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YCOBEpPLUEHCTBSE
TU U 300POBbA KOXXU

CELL + LIFE -+ SCIENCE



Halu onbIiT —
BaLle NpenmyLLecTBO

CLS International — nepsasg B Poccmum KoMnaHus

MO NpOM3BOACTBY NPEnapaToB HA OCHOBE rManypoOHOBOM
KMCNOTbl B 06/1aCTM 3CTETUYECKON MEANLMHDI,
CTOMATONOIMMK, YPOJIOTUKU, TMHEKONOTMM M OpTONeaun.

CLS International npousBoguT:
Revi, Amalain, Reneall, Revident, Reform,
Revisk, Uro-hyal.
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: QUALITY MANAGEMENT
certiso SYSTEM CERTIFICATE

Certificate number: 144800-18-11-20

Name of certified organisation:

CLSLLC

Headquarters: bld 4. Akademicheskij dr., Dudarev village, Tyumen region,
625501, Russia

Manufacturing plant: bld. 1., Nagatinskaya str. 3A, Moscow 117105, Russia

Scope:

Design, manufacturing and sales of soft tissue implants and
cavities implants, mucous membranes prosthesis and
synovial fluid viscoelastic prosthesis

CE Certiso Ltd. certifies that the quality management system applied by the
organisation above meets the requirements of the following standard on
the listed scope:

MSZ EN ISO 13485:2016
(IS0 13485:2016) B

Orvos- és Korhaztechmkal
Ellenérzé és Tanusité Kft.
Issue: 1 H-2040 Bugadrs, u.2
Issued: 20 November 2018 Adészam
First issued: 20 November 2018 “ 8
Start date of certified status: 23 November 2015 Valter P E7P dr.
Generdl Manager
Expires:

19 November 2021

CE Certiso Ltd.
H-2040 Budaors, Gyar u. 2. i

Tel.: +36 23 880 830 / Fax: +36 23 880 831 / info@cecertiso.hu / www.cecertiso.hu p Q
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GEAEPANBHASA CAVKBA 10 HAASOFY B C@®EPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

MPHNOXEHHE
R PETHCTPALUIHOHHOMY YAOCTOBEPEHHIO
P I HA MEAUUHHCKOE H3/EJIHE

QEAEPAABHAR CAYZKBA ITO HAA3OPY B CREPE 3APABOOXPAHEHMA 30 i oT 29 wrana 2019 roga (
(POC3APABHAA3COP) : Ne @CP 2010/08694

PETHCTPALHOHHOE YAOCTOBEPEHHE
Ha MeauuusHckoe B3fenme

HA MEAHLUHHCROE U3 AEJIHE s .: Tuanyponossiii reas PEBH (REVI) crepmapnziii no TV 9398-002-85699409-2009:

ot 29 wroas 2019 ropa Ne @CP 2010/08694 : BAPHAHTHI HCTIOIHEHHS:
' ! - PEBH (REVT) 1,0%, PEBH Craiin (REVI Style) 1,0%, PEBH Cux (REVI Silk) 1,2%, PEBH
Ha MemmuuHcKoe H3genHe - vy Crponr (REVI Strong) 1,5% B cocTase:
I'maayponossiii reas PEBH (REVI) crepuaknsiii no TY 9398-002-85699409-2009 : 1. Wnpuy sanoasesnsit 1,0 Mo, nu6o 2,0 M — 1 mr.;
| 2. Hrom naseknponnse 30G1/2 - 2 wir.;
Hacrosuiee perucTpaiioiHoe YIOCTOBEPEHHAE BEITAHO _ 3. MiHCTpyKums no npuMenckmo - | mr.;
Obmecrro ¢ orpanmtennoii orsercTentocThio "MKC-JladopaTopus™ 78 L.y 4. CruKep-BKAAIBIN ¢ HOMEPOM MAPTHH, AATOH HITOTORICHNA B CPOKOM TFOJHOCTH — 2 [T,
(000 "MKC-/1aboparopus'), Poccus, 117105, Mocksa, ya. Hararnneras, i
1. 3A, erp. 1

[IpoussoanTens

O6mecrBo ¢ orpaundentoil orperersennoeTeio "MKC-Jladoparopas"
(000 "MKC-/1a6oparopus'), Poccus, 117105, Mocksa, ya. Hararunekas,
. 3A, erp. 1

MCCTCI HFOHEB{)}'[CTBEI METHIHHCKOTD HIIE/IHA
000 "MKC-/Maéoparopua", Poccun, 117105, Mocksa, ya. HaraTuackas, 1. 3A, erp. 1

Howmep pernctpanroneoro ocee Ne PI-26039/6935 ot 26.02.2019

Knace noTeRnnansioro PHCKA NPHMEHEHHA MEIHIHHECKOID HIACIHA 3

Kon Ofuiepoccriickoro KnaccuHkatopa NpoayKIHH 10 BHAAM YKOHOMHYECKOH
neaTensHocTH 32.50.50.190

Hacrosmee PETHCTRAITHOHHOE YIDCTOREPEHHE AMEET MPHIOKEHHC Ha 1 nucre

npukasom Pocaapasiamriopa ot 29 wions 2019 rona Mo 5617
AOTYLEHO K 00paLieHio Ha Tepputopun Poccufickoii Mebpis

JamecTuTenb pykoBoaHTeNd PelepansHoi cayKinl

no Haa3opy B cdepe 3ApaBoOXpaHeHHH
JamecTnrens pyxopoautean MegepanbHoil CIyKObI

0043639 s . 10 HAZ30PY B cepe 30PABOOXPAHEHHI . R . Marmokos
7 T ' 0058539 |
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CL lnternational

¢ HayyHo-MpoussoacTeBeHHbIM xonanHr CLS International
NPOU3BOAUT M Peanmn3yaT BICOKOKAUYECTBEHHYIO MPOLYKLMIO

Ha OCHOBE r’ManypoHOBOW KNCTOTbl HEXXMWUBOTHOTO MPOUCXOXAEHMS.
¢ [ K cooTBeTCTBYET BCW@HHHM MeXXOyHapo4HbIM

KpuUTep SPPEKTMBHOCTU 1 O830MaCHOCTU.

¢ [1pennpud

OCHaLLUEHO COBPEMEHHbIM 060PYOOBaHUEM
N YCMNeLwHO KOHKYP €T C UMMOPTHbLIMWM aHaIoraMu

MO LleHEe M KaYecTBY NpoayKLnn.

¢ [1pOM3BOOCTBO CEPTUPULIMPOBAHO MO EBPOMNENCKOMY
ctaHoapTy EN ISO 13485 1 eXXerogHo npoxogunT ayouTt
CNCTEMbI MEHEOYXKMEHTA Ka4ecCcTBa C Bblaayen 3aKIo4YeEHNS

HOTUDULIMPOBAHHOIO opraHa 13 EBponbil.
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YcoBepLUEHCTBOB

|O/TOOO0CTU U
l/IHbeKLLN bld UMMNaHTU bl Feflb NPono OBaHHOIo
aoencreumga, YeHHbl nyTé- MOoCTaAMMNHOIro B3aMMoOencTasmg
HeMoanoduL, HHOWM MAanNypPOHOBOM KUCAOTbI HEXXUBOTHOO
MPOUNCXOXKOEHUNA C TPErasio3on, ¢ nocneayroLmm o6pa3ﬁ’€aHmeM
. HagMosekynapHon CTPYKTYPbI, NpegHasHa4YeHHbIM
Xl JIbHOrO BBeOeHWa naumeHTaM oboero nona o
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[MAAYPOHOBAA

\ KUCAQTA /

IPOAOHTMPOBAHHAS
TMAPATALLAS KOX

- TPETAO3A

/

& PEMAPATMBHOE OENCTBUE & NMPODOUNTAKTUKA «YBAOAHUA» KOXXU

¢ BbOPbBA C BO3PACTHbIMN NUSMEHEHNAMUA HOPMAJIU3ALIMA TOHA KOXW

NOATrOTOBKA K KOHTYPHOWM MJTACTUKE, 4 BOPBBA CKITMHUNYECKMU
K CPEOAVNHHDbBIM U ITTYBOKUM MNMUTTUHTAM NPOABTEHUAMU YIPEBOW CbIlMK

CLS



MexaHnU3M 0encTBuUS

» Mofiekyna NK cooep>Xut 6onblloe KOAMYEeCTBO aTOMOB a30Ta,
Knesopoda n OH-rpynm, YTO MO3BOIAET e POPMUPOBATH
BOOOPOOHBIE CBA3UN MeXAY HECKONMbKMUMMN MaKpOMOJSieKylaMu,
CBA3N BHYTPU OOHOWN MaKPOMOMEKY/bl, CBA3M C TREra/io30u

M MonekyfmamMun BoObl.

» B Monekyne [ K BooopoAHble CBA3W CLENNFT HacTu OAHO U
N TOW e MaKPOMOJIeKY/bl, 3aCTaB/949 €e NPpUHMMaTb

YMNOPAOAOHUYEHHYIO CTRYKTYPY.
» Tperallosa, AB199Cb OMCaxapWUooM, COOEPXUT B CBOEN MONeKye

0OCTaTOMHOE KosindectBo OH-rpynn gngd opMMUpPoOBaHUS

BoLLopoL‘::‘w‘ba&3em. [TO3TOMY, PaKTUYECKN, Mbl UMEEM [ e/l

C HOCUTEeNeM CNMpPaibHOM CTPYKTYpPbl (06pa3zoBaHue
HYTPUMONEKYNAPHBIX BOOOPOAOHbLIX CBA3E€M), HA KOTOPOM

Y nBaerTca 6onblLOe KONMMYECTBO MOJTEKYJT BOObI W TPEeranao3bl.

Mo 5TOM 00 pa3ytoTca elle U MeXxXMOoTeKY/TapHble CBA3U

c cocegHMMm Monekynamm K, 4yto cospgaeT 6olee MNKU MeHee

YMNOPAOOYEHHYIO CTPYKTYPY renq.

» OnNnMcaHHoOEe XMnMunuyeckoe B3aMMOneﬁCTBMG KOMIMNOHEeHTOB

o6ecneyunBaeT NposoHrMpoBaHHoe aoeuctene PEBW.

0 OLS



MexaHMN3M OencrtBus

¢ 32 cUeT MeXXMOJTeKyNapPHOro B3anMoaemcTBma OJIMHHbIE
NMHenHble Mmonekynbl FTK B BOOHbIX pacTBOPaXx.@foCcobHbl

0OpPa30BbIBaTb TPEXMEPHYIO CTRYKTYPY,KOTOPaa MOXeET /
MIPAaTb POJIb MIOTHOIO MOTEKYNAPHOIO «CUTa», ‘
OrpaHMNYMBag TeEM CaMbiM OBUXXEeHWNE MaAaTOreHoOB.
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Tperano3sa

Tperano3a — oMcaxapua PacTUTENBHOIoO NPOMNCXOXXOeHUS,
COCTOALWMM N3 2 OCTATKOB D—rmoR'Q\ I, CB93aHHDbIX
a-1,1-rMMKo3naHOM CBA3bIO.

¢ [lOCKONbKY 3TOro BellecTBa HeT B YeNlOBEYECKOM
OpraHmiMe, HET. U cneumnPUUyecknx PePMEHTATUNBH bIX
CUCTEM, CMOCOBOHbLIX Pacrno3HaTb M pacLlUEennTb

3TO BeLllecTBoO. :

Y Tperano3sbl Bbipa>XeHo ABa OCHOBHbIXWﬁ;

¢ OHa crnocobHa o6pa3oBBIBaTb HaoMoNeKyNnapHBe ¢cBA3U C K,
TEM CaMbIM 3allMlLaqa OoT BO3 TBUA FTMalypoOHWMOA3bI,
COOTBETCTBEHHO, MPO/IOHTMPYS 2 OnopeBmTanmU3aL UK,

¢ OHa MOKpPbIBaeT U CTabuMnmManpyeT KIeTOUYHble MeMbpaHbl,

3alMLLaa KIeTKM OT arpeccmMBHbIX aKTOPOB KakK BHeELUHEWN,
TaK M BHYTPEeHHeW cpeabl.

OT S






KynapHada Macca NK: 3.0 mDa
KoHueHTpauua Tperano3bl: 0.2 %
PekoMeHayeMasa urna: 32G/33G
O6bem: 1.0 MmN
MopdoTun ctapeHus: ycrasibii
O6nactb BBepgeHuUa: nepropbutanbHada
TexHUKa BBeAeHUaA: MMKponany/bHasd
NMpoToKon npouenypbl: | npouenypa B 3 Mecdla.
[Ton HANUYUUM APKO-BblIPaXXEHHbLIX N3MEHEHUI 2-3 NpoL.eaypbl

1 pa3 B MecC




NokKa3zaHusA

¢ TeMHble Kpyrun nop rnasamu;

¢ OTeYHOCTb B nepumnopbumtanbHOM o0bnacTu;
¢ [MNepnmMrMeHTaumMa noaBmM»XHOro BeEKa;

¢ MOpPLWWHbI NepropbuTanbHOM obnacTu;
& CHMXKeHMe Typropa n TOHyCa KOXXMU;

¢ [pb>XXeBble BbIMAYMBaAHNA HUYKHETO BEKA.







REVI ST,

KoHuUueHTpauumsa NK: 1.0 %
MonekynapHada Macca NK: 3.0 mDa
KoHueHTpauua Tperanos3bl: 0.15 %
PekoMeHayeMasa urna: 32G/33G
O6bemM: 1.0 M 1 2.0 Mn

MopdoTun ctapeHus: ycrasibii
O6nacTb BBeAEHMUSA: Ha KOXKE NML3

M Wen-nanynbHo, B NepmropbunTanibHOM
obnacTn-MMKpPonanynbHO.

TexXHUKa BBeAeHUSN: nanybHada, MUKPOT:
NMpoTokon npouepypbl: 1 Npolenypa B 2-3 M
1oy HANNYNK GPKO-BblPaXXeHHbIX N3MEHEHU
2-3 npouenypsbl 1 pas B Mec4all.



REVI ST

Noka3zaHug
¢ [1poPMNaKTMKa N iedeHme «yBAL
¢ KoppeKuma BO3PaCTHbIX M3MEH(
KOXXW (CHUM»XEeHWe TOHYCa M 3M1acCT
¢ O6e3BOYXEHHAA KOXKa;

¢ [loOroToBKa KOXXUM CpedNHHbIM
N TNYOUHHbBIM MUANHIAM, AepMaf
Na3epHbIM LWNNMGPOBKAM M BOCCTA
¢ AKkHe (1 cTaouma), MoCTaKHE;
¢ Po3aluea.
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RHEVI SILK

KoHueHTpauuma NK: 1.2 %

MonekynapHada Macca NK: 3.0 mDa

KoHueHTpauua Tperano3bl: 0.25 %

PekoMeHayeMasa urna: 32G/33G

O6bemM: 1.0 M 1 2.0 Mn

MopdoTun ctapeHus: MENKOMOPLLUMNHUCTbIN.

O6nacTb BBeAEHMUA: Ha KOXKe NMLUa U Wen-nanynbHoO, TMHEMHO,
B NepmopburTanbHOM 061acTU-MUMKPOManybHO.

TexHUKa BBeAeHUS: TMHENHAd, Many/ibHada, MUKpPOoMany/bHag.
NMpoTokKon npoueanypsbl: | npouenypa B 4 MecqaLa.

LoV HAMMMY MM APKO-BblPaXXeHHbIX U3MeHEHUI 2-3 nMpoLeaypbl

B MeCHL.




REVI SILLK
- @ ’ - .

Noka3zaHusd

¢ KoppeKuMsa BO3PACTHbIX U3MEHEHUIN KOXKU,

¢ Cyxaqa, perngpaTtmnpoBaHHaa KOXa;

¢ YMeHbLUeEHME NUTMEHTaUMIM, OCBETIEHNE KOXXU;

¢ brnoapmMmmpoBaHue;

¢ AKHe, MOoCTaKHe;
¢ Po3auea;

¢ [logrotoBka K TpaBMaTUYHbIM MpoL.enypam.







eKynapHada Macca INK: 3.0 mDa

KoHueHTpauua Tperano3bl: 0.3 %

PekoMeHayeMasa urna: 30G/32G/33G

O61bemM: 1.0 1 2.0 M~

MopdoTun ctapeHUs: MyCKy/bHbI

TexHUKa BBeAeHUS: NMHENHad, Nany/ibHada, MMKponany/bHas
O6nacTb BBeAeHMUA: Ha KOXXe NnLa M KOXKe LWewn — nanybHOo,
NMMHENHO, nepmopbumTtanbHada 0b61acTb — MUKPOMNAMNY/bHO.
OduamMeTp nanynbl He 6onee 1 MMm.




NHTeHCcuBHOe BOCCTAHOB/1eHMe 2-3 npouenypsbl 1 pas B Mec4all.
JleyeHue akHe 1 po3aLueq: npouenypbl NPoBOOAT

C MHTepBaZiIoM 2 Hepenwu. Jlerkag ¢popma Ha Kypc 1-2 npouenypbl.
CpenHeTtsaxenasa popmMa Ha Kypc 2-3 npouenypbobl.

Taykenaa popmMa nocsie NpoBeaeHMsa STUOTPOMNMHOM

N MATOreHETUYECKOW TepanmmM, Ag BOCCTAaHOBIEHNA KOXXU
N NpoaneHunda nepmoda peMUCUMN Ha KypcC 2-3 npoLlenypbl.

[P HEOOXOOMMOCTU KOTMYECTBO NpoLenyp MOXeT
ObITb YBeIMYEH




M BO3PACTHbIX MUBMEHEHUM KOXKW
CHWMYXeHMe TOHYCa U 3/TaCTUYHOCTU, MOPLLUMHDbI);
¢ Cyxad, gerngpaTtmnpoBaHHaaA KOXa;
¢ KnnHM4yecKoe nposaBrieHme yrpeBou Cbinu;
¢ Po3auea;
¢ YMeHblUeHMe NMIrMeHTaLUnKn, OCBET/IEHUME KOXKMU,
¢ Kyrnepos;
¢ [loarotoBKa K TpaBMaTMUYHbIM Mpouenypam,
¢ brnoapMumpoBaHMe.
> He pekoMMeHaye OBaTb 014
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