Ouxoaoruveckue 3abosesanus
Pe3ynbTathi OnyGnMKOBaHHBIX HCCACAOBAHMIE CBUACTENBCTBYIOT O TOM, TO Y KEHILHH C HMNJAHTATAMH Pax
MOJIOYHOI XKee3b) BCTpeuaeTcs He vatile, YeM Y JeHIRKH §e3 HMIIaHTaToB.

AHanIacTHYeCKAS KpYNHOKIeTONHAR aAnM§poma

Y KeHUIUK ¢ FPYAHBIMH HMILIAHTATAMH MOXET ObITh HECKONLKO NOBLIUEH PHCK PAIBUTHR AHANNACTHHECKOH
KpynHOKneTouHo# nuMpomel (ALCL) B pybuorol Tkanu v xugkocTy, npuneraiomel k nMnnanrary. ALCL
— 3TO HE PAK MOJIOYHON Xene3bl, 8 PEAKHI THN HEXOMKKHHCKOH MiMBOMbi (3nokauecTeeHHOE 3aboneBanue
WMMYHHON cucTembl). Cnyvan passurna ALCL 6LuiK 3aperdCTpUpoBaHbi BO BCEM MHPE Y TIALHEHTOK ¢
YCTaHOBKOH WMNAAHTATOB B aHAMHe3e, B TOM uiic/e TPYAHBIX HWMNNAHTATOB KOMManuwn Mentor ® aApyrix
npon3ROAUTENEH,

BonbluuHCTBY RAUMEHTOK AMArHo3 Gbll NOCTaBNEH Nocne oOpaLeHUS 38 MEAHUNNCKOA NOMOLIEIO N0 NOBOAY
TaKHX CBA3AHHBIX C HMIMAHTATOM CHMTITOMOB, KakK GOJ'IB, YNIOTHCHKE, OTCK HIH aCAMMETPHA, KOTOpbIE
Pa3BIVIHCh NOCHE TOMHONO 3AXHBNCHHS O0NAcTX TEPBOHAYANLHOIO XWPYpPrudeckoro BMelnarenscrsa. B
onucanHbix cayuasx ALCL ofbivHO auarHocTMpoBany uvepes roiasl nocne Onepany no yCTAHOBKE
NMIUVIAHTATOR,

Baw Bpau aomxen ncxnounts guardos ALCL, ecan nocne nOAHONO 3KHBACHHA 061acTH XHPYpPruyecKkoro
BMEINATEeNbCTBA Bbl 3AMETHTE HIMCHCHHMA BO BHEUIHEM BHAC OONACTH BOKPYr HWMIVIAHTATa MAH B CBOMX
OLLYILEHMAX, BKAOYas oTeK unx Gonb 8 npoekuuu wmanantata. [pu noaospennn Ha ALCL Bpau Hanpasut
BAC K COOTBETCTBYIOUIEMY CTICHHANUCTY ANA XHaTHOCTHKY, KOTOpas MOMXeT BKNIOHaTh noaydenne obpasuocs
XHAKOCTH ¥ TKaHW N3 06aCTH rpyAHOro UMILTaHTara. B ciywae noarsepxaenus ALCL epay papaboraer ans
BAC MHANMBHIYANbHDIR Man nevenna. Ua-3a HeGOALLIOrO KONUYECTBa CIYHaes BO BeeM Mupe M pasHoobpasna
AOCTYNHBLIX BAPHAHTOB JICACHHA, ONHOIO ONPEACACHHONO BAPHANHTA JIEYCHHUS He CYIIECTBYET.

Ecnu y BaC YCTaHOBNCHDBI IPYAHLIE UMILAAHTATH M OTCYTCTRYIOT CHMIITOMBI, BAM HE HY)XKHO NPEANpPHHHMATS
HHKaKIX AOROMHATENBLRLIX AEHICTBUI, HO BB AOMIKHBI NPOXOANTE perynsgpHoe 00cnesoBaHe MOJJOYHBIX XKene3
H RONy4aTh CTAHAAPTHYI0 MEAHUKHCKYXO NOMOLL, YAaneHue HMMJAHTATOB KEHWHHAM ¢ OTCYTCTBHEM
cuMntoMoB Oe3 Avarnoza ALCL He pexoMeHayeTes.

Ecnu y Bac B HacTosLee BpeMs HET rPYAHBIX MMILIARTATOB, HO Bbl IUIAHNPYETE ONEPALHIO R0 HX YCTAHOBKRE,
ofcyanTe ¢ BpaYoM BCE PUCKHA M nperMyltecTsa. Jiia nomyveHus AononsurenkHoll wHdopMatiiin o rpyaHbIX
HMIIJIAHTATAX Bbl TAKKE MOXKETE MOCCTHTL CaliT YNPaBleHHWR 1O CaHWTAPHOMY HAA30pY 38 KaueCTBOM
AHINEBLIX NpoayKToB W MeankamenToB CLIA (FDA).

Ana noayyeuus 10nONHNTENLHOMN U akTyanbHolt HHdOpmaunn nepeliante no cebLke:

WW gov/MedicalDevices/ProductsandMedical Procedures/Implant tics/Breastimplants/

ucm239995 htm.

Bausnue u1a BTOpPoe NMOKOJAEHE

BeicKka3biBanncs onaceHHs 1o NOBOAY NOTEHUNANBHOTO BPEAHOrO BO3ACHCTENA Ha AeTel, POKAEHHbLIX
MaTepAMY ¢ TPYAHBIMM HMIUIaHTaTamMM, B otuere IOM 6bin caenan BeiBOR OO OTCYTCTBMM BPEAHOIO
B032eHCTBYA HA ACTEH MEHIKH C TPYAHBIMR HMILIARTATAMM.

Yreuxa resn ¥ rpanyiseMnl

["enb HMNIaHTaTa COCTOMT H3 KPYIHBIX TPEXMEPHBIX CETHATBIX MOMEKYJl, KOTOPbIE COCTABAAIOT OKono 20% ot
o61ueit macch rens. IIpOCTPaHCTBA MEAULY ITAMH MONCKYLAMI! 3AMONHEHb! CMECHIO MEAHLMHCKHX
CHIIMKOHOBBIX Mace/. 3T Macha NOXOXK Ha MaTepHabl, HCNONL3YeMble BO MHOTHX MPOAYKTAX. BKTIOHAR
GespeuenTypHbie IeKapcTEEHHbIC CPEACTRA IS MIALEHLEB W BIPOCABIX, YMEHbINAOWKE ra3oobpa3oBaHne

B KHweunnke. Hefonblioe kONMYECTRO ITHX Macen MOXET BrITekars yepes obonouky nMmnaanrara. Bonbiuan
YACTh 3THX MACEN OCTAETCH HA CTEHKE HMNMaHTara. MeHblilee KONHYECTBO CILNHKOHA NepemeulaeTcs B
pySuosylo Kamncyny, rAe OH MOCTEMEHHO 3aXBATLIBAETCH KNETKAMH, HA3LIBACMBIMII Makpodaramu, 4To
ABMACTCH BEPOATHBIM- MEXAHH3MOM, C MOMOUILIO KOTOPOro MPOUCXORUT TPAHCMOPTHPOBKA CHIMKOHA B
peruoHapHsie IMpaTuieckue yaibl.

Boxkpyr nHebonbIIOre KONHYECTBA CHITMKOHA MOXET 00paloBaTECa rpaHynema. M xors 31y obpasoBanna
A0OPOKAYECTBEHHBIC, HX TPYAHO OTIHIWTE OT 3TOKAYCCTREHHBIX onyxoneit Ges yaanenns (6ioncun) n
MOPGDONOTIMECKOTO HCCREAOBAHMA.

21

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




7. 1IPH BOSHHKHOBEHHH ITPOBJEM OBPATHTECH K BPAYY

Ilpoxoucy.rlbmpyﬁrecs € BpPAuYCOM €CIH 3ANOAO3PHTE KAKMUE-TO OCHOKHCHHA CC CTOPOHB! TPYRHBIX
UMIUIAHTATOR, 0cO0EHHO B Ciiyqae TpaBMb HIIH CA2BNCHUNA, BEI3BAHHOTO, HANDHUMEP, CHABHLIM MAaCCHPOBAHHEM
obnacta rpyaH, HEKCTOPLIMH BUAGMH CROPTA HAK UCNONL3OBAHHEM peuueﬁ fe30nacHOCTH.

8. AOIIOJTHATEJbHHBE PEKOMEHIJALIMH 1151 TAITHEHTOK
Huxe npupeaeHsl ZONORHUTENLHBIE PEKOMEHAALNN ANA NAKKEHTOK ¢ MPYAHBIMH HMILIAHTATAMM:

* 3ANUUIKTECH HA MOBTOPHYIO KOHCYNbTAWMIO K CBOEMY XHPYPrY AN BHINOAHEHUS HEOOXORHMBbIX
NOCNEONePaUHOHHBIX OUEHOK;

* MPOKOHCYNALTHPYHATECH C BPaHOM MK dapMaleBTOM Nepe) BaHeceHHeM Ha o6nacTh rpyiu MEeCTHbIX
npenaparon, TakMX KK KOPTHKOCTEPOKIbI;

* MpOAOMKAATE NOCENIaTh BPaua A8 MAAHOBBIX OCMOTPOB C LENBIO AHArHOCTHKI paka MOROYHON
Kenessl;

* NpH NNaHupoBaHWH onepaunii B ofnactn rpyam cooflunTe Bpauy HAH XHPYPry © HAfAMYHK
NMMNAHTATOS;

* COXPAHUTE NPENOCTABNCHHYIO BAlIAM XUPYProM WIACHTHDMKAUNOHHYIO KapTy nauuenra (c
YKa3aHHeM THNA H HOMEpa CepHH rpyAHOro(biX) HMNNAHTATA(OB)}) H HOCHTE ee ¢ co6oh Ana yaoGcTea OKa3aHUS
MEJNUHHCKOH (OMOIIH B JKCTPEHHBIX CHTYallWAX (HanpuMep, B CAY4ae JOPOKHO-TPAHCIOPTHOIO
NPOUCLLUECTBIR),

9. COOBWEHHE O MPOBJIEMAX Y NALIMEHTOB B ABCTPAJINH

lpu BO3NMKHOBeHUH npobnem cO CTOPOHBI UMMNAHTATOR Y TAUMEHTOB B ABCTPanul PeKOMEHIyeTes
cOOBUIMTE O HWX 8 YNpaBIeHAE N0 KOHTPOMIO TORAPOB METHURHCKOTO HasHanenud (TGA) uepes Cuctemy
nHGOPMUPOBARUA 00 MHUMACHTAX ¢ M3feNUAMH. KOHTAKTHbIE naHKble [WiA nomyueHus wHdopmaunu: Reply
Paid 32, Medical Device Incident Report Investigation Scheme. P.O. Box 100. Woden ACT 2606, Tenedon
1800 809 361, snexTporHas novTa: iris@health.gov.au.

10. TPABOBASA HHOOPMAIIHS, KACAIOIUASICA TPYJHBIX UMILAIAHTATORB B EBPOIIE
Bce rpyanbie wmMnnanTarsl, npofaBaembie 8 EBponefickoM coobwectee, perynupyiorcs AupekTusoli no
MEAHUAHCKHM n3aennaM (93/42/EEC) u oTHocaTea k u3fenuam kaacca lII 8 coorBercTsuu ¢ Jupextrsoti
komuccun 2003/12/EC ot 3 ¢espana 2003 roaa.

11, KCTOYHHKH HH®OPMALUH 1O T'PYJHBIM KMIIVIAHTATAM

O6mme pecypenl NO FPYAHLIM HMARAHTATAM

Tlo sanpocy saM npeAOCTABAT KONMIO MHCTPYKLIMK NO NPHMEHEHIIO. BbI MOXKeTe 3aNpoCcHTb KONKIO y CBOETO
XHpypra uiik y npeAcTaBHTens Komnaluk Mentor,

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

www.mentorwwlic.com

OTyer HRCTHTY TS MEAHIMEARE 0 6e30NACHOCTH CIVTHKOHOBLIX KMILISHTATOB
www.nap.edu/catalog/9618.htm!

OT1aer I'pynnel 1e3aBHCHEMOI] OLICNKH CIVIKKOHOBBIX IPYAHBLIX EMILIANTATOB

www silicone-review.gov.uk

Oruer HammonaasHoil Hayuroll rpynnubi 10 CHAHKOHOBBIM TPYAHRIM HMILIAHTATAM
www.fjc.gov/BREIMLIT/SCIENCE/summary.htm

Ynpapnenne no KOHTPOMIO KaMeCTBA NWINEBLIX NPOAYKTOB M JEKAPCTBeHHbIX cpencts CIIA (+1-301-
827-3990)

www.fda.gov/Medical Devices/ProductsandMedical Procedures/ImplantsandProsthetics/BreastImplants/default
htm
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Hudopmanuounbie pecypebl No PeKORCTPYKIHH MOACTHOMH XKele3nl
Crneayoumii cnucok pecypcoB NO3BONMT BAM HAWTH JONONHHTENBHYIO HHGPOPMAaLNIO M NPUHATH
060CHOBaHKHOE PELICHHE O TIPOBEACHHH ONepaLiliH MO PEXOHCTPYKUHK MOOUHOLT sene3n

Amepuranckue caamss

Hanuonansamil onkonornyeckuit muceturyr CIIA
www.cancemnet.nci.nih.gov

AMEPHKARCKOE OHKOAOTHYECKOE ofmecTBO
WWW.CANCEr.org

BreastCancer Net .

www,breastcancer.net

Ascmpanuiickue caiimat

AscTpanuiickoe oHKodOMHYSecKkoe 06eCTRO
Www.cancer.org.aw/

BreastScreen ABcTpaans

www.breastscreen.org.au/

TLaacTHIeCKAR XHPYPrUn ABCTPRIHN
www.plasticsurgery.com.au/

Egponeiickue caiirmbi

BpHTAHCKAS ACCONMARMR IJACTHYECKHUX XUPYProB
www.baps.co.uk

Cancerworld

www.cancerworld.org/Home. html

Huaepaauackuit OHKONOrHYMECKHil HHCTHTYT
www.nki.ni

Foanangcekan gexepanas oHKOJOTHUYECKHX NANKENTOR
www.kankerpatient.nl

Wave (MnpopManis o peKOHCTPYKIIHR MOIOYHOIE XeneIns)
www.ping.be/the-wave/fr/indexfr.htm

Hudopmauus o paxe Moa0IHoH Rene3nl
www.murgo.yucom.be/index.htm

Hudopmaiia o paxe Mosrounoil sxenean
www,brustkrebs.de/

Hemeuxuil HaunoRaRbHLIH OHKOAOTHYeCKHI) HHCTHUTYT
www.dkfz-heidelberg,de/Patienteninfo/pdg-text/breast.htm
Hudopmanug o paxe MoR0wHol Kene3n
www.senologia.net

Hcnanckas npoTHBOONYX0/1EBAR ACCOIMIALMS
WWW.aecc.es

Hcnanckoe 00mecTBO PEKOHCTPYKTHBHOR W ACTeTHYeCKOH nAacTHYecKoll XUpYpri®
www.cCirugia-plastica.org
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12. TEPMHHBI

ALCL — anannactuveckas KpynHoknerouHaa numpoma — penxnfi THR HEXOMKKMHCKOH AnMOMbI
{3N0KAYECTBEHHOE NOpaKeHHe UMMYHHON CHCTEMbI).

ARCHAAAPHLIT — OTHOCALWMACA X noambiewHo obnacTu.

AMOyaTOPHAR ONEPALIHK — XHPYPrUiecKan Npoueaypa, NpH BLINONHEHMU KOTOPOR nausenTy He Tpebyercs
OCTaBaTLCA B HonbHULE HA HOYD,

Apeoaa — MIrMEHTHPOBAHKAA AN Gonee TeMHAs 00MACTE KOXKH BOKPYT COCKA MOJIOTHON kKenespl.
AcHMMETPHA — Heeaunoodpasue GopMe, pasMepa U NONOKEHHUA ABYX MONOUHLIX JKefle3,

AyroummyHnoe saboneBanme — 3aboneBaHye, PN KOTOPOM OPratii3M aTakyeT CBOH COOCTREHHbLIC TKaHH
NWNH KneTkd. B HopMe MEXaHH3M HMMYHHOTO OTBETa OpraHHIMa CrocobeH pasnuuaTe HOPMAaNbHOS
qyxepoaxoe BewecTso. [Ipn ayTOMMMYHHBIX 3a00n€BAHHAX 3T@ CHCTEMA BHIXOANT H3 CTPOA H HAYHHAET
BhIpafaTLiBaTh AHTHTENA K HOPMAILHLIM TKAHAM, Bbi3bisas WX NoppexaeHue. Hekoropuie 3abonesanus, Takne
KaK peBMaTOHAHBIH APTPHT H CRNCPOZICPMHE, CUHTAIOTCH AYTOHMMYHHBIMHA.

BunaTepasnubifi — OTHOCAUIMIICA HNH 3aTparuBaouwnii MPaByio N NIEBYIO MONTOYHBIE XKENe3sl.

Buoncua — yaaneHie U HCcneaoBaHHe TKaHel, KNETOK WK XUAKOCTH OPraHH3Ma,

Bpomeunau AHOMAJIHA ~— OTKJICHEHNE OT HOPMBI YaCTH TENAa ¢ POXACHHA.

I'emaroma — ofpasoeanne WK NPUNYXNOCTE, COACPAKAUAS KPOBD.

Cpyauas MBIINa — KPYNHAS MBILNLA TPYTHON KICTKH.

Aedanuna/pa3pbiB — yTeuka GHIHONOrHUECKOro PacTBOPa H3 IIMNAAHTATA, Y2CTO H3-3a NPOTEYKH KNANAHA,
pa3peiBa WX Nopes3a 00oNOYKH NMNAZHTATA, C YACTHYHBIM HIIH NOAHLIM YMEHbLICHNEM 00beMa HMNNAHTATa.
3abonesaune coeasmurennuot Tkaww — 3aboneBaHue wu rpynna 3aGonesaHui, nNopaXaOWIMX
coeauHUTeNbHY0 Tkans. [Ipuunna aTux 3abonepanuit nenspecTna, 3abonesatna CrpynnApoBantl Ha OCHOBE
KNYHUYECKHX MPHIHAKOB, CHMITTOMOB W NaBoOpaTOPHBIX OTKIOHEHUH.

3ySuaran MBIUA — MBIIILA, PACTIONOXKEHHAA NoA Gonbioll ¥ MaNOK TPYAHEIMA MLILILIAMH HA FPYAROH
KieTKe.

Hymynumil 0YBeT — peakuis opraHuaMa Ha NIPUCYTCTBHE MYIKEPOAHONG BEWIECTBA.

KancynoroMus (3aKpsiTas) ~— pa3pyLICHHC Kancynsl (pyOLOBOi TKaHH) NyTEM MaccaXka Hiln KOMITPECCHH ¢
BHELIHEeH CTOPOHB! rpyau.

Kauncynoroman (0OTKpmTasm) — paspel WIH paccevieHHWe Kancynsl (pyOLoBO# TKaHW) OTKPLITHIM
XMPYPrHMECKHM METOAOM.

KancyaskroMus — XUpypruueckoe yaanenne Kancyns (pybuosoit Tkanu).

Kancyaspsuas KoHTPaKTYpa — yRAOTHEHNE OKpYXaloLlell UMANAHTAT pyOLOBOH TKAHK, B PE3YNLTATE 4Cro
rPYAB CTAHOBHTCR TBEpAOH WAn nnoTHOMR.

Kapusnoma — 310xauecTBEHHAA OMYXOb,

JloexyT — ¢parMeHT kpoBocHabxcaemolt TkKaHU (KOTOPBII MOXET BKNMOUATE MBILLLLBL, KUP ¥ KOXKY), KOTOPLIH
nepemMeniaeTes U3 ONHOIM 4acTy Tena B APYryK.

Mammapanilh — ornocauuiics kK MONOMHOM skenese,

MamMorpadna — pPEHTTCHOROTHYECKOE MCCNCAOBAHWE MONOYHBIX JKeme3 (HanpuMmep, ANA PaHHEro
BbIABNAECHUS paKa).

MammonacTnka — nIACTUYECKan ONEPALHA Ha MONOYHOM Kenese.

MacTonexcus — NAacTHYECKAs onepauus no noaTaxke odsuciwelt rpyau.

MAaCTIKTOMHS — YAQNCHHE TKaHH MONIOYHOIH XKeTe3bl H3-3a Hanu4iiA 0KAUYECTBEHHOrO H npeapakoBoro
npoueccs.

MoaudnunposanHas PATHKANLHAS MACTIKTOMUN — XHPYPrUYECKoe yAaneHile Beel MOROYHOM Xenessl,
BKJTIOMAs COCOK, apeony ¥ MOKPLIBAIONLYIO ee KoKy, a Takke niiMdaTHieckoll TkaHR B NoAMBIWEYHO! obnacTy.
Hexpos — rubens kuBoi TKaHH,

Onunocroponnui — 3aTparnBalouiii TONbKO OAHY CTOPOHY.

Onxonor — Bpay. CIEUNATHIRPYIOIMHACA HA NEYESHKH 3N0KAYECTBEHHBIX ONYXOAX.

Onepauns B YOIOBHAX CTAMOHAPA — XMPYpPru4eckas Npouenypa, NpH BbUTONHEHHW KOTOpoil naumuent
JOsKeH OcTaBaTLCA B 60ALHMULIE HA HOUD.

OTCPOUCHHIN PEKORCTPYKUHS — PEKOHCTPYKLMS MONIOMHOM JKenesbl, MPOBOANMAA HEPEd HECKONLKO
HEREeNb, MECALIEB HAH JIET TOCAE MACTIKTOMMH,

OmyTHMOCTH — BOIMOXHOCTS ONIpeAieIeHHS NPH OLYNBIBAHNH.

Taabnanus — OWYNbIBAHHE PYKaMH.
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HaacTnueckan ONePANKE — ONEpauHA, HapaBlNCHHAA HA BOCCTAHOBICHHE, BO3BDALUCHWE BHECWIHEIO BHAA
HAK YAYUlEHHE TENA MOCTE TPABME], MOBPEXACHHA HIH GosesHH.

Hoakoxnas MacTIKTOMAR — XUPYPTrHYECKOE YAANCHIE TKAHEH MONOYHON MeNe3bl ¢ COXPAHCHHEM KOXH,
COCKA H apeoh).

HpeneKTOPAALHAR YCTAHOBKA — Pa3MELICHUE N0 MOAOHHOMR KeNne30ii HAA FPYAHBIMH MBILLILIAMM.

Hporves — noboe HCKYCCTBERHOE HIALNHUE, HCTIONBIYEMOE A 3aMEHB! WK BOCCOIABHHA YaCTH TeNa.
Npamas MLIUA KHBOTE — AMHHHAA ANOCKAA METLILA, NPOCTHPAIOLLAACS RO BCed AntiHE nepeaHed CTeHKH
KHBOTA.

IITo3 — onyweHue rpyan, xoTopoe oObINHO ABAAETCA PEIYNLTATOM CTECTBEHHOrO CTapeHnd, GepeMeHHocTy
HIH MOTEPH MacChl Tena.

PaaukaabHag MACTIKTOMHSA — XUPYPrHYUECKOe YAaneHle beelt MonovHoOM Henestl, BRAIOYAs COCOK, apeony
H NOKPHIBAIOIMYIO €€ KOXKY, 8 TAKKE FPYAHLIX Mbuuu, numdaTuveckoll TkaHu B noameiueyHol obnacth u
PaMIHYHBIX JPYTHX COCEAHMX TKaHeil.

PekoHCTpYKIHS MOMOTHOH Xeme3n] — XHUPYpruueckas TPOLUEAYpPa MO BOCCTAHOBICHHIO E€CTECTBEHHON
(opMbt n 0OBEMa IpyAH NOCAE MACTIKTOMNA, TPABMBI H/IH NOBPEKACHUS.

Cepoma — cxonneHue XUAKOCTH B TKAHAX.

CHAHKOHOBLII 31acTOMep — THII CHAHXOHA, oGnajawotuuit 3MACTHYHBIMH CBOHCTBAMH, CXOXKHMH C
TAKOBbIMH Y PE3UHEL.

CMellene — nepemeiieHie U3 06bIMHOTO HIN HAANEXKALIEro MECTa.

Cybmammapariii — pacnonoxexHbifi nox rpyasto.

Cy6mammapumiil paspes — paspes, CACNaHHKI 8 CKAAKE (HOA MPYALIO.

CyOnexkTopaisHas YCTAHOBKA — PA3MEIEHHE NONHOCTRIO HAH HacTHYHO noa Gonbinolt rpyano#t Mbuuueii.
TkaneBbi#l pacIHpPHTENs — HMIUIGHTAT C PETYIUPYEMbIM OOBLEMOM, KOTOpPbIf MOXHO NaONHHTDL
H3HONAOTHYECKUM PACTBOPOM, YTOOLI PACTAHYTh TKaHb MOCTE MACTIKTOMMHM W CO3AaTh HOBBIA TKaHEBLIH
NOCKYT JIA YCTAHOBKH FPYIHOrC MMINAHTaTa.

TOvanbEAR MACTIKTOMMR — XHPYPruuecKOe YAANeHNe MOJOvHOH Kenessl, BKIOYas COCOK, apeony
GonbluyI0 4acTh IOKPHIBAIOWEH CC KOXH.

TpaucakcuaaspHrlit paspes — paspes, BLIOIHAEMBI nonepex AAUHHORK OCH NOAMBIICHHOM BIAXHHEL.
YBeanuenue rpyau — Xupypriuveckas npoleiypa, KOropan O3BONAeT YBENRUUTS pasMep H U3MEeHNTh Gopmy
JKEeHCKOH rpyas.

YMOuankaan bt — oTHOCAIMICR K MYNKY,

Qubpoinas TKaHL — COSANHUTENbHAS TKAHD, COCTORILAA MPENMYLIECTBEHHO U3 BONOKOH.
Puinonoriecknii pacTBOp — pacTBOP. COCTOALMA U3 BoAbl W HeBonbwore konuyecTsa coni. [prumepHo
70% Maccsl Tena B3pOCIOro YeoBeKa COCTABIAET Takoi guzuonornyeckuii pacTsop.

Xupypraweckuit papes — paspes iak paccedeHHe TKaHel opraHu3Ma BO BpeMa Onepauiy.

IInpouatituas Mo COMIbLE — NAPHAA MbIILA TPEYIOAbHOH $OpMBI, NAYIIAA OT RO3BOHOYHUKA K AISYY.
IKETPYIMR — NPOCTYNARIIE HMNAAHTATA YSPEes XHPYPrHUECKYIO PaHy.

JnuaeMHoTorHYecKHit — oTHocAMMcA K 3a60N1eBaEMOCTH, PACTIPOCTPAHEHHIO M KOHTPOIIO 3a0oneraniii B
RONYNALKN.

* CPG - CullnJlxn, Xtra — Dxctpa, Part of the Johnson&Johnson family of companies —
BxoauT B rpynny komnaduit Jixoncon & JxoHCOH.

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

NudopMannoHnoe coracae NALNMERTA

Buibop waunyuwiero Merofa KOMCYNbTHPOBAHHR NAUMEHTA fiepea Onepaunel ABNAETCA OTBETCTBEHHOCTHIO
XHpypra.

Komnauua Mentor paccuHThIBAET, 4T0 XHPYPT COOOLUUT NaLNEHTY 000 BCeX MOTEHUMANBHALIX OCNOKHEHHAX H
PHCKAX, CBA3AHHBIX C NPAMEHERIEM IPYRHBIX HMINAHTATOB.

XHpypruseckue npouexypbl, CBAAHHbIE ¢ UCTIONLIOBAHWEM re/IEBBLIX IPYAHBIX MMITAHTATOB, HE JMILEHHI
NOTEHUNANTBHLIX OCNOXKHEHHH K PUCKOB. MCNOAL30BAHHE ITOTO MEANUHHCKONO W3AENNA ABIAETCA NIAHOBOH
npoueaypoil. S (TauHeHT) NONYYHIA KOHCYNSTAUHIO OTHOCHTENRHO TIPEMMYILECTB H BO3MOXKHEIX PHCKOB,
CBA3AHHBIX C PEKOHCTPYKUKEH H/UNH yBETHUEHHEM TPYAM C HCNORKE3ORANNEM PPYAHBIX NMNNAHTATOB, 8 TAKKe
ANTETEPHATHBHLIX mpoueAyp. Mokt mpau coofmun mMHe (NAUMEHTY), YTO TIPYRHBIE NPOTE3H HENLIN
PacCMATPHUBATL KaK NOXKUIHEHHEIE UMITAAHTATSL.

Bpowiopa «VcranoBka reneBuix rpyaHbix mmnnanvatoB, [Ipuxatue ungopMupoBaHHOro pelienus» Gbiia
NpexocTagfeHa MHe 3apaHee nepea onepalielt (3a HekmoYeHWeM Cyvaes 3KCTpeRHO! onepauny no nosoay
paka uayn no ApYTHM NPHIUHAM).

A npountana oty Gpounopy. la [ Her []

Wndopmatiin 13 Gpoinops: Guta obcyxaena co MHOH 1 MOMM XHPYProM ¥ NOHATHA MHe. Ha Bce MOM 80NPOChH!
GLUtH 1ane! YZOBNCTROPHTENbHEIE OTBETL], H MHE GbiTa RPeaOCTABACHA KON 3TOH GOpMBL.

(Toanucs naunenta/ GUO) (Hara)

(TToanucs spaya/ PUO) (Jara)

(Tlpumeyanne ana spaua: Komus noanncanoro Granka A0MKHA XPAHUTLCR B IHYHOM Jele NAuMesTa).
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{Tepesoo © anamuicko?o ARAKA HA PYCCKUT AZNK

<OsanbHas smbaema:
Koponenckas HoTapHansHas
nanata>
Hex. Ne 2024111401 IG
crpanvua 1 w3 |

JETAJIM3ALMSA

A, Anran Kamnanyc Teopop JleBurre, HoTapuyc rpaxAaHCKOro mpasa, OCYLECTBASIOWUH
npakTHKy B r. KaTeeiik, yA0CTOBEPAIO NOATIHCH:

r-Ha Moxammena Anbaupabu, npoxuearomero no aapecy: 2272 XD Bopbypr, Jleliacennam-
BopOypr, Posentéitn 74, poausuieroca B . [a3a 4eTBEPTOrO HIONA THCAYA ACBATBCOT CEMbACCAT
IIECTOro roja,

JAEHCTBYIONIETO B JJAHHOH CBA3U B KAYECTBE JIEPKaTe/d NOBEPEHHOCTH ¢ MPEACTABHTENBCKUMHK
nonnomounamn «Meutop Meauxaa Cucreme B.B.», uacTHON KOMNawMu ¢ OrpaHHYeHHOH
OTBETCTBCHHOCTBIO, 3APErHCTPMPOBAHHOW M OCYILECTBIAIOWIEH CROIO ACATEALHOCTL B
COOTBETCTBHY C 3aKOHOAaTeNnbcTBOM HuUaepnaugos, ¢ MecToHaxoxacHueMm e T. Jlednen, aapec
otpuca: 3epuureaped 2, 2333 CL JleiiaeH, sapernctpuporantoi 8 Topropom peectpe Toprosoi
nanatel nog Homepom 28062039,

¥ YNMONHOMOUYCHHOFO B JAHHOM KaueCTBE MPEACTABIATE HA 3aKOHHBIX OCHOBAHUAX KOMNAHHIO
«MenTop Meaukan Cucremc 5.B.»,

cornacHo BhINHWcke u3 Toprosoro peectpa Toprosoi nanarel, KoTopas npuinaraeTes K
HACTOHLIEMY AOKYMEHTY.,

Britieo3HaueHHOE 33ABNCHHE KAacacTCd MCKAYMTENbHO NOANKMCH BHILEYNOMAHYTOTO I-Ha
Moxammea ANBAMpPaBH H €ro  NpaBocnocoOHOCTH Kak  JepXKaTess  AOBEPEHHOCTH
BLILEYOMAHYTOH Komnanun «Mentop Meaukaa Cucremc B.B.» u He umeer kakoro-aubGo
OTHOLIEHHS K COREPKAHMIO AOKYMEHTa, HA KOTOPOM Obiiia NOCTaBNCHA €I'0 NOANMKCH.

[Moanucano B r. Kareeiix (Huaepnanaw), nsapuath TperLero mas ABE ThICH4YM ABAALATH
YETBEPTOIC roaa.

<NOAMUCaAHO>
<ITpowwuTo M ckpenieHo Kpyraoi repboBoil neyarsio:

Kpyrias repboBas neyats:
-1 AK.T. OeButre; Horapuyc r. Karseiik>
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<Jlororan: «kMEHTOP»>
«Menmop Meduxan Cucrmemc B.B.»

2 Tex.: {31) 71 7513600  Baw: ING 65.16.75.073
2333CLNeden  ®anc: (31) 715217422  Mewcdynapoonuil osep Gankoscko2o cuema (IBAN): NLN8 INGB
Hudepanom 0651 6750 73
BHK: INGBNL2A

CornacoBano
Mentop Meaukan Cucremc B.B.
Oprannsanus

3epuuxenped 2, 2333 CL Jlefinen, Huaepaanan
Anpec

PyKOBOAMTENb N/IOWALKK ANS NPOBEPKH KaeCTBa
JomxwocTs

Moxammen AnbANpPaBK
OaMunug, HMA

<Hagnucek ot pykH: «21.05.2024 r»>

Ttava JULMM.ITIT
<[loanucauo>

MNoanuce

HHCTpYKIHS N0 NPHMEHEHHIO
HmnaaHTaT Mosiounoil xkene3nt CPG
aHaToMuyeckoit popmbl ¢ CHIHKOHOBBIM rejteM

Jleiidencran mopzosas navama Ne 28062039 HAC Ne. NL 8026.59.954 801
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MepeBOf AHHOTO TeKCTa BbIMO/IHEH MePeBOAYNKOM ALKOBOW IHU ANeKCaHApPOBHO

Poccuitickasa degepaums
"opoa Mocksa
[Bajuartb BOCbMOro Mas fjBe TbICAYM ABajLaTb YeTBEPTOro roga

A, Kopcnk Mapua AnekcaHipoBHa, HoTapuyc ropofa MOCKBbI, CBUAETE/IbCTBYKO MOA/IMHHOCTb
nognucyn nepesogunka AuKoBo QHN AneKcaHapoB™.

Mognuck caenaHa B MoeM Npao”CTBUMN.

NnyHocTb noagnucasLw (M|cymeH™N;AcTaHOB/EH

3apervnctpuposa /3 . 3034
YnnayeHo 3a co 400 py6. 00 kon.
M. A- Kopcuk

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



