JEKJAPALIUSA O COOTBETCTBHUH

O6mecTBO ¢ orpaHueHH0il orBeTcTBeHHOCTHI0 'Kosumien Espasus’; Q00 "Kosuanen Espazusa”

(liaHMEHOBHHHC Oprasi3aluy Kin d)&MI‘[ﬂP[F[, VM4, 0TYECTBC HEANBHAYANBHOTO NREARPHHAMATENS, [HHHABIBNAX JACKIIAPauMIo O COOTBCTCTBPH‘I)
Mexpaitonnas uncnexius Genepansnoit Hatorosoi cnyx0Ou1 Ne 46 o r.Mockae, 23.07.2001

CBEJCHUA ¢ PETHCTHAIHH 0PradU3aliuy HIIH HEAUBUAYANLHOTC NPEANPHHHMATENS

OI'PH 1027739579284

(HayMeHOBAHHE PETHCTPHDYIOILGTO Opraya, 1aTa peTHCTPALKH, PErHeTPAUHORHELL HoMep)
Anpec: 105120, r. Mockea, nepeynox Ceipomarauteckuii 2-#, nom 1, renedon: +7 (495) 933-64-69
(anpec, Tenedon, daxc)
Bmme  TencpanwsHoro mupexropa bokopoit Mapun JISBOBHEI
{nomKHOCTE, haMINU, HM3, OTHECTRO PYKOBOAHTEI OPFAHN3ALMN, OT BMEHH KOTOPOH NpHHHMAETCH JeKrapalma)

3asBseT, 9TO HucrpymeHTBI 3J0eKTpPOXHpYPIrHYecKHe MOHO H OUIONspHBIE B Habopax H
OTAeNBHEIX yHakoBkax k anmaparam Force FX, Force EZ, Force Argon II,
ForceTriad, LigaSure, Surgistat II, Cool-tip RF/Switching Controller ¢
NPHHAJIEKHOCTAME

{HAaUMEHOBAHUE, TUIL, MAPK& NPOAYKLHH (YCIIYTH), HA KOTOPYIO PACMPOCTPAHSCTCA ACKIApalli)

Kon OKII 94 3120 Kon TH B3 9018 90 840 9

won OK 003-93 u (wan) TH BB CHT unr OK 002-93 (OKVH), ceezienns o cepuiHOM BREIYCKE HITH MAPTAM
Cepuiinbni BRITYCK

{HOMep napTiy, HOMEPa W3ACTHE, PEKBH3HTE! ZOTCROPA (KOHTPAKTA), HAKNAANAR)

"Kosuauen JLac" , CIIA, Covidien Llc, 15 Hampshire Street Mansfield MA 02048, USA

HAWMMEHOBAHME HATOTOBMUTENSA, CTPAHEI ¥ T.IL

coorsetcTByeT Tpehosanuam: ['OCT P 50444-92 (p. 3,4), FOCT P 52770-2007, FOCT ISO 10993-1-2011,
TI'OCT ISO 10993-5-2011, TOCT ISO 10993-10-2011, I'OCT ISO 10993-11-2011

(OGOSHH‘{EHHC HOpMAaTHBHBIX NCKYMEHTOR, COOTBCTCTBHC KOTOPBIM MIOATBECDHKACHO JaHHOoI Itelcﬂapauneﬁ, C YKa3aHHEM NTYHKTOB 3THX HOPMATHBHEIX
JIOKYMEHTOB, COEDKANINY TPpeGoBaHuA [1 AAHHOM MPCIYKLIAH (YCIYTH))

Jexnaparug OprHATA Ha OCHOBAHMM: NPOTOKOiA uenbrtanuit Ne 78-H-14/310 ot 06.06.2014 WIL 'OV
HIIO  "Poccmiickas MeOunuHcKas —aKajeMHs IOCHEAHILIOMHOro  obpasomamus MumucTepersa
3apasooxpanenns Poccutickoii Mexepauun”, per. Ne POCC RU.0001.211IM60, 24.06.2010 — 24.06.2015;
3aKIIOYECHHS TOKCHKOJIOTHUeCKHX ucnbtanui No 2005.014 or 06.06.2014 WL ©®I'BYH "HHH dXM"
@MBA Poccun, per. No POCC RU.0001.21MM33, 05.09.2012 - 16.07.2015

Permcrpanmonnoe yaocrorepenne GenepansHoit cinykObI 10 HAMZ30PY B chepe 3/paBooXpaHeHus

Ne &C32011/10146 ot 02.06.2014

(HHGOPMAILET O NOKYMEHTAX, ABIIOMMXCA OCHOBAHHEM JUNS NPHESTHA JeKNapaIiie)

Jlata npunsTrg neknapauun  22.09.2014

Jlexnaparus 0 COOTBETCTBUHE ACHCTBUTEILHA 10 22.09.2015

«Kmam;meﬁ
boxosa Mapus JIbBoBHA

(MHUIHANEL, QaMETHS)

aapemcmupoﬂanmcm ,&emapamﬂm)

POCC US.JIM41./7104123 o1 22.09.2014

(1aTa pETMCTPaLHE ¥ PETNCTPALHONHEN HOMED ASKTapauKn)

i AL Jloxo

(roanuck, HuMunans!, GamMuzus pyKOBOJIMTENI Oprada fo cepTHRHKaLHI}




1. HaGop B coctaBe: 3NEeKTPOA-UIa, TPYOKH COCANHUTENBHBIE — 2 IIT., 9AEKTPO/Ibl HAUeHTa BO3BPaTHEIE — 2
THT.

2. Habop B cocTaBe: 3MeKTPOA-HITA, TPYOKH COSAMHATEIbHEIE — 2 IUT., JIEKTPO MALMEHTa BO3BPATHBI — 4
HIT. -

3. DAeKTpon-HUria.

4. DneKTpo HanveHTa BO3BPATHEIM.

5. DeKTpos-CKaNBICIIEb,

6. SnexTpoJ-MapHK.

7. INeXTpOA-KPHUOK.

8. DNeKTpoI-HETIA.

9. BnexTpox M3rubacMolii.

10. Dnexrpoi-IHHIET.

11. DnexTpon 1anapocKONHIecK .

[2. 27eKTpol apTPOCKOIHYECKHIL

13. DaexTpo 3NeKTPONHTHPYEOIIHH,

14, UHCTpYMEHT 3NEKTPOIUTHPYIOLIHIMA.

15. DnexTpon yIIMHEHHBIH ITOBII.

[IpmHAAIEKHOCTH:

1. lepxatens 31eKTposos.

2. Kafenb coeTMHUTEIBHEIH.

3. TpybOKa coequHUTENBHAS,

MecTo OpOH3BOJICTBA:

I. Covidien Llc, 15 Hampshire Street, Mansfield, Massachusetts 02048, USA.

2. Deroyal Industries, Inc., 1703 Hwy. 33 South, New Tazewell, Tennessee 37825, USA.

3. Covidien Medical Products (Shanghai) Manufacturing, L.L.C, Bldg. #10, 789 Puxing Road, 201114
Shanghai, China.

4. Bovie Medical Corporation, 5115 Ulmerton Road, Clearwater, Florida, 33760, USA.

5. Kirwan Surgical Products, LLC, 180 Enterprise Drive, Marshfield, MA 02050, USA.

6. Buffalo Filter, Div of Medtek Devices, Inc., 5900 Genessee St, Lancaster, NY 14086 USA.

7. Bernstein AG, Untere Bult 2, 32457 Porta Westfalica, Germany.

8. Design Standards, Corporation, 957 Claremont Road, Charlestown, New Hampshire 03603, USA.

9. New Deantronics Taiwan Ltd, 12f. No. 51, Sec. 4, Chong Yang Rd., Tu Cheng Dist., New Taipei City, 23675
Taiwan, R.O.C.

10. Sutter Medizintechnik GmbH, Tullastrasse 87, 79108 Freiburg, Germany.

11. Linemaster Switch Corp., 29 Plaine Hill Road, Woodstock, CT 06281, USA.

12. Servicios De Ensamble Internacionales S.A. DE C.V. (SEISA), Parque Industrial Aeropuerto, Roberto
Fierro & Francisco Sarabia, CP 32685, Cd. Juarez, Chihuahua, Mexico

13. An Accellent Company, Calle Hertz 1525-6, Parque Industrial Bermudez, Cd. Juarez, Chihuahua, C.P.
32470, Mexico.

14. Covidien Llc, 5920 Longbow Drwe Boulder, Colorado 80301, USA.

bokosa Mapus JIbBoBHa
(muUTHATEL, HaMIITHS)

. (HaHMEHOBﬂHHE H aJpec opraHa 1o CCPTH(?)HKBL[HP[
b, yi1. MaesauKH, oM Ne 3, kopiye 1 renedon: +7 (495) 783-42-17

3APErUCTPHUPOBABIIETO ISKNAPALIMIO)

POCC US.MMM41.]104123 ot 22.09.2014

{RaTa perucTpauUMM M PErHCTPALMOHHEI HOMED NeKIApaLHH)

& AJ. Toxo

(IIGﬂﬂHCb, HMH¥LHATEI, C]]aMiEHHﬂ PYKOBOJRUTCTIA OpraHa no cepmd}m{auiaﬂ)




