QEALEPAABHAﬁ CAVKBA TIO HAASOPY B COEPE 3APABOOXPAHEHV1H'
(POCSAPABHAAIOP) |

PEI' PICTPAI.IPIOHHOE Y,LI,OCTOBEPEHPIE

HA MEﬂHu"HCKOE H3AEH“E
or 23 HosOps 2017 rona  Ne P3H 2017/64?0 ‘

Ha Mennunncxoe u3Aene :
_ 3a)lmM LigaSure MHOropa30BOro HCIO0/1b30BAHHS ¢ H30THY THIMH 6panmamu ,qu
' OTKpBlTbIX" onepalmn :

i 'Hponasogmrenb
- "Kosuauen JLic", CHIA,

‘: Covullen Llc, 15 Hampshlre Street, Mansﬁeld MA02048 USA 1, |

Mec*ro nponsnon;cma MEJTHIHHCKOrO nanemm
i -cM nprmomenne

5 Homep pemcarpaunormoro Jocbe Ne P}I—18146/27572 ot 06.06. 2017
BH;( MeJmIchxoro w3nenng 279170
i KJiacc IIOTCHIIHaJIBHOFO pHUCKa IPHMEHECHUS ME,HHIIHHCKOI‘O Ha,uennx 26

» Kozx OGmepoccniicxoro knaccuukaropa TPOJYKIMH IO BHIAM axonomnqecxoﬁ
 ZIeSTENbHOCTH 32: 50. 13.190 ; e

= Hacromee pemcrpam{onﬁoe YAOUTOREpEHE UMeeT IpHt 10KeHHe Ha | mcTe




"HAH CAV)KBA HO HA,A.SOPV B CCDEPE BAPABOOXPAHEHVIH
. (POC3APABHAA30P) e

HPHJIO)KEHHE

= ]ﬂAJ“EZ“‘HW"ﬂC*“DElﬂiﬂEIﬂiE
ot 23 H0ﬂ6pﬂ 2017ropa Ne P3H 2017/6490

~Ha Mezmmmcxoe nznenne S _
',Same ngaSure MHOrOpPa30BOro HCIHO0JIb30BAHMUS C momyrsmn ﬁpanmamu n.rm
: ,ompbn*mx" onepauuii, B COCTaBe: ST e
1. Mimctpyxius o TIPUMEHEHHIO.
:afBAean)npon3BQACTBa : S St 2e s
- 1. Covidien Medical Products (Shanghai) Manufacturing L.L. C Buﬂdmg #10 S
789 Puxing Road, 201114, Shanghai, P.R. of China. =
52 Koscher & Wurtz GmbH Einsteinstrale 7, 78549 Spalchmgen Germany
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JEKJIAPAIIUSI O COOTBETCTBUHA

O6111eCTBO ¢ OrpaHHYEHHOM 0TBeTCTBeHHOCThI0 "Mearponuk'; 000 "MearpoHuk'"

(HHHMCHOBHHHC OpraHi3auuHd UiIH d)ﬂMHJIHﬁ, HMs, OTHECTBO HHAWBHYAILHOrO NPEANPHHAMATENA, PHHABIINX ACKIAPALHIO o] COOTBC’TCTBHH)
Mexpaiionnas nacrexuus ®enepanbHoi HaIOroBoii ciyx6sr Ne 46 o r. Mockse , 30.01.2008

CBEAECHUSA O PErHCTPALMH OPraHKH3aUNi HIH HRARBUAYANIbHOTO NPEANPHHHMATENA

OI'PH 1087746137247

(HAHMEHOBAHIE PETHCTPUPYIOLLENO OPraHa, AaTa PerucTpallil, PErHCTPALHOHHBII HOMEP)
Anpec: 123317, r. Mocksa, [TpecHenckas HabepexHas, A. 10,
tenedoH: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tenedon, haxc)
B nmune  I'enepansHoro aupekropa IlnsgcyHoBoi EneHsl BUKTOPOBHBI

(llOJDKHOCTb, (bamumm, HMs, OTYUECTBO PYKOBOAHTENA OPraHH3aLltii, oT HMEHH KOTOpOﬁ npHHIMaETCa neknapauuu)
3asgBNSET, UTO 3axum LigaSure MHOropa3oBoro ucrosib30BaHHS ¢ H30THYThIMH GpaHIIaMu 115
"oTKpLITHIX' onmepanuii, B cocTaBe:
1. MHCcTpYyKUMSA 110 NPHMEHEHHIO

(HaHMEHOBaHHE, THIT, MAPKA NPOAYKLHHK (YCIyTH), HA KOTOPYIO PACIPOCTPAHACTCS AEK/IapaLks)

Kox OKIIA2 32.50.13.190 Kox TH BO/1 9018 90 840 9

kon OKIA2 u (uan) TH BOJ CHI unu OK 002-93 (OKYH), ceenenis o cepiitHOM BbIMYCKE I NapTHH
CepHuiHBII BEITYCK

(HoMep MapTHH, HoMepa M3Aesiil, PEKBH3HTbI IOrOBOPa (KOHTPAKTa), Hak/IaAHAs)

"Kosuaunen JIJIC", CILIA,

Covidien LLC, 15 Hampshire Street, Mansfield MA 02048, USA

MecTto npou3BoacTBa:

1. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building #10, 789 Puxing Road,
201114, Shanghai, P.R. of China.

2. Koscher & Wiirtz GmbH, Einsteinstrafie 7, 78549 Spaichingen, Germany.

HAIMEHOBAHHE H3rOTOBHTENA, CTPAHbI H T.1I.

cooTBeTcTBYeT TpeGoanuam: ['OCT P 50444-92 (p. 3, 4), TOCT 19126-2007 (pasz. 5), TOCT 21238-93
(MCO 7151-88) (p. 3, 4), TOCT P 52770-2016, TOCT ISO 10993-1-2011, I'OCT ISO 10993-4-2011,
T'OCT I1SO 10993-5-2011, TOCT ISO 10993-9-2015, T'OCT I1SO 10993-10-2011, TOCT ISO 10993-11-
2011, TOCT ISO10993-12-2015

(o603HauEeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPbIM NOATBEPAAEHO AAHHOIT AEKIAPALUIE, ¢ YKA3AHHEM TYHKTOB 3TIX HOPMATHBHBIX
IOKYMEHTOB, COfIEpalLix TpeGosaHis s faHHoii nponykuik (ycayri))

Jleknapauus TNpHHATA Ha OCHOBAaHMM: ITPOTOKONA TeXHH4yeckux ucmbitanuit Ne 2017.TR-73.03KE or
02.05.2017 OO0 WJIL "MenTectIIpu6op", per. Ne POCC RU.0001.21MI126 ot 22.07.2015; npoTokona
TOKCHKOJIOTMYECKHX HCCIEM0BaHuil MequumHckoro uanenus Ne 44195MHU ot 30.11.2017 JlaGopaTopHBIH
uentp OO0 "Lentp Konrpons Kauectsa OHILL", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
PerucTtpauuonHoe yaocToBepeHdHe @enepanbHoil cnyxkObl 1o Hagsopy B cdepe 3ApaBOOXpaHEHHA
(POC3IPABHA JI3OP) Ne P3H 2017/6490 ot 23.11.2017

(uH(])opmauml 0 IOKYMEHTAaX, ABJIAIOIIMXCA OCHOBAHHUEM JJIA NPHHATHA nexnapauuu)

Hata npunHaTtus aexnapauuu  01.12.2017

Hexnapauus o UL, e CTBUTENBHA [0 01.12.2020

Ilnsicynosa Enena BukropoBHa
(MHULMANEL, HaMIITHS)

Qg "LC)Tpe

000 "UEHTP CEPTUOUKALUHN U JEKJIAPUPOBAHISA", Ne RA.RU.11MIT18

0 o (HaHMeHOoBalIIE §f a/IPec OPraHa Mo cepTH(hIKaLL,
123308; Mbckﬁ@;;}iﬁ\ésﬂnm, nom Ne 3, kopryc 1 tenedon: +7 (495) 783-42-17
-/ \\ \ 30PCrHCTPHPOBABILETO ACKIAPALIHIO)
) POCC US.MII18.7101793 ot 01.12.2017
[ { ;_ =B ) }: a} (maTa perucTpaLitit ¥ PErHCTPALHOHHBI HOMEpP AEKJIapaLHii)
ML\ “kRad //‘r’ Y sl A.J1. doko
\D \\ ® %y :f (NOMTHCD, HHKLUMATEL, GaMIUIs PYKOBOAMTENS OPraHa Mo cepTidHKaLim)



