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PEFHCTPAHHOHHOE Y,LIOCTOBEPEHHE

- HA MEAWLIMHCROE U3AEJIME
ot 09 cen'mﬁpﬂ 2020 ro;xa .N'o P3H 2020/11884

- Ha Memmnncxoe H:menn‘ e =

" c nzomyrumn Ma.nbmn 6paumamn, 16 5 MM 19 v

Hac'rosunee pemcrpaunonnoe ynocrosepenue BbmaHO

- O6mecTBO ¢ OrPAaHHYEeHHO OTBeTCTBeHHOCTbm "Mem*ponmc" SCrst
(000 "Menrpounk"), Pocenss,

-_;123112 MOCKBa, Hpecueucxan iiaﬁ., zx. 10 sn'azx 9 nom. III, KOMH. 41

| HpOPBBOZIHTCJIL = ..ﬁ
"Kosuanen JIJIC" CIIIA
§ f(w:dlen LLC 15 Hampshlre Street ‘Mansfield, MA 02048’ USA




OEAEPAABHASL CAYKBA IO HAA3OPY B COEPE 3APABOOXPAHEHW 2

(POC3APABHAA3OP) ; ’ «

MPUIOYKEHHE 5 e

R PETUCTPALIMOHHOMY YAOCTOBEPEHHIO

HA MEAWLIMHCKOE U3 AEJUE («

ot 09 centslps 2020 ronza Ne P3H 2020/11884 S

JIner 1

Ha memuuuHckoe uzaenue \\: -
OTKpBITHI HHCTPYMeHT LigaSure 11t 2/1eKTPOIHIHPOBAHHS H Pa3/ielieHHs TKaHew, i35

€ H30rHYTBIMH MaJjibiMu OpanmamHu, 16,5 mm - 19 em, B cocTaBe: b=

1. OTkpoIThIH HHCTpYMeHT LigaSure mist 371eKTpONUIHpoOBaHUs ¥ pa3JeNicHUs TKaHeH, 14 «

C U30THYTBIMH MasibiMK Gpanmamu,16,5 MM - 19 cm. \ S

2. UBCTpyXums 110 IpUMeHeHHuo - 1 1T, +

Mecto npousBozcraa: B
1. Covidien LLC, 5920 Longbow Drive, Boulder, Colorado 80301, USA. 1#7

2. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building#10, ‘

789 Puxing Road, 201114 Shanghai, P.R. of China. S =

W

PyxkoBoautenns ®eaepanbHOii ciryK0bI
10 HAJ30py B cepe 3APABOOXPAHEHHUS




AEKJIAPAIISI O COOTBETCTBUM

Ob6mecrso ¢ OTPAHHYEHHOM 0TBETCTBeHHOCTEIO "Menrpounk"; 000 "Mearponux"
(Haumenosanme opramwsaimn WA amMuus, uMa, 0TYecTB0 HHAMBHIYAIEHOTO MPEAIPHHEMATEIIS, NPUHARIIHX ACKNAPALMIO O COOTBETCTBHM)

Mexpaitounas HHoneKImA Detepanbroit Hanorogoi Cityx0B1 No 46 110 1. Mockse , 30.01.2008

CHCIICHIA O PErUCTPALMK OPraRu3aIH W HHANBIAY ATLHOrO NPeANpUHAMaTens

OI'PH 1087746137247

(HauMeHoBaHNe PETHCTPUPYIONIEro opraua, nata PEFHCTPALHY. perueTparmontEii nomep)
Anpec: 123112, r. Mocksa, Tpecrenckas Hab., 1. 10, 51.9, nom.I11, kom. 41, renedon: +7 (495) 580-73-77,
axe: +7 (495) 580-73-78

(anpec, Tenedon, daxc)
B mune  T'emepamsnoro aupexropa ITmsicynosoit Enens Buxroposug

(momkHoCTS, Oamumus, uma, otyecrso DYKOBOZNTENA OPraHu3auy, o1 HMeny KOTOpoil npunumaetes JeKnapaiyis)
3asBser, yto OTKpbITHII HHCTpymenT LigaSure ms SMEKTPONMIHPOBANES M Pa3jeenus
TKaHei, ¢ H30rHY THIME MajTbIM Opanmamu, 16,5 mm - 19 em B cocTaBe:
1. OTKprITEHIT HHCTpyMenT LigaSure ns YICKTPOIHIHPOBAHUSI H Pa3Je/IeHust
TKaHeid, ¢ H30rHYTBIMH MaJbLIMH Opanmamu,16,5 mm - 19 cM.
2. Uacrpyxuus no NpUMeHeHnso - 1 mr.

(nanmenopanme, Tun, mapka npoxykwi (yenyru), ua kotopyio pacnpocTpansetea Aexnapauus)

Ko OKIIJI2 32.50.13.190 Kox TH B3JT 9018 90 840 9

ko1 OK 005-93 u (uns) TH B3J1 CHI nan OK 002-93 (OKVH), coenenns o CEPUIHOM BHIYCKE MAK napTi
Cepuiinblii BemyCK

(Homep napri, HOMEpa UBLCHHH, PeKBH3IHTE Jorosopa (koHTpaKTa), HaknaHas)

"KoBuauen JUIC", CIIIA,

Covidien LLC, 15 Ham pshire Street, Mansfield, MA 02048, USA
Mecro nponssoncrsa:

- L Covidien LLC, 5920 Longbow Drive, Boulder, Colorado 80301, USA.

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

HauMEHOBaHHE W3roToBNTENA, CTpaHb! 1 T.101,

CooTBercTByer TpeGoBanusm: I'OCT P 50444-92 (Pa31.3,4), TOCT P MO3K 60601-1-2010, TOCT EN 556.
1-2011, T'OCT P 52770-2016, TOCT ISO 10993-1-2011, I'OCT ISO 10993-4-2011, T'OCT 1SO 10993-5-

2011,T'OCT ISO 10993-7-2016, TOCT ISO 10993-10-2011, TOCT ISO 10993-1 1-2011, TOCT ISO 10993-
12-2015

(0503“&!‘{&%“‘!6 HOPMATHBHBIX JOKYMEHTOR, COOTBETCTBHE KOTOPRIM NOATBEPKACHO JaHHOIT AcKnapanmeii, ¢ YRasaHuem HOYHKTOB 3THX HOPMATHBHEIX
AOKYMEHTOB, CoAepiKatmX TpeGorania ang JAHHOM NpoayKuMu (yenyru))

Hexsaparms TIPHHATA HA OCHOBAHMK: MpoTOKOJIA TEXHUYCCKUX ucTibiTanmii Ne 2019-08-01-007 or 0] .08.2019 r
HII TCE 000 “BnempouTeCT", arr.akk. Ne RA.RU.21MM45 or 28.01.2016; NPOTOKONA TOKCHKONIOTHYECKHX

| HMCCIICNOBAHMI MeaHUMHCKOrO m3gemus No 4421 1 or 03.07.2019 r, JlaGoparopupiii uertp OO0 "Lentp Konrposis
' Kawecrsa OHII", arr.axk. No POCC RU.0001.21PK75 ot 12.08.2014 r.

| Perucrparmonnoe YAocToBepenne  DenepanbHoii cny:kOBl 10 Hansopy B cdepe  3npaBooxpanenus
| (POCSJIPABHAIBOP) Ne P3H 2020/11884 or 09.09.2020 r.

(undopmanus o nokymerrrax, ABJATOUIHNCA OCHOBARMEN 1A NPHHATIS JCKnapam)

R Ieknapamu - 21.09.2020
BeTCTBUHU JICHCTBUTENbHA 10 21.09.2023

Tl Ilasicynosa Enena Buxroposna
2 E(ITOIICE) (mEEIHATEL, hamums)

P CEPTHOUKALIUM 1 JAEKJIAPUPOBAHU STy, No RA.RU.1 IMITI8

i

(maumenosanye 1 Alpec oprana no ceprudHran,

' Mocma, yiL Muésnnkn, nom Ne 3, Kopmyce 1, srax 3, mom.1, kom. 26 renedon: +7 (495) 783-42-17

. NN 3APErUCTPHPOBABIILTO ACKTapaIIo)

-US.MIM18.B.03429/20 oT 21.09,2020 dencreyer 80 21.09.2023
(nara peructpauu u pcmcrpaumimmﬁ HOM

ep Aexnapariii)

A, AL Toxo

= (noamice, HHULMAN, (haminms pykosourrens oprana no cepruduraim)




