Hacroamee perucrpalirontoe yg:go.'(:fr_c}lf:t_epeﬁze'HMef_:I__r_;pﬂﬂomeHHeHa T macte.







JAEKJIAPALINA O COOTBETCTBUH

O06mecTBO ¢ OrpaHNYeHHO 0TBeTCTBEHHOCTHIO ""Menrponuk''; 000 "Mearponuk'

(HaHMEHOBAaHHE OPraHU3aLUMH HIH (aMHUIIKS, HMs, OTYECTBO HHIWBHIYAIBHOTO MPEANPUHUMATES, MPHHABLINX ASK/IAPALHIO O COOTBETCTBHH)
MexpaiionHas nHcneknus OenepanbHoit Hasmoropoit ¢y 0661 Ne 46 o r. Mockse , 30.01.2008

CBEICHHUA O PETHCTPALlMH OpraHu3aliy WK HHAUBUAYAJIbHOTO NPEANPHHHUMATEA

OI'PH 1087746137247

(HaMMEHOBaHHE PETHCTPHPYIOILETO OPraHa, JaTa PErHCTPALHH, PETHCTPALIMOHHBIM HOMED)
Anpec: 123317, r. Mocksa, I1pecHeHckas HabepeskHas, 1. 10,
tenedoH: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, Tene(o, daxc)
Bymne  I'emepanpHoro mupekropa Ilnsicynooii Esnensl BUKTOpoBHBI

(MOHKHOCTB, (haMHITHSA, HMS, OTYECTBO PYKOBOJHMTEIIS OPraHH3alHH, OT HMEHH KOTOPOi NPHHHMAETCA IeKapalHs)
3a$IBJI}IeT, qTo NmvnianraTel st BHYTPCHHEI'O MNPOTEC3UPOBAHUSA

(HaMMEHOBAHHE, THII, MapKa MPOIYKLMH (YCIyrH), Ha KOTOPYIO PaclpOCTpaHACTCs ASKIapaius)

Kox OKIII2 32.50.22.190 Kox TH B3/1 9021 90 900 9

kox OK 005-93 u (nnm) TH BOJI CHI" nim OK 002-93 (OKYH), cBeneHus 0 cepHilHOM BBIITYCKE HIIM MApTHH
CepHiiHbIi BBITYCK

(HOMep mapTHH, HOMepa W3, PEKBH3UTHI 0r0BOpa (KOHTPAKTA), HaKJIanHas1)

“Kosuamnen Jliuc”, CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HauMCHOBAHHE U3rOTOBHUTEIA, CTPAHBI U T.I1.

cootBetcTByeT TpeboBaumsiM: ['OCT P 50444-92 (p. 3,4), TOCT P UCO 14630-2017,

I'OCT P 52770-2016, 'OCT ISO 10993-1-2011, I'OCT ISO 10993-3-2011, I'OCT ISO 10993-5-2011,
I'OCT ISO 10993-6-2011, 'OCT ISO 10993-10-2011, I'OCT ISO 10993-11-2011,

I'OCT ISO 10993-12-2015

(0603HaYeHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEMKICHO NAHHOM JEKIapalHeil, ¢ yKa3aHHEeM ITYHKTOB STHX HOPMATHBHBIX
JOKYMEHTOB, COIEPKALINX TPeOOBAHUS U1l JAHHOH MPOITYKLHH (YCIyrH))

Jlexnapanus NpHHATAa HA OCHOBAaHHM: IPOTOKoda TexHuueckux ucnbitanuid Ne 2019.TD-23.01CD ot
28.01.2019 OO0 MIJILL "MenTectlIpubop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; mpotokoina
TOKCHKOJIOTHYECKHX HCCIIeOBaHMA MeauiuHCcKoro u3aemus Ne 2555 ot 24.01.2019 JlaGopaTopHBIi LEHTP
00O "LUentp Kontpomns Kauecrsa OHIL", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Peructpannonnoe ymocroBepenue DenepanpHOM ciayk0bl 1O Ham3o0py B cdepe 31paBOOXpaHEHHUS
(POC3IPABHAI30P) Ne ®C3 2011/09776 ot 22.08.2012

(HH(I)OpMaU,HSl 0 IOKYMCHTAX, ABJIAIOLIHXCA OCHOBAHHEM JUIA NPUHATHA nexnapamm)

Jlara npunstus gexiaapanun  29.01.2019

Jexnapamus o COOTBETCTBHH JIEeWCTBUTEbHA JI0 29.01.2022

IasicynoBa Enena BukropoBHa
(MHHALHATBI, HaMUITHST)

A JIEKJIapalldi O COOTBETCTBHHU
Igl KAIII/II/I U JEKJIAPUPOBAHUW», Ne RA RU.11MIT18

(HaHMEHOBAHKE H aPEC OPraHa no cepTHUKALMY,

HéBHHKH oM Ne 3, kopriyc 1 Tenedon: +7 (495) 783-42-17

3aperuCTPHPOBABIIErO JEKIIAPALIHIO)

)'S.MM18.8.00483/19 ot 29.01.2019 feiicTByeT Ao 29.01.2022

(maTa perucTpaLyK ¥ PErUCTPALMOHHBIH HOMED JEK/IapaLym)
A, Toxo

(MoANKCh, HHULKMANBI, HaMHIITHA PYKOBOIHTENS OpraHa 1o cepTHQUKaLMH)



WMnanTate! 11 BHyTpeHHETo mportesuposanus: Surgipro Mesh, Surgipro Hernia-Mate Mesh Plug, Surgipro
Hernia Patch, Parietene, Parietene Composite, Parietene Progrip, Parietex Composite, Parietex Ugytex,
Parietex, Parietex (collagen), Parietex Prosup, Parietex Progrip, Parietex Putch and Plug System, Parietex
Parastomal Mesh, Uretex, Prevadh, Parietex Optimized Composite Mesh.

MecTo npou3BojCTBa:

1. Sofradim Production, Avenue Du Formance, Trevoux, 01600, France.

2. Covidien, formerly United States Surgical, a division of Tyco Healthcare Group LP, 60 Middletown
Avenue, North Haven, CT 06473, USA.

3. Covidien, formerly USSC Puerto Rico, Inc., Building 911-67, Sabanetas Industrial Park, 00731 Ponce,
Puerto Rico.

4. Covidien, formerly Davis & Geck Caribe, Ltd., Zona Franca De San Isidro, Carretara San Isidro Km 17,
Santo Domingo, Dominican Republic.

Iasicynosa Enena BukropoBHa
(uHUIMANBL, GaMuIns)

CBCAQ\\H}I 3 :g e allMy JEeKJIapalii O COOTBETCTBHH
OOO «fElﬁfITI’ﬁE? OUKAIIMHU U NJEKJIAPUPOBAHMA», Ne RA RU.11MIT18

(HaMMEHOBAHHE U AIPEC OpraHa o cepmtbmcamm

3aperucrpnposasmero nemapaumo)

U /ﬂ-US MIM18.B.00483/19 ot 29.01.2019 geucrByeT A0 29.01.2022

(naTa perucTpally i PErHCTPALMOHHBIH HOMED NEK/IapaLyH)
A . loxo

(MOANKCH, HHMLKATIBL, HAMHIIHA PYKOBOMTENA OpraHa Mo CepTH(HKALIH)



