, CDEA,EPAAI)HA}I CAV)KBA Ho HAASOPY B COEPE SAI’ABOOXPAHEHI/IS{
= (POCSAPABHAASOP) :

PEF PICTPAI.U/IOHHOE Y,LIOCTOBEPEHH_E

- HA ME,L[PIU,HHCROE HB,LIEJIHE
OT 28 aBrycTa 2017 ropa Ne P3H 2017/6176

: 'a-Mezmnnﬂcxoe mneJme
et . ermypnan o,nﬂopasonaﬂ Surgme Auto Suture

acToxmee 61‘ Hcrpam&onnoe YJIOCTOBCpeHHe BLI,IIaHO

Kog,OGmepoccnﬁcxoro maccmbmca'ropa nponymun 10 BHAAM SKOHOanecKoﬁ
H’I‘CJIBH DCTH 32 50 13 190 : S

-Hacroxmee perncrpaunonﬂoe y;IOCTOBepeHHe HMEET npnnoxcemle Ha 1 JIHCTe 505




(POCSAPABHA,ABOP)

HPHJIO)KEHPIE

 HAMEAMUHHCROE Hazuznms -
S _o_t 28 aBrycta 2017 roga = N\e P3H.2017/6;17_6_ - :

Memnﬁcxoe H3IenHe SoECRD
Heras . mlra*rypnaﬂ ogHopasoBas Surgitie Auto Suture, BapuaHTbl MCTIOHEHHUS:
1. Temns JMTATYPHAS OJHOPA30Bas Polysorb ¢ cucremoi JocTaBKH (MeTpnqecme
; 'pazmepm 3.0,3.5)
e’mx era'rypnax onnopasosas Polysorb 6e3 CHCTEMEI JIOCTABKH (Merpnqecme

~ Mecto nponsnoncma
1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.
Covzldlen 60 Middletown Avenue, North Haven, CT 06473, USA. 2l
V1d1en (Dav1s & Geck Caribe, Ltd.), Zona Franca de San Isidro, Carretera San Isidro
Km 17 Santo Dommgo Dominican Republic. :
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JAEKJIAPAIIUS O COOTBETCTBUUA

OO6mecTBO ¢ orpaHnYeHHOl oTBeTcTBeHHOCTHIO ""Mearponnk'; 000 "Mearponux"

(HaHMeHOBaHHe OpraHusanuvy Ui (baMPU'lPU{, HMs, OTYECTBO HHAUBUAYAJILHOTO npeanpuHUMaTENs, NPUHABIIHUX JCKJIapalyio O COOTBCTCTBHH)
MexpaiionHas uHcnekims QenepaybHoil HaToroBoit ciryx6s1 Ne 46 mo r. Mockae , 30.01.2008
CBCJICHHA O pEerucTpalii OpraHu3auuy Uiu HHAUBHAYAIPHOIO NpCANPHHUMATCIIA
OI'PH 1087746137247
(HauMenonaHue PETUCTPUPYIOIIETO OPTaHa, 1aTa PerucTpaluy, perucTpanHoHHEIN HOMep)
Anpec: 123112, r. Mockaa, ITpecHeHckas Hab., 1. 10, 9T.9, mom.I11L, kom. 41, Tenedon: +7 (495) 580-73-77,
daxc: +7 (495) 580-73-78

(ampec, Tenedon, pakc)
B mune  T'enepansHoro mupextopa [liscynosoit Enensl BUKTOpOBHEI
(ﬂOJ’l}KHOCTL, (l)aMPUIPIﬂ, UM, OTYCCTBO PYKOBOAHUTENA OpraHu3ali, OT HMCHH KOTOpOﬁ TNPUHAMAECTCA nemapaum)
3asBiser, 4To Ilerns aurarypHas oqHopasoBas Surgitie Auto Suture, BApMAHTHI HCIIOJTHEHHS:
1. IleTsst iMraTypHas oxnopasosas Polysorb ¢ cucremoit qocraBku
(Merpuueckue pazmepsr: 3.0, 3.5);
2. Ileras muratypHasi onnopasosasi Polysorb 6e3 cucremsl qocraBku
(Metpuueckue pazmepsr: 3.0, 3.5).

(HauMeHOBaHHe, TUI, Mapka MPOAYKLMH (YCITYrH), Ha KOTOPYIO PaclpOCTPaHACTCS ACKIaparus)

Koa OKIIJ2 32.50.13.190 Kox TH BO/1 9018 90 840 9

ko OK 005-93 u (i) TH BOJ] CHI™ unu OK 002-93 (OKVYH), cBeneHus 0 CepuilHOM BBITYCKe WM MAPTHH
CepuifHbIH BBIITYCK

(HOMep MapTHH, HOMepa W3JEe/Hii, PEKBU3UTHI IOTOBOpa (KOHTPAKTa), HaK/IaHas)

"Kosuauen Jlne", CIIIA,

Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo npon3BoacTBa:

1. Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA.
2. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

3. Covidien (Davis & Geck Caribe, Ltd.), Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo
Domingo, Dominican Republic.

HaMMCHOBAHHC U3rOTOBUTEJIA, CTPaHbl M T.II.

cootBercTByeT TpeboBanusam: ['OCT P 50444-92 (Pasn. 3, 4), TOCT 31620-2012, 'OCT P 52770-2016,
'OCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, 'OCT ISO 10993-5-2011, TOCT ISO 10993-6-2011,
I'OCT ISO 10993-7-2016, TOCT ISO 10993-10-2011, TOCT ISO 10993-11-2011,

I'OCT ISO 10993-12-2015

(0603HaYEHHE HOPMATHBHEIX IOKYMEHTOB, COOTBETCTBHE KOTOPBIM ITOATBEPIKACHO JAHHOM JeKIapaluei, ¢ YKa3aHHeM [yHKTOB 3TUX HOPMATHUBHBIX
JIOKYMEHTOB, COJEpKaIINX TpeOOBaHMs JUIA TaHHOM NPOAYKLMH (YCIyTH))

Jlexnapanus NOpUHATA Ha OCHOBAaHUH: IIPOTOKOJNA TeXHWYeCKuX wucmbitanuii Ne 2020.TD-35.08CD ot
04.09.2020 r. OOO HIJILI "MenTectlIputop", arr.akk. No POCC RU.0001.21MII26 ot 22.07.2015 r.;
MIPOTOKOJIAa TOKCUKOJIOrHYeckux ucnbiTaHuii Ne 689-08I1 o 04.09.2020 r. MJI OOO "LIKK Bbuomaiid",
arT.akK. Ne RA.RU.2111KO1 ot 22.07.2015 1.

Peructpanmonnoe ynoctoBepeHue DenepanbHol CiyXObl IO Ham3opy B cdepe 3apaBOOXPAHEHUS
(POC3IPABHAI30P) Ne P3H 2017/6176 ot 28.08.2017 T.

(uH(bopMaLUs 0 JOKYMEHTAX, ABJAIOIIMXCA OCHOBAHUEM JUIS TIPUHATHS JEK/IapaLuK)

Hara npunstus aexknapanuua  04.09.2020

Jlexnapaliis 0 COOTBETCTBHH JICHCTBUTEBHA 10 04.09.2023
M.IL IInsicynosa Enena BukropoBna
(moamuch) (wHUIHATBI, (DaMHEIIHS)

CBeneHus 0 perucTpanyy JeKIapaui O COOTBETCTBHU
000 «HEH%PTH@HKAHI/H/I W JEKJIAPUPOBAHMS», Ne RA.RU.11MIT18

\Q’g\ % (HauMEHOBaHHME U aJpec OpraHa no cepTudukaLmy,
“
X7

3aperucTPHPOBABIIETO nexnapaumo)

MI118.B.03361/20 ot 04.09.2020 neuctryet A0 04.09.2023

()1a'ra perucrpanyu u pemCTpauuongm HOMEp ,uexnapauuu)

AJL. Moko

(moamnuce, HHALMANEL, GaMIUTHsS PyKOBOAUTEISL OpraHa rno cepTudukarnmm)




