





NEKJIAPALIAA O COOTBETCTBUMA

O6mecTBO ¢ OrpaHHYE€HHOM 0TBETCTBEHHOCTBIO "Mearponuk'; 000 "Mearponuk"

(HaMMEeHOBaHHE OpraHH3aunH HIH q)aMHJ]Mﬁ, UMA, OTYECTBO HHAHBHAYANLHOTO npeanpuHuMartens, NPHUHABIIUX ACKnapauuto o COOTBGTCTBHH)
MesxpaiioHHas nHcrexius PenepanbHOR HANOroBoH ciykOb! Ne 46 mo r. Mockse, 30.01.2008

CBEICHUA O perucTpauiy opraHu3anii Wil HHAWBUAYAIBHOIO NMPEANPHHUMATENA

OI'PH 1087746137247

(HaUMEHOBAHNE PEFUCTPHPYICILETO OPraHa, AT PEFHCTPAUMH, PErHCTPAUUOHHEIH HOMeEp)

Anpec: 123317, r. Mocksa, ITpecHenckas HaGepesxHas, A. 10, Tenegon: +7 (495) 580-73-717,
dakc: +7 (495) 580-73-78

(anpec, Tenedhon, daxc)
Baune IenepanbHoro nupexropa IlimsicyHoBo# Enensr BUKTOPOBHEL

(1OMKHOCTD, (PaMIITHA, HMA, OTHECTBO PYKOBOAHTENSA OPranH3aLutil, OT HMCHH KoTOpoit IPHHUMAETCA AeKnapalus)
3asgBisIET, UTO HMucTpyMenThl XHPYPruieckne K KOMILIEKCY annapaToB A1 MHKPOBOJIHOBO# (MJIM

CBY) a6asaunn ¢ NPHHALICKHOCTAMHA
I. MHCTpYMEHTBI XHPYPruuecKne K KOMILUIEKCY aNnaparos AJis MHKPOBOJIHOBOI (MJ1H
CBY) aGasuumn:
1. MHcTpyMeHTHI (ANNJIHKATOPbI/AHTEHHbI) XHPYPruieckKHe MEKPOBOIHOBBIE.
2. HHcTpyMeHTBI XHpYpPrudeckHe (anMIHKATOPbI/aHTEeHHbI) YPECKOKHbIE
MHKPOBOJHOBbIE.
IL. IIpuHAAIeKHOCTH:
- Tpy6xu HppHraHOHHbIE K HHCTPYMEHTAM XHPYPrHYeCKHM
(annauKaTopaM/aHTeHHAM) YPEeCKOKHbIM MHKPOBOJIHOBbIM - HE GoJsiee 30 wiT.

(HauMeHOBaHHe, THI, MapKa NPOAYKLLI (YCAYTH), HA KOTOPYIO pacHpOCTPaHACTCA Nexknapauus)

Koa OKIIA2 26.60.13.190 Kox TH B9]1 9018 90 840 9

o OK 005-93 w (unu) TH B3| CHI nnit OK 002-93 (OKYH), ceenenins o cepHiiHOM BbINYCKE HAH NapTHH
CepHitHBIN BBITYCK

(HOMep NApTHI, HOMEPA H3AENHi1, PEKBI3NTHI 10T0BOpa (KONTpPaKTa), HaknagHas)

"Kosuauen Jliuc", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA Mecro npounssoacTea: 15 Hampshire
Street, Mansfield, MA 02048, USA

HaWMEHOBaHHE 3rQTOBHTENA, CTPAHbI H T.I.

COOTBETCTBYeT TpeOOBAHHSAM: TOCT P 50444-92 (Pasa. 3,4), TOCT P MOK 60601-1-2010, roct
19126-2007 (Pasx. 5), TOCT P MK 60601-2-2-2013, TOCT P 52770-2016, TOCT ISO 10993-1-2011,
TOCT ISO 10993-5-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-10-2011, T'OCT ISO 10993-12-
2015

(06Go3HaUEeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBCTCTBHC KOTOPbIM MOATBEPHICHO JaHHOIT fleknapauneii, ¢ yKajaHHeM NYHKTOB STHX HOPMAaTHBHBIX
ZIOKYMEHTOB, coziepxatx TpeGosamia ans AaHHOH NPOAYKLUMH (ycnyrn))

Jlexmapaliis NpHHSATA HA OCHOBAHUU: NPOTOKOJA TEXHUIECKUX ucneitanuii Ne 2019.TD-25.06CD ot 07.06.2019

000 WL "MenTectlIpu6op", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; npoTokona TOKCHKOJIOTHYECKHX

uccenoBanmii MequumHckoro usaenus Ne 31329 ot 17.06.2019 JlaGopaTopHblii LEHTP 00O "leutp Konrpons

Kauectsa OHII", per. Ne POCC RU.0001.21PK75 ot 12.08.2014

Peructparontoe  ynocroepenne DenepanbHoit  ciyxOGbl 1o Hajsopy B chepe 3ApaBOOXpaHEHHS
2P) No ®C3 2011/10133 ot 04.08.2011

(mld)opmaunx 0 AOKYMEHTAX, ABJAIOWIHXCA OCHOBAHHEM IS NIPHHATHSA nemapauuu)

e 17.06.2019

me*rc*smkl JefiCTBUTEIBIIA 10 17.06.2022
N\ 2 z %";
;ZA Iz
J K o fj ] Ilnacynosa Enena BukropoBna

(uHULHMANE], haMHIHs)

¥ 3 M JCKiapalunu o COOTBETCTBUH
"%.iféﬂ' UKAIIMU U JTEKJIAPUPOBAHNS», Ne RA.RU.1 IMII18
C

(HZIHMCHOBQHIIC H aapec oprauna no CepTH(I)HKaLlIHI,

MceruKy, oM Ne 3, kopnye 1 Tenedon: +7 (495) 783-42-17

3apCrHCTPHPOBABLUEro ACK/IApaLiio)

erRUHA-US.MM18.B.01094/19 or 17.06.2019 AencTBYET
===

no 17.06.2022
(naTa perHcTpaLiH i pEricTpauionHBlil HoMep AeKaapaLui)
M.IL &5 s AL loxo

(MOAMICE, HHIUNATEI, (haMIIA PYKOBOANTENA Oprakia no cepTidiKaLH)




