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Instruction for use
Gel Breast Implants

NHCTPYKLMS NO NPUMEHEHMIO
MnnaHTaTbl FpyHble reneBble



Russian text

English text

o

HAUMEHOBAHHUE MEAWIIMHCKOI'O U3AEJIUA (MHU) H ETO
KJIACCUDPUKAILINSA
HaumenoBanne MU, Bapuantsl ucnonuenus MU

MMniauTathbl rpy/iHble rejiesble:
l.

Umnnaurat rpyavoit reaeswiii 311 - CPG 311 Gel Breast Implant
Cohesive 1, 06uéM: 120 ma, 140 ma, 160 mn, 180 ma, 210 mu, 235 mu,
270 ma, 300 ma, 335 M, 375 ma, 415 mu, 460 ma, 510 ma, 560 ma, 615
Mil.

Umnnantar rpyanoit reneswiii 312 - CPG 312 Gel Breast Implant
Cohesive 111, oOném: 125 ma, 145 mn, 170 mn, 195 ma. 225 min 255 ma,
290 M. 330 ma. 370 M. 415 mu1, 465 ma, 5135 ma, 570 ma, 690 Ma.
Wmnnaurtar rpyauoit reneswiit 313 - CPG 313 Gel Breast Implant
Cohesive 111, o6bém: 130 ma, 155 ma. 180 mu, 210 ma, 240 ma. 270 ma.
310 mu, 350 mn, 395 ma, 440 ma. 490 mur, 545 M. 605 ma.

Umnuanrar rpyavo# reaesnii 321 - CPG 321 Gel Breast Implant
Cohesive Ill. 06bEM: 120 Mo, 135 ma. 155 ma. 180 ma, 215 ma, 245 ma,
280 M. 315 ma, 355 ma, 395 ma. 440 mn. 480 ma, 530 ma, 640 ma, 775
M. ’

Mmnnantat rpyaunoit reneebiii 322 - CPG 322 Gel Breast Implant
Cohesive 11, 00bém: 140 ma, 165 ma, 195 mu, 225 ma, 255 ma, 295 ma.
330 ma, 375 M. 420 M. 475 mn, 525 ma, 585 ma. 650 M.

Mmnnantat rpyadoii reacseiit 323 - CPG 323 Gel Breast Implant
Cohesive lll. 06bém: 165 mu. 195 ma. 225 ma, 260 ma. 300 mn, 345 ma,
390 mn, 440 mn, 495 M, 555 ma, 620 mu, 685 ma.

HUmnnantar rpyaunoit renespii 331 - CPG 331 Gel Breast Iimplant
Cohesive 111, 06BbéM: 125 ma, 150 ma, 175 ma, 200 mMa. 230 mi. 265 ma.
300 mn. 340 ma. 380 M. 425 ma, 475 ma,530 ma, 585 M, 6435 ma.
Umnnantar rpynnoit reneswiii 332 - CPG 332 Gel Breast Implant
Cohesive IlI. oonéM: 145 ma, 175 ma. 205 ma, 235 ma. 270 ma, 3035 ma,

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

MD name, variations of MD

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

2. CPG Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohes
111, volume: 125 ml. 145 ml, 170 ml, 195 ml, 225 ml. 255 ml, 290 ml, 330 ml.
370 ml. 415 ml. 465 ml. 515 ml, 570 ml. 690 ml.

3. CPG Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive
11, volume: 130 ml, 155 ml. 180 ml. 210 ml. 240 ml, 270 ml,

395 ml. 440 ml, 490 ml, 545 ml, 605 ml.

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

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

6. CPG Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive
II. volume: 165 ml, 195 ml. 225 ml, 260 ml. 300 mi, 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
11, volume: 125 ml. 150 ml, 175 ml, 200 ml, 230 ml, 265 mi, 300 ml, 340 ml,
380 ml, 425 ml. 475 ml, 530 ml. 585 ml, 645 ml.

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

9. CPG Gel Breast Implant 333 - CPG 333 Gel

1, volume: 180 ml. 215 ml. 250 ml. 290 ml, 330 ml. 380 ml, 430 ml, 485 ml.
545 ml, 610 mi, 680 ml. 755 ml.
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350 M, 395 ma, 445 ma, 495 Ma. 555 mn, 615 ma. 680 mn.

9. Wmnaantat rpyanoit reaceuit 333 - CPG 333 Gel Breast Implant
Cohesive 111, 06BEM: 180 M, 215 M. 250 sur 290 M, 330 ma. 380 ma,
430 mn. 485 ma. 545 ma, 610 Mn,680 ma, 755 ma.

10. KaeHTHduKaLMONIIas KapTa NaUMCHTA.

1. Crukepol nauunenTa | auct
12. UncTpykums 10 npuMeHeHHIO.

[MpuHaanexHoCTH:

1. WUmnnantar rpvanoii reneswiit 311 - CPG 311 Gel Breast Implant
Cohesive Il Demo, o6bém: 160 ma. 180 ma, 210 mn, 235 mn, 270 mMn -
HeCTepHJIbHBIH ACMONCTPaUMONHbIF obpasell.

2. Wmnnantar rpyaHoit renesniii 312 - CPG 312 Gel Breast Implant
Cohesive HI Demo. o6ném: 195 ma. 225 ma, 255 s, 290 ma. 330 mn -
HECTEPHABHbIH ACMOHCTPALHOHHBIH obpasel.

3. WUmnnantat rpyanoit rencsuiii 313 - CPG 313 Gel Breast Implant
Cohesive 11T Demo. 0dném: 210 Mn, 240 ma, 270 ma. 310 mn. 350 Ma -
HECTEPHIBHBIN JIEMOHCTPAIIMOHHBII 0Opascl.

4. Wmnnanrat rpyasoi renesoiii 321 - CPG 321 Gel Breast Implant
Cohesive 1l Demo, obwbém: 215 mn, 245 mn, 280 ma, 315 M -
HECTEPHIIbHBIH 1EMOHCTpaLMOHHbLIH 0Opazeu.

5. Wmmnnantar rpyaHoit reneswiii 322 - CPG 322 Gel Breast Implant
Cohesive Il Demo, 06bEM: 295 Ma, 330 ma, 375 Ma - HectepuibHbI
JACMOHCTPaIIHOHHKIH 0bpasell.

6. Wmnnantat rpyaHoit veaeswit 323 - CPG 323 Gel Breast Implant
Cohesive 1l Demo, o6bém: 260 Ma, 300 mn, 345 ma, 390 mu, 440 M1 -
HECTEPHIIbIbIH AeMOHCTPaIMOHHbIH obpa3ew.

7. WUmnnantat rpyauoi reaeswit 331 - CPG 331 Gel Breast Implant
Cohesive HI Demo. 230 Mmn, 265 Mu - HecTepuIbLHbI
AEMOHCTPALMOHHbIR 00pasell.

8. WmnnawTaTt rpyauoit rcacsui 332 - CPG 332 Gel Breast Implant

P
QOBEM!

10.  Patient ID card.
11.  Patient’s label | sheet.

12.  1FU

Accessories:

1.

to

CPG Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive 111
Demo, volume: 160 ml, 180 mi, 210 ml, 235 ml. 270 ml

sample.

CPG Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohcsive I
Demo. volume: 195 ml. 225 ml. 255 ml. 290

sample.

CPG Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive I1i
Demo, volume: 210 ml, 240 ml, 270 ml. 310 ml. 350 ml

sample.

CPG Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 1
Demo. volume: 215 ml, 245 ml, 280 mi, 315 ml

CPG Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesive 111
Demo, volume: 295 ml, 330 ml. 375 ml

CPG Gel Breast Implant 323 - CPG 323 Gel Breast Im

Demo, volume: 260 ml, 300 ml, 345 ml, 390 ml, 440 ml

sample.

CPG Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive IIl
Demo, volume: 230 ml, 265 ml - non-

CPG Gel Breast Implant 332 - CPG

Demo. volume: 270 ml, 305 ml. 350 ml

CPG Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive Il
Demo, volume: 290 ml. 330 ml. 380 ml. 430 ml
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Cohesive Ill Demo, o6ném: 270 ma, 305 ma, 350 Ma - HecTepHAbHBIH
ACMOHCTPALMOKHBIH oOpasew.

9. Wmnnautar rpyawoii reneswii 333 - CPG 333 Gel Breast Implant
Cohesive [II Demo, o6ném: 290 ma, 330 mna, 380 mu, 430 mn -
HECTEPH/BHBI AeMOHCTpaLMOHKLI 0Opazel.

Janee 10 Texcry MOCYT HCHONB30BATLCA CACAYIOWMC HAMMCHOBAHMA
MEAKUHHCKOFO H3NENHA: DHAONPOTE3. HMINAHTATH, IPyAHbIC MMINAHTATHE
HAH [IPOTE3bl, N3ACAHNC, MeaHLMICKoe Hiaenue (MH).

HauMeHOBaHHA MEIHLIMHCKHX H3AEAHA MOTYT OBITH YIIOMAHYTH! B TEXCTE B
COKpallleHHOM (opMe ana yaobCcTBa BOCHPUATHA HHpOpMALMH.

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

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

Kaaccunpuxaunna MU

Knacc B 3aBHCHMOCTH OT CTENEHH NMOTEHIMAILHOIO PUCKA NPUMEHEHHUS B
MEAMLIMHCKRX HeNaX B COOTBETCTBMM € HOMEHKIAaTYPHBIM
KnaccnPpuKaTopomM MEXHUHHCKHX KW3aenuii: 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.

HAZHAYEHHWE MEJMIIHHCKOI'O U3EJIHS
MecanumrHckoe u3jienie IPHMEHSETCA AAS YBeAHUeHUR RIH BOCCTAHOBICHUA
MOJIOYHOR XKeNe3H 10CIe MACTIKTOMHH.

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.

NMOKA3ZAHUA H NPOTHBONIOKA3AHUA K IPUMEHEHHIO MU
H BO3MOXHBIE IOBOMHBIE YP®EKTHI

Iokazannn

HMnnaHTauMa 3HA0NPOTE32 NOKA3aHA NPU HAAMYHU CNEAYIOMUX COCTOAHHMH
(onHoro n Gonee):

1. VBenuueHde pa3Mepa TpPyAM B KOCMETHYECKHX  l(ENaX.
EBponapnaMenT  peKOMEHAYET  HasHayaTb  NPOTEIMPOBAHHE  IPyAH
KeHiumHam mnaaue |8 net Tonbko N0 MEAWHHHCKMM NIOKA3aHUAM.

2. OHOMOMENTHAA MAM OTCPOUCHHAN PEKOHCTPYKLMS TPyAH nocie
MaCTIKTOMHH.

3. PekOHCTpYKUMA  pyA® TOCHC  JICYCHMA  OHKOJIOTMHCCKOTO

3a00acBaHUA (KpOME MACTIKTOMUE).

4. [opTopHas omncpauMa B pe3ynbTate OCHOKHEHMH MAM  ApYTHX
HEXKCAATEeABHBIX  ABNCHHI, BOSHMKUIMX [OC/AE  NPEALICCTBYIOUWICTO
XHUPYPrHYCCKOTO BMEWIATCNBCTBA, CBA3AHHOTO ¢ MaCTIKTOMHEH Wau
IPYrUMH BUIAMK AEUCHUA OHKOMOrHUYCCKHX 3a00neBaHuil,

5. [ocTrpaBMaTHuecKOe COCTOAHHME, OMPEACAACMOE KaK MOJIHOE HAH
YacTHYHOE  VAajJeHWe  MOJOYHBIX(-0H) XKenes(-pl}) B  pesyasrare

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:

L Cosmetic augmentation. The European Parliament *

implants in women under 18 years of age should be authorized only on
grounds.”

2.  Immediate or delayed breast reconstruction following mastectomy.

3. Reconstruction due to cancer treatments other than masteciomy.

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

5. Post-Trauma defined as total or partial
surgery (for any reason) or as a result of the trauma
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XUPYPTHMECKOr0 BMCIIATENLCTRA (HE3aBHCHMO OT NpPHUYMHBY) HIH B
Pe3YNbTATE TPABMBI.

6. Bpoxaennsle  acopmaumm:  Brnamas  rpyAab  (BpOKACHHas
BopoHkooOpazHan aeopMatina rPYAHOI KIETKA ¢ AHOMANHAMH FPYAUHBL U
NepeanHnx oTacnoe pebep); KWneBHAMas rpyiAb (BPOKIACHHAA BHITHYTas
AeopMaums rpyAHOR KIETKH C aHOMANNAMHK TPYAKHB M NEPEAHNX OTACNOB
pebep); BLIpaxeHHas aCUMMETPUS B BWIAC  BPOXICHHOIO  MIH
NpUOOPETEHHOrO CYIIECTBEHNOIO HECOOTBSTCTBHA DPA3MEPOB  MONIOUHBIX
XEJIC3. NPHBOAAIAA K 3HAUMTENBHOMY QusnueckoMy JedekTy (HanpHMcp.
cunapom lTomanaa).

7. CunbHBIIH NTO3, MPH KOTOPOM TpeOyeTcs CNeuHanbHas onepauys no
PEKOHCTPYKUKH TPYaH (11anpUMep, MacTOTIEKCHA).
8. IMaunenTn, koTOpEM TpeOyerca MOBTOPHOE  XUPYPrHHECKOS

BMEILATEABCTEC € UENBI0 3AMCHBE MMIIAHTATA B CBA3H € CHIBHOI
Zehopmaupeli, BH3BAHHOH  MEAHWUMHCKHMHM WIH  XHPYPTHYCCKUMM
OCOXIEHUSMHM,  HE3aBMCHMO OT  MEPBOHAYANLHOIO  TIOKA3aHMA K
WMITIAHTALAH MW THNA HCXOAHO BBEIEHHOMD MMILIANTATA.

9. [NanMeHTr, KOTOpHIM TpeOyerca ypenHueHHC 3A0poRCH MOMOMHOM
KeENe3bl TNOCHE  XHUPYPrHYCCKOr0 BMEIRATENLCTBA, NPOBEAEHHOIO 1A
MOPAXCHION MOJOYHOH XENeic [0 OfHOMY M3 MNCPEYMCNEHHBIX BBILIC
noKasaHui (HaupuMep, OZHOCTOPOHHAA MACTIKTOMHMA C NOCREAYIOLUHM
YBSJIMMCHHCM pasMepa BTOPOH MOJIONHOW Kene3nl A BOCCTAHOBNEHHA
CHMMETPHH).

10.  3ameHa UMIUIAHTATa WK KOPPHTHPYIOINAA XUPYPrHUCCKas onepauns
Yy MauMEHTOB, palice TNICPCHECHINX ONCPALMIO MO  YBEAMMCHMIO HIH
PEKOHCTPYKLMH TPYAK € MCNONB30OBAHHEM HMIUIAHTATOB, 3aNOJHEIHbIX
CHIIMKOHOBEIM refieM WITH (HH3HONOTHYECKHM PacTBOPOM.

6. Congenital deformitics: Pectus Excavatum defined as congenital
concave chest-wail deformity with abnormalitics of the sternum and anterior
ribs; Pectus Carinatum defined as congenital convex chest

abnormalities of the sternum and anterior ribs; and severe asymmetry defined
as congenital or acquired substantial discrepanc

represent a significant physical deformity (e.g., Poland’

7. Severe ptosis defined as requiring a specific reconstruction procedure
(e.g., mastopexy).

8. Patients who require revision for implant replacement for severe
deformity caused by medical or surgical complications, regardless of original
indication for implantation or type of device originally implanted.

9. Patients who require augmentation mammoplasty in the unaffected
breast as a resull of the surgery, due to one

affected breast (c.g., unilateral mastectomy with augmentation to opposite
breast to provide symmetry).

10. Replacement or revision surgery for patients with previous augmentation or
reconstruction with siticone gel-filled or saline

[Iporausonoxasanus

Hmmantangd 2HOOMpoTE3a NPOTUBONOKA3AHA MALMCHTAM INPH HATIKYMK
CNCAYIOUNX COCTOAHHIA:

1. bepeMeHIOCTS WK NAKTaUHR.

2. Bonuanka (Hanpumep, CHCTEMHAs KpacHas BOMYaHKA  HIW
AUCKOWAHAA KPACHAR BONUAHKA).

3. Crrepouepmus  (HampuMmep,  NPOTPECCHPYOUMI  CHCTEMHBINA
CKIepo3).
4. Texymee 3aboneBanue, cnocoGHOC HAPYUIMTE MAKW  3AMELTHTH

IPOLIECC 3AKHBICHUA PaHBl _(KpoMe MaliHEHTOB 110CHEe PEKOHCTPYKLIMK

Contraindications

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

l. 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).

S. Infection or abscess anywhcre in the body.

6. Demonstrates tissue characteristics, wh
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TpYAn).
5. Jliobuie nudexunonibie 3abonesanuns n abelieccu.
6. Kautuueckn HenpuroaHoe ind MMIVIAHTALMHA COCTOSHME MAPKMX

TKaHeit (Hanpumep, NOBpeXJeHHME TKaHR B pesyiabrare obnyuexus,
HEAOCTATOK TKAHH HIH MIOXas BACKYNAPH3ALIHS),

7. Hanuune cocrosnunsa (MAH HAXOXKACHME B NpoUecce ACHCHUS
COCTOAHMA), KOTOpOE, MO MHEHHWIO KOHCYNBLTHPYIOMIETO Bpa4a, MOXKCT
NPEACTABNATH HEOMPaBAAHHBIN XUPypruveckuii pHck.

8. AHATOMHYECKHE HAH PUIMONOTHYCCKHE HAPYILICHHA, KOTOPHIC MOTYT
NPHBECTH K CEPHE3HBIM MOCALONEPAIIHOHHEM OCAOKHEHHAM.
9. [loBnlueHHAan IYBCTBUTEARHOCTD K UYXEPOAHLIM MATEPHANAM MK

MHOMOYHCHICHHBIE HEYAAYHEIC MONLITKH YBEAHYEHUA WIH PEKOHCTPYKUHM
MOIOYHOIT KEAE3L! B allaMHE3e,

10.  Hexenanue MIOABEPTaTLCH
BMCINATENLCTBAEM C LIENLIO KOPPEKLIHK,
1t. Hepeanbhubte HageXabl H OXHAAHWA, HANDYMEP HEAACKBATHOE
OTHOIWICHUC HIH MOTHBAUMA, HCNOHHMANHWE PUCKOB, CBA3AHHEIX C
XHPYPrU4eCKHM BMCILIATENLCTBOM H NPOTEIHPOBAHUEM.

12.  [Ilpenpaxosoc 3ab0neBaHNE rpyAn §e3 NOAKOKIOA MACTOKTOMHH.

13. 3anyimeHHas 3NOKAYECTBEHHAs ONMYXOJbL MOJNOYHON Keaeswl HAM
ORYXOJIb NOCAE HENPaBUABHOO AeyeHHs (03 MACTIKTOMMM).
MPUMEYAHHUE: s obecneueHHAs YAOBNETBOPUTCIHHBIX PE3YJNLTATOB
NPHMECHEHHS reACBhIX IHA0NPOTE30B 1A% 3aMEHB MCCCUCHHON TKaH# Nocje
MACTIKTOMHHY HAW TPaaMbl MOTYT NOTPeOORATHCA CMEUHANBHLIE METOIHI
PEKOHCTPYKLWH, B YACTHOCTH NPH HATHYHH JYUEBOTO NMOBPEXKACHHA CTCHKH
FPYAHON KAETKH, HATAIKEHHR KOXKH Ha IPYAR, HATAKECHHA MPYAHNX KOXKHBIX
JAOCKYTOB WM PAAUKANbHOMK pesekuru OONbIIOR rpyAHOH MBILILB.

TIOBTOPHLIM XMPYPrHYECKHM

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

7. Possesses any condition, or is under treatment for any condition which,
in the opinion of the consulting physician(s

surgical risk.

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

9. A history of sensitivily 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.

NOTE: The satisfactory use of gel-filled prostheses for tissue replacement
following mastectomy or trauma may req

procedures, particularly in the presence of

tight thoracic skin, thoracic skin grafts or

major muscle.

IoGovHbie 3pheKThI B BEKCAATCILHBIE PeaKIHA®

TMaunenT, nepeHecinii XMPypruyeckoe BMEUIATEALCTRO, NOABEPTaeTCA
PUCKY Pa3BHTHA HENPEABUACHHBIX OCOXHEHWIH KaK B ONEPALHOHHLIH, TAK U
nocnconepaLHotibli NCPHOAH.

IloreHumanenbie NMOOOYHBIE pEaKUWM W OCHOXKHEHWA, CBA3aHHLIE C
NPUMEHCHUEM TIPYAHBIX MMILIAHTZTOB, roanexar ofcyXaeHnmio #
PaTbACHEHHIO NANMEHTaM B NpeaonepauMoHHH nepuoa. B oba3anHOCTH
xupypra sxoaur (M xomnanua Mentor paccuuTbiBaeT Ha coOmoacHue
XMPYPIoM JaHHOTO TpeGOBaHHA) COOOWIATH ITY MHPOPMALMIO NALMEHTAM
OUEHWBATh COOTHOINGHHE pHCK/TONB3a UM KAOKIAOFO  KOHKPCTHONO

Adverse reactions and events*

Any patient undergoing a surgical procedure is subject to possible unforeseen
operative and postoperative  complications.

complications associated with the usc of

with and understood by the patient prior to surgery. It is the responsibility of the
surgeon, and Mentor relics on the surgeon, 10 provide the patient with this
information and to weigh the risk/benefit potential for each patient.
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nayucHra.
*Coctacno  Hpuxazy 11130 om  19.10.2020  coomsemcmeyem
«KHEebAaconpURMIbIE COOMMUR I NENCEIaMe Ibible Pearyiti».,

mepsuny

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

HHOOPMAIUA O NIOTEHUHAJIBHBIX IOTPEBUTEJSX MU U
YKA3AHMUA 110 UCNTOJIB30OBAHHUIO

YKa3aHus 0 HCNO/IbL30BAHHIO

U31e1s pEKOMCHILYCTCS MCIIOIb30BaTh MPH YCIOBHAX. YKA3aHHBIX HHXE.

Y/I0BHS dIKCILIyaATARHH

‘Temnepartypa ot +32°C po +42°C
BnaxkHocTh He donee 100%
Jlas.lenune 700-1060 rT1a

INFORMATION ON POTENTIAL USERS OF MD AND DIRECTIONS
FOR USE

Directions for use

Devices arc recommended for use under operation conditions indicated

Environmental conditions
Temperaturc +32°C  +42°C
Humidity not more
Pressurc 700

Horenunaanubie norpeburean MU
1 IpcanoaaraeMotit NOTeHUHAAbHDLH 110TpeOUTENb: XUPYPI.

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

ONHUCAHHUE OCHOBHbBIX ®YHKHHOHAJILHBIX 3JIEMEHTOB
MH ¥ IPMHLUIBI AEHCTBUS '

O6wee onucanne GyHKNHOHAIBLHLIX dieMcHToB MU H npuHusnb
NeHCTBHSA

Mmnnanratel rpyuadbie renesbie CPG Gel Breast Implants Cohesive 1l
COCTOAT M3 CHIIMKOHOBOTO rejif. KOTOpbid nomewactcs B 00004Ky U3
CHJMKOHOBOIO 3/1aCTOMEPA U MOXCT MCHOIb30BATLCA ANS PEKOHCTPYKUNH H
YBEHUEHHsS pasMepa TKaHH MOJOYHOM >keaesbl. B nactosuee Bpems
1IPOM3BOMTC/IL HpelaraeT 9 RAPHAHTOB MMILIAHTATOB FPYAHBIX FEIERBIX
CPG Gel Breast Implants Cohesive 11, cepun 300.

. Wmnnanrat ipyanoit reneswiit 311 - CPG 311 Gel Breast Implant

Cohesive I1I.

2. Wmnnawtar rpyaunoit reacswiit 312 - CPG 312 Gel Breast Implant
Cohesive llI.
3. Wmaantar rpyanoit reneswiii 313 - CPG 313 Gel Breast Implant

Cohesive I11.
4. Wmnaaurar rpyaHoi
Cohesive 11,
UMnaanTat 1pyaHoi

renesulit 321 CPG 321

Gel Breast Implant

N

rejeblii 322 - CPG 322 Gel Breast Implant
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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 111 consist of silicone gel encased in a
silicone elastomer shell and can be used for reconstruction and augmentation of
breast tissue. At this time. manufacturcr offers 9 styles of CPG Gel Breast
Implants Cohesive 111. the 300 series.

Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive 1.
Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive I11.
Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive llI.
Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 1.
Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesive 111
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive I11.
Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohe

8. Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive 111,

il

~ 2




Cohesive lII.

6. WmnnaHtaT rpygHoil renesbli 323 - CPG 323 Gel Breast Implant
Cohesive lII.

7. WmnnaHTat rpygHoin renesbiii 331
Cohesive 111

8. VmMnnaHTar rpyaHoil renesblid 332 - CFG 332 Gel Breast Implant
Cohesive 111

9. VmnnaHTaT rpyaHoin renesblt 333
Cohesive lIl.

CFG 331 Gel Breast Implant

CFG 333 Gel Breast Implant

cr4*m

CKT 31 (Ki-m

COCTAB W3AEANN CEMEWCTBA VMMIAHTATOB IPYAHbIX CONSTRUCTION OF THE CPG GEE BREAST

MEJIEBbIX CPG The anatomical shaped Breast Implant devices consist of a shell, gel filler and a
AHATOMUYECKME TPYAHbIE WMMNMAHTaTbl COCTOAT K3 060/0YKKM, Tefb- patch assembly that seals the patch hole, and contains a button with
HaMosHUTENs W HakNajku, KoTopas 3anevaTbiBaeT OTBCpPCruc. u cogepxal- identification of the implant. The devices have a layer of roughened elastomer
MapK1POBKY C HaHECEHHbIMU MAEHTUPNLMPYIOLLMMI AaHHBIMU UMNaHTara.  on their exterior surfaces; MED 4735 sheeting. In addition orientation markings
Ma BHELWHNWX MNOBEPXHOCTAX W3fenuin umMeetcs cnoi  wcpoxosatolo are placed on the shell to aid the surgeon in proper placement of the CPG Gel
anactomepa - nokpbiTe MED 4735. B fonosHeHue K 3ToMy, Ha 060/104KY Breast Implant to prevent rotation of the implant. All coi-nponenls are
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HAHOCATCS  OPHEHTALMOHHBIE METKH, KOTOpbie MOMOraloT XHPYpry
NpaBUNbHO YcTaHoBuTh rpyaHol wmnnanwtat CPG Gel Breast Implant u
Npe/IOTBPATHTL €ro  Bpatiexue. Bce KOMNOHCHTHL M3TOTOBNEHBl W3
cuankoHa. Cuaukouoenii reas-Hanoanurens Cohesive 1l ucnonssyemuiit g
rpyaHoM renesoM wmmsantate CPG Gel Breast Implant, o6nagaer Gonee
BHICOKOH CTENEHbIO KOIC3MBHOCTH, YE€M CHMIMKOHOBGIA reib B JApyrux
TPYAHBIX HMiviaHTataX KoMnanud Mentor Gnaropapa japyroil ocHose,

HCNOAL3YEMOH  1IpM  TIOJYHMEHMM  OTBEpAMTENA.  TaKkoC  OTNHMHE
paccMaTPHBAETCA  KaK  HEZHAUMTENbHOE B naaHe  obccneucHus
supexTuBnocTH roToBoro W3Aenua. Hmeercs B nanwunu  Gonpmoil

ACCOPTHMENT PASMEPOB AAHHKIX 3HAONpoTe308, o1 100 cm? jio 775 o’

manufactured from silicones. The Cohesi
CPG Gel Breast Implant has a firmer consistency than the silicone gel in the
Round Breast Impiants duc to a different base to cross
difference is regarded as insignificant in terms of finished prod
The prostheses are available in a variety of sizes from 100cc

Iina neMOHCTpaluK MEAMUMHCKOrO H3ACAHUSA TPUMEHSAIOTCH HeCTepHABHBIC
MHOrOpasoBLIC  ACMOHCTpanMOHHhie  obpasust.  Obpasusl  BHemHe
WACHTHYHM  COOTBETCTBYIOWMM  HMIVIAHTATAM, [POHM3BEACHH  H3
HANOTHYHLIX MATEPUATIOB H HMEIOT 3HANOTHYHLIA pasMepHbifi paj.
Hemoucrpauuontisic 0Bpasipl He NPeAHa3HAYEHb! 1A MMIEIAHTAUHH.

1. Wmmnanrar rpyasod renesuii 311 - CPG 311 Gel Breast lmplant
Cohesive I11 Demo - HecTepuabHblii AeMoHCTpaunonbii oBpased.

2. Vvnnanrat rpyasoif renesmii 312 - CPG 312 Gel Breast Implant
Cohesive 111 Demo - HecTepwibHBIA AeMOHCTpaLHONHLIE 0Opasel.

3. WUmnnawrar rpyanoii renesmit 313 - CPG 313 Gel Breast Implant
Cohesive {11 Demo - HecTepuibHbIi qeMOHCTpaLMOHHEIH 0Gpasen.

4. Wmnnaurat rpyasoi renesmit 321 - CPG 321 Gel Breast Implant
Cohesive 111 Demo - HecTepanshsiil IeMORCTpalMOHHMA 0Gpasew.

5. Wmnnanrar rpyaHoil renesmii 322 - CPG 322 Gel Breast Implant
Cohesive il Demo - HecTepHAbHLIF AeMOHCTPAUKOHKBIH 00pasen,

6. WUmnnanrar rpyaHo# reneewiii 323 - CPG 323 Gel Breast Implant
Cohesive Il Demo - HecTepHablbli ACMOHCTPALIHOKHBIA 0OpaseL.

7. Hmnnrautar rpyaHoi renessid 331 - CPG 331 Gel Breast Implant
Cohesive ITf Demo - HecTepHIBHBIA JCMOHCTPALMOHHBIN 00paseu.

8. Hwmnnantar mpyaso# rencsuiit 332 - CPG 332 Gel Breast Implant
Cohesive Il Demo - HecTepuIbILIK ASMOHCTPALMOHHBIHN oGpaselt.

9. WUmnnautar rpyanod renesbiit 333 - CPG 333 Gel Breast Implant
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For demonstration of the medical device, non
are available. The samplcs look similar to the respective implants, made from
similar materials and have similar size [family}].
implantable.

I. Gel Breast Implant 31} - CPG 311 Gel Breast Implant Cohesive {1l Demo
non-sterile demo sample.

2. Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive {1l Demo
non-sterile demo sample.

3. Gel Breast Implant 313 - CPG 313 Gel
non-sterile demo sample.

4. Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 11T Demo
non-stcrile demo sample.

5. Gel Breast Implant 322 - CPG 322 Gel Breast lmplant Cohesive 11l Demo
non-sterile demo sample.

6. Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohcesive 1l Demo
non-sterile demo sample.

7. Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive 111 Demo




Cohesive [1l Demo - HecTepunbHbIi AEMOHCTPALMOHLINKIA 0Opazelt.

non-sterile demo sample.

8. Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive il Demo
non-sterile demo sample.

9. Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 11T Demo
non-sterile demo sample.

H3ACHHAMH

reJeBbiC, MHOFOKPATHO CTCPHITHIYOMBICY,

BO3MOAHOCTL H METOB! HHTETPAUHH € APYTHMH MEAHUHHCKHME

HMnnaHTaTs! rpyAHEIC TeNeBbic MOTYT WCHONB30BATHCA BMECTe ¢
MEZHIIMHCKUM M3nenneM «MMNNaHTaThl MONOYHON Kenelbl MPHMEPOYHBIC,

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 ».

Texunyeckne xapaxrepucruxn MH

| Technical characteristics of MD

B TabnMuax Huxe OpHBEACHBI OCHOBHEIC TEXHHYCCKHE XAPAKTCPHCTHRIY UMILITAHTATOB TPYAHBIX MC/ICBRIX.

There are the main technical characteristics of Gel Breast Implants in the tables below.
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Hmnaaurst rpyasoil reaessiii 311 - CPG 311 Gel Breast Implant Cohesive 111
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SECTION A-A
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Ofnem*, mn, ihupunat*, Buicora**, Boterynaiomas Maccas, r,
AONYCTHMO® MM/cM, MM/CM, HacTh** ( JAOSTYCTRMOE
oTiionesHe £ 2,.5% | nonycrumoe AONMYCTUMOE npoduine / oTioMensie
Volume, mi, with | orcnonense £ 10 | 3navense X 18 % | npoexuns),
tolerance £ 2,5% Y Height, mm/cm, | mm/em,
Koa / Code | Description Onucanue Width, mm/cm, | atlowable value | goaycrumoe
with tolerance, + | 10 % oTiAoneHNe £ 10
1% %
Projection,
mm/cm, with
tolerance £ 10 %
HUmnnanrar
Get Breast Implant | TPY2HOR
311 - CPG 311 Gel
334-0951 Breast implant CPG 311 Gel | 120 95/9.5 85/8.5 32/3.2
Cohesive I1I: 120 m1 | Breast  Implant
Cohesive lII: 120
M
HWuananrar
Gel Breast Implant [ PYARCR | _
3N - CPG 311 Gel
334-1001 Breas! Implant CPG 31 Gel | 140 100/10,0 89/8.9 34/34
Cohesive Iii: 140 n) | Bresst  implant
: Cohesive llI: 140
]
Hunmnanrar
Gel Breast lmplam | TPY2NOR
334-1051 | 31V - CPG 311 Gel | a3y ™ ot | 160 105/10,5 9419.4 36/3,6
Breast Implant | ., . * i '
Cohesive I1: 160 m | Breast  Implant
: Cohesive III: 160
M1
HUmnnaurat
Gel Breast Implant | (Y200
3341701 | 3t - CPG 31 Gel | o™ 317 o1 | 180 110/11,0 98/9.8 373.7
Breast Implant ’ ’ *
Cohesive I11; 180 mi | Dreast Implant
: Cohesive Il]: 180
M
HMunnaurar
Gel Breast Implant | rpyaxoi
3t1 - CPG 311 Gel | rencemii 311 -
334-1151 Breast lmplant | CPG 311 Gel 210 11511.5 103/10,3 39/3.9
Cohesive HI: 210 ml | Breast  1mplant
Cohesive IlI: 210
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Koa/ Code

Onucanue

Obrem*, Ma,
AOMYCTHMOE
oTRAoHeHne £ 2,5%
Volume, mi, with
tolerance 2 2,5%

Winpiena**,
MMM,
RONYCTHMOE
OTKAOHeHHe * L0
%

Width, mm/cm,
with tolerance, *
10 %

Boicora**,
MM/OM,
NORYCTHMOR
mavenne = 10 %
Height, mm/cm,
allowable value =
10 %

BricTYna0man
naeTL** (
npoduns /
fpoexuns) ,
mMMmicm,
Aonycrumoe
oncionessue = 10
%

Projection,
mm/cm, with
toleramce + 10 %

Maccs,
JOMYCTHMOC
OTKIIOHeHRe

Ty

+

M

334-1201

Gel Breast Implant
311 - CPG 311 Gel
Breast Implant
Cohesive HI: 235 ml

WUmnnawraT
rpyasoi
rencentii 311 -
CPG 311 Gel
Breast [mplant
Cohesive I
235mn

235

120/12,0

107/10,7

41/4,1

334-1251

Gel Breast Implant
311 - CPG 311 Gel
Breast Implant
Cohesive IT1: 270 ml

Wwmnnantat
rpyAaHoil
rencenit 311 -
CPG 311 Gel
Breast Implant
Cohesive II:
270mn

270

125/12,5

1212

42/4.2

334-1301

Gel Breast implant
3t1 - CPG 311 Gel
Breast Implant
Cohesive It: 300 m!

HwmnnauTtat
rpyato
renestfi 311 -
CPG 311 Gel
Breast Implant
Cohesive i
300Mn

300

130113,0

116/11,6

44/44

334-1351

Gel Breast Implant
311 - CPG 311 Gel
Breast Implant
Cohesive II1: 335 ml

Hmnnawrar
rpyasodi
rénespin 311 -
CPG 311 Gel
Breast Implant
Cohesive HI:
335mn

335

135/13,5

120/12,0

46/4,6

334-1401

Gel Breast Implant
311 - CPG 311 Gel
Breast Implant
Cohesive It1: 375 mi

HUmnnanrar
rpynHoH
rencewit 341 -
CPG 311 Gel
Breast  Implant

375

140/14,0

125/12,5

47/14.7
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O6wem*, ma, Wiapusa**, BotcoTat*, Buictynalomas | Maccs, (8
JIOMYCTHMOC MM/cm, MM/cM, qacTh** ( JAOTYCTHMO®
oTkaoRenNe + 2,8% | aonycTumoe AOTYCTHMOR npopuns / OTK/IOHeHHe
Volume, ml, with | orcacnenne £ 10 | smavenme £ 10 % | npoexumus) ,
tolerance £ 2,5% % Height, mm/cm, | Mw/cm,
Kon/ Code | Description Onucanne Width, mm/cm, | allowable value £ | ZoswycTuMoe
with tolerance, = | 10 % orxkaonenne = 10
10% %
Projection,
mm/cin, with
tolersnce = 10 %
Cohesive 1
375mn
Hunnawrar
rpyauoi
I(!}le: -BCrc;g ;;';pléen: reneseiit 311 -
334-1451 Breast Implant CPG 311 Gel} 415 145/14,5 129/12,9 49/49
Cohesive I1I: 415 ml | Breast  implant
Cohesive ne
415mn
Wunnautar
Gel Breast Implant | PY20%
311 - CPG 311 Gel | Foncendt 311 -
334-1501 ) CPG 311 Gel | 460 150/15,0 134/13.4 5155.1
Breast  Implant | b oo ” Implant
Cohesive I11: 460 mi Cohesive -
460Mn
Hmnnantar
pyauoil
Gt Dt k| T 1
3341551 . CPG 311 Gel | 510 155/15,5 138/13,8 52/5,2
Breast  Implant | b ot ™ Implant
Cohesive H1: 510 ml Cohesive i
510mn
Wmnnakrar
Gel Breast Implant | PYAHOR
ssaepn |31 - CPG 311 Gel | ol AL e 160/1
- Breast Implant 1 60/16,0 143/14.3 54/54
Cohesive 111: 560 mt Breast  Implant
’ : Cohesive  [H:
560mn
Gel Breast Implant | Hannaurar
311 - CPG 311 Gel | rpyamoit
334-1651 Breast tmplant | reneawtt 311 - 615 165/16,5 147114,7 56/5,6
Cohesive I1E: 615 ml | CPG 311 Gel
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Obvem*, ma, Wlupusa**, Boicora**, Buictynaiomas Maccea, r,
AOTIYCTHMOS MM/ene, MM/cMm, gacTe** ( AONYCTRMOC
oTioncHNe + 2,5% | AomycTHmoe aonycTaMoe npoguns / oTkhaonenme it
Volume, ml, with | oriwionenne £ 10 | snavuetne = 10 % | npoesumnn),
toleramce = 2,5% % Height, mm/cm, | Mm/cm,
Kon / Code | Description Onucanue Width, mm/cm, | allowable value + | aonycrumoe
with tolerance, + | 0% oTiuroHeHwe £ 10
10 % Y
Projection,
mm/cm, with
tolerance £ 10 %
Breast Implant
Cohesive 1
615mn

*Cozracno cmanoapmy iSO 14607 npoussooumens Konumpoaupyen: 6Bves NMIAGRIGMA ¢ QORYCTIIUALIM Omiaonenuest + 2,5%, / According to ISO 14607, the manufacture

implant volume with a tolerance of = 2.5 %.

**Cacaacno cmanoapmy ISO 14607 ne 3aR0XCEHO CMAHOGDMHOE OMKIONEHUE 8 2GOAPUMNNIX PUIMEPUX UMMIGNMAMA, YKUSGNO CMAROUDINHOS OMIIONeNNe 2aDapUMRLX PasMepos
uvnranmama coznacno 10CT 31619 — 2002./ According to the I1SO 14607 standard there is no standard deviation in the vverall dimensions af the implant, the standard deviation of the

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmnnanratr rpyauolt rexessiit 312 - CPG 312 Gel Breast Implant Cohesive HI.

A

—A

SECTION A - A

Obnem*, mn, lliupama**, Boicovat®, ButeTynswomss Macca, r,
aAounycrumoe MMW/eMm, MMieM, aacTR** { AOTMYCTHMOL
orkaonenne = 2,5% | nomycrHMoe AonycruMoe npodeans / oTK/oHeRUHe  *
Volume, wl, with | orxcuosesine = 19 | snawerme + 10 % | npoexuns) ,
tolerance + 2,5% % Height, mwm/cm, | Mm/cm,
Koa/Code | Description Onucanue Width, mm/cm, | allowable value + | xonycTuMOE
with tolerance, = | 10 % oTKaoReHNHe £ 10
10 % %
Projection,
mm/cm, with
tolerance £ 10 %
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Obuem*, M, Winpuna**, BoicoTa**, Butcrynawomas | Maccs, r,
aomycTHMOL MM/CM, MM/eM, 13cTB** ( JAOMYCTAMOE
oTKAONEHHE + 2,5% | momycTHMO® AguycTumoe npodus / oTkAoHewue *
Volume, ml, with | orknouenne £ 10 | navenne = 10 % | apoexuns) ,
tolerance + 2,5% Y Height, mm/cm, | Ma/cm,
Koa/ Code | Description Onucaune Width, mm/cm, | allowable value + | Jomycramoe
with tolerance, + | 10 % ovknoneHwe = 10
10% %
Projection,
mm/cm, with
tolerance = 10 %
Hmnnaurar
pyaMoit
S e ampant | rencowt 312 -
334-0907 Breast implant CPG 312 Gel | 125 90/9,0 80/8.0 38/3,8
. . Breast Implant
Cohesive ITT; 125 mt Cohesive I1I: 125
M
Hmnnanrar
Gel Breast Implant | PYMOR . .
40957 |32 - CPG 31}:1:133 CPG 312 Gel | 145 9519,5 84/8.4 40/4,0
Cohesive ITI: 145 mi | oro P
esive IIl: 145
M
Hwmnnanrar
Gel Breast Implam | TPYAOR
3341007 | M2 - PO 3&3:: CPG 312 Gel | 170 100/10,0 88/8.8 4242
\ X Breast Implant
Cohesive II: 170 m{ Cohesive HI: 170
MR
WUmnnayrat
Gel Breast Implant | PYAUOR
3341057 | 312 FO ihfpg:: CPG 312 Gel | 195 105/10,5 9393 444
. . Breast Implant
Cohesive [1i: 195 mi Cohesive IiL: 195
MA
Umnnanrar
Gel Breast Implani | rpyasoi
312 - CPG 312 Gel { renepuiit 312 -
334-1107 Breast Implant | CPG 312 Gel 225 110/1 1,0 97197 47/4,7
Cohesive IIl: 225 m) | Breast Implant
Cohesive 11: 225 _
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O6bem*, Ma, illnpsis**, BoicoTa**, BuicTynawmas Macea, [
BONYCTIMOS Mnm/em, MM/cMm, uscTB** ( AONYCTRMOE
ornonesine + 2,5% | aomycrumoe AonycTHMoOE npodans / oTRNOHEHNE
Volume, ml, with | otknonenne = 10 | snavenne x 18 % | mpoexuns) ,
tolerance + 2,5% % Height, mm/cm, | MMm/chm,
Kon / Code | Description Onucanue Width, mm/em, | allowable value = | zomycT™Moe
with tolerauce, + | 10 % oTknowenne £ 10
10 % %
Projection,
mm/cm, with
tolerance + 10 %
1]
HWmmranrar
Gel Breast Implant m 312 -
pensy |12 - RO 31::;:12:: CPG 312 Gel | 255 1S/11,5 102/10.2 1949
Cohesive Iil: 255 mi | Breast Implant
Cohesive 1Il: 253
M
Huanastar
Gel Breast Implant [ PYIHOR
341207 | 312 - CPG 31393:: CPG 312 Gel | 290 12012,0 106/10,6 51/5,1
Cohesive [11: 200 m] | Breast  Implant
Cohesive 1I1: 290
MA
HWwmnnaurar
Ge! Breast Implant x::z: 32 -
334-1257 |32 -CPG 312 Gel | npa 310 Ge | 330 125012,5 TLIR 53153
Breast Implant - i ’ Mad
Cohesive I1I: 330 m| | Breast  Implant
Cohesive I1I: 330
MI
Hmnnanrar
Gel Breast mplant g:::: 3 .
312 - CPG 312 Gel -
334-1307 Breast Implant CPG 312 Gel | 370 130/13,0 115/11,5 5%/8,5
Cohesive I11; 370 mi | Breast  Implant
’ Cohesive Ll: 370
M
Gel Breast tmplant ?p:m:m'
334-1357 ;:a;‘(‘l’(} .zl::pl(::: renespifl 312 - | 415 135/13,5 [19/119 57/5,7
Cohesive Ill: 415 mf | TG 312 Gd
’ Breast Implant
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O6nem*, ma, Hupuna**, Boicora**, Buicrynaomasn Macca, T,
nomycTiiMoe MM/cM, MM/CM, qacTb** ( aonycrumoe
otxaonckue + 2,5% | aomycrumoe aonycTumoe npoduin / OTKN0HeHHe  +
Yolume, ml, with | orkaouenine + 10 wmavenne £ 10 % | npoekunn),
tolerance + 2,5% % Height, mm/cm, | MM/cM,
Kon / Code | Description Onucanne Width, mm/cm, | allowable value £ | aonycrimoe
with tolerance, + | 10 % OTKAOHCHHe £ 10
10 % %
Projection,
mm/cm, with
tolerance = 10 %
Cohesive I11: 415
M
Hmnnawtar
Gel Breast Implant :_2;’::3: 32 -
312 - CPG 312 Gel | .- .
334-1407 Breast implant EP(: 3112 lGel 465 140/14,0 124/12.4 59/5.9
. . reast  lmplant
Cohesive 11I: 465 ml Cohesive 111: 465
Mn
HUmnaautar
Gel Breast Implant :epz:::; N2 -
331457 | 212 - CPG i:fpﬁ;: CrG 312 Gel | 515 145/14,5 128/12.8 61%6.1
. . . reast mplant
Cohesive HI: 515 ml Cohesive 11 515
MA
Hminanvar
Gel Breast Implant TPyaHOH
312 - CPG 312 Gel | [eneswit 312 -
334-1507 Breast Implant CPG 312 Gel | 570 150/15,0 133/13.3 63/6.3
Cohesive I11: 570 m] | Breast  Implant
Cohesive 1ll: 570
M
HUmiianrar
Gel Breast Implant TPyAHOH
312 - CPG 312 Gel | fecewi 312 -
334-1607 Breast implant CPG 312 Gel | 690 160/16,0 142/14.2 68/6.8
Cohesive 111: 690 ml Brcasl. Implant
Cohesive 1H: 690
Ml

*Cocaacno cmanodapmy ISO 14607 npoussooumes koumpoaupyem odves usmnianmama ¢ oonycmumeist omironenues '+ 2,.5%. . According 10 1SO 14607, the manufucture

implant volume with a tolerance of - 2 5 %.
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**Coznacro cmanaapmy ISOQ 14607 we 310040 CIMANIAPIMHOT OMKAOHERUE 8 JQBAPUMIILX PPIRMCPAX UMIIUHIMUMG, VKAILHE CMUNOUPMUE OMRIOHeNUe 2abapuntielx puzuepoys
uwiranmama cecaacio F'OCT 31619 — 2012, According to the ISO 14607 standard there is no standard deviation in the averall dimensions of the implant, the standard dev
overall dimensions of the implunt according to GOST 31619 - 20112 is specified.
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Hmunautar rpyanoii renessiil 313 - CPG 313 Gel Breast Implant Cohesive 111

SECTION A-A
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Obfuvem?*, Ma, Ilupuua™*, Bouicora*®, Buicrynaoman Macca, ry
aonycTHMoe MM/cn, MM/CM, yacTe** ( JOTMYCTEMOC
OoTKIOHeHne  2,5% | sosycrumoe AonycTHMOE npodiune / OTKNIOReRAe +
Volume, ml, with | orxaonenne =10 | 3uauenue £ 10 % | npoexuns),
tolerance £ 2,5% Y% Height, mm/cm, | Mm/icm,
Koa / Code | Description OnuHcanue Width, mm/cm, | allowable value & | gomycrumoe
with tolerance, + | 10% oTRRoNeHNe £ 10
10% %
Projection,
mm/em, with
tolerance + 10 %
Hwmnnavrar
it
Gel Breast Implant %”i‘;’:ﬁ 03 -
334-0006 | 313 - CPG 313 Gel} rpe 313" Gt | 130 90,0 81/3.1 4/4.4
Breast Implant Breast  Implant
Cohesive Ii1: 130 mf Cohesive 11 130
M
Amnnanrar
Gel Breast Implant | "PYA40R
' 313 - CPG 313 Gel | Tesessil 313 -
334-0956 CPG 313 Gel | 155 95/9.5 86/8.6 45/4.5
gr?ﬂ‘ m-l:gghnlt Bcast  Iplant
onesve Il 1O M1 Conesive 11
155mn
Annnanrar
Gel Breast Implant rpynu:; 313
3ai00s | 313 - CPG 313 Gel | o™y G
33 Breast Implant el | 180 100/10,0 90/9.0 46/4,6
p
Cohesive IHi: 180 m1 | Dreast  Implant
’ Cohesive ill:
180mn
HAmnnanrar
fi
Gel Breast Implant %’i‘xﬁ 313 -
3341056 | 513 - CPG 313 Gel | p™3197"Gep | 210 105/10,5 95/9.5 48/0.8
Breat Implant | b ot Implant
Cohesive I11: 210 mt | (7" P
'ohesive 1l
2101
HMnnauTar
Gel Breast Implant { rpyano#
313 - CPG 313 Gel { renepstii 313 -
334-1106 Breast Implant | CPG 313 Gel 240 HIo/110 99/9.9 49/49
Cohesive HI: 240 ml | Breast Implant
Cohesive _ 1II: _
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Obrem*, M, Iiapana**, Buricora*®, Boictynswomag | Macca, r,
ZOMYCTHMOS MM/CM, MM/CM, uacTL** ( AONYyCTHMO®
OTRIOHEeH R + 2,5% | nomycTumoe ROTMYCTHMO® npodiie / oTKAOHeRNe %
Volume, ml, with | ornonenne + 10 | 3nsvenne = 10 % | npoexuna),
tolerance £ 2,5% % Height, mm/em, | mm/cam,
Kon / Code | Description Onucane Width, mm/cm, | allowable value + | gonycTHmoe
with tolerance, + | 16 % OTKAOHeHHe £ 10
10% %
Projection,
mm/cm, with
tolerance + 10 %
240mn
Umnnanrar
Gel Breast Implant rpymiol; 3
3atise | 313 - CPG 313 Gel | Sl SU 0
Breast tmplant s i 270 115/11,5 103/10,3 50/5,0
Cohesive IHl: 270 ml Cohesive HI:
270mn
Wmnnanrar
"Gel Breast implant | TPYAHOH
3106 | 313 - CPG 313 Gel | Fessd 313 - .
Breast Implant Cra lsmpl(:neﬁ 310 120120 108/10,8 52/5,2
Cohesive IT1: 310 ml Cohesive 1
310mn
Hmnnaurar
Gel Breast Implant | "PYAoR
313 - CPG 313 Gel | Tenesnt 313 -
334-1256 Breast Implant CPG 313 Gel | 350 125/12,5 112/11,2 54/5.4
L . Breast Implant
Cohesive I1f: 350 ml | L 07 Pm:
350mn
Umnnanter
Gel Breast Implant [ FPYAHOL -
313 - CPG 313 Gel | rooce® :
334-1306 Breast Implant CPG 313 Gel | 395 130/13,0 1711,7 56/5,6
. ) Breast  Impilant
Cohesive Ii: 395 mi Cohesive TL:
395mn
Gol Breast Implant | MaaiTar
313 - CPG 313 Gel | (PYOH
334-1356 Breast Implant renerit 313 - | 440 135/13,5 122/12.2 58/5.8
Cohesive 11]: 440 mi CPG 313 Gel
Breast Implant
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Ofvem*, ma, Hupuua*®, BoicoTa*t, BoicTynaomas Macca, T,
AonycTumoe MM/cMm, MM/CM, yacTh** ( AOTYCTHMOC
oTronenne = 2,5% | monycrumoe AoTyCTHMO® npodiin / OTKAOHEHNe
Volume, ml, with | orknonenne + 10 | snavenue £ 10 % | mpoexums),
tolerance £ 2,5% Y% Height, mm/cm, | mm/ics,
Koa / Code | Description Onmucaune Width, mn/cm, | allowable value £ | aonycTumoe
with tolerance, £ | 10 % oTKIoneHHe = 10
10 % %
Projection,
mm/cm,  with
tolerance 18 %
Cohesive M
440m5
Hmnpanrtat
Gel Breast Implant g:::: 3 -
331406 |13 - OFG 313 O opG 3137 Gt | 490 140140 1261126 61/6,1
reast Implant
Cohesive Iz 490 m | Breast  Implant
. Cohesive 1k
490mn
Umnnaurar
Gel Breast Implant | TYINOK |
31456 |33 - PO G| opG 313 Gel | 545 1451145 131713,1 63/6.3
reast Implant
Cohesive IT1: 545 m| | Breest  Implant
: Cohesive 1k
545mn
Hmnnantat
Gel Breast Implant | PYANOR
34506 | 313 - PO p&ﬂ CPG 313 Gel | 605 150/15,0 135/13,5 66/6.6
Cohesive 1il: 605 mt | Breast  Implant
) Cohesive ur:
605Mn

*Cocaacno emandapmy ISO 14607 npouseooumese Koumpoiupyem oGbem UMRIGHMAMA C 00nyCRitebia omicionenues + 2,5%. / According to ISQ 14607,

implant volume with a tolerance of = 2.5 %.

**Cozaacno cmandapmy ISO 14607 ne 1a10M0en0 cmandapmuoe omKaoHesue 8 2uDapumitbix pasmepas uMnAURmMama, yXasano CINAHOAPMHOe DI OieHue 260apunIpX pusmMepos
nvmnanmama cozageno FOCT 31619 - 2012 According to the 1SO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard dev

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MmnnaHTat rpygHoi renesbii 321 - CPG 321 Gel Breast Implant Cohesive 111,
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Obvem*, mn, Uinpana*¥, Buicora**, Bucrynmawmas Maccea, T,
AOTYCYRMOE MM/eM, MMM, qacTp* ( AONTYCTHMOS
oTKIoRenne £ 2,5% | somycTumoe AOTYCTHMOE npognrs / OTKNIOHeHHe =+
Volume, ml, with | orcaonenne £ 10 | 3uavennex 10 % | npoexunusn) ,
tolerance £ 2,5% % Height, mm/em, | mmicm,
Koa/ Code | Description Onucanne Width, mm/cm, | allowable value £ | nomycTRMoe
with tolerance, =} 10 % OTKJIOHEHNHe £ 10
10 % %
Projection,
mm/em, with
tolerance + 10 %
Gel Breast { Hannanvar
Implant 321 - | rpyauoii renesmit
CPG 32t Gel | 321 - CPG 321
354-0908 Breast Implant | Gel Breast | 120 90/9,0 85/8,5 33133
Cohesive 1II: 120 | Implant Cohesive
ml 11: 120 mn
Gel Breast | Umnnawrar
Implant 321 - | rpysuoii rencewi
CPG 321 Gel | 321 - CPG 321
354-0958 Breast  Implant | Gel Breast 135 95/9.5 89/8,9 3513,5
Cohesive 1l1; 135 | Impiant Cohesive
ml IN: 135 ma
Gel Breast | Hmunasrar
Implant 321 - | rpyasoit renesmi
CPG 321 Gel [ 321 - CPG 321
354-1008 Breast  Implant | Gel Broast 155 100/10,0 94/9.4 37137
Cohesive I1: 155 | Implant Cohesive
ml 18: 155 st
Gel Breast | Ummsanrar
Implant 321 - | rpyanoli reneewil
CPG 321 @Gel | 321 - CPG 321
354-1058 Breast  Implant | Gel Breast 180 105/10,5 99/9.9 38/3.8
Cohesive Ili: 180 | Implant Cohesive
mi 1l: 180 ma
Gel Breast {| Hmnnautar
Impiant 321 - | rpyanoit renesstii
CPG 321 Gel| 321 - CPG 321
354-1108 Breast  Implant | Gel Breast 215 110/11,0 103/10,3 39/3.9
Cohesive I11: 215 | implant Cohesive
ml II: 215 mn
Gel Breast | UMnnauTat
Implant 32t - | rpyanoii rencewti
354-1158 CPG 321 Geil321 - CPG 32) 245 1157835 108/10.8 40/4.0
Breast  Implant | Gel Breast
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Kog / C?ode

354-1208

354-1258

354-1308

354-1358

354-1408

354-1458

Dcscriplion

Cohesive Ill: 245

ml

Gel Breast
Implant 321
CPG 321 Gel
Breast Implant

Cohesive llI: 280
ml

Gel Breast
Implant 321
CPG 32!  Gel
Breast Implant
Cohesive IllI: 315
mi

Gel Breast
Implant 321

CPG 321 Gel
Breast Implant

Cohesive Ill: 355
ml

Gel Breast
Implant 321
CPG 321 Gel
Breast Implant
Cohesive llI: 395
ml

Gel Breast
Implant 321
CPG 321 Gel
Breast Implant
Cohesive Ill: 440
mi

Gel Breast
Implant 321

Omicaiiiic

Implant Cohesive
11; 245 M1
Mmnnawar
rpygHol renesbiii
321 - CPG 321
Gel Breast
Implant Cohesive
I11; 280 M1
MmMnnaHTat
rpYLHOW reneBblin
321 - CPG 321
Gel Breast
Implant Cohesive
11; 315 mn
MmMnnaHTar
rpy4HOW reneBbiii
21 - CPG 321
Gel Breast
Implant Cohesive
111:355 mn
MmnnaHTar
rpyLHOI renesbili
321 - CPG 321
Gel Breast
Implant Cohesive
111: 395 M1
WmnnaHTart
rpy4HOW reneBblin
321 - (PG 321
Gel Breast
Implant (‘ohesive
I: 440 M1
VmnnaHTart
rPYLHON reneBblin
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O6beEM™, MmN,
jonyctumoe

OTK/IOHEeHNe £ 2,5%
with

V'olume, ml,
(oierancezx 2,5%

280

315

355

395

440

480

LLnpunHa**,
MM/CM,
fonycTumoe
OTK/OHeHMe * 10
%

Width, mm/cm,
with tolerance, +
10 %

120/12,0

125/12,5

130/13,0

135/13,5

140/14,0

145/14,5

BbicoTa**,
MM/CM,
ponyelumoe
3Ha4yeHue £ 10 *o
Height, mm/cm,
allowable value +
10 %

113/11.3

118/11,8

122/12.2

127/12,7

132/13,2

133/13,3

BoicTynatowan Macca,
4yacTb™**( fonyctumoe
npouns/ OTK/NOHEHWe
npoekwuma),

MM/CM,

JonycTtumoe

OTK/IOHEHMe * 10
%

Projection,
mm/cm, with
tolerance + 10 %

42/4,2

4414.4

46/4,6

47/4,7

49/4,9

50/5,0

rl

+



Obnem*, v, Wispsnats, Bricora®®, Brictynawomas Macea, r,
AONYCTHMOR MM/CM, MM/cMm, yacTe** ( RONYCTHMOS
orknonenue £ 2,5% | xomycrumoe ZONMYCTHMOR npodan / OTKNOHeNMe &
Volume, ml, with | oTicroneune = E0 | anavenne + 10 % | npoexuns),
tolerance + 2,5% % Height, mm/cme, | MmM/om,
Kon/Code | Description Onucaune Width, mm/cm, | allowable value £ | gonycTMOe
with tolerance, £ | 10 % OTKaoHenMe + 10
10% %
Projection,
mm/em, with
tolerance = 10 %
CPG 321 Gel | 321 - CPG 321
Breast Implant | Gel Breast
Cohesive I11: 480 | Implant Cohesive
mi NI: 480 mn
Gel Breast | Ummnaurar
Implant 321 - | rpyasoii renesmii
CPG 321 Gel|321 - CPG 321
354-1508 Breat  Implant | Gel Breast 530 150/15,0 141/14.1 52152
Cohesive 1IE: 530 | Imptant Cohesive
ml- IH: 530 mn
Gel Breast | HMnnanrar
Implant 321 - | rpymsofi resiesuit
CPG 321 Gel | 321 - CPG 321 ,
354-1608 Breast  Implant | Gel Breast 640 160/16,0 150/15,0 56/5.6
Cohesive [1: 640 | implant Cohesive
mi I11: 640 mn
Gel Breast | MIMoiianTat
Implant 321 -« | rpyanoil reneswstit
CPG 321 Gel (321 - CPG 321
354-1708 Breast  Implant | Gel Breast 775 170/17,0 160/16,0 59/59
Cohesive HI; 775 { Implant Cohesive
ml 11: 775 ma

*Cocaacno cmandepmy ISO 14607 npouseodumesn konmpoaupyen oves HMRAGHMIAING ¢ CONVCRIIM OmKRONENUest + 2,5%. ¢ According to 1SO 14607, the manyfacture
implant volume with a tolerance of + 2.5 %.

**Caeaacwo cmandapmy ISO 14607 we 3ar03ceR0 CranOapmioe OMKRONENNE @ 2uBUPUMNGIX POIMEPAX UMRIAHMAMA, YRAIAHO CIMUHOUDITHOE OMKIOHENWE 2G6APUMIINX PAIMEPOS
twnnanmama cozaacno F'OCT 31619 — 2012.7 According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant. the standard dev

overull dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmnaawrar rpyasuoii reaessiit 322 - CPG 322 Gel Breast Implant Cohesive 111

—.

Section A-A
Obnem*, mu, LWinpusa®*, Boicora*t, Buicrynaouza Maccs, r
AOnYCTHMOE Mm/em, Mm/cM, 9acTh** ( AOIYCTHMO®
oTkAoHenne = 2,5% | aonycTumor AonycTHmoe apodguuns / OTKAOHCRNe T
Volume, mi, with | oTkaonerme + 10 | 3Havesne = 19 % | npoexuns) ,
tolerance + 2,5% % Height, mm/cm, | Mm/om,
Koa/Code | Description Onncanne Width, mm/cm, | allowable value £ | gonycTHMoe
with toleramce, £{ 10% OTKAOHeHHe : 1
10% %
Projection,
mm/cm, with
tolerance + 10 %
334-0905 Gel Breast | HMnuiauTar 140 90/9.0 85/8.5 38/3.8
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Ofuvem*, ma, tlupnna**, BuicoTa**, Buictynaomas | Macca, 24
DONYCTAMOS MAM/CM, MM/em, YacTh** ( AOTIYCTHMOE
orkaonenne £ 2,5% | sonycrumoe AONYCTHMOR npodpnn / oTKAOHEeHUE it
Volume, mil, with | ovxnonenne £ 10 | snavenne x 10 % | npoexuusa),
tolerance + 2,5% % Height, mm/em, | mm/cm,
Kon / Code Description Onucanue Width, mm/cm, | allowable value = | aonyerimoe
with tolerance, = | 10 % oTKNonenne £ 10
10 % %
Projection,
mm/cm, with
tolerance = 10 %
Implant 322 - | rpynuoil reneswii
CPG 322 Gel|322 - CPG 322
Breast  Implant | Gel Breast
Cohesive 111: 140 | Implant Cohesive
ml 11 140 mn
Gel Breast | HMnnauTaT
Implant 322 - | rpyauofi reaesniit
CPG 322 Gel | 322 - CPG 322
334-0955 Breast  Implant | Gel Breast 165 95/9,5 89/8.9 40/4,0
Cohesive [I: 165 | Implant Cohesive
ml ML 165 mn
Gel Breast | Umnnautar
Implant 322 - | rpyancit rencesid
CPG 322 (el {322 - CPG 322
334-1005 Breast  Implant | Gl Breast 195 100/10,0 94/94 42/42
Cohesive 1lI: 195 | Implant Cohesive
mi I): 195 mn
Gel Breast { Hmimaurar
Implant 322 - | rpyaHoii renessiit
CPG 322 Gel 322 - CPG 322
334-1055 Breast  Implant | Gel Breast 225 103110,5 99/9.9 44/4.4
Cohesive 11E: 225 | Implant Cohesive
mi 11: 225 mn
Gel Breast | Hmnnaunrtar
Implant 322 - | rpynsioil renesmiit
CPG 322 Gel|322 - CPG 322
334-1105 Breast  Implant | Gel Breast 255 110/11,0 103/10,3 47/14,7
Cohesive 1I1; 255 | Implant Cohesive
ml 11; 255 mn
Gel Breast { Hamuautat
Implant 322 - ] rpyanoli reacenit
334-1155 CPG 322 Gel {322 - CPG 322|295 115115 108/10,8 49/4.9
Breast Implant | Gel Breast
Cohesive Ifl: 295 | Implant Cohesive
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Kog / Code

334-1205

334-1255

334-1305

334-1355

334-1405

334-1455

Description

nil

Gel Breast
Implant 322
CFG 322 Gel
Breast Implant
Cohesive 11I: 330
mi

Gel Breast
Implant 322

CFG 322 Gel
Breast Implant

Cohesive 111; 375
ml

Gel Breast
Implant 322
CFG 322 Gel
Breast Implant
(‘ohesive 11I: 420
m!

Gel Breast
Implant 322

CFG 322 Gel
Breast Implant

Cohesive Ill: 475
mi

Gel Breast
Implant 322
CFG 322 Gel
Breast Implant
Cohesive 111 525
ml

Gel Breast
Implant 322
CFG 322 Gel

OnucsiHHe

111:295 mn
MmnnaHTat
rPYyAHOI renesbiii
322 - CFG 322
Gel Breast
Implant Cohesive
111:330 mn
MmMnnaHTat
rPYAHO renesblii
322 - CFG 322
Cel Breast
Implant Cohesive
111: 375 M1
VmnnaHTart
rPYAHO renesbiii
322 - CFG 322
Gel Breast
Implant Cohesive
111:420 M
MmnnaHTart
rPYyAHOM renesblii
322 - CFG 322
Gel Breast
Implant Cohesive
111:475 M1
WmnnaHTar
rpyaHoi 1CICBbI
322 - CFG 322
Gel Breast
Implant Cohesive
11; 525 M1
VmnnaHTat
rpygHoin 1enesbiii
322 - CFG 322
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O6beM™, M,
J0MyCTNMOe

OTKJ/IOHEHME * 2,5%
with

Volume, ml,
tolerance + 2,5%

330

375

420

475

525

585

LLinpuHa**,
MM/CM,
[onycTumoe
OTK/IOHeHMe + 10
%

Width, mm/cm,
with tolerance, *+
10 %

120/12,0

125/12,5

130/13.0

135/13,5

140/14,0

145/14,5

BbicoTa**,
MM/CM,
JonycTtmoe
Travenue + 10 %
Height, mm/cm,
allowable value +
10%

113/11,3

118/11.8

122/12,2

127/12.7

132/13,2

136/13,6

BbicTynaroLan *Macca,

yacTb™*™*( jonyctrmoe
npogunb / OTKJ/IOHEHWE
npoek1(us),

MM/CM,

JonycTumoe

OTKJ/I0HEHMWEe £10
%

Piojection,
mm/cm. with
tolerance + 10 %

51/5.1

53/5,3'

55/5.5

57/5,7

59/5.9

61/6,1

r,

+



Obbem*, ma, tinprma**, BuicoTat#, Buictynswman | Macca, )8
AonycTRMOC mMw/cm, MM/CM, yacTe*® { AQIYCTHMOR
oTkRonenne  2,5% | Aonycrumoe AONYCTHMOR apoduis / orknomenue  *
Volume, ml, with | oTcrosienne + 18 | 3navenue £ 10 % | npoekuns),
tolerance £ 2,5% % Height, mm/cm, | mm/cm,
Kon/Code | Description Onucanue Width, mm/cm, | allowable value £ | somycTHMOE
with tolerance, + [ 10 % oTAoHewwe + 10
10% %
Projection,
mm/em, with
tolerance = 10 %
Breast  Implant | Gel Breast
Cohesive 11I: 585 | Implant Cohesive
ml IH: 585 mn
Gel Breast | Hunnanrar
implant 322 - | rpyanoit rencewi
CPG 322 Gel | 322 - CPG 322
3341505 Breast  Implant | Gel Breast 650 150/15,0 141/14,1 63/6.3
Cohesive 1l 650 | Implant Cohesive
mi L); 650 mn

*Coznacwo cmandapmy ISO 14607 npoussooumens Konmpaupvem 0Gvem UMRIURMANG ¢ Jonyenimey omraosentem = 2,5%. / According to ISO 14607, the manufacture

implarg volume with a tolerance of + 2.5 %.
*$2Cozaacno cmanoapmy IS0 13607 we sazoxceno ci

0€ OMKRONENYE 6 20aPUMNLIX PASWEPAT KMIIGRMUNKL, VRAIGHG CHIANOGPIMAOE ONBIONENNE 20BAPUMNEX PATHEPOS
wxnranmama cozaacno [OCT 31619 — 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard dev

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmnnanrat rpyanoii reneswiii 323 - CPG 323 Gel Breast Implant Cohesive 111.

___A

L ..— A
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SECTION



O0pem*, ma, Ilnprna**, Bescora**, BricTynaomas Macca, ,
AOTYCTHMOE MM/CM, MMm/cM, qacTR** { AOMyCTHMOE
oTKIouenMe £ 2,5% | xomycrumoe AOUYCTHMOR npedrias / 0TKAOREHHE £
Volume, ml, with | orcnosenue £ 10 | 3paqense i 10 % | npoexums),
tolerance + 2,5% % Height, mm/cm, | mm/cm,
Koz / Code | Description Onucansne Width, mm/cm, | allowable value + | somycTRMOC
with tolerance, = | 10% oTKkAOHeHwe £ 10
10% %
Projection,
mm/em, with
tolerance £ 10 %
Gel Breast | Umnnaurar
implant 323 - | rpyanoli rencesiil
CPG 323 Gel 323 - CPG 323
334-0902 Breast  Implant | Gel Breast 165 90/9,0 85/8.5 46/4.6
Cohesive Il1: 165 | Implant Cohesive
ml 1l: 165 mn
Gel Breast | UMnnaurar
Implant 323 - | rpyauoil reneswii
CPG 323 @Gel[323 - CPG 323
334-0952 Breast Implant | Gel Breast 195 95/9.5 29/8,9 48/4,8
Cohesive 1Il: 195 | Implant Cobhesive
ml 111: 195 ma
Gel Breast | HunnanTar
Implant 323 - | rpyasnod renermit
CPG 323 @Gel | 323 - CPG 323
334-1002 Breast  Implant | Gel Breast 225 100/10,0 94/94 51/5,1
Cohesive [11: 225 | Implant Cohesive
ml {11: 228 Mn
Gel Breast | ¥mnnanTar
Implant 323 - | rpyanoii renesnis
CPG 323 Gel|323 - CPG 323
334-1052 Breast  Implant | Gel Breast 260 105/10,5 99/9,9 53153
Cohesive 1I1: 260 | Implant Cohesive
ml 111 260 ma
Gel Breast | Hunaairrar
Implant 323 - | rpyanoil renepmii
CPG 323 Gel | 323 - CPG 323
334-1102 Breast Implant | Gel Breast 300 110/11,0 103/10,3 56/5.6
Cohesive III: 300 | Implant Cohesive
mi fil: 300 mn
Gel Breast | Umnnanrar
Implant 323 - | rpyamoil renebnsii
334-1152 CPG 323 Gel | 323 - CPG 323 345 115/11,5 108/10,8 58/5.8
Breast  Implant | Gel Breast
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Obvem*, ma, Ulnpuna**, Boicora**, Beictynaoman | Macca, (A
ROTyCTHMOS MM/cm, Mm/em, yacTe** AonycTHMOR
orkaoHenue + 2,5% | nonycrumoe AoNycTHMoE npodwnn / oTXNoHeHue %
Volsme, ml, with | orxcaonenue £ 10 | 3navenue = 180 % | npoexnna),
tolerance = 2,5% % Height, mm/em, | mm/cm,
Koa / Code Description Onucanne Width, mm/cm, | allowable value = | aonyctumoe
with tolerance, = | 10% oTKAONCHMe + 10
10% Y
Projection,
mm/cm, with
tolerance + 10 %
Cohesive Ill: 345 | Implant Cohesive
ml HE: 345 mn
Gel Breast | Usmnantar
Implant 323 - | rpyanofi reneswsil
CPG 323 Gel | 323 - CPG 323
334-1202 Breast  Jmplant | Gel Breast 390 120/12,0 113/11.3 60/6,0
Cobhesive {1i: 390 | Implant Cohesive
ml IIE: 390 ma
Gel Breast | Hmimanrar
Implant 323 - | rpyasoii renenesii
CPG 323 Gel | 323 - CPG 323
334-1252 Breast  implant | Gel Breast 440 125/12,5 118/11,8 62/6,2
Cohesive III: 440 | Implant Cohesive
ml 11; 440 mn
Gel Breast | Umnnaurar
Implant 323 - | rpynHoii renesstil
CPG 323 Gel | 323 - CPG 323
334-1302 Breast  lmplant | Gel Breast 495 130/13,0 122/12,2 65/6,5
Cohesive III; 495 | Implant Cohesive
ml 111: 495 ma
Gel Breast | Hmnnautar
fmplant 323 - | rpyanoil renesii
CPG 323 Gel [ 323 - CPG 323
334-1352 Breast Imphant | Gel Breast 555 135/13,5 127/12,7 67/6.7
Cohesive 11I: 555 | Implant Cohesive
ml 11: 555 mn_
Gel Breast | Umnaaurar
Implant 323 - | rpyanoii reacsniil
CPG 323 Gel {323 - CPG 323
334-1402 Breast  Implant | Gel Breast 620 1407140 132/13,2 69/6.9
Cohesive fl1: 620 | Implant Cohesive
mi HI: 620 ma
Gel Breast | Uunnawrar
334-1452 Implant 323 - | rpyamofi renenssit 685 145/14,5 136/13,6 71721
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Obrem*, M, Hinpuna**, Buicora**, Bricrynawimas Maccs, 118
AoTycTHMOS MM/CM, MM/CME, qacTL** ( JOTIYCTUMOS
oTKAoMeRHe £ 2,5% | RomycTuMoe RONYCTHMOR npoduns / OTK/JI0HeHWe =
Volume, mi, with | orkaonense £ 10 | 3naveuwne = 10 % | npoexawa),
tolerance £+ 2,5% % Height, mm/cm, | mm/cm,
Koa/ Code | Description Oununcanue Width, mm/cm, | allowable value | JomycTumoc
with tolerance, + | 10 % oTnoNeuue = 10
10 % %
Projection,
men/cm, with
tolerance + 10 %
CPG 323 @Gel |323 - CPG 323
Breast  Implant | Gel Breast
Cohesive IlI: 685 | Implant Cohesive
ml IN: 685 mn

*Caznacno cmanoapmy 150 14607 npoizecoumens KoHMpoIupyem oGbext uirranmama ¢ 0onyemumnm omiaotenuem L 2,5%. / According to ISQ 14607, the manyfacture

implant volume with a tolerance of + 2.5 %.
**Cocnacno cmanoapmy ISO 14607 ne 7a100ceno CRaROGIMIINe ONKIONENYE & 2aDUpUMHNY DAIMEPAX UMPRGHIMAMA, YXAIAHO CRIGHOGDMNOC OMKIGHENNE ZaDUpUMNEIX PASMEPOS
usmnanmamu coziacno 1'OCT 31619 - 2012.7 According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard dev

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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MmnnaHTat rpygHoii renesblii 331 - CPG 331 Gel Breast Implant Cohesive 111

SECTION A-A
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Obbem*, ma, upnna**, Buicora**, Boicrynanmas Macca, T,
aonycrumoe MM/cMm, MM/eMm, qacTp** ( aonycrumoe
oTKioHenne £ 2,5% | monverumoe aonycrumoe npoduis / OTKJIOHCHHe
Volume, ml, with | otksronenne £ 10 | 3navenue £ 10 % | npoexuns),
tolerance = 2,5% % Height, mm/cm, | mm/cm,
Koa/ Code | Description Onucanue Width, mm/cm, | allowable value = | aonycrnmoe
with tolcrance, = { 10 % OTKAOHCHHC £ 10
10 % %
Projection,
mm/cm, with
tolerance £ 10 %
334-0903 Gel Breast | UMmiusanTar
Implant 331 - | rpyaHo# reacssifi
CPG 331 Gel | 331 - CPG 331
Breast Implant | Gel Breast 125 90/9,0 92/9.2 32/3.2
Cohesive III: 125 | Implant Cohesive
ml I11: 125 mn
334-0953 Gel Breast | Umiuianrar
Implant 331 - | rpyanoii renesbii
CPG 331" Gel | 331 - CPG 331
Breast  Implant | Gel Breast 150 95/9.3 9719.7 3333
Cohesive 1l 150 | Implant Cohesive
ml 111: 150 mn
334-1003 Gel Breast | Hminanrar
Implant 331 - | rpynnoii rencesiit
CPG 331 Gel | 331 - CPG 331 -
Breast  Implant | Gel Breast 175 100/10,0 102/10.2 34734
Cohesive 11: 175 | Implant Cohesive
ml 11: 175 mn
334-1053 Gel Breast | Umnnantar
Implant 331 - | rpyanoii rescsuiit
CPG 331  Gel | 331 - CPG 331 ,
Breast Implant | Gel Breast 200 105/10.5 107/10,7 35/3,5
Cohesive II: 200 | Implant Cohesive
ml 111: 200 mn
334-1103 Gel Breast | UIMmianiar
Implant 331 - | rpyauHo#t rencewi
CPG 331  Gel [ 331 - CPG 331 , -
Breast  Implant | Gel Breast 230 110/11,0 113/11.3 36/3,6
Cohesive IlI: 230 | Implant Cohesive
ml III: 230 ma
BA1153 | Gel Breast | Mumnanrar | 5o SIS 18118 3137
Implant 331 - | rpvanoii reaessiii i
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Ofuem*, ma, HinpAra**, BricoTa**, Buctynaromas | Macca, T
AONYCTRMOE MM/CM, MM/ cm, aaeTh** ( AONYCTUMOE
aTknonende + 2,5% | aomycrnmor AONYCTHMO® npoduan / OTKNOHeHHe
Volume, ml, with | orknoHense = [0 | 3nagenue + 10 % | npoexums),
tolerance £ 2.5% % Height, mm/cm, | Mm/cwm,
Koa /Code | Description Onucauue Width, mm/cm, | allowable value & | aomycTHMoe
with tolerance, £ 10% oTnosenne £ 18
10 % %
Projection,
mm/cm, with
tolerance = 10 %
CPG 331 Gel | 331 - CPG 331
Breast  Implant | Gel Breast
Cohesive 1II: 265 | Implant Cohesive
ml 111: 265 mn
334-1203 Gel Breast | Ummnantar
Implant 331 - | rpyauxoll renessit
CPG 331 Gel| 331 - CPG 331
Breast  Implant | Gel Breast 300 120/12,0 123/123 39/3,9
Cohesive 1I1: 300 | Implant Cohesive
ml {11 300 mn
334-1253 Gel Breast | Hhunnanrar
Implant 331 - | rpyancil renesutii
CPG 331 Gel | 331 - CPG 331
Breast Implant | Gel Breast 340 1251125 128/12,8 40/4.0
Cohesive 11}: 340 | Implant Cohesive
mi JII: 340 Mn
334-1303 Gel Breast | Hmmrawrar
Implant 331 - | rpyanoi renewii
CPG 331 Gel {331 - CPG 33!
Breast  Implant | Gel Breast 380 130/13,0 133/13.3 41
Cohesive III: 380 | Implant Cohesive
ml 1H: 380 mn
334-1353 Gel Breast | UMnnanTat
Implant 331 - | rpyanoit renesmit
CPG 331 Gel | 331 - CPG 331
Breast  Implant | Gel Breast 425 135/13,5 138/13,8 43/4,3
Cohesive Iil: 42§ | Implant Cohesive
mi III: 425 mn
334-1403 Gel Breast | Umnnanrar
Implant 331 - | rpyanoii renessii
CPG 331 Gel | 331 - CPG 331
Breast Implant | Gel Breast 475 140/14,0 143/14,3 45/4,5
Cohesive 1Il: 475 | Implant Cohesive
ml 11}: 475 ma
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Obuem*, mna, Mispuna**, BbicoTa**, Buictyiismman Macca, r,
acnycTHMUE MM/CM, MM/CM, gacTe** AOIYCTHMO®
oTKnoneHHe £ 2,5% | aonmycTRMOS AOTYCTHMO® npodunt / OTKROHeRHEe
Volume, wl, with | otkionensre £ 10 | sHauenue x 10 % | npocxuns),
tolerance + 2,5% % Height, mm/cm, | Mm/cm,
Koa /Code | Description Onaucanuc Width, mm/cm, | sllowable value £ | zonycTrMoe
with tolerance, £} 10 % oTKAOHeRHe : 10
10% %
Projection,
mm/cm, with
tolerance + 190 %
334-1453 Gel Breast | Hunnanvar
{mplant 331 - | rpyanoil rencswil
CPG 331 Gel | 331 - CPG 331
Breast  Implant | Gel Breast 530 145/14,5 148/14,3 46/4,6
Cohesive Lll: 530 | Implant Cohesive
ml If]: 530 M
334-1503 Gel Breast | Hunnasrar
Implant 331 - | rpyanoii renessii
CPG 331 Gel | 331 - CPG 331
Breast  implant | Gel Breast 585 150/15.0 1537153 48/4.8
Cohesive 1lI: 585 | Implant Cohesive
ml IIL: $83 mn
334-1553 Gel Breast | Hmnnanrar
Implant 331 - | rpyasoft reneBbiit
CPG 331 Gel | 331 - CPG 331
Breast  Implant | Gel Breast 645 155/15,5 159/15,9 50/5.0
Cohesive I1I: 645 | Implant Cohesive
mi HI: 645 mn

*Cazracno cmandapmy 150 14607 nporzeodnmens xoumpoaupyem ofves tMRIAHmama ¢ Somemumsim omxaonenuem + 2,5%. / According to 1SO 14607, the manufactire

implant volume with a tolerance of + 2.5 %.

**Cacaacno cmandapmy ISO 14607 ne 3a1020en0 Candapmuoe OMmKIoNente & 200apunHet PazMepax UMNRGRMAMA, YKAZANO CIIUHOAPIINGE ORIKBONERIY 20DaDIMHNX PUIMEPOS

uvmaanmama cozacno FOCT 31619 — 201 2./ According 10 the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standa

overall dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmanaatar rpyanoit reaessiit 332 - CPG 332 Gel Breast Implant Cohesive I11.

ccron A=A

.. A
Ofnem*, ma, Miapanat®, BuicoTa**, Burctynaoman | Maces, 8
J0YCTHMOE MM/c™, MM/eM, uacTh** ( ACNYCTHMOR
oTKACHeHHe + 2.5% | monycTHmoe AonycTHMOR npopuns / OTKAOHeHNe +
Volume, ml, with | orxnonense + 10 | suavesine + 10 % | npoexuns),
tolerance £ 2,5% % Height, mm/cm, | Mm/cm,
Kon/Code | Description Onncanune Width, mm/cm, | allowable value + | sonycTimoe
with tolerance, = | 10 % ornonenpue + (0
10 % v
Projection,
mm/fcm, with
tolerance + 10 %
334-0909 Gel Breast | Ummnanrar 145 90/9.0 94/94 38/3.8
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Ofvem*, mn, Iupnaa**, BuicoTa*®, Baicrynasoman Macca, [
AONYCTRMOE MM/CM, MM/cM, yacTs** ( AONYCTHMO®
orxaosenue £ 2,5% | aonmycrumoe RORYCTUMOE npoduas / OTKNOHeHHe
Volume, ml, with | oTosense £ 10 | snavetme & 10 % | npoexuus),
tolerance £ 2,5% % Height, mm/em, | mm/cm,
Kon /Code | Description Onucanne Width, mm/cm, | allowable vaiue & | aonycTumoe
with tolerance, £ | 10% oTaoHeHne £ 10
10% %
Projection,
mm/cm, with
tolerance & 10 %
Implant 332 - | rpyanoii renermil
CPG 332 Gel|332 - CPG 332
Breast  implant | Gel Breast
Cohesive [Il: 145 | Implant Cohesive
ml HI: 145 mn
Gel Breast | HMonanrar
Implant 332 - | rpyanoii renesuidl
CPG 332 Gel| 332 - CPG 332
334-0959 Breast Implant | Gel Breast 75 95/9,5 99/9.9 40/4,0
Cohesive IH: 175 | Implant Cohesive
ml 111: 175 mn
Gel Breast | Mannastar
implant 332 - | rpyanoit rencaui
CPG 332 Gel|332 - CPG 332
334-1009 Brezst  lmplant | Gel Breast 205 100/10,0 104/10,4 42/4.2
Cohesive Il1: 205 | Implant Cohesive
ml 11): 205 mn
Gel Breast | UmmnaxTar
Implant 332 - | rpyavoi reneswii
CPG 332 Gel|332 - CPG 332
334-1059 Breast  Implant | Gel Breast 235 105/10,5 109/10,9 44/44
Cohesive III: 235 | Implant Cohesive
ml 11E: 235 ma
Gel Breast | HunnanTtar
Implant 332 - | rpynuoli renernit
CPG 332 Gel | 332 - CPG 332
334-1109 Breast  Implant | Gel Breast 270 110/11,0 115/11.5 47/4.7
Cohesive HI: 270 | Implant Cohesive
ml I: 270 mn
Gel Breast | Mmnaawtar
Implant 332 - | rpyawo# reaepwiit
334-1159 CPG 332 Gel | 332 - CPG 332 305 115/11,5 120/12,0 49/4.9
Breast  Implant | Gel Breast
Cohesive 111: 305 | Implant Cohesive
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Obnem*, mn, Ulnpuna*t, Bricora**, Buictynawuas | Maces, T
AomycTHMOE mMMm/om, MM/, qacTa** ( AofIyCTAMOL
oTknoHenue £ 2,.5% | nonycrumoe aonycTHMOoe npoduab / OTKNOHENHE £
Volume, ml, with | ornonenue £ 10 | suawenne x 10 % | npoexuns),
tolerance + 2,5% % Height, mm/cm, | Mm/cm,
Kog/Code | Description Onucaune Width, mm/em, | allowable value + | zonycramoe
with tolerance, = | 10 % oTKAONeHKE X 10
10 % %
Projection,
mm/cm, with
tolerance = 10 %
ml 111: 305 mn
Gel Breast | KManaurar
Implant 332 - | spyasois rencewii
CPG 332 Gel | 332 . CPG 332
334-1209 Breast  Implant | Gel Breast 350 120/12,0 125/12,5 51/51
Cohesive 1I: 350 | Implant Cohesive
ml IN; 350 mn
Gel Breast | Hmnnawrar
Implant 332 - | rpyawoit reneputit
CPG 332 Gel[332 - CPG 332
334-1259 Breast  Implant | Gel Breast 395 125/12,5 130/13,0 53153
Cohesive 111; 395 | Implant Cohesive
mi 111: 395 ma
Gel Breast | Uunnanrar
Implant 332 - | rpyauoil reacesiii
CPG 332 Get| 332 - CPG 332
334-1309 Breast Implant | Gol Breast 445 130/13.0 135/13,5 35/5,5
Cohesive ItH: 445 | linplant Cohesive
ml 1I1: 445 mn
Gel Breast | Umnnanrar
Implant 332 - | rpyanoil reseswii
2 - )
ETREL I 33;mp,‘;f: o2 - CRQ 321 495 135135 141141 757
Cohesive III: 495 | Implant Cohesive
ml IIT; 495 ma
Gel Breast | UMnnaurar
Implant 332 - { rpyanoli reacsuiii
J) - ~
341409 | PG 33fmpﬁ:: oy T PG 332 g5 140/14,0 146/14,6 59/5.9
Cohesive III: 555 | Implant Cohesive
mi IMI; 555 mn
Gel Breast | UmnnanTat
334-1459 Implant 332 - | rpyawoii renessii | 615 145/14.5 151/15,1 61/6,1
CPG 332 Gel [ 332 - CPG 332
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Obtnem*, mn, Hinpuua**, Bricora*?, Buicrynavwouan Maces, T,
Aonycramoe MM/CM, M/, qacrp*¥ ( HOYCTHMOS
oTKAOHeHHe £ 2,5% | RomycTHMOE AonycTHMoe npoduin / OTKIIOHEeRNe £
Volume, ml, with | orknonenne £1¢ | suadenre t 10 % | npoexumn),
tolerance £ 2,5% % Height, wmm/cm, | mm/cm,
Kon / Cade | Description Onucanue Width, mm/cm, | allowable value £ | aonycrumoe
with tolerance, + | 10% oTicAonenue = 10
10 % %
Projection,
mm/cm, with
toleramce & 10 %
Breast  Implant | Gel Breast
Cohesive 111: 615 | Implant Cohesive
ml 111: 615 ma
Gel Breast | Hunnanrar
Implant 332 - | rpyaxoii renesuifi
CPG 332 Gel [ 332 - CPG 332
334-1509 Breast Implant | Gel Breast 6830 150/15,0 156/15,6 63/6,3
Cohesive 111: 680 | Implant Cohesive
mi 11): 680 ma

*Coaacno cmandapmy 180 14607 nporseodumens xoNmporupyem ofhesm uMRIGHMAmA ¢ Oonycmumbiv onisonenen + 2,5%. / dccording to ISO 14607, the mamgfacture
implant volume with a tolerance of + 2.5 %.

*3Cozaacno cmanoapmy IS0 14607 we 3a300xeno cmandapmune OMKAOHCHUE 8 260aPUMNSIX PUINEPAX UMISGHMAMA, YKAIAHO CHIUHOGPITHOE OBIKAOHEH NS 28BAPUMHNYX PASMEDOS
wsimaawmana coeaacwo FOCT 31619 — 2012. According to the ISQ 14607 standard there is no standard deviation in the overall dimensions of the implant, the

averall dimensions of the implant according to GOST 31619 - 2012 is specified.
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Hmnaanrar rpyanoi resesnii 333 - CPG 333 Gel Breast ImplantCohesive 111.
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O6bem*, mn, Hupuua**, Bricorat*, BucTynaommas Macca, r,
AoAyCTHMO® MM/CM, MM/CM, qRCTR** ( AOITycTHMOE
orkaonenne £ 2,5% | nonycramoe AonmycTHMOE npodm / oTKaoHeHue
Voiume, ml, with | orknonesne + 10 | znavenue : 19 % | npoexuun) ,
tolerance + 2,.5% % Height, mm/cm, | mm/cm,
Koa / Code | Description Onmucanue Width, mm/cm, | allowable value & | sonycTumoe
with tolerance, + | 10 % oTKaoHenHe = 10
10 % %
Projectioa,
mm/em, with
tolerance + 10 %
Hwnnanrar
it
Gel Breast Implant x;‘;‘::“ 393 .
334-0904 ;::;;tCPG 3&;2:: CPG 333 Gel | 180 90/9,0 094/94 46/4.6
Cohesive 111 180 mi | Breast  Implant
v Cohesive Il 180
M1
Hmnmnaurar
. Gel Breast Implant z‘}:::: 333 .
334-0054 ;ﬁmcm ﬁ’pﬁ: CPG 333 Get| 215 95/9,5 99/9.9 48/48
Cohesive 111 215 mi | Dreast  Implant
Cohesive IIT 215
M
Hmuarrar
Gel Breast Implant %’;‘;’:; —
334-1004 ;&;CPG 3121;1(::1 CPG 333 Gel | 250 100/10,0 1047104 51/5,1
Cohesive 111 250 m| | Breast Implant
Cohesive 111 250
M
Hmnnanrar
Gel Breast Implant gg: : 333 .
334-1054 ;&;tcm 3"::;;&:: CPG 333 Gel | 290 105/10,5 1097109 5353
Cohesive 11 200 m} | Breast  Implant
Cohesive HI 290
MUE
Hunnaurar
Gel Breast Implant | rpyanoit
333 - CPG 333 Gel | reneuiit 333 -
334-1104 Breast Implant [ CPG 333 Gel 330 o/t 0 FE5/11.5 56/5,6
Cohesive Il 330 ml | Breast Implant
Cohesive [I1 330
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Obvem*, ma, inpusa**, Boicora**, Buicrynaromas | Maces, r,
XONYyCTRAMOE MM/CM, MM/em, qAcTh** ( ROMYCTHMOR
oTkaoneune + 2,5% | aomycriumoe ROWYCTHMOS apoduns / oTKnoneHNe  *
Volume, ml, with | orxionense £ 10 | 3navenne + 10 % | npoexuns),
tolerance + 2,5% % Height, mm/cm, | mm/icm,
Kon / Code | Description Onucanne Width, mm/cm, | allowable value £ | aouycTmoe
with tolerance, | 10% oTknonesne x 10
10% %
Projection,
mm/cm, with
tolerance £ 10 %
M
Wmnaasrar
]
Gel Breast Implant | TPYAHC
renesetit 333 -
1341154 ';33‘@5 333 Gel | cpG 333 Ge | 380 1511, 120/12,0 58/5.8
Cohesive 1 38 m) | Breast _ implant
ve Cohesive [1] 380
Mit
Hmnaawrar
Ge! Breast Impiant gnyzzg 333 -
Ba120s |33 - CPO "’lifpg:: CPG 333 Gel | 430 120/12,0 125/12,5 60/6,0
R Breast Implant
Cohesive 111 430 ml Cohesive IIT 430
MA
Usnnaurar
Gel Breast Implant ?Jg::: 333 -
Beazse |5 - O ﬁpg:: CPG 333 Gel | 485 125112, 1301130 62/6,2
. Breast implant
Cohesive 111 485 ml Cohesive 11l 485
M
HUmnanarrar
TpyANoi
;(;};3' BCrc:é ..I;pg:: reneewmi 333 -
3341304 | o ’lmplam CPG 333 Gel | 545 130/13,0 135/13,5 65/6,5
. Breast Implant
Cohesive [Il 545 ml Cohesive 1Tl 545
M
Gel Breast Implant "“:J:;'m
333 - CPG 333 Gel | P .
334-1354 reacsuli 333 - | 610 135/13,5 141/14.1 67/6.7
Breast lmplant | oo™ 55 Gy
Cohesive 111 610 ml Breast__Implant
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Obnem*, ma, Mlsapuna**, BotcoTa'®, Buictynaoman Macea, t
AOHYCTUMOE MMIem, Mm/em, qacTe™* ( AGNYCTHMOE
oTwiIoReRHe + 2,5% | monycrumoe AonycrumMoe npodnas / OTKAOHEHHE  *
Volume, ml, with | orxuosese =10 | 3navenne £ 10 % | npoexums) ,
tolerance £ 2,5% % Height, mm/cm, | Mm/cm,
Kon / Code | Description Onicanue Width, mm/cm, | allowable value + | aonycrumoe
with tolerance, = | 10 % oTKAonenue = 10
10% %
Projection,
mm/cm, with
tolerance 10 %
Cohesive Il 610
MR
Hunnawrar
Gel Breast fmplant | /YRR
33a-1404 | 333 - CPG 333 Bel} op 333 G | 680 140/14,0 146/14.6 69/6.9
reast Implant
Cohesive 111 680 m| | Dreast Implant
Cohesive IlI 680
M
Hmnnanrar
Gel Breast implant rr‘p"y:::: 133 .
: 334-1as4 | 333 - CPO 33 Bel | oo 333 et | 755 1457145 151/15,1 77,1
reast Implant
Cohesive II 755 m| | Ereast  Implant
: Cohesive 11l 755
MR

*Coznacno cmandapmy 1SO 14607 npowseodumens kormpoaupyem obvem unniaumama ¢ donycmimsiar omiaonesuem + 2,5%. / According to 1SO 14607, the mamyfacture
implant volume with a tolerance of 1 2.5 %.

*¥Coznacko cmanoapmy ISO 14607 ne 3a10510210 CIANAGPMHOE OMKRONEHUS 8 2a0APMMHBIX PAZMEPAX UMNATHMANG, VKGR0 CIMAROADIINGS OMKAOHEANUE 200apUMNbIX PA3wepos
usmnanmama cozaacuo FOCT 31619 ~ 2012./ According to the ISO 14607 standard there is no standard deviation in the overall dimensions of the implant, the standard dev

overull dimensions of the implant according to GOST 31619 - 2012 is specified.
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[lpunanaexioctu / Accessories
HAeMoncTpaumonHbie 08pa3upl 110 TEXHUUECKUM XapaKTepPUCTHKAM NOAHOCTBIO COOTBETCTBYIOT alAIONHUHBIM MMILIAITUPYEMbIM 0Opa3LIaM.
Demo samples fully correspond to similar implantable samples in terms of technical characteristics.

Tabanua 1 -CoorseTcTBHE AEMOHCTPALMOHHBIX 00PA3LIOB C HMILIAHTUPYEMBIMH.
Table | - Compliance of demo samples with implantablc ones.

ApTHKYA (KON

IHaumenosaune/Description

APTHKYA (K04

Haumenosaune/Description

M3gzenns) H3IETHR)
Article Article
(product code) (product code)
Wmnnawrat rpyauoii renesstii 333 - CPG 333 Gel Breast Implant Wmnnanrat rpyasoi rescabiii
D334-1054 Cohesive 111 - HecTepunbHeill aeMoHCTpauMonnsiii o6paszen, 290 mi 334-1054 Cohcsive I 290 ma
o ) Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 111 o ' Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 11
Demo - non-sterile demo sample, 290 ml ml
WUmunaurar rpyanoit renessiii 333 - CPG 333 Gel Breast Implant Hmunairat rpyaqoit rejiesbtit
D334-1104 Cohesive 111 - necTepinbHbIH AeMOHCTpauHoHitLii obpaseu, 330 ma 334-1104 Cohesive 111 330 mn
o Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 111 - Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive HI
Demo - non-sterile demo sample, 330 ml ml
WmnnanTat rpyanoi rescsoiii 333 - CPG 333 Gel Breast Implant Hmnnanrar rpyanof reneesit
D334-1154 Cohesive 11 - HecTepibHblii geMmoncTpaiiMoHHbIi 06pasen, 380 mn 334-1154 Cohesive I11 380 mn )
o . Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive ITI o Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive IlI
Demo - non-sterile demo sample, 380 ml ml
HUmnnantat rpyanodi renerblit 333 - CPG 333 Gel Breast Implant HMmunanrar rpyanoi renesbiii
D334-1204 Cohesive [l - HecTepHbHbIH 1EMOHCTpaUMOHHLIN 06pasel, 430 Mn 334-1204 Cohesive 111 430 ma 7
o Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 111 o Gel Breast Implant 333 - CPG 333 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 430 ml mi
Wmunanrar rpyanoii renessiii 332 - CPG 332 Gel Breast Implant WUmnnanrat rpyaHoit reicsbiii
Cohesive Il Demo - necrepwisHbiit aeMoHcTpanHonbii o6paien, 270 Cohesive 111 270 mMn
D334-1109 M1 334-1109
Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive H1 Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive III
Demo - non-sterile demo sample, 270 mi ml
Hmnnanrat rpyanoii renesstii 332 - CPG 332 Gel Breast Implant Hmnnanrar rpyanoii renessiit
Cohcesive 11T Demo - HectepuabHbifi neMOHCTpauMOHHLIR 0Gpazett, 305 Cohesive 111 305 mn
D334-1159 Ml 334-1159
Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive I11 Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 305 ml ml
Hmivianrar rpyoit renepbiii 332 - CPG 332 Gel Breast Implant WwmnnanTar rpyanoii renessiit
Cohesive 111 Demo - nectepunbhblit aeMoHCTpalMOKHBI 06paieu, 350 Cohesive 111 350 mn
D334-1209 Ma 334-1209
Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive 11 Gel Breast Implant 332 - CPG 332 Gel Breast Implant Cohesive I11
Demo - non-sterile demo sample. 350 m| mi
D354-1258 HmnaanTtat rpyawoi renesutit 321 - CPG 321 Gel Breast Implant 3154-1258 UmMnnaHTat rpyasoit renesniit

Cohesive 111 Demo - HeeTepINbHBIA AEMOHCTPaIMOHHBLH 0Bpasen, 315

Cohesive HI 315 mn
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Apruxya (koa | Haumenosanue/Description Aprukya (koa | Haumenosaune/Description
H3ACJIHA) H3aeaHn)
Article Article

(product code) (product code)
M1
Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 111 Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive HI
Demo - non-sterile demo sample, 315 ml ml
HmnnanTar rpynxoit renesstit 323 - CPG 323 Gel Breast Implant HUmnnanTtaT rpyanoit resessiii
Cohesive 111 Demo - nectepunsibiii aeMoHcTpaunoniiLiii oGpaseu. 300 Cohesive HI 300 mn

D334-1102 M 334-1102
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive Il Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 300 m!i ml
Hmunanrar rpyasoit reneswiit 323 - CPG 323 Gel Breast Implant HUnMnnanTaT rpynHoit renernlii
Cohesive 111 Demo - necTepinbHeIi 1eMOHCTPauMOHHBIA 0bpasey, 390 Cohesive 111 390 mn

D334-1202 M1 334-1202
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 11 Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 390 ml mi
HMmnnanrar rpyanoi reneestit 323 - CPG 323 Gel Breast Implant HmnnauTat rpyaHoii resiessiii
Cohesive 111 Demo - HecTepunbHBIii AeMOHCTpaulOHILIT odpascu. 440 Cohcesive 111 440 mn

D334-1252 MA 334-1252
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive [11 Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive H1
Demo - non-sterile demo sample, 440 ml mi
HmnaanTat rpynnoii renesntit 323 - CPG 323 Gel Breast Implant WmnnauTat rpyanoi renessiii
Cohesive [l Demo - HecTeprnbHbIf AEMOHCTPaUKOHHbIN 0Opasel, 345 Cohesive 11 345 mn

D334-1152 M 334-1152
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 11 Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 345 mi ml
Hmnnaurar rpynnoii rencesii 312 - CPG 312 Gel Breast Implant WUmnnanrar rpynHoit renesmii
Cohesive 111 Demo - Hecrepunbuiii neMoncTpaunonsibiii obpaseu. 195 Cohesive HI 195 ma

D334-1057 M - 334-1057
Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive 11 Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive HI
Demo - non-sterile demo sample. 195 mi ml
Wmanantat rpyanon reaessiii 312 - CPG 312 Gel Breast Implant HmnnanTat rpyaHol renesbiii
Cohesive Il Demo - nectepuabniii AeMoscTpanmonsIii obpaser, 225 Cohesive 11 225 mn

D334-1107 M 334-1107
Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive 111 Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive IlI
Demo - non-sterile demo sample, 225 ml ml
Wmnnanrar rpyanoii rencseiit 312 - CPG 312 Gel Breast Implant UmnnauTat rpyaHoii renessiii
Cohesive 11 Demo - HectepwibHblii 2eMOHCTPaunoHHwIit 06pasen. 290 Cohesive 11290 ma

D334-1207 M 334-1207
Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive 111 Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 290 ml ml

D334-1257 Mmnnantar rpyanoii renessiit 312 - CPG 312 Gel Breast Implant 33 Hmunanrar rpyano reiacswii

334-125 . . . o 334-1257 . b4

Cohesive 111 Demo - HecTepuabHblA eMOHCTPaUHOHHLIN 06paseu, 330 Cohesive HI 330 ma
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Apmuxya (xoa | Hanmenonanue/Description Aprikya (xoa | Hanmenonanne/Descriplion
H3ACTAN) mnenus)
Article Article
(product code) {product code)
MA
Gel Breast implant 312 - CPG 312 Gel Breast Implant Cohesive 11 Gel Breast Implant 312 - CPG 312 Gel Breast implant Cohesive 111
Demo - non-stertle demo sample, 330 mi ml
Wmnnantar rpyaxoi reneswmid 322 - CPG 322 Gel Breast Implant WiMnnanTat rpyanoil reneestit
Cohesive 11] Demo - HecTeprasHbiii AeMORCTPauHOHHMI oGpazeu. 295 Cohesive II[ 295 mn
D334-1155 NI 334-1155
Gel Broast Implant 322 - CPG 322 Gel Breast implant Cohesive [11 Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample. 295 ml mi
Himnnarvar rpyasoil renesutii 322 - CPG 322 Gel Breast Implant HwmnnanraT rpynsoft renerbii
Cohesive 1II Demo - wecTepinsHui JeMOHCTPanHOHBLIR obpaszeu, 330 Cohesive 111 330 ma
D334-1205 M2 334-1205
Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesive 111 Gel Breast implant 322 - CPG 322 Gel Breast implant Cohesive IH
Demo - non-sterile demo sample, 330 ml ml
Wmnnantar rpyaxoi renepeiéi 322 - CPG 322 Gel Breast Implant Hunnautar rpyanoii reaeeoiit
Cohesive 11l Demo - Hecrepunbhbiil aeMoncTpauMoHnnil obpasen, 375 Cohesive 11 375 ma
D334-1255 M 334-1255
: Gel Breast Implant 322 - CPG 322 Gel Breast Implant Cohesivé Il Gel Breast Implant 322 - CPG 322 Gel Breast implant Cohesive 111
Demo - non-sterile demo sample, 375 ml mi
Usnnawrar rpyanoit reseesiii 311 - CPG 311 Gel Breast Implant Unnnasrrar rpymioii renesti
Cohesive {11 Demo - ncercpunsubii acMonctpaupsonsmii opazey, 235 Cohesive 111 235 mn
D334-1201 M 334-120)
Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive 111 Gel Breast Implant 311 - CPG 311 Gel Breast Implamt Cohesive |11
Demo - non-sterile demo sample, 235 mi mi
Hnnnanrat rpyasoi reaesssii 311 - CPG 311 Gel Breast Implant Uwmnnanrar rpyasoil renesuti
Cohesive {11 Demo - recTeprabHbI AeMOHCTPaUHOHHBI ofpasew. 270 Cchesive 111 270 mn
D334-1251 MA 334-1251
Gel Breast Implant 31§ - CPG 311 Gel Breast Implant Cohesive (1] Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive Il1
Demo - non-sterile demo sample, 270 ml ml
Umnnanrtar rpyaxoil renesbiii 313 - CPG 313 Gel Breast Implant WunnanTar rpyaMoit reaesuiil
Cohesive 11l Demo - necTepunsHii aeMoRCTPaLMOHHbIE 06pazew, 310 Cohesive I1f 310 mn
D334-1206 Mz 334-1206
Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive Il1 Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive HI
Demg - non-sterile demo sample, 310 ml ml
Wmmnanrar rpyanoil renesméi 311 - CPG 311 Gel Breast Implant Wumnnasitar rpyanoli reacesil
Cohesive 111 Demo - necTepunbhbiii nemoncTpaunounii obpasen. 160 Cohesive [11 160 ma
D334-1051 MI 334-1051
Gel Breast Implaat 311 - CPG 311 Gel Breast Implant Cohesive {l1 Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive T
Demo - non-sterife demo sample, 160 mt ml
D334-1052 Huanaurar rpyanoit reaessiih 323 - CPG 323 Gel Breast Implant 334-1052 Hmnnaurar rpyaucii renessii
Cohesive 111 Demo - necrepuneiniit AeMONCTPAUHONNHEIH oBpasel, 260 Cohesive III 260 mn
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ApTukyn (kog  HsunmMcHoBaHmMe/Description

Lgenms)
Article
(product code)

D334-1056

D334-1101

D334-1103

0334-1106

D334-1151

0334-1153

0334-1156

0334-157

M1
Gel Breast Implant 323 - CPG 323 Gel Breast Implant Cohesive 111
Oemo - non-slerilc demo sample, 260 ml

VimnnaHTar rpyaHoli renesbii 313 - CPG 313 Gel Breast Implant
Cohesive 1ll Oemo - HeCTePWbHBLIN AEMOHCTPALIMOHHBIN 0bpasel, 210
M

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive llI
Oemo - non-sterile demo sample. 210 ml

VIMnnaHTaT rpyaHoii i enesbii 311 - CPG 311 Gel Breast Implant
Cohesive 11l Oemo - HeCTePWIbHBIN AEMOHCTPALMOHHLIA 06pasey, 180
M1

Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive 111
Oemo - non-sterile demo sample, 180 ml

VivrblaHTar rpyaHoii renesbii 331 - CPG 331 Gel Breast Implant
Cohesive 111 Oemo - HeCTEPWIbHDBIN AEMOHCTPALMOHHDI 06pasew, 230
M1

Gel Breast Implant 331 -CPG 331 Gel Breast Implant Cohesive H
Oemo - non-sterile demo sample. 230 ml

VIMnnaHTaT rpyaHoi reneBbiid 313 - CPG 313 Gel Breast Implant
Cohesive LLI Oemo - HecTepuibHbIA 4EMOHCTPALMOHHDI 06pasew, 240
M

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample. 240 ml

ViMuaHTaTt rpyaHoli renesbii 311 - CPG 311 Gel Breast Implant
Cohesive 11l Demo - HeCTepUbHBLIA AEMOHCTPALMOHHBIN 0bpaseL,. 210
M

Gel Breast Implant 3 11 - CPG 311 Gel Breast Implant Cohesive 1lI
Oemo - non-sterile demo sample. 210 ml

VIMruiaHTaT rpyaHoi reneBbiid 331 - CPG 331 Gel Breast Implant
Cohesive 11l Demo - HeCTepWIbHbIA AEMOHCTPALMIOHHbIA 06paseLl, 265
w1

Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive IlI
Demo - non-sterile demo sample, 265 ml

VimnuiaHTaT rpygHoii renesbii 313 - CPG 313 Gel Breast Implant
(‘ohesive 111 Demo - HeCTepUIbHbIN AEMOHCTPALMO»ThI 0bpasey, 270
M1

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive ill
Demo - non-slerile demo sample, 270 ml

VMnnaHTaT rpyaHoi reneBbi 312 - CPG 312 Gel Breast Implant
Cohesive 111 Demo - HecTepuIbHbIA AEMOHCTPaLMOLLINbIA 06pasel, 255
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ApTUKYN (Kon
n3nenus)
Article
(product code)

334-1056

334-1101

334-1103

334-1106

334-1151

334-1153

334-1156

334-1157

HaiiMeiioRaniic/Descrtpliun

Ge! Breast implant 323 - CPG 323 Gel Breast Implant Cohesive 111
ml

VIMnnaHTaT rpygHoii reieBbii

Cohesive ill 210 mn

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive Il
ml

VivinniaHTal rpygHoli renebii

Cohesive IIf 180 mn

Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive 111
mi

VM+YaH'raT rpyaHoii refneBbiid

Cohesive 111230 mn

Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive 111
mi

VIMniaHTaT rpygHoii KoneBbil

Cohesive 111 240 mn

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive 111
ml

ViIMniiaHTaT rpyaHoii refieBbii

Cohesive H 210 .vn

Gel Breast Implant 311 - CPG 311 Gel Breast Implant Cohesive llI
ml

VIMnnaHTaT rpyaHoii refieBbii

Cohesive 111 265 mn

Gel Breast Implant 331 - CPG 331 Gel Breast Implant Cohesive ill
ml

ViIMniiaHTaT rpyaHoii refieBbii

Cohesive 111 270 mn

Gel Breast implant 313 - CPG 313 Gel Breast Implant Cohesive H
ml

HMiiaalirdT rpyaHoii renesblii

Cohesive Il 255 mn



Aprukyn (kon
1MaC."nst)
-Article
(product code)

D334-1256

D354-1108

D354-1158

D354-1208

IIflIHMeiioBaHiic/Dcscription

M1

Gel Breast Implant 312 - CPG 312 Gel Breast Implant (’olicsive 111
Demo - non-sterile demo sample, 255 ml

Vim(LuaHTaT rpyaHoii reneBbid 313 - CPG 313 Gel Breast Implant
Cohesive 111 Demo - HeCTEPUbHBIA AEMOHCTPALMOHHDBI 0bpasew, 350
w1

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample. 350 ml

ViMniaHTar rpyaHoi renieBbid 321 - CPG 321 Gel Breast Implant
Cohesive 11l Demo - HeCTEPUIbHb I NIEMOHCTPAaUMOHHB I 06paseL, 215
M1

Gel Breast Implant 32! -CPG 321 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample, 215 ml

VIMnnaHTar rpyaHoi reneBbid 321 - CPG 321 Gel Breast Implant
Cohesive LLI Demo - HecTepu/ibHbII AEMOHCTPALIHOMHb I 06pasew, 245
M

Gel Breast Implant 32f - CPG 321 Gel Breast Implant Cohesive 111
Demo - non-sterile demo sample. 245 ml

VimnnaHTar rpyaHoi ienesbiid 321 - CPG 321 Gel Breast Implant
Cohesive 111 Demo - HeCTEPWIbHBIA AEMOHCTPALMOHHBIN 06paseL, 280
M1

Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive lit
Demo - non-sterile demo sample, 280 ml

ApTukyn (Kog
n3aenuns)
Article
(product code)

334-1256

354-1108

354-1158

354-1208

HanmveHoBaHwme/Descriplion

Gel Breast Implant 312 - CPG 312 Gel Breast Implant Cohesive 11!
ml

VIMiLLIBHTAT rpyaHoiA refeBbIii

Cohesive 111350 mn

Gel Breast Implant 313 - CPG 313 Gel Breast Implant Cohesive 111
m

VimnniaHTaT rpyaHoii refieBbii

Cohesive 11l 215 mn

Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive ill
ml

VIMnnaHTaT rpyaHoli reneBbii

Cohesive 111245 mn

Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive Il
mi

VIMniaHTaT rpyHoiA refieBbIn

Cohesive 111 280 mn

Gel Breast Implant 321 - CPG 321 Gel Breast Implant Cohesive 11l
ml

MKPI1IEHb U ONMMNCAHUE MATEPUANOB M3rOTOBJIEHUA LIST AND DESCRIPTION OF MD MATERIALS

M
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Marepuas MH Material of MD
Haumenosarme Mapxa/ ofman $opmyna Name Trade / Common Name

OBonouKa Onun GapvepHutéi COH  NONMAWBEHHNCHAOKCAHA, MOMEHICHHM Shell One barrier layer of polydiphenylsiloxanc imbedded between two layers
MEXIY ABYMA CROAMH MONYIHMETHACKIOKCAHA of Poludimethylsiloxane

Hanonuutens Yysersurensias renesas cuerema {Cohesive I11) Filling Responsive gel system (Cohesive 10 )

Texcryprponanue | Dnacromep BuCOKoR CTENEHH KOHCHCTENUNN Texturing | High consistency elastomer
Omn Gapsephuit cnofi nonuandeHHACHAOKCAHA, NOMCICHHBIH . . . .

s | vy St o ompmemicmoce 5 cocm <[Pk | Pt of el ik v o s
INACTOMEPOM BLICOKOH CTENCHA KOHCHCTEHN M

Huenmaduxannon Identifica

HaA MeTKA tion mark | .. .

(azcpuan OnacTomep BHICOKOI CTENEHH KOHCHCTEHLMH (Laser High consistenscy elastomer

MapKHpoBKa) Button)

;)pe:::ra HHOHHEE InacToMep RLCOKOH CTENCHA KOHCHCTCHUHY m‘o High consistenscy elastomer

ITokpeiTHe JUicnepCHOHHOE HOKPIITHE Dipcoat Dispersion Coating
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AAHHBIE O MAPKHPOBKE MH H El'O YITAKOBKE* DATA ABOUT LABELING OF MD AND ITS PACKAGING
Table 2 -Definitions of symbols used on the label

Ta6auua 2-Onpegenenun oboznavenuil, ykaiantbix Ha MRpKBpoBKe [ eft Breast is the location of the

Left Breast . .
Lef Breast MILIaHTAT NpEeIHasHaYeH JUIA NeBoi implanted breast implant
ONOYHOMK XKenesnl . . ’
. IRight Breast is the location of
Right Breast he implanted iolant
Right B t EM NAAHTAT NpCAHA3HAYECH IR npasoﬁ implan breast implan
¢ OMOUHONK XKenesbl
Dateofl Implant  |[Date of the implant surgery
Date of Implant {laTa nposeaeHHs XUpypriyecKoit

ONCPAHN RO AMINBHTALRH

Patient Name  [Patient Name

Patient’s Name [@. K. O. nauuenra

Surgeon Name  [Surgeon Name
Surgeon’s Name . U. O. xupypra

Address Surgeon’s Address
Address Aapec xupypra

Phone Surgeon’s Telephone
Phone (Homep Tenedona xupypra
- {Homep nio xatanory REF Catalogue number
REF
{Koa naptau LOT Batch code
LOT

B Quantity One
B KonunuecTeo - oauy

STERILE l :::lllud using steam or dry

56

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




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



Kon nepepaborku 2 HDPE (PE HD),
MONNITHACH BHCOKOH §IIOTHOCTH
giuzkoro AaeacHud (11
HOPE (TH)
He crepunsnio
*  Bece usobpadxcenus CUMEONOR  YKA3ANHGIX KA MAPRUPOSKU  RERAIONICH

ucKyOwUIMeAsHo  npumepamy.  Mapxupoexa  Modcem  OPLIUNUMBCR  NO
NOCREO0GAMENBIOCIIN  OMOOPANCEHUR  UHPOPMAYUN  UIR  CUMBONOS, BHOUNEMY
OMOGPANCEHUIO CUMRON08, @ MAK XNCE HA MAPKUPOSKE MOZYM UCHORLIOGANMIbCR
CUMBO/IN He penamennuipyesmuie saxkonooameivemeom Pd, wanecennoie coziacuo
mpebosanuRM CIMPANE HPOU3BOOCMEA.

[Non-sterile

* All images of symbols shown on the labeling are examples only. The labeling may
differ in the sequence of displaying information or symbols, external display of
symbols, as well as on the labeling may be used

legislation of the Russian Federation, applied according to the requirements of the
couniry of manufacture.

Cpox ciayx0bl 8 XpauenHs H3/\C/IHA

Jlanssle H3AENMA  1OCTABAMIOTCA B - CTCPHNLHOH YNaKkoBKe, CO3ZAIoUeR
crepunbHelff  Gapbep. ['apanTHpOBAHHBIA CPOK XPAHEHHA B CTEPHNBHOM
yNakoBKe: 5 neT ¢ MOMeHTa cTepramsaumy. OxuaaeMbli cpeauuH Cpok
cnyx6u He mence 10 aeT. VYKasaHubit cpox cmyxOul e aABnserea
rapaHTHHIBIM, lapautuiinne o0s3aTenbCTBa PeryupytoTes
COOTBETCTBYIOUWMM Pa3geNoM JaHHOrO Jokymenra. TMoapobuee cm. pasaen

«Ipenynpekaciuay.

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

Popma NOCTARKYH

U3zenus NoCTaBIAOTCA B CTEPWIBHOM BUIE BMCCTE C PYCCKOASBIYHOM
MHCTpyKusell 1 maenTHGMKaunonHOR KapToi nauuenTa.

TprHALNEKHOCTH IOCTABIKIOTCA HE CTEPHALHLIMH H HE CTEPHIIH3YIOTCS.
Vnakopxa coiepXHT | H3aeame.

How supplied

The devices are supplied sterile with Russian

patient ID card.

Accessories are not supplied sterile and are not sterilized.
Packaging contains 1 part.

NEPEYEHD MATEPHAJIOB KHBOTHOTO H
YEJOBEYECKOIO NPOHCXOXKAEHUA

KoMnokrenis 4 MaTephanhbi, HCMONb3yeMble As MPOU3BOACTEA U3ACAHA, He
coiepkaT ¢ranatos, Kpome TONO, MMIUTAHTAT He COACPXKMT HATEKC, HC
KOHTaKTHPYCT ¢ NATEKC-COACPXAIIMMH M3/IC/INAMH 8 NPOUECCE NPOH3BOACTRA
¥ (PON3ROANTCH 6C3 HCTIOJB30BAHMA TKAHEH FKHBOTHOTO NPOHCXOXKACHMUA,

(HJIH)

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

The device is not manufactured using phthalate
components/materials. Furthermore, the device docs not contain latex nor has
it been in contact with latex containing products during manufacturing. In
addition, the device is not manufactured utilizing tissucs of animal origin.
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HHOOPMAIUSA

JAAHHBIX
Hanesnna

O IPOBEJIEHHbIX

BHC H HCNLITAaHHA 0O BEpUPUKALUMK W BalHAAUMHU
paan P!

YAOBAETBOPAIOT TPeSOBAHUAM CIeAYIOLIHX CTAHAAPTOR:

HUCIIBITAHUAX,
MPOTOKOJAX HCHBITAHHH, AHAJM3E HNOJYYEHHbIX

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 lollowing standards:

Npumenaemoii Applied . s
CTANEADT Onacanse Standard Description
EN ISO 13485 Hagenna Meaummuckue. CUCTEMH  MEHE/DKMEHTa EN ISO 13485 Modlf:al device - Quality management system —
Kayectea. TpeGoranus Ana uencii peryinposaHus Requirements for regulatory purposes
EN ISO 14971 Hsgenna meanumnckue. [IpumeHenre MeHCIXMEHTa EN ISO 14971 Medlcz!l devtc?s - Application of risk management
PHCKA K MEAMLIHHCKUM H3ACIHAM to medical devices
Hipenus MEAMLHHCKHE. TIpoekTHpoBaHHE . .
Medical devices -
EN 62366 MEAKRLIMHCKHX W3/IENHIA ¢ YNCeTOM dKcrutyaTaiuoHHoi | EN 62366 engincering to medical devices
HPUIOAHOCTH
HHCTpYMEHTHI,  HCIIONE3YCMBIE  COBMECTHO € . . . o .
EN ISO 16061 HEAKTMBHBIMM  XHpyprudeckuMH  umnaantatamy. | EN ISO 16061 lns.trumenu.nmt! for 1ae In assoclation with ncn
active surgical implants
Q6wmue TpeboBanus

EN ISO 15223-1

Usnenna meanumtickue. CuMBONBL, npHMENsEMbie
NPH MapKUPOBAHWHM HA MEAMIMHCKUX U3ACAUAX,
ITHKETKaX M B COMNPOBOAWTENLHOR AOKYMCHTAlKH.
Yacte 1. OcHoBHBIC TpeDOBAHKA

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

EN 1SO 15223-1

Wanenus MEIHLIHHCKHE. Hudopmauns.

Information supplied by thc manufacturer of

EN 1041 EN 1041 . .
NPEAOCTABNACMAR HITOTOBHTCIEM medical devices
EN ISO 14630 :'p‘:g::;’:‘ xupypruveckhe Heaktuseic. OBWME | o\ 160 14630 | Non-active sucgical implants. General requirements
EN ISO 14607 HUmnnadraTsl XHPYPru4ecKuc HEAKTUBHMIC. | oot 1oy 14607 Non:activc sm:gical implants. Mammary implants.
HUMnanaHuTaTH MOIOYHLX Kelie3. YacTHeie Tpebosauus Particular requirements
HUmnnadratet A XHPYPrHA.  2nacToMCpH Implants for suree Two
I1SO 14949 CHIHKOHOBbIE ABYXKOMIMOHEHTHbIE, noayvennuic npu | 1ISO 14949 P reery-

OTBEPKIICHHN B PEIYALTATE PEAKLIUA TIPUCOCAUHCHUS

silicone clastomers

EN I1SO 10993-1

Hanenna wmeamunnckue. Onenka GuOfOFMYECKONO
aeiicTeus MEIHUMHCKUX Wigenunit. Yacts 1. Ouenka u
HCCAENOBAHKUA

Biological evaluation of medical devices
Evaluation and testing within a risk
process

EN ISO 10993-1

EN 1SO 10993-2

Uagenus meauimuckue. Quenka Ouonoruuyeckoro
OEHCTBHA  MeauMuMHckux  wm3pemuit,.  Yacts 2.

Medical devices. Biological evaluation of medical

EN 150 10993-2 devices. Parl 2. Animal
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MpumeHseMblit
craHgapT

EN ISO 10993-3

EN ISO 10993-5

BN I1SO 10993-6

BN ISO 10993-9

EN 1SO 10993-10

ENISO 10993-11

EN ISO 10993-12

BN ISO 10993-13

OnucaHune

TpeboBaHMA K 06PALLEHMNIO C XXMBOTHbLIMM

N3genna meanumHckmne. OueHKa OMOM0rnMYeckoro
JEeNcTBMS  MeAULUMHCKMX  u3genuin.  Yactb 3.
WMccnepoBaHus  leHOioOKCHMHocTU, KaHLeporeHHOCTM
M TOKCMYECKOMW) [eiCTBMA Ha PenpoayKTUBHYHO

hyHKLMIO
M3genna wmeamumHckme. OueHKa OMONOrMYeckoro
OeACTBUA  MeAMUMHCKMX  um3genuit.  Yacrb 5.

VccnenoBaHus Ha UMTOTOKCUYHOCTb: METOAbI in Vvitro
N3genna wmeanumHckne. OueHKa 6MOMOrM4YecKkoro

JEeACTBMA  MefMUMHCKUX — m3genunii.  Yacrb 6.
WcecnepoBaHus MeCTHOr0 JeicTBuS nocne
MMnNaHTauum

N3penna meamumHckme. OueHKa 6GMON0rMYeckoro
JencTeus  MeAMUMHCKMX — m3genuin.  Yactb 9.
OCHOBHbIe MPVHUMNGI NAeHTUhMKaLUN 7
KO/IMYECTBEHHOrO  OMpeAeneHns  No3eHuManbHbIX

NMPOAYKTOB AeCTpyKLUU
W3pgenna mepguumHckne. OueHKa 6MO0MI0rnMYeckoro
JeicTBMA  MeAMUMHCKMX  m3genuidi.  Yactb 10
WccnegoBaHus pasgpaxatoLiero n
CEHCMOUNN3MPYIOLLLETO AENCTBUS

N3penna wmeguumHckme., OueHka 6MOM0rMYeCcKoro
JencTBmna  MeAUUMHCKMX — m3gennii.  Yactb 11
WccnefoBaHnsa 06LLLETOKCUYECKOTO AeiCTBMSA

N3genna wmeguumHckme. OueHka 6KMOM0rMYecKoro
JENCTBMSA  MeAUUMHCKMX — m3genuin. Yactb 12,
MpuloToBneHne Npob 1 KOHTPO/bHbIE 06pasLbl
M3penus  meauuuHckne. OugHKa 6GMOMIOrMYecKoro
[EeACTBMS  MEAWMUMHCKMX  m3genuin. Yactb 13,
NaoeHTUduKaumsa u  KO/MMYeCTBEHHOE OnpefeneHune
NPOAYKTOB [eCTPYKUUN MOMUMEPHbLIX .MeANLUHCKUX
n3gennii
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Applied
Standard

BN ISO 10993-3

BN ISO 10993-5

BN ISO 10993-6

EN 1SO 10993-9

EN 1SO 10993-
10

BN 1SO 10993-
n

EN 1SO 10993-
12

BN I1SO 10993-
13

Description

Medical devices. Biological evaluation of medical
devices. Part 3. l'ests for gcnotoxicity.
carcinogenicity and reproductive toxicity

Biological evaluation of medical devices
Tests for in vitro cytotoxicity

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

Medical devices. Biological evalu
devices. Part 9. Framework for identillcation and
guantiHcation of potential degradation products

Biological evaluation of medical devices
Tests for irritation and skin sensitization

Biological evaluation of medical devices
Tests for systemic toxicity

Biological evaluation of medical devices
Sample preparation and reference materials

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

HN ISO 10993-16

EN ISO 10993-17

F.N ISO 10993-18

EN 1SO 10993-19

EN 1SO 10993-20

EN 1SO 20857

EN 556-1

EN 13427

EN ISO 11607-i

OnucaHune

WN3genua wmeguumHckme. OueHKa 6GMO0M0rMYecKoro
JencTBna  MeauUMHCKMX — m3genuin.  Yactb  16.
MogenmpoBaHme M WCCNefoBaHWE TOKCUKOKUMETUKM
MPOAYKTOB Aerpafauun 1 BbIMbIBaHUA

W3genna  mepmumHckue. OueHKa OMONOrMYeckoro

OeNCTBMS  MeAUUMHCKMX — m3genwin.  Yactb 17
YcTaHoBneHue NMOpOroBbIX 3HauYeHwu ans
BbIMbIBAEMbIX BELLECTB

N3pennsa meguuuHckue. OueHKa 6GMONOrMYECKOro
NencTBuUA  MeAuMUMHCKMX — m3fgenunid.  Yactb 18

WccnepoBaHme XMMUYeCKMX CBOMCTB MaTepunanos
N3genna  wmeguumHckume. OueHka 61010rMyeckoro
JencTBna  MeAWUMHCKMX — m3genuin.  Yactb 19
WccneposaHus (PM3NKO-XUMUYECKMX,
MOpPhONOrnYecknx H TonoanyeckKnx CBOWCTB
maTepunasnos

M3pgenna wmeanumHckme. OueHKa OMONOrn4eckKoro
JeNCcTBUS  MeauUMHCKMX  m3genmin.  Yactb  20.
MpuHUMNGI n MeTofbl nccnefoBaHuna
MMMYHOTOKCUYHOCTY MEAULMHCKNX U3LeNnnii

C3cpunusauma .MeauMUMHCKOA npofykuun. [opsunii
BO3ayX. TpeboBaHus K pa3paboTke, BanmMpauuu wu
TekyllemMy  KOHTPONKO  npouecca  CTepunusaumm
MeLVNLUHCKUX U3[enni

CTepunusaumna MeauLUUHCKNX n3gennin. TpeboBaHus K
MEAULNHCKAM  U3LENNAM  KaTeropuu “CTepusibHble".
Yactb 1 TpeboBaHWA K MeAUUMUCKA.M W3LENNAM,
nogsiexkaliy.Mm PUHULLHON CTepuan3aymm

YnakoBka. TpeboBaHUSI K MPUMEHEHUIO EBponeicknx
cTanfap'toB B 0061acT¥ YMNakOBKM W YMNaKOBOYHbIX
0TX0[0B

YnakoBKa AN MeAVWUUHCKUX W3LeNnii, nognexatimx
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Applied
Standard

EN I1SO 10993-
16

EN 1SO 10993-
17

EN ISO 10993-

18

EN ISO 10993-
19

EN ISO 10993-
20

EN 1SO 20857

EN 556-1

EN 13427

EN I1SO 11607-1

Description

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

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

Biological evaluation of medical devices
Chemical characterization of materials

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

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

Sterilization of medical devices. Dry heat.
Requirements for development, validation
routine control of a sterilization process for medical
devices

Sterilization of medical devices. Requirements for
medical devices to be designated "sterile".
Requirements for terminally

devices

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

Packaging for terminally sterilized medical devices.
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IIpumenseMbiii Applied .
p Onucanuc pp Description
Cranjapr Standard
¢unnwHoi crepuinsaunun. Yactes |. TpeboBanns k Part 1. Requirements for materials, sterilc barrier
MaTcpHanam, OGapbepHbIM CHCTCMaM s systems and packaging systcms
CTCPHH3ALUKH H Y1IAKOBOYHBIM CHCTEMAM
YNaKkoBKa /UIS MEAMLMHCKHX H3/Ie/INH, MOANEKAINNUX . . - . .
(buuumuoﬁ‘ CTEPHIM3ALIH Qacbe‘? T egoaanm: ) Packaging for terminally sterilized medical devices.
EN ISO 11607-2 priw ) = P EN ISO 11607-2 | Part 2. Validation requirements for forming, sealing
BaJIMJALMH Npolieccos JOPMHUPOBAHUA, I'CPMCTHIALNH
- and assembly processcs
H COOPKH
YucTtole  NOMCLICHWA W CBR3aHNLIC C  HUMH Clean rooms and  associated  controlled
EN ISO 14644-1 | xoutpoaupyemsie cpeant. Yacts 1. Knaccuduraums | EN ISO 14644-1 | environments. Part 1. Classification of air

HYUCTOTLI BO3/1VXaA 110 KOHUCHTPpAUMUHN HACTHLL

cleanliness by particle concentration

EN ISO 14644-2

YHcThie  MOMEIIEHHR W CBA3aHHbIE C  HHMH
KoHtponupyembie  cpeabl.  Yacte 2. Tekyumii
KOHTPONb  JUIS  NOATBEPX/IEHUS  MOCTOSHHOIO

COOTBCTCTBHA HHUCTOTHI BO3AYyXa NO KOHUCHTPAIIHH
HacTuy

EN ISO 14644-2

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

LEN ISO 14644-5

Uuctble NOMCUICHMA W CBS34AHHBIE C  HUMH
KOHTPOJIpVeMble cpeabl. YacTb 5. Dkciinyarauus

EN ISO 14644-5

Cleanrooms and associated controlled

environments.Part 5: Operations

ENISO 14155

Knunuycckue HCCIICI0BalIHA. Hainexawas
KJIMHUYCCKAs NPaKTHKA

EN ISO 14155

Clinical investigations. Good clinical practice
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TPEBOBAHHSA BE3OINACHOCTH H Y®PEKTHBHOCTH MR

Ipeaynpexaesun

B o0g3auHocTH Xupypra BXOAuT (M komnaHuMa Mentor paccuMrbiBaeT Ha

cobnmoncHne Xupyprom nanHoro TpeGoBaHus) cooGwath naumeHty 060 Beex

MOTCHUMANBHHX PHCKAX U OCHOXHEHHAX. CBA3AHNUEX C  MPSANOKERHOMH

XUPYpruueckoif npoucayposi ¥ HMILIAHTATOM, BKIIOUAR MX CPABHEHHE C PHCKAMU H

OCNOKHEHHAMH AaNbLTEPHATHBHLIX BapuHaHTOB neveHws. [lauuent aonxen ObITh

NOCTABJIER B HM3BECTHOCTb, YTO PYAHbIE NPOTE3bl HEMb3A PacCMATPHBATL Kak

NOXU3IHEHHEIC HMILIAHTATL.

o Tlpu WCNOIB30BAHWUK XUPYPTHYECKUX MHCTPYMCHTOB Cr¢Ayet cobmoaarth
OCTOPOXKHOCTD, YTOON He NMOBpearTh HMIIAHTAT. [Tog0OHKIH KOHTAKT MOXET
CTATH MPHYMHOM MOMEHTANLHOTO MMM OTCPOHEHNOrO paspniBa 060aOUKM
WMILIaHTaTa. llpensapuTenpHOe HanoXeHWE TrNyOOKWX [ROB MO3BONHET
u3bexars ClyualiHOrO KOHTaKTa € HHAOH AAa 1LOBHOrO Marepuana #,
COOTBETCTBCHHO, MMOBPEKACHUR WMILNAHTATA,

o Jlantoe W3neaHe NPEIHAIHAYCHO TOALKO ANA OMHOPA3OROIO npumeteHusa. Tlpn
NIPOBCACHUM TIOCNEAYIOIMX TIpOUe/yp (HanpuMep, OTKPHITas KaNCyJAOTOMHS,
KOppEKUWA KapMaHa ANA TIPYAHOIO HMMIVIAHTATE H T. A.) BOBHUKAET PUCK
TNOBPCKAEHHA UMILIAHTATa W 3aHeceHns HHpekiHH. Pewenne o HeobxoaumocTu
YCTAHOBKM  HOBOTO  MMNAAHTaTa  NPMHUMAECTCA  JIEHatuMM  BpauoM.
HospexaeHHb A HMNIAHTAT NOAIEXHT YAANCUHIO,

e CuUnuKOHOBLIE renb  MOXKET  (IpOTEKaTh  («NPOCAauMBATLCHA»)  uepe3
NONAYIPORHUAEMYIO HapyXHYIO CWIHKOHOBYIO 00ONOMKY B XapMan ¢
ApPHAEraloniHe TKAH MONOMHON Xenedbl. M3BectHb Takoke Clyyayw Murpauuy
reas B kanunaspusie cocyanbl. [locneacTana JIHTENLHONO BO3ACHCTBUS TAKOrO
«NpOCaYMRAHUA»  HEH3BECTHHL  [lpeanosaracMuic  NAUMEHTH  JOMKHAI
OCO3HABATh TAKYIO NOTCHUNANLHYIO BO3MOXKHOCTS (cM. «IToGoutbie HddekTh 1
HEXENATeAbHbIE ABNECHHA»).

o B oaHy MOMOuuyl0 Xenesy YCTAHARAMBACTCA TOABKO O/IHI  MMILIANTAT.
Komnannus Mentor He peKOMEHAYCT pasMetiaTh HECKONLKO HMIUIAHTATOR OXHH
nosepx Apyroro. Mcnetranua UMNIAHTATOB 8 TAKHX YCAOBHAX NPHMCHCHHA HC
MPOROJIWANCH, HTO HE NO3IBOJIAET APAHTHPOBATE HX UEAOCTHOCTL B CBA3M C
BO3MOXHBIM MCTHPAHHEM # H3HOCOM Marepuanos. IMogobuule upesmepHbic
HArPY3KH MOTYT IIPUBECKH K Ocnabuiennio Han pa3puiBy IPOTE308.

e 3anpemaercs  yC1aMoBKA U BOCCTAHOB/ICHWE  MOBPCKIEHHLIX WM

MD SAFETY AND EFFECTIVENESS REQUIREMENTS
Warnings

It is the responsibility of the surgeon, and Mentor relies on the surgeon.
to advise the patient of all potential risks and complications associated
with the proposed surgical procedure and device, including providing a
comparison of the risks and complications of alternative procedures.
Patients should be advised that breast implants should not be considered
lifetime implants.

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

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

inserted. If the implant is damaged, it must be removed.

Silicone gel can leak or “bleed” through the semipermeable outer
silicone envelope into the capsule and adjacent breast tissue.
Migration into capillaries has also been rcported. The long
effects of such “bleed” are unknown. Prospective patients should be
made aware of this potentiality. (See = ADVERSE
REACTIONS/EVENTS section of this insert.)

Only onc prosthesis should be implanted per breast. Mentor
recommends against the stacking of

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
pmsﬁéses.
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BHAOHIMEHEHHLIX HMIUIAHTATOB.
Ucnsranns Ha Bo3ACHCTBHE MPH KOHTAKTC NIEKAPCTRCHHBIX CPEACTB (HanpHMeD,
aHTHOMOTUKOB H CTEPOMUAOB) C MPOTE3OM MPOM3BO/IMTENEM HC MPOBOAHIHCD,
NOITOMY COBMECTHOE HMX WCIIONB3OBAHUE HE PEKOMEHRYETCA. XHpYpr,
NPHHUMAIOMIA  PElICHHE  ©  HA3HAYEHHWM  XHMHOTEPANEBTHYECKHX
NEKapCTBCHHbIX CPCACTB NAUMEHTaM C JaHHbIM MpoTe30M. 00asaH yOeanTeca B
VX COBMECTUMOCTH € CHIHKOHOBEIM N1aCTOMEPOM.

3anpeitacTcs BEOAUTD WIM AENaTh HHBEKIMM KAKHX-IHOO NEKapPCTBEHHLIX WIH
APYTHX BEINECTB B HMRAaHTaT. Boinonwenne wwbekuui wepes o6onouky
MMINAHTATA IPMBOAUT K HAPYIUCHHIO LIENOCTHOCTH HIACAHA.

Ecan 1pebyerca obpaborka 00nacTH pasMCLUCHHS HMIIAHTATA PACTBOPOM
NOBHAOH-Hona, oGpaboTanHas TNOBEPXHOCTE fioXka AJA MPOTC3a NOMNCKHT
TIWATENBHOMY MPOMBIBAHUIO  DHIHONOrMHECKHM PacTBOPOM 1O MOJHOMO
YJAARECHHA OCTATKOB PacTBOpA.

[Ipn npoBegeHuH NpefoICPALHORHOIL OlleHKM (OPMBL, pasMepa W J0XKa Ans
MMMIAHTATa HEOOXOAUMO YUMTHIBATL MONPABKH Ha AOCTATONHOC NOKPHTHE
HMIUIAHTATA MATKHMH TKaHAMH Monousoll skenessl. Heobxogumo Taxxke
YUUTHBATE BCe BHAB Harpy3oK (aBACHME, CHJIA, HATHKCHHE W T. 1), KOTOPLIM
MOABEPIracTca BLIOPAHHOE MECTO YCTAHOBKU HMMTAHTATA.

[Monanaune HROPOAHBIX TCA B OPTaHH3M MOXET IPHUBECTH K Pa3BHTHIO cencuca,
KPOBOTEUCHWIO Wy Tpombo3y.

H3BeCTHB Cliy4aH PA3BUTHA Y IMALMEHTOB C IPYAHLIMH HMNIAHTATAMKU HEKPO3a
TKAHCH, H3LA3BICHHWA KOXKHHIX TOKPOBOB W IKCTPY3HM WMILTaHTaTA MoOA
BO3ZACHCTBMEM MHXPOBONHOBOW AnatepmuM. He pexomenayercs Hasvauarsh
NAHHOE JICYEHHUE MTAIMENTAM C IPYANBIMA HMIERZHTATAMA,

[TaumeHTH AOKHH NOHHMATh, ¥TO mMo0an Ype3MEpHas HArpy3Ka MAK TpasMa
MOJIOUHOM €130 MOXKCT NPUBECTU K paspeiBy Npo1¢3a.

Komnanusa Mentor HACTOATENLHO HE PEKOMEHAYET IPHMEHATb HHTEHCHBHbIC
BHCIDHWE HArpy3Kv (HanpuMep, 3aKphiTad KancyJoTOMMA) Ans JEYCHWUA
KAnCyNapHOH KOMTPakTYpsl M HE HECCT OTRETCTBEHHOCTH 33 MENIOCTHOCTH
UMIIAHTATa B cAy4ae BuIGOpa XMpYproM HdaHHo# mpoueaypul. IMpumencHue
3TOM TEXHWKM MOXKET BHI3bIBATL PAR OCNOKHEHHHA: reMaToMy, CMELCHHE
MMILIAHTaTa Wuan paspbis 000104Ku. Xupypr 0043an COOOWHTL nayueHTy 0o
BCEX 3THX MOTEHURATBHLIX OCNOXKHEHHAX H ANLTCPHATHBHEIX METOIGX CUCHMA.
TMonobGHble upe3MepHble HAIPY3KH HIK TPABMa MOJIOYHOM Kenesbl M NpoTe3a

Do not insert or attempt to repair a damaged or altered prosthesis.
The action of drugs (e.g., antibiotics and steroids) in contact with the
prosthesis has not been tested by the manufacturer, and their use
cannot be rccommended. Each physictan who chooses to
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 subsiances into
the implant. Injections through the implant shell will compromise the
product’s integrity.

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

Preoperative evaluation of the implant design, size and implant site
should include allowances fo
force, tension and other stresses to which the implant site will be
susceptible must be considered.

Sepsis, hemorrhage or thrombosis may result from the placement of
any foreign object in the body.

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

The patient should be made aware that any abnormal

to the breast could result in rupture of the prosthesis.

Mentor strongly recommends against the treatment of capsule
firmness by forceful external stress (such as closed capsulotomy) and
is not responsible for the structural integrity of t

surgeon elect to perform such a procedure. If the physician uses this

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

64




MOT'YT [IPHBECTH K Pa3pbisy NpoTesa.
Komnanus Menlor He WecieoBana BO3ZACHCTBHE Jy4eBOH TEPaNHH HA TKAHM
NALMEHTOB € WMMOAHTATAMH  MOJOMHBIX Xelie3 in  vivo, O0AHaKO
OlyONHKOBAHHBIC J3HHBIE CBHACTENLCTBYIOT © BO3MOXHOM TOBLIUCHHH
BEPOATHOCTH KaNCy/NApHOM KOHTpakTypii nocne jydesod tepanuu. Kpome
TOro, B JAUTEpaTrype onyOnukoBaHb cieayiomue 11a0M0AeHUS OTHOCHTEIbHO
BIIMAHWA JNYHYECBOH TEpanuH Ha HMNAANTETH MOJOYHBIX Kefe3: «(a) ecaw
MOJIO4HAA XKene3a ¢ umnaauTaToM 6una cobo/Ha OT GHOPO3HBIX M3MCHEHUH,
ny4esas Tcpanus fAaBana npuemseMsic pesyasTaTel; (b) ecam 310 Ghino
ocylMecTBHMO, ao3a 45 Mp/5 nenens npeacTarnanack mpeanovTHTEABIICE Sonee
BHICOKHX 2103; (¢) npn Havane oDnyueHMs  HeMeAneHHo  nocne
PEXOHCTPYKTMBHOW  ONEpalMH  OTMEHAaNMCh  XyJlIHE  KOCMETHYECKHE
pe3ynbraThl», PewteHne O Hadane Ny4yeso#d TCpanuy MOCRE  YCTAHOBKH
HMIUIAHTATA MOJIOYHON YXKEC3bE AOJDKHO APUHUMATLCA XHPYPrOM H OHKOROTOM-
CNELMATHCTOM N0 JTY4EBOH TEPANuH.

MepryMOMIUKaNLHBINA AOCTYN ANA YCTAHOBKH WMNNaHTaTa He O yTBEpaACH
U HE PpEKOMENAYeTCS ANA MPHMEHCHHS.

[TpoeoanTcs TuiaTeNbHBIA FEMOCTa3 N4 ApeAyRpexacHua  obpa3oBaHUs
nocneonepaunonHoit  remarombl.  Ecam  oOunbHOE  KpOBOTEUEHME  HE
NPEKPAIACTCH, PEKOMEHIYETCA OTIOKKTL YCTAHOBKY MMIMGHTara 1o
OCT3HOBKH KPOBOTECYCHHUA.

ACTIHpaLHOHHYIO TEPANUIO AN YAANCHHA FEMATOML HIIH CKONNEHUA CEPO3IHOM
KHAKOCTH BOKPYr UMITIAHTATE, 8 TAKKe OHONCHIO WIH JAMN3KTOMHIO IPOBOIAT
¢ OCTOPOKHOCTBIO BO W30CKAHME NMOBPEKACHHA HMILTAHTATA. JTH HPOLCAYPHI
NPEACTARIIAIOT NOTEHUNANbHLIH PHCK MPOKANKIBAHHA HMILIAHTATA.
YcTaHOBIEHO, YTO 4ACTOTA CHYHACB IKCTPYIMM NPOTE3d BO3PACTACT MPH €ro
YCTAHOBKE B TPaBMHpOBaHHbIC oDmactH — obOXCKCHHBIE, MOABEPriIMCCH
BBICOKO#H 03¢ 00MyUCHHA W 3apyOLeBaBIIKCCA TKAHH, 30HB NEPLIOMOB KOCTEH
HAR 30HLI XHPYPIMHECKMX BMCHISTENSLCTB €  WCCEMCHUEM 3HAMHTEAbHEIX
00TL,eMOB TKaHMN.

Bokpyr Jnofore WMnnaHtaTa, pa3sMELIEHHOTO B MAIKMX TKaHAX, MOXeET
BO3HUKHYTb upe3MepHoc (ubposzHoc KancynspHoe obpazoBaHue HAH
KOHTpakTypa. YactoTa # TAXECTH NOKOOHOrO OCNOKHEHHS BO3PACTAKOT, CCH B

technique.  several complications may occur: hematoma,
displacement of the implant and/or shell rupture. The physician
should inform the patient of these potential ¢

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 bre

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, (¢) irradiation
immediately after the reconstructive surgery appeared to produce
poorer cosmetic results.” The decision regarding the use of radiation
therapy following breast implantation should be made by the surgeon
and the radiation oncologist.

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

Careful hemostasis is important to prevent postoperative hematoma
formation. Should excessive blceding persist, it is recommended that
the device not be implanted until the bleeding is controlled.

If a physician treats a hematoma or s

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 bumed tissuc. crushed bone areas or
where severe surgical reduction of the arca has previously becn
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NOCACONCPALHOHHLIM Nepyoa Yy nankenTa o0pasycTcs MeCTHAA reMaToMa Hilu
passuBaercs uHpexunoHHOE 3a6oneBanne.

¢ Peicune © NpPUMEHEHHM JAABHONO HMMIIAHTATA Y  NCHXOMOTHYCCKY
HecTaOMNSHALIX MALHEHTOB NPKHHMACTCH N0 YCMOTPEHWIO XHPYPIa.

o XHpYpruveckaa ONEpaLus N0 HMIIAHTAUWK [PYAHBIX NPOTE30B  MOXKCET
IOBJHATE HA CHOCOOHOCTD KOPMHTB TPYAblo. CnenvanHeTsl WHCTHTYT2
meauuuen (Institute of Medicine (IOM)) npunum K BbiBOAY O TOM. 4TO
A0Ka3aTeAbCTBA TOTO, HTO UMIIAHTAUMA (B OCODEHHOCTH [CPHAPEONAPHBIN
NOAXOA) MOXNKET HapyWIWTh NAKTAUMIO W NOBAWATL HAa CNOCOGHOCTE KOPMMTHL
rpyAblO, HMEIOTCA AHLIL B OFPAHHMEHHOM KOMTHuecTee. Tem He MeHee, caepyer
OTMETUTH, UTO MPSAICCTBYIOWAA  PEKOHCTPYKTHBHAS  MaMMOMNacTHKa
{HanpuMep, MACTIKTOMMS) MOXET CTATH NEPBONPHUNHHON TAKOTO HAPYIUEHHA.

e V panwentroB ¢ 3abonepanuAMH cocaunutenstod Tkanu (CTD) moxer
BO3HHKATL MOBLIUCHHbI PHCK PACXOXKICHHA Kpace pansl, MHBHIUIpOBaHUS U
KpoRoTedeHns (cKopee BCero, BBHAY MOCTOAHHON MCAMUMHCKONW Tepanwuu), W
NO3TOMY MOXET NOTpe6oBaTHCA NPOBEACHHE AANLHERLIETO nevenns.

» HekoTophie NAUNHCHTHI C IPYAHBIMU HMIAHTATaMK coobiuanm o NposBACHUAX
HEBPONOrHYECKNMX M/MNM peBMaTonornyeckux 3abonesanuii. B nactosimee
Bpems komitanng Mentor coOHpaeT AaHnbie ¢ Tem, YToObi JIy4lle OUEIHNTD TAKKC
IOTEHUMAAbHNE PHCKM M HX BO3MOXHYIO B3BHMOCBA3b C  TPYIAHLIMH
MMONAHTATAMH.

performed.

s Excessive fibrous capsular formation or contractu
around any implant placed in contact with soft tissues. The incidence
and severity of this occurrence may incrcase if postoperative local
hematoma or infection occurs.

¢ The physician should use personal discretion when deciding lo use
these prostheses regarding patients who cxhibit psychological
instability.

¢ Surgical implantation of a breast implant may interfere with the
ability to breast-feed. The Institute of Medicine (I0M) concluded that
there is limited evidence that implantation, cspecia
arcolar incision, may interferc with lactation and breast
tHowever, it should be noted that previous breast reconstruction
surgery. such as mastectomy. may be the initial cause of this
interference.

» Patients with connective tissu
increased risk of wound dehiscence, infection and bleeding (likely
duc to their ongoing medical management) that may require further
(reatment.

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

TpakTHUueckHe MeTOAbl YMEHbUICHHS HCTOMHHKOB HH(CKUHY N BOCAANCHUA
1O OTEPANUH:

TMepuonepauronnnie Gakrepuanbibic HHPEKUMM H  BOCTIANIEHME  BCEJICTBHE
NONAjaHME YacTUll TMOTEHUMANLHO MOryT ObiThb YMEHBIUCHBI CIACAYIOUUMMU
METOAaMM:

Peri-operative Infection and Inflammation Source Reduction
Practices:

The following practices could potentially reduce peri
infection and particulate based inflammation:
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e Bunoswure nocnoilHoe  ywMBamue AN TOro, YTOOB  OTACHMTSH | * Perform a layered closure to scparate skin/wound bacteria from
KOXbIe/paHeBule SaKTepHy OT NONOCTH AIA UMNNAHTATA. the implant cavity.
e [lo soiMoxHocTH Maberaiite pacceueHns KapMaiOB, KOTOpbie cooGwWwatotes ¢ | ° Avoid, where possible, pocket dissection that co
MPOTOKAMH MOJIOMHBIX HKCE3 U HKESEIAMHU. breast ducts and glands
o Maberaific  HeMYXHOTO  TPaBMMPOBAHHS  NPWICTAIOIMMX  TKaneil  w|* Avoid unnecessary adjacent tissue trauma and maintain
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NOAACPAKHBAiTE NOAHBI FrEMOCTa3 MPH COINAHHM KAPMalla AR HMIUIAHTATA,

¢ CaeanTc K MHHHMYMY BO3ICHCTBHE Ha H3IETHC BO BPEMs ONEPALiMN, KOHUTAKT C
KOXKCH H KOJHYESCTBO MONBLITOK YCTAHOBKH B KapMaHc.
TlposeauTe npeacnepaunoRIYIO MPOPHIAKTHKY aHTUOHOTHKAMM BHYTPHBEHHO,
OTnokeHHE HA HMNNAHTATE B PCIYNbTATe HEMPABUNLHOTO 0OpaEHUA BOpCa,
MBLNH, TAABKA, MOPOLIKA AJIA XMPYPrHUYECKHX NEPYaTOK, BOopca © candeTox M
rybok, CfIEAOB OT MNanbileB, KOXHONO cana M JApYrHe NOBEPXHOCTHHIE
3arPASHCHMA MOI'YT BbI3BATE peakUMiO Ha HHopoaHoe Teno. [las
APeIOTBPAllCHUA 3arPA3HEHMS HMIUIAHTATA M BO3MOKHHX OCIOKHEHHMR
CHEAYeT CTPOrO NPHACPXMBATECA METOAOB acenTwkn W ouuctkH. [lepen
paboToii ¢ HMILTAHTATOM HEOOXOAMMO NPOMBITH XHPYPIHYECKHE MHCTPYMEHTH
W IIEPYSTKH BO H30exkaHue JMOOBIX 3aIPA3HCHUIA,

HmnaaaraTe: Contour Profile

. VaocToBepbTech, WTO XHPYPTHMECKHH Kapmall He CAWIOKOM  BEaMK,

MOCKONSKY 3TO MOXET MPHUBECTH K CUNBHOMY CMEIICHWIO MW [POBOPAYHBALIMIO

MMILIANTATA.

. Komnanna Mentor pexkoMmerayer Xupypram nipu Bwibope onTHManbHOMO

pazMcpa pa3pesa M METOAA XHPYPrHHECKOro AOCTYNA Y4WTHIBATH KaK pasmep

MMONAHTaTa, Tak H Oombiuytd xecTkocTs W Oonee  BbiCOKMH  npoduib

TeKCTYpupoBarHoit 00omouxn SILTEX (rakwe cM. pasnen «BuiGop wmnaanrtatan

9TOr0 JOKYMEHTa),

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. Stric
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

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 NpelOCTOPOXHOCTH

B o0ssanHOCTM XMpypra BXOAHMT NpEJONEPalMOHHOC  KOHCYIbLTHPOBAHHE
NOTEHUHANbHBIX NAUMCHTOB (MAM MX NpPCACTABMTEACH) MO BOBPOCY Pa3BUTHA
BO3IMOXKHBIX OCJIOXKHCHAH, CBA3AHKEIX C NPUMCHEHHEM JIAHHOTO N3JIENKA.

¢ Tlepea wMmnnanTalMeit npoTesa HeoOXOAHMO NPOACYHTH CYINCCTBYIOUIME
HHOEKLIHH U A0KAATHCS BHI3AOPOBICHUS.

e Jhioboi Xxupypr, CEUMaNH3HPYIOWHICS Ha ONEPAUMIX MO YBCAHUCHHIO WM
PEKOHCTPYKIHH MOJIOUYHBIX KENC3 ¢ NPHMEHEHHEM WMIINAHTATOB, AOMKCH
XOpPOIMO BJA/IETh BCEMU CYLICCTBYIOUIUMH METOAHKAMU W3MEPCHHS NaNUEHTa,
onpeAeneHns pa3Mepa HMNAAHTATA W IPOBCACHHUA XHPYPIHYECKOH ONCPaLvM.

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 trcated 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
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BonokHa, Mblib, TafbK, MOPOLIOK C XWPYPrMYecKMX MepyaTok, BOMOKHA
XVPYPruyeckor NpoCTbIHM MU FaMMOHOB, OTMNeYaTKy nanbles, Macjia 4ns KoXu
W Apyrve npumecy, nonasliMe Ha MNOBEPXHOCTb [Ee/IeBOro MMMaaHTara B
pesynbTate HenpasWIbHOK 06paLLeHNs C HUM, MOTYT MPUBECTU K PasBUTUIO
annepruyecknx peakumii Ha nHopoaHble Tena. Heobxogmmo cTporo cobnopatsb
Tpe6oBaHMA M0 OYMCTKE U 06ecrnevyeHnto acenTUyecKuUx YCnosmin paboTbl BO
n3bexaHne 3apaxeHWs UMMIaHTaTa W BO3MOXHbIX OCNOXHeHW. [lepeq,
Hayanom paboTbl C UMMIAHTATOM XWUPYPruYecKne WHCTPYMEHTbI U MepyaTkut
MPOMbIBAKOT U OYMLLAKOT OT MOCTOPOHHUX MPUMECEN.

O060/104Ky 13 CUIMKOHOBOTO 3/1aCTOMEpPa MOXHO Jier KO nopesatb CKa/lbrenem,
pasopBaTb B pe3ynbTaTe MPUNOXKEHWUS Ype3MEePHbIX YCUNUA, MaHUNYNAUMiA ¢
MCNOMb30BaHNEM TYMbIX UHCTPYMEHTOB WM MPOKO/A WIoW. ITO NpuBeeT K
pa3pbiBy mmnniaHTara. CTPYKTYpHas LEMOCTHOCTb BCEX MPOTE30B MOANEXMUT
TWAaTeNbHOM NpOEIOpKe 40 M BO Bpems MMMNiaHTauuu. Mpu obpalleHun c
n3genvem W BO BpeMA €ro WMMNnaHTauuu cnegyet cobnogatb 0cobyro
OCTOPO>KHOCTb.

Bo Bpems npouefypbl WMMNAaHTauuy  crefyet  uUsberatb  NPUIOXKEHWSA
Upe3MepHbIX YCWIUA WM U3ObITOYHBIX MaHUMYNAUUA, KOTOpble MOryr
MoBpPenTb UMMIAHTAT.

Niobble nocnepyrowme Xupypruyeckume npouedypbl B 06/1aCTU YCTAHOBKU
MMMNaHTaTa MpPOBOAATCA C MNpPeAenbHOM OCTOPOXHOCTbIO BO  M3bexaHue
noBpexaeHua npotesa. B cnydae noBpexAeHWd WMMNaHTaT MNOANEXUT
YAaNeHNIo.

Mepen Havanom xHpYpE'Myeckoi onepaummn Kaxablii UMNaHTaT NPOBEPSAOT Ha
Ha/Mume paspbiBOB 060/104YKM U  OCYLLECTBAAO! MOCTOAHHBLIA  KOHTPO/Ib
LIC/I0C THOCTU U3feNns B TeYeHMe BCeld onepaumun. 3anpeLyaeTcs MCrosib30BaTb
MMMNAAHTaT B CNy4Yae BHECEHUA KaKUX-TM60 MOAU(UKALWUA B OPUTUHABHYIO
KOHEe3pYKLMI0. 3anpeLLaeTca 1cnosb3oBaTh NOBPEXAEHHbIE MPOTesbl, a Takxe
npoTe3bl Noc/ie BOCCTAHOB/IEHUA W BHECEHUS KaKuX-1nbo mogudukauuii. Bo
BpeMsi MpPOBEAEHUS XWPYPruyeckoi ornepauum PeKOMCHAYe3Cs AepxaTb B
onepawMoHHO 3anacHON aH4oNPOTES.

CnepyeT usberatb KOHTaKTa W3fenus C 04HOPa3oBbIMW WHCTPyMenTa.Mu Ans
KayTepu3aummn KOMnAeHcaTopHO!0 Tuna, KOTOPbIA MOXET NPUBECTU K pa3pbiBY
BHELUHEN 0060104KMN UMNIaHTaTa.

VIH(opMauus ans nayyeH ra v nosay4veHve MHPOPMMUPOBAHHOIO COrlacus
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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.

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. Subsequ

prostheses should be carefully inspected for structural integrity

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

Excessive force and over manipulation during the

procedure are to be avoided as this may damage the implant.

Any subsequent surgical procedures in the area of the implant should
be undertaken with extreme caution as damage to the implant could
occur. In the event that an implant is damaged.

Bach device should be checked for patency prior to surger)’ 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 implan

to its original design. A prosthesis which has been damaged, or on
which repairs or modifications have been allcmpted. should not be
implanted. A standby prosthesis should be available at the time of
surgery.

Do not contact the device with disposable, capacitor

instruments as damage to the outer shell of the prosthesis may result.

Patient education and informed consent
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XHupypruyeckue BMELIATCALCTBA C HCMOJIb30BAHMEM TENIEBBIX MPOTC30B MO/IOYHON
KeJIC3bl  CONPKEHbL € OlPEACIICHHBIMHA  HOTEHIMAILHBIMH - OCNOKHEHHAMH  H
prcKamMu. UMnnanraums HHAOMpoTe3a ABNACTCA TUIaHOBOW oticpanueii. llepen ce
NPOBCACHHEM MALMENT 10;DKEH OblTb NOCTaBAEH B M3BECTHOCTL 000 BCex
BO3MOXHBIX PUCKAX M HPCUMYLLICCTBAX PEKOHCTPYKLHM UCCCUCHHBIX TKaHEH W/HM
YBENHYCHASA TPY/IH € NOMOLUBK) FPYAHBIX HMIIAHTATOB W MONY4HTL HHPOPMALIKIO
00 anwTcpHaTMBHLIX MeTOAaX JicucHuA. Heobxoanmo npeaynpeants NaitMenToR o
TOM, HMTO WMIAHTAThI MOJIOMHBIX XKEJIC3 HE MOI'YT CHMTATBCA NOXKH3IHEHHLIMH M
4YTO B AanbHeiueM MoxeT notpeboBaTbhcs AOMNONNHMTENBHAA XHPYPIHYECKas
onepaLHs IS YAANEHUSA HAN 3aMEHbI HMIIAHTATa.

B 006s83aHHOCTH XHpYypra BXOAWT BbIGOp HAaMAY4IIEro MCTO/A MNpPOBEICHHS
KOHCYJ/IbTAUMi1 Jis NalMcHTa B npeonepauHorubiit nepuoia. Komnauus Mentor
PACCUMTBIBAET, YTO XUPYPr coOOWMT RNalMEHTY 000 BCEX NOTEHUMANILHBIX
OCNIOXKHEHUAX H PUCKAX, CBABAHHBIX C IIPUMEHCHHEM I'PYAHbIX UMIMIAHTATOB.
Mocae oncpaunu XUpypr A0DKeH NMPEAOCTaBUTh NALKEHTY WACHTUHHKAIMOHHYIO
KapTy ¢ undopmauueii o0 ero umnnantate (-ax). ITHUKCTKH, (pMIaraemblie K
MMNNaHTaTaM, CIICAYeT HAKIEUTL Ha MACHTU(UKALMOHHYIO KapTy HALMCHTA.
llaunentaM peKOMEHYIOT HOCHTL W/ICHTU(GMKAUHOHHYIO KapTy ¢ cobo#, 4ToOh!
o0erynTb OKazaHue MeIMUMHCKO NOMOLIM B CIV4ae IKCTPCHHON CUTYalMH.
lHocne onepauuu nauueHTa HYXHO npoHHGOPMUPLBATE © 1HCOOXOAHMOCTH
MOCNEONEPaMOtIHBIX  OCMOTPOB M PCryJISPHOTO TUIAHOBOrO  06Cae/10BaHUA Yy
Tepanerta. yToObl BLISBUTL PAK MOJIOUHOM Kenesbl MPH Cro BO3UMKHOBEHMH.
Takxke crncayeT npeaAyHPECAMTb MALMEHTOB O TOM, HTO B CiAy4ac NJIaHOBOH
onepawun B obnacTu rpyid HyXHO COOOUINTE TEPAIIEBTY KW XHPYPTY O HAIUYHH
MMILIAHTATa, @ MEpeAd NPUMEHCHMCM MECTHBIX JICKapCTBCHHLIX 1pCnaparos,
HalpuMep. CTEpOMJIOB, B 001acTH Trpyan CORETOBATLCA C TEPAIICBTOM WM
dapmaucrrom. Kpome Toro. neobxo;idMo nocoBeToBaTL NalMenTy obpawarhes K
XHpYpry npH Kakux-ninbo 1pobnemax. CBA3aHHBIX ¢ HUMIIAHTATaMH MOJOYHbBIX
wenes.

The surgical procedures associated with the use of gel breast implants arc
not without potential complications and risks. The u

an clective 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. Paticnts 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 1o surgery. Mentor relies
upon the surgeon to advise the paticnt of all potential

risks associated with the usc of breast implants.

After surgery, surgeons are to provide the patient with the

Card with information on the implant(s) uscd. Labels are supplied with
the implant to be applied to the Patient ID Card. Patients should be
advised to carry the paticnt 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 arca. In addition, the paticnt should be
instructed to contact her surgeon should she e

related to her breast implants.

YKA3AHMUA NO IPUMEHEHHIO
CyWecTBYIOT — pasfiHUHBIC  METOAbl  XUPYPrHYECKOH  PCKOHCTPYKUMH  WITH
BCIMUEHHS MOJIOMHBIX JKC€3 ¢ MMMJaHTauMeil resieBbIX 1IPOTE30R. NMOITOMY

INSTRUCTIONS FOR USE
The implantation of gel-filled prostheses for breast recon
augmentation involves a variety of surgical techniques: therefore. the
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XHPYPrY PEKOMERAYCTCA HCNONbL30BATD
cnocod, KOTOpbi, MCXOAA 3 CrO MPaKTHKH U NPO(PECCHONANBHOTO MHCHHA,
ABJIACTCA HAHNYHIUMM ANA KOHKPETIIOro mauucHta, Huxe onmcansl npoueaypsi,
pexoMenIyeMbie Komisanueii Mentor

ANA reeBsiX HMNIaHTaToBs.

surgeon is best advised to use the method, which his/her own practice
and discretion dictate to be best for the patient. The procedurces listed
below are recommended by Mentor for gel

BriGop umnanTaTa

K BaxubiM  onpesensiomuM  $akTopam,  KacaroumMmcs

BMEILIATENILCTBA M BHOOpa pa3Mepa, OTHOCHTCA CHCAyIoLee:

¢  HMMNnasTaT He ROMKEH ObITH CAMLIKOM MAJIEHLKUM WM CAHINKOM DONBIIMM No
CPABHEHHKIO C pa3MEPaMH FPYAHOMN KACTKH NalMEHTa.

XHPYPrU4€eCKOro

e JlocTaTOMHas TOJIHMHA MAMKHX TKaHeH MONOYHOH KCIC3B! AN HOKPHITHS

HUMILIAHTATA.

o JIna DAUHCHTOB ¢ MCTOHMCHHUEM WJIH IUIOXHM COCTOSHHEM TKaHeH MonouHoll
KENessl NPEANOYTHTCABHLIM  ABAFCTCA CYOMYCKYMAPHOE PacnonoXeHue
UMIIAHTATA,

e Jlna unoTHOrC NPWICFAHMA HMMNNAHTATAR K [M1AJKOH MOBEPXHOCTH CO3AAIOT
xopoo cHopMHpOBaHHHH Cyxol KapMaH COOTBETCTRYIOWICTO pa3mepa H
CHMMETPHYHOCTH.

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

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

Available tissue must provide adequate coverage of the implant.
Submuscular placement of the implant may be preferable in patients
with thin or poor quality tissue.

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

Toasko ans Contour Profile nmananraros:

[eneBwmit rpyanoit umnnantatr SILTEX CONTOUR PROFIL.E (CPG) Cohesive 1]
HMECT BLIYKIINE METKH 1)1 OPHEITALiMM Ha NCPEAHER 1 3aAHeH NOBEPXHOCTA.
3TH METKH TIOMOTAIOT XHUPYPTY TIPABHIBHO COPUCHTHPOBaTh W PACTIONOXHTD
MMILIAHTAT BO BPEMSA ONEPALMM.

Contour Profile only:

The SILTEX CONTOQUR PROFILE Gel (CPG

Cohesive Ill contains raised oricntation marks on the anterior and
posterior of the implant. These marks help the physician orient the
implant and ensure proper placement during implantation.

O Q]

Anterior Orientation Marks Posterior Orientation Mark
Iepeanue METKR A8 OPHEHTAUHH 3aanNne METKH AJIR OpHENTANRA

IIPHMEHAHHE: Bo Bpema onepaumun pekoMeHjlyeTcs Aepxkars 8 oNepauuoHHoM
HCCKONBKO TPYAHBIX HMIINSHTATOB PA3HEIX pasMepos. 310 JaeT XHPYpry Goanmyio

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
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csoboay NpH NPUHATHM PELIEHUA, KAKOro pasMepa rPYAHON HMIVIZHTAT CAenyeT
ucnons30Bath. Kpome Toro, AoaseH OuiTk B HAAHYMH TAIGKE 3a11ACHON UMNAAHTAT.
[IyGimkauun B MefRnuHCKoOl AuTepatType HO3IBOAGIOT NPEANOAOKHTDL, YTO
DAUHCHTAM ¢ HCKOTOPHIME BHAAMH CHIHKKOHOBBLIX HMN/IAHTATOB MoxeT ObITh
NOKa3aHE NPOoPHAAKTHUECKAN AHTUOHOTHKOTepanus upH wnocAenyIOMedl
cToMaTosoruveckoii uas apyroli xupyprudeckoif oncpauuu.

Cofinpawr TiMavensuolil anamMies HATHUHA Y NAUHEATOB ALICPIHYCCKEX
peakuniéi 1000re THNA HA HMIJAHTAUHOHHLIC MAaTepHAALI HAH NX
HANOAHHTEIN.

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.

Paticnts should be specifically questioned regard
history involving any type of allergic reactions to any of the implant
materials or filling agents.

IIpouenypa NPoOBEPKH MeJICBBHIX IPYAHBIX HMIVIAHTATOB

HenocpeAcTREHHO nepes MCMONLIOBAHUCM MMIUIAHTAT MOMACHKHT NPOBEPKE HA
APOXOAHUMOCTE M LCNOCTHOCTE 000AO4KH., llpoRepka NpPOBOAHTCA HYTEM
AKKYPaTHOIO TIpOMIYNBBAHNA NPOTE3a PYKAMH M LIANLLAMM M BHHMATCILHONO
0CMOTpa 000TOMKH AN (TOHCKA MECT YTEYKH Ieis.

Testing Procedure for Gel Breast Implants

The device should be tested for patency and

prior to use. This can be accomplished by gently manipulating the
prosthesis with hand and fingers, while carcfully examining for lcakage
sites.

{Ipoutesypa perucTpanum reesbix rpyAHbiX HMILIABTATOB

Kaxnauit npotes 1nocTapinerca ¢ AByMs ITHKETKAMW [OAS MEAMUMHCKOW KapTH,

COACPKALMMH HOMCP MO KaTanory, HOMEp 1IapTHH U cepuitHuid Homep (B
COOTBETCTBYIOHIMX CAyuasax) uidenus. OaHa U3 THX CAMOKNCIOLHXCA ITHKETOK
HAHOCHTCA Ha Kapry nauxenta. Ha yTukeTKe YKa3hiBacTea nonoxceHue (CIeBa WM
CUPaBa) KAKAOre MMNJIAHTATA U JaTa NIPOBEACHMA OFIEPALIMH.

Recording Procedure for Gel Breast

Each prosthesis is supplicd with two

catalog number, lot number and serial number (if

unit. One of these pressurc-sensitive labels should be attached to the
patient’s chart. The implanted position (left or right side) of each
prosthesis and date of surgcry should be indicated on the label.

XPAHEHHE, OGPAILEHHE H YTHJIH3ALIMSA YIIAKOBKH

Hauuoe w3genwe He Tpebyer cneuuanbHuX YCnoRuid XpaHenns. Hmnnanrtar
apolulen MPOBEPKY HA CMOCOOHOCTL BLYIEPXKKBATL BO3ACHCTBMEC 3KCTPEMANLHBIX
TEMOEPATYP H BAXHOCTH BO BpeMs WCNLITAHWH HA YCKOPCHHOE CTrapecHue.
Yrunuzaliug B nepepaboTka YIAKOBOYHBIX MATEPHANIOB H3ENHA OCYUIECTBIACTCA B
COOTBETCTBHM € NOCTAHOBJICHMAMM MECTHLIX OpPraHOB BAaCTH M NJAHAMM
nepepaboTkH OTX0A0B.

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
accclerated aging. Follow local governing ordinances and recycling plans
regarding disposal or recycling of the device packaging materials.
Mentor requests that any cxplanted product related to a pr
complaint or adverse event be returned to the manufacturer Mentor.
Please sce the Product LEvaluation section below.

Prckn, cBI3aHALIE C XHPYPTHYECKHUME OHEPAUHIMMH

Puck pa3BHTHA OCNoMHEHHI CYIIECTBYET 1PH MOBOH XHPYpPruteckoii onepaivy 1
MOXeT ObIThb CBA3aH KaK HETIOCPEACTREHHO € CaMoOit OnepauMeil. Tak u ¢
anecTesnei. K TakuM pHCKaM OTHOCAT:

Risks of the procedure
All surgical procedures have a small risk of complication inherent to the
surgery itself and 1o anesthesia. These r
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Hudexuuonroe 3abonesanue, NPOABALIOIMESCA CNEAYIOMUMH CHMNTOMAMMK:
Kap, NPUNYXNOCTh, OOMEIHEHHOCTH, NOKPaCHEHHE KOXH M JHXOPAsiouHoe
COCTOSHME,  KOTOPbIC  MOFYT  BO3HMKHYTh  HENOCPCACTBEHHO B
HOCTICONCPAUHOHHHIR nepuol waM B MoGOH MOMENT mocie  YCTaHOBKH
MMINAHTAT2 NPH OTCYTCTBMH KaaccH4eckMX cumntomos. Mudexumn moryr
APHBCCTH K pa3BHTHIO cunapoma TokcHueckoro woxka (CTLH). Cumnrombi
CTLI BxaouatoT, CpeaH 1HPoYero, BHENHOE HOBLILNCHHUC TEMNEPATYPLI, PBOTY,
JMapeto, NOTEPIO COZHAHNA, NONIOBOKPYKEHHE H Chillb, NIOX0XKYIO HA CONHEUHMIH
oxor. Cnocobbl neyeHns HHPEKN MOTYT BaPLUPOBATHCE OT NPHUMEHEHMs
aHTHOMOTHKOB BHYTPb UMH BHYTPHBCHHO 0 XHPYPTHYECKOIO YAANECHHSA
ycrpoiicTsa.

O6pazopaHue  reMaToOMbl,  BHELUIHC  NPOABNAIOUIEECE  YBENUUEHUEM,
GONE3HEHHACCTHIO [IPH NAABIIAUME W HW3MEHCHHEM 1|BeTa TKaHeH, MOXeET
notpcboBaTk xupypriryeckolt apakyanmun. [1poBoAUTCA TIMATEABHLIA TEMOCTa3
208 NPeAYNpexACHHA 00pa3oBaHHA NOC/ICONEPALHOHHON reMaTOMEL.

Cepoma nppeuctapnserT co00H  HEYacTOE  OCHKHEHHE, NPOABNAIOLIEECS
HPHUIYXSIOCTBIO TKaHEH MOJIOYHON HeNe3bl, REI3BAHHON CKOMIICHUCM CEpO3HOM
WHUAKOCTH 8 MOJIOCTH KapMaHa BOKpYr' uMmianTaTta. MoxeT TpeGoBaTh nnu He
Tpe0OBATL IBAKYAUHH KHAKOCTH XUPYPrHYecKMM nyTeM. Bosnuxaer Bcxope
HOCNe XWPYPrHYeCKoW OmepaldH WK HECKOAbKO NeT CHYCTE. JTHONOrHa
HEACHa,

KpoMe Toro, cytecTBYIOT PHCKH, CBA3AHHBIC ¢ IPUMEHEHHUEM AHECTEINU.

Infection, as manifested by heat, swelling, tenderness, redness, and
fever, may appear in the immediatc postoperative period or at any
time after insertion of the device in the absence of classic symptoms.
Infections may result in Toxic

TSS include, but are not limited to sudden fever, vomiting, diarrhea,
fainting, dizzincss and/or a sunburn

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.

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

There are risks from the anesthetics as well.
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Pucin, ceg3anubie ¢ aMnIanTauHelf rpyansix nporesos*

Kancyaspuas koHTpakTypa

Kancynapnaz KoHTpakTypa sBasercd oaHuM w3 Haubonee pacnpocTpaHEHHBIX
H0060YHEIX 3(MPEKTOB NPUMEHEHHA IPYAHLIX HWMIUIAHTATOB. XHPYpruveckii
KapMaH ANR Pa3MEUICHWA MMIIaHTaTa, KoTophlii dopmupyerca 3a MmonouHo#
Kenesoh, UMeeT HeMHoro Gonswnii (YeM y ummaaHTara) pasmep. B wopme npu
32KMBAEHHH pPaHbL BOKPYr WMMNaHTata dopMupyerca (ubposnas obomnouka
(xancyna), KOTOpas 8 OTACABHMIX CAYHAAX, YTONIUAACH, COKPALIACTCA HACTONBKO,
YTO CXKMMAET MMNAAHTAT, AOCTUTAS pPalnkuHoil cTeneHu TBepRocTH. B caMmbx
XYAWUX CAYYasX 4pe3MEPHOC YTONICHME KancyJh BHI3LIBACT O1BEPACHUE,
OonesucliHbie OIMYWCHHS B 00NaCTH YCTAHOBKM MMMNAHTAaTa W/uaM  ero
aedopmainio. KOHTPaKTYpa MOKET BOZHWKHYTL B TIOCACONEPAUHOHHBIH NEpHoa
WIK HECKONBKO NeT CMycTs ¥ ObIBaCT OXHOCTOPOHHEH, ABYCTOPOHHEH WIH
aCHMMETpHUHOHA. XupyprHueckoe yaaleHWe HIM Hccedenue pybuoBoii TKauu
YCICHIHO YCTPaHSCT OCNOKHCHHE, HO HC pHCK (HEpeAKWid) NOBTOPHOrO €ro
passuTus. [lpyunHbl 00pazoBanus KOHTPAKTYPH NIOX0 W3y4eHH. TTpumenABUIniics
paiice cnocod neyeHus KOHTPAKTYPhI MCTOAOM 3aKpRITOH KancynoToMuy (pasphis
pyOua myTeM CHIBHOIC CHABNHBAHMA MOMOYHON KENEIn) HA CETOAHAWHWA ACHb
DPAKTUMECKK HE HCnonb3yeTcH. CTCMCHb THXECTH KAaNCyAAPHOH KOHTPaKTyphl
oueHnsactes oT | a0 1V no knaccuduxaumy belikepa (Baker).

Bosmoxua kaabuugukauns Gubposno#i kancyas. Kanbundukauus 1o ssineHne,
HHOTZA BCTPEYAIOWICECH NPH ANMUTENLHOM pyOueBaHHM TXaHW (B 0COBEHItOCTH NPy
HAIMYKM PasSApaKVTENCit, HANPUMED, TBEPAbIX NONCPECHHMX OXKOroBHX py0HOB).
KanbuupuuupoBanHele Kancynsl He NPejACTARNAIOT YIPO3k, HO MOTYT OmiTh
yJ4NeHbl, €CIH NAUMESHT XeNacT U30aBUTLCA OT KOHTpakTYpi. Yacro HeGonbiume
o4aru KanbuM(HUKauMH HabMOAAOTCA B PasHLIX HaCTAX NapeHXMUMbI MONOUHO#
wenessl. Kak npasuso. OHHW  ONpEReNsIOTCA  BPavOM-PCHTTEHONIOTOM  Kak
no0pokauecTBensble 00pa3oBaHMA, HO  MHOTAA, YTOOB  KCKIOUMTHL
UIOKAYECTBEHHYIO OTYXONb, MOXKET HOTPeDOBATLRCA NPOBEACHHE GHOMNCHY,

Pa3puis uMnaanTaTa

Ipyanbie MMILIAHTATH HE MOTYT CNYXKMTb NOXKN3HEHNO. XOTA Pa3peiB BO3MOXKEH
ucpes moboc BpPEeMs nocne HMNNAHTALMH, PAA MCCACKOBAHMI 10 H3YUYEHHIO
Pa3pLIBOB 3A1I0JIHACMEIX reNeM OJHOKAMEPHHIX IPYAHBIX MMILUIAHTATOB TCKYIRETO
MOKONEHUS PasHbIX MPOM3BOAWTENEH, OKpPYrNOH WAK HHOK GOPMBI, HMeloWHX
mapkupoBky «CE», co BpemeHem (¢ nmomowpo MPT) nokaszan cormacyowuecs

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
somcwhat larger than the implant itself. Normally a healing scar forms
an envelope around the implant, which, on occa

sufficiently to squecze the implant, producing varying degrees of
firmness. At its worst, the implant can feel hard. be painful and/or
distorted. This can occur soon after surgery or years later and may be
unilateral, bilateral or asymmetric. Surgical rclease 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 | to IV by Baker
classification. Calcification of the capsule can also occur. Calcification is
a phenomenon that is occasionally seen with long

especially if there is irritation such as tight burn scars that cross

Calcilied capsules may require removal if the paticnt wishes relief from
her contracture but otherwise scem to be harmless. Small foci of
calcification are commonly seen anywhere in the breast parench
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

of current generation, single-lumen, CE marked, round and shaped
silicone gel-filled breast implants of various manufacturers over lime
(using MR! evaluations) have consistently reported similar resulls
indicating the average expected lifctime

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 containced by the scar
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CXO/IHbIC PE3YAbTaThl, YKa3LIBAIOUIME. YTO O0XHIAEMBbIT CPCAHHI CPOK CilyKObl
npesbiaer 10 ner.

XOTS CHIMKOH HE TMOJABCPAKCH OHOJOIMYCCKOMY  paziokKeHHIO.  000JI0NKa
MMIIAHTATa MOXCT PA30PBATHCH B PCIYABTATE HU3110CA HAH NPAMOTO NOBPEKACHUS.
B cayuae paspsisa 0b60siouku uMnsianTara renas o0bivHO yacpkuBaercs (puopo3Hoii
Kancynaoii B mpejenax  COPMHpOBANLOrO  XHPYPrH4eCKoro  kapmana
(MHTpakancynspHbid paipbiB) ¥ oOHapyxusactcs Toibko npu MPT (ckpuiTbrii
paspeiB). 3(PPCKTUBHOCTL OOHAPYXKEHHUS pa3pLIBOB TUM MCTOJOM COCTaBJISET
oxkono 85 %. B cayuac pa3peiBa ¢uOpo3noi Kancyisl reib MOXKET 110N0acTb B
ONM3IeKAME CNIOM TKAHH W TKAHM MOJOYHON Kese3bl (IKCTpaKallcyaapHbIi
pa3pbi). bonbiias 4acTb ress OCTacTCs B NpeAC/ax MOJOYHOH KCACILI, TEM He
MCHee, HMMCIOTCS COOOWCHHA O PejIKMX CAYYasX MHUIPaUMH Tess B PYKY.
nepuHespuH MM Oprowiyio credky. [lpy npocauusBauuu reas 3a npeaenb
¢nbpo3HOi Kancysibl pa3pbiB MMIMJAHTATa MOXCT ObITh /MArtOCTHPOBAH NHPH
VABLTPa3BYKOBOM.  MaMMOrpaguueckoM H  (QUIHKaIbHOM  HCCAE/I0BaHUAX.
BONLIIKHCTBO  HM3BECTHRIX  CAYYACB  pa3pbiBa  MMIUIAHTATOB  OTHOCHTCH K
MMMIaHTatam ¢ 6osiee XpyIkoH, TOHKOH 000I04KOH, KOTOPBIC YCTaHARIMBAINCE B
xonue 1970-x roaos. '

PaspuiB ciejlyer 110103peBarh B CAYUAAX W3IMCHCHUA CBOMCTB M31CHA, HAIPUMEP.
1IOABJIEHUS IOCTOAHHOrO OAHOCTOPOHHErD YYBCTBA KKCHHA HIH WIMCHCHHA
MATKOCTH, TEKCTYpht Win  (GopMbl  uMmIUIaHTaTa. (DakTHYeckas  4acrora
BO3HHKHORCHHA Pa3pblBOB HCH3BECTHA B CHNY CKPBLITOro XapakTepa W 1pyAHOCTH
JIMarHoCTUpOBaHMA OOMBIIMHCTBA W3 HUX OC3 QMarHoCTHYCCKOH onepaiuu.
CoBpCMEHHBIC UMITIAHTATHI HMCIOT BOMEE TOJICTYIO, MPOHHYH) 0O0IOUKY M FejieBbIC
HaMONIHUTEIH NOBBIIHEHHON BA3KOCTH. [lpoBOAHTL CpaBHEHMA OXHUOAEMBIX HiH
(pakTHUECKHX I110Ka3aTeNed HacTOThl pPasphlBOB COBPEMEHHLIX HMIMAAHTATOR ¢
HOKA3ATC/IAMM, HOJYYCHHBIMHM B HIPOLIIIOM. CJIEly€T € OCTOPOXHOCTBIO. 0COOEHHO
€CJIN (4TO CayHdaeTcs Yalle BCero) peub HaeT o6 UMIaNnTaTax HewsBCCTHOI MapkH,
Mo;ic/iH H Tuna. TIpH NORPEX/ICHHH UMNAAHTATA TIOKA3AHK ero YAANCHHS WM
3aMCHa, B YaCTHOCTH, NPH OOHAPYXKCHNUHM B NAPCHXUMATO3HON TKaHW MONOMHOM
AKEJIe3bl, MOCKOJLKY HTO MOKET OblTh MIPUHATO 33 ONYXOJb MIM IIOMCILATHL
OHPCICTCHHIO O1IYXOJH.

llpnunubl  paspbiBa MUMIIAHTATa  BKJIKOYAIOT. CPEIAH  1IPOYETO:  TMOBPEKIICHHE
XUPYPIHUCCKUMH  MHCTPYMCHTAMM, HHTPa- M MOCIEONECPALUHOHHYIO TPABMY,
M30LITOYHOC HAMPSXEHHE WKW MAHMMYIALUNH B X0AC NOBCEAHEBHON ACATCALHOCTH,

envelope in the surgical pocket (intracapsular) and may be undetectable
except by MRI (silent rupture). which is about 85% effective in detecting
rupture. If the scar envelope is torn, the gel can be driven into the local
tissue planes and breast tissue (extracapsular). Most of the escaped gel
remains in the immediate environment of the breast but on rare occasions
it has been reported to migrate down the arm, into nerve sheaths or into
the abdominal wall. Ultrasound, mammography and physical
examination may also diagnose these rupturcs, which have escaped the
scar envelope. Most of the reported cascs 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 rupturcs and the difficulty of diagnosis without surgical
exploration. the true incidence is unknown. Curre

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: dama
surgical instruments. intraoperative or postoperative trauma, excessive
stresses or manipulations as may occur during daily routines such as
vigorous exercisc. contact athletics. routine manual massage, intimate
physical contact and from compressio

Changes in Nipple and Breast Sensation/Breast Pain

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

changes can vary in degree and

Changes in nipple/breast sensation may. on occasion, affect sexual
response or comfort while nursing. These changes arc believed to be a
result of nerve damage or stretching of the nerves from the surgery.
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HanpuMep, NPH MHTEHCHUBHLIX (PASHUECKNX YIIPDKHCHIUAX, 3aHATHAX KOUTAKTHRIMKH
BHAAMHM CNIOPTa, OOBLIYHOM PYHYHOM MACCAKE, TECHOM (PH3HUSCKOM KOHTAKTE H
CIKaTHH BO BpeMs MaMMorpaduy.

Hsmenenun YYBCTBHTENBHOCTH COCKOB H MOJIOMHBIX jkei1e3/GonesiieHHOCTD
MOJIOYHBIX XKene3

Jliobas xupyprudeckas onepauMs Ha MOJOMHBIX JKENE3aX MOXCT MPHBECTH K
CHIWAKEHWIO  MAKW  MOBBIICHHIO  YYBCTBHTCIBHOCTH  COCKOBO-aPEONAPHLIX
KOMIIAEKCOB H/HIH NOANOBEPXHOCTHLIX CJIOEB KOXH TPYIH. ITH HIMEHCHHA MOTYT
OTNHYATHCK N0 UHTCHCHBHOCTH W HOCHTL BPEMEHHBIH AN NOCTOAKKLIK XapakTep.
H3meHeHne vyBCTBUTENLHOCTH COCKOB MIH TPYAM MOXET, B HEKOTOPHIX Clly4asX,
OTPHUATENBHO CKa3aThCsl HA CCKCYaNbHOH YYBCTBHICABHOCTH M 3aTPYAHHTD
rpyanoe BekapmauBanue. [lonaraior, wuro ot u3MencHus  oDycnoBsieHB!
MOBPEXKACHHAMM  WIM  PACTRKCHHEM HEPBOB B  PE3YNLTATEC  ONEpaLyH.
Cueundnyecxoro neucHUA 3TOr0 COCTORHUA HE CYLICCTBYET.

BOnbIUHHCTBO JKEHIOUH, NCPCHECIINX YBEAHNEHHE HAH PCKOHCTPYKLHIO FPYHH €
HCMONL30BAHNEM [PYJHbIX UMNAAHTATOB, B MOCNEONCPAUMOHHBIE nepHoa
HepeXKHBAIOT GOJICBHIC OLKYUICHNMS B O0NAaCTH MPYAH W/HIIH TPYAHONH KIETKH. XOTH B
HopMe y OONbUIMHCTBA KEHUIHH GOMb MPOXOAUT MO MEPC BOCCTAHOBAEHHA Mocie
onepauHi, y NCKOTOpPLIX NauMeHTOK Oons MoxeT npuoOpecT Xponuueckuit
xapaktep. Xponudeckad Gonb MOXET ObITh CBA3AHA ¢ TeMaToOMO#, Murpaumei,
unpekunei, caumkom OOMbINHM  PasMEPOM UMIIAHTATA HAH  KAnCyapHOH
KOHTPAKTYPOiA.

Briezannas octpan 60nb MoxkeT ObiTh 8bI3BAHA Pa3pPLIBOM WMAAHTATA.

Cumenne >dpdexTunHocTH  Mammorpapuucckore obcnefoBanus npu
RHATHOCTHKE PAKOBLIX 3a60/IeBanNil/KaNbIHCBLIE OTAOKECHES

ITockobKY CHIMKOH HENPOHUIIAEM NS PEHTIEHOBCKMX Jrydeil, Teopernvecku
MMIJIZHTAT MOXET MOMENIaTh PaHHEMY BHIABNEHHIO pakoBOre 3alo/IcBAHHS ¢
HOMOILBIO MaMMorpadHueckoro obcneaoBanis, Tak KaK 4acTb MOJOYHOH KEIE3bI
ocracTca 2aTeMHeHHOH, HOBBIC METOAMKH CXaTHA MOMOYHOMN KENe3hl TH03BOMAIOT
YBCAWYHTL AOCTYNRYIO AN BH3yanusanuu obaacts. C Ipyro#f CTOPORBI, MIIOTHE
XMPYPrM CHMTAIOT, MTO UMIINANTAT NO3BONAET YCOBEPLIEHCTROBATH AHAFHOCTHKY
ofiyxoneéi MeToaoM nNanbiauMK. HecmoTpa Ha  cCpbe3HbIC  TEOPETHYCCKHE
ONaceHud, NOATBEPX/ICHHI B3aUMOCBA3K NO3JAHEH AMarHOCTHKH 3aGoneBaHua ¢
IPUCYTCTBHEM TPYAHBLIX HMILIZHTATOR HE BbIARNEHO. JKEHUWHE! € BHICOKOik
CTENCHBIO PHCKA DasBHTHA paKa MOAOYHOH Xeae3bl AVMKIIL € OCTOPOKHOCTHIO

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 contracturc. Sudden severe pain may be
associated with implant rupture,

Interference with Mammography in

Deposits

As silicone is opaque to x-rays. an implant may theoretically interferc
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 fecl
that the device may improve the detection of tumors by palpation. While
of considerable theoretical concern, delayed detection duc strictly to the
presence of an implant has not been report

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. Beforc the mammography
exam, women should inform the technologist that they have implants.
Calcium deposits are scen occasionally in old scars anywhere in the body
and this is true of the implant capsule. This usually does not o

years after implant surgery. Benign calcifications are also commonly
scen 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 appcara

signal a malignancy. An cxpert radiologist can usually determine if a
calcium spot is benign or malignant but occasionally a biopsy may be
neeessary to rufe 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
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1I0XO0/IMTE K BOIIPOCY HMMIAHTAUMH rPY/iHbIX TipoTe3oB. [Ipu Mammorpadmucckom
00C/ICAOBAIIMM  TPEOYETCH CXKATHC MONOYHBLIX XKENC3. 4TO MOXKET TNPUBECTH K
pa3pLiBY MMITIAHTATa, HO HOCKOJIbKY JAHHOC OCTOAKHCHHE BOSHHKAET PEAKO, 5TO He
JAOJDKHO  VICPKMBATH  KCHUIMH  OT  1IPOXOXKAEHHS  PEryasApHbIX  [L1aHOBBIX
mammorpaduucckux odcaesoBanuii. [lepe; Mammorpagnueckum olciacaopaHneM
HeoOX0AUMO COOOUIUTDL TEXHOOIY O HATHYHA HMIIAHTATOB.

MHoraa B ctapeix pyOnax oOpazyloTcsi OTIOXKEHHS KalbllMd, KOTOpBIC MOXHO
oBHapyxuth B mobGoi yactd Tena. To xke camoe Kacactca M Gubpo3HO Kancynbl
uMmrauTata. O6b1MHO NOJOOHBIE OTI10KEHH 00pa3yloOTCs JMUIb YEPC3 MHOIME
rojibi nociie onepanuu No uMnaanrauun. Kpome toro. yacro jaoGpokauccTrennoce
00bI3BECTBIICHHE MOXHO YBHAETb Ha MamMMOrpadHuccKHX CHHMKax B OCTAJILHOM
310POROH NMApPEHXHMATOZHON TKAHW MOJIOYHOM XKejedbl, Jake CCAU 10CIeHAs
HUKOrAa He [0ABEpPIATach XMpYpruycckoMy BMmelnarcabctBy. Kak npasuno. una
PEHITEHOBCKOM CHHMKE M0400MbIC JI00OPOKAaYeCTBCHHBIE OTNOXKCHHA KalbLHSA
OTIMYAIOTCA  OT  KalbUMUKAUMHA, KOTOpLIC CHFHAIM3MPYIOT O  HAJTHUHK
3JI0Ka4€CTBEHHOM onyXonn. ONbITHRIA Bpay-peHTrEHONOr Cnocoben OlpeaeanTb.
ABJAETCA U HATHO KailbUHS A00pO- WilK 310KAYCCTBEHHBIM 00OPa30BaHHEM, O/IHAKO
HHOF/1a, 4YTOObI HCKNOYHTH 3/10Ka4YCCTBEHHYKO OMYXOJib. MOXCT noTpeboBarhes
Ouoncus. Het ;10Ka3a1cNbCTB TOTO, Y10 Y XEHILHH C IPYIHbLIMH HMILIAHTATAMH
TaKHe OTIOXKEHHS BCTPCHAKOTCS Hallle HIH PEXC, YEM Y HKCHUIMH 6C3 HMILTAHTATOB.
MHorIHe roibl CyCTs ¥ HEKOTOPLIX 1HALLHEHTOR MOXET 00pa3oRaTLCs TOHKHHA ClOH
KaJIbLMEBLIX OTIOXKCHHHA 8 GUOpO3110#H Kancylic Bokpyr umnaairara. [Tpaktiuecku
BCCT/1a TaKOE 00pa30BaHHC CBA3AHO C KancyNApHON KOHTPaKTYpOit, HO HE Bhi3bIBaeT
KaKuX-1bo U3RECTHHIX 1pobnem.

IKCTPY3INA HMILIAHTATA/3AMC,ITIEHHOC 3a%KHBJICHHE PAHbI

UpciMeplioe /1aBjieHHEe NOKPOBHBIX TKaHEH. NCPEAO3UPOBKA CTEPOM;I0B MpH
00paborTke XHpYpPruueckoro KapMaHa Ul UMIJIAHTaTa. a TakKKE XHMpYprHucckas
MM BHCLUHAA TpaBMa MOTYT CTaTh HPHUHHOM Pa3BUTHA HEKPO3a KOXH H/MIM
OTTOPXEHHUS TKAHCH, IIPUBO/IAILCTO K OTKPBLITHIO HMMIAHTaTa.

JlanHoe OCNOXHCHME JO0BONBHO PCAKO HabMO/1aeTCa Y NALMCHTOB, MEPEHCCLINX
OHCPAUMIO MO  YBENMYCHHMIO TPYAH, HO HMHOrAa OTMmcuaeTca npu  Oonee
TPaBMATHHHBIX JUIS MAIKAX TKalCi YCAOBHAX PCKOHCTPYKUWH IPyIdH 1oclie
MacTIKTOMHU, MECTHOTO [IOBPEHICHUA TKaHM WHan obayuyenus. [lo-suaumomy,
30Hbl  pyOucBanus, ocodetiHo nocae  ofuiydenus, namboice  1ojBEPKEHbI
noppexacHuto.  [Ipy  OKCTPY3WH  MMNJAHTATOB  MOXKCT _ NOTPCOOBaThCA  MX

implant. This is almost always associated with capsular contra
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 unduc 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 are

especially after radiation to that area, seem to be the most vulnerable to
disruption. Extruded implants may need to be surgically removed.
Wrinkling of the with  Cosmetic
Results/Asymmetry

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

devices rarely demonstrate wrinkles. Some have described camouf

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
decgree. Asymmetry is usually related to the inability to totally correct for
preexisting disparity between the two breasts. It can also be att

surgical error, asymmetric contracture. or rupture of the implant.
Lxcessive buildup of collagen at the incision sitc during the healing
process causes some paticnts to develop scars of cosmetic concern.
Keloid scars, which do not respond well t

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 trcatment. which may include steroid
injections to break down the collagen or surgery to revise the position,
direction or line of the scar.

Implant/Dissatisfaction
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XHPYPTHYECKOe YaaNeHHE.

Cmopunsanne HMILIAHTATA/HEYAOBJICTBOPEHHOCTH
Pe3yabTATOM/RCHMMCTPHSE

O6pazosanne BUAUMBIX HW/KIN 1IANBIAPYEMBIX MOPHIMH B WMILIAHTATE CEBA33HO C
MCTOHYEHHEM MOKPOBHLIX TKAHEH, CTENEHBIO KANCyAAPHON KOHTPaKTYphf M
CTPYKTYPOH nosepxsocTv o0onouxku mMmnaantata. Ha TpaawnuonHod riaakoit
NOBEPXHOCTH TElieBHX MMIIAHTATOB MOpUMHLI obpasytotes pezako. HekoTopuie
aBTOPb OMKCHIBAIOT METOAMKY MACKUPOBKH CMOPLIHBAHWA ITYTEM INECPEMEILCHHA
coGcTBenHo#t xupoeoll Tkanw B o6nacTh Hay HMIUTaHTaTOM. Xupyprudeckas
omnbKa, paHee 1IPUCYTCTBOBABINAA ACHMMETPHA WIM M3bAH, obpazoBanue
KEJIOMAHOTO TNOC/CONEPALMOHHONO pybua, BpeMs, yBeNMMYCHHE MM CHHKEHUT Beca,
BepeMCHHOCTS H KOPMIICHHE TPYALIO — BCE 9T0 CIIOCOOHO YXYAIUHTL 3CTETHYECKUE
pE3yNbTaTH B NOCAEONEPAUMOHHNHA nepHoa HAY B nocaenytowiem. B GonbmuncTse
CIlydacB CO BpeMeticM TPYAb (C MMILIAHTAaTAMU WK Oe3 HHX) B TOM MnM KHOM
CTEneHH ONycKaeTcs. ACHMMCTPHA OOBIMHO CBA3aHa € HEBOIMOXHOCTBIO
NONHOCTHIO CKOPPEKTUPORATL UCXOAHOR pasidyHe MCIKRY MONOMHBIMU XKCNCIAMH.
Kpose 1010, 0Ha MOXKCT ObiTh BhI3BAHA XHPYPrU4ecKOi OnIMGKo#H, aCHMMETPHUHOMH
KOHTPaKTYPOH WK pa3pbiBOM HMIUIAHTATA.

YpesmepHoe paspactalide BOSOKOH KOJUIareHa B MECTE paspesa B Mpouecce
3aHBJCHUA NPUBOAMT K OOpPa30BAHMIO Y HEKOTOPHIX HALMCHTOB HCKPACHBHIX C
KOCMETHYECKOH TOuKH 3peHns wpamos. Kenoupubie pyOusl, KOTOPHE RROXO
ROARAKITCA JIEHEHHIO, 334aCTYIO Pa3pacTAlOTCA 3a NPEACHbl UeXoaHoro pydua u co
BpeMEHeM MOTYT IPOAOIKATE YBeInIHBaTheA. [Hneprpoduueckue pyObub B LETOM
OTPaHKUMBAIOTCS  Mpe/IeiaM#  WCXoaHoro pybua w  Xopomo  noualores
KOPPEKTHPYIOIEMY JEUCHHIO (MHBCKLMM CTEPOUAOB ANA KOHTPOAA BuipaboTKH
KOAArcHa WM XHPYPruYecKas onepaius no KOppexuui BON0XEHUA, HanpasneHns
nau IUHAR pyOua).

Bo3MoXHbIC peAKIAN HA CHANKON

JlaHHBI# TEKCT SRASETCH  KPaTKWM  0030pOM  OIIMCAHWA, M(PSACTABICHHOTO B
MEAMUMHCKOM nuTepatype. Komnawua Mentor npuzHaer, wro HHgopmauus B
NaHHOM TEKCTE HOCHT BbHICOKOCMCLUHANHAMPOBAHHLIN Xapaktep. 1eM He menee,
BpaycOHa#s »THKA M IIPaKTHKA ONPEACNAIOT XUPYpra KaK NOCPEAHHKE MCOXKIY
NPOM3BOAMTEAEM TIPONMMCHIBAEMOIO  MEAUMHUHCKOTO M3ZCIUA M NALUCHTOM.
[Ipobuierta BO3MOXKHON R3AUMOCBA3H MCKAY HCMOIL30BIHHEM CHITHKOHA (M APYIHX
MUMILIAHTHPYEMbIX MaTEpHanoB) W pa3BUTHEM pasiuuubix saboneBaHui asngerca

KOCMCTHYCCKHM

Possible Reactions to Silicone

This text contains a brief summary of information from the medical
literature. Mentor recognizes that the information contained within thi
text is highly technical. However, medical ethics and practice dictate that
the physician must be an intervening party between the manufacturer of
prescriplive medical devices and the patient. The issuc of the possible
relationship between silicone (and

various diseascs has becn the subject of significant scientific debate.

Concerns include immunological and neurological disorders,
carcinogenicity and connective tissue disorders.

Despite numerous anecdotal reports of cstab

connective  lissue discases attributed to the device, multiple

epidemiological studies have very consistently shown no significant
association between silicone breast implants and any established or new
conneclive tissue or other immunological diseases. Four prestigious
multispecially scientific expert panels have

reviewed the published literature on this topic, specifically as it relates to
siliconc breast implants, and have issued lengthy reports on their
findings. These cxpert pancls 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 1OM 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 tiss
diseases. Essentially the same finding was reported in a 2011 updated
review of the epidemiology literature published in the peer

medical literature in 2011.Coincident neurological problems such as
multiple sclerosis and amyotrophic lateral scl

in a small number of breast implant patients. Subsequent studies have not
demonstrated a relationship between any neurological disease and breast
implants.

Several studics have been conducted to determine the carcinogenic risk
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O6eCnoKOCHHOCTD BbI3BIBAKOT
KaHUCPOreHHOCTD #H

NpEeAMETOM  JKAPKHX  HayY4HHX  CROpOB.
UMMYHOJIOTHHYECKHC M 1ICBPOJIOrHYECKHE  HAPYIIeHHA,
3a00/1eBaHUA COCAHHNUTENLHON TKAHH,

HecmoTpa Ha OOIMMPHYIO KA3YHCTHKY MO NOBORY /IaBHO W3BECTHLIX M HCAABHO
ONHCAMHBIX 3a00nepaHuii  COCANHUTENBHOR TKaHW, KOTOpHIE CBA3BIBAKOT €
FIPHMEHEHHEM UMILTIAHTATOB, MHOMOYHCIICHHbIC INUACMHONOTHYECKHE
UCCNENOBAHUA FOKA3ANH OTCYTCTBHE KaKOH-THMOO 3HAUKMOH B3aWMOCBH3W MORILY
HPHMEHEHHCM CHJIHKOHOBBIX TPYAHBIX HMIUIAHTATOB W MOOBIMH M3BECTHLIMY MM
HOBHIMM 3a00NeBaHHAMU  COSAMHMTENLHON TKAHH # HMMYHHOH CHCTEMBL
Ananuiom nybGaukaunii B MCOMUMHCKOH JIMTEPATYpe, NOCBAICHHBIX JAaHHOMY
BOMpocy (B HACTHOCTH TEX, KOTOPHIE KaCalOTCA CUAMKOHOBLIX TFPYAHHX

WMILUIAHTATOB), 3aHHMAIHCh  HCTHIPC  ABTOPHTETHBIE  HAYYHBIC  [PYNn)
CNEUMANUCTOB B PasNuYHBIX oOmacTax meauuuin: Hezasucumas anannTHveckas
rpynna  (Independent Review Group) (uasHayennas riasHBM — BPauoM

BeankobpuTanun). Haugonanehmii komurer no Hayke (National Science Panel)
(nasHaveHHBIK cyaveil Pointer no acny MDL 926 no aeny MDL 926), Huctutyr
meanumusl {Institute of Medicine (IOM)) u lMporpamMa 10 OLEHKE HAYYHO-
TeXHH4ECKHX Bo3MokHocTeil (Scientific and Technical Options

Assessment (STOA) Programme) (yrsepxaexnas Esponapnamenrom). [lo
pesybTaTaM 3TOrO aHanu3a ObUIM COCTaBCHH 00BReMHBIE oTdeTH. Bee uerwipe
aBTOPUTETHMX OpPraHa NPHLMIK K €AMHOMY 3aKAIOYCHHIO 00 OTCYTCTBHH KakHX-
Aub0 SBHBIX JOKA3ATENbCTB, CBUACTENBCTBYIOWMX O 1IPHMUHHO-CIEACTBEHNO#M
CBA3H, WIH NOATBEPAACHHON 3aBHCHMOCTH MCKAY NPUMEHEHHEM CHIHKOHOBBIX
WMNAAHTATOB MOJIOYHOM JKene3bl W PHCKOM DAa3BHTHA H3BECTHBIX HIH HOBBIX
aYTOMMMYHHHX 3abonepaHnif  unn  3abonesaHuil  cocauHMTENBHON  TKaHM.
IlpaxTiyecky TakHe e pe3ynbTaTh NpeACTaBiNCHB! B oOHoBIeHHOM 0630pe 2011 T,
MOCBALCHHOM  JNWAEMHONOrH4ecKkMM  nybnmkauusm 8 pedepupyemoi
MeanUMHCKONA nHTepatype 3a 2011 1,

ComnyTCTBYIOIME HEBPOROTHYECKHE APOGICMBI (HANPHMED, PACCEAHHLIH CKNEPO3 U
GokoBoli amMHOTpodHuYeCKMil cKiepo3) oTMedanuch y HeSonbimoro uyucna
NAaUMCHTOB ¢ rpyAHbIMH WMINaHTaTaMH. [locncayiomue MCCae/N0BaHWS  He
BLISBMAK  B3AUMOCBA3H  MEXKAY  HCBPONIOFMMECKHMH  3a0O0NeRaHUAMH W
APUMEHCHHEM TDY/IHBIX HMIIAHTATOB.

Beino NPOBCAEHO HECKOABKO WCCNE/OBAHHI ¢ UCALIO OUESHKH KaHUCPOTEHHOCTH
FPYAIBIX  MMINAHTATOB, KOTOPHE HE MOATBCPAMAM  NPERNONOKCHHE 0

of breast implants and no evidence of increased risk of cancer has been
demonstrated. Continuing assessment of both known and possible risks
associated with breast implant surgery is ongoing.

No credible reports on birth defects or other

humans associated with implantation of silicone breast implants of any
type have been identificd in the literature. Recent studies sponsored by
Mentor provide further evidence that silicone materials used in breast
implants do not causc adversc reproductive effects in cxperimental
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 succes

It is known that any breast surgery such as breast biopsy can affcct the
quantity of milk produccd. 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 studics 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

pregnancy, fetal development. breast

offspring.

The report sponsored by the IOM. “Safety of Silicone Breast Implants,”
relcased 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 ncurological problems. The committee also
concluded that there is no evidence that mothers with implants pass
silicone on to infants when breast-

Anaplastic Large Cell Lymphoma
Based on information reported to global regulatory agencies and found in
medical litcrature, an_association has been identified between breast
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MIOBBIIUEHHOM PHCKE pa3BuTHA paka. Ha navHutil MOMCHT HCCNIEH0BAHKSA 110 OLIEHKE
MIBCCTHBIX H MOTCHIMANBHLIX PUCKOB, aCCOLUMMPYEMBIX € XHPYPrUHECKUMM
OFIEPALIMAMK C HCIIONL30BAHHEM IPYAHBIX HMILIAHTATOB, HPOAO/IKAIOTCH.
HOCTOREpHLIX IaHNBIX O BPOXACHHBIX AcheKTax W Apyrux nobounsix AeficTBHAX
Ha PENpORYKTHBHYIO CHCFEMY UYeNIOBEKA., CBAJAHHLIX €  HCNOJL3OBAHHEM
CHAMKOHOBHLIX MPOTE30B MONOYHOM Xeneswl N0OOro THna, B JIHTEparype He
obnapywxero. Tlocnemuue wuccAenOBaHHA, CMOHCOPOM KOTOPHIX  BBLICTYMNNA
KoMmaHua Mentor. no3zBonunu MOMYYMTL 1I0BbIE JOKA3ATEALCTBA TOrO, YTO
CHJIMKOH, HCNIONb3yeMblii AAf TPOM3BOJCTBA APOTCIOB MOJNOYHOMN KEIE3H, He
oxa3biBaeT noGoyHoro  achcrena Ha  PCIIPONYKTUBHYIO  CHCTEMY
OKCEPUMEHTANbHBIX KUBOTHLIX.

HecmoTps Ha TO, 4To TeopeTHucckd mobas Xupyprudeckas onepauus Ha
MOJIOYHBIX KEE3aX, B TOM HHCIC HMMIAHTALHA TPYARBIX NPOTE30B, CNOCcobHa
Hapymmts BbipaboTKy AOCTATOMHONO KOMHMECTBA TPYAHONO MOAOKA, MHOrHe
KEHIUMHB! ¢ IPYANBIMU HMIUIAHTATAMK YCTICWIHO XOPMAT CBOMX ACTeH rpysio.
Uasectnno, yro mobas onepanus Ha MONOYHBIX Kene3ax (HanmpuMep, rpyanas
GuoncHa) MOXKCT NOBNUATH Ha KOINYECTRO BeIPaGaThiBAEMOTO IPYAHOro MoNOKa. B
1OCTICAHHE TOABI HE pas MOXHHMAICH BONIPOC O CTIOCOGHOCTH CHAKKOHA NPONKKATH
B iPYAHOE MOJIOKO Y XEHIUIMH ¢ CHAMKOHOBBIMH rPYAbIME MMILIAHTATAMH U €10
NOTEHUMANBHOE BO3ACHCTBUC Ha 300POBEC BCKAPMAHBACMBLIX TPYAHBIM MOJOKOM
acreit. OAHAKO Cambic MOCIHCAHHE WCCIACAOBAHMS NO3BONMIIN TIONYHHTb BECKME
A0Ka3aTeABCTEA OTCYTCTBHA B33MMOCBAZH MEKAY CUANKOHOBEIMK FPYAHBIMH
MMINAHTaTaMK W pasBuTHeM NOOOUHEIX 3P(PeKTOB y BCKApMIHBAEMBIX IPYAHLIM
mMonokoM Zereif. CrneumaiucTel AMEPHKAHCKONH aKkaaeMhu nenuatpuu (American
Academy of Pediatrics) npuiunm K 3aKmio4eHHIO, MTO Y KEHLUIWH ¢ HMNAAHTATAMH
HET NMPHYHH OTKA3HBATLCA OT Kopmicnkuda rpyasio. B 2000 roay crenmanucrs
Esponciickoro  xomurera no o0ECnNedYeHWIO KaduecTsa W KOHTpoONs  3a
MEANUMHCKUME W3IENMAMH, TIPE/IHA3HAUCHHBIMK JiAS 1I1I3CTHYECKOH XHpPYpruu
(European Committee on Quality Assurance and Medical Devices in Plastic Surgery
(EQUAM)), npuny K 3aKAKONCHUIO, YTO TPYAHBIE WMNJIAHTATH, HANOMHEHHHIE
CHJIHKOHOBBIM FefleM, HE OKa3biBaIOT NoDOYHOro AE/CTBMR Ha NpoTexande
OepeMeHHOCTH, pazBHTHE U0, TPYRHOE BCKAPM/WBAHUE HNM BCKAPMNMBAEMEIX
TPYAHLIM MOJIOKOM AeTeil.

B oructe «Safety of Silicone Breast Implants» o GesonacHocTH npuMmeHeHns
CHNXNKOHOBEIX WMMAJIAHTATOB, BHNyuleHHoM B nionc 1999 roza npu nopaepkke

implants and the development of anaplastic farge cell lymphoma
(ALCL), a type of non-Hodgkin’s lymp

implants have a very small but increased risk of developing Breast
Implant Associated ALCL (BIA

adjacent to the implant, with

documented potential for local, regional, and distant spread of the can
with mortality reported in rare cases.

BIA-ALCL has been rcported 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

the varied mcthods used to create surface texture of the implant and the
role of biofilm in causing diseasc, among others.

You should consider the possibility of BIA

presents with a late onset scroma (at least 1 year and on average 7 to 10
yecars following implantation), breast mass adjacent to the implant
capsule or lymphadenopathy. Work

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 requircs needle or open lissue 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

Once the diagnosis of BIA-ALCL has been established

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 inciudes the removal
of the implant and the entirc surrounding implant capsule in addition to
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Hucruryra megnuunet (Institute of Medicine (IOM)), oTmeuaerca, uto puck
pasBUTHR paKa, MMMYIIONOFHYECKOro 3a001EBaMA WIIH HEBPOIOTUHECKMX NPoDIIEM
Y XKeHIUKH ¢ CUIHWKOHOBLIMH PYAHBIMH WMILIAHTATAMH HE (IPEBHIIACT PUCK MX
PaZBMTHA Y OCTaJIbHONW nonynsunu. KOMHTET TaioKe ApUUIET K BwBOLy 00
OTCYTCTBUM AOKA3ATCALCTB MCPCAAYM CHAHKOHA ACTAM uYepe: rpyAHOe MOJOKO
KEHIIHH C TPYAHLIMH HMILTAHTATAMH.

AHAILIACTHYCCKAS KPYNHOKAETOIHAN AnMpPoma

Ha ocnoBannu uHpopMaUHH. NPeROCTABNCHHON MCKAYHAPOAHBIM OpIaHaM
HOPMAaTHBHO-MIPABOBOTC  PCryHPOBAHMN W MOHEPNNYTOR M3 Meannuuckol
AUTEpaTYpHl, Oblila BHITBACHA B3aUMOCBS3bL MENJIY FPYAHBIMKH MMIIAHTATAMM H
PasBUTHEM AHAIUIACTHYECKOH KPYITHOKICTOYHOH suMpomu (Anaplastic Large Cell
Lymphoma (ALCL). oauo# w3 dopM HexopxxiHCKOH numpomu. JKeHmunm ¢
FPYAHLIMH HMTINAHTATAMHU NOABEPraloTCA HE BEChMA IHAYMTEALHOMY, RO MPU 3TOM
NOBBIICHHOMY pucKy paseuTHs ALCL (avaniacTuyeckoit KpYMHOKICTOMHOMH
numpombt), CB23aHHON ¢ rpyaHbiIME BMiianTataMu (BIA-ALCL), B kuaxocts nau
pyOLOBO# kancyne, npHacralomed X MUMMJAHTATAM, NPM OTOM JIOKYMEHTAABHO
NOATBEPKAACTCH BEPOATHOCT PACPOCTPAHEHHS PaKa Ha MCCTHOM, PEFHOHANEHOM
H OTAaneHNOM YPOBHC H COOOLLACTCA O PEAKUX CMEPTENLHEIX CITyuasX.

Bo muorux crpanax mupa coobuanocy o passutik BIA-ALCL y nauuenvos ¢
MMABAHTAMK B aHaMiie3e, B TOM YHCIE ¢ rpyAHBIMM MMMAHTATAMM OT KOMi{IaHHH
Mentor # ApyrUX HPOU3BO/IMTECH, KOTOPHIC PasIHYAKITCA B MIAHE XAPaKTEPHCTHK
IIOBCPXHOCTH. BLIMycKAeMEIX Moaene#H u gopM. B nurepatype no Gonbluel yacTu
OMKCLIBAIOTCA CRYHdH HCMONb3OBAHMA TEKCTYPHPOBSHHEIX HMILIAHTaTOB. B
HECKONBKHX XYPHANLHBIX CTaThiX HCCNEAYWTCA GaKTopm pucka paseHTHA BIA-
ALCL, exaioyas paiiuuHble MCTOAB., HCNOAL3YCMBIC ANS CO3JAHWA TEKCTYphI
HOBCPXHOCTH MMIUIAHTATa, H, HOMHMO DPOMEND, pOib OHOMIEHKH B PasBHUTHH
sabonepanui.

Heobxoaumo yuuThiBaTE Takoke M BepoaTHocTb paseutus BIA-ALCL B Tex
ciIyHasnX, KOrA2 y NAUUCHTA NPOABAAETCA NOIAHAS cepoMa (KaK MHHHMYM, vepes |
rog v B cpednem ucpes 7-10 aeT nocne uMnIAHTaRKM), MoABAAETCA 00BEMHOE
o0pazoBaiyic B MOJIOYHOH Xencse, MpUIeraoliee K Kaucyae umnnantara, aubo
AHarHOCTHpYeTca auWMbaneHomatus.  (fcieaoBadve nNaupieHTa Ha TIpeAMET
OTAOKEHHOIO YBEMMYCHUA HWMIAHTATZ MOJIOHHON IKENC3bl, YCTAHOBAECHHORO
panee, skmouaer Y3H uan MPT ¢ uenpio smiABneHMs cepombl Wiau THMEPOMEL.
JMariocTHKa HaYHHACTCA TPH AOCTYMICHHH ¢ IIYHKUHOHHON OHONCHH KaK MOXKHO

associated masses and lymph node involvement.7

Please report all confirmed cases of BIA
in the ADVERSE EVENT REPORTI

FDA provides additional information regarding questions and answers
for BIA-ALCL. please visit:
hitp://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/Im
plantsandProsthetics/Breastimplants

fucm?239995.htm

Please note for latest diagnostic an
Comprehensive Cancer Network (NCCN) guidelines

Gel Bleed

The gel in an implant consists of large three

molecules that constilute about 20% of the total weight of the gel. The
spaces within these molecules arc filled with medical grade viscous
silicone fluid. This viscous fluid is similar to thc materials available in
many products including antiflatulence medication, available without
prescription for infants and adults. A small amount of this m

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 wherte it is gradually picked up by certain “scavenger” cells
of the body’s immune system, called macrophages. Normally, these cells
try to destroy foreign material such as bacteria. However, if the material
(such as silicone) cannot be destroyed. it is carried to the lymph glands
by the macrophages. As noted in the section on Possible Reactio
Silicone, (he STOA report published in 2000 concluded: “Studies do not
point to an association between siliconc implants and serious health
risks, such as cancer and conncective tissue diseases.”

Granulomas
It is possible for a granuloma to form aro
Although these lumps are noncancerous, they can be difficult to
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CONbLINEro KOAMYCCTBA KUAKOCTH (MHHMMYM S50 MA) npu  HMCNOJB30BAHNM
YALTPA3BYKA JAAN NEpeMellleHns M 3aWMThl  uMmiaHrata. [Ipw  Haanukm
COMHUTEIbHOrO 00pa3zoBaHuA HEOOXOAMMO OCYUICCTBHTD MYHKUMORHYIO OHORCHIO
MIM OTKpHITYIO Guoncmw TkaHel. OO6pazup cieAycT HaPaBNATH N2 AHAJM3
MOP(ONOTHH KAETOK NOCPEACTBOM NPOBEACHKA LMTOAOFHYECKOIO MCCRENOBAHNA,
MMMYHOTHCTOXMMHYecKOoro aHanuza CD30 w ALK (kunashl awannactTuueckoil
nuMPoMbl), 3 TAKKE MPOTOYHON IIUTOMCTPHH I HCCNEAOBAHUA, KOSUYECTBEHHOH
OLCHKM W XapakTCPHCTHKM T-knerok B obpasuax. Jlis nocTaHOBKH  WIH
uckmoyenus auario3a BIA-ALCL HacrosTensHO pexoMCHAYETCA KOHCYAbTAIMA
reMatoniora B CHeuyain3upoBaHHOM OHKOJIOIHYECKOM LieHTpe. B ToM caydac, ecan
nocrasneH auarsos BIA-ALCL, neyainvM Bpauam HACTOATENbHO PEKOMEHAYETCH
APOKOHCYNLTUPORATLCA C MPYNNOA CNCUHANMCTOR Pa3NMYHOre Npodung, BXmMoyas
OHKOJIOTOB, NATO/IOTOB, OHKOXHPYPTOB H IIACTHYECKUX XUPYProB. Pexomcnaaimu
HaumonansHol cetH muoronpodpuabnbLix oHkonornyeckux yupexxacuuii CLLA
(The National Comprehensive Cancer Network (NCCN) mo  scyenuio
anarsoctuposantoii BIA ALCL npeaycmaTpusalor ynanenie umnnasiTara i BCei
OKpyXatouleH Kancy/iht HMINAHTATA B JONOMICHNE K YAAICHHIO [IPHCO/AMHCHHBIX
obbemHbIx 00pazoBaHnii ¥ NEYECHUIO TIPH NOPBKEHHH IMMBATHYIECKUX Y3108,
[Ipocum cooluae 000 Bcex noaTeepKACHHMX cnyyasx BIA-ALCL 8
COOTRETCTBHH C TMOAPOOHBIMM MHCTPYKUMAMM, COACPXKAIlMMMCE B pasgene
«OTYETHOCTD O HEXEJIATEJIbHbIX ABJICHUAX»,

YnpasaeHue NO CaHMTAPHOMY HaA30py 3a KauecTBOM FNHMIEBBIX NPOAYKTOB M
meauxameHToB CILIA (Food and Drug Administration (FDA) npeaocrarasct
ACTICNHHTENBHYIO HHPOPMAUKIO B OTHOHICHHH BOTIPOCOB H OTBETOR 10 Teme BlA-
ALCL, npocyM noceTuTs ClcayioUui pecype:

http://www.fda.gov/Medical Devices/ProductsandMedicalProcedures/ImplantsandPr
osthetics/Breastimplants/ucm239995 htm

[IpockM 0OpaTUTL BHHMAHMC 118 CIEAYIOWEE: AR TOTO, YTOOK! Y3HATh O MOCAERHUX
METOAAX AWATHOCTUKH M JieucHus, obpawafiteck k Pexomengauvwam HauuonanbHoii
ceTM MHoronpoduisHeix onkonornwdeckux yupexacHuid CIUA (The National
Comprehensive Cancer Network (NCCN).

Hpocaunsanne reas

HUcnonb3yeMulil B MMIIAHTaTaX T€/lb COCTOMT H3 KPYMIIBIX OAMHOYHBIX MOMICKY C
CCTKOM TPEXMEPHO#H CTPYKTYPH, KoTopsie cocTarusioT 20 % obwie# macch rens.
TlpOCTPAHCTBO MEXAY THMH MOJIEKYJAaMH 3aNONHACT BAKHA XKHIAKMA CHITHKOR

distinguish from cancerous lumps without being removed (biopsied) and
examined. Granulomas, if large or suspicious for malignancy, may nced
to be biopsied or surgically removed and examined.

Other Possible Reactions

o Thrombosed veins, rcsembling large cords, have temporarily
developed in the area of the prosthesis and have resolved without
surgical or medical therapy.

» Pain from an improperly sized and/or placed im
compression of nerves or interference with muscle movement. may
occur.

e Hypertrophic scarring has been reported.

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

Instructions and Precautions for Implant Removal

Standard surgical approaches and practices should be uscd should
implant removal be necessary. The entirety of the device nceds to be
removed. In the case of a ruptured gel implant, all of the gel

removed as far as possible.

*dccording to Order 1113n of 19.10.2020 corresponds to the term "adverse events
and adverse reactions”.
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ME/IMUHHCKOTO Ha3HaueHHs. JTa BA3Kas >KHAKOCTL AHAJIOTMYHA MaTcpHanam,

NPUCYTICTBYIOWMM BO MHOTMX 1IPOAYKTaX. B TOM uucie Oe3peuenTypHbIX

npenapatax OT TMOBBINEHHOTO ra3oo0pa3oBaHus 11 JeTed M BIPOCTbIX.

Hebonbioe KOMHYECTBO CHAHKOHA MOXET MPOHHUKIYTh (NPOCOYHTBCA) uepes

o0onouky uminantara. OCHOBHas €ro 4acrb NpuU ITOM OCTaeTCH Ha CrenkKax

uMmnianTarta. HesnaunreiabHoe KoMuecTBo noiaaaet BHYTpb Gubpo3Hoit kancybl,
rac MOHCMHOIY MOADMPAETCA KIETKaMU-yOOpUINKaMH WMMYHHOM CHCTEMbl —
makpodaraMu. B HopMe JTH KICTKM OTBCHAIOT 332 YHHYTOXEHMC HHOPOAHBIX TCI.

Hanpumep, Gakrepuii. Ho ecau Mmartepuan (Hanpumep, CHIMKOH) He NOANAETCH

paspyuieHio. Makpodaru nepeHocaT ero B Tumdartuyeckue yiisl. Kak otmeuaercs

8 pasaeie «Bo3MOXHBIC peakuuH Ha CHIMKOH», B oT4ycTe [TporpamMmel no ouctike

HayuyHo-TexHudeckux BosmoxHocrei  (STOA) ot 2000 roaa mnpuseaeHo

cicayromee  3akiouenuc:  «Hcenenosanms  ne  BbIABUAM  CBA3ZH  MeXIY

CHJIMKONOBBIMHA MMMAAHTATAMM U CEPbCIHBIMM PHUCKAMH AN 340POBbA. HALIDHMED,

pakoM U 3a00JCBaHUAMH COCAMHHTCIBHON TKAHUY.

I'panynembi

Jlaxe Bokpyr HeGOABWOO 00BEMA CHIIMKOHA MOTYT 00Opa3oBbIBATLCA I'PAHYNEMDI.

M x0Ta 3TH y3eAKN He ARASIOTCS 3N0KAYCCTBEHHBIMH, UX ObIBAET CJIOXKHO OTIHYUTD

OT 3JIOKAYCCTBEHHOH rpamynembl 0€3 y/1aieHus (OMOICHM) W HMCCNE/OBAHU.

Kpynusle M noxoxHe Ha 310KaYeCTBCHHOE HOBOOOPA30BAHHE IpallyeMbl

1no/AcKaT OHONCUN HITH XUPYPIHYCCKOMY YARIEHHIO W UCCIICAOBAHHIO.

[pounc Bo3MOKHbBIC peaKIiHH

¢ Bo3moxkHO BpeMeHHOC pa3BuTHe TpomOo3a BCH B 0061acTH 11poTesa (NpH y10M
OHU CTAHOBATCA IIOXOXKHMH Ha TOJCTHIC XIYyThl), KOTOpPBIA 1poxoaut 6e3
XHPYPrH4eCKOro BMCLUATE/ILCTRA HIIH MEIMKAMEHTO3HOTO JICHEHHS.

o BosmokHa Oonb, BbI3BAHHAA YLICMJICHHEM HCPBOB MM  3aTPY/HEHHbBIM
COKpallleHHCM  MBILULL M3-33 HCMPARWILHOTO pa3sMepa W/HAW  pa3MeLICHUA
MMINaHTaTa.

H3secThbl ciyuan obpasosains runeprpodpuueckux pyouos.

e llpu 3HaUMTEALHOW CTENCHM A,UCIUH  TKAHEH BOIMOXHLI TPY/AHOCTH C
yaajnenHem 1poresa.

HHcTpykuns it Mepbl IPe0CTOPOKHOCTH NMPH H3BJICYEHHH HMILIAHTATA

[Tpu HeoOxoaMMOCTH YAICHUA MMINAHTATA CAE/IYCT MCIIVIL30BATL CTAH/\APTHbIE

XHpYpruucckue noaxoan U npaktuky. lpu sTom HEoGX0MMO y/18AHThL U3acaHe

noanocThiy. B ciiyuae pa3pbiBa 3anonHeNHoro reaeM WMMANAHTaTa Cae)lycT no
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BOIMOXKHOCTH YAAnuTh BECh I'CND.
*Cocaacnv Ilpuxazy 1113n om 19.10.2028 coomeemcmsyem mepyuity «nebiazonpusminsie
CODMMUR 3 HENEAAIMETVILNIE PEAKIUNY.
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OTUETHOCTD O HEXEJIATEJBHBIX SIBJEHHAX

Jna nauventa/nonszosarens/tpervero avna 8 Esponeiickom Cotoze u B cTpaHax ¢
HACHTHYUHBIM NOPANKOM HOPMATHBHO-NPABOBOr0 PEryJIMPpOBaRHA. B Cliyvyac. €CIIH
80 BPSMA MCNOJb30BAHHA RAHHOTO HINCAUA WX B PE3YALTATE €0 UCNONLIOBAHUA
NPON30LLEN CCPLE3HHA HHLMACHT, MPOCHM COOOWMTH 00 ITOM MPOH3BOAMTEINID
WM ero ynomioMOMeHHOMY FIpeACTABHTENO, A TAKKE B Balll HAUHOHANBHBLIA
YRNOJAHOMOYEHHEIH Oprau.

OUERKA H3AEJINA

Komnanua Mentor Tpebyct Heszameanutenbho coobutats 000 8cex caysasx
OCNOXHEHHH W/HNKW SKCNNAHTAIMK NPH  (IPUMCHECHHH HACTOSLIETO M3ACAMS
MECTHOMY NPEACTABHTEMO KOMMNaHuH Mentor, KOTOpHIi HeCeT OTBETCTBERHOCTh 3
yBeaoMlieHHe oTAeNa npetensud  komnawuk Mentor. [lpu  ueobxoaumocTu
IKCIUIAHTALWH KoMNaHus Mentor opraunzyer aHann3 W3BNCHEHHOrO U3ACAUA, NPH
3TOM HEOOXOAMMO MONYuMTh pa3pellCHHE NaLMCHTA W Bpaya Ha lIpoBeseHue
MCCNICIOBAHMIN, CTIOCOOHBIX U3MCHHTD COCTORHHE H3NETHA.

PA3IPELIEHHE HA BO3BPAT TOBAPA

Paspemenne Ha BO3BpaT TOBApPa CilejyeT ROAYMHUTH ¥ MECTHOTO MpeaCTaBHTENs
KoMnaHku Mentor jo Bo3spaTa ToBapa. Jng BO3MCWICHHA CTOMMOCTH AN 3aMEHb
TOBapa 011 A0MKEH HMETb

HETIOBPEKACHHKE TEYaTH [POMIBOAWTCAS. 32 BO3BPAT HCHCMONB3OBAHHOTO
H37ENMHA MOKET B3MMATECS 111aTa.

BE3OITACHASA YTUJIH3ALHSA

H3jenua, KOHTAKTHPOBABILHE C MAaTEpHANaMH 4YCAOBEHECKOrO MPOHCXOMICHMS,
MOI'YT BBI3BATL 3apakeHue. YTHININPYHTE ux ¢ codmonenHeM HeoOX0auMBIX Mep
MPCAOCTOPOKHOCTH B COOTBETCTBMHM ¢ MECTHBIMM HopmartuBamH. [Ipumeuanmue:
undopMauua 00 U3ZeAMAX, CBA3AHHHIX €  MOOBIMH  MPETCH3UAMH WM
MNOTCHUMANEHBIMA  HEXENATENbHLIMU  AENSUHAMH, A0MKHA OblTh  HEMELIGHHO
JOBEAEHA N0 CBEjICLIMS MECTIONO MpeiACTABATENA KoMnaHWy Mentor ¢ ucnvio
rozepata (cM. pasaen «OLIEHKA U3AEJINUSA» Buiwe).

ADVERSE EVENT REPORTING

For a patient/user/third party in the Europcan Union and in countries
with identical regulatory regime; if, during the use of this device or as a
result of its use, a serious incident has occurred, pleasc 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

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 Lo be performed which might
alter the condition of the device.

RETURNED GOODS AUTHORIZATION

Authorization for return of merchandisc should be obtained from your
local Mentor representative prior to the return of merchandise.
Merchandise must have all manufacturer’s seals intact to be ¢ligible for
credit or replaccment. 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 cvent shall be brought to the immediate
attention of your local Mentor representative for retum (see “PRODUCT
EVALUTION™ section above).
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HHOOPMALUA, KOTOPYIO BPAY OBA3AH MNPEAOCTABHUTH

IMADMEHTY
YcTaHOBKA FPYARONO HMIIAHTATE — JTO NAAHOBAA INPOLCAYPA, W NAUWEHT JOJDKEH
GoiTh_Hajnexamm o n MUDOBAH O COOTHOLICHUM PHCKA M MOJIb3BI.

Xupypr o0s3aH NpeoCTABUTL KAXKAOMY NOTEHUMATBHOMY NAUXEHTY Creayloumme
MATCPHAIH:
¢ YcTaHOBKA FpyAHOro HMILIANTATA, 3anojmennoro reidem: [Ipnosree
#i(pOpMBPOBAAHOIO PeUlICHHS
Dta wHPOpMAUHA MOXKET OBLITb WCTIONL3OBAHA JUTA O3HAKOMJCHHR MauMcHToB C
COOTHOWIEHHEM PHUCKa M NONb3bl TPH NPOBEICHHH ONEPalUH MO YCTAHOBKE
MMNNAHTATOB, 3anOAHCHHLX reneM.  TlaumeHTy HYXHO NOPEKOMCHAOBATSH
ofayMaTe 3Ty MHPOPMALMIC B TEUCHUC HEACHM NOCHE O3HAKOMAGHHR C 1ei,
fIpexIe YeM pelaTh, ASNaTh Y ONEPALMIO N0 YBENRUCHHIO MOJIOYHOH XKeNe3bl.
* Mavepuann! n3pennit
Ipyauwe wumnnantarit MENTOR, 3anonuenumic renem, COOTBETCTBYIOT
TpeGoBaHHIM GHOCOBMECTMMOCTH B COOTBETCTBHM cO cTaHaaptoMm [SO 10993,
MatepHan, ¢ KOTOPHM MOTYT CONpPHKacaTheA NaumueHTsl, — 310 100% chiaukon,
TNpeaNasHaYeHHBIA AN WIOTOBNEHMA MCAMUMHCKAX uMmnantatoB, OGoliouku
rpyausix  uMmrantatoR MENTOR, sanonHesubiX renem, H3rOTORACHB! W3
CUNMKOHOBOTO 3NaCTOMepa MeAULMHCKOro HazHayeHud. Ofonouku sanoaneHn
MEJIKUAHCKHM KOFCIHBHLIM CHNIMKOHOBLIM FefieM.
« [lpeanonaraemesii cpok cayxbu1 u3aeni 1 nocaeyouge AeHcrsus
Bile 3aBUCUMOCTH OT TOTO, 1IAZHHPYETE JH Bbi OCYMECTBKTL YBENWMYCHHE WAH
NNACTHKY MOJIOYHOH Kejie3nl, HEoOXOAMMO YUMTHIBATE TO, MTO YCTAHOBKA
MMIUIAHTATA HE MOXET ABAATLCA SAMHUUHOW onepauMeir. Cxopee Beero, HyxHo
6yner ofpalliaTbcs 33 KOHCYJIbTALUKEH X BpauaM, KpoOMe TOTO, B TCYCHUE JKHU3HH
NAaUMEHTY C TPYAHbIM HMIJIAHTATOM, BO3MOXINO, NOTPebyeTca AGNONHHTEALHAR
onepauua. YeM Joabllc CPOX YCTRHOBKM FPYAHBIX WMNNAHTATOB, TeM Gonblue
IIAHCOB HA TO, YTO Y NAIMCHTOB BOBHUKHYT OCROXHEHUA, M JNA YCTpaHeHus
HEKOTOPBIX U3 HUX MOXKET NOTPEOOBATHCH ZONOMNHUTENLHAN ONEPAIHA.
I'pyAKbie UMMAGHTATH HE OTHOCATCA K KATETOPHH H3ICNHH. NPEAHAZHAYCHHLIM IR
TIOXKH3HECHHOrO HCNIONbIOBAHKMA. Y IANCHUC HMILTAHTATA C 3aMEHOH HIH 03 3aMenbl
MOXeET HoTpeSoBaTLCA B TEUEIIHE XU3HH NELMEHTA, KOTOPOMY TAKO! MMNNAHT Gobin
YCTaHOBJICH.

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.
each prospective paticnt with the following:

o Gel-Filled Breast Implant Surgery: Making an Informed
Decision

This brochure can be used to facilitate patient education in the risks and

benefits of gel-filled breast implant surgery. The patient should be

advised to wait a week after reviewing and considering this information

before deciding whether to have augmentation surgery.

¢ Device Materials

MENTOR Gel-Filled Breast Implants have met biocompatibility
requirements per 1SO 10993. 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

grade silicone elastomer. The shells are filled with medical
cohestve silicone gel.

¢ Expected Device Lifetime and Follow

Whether undergoing augmentation or reconstruction, be awarc that
breast implantation may not be a one

visits are likely needed and additional surgery may be needed over the
course of a breast implant patient’s life. The longer people have breast
implants, the greater the chances are that they will develop
complications, somc of which may r

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.
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OcHoBHBaACh HA NPUBEACHHON HIDKE HIIGOPMALMY, MOXKHO DKHAATH, HTO CPENHRKH
cpok cnyxOum umnnantaroB MENTOR MemoryGel u Contour Profile (CPG)
COCTABUT JECATH JIET.

Tpeanonaraemelii cpok cnyx6s1 rpyassix umnaantato MENTOR ochHoBriBaeTca
HAa OIlEHOYHO# HacToTe pa3pbiBa UMNNAHTATOE. CYUICCTBYET MHOXECTBO NPHUHH,
CNOCOGCTBYIONIHX Ppa3sphiBy TPYAHOTO MMANAHTAT2, B TOM Hucile — U3HOC
MOCTOAHHOIO M3ACAHA C TEHMEHWCM BPEMEHH BBHAY HOPMANBHOTO ABHXEHUS Tela
YeNOBEKA, HEMPEAHAMEPEHHOC MOBPEKACHHE NPH  UCTIONB30BAHWH  OCTPOIO
MHCTPYMEHTa BO BpeMs onepauMu M ¢H3HuecKoe HANpMKEHHe, BLI3BAHHOC, K
npUMepy, aBTOMOOIILHON aBapHel WM HaNMpAXCHHOHR ACATENbHOCTBIO. YacToTa
pa3spbiBa MOXET BapLHPOBATLCA B 33BMCHMOCTH OT BHAA BLIMOMHACMOH onepauyu
NO YCTAHOBKE TPYAHOro MMMAaHta. B xoac knMHUYeckux uccnefoBaHHH u3neauii
MENTOR nanuenTsl perymapio npoxogatr MPT-ckpuuuHr ang onpeaenecHms 1oro,
HMEI /14 MECTO pa3phle MMANAHTaTa. BakHo OTMETIMTh, uTO Yy OonblMHCTBA
MAMEHTOB He HaOMOARNMCH CHMNTOMBI, CBA3AHHBIE € 2ajdBNCHHBIM PR3PLIEOM
MMNA2HTATOB.

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

The expected lifetime duration of MENTOR Breast Implants is based on
the estimated rupture rates of the implants. There are many causes of
breast implant rupture, including wear and tear on the indwelling device
over time due to normal body motion, 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 brcast 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 (o note that
most patients had no symptoms related to their
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CoBMCCTHMOCTD ¢ MATHHTRO-Pe30HAHCHOH ToMorpadueit (MPT)

MPT - oans M3 A0CTYNHBIX MCTOAO08 BH3YAIM3ALMM JUIR OIEHKH LEAOCTHOCTH
rPVAMBIX WMMAAHTATOB ¥ CTENEHH BO3MOKHOM yTeuku cuimxola. Bsupy ero
BLICOKOH ToYHOCTH MPT 00b14HO ABAKETCA NPU3MAHHBIM CTARIAPTHBEIM METO/IOM,
UCNOJILIYEMBIM  JIS OUCHKH ULEJIIOCTHOCTH TPYAHBIX HMIMAHTATOB, OOBLIYHO Y
nauueHToB ¢ cHMnTomMamu paspuiea (Ahnet al, 1993). MPT ofecncunaer
HE3aBHCHMEIH OT ONEPATOPa NOMHKIH 0030p BCEro UMINLIAHTATA H OKPYXAIOWIHX €10
MAFKHX TKaHeH B PasMuHbLIX MAOCKOCTAX, YTO Q€T BOSMOXHOCTb OLCHUTH
MMIAAHTAT W OCYILICCTBHTL NPEAONCPAIMOHHOC MIAHKPOBaHUE. B uccienoBaimnu
100 naienToB ¢ cumnTomamu Ahn et al. (1993) ycraHOBMIH. YTO MarHuTHO-
pezonancHaz ToMorpadua (MPT) senfcTcs HCYEpNBIBAIOUIMM, HAZCKHBIM M
BOCMPOH3BO/IKMBIM METOJIOM  JHAaTHOCTUKY KaK MHTPAKA!CYNAPHEIX, Tak H
IKCTpaKancyNapHelX paspuisos. MPT Takke nossonuna obxHapyxuth apredaxts,
KOTOpbiE MOTYT BCTYNaTh B MPOTHBOPEHUC ¢ OKOHYATENBHMM A#ArH030M Pa3pLiba
MMELTAHTATA.

MP-BE30[IACHbBIH - Hvnnantnpyemuie usaeaus Mentor, KoTopbic He cofiepxaT
METANAMYECKHX KOMIIOHEHTR CUUTaOTCR® MP- GezonacHsiMy.

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 siliconc lcakage. Owing to its
greater sensitivity, MRI is typically the recognized standard

to evaluate the integrity of breast implants. usually in patients that are
symptomatic for rupture (Abnet al, 1993

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 symplomatic patients, Ahn et al.
(1993) established magnetic resonance imaging (MRI) as a definitive,
reliable, and reproducible technique to diagnose both intracapsular and
extracapsular ruptures. MRI also cnabled the identification of the
artifacts that may interfere with the definitive diagnosis of implant
rupture.

MR SAFE — Imiplantable devices Mentor which don’t contain metal parts
are MR SAFE. ’

Ouenotnan uyacrora paspwsa rpyausx amnaastatoB MENTOR ¢ Teucunem
BPEeMCHH, 10 AaHALIM KNHHHYeCKHX uccnezopanuit MENTOR.

Yacrora paspuisa paccudTbiBactes meroaom Kannawa-Metiepa. B cooreercTBiE ©
meroaoM Kannana-Mekepa OCYUICCTBASETCH [IOMLITKA YY€Ta UIAHHEHTOB, C
KOTOPbIMM  YTPAuCH  KOHTaKT Jnd  noclegyiouwero  HabmogeHua, ¢
COOTBETCTBYIOLICH  KOPPEKTHPOBKOH  OteHouHo#  4acToT  paspuiBa.  [pu
OMPEAENEHHY HACTOTHI Pa3pbiBa YYHTHIBAIOTCA KaK «TIOJIO3PCBAEMBIE», TaK U
CNOATBEPHICHHBICH PA3PLIBLE, B COOTBETCTBHM C ONPCACACHHAMU HHXE.
[Noxo3pesaemele paspbiBbl — 9TO  pa3phiBhl, MORO3PEBAEMbIE HA OCHOBAHWH
pesyabratos MPT. Ho ue NOATBEPKIAEHHBIC XHPYPru4ecKHM YyHaNCHHEM M
QHU3MHECKMM OCMOTPOM MMIIANTATA. KAK MPaBuIIO, BCACACTBUE TOIO, YTO NALHEHT
NPHHAN pewieHHe He YAANATL HMNNAHT,

lioaTeepxaeinisic paspbiBht — 3TO  pa3phiBbl, NOATBEPHKICHHWC OCMOTPOM
HMILIAHTATa, HIBNCUCHHOTO W3 TCIIA NAUUEHTA.

B obimeM uucne pa3puiBoR (1HOATBEPAACHHBIX, 4 TAKKE MOJO3PEBACMEIX, HO HE
OATBEPKACHHEIX).,  3APEIUCTPHPORAHHLIX  JUlK  KAKAOIO  M3jlesind, J0RA

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

These rates are calculated by the Kaplan

Kaplan-Meier method attempts to account for patients not returning for
follow-up and adjusts the estimated rupture rate accordingly. These
rupture raies include both ruplures 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 con

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

Confirmed ruptures arc those verified by examining the implant once
removed from the patient.

Of the overall ruptures (those confirmed as well as those suspected but
not confirmed) reported for cach device, the proportion of confirmed
ruplures was 64% (49 of 77 suspected or confirmed ruptures) for
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MOATBEPXAEHHbIX Pa3pbiBOB rpyAHbIX uMnnaHTa-toB MENTOR  MemoryGel
coctaBuna 64% (49 w3 77 nofo3peBaemblX WAM NOATBEPXAEHWMbIX Pa3pbiBOB),
rpyaHbix umnnadtatos Contour ProHIlc (CPG) - 47% (8 u3 17 nofo3peBaeMbIX Wn
MOATBEPXAEHHbIX PaspbIiBOB).

YacToTa nofo3peBaeMbIX WM NOATBEPXAEHHbLIX Pa3pbiBOB 1PYAHBLIX WMIMIAHTATOB

MepBruHOe Koppekuus MepBuyHas KoppekTupytoLas
YBE.'TNYEHUC yBeNNueHNs PEKOHCTPYKLMS PCKOHCTPYKNUS
rpyam rpynm

14.9% 16.5% 24.3% 25.8%
O6ulas fons NauyueHToB, OCTABLUMXCA Nof HabntoaeHnem, cocTaBuna 53% 3a 10-
NeTHWIA nepuog, cnefoBaTenbHO, TOYHOCTb AaHHbIX OFpaHUYeHa.

UacToTa nojo3peBaeMbIX WAU MOATBEPXKAEHHbIX Pa3pbIBOB FPYAHbLIX UMMNAHTaTOB

llepBM4AMi)e Koppekuus MepBuyHas Kop|x;KTnp) Huuas
yBennyeHue yBennyeHuns peKouerpykums PEKOHCTPYKLMA
rpY.iH rpynm
3.3% 4,7% 11,2% 0%

O6uwas gona nauneHToB, OCTaBLUMXCA MoA HabnwaeHuMeM, cocTaBuna 45% 3a 10-
NeTHWIA Nepuog, cnefoBaTelbHO, TOYHOCTb AaHHbIX OrpaHUYeHa.
VoeHTUprKaLMoHHaH KapTa naumeHTa

KaXOOMY TPYAHOMY  MMMNAHTATy, 3arno/IHEHHOMY Tefiem, Mnpunaraescs
npgeTuHKaumMonHaa  kapta nauuveHTa. [na  TOro, 4TtOoObl  3aMNONHWUTbL
NOEHTU(PUKALMOHHYIO KapTy MauueHTa, MPUKIeinTe HO OJHOM 3TUKETKE A1A
MEOULMHCKOM KapTbl [AN8  KaXA0ro MMNiaHTaTa Ha 00pasHyl CTOPOHY
NOEHTUPUKALMOHHOM KapTbl MauueHTa. 33HKCTKM AN MEeAWMLMHCKOM  KapTbl
Haxofas'cd Ha BHYTPeHHEel YNakoBKe MPOAYKTa, MPUKPENIeHHOM K aTukeTke. B
cny4yae OTCYTCTBUS 3TUKETKU AN MELUUMHCKOW KapTbl HOMepP MapTum, HOMep Mo
KaTtanory v onucaHue W:LCMMA MOXHO CKOMUPOBATb BPYUHYIO C 3TUKETKU U3Aenus.
MauneHTy HeobXOoAMMO MpPefoCTaBUTb MAEHTU(IMKALMOHHYIO KapTy nauueHTa 4/1s
JINYHOTO NOJIb30BAHMA.

NHh)pMaums, oTHOCALAACA K MMMNaHTary. BK/OYaeTcs B KapTy MMMnaHTata, a
TaKKe B MEAMLMHCKYI0 Kapry nauueHsa, KOTOpble XpaHATCS Yy MocTaBLyyKa
MEAMLIMHCKMX YCnyr. Bpay Jo/MKeH Npeaoc3aBUTh Kap3y MauueHTa, cofepykalllyto
VH(hOPMaLMio, MO3BONSIOLLYI0 UAEHTU(MMLMPOBATL AaHHbIE O BaleM W3aenun.
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MENTOR MemoryGel Breast Implants. 47% (8 of 17 suspected or
confirmed ruptures) for Contour Profile Breast Implants (CPG).
10-year suspected or confimicd implant lojpture rates for MENTOR

Revision
Aiiginentation

Primary
Augmecnlalion

14,9%. 16.5%

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

10-year suspected or confirmed implant rupture rates for Contour Profile
Breast Implants (CPG):

Revision
Augmentation

Primary
Augmentation

3.3% 4.7%

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

Patient ID Card

Enclosed with each gel-filled breast implant is a Patient ID C
complete the Patient ID Card, stick one Patient Record Label for each
implant on the back of the Patient ID Card. Patient Record Labels are
located on the internal product packaging attached to the label. If a
Patient Record Label is unavailable, t

description of the device may be copied by hand from the device label,
rhe patient should be provided with the Patient ID Card for persona!
reference.

Information speciHc to the implant arc included on the implant card a
well as within patient records as kept by the health care provider. The
physician shall provide the patient card containing information to
identify the product-specific information related to your device.
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NMH®POPMALUNA O NEKAPCTBP.HHbIX T[PENAPAT.AX W (UOW)
®APMALEBTUYECKNX CYBCTAHUNAX B COCTABE MU

3penve He COLEPXXUT NIEKAPCTBEHHBIX BCLLECTB W He UCMO/b3YeTCA B COUYETAHUU C
NeKapCTBEHHbIMU BeLLECTBaMM.
ONMCAHNE METOAOB
CTEPNNUN3ALUN

leneBble rpygHble umnaaHtatel MENTOR noctaBnsoTcs B WMHAMBMAYaNbHOMN
CTepU/IbHON anMporeHHOM ynakoBKe ¢ CUCTEMOW ABOMHO10 06epTbiBaHUA. CucTeMa
[BOIMHOM CTEpPUNbHON YMNakoBKu obecneuynBaet 1CMosib30BaHue
NPeanoyYTUTENbHOTO  METoAAa MepeHoca CTepU/IbHOro  U3Aenns U3 30HbI
OrPaHUYEHHOro pexumMa B CTepusibHOe none. B cnyvae nospexaeHws [ABOMHON
yMakoBKN CTEPUNLHOCTb U3MENVA He rapaHTupyetcd. He ucnonb3yiite wn3genue,
ecnn CTepu/bHbIA 6apbep HapyLlueH Wan YCTPOWCTBO MOBPEXAeHO, 06paTuTech K
MeCTHOMY npefcTaBuTento Mentor.

N3penue cTepuniM3oBaHO CyXUM >KapoMm. M3genve He MOANEXUT MOBTOPHOM
cTepunnsaumm.

NMOBTOPHOWN OBPABO1KMW n

Bce renesble rpyaHble umMnnaHtatel MENTOR npegHasHauyeHbl TOSIbKO AnA
0fIHOPAa30BOro  MCNOMb30BaHWA. [1OBTOPHOE WCMO/b30BaHWME WUMMAaHTata B
HapyLleHne WHCTPYKUMIA NPOU3BOAMTENA CO34aeT PUCK pasBUTUA  UHDEKLW
(MMKpOOMbLY, BUPYCHLIX WU BbI3BAHHBLIX APYrMMW BO3OYAWUTENAMM), a TaKkKe
VMMMYHHbIX peakuuii- B 3TOM C/lyyae CTepUIbHOCTb MMMNaHTaTa He rapaHTUpyeTcs.
Bonec Toro, LENOCTHOCTL M3AeNNA TaKXKe HC MOXeT ObITb rapaHTUpOBaHa B CBA3N C
PUCKOM MNOBpeXAeHus MMnnaHTata. HecobntogeHne TpeboBaHWA 04HOPA30BOro
MCNONb30BaHWUS  HapyllaeT U OTMEHSieT YCTAHOBJ/IEHHbIA CPOK  FOLHOCTU
nvnnaHTatos. CTepunbHOCTL, 6C30MacHOCTb U 3PGEKTUBHOCTL MOBPEXAEHHbIX
n3genuin TC rapaHTupyetcs. B cnyvae 3arpsisHeHWs wusgenus obpatutecb K
MecTHOMY NnpeAcTaBuUTENO KoMnaHum Mentor.

MpuHagNeX>XHOCTW NOCTaBNAKOTCA He CTEPUIbHBLIMU W He CTEPUIN3YIOTCS.

TPEBEOBAHNA K TEXHWYECKOMY OBCNYXWBAHWNIKO UPEMOHTY
MU
HenpumeHumo.
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INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
Devices do not contain medicinal substances and arc not used in
combination with medicinal substances.

DESCRIPTION OF REPROCESSING AND STERILIZATION

(OR)

MENTOR Gel Breast Implants are supplied individually in a sterile and
non-pyrogenic double-wrap packaging system. The double

facilitates the preferred method of sterile product transfer from the
circulating area to the sterile Held. Sterility cannot be ¢

double-wrap packaging system has been damaged. Do not use the device
if the sterile barrier is compromised or the device is damaged and contact
your local Mentor representative.

This product has been sterilized by Dry Heat sterilization,
rcsterilizc the device.

All MENTOR Gel Breast Implants are indicated for use on one
individual patient during a single procedure. If a device is re

the manufacturer’s instruction, there is a risk of infection (

viral and other transmissible agen

the sterility of the device can no longer be guaranteed. EuiThermore. the
integrity of the device cannot be guaranteed due to the risk of damage to
the implant. The established shelf life of the pro

thus null and void if compliance with single

followed. Sterility, safety’ and efficacy cannot be assured for damaged
devices. In the event the product becomes contaminated, contact your
local Mentor representative.

Accessories are not supplied sterile and are not sterilized.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OFMD
Not applicable.
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YCJI0BUSI TPAHCITOPTHPOBKH H XPAHEHHA

Tabanua 3 — YcA0BHA TPaHCAOPTHPOBKH

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 3 — Transportation conditions

Haumenosatue Juanazon Designation
Temncparypa ot -20 °C a0+50°C Temperature 120 °C to +50°C
OTHOCHUTENBbHAN BIIAKHOCTE He Gonee 75% [Relative humidity not more 75%
ArmocdepHoe narncHie 700-1060 rila l‘jaromctric pressure 700-
Tabanua 4 - Yeaosns xpanesus Table 4 - Storage conditions
Haumenosause JAwanason Designation
Temnepatypa ot +10°C no +25°C Temperature +10°C  +25°C
OTHOCHTENBHAA BAAKHOCTD pe Sonee 75% iRelative humidity not more 75%
ATMOCEpHOC AaBneHHE 700-1060 rlla Pammetric pressure 700-1060

NOPAJNOK H YCJIOBHA YTHIM3AUNH HITH YHUYTOXEHUSA M

Haneanc otrocuTen K Knaccy b B coorBeTcTBHM ¢ KnaccupHkaumeil MERHIIHHCKRX
otx0/108, HezarpasneHHana ynakoBxa B IPUHANEKIIOCTH OTHOCHTCA K Khaccy A B
COOTBETCTRHM € xulaccuukaumedi MeamumHckux otxonoe. [locne nocaeawero
MCAIONb30BAHMA M3NENNE M €r0 YNakoBKy HeoOXOAMMO YTHAW3WUPOBATL B

MD DISPOSAL RULES AND CONDITIONS

The product belongs to class B of the classification of medical waste.
Uncontaminated packaging and accessories belongs to class A of the
classification of medical waste. Afier last use the product and its
package must be disposed of in accordance with

COOTBCTCTBMM C MECTHBIMH HOPMaMH corliacHo Tpebosannsm Caullun 2.1.7.2790- | specified in  the requirements SanPiN
10 W rocyrapcTeeHHMMU TPpeOOBANHAMH. requiremcnts.
TFAPAHTUA WARRANTY

Mentor oTkasmBaeTcs OT MOOMX rapaHTHH, W3NOXKCHHBIX B TMCBMCIIHOH HMAH
yCTHO#H (QopMe, SBHbLIX WIH MOAPA3YMCEBAEMBIX B CHilY ODCTOATENLCTE, BKAKOUMAA,
MOMKMO TpoYEro, JOOBIE HOAPA3yMEBAEMEE TAPAHTHY TOAHOCTY IUIN APOAANKH,
ﬂle"O}lHOCﬂi K HCNOMR30BAHHKD 1O HA3HAYCHHIO WU KOHCprl(ll,Mld, 3a
MCKAIOHEHUEM TICPCUHCAEHIILIX B NaHHOM AOKYMEHTE H B IPEACAAX, AONYCTUMBIX
3aKOHONaTeNLCTBOM. Komnaiiug Mentor He HECET OTBETCTBEHHOCTH 3a Kakue 6K To
HH ObNO ApAMBE, CAYuaHHBIE WAH KOCBEHHLIC YOBITKHM, ywep® uan pacxoaml,
MPAMO HJIW KOCBCHHO HBASIOIIMECH CNEACTBHCM HCNONBIOBAHHA HACTOAINCTO
H3ACHHA B NPCACNAX, AOIYCTHMBIX 3aKOHOAATENLCTBOM. Hukakoe zapepenue MK
HIOC OATBEpXAcHNE GaKTOB, BKMOYAA, HHOMMMO BCErO fIPOHErO, 3asABACHHN O

Mentor disclaims any warranties, whether expresscd 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, cxcept for those set forth he

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 representati
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
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TIPHIOZIHOCTH K HCHONB3OBAHUIO WM XapAKTEPHCTHKAX HAACAHA, HE ABASCTCH WAH
He CUMTACTCA rapaHTHell, NpcIocTaBieHHOH KommaHued Mentor 8 xakux-sinbo
UEAAX, 33 UCKMOUCHUCM NEPEYHCCHHBX B JAHNOM JIOKYMCHTE W B Apelenax,
AOIYCTUMBbIX 3aKoHoAaTenscTBoM. Komnauus Mentor ne Geper Ha ceba u ne
npu3HacT 33 co00M KakuX-nubo WHLIX WIH DONMONHHTENLHMX 0043aTENhCTE WIN
OTBETCTBCHHOCTH, CBA3AHHbLIX ¢ AAHHBIM H3IACAHEM.

permitted by law. Mentor does no
additional obligations or responsibilitics associated with this product.

HAUMEHOBAHME H IOPHAMYECKHH AJIPEC MPOM3BORMTEJISA
MH U YTTIOJIHOMOYEHHOT'O TPEACTABHTEAS MPOU3IBOAUTEJIA
B POCCUH

PAIPABOTUYHK:
Mentop Meauxan Cucreme b.B. (Mentor Medical Systems B.V.), Zemikedreef 2,
2333 CL Leiden, The Netherlands, Huaepnanas:.

NMPOH3BOAUTEJIb:
Mentop Meauxan Cuctemc b.B. (Mentor Medical Systems B.V.), Zemikedreef 2,
2333 CL Leiden, The Netherlands, Huaepnanas:.

MECTO MPOR3BOJACTBA:
Zernikedreef 2, 2333 Cl. Leiden, The Netherlands, Huaepnanuam.

VIIOJHOMOYEHHBIA NMPEACTABHTEJD IIPOU3BOJMTE]IA B
POCCHH:

000 «JIxoHcon & JKOHCOHY,

121614, r. Mocksa, yn. Kpuinarckas, 1. 17, xopn. 2.

Ten. +7(495)580-7777, daxc: +7 (495) 580-7878

RA-INJRU-RZN@ITS JNJ.com

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RU

DEVELOPER:
Mentor Mcdical Systems B.V., Zernikedreef 2. 2333 CL Lciden, The
Netherlands.

MANUFACTURER:
Mentor Medical Systcms B.V., Zernikedreef 2, 2333 CL Leiden, The
Netherlands.

MANUFACTURER'’S SITE:
Zemikedreef 2, 2333 CL Leiden. The Netherlands

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

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

RA-INJRU-RZN@ITS.JNJ.com
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flepeeoo c aRzauiicKoz0 A3vIKA HA PYCCKNE RIBK

Homapuyc WAW @W0e  JOMKROCTHOS — JMIO,
OPOPMATKNULSE AAHHOS MHCHMECKAOE YAOCTOBCPEHIE,
YAOCTOBEPAET HCKAOAMTENLHO [MHYHUCTD  JIMUA,
MOANMCABIIETO AOKYMSAT (K KOTOPOMY NPHIAraeTes
HACTORUICES YAOCTOBEPCHHE), A& HE BEPICTh.
TOYHOCTS MM ACHCTBHTCABLHUCTE  MAHHOIO
OKYMEHTH.

Hivar Kanndoprua
Oxpyr Opunax

&3 ueabpz 2023 roga, ke mue, Creficy K. Penrau, uotapuvey, awumo apuica Moxammel ANbANDIRM. KOTUPLH ROATREPIMN MHE
K& OCHOBAMHM Y;IOBIETBOPHTEIBHAIX NOKASATE/ILCTE, YTO HMEHHO OH MOAKCAN JAHHBH JOKYMEHT B T0 270 (bi10 CACI12HO MM
B NPEACNAX Cro NPRBOMOYHOH ROMUCTEHHWH, A TARWE 4TO C80CH NOZMHCHIO HA SAHHOM TOKYMEHTE /IO (MK KOMTTAHNMA, OT
HMetin XoTopoit 010 AeficTaYeT) 0dhopMAN HacToAMKE TOKYMETT.

ByaysH 0caeaoMAEHHOR 06 YrO0BRON OTBETCTBEHHOCTH 33 NPCIOCTABICHHE 3ABENOMO JIOARHMX CHEACHNH B COOTRETCTRMM ¢
38KOHOATEILCTRON ITTATA Kaiudopuus, 8 NoITecpa 120 TORHOCTE H BePHOCTS BWMICAPHBCICHROH mupopNaimy.

¥ aocrosepeno Moei hoanuchio ¥ cayxebuoll nevareie

Moaouen: __ <noanueano>

Creticn K. bentan
Hotapuyc

newaTn:

<Ilitamn: CTEHCH K. BEHTJIH
<Kpyrnas Horapuye — Kaandopeua
Oxrpyr Opunzx
Bonsuian newats Jluuesssua Ne 2320177
urraTa Cpox aeficraun moel ZHENIHR HCTEKIET
Kanndopnna> 30 ansapn 2024 roan>
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HHCcTpykumMsa no npuMeHeHHIo
HMILIaHTATHI TPYAHBbIE T'e/ieBblie

CorjiacoBaHo

Menrop Meauxan Cucremc B.B.

Oprauniauns
3epuuxenped Jlciiaen Huaepnanau
Aspec

HupexTop oraena obecneyieHHs KAYeCTBa

HoxxiocTs

Moxammen Ansaupasu

Danumia, Hux

%LM

MMMITIT
<NOANUCAHO>

0/ANHCH



MepeBo AaHHOIO TEKCTa BbINOMHEH MepeBogUYMKom AinosstHoM Jasnaom [feopruesnyem.

Mnoanmch

Poccuitickas depepaums
Mopog MockBa
[BajuaTb cebMOro fexkabps fBe TbiCAYN ABaALaTb TPETbEro roga

A, Mouceesa Jinnua BnagumupoBHa, HoTapuyc ropoga MOCKBbI, CBULETE/bCTBYHO
NOAIMHHOCTb NOANUCK NepeBogUvnKa AinosHa Jasuga Meopruesmya.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JINYHOCTbL NofNucaBLLEero 4OKYMEHT YCTaHOB/eHa.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2023-

Ynna4yeHo 3a coBeplLUeHne HoTapuanbHoro aencteums: 400 py6. 00 kon.

noannChb ep6oBas neyaTb lepboBasa nevartb
HoTapuyca r. Mocksbl HoTapuyca r. MocKBbl
MowceeBoii J1.B. Mowceesoi J1.B.

J1.B. MowuceeBa

Bcero NpoLHypoBaHo, MPOHYMEPOBAHO M CKPEM/IeHo nevaTtbio 94 nncT(-a,-0B)

noanncob

Poccuitickas depepayms
Nopoa MockBa
[ABajuatb cegbMoro gekabps gse Tbicauum geaguyan

A, MowuceeBa Jlunama BnagumMmpoBHa, HOTapuyc roN'"*~ockBi
BEPHOCTb KOMUU C NPeLCTaBNeHHOro MHe JOKYMeHTa. 'a

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2023-|A N1

€pLUeHne HOoTa

POHYMEPOBAHO M CKPEM/IEHO Mne

J1.B. MowuceeBa
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