AEKJAPAIIMS O COOTBETCTBHHN

O6mecTBO ¢ 0rpaHHIeHHOMH 0TBeTCTBeHHOCTRI0 "Kosnuen Erpasusn"; 000 "Koeumen Eppazusn"

(HaHMeHOBaH['Iﬁ OpraHi3alug HiIH ltlBMHﬂlflSI, HMA, OTYECTBO MHAHBUAYANBHOMO HPCEAPHEHMATENA, IPHHABILNAX JACKIapaueio ¢ COOTBBTCTB!’IH)
Mexpaionnas mucnekuus Oenepansuolt nanorosoif cmyxOs1 Ne 46 mo r.Mockee , 23.07.2001

CBEACHHS 0 PCFHCTPALNN OPTaHH3aLMH HIH HHAMBHAYATLHOTO [IPEANPHERMATENS

OI'PH 1027739579284

{HAKMEHOBARNE PErHCTPUPYIOLISTO OPraHa, JATA PerHCTPALWE, PETHCTPAIMOHHEIN HOMED)

Anpec: 105120, r. Mockga, nepeysiok ChipoMsITHHUECKHI 2-i, 1oM 1, Tenedon: +7 (495) 933-64-69

(anpec, TenedoH, dakc)
B smne  T'enepansHoro mupexropa Boxosoit Mapuu JIEBOBHEL

(HomiHECTS, GAMUTHA, HMA, OTHECTRO PYKOROAKTEI OPrAHE3ALNH, OT HMERH KOTOPO# AIPHHAMACTCA JCKAPALIE)
3agBusgeT, 4TO IMyascokenmerprr N65, N600X, N560 ¢ npuaanIeRHOCTIMH

(HaumeHoBAHE, THN, MADKA IIPONYKLMK (YCIYTH), HA KOTOPYHD PACTIPOCTPAHACTCA JCKAAPALHS)

Kopn OKII 94 4180 Koa TH BJJT 9018 19 900 0

o OK 005-93 u (uaw) TH B3I CHI nau OK (02-93 (OKXYH), cBeeHHA ¢ cepHIHOM BBITIYCKE HITH napTHi
Ceputinbiii BBIIYCK

(HOMep MapTiH, HOMepa H3ZEIHIL, PEKBUSHTE! ACTOBOPA (KOHTDEKTR), HAKNAIHAT)

"Kosuguen Jlac", CIIIA, Covidien Lilc, 15 Hampshire Street, Mansfield, MA 02048, USA

HANMECHOBAHWE W3TOTOBKMTENA, CTPAHEL H T.H.

coorsercrByeT TpeboBanmam: TOCT P 50444-92 (p. 3, 4), TOCT P 50267.0-92 (MD3K 601-1-88), [OCT
IEC 60601-1-1-2011, FTOCT ISO 9919-2011, TOCT IEC 60601-1-8-2011, TOCT P M3K 60601-1-2-2014

(0Bo3HaueHHe HOPMATHEHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPEIM TIONTREPHICHO TAHHOH Zelutapalyeit, ¢ YKa3aHHEM MYHKTOB 3THX HODMAaTHBHBIX
JOKYMEHTOB, CONSPKAUNX TpeGOoBanug A8 JaHHOA NPOAYKUMHE (YCayrH))

Jexnapanus MpuHsTa Ha OCHOBAHMH: IIPOTOKOJA Hembrtanmit Ne 212-H-14/337 ot 01.10.2014 WL IOV
A0 "PocenficKkas —MCIVLMHCKAd — aKafeMHs —TOCHEAMIUIOMHOTO  00pasoranns MuHHCTepCTsa
sapasooxpanennd Poceniickolt @enepannn”, per. Ne POCC RU.0001.21HMM60, 24.06.2010 — 24,06.2015;
npoTokona ucubiraHuit Ne 2015.TD-04.10CD ot 01.10.2015 OO0 HJILL "MenTectTputop", per. Ne POCC
RU.0001.21MI126 ot 22.07.2015

Perncrpanmonnoe ymocrosepenne ®enmepansuoit cayx6e mo Hamsopy B cdepe 3APaBOOXPAHCHIS H
COUHAILHOro passuTig Ne OC3 2012/11627 ot 19.03.2012

(undopmariiz 0 MokymeHTEX, ABAMIONIMXCA OCHOBAHHEM AN PHHATHS ASKIAPALIHA)

Hara npunatus xexknapaimms  01.10.2015

Hexrapanus o COOTBETCTBHH JeHCTBHTENRHA 10 01.10.2016

Boxosa Mapus JIeBosna
(MHRIHATH, (QaMuIHe)

(HAMMEHOBAHHE H a7pec Oprana 1o cepTUhUKaLFH,

Rz yo1. MuesHuKH, oM Ne 3, kopuyc 1 Tenedon: +7 (495) 783-42-17

< 38PETHCTPUPOBABLIENG AEKNAPAIHIO)
o s POCC US.MIM41.J105701 ot 01.10.2015
ey N /,S,Q/ (HaTa perUCTPAUNH H PEFHCTPALHOHHEI HOMED eKTIapali)
& S ;
Hra ggon 87 2, & AJL JToko
20l

{(noAmMCE, MHULHATE, (haMuIEs PYKOBOAHTEN Oprasa oo cepTHdHKALMH)




L. Ilynscokcumetpsr N635, N60OX, N560:

1. [MynscoxcumeTp N-65 B KOMHANEKTE C:

- JAT9HK YTBCOKCHMETPHUYECCKHH - | mIT.

- barapetikn AA - 4 T, :
- PYKOBOACTRO nojb3osatend na CJI mucke - 1 .,
~ KPaTKOe pyKOBOACTBO MONL30BATENS - 1 miT.
- MHOTOS3EIYHBIN YITAKOBOYHEIH JHCT - 1 1o,
2. Ilynecoxcumerp N-560 B KOMILIEKTE C:

- JATYHKH TYIBCOKCHMETPHYECKHE - BO3MOKHA KOMIUISKTAHS 0T 1 10 4 .

- xabelb YUIMHATEIBHBIN 71 JaTYHKOS - | IIT. o

- ceTeBoi mHyp - 1 mr.

- PYKOBOJCTBO IO DKCILTyaTaiiu - 1 1T,

3. [Tynecoxcumerp N-600x B KOMITIEKTE C:

- JATYHKH IYJIBCOKCHMETPHUESCKHE - BO3MOXKHA KOMIICKTamd oT 1 10 5 mT.

- IPEIOXPaHuTeNb - 2 LIT.

- kabeah HYJIbCOKCUMETPUYECKUH - 1 1T,

- ceTeROH mHYp - 1 WT.

- PyKOBOACTBO N0db30BaTend Ha CJ] - 1 mir.

- KpaTKOE PYKOBOACTRBO IIOJIB30BATENA - 1 T,

1. IpunagnexKHOCTH:

- ceTeBo¥ YD - He Somee 10 mrr.

- kabern nynbcokcuMmeTpraeckuit - He Gonee 10 .

- pykoBozcTRO nonkzoBatens Ha CJ] nucke - Be Goxee 10 mir.

- HpejoxpaHnTens - He 6onee 10 mr.

[H. Opranuzanuy-A3roTOBUTENH:

I. Covidien Llec, 15 Hampshire Street, Mansfield MA 02048, USA.

2. Covidien Lle, 37 Boulevard Insurgentes, Libriamento a la P, La Mesa Tijuana, B.C., Mexico.

3. Mediana Co., Ltd., 1650-1,2 Donghwa-Ri, Munmak-Eup, Wonju Medical Industry Park, Wonju-Si,
Kangwon-Do, 220-801, South Korea.

4. Sanmina-SCI Systems, Sdn. Blvd., 201 Lorong Perusahaan Maju 9, Bukit Tengah Industrial Park, Perai, MY-
07 13600, Peneg, Malaysia.

5. LHI Technology (Shenzhen) Co., Ltd., Bang Ling Cun Xiao Zu (Cun Bei), Gui Hua Cun, Guan Lan Guan
Lan, 518110, China.

6. Covidien Llc, Michael Collins Road Mervue, Co. Galway, Ireland.

borosa Mapus JIbBoBHA
(MHAIAANTBL, DaMEITHS)

IR EPTHOUKAIWH Y JEKJAPHPOBAHWA», Ne POCC RU.0001.111M41

{HauMENeBAHWE W aipec OpraHa 110 CepTAUKAUHH,

yi. Muesuuxn, 1oM Ne 3, xopirye | tenedon: +7 (495) 783-42-17

3ApeTHCTPHPOBABINErO JAEKAAPAIHIO)

POCC US.MM41.805701 or 01.10.2015

(AaTa perncTpaii H PErHCTPALIMOHHE HOMEp ACKApaUUH)

Al loko

(MOAMICE, MHHUBARLL, BaMHIKE PYKOBOAHTENS OPraHa Mo cepTHdHKAItK)




