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JAEKJAPAIYA O COOTBETCTBUH

ObmecrBo ¢ orpannieHHc oTBeTcTBeHHOCTHIO "Menrponnk'; 000 "Mexrponuk’”

(HaHMSHOBaH}IG OPranu3aunn Ui (bHMHJIH}I, HMA, 0THECTBO HHAHBHAYANLHOTO fIPCAMPIHAMATEL, BPHHABUINA ACKIAPALHIO O COOTBETCTBHH)
Mexpaiionnas nacnekims DeneparbHoi HATOroro# ¢nyx0e1 Ne 46 o r.Mockse , 30.01.2008

CBCIGHHA 0 PCTHCTPRALEH CPraHH3aUHH HNH HHIHBHIYATTBHOTO MPEAMPHHAMATEI(L

OI'PH 1087746137247

(HAHMEHOBAHHC PEIHCTPHPYIOIIETO OPTaHa, JATA PErUCTPaLEM, PCIHCTPAUMGHHLIE HOMER)
Anpec: 123317, r. Mockea, IIpecHenckas naGepesxnas, a. 10,
tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78

(anpec, Tenedion, daxc)
B mime  I'enepansHoro aupexrtopa IInscyHopoi Enensr BHKTOPOBHED

(AomKHOCTE, dAMMINS, MM, OTHCETRO PYKOBOLUTENS OPraHH3ALMY, 0T UMEHH KOTOPOI MPHHEMAETCA JIEK1apains)

3agBIseT, 4To CrhereMa MOHETOPHHATS 1VIyOHHBI HAPKO32 H CENAIINR, BADUAHTHE HCIOIHEHIs:
BIS, BIS VISTA ¢ opuHaaie:RHocTAMEI
(HRHMEHOBAHME, THII, MAPKA TPOAYKIHII (YOIYTH), HA KOTOPYIO PACHPOCTPAHAETCS ASKIAPALIMA)
Kog OKII 94 4110 Kog THB3/{ 9018 19 900 0

xop OK 005-93 s (unm) TH B3J] CHI™ momer OK 002-93 (OKYH), esegenns 0 cepiiloM BEIFVCKS LUTH (AP THE
CepurliHBIH BEITYCK

(HoMep mapTHH, HoMEpa WAL, PEKBHBHTEL AOIOBCPA (KOHTPAKTA), HAKTA/1anA)

"Koepramen Jine", CHIA,
Covidien Lic, 15 Hampshire street, Mansfield MA 02048, USA

HaHMCHOBAHHE H3TOTOBHIC/IA, CTPAHEI I T.N,

cooreeTcTryeT TpedoBanuam: ['OCT P 50444-92 (p. 3,4), TOCT P 50267.0-92 (MDK 601-1-88), TOCT P
50267.26-95 (MOK 601-2-26-94), 'OCT IEC 60601-1-1-2011, TOCT 30324.0.4-2002 (MDOK 60601-1-
4:1996), 'OCT P M3K 60601-1-2-2014, TOCT P 52770-2007, 'OCT 1SO 10993-1-2011, 'OCT ISO
10993-5-2011, T'OCT ISO 10993-10-2011, I'OCT ISO 10993-11-2011

(0003EAUEHHE HOPMATHBHEIX IOKYMEHTOR, COOTBETCTBHE KOTOPLIM HOATBEPACAEHO TAIHOH JeKRapaliiel, ¢ YKA3AHHEM IYHITOB 3THX HOPMATHBHBIX
JOKYMCHTOB, COASPIKAIINY TPeGOBAHILT AT JaHHCH NpoayRiun (yenyrn))

Hexnapanus IpHHSTA HA OCHOBAHWM: IPOTOKONOR membrtanmit NeNe 2015, TD-29.10CD; 2015.D-29.10CD
or 09.10.2015 OO0 WIL "MenTecrllpnbop", per. Ne POCC RU.O001.21MTI126 or 22.07.2015;
BAKIKYEHUs TOKCHKOJIOIHYeCKHX HemblTanmit No 1887.013 or 29.07.2013 W OI'BYH "HU &XM"
@®MBA Poccun, per. Ne POCC RU.0001.21MM33, 05.09.2012 - 16.07.2015

Peructpamuonnoe yaocrosepenne Oeepansroi ciyx0b1 mo Hag30py B cdepe 3mpaBooX paHncHUs

Ne @C3 2011/11005 o1 11.06.2014

(H]I(b()pMﬂ[l[*iH 0 JOKYMEHTAX, ABISIOIHXCS OCHOBARMEM N8 TPHHATHA nel(napalmn)

srps exnapaue - 02.06.2016

10 SRQBETCTEIY IefiCTBUTENbHA 110 02.06.2019

4 Hancynopa Eqena BukroposHa
TOANUCH WHUHKAIBL, GaMHITHA
el

_Ceejienust 0 perucTpalyiy JIeKIapaiii O COOTBETCTBHH

VOO LIEH TP CEPTUOHURATIMA A ,LJ,!:KJIAPMPUBAHHH Ne PULL KU UUU] 11]/11\/141

3ApeT HCTPAPOBABIIET0 NEKNAPALIMIC)

POCC US.MM41.J7106548 ot 02.06.2016

{7laTa PErUCTDPAINE 3 pel UCTPALHONHEI HOMED AEKTAPALIH)

& A . Hoko

(roAMHCh, HEHLIMAITE], (FaMHIINL PYKOBOZKMTENN OPFAHA NO CePTHHHKAILMH)




CuereMa MOHUTOPHHTA TYOUHEBI HAPKO3a H CeNALAY, BapranThl uenonnenus: BIS, BIS VISTA ¢
IPHHAJICKHOCTAMNA.

1. OcrHoBBOM G0K.

2. Hudposoii mpeobpazoparens CHrHANA ¢ KabeaeM T COSANHEHHS ¢ OCHORHBIM OJI0KOM HIH HUdpoBoii
OunaTepanbHEI NpeoOpazoBaTells CHTHAA C KabeleM [UIA COSAMHEHHA C OCHOBHBIM BII0KOM,
3. Kabenn ceHCOPOR CheMHBIH,

4. Kabens ceTeBoi,

5. 3aKHM I KPETUIEHUST MOHHTOPA.

6. MHCTpYKITHS 1O SKCIUTYaTallHy.

7. KpaTkas HHCTPYKIES 110 HKCIUTYaTAI[HH,

[TpruaaneKHOCTH:

1. CeHcopBl 0AHOPA30BRIE L1 B3POCHEIX, He Gonee 300 .

2. CeHCOpBI 0ZHOPa30BEIE WA fetel, He Honee 300 T,

3. CeHcopsl 0THOPA30BBIE OHIIATEPANBHBIE UL B3POCILIX, He Gonee 300 mT,

4. Cencoppl 0HOpa30BLe OMIaTepannHble 1 Aetelt, ae dojree 300 .

5. Dusm-KapTel U COXPAHEeHNs TaHABIX MOHATOPUHTA, He 6oee 10 .

6. Kabenn 114 cBA3H MOHUTOPA ¢ KOMIBIOTEPOM, He Gonee 10 .

7. lIporpamMmuoe obecnedenue s 00paboTKH JaHAEX MoEATOpRHra Ha 11K (Ha snexTpoHHOM HOCHTENE), HE
bomnee 10 mit.

8. llndpoesie npeobpasopaTeny curHaNA, He Oosee 20 1T,

9. Kabenu cencopos, He bomee 20 mr.

10. 3akuMBI AN KPEIICHUs: MOHATOPOB, He Dojee 20 1T,

11. Kabenu ceressie, He bonee 10 1. .

12. KoMniakT AMCK ¢ PYKOBOJICTBOM MOJB30BATECIIA.

ITpouzronrreny:

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

2. Jabil Circuit Singapore Pte. Ltd. 16 Tampines Industrial Crescent, Singapore 528604,
Mecto iponzBoicTBa:

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

2. 16 Tampines Industrial Crescent, Singapore 528604.

Ilnacynora ¥iaena BukropoBHa

(vHUTEANEL, haMUITHT)

3aPETHCTPHRPOBABIIET0 BEKIAPALIHIC)

POCC US.MM41./106548 or 02.06.2016

{nata perucTpaunl v peTHCIPALFOHHEI HOMEp JeKnapaLsm}

P AL Toxo

HOAMUCE, HHWLAARE], (PAMILIHA PYKOBOAHTENS OPrada no CepTHipakalimn
> 2 P




