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legalisation

seen for legalisation by me, Antal Camillus Theodoor DeWitte, Civil-Law Notary, practising in Katwijk,
the signature of: n N

Mr ~ar...mmed Aldirawi. residing at 2272 XD Voorburg, Leidschendam-Voorburg, Rozentuin 74,

in Gaza on the fourth day of July nineteen hundred and seventy-six, identifying himself with his
passport with number 17FV17947, issued in Brussels on the ninth day of August two thousand

iSr?\tlsiZt?ssnp;ect acting in his capacity as Holder of a Power of Attorney with representative powers 01;
Mentor Medical Systems B.V., a private company with limited liability (besloten vennootschap met
beperkte aansprakelijkheid), incorporated and existing under the Laws of the Netherlands, having its
corporate seat in Leiden, with offices at Zernikedreef 2, 2333 CL Leiden, registered with the
Traderegister of the Chamber of Commerce under number 28062039,

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

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

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

signature was endorsed.

Signed in Katwijk, the Netherlahds, on the secohd day of September two thousand twenty-one.
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Instruction for use
Resterilizable Gel Breast Implant Sizer
NHCTpYKUMS N0 NPUMEHEHUIO

ImnnaHTaTbl MO/IOYHOA Xene3bl NMNPUMEPOYHbIE, TesieBble, MHOITOKPAaTHO CTEPU/TN3YEMbIE
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Russian text

English text

HAUMEHOBAHHE MEAMLUHCKOroO M3JEAHA (MH) H ETO
KJACCHOHUKALIMA
Hanmenonanwe MH, sapuantit nenoauenna MH
HUMRnanTaTsl MONOMHOH  Kene3bl
CTEPHITH3YEMbIE!

1.

NPUMEPOUHbIE, TelIEBble, MHOTOKPATHO
MIMIIaHTaT MOAOYHON Xene3kl NPUMEPOUHBIA, renesbiil, MHOTOKPATHO
crepuansyeMblil, KkoHTypHo-npoduabhuil CPG 311, obwvem 120 ma, 140
ma, 160 ma, 180 mn, 210 ma, 235 Ma, 270 M, 300 ma, 335 mn, 375 ma,
415 ma, 460 mn, 510 ma, 560 ma, 615 M.

MMUAGHTAT MOIOMHOM Kee3bl TIPHMEPOUHBIA, refesblil, MHOTOKPATHO
cTepuansyeMbili, KOHTYPHO-NPOHHIBLHBIH CPG 312, obvem 125 mn, 145
s, 170 M, 195 ma, 225 Ma, 255 wMa, 290 ma, 330 ma, 370 mn, 415
M1, 465 M, 515 ma, 570 ma, 690 ma.

MIMIVIAHTAT MOAOYHON JKeNe3bl MPHMEPOUNbIA, reesbiil, MHOMOKPATHO
CTeprAN3YEMbIH, KOHTYPHO-NPOHHILHLI CPG 313, o6vem 130 mn, 155
ma, 180 ma, 210 mn, 240 ma, 270 ma 310 ma, 350 mn, 395 Mma, 440
M, 490 M, 545 ma, 605 ma.

MMNAEHTAT MONOMHON XKene3sl NPHMEPOUNbIl, renesblif, MHOTOKpaTHO
cTepHANIyeMbill, KOHTYPHO-NPOHHNLHBIA CPG 321, o6vem 120 ma, 135
m, 155 M, 180 Ma, 215 mn, 245 mn, 280 wma, 315 mn, 355 M, 395
Ma, 440 ma, 480 ma, 530 ma, 640 ma, 775 mn.

MMRAGHTAT MOJIOUHO XKene3bl NPHMEPOUHBIN, renesbidi, MHOTOKPaTHO
CTEPHAN3YEMBITi, KOHTYPHO-POGUILHIN CPG 322, obwem 140 ma, 165
ma, 195 ma, 225 ma, 255 ma, 295 ma. 330 mn. 375 ma. 420 mn, 475
M, 525 ma, 585 ma, 650 ma.

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, variations of MD

Resterilizable Gel Breast Implant Sizer:

o

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 311,
volume 120 m!, 140 ml, 160 mi, 180 ml, 210 ml, 235 ml, 270 ml, 300
ml. 335 ml, 375 ml, 415 ml, 460 ml, 510 mi, 560 ml, 615 ml.
Resterilizable Gel Breast Implant Sizer, contour-profile CPG 312,
volume 125 ml, 145 ml. 170 ml, 195 ml, 225 ml, 255 ml, 290 ml, 330
ml, 370 ml, 415 ml, 465 mi, 515 ml, 570 ml, 690 ml.

Resterilizable Gel Breast implant Sizer, contour-profile CPG 313,
volume 130 ml, 155 ml, 180 ml, 210 mi, 240 ml, 270 ml, 310 ml, 350
ml, 395 ml, 440 ml, 490 ml, 545 ml, 605 ml.

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 321,
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.
Resterilizable Gel Breast Implant Sizer, contour-profile CPG 322,
volume 140 ml, 165 ml, 195 ml, 225 ml, 255 mi, 295 ml, 330 ml, 375
ml, 420 m), 475 ml, 525 mi, 585 ml, 650 ml.

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 323,
volume 165 ml. 195 ml, 225 ml, 260 mi, 300 ml, 345 mi, 390 ml, 440
ml, 495 ml, 555 ml, 620 ml, 685 ml.
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10.

11.

12.

MMnnaHTaT MOMOYHOI >Kenesbl MPUMEPOYHbIA, refieBblil, MHOTOKpPaTHO
CTepunu3yemblii, KOHTYpHO-NpogunbHbli CPG 323, o6bem 165 mn, 195
mn, 225 wma, 260 mn, 300 mn, 345 wmn, 390 mn, 440 wmna, 495 wmna, 555
mMn, 620 mn, 685 mn.

MmnnaHTaT MONOYHON Xene3bl MPUMEPOYHbINA, FeneBblii, MHOFOKPaTHO
CTepunuayemblii, KOHTYpHO-NpogunbHblAi CPG 331, o6bem 125 mn, 150
mn, 175 wmn, 200 wmn, 230 wmn, 265 wmna, 300 mn, 340 mn, 380 wmn, 425
mn, 475 mn, 530 mn, 585 mn, 645 mn.

MMnnaHTaT MOMOYHOI >Kenesbl MPUMEPOYHbIA, reneBblii, MHOTOKPaTHO
CTepUNu3yemblii, KOHTYpHO-NpounbHbln CPG 332, 06bem 145 mn, 175
mn, 205 wmn, 235 mn, 270 mna, 305 mn, 350 mn, 395 wmn, 445 wmn, 495
mn, 555 mn, 615 mn, 680 mn.

MMnnaHTaT MONOYHON >Kene3bl MPUMEPOUHbINA, TeneBblii, MHOTOKPaTHO
CcTepununsyemblii, KOHTYpHO-npogunbHbli CPG 333, o6bvem 180 mn, 215
mn, 250 mn, 290 wmn, 330 mn, 380 wmn, 430 mna, 485 wmna, 545 wmn, 610
mn, 680 mn, 755 mn.

MiMnnaHTaT MOJIOYHON >Xene3bl MPUMEPOYHbIA, refeBblil, MHOTOKPaTHO
CTepununsyemblii, Kpyrablil, cpegHWiA Nac npodunb, obvem 125 ma, 150
mn, 175 mn, 200 mn, 225 wmna, 250 wmn, 275 wmn, 300 mn, 325 wmn, 350
mn, 375 mn, 400 mn, 450 mn, 500 mn, 550 mn, 600 ma, 700 ma, 800 ma.
MMnnaHTaT MOIOYHON Xenesbl MPUMEPOUHbIWA, renesblil, MHOTOKPAaTHO
CcTepunusyemblii, Kpyrnablit, cpegHunin nawc npodunb Xtra, o06bvem 130
mn, 160 wmn, 190 mn, 215 wmn, 240 wmn, 270 wmn, 295 wmna, 325 wmn, 350
mn, 370 mn, 405 mn, 440 mn, 490 mn, 545 mna, 605 mna, 645 mn, 755 ma.
MiMnnaHTaT MOJIOYHOW Xenesbl MPUMEPOYHbIA, reneBblil, MHOFOKPaTHO
CTEPUNIN3YEMbIA, KPYIAbliA, BbICOKMA npounb, ob6bvem 125 wmna, 150
mn, 175 wmn, 200 wmn, 225 wmn, 250 wmn, 275 wmna, 300 wmn, 325 wmn, 350
mn, 375 wmn, 400 wmn, 425 wmn, 450 wmn, 500 mna, 550 wmn, 600 mn, 650
mna, 700 mn, 800 mn.
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8.

9.

10.

11.

12.

13.

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 331,
volume 125 ml, 150 ml, 175 ml, 200 ml, 230 ml, 265 ml, 300 ml, 340
ml, 380 ml, 425 ml, 475 ml, 530 ml, 585 ml, 645 ml.

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 332,
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.

Resterilizable Gel Breast Implant Sizer, contour-profile CPG 333,
volume 180 ml, 215 ml, 250 ml, 290 ml, 330 ml, 380 ml, 430 ml, 485
ml, 545 ml, 610 ml, 680 ml, 755 ml.

Resterilizable Gel Breast Implant Sizer, Round, Moderate Plus
Profile, volume 125 ml, 150 ml, 175 ml, 200 ml, 225 ml, 250 ml, 275
ml, 300 ml, 325 ml, 350 ml, 375 ml, 400 ml, 450 ml, 500 ml, 550
ml, 600 ml, 700 ml, 800 ml.

Resterilizable Gel Breast Implant Sizer, Round, Moderate Plus Profile
Xtra, volume 130 ml, 160 ml, 190 ml, 215 ml, 240 ml, 270 ml, 295
ml, 325 ml, 350 ml, 370 ml, 405 ml, 440 ml, 490 ml, 545 ml, 605
mi, 645 ml, 755 ml.

Resterilizable Gel Breast Implant Sizer, Round, High Profile, volume
125 ml, 150 ml, 175 ml, 200 ml, 225 ml, 250 ml, 275 ml, 300 ml, 325
ml, 350 ml, 375 ml, 400 ml, 425 ml, 450 ml, 500 ml, 550 ml, 600
ml, 650 ml, 700 ml, 800 ml.

Resterilizable Gel Breast Implant Sizer, Round, High Profile Xtra,
volume 150 ml, 175 ml, 180 ml, 200 ml, 230 ml, 235 ml, 255 ml, 260
ml, 285 ml, 325 ml, 335 ml, 340 ml, 365 ml, 380 ml, 405 ml, 415 ml,
425 ml, 450 ml, 455 ml, 465 ml, 470 ml, 490 ml, 515 ml, 535 ml, 570



13. IMIINaHTaT MONOYHON XKefiessl NPHMEPOUHBIH, TeNCBbIM, MHOMOKpaTHoO
cTepuAn3yeMbiii, KPYrIIbi, BoICOKMI npopmab Xtra, 00beM 150 ma, 175
s, 180 ma, 200 Ma, 230 i, 235 ma, 255 ma, 260 mn, 285 ma, 325 MAa,
335 mn, 340 M, 365 M, 380 ma, 405 mn, 415 ma, 425 mn, 450 mn, 455
M, 465 M, 470 M, 490 M, 515 Ma, 535 M, 570 M, 595 mn, 620 M, 650
M1, 680 mut, 700 ma, 725 Ma, 755 ma, 765 ma, 790 ma.

ml, 595 ml, 620 ml, 650 ml, 680 ml, 700 ml, 725 ml, 755 ml, 765
ml, 790 ml.

Jianee N0 TEKCTY MOTYT MCMO/Ib30BATECA CACAYIOHE HAWMCHOBAHHA
MEAMUMHCKOTO H3JCAHS: 3HIONPOTE3, WMIMIAHTAT, resesbiit NpHUMEPOUHBIA
HMIJAHTaT, H3AeAne, MeanLHHckoe Haaeane (MH).

HanuMeHOBAHHA MEAHUMHCKHX M3J1eAHA MOTyT ObTh YNOMAHYTEI B TEXCTE B
coxpalieHHol opme ans yao6cTea BOCHPHATHA HHGOpMaUMH.

Further in the text the following names of the medical device can be used:
prosthesis, implant, Gel Sizer, device, medical device (MD).

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

Knaccapnxanus MH

Knacc B 33BHCHMMOCTH OT CTENCHM NOTEHUMANBHONO PHCKA MPHUMEHEHHA B
MEAHUMHCKMX LENSX B COOTBETCTBHM C HOMEHKNATYPHLIM KNaCCHPUKATOPOM
MEAMLMHCKHX B3aennit: 2a,

MD classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 2a.

HASHAYEHHWE MEJULUHHCKOro U3JIEJIMA

MeaHuMHCKOe W3aeNMe NPeAHASHAYEHO AN BPEMEHHOMO HHTPaonepaunoHHOro
BXHBAEGHHS B KAMECTBE HHCTPYMCHTA, MOMOTAIOUIErO XUPYPry ONpEReNHTH
dopMy B pasMep A8 KaXKIOTO NAUMEHTA A0 BbIMONHEHHA KXHUBICHHA
uMrmanTara rpyaHoro renesoro MENTOR.

INTENDED USE MEDICAL DEVICE

The Gel Sizer is designed for temporary intraoperative insertion as a tool
to assist the surgeon in determining the shape and size for each patient
prior to implantation of a MENTOR Gel Breast Implant.

TIOKA3AHHMS H NIPOTUBOMOKA3SAHHSA K MPHMEHEHHIO MH H
BO3MOXHBIE MOBOYHBIE DOPEKTHI

IMoxazanus

MEAHLMHCKOE H3AANE NPEAHA3HAYEHO A% BPEMEHHOM0 HHTPaONepautoHHOro
EXHB/CHHA B KAYECTBE HHCTPYMEHTA, NOMOTAIOWIEre XWPYPry ONpeAcIuTh
dopMy W pasMmep ANA KAKAONO MAUMEHTA 10 BLINOMHEHHA BKHBICHUA
uMnnauTaTa rpyaxoro renesoro MENTOR.

INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

The Medical Device is designed for temporary intraoperative insertion as
a tool to assist the surgeon in determining the shape and size for each
patient prior to implantation of a MENTOR Gel Breast Implant.

MporuBonoKasanus Contraindications
WUMNIaHTaT MOMOMHOM KENe3bl  MNPUMEPOYHBIH, reneBuiil, MHOCOKPATHO
CTepUIH3yeMblli  He  MpeAHa3Ha4yeH AN HCMOJAL3OBAHWA B KAUCCTRE

4
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0ONTOBPEMEHHOIO MMNaHTaTa, Ha Hem HaHeceHa cneyunanbHasg MapKnpoBKa
4N UMMNIaHTUPOBaHUA .

The Resterilizable Ge) Breast Implant Sizer is not intended as a long-term
implantable device. Resterilizable Gel Breast Implant Sizer are
specifically labeled *Not for Implant”.

MENTOR
lin > USI WITH

Mo6ouHble 3PPEKTbI 1 HeXenaTeNbHble SBIEHUS

Nio6oli nayneHT, nepeHecWwUd XMpypruyeckoe BMelaTeNbCTBO, MOABEPXKEH
BO3MOXHbIM HenpeABUAEHHbIM MHTPAOMNepaLMoOHHbLIM W MOCAeonepaLMoHHbIM
OCNOXHEHUAM.

B03MOXHble NO6OUYHbIE 3DEKTbI U OC/TOXKHEHUS, CBA3aHHbIE C UCMONb30BaHUEM
MPUMEPOYHBIX N TPYAHOFO UMMNAAHTaTA, AO/MKHbI GbITb 06CYXAEHbI C MALUEHTOM
M O0CO3HaHbl A0 onepaLuu. 3a 3TO HeceT OTBETCTBEHHOCTb XMpypr, a Mentor
rnosaraeTcsi Ha XMpypra B BONpoce NpeAocTaBNeHUs NaLMEHTY 3TOW MH(popMaLnUm
1 B3BELUMBAHMS COOTHOLUEHMS PUCKA U MPEUMYLLECTB 415 KaXAOr0 NayneHTa.
Mo6GouHble 3 (heKTbI, KOTOPbIE MOTYT BO3HUKHYTb B Pe3y/nbTaTe NCMNONb30BaHUA
MPMMEPOUYHbIX U COOTBETCTBYHIOLWENO FPYAHOIO UMMIAHTaTa, BKAKOYAOT PUCKM.
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Adverse reactions and events
Any patient undergoing a surgical procedure is subject to possible
unforeseen operative and postoperative complications.

Potential reactions and complications associated with the use of the Sizers
and breast implant should be discussed with and understood by the patient
prior to surgery. It is the responsibility of the surgeon, and Mentor relies
on the surgeon, to provide the patient with this information and to weigh
the risk/benefit for each patient.

Adverse reactions which may result from the use of the Sizers and
corresponding breast implant include the risks associated with the

5



CBA3AHHLIE C NEKAPCTBEHHBIMH NIPENAPATAMH H METO/IAMH, HCTIONE3YEMBIMH NPH
BLIMOJIHEHWN XMPYPrUueckoil onepaumy, a Takke cTeneHb NEPEHOCHMOCTH
NALUEHTOM MOOOr0 HHOPOAHOTO TENA, NOMEWEHHONO B OPTralu3M.
TNMovenumansHbie NoGOuHLIE 3(PeKTH, KOTOphIE MOrYT BO3IHUKHYTb fIpH
YCNIONBIOBAHHY  TIPUMEPOYHBIX WMAJIAHTATOB BO BpeMs  OnepauMu 1o
WMANAHTAMKH  TPYAW,  BKIIOMAIOT.  nepeaady naToreHos/wHpexumi,
NEPEHOCHMbIX € KPOBBIO, HEYAauHOE NEYCHNE HAM HeyAOBNETBOPHTENbHLIH
ICTETHNECKHI PE3YALTAT (NOBTOPHYIO onepauuio). Onucanne THX nNoGOMHbIX
3dpexToB NPHBEASHO HHKE.

Matoresn/ungexnnn, nepeHOCHMbIE C KPOBLIO

[laToreHHbIE MHKPOOPFraHH3MbI, NEPEHOCHMBIC C KPOBBIO, TAKKE Kak Gakrepuu v
BHpYCH, TIPHCYTCTBYIOT B KPOBH, OGMONOTHYECKHX XHAKOCTAX M MOFYT
NEPEAABATHCH MEKAY MNOL3OBATENAMH fIPH  HENPABHALHOM obpatueHnn ¢
NPHMEPOUHBIME HMIIAHTATAMM HAK HX ouncTke. Tpushakk ocTpol HHpexunH,
coobwaeMpe B CBA3W C FPYAHLIMH HMMNAAHTATAMH, BKIIOYAIOT IPHTEMY,
GONEIHEHHOCTD, CKOTUIEHHE KUAKOCTH, oAb H AnXopaaky. B peakux cay4asx,
KaK ¥ NPH APYrdX WHBAIHBHLIX OMEPALMAX, Y HKCHUWHH NOCAE ONEpauyi no
UMIIGHTAUMH FPYAM OTMEYANCA CHHAPOM TOKCHHECKOTO WoKa (CTLI). Ovo
onactoe Ans xn3vn cocrossne. Cumntompl CTUI BO3HHKAIOT BHE3ANHO H
BKNIOHAIOT BhicoKy10 Temnepatypy (102 °F, 38,8 °C wau Bolwe), pBoTY, AHApeio,
Chifb, MOXOXKYIO HA CONHEYHBIE OXOTH., MOKPACHEHHE FAa3, FONOBOKPYKEHHUE,
npenoSMOpOYHOE COCTOAHME, Mblleutbie §OAN ¥ NAACHUE APTEPHANBLHOMO
AABNACHHA, YTO MOKET NPUBECTH K oOMopoky. [auvenTam cneayeT aaTh HETKOS
yKa3aHHe HEMEANCHHO OBPATHTLCA K Bpauy ANA AWAFHOCTHKW W JEHEHHA MpH
NOABACHHN ¥ HHX STHX CHMITTOMOB,

Heynawnoe Jedyenme / REyAOBIACTBOPHTEAbHLIK yreTHYeCKnE pelyasrar
(nosTOpHAR onepanua)

MauxenToB caeayer NPOHHGPOPMHPOBATL O TOM, YTO MOXKET BOIHHKHYTH
HEYAOBIIETBOPEHHOCTb KOCMETHUECKHMH PE3YIbTaTaMy, CBASAHHBIMA ¢ TAKHMH
OCOGEHHOCTAMH, KaK  HenpaBwibHuili  pasMep,  achopmauns py6ua,

medication and methods used in the surgical procedure as well as the
patient's degree of tolerance to any foreign object placed in the body.

Potential adverse events that may occur with the use of the Sizers during
breast implant surgery include: blood bome pathogen
transmission/infection, failure of treatment or failure of aesthetic outcome
{reoperation). Below is a description of these adverse events.

Blood Borne Pathogen Transmission/Infection

Blood bome pathogens, such as bacteria and viruses, are present in blood
and body fluids and can be transmitted between users when improper
handling or cleaning of sizers occurs. Signs of acute infection reported in
association with breast implants include erythema, tenderness, fluid
accumulation, pain, and fever. In rare instances, as with other invasive
surgeries, Toxic Shock Syndrome (TSS) has been noted in women after
breast implant surgery. It is a life-threatening condition. Symptoms of
TSS occur suddenly and include a high fever (102°F, 38.8°C or higher),
vomiting, diarrhea, a sunbum-like rash, red eyes, dizziness,
lightheadedness, muscle aches, and drops in blood pressure, which may
cause fainting. Patients should be instructed to comtact a doctor
immediately for diagnosis and treatment if they have these symptoms.

Failure of Treatment/Failure of Aesthetic Outcome (Reoperation)

Patients should be informed that dissatisfaction with cosmetic results
related to such things as incomect size, scar deformity, hypertrophic
scarring, asymmetry, wrinkling, implant displacement/migration, and
implant palpability/visibility might occur. Careful surgical planning or
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runepTpoduyeckoe pybueBaHue, acuMmmeTpus, cMopLymMBaHue,
CMELIJ,EHVIe/I'IO,qBVI)KHOCTb n I'IafIbI'IVIpyEMOCTb/BVI,D,VIMOCTb MMmnnaHTaTa.
TwaTtenbHOe nNAaHMpOBaHME XUPYPrUYECKON onepayun wam Xupypruyeckas
TEXHWKa MOrytT MWHUMWU3NPOBATD, HO He WCKAK4YNTb pPUCK I'IO,CI,06HbIX
pesynbTaToB. CyLleCcTBOBaBLLAs PaHEEe aCUMMETPUSA HE MOXET ObiTb MNOMHOCTHHO
ucnpaeneHa. Onepauvsa B LUeNdax pPeBU3UM MOXeT OblTb MNoKasaHa pAns
nofaepXaHus yAOBNeTBOPEHHOCTU MalueHTa, HO CBA3aHa C AOMONHUTENbHbIMU
(hakTOpamm 1 puckamu, KOTopble HEOBXOANMO YUNTbIBATb.
NMHPOPMALUMA O TMOTEHUWMAJNIBHbBIX TIOTPEBUTENAX MW U
YKA3AHWNA MO NCIMOJIb3OBAHNIO

YKa3zaHus Mo Ucrnosib3oBaHuto

|/|3,CI,EJ'II/IFI peKoMeHAyeTca NCNOob30BaTh NPU YCNOBUAX, YKa3aHHbIX B HUXE.

YcnoBua aKcnayaTtaumn

TemnepaTypa oT +b2°C po +42°C
BnaXxHoCTb He 6onee 100%
[asneHue 700-1060 rfMa

MoTeHuManbHble NOTpebuTenn MU

Mo 60 xupypr, BbINONHAKOLWKWA ONepayuio Mo yBeNNYeHNo AN PEKOHCTPYKLUK
rpygn C MPUMEHEHMEM TPYAHbIX WMMNAAHTaToOB, [O/DKEH ObiTb 3HAKOM C
LOCTYNHbIMW B HacToAlLee BpeMA MeTOAaMmn M3MepPeHua nauyneHTa, onpeaeneHns
pasMepa MMnnaHTata W NPoBefeHUsA onepauuun. ITO UCKNOUYUTENbHas cdepa
OTBETCTBEHHOCTW Xupypra, U Mentor NOMHOCTbIO MONaraeTcs Ha Xupypra,
KOTOpPbIi 00653aH COOOWMTL MauueHTy 060 BCEX BO3MOXHbLIX pPUCKaxX MW
OCNOXHEHUAX, CBA3AHHbLIX C npeAnaraeMoli XWpypruyeckoin onepauuein u
MEeAUUUHCKAM  W3J4envWeM, BK/IlOYas CPaBHUTENbHbI aHanu3 pPUCKOB 1
OCNOXHEHWI anbTepHATUBHbBIX OnepaLuii.

Mepen onepauueil xmpypr 06s3aTeNbHO AO0/MKEH O03HaKOMWTbLCA CO BCemu
NMPEAYNPEXAEHUAMMN. MEPAMMW MPEAOCTOPOXHOCTW 7
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technique can minimize, but not preclude, the risk of such results. Pre-
existing asymmetry may not be entirely correctable. Revision surgery
may be indicated to maintain patient satisfaction but carries additional
considerations and risks.

INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE
Directions for use
Devices are recommended for use under operation conditions indicated
below.

Environmental conditions

Temperature +32°C to -b42°C
Humidity not more 100%
Pressure 700-1060 hPA

Potential users of MD

Any surgeon performing breast augmentation or reconstruction with
breast implants should be familiar with the currently available techniques
for measuring the patient, determining the implant size and performing
surgery. It is the exclusive 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.

Prior to surgery, the surgeon should also he familiar with all
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS associated
with the use ofthe breast implant to be implanted.
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9

TOBOYHbIMH  DOOEKTAMHA, CONIaHHBIMU ¢
HRMIAHMUPYEMOC0 SPYOHOCO UMNAGHMAMA.

HCNOTH308UEHCN

ONMNHCAHNE OCHOBHBIX ®YHKLMOHAJBHBIX 3JIEMEHTOB MH
¥l NPHHLHIIbI AEACTBUSA

OGilee ouNcanme (PYNKUNOHANBELIX WIEMEHTOB MH m RNpuBDHOLE
aelicTnnn

MMNNAHTaT MONOMHON JXene3bi NpHMepOuHbIN, renespifl, MHOTOKpPATHO
cTepunMsyemsiil  npeacrasiseT co0OH  3ANOAHEHHOE FEiEM MEAHLIMHCKOE
wienme, paIpaGoTaHHOE ANA MHTPAONEPAUMOHHOTO MNPHMEHEHWA B uensx
OnpesencHua (OAXONAWETO Pa3Mepa A0ATOCPOUHOTO reieBoro MMIaHTaTa
Kpyrno# GopMbl HIAH KOHTYpHO-npodunbHeiil. UMnnanTaT MOMOMHOH XKenesbt
npuMepoMHbi, Tenesbill, MHOFOKpaTHO cTepuaMlyeMblil  nocTasaseTca B
rnaaKol 0GONOMKE ¥ NPOAAETCA B WHAHBUAYAILHOA YNAKOBKeE. IpumepouHbIit
HMIIAHTAT TOCTARNAETCA  CTEPHNLHBIM, WMEET  HETKYIO  MapKUpOBKY
APHMEPOUHOrO HMIIAHTATA H YNAKOBAH BMECTE C HHCTPYKUMAMH NO OYHCTKE W
nOBTOpHO#H cTepunuiaunn. Higenne ynaxosaHo B NBOHHYIO OIHCTEpHYIO
YNaKoBKY U3 MOAHKAPOONATA € KPHIIKAMH H3 Taitsexa.

UMNNGHTAT MONOUHOM  Kene3bl NPUMEPOHLIN, renesblii, MHOrMOKpPaTHO
CTEPHIINIYEMBITi JONYCKAETCA CTEPHAN3OBATH NOBTOPHO A0 ACCATH pa3.
W3aenue NOCTaBNseTCA B NMOTHOM AMANA3OHe OOLEMOB, JOCTYMHLIX ANA ABYX
cTiel KPYFALIX FENEBLIX HMILIAHTATOB, CPEAHH npoduns natoc (Moderate Plus
Profile) n sbicokuii npoduas (High Profile), a Taioxe ana AeBATH cTwiei renesbix
ummuiantaros CPG (CPG 321, CPG 322, CPG 323, CPG 332, CPG 312, CPG
333, CPG 311, CPG 331 u CPG 313).

MMRnaHTar MOJOMHON Kenessl NPMMEPOMHBIH, renesbif, MHOMOKPaTHO
CTEPUIN3YEMbIfi  COCTOHT M3 CHANKOHOBOH 060NOUKM  3auMuatoedi oF
NPOCAMHBAHKA COACHIKHMOTD, 3aTIONHEHHOH NPOPaHLIM CWIMKOHOBbIM Fe/ieM,
SHATOrHUHBIM N0, KOTOPBIi B HACTOALICE BPEMS UCTIONL3YETCA B UMMIAHTATaX
AnuTenbHoro ucnonbiosans (Cohesive 1 - ana kpyraLIx, Cohesive I — ana
KOHTYPHO-NPOGMABLHEIX), ¥ BKIIONaET  HAKIANKY Jalwalonylo ot
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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 Resterilizable Gel Breast Implant Sizer is a gel-filled device designed
for intra-operative use to determine the appropriate size of the long-term
round or shaped gel implant. The Resterilizable Gel Breast Implant Sizer
is offered in a smooth shell and it is sold individually. The sizer is
provided sterile, clearly marked as a sizer and packaged with cleaning
and resterilization instructions. It is packaged in a double polycarbonate
blister with Tyvek lids.

The Resterilizable Gel Breast Implant Sizer are re-sterilizable up to ten
times.

It is offered in the full range of volumes available for the two Round Ge!
implant styles (Moderate Plus Profile and High Profile), as well as the
nine CPG Gel implant styles (CPG 321, CPG 322, CPG 323, CPG 332,
CPG 312, CPG 333, CPG 311, CPG 331 and CPG 313).

The Resterilizable Gel Breast Implant Sizer consists of a silicone low
bleed shell filled with clear silicone ge! similar 10 the gel that is currently
used in the long-term implants (Cohesive I for Rounds, Cohesive 111 for
Contours) and incorporating a low bleed patch. The device has a large
pad print on the apex to clearly distinguish the product from a long-term
gel breast implant.

8




npocaynMBaHna cofepXxumoro. M3genne nMmeeT 60/bLIOIA OTNEYATOK MOAYLIEYKN

Ha BepXyLWKe ANS YeTKOro OT/INYMA [aHHOTO U3Aenus OT refleBOro MMnaaHTara

ANS ANUTENbHOT0 UCMNOMb30BaHUS. The Resterilizable Gel Breast Implant Sizer, Round are filled with
MHOFOKpaTHO CTEPUNM3YeMblii, MPUMEPOUHbIA, renesblil, Kpyrablii rpygHoit restricted Cohesive | silicone gel and the Resterilizable Gel Breast
WMMAaHTaT 3aMo/IHEH CTPOro OnpefeNneHHbIM KONMYecTBOM cuinkoHosoro rens Implant Sizer, contour-profile are filled with restricted Cohesive Il
Cohesive I, a MHOroKpaTHO CTepunusyemblil, NpUMepouUHbIii, renesslit, silicone gel.

KOHTYPHO-NPOMUAbHLIA TPYAHON MMNANAHTAT 3amnofIHEH CTPOr0 ONpeAeneHHbIM

KONM4ecTBOM cunnkoHosoro renst Cohesive lll.

BO3MOXHOCTb UM MeTOAbl WHTerpaumMm ¢ apyrumu  MeauumHckumm — The possibility and ways of integrating with other medical devices
N3nenmsaMun Resterilizable Gel Breast Implant Sizer may be used together with the
MMnnaHtaThl  MOJIOYHOA >Kenesbl MpuUMepouYHble, renesble, MHorokpatHo medical device « Gel Breast Implants» and «Smooth Round Gel Breast
CTEpUAM3yeMble MOFYT WCMOMb30BaThbCA BMECTE C MeAULMHCKUM u3genuem Implant».

«MMnnaHTaThl rpyfHble refieBble» U «MMNaHTaT MOSIOYHOW XXenesbl KPYrbli,

renesblil, ¢ rnagkoii 060104KOMN».

TexHnyeckune xapakrTepmuctukn MU Technical characteristics of MD

B Tabnuuax npuBefeHbl OCHOBHble TeXHUYECKME XapaKTepUCTUKW WMMNNAHTATOB MOJIOYHOI >Kefnesbl MNPUMEPOUHbIX, TFefeBblX, MHOTOKpaTHO
CTEPUIN3YEMbIX, KPYT/bINA.

There are the main technical characteristics of Resterilizable Gel Breast Implant Sizer in the tables below.

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



AMIIaRTAT MOJI04HOI XKe/le3bl IPHMEPOHHbIH,

Implant Sizer, contour-profile CPG 311

reieBblii, MHOrOKPATHO CTEPHIIH3yeMblil, KOHTYPHO-

npopuasuniii CPG 311/ Resterilizable Gel Breast

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

BuicTynajowas
BuicoTa ¢
Obnew ¢ Wnpuua c NOTrPeWHOCTLIO, Hacrs ¢ Macca ¢
NOrpemiHOCTLIO, Ml £ | MOrPEWIHOCTEIO, MME m 2.5% NOrPelHOCTLI0, OrDEIHOCTAMH, T
Koa / Code Description Onucanne 2,5% 2,5% H:i'ght.\svil“h mmz 2,5% . ":% / Mass wi l’h
Volume with tolerance, | Width with tolerance, tolerance, mm Projection with toferances gt 3%
ml £2,5% mmz 2.5% ) 5,7'0 tolerance, mm * Ml
i 2,5%
WUmitanrar
MOIOHHOM KCNE3bI
Resterilizable Gel "p’;rfg’:;"'"‘
RSZ-0095 Breast Implant .Sl‘zcr. MHOTOKPATHO 120 95 8s 2 126.43
contour-profile CPG ) "
31: 120 ml CTEPUIN3Y CMBbIA.
ST KOHTYPHO-
npodm:nubiit CPG
311: 120 mt
WUmiiautar
MOIOYHOH KEACIH
Resterilizable Gel "”’;‘fﬁ?::;*""'
Breast Implamt Sizer. c _" . C . )
RSZ-0100 - MHOTOKpPAaTHO 140 100 89 34 146.54
contour-profile CPG o -
311: 140 ml CTEpHIIM3YEMBbIN.
o KOHTYPHO-
npopuasunit CPG
311 140 Ma
Uminanrar
MOIOMHOMR KeNe3bt
Resterilizable Gel ']pTif:Ss:gb"i'
RSZ-0105 Breast lmplu{\ L Sizer. MHOFOKPATHO 160 105 94 6 166.64
contour-profile CPG ) o "
31 160 mi CTCPHANBYCMbIIA,
o KOH1) pHO-
npogu.bibii CPG
311: 160 M2
10




Kon / Code

RSZ-01 K)

RSZ-0115

RSZ-0120

RSZ-0125

Description

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

311: 180 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

311: 210 ml

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

311:235 ml

Resierilizable Gel
Breast Implant Sizer,
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OnucaHune

NmnnaHntat
MOJIOYHOI Xenesbl
NpPYMepPOYHbIA.
reneBbIit,
MHOTOKpPaTHO
CTEepPUIN3yeMbli,
KOHTYpHO-
npounbHbI CPG
311: 180 mn
Nmnnantart
MOJIOYHOI Xenesbl
NPUMEPOYHBIIA.
reneBblid.
MHOTOKpaTHO
CTEPUNIN3YEMBIA.
KOHTYpPHO-
npotunnbHbIi CPG
311: 210 mn
NmnnaHTat
MONIOYHOM Xenesbl
NPUMEPOYHBIIA.
renesbli.
MHOTFOKpaTHO
CTEpPUNN3YEMBITA.
KOHTYpHO-
npotunbHbI CPG
311: 235mn
MmnnaHTtar
MOIOYHO Xenesbl
NPYMepPOYHbIA.

O6bem C

norpewHoOCTbO, MN

2,5%

Volume with tolerance,

ml+2,5%

180

210

235

270

W upuHa c
nNOrpew HoOCTbO, MM*
2,5%

W idth with tolerance,
mmz+ 2,5%

110

115

120

125

11

BbicoTa C
NOrpewHOCTLIO,
MM* 2,5%
Height with
tolerance, mmz+
2,5%

98

103

107

112

BboicTynatowas
yacTb C
NOrpewHOCTbIO,
MMt 23 %
Projection with
tolerance, mm =*
2,5%

37

39

41

42

Macca ¢
NOrpewHoCTAMMU, T
+3% / Mass with
tolerances, g * 3%

186.69

216.87

241.94

277.14



Ofvem ¢ 1Wupuna ¢ Buicora ¢ Bm:z::r .
NOrPEMNOCTLIO, M £ | NOFPEUIKECTLIO, MME "ozzmb“ norpewnocThie, | l:"““ ¢ . €
Koa / Code Description Onncanne % 25% Height with mnz 2.5% %  Mass with
Volume with tolerance, | Width with tolerance, tob — Projection with tolerances, g 2 3%
ml £2,5% mmz 2,5% 2.5‘!; tolera;céi.mz R
%
contour-profite CPG venceniit,
301:270ml MHOI'OKPAIHO
crepuansycubiii,
KOHTYPIK>-
npodwiuwi CPG
31h: 270Ma
HUmunanvar
MOJOMHOR KIS
Resterilizable Gel MpHMEpOHbIE.
Breast Implant Sizer reacsisih.
RSZ-0130 o MIOTOKPATHO 300 130 1é 4 307.27
comour-profile CPG . "
311 300 ml cTepHinsyCMbli.
KOHTYpHO-
npodrasuwii CPG
311: 300%0
HUmuhanrar
MOAOHHON WL
Restcrilizable Gel NpiMEpOKIA,
Breast Implant Sizer. recaLli.
RSZ-0115 g MHOTOKPATHO 338 135 120 16 34242
contour-profile CPG
319: 335 ml cTepHARIYEMbIi,
KONTYPHO-
npodunshuii CPG
311:335Ma
Hmmaantar
Resterilizable Gel MOIOMIIOH HEICIW
gsz.o130 | Breast lmplant Sizer. npuMCPOHHR, 375 140 125 47 18261
contour-profile CPG reICRBIA,
314: 375 ml MHOTOKPATHO
L’L&IM“I}'WH“-
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Kon / Code

RSZ-0145

RSZ-0150

RSZ-0155

RSZ-0160

Description

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

311;415ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

311:460 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

311: 510 ml

Resterilizable Gel
Breast Implant Sizer.
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OnucaHune

KOHTYpPHO-
npotmnbHbI CPG
311: 375mn
MmnnaHnTat
MO/OYHOW Xenesbl
NPYMepPOYHbIA.
renesblit.
MHOTOKpaTHO
CTepunn3yemblii.
KOHTYpPHO-
npotunbHbIi CPG
311: 415 mn
Mmn-TaHTaT MONOYHON
Xenesbl
NPUMEPOUHBIA,
refieBblii, MHOrOKpaTHO
CTEPUNN3YEMBIIA.
KOHTYpPHO-
npoubHbI CPG
311: 460 mn
WmnnaHTaT MONOYHOA
Xenesbl
NPUMEPOUHBIiA,
renesblil, MHOrOKpaTHO
CTEPUNIN3YEMBIIA.
KOHTYpHO-
npotunbHbIl CPG
311:510mn
MmMnnaHTaT MONOYHOIA
Xenesbl

O6bem ¢
NOrpewHOCTbIO, MN
2,5%

Volume with tolerance,
ml+2,5%

415

460

510

560

W vwpuHa c
NoOrpewHOCTbO, MM
2,5%

W idth with tolerance,
mmz+ 2,5%

145

150

155

160

13

BbicoTa c
norpewHoCcTbIO,
MMt 2,5%
Height with
tolerance, mm=
2,5%

129

134

138

143

BbicTynatowasn
yacTb C
norpewHoOCTbIO,
MM* 2,5%
Projection with
tolerance, mm
2,5%

49

51

52

54

Macca c
norpewHoOCTAMM, T
+ 3% / Mass with
tolerances, g + 3%

422,76

467.98

518.13

568.33



Buicova ¢ Bucrymseman
Obvem Wupnna ¢ NOrPeIHOCTLIO, WRETS € Macea ¢
NOCPEWHACTLIO, MA 2 | BOTpPemNOCTEIO, MM wmz 2.5% NOTPLINOCTLIL, | | grpemimectamE, ©
Volume with tolerance, | Width with tolerance, tol i Projection with tolerances, g £ 3%
ml225% om: 2,5% 2,5%1 tolmmé,mm *
contour-profile CPG NPAMCEPOMILIA.
351; 560 ml IeICBGIE, MHOIUKPATIR)
CICPHIHIYCMBIA,
KOUTY PHIO-
npodicisnbii CPG
311: 560 M
Hsuunasmar sonounolt
Welneshl
Resterilizabke Gel IPAMCPOYHDIA.
Breast Implant Sizer,  |reaessiil, MBOroKpam 23,
RSZ-0165 contour-profile CPG erepry b 615 165 147 56 623.65
31:615ml XKOHTY pHO-
npodunbiaiii CPG
3615 Ma

14
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MmMnnaHTaT MOMOYHOI XXenesbl MPUMEPOYHBbIN, refieBblii, MHOFOKPaTHO CTepPUIN3YeMbIA, KOHTYPHO-NpotnabHbIi CPG 312 / Resterllizable Gel
Breast Implant Sizer, contour-profile CPG 312

BbicTtynatwas

W BbicoTa ¢ 4acTh ¢
Obvem c npunac norpewHOCTbLHO, NOrDewW HOCTbIO Macca ¢
I'IOFpeLLIHOCTb}O,Mﬂi norpewHOCTbO, MM MMiZ,S% p , MorpewHoCcTAMM, T
Kopg / Code Description OnucaHune 2,5% _ J__r2,5%_ Height with . MIMiIZS% " +3% / Mass with
Volume with Width with tolerance, mm+ rojection wit tolerances, g + 3%
tolerance, ml + 2,5% tolerance, mm=* 2,5% tolerance, mm *
' ’ 2,5%
2,5%
MIMnnaHTaT MONOYHOM
Xenesbl
. NPUMEPOYHBINA,
Resterilizable Gel P P o
Breast Implant Sizer renesem,
RSZ-0907 ¢ il CPG’ MHOTFOKpaTHO 125 90 80 38 130.80
con gi;p;(;sl el CTEpPUNN3YEMBIiA.
’ m KOHTYpPHO-
npotunbHbli CPG
312; 125 mn
MMnnaHTaT MONOYHOM
Xenesbl
NPUMEPOYHbIA.
Resterilizable Gel P P o
Breast Implant Sizer renessit.
RSZ-0957 plar ’ MHOFOKpaTHO 145 95 84 40 152.39
contour-profile CPG cTepuAMayemblii
312: 145 ml '
KOHTYPHO-
npodunbHbln CPG
312: 145 mn
MMnnaHTaT MONOYHOM
Xenesbl
. NPUMEPOYHBIIA.
Resterilizable Gel P p o
Breast Implant Sizer renesbiv.
RSZ-1007 . ' MHOFOKpaTHO 170 1K) 88 42 177.76
contour-profile CPG o
CTEPUNN3YEMBITA.
312: 170 ml
KOHTYpHO-
npotunbHbln CPG
312: 170 mn
15
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Kon / Code

RSZ-1057

RSZ-1107

RSZ-1157

RSZ-1207

Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312;195 m!

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312; 225 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312; 255 ml

Resterilizable Gel
Breast Implant Sizer.
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OnucaHue

MmnnaHTaT MONOYHOM
xeneabl
NPYMEpOYHbIA,
renesblif,
MHOTOKpPaTHO
CTEPUNN3YEMBITA.
KOHTYpPHO-
npotmnbHbIi CPG

312; 195 mn___
MmnnaHTaT MOIOYHOW
Xenesbl
NPUMEPOYHBINA,
renesblid,
MHOFOKpaTHO
CTEPUIN3YEMDbIA.
KOHTYpHO-
npogunbHbli CPG
312; 225 mn
MMnnaHTaT MOJIOYHON
xenesbl
NMPVMEPOYHbINA,
renesbli,
MHOFOKpaTHO
CTEpPUIN3YEMbIA.
KOHTYpPHO-
npounbHbIn CPG
312; 255 mn
MMnnaHTaT MOMOYHOM
xenesbl
NPYMEpPOYHbIA.

O6bem C
NorpewHoOCTbO, MNT
25%
Volume with
tolerance, ml + 2,5%

195

225

255

290

W wupuHa c
NOTPeWwHOCTbIO, MM
+2,5%

W idth with
tolerance, mmz 25%

105

10

115

120

16

BbicoTa c
norpewHOCTbIO,
MM £ 2,5%
Height with
tolerance, mmz+
2,5%

93
97
102
106

BbicTtynatowas
4acTb C
NOrPewHOCTbIO,
MM+ 23%
Projection with
tolerance, mm *
2,5%

44

47

49

51

Macca ¢
norpewHoOCTAMM, T
+ 3% / Mass with
tolerances, g + 3%

203.49

234.32

264.49

299.98



Kop / Code

RSZ-1257

RSZ-1307

RSZ-1357

Description

contour-profile CPG
312: 290 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312: 330 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312; 370 mi

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312; 415 ml
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O6bem ¢
NOrpewWHOCTbIO, M

OnwucaHune 2,5%

Volume with
tolerance, ml £ 2,5%

reneBblii.
MHOTOKpaTHO
CTepuNnN3yemblii.
KOHTYpPHO-
npotumnbHbIi CPG
312; 290 mn
MmnnaHTaT MONOYHOI
Xenesbl
NPYMEPOYHbIA.
renesbli,
MHOTOKpaTHO 330
CTepuN3yeMblid.
KOHTYPHO-
HpotMNbHBLIA CPG
312; 330 mn
NMnnaHTaT MONOYHONA
xenesbl
NpPYMepPOYHbIA.
renesblil.
MHOrOKPaTHO 370
CTepUNN3yemblii.
KOHTYpPHO-
npounbHbln CPG
312; 370 mn
MmMnnaHTaT MONOYHON
xenesbl
NPYMEpOYHbIA,
reneBbii,
MHOTOKpaTHO
CTepunN3yeMblii.

415

W wupuHa c
NOrpewHoOCTb, MM
+2,5%

W idth with
tolerance, mmz+ 2,5%

125

130

135

17

BbicoTa ¢
norpewHOCTbIO,
MM * 2,5%
Height with
tolerance, mmz+
2,5%

111

115

119

BboicTynatowas
yacTb C
norpewHoOCTbIO,
MM* 2,5%
Projection with
tolerance, mm =
2,5%

53

55

57

Macca c
norpewHocTAMMU,
+3% / Mass with
tolerances, g * 3%

339.97

380.63

426,34



BbicTynatouas
BbicoTa c 4acTh ¢
06bem c WwupuHa c NorpewHoCTLIo, Horew HocTo Macca ¢
NOrpewHOCTbO, M/ * NOrpewHoOCTbIO, MM MM+ 2 5% p ) MOrpew HOCTAMM, T
9 o MMt 23 % :
Kog / Code Description OnuncaHue 2,5% +2,5% + 3% / Mass with

Height with . . .
Volume with Width with tolerance, mm# Projection with tolerances, g £ 3%
tolerance, ml + 2,5% tolerance, mmz+ 2,5% 2.5% tolera;ce,mm +
5%
KOHiyptlO-
npounbHbIR CPG
312: 415 Mn
MmMnnaHTaT MOMOYHON
xenesbl
NPYMEPOYHbIA.
reneBblii.
MHOTOKpaTHO 465 140 124 59 476.16
CTepunnN3yemblii.
KOHTYPHO-
npogunbHelii CPG
312: 465 mn
NmnnaHTaT MONOYHOM
xenesbl
NPYMepPOYHbIA.
reneBblii.
MHOTOKpaTHO 515 145 128 61 525.63
CTepUN3yeMblii.
KOHTYpHO-
npotunbHbIA CPG
312: 515 mn
MmnnaHTaT MONOYHOI
xenesbl
NPUMEPOYHBIIA.
renesblii.
MHOTOKpaTHO 570 150 133 63 581.76
CTepUNN3yemblii.
KOHTYpPHO-
npogunbHbit CPG
312: 570 mn

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312: 465 ml

RSZ-1407

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312: 515 ml

RSZ-1457

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312: 570 ml

RSZ-1507
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Kop / Code Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

312: 690 ml

RSZ-1607
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OnucaHune

MNmMnnaHTaT MONOYHOI
xenesbl
NpPYMepPOYHbIiA.
reneBblii.
MHOTOKpaTHO
Crepunnsyembiii.
KOHTYpPHO-
npotunbHbIi CPG
312; 690 mn

Ob6bem ¢
norpewHOCTbO, M/ *
2,5%
Volume with
tolerance, ml £ 2,5%

690

W unpuHa c

norpew HOCTbO, MM

+2,5%
W idth with

tolerance, mm+ 2,5%

160

19

BbicoTa C
norpewHOCTbIO,
MM £ 2,5%
Height with
tolerance, mm=
24%

142

BbicTynatouas

yacTb C
Macca ¢
NOrpewWHOCTLIO,
norpewHocTaAMMU, T
MM 24%

+ 3% / Mass with

Projection with
) tolerances, g + 3%

tolerance, mm %
2,5%

68 701.18



MiMnnaHTaT MO/IOYHON XKenesbl NPUMEPOYHbIiA, refieBblii, MHOFTOKPATHO CTePUIM3YEMbI, KOHTYpPHO-NpodunbHbIi CPG 313/ Resterilizable Gel
Breast Implant Sizer, contour-profile CPG 313

BbicTynatowas

BbicoTa ¢
O6bem ¢ WupunHa c NorpewHoCTbI0, Hacte € Macca ¢
NOrpewHOCTLI0, MM norpewHocTbI0,
norpewHOCTb, MN % ’ MM + 25% 250 norpewHoOCTAMMU, T
[) ! MM * 2,5% .
Koa / Code Description Onucanme 2,5% x2S Height with Projection with - o [ Masswith
Volume with tolerance, W idth with tolerance, tolerance mm + tolerances, g = 3%
' - tolerance, mm =+
ml+25% mmz+ 2,5% 2 50 ’
' 2,5%
MmnnaHtat
MOJIOYHOW Xenesbl
. NMPVYMEPOYHbIA.
Resterilizable Gel renesblii
Breast Implant >Sizer. ' 130 90 81 44 136.47
RSZ-0906 contour-profile CPG MHOTOKPATHO
p CTEPUIN3YEMbIIA.
313: 130 m! KOHTYpHO-
npogunbHbli CPG
313: 130 mn
MmnnaHTtat
MO/IOYHOW Xenesbl
Resterilizable Gel NpUMepPOYHbIA.
esterilizable Ge o
Breast Impl i renesbln. 86 45 161,62
plant Sizer, MHOTOKpPaTHO 155 95
RSZ-0956 contour-profile CPG P
p CTEPUNN3YEMBITA.
313:155 ml KOHTYpHO-
npogunbHbin CPG
313: 155 mn
MmnnaHTat
MOIOYHOM Xenesbl
. NPYMepPOYHbIA.
Resterilizable Gel rernesblii
Breast Implant Sizer ' 100 90 46 186,69
RSZ-1006 . ’ MHOTFOKpaTHO 180
contour-profile CPG CTepUAN3yeMblii
313; 180 ml KOHTYPHO-
npoguabHbln CPG
313:180 mn
20
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Kop / Code

RSZ-1056

RSZ-1 106

RSZ-1156

RSZ-1206

Description

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

313:210 ml

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

313:240 ml

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

313: 270 ml

Resierilizable Gel
Breast Implant Sizer.
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OnucaHune

W.unnantat
MOJIOYHOW >Kenesbl
NpYMepOYHbIiA.
reneBbli,
MHOTOKpaTHO
CTEepPUIN3YEMbIA.
KOHTYpPHO-
npounbHbIN CPG
313: 210 mn
MmnnaHTat
MOJIOYHOV XKenesbl
NPYMEPOYHbIA.
reneBbli.
MHOFOKPaTHO
CTepuN3yeMblid.
KOHTYpHO-
npounbHbin CPG
313: 240 mn
MmnnaHTar
MOIOYHOW Xenesbl
NpPYMepPOYHbIA.
renesblit.
MHOFOKpaTHO
CTepunnN3yemblii.
KOHTYPHO-
HpodunbHbIE CPG
313:270 mn
MmnnaHTart
MOIOYHOIA Xenesbl
NMPVMEPOYHbIA.

O6bem ¢

norpewHOCTbO, MN

2,5%

Volume with tolerance,

ml+25%

210

240

270

310

WupuHa c
NOrpewHOCTbO, MM
+2,5%

W idth with tolerance,
mmz+ 23%

105

110

115

120

21

BbicoTa ¢
norpewHoCTbIO,
MM + 2,5%
Height with
tolerance, mm %
2,5%

95

99

103

108

BbicTynatwuwan
yacTb C
NOrpewHOCThIO,
MM + 2,5%
Projection with
tolerance, mm =*
2,5%

48

49

50

52

Macca ¢
NorpewHOCTAMMU, T
+3% / Mass with
tolerances, g + 3%

216.87

246.99

277.14

317,35



Kog / Code

RSZ-1256

RSZ-1306

RSZ-1356

Description

contour-profile CPG
313;310 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313; 350 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313;395 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313; 440 ml
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OnwucaHune

renesbli,
MHOTFOKpPaTHO
Clcpunusyemslit,
KOHTYypHO-
npotunbHbIi CPG
313; 310 mn
Mmnnantar
MO;OYHOM Xenesbl
NPUMEPOYHBINA.
renesbli,
MHOTOKpPaTHO
CTEPUNIN3YEMBIA.
KOHTYpPHO-
HpodunbHbIE CPG
313: 350 mn
MmnnaHtar
MOJIOYHOI Xenesbl
NpPUMepPOYHbIA.
renesblii.
MHOTOKpPaTHO
CTEPUINZYEMBIA.
KOHTYpHO-
npounbHbI CPG
313:395 wmn
MmnnaHnTat
MOIOYHOW Xenesbl
NMPVMEPOYHbIA,
resneBbli,
MHOFOKpaTHO
CTEPUNN3YEMBITA.

Ob6bvem c
NOorpewHoOCTbO, MN *
2,5%

Volume with tolerance,
ml+2,5%

350

395

440

W vwpuHa c
NOrpewHOCTbLIO, MM
+2,5%

W idth with tolerance,

mmz# 2,5%

125

130

135

22

BbicoTa ¢
norpewHoOCTbLIO,
MM + 2,5%
Height with
tolerance, mm %
2,5%

112

117

122

BboicTynatwas
yacTb C
NOrpewHoOCTbIO,
MM £ 2,5%
Projection with
tolerance, mm #*
2,5%

54

56

58

Macca ¢
norpewHoCcTAMM, 1
+3% [/ Mass with
tolerances, g £ 3%

357.52

402.66

447.93



Kog / Code Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313:490 ml

RSZ-1406

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313:545 ml

RSZ-1456

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

313: 605 ml

RSZ-1506
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OnucaHune

KOHTV'pHO-
npounbHblit CPG
313:440 M1
Mmnnantar
MOJIOYHOI Xenesbl
[lpumepoyHbIiA.
renesblit.
MHOTOKpaTHO
CTePUIN3YEMBIA.
KOHTYpPHO-
npotunbHbI CPG
313:490 mn
MmnnaHTar
MOJIOYHOM XXenesbl
NPUMEPOYUHBbIA,
renesbli,
MHOTOKpaTHO
CTEPUNN3YEMBIA.
KOHTYPHO-
npotunbHbIi CPG
313: 545 mn
MmnnaHTar
MOJIOYHOI Xenesbl
NpPYMepPOYHbIA.
renesblii.
MHOrOKpaTHO
CTepUIN3yeMbIi.
KOHTYpHO-
npogunbHbIi CPG
313: 605 mn

O6bem C
NOrpewmHoOCTbO, M *
2,5%

Volume with tolerance,
ml+2,5%

490

545

605

W unpunHa c
NOrpewHOCTbIO, MM
+2,5%

W idth with tolerance,
mmz+ 2,5%

140

145

150

23

BbicoTa C
norpewHOCTbIO,
MM £ 2,5%
Height with
tolerance, mm
2,5%

126

131

135

BbicTynatowas
yacTb C
norpewHoCTbIO,
MM £ 2,5%
Projection with
tolerance, mm *
2,5%

61

63

66

Macca ¢
norpewHoCTAMM, T
+ 3% / Mass with
tolerances, g £ 3%

498.15

553.33

613,68



MMMaHTaT MOMOYHOM Xene3bl MPUMEPOUHBIA, FreneBblil, MHOTOKPaTHO eTEPUIH3YeMbIi, KOHTYPHO-HPOGHAbHbLIK CPG 321 / Resterilizable Gel

BbicoTa C
O6beM C WwupnHa c Norpelw HoOCTbIO, norpqeauf:;ccn}o, Macca ¢
NOrpelw HOCTbI0, MA * "Orpe'-”HZO;oT/b'O*MMi MM % 2,5% MM + 2. 5% nf;;z/eu;:lwocmm?lthr
0 0% : : - + (] ass wi
Koga / Code Description Onucanue Volume vi}?h/()toleranCE, W idth with tolerance, to::::g:;wn:tr: + tF;rIZ:Z;::anr:h+ tolerances, g £ 3%
ml+2,5% mmz= 2,5% 2,5% 2.5())0 B
MmnnaHTat
MOJIOYHOM Xenesbl
. NPUMEPOYHbIN,
Resterilizable Gel reNeBbli. 85 33 125,45
Breast Implant Sizer, MHOIX9KpaTHO 120 90
RSZ-0908 contour-profile CPG CTepUAN3yembiii.
321; 120 ml KOHTYpHO-
npohunbmnblii CPG
321 120 mn
MmnnaHtat
MOMIOYHOMN Xenesbl
. NMPUMEPOYHbIA.
Resterilizable Qel renesbiii. 89 35 140.19
RS7.0058 Breast Implant Sizer, MHOTOKPATHO 135 95
contour-profile CPG CTEpPUAN3YEMbIA.
321; 135 ml KOH3YpHO-
npotunbHbIA CPG
321m135 mn
MmnnaHtar
MO/IOYHO Xenesbl
. NPYMepPOYHbIA.
Resterilizable Qel Feneebiii. 94 37 161.51
RS7.1008 Breast Implant Sizer, MHOTOKPATHO 155 1to
contour-profile CPG CTEPUAN3YEMBIi.
321; 155 ml KOHTYpHO-
npogunbHbit CPG
321; 155 mn
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BoicTtynatwas



Kop / Code

RSZ-1058

RSZ-1108

RSZ-1 158

RSZ-1208

Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321; 180 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321: 215 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321; 245 ml

Resterilizable Gel
Breast Implant Sizer.
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OnucaHune

MwmnnaHTar
MONIOYHOM Xenesbl
NPUMEPOYHBINA.
renesbli,
MHOTOKpaTHO
CTEepPUIN3YeMbIiA.
KOHTYpHO-
npounbHbln CPG
321: 180 mn
NmnnaHTaT
MO/IOYHOI XKenesbl
NPUMEPOYHBIIA.
renesbIi,
MHOTOKpaTHO
CTEPUNN3YEMBITA.
KOHTYpPHO-
npoduabHbln CPG
321; 215 mn
Nmnnantat
MOIOYHOM XKenesbl
NpPYMepOYHbIA.
renesblit.
MHOTOKpPaTHO
CTEPUAN3YEMDbIA.
KOHTYpPHO-
npounbHbln CPG
321:245 wmn
Nmnnantat
MOJIOYHON Xenesbl
NPUMEPOYHBINA.

O6bem ¢
NorpewHOCTbO, MNT *
2,5%

Volume with tolerance,

ml+2,5%

180

215

245

280

W upuHa c
NOrpewHoOCTbO, MM *
2,5%

W idth with tolerance,
mmz# 2,5%

105

110

115

120

25

BbicoTa c
NOrpewHOCTbIO,
MM t 2,5%
Height with
tolerance, mm =
2,5%

99

103

108

113

BbicTynatowas
yacTb C
norpewHoOCTbIO,
MM * 2,5%
Projection with
tolerance, mm
2.5%

38

39

40

42

Macca ¢
norpewHocTAMM, 1
+3% / Mass with
tolerances, g £ 3%

186,78

222.2!

253.43

288,73



Kop / Code

RSZ-1258

RSZ-1308

RSZ-1358

Description

contour-profile CPG
321; 280 ml

Reslerilizable Gel
Breast Implant Sizer,
contour-profile CPG

321: 315 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321; 355 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321: 395 ml
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OnucaHue

reneBbli,
MHOTOKpPaTHO
CTEPUNIN3YEMbIA.
KOHTYpHO-
Hpotunbublii CPG
321: 280 mn
MmnnaHTat
MOIOYHOM Xenesbl
NPYMepPOYHbIiA.
renesbli.
MHOTOKpaTHO
CTepPUIN3yeMbIi.
KOHTYpHO-
npodunbHbln CPG
321: 315 mn
MmMmnnaHTar
MOJIOYHO Xenesbl
NpPUMepPOYHbIA.
renesbli.
MHOTOKpPaTHO
CTepPUIN3YEMbI.
KOHTYPHO-
npounbHbll CPG
321; 355 mn
MmnnaHTtat
MOIOYHO Xenesbl
NPVMEPOYHbINA.
renesbli.
MHOTFOKpaTHO
CTEPUINZYEMBIA.

O6bvem C
NorpewmHoOCTbO, MN *
2,5%

Volume with tolerance,
ml+25%

315

355

395

W unpuHa c
NOTrpewHOCTbIO, MM *
2,5%

W idth with tolerance,
mmz= 2,5%

125

130

135

26

BbicoTa c
NOrpewHOCTbIO,
MM = 2,5%
Height with
tolerance, mm +
2,5%

118

122

127

BoicTtynatouas
yacTb C
norpewHOCTbIO,
MM = 2,5%
Projection with
tolerance, mm =
2,5%

44

46

47

Macca c
norpewHoCTAMMU,
+3% / Mass with
tolerances, g * 3%

323.58

365,23

404.96



BbicTynato wasn
w BbicoTa ¢ qacTs ¢
MpUHa ¢
O6vem c p MOrpewHoCTLIo, MO pew HOCThIo Macca ¢
+ 1
MOrpewHoCTbO, MN * MOrPeWHOCTbIO, MM * MM £ 2.5% norpewHoCTAMMU, T

0,
Kog / Code Description OnucaHune 2,5% 2,5% Height with MM * 2,5% +3% / Mass with

i i i Projection with
Volume with tolerance, W idth with tolerance, tolerance, mm + ] tolerances, g + 3%
ml+2,5% mmz= 2,5% tolerance, mm =+

2,5% 2.5%
KOHTYpPHO-
npotunbHbli CPG
321: 395 mn
MmnnaHnTat
MOIOYHOM Xenesbl
NMPVMEPOYHbIA.
renesblil.
MHOTOKpaTHO 440 140 132 49 451.11
CTepuN3yeMblii.
KOHTYPHO-
npotuneneiii CPG
321: 440 mn
MmnnaHnTat
MOI0YHOM Xenesbl
NPYMepPOYHbIA.
reneBblii.
MHOTOKpaTHO 480 145 133 50 491,57
CTepUAN3YyeMbIiA.
KOHTYpPHO-
npotunbHblii CPG
321:480 mn
MmnnaHntat
MOI0YHOM Xenesbl
NpPYMepPOYHbIA.
renesblit.
MHOTrOKpaTHO 530 150 141 52 542.99
CTepuNnN3yemblii.
KOHTYpHO-
npotmnbHbIi CPG
321:530 mn

Resterilizable Gel
Breast Irnpiant Sizer,
contour-profile CPG

321: 440 ml

RSZ-1408

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321: 480 ml

RSZ-1458

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321: 530 ml

RSZ-1508

27
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Kopg / Code Description

Resterilizable Ge!
Breast Implant Sizer,
contour-profile CPG

321; 640 ml

RSZ-1608

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

321; 775 ml

RSZ-1708
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OnwncaHune

MmnnaHTar
MOJIOYHO XKeneabl
NPUMEPOYUHBbIA.
reneBblii.
MHOFOKPaTHO
CTepUNN3yemblii.
KOHTY'pHO-
npounbHbll CPG
321; 640 mn
MmnnaHTat
MOJIOYHOM Xenesbl
NPYMEPOYHbINA.
renesblii.
MHOTOKpaTHO
CTepunN3yemblii.
KOHTYPHO-
npounbHbIR CPG
321,775 mn

O6bem ¢

nOorpewHOCTbO, MN

2,5%

Volume with tolerance,

ml+25%

640

775

W vwpuHa c
norpewHoOCTbO, MM *
2,5%

W idth with tolerance,
mmz+ 2,5%

160

170

28

BbicoTa C
NOrpewHOCTbHO,
MM = 2,5%
Height with
tolerance, mm %
2,5%

150

160

BboicTtynatowas
yacTb C
norpewHoOCTbIO,
MM £ 2,5%
Projection with
tolerance, mm =*
2,5%

56

59

Macca ¢
NOrpewWHOCTAMMU, T
+ 3% / Mass with
tolerances, g + 3%

654.79

791.21



MimnnaHTaT MONOYHOI XKenesbl NPUMEPOUHbINA, reneBblil, MHOFOKPaTHO CTEPUAN3YEMbIA, KOHTYPHO-NPotnnbHbIN CPG 322 / Resterilizable Gel
Breast Implant Sizer, contour-profile CPG 322

BoicTtynatowas
BbicoTa c

Obvem c LL|I/IpI/IHaC nOorpewHOCTbLIO Hacte ¢ Macca ¢
I'IOFpeLIJHOCTblO,M]'Ii nOrpew HOCTbO, MM MM +2 5% NOrpewHOCTbHO, norpewHoCTAMN, T
Kog / Code Description OnwncaHune 2,5% £2,5% Height with MM 1_24%_ +30% / Mass with
Volume with tolerance, W idth with tolerance, tolerance. mm Projection with tolerances, g = 3%
ml+25% mm +2,5% 2 5%; tolerance, mm
- +2,5%
MmnnaHTar
MOJTIOYHOI XKenesbl
NpPUMepPOYHbIA.
Resterilizable Gel P P o
Breast Implant Sizer reneseln.
RSZ-0905 P ' MHOTOKpPaTHO 140 90 85 38 146.54
comour-protlle CPG CTEDUIAZYEM b
322: 140 ml A
KOHTY'pHO-
npodunbHbll CPG
322: 140 mn
MmnnaHTat
MOJIOYHOM XKenesbl
- NPUMEPOYHBIIA.
Resterilizable Gel P P o
Breast Implant Sizer FENesbIn.
RSZ-0955 ; il CPG’ MMorokpanto 165 95 89 40 171.67
contour-protile CTEPUNN3YEMBITA.
322: 165 ml
KONTYpPHO-
npogu;n.Helii CPG
322: 165 mn
MmnnaHTat
MOJIOYHOM XKenesbl
NpYMepPOYHbIA.
Resterilizable Gel P P o
Breast Implant Sizer renesbiv.
RSZ-1005 . ' MHOTOKpaTHO 195 100 94 42 201.81
contour-profile CPG cTepuAMayemblii
322: 195 ml '
KOHI'YpHO-
npoguabHbln CPG
322:195 mn

29
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BbicTynatouas

BbicoTa ¢
O6bem ¢ WwupuHa c norpewHocTbi0, 4acTb ¢ Macca ¢
MOrpewHoCTbI0, MA % MOrPeWHOCTLIO, MM MM 2 5% MOTPEWHOCTLIO, norpewHocTamu, r
+2,5% o MM £2,5% +3% / Mass with
Description OnucaHue 2,5% *2, Height with L . *
Kon/ Code P Volume with tolerance, W idth with tolerance, tolerance. mm PrTJeC“On with tolerances, g = 3%
£2.5% ' tolerance, mm
ml+25% mm ° +2.5% £2 5%
MmnnaHTar
MOJIOYHO Xenesbl
o NMPUMEPOYHbIA.
Resterilizable Gel reneBbli. 93101
Breast Implant Sizer, MHOFOKDATHO 225 105 99 44 :
RSZ-1055 : p
contour-profile CPG CTEPUAN3YEMbIA.
322; 225 ml KOHTYpHO-
npotmnbHbI CPG
322- 225 mn
MmnnaHTar
MOI0YHOM Xenesbl
. NMPUMEPOUYHbIA.
Resterilizable Gel renesblit . 96251
RSZ-il()5 Breast |mp|ar1t Sizer, MHOTFOKpaTHO 255 110 103 :
contour-profile CPG CTepUAN3YEMbI.
322: 255 ml KOHTYpHO-
npotunnbHbIi CPG
322-255 wmn
MmnnaHTat
MOJIOYHOM Xenesbl
Resterilizable Gel NMPVMEPOYHbIA.
esterilizable Ge o
renesblii.
Breast Implant Sizer, OTOKDATHO 295 115 108 49 302.24
RSZ-1155 : MHOTOKpaTH
contour-profile CPG CTepUAN3YeMbli
322; 295 ml KOHTYpHO-
npotunbHbln CPG
322- 295 mn
MmnnaHTar
- 51 337.36
RS7-1205 Resterilizable Gel MONOYHOM Kenesbl 330 120 113

Breast Implant Sizer.
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NPYMEOOYHbIA.

30



BboicTtynatwwas

O6bem c W wnpuHa c Buicota ¢ 4acTb C M
norpewHOCTbHO, acca ¢
NOrpewWw HOCTbO, M * NOrpewHoCTE0, MM MM £2,5% norpeurHocTeio, norpewHoCcTAMM, 1
Koa / Code Description Onucanne 2,5% =25 Height with o MM £2,5% + 3% / Mass with
Volume with tolerance, W idth with tolerance, tolerance, mm rojection with tolerances, g = 3%
ml+25% mm +2,5% £2.5% toleiazn(;e;,mm
+2,5%
contour-profile CPC renesblit.
322: 330 ml MHOTOKpPaTHO
CTEPUIN3YEMDbIA.
KOHTYpHO-
npotunbHblii CPG
322: 330 mn
MmnnaHTat
MOIOYHOM Xenesbl
. NPUMEPOYHBINA,
Resterilizable Gel o
- reneBbli,
Rsz.1255  CreastImplant Sizer, MHOTOKPATHO 375 125 118 53 382.61
contour-profile CPG CTepUN3yeMbiii.
322; 375 ml KOHTYPHO-
npogunbHbIi CPG
322;375 mn
MmnnaHTat
MOJIOYHO Xenesbl
. NPYMepPOYHbIA.
Resterilizable Gel o
. renesbli,
Rsz-1305  Dreast Implant Sizer, MHOTOKPATHO 420 130 122 55 427,76
contour-profile CPG CTepUAM3YEMbIL.
322; 420 ml KOHTYpHO-
npotunbHbln CPG
322; 420 mn
MmnnaHTtar
Resterilizable Gel MOJIOYHOM Kenesbl
RSZ-1355 Breast Implapt Sizer, I'IpVIMepOLITbIVI. 475 135 127 57 483.06
contour-profile CPG refesbli.
322: 475 ml MHOTFOKPaTHO
CTEPUIN3YEMBIA.
31
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BboicTynatowas
BbicoTa ¢ 4acTs ¢
O6bem ¢ Wwupura c NOrpew HoCTb 10, orDew HOCTE Macca c
MOrpeWwHOCTLIO, MAT * NOrpeWwHOCTLI0, MM WM £2 5% p , NOrpeWw HOCTAMM, T
o MM +2,5% .
Kop / Code Description OnucaHue 2,5% +2,5% Heilsht with b roiecti h + 3% / Mass with
Volume with tolerance, W idth with tolerance, tolerance, mm rojection wit tolerances, g + 3%
ml+25% mm +2,5% tolerance, mm

+2,5% £2.5%
KOHTYpPHO-
npogpunbHbli CPG
322; 475 mn
MmMnnaHTar
MOIOYHOM Xenesbl
NpYMepPOYHbIA,
reneBbli,
MHOTOKpaTHO 525 140 132 59 533.29
CTEpUIN3YEMbI.
KOHTYpHO-
npotunbHbIR CPG
322: 525 mn
MmnnaHTat
MOJIOYHO Xenesbl
NPYMEpPOYHbIA.
reneBblit.
MHOTOKpaTHO 585 145 136 61 593,52
CTEepPUIN3YeMbIi.
KOHTYpHO-
npodunbHbll CPG
322: 585 mn
MmnnaHTart
MOJIOYHO Xenesbl
NPYMepPOYHbIA.
renesbli.
MHOTFOKpaTHO 650 150 141 63 658.71
CTEpPUNN3YEMBbIA.
KOHTYpPHO-
npogunbHbli CPG
322: 650 mn

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

322; 525 ml

RSZ-1405

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

322: 585 ml

RSZ-1455

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

322: 650 ml

RSZ-1505

32
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MimnnaHTaT MONOYHO XKenesbl MPUMEPOYHbINA, reneBblil, MHOrOKPaTHO CTePUAN3YEMbIA, KOHTYPHO-NpotunbHbIN CPG 323/ Resterilizable Gel
Breast Implant Sizer, contour-profile CPG 323

Kop / Code Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323: 165 ml

RSZ-0902

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323: 195 ml

RSZ-0952

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323: 225 ml

RSZ-1002
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OnuncaHune

MwmnnaHTat
MOIOYHOM XKenesbl
NpYMepPOYHbIiA.
renesblid.
MHOFOKpaTHO
CTEpPUNN3YEMBbIIA.
KOHTYPHO-
E1pO(DW.1bHbIN CPG
323: 165 mn
Nmnnantart
MO/IOYHOW xenesbl
[bumepounsblii.
renesbli,
MTHOTOKpaTHO
CTEepPUIN3YyeMbIi.
KOUTYpPHO-
npounbHbln CPG
323: 195 mn
MmnnaHTat
MOJ/IOYHO Xenesbl
NPYMEpPOYHbIA.
reneBbii,
MHOFOKpaTHO
CTEPUNN3YEMBIIA.
KOHTYpPHO-
npotunbHbIR CPG
323:225 mn

Ob6bem C

NOrpewHOCTbO, MN

2,5%

Volume with tolerance,

ml+2,5%

165

195

225

BbicoTa ¢

W wupuHa c
norpewHoOCTbIO,
NOrpewHOCTb, MM
12 50 MM *23%>
) FEN Height with
W idth with tolerance,
» 59 tolerance, mm
+
mm =2,5% £2,5%
90 85
95 89
100 94

33

BbicTtynatowas
yacTb C

NOrpewHOCTbHO,

MM £2,5%
Projection with
tolerance, mm

+2,5%

46

48

51

Macca ¢
norpewHocTaAMM, 1
+ 3% / Mass with
tolerances, g * 3%

171.67

200.77

229,87



Kog / Code

RSZ-1052

RSZ-1102

RSZ-1152

RSZ-1202

Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323; 260 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323;300 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

323;345 ml

Resterilizable Gel
Breast Implant Sizer.
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OnucaHune

MmnnaHTtat
MOMIOYHOM Xenesbl
NPUMEPOYHBbIA.
renesbIi,
MHOrOKpaTHO
CTEPUAN3YEMDbIA.
KOHTYpPHO-
npotunbHbIn CPG
323;260 mn
MmnnaHTtar
MONIOYHOM Xenesbl
NPUMEPOYHbINA.
renesblit.
MHOTrOKpaTHO
CTEPUN3YEMbI.
KOHTYpHO-
npotunbHbIR CPG
323;300 mn
MmnnaHTtat
MONIOYHOI XKenesbl
NPYMepPOYHbIA.
renesbli,
MHOTFOKpaTHO
CTEPUNIN3YEMBIA.
KOHTYpPHO-
npotunbHbI CPG
323; 345 mn
Nmnnantat
MOJ/IOYHOM Xenesbl
NPYMepPOYHbI.

O6bvem C
NOrpewHOCTbD, M *
2,5%

Volume with tolerance,
ml+25%

260

300

345

390

W unpuHa c
NorpewHoOCTbIO, MM
+2,5%

W idth with tolerance,
mm £2,5%

105

no

15

120

34

BbicoTa ¢
nNorpewHOCTbIO,
MM £2,5%
Height with
tolerance, mm
+2,5%

99

103

108

113

BbicTynatouwas
4yacTb C
norpewHocTbIO,
MM £2,5%
Projection with
tolerance, mm
+2,5%

53

56

58

60

Macca ¢
norpewHoCcTAMM, 1
+ 3% / Mass with
tolerances, g £ 3%

263.82

302,62

346,27

389.92



BboicTynatwouwas

" BbicoTa ¢ 4acTh ¢
Obvem c npuHac NOrpewHOCTbIO, HOrDel HOCT 10 Macca c
norpewHoOCTbO, M * norpewHoOCTbO, MM MM £2 5% p ! norpewHoCTAMMU, 1
Kopg / Code Description OnucaHune 2,5% +2,5% Height with MM +2,5% +3% / Mass with
i i i Projecti ith
Volume with tolerance, Width with tolerance, tolerance, mm rojection wi tolerances, g + 3%
ml+2,5% mm £2,5% . tolerance, mm
+2,5% Lonog
contour-profile CPG renesblit,
323; 390 ml MHOTOKpaTHO
CTEpPUNN3YEMBbI,
KOHTYpPHO-
npogunbHbIR CPG
323;390 mn
MmnnaHTat
MOMOYHO Kenesbl
NPUMEPOYHBINA.
Resterilizable Gel P P o
Breast Implant Sizer renesbln,
RSZ-1252 P . ' MHOTOKpaTHO 440 125 118 62 438.42
contour-profile CPG cTepMANIYeMbIi
323: 440 ml yemuIn,
KOHTYpHO-
npogunbHbit CPG
323:440 mn
MmnnaHTat
MOJ/IOYHOI XXenesbl
. NPUMEPOYHBIA.
Resterilizable Gel P P o
Breast Implant Sizer renessi.
RSZ-1302 . ' MHOTOKpaTHO 495 130 122 65 491.77
contour-profile CPG o
CTEPUNN3YEMBbIA.
323; 495 ml
KOHTYpPHO-
npotunbHbIR CPG
323: 495 mn
MmnnaHTat
Resterilizable Gel MOJ/IOYHOM Xenesbl
Rsz-1352  DreastImplant Sizer,  MpUMepouHbI. 555 135 127 67 549.97
contour-profile CPG refieBblil.
323:555 ml MHOroKpaTHO
CTENUAN3YCMbIA.
35
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Kop / Code

RSZ-1402

RSZ-1452

Description

Rcsierilizable Gel
Breast Implant Sizer,
contour-profile CPG

323:620 ml

Restcrilizable Gel
Breast Implant Sizer,
contour-profile CPG

323: 685 ml
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O6bem C
NOrpewHoOCTbO, MN *
OnucaHune 2,5%
Volume with tolerance,
ml+25%
KOHTYpPHO-

npotunbHbIR CPG

MmnnaHTat
MO/IOYHOM Xenesbl
NPYMepPOYHbIA.
renesblit.
MHOFOKpPaTHO 620
CTepUN3yeMblid.
KOHTYpHO-
npounbHbIR CPG
323-620 mn
MmnnaHTat
MONOYHOMN Xenesbl
NpPYMepPOYHbIA.
reneBbli.
MHOFOKpPaTHO 685
CTEPUNN3YEMBITA.
KOHTYPHO-
npotunbHbli CPG
323; 685 mn

W vpuHa c
NOrpewHOCTbIO, MM
+2,5%

W idth with tolerance,
mm +x2,5%

140

145

36

BbicoTa C
norpewHOCTbIO,
MM £2,5%
Height with
tolerance, mm
+2,5%

132

136

BboicTynatowas
yacTb C
norpewHoOCTbIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

69

71

Macca ¢
norpewHoOCTAMM, 1
+ 3% / Mass with
tolerances, g = 3%

613.02

676.07



MMnnaHTaT MOIOYHOI Xenesbl NPUMEPOYHbINA, FefieBblii, MHOFOKPaTHO CTepPUIn3yeMblii, KOHTYPHO-NpoduabHblli CPG 331 / Resterilizable Gel
Breast Implant Sizer, contour-profile CPG 331

Kop / Code Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331: 125 ml

RSZ-0903

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331: 150 ml

RSZ-0953

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331; 175 ml

RSZ-K)03
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OnwucaHune

MmnnaHTar
MOJIOYHOM Xenesbl
[dbnmepouHbIiA.
reneBbli.
MHOrOKpaTHO
CTEpPUNN3YEMBIIA.
KOHTYpHO-
npotunbHbIR CPG
331:125 mn
MmnnaHTat
MOJIOYHO Xenesbl
NPYMepPOYHbIA.
renesblit.
MHOFOKpaTHO
CTEPUIN3YEMBIA.
KOHTYpPHO-
IpotunbHbIn CPG
331: 150 mn
MmnnaHTat
MOJIOYHON Xenesbl
NPYMEpPOYHbIA.
reneBblii.
MH01X)KpaTHO
CTEPUNN3YEMBITA.
KOHTYpHO-
npodunbHbli CPG
331: 175 mn

O6bvem c
NOrpewHoOCTb0, MN
2,5%
Volume with tolerance,
ml+2,5%

125

150

175

BbicoTa C
W npuHa ¢

norpewHoOCTbIO,
NOrpeWwHOCTbO, MM

2 504 MM £2,5%
+
FEO Height with
W idth with tolerance,

1259 tolerance, mm

mm £, £2,5%

90 92

95 97

100 102

37

BboicTynatouas
yacTb C
NOrpewHoOCTbIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

32

33

34

Macca ¢
norpewHoOCTAMMU, T
+ 3% / Mass with
tolerances, g + 3%

i31.45

156.56

181.69



Kop / Code

RSZ-1053

RSZ-1103

RSZ-1153

RSZ-1203

Description

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

331: 200 ml

Resterilizablc Gel
Breast Implant Sizer,
contour-profile CPG

331; 230 ml

Resierilizable Gel
Breast Implant Sizer,
contour-profile CPG

331:265 ml

Resierilizable Gel
Breast Implant Sizer,
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OnucaHune

MmnnaHTar
MOJIOYHOW Xenesbl
NPYMEPOYHbIA.
renesbli,
MHOTOKpPaTHO
CTEepPUIN3YyeMbIi.
KOHTYpHO-
npogunbHbIR CPG
331: 200 mn
Mmnnantar
MOJIOYHOM Xenesbl
NPVYMEPOYHbINA.
renesbli.
MHOTOKPaTHO
CTepUIN3yeMbli.
KOHTYpPHO-
npogunbHbli CPG
331: 230 mn
MmnnaHTar
MOJIOYHO Xenesbl
NPUMEPOYHBINA,
renesbli,
MHOTFOKpPaTHO
CTEPUNIN3YEMBIA.
KOHTYpHO-
HpotunbHbI CPG
331: 265 mn
MmnnaHTar
MOJIOYHO Xenesbl
NPUMEPOYHBINA.

Ob6bvem C
NOrpewHoOCTbIO, MN +
2,5%

Volume with tolerance,

ml+25%

200

230

265

300

W vwpuHa c
NOrpewHOCTbIO, MM
+2,5%

W idth with tolerance,
mm *£2,5%

105

10

115

38

BbicoTa c
NOrpewHOCTbIO,
MM *£2,5%
Height with
tolerance, mm
+2,5%

107

113

118

123

BbicTynatwas
yacTb C
NOrpewWHOCTLIO,
MM £2,5%
Projection with
tolerance, mm

+2,5%_

35

36

37

39

Macca ¢
NorpewHoOCTAMM, T
/ M ass with
tolerances, g + 3%

206.82

236.96

272.13

307.27



Koa / Code

RSZ-1253

RSZ-1303

RSZ-1353

Description

contour-profile CPG
331: 300 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331; 340 ml

Resterilizable Gel
Breast implant Sizer,
contour-profile CPG

331; 380 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331; 425 mi
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OnwncaHune

renesbli,
MHOTrOKpaTHO
CTEPUIN3YEMBIN.
KOHTYPHO-
npotunbHbI CPG
331; 300 mn
MmnnaHTtat
MOJIOYHOM Xenesbl
NMPVMEPOYHbIA.
renesbli.
MHOTFOKpaTHO
CTEPUNN3YEMBITA.
KOHTYpPHO-
npogunbHbIR CPG
331: 340mn
MmMnnaHTat
MOJIOYHO Xenesbl
NPUMEPOYHBINA.
renesblit,
MHOTOKpaTHO
CTEPUNN3YEMDbINA,
KOHTYpHO-
npotunbiHan CPG
331: 380 mn
MmnnaHTat
MOJIOYHOM XKenesbl
NPYMepOYHbI.
reneBbli.
MHOTOKpPaTHO
CTEPUNIN3YEMBIA.

O6bvem C

NOrpewHOCTbO, M

2,5%

Volume with tolerance,

ml+25%

340

380

425

W upuHa c
NOrpewHOCTbIO, MM
+2,5%

W idth with tolerance,
mm +2,5%

125

130

135

39

BbicoTa C
NOrpewWHOCTLIO,
MM £2,5%
Height with
tolerance, mm
+2,5%

128

133

138

BboicTynatowas
yacTb C
norpewHoOCTbIO,
MM £2,5%
Projection with
tolerance, mm
+2,5%

40

41

43

Macca ¢
norpewHocTaAMMU, 1
+ 3% / Mass with
tolerances, g £ 3%

347.49

387.59

432.76



Kog / Code

RSZ-1403

RSZ-1453

RSZ-1503

Description

Rcsterilizablc Gel
Breast Implant Sizer,
contour-profile CPG

331: 475 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331;530 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

331: 585 ml
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OnucaHune

KOHTYpHO-
[dhodunbHbIli CPG
331- 425 mn
NmnnaHTtat
MOJIOYHOI Xenesbl
NpYMepOYHbIiA,
renesbIi,
MHOTOKpaTHO
CTEpPUNN3YEMBbITA.
KOHTYpHO-
HpogunbHbIN CPG
331- 475 mn
MmnnaHTat
MOJIOYHOMI Xenesbl
NpPYMepPOYHbIA.
renesbli,
MHOTrOKpaTHO
CTEPUNN3YEMBITA.
KOHTYpPHO-
npounbHblt CPG
331- 530mn
MmnnaHTat
MOJIOYHO Xenesbl
rUMepoYHbIiA.
refeBblii.
MHOFOKpaTHO
CTEpPUNN3YEMBIIA.
KOHTYpHO-
npogunbHbli CPG
331:585 mn

O6bem C
NorpewHoOCTb, M +
2,5%

Volume with tolerance,
ml+2,5%

475

530

585

W wvpuna c
NOrpewHOCTbO, MM
+2,5%

W idth with tolerance,
mm +x2,5%

140

145

150

40

BbicoTa ¢
NOTrPeWHOCTbHIO,

MM +23%
Height with
tolerance, mm
+2,5%

143

148

153

BbicTynatwas
4acTb C
NOrpewHOCThIO,
MM +23%
Projection with
tolerance, mm
+23%

45

46

48

Macca ¢
norpewHoOCTAMM, T
+ 3% / Mass with
tolerances, g = 3%

483,06

538.35

593.52



BbicTtynatowas

BbicoTa c
O6bem ¢ Wwupnua c norpewHocTbI0, 4acTe ¢ Macca ¢
norpewHOCTbO, M * norpewHoOCTbo, MM MM +2,5% MOTPEWHOCTLIO, norpewHoCcTAMM, T
Kog / Code Description OnucaHue 2,5% . i?,5% Height with M_M i.2,5%. + 3% / Mass with
Volume with tolerance, W idth with tolerance, tolerance, mm Projection with tolerances, g + 3%
ml+25% mm +2,5% +2 5% tolerance, mm
’ +2,5%
MmnnaHTat
MOJIOYHOM Xenesbl
- NPYMEpOYHbIA.
Resierilizable Qel FeneBbli,
Rsz.1553  Creastimplant Sizer, MHOFOKpaTHO 645 155 159 50 653.86
contour—.proflle CPG Crepunny embiii.
331: 645 ml KOHTY'pHO-
npodunbHbli CPG
331: 645 mn

41
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MMnnaHTaT MOJIOYHOM XKenesbl

Kopa/Code

RSZ-0909

RSZ-0959

RSZ-1009

Description

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

145 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

175 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

205 ml
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OnucaHune

MNmnnaHTaT MONOYHOM
xenesbl
NMPVMEPOYHbIA.
reneBblil.
MHOTOKpauto
CTepUNN3yeMmblii.
KOHTYPHO-
npounbHbll CPG
332- 145 mn
NmnnaHTaT MONOYHOM
Xenesbl
NPYMEpOYHbIA.
renesblii.
MHOFOKPaTHO
CTepunn3yemblii.
KOHTYpPHO-
npotmnbHbI CPG
332- 175 mn
MNmMnnaHTaT MONOYHOI
xenesbl
NPYMEPOYHbIA.
reneBblit.
MHOFOKPaTHO
CTepUNn3yemblii.
KOHTYpPHO-
npounbHblit CPG
332; 205 mn

O6bem ¢
NOrpewHOCTbD, M *
2,5%

Volume with tolerance,
ml+25%

145

175

205

WvpuHa c
NorpewHoOCTbIO, MM
+2,5%

W idth with
tolerance, mm £2,5%

90

95

100

BbicoTa C
norpewHOCTbIO,
MM £2,5%
Height with
tolerance, mm
+2,5%

94

99

104

BboicTtynatuwas
4acTb C
NOrpewHOCTbIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

38

40

42

NMPUMEPOYHbINA, renesblii, MHOrOKPaTHO CTEPUIN3YeMbIil, KOHTYPHO-NpoduabHbli CPG 332/ Resterilirable Gel

Macca ¢
norpewHoOCTAMMU, T
+ 3% / Mass with
tolerances, g £ 3%

149.70

179,68

209.79



Kop / Code

RSZ-1059

RSZ-1109

RSZ-1159

RSZ-1209

Description

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

235 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332:

270 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332:

305 ml

Resterilizable Gel
Breast Implant
Sizer, contour-
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OnwucaHune

MmnnaHTat MON0OYHOM
xenesbl
NpPYMepOYHbIiA.
renesbli,
MHOrOKpaTHO
CTepPUIN3yeMbli.
KOHTYpHO-
npotunbHbI CPG
332;235 mn
MmnnaHTaT MONOYHOM
xenesbl
NPUMEPOYHbINA.
renesbli,
MHOTOKpaTHO
CTEPUNIN3YEMBIA.
KOHTYpPHO-
npotunbHbIn CPG
332: 270 mn
MMnaaHTaT MOMOYHOM
Xenesbl
NPYMEPOYHbIA.
reneBblil.
MHOrOKpaTHO
CTEPUIN3YEMBI.
KOHTYpPHO-
npotunbHbli CPG
332: 305 mn
MmnnaHTat MONOYHOM
xenesbl
NPYMepPOYHbIA.

Ob6bem ¢
norpewHOCTbO, M *
2,5%

Volume with tolerance,
ml+25%

235

270

305

350

W unpuHa c
NOrpewHOCTbO, MM
+2,5%

W idth with
tolerance, mm *2,5%

105

110

115

120

43

BbicoTa C
NOrpewWwWHOCTbIO,
MM £2,5%
Height with
tolerance, mm
+2,5%

109

115

120

125

BoicTynatuwas
yacTb C
NOrpewHoOCThLIO,
MM *2,5%
Projection with
tolerance, mm
+2,5%

44

47

49

51

Macca ¢
NOTrpewHoOCTAMM, T
+3% / Mass with
tolerances, g * 3%

239.75

274.84

309.91

354.99



Kop / Code

RSZ-1259

RSZ-1309

RSZ-1359

Description

profile CPG 332:
350 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

395 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332:

445 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332:

495 ml
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OnwucaHune

renesbli.
MHOTFOKpPaTHO
CTEPUNIN3YEMBIA.
KOHTYpHO-
npogunbHbIR CPG
332: 350 mn
MmnnaHTaT MONOYHOM
xenesbl
NpPYMepOYHbIA.
renesbli.
MHOTrOKpaTHO
CTEepPUIN3YEMbI.
KOHTYpHO-
npogunbHbli CPG
332: 395 mn
MmnnaHTaT MOJIOYHON
xenesbl
NPVYMEPOYHbINA.
rene.bli,
MHOrOKpaTHO
CTEPUNN3YEMBbIi,
KOWYPHO-
npotunbHbIR CPG
332; 445 mn
MmnnaHTaT MONOYHOM
Xenesbl
NPUMEPOYHBIIA.
renesblii.
MHOTOKpaTHO
CTEpPUIN3YEMBIA.

Ob6bvem c
NOrpewHOCTb, MN £
2,5%

Volume with tolerance,
ml+2,5%

395

445

495

WwnpuHa c
NOrpeWwHOCTbO, MM
+2,5%

W idth with
tolerance, mm *2,5%

125

130

135

44

BbicoTa ¢
norpewHoCTbIO,
MM *£2,5%
Height with
tolerance, mm
+2,5%

130

135

141

BbicTynatouwas
yacTb C
norpewHoOCTbIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

53

55

57

Macca ¢
NOrpewHoOCTAMMN, T
+ 3% / Mass with
tolerances, g + 3%

400,00

450,02

500.08



Kopg / Code

RSZ-1409

RSZ-1459

RSZ-1509

Description

Resterilizable Gel
Breasi Implant
Sizer, contour-

protite CPG LW :

555 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332;

615 ml

Resterilizable Gel
Breast Implant
Sizer, contour-

profile CPG 332:

680 ml
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OnucaHune

KOHTYpPHO-
npounbHbIR CPG
332; 495 mn

MmnnaHTaT MOIOYHOWA

xenesbl
NPUMEPOYHbINA.
renesblii.
MHOFOKpaTHO
CTEPUNN3YEMBITA.
KOHTYpHO-
npotunbHbli CPG
332: 555 mn

MmnnaHTaT MONOYHOM

Xenesbl
NPYMEPOYHbIA.
renesblii.
MHOFOKPaTHO
CTepUN3yeMblii.
KOHTYpHO-
npotunnbHbI CPG
332: 615 mn

MmMnnaHTaT MOJIOYHO

xenesbl
NMPVMEPOYHbIA.
reneBblit.
MHOTOKpaTHO
CTepunnN3yeMblii.
KOHTYpHO-
npounbHbln CPG
332: 680 mn

O6bem C
NOrpewHoCTbO, MNT +
2,5%

Volume with tolerance,
ml+2,5%

555

615

680

W vpuHa c
NOrpew HOCTbO, MM
+2,5%.

W idth with
tolerance, mm *2,5%

140

145

150

45

BbicoTa ¢
NOrpewHOCThIO,
MM +2,5%
Height with
tolerance, mm
+2,5%

146

151

156

BbicTynatowas
yacTb C
NOrpewHOCTLIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

59

61

63

Macca ¢

norpewHoOCTAMM, T

+3% / Mass with
tolerances, g = 3%

560.13

620.18

685.43



MmnnaHTaT MOI0YHOM )Kene3bl MPUMEPOYHbIi, FefieBbll, MHOrTOKPaTHO CTEPUN3YEMbIN, KOHTYPHO-NpogmnbHbIi CPG 333 / Restenlizable Gel
Breast Implant Sizer, contour-profile CPG 333

BoicTtynatwas
BbicoTa ¢

Obvem c LLIMpMHaC nOrpewHOCTbLHO, HacTe ¢ Macca ¢
NOrpewHoCTb0, MNT + NOrpewHOCTbI0, MM MM £2 5% norpewHocTbiO, Norpew HoCTAMMU, T
+2, . _
Kop / Code Description OnwucaHune 2,5% _ t_2,5% Height with ; M_M :;_24@ " + 3% / Mass with
Volume with tolerance, W idth with tolerance, tolerance, mm trtI)JeC ion wi tolerances, g + 3%
ml+25% mm £2,5% 0 olerance, mm
+2,5% £249%
MmnnaHTar
MOJ/IOYHOM XXenesbl
- NPUMEPOYHBbINA.
Rcsierilizable Gel reneBblii
Breast Implant Sizer, ) 94 6 18453
RSZ-4090 contour- Fr)ofile CPG MHOTOKpaTHO 180 %0
p CTEPUNIN3YEMBIA.
333. 180 ml KOHTYPHO-
npotunbHbIR CPG
333. 180 mn
MmnnaHTar
MOIOYHOW Xenesbl
- NMPVMEPOYHbIA.
Resterilizable Gel [~enesbili
' . 219.86
RSZ-4095 Breast Implar.1t Sizer, MHOrOKpaTHO 215 95 99 48
contour-profile CPG CTepUAN3yeMbiii
333.215 ml KOHTYDHO-
npogunbHbli CPG
333.215 mn
MmnnaHTtat
MO/IOYHOI Xene3bl
. NPYMEpOYHbIA.
Resterilizable Gel renieBbli
i : 254,69
RSZ-410() Breast Implant Sizer, MHOFOKPaTHO 250 100 104 51
contour-profile CPG CTepUAN3yeMbiii
333. 250 ml KOHTYPHO-
HpogunbHbI CPG
333.250 mn
46
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Kopg / Code

RSZ-4105

RSZ-4110

RSZ-4115

RSZ-4120

Description

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333.290 mi

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333.330 ml

Resterilizable Get
Breast Implant Sizer,
contour-profile CPG

333.380 ml

Resterilizable Gel
Breast Implant Sizer.
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OnucaHune

MmnnaHTar
MOJIOYHOI Xenesbl
NpUMepLI>YHBbIiA.
renesblid.
MHOrOKpaTHO
CrCPUNN3YEMBITA.
KOHTYpPHO-
HpotunbHbI CPG
333.290 mn
MmnnaHTat
MO/IOYHOWA Xenesbl
NPUMEPOYHBINA.
renesblid,
MHOTOKpPaTHO
CTEPUIN3YEMBIA.
KOHTYpPHO-
HpodunbHbIn CPG
333,330 mn
MmnnaHtar
MOJIOYHOM >Xenesbl
NPYMEPOYHbIA.
renesblii.
MHOFOKpaTHO
CTEPUN3YEMBIA.
KOHTYPHO-
npotmnbHbIi CPG
333.380 mn
MmnnaHTar
MOJIOYHOM XKenesbl
NPYMepPOYHbI.

O6bem ¢
NOorpewHOCTbO, M *
2,5%

Volume with tolerance,
ml+2,5%

290

330

380

430

W vwpuHa c
NOrpew HoOCTbO, MM
+2,5%

W idth with tolerance,
mm £2,5%

105

110

115

120

47

BbicoTa C
norpewHoCTbIO,
MM £2,5%
Height with
tolerance, mm
+2.5%

109

115

120

125

BbicTynatowas
yacTb C
NorpewHOCTLIO,
MM £23%
Projection with
tolerance, mm
+23%

53

56

58

60

Macca c
norpewHoCTAMM, T
+3% / Mass with
tolerances, g £ 3%

294.35

333,57

384.34

434.15



Kog / Code

RSZ-4125

RSZ-4130

RSZ-4135

Description

conlour-profile CPG
333.430 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333.485 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333-545 ml

Resterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333.610 ml
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OnucaHune

renesblii.
MHOrOKpaTHO
CTEPUIN3YEMBIA.
KOHTYpHO-
npogunbHbll CPG
333.430 mn
MmnnaHTar
MOJIOYHOM Xenesbl
NPYMEpPOYHbIA.
reneBblii.
MHOTFOKpaTHO
CTEPUNN3YEMBITA.
KOHTYpHO-
npogunbHblil CPG
333.485 mn
MmnnanTtart
MOOYHO XXenesbl
NMPVMEPOYHbIA.
reneBbli,
MHOTFOKpaTHO
CTEpUNN3yemblii,
KOHTYpHO-
npogunbHbii CPG
333.545 mn
MmnnaHTar
MOJIOYHOM Xenesbl
NPYMEPOYHbIA.
renesbli,
MHOrOKpaTHO
CTCPUN3YC.MbIWA.

O6bem C

norpewHOCTb, MN

2,5%

Volume with tolerance,

ml+25%

485

545

610

W unpuHa c
NOTrpewHOCTbIO, MM
+2,5%

W idth with tolerance,
mm £2,5%

125

130

135

48

BbicoTa ¢
NoOrpewHoCTbO,
MM £2,5%
Height with
tolerance, mm
+2,5%

130

135

141

BboicTtynatwas
yacTb C
NOrpewHOCTbIO,
MM +2,5%
Projection with
tolerance, mm
+2,5%

62

65

67

Macca ¢
norpewHoCTAMM, 1
+ 3% / Mass with
tolerances, g = 3%

490,38

550,43

615,33



BbicTynatouwasn
BbicoTa ¢

YacTb €
O6bem c WnpunHa c NorpewHOCTbIo, Macca ¢

NOrpewWHOCTbO, MNT * norpewHOCTbO, MM MM £2 5% norpewHOCTbIO, NOrpewWw HOCTAMM, T
- MM *£2,5% .
Koa / Code Description OnucaHue 2,5% £2,5% Height with brotect th +3% / Mass with
Volume with tolerance, W idth with tolerance, tolerance. mm rojection wi tolerances, g * 3%
ml+2.5% mm +2,5% tolerance, mm

+2,5% +2,5%
KOHTYpPHO-
npogunbHblli CPG
333.610 mn
MmnnaHTat
MOMOYHOMN Xenesbl
NPYMEPOYHbIA.
renesbli,
MHOrOKpaTHO 680 140 146 69 685.43
CTEPUAN3YEMDINA,
KOHTYPHO-
npogunbHbIi CPG
333.680 mn
MmnnaHTtat
MOJIOYHOWA Xenesbl
NPYMepPOYHbIA.
renesbli,
MHOTOKpaTHO 755 145 151 71 758.42
CTEPUIN3YEM blid.
KOHTYPHO-
[hohunbHbIE CPG
333,755 mn

Resterilizablc Gel
Breasi Implant Sizer,
contour-profile CPG

333,680 ml

RSZ-4140

Rcsterilizable Gel
Breast Implant Sizer,
contour-profile CPG

333.755 ml

RSZ-4145

49
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MmMmnnaaHTaT MOIOYHOW Xene3bl MPUMEPOYHbINA, reneBblii, MHOFTOKPATHO CTEPMUIN3YEMbIN, KPYT/blid, cpegHuii nntoc npodunb / Resterilizable Gel
Breast Implant Sizer, Round, Moderate Plus Profile

W upuHa c BboicTynawowas yacTb

O6bemM C NOrpeWwHOCTbIO, C NOrDEWHOCTLIO. MM Macca ¢
Homep no ‘25 MOrPeWHOCTbIO, MM + p ' NOrpewHoOCTAMMU, I +
Katanory Description OnuncaHue Volumel\cvnita tt;leiance mi ) 2_’5% _12,_5% _ 3% / Mass with
Catalog +2 5% ' W idth with tolerance, Projection with tolerances, g + 3%
number -0 mm +2,5% tolerance, mm + 2,5%
MmMnnaHTaT MONOYHOIA
xenesbl
Resterilizable Gel Breast NPUMEpPOYHBI,
Implant  Sizer.  Round, renesblii, 125 89 28 130.17
RSZ-1251 Moderate Plus Profile. 125 ~MHOIOKpaTtHO
mi CTEPUNN3YEMBIT,
KPYTbliA. cpenHunii
natwc npouns. 125 mn
MmnnaHTaT MOJ0YHOW
xenesbl
Resterilizable Gel Breast NPUMEPOUHbIA,
Implant  Sizer.  Round. Trefnesbli, 150 95 29 155.06
RSZ-1501 Moderate Plus Profile. 150 MHOrOKpaTtHO
mi CTEepPUIN3yeMbIi.
KpyLbli. cpefHuiA
nnoc noo®uns. 150 mn
MMnnaHTaT MOMOYHOW
Xenesbl
Resterilizable Gel Breast NPUMEPOYHBIiA,
Implant ~ Sizer.  Round. renessli, 175 100 31 180.30
RSZ-1751 Moderate Plus Profile, 175 MHOIOKpaTHO
ml CTEPUNIN3YEMBIA,
KPYTbIiA. CpenHuii
nawc npouab. 175 mn
o Wm{lnaHTaT MONIOYHON
R 05 2 20571
RSZ-2001 Mopderate Plus Ii;rofile 206 PUMEPOHHEIY, 200
: renesblii.
ml MHOTOKpPaTHO
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Homep no
Katanory
Catalog
number

RSZ-2251

RSZ-2501

RSZ-2751

RSZ-3001

Description

Resterilizable Gel Breast
Implant  Sizer. Round.
Moderate Plus Profile. 225
ml

Resterilizable Gel Breast
Implant  Sizer. Round.
Moderate Plus Profile. 250
ml

Resterilizable Gel Breast
Implant  Sizer, Round.
Moderate Plus Profile, 275
mi

Resterilizable Gel Breast
Implant ~ Sizer, Round.
Moderate Plus Profile, 300
mi
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OnucaHune

CTepunn3yemblii,
KPYTAbliA. cpefHuit
nac npoguab, 200 mn
NmnnaHTaT MOMOYHOW
xenesbl

NMPUMEPOYHbIN,
renesblit,

MHOTOKpaTHO
CTepunN3yemblid,
KPYTNbliA. cpefHui
nawc npopunb. 225 Mn
NmnnaHTaT MONMOYHONM
xenesbl

NPVYMEPOYHbIWA,
renesblii,

MHOTOKPaTHO
CTepunn3yembili,
KPYTAbliA. cpefHuit
nawc npodunb. 250 mn
NmMnnaHTaT MOMOYHOW
xenesbl

NMPUMEPOYUHbINA,
renesbli,
MHOTFOKpaTHO
CTepunN3yemblid,
KPYTAbliA. cpegHui
nawc npopunb, 275 Mn
MmnnaHTaT MONOYHOIA
Xenesbl

NPUMEPOYHbIA.
TeneBbliA.

MHOFOKPaTHO

O6bem C NOrpewHOCTbIO,

Mn + 2,5%

Volume with tolerance, ml

+2,5%

225

250

275

300

W vpuHa c
NOrpew HOCTbO, MM %
2,5%

W idth with tolerance,
mm +£2,5%

109

113

117

120

51

BboicTynatwuwasa yacTb
C NOTpPeWwHOCTbIO, MM
+2,5%
Projection with
tolerance, mm +* 2,5%

33

34

35

36

Macca c
NOTPeW HOCTAMM, T £
3% / Mass with
tolerances, g £ 3%

230.44

255,55

280.22

305.55



Homep no
Katanory
Catalog
number

RSZ-3251

RSZ-3501

RSZ-3751

RSZ-40)()1

Description

Resterilizable Gel Breast
Implant  Sizer.  Round.
Moderate Plus Profile. 325
ml

Resterilizable Gel Breast
Implant  Sizer. Round.
Moderate Plus Profile, 350
ml

Resterilizable Gel Breast
Implant  Sizer.  Round,
Moderate Plus Profile. 375
ml

Resterilizable Gel Breast
Implant  Sizer. Round.
Moderate Plus Profile. 400
ml
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OnwucaHune

CTepUNn3yemsbli,
KPYTAbliA. cpefHwnii
nntc npoguns. 300 mn
MmnnaHTaT MOM0YHOW
xenesbl
NPUMEPOYHBINA,
renesbli,
MHOTFOKpaTHO
CTepun3yembli,
KPYT/bliA. cpefHuni
nac npodunb, 325 Mn
MmnnaHTaT MONOYHOMN
xenesbl

[dhnmepouHbIiA,
renesblid,

MHOFOKPaTHO
CTepunnN3yembii,
KPYTAbINA. cpeaHuin
nac npogunb, 350 mn
MMnnaHTaT MOMOYHO
xenesbl

NPUMEpPOYUHBbIN,
renesbli,

MHOTOKpaTHO
CTepunN3yembli,
KPYTAbIiA. cpefHwnii
nawc npopunb. 375 mn
MNMnnaHTaT MOMOYHOW
xenesbl

[dhrmepouHbIiA.
renesblil.

MHoroKpaTiio

O6bemM C NOrpewHoOCTbIO,
Mn +2,5%
Volume with tolerance, ml
+2,5%

325

350

375

400

W vnpuHa c
NOrpeWwHOCTbIO, MM *
2,5%

W idth with tolerance,
mm +=23%

123

125

128

131

52

BbicTynatou as yacTb
CNOTrPEeWHOCTbID, MM
+2,5%
Projection with
tolerance, mm +* 23 %

38

39

40

40

Macca ¢

norpewHocTAMMU, 1
3% / Mass with
tolerances, g = 3%

330.99

355.33

379.75

405.80

+



Homep no
KaTanory
Catalog
number

RSZ-4501

RSZ-5(K)1

RSZ-5501

RSZ-6001

Description

Resierilizablc Gel Breast
Implant  Sizer.  Round.
Moderate Plus Profile. 450
ml

Resierilizablc Gel Breast
Implant  Sizer.  Round.
Moderate Plus Profile. 500
ml

Resterilizable Gel Breast
Implant  Sizer.  Round.
Moderate Plus Profile. 550
ml

Resterilizable Gel Breast
Implant  Sizer.  Round.
Moderate Plus Profile. 600
mi
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OnwncaHune

CTepunn3yemsii,
KPYTAbliA. cpefHuiA
natc npogunb. 400 mMn
NmMnnaHTaT MONOYHOW
xenesbl
NPYMEPOYHbINA,
reneBblif,
MHOTOKPaTHO
CTepUN3yeMmbli,
KPYTAbIiA. cpegHui
nnc npodunb. 450 m.
MMnnaHTaT MONOYHOWA
Xenesbl
NPUMEPOYHBINA,
renesblif,
MHOFOKpaTHO
CTEPUNN3YEMBIT,
KPYTAbliA. cpefHuin
nnatoc npounb. 500 mn
MmnnaHTaT MONOYHOIA
xenesbl

NPYMEPOYHbINA,
renesbli,
MHOTOKpaTHO
CTepuUnn3yembii,
KPYTAbliA. cpefHuit
natwc npodunb. 550 mn
NmnnaHTaT MONOYHOW
Xenesbl

NPYMEPOYHbIA,
renesblit,

MHOTOKpaTHO

O6bemM C MOTPEW HOCTbHIO,
Mn £ 2,5%
Volume with tolerance, ml
+2,5%

450

500

550

600

W upuHa c
MOrpewHoCTbo, MM
2,5%

W idth with tolerance,
mm + 2,5%

136

141

146

150

53

BbicTynarowas yactb
C NOrpeLwHoCTbo, MM
+2,5%
Projection with
tolerance, mm + 2,5%

42

43

45

46

Macca ¢
NOrpewHoOCTAMM, I £
3% / Mass with
tolerances, g+3%

454.41

503.99

554.63

605.43



Homep no
Katanory
Catalog
number

RSZ-7001

RSZ-8WI

Description

Resierilizable Gd Breast
Implant  Sizer. Round.
Moderate Plus Profile. 700
ml

Resierilizable Gel Breast
Implant  Sizer.  Round,
Moderate Plus Profile. 800
ml
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OnwucaHune

CTEPUNN3YEMBITA,
KpYTnbli, cpegHui
nac nnodunb. 600 mn
MmMnnaHTaT MOMOYHOIA
xenesbl

NPYMepOYHbIA,
renesblid,

MHOFOKPaTHO
CTepunn3yemblii,
KPYr/bliA. cpefHuin
natc npogmnb. 700 mn
MmnnaHTaT MONOYHOM
Xenesbl

NPVYMEpOYHbIA,
renesblif,

MHOTFOKpaTHO
CTepunn3yembli,
KPYTAbIiA. cpegHwWii
natc npodunb. 800 Mn

O6bemM C NOrpewWHOCTbIO,
Mnx 2,5%
Volume with tolerance, ml
+2,5%

700

800

W upuHa c
NMorpewHOCTbO, MM *
2,5%

W idth with tolerance,
mm = 2,5%

158

165

54

BbicTynatuas 4yacTb
C MOTPEWHOCTbIO, MM
+2,5%
Projection with
tolerance, mm + 2,5%

49

51

Macca ¢
norpewHoOCTAMM, T
3% / Mass with
tolerances, g + 3%

703,68

801,36

+



VIMnnaHTaT MO/IOYHOW XKenesbl

Homep no
KaTanory
Catalog
number

RSZ-MPX130

RSZ-MPX160

RSZ-MPX190

RSZ-MPX215

RSZ-MPX240

Description

Resterilizable Gel
Breast Implant Sizer.
Round. Moderate Plus
Profile Xtra. 130 ml

Resterilizable Gel
Breast Implant Sizer.
Round. Moderate Plus
Profile Xtra. 160 ml

Resterilizable Gel
Breast Implant Sizer.
Round. Moderate Plus
Profile Xtra, 190 ml

Resterilizable Gel
Breast Implant Sizer.
Round, Moderate Plus
Profile Xtra. 215 ml

Resterilizable Gel
Breast Implant Sizer.
Round, Moderate Plus
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OnwucaHune

MMnnaHTaT MONOYHOI
Xeneabl NPUMEPOYHBINA,
renesblil, MHOFOKPaTHO
CTEpPUAN3YeMbIiA,
KPYTAbliA, CpeaHUiA nac

MmnnaHTaT MOMOYHONA
Xenesbl NPUMEPOYUHBIT,
renesblil, MHOrOKpaTHO
CTEPUNN3YEMBIT,
KPYrAbliA, CPpeAHUI Natoc

MMnnaHTaT MONOYHOM
Xenesbl MPUMEPOYHBIA.
leneBblil. MHOTOKpPaTHO
CTEepUN3yeMblid,
KPYrAblid, cpeaHUin nawc

NmnnaHTaT MONOYHOM
Xenesbl MPUMeEPOUYHbI,
|-eneBblil. MHOFOKpaTHO
CTepunn3yemblii,
KpYrAblid, CpeAHURA nac

MMnnaHTaT MOOYHOIA
Xes1e3bl MPUMEpPOYUHbIiA,
refeBblii, MHOTOKPaTHO

O6bemM C NOrpewHOCTLIO,
Mn +25%
Volume with tolerance, ml
+2,5%

130

160

190

215

240

OuvameTp C
NorpewHoOCTbO, MM *
2,5%
Diameter with tolerance,
mm = 2,5%

89

95

100

104

108

55

BbicTynatowasa 4acTb
CNOrpelwHOCTb, MM
+2,5%
Projection with
tolerance, mm = 2,5%

31

33

34

36

37

NPVYMEePOYHbIA, reneBblli, MHOTOKPATHO ETEPHIN3YEMbIN, KPYT/blii, epefHHIA HAtoe npodmnb Xtra / Resterilizable

Macca ¢
norpewHoOCTAMM, T
3% / Mass with
tolerances, g £ 3%

135.02

164.76

194.85

220,26

244.99

+



LuameTp c BeicTynawwas yacTb

Macca ¢
Homep no O6bem cnorgesu:/Hot:Tmo, MOrpewW HOCTBIO, MM * C MOrPEWHOCTLI, MM NOrpew HOCTAMM, T £
Mn +2,5% +2,5% i
o 2,5% ' 3% / Mass with
Katanory OnuncaHune H i i i
Catalog Description Volume with tolerance, ml Diameter with tolerance, Projection with tolerances, g + 3%
number +2,5% mm +2,5% tolerance, mm + 2,5%
KPYTAbliA, CpeaHWiA Nac
MmMnnaHTaT MONOYHOIA
Resterilizable Gel Kenesbl MPUMePOUHbIA,
Breast Implant Sizer. re/eBblii, MHOFOKPATHO 270 114 38 274.95
RSZ-MPX270 Round, Moderate Plus cTepununsyemelit,
Profile Xtra. 270 ml Kpyrabin, cpejHum nntoc
MmMnnaHTaT MOM0OYHOI
Resierilizable Gel Xenesbl MPUMEPOUHbINA,
Breast Implant Sizer. renesblil, MHOrOKpPaTHO 205 115 40 299,62
RSZ-MPX295 Round. Moderate Plus CTEPNIN3YEMBIN,
Profile Xtra. 295 ml KpyTnbi, CpeaHn nntoc
MMnnaHTaT MOMI0YHOM
Resterilizable Gel Xenesbl MPUMEPOUHBIiA,
Breast Implant Sizer. renesblil, MHOTOKpPaTHO 325 119 4 329.80
RSZ-MPX325 Round. Moderate Plus CTepUNN3yeMblid,
Profile Xtra. 325 ml Kpyrabin, cpefHui natoc
MMnnaHTaT MONOYHOW
Resterilizable Gel Xenesbl MPUMePOUHbINA,
Breast Implant Sizer. renesblil, MHOrOKpaTHO 350 123 41 355.24
RSZ-MPX350 Round. Moderate Plus cTepunnsyembln,
Profile Xtra. 350 ml KpyTr/bii, CpeAHNI NtoC
MMnnaHTaT MON0OYHOM
Resterilizable Gel Xenesbl NPUMEPOUHBIA,
Breast Implant Sizer. reneBblil, MHOTOKPaTHO 370 126 41 374.73
RSZ-MPX370

Round. Moderate Plus
Profile Xtra. 370 ml
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CTEPUAN3YEMBIHA,
KPYrAbliA, CpeaHUA nac
npogunb Xtra. 370 mn

56



Homep no
katanory Description
Catalog
number
Restcrili/'abic Gel
Breast Implant Sizer.
RSZ-MPX405 Round. Moderate Plus
Profile Xtra. 405 ml
Resterilizable Gel
Breast Implant Sizer.
RSZ-MPX440 Round. Moderate Plus
Profile Xtra. 440 ml
Resterilizable Gel
Breast Implant Sizer,
RSZ-MPX430 Round. Moderate Plus
Profile Xtra. 490 ml
Resterilizable Gel
Breast Implant Sizer.
RSZ-MPX545 Round, Moderate Plus
Profile Xtra. 545 ml
Resterilizable Gel
Breast Implant Sizer.
RSZ-MPX605 Round. Moderate Plus
Profile Xtra. 605 ml
Resterilizable Gel
RSZ-MPX645 Breast Imnlant Sizer,
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O6beEM C NOTPELW HOCTbLIO,

Mn +2,5%
Onucanne Volume with tolerance, ml
+2,5%
MMnnaHTaT MONOYHO
Xenesbl MPUMEPOYHbINA,
renesblii, MHOTOKPaTHO 405
CTEPUIN3YEMDIA,
KPYT/NbliA, CpeAHUA Nac
nrio/inne Xtra. 405 mn
MMmnnaHTaT MOMOYHONA
Xenesbl NPUMEPOYHBIN,
renesblil, MHOrOKpaTHO 440

CTepUIn3yemblii,

KpYrnblid, cCpeAHUIA Natoc

1100(bunb Xtra. 440 Mn
MNmnnaHTaT MONOYHOI
Xenesbl NPUMEPOYUHbIA,
reneBblil, MHOFOKPaTHO 490
CTepunN3yembli,
KPYTNbliA, cpefHuWii nac
nnocbuns Xtra. 490 mn
MNmnnaHTaT MONOYHOI
Xefesbl NPUMEPOYHBI,
reneBblil, MHOFOKPaTHO 545
CTepunN3yembli,
KPYrAbliA, CpegHUin nawc
Hpo(bunb Xtra. 545 mn
MMnnaHTaT MONOYHOI
Xenesbl MPUMePOYUHBINA,
reneBblii, MHOFOKPaTHO 605
CTepun3yemblid,
KpYrnblii, cpeAHuiA naoc
nno(bunb Xtra. 605 mn
MmnnaHTaT MOMOYHO 645
Xefie3bl HPUMEeOoOoUnbIii.

AvnameTp C
NOTrpewHOCTbIO, MM %
2,5%
Diameter with tolerance,
mm * 2,5%

127

13

136

140

145

149

57

BbicTynatowas 4acTb
CNOrPEeWHOCTbIO, MM
+2,5%
Projection with
tolerance, mm = 2,5%

44

45

47

49

51

51

Macca ¢
NOrpewHoOCTAMM, T i
3% / Mass with
tolerances, g + 3%

408.85

444.60

493.21

547.64

607,98

649.08



Homep no
Katanory
Catalog
number

RSZ-MPX755

Description

Round, Moderate Plus
Profile Xtra. 645 m!

Resierilizable Gel
Breast Implant Sizer.
Round. Moderate Plus

Profile Xtra, 755 ml
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OnucaHune

renesbli, MHOTOKpPaTHO
CTepunn3yembii,
KPYTAbliA, CpeAHUIA natc
npounb Xtra. 645 mn
MmnnaHTaT MOIOYHOM
Xenesbl MPUMEPOYUHbIW,
reneBblil, MHOFOKPaTHO
CTepunn3yemblid,

KPYrAbliA, cpefHuWii natoc

npogunb Xtra. 755 mn

O6bem c norpewHoOCTbIO,
Mn +25%
Volume with tolerance, ml
+2,5%

755

OuameTp c
NOTpPeWwHOCTbIO, MM *
2,5%
Diameter with tolerance,
mm = 2,5%

157

58

BbICTyI'IarOLIJaH 4acTb
C NOrpeLHoOCTb0, MM
+2,5%
Projection with
tolerance, mm + 2,5%

54

Macca ¢
norpewHoCcTAMN, 1 d
3% / Mass with
tolerances, g £ 3%

758.00



MIMnnaHTaT MOMOYHON Xenesbl MPUMEPOYHbINA, refeBblA, MHOFOKPaTHO CTEPUIN3YEMbIA, KPYT/blid, BbICOKUIA npogunb. / Restenlizable Gel Breast
Implant Sizer, Round, High Profile

Homep no
KaTanory
Catalog
number

RSZ-1254

RSZ-1504

RSZ-1754

RSZ-2004

Description

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 125 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 150 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 175 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 200 ml
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OnwucaHune

MMnnaHTaT MONOYHONA
Xenesbl
NPUMEPOYUHBbINA,
renesblit.
MiioroKpaTHO
CTepunn3yeMmblii,
KPYT/bliA, BbICOKUIA
npotunb. 125 mn
MmnnaHTaT MONOYHOM
xenesbl
NpPUMepPOYHbIA.
reneBbli,
MHOTOKpaTHO
CTepunN3yemblii,
KPYT/bliA, BbICOKUI
npoguns. 150 mn
MNMnnaHTaT MONOYHOIA
xenesbl
NpYMepOYHbIA,
renesbli,
MHOTFOKpaTHO
CTepunn3yemsbii,
KPYT/blil, BbICOKWI
npoguns. 175 mn
W.mnnaHTaT MONOYHOA
xenesbl
NpYMepPOYHbIA.

O6bem C norpewHoOCTbLIO,
Mn *2,5%
Volume with tolerance, ml
+2,5%

125

150

175

200

W wupuna c
NOrpewHOCTbID, MM *
2,5%

W idth with tolerance,
mm + 2,5%

83

88

93

97

59

BbicTynatowas 4acTb
C NOTrpewWwHOCTbO, MM
+2,5%
Projection with
tolerance, mm * 2,5%

35

37

39

40

Macca ¢
norpewHoOCcTAMM, 1
3% / Mass with
tolerances, g £ 3%

130.98

157.33

182.70

208.43

+



Homep no
KaTanory
Catalog
number

RSZ-2254

RSZ-2504

RSZ-2754

RSZ-3004

Description

Resterilizable Gel Breast
Implant Sizer, Round. High
Profile. 225 ml

Resterilizable Gel Breast
Implant Sizer. Round, High
Profile. 250 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 275 ml

Resterilizable Gel Breast
Implant Sizer, Round. High
Profile. 300 ml
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OnucaHune

renesbli,
MHOFOKpaTHO
CTepuUnn3yemsii,
KPYTNblil, BbICOKWIA
npodunb. 200 mn
MNmnnaHTaT MONOYHOM
xenesbl
NPYMepPOYHbI,
renesbli,
MHOTOKPaTHO
CTepnnn3yemblit,
KPYT/bliA, BbICOKWIA
npoguns. 225 mn
MmnnaHTaT MONOYHOM
Xenesbl
NPYMEpPOYHbIA.
reneBsbii,
MHOTOKpaTHO
CTepunn3yembii,
KPYT/bli, BbICOKWI
npodunb. 250 mn
NmnnaHTaT MONOYHOM
xenesbl
NPYMepPOYHbI.
rene.bli,
MHOFOKPaTHO
CTepunn3yemblit,
KPYTAbIiA, BbICOKMWIA
npogunb. 275 mn
MmnnaHTaT MOMOYHOV
Xenesbl
NPUMEPOYHBIIA.

O6bemM C NOrpewHOCTbIO,
mMn +2,5%
Volume with tolerance, ml
+2,5%

225

250

275

300

W upuHa c
NOTrpewHOCTbIO, MM *
2,5%

W idth with tolerance,
mm +23%

101

105

108

111

60

BbicTynatwwaga 4yacTtb
CNOrpewHoOCTb0, MM
+2,5%
Projection with
tolerance, mm + 2,5%

42

43

44

45

Macca ¢
norpewHoOCTAMM, I +
3% / Mass with
tolerances, g £ 3%

234.32

259,54

285,14

310.29



Homep no
Katanory
Catalog
number

RSZ-3254

RSZ-3504

RSZ-3754

RSZ-4004

Description

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 325 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 350 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 375 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 400 ml
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OnucaHue

renesbli,
MHOTOKpPaTHO
CTepuUNn3yembli,
KPYTAblid, BbICOKUI
npouns. 300 mn
MNMnnaHTaT MONOYHOW
Xenesbl
NPUMEPOYHBLINA,
renesbii,
MHOFOKpaTHO
CTepunn3yembilii,
KPYTNbliA, BbICOKUIA
npoguns. 325 mn
MNmMnnaHTaT MONOYHOWA
xenesbl
NPUMEPOYHBINA,
renesbli,
MHOTOKpaTHO
CTepunn3yembii,
KPYTNbliA, BbICOKUIA
npounb. 350 mn
MMnnaHTaT MONOYHOWA
Xenesbl
MPVUMEPOYHbINA.
reneBbli,
MHOTOKpaTHO
CTepunnN3yeMmblii,
KPYTNbliA, BbICOKUIA
npounb. 375 mn
MmMnnaHTaT MONOYHOW
xenesbl
)PUMEPOYHBINA.

O6bemM C NOTpeWHOCTbIO,
Mn = 2,5%
Volume with tolerance, ml
+2,5%

325

350

375

400

W upuHa c
NOTrpPewHOCTbIO, MM *
2,5%

W idth with tolerance,
mm = 2,5%

114

117

120

122

61

BbicTynatwas yacTb
CNOTrPEWHOCTbID, MM
+2,5%
Projection with
tolerance, mm = 2,5%

46

48

48

50

Macca ¢
NOrpewHoOCTAMM, T *
3% / Mass with
tolerances, g £+ 3%

336.10

362,03

387.12

411.85



Homep no
Katanory
Catalog
number

RSZ-4254

RSZ-4504

RSZ-5004

RSZ-5504

Description

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 425 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 450 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 500 ml

Resterilizable Gel Breast
Implant Sizer. Round, High
Profile. 550 ml
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OnucaHune

renesblif,
MHOFOKPaTHO
CTepunn3yemblit,
KPYTNblii, BbICOKWIA
npounb. 400 mn
MmnnaHTaT MOMOYHOW
xenesbl
NPYMepPOYHbIN.
reneBblIii,
MWOTOKpPaTo
CTepunn3yemsii,
KPYTNbliA, BbICOKMWIA
npounb. 425 mn
NmnnalrtaT MONOYHOM
xenesbl
NPYMepPOYHbIA.
renesbli,
MHOTOKpaTHO
CTepunn3yemblit,
KPYTNbliA, BbICOKMWIA
npotunb. 450 mn
MMnnaHTaT MONOYHOW
Xenesbl
NPYMEpPOYHbIA.
renesbli,
MHOFOKPaTHO
CTEpUNN3yembli,
KPYTAbliA, BbICOKWI
npoguns. 500 mMn
MmnnaHTaT MOMOYHOW
xenesbl
IrpUMEpOYHbIA.

O6bemM C MOTPeW HOCTbHIO,
Mn = 2,5%
Volume with tolerance, ml
+2,5%

425

450

500

550

W wupuHa c
NOrpewHoOCTbO, MM *
2,5%

W idth with tolerance,

mm *2,5%

125

128

132

136

62

BbicTynatowas 4yacTb
C NOrPeWwWHOCTbO, MM
+2,5%
Projection with
tolerance, mm * 2,5%

50

51

53

55

Macca ¢
NOrpewHoOCTAMM, T i
3% / Mass with
tolerances, g + 3%

438.29

463.14

513,69

565.30



Homep no
KaTanory
Catalog
number

RSZ-6004

RSZ-6504

RSZ-7004

RSZ-8004

Description

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 600 ml

Resterilizable Ge! Breast
Implant Sizer. Round. High
Profile. 650 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 700 ml

Resterilizable Gel Breast
Implant Sizer. Round. High
Profile. 800 ml
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OnucaHune

renesbli,
MHOTOKpaTHO
CTepunnN3yemblii,
KPYT/NbliA, BbICOKWIA
npounb. 550 mn
MmMnnaHTaT MONOYHOI
xenesbl
NPVMEpPOYHbIA.
renesbli,
MHOTOKpPaTHO
CTepUNn3yemsli,
KPYTAbliA, BbICOKWI
npoguns. 600 mn
MNMnnaHTaT MONOYHOIA
xenesbl
NPUMEPOYHBbINA.
renesbli,
MHOFOKPaTHO
CTepunN3yembli,
KPYT/bliA, BbICOKUIA
npogunb. 650 mn
MmMnnaHTaT MONOYHOM
Xenesbl
NPYMEPOYHbINA.
renesbli,
MHOTOKpaTHO
CTEpPUIN3YEMbIA,
KPYTAblii, BbICOKUIA
npogunb, 700 mn
MMnnaHTaT MONOYHOIA
Xenesbl
NPYMEPOYHBbINA.

O6bemM C NOTPEWHOCTbIO,
Mn + 2,5%
Volume with tolerance, ml
+2,5%

600

650

700

800

W wupuHa c
NOrpewHOCTbO, MM £
2,5%

W idth with tolerance,
mm + 2,5%

140

144

148

155

63

BbicTynatou as yacTb
C NOTrpeWwHOCTbIO, MM
+2,5%
Projection with
tolerance, mm = 2,5%

56

57

58

60

Macca ¢
norpewHoOCTAMM, T
3% / Mass with
tolerances, g + 3%

617.07

667.79

717.94

819,73



Homep no
Katanory
Catalog
number

Description OnucaHue

refneBbIN,
MHOFOKPaTHO
CTepunN3yemblid,
KPYTAbliA, BbICOKMWIA
noogunb. 800 mn
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W npuHa c

O6beEM C NOTPEW HOCTLIO,
NOrpPew HOCTLIO, MM *

0
I Mn‘izﬁm I 2,5%
Volume with tolerance, m W idth with tolerance,
+2,5%

mm * 2,5%

64

BbicTynatuas 4yacTb
C MOTrpPeWwWHOCTbO, MM
+2,5%
Projection with
tolerance, mm +25%

Macca ¢
norpewHoOCTAMM, T
3% / Mass with
tolerances, g + 3%

+



MmnnaHTaT MONOYHOW Xene3bl MPUMEPOYUYHBIA, FTefieBblil, MHOTOKPATHO CTEPUAN3YEMbIN, KPYTNbliA, BbICOKUI npodunb Xtra / Resterilizable Gel
Breast Implant Sizer, Round, High Profile Xtra

Homep no
Katanory
Catalog
number

RSZSHPX150

RSZTHPX150

RSZTHPX175

RSZSHPX180

RSZSHPX2()()

Description

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 150 ml

Resterilizable Gel

Breast Implant Sizer.

Round, High Profile
Xtra. 150 ml

Resterilizable Gel

Breast Implant Sizer.

Round, High Profile
Xtra. 175 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 180 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 200 ml
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OnucaHune

MMnnaHTaT MONOYHON
Xefnesbl NPUMEPOYHbIA,
reneBblil, MHOFOKPaTHO
CTepunN3yemblii,
KPYT/bliA, BbICOKUIA
npodunb Xtra, 150 mn
MNmnnaHTaT MONOYHOM
Xenesbl MPUMEPOYHbINA,
reneBblil, MHOFOKpPaTHO
CTepunn3yemsbii,
KPYTAbliA, BbICOKWI
npounb Xtra. 150 mn
MMnnaHTaT .MONOYHOIA
Xenesbl MPUMEPOYHbINA,
reneBblil, .MHOrOKpaTHO
CTepunn3yemsii,
KPYT/bliA, BbICOKUIA
npodunb Xtra. 175 .mn
MMnnaHTaT MONOYHON
Xenesbl NPUMEPOYHbINA,
reneBblil, MHOFOKPaTHO
CTEPUAN3YEMBINA,
KPYTAbliA, BbICOKUIA
npotunb Xtra, 180 m1
NmnnaHTaT MONOYHOIA
Xenesbl MPUMEPOYUHBIA,
refneBblil, MHOTOKPaTHO
CTepUNN3yeMmblid.

W mnpuHa c BboicTynatwwag yacTb

O6bemM C NOrpewHOCTbIO,
P norpewHoOCTbO, MM *

CNOrpewHOCTbD, MM

Mﬂ.i 2,5% 2,5% +2,5%
Volume with tolerance, ml W idth with tolerance, Projection with
£2,5% mm +2,5% tolerance, mm * 2,5%
150 83 4
150 84 42
175 90 4
180 88 44
200 92 45

65

Macca ¢
NOrpewHoOCTAMM, T *
3% / Mass with
tolerances, g £ 3%

152.80

152.80

183.52

183.52

203,56



Homep no
KaTanory
Catalog
number

Description

Resterilizable Gel
RSZTHPX200 Round. High Profile
Xtra. 200 ml

Resterilizable Gel
RSZTHPX230 Round. High Profile
Xtra. 230 ml

Resterilizable Gel
RSZSHPX235 Round. High Profile
Xtra. 235 ml

Resterilizable Gel
RSZTHPX255 Round, High Profile
Xtra. 255 ml

Resterilizable Gel
RSZSHPX260 Round. High Profile
Xtra, 260 ml
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Breast Implant Sizer.

Breast Implant Sizer.

Breast Implant Sizer.

Breast Implant Sizer.

Breast Implant Sizer.

OnwucaHune

KPYTAblid, BbICOKWI
nooAunb Xtra. 200 mn
MmnnaHTaT MONOYHOWA
Xenesbl MPUMepPOUYHbIi,
renesblil, MHOTOKpPaTHO

CTepunn3yemblii,

KPYT/bliA, BbICOKWI
nooJinne Xtra, 200 mn
MNMnnaHTaT MONOYHOM
Xenesbl MPUMePOYUHbIA,
reneBblil, MHOFOKpPaTHO

CTepunn3yembii,

KPYTNbliA, BbICOKUIA
HooJlunb Xtra. 230 mn
MmnnaHTaT MONOYHOWA
Xenesbl MPUMEPOYUHbIW,
reneBblil, MHOrOKpaTHO

CTepuan3yembii,

KPYTNbIiA, BbICOKUIA
noof/lmne Xtra. 235 mn
NmnnaHTaT MONOYHOM
Xenesbl MPUMePOUHbIi,
refieBblii, MHOTOKpPaTHO

CTepunn3yembili,

KPYTNbliA, BbICOKUIA
noo(bunb Xtra. 255 mn
MNmnnaHTaT MONOYHOI
Xenesbl NPUMEPOYHBbI,
renesblii. MHO1'OKpaTHO

CTepunn3yembilii,

KPYTNbliA, BbICOKMWIA

npogunb Xtra, 260 mn

W upuHa c BboicTynatwouaa 4actb
O6GbeM C NOTPELW HOCTbIO, NOTPeWw HOCTLIO, MM * C MOFPeWHOCTLI0, MM
Mn + 2,5% 2,5% +2,5%

Volume with tolerance, ml W idth with tolerance, Projection with
+2,5% mm + 23% tolerance, mm =23 %
200 94 4
230 98 48
235 95 49
255 101 49
260 99 50

66

Macca ¢
norpewHoOCTAMM, T
3% / Mass with
tolerances, g = 3%

203.56

238.50

238,50

263,91

263.91

+



Homep no
Katanory
Catalog
number

RSZSHPX285

RSZTHPX285

RSZTHPX325

RSZSHPX335

RSZTHPX340

RSZSHPX355

Description

Resterilizable Gel

Breast Implant Sizer.

Round. High Proi'ile
Xtra. 285 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 285 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 325 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 335 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 340 ml

Resterilizable Gel

Breast Implant Sizer.
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OnucaHune

MmnnaHTaT MOMOYHOW
Xenesbl NPUMepPOYHbI,
refieBblil, MHOrOKpaTHO
CTepunn3yemsbii,
KPYT/bli, BbICOKMNIA
npogunb Xtra. 285 mn
MMnnaHTaT MONOYHONA
Xenesbl MPUMEPOYHbIA,
reneBblil, MHOFOKPaTHO
CTEPUIN3YEMBINA,
KPYTAbliA, BbICOKMWIA
npogmnb Xtra, 285 mn
MNmMnnaHTaT MONOYHOI
Xefesbl MPUMEPOYUHBI,
reneBblil, MHOFOKpPaTHO
CTEPUNN3YEMBIT,
KPYTNblil, BbICOKUIA
npounb Xtra. 325 mn
MmMnnaHTaT MONOYHOI
Xefesbl NPUMEPOYHbIN,
renesblii, MHOTOKpPaTHO
CTepUN N3yembilii.
KPYTNbliA, BbICOKUIA
npoguns Xtra. 335 mn
MmMnnaHTaT MONOYHONA
Xenesbl MPUMEPOYUHbIA,
reneBblii, MHOrOKpaTHO
CTepunn3yembii,
KPYTNblii, BbICOKUIA
npocunb Xtra. 340 mn
MmnnaHTaT MONOYHOM
Xenesbl MPUMEPOUYHbIIA.

O6bemM C NOrpewHoOCTbIO,
Mn * 2,5%
Volume with tolerance, ml
+2,5%

285

285

325

335

340

355

WunpuHa c
NOrpewHOCTbO, MM *
2,5%

W idth with tolerance,
mm + 2,5%

103

105

108

107

10

67

BbicTynatoLuas vactb
C NOrpewwHoCTbo, MM
+2,5%
Projection with
tolerance, mm = 2,5%

50

51

54

54

54

55

Macca ¢
norpewHocTaAMMU, 1
3% / Mass with
tolerances, g + 3%

288.64

288,64

338.00

338.00

357.82

357.82

+



Homep no
Katanory
Catalog
number

RSZTHPX365

RSZSHPX380

RSZTHPX405

RSZSHP X415

RSZTHPX425

Description

Round. High Profile
Xtra. 355 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 365 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 380 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 405 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 415 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 425 ml
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OnucaHune

renesblii, MHOFOKpPaTHO
CTepunn3yembilit,
KPYT/bli, BbICOKWI
npodunb Xtra. 355 mn
MmMnnaHTaT MONOYHO
enesbl NPUMEPOYHbIN,
reneBblil, MHOFOKPaTHO
CTepunN3yembli,
KPYTNbliA, BbICOKUIA
npocunb Xtra. 365 mn
MmnnaHTaT MONOYHOWA
Xenesbl NPUMEPOYUHbINA,
renesblii, MHOrOKpaTHO
CTepunn3yembii,
KPYTNbli, BbICOKUIA
npotumnb Xtra. 380 mn
NmnnaHTaT MONOYHOWA
Xenesbl NPUMEPOYHbINA,
reneBblii, MHOTOKpaTHO
CTepunn3yembii,
KPYTAblid, BbICOKUI
npotmnb Xtra. 405 mn
MmMnnaHTaT MONOYHOIA
Xenesbl MPUMePOYHbIA,
reneBblil, MHOFOKpaTHO
CTepunn3yemblit,
KPYT/bliA, BbICOKWIA
npogpunb Xtra. 415 mn
NmnnaHTaT MONOYHOM
Xenesbl MPUMePOUHbI,
renesbli, MHOTOKpPaTHO
CTEPUN3YEMDbIA.

W unpuHa c
O6bemM C NOTPeWHOCTbIO,
norpewHoOCTbO, MM *
Mﬂ.i 2,5% 2.5%
Volume W|t2h 5t(;/lerance, ml W idth with tolerance,
+
b mm £ 2,5%
365 114
380 113
405 116
415 115
425 119

68

BbicTynatwas 4acTb
C NOrpewHOCTbO, MM
+2,5%
Projection with
tolerance, mm * 2,5%

55

55

59

58

58

Macca ¢
NOrpewHoCTAMM, T
3% / Mass with
tolerances, g £ 3%

383.15

383.15

418,29

418,29

452.59

+



Howmep no
Katanory
Catalog
number

RSZSHP X450

RSZTHPX455

RSZSHPX465

RSZTHPX470

RSZSHPX490

Description

Restcrilizable Gel
Breast Implant Sizer.
Round. High Profile

Xtra. 450 ml

Resterilizable Gel
Breast Implant Sizer,
Round. High Profile

Xtra. 455 ml

Resterilizable Gel
Breast Implant Sizer.
Round, High Profile

Xtra, 465 ml

Resterilizable Gel
Breast Implant Sizer.
Round. High Profile

Xtra. 470 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 490 ml
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OnwucaHune

KPYrAbliA, BbICOKWI
noo®unes Xtra. 425 mn
MMnnaHTaT MO.TOYHOIA
Xefnesbl NPUMEPOYHbIN,
renesblii, MHOFOKpPaTHO

CTepunn3yemsii,

KPYT/bliA, BbICOKUIA
noo®dunb Xtra. 450 mn
MmMnnaHTaT MONOYHOW
)Kenesbl MPUMepPOYHbIN,
reneBblil, MHOTOKPAaTHO

CTepunN3yembli,

KPYTAbli, BbICOKWIA
noo®wunp Xtra. 455 mn
MMnnaHTaT MONOYHON
Xenesbl NPUMEPOYHBIN,
reneBblil, MHOFOKPaTHO

CTepunn3yemblit,

KPYTAbliA, BbICOKMNIA
noo®uns Xtra. 465 mn
MNmnnaHTaT MONOYHOM
Xenesbl NPUMEPOYHbIA,
reneBblil, MHOFOKPaTHO

CTepunn3yemblii,

KPYTAblii, BbICOKMWIA
npogunb Xtra. 470 mn
MMnnaHTaT MONOYHONA
Xenesbl MPUMeEPOUYHbI,
refneBblii, MHOTOKPaTHO

CTepunn3yemblii,

KPYT/bliA, BbICOKMIA

nriogunb Xtra. 490 mn

W wupuHa c
O6bemM C NOrpewHOCThLIO,
NOrpewHoOCTb0, MM *
0,
Mﬂ-i 2,5% 2.5%
Volume with tolerance, ml W idth with tolerance,
0,
£2,5% mm * 2,5%
450 119
455 121
465 121
470 123
490 125

69

BboicTynatwwaga yacTb
CMOTPEW HOCTLIO, MM

+23%
Projection with
tolerance, mm +2,5%

59

60

58

59

58

Macca ¢
NOorpewHoOCTAMM, T
3% / Mass with
tolerances, g £ 3%

452,59

467.14

467,14

493,10

493.10

+



Homep no
Katanory
Catalog
number

RSZTHPX515

RSZSHPX535

RSZTHPX570

RSZSHPX595

RSZTHPX620

RSZSHPX650

Description

Resterilizable Gel
Breast Implant Sizer.
Round, High Profile

Xtra, 515 ml

Resterilizable Gel
Breast Implant Sizer.
Round. High Profile

Xtra. 535 ml

Resterilizable Gel
Breast Implant Sizer.
Round. High Profile

Xtra, 570 ml

Resterilizable Gel
Breast Implant Sizer.
Round. High Profile

Xtra. 595 ml

Resterilizable Gel
Breast Implant Sizer,
Round. High Profile

Xtra. 620 ml

Resterilizable Gel
Breast Implant Sizer.
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OnuncaHune

MMnnaHTaT MONOYHOI
Xenesbl NPUMEPOYHBIN,
reneBblil, MHOrOKpaTHO
CTepunn3yemsbii,
KPYT/blii, BbICOKWI
npodunb Xtra. 515 mn
MMnnaHTaT MOMOYHO
Xenesbl MPUMePOYHbIA,
refieBblii, MHOTOKpPaTHO
CTepUInN3yemblii,
KPYTNbliA, BbICOKUIA
npotunb Xtra, 535 mn
MmnnaHTaT MONOYHON
Xenesbl NPUMEPOYUHBIA.
leneBblil, MHOTOKpaTHO
CTepunn3yembli,
KPYT/NbliA, BbICOKWIA
npogunb Xtra. 570 mn
MNmnnaHTaT MONOYHOI
Xefe3bl NPUMEPOYUHbIA,
reneBblil, MHOTOKpaTHO
CTepunn3yembii,
KPYT/bliA, BbICOKWI
npodunb Xtra. 595 mn
MMnnaHTaT MONOYHONA
Xefiesbl NPUMEPOYHBI,
renesblil, MHOTOKpPaTHO
CTepUInN3yemMbli,
KPYT/bliA, BbICOKU
npodunb Xtra. 620 mn
MMnnaHTatT MONOYHOM
Xenesbl NPUMEPOYHbIA.

O6bemM C NOrpewHoOCTbIO,
Mn *2,5%
Volume with tolerance, ml
+2,5%

515

535

570

595

620

650

W upuHa c
NOorpewHOCTbO, MM %
2,5%

W idth with tolerance,
mm + 23%

126

127

132

131

134

135

70

BbicTynatwowas yacTb
C NOrpeWwWHOCTbO, MM
+2,5%
Projection with
tolerance, mm * 2,5%

62

60

63

63

65

65

Macca c
norpewHoCcTAMMU, 1
3% / Mass with
tolerances, g £ 3%

536.86

536.86

596.14

596.14

651,63

651.63

+



Homep no
Katanory
Catalog
number

RSZTHPX680

RSZSHPX700

RSZTHPX725

RSZSHPX755

RSZTHPX765

Description

Round. High Profile
Xlra, 650 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 680 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 700 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 725 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 755 ml

Resterilizable Gel

Breast Implant Sizer.

Round. High Profile
Xtra. 765 ml
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OnwucaHune

reneBblil, MHOFOKPaTHO
CTepUN3yeMbIid,
KPYT/NbliA, BbICOKWIA

MNmMnnaHTaT MONOYHOWA

Xenesbl MPUMEPOYUHbIA,

reneBblil, MHOFOKPaTHO
CTEPUNN3YEMBIT,
KPYTAblil, BbICOKWNIA

MMnnaHTaT MON0OYHOI

)Kenesbl NMPUMEPOYHbIN,

renesblil, MHOFOKPaTHO
CTEPUNN3YEMBIHA,
KPYT/bliA, BbICOKWI

MmMnnaHTaT MONOYHOIA

Kenesbl MPUMEPOYHbIA,

refieBbli, MHOTOKpPaTHO
CTepuNn3yembii,
KPYTNbliA, BbICOKUIA

MMnnaHTaT MONOYHOIA

Xenesbl MPUMEPOYUHDbIW,

reneBblil, MHOFOKPaTHO
CTepunN3yembli,
KPYT/NbliA, BbICOKUIA

MMnnaHTaT MOMOYHOI

Xenesbl NPUMEPOYUHbIA,

refieBblil, MHOTOKpPaTHO
CTEPUNN3YeMbliA.

O6bem C MOrpewHOCTbHN),
Mn = 2,5%
Volume with tolerance, ml
+2,5%

680

700

725

755

765

W idth with tolerance,
mm +25%

71

W vpuHa c
NOrPewHOCTLI0, MM *

2,5%

140

141

145

144

147

BbicTynatwwas 4acTb
C NOTpPeWwHOCTbIO, MM
+2,5%
Projection with
tolerance, mm 2,5%

66

65

67

67

67

Macca ¢
NOrpewHoOCTAMM, T
3% / Mass with
tolerances, g+3%

703.40

703.40

758.(10

758,00

792.63

+



[Homep no
KaTanory
Catalog
number

RSZSHPX790

Description

Resterilizable Gel
Breast Implant Sizer,
Round. High Profile

Xtra. 790 ml
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OnwucaHune

KPYTNbliA, BbICOKWIA
nooJiuns Xtra. 765 mn
MMnnaHTaT MOMOYHOW
Xenesbl MPUMepPOYHbIA,
refieBblil, MHOTOKPaTHO

CTepnnn3yemblit,

KPYTAbliA, BbICOKWIA
npogunb Xtra. 790 mn

O6bemM C NOrpewHOCTbIO,
Mn £ 2,5%
Volume with tolerance, ml
+2,5%

790

W unpuHa c
NOrpewHoOCTbO, MM
2,5%

W idth with tolerance,
mm +£2,5%

148

72

BbicTynatou,aga 4yacTb
CNOrpewHoOCTb0, MM
+2,5%
Projection with
tolerance, mm *2,5%

67

Macca ¢
nOrpewHoOCTAMM, T
3% / Mass with
tolerances, g + 3%

792.63

+



MNEPEYEHb U OMUCAHVE MATEPUA/IOB M3rOTOBNEHNA My LIST AND DESCRIPTION OF MD MATERIALS

M aterial of MD
Trade / Common Name

Matepunan MU
Mapka/ obuias gdopmyna

Name
HanmeHoBaHue

CunmnkoHoBasi 060/104Ka

lMpon“TaHHasi aBTOMaTUHECKN
Cnoii gumeTnna

Silion gl

Automated Dipped
Dimethyl Layer

Laser Button Silicone
Haknaaka, HaHeceHHas la3epom CunukoH
CuANKoH Silicone
Dipcoat -
MoKpbIrvie CUMKOH p Silicone
HeBynkaHM3MpoBaHHasA Haknaaka CunmkoH Unvulcanized Patch Silicone
o . Dimethyl |
H AVIMETUNIOBLIN C/IOM Low Bleed Patch: Diphgnwyl Ia)er
aKnafKa 4151 HUSKOIo KpOBOTEYeHS [eHNOoBbIA GOV - Diphery aer
YepHuna An1s TaMHOHHOW nevyaty — YepHsle ~ CUNMKOH Pad Print Ink - Black N
CWUNMKOHOBBIN renb Cohesive 1(gns CUNVIKOH Cohesive | Silicone Gel (for Round) Silicre
KPY1/10T0) ) - Silicone
CWIMKOHOBBI renb Cohesive 111 (gns CPG)  CUNNKOH Coihesw? 111 Silicone Gel (for CPG) i
Orientation Dots and Tabs Silicone
TOUKM N METKU OpUEeHTaLUN CnnnkoH

NAHHBIE O MAPKVPOBKE MW 1 EFO YNMAKOBKE DATA ABOUT LABELING OF MD AND ITS PACKAGING

Ta6nnua 1- OnpegeneHns 0603HaUYEHNA, yKa3aHHbIX Ha MapKUPOBKe Table 1 - Definitions of symbols used on the label

Homep no katanory

REF REF Catalogue number
Koz naptuu
Batch code
LOT LOT
Q[Y 1 KonuyecTso - opuH QTY 1 Quantity One
CTepunn3oBaHo nNapom Uan Cyxum TERILE Sterilized using steam or dry
STERILE 1 S 1 heat

Xapom

Serial number

SN SN

CepuitHblit HOMep

73
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2 Wcnonb3oBaTb fo (farta) Use-by date

OcTopoXxHO! O6paTuTech K MHCTPYKLMK

Caution
Nno NPUMEHEHUIO A
[vameTp, BbICTYnawoWas 4yacTb Diameter, Projection
Manufacturer
N3roToBuTeNs w J1 uract
C€ . a CE-mark
N EBponeickoe COOTBETCTBUE 012 3
Kog nepepa6otkmn 2 HOPE (PE HO), g 2 \ Recycling code 2 High-density
O NOIN3TU/IEH BbICOKOMN MAOTHOCTM hi polyethylene
Hu3koro fasnexduna (MH
CpoOK cny>X6bl U XpaHeHWa usgenus Device service life and storage

[aHHble uM3genns NoCTaBNATCA B CTEpPUNbHON ynakoBKe, cosgatowuii  These products are provided in sterile packaging do create a sterile
CTepu/bHbIN  Gapbep. [apaHTMPOBaHHLI CPOK XpaHeHWs B cTepunbHoii  barrier. Guaranteed shelf life in sterile packaging: 5 years from the date
ynakoBKe: 5 fieT ¢ MOMeHTa CTepunuMsaumn. YKasaHHblli Cpok cnyx6bl He Of sterilization. The specified period does not correspond to warranty
ABNsieTCA  rapaHTWiHbIM.  [apaHTWiiHble o06s3aTenbcTBa  perynupytoTcs period. Warranty obligations are governed by the relevant section of this
COOTBETCTBYIOUMM pasfenom faHHOro AOKyMeHTa. Mogpo6Hee cm. pasgen document. See the Warnings section for details.

«[MpepynpexaeHunsa».
Mepen NOBTOPHLIM MPUMEHEHMEM MPUMEPOUHbLIA reneeblit UMnnaHTaT cnegyeT Prior to reuse, the Gel Sizer must be thoroughly cleaned,
TW,ATENbHO OYNCTUTD, npojesMHpuLpoBaTh 7 npocTtepunusosath. disinfected, and sterilized. The Gel Sizer should not be resterilized for

MpUMepOoUHbI/A renesblii UMNNaHTaT He AONycKaeTcs CTepunu3oBaTb MOBTOpPHO more than ten (10) times.
6onee gecatu (10) pas.
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& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



dopma NocTaBKK
I/I3,qem/|$| noctaBndawTCA B CTEPUSIBHOM BWUAE BMECTE C pyCCKOFISbELlHOVI
NHCTPYKLUMEN.

YnakoBka cogepxu! l1wunspgenune. DKOKTUEA
"mepeueHsb MmaTepunasnosB XXNBOTHOTO n
UEJ/IOBEYECKOTI'O NMPONCXOXAEHNA

KoMMNoOHEHTbI U MaTepuansl, UCMofib3yemble ANA MNPOW3BOACTBA M3Lenus, He
cogepxat (prtanatoB. Kpome TOro, wMmnaaHTatT He COLEPXWUT naTekc, He

KOHTAKTUpPYET C naTekCc-coaepXalumMmy u3genmsmu B npoLecce nNpou3BoACTBA U

MNNn)

MPOTOKOJAX

NCMNbITAHUNN, AHAJTN3E MONTYYEHHbIX
OJAHHbIX
W3genns BbifiepXanu UCNbITAaHUS MO0  BepuduKauum W Banugauum

YLOBMETBOPAOT Tpe
MprMeHsIEMbIiA

OnwucaHune
cTaHgapT
N3genus meguuuHckne. CUCTeMbl MEHE[)XMeHTa KauyecTBa.
EN ISO 13485
W3genus meguumHckue. TNpuMeHeHe MeHeAXMEeHTa pucka
EN 1SO 14971 K MEMUUWUHCKUM M3Zenusm e
WN3genus meanumHcKue. TIpOeKTUpPOBaHWE MeULUHCKUX
EN 62366 M'jnpni-IH r VMerOM 3KCMJ/lyaTalMOHHOW NPUTofHOCTY
WN3genus meanumHckne. CUMBOMbLI, NPUMEHSEMbIE TMPU

MapKUPOBAHUN Ha MeAUUWHCKUX U3Lenunax, 3STUKeTKax u B
COMpPOBOAUTENbHOW AOKyMeHTaummn. Yactb 1. OCHOBHble
TneboBaHua

EN ISO 15223-1

N3genna wmeguuuHckue. WHpopmauusa, npegocrasnsemas
EN 1041
VMMmnnaHTats! Xupypruyeckne HeaKTUBHbIe. Obwme
EN ISO 14630 Tne6oBaHus —
MMmnnaHTaTel XUpypruvyeckme HeakTUBHble. VIMMnaHTaThl
EN ISO 14607

1M0N0YHbIX Xefne3. YacTHble TpeboBaHMA
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How supplied
The devices are supplied sterile with Russian-language instruction for.
Packaging contains 1 part.

LIST OF MATERIALS OF ANIMAL AND (OK) HUMAN OKIOIN
The device is not manufactured wusing phthalate-containing
components/materials. Furthermore, the device does not contain latex nor
has it been in contact with latex containing products during
manufacturing. In addition, the device is not manufactured utilizing
Tissues of animal o i n .
INFORMATION ON THE IESIS CARRIED OUI,
REPORTS, ANALYSIS OF THE OBTAINED DATA

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

Ibsl_

Applied Description
Standard
Medical device - Quality management system
EN 1SO 13485 Requirements for regulatory purposes
Medical devices - Application of risk management to
EN ISO 14971 medical devices
Medical devices - Appiicaiion oi ubaunu®
EN 62366

engineering to medical devices

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

EN ISO 15223-1

Information supplied by tne manuiaciuici ui mcuicai

EN 1041 devices
EN ISO 14630 Non-active surgical implants. Genera! requirements
Non-active surgical implants. Mammary impiam>.
EN 1SO 14607 Particular requirements
75



MpumeHaeMbl i
cTaHpapT

ISO 14949
EN ISO 10993-1

EN ISO 10993-2

EN ISO 10993-3

EN ISO 10993-5

EN ISO 10993-6

EN ISO 10993-9

EN ISO 10993-10

ENISO 10993-11

EN ISO 10993-12

OnucaHwne

MMmnnaHTatel N8 XUPYpruun. 3nacToMepbl CUUKOHOBbLIE
OBYXKOMMOHEHTHbIE, NOJIYYEHHbIE NpPU OTBEPXAEHUN B
pe3ynbtaTe peakuynn npucoegnHeHnA

N3penus megnymHckme. OueHKa 6MONOTNYECKOTo AelicTBUS
MeLAULMNHCKUX n3gennit. YacTb 1. OueHKa W ucciesoBaHus

N3genna meguunHckue. OLeHKa 6MON0TMYecKOro felicTeus
MeAULUHCKMX n3genuin. Yacts 2. Tpeb6oBaHuUs K o6paLleHunto
C )XMBOTHbIMU

N3genna megnumHckue. OueHKa 6M010rMYeckoro feincTeuns
MEAULUHCKUX  U3JeNuid. Yacte 3. MccnepgosaHus
reHOTOKCMYHOCTWN, KAHLEPOTreHHOCTM U TOKCMYECKoro
LeCTBMA Ha PenpoOfYKTUBHYIO (YHKLUIO

M3genns megnumHckune. OueHka 6M00rMYeckKoro geiicTema
MeANLMHCKMX u3genuii. YacTb 5. WccnegoBaHus Ha
LUTOTOKCMYHOCTb: METOAbI in yitro

M3genna megnumHckue. OLeHKa 6M0N0rMYecKoro geincTams
MeAULMHCKUX n3gennin. YacTtb 6. MiccnegoBaHus MeCcTHOrO
LencTBMA nocne uMnnaHTawuu

N3genns meguunHckue. OueHKa 6M0N0rnYecKoro aelicTeums
MeguUMHCKUX usgenunii. Yactb 9. OCHOBHble MNPUHLUMbI
NAeHTU(NKaLUn " KO/INYECTBEHHOTO  OnpefeneHns
NnoTeHUManbHbIX NPOAYKTOB AECTPYKL UM

N3genusa meguumHckune. OLeHka 61MoNornyeckoro geincrams
MEANUMNHCKNUX  W3AEeNniA. YacTtb 10. WccneposaHus
pasgpaxalLero n ceHCMbGUNN3NPYIoLLEro AencTeuns
N3genusa meguumHckune. OLeHka 61MoNornyeckoro geincrams
MeANLMNHCKUX  W3AENWUiA. YacTtb n. MccneposaHusa
006LLETOKCNYECKOTO AeNCTBUS

N3penna meguunHckue. OLeHka 6M0N0rnyeckoro gencreus
MeaAULUHCKNX ndgennii. Yacte 12. MpurotoBieHne npob u
KOHTPOJIbHblE 06pasLbl
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Applied
Standard
ISO 14949

EN I1SO 10993-1

EN ISO 10993-2

EN ISO 10993-3

EN ISO 10993-5

EN ISO 10993-6

EN ISO 10993-9

EN I1SO 10993-
10
EN ISO 10993-
n
EN ISO 10993-
12

76

Description

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

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

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

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

Biological evaluation of medical devices - Part 5:
Tests for in vitro cytotoxicity

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

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

Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization

Biological evaluation of medical devices - Part 11:
Tests for systemic toxicity

Biological evaluation of medical devices - Part 12
Sample preparation and reference materials



MNpuMeHsieMblit

ENISO 10993-13

EN

EN

EN

EN

EN

EN

EN

ISO 10993-16

1ISO 10993-17

ISO 10993-18

ISO 10993-19

ISO 10993-20

ISO 20857

556-1

OnwucaHve

N3genna meauumHckme. OLeHKa 6MONOrMYecKoro feiicTeus
MeANUMHCKNX wu3gennin. Yactb 13. WpgeHTudukauyms nu
KONWYeCTBEHHOe oMnpefesieHne MNPOLYKTOB [eCcTpyKuuu
NNAMMPPHbIX MENULUHCKUX U3aenuni

N3gennsa meguumnHckue. OueHKa 6M0N0OrnyYecKoro geincraems
MeaguuuHCKMX wnsgennin. Yactb 16. MogenumpoBaHue K
nccrefoBaHne TOKCUKOKWUHETUKN NMPOAYKTOB ferpajaunm v

N3penna megnumHckue. OueHka 6M0N0OrnYeckoro gencTens
MEeAULWUHCKNUX  W3AENunii. YacTtb 17. ¥YcTaHOBNeHue

M3pgenna megmumnHckue. OueHka 6M0I0rnyeckoro gencTemns
MEANLMHCKNUX  M3Aenni. YacTtb 18.
YMK<WYPrKMX CBOWCTB MaTepuanos
M3genns megmumnHckme. OueHKa 6M0N10rM4ecKoro gencremns
MeANUMHCKNX nsgenuin. Yactb 19. MccnegoBaHna gu3anko-
XUMUYECKNX, MOP(ONOrMYecKMX MK  Tonorpapuyecknx
CBOWCTB MaTepunanos

M3genna megmumnHckue. OueHka 6MON0OrMyYeckoro AercTemns
MeaNLMHCKMUX u3genunii. Yacte 20. MpuHUMAbLI 1 MeTOoAbl
nccnefoBaHus UMMYHOTOKCUYHOCTH MeULUHCKUX

WccneposaHue

CTepunusauns MegULUHCKOW npogyKuuu. MFopsunii Bo3gyx.
Tpe6oBaHWs K pa3paboTKe, Banugauuum u TeKyLEMY
KOHTPO/It0 MpoLecca CTEPUAN3aLUN MEAULUHCKIX U3LENNIA

CTepununsauma MegUUUHCKUX un3genunin. 1lpe6oBaHus K
MeAULUUHCKUM WU3Lennsam KaTeropuu cTepunbHble . YacTb
1. Tpe6oBaHWS K MeAULUHCKUM W3AENUAM, NOANEXALLUM

| ®UHNLWHON cTepuan3aLmnm
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Applied

Standard
EN ISO 10993-
13
EN ISO 10993-
16
EN ISO 10993-
17
EN ISO 10993-
18
EN ISO 10993-
19
EN ISO 10993-
20
EN ISO 20857
EN 556-1

77

Description

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

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

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

Biological evaluation of medical devices - Part 18;
Chemical characterization of materials

Medical devices. Biological evaluation of medical
devices. Part 19. Physico-chemical, morphological
and topographical characterization of materials

Medical devices. Biological evaluation of medical

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

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

Sterilization of medical devices. Requirements tor
medical devices to be designated sterile . Part 1.
Requirements for terminally sterilized medical
devices



MNpuMeHsiEMbIi

OnwucaHue
CTaHpapT
EN 13427 YnakoBka. Tpe6oBaHMA K MpUMeHeHW EBponenckux
CTaHfapToB B 061aCTV YNakKOBKU U YNAKOBOYHbIX OTXO40B
YnakoBka [ANA  MEAUUWHCKUX U3[enuii, nojnexawnx
uHUWHONW cTepunmsaynm. Yactb 1. TpeboBaHUa K

EN ISO 11607-1
maTepuanam, 6GapbepHbIM CUCTEMaM ANf CTepUAM3aLuuM W

yMNaKoOBOYHbLIM CUCTEMAM

YnakoBka [And  MeLWLUHCKUX  U3LeNuiA,
OUHUWHONW cTepunmsaymm. Yactb 2.
BanMjauum npoueccos (QOpPMUPOBaAHUSA,
cbopku

YncTble MOMELL,EHUSA U CBA3AHHbIE C HUMU KOHTPO/NIMPYEMbIE
cpefbl. Yacte 1. Kpnaccuukaumsa 4McToTbl BO3fyxa no
KOHLEeHTpauumn yactuy,

UncTble MOMELL,EHNA U CBA3AHHbIE C HUMU KOHTPONIMPYEMbIE
cpeabl. YacTb 2. TekyWwuid KOHTPONb AN MOATBEPXKAEHWSA
MOCTOAAHHOIO  COOTBETCTBUSA  YMCTOThI BO34yxa Mo
KOHLeHTpauumn vactuy,

UncTble NOMeELWeHNA 1 CBA3aHHbIE C HUMUN KOHTPOJIMPYEMbIe
cpeabl. YacTtb 5. Ikcnnyartayus
KnnHunyeckne wuccnegoBaHus.
npakTnka

TPEBEOBAHUNA BE3ONMACHOCTUN N 3O PEKTUBHOCTUN M
MpeaynpexaeHnsa

Xunpypr HeceT NOJIHYIO OTBETCTBEHHOCTb 3& KOHCY/bTUpPOBaHWe nauueHTa Mo
MOBOAY BCEX BO3MOXHbIX PUCKOB W OCMOXHEHWN, CBA3AHHbLIX C NPefNOXeHHOW
XUPYPruyeckoin npouesypoi v usgenvem, B TOM 4nucne B CPaBHEHUU C pUCKaMU
N OCNOXHEHUAMU anbTepHATUBHBLIX Mpouesyp, U KomnaHua Mentor nonaraercs
Ha Hero B 3ToM. MNepey onepayuei XMpypr Takxke 4OHKEH XOPOLIO 03HAKOMUTbLCS
co scemn MPEAYMPEXOAEHWNAMUN, MEPAMWN MPEOOCTOPOXHOCTW n
HEXENATENbHbIMW  PEAKUWAMW, cBA3aHHbIMKM C MNPUMEHEHUEM
rPYAHOr0 wWMMNnNaHTaTa, KOTOpbI nNnaHuMpyeTcs YycTaHOBUTbL. Cneaytouime

nognexawimnx
TpeboBaHus K
repmeTusayum u

EN ISO 11607-2

EN ISO 14644-1

EN ISO 14644-2

EN ISO 14644-5

Hapgnexallasa KanHU4Yeckas
EN ISO 14155 Anexaty
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Applied _—
Description
Standard P
Packaging - Requirements for the use of European
EN 13427 Standards in the field of packaging and packaging

waste

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

EN ISO 11607-1

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

EN ISO 11607-2

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

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

Cleanrooms and associated controlled environments.
Part 5: Operations

EN ISO 14644-1

EN ISO 14644-2

EN ISO 14644-5

EN ISO 14155 Clinical investigations. Good clinical practice

MD SAFETY AND EFFECTIVENESS REQUIREMENTS
Warnings

It is the exclusive 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. Prior to surgery, the surgeon should also be familiar with all
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS
associated with the use of the breast implant to be implanted. The
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MPEAYMPEXOEHWNA, oTHOCAWMECA K TefileBOMY NMPUMEPOYHOMY MMMNAHTATY,
pononHawT MPEAYMNPEXAEHNA. B
He ponyckaeTca uWCNofb30BaTb refieBbli NPUMEPOYUHbLIA  MMNNaHTaT B
KayecTtBe [AOJ/ITOBPEMEHHOIoO rpyaHoro wMnaaHTata WiNM TKaHEBOro
aKcnmaHgepa.
HE cTepununsyiite nsgenne 6onee gecatu (10) pas.
. HE ycTaHaBnuBainTe ¥ He nNbiTailTeCb OTPEMOHTMPOBATb MOBPEXAEHHbIA
refieBbl1 NPUMEPOYHbIA MMNNAHTAT.
[eneBblil NPUMEPOYUHBI/I UMNNAHTAT MOXET pa.30pBaThCa BO BPEMA Onepawunu,
L I ctL renb B xupypruyeckuin kapmaH. K BO3MOXHa,m
pa3pbiBOB OTHOCATCA MOBPEXAEHNE XUPYPruyecKumu
HeHafnexallee obpalieHne U MaHUNYAALUN.
, HecnegyeT ncnonb3oBatb NMUHLETHI UIN FTEMOCTATUYECKUE 32XKUMBI.
HE cTepunusyiite NOBTOPHO B YNaKOBKe, B KOTOPOI NMOCTaBNAeTCA U3genue.
., HE ncnonb3ylite NpMMepoYHbIi UMNAAHTAT, MOKa OH NO/HOCTLIO He OCTbI.
,  HE wucnonb3yiiTe anbTepHaTMBHble MeTOAbl MM uU3nYeckue napameTpsbl
cTepunm3aumnm, oTANYHb[e OT YTBEPXKAEHHbIX.
HE npukacalitecb K NPpUMEPOYHOMY FefeBOMY MMMAaHTaTy O4HOPAa30BbIMYU
ycTpolctBamMun Ana 3n1eKTpoKoarynaumm eMKOCTHOro Tuna BO u3bexaHue
noBpexaeHna 060/104YKM reneBoro NPUMEPOYHOro MMNAaHTaTa.

npUYMHaMm
WHCTPYMEHTaMM,

Bo n3bexaHue o6pa3oBaHNa NOCNeONepaLMoOHHOW reMaToMbl BaXHO Tl AaTENbHO
OCTAHOBUTb KpoOBOTeuyeHue. Ecnu 06unbHOE KPOBOTEYeHUE MpPOAOSKAaeTCH,
peKoMeHAyeTcs BO3fepXaTbCs OT MCMO/Ib30BaHUS MPUMEPOYHOro MMNAaHTaTa
[0 Tex nop, Moka KpoBoTeueHUe He ByeT 0CTaHOB/IEHO.

3TO M3genune npeaHasHayYeHo A5 BPEMEHHOM YCTaHOBKM BO BpeMs onepayuu
KayecTBe MPUMEPOYHOr0 FPYAHOr0 UMNaaHTaTa.

Mpn oOuUeHKe OKOHYaTeNbHOro TunNa WMMANaHTaTa W MecTa MMMAaHTauum ¢
NMOMOLLbI0O MPMMEPOYHOr0 MMMAaHTaTa cleAyeT yuuTb,BaTb

06beM TKaHu, 4T06bI 06ecrneynTb [JOCTaTOYHOE MOKpb,TMe. Heobxogmmo
YUYUTb,BaTb AaBfieHWE, CUY, HATAXEHUE U APYrve HanpsXKeHus, KoTopb,e 6yayT
feiicTBOBaTb B MeCTe yCTaHOBKM MMMaHTaTa.

MpumeyaHue: T10CKONbKY MeETOAbl YMNaKOBKM, YNakKOBOYHble MaTepuansbl
YC/OBUSA XPAHEHWUS MOTYT OTAMYATbCA OT OfHOTO MEMNLUHCKOTO YUPEXAEHUs_K
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following  WARNINGS regarding the Gel Sizer are intended to
supplement the WARNINGS for the breast implant to be used.
The Gel Sizer must not be used as a long-term breast implant or
tissue expander.

DO NOT resterilize the device more than ten (10) times.

« DO NOT Insert or attempt to repair a damaged Gel Sizer.

The Gel Sizer may rupture during surgery releasing gel into the
surgical pocket. Causes of ruptures can include damage by surgical
instruments, improper handling and manipulation.

Forceps or hemostats should not be used.

DO NOT resterilize in packaging system provided.

DO NOT use the sizer until it has cooled completely.

DO NOT use alternate methods of sterilization or alternate physical
parameters.

DO NOT contact the Gel Sizer with any energy producing cautery
deyices as damage to the shell of the Gel Sizer may result.

Careful hemostasis is important to preyent post-operative hematoma
formation. Should excessive bleeding persist, it ,s recommended that the
Sizer not be used until the bleeding is controlled.

This product is designed for temporary intraoperative insertion as a breast

fteweratrvTevaluation of the eventual implant type and implant site with
the Sizer should include allowances for adequate tissue coverage
Pressure, force, tension and other stresses to which the implant site will
be susceptible must be considered.

Note: Because packaging methods, packaging materials and Morage
conditions may vary from one healthcare tacility to another. Mentor

79



apyromy. Mentor He MOXeT onpejenuTb CPOK XpaHeHWA YCTPOWCTB,
CTEPUNMN30BAHHbLIX 3a Mpefjenamu Hawero MPOU3BOACTBEHHOrO NpeanpuaTus.
CpoOK rogHoCcT! ynakoBaHHOro CTEPUIBHOTO M3LeNNA 3aBUCUT OT KOHKPETHOro
cob6bITMA, TO €eCTb AO/KHO MNPOM3OATM HEKOTOpoe Ccob6biTME, CNOCOGHOE
HapyLWmnTb CTEPUSIBHOCTb COAEPXMMOT0 YyNakoBKU. O6paTUTECh K AeACTBYIOL UM
ctaHjaptaMm, METOAMYECKUM  pekKoMeHpaumam u  pykosoacteam CLUA,
Accoumnaumy MHTpaonepaLmoHHbIX/MEepUoNepaLunoHHbIX 3aperncTpupoBaHHbIX
mMeauumHckux cectép (AORN) npu BbiGOpe U UCNONB30BAHWUW CUCTEM YMAKOBKH.
CTepunbHble ynakoBaHHble W3fenus He cnefyet cKnafblBaTb ApYr Ha Apyra.
XpaHeHWe [OMKHO OCYLLeCTBAATLCA B YCNOBUAX OKpyXakwleh cpefbl C
KOHTPONMPYeMO/ TemnepaTtypoil U BAaxHoCTbi. W3genue 6ypeT ocTaBaTbheA
CTEPUNbHLIM [0 AaTbl, OMNpefensemMoi WHAMBMAYANbHbBIMU MOAUTUKAMW W
npouegypamu CTepUAbHOCTU, CBSI3aHHOW C co6bITUEM, B npefonepaluoHHbIX
YCNOBWAX, NPU YCNOBUMN COBNMIOAEHNA NHCTPYKLUIA MO yNnakoBKe.
Mepbl NpefoCTOPOXKHOCTU
* KomnaHua Mentor pekoMeHAyeT, 4ToBbl XUPYpPr caMm ONpefensan pasMepsl,
(hopMy, NNOTHOCTb W NPOYPUAb FENeBOro NMPUMEPOYHOro MMNAaHTarta npu
BbI6Ope ONTUManbHOro pa3mMmepa pacceyeHuns v XUPypruyeckoro metoaa.

e Xupypr, BbIMONHAKWMNIA YyBENWYEHUE WM PEKOHCTPYKUUIO  TpyAau
nocpeAcTBOM WMMNAHTATOB Tpyau, [O/MKeH BfafieTb COBPEMEHHbIMU
npuemamy o6Mepa nNauuWeHTa, ONpeAeNeHUs pasmepa MMNAaHTata WU

BbIMOMHEHMS XMPYPrMYecKOoi onepawuu.

e 060/104Ky reneBoro NPUMePOYHOro MMMaHTaTa MOXHO NEerko HaapesaTb
cKa/sbMenemM WAU pasopBaTh, MPUOXKMB JOCTATOYHOE YCUIME W UCMO/b3YA
TYNOW WHCTPYMEHT, WAM Xe MNPOTKHYTb Mronkoi. CrepgyeT TWATENbHO
NpoBepsTb  TefeBblii  MPUMEPOYHbI  MMMAAHTAaT Ha  CTPYKTYPHYIO
LLeNOCTHOCTb 10 BbIMOMHEHNS M B NMPOLLECCE BbIMOMHEHUS OMnepauuu.

« CnefyeT npoBepuUTb KaXAblA reneBblii MPUMEPOYHbIA MMNMNAHTAT Ha
OTCYTCTBME [Ae(EeKTOB U MOCTOSHHO KOHTPO/IMPOBaTb €ro COCTOSIHME B

TeuyeHWe BCe npoueaypbl, 4YTO6bl rapaHTUPOBaTb, UTO CTPYKTypHas
LLeNOCTHOCTb MMMNAaHTaTa He HapyweHa. He pgonyckaeTcs MpUMeHEHUe
NMPUMEPOYHOro  MMMNaHTaTa nocne n060ro  BUJOU3MEHEHUS  €ro
OPUTUHANbLHO CTPYKTYpbI. He [0MycKaeTcs MCMnofb30BaHmMe

NOBPEXAEHHOIO reaesoro NPUMEPOYHOro mMmnaaHTata nNocsae BbIMOJTHEHUA
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cannot determine the shelf life for devices sterilized outside of our
manufacturing facility. The shelf life of a packaged sterile item is event
related. An event must occur to compromise package content sterility.

Refer to current AORN Standards,

Recommended Practices and

Guidelines for the selection and use of packaging systems. Sterile
packaged devices should not be stacked and should be stored under
environmentally controlled conditions for temperature and humidity.
Provided the packaging instructions are followed, the device will remain
sterile to the date determined by individual policies and procedures for
event-related sterility in preoperative settings.

Precautions

Mentor recommends that the surgeon consider the size, shape,
firmness and profile of the Gel Sizer when choosing the optimum
incision size and surgical approach.

Any surgeon performing breast augmentation or reconstruction with
breast implants should be familiar with the currently available
techniques for measuring the patient, determining the implant size and
performing surgery.

The Gel Sizer shell may easily be cut by scalpel or ruptured by
excessive stress, manipulation with blunt instruments or penetration
by a needle. The Gel Sizer should be carefully inspected for structural
integrity prior to and during surgery.

Each Gel Sizer should be checked for patency prior to use and
continuously monitored throughout the procedure to ensure the
structural integrity of the device is not compromised in any way. This
device should not be used following any modification to its original
design. A Gel Sizer which has been damaged, or on which repairs, or
modifications have been attempted, must not be used. Additional Gel
Sizers of different sizes should be available at the time of surgery.
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ero pemoHTa MAM Moaudukaunn. Bo Bpema onepauMu JOMKHHL ObITb
obecneyeHt! ACIIVHHTEALHBIE TeNEBbiE NPUMEPOUHBIES HMIVIAHTATH APYTHX
Pa3MepoB.

TeneBblit NpUMEpPOuHbIE WMILIAHTAT MOXET pasopBaTbCA B rOpAteM
COCTOSHMM mnoche asroknaBa. Byasre ocTOpoxHb npn obpaliesuH ¢
NPUMEPOMHBIM HMITIAHTATOM, 4TO6bi U30EXKATH Ero NOBPSKACHUS.

[Mocne CTepHAH3aUMK B NeNe MOTYT MOABHTHCA Nysbipbku. Hx mossnetue
CUMTACTCA HOPMAALHBIM W HE OKA3biBAaeT RNHAHHE HA UEMOCTHOCTE H
by HKUHOHHPOBAHHE TE/ICBOTO NPUMEPOYHOTO UMILIAHTATA,

Hcnonb3yiiTe acenTHYecKWe METOAL Npu  oOpaucHuM C  renesbiM
NPUMEPOUHLIM HMILIAHTATOM TOCAE €F0  CTepUIHIALMM. OcTasnsiire
CTEpWIbHBI NPHMEPOMHLIN MMIBHTAT HAKPLITLIM A0 €10 BKWBJICHHA,
yTOGBI HE AONYCTHTL MOMAJAHHA HA HEMO MEPEHOCHMBIX MO BO3AYXY
3arpASHAIOWMX  BEIIECTB, KOTOpbie MOTYT OCECTh Ha MOBEPXHOCTH
HMNNAHTATA.

JIonyckaeTcs NOBTOPHAR CTEPHIH3ALMA TPHMEPOUHOrO HMIUIAHTATA HE
Gonee aecatn (10) pas.

[loce TOro KaK refieBulii NPUMEPOYHbil HMIIAHTAT Gbll MPOCTEPHAHIOBAH
necate (10) pas, ero cneayer BuIOpOCHTb, NOCKOMLKY CTEPHIBHOCTE,
6ezonacHocTh M PHEKTHBHOCTE He MOTYT ObiTh FapaHTHPOBAHLL ANS
YCTPOHCTS, NOBTOPHO CTEPHAMIORAHHBIX Go1ee NeCATH (10) pa3.
ToBpexncHHbie MNPUMEPOYHBIE MMILIAHTATB! HE MOrYT TrapaHTupoBath
CTEPRABLHOCTD, 6&30NACHOCTD W HPHEKTUBHOCTS.

The Gel Sizer may rupture while still hot from the autoclave. Care
must be used during handling to avoid damage.

Air bubbles may appear in the gel following sterilization. These
bubbles are expected and do not affect the integrity or purpose of the
Gel Sizer.

Use aseptic techniques to handle the Gel Sizer following sterilization.
Leave the sterile unit covered until insertion to avoid air-bomne
contaminants which may collect on the surface.

The Gel Sizer can be resterilized up to ten {10) times.

After the Gel Sizer has been sterilized ten (10) times, discard device
as sterility, safety and efficacy cannot be assured for devices
resterilized beyond ten (10) times.

Sterility, safety and efficacy cannot be assured for damaged devices.

MeToab! CHIDKEN NS BEPOSTHOCTH NEPHONEPANHORABIX adexnHl ¥ DpRINK
Bocnaneans

Cneayiommue METOAM MO3BOASKOT CHH3UTH BEPOATHOCTH MEPHONEPAUHOHHLIX
GakTepHanbHbIX HHBEKUMA 1 Bocnaneuss, BbI3BaHHLIX HHOPORHLIMH HACTHLAMN:
*  BbLINOMHKHTE MHOTOCIOHHOE 32KPLITHE PAHBI 1K OTALICHNA KOKHEIX/PAHEBBIX
6akTepuii OT NONOCTH UMNTAHTATA.

* [lo BO3MOXKHOCTH H30eraliTe pacceueHUs KapMaHOB, KOTOPHIE cooOWArTEA ¢
NPOTOKAMH MOIOHHBIX JKEJIES M JKENCIAMHU.

s W36eraliTe HeHyXHBIX TPaBM INPHIErAOWMX TkaHeld W noAnepxwsaiire
TUIATENbHBIH TeMoCcTa3 NPH GOPMUPOBAHMH KapMaHa ANA UMIIAHTATA.

Peri-operative Infection and Inflammation Source Reduction
Practices

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

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

 Avoid, where possible, pocket dissection that communicates with
breast ducts and glands

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

-
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¢  CeeauTe K MHHHMYMY BO3ACHCTBHE HA H3AE/THE BO BPEMA ONCPaLtiH, KOHTaKT
¢ KOXei M KONHYeCTBO NONBITOK Pa3MEIIEHHA B KAPMAHE.

¢ [lposeauTe NpeaONEPaLMOHHOE BHYTPUBEHHOE BBEACHHE AHTHOMOTUKOB B
NpoPUAAKTHYECKHX LCNAX.

e TlyX, Nbik, TANbK, NOPOWOK A XUPYPTUHECKHX TEPHATOK, BOPC OT canderox
M rybok, OTTIeYaTKH NATbUEB, KOMXHbIA XMP H Ipyrneé NOBEPXHOCTHBIC
3ArpA3HENHA, OCTABLIMECS HA W3OE/IMM B pe3ynbTare HEGpexHOro obpaiieHHA,
MOTYT BHI3BATH PEAKUMIO HA HHOPOAHOE TeNo. CeayeT CTPOro NPHACPHHBATLCA
YHCTBIX, ACEMTHYSCKHX TEXHUK AN NPEAOTBPALEHHA 3arPASHEHUH M BOIMOXKHBIX
ocnoxuenuil. Tlepea paboroit ¢ ycrpoiicTeoM HEOOXOAHMO  MPOMBITH
XMPYpPrHUecKUe HHCTPYMEHTD! W NEPYATKH OT 3arpasHeHuit Beex BUAOB.

« Minimize intra-operative device exposure, skin contact, and pocket
placement trials.
+ Administer preoperative intravenous antibiotic prophylaxis.

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

HucTpyknas no npaMeReanio

IpuMeHEeHHE HMNAAHTATA MONOYHON Kefledbl TNPUMEPOYHOTO, TEeBOro,
MHOTOKPaTHO CTEPHIIH3YEMOro MPEANONAraeT pa3HooOpa3He XHPYPruveckHx
npuemoB. JI0 HCNONb3OBAHHA MMIUIAHTATA MONOYHON MKENe3bl NPUMEPOUHOrD,
reNeBoro, MHOTOKPATHO CTEPHAH3YEMOTO XMPYPr NOJMKeH OBAAfeTbL BCei
npegocTasneHHol WHpopMaumel, CBAIAHHON C e/ICBLIM HMIUIAHTATOM Tpyan
MENTOR koTopmii Oyner BXUANATLCH,

NMPUMEYAHME: pexomeHayercs, 4ToObl B ONEpaUMOHHON BO BpEMA
XHpypruveckoil onepaunn Gbl1 HMILIAHTAT MOJIOYHOH JKenelkl NPHUMEPOUHBIN,
reneBbifl, MHOrOKpaTHO CTepHAH3yeMbli Goniee 0aHOro pasmepa’ GopMbl, YTOObE
XMPYPI HME BLIGOD NPH ONpeAeneHHn COOTBETCTBYIOWETO pasMepa H GOpMbI
HCMO/b3YEMOT0 UMILIAHTATA TPYAH.

HMUIGHTaT MOJIOYHON >KeNne3bl NPHMEPOYHBIA, TeneBblil, MHOrOKpavHo
CTEpHAN3YEMBi MOCTABNNETCA OTACNLHO B CTEPUILHON W HE NMPOTeHHOH
YNakoBOYHOH cucTeMe ¢ ABoHHOM ynakoBKoH. Cuctema © ABOHHOH ymakopkoi
criocofcTayeT 6e30MacHOMY METOAY TPAHCMOPTHPOBKH CTEPHIILHOMO MPOAYKTa
w3 UHpKYupyowel B cTepunbHy IO cpeay. B cnyuae nospexacrns ynaxoBouHol
CUCTEMbI C ABOIHHON YRAKOBKOR CTEPHIBHOCTh TapaHTHPOBATHCE HE MOKET.
HzpenMe CTEPHIH30BAHO CYyXMM XxapoM. MapkupoBka, cofepiaulas KO NapTuy,
HOMEp N0 KaTanory 4 OO0BeM NPHMEPOYHOrO HMMIVIAHTATA, HAHECCHA Ha
YNaKoBO4HYIO KOpPOOKy.

MapkupoBKa MOXET MWCROJLIOBATLCK  LEHTPANLHLIM - CTEPUAHIAUNOHHLIM
OTACNCHUEM NPH HHBEHTAPH3AUNK,

Instructions for use

The application of the Gel Sizer involves a variety of surgical techniques.
Prior to using the Gel Sizer, the physician should be familiar with all of
the information provided associated with the MENTOR Gel Breast
Implants to be implanted.

NOTE: It is advisable to have more than one size/shape Gel Sizer in the
operating room at the time of surgery to allow the surgeon flexibility in
determining the appropriate size and shape of the breast implant to be
used.

The Gel Sizer is supplied sterile and non-pyrogenic in an individual
double barrier packaging system. The double barrier system facilitates the
preferred method of sterile product transfer from the circulating area to
the sterile field. Sterility cannot be guaranteed if the double barrier
packaging system has been damaged. This product has been sterilized by
Dry Heat Sterilization. A label containing lot number, part number and
volume of the device is included in the box.

This label can be used by the Central Sterilization Department (CSD) for
their inventory administration.
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OTYETHOCTb O HEXEJATEJBHBIX ABAEHUAX

Jns NALMEHTA/NONB30BATENA/TPETLENO ANUA B Esponeiickom Colo3¢ M B CTPaHax
C MACHTHYHBLIM MOPAIKOM HOPMaTHBHO-NPaBOBOTD pery/npoBaHus: 8 ciyuae,
ecAH BO BPEMA WCNONL3OBAHHA AAHHOTO W3NEAMA HAM B pelysibTaTe €ro
WCMIOb30BAHHS TIPOH3OLICA CEPbE3HBIA MHUMACHT, npocum coobumTe 06 TOM
NpOW3BOANTENIO H/WAN CFO YNONHOMOYEHHOMY NPEACTABHTENO, 8 TaKke B BalW
HAUHOHANbHLIH ynonuonoqeuauﬁ opras.

ADVERSE EVENT REPORTING

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

OLIEHKA W3/IEJIHSA

Komnanns Mentor TpeGyeT HE3aMEUINTENLHO coobwarh 000 BCEX Cnyuasx
OCHOKHEHHI WHAN IKCNNAHTAUUN MpH NPHMEHEHHN HACTOSWETD H3ACNUA
MECTHOMY fPEACTABUTENIO KOMIIAHHH Mentor, KOTOPbfi HECET OTBETCTBEHHOCTD
3a yBe/IOMNeHNe oTaena npeTeHInil KoMNaHuK Mentor. lMpu HeoOXOAUMOCTH
HKCIZHTALUMN KOMRAHHA Mentor opraHH3yeT aHANN3 HIBNEYEHHOrO H3ACNA,
npy STOM HEOOXOAHMO NONYUHTD pajpeLIeHHe TIaLNEHTa W Bpatia Ha npoeeacHue
HCCAC AOBAHNH, CNOCOOHBIX HIMEHUTL COCTOAHHE W3neana.

PRODUCT EVALUATION

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

PA3PEIIEHHE HA BO3BPAT TOBAPA

PaspelcHye HA BO3BPAT TOBAPA CACAYET NONY4HTH Y MECTHOTO MPEACTABUTENA
KomMmanuy Mentor 40 803BpaTa TOBApA. Jns BO3MEUIEHHA CTOMMOCTH HiH
3aMeHbl TOBaPa OH A0JDKEH UMETL

HENOBPEKAEHHBIE NEYATH NPOUIBOAUTENA. 3a BOIBPAT HEHCTIONH3OBAHHOTO
H3AEAHA MOXKET BINMATLCS NIaTa.

RETURNED GOODS AUTHORIZATION

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

BE3ONACHAS! YTHIM3ALNA

H3nenns, KOHTAKTHPOBABIINE C NaTEPHANAMU YEIOBEUECKOTO NMPOHCXOKICHNA,
MOTYT BbI3BATEL 32PAMEHHE. Yrunnsupyiite ux ¢ cobnionenmneM HeoOXOAUMBIX
Mep TNpesOCTOPOXHOCTH B COOTBETCTBUM € MECTHLIMM  HOPMaTHBaMH.
TMpumeuanne: HHPpopMauns 06 WIZENMAX, CBATAHHLIX C NIOOHIMH NPETCHIUAMM
HAH NOTEHUHANLHBIMM HEXKENATELHBIMH ABJICHHAMH, D0/KHA 6LITH HEMEANEHHO
JOBEACHA A0 CBEACHUA MECTHOMO MPEACTaBHTENA xoMnaud Mentor ¢ uensio
BO3BPATA (CM. paszaen «OUEHKA W3JEJINA» Bbrme).

SAFE DISPOSAL

Devices that have been in contact with material of human origin may be
infectious. Dispose with the necessary precautionary measures in
accordance with local regulations. Note: devices associated with any
complaints or potential adverse event shall be brought to the immediate
attention of your local Mentor representative for return (see “PRODUCT
EVALUTION” section above).
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NMHPOPMALIMA O NEKAPCTBEHHbLIX MPEMAPATAX W (NN)
PAPMALEEBTUYECKUNX CYBCTAHLINAX B COCTABE MU

M3genne He COAEPXUT NEKAPCTBEHHbIX BELLECTB M HE MCMONb3yeTCs B COYeTaHUU
C 1eKapCTBEHHbIMW BellecTBaMM.
ONMMCAHWME METOLOB
CTEPUNN3ALINN

I‘IepBoe ncnosb3oBaHne reneBoro NPUMepPoOYHOro nMnaaHTaTa

[eneBblii MNPUMEPOYHbIA WMMNNAHTAT MOCTaBMAAETCS CTepubHbIM. [103TOMY
OTCYTCTBYET HEOBX0AMMOCTb €r0 YNCTKMN, AE3UHMEKLUN U CTepUn3aLmm nepeg
NMepBbIM UCMNONb30BaHWEM.

I'Iocne,qerLu,ee ncnosnb3oBaHME TesieBOro nNpMMEPOYHOro wmmMmnaaHTaTa
(NOBTOPHOE UCMO/Ib30BaHNE)

Mpy NOBTOPHOM MCNONb30BAHWUWN F€IEBOr0 MPUMEPOYHOr0 UMMaHTaTa, M3genne
Heo6X0ANMMO OYUCTUTL U CTepunnM3oBaTb (MapoBO aBTOKNAB).
MPEOAYTIPEXAEHUA

Mpy 1ibINONHEHHH BCEX MPOLIEAYP WMCMONb3yiTe nepyaTkym M BCe HEOOX0aVMble
cpeacTBa UHAMBWA>ANIbHON 3aLLUTBI.

MOBTOPHOW OBPABOTKWN 7

ABTOK/NaBMPOBaHMe A1 06e33apakmMBaHUs  Meped  OYMCTKOM  COrnacHo
OTZieMbHBIM MOMUTUKAM U MPOLeaypaM CUMTAeTCst CTepPUM3aLeil U coKpallaeT
KO/IMYECTBO MOB'TPHbIX MCMO/b30BaHWIA U3LENNS.

Bo Bpems CTepuM3aumn MapoM He AOMNYCKaeTC MpPeBbILIeHWe TemnepaTypbl
136 C u/vnn BpeMeHn BO3aeincTamst 40 MUHYT.

FeneBblii MPUMEPOUHbIE UMMIAHTAT MOXET pa:topBaThCs MNP U3BMEUEHUN B
ropsiuem COCTOSIHWM U3 aBTO0'aBa. U A/ €ro OXNaKAEHUS MOXET NoTpe6oBaThes
[0 45 MUHYT B 3aBMCUMOCTV OT 06beMa resieBoro NPYMEPOYHOro MMMIaHTaTa.
Mpu  obpalleHun cneayeT cob6ofaTb  OCTOPOXHOCTb BO  M3BeXaHWe
MOBPEX/EHUIA B FOPSYEM COCTOSHUMN.

YnaKoBaHHble M3LENNs He crefyeT CKnaabiBaTb Apyr Ha apyra. CTepunmsyiite
M30eNVs B FOPU3OHTAILHOM MONOXKEHUW. "\ ONTMM3aLmMmn Tennonepesayn Bo
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INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

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

DESCRIPTION OF REPROCESSING AND STERILIZATION
First Time Use of the Gel Sizer

The Gel Sizer is supplied sterile. Therefore, the device does not have to
be cleaned, disinfected and sterilized prior to first time use.
Subsequent Use of Gel Sizer (Reuse)

When reusing the Gel Sizer, the device must be cleaned and sterilized
(steam autoclave®
WARNINGS
Use gloves and any required personal protective equipment during all
pri)cedures.

If individual policies and procedures require an autoclave step for
decontamination prior to cleaning, this counts as a sterilization and
reduces the number of times the device may be reused.

During steam sterilization, do not exceed 136°C and/or an exposure time
of 40 minutes.

The Gel Sizer may rupture while still hot from the autoclave and could
require up to 45 minutes to cool based on Gel Sizer volume. Care must
be used during handling to avoid damage while hot.

Packaged devices should not be stacked. Sterilize the devices lying flat.
To optimize heat transfer during sterilization, the packaged devices
should not be touching each other when placed into the autoclave.
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BPEMS eTepH/IMYaLHN ynaKoBaHHbIe W'LIEeHs He [0/DKHblI KacaTbes ApYr apyla
npy NoMeLLeHUN B aBTOK/AB.

OrpaHu4yeHuns Ha 06paboTKy

Mocne TOro, Kak renesblii MPUMEPOYHbIA MMNIaHTAT NOBTOPHO CTEPUIN30BAH ”
BCTaBfeH fecATb (10) pas3, yTunmsmpyiiTe u3genne B COOTBETCTBUM C
NPUMEHUMbIMU NpaBMnaMu yTunusaumm 6Monormyeckn onacHbiX 0TX0L0B.

Matepunan cnefyet YyTWUAM3MPOBaTh
MeCTHbIMUW pernamMmeHTamm
MepBuyHas o6paboTka Ha MecTe NPpUMEHEHUS

1 Cpasy nocne KaxXforo Xupypruyeckoro BMeLlaTeNbCTBa NPeSBapuUTenbHO
oyunuiaiTe reneBblil MPUMEPOYHbIA MMNAAHTAT NOA NPOXNagHOW MPOTOYHON
BOLON M3-N0f KpaHa Ana yjaneHus 60/blIOr0 KONMYecTBa N
OYMUCTKM NMOBEPXHOCTU U3JENNA OT 3arps3HeHUt cnegyeT MCNONb30BaTb MATKYHO

B CTPOromMm COOTBETCTBMM CO BCeEMU

™ HakpoliTe renesblii NPUMEPOYHbIA WMMNAHTAT MONOTEHLEM, CMOYEHHbIM
OYMLLEHHON B cucTeMe 06paTHOro ocmoca / AeMOHW3NPOBaHHOM BOAOW, ANA
TPaHCMOPTUPOBKU K MECTY MPOBEAEHNA OUNCTKM U NOBTOPHOW CTepununsayuu. _
FomnoToBKa Mepes 0UNCTKON o
BblnonHUTE NpeABapUTENbHYIO OUNCTKY U3AENNSA, yAaUB U3NNLWKKN 3arpsasHeHnmn
npy NOMOLW M MAFKOA TKaHW Nog NpoxXnafgHoN NPOTOYHOW BOAOW M3-MOA KpaHa U
Nnorpy3nB refeBblii MPUMePOUYHbIA MMNAAHTAT B BOAY, OUMLLEHHYID B CUCTEME
obpaTHOro ocmoca / AEVOHM3MPOBAHHYK BOAY KOMHATHO TemnepaTypbl He
MeHee, YeM Ha 5 MUHYT.
Ouywmcrka
ABTOMATUYECKNIA MPOLLECC OYMUCTKU C TEPMUYECKON [Ae3nH(eKumnen asnsetcs
npeanoyYTUTENbHBIM METOAOM OYMUCTKW TeneBoro NPMMeEpPOYHOro MMNnaHTaTa
npuv NOArOTOBKE K NapOBOii CTepuan3aLmnu.

Mcnonb3yiiTe MOEYHO-Ae3NH(pEeKUMOHHYIO MawuHy (WD), cooTBeTCcTBYMOLLEE
Tpeb6oBaHMAM cTaHgapToB cepumn 1SO 15883.

MomecTute renesbli

MPUMEPOYHbLIi  UMMNMAHTAT Ha MNOACTaBKY  ANs
WHCTPYMEHTOB B

MOeYHOo-Ae3nH(eKUMOHHON __ MawnHe.— He ponyckaiTe
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Limitations on processing

After the Gel Sizer has been resterilized and inserted ten (10) times,
discard device in accordance with applicable policies for biohazardous
waste disposal.

Dispose of material in accordance with all local regulations.

Initial treatment at the point of use A

ic
1.

Immediately following each surgical use, preclean the Gel Sizer
under cool running tap water to remove gross amounts of soil. A soft cloth

should be used to clean soil from the surface of the device.

2. Cover the Gel Sizer with a towel moistened with reverse
osmosis/deionized water for transport to the area where cleaning and
resterilization will be performed

Preparation before cleaning r. i

Preclean the device by removing all excess soil using a soft cloth unde
cool running tap water and immersing the Gel Sizer in room temperature
reverse osmosis/deionized water for a minimum of 5 minutes.

An autoLted cleaning process with thermal disinfection is the preferred
method for cleaning the Gel Sizer in preparation for steam sterilization.

Use a washer-disinfector (WD) that meets the requirements found in 1SO
15883 series of standards.

Place the Gel Sizer on an instrument rack in the washer/disinfector

machine. Do not allow the sizers to contact each other. Follow
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COMPWKOCHOBEHMS MPUMEPOUYHbIX MMNNAHTAaTOB APYr C fpyrom. Cnegyiite

WHCTPYKUMAM  NPOM3BOAMTENS  UNUCTAWLEro  CPeAcTBa B OTHOLWIEHWM
KOHLEHTpauumu uucTawero cpeactea (cpeacTs). 3anycTuTe paboumit  LUKN
MalLNHbI.

* MpepBapuTenbHas OYNCTKA B TeYeHUe 2 MUHYT XONOAHOW BOAOM M3-N0J KpaHa.
* Llukn cnusa.

e OuncTtka npu TemnepaTtype 55°C wenoyHsim motowmm cpegersom (Neodisher
FA nnn aHanornyHoimM) B TeYEeHME 5 MUHYT.

e Llnkn cnusa.

» HeliTpanusauus Tennoin sogonpoBogHoi Bogon (> 40°C) n HedTpann3aTopom
(Neodisher Z nnn aHanorMyHbIM) B TEYEHNE 3 MUHYT.

e Linkn cnuea.

+ OnonackumBaHue Tennoil, O4YMUlLEHHON B cucteme ob6bpaTtHoro ocmoca /
[EeNOoHN3npoBaHHOI BOAONM (> 40°C) B TedeHMe 2 MUHYT.

e Llukn cnuea.

MPUMEYAHWE. CnegyeT cobnogatb BCe 0CO6ble yKaszaHWA NPOM3BOAMTENA
aBTOMaTUYeCKOl MOEYHO-AEe3NH(EKLMOHHON MalluHbl. M3genne AOMKHO 6biTb
pasMeleHo TakuM o06pa3om, UTOObl He [ONyCKaTb ero KOHTakTa ¢
MHCTPYMeHTamu, 4pyrumu NMPUMEPOYHBLIMN nMnnaHTaTamm nnu
o6opyfoBaHNEM, KOTOPOE MOXET NMPOTKHYTb UAN MOBPELUTL KOPNYC U3Aenus.
TennoBas fe3nHpeKLuns

Mepen cnegyloweid  onepauueid  wusgenne  HeoBXOAMMO  OUUCTUTL  ”
CTEepUIN30BaThb.
MPUMEYAHWNE. B HeKkoTOpbiX pervoHax mMupa [e3vHpeKuna asBnsertcs

06s3aTenbHOI; Hanpumep, B cTpaHax EC. Monb3oBaTeb A0MKeH y6eanThes, YTO
OYMCTKA, Ae3nH(eKuMs u CcTepunusalus npoBoaaTCs B COOTBETCTBUM C
MPUMEHUMbIMU METOAMYECKUMM YKa3aHWAMU, CTaHgapTaMyu UM Tpe6oBaHUAMY
HalUMOHaNbHbIX OPraHOB 3PaBOOXPaHEHUS.

Mpn NoAroTOBKE K OKOHYaTeNbHOW CTepuamsaLnm n3genme MOXHO NoABEPrHyTh
TEPMUYECKOW [Ae3MH(EeKLMM B MOEYHO-Ae3NH(EKLMOHHOW MaluHe npu
TemnepaType Boabl 90 °C U MUHMMaANIbHOM BPEMEHU Ae3UHMEKLUNN 5 MUHYT.

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

cleaning agent manufacturer’s instructions for the concentration of the
cleaning agent(s). Start the cycle.
* 2 minutes precleaning with cold tap water
» Draining cycle
* 5 minutes cleaning at 55°C with alkaline detergent (Neodisher FA or
equivalent)
» Draining cycle
* 3 minutes neutralizing with warm tap water (>40°C) and neutralizer
(Neodisher Z or equivalent)
e Draining cycle
e 2 minutes rinsing with warm reverse osmosis/deionized water
(>40X)
» Draining cycle

NOTE: Any special instructions of the manufacturer of the automated
washer/disinfector machine should be followed. The device should be
placed in way that will not permit contact with instruments, other sizers
or equipment that could puncture or damage the shell.

Thermal Disinfection
The device must be cleaned and sterilized before the next surgery.

NOTE: Disinfection is mandatory in some areas of the world, e.g. EU.
The user must ensure that cleaning, disinfection and sterilization are
conducted in accordance with the appropriate guidelines, standards, or
National Health Authorities’ requirements.

In preparation for terminal sterilization, the device can be thermally
disinfected in a washer-disinfector using a water temperature of 90"C and
a minimum disinfection time of 5 minutes.
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g}){;u;(;omamqecmﬁ OYMUCTKM BbICYLINTE TeNeBblli NPUMEPOUHbIA MMMNAHTAT,
MCMOMb3yd  UWKN  CYWKW  MOEYHO-AE3NH(EKULMOHHON  mawuHbl.  [pu
HEeobX0AUMOCTM MOXHO MPOU3BECTM [OMNOSHUTENbHOE OCYLIEHWE BPYYHYHO
6€3BOPCOBbLIM MOJIOTEHLEM.

Mcnonb3yinTe MOEYHO-AEe3MH(EeKUMOHHY MawnHy (WD), COOTBETCTBYHOLLYHO
TpeboBaHuAM cTaHgapToB cepum ISO 15883.

TexHUYecKoe 06¢cNyXMBaHMe, OCMOTP U UCMbITaHWe
O6¢cnykmsarmne. Ocobble TPe6OBAHUS OTCYTCTBYIOT.

TuiaTensHo 0CMOTpUTE reneBbEM MpUMepoyHbIii UMANAaHTaT Ha NPeAMET YNCTOThI.

OCMOTpUTE NOBEPXHOCTb TefIeBOr0 MNPUMEPOYHOro WMMAaHTaTa Ha npegMeT
MOBPEXAEHUIA 060M0YKN. DTOFO MOXHO AOGWUTLCS, MaHWNYNUPYys YCTPOCTBOM
PYKOW 1 nanbuamu, Npu 3TOM BHUMATENbHO OCMaTpMBas MecTa yTeuku rens. Ecnu
060/104Ka NOBPEXAEHA, TO U3feNne cnefyeT YTUAN3NPOBATD.

YnakoBblBaHUe

3aBepHUTe [BaXAbl TeneBblli MNPUMEPOYHbIE MMNAAHTAT B MOPUCTYHO
XUPYPrUYecKyto  CTEPUIN3ALMOHHYI0O  MNEHKY, MNpejHa3HayeHHy  A4nd
ucrnosnb3oBaHus B asBToknase. Cm. ISO 11607-1 YnakoBka MeAULUHCKUX

u3genuii, Npoweawmnx GUHULLHYI CTepUAn3aLnto,

MPUMEYAHWME. WNcnonb3yiiTe CTEpPUNN3ALMOHHY NMEHKY, a He MakeT Ans
obecneyeHns focTyna NoToka napa. Bo Bpems ynakoBbiBaHUS y6eauTeCh, UTO Y
refieBoro MPUMEPOYHOro MMMNaHTaTa AOCTAaTOYHO MecTa LA pacllnpeHus B
npouecce Harpesa Npu aBTOK/1aBUPOBaHUN.

Crepunusaums

Vicnonb3yiiTe 4uMKN cTepuamnsaLmm napom ¢ gUHaMUYeCKMM yganeHnem Bo3fyxa
ana crepunusaunn  renesBoro nNpuUMeEpPoOYHOro wmnnaHTtaTta. B aTtux unKnax
MCMnonb3yetcs pAfL MMNYNbCOB BakyymMa W/unu napa s nocnefoBaTefibHOro
pa3baBneHns BO3gyXa M3 KaMepbl CTEPUIN3ATOPA U 3arpy3Ku.
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Drying

For automated cleaning, dry the Gel Sizer by using the drying cycle of
washer/ disinfector machine. If needed, additional manual drying can be
performed using a lint free towel.

Use a washer-disinfector (WD) that meets the requirements found in 1ISO
15883 series of standards.

Maintenance, Inspection and Testing
Maintenance: No particular requirements.

Visually inspect the Gel Sizer thoroughly for cleanliness.

Inspect the surface of the Gel Sizer for any damage to the shell. This can
be accomplished by manipulating the device with hand and fingers, while
carefully examining for gel leakage sites. If the shell is damaged, the
device should be discarded.

Packaging

Double wrap the Gel Sizer in porous surgical sterilization wrap intended
for autoclave use. See 1ISO 11607-1, Packaging for terminally sterilized
medical devices.

NOTE: Use sterilization wrap and not a pouch to accommodate the Flow
of the steam. Ensure during wrapping that there is room for the sizer to
expand during the autoclave heating process.

Sterilization o e
Use a dynamic air removal steam sterilization cycle to sterilize the Gel

Sizer. These cycles use a number of vacuum and/or steam pulses to
serially dilute the air from the sterilizer chamber and load.
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[IN5 coxpaHeHus hopMbl U3AENNS 1 BO U3GEXaHNe 06PA30BAHNA MY3bIPLKOB B To maintai.n the shape of the device and avoid the formation of bubbles
yCTPOiCTBE, UMMYAbCb[ MPEeABAPUTENbHOFO BaKyyMa He AOMKHbI MPEBbIATh in the device, pre-vacuum pulses should not exceed a_vacuum of 200
abconoTHOro fasneHusa 200 mbap. Konnuectso HEO6XOANMbIX UMNYNbLCOB 6yaeT mbgr absolute' pressure. The number of pulses needed will dgpend on the
3aBUCETb OT WCMOMb3YEMOro 0GOPYAOBaHMA. Kaxablii  NpoM3BOAMTENb eqmpme_nt being used. E_a_ch fautoclave manufacturer has their own mode
aBTOKNABOB MMeeT CBOM COGCTBEHHBIN pexum Ans dasbl yaaneHus Bosgyxa / for the alr-rer.n.ovallcond|t|on|ng phase apq thgrefore the usermyst ensure
KOHAMLMOHMPOBAHNA, W  M03TOMY MONb30BATENb AOMKEH  06ecneuntb that the condlt'lqns.necessary for the sterilization phase are obtalned.. .Use
BbIMOMHEHME YCNOBUI, HEOGXOANMbIX AN (hasbl cTepunusauuu. Mcnonbayiite 25 Many conditioning pulses as needed to ensure proper load conditions
CTONbKO  WMMYAbCOB  KOHAWLMOHMPOBAaHWS, CKOAbKO Heo6xogumo ans are achieved for sterilization.

obecneyeHns NpaBUIbHbIX YCNOBUIA CTepuan3aLmmn 3arpy3ky aBToknaBa.

[In  0GecneueHus rapaHTUpOBaHHOrO YPOBHA CTepuibHOoCTM  10A  Ha The following sterilization exposure parameters have been validated to

NOBEPXHOCTU N3AENNA YTBEPXK/AEHbI CeylolLue napaMmeTpbl CTepUAn3aLuu. deliver a 10" sterility assurance level to the surface of the device.
Tun yukna Temnepatypa MuHumansHoe Cycle Type Exposure Mlnlmum
BO3/leCTBUS BpeEMS BO3AeNCTBUS Temperature Expos.ure Time
ro (MUHYTBI) (°C) (minutes)
OuHamunuyeckoe 134,0 3 Dynamic air 134.0 3
yhaneHue sosgyxa * remoyal*
CwmeleHune nop 121,0 30 G.raV|ty 121.0 30
AeiicTBMEM CUMbl displacement**
TAXKECTN ** G_ravity 132.0 20
CmMelleHune nog 132,0 20 displacement**

,quICTBI/IeM cunbl
TSXKECTUN **
v N
* PeKOMeHAyeMHﬁ L||V|Kr| Anﬂ CTpaH EC, COOTBeTCTByI’OLU'V”A I'IOCJ'Ie,qHVIM *Tz(i?mmtended CIyC|e EU state Of the art
OOCTUIXKEHNAM HayKu N TEXHUKN. emative cycle
** ANbTEPHATUBHbINA LUKA.

Bo Bpems CTEpUAM3aLUM NapoM He AOMYyCKaiiTe MpeBbIeHMs TemnepaTyphbl During éteam sterilization, do not exceed 136°C and/or an exposure time
136 C u/unu BpeMeHn BO3AeiicTBMA 40 MUHYT. of 40 minutes.

MPUMEYAHMUE. He cywmTe nsgenme ¢ npUMeHeHneM uynkna NOTE: Do not dry the device using a vacuum cycle.
BaKyyMMUPOBaHUS.
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MPNMEYAHWE. Bo Bpema (ha3bl OXaXeHUA LUKNa NMOCTeNeHHOEe CHUXXeHue
fJaBneHns obecneymBaeT nydllee coxpaHeHne hopmbl n3genns. CANWKOM pe3Koe
CHVMXXEHME [aB/NeHns MOXeT NpuBeeTH K 06pa3oBaHUI0 Ny3blpbKOB B refie, 4YTo
MOXeT npusBecTn K fgehopmaunm KombuHauum obonoukalrens (T.e. (hOpMbl).
Mentor pekoMeHAyeT MOCTEMEeHHOe CHWXEHWe [aBfeHUa A0 aTMOCHepHOro B
TeyeHne 40 MUHYT C NOCMeAYHOLWNUM BbICbIXaHWEM TrefieBOro MPUMEPOYHOro
MMnaaHTaTa B aBTOK/laBe NpW aTMOCHEPHOM [aBleHun B TeyeHue He meHee 30
MUHYT. TMonb30BaTeNn AOMKHbI ONpefennTb TpeboBaHWA K CYLIKe ANS CBOEro
060pyaoBaHNS, YTOObl BHELIHAN YNaKOBKa Oblfla MOMIHOCTbIO CYXOIA.

leneBblii NPUMeEPOYHbIA UMMNAHTAT MOXET Pa3opBaThCs B FOpsiyeM COCTOSIHUMU
npyu U3BNEYEHUMN U3 aBTOK/ABa M eMy noTpebyeTcs 2 yaca AN oxnaxaeHus. Mpu
o6pauieHnn cnefyeT co6Mt0AaTh OCTOPOXHOCTb BO M3GeXaHue NMOBPEXAeHUMN B
ropsiueM COCTOSHUU.

Mocne aBTOKMAaBMPOBAHMUA

JaiiTe  W34ENUI0  MOMAHOCTbID  OCThbITh  Nepej
MCNONb30BaHWEM BO M36eXaHe BO3IMOXHOTO NMOBPEXAeHUS TKaHel, BbI3BaHHOTO

BblA€/IeHNEM OCTaTO4YHOrO Tenna.

Ycnosusa xpaHeHUs
Cob6niopaiite  yTBEpXAEHHble  Ha

o6paboTaHHbLIX MaTepuanos, a
ynakoBOYHOIr0 Matepuana.

npeanpuaTUn
Takxe

npoueaypbl  XpaHeHUs
peKOMeHAauun  Mnpou3BoOAUTENS

CTepunibHble YNaKoBaHHbIe U3AeNNsA HeNb3s CKNafblBaTb APYr Ha gpyra.

M3genune cnefyet XpaHUTb WAM TPaHCNOPTUPOBaTb TaKMM 06pa3om, 4TOObl He
JonyckaTb KOHTakTa C MHCTPYMeHTaMu uay obopyfoBaHMeM, KOTOpble MOryT
NPOTKHYTb WAN NOBPEANTb CTEPUNN3ALUOHHYIO MAEHKY UAN 060104KY.
JononHnTenbHbIe CBEAEHNSA
3annwute  cnegyrouyto

cTepununsaynu:
(i) AaTa o4MCTKM ¥ cTepuamsaLuu.
(n) ®amunuio, MMa cneymanncTa, NPOBOAMBLLETO CTEPUNN3ALN N -—mmmmmmmm-

MHQOPMALMIO B PErucTpayuMoHHYyl  KapTy
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NOTE; During the cooldown phase of the cycle, a gradual pressure
reduction is better for maintaining the shape of the product. Too steep a
pressure reduction may result in bubble formation in the gel, which may
result in deformation of the shell/ gel combination (i.e., shape). Mentor
recommends a gradual pressure reduction to atmospheric pressure over a
40-minute period followed by allowing the Gel Sizer to dry in the
autoclave at atmospheric pressure for at least 30 minutes. Users should
determine the drying requirements for their equipment to ensure the outer
wrap is entirely dry.

The Gel Sizer may rupture while still hot from the autoclave and requires
2 hours to cool. Care must be used during handling to avoid damage while
hot.

After autoclaving, allow the device to completely cool prior to use to
avoid possible tissue damage from residual heat release.

Storage
Follow facility procedures for storage of processed supplies as well as the
recommendations of the manufacturer of the packaging material.

Sterile packaged devices should not be stacked.

The device should be stored or transported in a way that will not permit
contact with instruments or equipment that could puncture or damage the
sterilization wrap or the shell.

Additional Information
Record the following information on the Sterilization Record Card.
(i) Date of cleaning and sterilization.

(ii) Name of the person who performed the sterilization.
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[IPUMEYAHME. [enepbiii npUMepOUHBI MMILTAHTAT H PErHCTPAUMOHHAR KapTa
CTEPHANIAUAN  JOMKHB XPAHHTBLCA  BMECTE A obecneyeHHs TOYHOH
PErUCTPALAN NAPAMETPOB CTEPHAHIALNMN.

NOTE: The Gel Sizer and the card should be kept together to ensure
accurate recording of sterilization data.

TPEBEOBAHUA K TEXHUUECKOMY OBCJHY)KUBAHHIO H
PEMOHTY MH
OcoObie TpeboBaHNs OTCYTCTBYIOT.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MD
No particular requirements.

YCJIOBHUSA TPAHCIIOPTHPOBKH H XPAHEHHS

Tabnauna 2 - Y¢I0RES TPAHCAOPTHPOBKA

CONDITIONS OF TRANSPORTATION AND STORAGE

Table 2 — Transportation conditions

Hanmenopanse Jnanazon Designation Range
Temneparypa ot -20°C go +50°C Temperature -20°C to +50°C
OTHOCHTENIbHAA BRAKHOCTD pe Gonee 75% Relative humidity not more 75%
ATmoctepHoe AaBnenne 700- 1060 rlla Barometric pressure [700-1060 hPA
TaGuuna 3 - Yenosas Xxpanesins Table 3 - Storage conditions

Hammenonaane Jmanazon Designation Range
Temnepatypa ot +10°C no +25°C Temperature h-10°C to +25°C
OTHOCHTENLHAR BAAKHOCTD pe Gonee 75% Relative humidity not more 75%
ATMOChEpHOE NaBNCHNE 700-1060 rTla |Baromclric pressure 700-1060 hPA

MOPAAOK Y YCJOBHSA YTHIH3IALIUH WIH YHUYTOXEHHUA MH
Hencnoib30BaHHbBIE HIAEAHS, KOTOPHIE HE WMENH KOHTAKTa ¢ BHYTPECHHEH
cpenoit, GHONOrMUECKMMU KHAKOCTAMH H KPOBBIO, NOAnEHKAT YTHIM3AUHK B
COOTEETCTBMM ¢ MpasWiaMyu OOpauleHMs Kak ¢ Ge30nacHWM# OTXOJaMH,
IPUHATHIMA B MEAMUMHCKHX  YYPEKACHUAX M rocy AapCTBEHHBMH
TpeOOBaHNAMH.

Hcrionb30BaHHbIE M3IENHA, KOTOphIE MMENH KOHTaKT ¢ BHYTpeHHeH cpeaon,
GHOJOTMHECKHMH XKMAKOCTAMH W KPOBBIO, MOANEKAT YyTHINIAUWKA COTNIACHO ©
npasunamMu 0SPALICHHA KAK C ONACHLIMM OTXOAAMH, MPHHATHIMH B MeJNUMHCKHX
YUPEKIAEHUAX H FOCY AGPCTBEHHLIMH TpeboBaunaMi.

MD DISPOSAL RULES AND CONDITIONS

Unused products which had no contact with the internal environment,
biological liquids and blood, are subject to utilization with rules
according to the rules of non-hazardous waste handling in medical
institutions and according to the state requirements.

The used products which had contact with the internal environment,
biological liquids and blood are subject to a utilization according to the
rules of hazardous waste handling in medical institutions and according
to the state requirements.
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FTAPAHTUNA

Mentor oTKa3blBaeTCcs OT MHOObIX FapaHTUii, W3N0XEHHbIX B MUCbMEHHOW WM
YCTHO (hopme, SBHbIX UM Nojpa3yMeBaeMblX B CUNy 06CTOATENbCTB, BKtOYas,
MOMMMO MPOYEro, No6ble NoApasymMeBaemMble rapaHTUM FOAHOCTM ANSA NPOAAXKM,
MPUrOAHOCTM K WCNONb30BAHWK MO HAa3HAYEeHWUI0 WAM  KOHCTPYKLWUK, 3a
NCKNHOYEHNEM MePeYNCNeHHbIX B JaHHOM AOKYMeHTe 1 B Npefenax, 4ONyCTUMbIX
3aKoHOAaTeNnbCcTBOM. KoMnaHus Mentor He HeceT OTBETCTBEHHOCTM 3a Kakue Obl
TO HM 6bIN0 NpAMbIE, CAYYalHble UM KOCBEHHbIE YObITKN, yULep6 nan pacxogsl,
NpsIMO WA KOCBEHHO SIBAAOLMECS C/eACTBUEM WCMONb30BAHWUA HACTOSLLETO
n3genns B npegenax, [ONYyCTUMbIX 3aKOHOAATeNbCTBOM. HMKaKoe 3aBepeHmne Unm
MHOEe NoATBepXAeHue (hakToB, BK/AKOYas, NOMUMO BCEro MPOYEro, 3asBAEHUs O
NPUrOAHOCTA K WUCMOMb30BAHWUI0O UMW XapaKTepUCTUKax WU3LeNnns, He sBnseTcs
UMW He cUYMTaeTCa rapaHTWeil, NpeaoCTaBNeHHONW KOMMaHueid Mentor B Kakux-
Mo Lenax 3a WUCKAKYEHUMEM MNEPeYUC/IEHHbIX B AAHHOM [OKYMEHTe W B
npegenax, AONYCTUMbIX 3aKOHOAaTeNnbCcTBOM. KomnaHua Mentor He 6GepeT Ha
cebd M He npu3HaeT 3a COBON KakMx-NMb6O WHbIX WANM LONOAHUTENbHbIX
00653aTeNIbCTB UAN OTBETCTBEHHOCTU, CBA3AHHbIX C JaHHbIM U3JENNEM.
HAMMEHOBAHWVE N I-OPI/I,EI,I/IL-IECKI/IVI AAPEC MPON3BOAUNTENA
MW n YMNO/IHOMOYEHHOIO MNMPEAOCTABUTENA
MPON3BOOUNTETA B POCCUN

PA3SPABOTUYUK:
MeHTop Megukan Cucteme b.B. (Mentor Medical Systems B.V.), Zemikedreef
2, 2333 CL Leiden, The Netherlands, HugepnaHgbi.

MPON3BOOANTE/b:
MeHTOop Meaukan Cucteme b.B. (Mentor Medical Systems B.V.), Zemikedreef
2, 2333 CL Leiden, The Netherlands, HugepnaHgbl.

MECTO NMPON3BOACTBA:
Zemikedreef 2, 2333 CL Leiden, The Netherlands, HngepnaHgbi.

YMNOJTHOMOYEHHOW MPEACTABUTEb NMPON3BOANTENA B
POCCUI:

000 «[XOHCOH & [1XXOHCOH»,

121614, r. Mocksa, yn. Kpbeinarckas, g. 17, kopn. 2.
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MPUMEYAHWE. NeneBbl MPUMEOOYHBIN umrnnaurac u MerurTnanmnumaa

WARRANTY

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

NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:
Mentor Medical Systems B.V., Zemikedreef 2, 2333 CL Leiden, The
Netherlands.

MANUFACTURER:
Mentor Medical Systems B.V., Zemikedreef 2, 2333 CL Leiden, The
Netherlands.

MANUFACTURERS SITE:
Zemikedreef 2, 2333 CL Leiden, The Netherlands.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER
IN RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.
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Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 RA.INJRU-RZN@ITS.INJ.com

RA-TNIRN-RZN@ITS.JNJ.com
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KVK

Business Register extract

Netherlands Chamber of Commerce

CCl number 28062039

Page 1 (of 3)

Legal entity

RSIN 802689954

Legal form Besloten Vennootschap (comparable with Private Limited Liability Company)
Statutory name Mentor Medical Systems B.V.

Corporate seat Leiden

First entry in Business 31-05-1994

Register

Date of deed of incorporation 16-05-1994

Date of deed of last 29-12-2009

amendment to the Articles

of Association

Issued capital EUR 45.380,00

Paid-up capital EUR 45.380,00

Filing of the annual accounts The annual accounts for the financial year 2019 were filed on 24-12-2020. The annual
accounts have not been adopted.

Company

Trade name Mentor Medical Systems B.V.

Company start date 22-11-1993

Activities SBI-code; 32502 - Manufacture of medical instruments and supplies (no dental
laboratories)

Employees 140

Establishment

Establishment number 000015832236

Trade name Mentor Medical Systems B.V.

Visiting address Zernikedreef 2,2333CL Leiden

Telephone number +31717513600

Fax number +31715217422

Internet address www.mentormedical.nl

Email address info@mentormedical.nl

Date of incorporation 22-11-1993

This legal person 16-05-1994

has conducted the

establishment since

Activities SBI-code: 32502 - Manufacture of medical instruments and supplies (no dental
laboratories)

For further information on activities, see Dutch extract.

WAARMERK This extract has been certified with a digital signature and is an official proof of registration in the Business

KAMCR VAN KOOPHANOEL Register. You can check the integrity of this document and. validate the S|gn§ture in Adgpe at the top of your
screen. The Chamber of Commerce recommends that this document be viewed in digital form so that its
integrity is safeguarded and the signature remains verifiable.
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KVK

Business Register extract

Netherlands Chamber of Commerce

CCI number 28062039

Page 2 (of 3)

Employees

Sole shareholder
Name

Visiting address
Registered under CCI
number

Sole shareholder since

Board member

Name

Date of birth

Date of entry into office
Title

Powers

Authorised representatives
Name

Date of birth

Date of entry into office
Title

Contents of power of
attorney

Commencement (present)
power of attorney

Name

Date of birth

Date of entry into office
Title

Contents of power of
attorney

Name

Date of birth

Date of entry into office
Contents of power of
attorney

WAARMERK

KAMER VAN KOOPHANDEL-

140

Mentor B.V.
Zernikedreef 2,2333CL Leiden
64647323

21'12-2015 (registration date: 21-12-2015)

Draaijer, Matthijs Geert

05-05-1972

28-04-2020 (registration date; 07-05-2020)
Director

Solely/independently authorised

Henkes, Marcel

08-08-1961

23-11-2001

Inkoper

There are other restrictions. See Dutch extract.

10-11-2014

Tuinier, Erwin

08-05-1965

21-06-2012 (registration date; 25-06-2012)
Controller

Full power of attorney

Mos,Jacoba Alberta

07-07-1966

29-09-2017 (registration date: 20-10-2017)
There are other restrictions. See Dutch extract.

This extract has been certified with a digital signature and is an official proof of registration in the Business
Register. You can check the integrity of this document and validate the signature in Adobe at the top of your
screen. The Chamber of Commerce recommends that this document be viewed in digital form so that its
integrity is safeguarded and the signature remains verifiable.
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KVK

Business Register extract

Netherlands Chamber of Commerce

CCl number 28062039

Page 3 {of 3)

Name

Date of birth

Date of entry into office
Contents of power of
attorney

Name

Date of birth

Date of entry into office
Title

Contents of power of
attorney

Name

Date of birth

Date of entry into office
Contents of power of
attorney

WAARMERK

Claes, Hilde Bernadette J.

08-07-1967

29-09-2017 (registration date; 25-10-2017)
There are other restrictions. See Dutch extract.

Aldirawi, Mohammed
04-07-1976

02-06-2020 (registration date; 29-06-2020)
Gevolmachtigde

Full power of attorney

Koopman, Cees Willem

18-08-1986

03-06-2021 (registration date: 04-06-2021)
There are other restrictions. See Dutch extract.

Extract was made on 02-09-2021 at 09.17 hours.

This extract has been certified with a digital signature and is an official proof of registration in the Business
Register. You can check the integrity of this document and validate the signature in Adobe at the top of your
screen. The Chamber of Commerce recommends that this document be viewed in digital form so that its
integrity is safeguarded and the signature remains verifiable.

KAMER VAN KOOPHANDEL
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MepeBof C aHFNIACKOTO A3bIKa Ha pyCCKMii 3bIK

<Jlorotun: KVK (Toprosas MNanara)>

Bbinncka 13 peectpa KoMnaHuia
Toproeas nanara HuagepnaHaos

Homep B PeecTpe komnaHwuii Toprosoil nanatel 28062039

CtpaHunua 1 (n33)

FO puamnyeckoe nuuo
M aeHTudunkaumnoHHslin Homep (RSIN):
OpraHu3aLMoHHO-NpaBoBas opma:

OduumanbHoe HasBaHue:
MecTononoXKeHue:

MepBasi 3aNnCb B PEECTPe KOMMaHMii:
JaTa yupefuTenbHOro Aorosopa:

Jata JOKyMeHTa O BHECEHUW MOCNEAHEr0

N3MEHEHMS B YCTaB:

BbINyLLEHHbI KanuTan:
OnnayeHHbIN Kanutan:
MpeAcTaBneHNe roaoBoli OTYETHOCTU:

KomnaHus

HasBaHue:

[arta oCHOBaHMS KOMNaHWUW:
HanpaBneHus gesatenbHOCTH:

K0/IMYecTBO COTPY/HUKOB:

OpraHunsayuns

Homep opraHusauum:
HasBaHue:

dakTnyecknii agpec:

Homep TenedoHa:

Homep dhakca:

Appec B NIHTepHeTe:
DNeKTPOHHas noyra:

[JaTa yupexaeHus:

370 HOPMANYECKOE N0 AelCTBYET C:
HanpaBneHus gesTenbHoOCTK:

<3Hak ToproBoii Manatbl
Hunaepnangos KvK>

802689954

3aKpbITOe aKLMOHEPHOE 06LLECTBO (3KBMBANEHTHO YacTHOW KOMMaHWu
C OrpaHUYeHHOl OTBETCTBEHHOCTbIO)

«MeHTOp Meamkan Cucteme 6.B.» (Mentor Medical Systems B.V.)
NeiipeH

31.05.1994 r.

16.05.1994 .

29.12.2009 r.

45 380,00 eBpo

45 380,00 espo

lopgoBas uHaHcoBas 0TYeTHOCTL 3a 2019 rog 6bina nogaHa 24.12.2020
roga. FofoBas OTYETHOCTb He NPOBEPEHa.

MeHTOop Megukan Cucteme b.B.

22.11.1993 r.

Kopg SBI: 32502 - u3rotosfieHne MeanLUHCKUX UHCTPYMEHTOB U
BCMOMOraTe/lbHbIX MaTepuasios (3a UCKN0UYEHWEM CTOMATO/IOMMYEeCKOM
MeAVNLUHCKON TEXHUKMN)

140

000015832236

MeHTOp Megukan Cucteme b.B.

3epHukegped 2, 2333CL JfleiigeH

+31717513600

+31715217422

www.mentormedical.nl

info@mentormedical.nl

22.11.1993 r.

16.05.1994 r.

Kopg SB1: 32502 - u3rotosfieHne MeAULMHCKUX MHCTPYMEHTOB U
BCMOMOrare/ibHbIX MaTepuasios (3a UCKIHYEHNEM CTOMATON0MMYECKO
MeANLMHCKON TEXHNKM)

JONoNHNTENbHYIO MH(OPMALMIO O LeATeNIbHOCTM CM. B BbIMUCKE Ha
HUAEPNaHLCKOM fA3bIKE.

HacTosilass BbINMCKA M3 TOProBOFO peecTpa 3aBepeHa 3MeKTPOHHOW LM(POBOK MNOANUCHID 1
ABNSETCA  O(ULMaNbHBIM MOATBEPXKAEHMEM perucTpaumm B TOproBoM peecTpe. Bbl MoxeTe

NPOBEPUTL  LLENIOCTHOCTb  HACTOSILLEr0 JOKYMEHTa W KOHTPONMPOBaTb MOCTAHOBKY Moanucy B
thopmate Adobe B BepxHein yacTu akpaHa. Toprosas Nanata peKkoMeHAYeT UCMO/b30BaTh HACTOALLMI
[OKYMEHT TO/MbKO B 3/1EKTPOHHOM BUAE B LensX 06ecneveHus LEMOCTHOCTU [OKyMeHTa W
BO3MOXHOCTM MPOBEPKN NMOAMMHHOCTY MOANMUCH.
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<Jlorotun: KVK (Toprosas MNanata)>

Bbinucka u3 peectpa KoMnaHui
Toprosas nanata HuaepnaHgos

Homep B PeecTpe komnaHuit Toprosoi nanatbl 28062039

CTtpaHunua 2 (13 3)
Konunyectso cotpyaHukos: 140
EQVHCTBEHHbIN akLuoHep

HassaHue:
daKTnYecKnin agpec:

PerucTpaumoHHbIii HoMep B ToproBoii nanate:

EAVHONNYHBII aKLMOHEP, HauynHaa C;

UneH CoBeTa LMpPeEKTOPOB
Nwis:

[Jata poxaeHus:

[ata BCTynneHns B AO/MKHOCTb:
JomkHocTb:

MNonHomounsa:

YNOMHOMOYEHHbIA NpeAcTaBuTeNb
s

[JaTta poxaeHus:

[Jara BCTynneHns B JO/MKHOCTb:
JOmKHOCTb:

OGbEM MOIHOMOUMIA COracHO [OBEPEHHOCTU:

[JlaTa Hayana ocyLecTBeHNs
(QeiCTBYHOLLMX) MOSTHOMOYMIA;

s

[Jata poxgeHus:

[Jata BcTynneHns B 4OMKHOCTb:
J0/MKHOCTL:

OG6beM MOTHOMOYWIA COTNIACHO [OBEPEHHOCTM:

Vims:
[Jata poxaeHus:
[Jara BCTynneHns B AO/MKHOCTb:

O6bemM MOAHOMOUNIA COFNACHO [OBEPEHHOCTU:

MeHTop bB.B.

3epHukegped 2, 2333CL JleligeH

64647323

21.12.2015 r. (garta peructpauum: 21.12.2015 r.)

[Opaiiep, MatTelic TepT

05.05.1972 r.

28.04.2020 r. (gata pervctpaummn 07.05.2020 r.)
[vpekTop

VcknounTesibHble/ He3aBUCUMbIE MOMHOMOUNS

XeHkec, Mapcenb

08.08.1961 .

23.11.2001 .

Mokynatesnb

VimMetoTcs gpyrue orpaHuyeHns. CM. BbINMUCKY Ha HUAEpaH4CKOM
A3bIKE.

10.11.2014 r.

TyviHbep, SpBuH

08.05.1965 T.

21.06.2012 r. (gata permctpauum: 25.06.2012 r.)
KoHTponep

MoNHbIA 06BEM NMOAHOMOUUIA.

Moc, fkoba AnbbepTa

07.07.1966 T.

29.09.2017 r. (nata pervcrpaumu: 20.10.2017 r.)

VmetoTcs apyrue orpaHuyeHns. CM. BbINUCKY Ha HUAEPIaHLCKOM
fA3bIKe.

<3Hak ToproBoii ManaTbl
HwaepnaHgos KvK>

HacTosilas BbINMCKA W3 TOProBOrO peecTpa 3aBepeHa 3/EKTPOHHOW LMGPOBOK MOAMNMUCHID ©
ABMSIETCA  O(MUMANbHBIM  MOATBEPXKAEHVEM pErucTpaumMm B TOProBOM peecTpe. Bbl MoXeTe
NpOBEPUTL LIENOCTHOCTb  HACTOALLErO fIOKYMEHTA U KOHTPO/MpOBaTh MOCTAaHOBKY MOAMWUCU B
thopmate Adobe B BepxHeii yacTu akpaHa. Toprosas ManaTta peKoMeHAYeT UCTOMb30BaTh HACTOSALLMIA
[OKYMEHT TO/bKO B 3/IEKTPOHHOM BUAe B LENSAX OGECMEYEHWs LENOCTHOCTU [OKYMEHTa U
BO3MOXHOCTM MPOBEPKM NOA/IMHHOCTM MOAMMUCY.
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<Jlorotun: KVK (Toprosas MNManata)>

Bbinncka 13 peectpa KOMMNaHuii
Toprosasa nanarta HuaepnaHaos

Homep B PeecTpe komnaHwuii Toproeoii nanaTtel 28062039

CtpaHuua 3 (13 3)

ms:
[ata poxxaeHus:
[Jata BCTynnieHus B JO/MKHOCTb:

O6beM NMOHOMOUMIA COrNACHO LOBEPEHHOCTU:

s

[Jata poxaeHus:

[Jata BCTynneHus B LO/HKHOCTb:
J0/MKHOCTb:

O6beM MOSHOMOUMIA COTNIAaCHO JOBEPEHHOCTY:

img:
Jata poxaeHus:
[Jata BCTynneHnsa B AOMKHOCTb:

O6bEM MOMHOMOUMIA COrNacHo [NOBEPEHHOCTU:

Knac, Xvnbge bepHagetT U

08.07.1967 .

29.09.2017 r. (gata peructpayum: 25.10.2017 r.)

VmetoTcsa gpyrue orpaHudeHuns. CM. BbINUCKY Ha HUAEPIaHACKOM
A3blKe.

Anbaupasun, Moxammveps

04.07.1976 T.

02.06.2020 r. (gara permctpaumu: 29.06.2020 r.)
IMONHOMOYHBIV NpesCcTaBUTENb

MoMHbIA 06BbEM NOTHOMOUWIA.

KoonmaH, Keec Bunnem

18.08.1986 T.

03.06.2021 r. (gata peructpauyu: 04.06.2021 r.)

VmetoTcs apyrvie orpaHudeHus. CM. BbIMUCKY Ha HUAEpnaHACKOM
A3bIKE.

Bbinucka caenaHa 02 ceHTabps 2021 1. 8 09 4. 17 MuH.

<3Hak ToproBoii Manatbl
Huaepnangos KvkK>

HacToslpn BbIMMCKA VB TOPIOBOMD PEECTA. 3aBEpeHa. EKTPOHHO  LPOBOM  MOAfCH0 U
SBFETCA  ofMLMa/ibHBM  NOATBERKOEHEM pervicTpalym B TOProBoM pesCTe. Bbl MoxeTe
MPOBEPUTL  LIENIOCTHOCTL  HACTOSLLENO  JOKYMEHTA M KOHTPO/VPOBATL MOCTaHOBKY MOf4jmMcn B
topviarre Adobe B BepxHel HacTy aoara. Toprosas Mariama peKkoveHayeT MOab308aTb HACTOSALMA
JOKYMEHT TOBKO B I/IEKTPOHHOM B/ B LIMFIX O0eCriedeH/st LEIOCTHOCTU JOKyveHTa U

BO3VOKHOCTY MPOBEPKA MO4/WHHOCTU M VIO

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



[BaauaTh NepBOro CEHTAGPS ABE ThiCAYM BaALATbL MNEPBOro roga

A, Mowuceesa Jlunua BnagumupoBHa, HoTapuyc ropofa MOCKBbI, CBWAETENLCTBYHO
NOA/MHHOCTb NOANUCK NepeBoAvvKa AnosH Oasuga "eopruesmya.

Moanwuck chenaHa B MOEM NPUCYTCTBUMN.

JIn4yHoCTb NognucasLLero JOKYMEHT YCTaHOB/IEHA.

3apervcTpupoBaHo B peectpe: Ne 50/995-H/77-2021-16-3838

J1.B.MouceeBa

Bcero npoLLHypoBaHo, MPOHYMEPOBAHO U CKPEN/EHO nevaTbio 52 nncT(-a,-0B).

N.B.Moj~rc"Ba

%
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