AEKJIAPAIIMA O COOTBETCTBHUHA

OO6mecTBO ¢ orpanndenHoi oTBeTcTBeHHOCTHI0O KHUKAME/» (000 «<HUKAME/»)

HaHMCHOBaAHHE OpraHH3alHH HIH ¢EM]-‘IJ'IH3, HMA, OTYECTBO HHIHBHIYANBHOTO NPEANPHHHUMATE A, NPHHABIIHMX ACKNapalHiO 0 COOTBETCTBHH

3apeructpupoBad MexpaiionHoit nHcneknuei OenepansHOM HAIOroBoi ciryx6s1 Ne 46 mo r. Mockse, nara
peructpauuy 16.01.2003 roga, OI'PH: 1037700031588

CBEJICHHAA O PErHCTPALHH OPraHN3alMK WX HHAMBHIYTBHOTO NPEANpHHUMATENs (HaHMEHOBAHHE PETHCTPHPYIOIIETO OpraHa, 1aTa PerucTpalHH,
PErHCTPALMOHHEIH HoMep)

KOpunuyeckuit anpec: Poccuniickas ®enepaums, Mocksa, 127015, ropox Mocksa, BymakHBIi poe3/i, 10M

14, cTp. 2, Tenedon: +74956096386, anexTpornas noura: info@nikamed.ru, agpec paxkTrIeckoro

MecToHaxoxaeHus: Poccutickas @enepanys, 127015, ropox Mocksa, Bymakasli mpoesn, aom 14, ctp. 2
anpec, Tenedox, hake

B June I'erepansHoro mupexropa Illautoa Cepres DayaproBuda
JIOIDKHOCTS, (DaMHINA, HMS, OTYECTBO PYKOBOAMTE/A OPraHH3aLlHK, OT HMEHH KOTOPOii NPHHUMAETCA AeK/apalus

3asIBJISIET, YTO
W3nenust KOMIIPECCHOHHBIE JUIS HIKHUX U BEPXHUX KOHEYHOCTEHN B HAGOpax U OTAEIBHBIX YIIAKOBKAX:

I. I3ienus KOMIIPECCHOHHEBIE IS HIDKHUX KOHEUHOCTEH B Habopax: Habop uzmenuit KOMIIPeCCHOHHBIX:
2W700, 2W701, 2W702, 2W703, 2W704, 2W705, 2W706, 2W707, 2W708, 2W709, 2W710, 2W711,
2W712,2W713,2W714, B cocraBe: - rons(sl BHeNmHUE - | WT. - ronsdbl BHYTPEHHHUE - 2 IIT.

I1. Mi3enmis KOMIIPECCHOHHBIE IS HHKHAX M BEPXHUX KOHEYHOCTEH B OTAEIBHEIX YIIAKOBKAX:

1. Hynxu (Bug 263010): 1C100, 1C101, 1C102, 1C103, 1C104, 1C105, 1C106, 1C107, 1C108, 1C109,
1C110, 1C111, 1C112, 1C113, 1C114, 1C115, 1C116, 1C117, 1C118, 1C119, 1C120, 1C121, 1C122, 1C123,
1C124, 1C125, 1C126, 1C127, 1C128, 1C129, 1C130, 1C131, 1C132, 1C133, 1C134, 1C135, 1C136, 1C137,
1C138, 1C139, 1C140, 1C141, 1C142, 1C143, 1C144, 1C145, 1C146, 1C147, 1C148, 1C149, 1C150, 1C151,
1C152, 1C153, 1C154, 1C155, 1C156, 1C157, 1C158, 1C159, 1R160, 1R161, 1R162, 1R163, 1M164,
IM165, 1IM166, 1IM167, IM168, 1IM169, 1V170, 1V171, 1V172, 1V173, 1V174, 1C175, 1C176, 1C177,
1C178, 1C179, 1P180, 1P181, 1P182, 1P183, 1P184, 1P185, 1P186, 1P187, 1P188, 1P189, 2C100, 2C101,
2C102, 2C103, 2C104, 2C105, 2C106, 2C107, 2C108, 2C109, 2C110, 2C111, 2C112, 2C113, 2C114, 2C115,
2C116, 2R117,2R118, 2R119, 2R120, 2C121, 2C122, 2C123, 2C124, 2C125, 2C126, 2C127, 2C128, 2C129,
2C130, 2C131, 2C132, 2C133, 2C134, 2C135, 2C136, 2C137, 2C138, 2C139, 2C140, 2C141, 2C142, 2C143,
2C144, 2C145, 2C146, 2C147, 2C148, 2C149, 2C150, 2C151, 2C152, 2C153, 2C154, 2C155, 2C156, 2C157,
2M158, 2M159, 2M160, 2M161, 2M162, 2M163, 2V164, 2V165, 2V166, 2V167, 2V168, 2C169, 2C170,
2C171, 2C172, 2C173, 2C174, 2C175, 2C176, 2C177, 2C178, 2C179, 2P180, 2P181, 2P182, 2P183, 2P184,
2P185, 2P186, 2P187, 2P188, 2P189, 3C100, 3C101, 3C102, 3C103, 3C104, 3C105, 3C106, 3C107, 3C108,
3C109, 3C110, 3C111, 3C112,3C113, 3C114, 3C115, 3C116, 3C117, 3C118, 3C119, 3C120, 3C121, 3C122,
3C123, 3C124, 3C125, 3P126, 3P127, 3P128, 3P129, 3P130, 3P131, 3P132, 3P133, 3P134, 3P135, 4P100,
4P101, 4P102, 4P103, 4P104, 4P105, 4P106, 4P107, 4P108, 4P109, 0C100, 0C101, 0C102, 0C103, 0C104,
0C10s5, 0C106, 0C107, 0C108, 0C109, 1C200, 1C201, 1C202, 1C203, 1C204, 1C205, 1C206, 1C207, 1C208,
1C209, IR210, 1R211, 1R212, 1R213, 1M214, 1M215, 1IM216, IM217, 1M218, 1M219, 1V220, 1V221,
1V222, 1V223, 1V224, 1C225, 1C226, 1C227, 1C228, 1C229, 1C230, 1C231, 1C232, 1C233, 1C234,
1C235, 1C236, 1C237, 1C238, 1C239, 1C240, 1C241, 1C242, 1C243, 1C244, 1C245, 1C246, 1C247, 1C248,
1C249, 1C250, 1€251, 1C252, 1C253, 1C254, 1C255, 1C256, 1C257, 1C258, 1C259, 1C260, 1C261, 1C262,
1C263, 1C264, 1C265, 1C266, 1C267, 1C268, 1C269, 1C270, 1C271, 1C272, 1C273, 1C274, 1C275, 1C276,
1C277, 1C278, 1C279, 1P280, 1P281, 1P282, 1P283, 1P284, 1P285, 1P286, 1P287, 1P288, 1P289, 2C200,
2C201, 2C202, 2C203, 2C204, 2C205, 2C206, 2C207, 2C208, 2C209, 2C210, 2C211, 2C212, 2C213, 2C214,
2C215, 2C216, 2C217, 2C218, 2C219, 2C220, 2C221, 2C222, 2C223, 2C224, 2C225, 2C226, 2C227, 2C228,
2C229, 2C230, 2C231, 2C232, 2C233, 2C234, 2C235, 2R236, 2R237, 2R238, 2R239, 2M240, 2M241,
2M242, 2M?243, 2M244, 2M245, 2V246, 2V247, 2V248, 2V249, 2V250, 2C251, 2C252, 2C253, 2C254,




2C255, 2C256, 2C257, 2C258, 2C259, 2C260, 2C261, 2C262, 2C263, 2C264, 2C265, 2C266, 2C267, 2C268,
2C269, 2C270, 2C271, 2C272, 2C273, 2C274, 2C275, 2C276, 2C277, 2C278, 2C279, 2P280, 2P281, 2P282,
2P283, 2P284, 2P285, 2P286, 2P287, 2P288, 2P289, 3C200, 3C201, 3C202, 3C203, 3C204, 3C205, 3C206,
3C207, 3C208, 3C209, 3C210, 3C211, 3C212, 3C213, 3C214, 3C215, 3C216, 3C217, 3C218, 3C219, 3C220,
3C221, 3C222, 3C223, 3C224, 3P225, 3P226, 3P227, 3P228, 3P229, 3P230, 3P231, 3P232, 3P233, 3P234,
4P200, 4P201, 4P202, 4P203, 4P204, 4P205, 4P206, 4P207, 4P208, 4P209, 4P210, 0C200, 0C201, 0C202,
0C203, 0C204, 0C205, 0C206, 0C207, 0C208, 0C209, 0C210, 1A210, 1A211, 1A212, 1A213, 1A214,
1A215, 1A216, 1A217, 1A218, 1A219, 2A210, 2A211, 2A212,2A213,2A214, 2A215, 2A216, 2A217,
2A218,2A219,3A210,3A211,3A212,3A213,3A214,3A215,3A216,3A217,3A218,3A219, 1A100,
1A101, 1A102, 1A103, 1A104, 1A105, 1A106, 1A107, 1A108, 1A109, 2A100, 2A101,2A102, 2A103,
2A104,2A105,2A106,2A107,2A108,2A109, 3A100, 3A101, 3A102, 3A103,3A104, 3A105, 3A106,
3A107,3A108,3A109, 1S100, 1S101, 1S102, 1S103, 1S104, 1S105, 1S106, 1S107, 1S108, 1S109, 1S110,
18111, 1S112, 1S113, 1S114, 1S115, 1S116, 1S117, 1S118, 1S119.

2. Konrotku (Bug 263010): 1C300, 1C301, 1C302, 1C303, 1C304, 1C305, 1C306, 1C307, 1C308, 1C309,
1C310, 1C311, 1C312, 1C313, 1C314, 1C315, 1C316, 1C317, 1C318, 1C319, 1C320, 1C321, 1C322, 1C323,
1C324, 1C325, 1C326, 1C327, 1C328, 1€329, 1C330, 1C331, 1C332, 1C333, 1C334, 1C335; 1C336, 1C337;
1R338, 1R339, 1R340, 1R341, 1R342, 1R343, 1R344, 1R345, 1R346, 1R347, 1R348, 1R349, 1IM350,
IM351, 1M352, 1M353, 1M354, 1M355, 1V356, 1V357, 1V358, 1V359, 1V360, 1C361, 1C362, 1C363,
1C364, 1C365, 1C366, 1C367, 1C368, 1C369, 1C370, 1C371, 1C372, 1C373, 1C374, 1C375, 1C376, 1C377,
1C378, 1C379, 1P380, 1P381, 1P382, 1P383, 1P384, 1P385, 1P386, 1P387, 1P388, 1P389, 2C300, 2C301,
2C302, 2C303, 2C304, 2C305, 2C306, 2C307, 2C308, 2C309, 2C310, 2C311, 2C312, 2C313, 2C314, 2C315,
2C316,2C317,2C318, 2C319, 2C320, 2C321, 2C322, 2C323, 2C324, 2C325, 2C326, 2C327, 2C328, 2C329,
2C330,2C331, 2C332,2C333, 2C334, 2C335, 2C336, 2C337, 2C338, 2C339, 2C340, 2C341, 2C342, 2C343,
2C344, 2C345, 2C346,2C347, 2C348, 2C349, 2C350, 2C351, 2C352, 2C353, 2C354, 2C355, 2C356, 2C357,
2C358, 2C359, 2C360, 2C361, 2C362, 2C363, 2C364, 2C365, 2C366, 2C367, 2R368, 2R369, 2R370, 2R371,
2M372,2M373, 2M374, 2M375, 2M376, 2M377,2V378, 2V379, 2V380, 2V381, 2V382, 2C383, 2C384,
2C385, 2C386, 2C387, 2C388, 2C389, 2P390, 2P391, 2P392, 2P393, 2P394, 2P395, 2P396, 2P397, 2P398,
2P399, 3C300, 3C301, 3C302, 3C303, 3C304, 3C305, 3C306, 3C307, 3C308, 3C309, 3C310, 3C311, 3C312,
3C313,3C314, 3P315, 3P316, 3P317, 3P318, 3P319, 3P320, 3P321, 3P322, 3P323, 3P324, 4P301, 4P302,
4P303, 4P304, 4P305, 4P306, 4P307, 4P308, 4P309, 4P310, 4P311, 0C300, 0C301, 0C302, 0C303, 0C304,
0C305, 0C306, 0C307, 0C308, 0C309, 0C310, 1C400, 1C401, 1C402, 1C403, 1C404, 1C405, 1C406, 1C407,
1C408, 1C409, 1C410, 1C411, 1C412, 1C413, 1C414, 1C415, 1C416, 1C417, 1P418, 1P419, 2C400, 2C401,
2C402, 2C403, 2C404, 2C405, 2C406, 2C407, 2C408, 2C409, 2C410, 2C411, 2C412,2C413,2C414, 2C415,
2C416,2C417,2C418, 2P419, 2P420, 0C400, 0C401, 0C402, 0C403, 0C404, 0C405, 0C406, 0C407, 0C408,
0C409

3. Ilepuatka (Bux 262930): 11600, 11601, 1L.602, 1L603, 1L604, 1L605, 11606, 1L607, 1P608, 1P609,
21600, 21601, 21.602, 21603, 2L.604, 21605, 21606, 2L.607, 2P608, 2P609.

4. Pykas (Bux 263000): 1L500, 1L501, 1L502, 11503, 11504, 1L505, 1L506, 1L507, 1P508, 1P509, 2L.500,
21501, 21502, 21.503, 2L.504, 2L.505, 2L.506, 2L507, 2P508, 2P509.
ITpoayKIust H3rOTOBJIEHA B COOTBETCTBHH C JOKYMEHTAIUEH H3rOTOBHATEIIS

CepuiiHblif BEITYCK.
Kox OKIIJ 2: 32.50.22.125
Kox TH B9/1: 611510100

MecroHaxoxaenus: Rehard Technologies GmbH, Potsdamer Strasse 92, 10785 Berlin, Germany, ['epmanus.
IIpoussoncTeennsle mwiomanky: 1. Rehard Technologies GmbH, aapec (ropumudeckwuii anpec): Potsdamer
Str. 92 D-10785 Berlin, Germany, I'epmanus, 2. Sanyleg SRL Unipersonale, anpec (ropumideckuit anpec):
Via Albania 1/3 46042 Castel Goffredo (MN), Italy, Mtanus

coorBercTByeT TpedoBanuam 'OCT P 52770-2016, 'OCT ISO 10993-1-2011, 'OCT ISO 10993-5-2011,
I'OCT ISO 10993-10-2011, 'OCT 31509-2012, 'OCT P 50444-92

o6o3HaueHHe HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEPHKACHO JAHHOMH AeKnapaleil, ¢ yKa3saHHeM ITYHKTOB 3THX HOPMATHBHBIX JIOKYMEHTOS,
coiepralHx TpeoBaHHA 1A AAHHOH NPOAYKIHH

I.[elc.uapauna 0 COOTBETCTBHH IIPHHATA HA OCHOBAHHH:




IIporoxona ucneitarmii Ne 2018-153.2 ot 28.03.2018 rona, eigansoro YcneitarenbHas 1adopaTopus
AxnuorepHoro obmecrtsa "He3aBUCUMBI HHCTUTYT UCIIBITAaHUH MEIUIMHCKOMN TEXHUKH ", aTTECTAT
akkpemuranu POCC RU.0001.517966, IIpotokona ucnsitanuit Ne 02151220260 ot 15.12.2020 roxaa,
BeIaHHOTO JIaGopaTopueit TOKCHKOJIOrHYecKuX uccnenoranuit ObmecTBa ¢ OrpaHUYeHHON
otBeTcTBeHHOCTHIO "VcnbiTarensusnii LienTp Kontpons Kagectsa [Iponyknun", aTrecTar akKpeaAuTauu
RA.RU.21HCS51, Ilporokona ucnerranuit Ne 25141220152 ot 14.12.2020 rozaa, BeiganHOro ®Ousuko-
XHUMHYECKO# 1aboparopueii OO1mecTBa ¢ OrpaHu49eHHON 0TBeTCTBeHHOCTRIO "Toproseii Jlom "Jlensma”,
arrecrat akkpeauranuu RA.RU.21HP36, PeructpannoHHOE YIOCTOBEPEHHE HAa MEAUIIMHCKOE H3/IENIUe
@enepanbHOU ciyx OBl 10 Hax3opy B cdepe 3apaBooxpanenus (POC3IPABHAI30P) NedC3 2012/13480
ot 14.03.2018 rona

vH(pOPMALKA O IOKYMEHTAX, AB/AIOLIMXCA OCHOBAHNEM JUIA NPUHATHA AeKNapaLin

C. O. IllanToB

HHHUHATbL, (haMuiua

Perucrpanuonsslit HoMmep oprana 1o cepruduxamuu: RA.RU.11HA38, O6mecTBo ¢ orpaHiYeHHON
otBeTcTBeHHOCTHIO "CepBuc Imoc", anpec mecta Haxoxaenus: 141002, MockoBckas 061., MeITHmu
TOPOJICKOM OKpyT, . MbITuIy, yi. Konmakosa, 1.2, kopmyc 15, nomemenue 10, paxTuyeckuit aapec:
129110, r. Mockaa, yi. IIpocniekt Mupa, gom 39, ctpoenue 2

HaHMEHOBAHHME H afipec Opraa no cepruduKaly, 3aperHCTPHPOBABIIETO ACKNapaLHI0

H.H.Kyumuep

NOAMHCH, HHHULIKANG!, (PaMHANA PYKOBOAMTENA OpraHa fo cepTH(HKanH
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