(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




JEKJIAPAIIUA O COOTBETCTBHHA

O06mecTBO ¢ OrpaHHYEHHOM 0TBeTCTBeHHOCThI0 ""Mearponuk'; 000 "Mearponnk"

(Haumeuonalme OpraiH3aldyd unn (bﬂMHJ’iHﬁ, UMsl, OTUECTBO HHAHBHAYANIBHOrO NPEANpPHHNMATENS, MPUHABLINX AeKNapauuio o COOTBC’I'CTBHH)
Mesxpaiionnas nacnexknus ®enepansHoi Hanorosoi ciayx6s1 Ne 46 no r. Mockse , 30.01.2008
CBEACHHA O PErHCTpalli OpraHu3auly HNH HHAHBHAYANLHOrO NpEANpHHNMATENS

OI'PH 1087746137247

(HaUMEHOBAHKE PETHCTPHPYIOLLErO OpraHa, AaTa PerkcTpaliH, PErHCTpauHoRHEIH HOMEp)
Anpec: 123317, r. Mockea, IIpecHeHckas HabepexHas, 1. 10,
tesedoH: +7 (495) 580-73-77, cdaxkc: +7 (495) 580-73-78

(aapec, Tenedon, (axc)
B nune  I'enepanbHoro mupekropa Ilnscynosoi Enensl BUKTOPOBHEI
(IIOH)I(HOCTI:, (l)ﬂMHJIHSl, HMS, OTHECTBO PYKOBOAKTENA OpraHn3aLii, oT HMCHH KOTOpOﬁ npiHHMaeTcs nemapauuu)
3asgBnseT, 4TO MMnianTaT 1)1 BHyTPEHHEro NpoTe3HPOBaHHA B BADHAHTAX HCIOJHEHHA:
1. Parietex Composite Ventral Patch;
2. ProGrip Laparoscopic Self-Fixating Mesh

(HAHMEHOBAHNE, THI, MapKa NPORYKUHH (YC/TYTH), Ha KOTOPYIO PACNPOCTPAHACTCA JEKNAPALIHA)

Kog OKIIA2 32.50.22.190 Koa TH BT 9021 90 900 9

ko OK 005-93 u (uan) TH B3 CHI™ unn OK 002-93 (OKVYH), cBeaeHns 0 cepriiHOM BbIMYCKE Wil NApTHH
CepHiiHbIHA BHITYCK

(1oMep NapTiH, HOMEPA U3JeNHH, PEKBH3NTBI AOroBOpa (KOHTPAKTa), HaKNaaHas)
"Codpagum Ilpogaxkmn", ®panuns,
Sofradim Production, 116 Avenue du Formans, 01600 Trevoux, France
MecTo Npou3BOACTBA MEIUIIHHCKOT0 U31€IH
116 Avenue du Formans, 01600 Trevoux, France

HaHMEHOBAHHE H3rOTOBUTENA, CTPaHb! H T.I.

cootBercTByeT TpeboBanmsam: ['OCT P 50444-92 (p. 3, 4), TOCT P UCO 14630-2017, 'OCT P 52770-
2016, TOCT ISO 10993-1-2011, TOCT ISO 10993-5-2011,COCT ISO 10993-6-2011, I'OCT ISO 10993-
10-2011, 'OCT ISO 10993-11-2011, 'OCT ISO 10993-12-20135

(0603HaMeH e HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBIE KOTOPbIM MOATBEPHUIEHO AAKHO AEKNapaLueii, C ykaaHHeM NYHKTOB 3THX HOPMAaTHBHBIX
JIOKYMEHTOB, COREepIKALLHMX TpeGoBaHHA IS AaHHOI npoayKumy (ycnyri))

Jlexnapanyus NpHHATA HA OCHOBaHWMH: MpPOTOKONA TexHuyeckux ucmbrtanuii Ne 2018.TD-22.12CD ot
11.12.2018 OO0 MJIL "MenTectlIpuGop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; mpoTokona
TOKCHKOJOTHYECKHX HCCIenoBaHuil MemumuHckoro m3zenuss Ne 45389 ot 12.12.2018 JlabopaTopHBIi
nentp OO0 "Llentp Konrposs Kauectsa OHLL", per. No POCC RU.0001.21PK75 ot 12.08.2014
Peructpannonnoe ymoctoBepenne OeepanbHON CayxObl 1o Hamsopy B cdepe 31paBoOXpaHEHHUS
(POC3IPABHAI30P) NoP3H 2015/2481 ot 31.05.2016

(HH(l)OpMﬂuMﬂ 0 JOKYMEHTAX, ABNAIOUIHXCA OCHOBAHHEM UTA MPHHATHA ncxnapaulm)

26.12.2021

Ilnsicynosa Enena BukrtopoBHa
(uHMIMANB], haMUIHA)
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CpeneHus o perQ?ﬁBéunn JEKIAPalMd O COOTBETCTBUH

OOO/«@‘EE CEPTI/Id)I/IKAI_II/II/I U JEKJTAPHUPOBAHUWS», Ne RA RU.11MIT18
0 CEp (HauMeHOBaHHeE 11 aipec opraHa no cepTuhuKaumy,
@ SO&MR‘K@QIJI Muépnuky, noM Ne 3, kopryc 1 Tenedon: +7 (495) 783-42-17

3aperncTpHpOBaBLIETO ASKNAPALHIO)

-FR.MIM18.B.00422/18 ot 26.12.2018 neicTByeT A0 26.12.2021

(nata perncTpaumi i pErHCTpaLHOHHbI HOMEp AcknapauuH)
A Jl. Joko

(noanuck, HHHLKAND], GaMHIHG PYKOBOAHTENS OpraHa 1o cepTidukaunn)




