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WHCTPYKLMA MO NPUMEHEHUIO
MEAVULMHCKOrO U3AENUA

MOBSI3KA MPOTUBOPYBLIOBAA CUSIMKOHOBAA
LUOFUCON® MHOTOPA30BAS
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MosA3ka npoTusopy6LoBas cunkoHosas LUOFUCON® mHoropasosas

|. BapnaHTbl NCnonHeHna:

1. MoBA3Ka Ha CUIIMKOHOBOW OCHOBE, TOMLMHa renisl 1,8 MM, becLBeTHas, pasmep (Gopma):
6x4cm;7xXx3em; 7xX5em;7,5x4,5cm; 10x3em; T0x5em; 10x 10 em; 12x 3 em; 12X 6 em;
12x8cm; 12x10em; 14,5x4 am; 15x3 am; 15x5am; 15x 10 em; 15x 12 em; 15 x 14 am;
20x3cm;20x4 cm; 20 x5em; 20 x 10 em; 25 x 2 em; 30 x 3 em; 30 x4 em; 30 X 5 em; 35 x 3 am;
7,4 x 4,4 cm (Oval); 7,6 cm, @ 2 cm (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/5/50/100/200 wr./yn.

2.MoBA3Ka Ha CUIMKOHOBOI OCHOBE, TONWMHa reniA 1,2 MM, 6ecliBeTHas, pasmep (dopma):
6Xx4cM; 7x3am; 7X5am;7,5x4,5em; T0x3 em; TOX5em; T0x 10 em; 12x3 am; 12X 6 cm;
12x8cm; 12x 10 em; 14,5x4 em; 15x3 em; 15x5am; 15x 10 em; 15x 12 em; 15 x 14 em;
20x3cm; 20 x4 cm; 20 x5 cm; 20 x 10 em; 25 x 2 em; 30 x 3 em; 30 x4 cm; 30 x 5em; 35 x 3 em;
7,4 x4,4 cm (Oval); 7,6 cm, @ 2 em (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/10/100/150/200/300/400 w./yn.

3. MoBs3Ka Ha CUNMKOHOBOW OCHOBE, ToNWMHa renis 0,5 MM, 6ecuBeTHas, pasmep (bopma):
6x4cm;7x3em; 7x5em;7,5x4,5cm; 10x3 em; T0x5cm; 10x 10 em; 12 x 3 em; 12X 6 em;
12x8cm; 12x10em; 14,5 x4 cm; 15x3 em; 15 x5 em; 15x 10 em; 15 x 12 em; 15 x 14 em;
20x3cm; 20 x4 cm; 20 x 5 cm; 20 x 10 cm; 25 x 2 em; 30 x 3 cm; 30 x4 em; 30 x 5 em; 35 x 3 em;
7,4 x4,4cm (Oval); 7,6 cm, @ 2 cm (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/10/200/300/400/600 wr./yn.

4. ToBA3Ka Ha 3N1aCTUYHOW TKaHeBOW OCHOBE, ToNLWMHa rens 1,0 MM, TenecHas, pasmep (bopma):
6x4cm;7x3em; 7x5em;7,5x4,5cm; 10x3em; T0x5em; 10x 10 em; 12x 3 em; 12X 6 em;
12x8cm; 12x10cm; 14,5x 4 em; 15x3 ecm; 15x5am; 15x 10 em; 15x 12 em; 15x 14 em;
20x3cm;20x4 cm; 20x5em; 20 x 10 em; 25 x 2 em; 30 x 3 em; 30 x4 em; 30 X 5 cm; 35 x 3 am;
7,4 x4,4 cm (Oval); 7,6 cm, @ 2 cm (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/10/100/150/200/300/400 w./yn.

5.ToBsA3Ka Ha 3M1aCTUYHOI TKaHeBO OCHOBE, TONLWMHa renA 0,5 MM, TenecHas, pasmep (popma):
6Xx4cm; 7x3em; 7xX5am;7,5x4,5acm; T0x3em; TOx5am; T0x 10 em; 12x 3 em; 12X 6 cm;
12x8cm; 12x10em; 14,5x4 am; 15x3 am; 15x5am; 15x 10 em; 15x 12 em; 15 x 14 am;
20x3cm;20x4cm; 20X 5em; 20 x 10 em; 25 x 2 em; 30 x 3 em; 30 x4 em; 30 x5 cm; 35 x 3 am;
7,4 x 4,4 cm (Oval); 7,6 cm, @ 2 cm (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/10/200/300/400/600 wr./yn.

6. MoBA3Ka Ha MONMypPeTaHOBO OCHOBE C HETKAaHbIM C/l0eM, ToMLLMHa rens 0,25 MM, TenecHas,
pasmep:7x5cm; T0x3 em; 12x3,5cm; 12x6 cm; 15x 3 em; 15x 4 em; 17 x 3,5 em; 18 x 10 em;
30x 5 cm. - 1/10/200/400/600 w./yn.

7.ToBA3Ka Ha NONMypPeTaHOBOW OCHOBE C HeTKaHbIM C/I0eM Ha MOAIOKKE, TONLMHA rens
0,25 mm, TenecHas, pasmep: 150 x 4 cv; 150 x 5 cm; 300 x 4 cm; 300 x 5 cm — 1/100 wr./yn.

8. MoBA3Ka Ha MONMypPeTaHOBO OCHOBE C HETKAaHbIM CJTOEM Ha MOAOXKKE, C OTPbIBHbIMI
SIMHUAMK, ToNWMHa rena 0,25 MM, TenecHas, pasmep: 150 x 4 cv; 300 x 4 cm — 1/100 wr./yn.
9. MoBA3Ka Ha NoNMypeTaHOBOI OCHOBE, ToNLWMHA rens 0,2 MM, 6ecLBeTHas, pasmep (popma):
6x4cm;7x3em; 7x5em;7,5x4,5cm; 10x3em; T0x5em; 10x 10 em; 12 x 3 em; 12X 6 em;
12x8cm; 12x10cm; 14,5x4 em; 15x3 em; 15x5am; 15x 10 em; 15x 12 em; 15x 14 em;
20x3cm; 20x4cm; 20X 5am; 20X 10 em; 21 x 12 em; 25 x 2 em; 30 x 3 em; 30 x4 em; 30 X 5 em;
7,4 x4,4cm (Oval); 7,6 cm, @ 2 cm (Areola); 7,6 cm (Nipple Cover); 25 x 10 cm (Anchor);

17 x 7,6 cm (Mastopexy); 13,4 x 5,4 cm (Heteromorphism); 14,2 x 5,8 cm (Heteromorphism);
14 x 13 cm (Heart-shape) — 1/10/200/300/400/500/600 w./yn.

Il. UHCcTpyKuuMA no npumeHeHuio - 1 wr./yn.

2. CBepieHMsA o pa3paboTunke v np anTene KOro usgenuna

Huizhou Foryou Medical Devices Co., Ltd.

North Shangxia Road, Dongjiang Hi-tech Industry Park, 516005, Huizhou,

People’s Republic of China

+86 752-5302185, INTL.BD@foryoumedical.com

3.C y npeacTtasutene B PO

O6LLeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO

«Hoasi MeguuuHckas Komnanus» (000 «HMK»)

121354, r. MockBa, BH. Tep. I. MyHULMNanbHblid oKpyr Moxainckuii,

yn. loporoby»ckas, A. 14

+7 (499) 110-71-53, info@nmcport.com

4. HasHaueHue 1 onvcaHne MeAULVIHCKOTO N3fenuns

HasHauenue:

* MoBA3ka NpoTnBopy6LoBan cunmkoHosasa LUOFUCON® mHoropasosas npeaHasHayeHa
ANA NeYeHnA Kak CyLwecTBYOWKNX, TaK U HOBbIX I'I/II'IeprOd)I/I‘-{eCKI/IX N1 KenonaHbIxX py6LlOB,
a TakKe B KauecTse NPoduNaKTNYeCKOro leYeHns 3aKpbITbiX PaH 1A NpeJoTBpaLleHns
06pa3oBaHNA MMNepTPOGUUECKIX NN KEeNOUAHBIX Py6LIOB.

MoTeHumanbHble NoTpebuTenn:

o COTPYAHVKN MEANLIMHCKIX YUPEXAEHUIN N CKOPOI MOMOLLY.

¢ Mo>eT ncrnonb3oBartbca HenpodeccroHanamm nosib3oBaTenamy Noa HabnaeHrem
MeAVLIMHCKUX PabOTHUKOB.

5. Moka3aHusA, NpoT 1 no6 3dpdekTbl

Moka3saHuA: neyeHye CyLLeCTBYIOLMX TMNEPTPOPUUECKIX UK KeNOUAHBIX PY6LIOB. JleueHne
HOBBIX TMMEPTPOGUUECKIX NN KenonHbIX py6LoB.MpodunakTuKa c Lenbio npeaoTepalleHuns
06pa3oBaHusA rMNepTPOGUUECKIX NN KeNOUAHBIX Py6LIOB.

MpoTnBONOKasaHMA: OTKPbITbIE UM He3aXKMBLUME paHbl. Hanuune annepriuyeckoin peakumm
Ha CUIMKOH.

Mo6ouHble 3¢ PeKTbl: MOTyT NPOABNATLCA CledyoLme No6oUHble IGPeKTbI:

¢ [loBepXHOCTHaA MaLlepauma KoxXu ¢ Cbinb  ® KOXHbIN 3yA,.

6. MpeaynpexaeHns, pucku
NpPeAoCTOPOKHOCTH

* TOoNbKO ANA HapyHOTO NPYMEHEHNA.

* He ncnonb3oBaTb Ha He3aXKMBLUUX paHaX.

¢ He nopiBepratb cTepunmsaLum.

 MpombiBaTb U3AeN1e OfVH UK ABa pa3a B fieHb B C1abom 06e3>KMpeHHOM MblIbHOM pacTBope
(peKoMeHAyeTCsA AETCKOE MbIJIO) U OMONACKMBATL YMCTON Ternsoi Bogoii. Mocne BbicbixaHus
n3aenue rotoBo K NoBTOPHOMY HalloXKeHIo Ha MecTo py6uia. M36eraTb Cnonb3oBaHNA MOKLLMX
CPefiCTB, B KOTOPbIX COflePXKaTCA pasapakaloLne NHrpe[neHTbl, MOCKObKY 3TO MOXET NPUBECTH
K pasfpaxeHuio KoXu. [inA CyLWKn He cieayeT UCMoNb30BaTh U3Aenus U3 Gymary, oCKosbKy
6ymara MOXeT NPUINTHYTb K CUIMKOHOBOMY JINCTY.

* B Tennyto norogy nnm B nepnogpbl pU3NUECKoi akTMBHOCTM, KOTAa BO3MOXHO NOTOOTAENEHNE,
cnepyeT ounLLaTb U3Aenne Kak MOXHO Yalle ansa obecrieueHna komdopTa 1 noaaepKaHna
ONTUMANbHOIO KOHTaKTa MeXay nsgenvem n KOXei.

* Bpems neueHus JOMKHO COCTaBNIATL He MeHee 12 YacoB B [leHb, MO BO3MOXHOCTN

He meHee 20 YacoB B ieHb.

 [InA ycKopeHA NPUBbIKaHWA KOXM CiedyeT HauaTb C UCMOMb30BaHWA 13fenus 4 yaca B ieHb
B TeYEHMe NepBbIX ABYX [iHEl, 8 YaCOB B fleHb B TeYeHUe Clefyowmnx ABYX AHE U yBeNnnymnBaTb
BPEMS 1CMO/b30BaHNA Ha /1Ba Yaca B IeHb [10 24 YacoB, YTO ABNIAETCA ONTUMaNbHbIM BpeMeHem
ANA NeyeHna.

 [INA CHYKEHUSA CUMMNTOMOB AUCKOM$OPTa 1 He3HauMTeNbHOTO 3yAa, 06nacTb pybua
peKoMeHyeTCA oumnLLaTb Nepes NCrnob3oBaHNeM.

¢ [36eraTb HaHeceHA Ma3elt Ha 06pabaTbiBaeMyio MOBEPXHOCTb, MOCKOSbKY Ma3b MOXET
noBNUATb Ha 3GGEKTUBHOCTb N3AeNUA.

* MoBA3ky cneayet Tb NpY | aAresvBHbIX CBONCTB WA NPU TPYAHOCTAX

ee ouncTke. ONTUManbHbIV TepaneBTUYECKNA SGGEKT JOCTUraeTCA NPU HenpepbiBHOM
MCMONb30BaHUM B TeueHne 2~4 MecALeB.

* Ecnn Ha yyacTKax KoXu, Ha KOTopble HaknafbiBaeTcs MoBsA3Ka, HabMIoAAETCA ChiMb,

MOXHO COKPaTUTb BPEMSA 1CNOMb30BaHWA CUIVKOHOBOTO JINCTA B TEYEHNE CYTOK.

Ecnu cbinb COXpaHAeTCA, cnefyeT NpekpaTUTb NCNOoNb30BaHNe U3[enna n OﬁpaTI/ITbCH K Bpauy.
BbisiBNieHe, aHanu3 1 ynpas/eHne puckamu oCyLeCTBIAETCA B COOTBETCTBUN C TpeboBaHMAMY,
yKa3zaHHbimm B 1SO 14971.

MpousBoguTenem cocTaBsieH nepeyeHb N3BECTHBIX U MPOrHO3MPYeMbIX OMacHOCTeN,
nocnefoBaTeNbHOCTb COOBITUI 1 ONACHbIX CUTYaLMiA, NPOrHO3MPYEMbIX MOCNEACTBIIA, CBA3AHHBIX
C NpMeHeHeM MeINLIMHCKOro n3aenuna, onpeaeseHbl B3anMOCBA3N MeXAY HUMU U PUCKA

[ANA KaXAol onacHom cutyauum.

PaccmMoTpeHbI 1 OLjeHeHbl OCTaTOUHble PUCKI BCEX OMacHOCTEN 1 OMACHbIX CUTYyaLWid.

MonHoTa ynpasnieHn A pUCKOM NOATBEPXKAEHA KOMUCCHEN, COCTOALLE U3 KBaNMGULIMPOBaHHOTO
TEXHNYECKOro nepcoHana.

B pesynbTaTe aHannsa prckos BbiABJIEHbI MPOrHO3MPYEMbIe OMacHble CUTyaumu,

PVCK BO3HWKHOBEHWA KOTOPbIX ABNAACTCA ONYCTUMbIM. npOBeFLeHHbIPI aHanu3 nokasan,

YTO OCTATOYHbIi COBOKYMHbIV PUCK MEAVLIMHCKOTO U3AeNNA ABNAETCA [JOMYCTUMbIM.
7.MopAapok np KOro nsp

1. BbIMbITb pyKU Nepes, Ucrnonb3oBaHUEM.

2. AKKYpPaTHO 04MUCTUTb py6eL, 1 Koy BOKPYT HEro ciabbiM Mbl/ibHbIM PacTBOPOM

M NPOMBITb YACTOM TENNOI BOAON.

3. TwaTtenbHO BbICYLWNTL PybeL, 1 KOy BOKPYT Hero.

4. [loctaTb NOBA3KY M3 YNaKOBKMU.

Koro u

" Mepbl

5. Mpyn HEOBX0AMMOCTM Bbipe3aTb U3 MOBA3KM KYCOK B COOTBETCTBMM C pasmepom pybua,
y4ecTb, 4TO MOBA3Ka JOMKHA CNerka 3axo4uTb Ha KOy BOKpYT py6bua (puc. 1).
6. CHATb 3aLLMUTHYIO NEHKY C MOBA3KK (puc. 2).
7. HanoxwuTb, He pacTArvBas, NoBA3KY KAeWKoM CTopoHoit Ha pybe, (puc. 3).
8. Mpn HEOBXOAMMOCTU MOXKHO MCMONL30BaTbL NIETKYIO NOBA3KY U3 BUHTa UK KNeWiKYIo NeHTy,
4YTO6bI 3aPMKCMPOBATL MOBA3KY MO MECTY.
9. OumwaTL NOBA3KY, py6GeL, U KOXyY BOKPYT HEro ABaxbl B leHb C MOMOLLbIO C1a6Oro MbiIbHOrO
pacTBoOpa 1 YUCTOM Tennoi Boabl.
10. MoBA3KY MOXHO UCMO/b30BaTL MOBTOPHO B TeueHWe 2~4 HefeNb.
1 2 { £ 3
N { A

o £

8. TexHNYecKMe XapaKTepnCTKN MeAULIMHCKOro nsaennsa
BHewHWI BUA NOBA3OK:

BapuaHT ncnonHenus Dotorpaduueckoe nsobpaxeHue

MoBA3Ka Ha CUIMKOHOBOW OCHOBeE,

TonwwmHa rens 1,8 MM, 6ecuypetHas, pasmep (bopma)
MoBsA3Ka Ha CUIMKOHOBOW OCHOBE,

TonwuHa rena 1,2 mm, becuyeTtHas, pasmep (popma)
MoBA3Ka Ha CUTMKOHOBOW OCHOBeE,

TonwmHa rens 0,5 Mm, 6ecLiBeTHas, pasmep (Gpopma)
3awmTHas nneHKa (Nognoxka) — 6enas

MoBA3Ka Ha 3NaCTUYHOI TKaHEeBO OCHOBE,
TonwmHa rens 1,0 Mm, TenecHas, pasmep (¢popma)
MoBA3Ka Ha 3NacTUYHOI TKaHEeBO OCHOBE,
TonwwmHa rens 0,5 Mm, TenecHas, pasmep (dopma)
3awumTHan nneHKa (noanoxka) — 6ecuseTHan

MoBs3Ka Ha NoNNypeTaHOBO OCHOBE C HETKAaHbIM
cnoem, TonwmHa rensa 0,25 MM, TenecHas, pasmep
MoBA3Ka Ha NONNYpPEeTaHOBON OCHOBE C HETKaHbIM C/Ioem
Ha NoANoXKe, TolwuHa rens 0,25 MM, TenecHas, pasmep
MoBs3Ka Ha MONINYypPEeTaHOBO OCHOBE C HETKaHbIM CJIoeM
Ha MOANOXKe, C OTPbIBHBIMM INMHUAAMY,

TonwwmHa rena 0,25 MM, TenecHas, pasmep

3awuTHan nneHka (noanoxka) — becyseTHan

NoBf3Ka Ha MoInypeTaHOBOM OCHOBE,
TonwwmHa rens 0,2 Mm, 6ecLBeTHas, pasmep (popma)
3awmTHas nneHkKa (nognoxka) — 6enas

s
L

 TexHMYecKm1e XapaKTepUCTKN MeANLIMHCKOTO n3aenusa o6ycnoBeHbl KOHCTPYKLMel
MeanUNHCKOro nsgenua.

¢ Macco - rabapuTHble pa3mMepbl MeJULIMHCKOTO U3AeNNA yKa3aHbl B Tabnuuax.

* Touky 3MepeHnin yKasaHbl Ha YepTexkax (3CKn3ax).

* MpepenbHble JOMYCTMbIE OTK/IOHEHWA Pa3MepOoB 1 MapamMeTPOB COCTaBAIOT:

o [InA ANWHBI W WNPWHDBIE: ecnn < 50 MM, To £2 MMm; ecnim (>50, <100) MM, TO £3 MM;

ecnn =100 mm, To £5 Mmm;

o [ina TonwuHbl: £ 10 %

¢ HeykasaHHble JOMYCTVIMble OTKIIOHEHWA Pa3MepoB 1 NapameTpoB coCTaBnAoT +10 %.
BapuaHTbl cnonHexua:

MoBsA3Ka Ha CUNMKOHOBOI OCHOBE, TONWMHA rens 1,8 MM, 6ecLiBeTHas, pasmep (dopma)
MoBA3Ka Ha CUIMKOHOBOW OCHOBE, TONLWMHA rens 1,2 Mm, 6eclBeTHas, pasmep (dopma)
MoBA3Ka Ha CUMKOHOBO OCHOBE, TONLWMHa rena 0,5 Mm, 6ecliBeTHas, pasmep (popma)
MoBsA3Ka Ha 31aCTVYHOI TKaHeBO OCHOBE, TONLWMHa renAa 1,0 MM, TenecHas, pasmep (popma)
TMoBA3Ka Ha 3NaCTUYHON TKAHEBOW OCHOBE, TOMLMHA rens 0,5 MM, TenecHas, pasmep (Gopma)

rPazmep (popma) f‘u':n”p':naug\gé Pazmep (popma) ﬂg:::l(ﬁ),\;(mm“p“"a ®)
6x4cm; 60 x 40 20x 3 cm; 200 x 30

7x3cm; 70 x 30 20 x 4 cm; 200 x 40

7x5cm; 70 x 50 20 x 5 cm; 200 x 50

7,5x4,5cm; 75 x 45 20x 10 cm; 200 x 100

10x 3 cm; 100 x 30 25x2cm; 250x 20

10x5 cm; 100 x 50 30x3am; 300x30

10x 10 cm; 100 x 100 30x4cm; 300 x40

12x3 am; 120 x 30 30 x5 cm; 300 x 50

12x6 cm; 120 x 60 35x3am; 350x30




BapuaHT ncnonHexus: Moss3ka Ha NoJMypPETaHOBON OCHOBE C HETKaHbIM C/I0eM,
TonwwmHa rena 0,25 Mm, TenecHas, pasmep

[Onuna (A) x Wupuna (B)\

-
Pasmep (¢popma) | Anuna (A) x LLinpuHa (B) | Pasmep (popma) NOBAZKU, MM

7x5cm; 70x 50 15x4 cm; 150 x 40

10x3cm; 100 x 30 17 x3,5cm; 170x 35

12x3,5cm; 120 x 35 18 x 10 cm; 180 x 100

12x6 cm; 120 x 60 30x5cm. 300 x50
(I5x3cm; 150x 30 )

BapuaHT ncnonHenus: Moss3Ka Ha NosMypeTaHOBON OCHOBE C HETKaHbIM C/I0eM
Ha NoAnoxke, TonwuHa rena 0,25 Mm, TenecHas, pasmep

[AnvHa (A) x Wupuxa (B)\

p
Pasmep (¢popma) | Anuna (A) x LLinpuHa (B) | Pasmep (popma) nOBAZKIA, MM

150 x 4 cm; 1500 x 40 300 x4 cm; 3000 x 40

(1505 cm; 1500 x 50 300 x5 cm. 3000 x 50

BapmaHT ncnonHenua: MNosAska Ha nonwypeTaHosoﬁl OCHOBE C HETKaHbIM C/ioeM
Ha NOANI0XKE, C OTPbIBHbIMU NTNHUAMWN, TOMNLWMHA rena 0,25 MM, TenecHas, pa3mep
-

[AnvHa (A) x Wupuna (B)

Pasmep (¢popma) | Anuna (A) x LLinpuHa (B) | Pasmep (popma) nOBAZKA, MM

1500 x 40 3000 x 40

(150 x4 cm. 300 x 4 cm.

PaccTosHve mexay OTPbIBHBIMY IMHUAMM — 50 MM
BapuaHT ncnonHenusa: NMoss3Ka Ha NoaMypeTaHOBON OCHOBE, TofLLMHa refis 0,2 Mm
6ecuBeTHasn, pasmep (bopma)

s 11607-1:2019, 1SO 11607-2:2019, EN 1SO 15223-1:2021, EN 1041:2008 +A1:2013, ASTM
Anuna (A) x [Onwuna (A) x WupuHa (B) g ’ ’ 4
Pasmep (bopma) | jj1onua () | Pa3mep (dopma) NOBA3KM, MM F1980-2021, YY/T 0148-2006, Pernamen (EC) N 1907/2006, PernamenT (EC) 2017/745 (MDR),
axBon 120 %80 7 ax a4 o (Oval; Sy xEDDEV 2.7.1 Rev.4, MEDDEV 2.12-2 Rev.;, MEI?DEVVZ‘.]lZJ Rev.8.
N ) lepeyeHb HauMOHaIbHbIX CTaHAAPTOB Poccunckon ®epepauun:
12x10 cw; 120x100 | 7.6cm, @ 2 cw (Areola; 076 TOCT ISO 10993-1:2021, FTOCT ISO 10993-5:2023, FOCT ISO 10993-10:2023, FOCT ISO
14,5 x4 cm; 145 x 40 7.6 cm (Nipple Cover); 276 10993-12:2023, FOCT P 52770-2023, TOCT P 53498-2019, FOCT P UCO 15223-1-2023.
15x3 cm; 150 x 30 25 x 10 cm (Anchor); 250x 100 10. C; o cTep KOro nsgenusa
15x5cm; 150 x 50 17 x 7,6 cm (Mastopexy); 170x 76 W3penve He ABNAETCA CTEPUNbHBIM U He TpeByeT CTepunm3alum B NpoLiecce NPUMeHeHUA.
15x 10 cm; 150x 100 | 13,4 5,4 cm (Heteromorphism); | 134 x 54 11. TpeGoBaHu K TexHudeckomy oGcny wp Ty Koro nspenus,
15% 12 cm; 150x120 | 14,2 x 5,8 cm (Heteromorphism); | 142 x 58 OHUCTKY 1 AESNHPEKL
N h 120 x 130 Vl3,CleﬂI/IE MHOropa3oBOro NpMeHeHus, No3Tomy TpeﬁyET crneymanbHOro yxoaa.
\15 x14 cm; 150x 140 14x13¢cm (Heart S ape)' X ~ |/|3[Zlel'|l/|e MOXeT NPUMEHATbCA MHOIFOKPATHO TOJ/IbKO OAHUM MOJib3OBaTeem.

B npouecce npmMeHeHnA nsaenue He TpebyeT Ae3nHGEKLUM, HO 13fenie HeobXOAVIMO MbITb.
QOuuLaTh NOBA3KY, py6eL| U KoxXy BOKPYT Hero HeobxoMMO OAVH - [1Ba pa3a B AeHb.

MpombiBaTb NOBA3KY HEOHXOAMMO B CllaboM 06e3XKMPEHHOM MbIIbBHOM pacTBope (pekomeHayeTca
[leTcKoe Mbifo). M36eraTb 1CMoNb30BaHYsA MOILLMX CPEACTB, B KOTOPbIX COAepXaTCA
pasgpaxawwe NHrpegneHTbl, MOCKOJIbKY 3TO MOXET NPUBECTM K Pa3ApaXeHNIo KOXK.

Mocne MbiTbsl MOBA3KY HEO6XOAVIMO OMOMOCHYTb YMCTON TEMJIOW BOLOM.

3aTem u3genune HeO0bXOAMMO BbICYLIUTL. [IN1A CYLIKN He CieyeT NCMoNb30oBaTh n3fenua us ymary,
MOCKO/bKY Bymara MOXeT MPUANMHYTb.

Mocne BbiCbIXaHWA U3feNVe rOTOBO K MOBTOPHOMY HalloXeHWIo Ha MecTo pybuia.

MoBA3KY MOXHO 1CNONb30BaTb NOBTOPHO B TeueHue 2~4 Heaenb.

12,V N MapKup Koro usgenmna

MeavumHcKoe nsgenvie ynakoBaHO 1 MPOMapKMPOBaHO Kak U3fienie MHOTopa3oBoro
nprmeHeHnA. Kaxgoe nsgenve ynakoBbiBaeTCA B MHAVBUAYasbHYIO YaKOBKY.

PaclunppoBKa cMMBONOB MapKUPOBKU:

LOT| | Kog naptun Homep no katanory

W3rotosutens c € Mapkuposka CE

[Mata npousBoacTea Wcnonb3osatb Ao

He ncnonb3oBatb npuv noBpexaeHnn
ynakoBkun

ObpaTnTech K UHCTPYKLMM
N0 NPUMEHEHNIO
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TemnepaTypHblil AnanasoH He ponyckaTb BO3A€NCTBUA CONTHEYHOTO CBETa

—

Bepeub ot Bnaru Bepx

BHumaHve! EcTb npeaynpexaeHns
1 Mepbl NPeOCTOPOXKHOCTY

MeauumHckoe nspenve

>~ =GR

M3penua fonHbl 6biTb CO6PaHbI 1 NepefaHbl creLanbHbIM NLEH3POBaHHbIM OpraH13aLmam,
3aHMMAIOLVMUICA YTUNM3aLVel MeAVNLIMHCKIX OTXOf0B. TpaHCMOPTMPOBKa Mycopa

13 yupexaeHuin K MecTy yTUnmn3aLum, ocyLLecTBIAETCA CreLnan3npoBaHHbIMN KOMMIaHUAMU.
14. YcnoBus TpaHcnopTup p

1 3KCrUTyaTauumn MeuLMHCKOro nsaennsa

* TpaHCNOPTMPOBaHWe YNakoBaHHbIX U3AeNNI OCYLLECTBNIACTCA B 3aKPbITbIX KeNIe3HOA0POMHbIX
BaroHax, KOHTeliHepax, aBTOMalUMHaXx, B TPIOMax Cy/I0B, OTarnjMBaeMbiX 1 repMeTU3MPOBaHHbIX
OTCeKax CaMOJ1IeTOB B COOTBETCTBIM C TPe6GOBaHMAMY NPaBWl, AENCTBYIOLLMX Ha JAHHOM Buae
TpaHcrnopTa.

* 3genve HeobXoAMMO 3aLLMLaTb OT BO3AENCTBIA COHEYHOTO CBETA.

* /3genve Heo6xoAVMMO 3aLMLiaTh OT BRaru.

. MEHMHMHCKOE unigenve B TpaHCI‘IOpTHOI?I YNaKoBKe OTHOCATCA K U3fenmam, TpeﬁleU.LVIM
OCTOPOXHOCTU B 06palleHn Npy TPaHCMOPTUPOBaHNY, ClefyeT n3beraTb MexaHU4ecknx
MOBPEXAEHNI1 YNaKoBKM.

 TpaHCNopTMPOBaHWe N3AeNuit B yNakoBKe U3roTOBUTENA OCYLLECTBACTCA NPU CeAyoLLnMX
YCNOBUAX OKpYXKatoLLe cpepbl:

- TemnepaTypa okpy»aioLein cpefibl oT -+5 °C go +40 °C;

— OTHOCHTeNbHaA BaXXHOCTb BO3AyXa He 6onee 80%;

- aTMocdepHoe fiaBneHue ot 84 fo 106,7 KMa.

¢ XpaHeHne MeaVLMHCKOro U3fenia nocsie yrakoBKN OCYLLECTBAAETCA B CYXOM 3aKPbITOM
romeLLeHunm, 6e3 efjKnxX raso., B yC/IOBUAX XOPOLLEN BEHTUNALMM U YNCTOTbI.

 VI3nenvie He JOMKHO NOABEPraTbCA BO3AENCTBIO NMPAMbIX COMHEYHbIX NyYeit.

* /3genvie Heo6xoAVMMO 3aLMLiaTh OT BRaru.

* MeuUMHCKOe n3aenne B TPaHCMOPTHON yNaKoBKe OTHOCATCA K U3AennaMm, Tpebylowmm
OCTOPOXHOCTY B 06palLeHnn Npu XpaHeHnw, cieflyeT n3beratb MexaHNYeCKIX MOBPEXAEHUN
YNaKoBKW.

¢ XpaHeHue U3ennii B ynakoBKe N3roTOBUTENA OCYLLECTBAAETCA NPy Ceayowmx yCoBrUax
OKpyXaloLLen cpeapl:

— TemnepaTypa OKpy»aioLlei cpeapl oT -+5 °C go +40 °C;

— OTHOCHTeNbHaA BNaXXHOCTb BO3AyXa He bonee 80%;

— aTMocdepHoe faBneHue ot 84 go 106,7 KMa.

* JKCnnyaTayua U3[ennii oCyLecTBAAETCA NPU CeAyIOWUX YCIIOBUAX OKPYXKaloLLen cpefbl:

— TemnepaTypa okpyxatoLeii cpeabl oT -+5 °C fo +40 °C;

— OTHOCHTENbHAA BNAXKHOCTb BO3Ayxa He 6onee 80%;

- aTMocdepHoe fiaBneHue ot 84 go 106,7 KMa.

15. CPOK rogHOCTI MeAVILIVHCKOro N3fenuns

CpOK rofHOCTU N3AeNunA COCTaBNAET 5 NeT.

16. K T NOCTaBKN MeAULINHCKOro usgenus

(Da3bl 3aXKMBNEHNA PaHbl 0603HaUEHbI
undpamu ot 1 fo 4:
1. TemocTas n Koarynauus;

2. Bocnanennue;
4 3. Mponudepauyua n murpauus;

TonwwHa rens

9. MepeyeHb NpuMeHAEMbIX CTAHAAPTOB

|-|p0VI3BOFLCTBO MeaUUMNHCKOro nsgenna nmeet CepTM¢MuMpOBaHHle CNCTeEMY MEHEKMEHTa
KayecTB.

MEFLI/IL[I/IHCKOE n3genve cooTBeTCTByeT TeXHUYEeCKon AOKYMeHTaunn NnponssBoanTens,
HauMoHaNbHbIM N MeXAYyHapOAHbIM CTaHAapTaMm, EBpOneﬁCKMM AVPEKTMBaM, a TaKxe
HauMoHanbHbIM cTaHAapTam Poccuinckon Mepepauum ¢ Lenbto obecneyeHns 6e3onacHocTu,
3G PEKTUBHOCTM 1 KauecTBa MeAVLIMHCKOTO N3Lens.

MNepeyeHb np Hauuol , M@XKAYHapOAHbIX CTAaHAAPTOB 1 €BPONEeNCcKNX
AnpektuB: EN I1SO 13485-2016, EN ISO 14971-2019, EN I1SO 10993-1:2020, EN ISO
10993-5:2009, EN 1SO 10993-10:2023, EN ISO 10993-23:2021, EN ISO 10993-12:2012, ISO

4. PemopenvipoBaHue.
l/|3/:(en|/|e npuMeHAeTCA BO Bpemsa
Tex $as, undpbl KOTOpbIX 3aKpatueHbl. J

-

13.MopAgoK n ycnosua yt Koro usgenus

MeavuvHCK1e U3aenus JOMKHbI YTUIM3MPOBATbCA B COOTBETCTBIN C MEAULIMHCKAMIA
npoLesypamu, NPUHATBIMYA B MEAVLIMHCKUX YUPEXAEHNAX, N MECTHBIMU, FOCYAaPCTBEHHbIMI
nnn benepanbHbIMU HopMaTUBamu, Ha Tepputopun PO B cootBetcTBUM ¢ CanllnH 2.1.3684-21.
Bbibop meTof0B 6€30MacHO yTUAN3aLMM 11 YHNUTOXKEHUA U3AENNIA 3aBUCUT OT MOLLHOCTH

1 Npodpuna MeaNLMHCKON OpraHn3aLum, Hannuna yCTaHoBOK
no obe33apaknBaHuio/06e3BPEXNBAHIIO OTXO[0B, CMOCO6a 06e3BPEXNBAHNA/YHUUTOXEHNA
OTXO/10B, MPUHATOrO Ha aAMVHUCTPATUBHOW TePPUTOPUN (CXKNraHe, BbIBO3 Ha MOIUIOHbI,

MeanumMHCKIe U3aenua B 3aBUCUMOCTH OT CTEMEH UX SMUAEMUONOTNYECKON, TOKCUKOIOTMYECKO
n paFlVIaLLVIOHHOVI OMacHOCTU OTHOCATCA K 3NUAEMNONIOrMYeCckn onacHbIM MeanLNHCKMM OTX0Aam
(knacc b): MaTepunanbl 1 IHCTPYMEHTbI, NpeMeTbl, 3arPA3HEHHbIE KPOBbIO 1/ ApyrMm
610NOrNYECKMI XKNAKOCTAMU.

Mocne obe3zapanBaHA 1 U3MEHEHWA BHELLHErO B1Aa OTXOAO0B, UCK/IOUAIOLEro BO3MOXXHOCTb
VX MOBTOPHOIO NPUMEHEHs, MeULIMHCKME OTXofbl Knacca b cobnpatoTcs B ynakoBky f1to6oro
LIBETa, KPOME XEJTOro 1 KPacHOoro, KOTopas fJOMMKHa METb MapKNPOBKY, CBUAETENbCTBYIOLLYIO

o npol oM 06e33af OTXOA0B 11 CoflepXKaTb CneayoLLyio MHGopMaLuIo:

"OTxopbl Knacca b, 06e33apaxeHHble", HaMMeHOBaHUEe OpraHK3aLnK 1 ee aapec,

naTa ob6e33apak1BaHA MeANLIVHCKIX OTXOJ0B.

MoTtpebuTtenbckan ynakoBka, 6pakoBaHHble U3AENNA 1 HEWNCMONb30BaHHbIE U3fenna

C UCTEKLLMM CPOKOM FOAHOCTU, HE UMEIOLLVie KOHTaKTa C B10IoryecKUMmM XXAKOCTAMN
nauyneHTos, I/IH¢EKLU/IOHHbIMI/I 60SIbHBIMY OTHOCATCA K ANNAEMnNoNornyeckn 6e3onacHbiM oTXoaam,
no coctasy nNpubnmxeHHble K TKO (knacc A). C60p MeaNLIMHCKUX OTXOA0B Knacca A Ao/mKeH
OCYLeCTBAATHCA B MHOrOPa30oBble eMKOCTM WM OfHOPa30Bble NakeTbl. LieT nakeToB

MOXeT 6bITb J060I, 32 UCKIOUEHNEM XeNTOoro 1 KpacHoro. EmkocTy ana cbopa

MeAVLMHCKIX OTXOLOB 1 TENEXKM JOMKHbI 6bITb MPoMapKupoBaHbl "OTxoabl. Knacc A"

-
Pazmep (popma) ﬂJ’LV",HMaH(:()BX) Pa3smep (popma) Eg:::K(I:)JMUJMPWHa ®)
6x4cm; 60 x40 20x3cm; 200x 30 .
7x3cm; 70x 30 20x4 cm; 200 x 40
7x5cm; 70x 50 20x5cm; 200 x50
7,5x4,5cm; 75x 45 20 x 10 cm; 200 x 100
10x3cm; 100 x 30 21x12cm; 210x 120
10x5cm; 100 x 50 25x2cm; 250x20
10x 10 cm; 100 x 100 30x3cm; 300 x 30
12x3 cm; 120x 30 30 x4 cm; 300 x 40
12x6cm; 120 x 60 30x5cm; 300 x50
12x8cm; 120 x 80 7,4 x 4,4 cm (Oval); 74 x 44
12x 10 cm; 120 x 100 7,6 cm, @ 2 cm (Areola); @76 yTunAn3aums).
14,5 x 4 cm; 145 x 40 7,6 cm (Nipple Cover); D76
15x3 cm; 150 x 30 25 x 10 cm (Anchor); 250 x 100
15x5cm; 150 x 50 17 x 7,6 cm (Mastopexy); 170x 76
15x 10 cm; 150 x 100 13,4 x 5,4 cm (Heteromorphism); | 134 x 54
15x 12 cm; 150x 120 14,2 x 5,8 cM (Heteromorphism); | 142 x 58

(15x 14 cm; 150 x 140 14 x 13 cm (Heart-shape). 140 x 130 )

KoMnneKT nocTaBKy MeANLIMHCKOTO N3AENNA BKIOYAET B Ce6A MeANLIMHCKOE nsgenve
(BbIGPAHHDBIV BAPUAHT MCNOJTHEHUA TpeGyemoro pasmepa u Gopmbl) U MHCTPYKLMIO.
Mpumep:

- MNoBA3Ka Ha CUNIMKOHOBO OCHOBE, TONLMHa reniA 1,8 MM, 6ecLBeTHas, pasmep (dopma),
6x4cm, -1 Wt

~ WHcTpyKums.

B UHCTPYKLWM, HAXOAALLECA B TPAHCMOPTHON YNAKOBKE, NPeACcTaBieH 06bem 0CTaTOuHbI
[U1A NPUMEHEHWA MO Ha3HaYeHUI0 MeAVLIMHCKOTO U3/1eNNA Kacca NOTeHLManbHOro pucka 1
KBaNMGULIMPOBaHHBIMU MeAULIMHCKAMY CMeLManicTaMi 1 Takoe NpumeHeHne 6esonacHo.
MonHan BepcyA MHCTPYKLW MO NPUMEHEHWIO ANA U3AENNA HAXOANTCA Ha caiiTe
YNONHOMOYEHHOro NpeAcTaBuTens http://nmcport.com/ nnm MoxeT 6biTb NpefoCcTaBaeHa
B COMPOBOANTENbLHOI IOKYMEHTaLMM MO TPeGOBaHMIO 3aKa3uuKa.

17. MepeyeHb MaTepNanos }XMBOTHOIO 1 (NK) YeNOBEYECKOro NPONCXOXKAEHUA

cy (4 il 06 nx N4eCKOi COBMeCTUMOCTM U 6esonacHocTh,
o Bbi6Gope uc (noHopoB), B3aTUMN Npo6, 06paboTKe, Xp uno6p
4 maref (npn )
Matepuanbl >KMBOTHOTO U (UN1M1) YENIOBEYECKOTO MPONCXOXKAEHNSA OTCYTCTBYIOT.
18. UHdog 0 Cf ¥ AB KOM n3[ pcT
penapate gna KOro np wnn papmaueBTUYECKOI Cy6cTaHUMN

JlekapcTBeHHble NpenapaTbl ANA MEANLMHCKOTO MPUMEHeHUA U dpapmaLieBTuyeckmne
cy6CTaHLmMM B AaHHOM MEANLIVHCKOM U3/I@NNK OTCYTCTBYIOT.

15.TapaHTna np ANTENA Ha Koe uspenuve

MepuuuHckoe nsaenme 6bin0 paspaboTaHo, N3roTOBIEHO, UCMLITAHO U YNAaKoBaHO

npwv cobMioieHNN BCeX COOTBETCTBYIOLMX TPe6OBaHNIA.

FapaHTUM Npoun3BoAUTENA PACNPOCTPAHAIOTCA Ha N3[enne A0 NCTEUYEHUsA CPOKa ero rofiHoCTH,
yKa3aHHOTO Ha ynaKOBKe, 1 OTHOCATCA K HEOTKPbITOMY, HEMOBPEXAEHHOMY U3AENNIO,

KOTOpOE TPaHCMOPTMPOBANOCh U XPaHMIOCh B COOTBETCTBIM C TPe6OBaHUAMM NPOMN3BOAUTENS.
B TeyeHme rapaHTUINHOro Cpoka B Cilyyae ObHapYyXeHUA B N3[eNNN He[JOCTaTKOB, BO3HUKLUINX
0 BUHE N3roTOBUTENA, MPW YCIOBUM COONIOAEHNA MPABU XPaHEHNSA, TPAHCMOPTNPOBKN

V 3KCMyaTaLyy, ycTaHaBAIMBaeMbIX U3roToBUTENIEM, CliefyeT 06paTUTLCA K YNOTHOMOUYEHHOMY
npeacTaByTeNIo MPON3BOANTENA.

20.C 0 pek! Ha Koe

Mo BCcem BO3HMKaIOLMM BOMPOCaM, @ TakKe BO BOMPOCaM NPYMEHEHVA MeANLIHCKOTO n3aenus
obpallaTbca K yNnosHOMOUYEHHOMY NpeacTaBuTento nponssoauTtens 8 PO.




