(DEAEPAABHAH CAVIKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHVLH
(POCSAPABHAASOP)

PEFHCTPAL[HOHHOE YﬂOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
ot 31 masn 2016 rona Ne P3H 2015/2481

Ha - MCIOUITHHCKOC U3ACITHE
HmmmaaTaT AJIA BHYTPEHHETO NPOTEIUPOBAHMS B BADHAHTAX HCIHOJIHCHMS: -

1. Parietex Composite Ventral Patch;
2. ProGrip Laparoscoplc Self-Fixating Mesh

Hac*ro;m[ee PETHCTPAITMOHHOE YIOCTOBEPEHHE BHIIAHO
"Konmmen Jine', CIIIA,

~ Covidien Ll¢, 15 Hampshire Street, Mansfield MA 02048, USA

[IpomsBomurens
"Co¢pagum npogaxmu’, @panmms,

Sofradim Production, 116 Avenue du Formans, 01600 Trevoux, France

Mecto npomeJ.ICTBa MEMIEHCKOTO M3eTHs
116 Avenue du Formans, 01600 Trevoux, France

Howmep pePHCT'paIIHOHHOPO mocee Ne P/I-11299/8410 ot 11.05.2016
Bun Menmiliﬁci{oro H3IEITHs 249270

Knacc HOTGHI.[HEU'ILHOI‘O pHCKa. NMPHMCHCHHA MGJIKIIPIHCKOPO HB,I[BJ‘II’UI 3

Kon 06mepoccma[cxoro Knaccml)m(ampa MIPOIYKIUH IJIs Me,[[HlHdHCKOI‘O 3 ICIHS 93 9818




JEKJAPALMA O COOTBETCTBHU

O6iecTBo ¢ orpanHYenHoit orsercrseniocTrio "Mexrponuk"; OO0 "Megrponux”
(HﬂMMeHOBaHHe Oprafsadi uiH q)ﬂMH.IIH}I, HMA, OTHECTRO HHAUBMIYANEHOTS MPEATNPEHHMATEA, TNIPHHABLAHX JEIUTAPAUMIO O CDOTBSTCTBHH)

Mesxpatiorras wacnexips Penepansroil Hamorosoi cinyk6er Ne 46 mo r.Mockse , 30.01.2008

CBEIEHUA O PETHCIPALHN OPTAHH3AHMH HIM HHAWBUIY&NLHOTO 1PCATNIPITHAMATENRS

OT'PH 1087746137247

{HAHMEHOBAHKE PErMCTPHPYEOIIIETC OPrana, AATA PEFHCTPALIY, PErHCTPALHOHHEIT HOMSP)
Anpec: 123317, r. Mockea, ITpecrerckaa nadepekaas, 1. 10,
Tenedon: +7 (495) 580-73-77, darc: +7 (495) 580-73-78
(appee, Tenedon, pakc)
B nune  IemepamsHoro jupexropa IlmsicyHosoil Estensl BUKTOPOBHEI
{ DOJKHOCTD, (haMuiiusl, HMs, OTYECTBO PYKOBOINTEN OPTAHH3ALMM, OT HMERH KOTOPOLE OpHHIMAaesTC JieKAapaius)

3agBIseT, 4To PMniaaaTar Ui BHYTPEHHEro HPOoTe3HPOBANHA B BAPHAHTAX HCIOJIHEeHMA:

1. Parietex Composite Ventral Patch;

2. ProGrip Laparoscopic Self-Fixating Mesh.

{HAMMEHOBAHHE, THIT, MAPKA NPOAYKIMHA (YCIyTh), KA KOTOPYEC PACTIPOCTPAHAETCA IEKNAPALHs)

Kopn OKII 83 9818 Kon TH B3I 9621 96 906 9

woa OK 005-93 51 (unw) TH B CHI wnu OK 002-93 (OKYH), ceeacuna o CepHilHOM BrINYCKS UITE TTAPTHH
CepHifHBIH BBITYCK
(HOMep MapTHH, HOMCPA HALSAHH, PEKBHINTEL JOTOBOPA (KOHTPAKTA), HAXTIA/HAS )
"Codpaaum npogaxmy", @panis,
Sofradim Production, 116 Avenue du Formans, 01600 Treveux, France
HAHMEHOBAHHE H3TOTOBHTENS, CTRAHEL 1 T.I.

cooTBercTByeT Tpebosarusam: 1'OCT P 50444-92 (p. 3, 4), 'OCT P UCO 14630-2011, TOCT P 52770-
2007, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, TOCT ISO 10993-5-2011, FOCT ISO 10993~
6-2011, TOCT ISO 10993-7-2011, I'OCT ISO 10993-9-2011, I'OCT ISO 10993-10-2011, F'OCT ISO
10993-11-2011, I'OCT ISO 10993-18-2011

{0603HANEHIE HOPMATHBHEIX ACKYMEHTOR, COCTECTCTBHE KOTOPBIM NOATBEMIUISHO TAHHOH AeKNapaliiei, ¢ yXasaHHeM MyHKTOB 3THX HOPMatHBEBLX
JOKYMEHTOB, COAEPHALINX TpeGORAHNA A1t JAHHOH Npo/Yy KWy (YOIyTy))

Texnapai(ust TPHHATA HA OCHOBAHWM: MPOTOKoNa wcnbitanmit Ne 1371-P/14 o1 28,03.2014 UMII OOO
"[ICA", per. Ne POCC RU.0001.21MM54, 13.04.2011 - 13.04.2016; 3axkmogeHuil TOKCHKOJIOTHICCKUX
Hensrranmit NeNe 520.014P, 521.014P ot 27.02.2014 WU ®I'BYH "HAN @XM" GMBA Poceun, per. Ne
POCC RU.0001.211IM33, 05.09.2012 - 16.07.2015

Perucrpanuonroe yjoctoepenue QemepansHoi ciryxObl 10 Haa30py B cdepe 3ApaBOOXPAHEHH S

Ne P3H 2015/2481 ot 31.05.2016

(ThOPMALISL O JIOKYMEHTAX, ABJLUOIEIXG OCHOBAHMEM JIT8 NIPUASTHS JCKIIApaLK)

o (GIBCTCTBHH ACHCTBHTENbHA 11O 01.06.2019

- .. CreicHUS 0. PErHCTPAIANA. JISKIAPALAHA O COOTBETCTRUM

ILnscyrosa Ejena Bakroposna
(MHUIHASBL, haMUITHA)

000 "1IEHTP CEPTUGHKATIIN I AEKIIAPAPOBANIST, Ne POCC RU.000T, 111/1M41'
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I Ba,\yn MITEBHIKHA, JI0M No 3, KOPIYT | Teneqon: +7 k‘*’?‘-’ ) 785431

3APETHLTPUPOBABEIETC NEKTApAIMI)}

POCC FR.MM41,J106520 ot 01.06.2016
(nata perucTpariy H pemcrpaunoml.fﬂﬁ HOMEp ACKIaparlFH)
e AJ. loko

{1OMIHCE, AHAIMATEL, (BAMIIHA PYKOROMTEIA OPTaHa N0 cepTihUralmm)




