Ne 0000916

CUCTEMA ,[[OBP'OBOJIILHOI(/JI CEPTHMOHNKAIINHA
«HWUW UCIIBITAHUU WU OKCIIEPTH 3bI»

Ne POCC RU.31532.04117KY0 B e1uHOM peecTpe 3aperucTpUpPOBaHHBIX CHCTEM 100pOBOIBHOM cepTHHUKANNH

CEPTUOUKAT COOTBETCTBUA

Perncrpaumonnsmt Homep CIC HUN.RU.OC08.00230

Cpox gercTBus ¢ 25.06.2021 mo 24.06.2024

OPT'AH ITIO CEPTUD®UKAIIUU Ne CIIC HUN.RU.OCO08, Ob6uiecTBO ¢ OrpaHuYeHHON
OTBETCTBEHHOCTHIO « TaMOKeHHBIN 1IeHTp ceprudukanuuy, Poccus, 129128, ropon Mocksa, ynuua baxosa.
noM 24, kopmyc 2. k.17. UHH: 7716935400, OT'PH: 1197746260337, e-mail: top-trtsil@yandex.ru.

IPOJAYKIINA HaGop MemUIHHCKAN XUPYPrUUESCKAN OTHOPA30BEIH, CTEPUIIbHBIN

"MEIOKOMIIJIEKT- 1" B coctase (cM. npunokenue). CepuiHEIN BBITYCK 1':”; quKHf[gZO
COOTBETCTBYET TPEBOBAHUSM HOPMATHUBHbBIX JOKYMEHTOB . koa TH B3
I'OCT EN 13795-1-2011, TOCT EN 13795-2-2011, 'OCT EN 13795-3-2011, 'OCT f 6210

ISO 10993-10-2011 (wactm 1. 5, 10, 12, 13), TY 9398-001-87401986-2009

N3T'OTOBUTEJIb O61mecTBo ¢ OrpaHUUYEHHON 0TBETCTBEHHOCTHIO «MenKommnekr». MecTo Haxoxnenust
U ajipec OCYIIECTBICHHS MecTa aesTenabHocTr: Poceus, 198095, ropox Carxr-IleTepOypr. mepeynok
Xummgecku#, aoml, mutepa I1

CEPTU®UKAT BBIIAH O6mecTBo ¢ orpanudeHHoM oTBeTcTBeHHOCTRIO «MenKommuext». Mecto
HAaXOKIEHHUS ¥ alpec OCYLISCTBIeHHs MecTa aestensHocTy: Poccus, 198095, ropon Caukr-IletepOypr,
nepeyiaok Xumuueckuit, nom1, murepa I1

OI'PH: 1089847356543, IHH: 7805472016, Tenedon: +7(812) 326-54-29; e-mail: info@euroday.ru

HA OCHOBAHHMU IIporokon ucmbrtanuét Ne 13632C ot 25.06.2021 r., BBIIaHHBIA HCHBITATEIBHON
nabopaTtopueit «Dxcmpecc-TecTr, arTecTaT aKKpeIUTaluu POCC.RU.31532.041K40.1JI0S;
Peructpamumonroro ymoctoBeperus Ne @CP 2009/05396 or 24.07.2009. cpox HeHCTBHS HE OTpaHHYEH,
Beian  Denepanpuoit  ciyx6oit B chepe 3mpaBooxpanenus (Poc3mpasramzopom); Ceprudukara
cootBercTBus 'OCT ISO 13485-2017 (ISO 13485:2016)

Ne POCC RU.13CK03.00268 or 03.11.2019 1., Opran mo ceptudukanuu cucteM MeHemxMmenta OOO
«Tect-C.-Iletepbypry»; Ceprudurara coorBerctus 'OCT P UCO 9001-2015 Ne POCC RU.13CK03.00267
ot 03.11.2019 r., Oprax mo cepruduxauun cucteM MeHemxmerTa OO0 "Tecr C.-IleTepOypr".
JOINOJTHUTEJbHASI THO®OPMAIIUA

Cxema cepruduraipn: 2C (T'OCT P 53603-2020. Onenka cooTBeTcTBHsL. CXeMBI CEPTUPUKANUY IPOLYKIIUH
B Poccuiickoit @enepanun)

PykoBoAuTeNb opraHa

O.J1. iranoBa

dKcnepT P.P. Jlenucnamosn

Akl s

Ceprudurar He npumensieTcs npn ofssaTentuai cepruduxaunn

Hacrosiumni CeprHURAT COOTBETCTBHA 0f53LIBACT 0PI AHAIALUNIO NOAAEPAHBATE BhINyCK (PEARH IALII0) NPOAYKUKH B COOTBETCTAHE C BRIIUEYKAIAHHBIM CTARAIPTOM, YT0 GYRT HAXOAHTHCS

i
NOA KOHTPONEM 0PI AHA N0 CepTHdHEaLHN CHeTeMbL N0GporaIbHoi CepTudurannn «THOY # nonTEepAIATHCH IPH NPOIOAAEHHN ERETOANOT0 HHENERUNOHHOTO KORT OIS




Ne 0000917

CUCTEMA ,[[OBPOBOJIIz’-HOfI CEPTHUONKAIIUHA
«HUNW UCIIBITAHUUY U SKCIIEPTHU3bI»

Ne POCC RU.31532.04H7KY0 B eAnHOM peecTpe 3aperucTpHpOBAHHBIX CHCTEM 100pPOBO/ILHON cepTH(HKANH

NMPUAOXKXEHUE Ne 1

K ceprudukary coorsercrsua CAC HMM.RU.OC08.00230
(AB/IsIeTCS HEOTHEMJIEMOVL UaCThI0 CepPTH(IIKaTa COOTBETCTBA)

CpoK [eVicTBUS C 25.06.2021 o 24.06.2024

OPTAH NO CEPTUDOUKALNU
Ne CJIC HUM.RU.OCO08
O6IIECTBO ¢ OrPAaHUUEHHOM OTBETCTBEHHOCTHIO « TaMOKEHHBIM HEHTP CEPTH(OUKALIUMY
129128, ropox Mockea, ynuna baxosa, nom 24, xopryc 2, K.17.
e-mail: top-trtsil@yandex.ru

Ilepedenn NPOAYKIIHH, HA KOTOPYIO PACIIPOCTPAHSAETCS IeHCTBHE cepTudUKATa COOTBETCTBHSA
9 O0o3HaYeHHe
AOKyMeHTaluHu, 110

1
OKIIA-2 ; HaunmenoBaHue 1 0003Ha4YeHHE NPOAYKIHH | 3
| KOTOPOH BBIITyCKAETCH
f NpOayKLHs
1 14.12.30.190 \ Habop MemUUUHCKUHN XUPYPTUYECKUH OHOPA30BEIH, | TOCT EN 13795-1-2011,
. crepunpaend "MEJIKOMITIIEKT- 1" : I'OCT EN 13795-2-2011,
' 1. xajaT XupyprudecKuil (HETKaHBINA H/UIIH | TOCT EN 13795-3-2011, |
| TAMHHMPOBAHHEIH), yOOp TOIOBHON HETKAHbIH (THII] | TOCT ISO 10993-10-2011 |

KOJIIAK, TUII 2 GepeT, T 3 1reM), Oaxunisl (Tul 1 (gactm 1. 5, 10,12, 13)
HETKaHBIE BEICOKHE, TUIT 2 HEeTKaHbIe HU3KUE, TUII 3

| IOJIMSTHIIEHOBEIE, KOMOMHUPOBAaHHBIE TAIIOYKH ), MacKa
MeIuiMHCKas (TUI | MHOTOCJIONHAS Ha 3aBI3KaxX, THI 2
MHOTOCJIOMHAs Ha Pe3UHKaX ), HapyKaBHUKH
(IOTHATHIIEHOBLIE, JAMAHUPOBaHHBIE, HETKaHBIE), OPIOKH
(HeTKaHEIe, JaMHHAPOBaHHEIE), pyOalka (TUIl | HeTKaHad,
THN 2 KOMOUHE30H), TPYCHI HETKaHbIe, (hapTyK

| (TIOTMATHIEHOBEIN, TAMUHUPOBAHHBH, HETKAHBIIT),

' mpomssoacTea OO0 "MenKommnexr", Poccus;

PykoBoauTtenb opraHa
y A P 0O.J1. lpanoBa

WHILATEL, PaMUINS

P.P. JlenuciaMoB

MU, asunug

AKcnepT

CepTH(HKAT He IPHMERRETCA IPH 0DSSATEARHOR CEPTHPHRALIHY

Hacrosuui CepTHRURAT COOTBETCTRHSA 065 IbIBACT 0PI AHMIA UMD NOANEPAIBATE BIUIYCK {(peany SAUHKY HPOAYKUHK B COOTBETCTEHE C BBIICY KASAHHBIM CTAHAAPTOM, 110 OYAeT HAXOAMTHCA
IO KOHTPOTEM OPTAHA N0 CepTHPHEALNT CHOTEMBI N0GPOBOIBHON CEpTRIRAUIIL «TIC» # noATBEPAARTHCH NPH TPOXOKIEHHH EXEMONHOTO HHCNEKUHOHHOIO KOHTPOS




Ne 0000918

CUCTEMA ,I[OBPOBOHI?JHOIL;I CEPTUOUKAIIUH
«HUU UCIHBITAHUU U DKCIIEPTHU3bI»

Ne POCC RU.31532.04115KYU0 B eIHHOM peecTpe 3aperucTpHpOBaHHBIX CHCTeM N00pPOBOIBHO cepTHOHKALHH

. f | O06o3HaveHne _

OKIIO-2 ; HaumeHoBaHue H 0003HAYEHHE ITPOXYKLHH : AR .
| | KOTOpOil BBITyCKaeTCsl

s pOoAyKUHS

1 14.12.30.190 | 2. Macka IIaCTMACCOBast IIPO3payuHas JULL 3allUThI JTHLA i TOCT EN 13795-1-2011,

| Bpaua—CTOMATOJIOTa [IPH IPOBEICHUN MAHUITY ISILIUA B | TOCT EN 13795-2-2011,

| | momoctu pra MC- "Enat", mponssoznctea OAO | FOCT EN 13795-3-2014,

f | "EnaroMckuil npubopHEIH 3aBon”, Poceus { TOCT ISO 10993-10-2011 |

' | 3. 9KpaH HOJTMMEPHBIA HACTONBHAIH IS 3aIIUTHI | (wactm 1, 5,10, 12, 13) |

MEIAIIMHCKOTO IIEPCOHaa OT a9PO30IIbHBIX 3arPsA3HEHNUMH,
pa3OpHI3TUBAHIS TIPH PaboTe ¢ arpeCCUBHEIM MaTepHaIoM |
| MU TIPY MCCIIEIOBAHUM Cy1E0HO-MENUIIMHCKOTO
MaTepraa, OYKH CIeNHaNbHbIe ¥ 0YKH- MacKa JUld
3aIIATHI OT a3PO30JIbHEIX 3arPsI3HEHNH, Pa3OphI3THBAHM
npu paboTe ¢ arpecCUBHLIM MaTEPUatoM, ¢ IIOTEHIHATHEHO
OIIACHBIM MATEPUATIOM OHOIOTHYECKOTO HITH XUMHUYSCKOTO
IPOMCXOKIEHH)S, Tpou3BoacTBa Qupmel «Deltalab S.A»,
Ucnanus;
4. mepyaTKy JaTEKCHBIE ¥ CHHTETHYECKHE XUPYPTUUECKHE.
CMOTpPOBEIE, TUATHOCTUYECKHE METUIIMHCKIE
HECTEPHITBHEIE H CTEPUIIBHEIE, IPOHU3BOACTBA QupMbl SFM
: ' Hospital Prodficts GmbH, ®PI, unu mepyaTku
| | XHpyprudecKye, CTEPUIbHEIE, IHarHOCTUICCKUE
' (CMOTpOBEIE), HECTEPUIIBLHEIE, C YATMHEHHON MAHKETOMH, C
VKOPOUEHHON MaHKETOH, ¢ IIaIKOH IIOBEPXHOCTRIO, C
TEKCTYPUPOBAHHOH MOBEPXHOCTBIO, OIYAPECHHEIE,
HeoIyIpeHHbIe, Mpou3BoucTBa (upmel International

i Medical Products, CIIIA - Manai3sus.

PyKkoBsoauTtenb opraHa

O.]l. ViranoBa

g e
dKcnept \¢ /c//;‘/»/ P.P. JleHnCIaMOB

Gt — e

Ceprudsinar He npumensiercs npu ofigsarenbroil ceprudmranin

Hactosuini CepTuHRaT COOTBETCTEHR 0B ILIBACT OPTAHMIAUNIO NOAIEPANBATE BRINYCR (PEATN (AUNI0 | NPOAY KU B COOTBETCTEHE C BLILEY RA SAHHRIM CTARAADTOM, MTo GyAeT HaxonuThes
MO KOHTPOeM OPIAHS N0 CEPTHPHKALINN CHCTEMbI acbposoasaoi cepridunannn «THCH M IOATEEPRIATHCA NPH HPOYOKACHHH EMETOAHOTO HHCIEKUROHHOTO RORTPONS




