JEKJAPAIIUA O COOTBETCTBHUH

O0mecTBO ¢ orpanHUeHHol oTBeTcTBeHHOCTHEI0 'MenTponuk''; Q00 "Mearponuk"

(HaHMCHOBaH[{e OpraHv3amumn i [baMHJTHﬂ, UM3I, OTHECTBO HHAWBHAYANBHOTO MPEANPHHAMATCIA, NMPHHABUIMX ASKNapatHio o CDOT“CTCTI]HH)
MesxpaiionHast uHcnekipst DepepanbHoi HatoroBoi ciryixosr Ne 46 no r.Mockse , 30.01.2008

CREICHNA O PErMCTPALMN OPpraHH3auuy Ui HHANBUAYANIbHOTI'O NpeAnpHHHMATENA

OI'PH 1087746137247

(HAaMMEHOBAHUC PECHCTPUPYIOLIETO OpraHa, JaTa PErHcTPaIuy, PErHCTPALMOHHLLR HOMED)
Anpec: 123317, r. Mockga, [1pecneHckas HabepeskHas, a. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tenedion, daxc)
Bmune  [enepansnoro pupexropa [lisicynoBoit Enenst BUKTOpOBHBI

(MOMWKHOCTD, (PAMHIINS, UMsI, OTYSCTBO PYKOBOJMTENS OPraHH3aLUMH, OT HMEHH KOTOPOIH NMPHHHMACTCs ACKNapariis)
3asBiser, 4To HabGopsl MequuHCKHE /151 ACTIHPALHMH H APEHUPOBAHHSA

(HAUMEHOBAHHE, THII, MapKa POLYKIHN (YCITYTH), HA KOTOPYIO PACHPOCTPAHACTCA NeKnapaitusn)

Ko OKII 94 3710 Kox TH B3/1 9018 90 840 9

koa OK 005-93 v (mnn) TH B2JL CHI wian OK 002-93 (OKYH), ceeagHiA 0 CEpHHHOM BLINYCKE WIH HAPTHH
CepuitHbBIit BEITYCK

(HOMep naprTuu, HOMEpA H3IeIHH, PEKBH3HTEI I0TOBOPA (KOHTPAKTA), HAK/IALHAL)

"Kopumuen Jlae'", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

HAMMEHOBAHHC U3IOTOBHTCIA, CTPAHEL H T.TI.

coorBetcTByeT Tpebosanmsam: ['OCT ISO 7886-1-2011, TOCT 19126-2007 (p. 5), TOCT ISO 7864-2011,
T'OCT 21240-89 (ITu. 3.6, 3.7, 3.13, 3.14), TOCT 396-84, 'OCT 26641-85 (ITn. 2.3, 2.4, 2.7, 2.8, 2.11),
T'OCT 3399-76 (mm. 1.2, 2.2-2.8, 2.10), TOCT P 52238-2004 (MCO 10282-2002) (um. 6.2, 6.3, 6.4), TOCT
P 52770-2007, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, 'OCT ISO 10993-5-2011, I'OCT ISO
10993-10-2011, 'OCT ISO 10993-11-2011

(0Bo3HAaUCHHE HOPMATHBHEBIX AOKYMEHTOR, COOTBETCTRHE KOTOPBIM MOATBEPUCICHO JAAHHOI JeKiapatied, ¢ yka3aHueM IyHKTOB STHX HOPMATHBHEBIX
JOKYMEHTOB, COAePIKaIX TPEOOBAHNA JUIs IAHHOM NPOAYKLHU (YCITyTH))

Jlexnapaiys NPHHITA HA OCHOBAHHWH: TpoTOKONa uenbranuit Ne 212-H-14/338 ot 01.10.2014 WJIL I'OY
JIIO  "Poccmiickas MEOUIMHCKAs aKaJeMus TOCIeAMIUIOMHOTO o0pa3oBaHMs MuHHCTEpCTBa
3apaBooxpanenus Poccmitckoit @emepamuu’, per. Ne POCC RU.0001.211MM60, 24.06.2010 — 24.06.2015;
3aKJIFOUEHHAN TOKCHKOJIOrHYeckux ucnbiranmii NeNe 3438.014, 3439.014 ot 02.10.2014 WJII[ PI'BYH
"HIN ®XM" ®MBA Poccum, per. Ne POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015
Perucrpanuonnoe ynoctosepenue @enepaibHoi ciiyk0b1 10 HA/B30py B cepe 31paBooXpaHeHUs

Ne ©C3 2012/12256 ot 22.06.2012

(MH(opMaLKsl O JOKYMEHTAX, SABIIAIOMIXCA OCHOBAHUEM JUIsl IPUHSITHA ASKIapaliun)

Jlara mpunsitus nexnaparun - 31.05.2016

LRETCTBUM JIeHCTBHTENBHA IO 31.05.2019

Iasicynosa Enena BukroposHa
(wHHTIATBL, (haMUITHST)

CBeIeHIs O PETHCTPAIIUH ASKIAPAIHE O COOTBETCTBHA
000 ' HEHFR. CEPTUOUKAIUMN U JEKJTAPUPOBAHIS", Noe POCC RU.0001.11MM41

OG‘SWQ? D (HanMEHOBAHHE ¥ aJPec OpraHa o cepTHPHKALIH,
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(nosimucs, HHLAATLL, (haMUILISL PYKOBOIHTENA OPraHa Mo cepTudHicatiim)




HaGopb! MeIHIUHCKHE UL ACTIHPALIUH ¥ JIPEHUPOBAHs], BADHAHTEI HCIIOHEHHS:
1. JInst TOpaKOCTOMHMHU:
- Tpoakap-karetep — 1 1T,
- mepuatku — | mapa
! - TAMITOHBL J1s1 00paboTK| — 2 1T,
i - yamedku s 00paboTku — 2 1T,
- JeHTa B KaTymke — 1 mrT.
- yameyKa Jjis Jekaperea — 1 mir.
- IPOCTBIHS ¢ KICHKAMH Kpasimu - | mT.
- [upuIn — 1.
- Wrjia — 3 I0T.
- CKaJpIesb — 1 mT.
- IMeIKOBast HUTH ¢ UrIoi — 1 mT.
- MApJICBBIe TAMIIOHBI — 4 IIT.
- MapJieBbIe candeTk — 4 1T,
2. JIns TopakoleHTesa;
- HIJIA TS TopaKomenTesa — | mir.
- katetep — 1 miT.
- TIpeI — 1 T,
- IPeHaKHBIA MEIIOK — | IIT.
| MecTo npoOU3BOACTBA:
I 1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.
| 2. Covidien Treland Ltd., formerly Tyco Healthcare Ireland Ltd., Sragh Industrial Estate Tullamore, Co. Offaly,
Ireland.
3. Covidien, formerly Nellcor Puritan Bennett, 37 Boulevard Insurgentes 19030 Libramiento, Tijuana, B.C.,
22225, Mexico.
4. Covidien Deutschland Manufacturing GmbH, Gewerbepark 1, Neustadt/Donau, D-93333, Germany.

Ilasicynosa Enena BukropoBHa
(maAnHABL, (haMHITHL)

CpelleHys O PErUCTPALMHE JEKIapauu O COOTBETCTBUN
000 "LIEHTP CEPTU®HKAI MU U JEKJIIAPVMPOBAHM A", No POCC RU.0001.11MM41

(HAHMEHORAHME 1 A[IPEC OPraHa No cepTHhHKALMIL

Ba, yi1. Muesuamkn, oM Ne 3, kopmyc 1 renedon: +7 (495) 783-42-17

3aPErMCTPUPOBABLLCTC IEKTAPALIAED)

POCC US.MM41.J106509 ot 31.05.2016

(ATA PErMCTPAITHH W PETHCTPALIMOHHEIH HOMED AEKITApaLn)

£ A . Nloko

(NMOATNCH, MHHLMANDL, (aMUTHA PYKOBOAHTENs! CPrana no cepTiduKaLHm})




