AEKJTAPATIVIA G COOTBETCTBHUHHA

O6mectBo ¢ orpanndennoii orsercrsernoctiio ""Mearponux''; 000 "Megrponni"

(I-IBI‘[MSHOBEHHE OPraBH3aLHaN HITH q}ﬂM HITHA, WMA, CTICCTBC HHAMBHAYANLHOIC NPEANDHHUMATENE, OPHHABHIWX JCKIapalHK O COOTBETCTBHP!}
Mexpaiionnas uacnexips DejepanbHOH Hanorosoi cayxon1 Ne 46 mo r.Mockse , 30.01.2008

CBCASHWA O PErHCTPALNE ORTAHH3AUNH HIIH HHAHBHIYAIBHOIO LIPCAIPHHAMATENA

OI'PH 1087746137247

(HAHMEHOBAHME PErHCTPHPYIOUISr0 OPTAHA, JaTA PErHCTPALIMA, PECHCTPALHOHHEIN HOME)
Anpec: 123317, r. Mockea, Tlpecnenckas nabepesxnas, 1. 10,
tenedon: +7 (495) 580-73-77, dake: +7 (495) 580-73-78

{anpec, Tenedon, daxc)
Bmme  I'enepasbHoro mupexropa Iliscyrosoit Enensl BUKTOPOBHET

(HOJBKHEETL, (DAMUITHS, MMS, OTMECTBO PYKOBOJHTENS! OPraHK3aALAN, OT HMEHH KOTOPOI NIPUHHMAETCH JIEKIapats)
3asBIILET, UTO Iyiascorenmverper N6S, N60OX, N560 ¢ mpunayyexnocrsivu

(HAMMEHORAMIE, THI, MEPKA IPOIYKIHHE (YCIIYTH), HA KOTOPYIO PACHPOCTPARAETCA IEIKNAPAlLiA)

Kon OKII 94 4180 Kox TH B3/ 9018 19 900 0

kog OI 005-93 u (u) TH BOJ CHT unn OK 002-93 (OKYIH), cBengHns 0 cCepuiHOM BHINYCKE MK NAPTHA
CepriiHbii BRITYCK

(HOMEP NAPTHW, HOMEPA HIIETHH, PEKBAINTE] JOTOBOPA (KOHTPAKIA), HAKIAAHAS)

"Kopunuen Jiac", CIHIA,
Covidien Lic, 15 Hampshire Street, Mansfield MA 02048, USA

HAUMEHOBAHHC W3OTOBUTENS, CTPAHLI H T.H.

cooTBeTcTBYET TpeboBanmsM:  ['OCT P 50444-92 (p. 3, 4), TOCT P 50267.0-92 (MBK 601-1-88), TOCT
IEC 60601-1-1-2011, TOCT ISO 9919-2011, TOCT IEC 60601-1-8-2011, I'OCT P MDK 60601-1-2-2014

(oOe3HAYEH WS HOPMATHRHBIX IOKYMEHTOB, COOTBETCTBAE KOTOPHIM NOATBEMK/SHO NANH0T feKkmapaileii, ¢ yKa3aHHeM TYHKTOB STHX HOPMATHBHEIX
HOKYMCHTCR, conepaamux TpeboBanns /1% JAHHOH MPOIVKIEME (YCITyTE})

Hexnapanus IpHHATa HA OCHOBATHHN: TIpoToKosua ucnbirannid Ne 212-H-14/337 ot 01.10.2014 WU TOV
HIIO  "Poccwmitckast MejuIIMHCKAs — aKajleMHs  HOCIEHHILIOMHOro  o0pasopanus  MuHHCTEpCTBA
3pasooxpanenns Poceniickoi ®enepanun", per. Ne POCC RU.0001.211MM60, 24.06.2010 — 24.06.2015;
npoTokona uensranuit Ne 2015.TD-04.10CD ot 01.10.2015 OO0 WILI "MexTecrlIpudop”, per. Ne POCC
RU.0001.21MI126 ot 22.07.2015

Permcrpanmonnoe yuocrtorepenune OeepasHoil ciryx0b1 110 HaA30py B chepe 31paBoOXpaHeHIs

Ne DC32012/11627 ot 19.03.2012

(HH(jJO]JMH.Lll/Iﬂ 0 JOKYMCHTAX, ABIACIIHXCA OCHOBAHNACM AT SIPHEATH ncmlapaumi)

Hara npusasaTas rexnapamun - 03.06.2016

Jlexnaparus o cOOTBETCTBHA AeHCTBHTENRHA JIO 03.06.2019

IMascynora Esena Bukroposna
(MHULAATBL, paMMITHES)

..CBBZ[GHHH O PCTHCTPALIHHA ACKIApalidld O COOTBCTCTBHH

00Q." EHTP CEPTI/I(DHI{AIII/IH A JEKJAPUPOBAHMSA", Ne POCC RU.0001.111AM41

(HAMMEHORAHNE U ARPEC. OPIALE N0 CepTUuIALIL,

[ iViOCI(B‘&l YH V[HEBHHKH, JOM N9 3, KOpIiyc [ TGJ’I@(])OH 71495 7185-4L-17

3APerHCTPHPOBEBINETO JEKIAPAIIHIO)

POCC US.MM41./106565 ot 03.06.2016

(naTa perCTPavM i PerHeTPRUHOMHEI HOMSP NCKIAPAIIHH)

i AJ. doxo

(UoAnuUesh, HHAUMATE, aMHITHA PYKOBOZFTENA OPrana It CepTHHHKAINA)




Ilynscoxcumerpst N65, N60OX, N560 ¢ npuHanieKHOCTAMA!

I. Ilynecoxcumetprr N65, N60OX, N560:

1. IlynbcokenmeTp N-65 B KOMIUIEKTE C:

- JATUMK MYIHCOKCUMETPHYECKit - 1 1T,

- Oarapeiiku AA - 4 1,

- PYKOBOJACTBO nose3opatens na CJ] mucke - 1 1o,

- KpaTKoe PYKOBOJICTBO MONB30BATEISA - 1 TIIT.

- MHOTOA3BIYHbIH YIIaKOBOYHBIH THCT - 1 T,

2. Ilynecokcumerp N-560 B koMIIIeKTE C!

- JATYUKH MYJIECOKCHMETPHYECKHE - BO3MOIKHA KOMIUICKTaUMA ot 1 1o 4 .

- kalenb yUTHHUTEeNBHEIA IS JATIMKOB ~ | [It.

- ceTeBOH mAYp - | TT.

- PYKOBOZCTBO 110 dKCILTyaTariu - | 1T,

3. Ilynecokcumerp N-600x B KoMHIEKTE C!

- JATUYHKH IIYILCOKCHMETPHYCCKHE - BO3MOIKHA KOMIIEKTaus ot 1 10 5 mr.

- IPeTOXPAHUTEND ~ 2 IT.

- xabenb nyabcoKCHMeTpHYecknii - 1 1T,

- ceTeBOH mHYp - 1 wT.

- pYKOBOJCTRO nosib3oBarens Ha CH - 1 1uT.

- KpaTKOe PYKOBOACTRO OJIB30OBATENS - 1 T,

TpuramnexsocTa:

- ceTeBoll Hyp - e Honee 10 T,

- xadenb NyJLCOKCHMETpHYeCcKHit - He Gomee 10 mT.

-~ PYKOBOJICTBO TIoNs30Batens Ha CJ] mucke - e Gonee 10 mr,

- TIpeoxpanuTens - e bonee 10 mr,

Mecto npon3BOJCTRA!

1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.

2. Covidien Lle, 37 Boulevard Insurgentes, Libriamento a la P, L.a 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 Lle, Michael Collins Road Mervue, Co. Galway, Ireland,

=
M.IL i/, el Ilasicynosa Enena BakroposHa
(ToATHCE) (MHATHAIBL, (haMEJTHS )

CpeneHus 0 peTHCTPayH JEKIApalMy O COOTBETCTBHH
QOO HEHTP CEPTUDUKAIIMA U JIEKIIAPUPOBAHUWA", Noe POCC RU. 0001 [11MA41

(HAMMEHORRHHE U AUPEC OPLAHA 0. CLpTH[lmKduun
. .

3aperHCTPHPORABIIETO ACKITAPALIHIO)

POCC US.MM41.106565 ot 03.06.2016

(IaTa perucTpalliy ¥ perHcTPallHOHABI HOMEP JIekAapallim )

L Al doxo

2 e
(MOAMMCE, MHUUMAILL, (AMUIMA PYKOBOAMTENS OPrana mno cepTHdurann)




