IHHOSCHHMUTEJIBHAA 3AIIUCKA
K TTIepBOW pefaKkINy MIPOeKTa MEKIOCy1apCTBEHHOTO CTaH1apTa
«M3penus meununckre. Orienka OHOIOTHIECKOr0 NeHCTBISA MEAUIMHCKUX U3/ISTUH.

Yacte 11. Mccnenosanus 00IIeTOKCHYECKOrO IEHCTBHSIY

1 OcHoBaHue oy pa3padboTKu cTaHAapTa

OcHoBaHueM [Uid pa3pabOTKH MEXTOCYJapCTBEHHOIO CTaHAapTa SBISETCH
Hp.OFpaMMa HallMoHanbHOM cranmaptusanuu Ha 2020-2021 rr. (muudp Temsl
1.10.422-2.008.20) u Ilporpamma MexrocynapcTBeHHOH cranmapTuzanuu Ha 2020-

2021 rr.. (undp TEMEL:).

2 KpaTkasi XapakTepHCcTHKAa 00beKTa M acleKTa CTAHJAPTU3ANHH

[Ipoext crapmapTa paspabaTbiBaeTci B paMKax TaKoro IPHOPUTETHOIO
HaIlpaBJIEHUS CTaHOApTH3alud, Kak ofecledeHne O€30MaCHOCTH MEIUITMHCKON
TEXHUKH ¥ U3/EHi MEIUIIMHCKOr0 Ha3HAUYEHU U OXpaHa 3M0POBbs MOAEH.

Ilenpro mpoeKkTa CTaHAapTa SIBISIETCST  YCTAHOBIEHHS TpeOoBaHWM U
PEeKOMEHNAUWK IO IIPoIedypaM OLEHKH MOTEHIHAIBHOIO OOIIEeTOKCHYECKOro
NEHCTBUS MaTEPUANIOB MEIUIIMHCKOTO U3ICTIH.

IIpoekT cTannapra UAeHTUYEH Me}KnyHapOJIHOMy craggapty ISO 10993-11:2017
«Onenka OHOJIOTMYECKOrO  JEHCTBUS  MEOWUUMHCKMX  wm3menumiti. Yacts 11,
Hccnenosanus obmeTokcuueckoro nercreusy («Biological evaluation of medical

devices - Part 11: Tests for systemic toxicity).

3 TexHHKO-3KOHOMHYECKOE, COUHAJILHOE HJIH HHOe O000CHOBAHHE
pa3paboTKH cTaHdapTa

Texnuko-okonomMuueckas W conuanpHas . 3QGEKTUBHOCTE — pa3paboOTKu
HaCTOSIIEro MeKXIrocy1apCTBEHHOIO CTaH/apTa cBA3aHa ¢ obecmedeHneM TpeboBaHuil
OesomacHOCTH M 3G(OEKTHBHOCTH  MEOUIMHCKAX  M3[eNdil  OpraHu3almii-
U3rOTOBUTEIEH MEIUIUHCKUX M3JCNUH, TPUMEHSIONHE CHCTEMBl MEHEIKMEHTA
Ka4ecTBa Ha TEPPUTOPHHU IOCYIAPCTB — WICHOB TaMOKEHHOrO CO34.

CTaHlIElpT ABJIACTCH aKTyaJIbHBIM U CBOCBPEMEHHBIM.



CucreMHass TOKCHYHOCTb  SBJSETCS ITOTEHIMANLHBIM  HeOIarompUsTHEIM
53((PEKTOM HCIIOIB30BAaHUS MEIUIHMHCKUX u3Aenuit, [[poekT HacTosImIero craHmapra

pacnpocCTpansAeTCa Ha OUEHKY KOHEIHOI'0 IIPOAYKTAa H KOMIIOHEHTOB €I'0 BEIMBIBAHH .

4 OOocHoBanue uenecooOpa3HocTH  pa3paloTKHM  CcTaHAapTra Ha
MEKIrocy/1apcTBeHHOM YPOBHE

IIpoekr cranmapra paspabaTelBaeTcsi B3aMeH JeHCTByIOLIeH penakuuu
MexrocynaperserHoro cragaapra ['OCT ISO 10993-11-2011 B cBsi3u ¢ BBeIeHUEM B
nerictue ¢ 14.09.2017 noBo#t penakmuu ISO 10993—_1 12017,

N Jis ﬁeneﬁ GopMupoBaHUS OOLIMX IOJIXOJOB K PEryJHpOBaHHIO OOparieHus
MEJUIMHCKUX U3enui B pamMkax EBpazuiicKOro 3KOHOMHUYECKOTO COI03a, HACTOSIIN
cTaHnapT OyIeT SBIATHCS OAHUM U3 IEPEUHs CTAHIAPTOB, B PE3yJIbTATe IIPUMEHEHHS
KOTOpPBIX Ha J0OpOBOJIBHOM OCHOBE IIOJHOCTBIO ~HJIM YacTHYHO 00OecreyuBaeTCs
COONIONEHNE  COOTBETCTBHS  MENMLMHCKOrO m3menus oOmwM  TpebGoBaHUIM

Oe3onacHOCTH U 3G (HEKTHBHOCTH.

S Cpegenusi 0 B3aHMOCBSI3M NPOEKTa CTaHAApTa ¢ JPYTHMH
MEKIoCyJAapcTBEHHBIMH CTaHAapPTaMH, HOPaBW/JIAMH H PeKOMEHIANHSAMH [0
MEKTOCYAaPCTBEHHOH CTaHAAPTU3ALMH W/WJIH CBeleHHS O NMPHMEHEHHH IpH
paspafoTKe MpOeKTa CTAaHOAPTA MEeKIAYHAPOAHOro (PerHoHANBLHOIO HJIH
HAIIHOHAJIBLHOI0) CTAHAAPTA (MeRIYHApPOAHOIO0 JAOKYMEHTA, He SIBJISIOMIErocCs
MeKAYHAPOAHBIM CTAHIAPTOM)

IIpoexT cTanmapra B3auMocBsa3as co crangapTamu cepuu ['OCT ISO 10993,

6 IlpemmoskeHHss 10  H3MeHEHHIO, | nepecMOTpy HJIH  OTMEHe
MEKIroCy/lapCTBEHHBIX  CTAHAAPTOB, NPOTHBOPEYAIINX  NPEAJIOKEHHOMY
NPOEKTY CTAaHAAPTa

PaspaboTka mpoekTa cTaHAapTa OCYLIECTBISETCS B3aMeH AeHCTByoLIei
penakuuu MexrocynapcrseHsoro crasgapra 'OCT ISO 10993-11-2011 B cBsA3u ¢
BBeneHueM B aeiictue ¢ 14.09.2017 HoBoit pemakiuu ISO 10993-11:2017



7 IlepedyeHb MCXOAHBIX JOKYMEHTOB H Jpyrde HCTOYHHMKH HH(OpPMALHH,
uénonsaoﬂaﬂﬂble npu pa3paboTke cTaHaapTa

IToctpoenue, usjioxenue, odhopmieHHe M 0003HaYeHHE TMPOEKTa CTAHIAPTA
coorserctyer ['OCT 1.2-2015 «MexrocyIapcTBeHHas CHCTeMa CTaHapTH3AllKH.
CrannmapTsl MEKTOCyIapCTBEHHEIE, IIpaBUIa I pPEeKOMEHIAH o
MEKTOCYIapCTBEHHOW  cTanmapTu3anuu. IlpaBuiaa  paspaboTkw, — IPHHATHA,
IpUMeHEH s, 0OHOBIEHUS 1 OTMEHB». IIpu paspaboTke crammapra HCIOIb30BAUCE
nonoxernus ['OCT 1.5-2001 «MexrocynapcTBeHHass CHCTeEMa CTaHAapTU3allly.
CTé.H,HapTBI MEXXTOCYJIapCTBEHHEIE, IpaBuia u peKOMEeH Ay o
MEXIoCylapcTBeHHOM craggapTusanuu. OOmue TpeboBaHUs K IIOCTPOCHHIO,
H3JI0KEHHIO, 0(OPMIIEHHIO, COLEPKAHUIO X 0003HAUECHHUION.

VBenoMieHre 0 pa3paboTke MpoeKTa cTaHnapra OyneT pasmemeno B MarepHeTe
Ha caiite PoccTaHmapra JUIA OpraHM3alluM TIPOBENEHMS MyOIHYHOrO 06CYKIeHHs.
[lepByl0 peakiio MPOeKTa CTaHAapTa TAKKe IMPEeIOoJiaracTcsl HalpaBUTh UJI€HaM
TeXHUYECKOro KoMmuTera Io crapmaptusanmu TK 422 «OneHka OHOIOTMYECKOrO
JIeHCTBrsST MEeOWIMHCKUX u3fenuit». Jlna obecreuenns IOCTYMHOCTH IIPOEKTa
CTagmapTa JJIsS BCEX 3aWHTEPEeCOBAHHBIX CTPAH €ro IepBas PelaKiis pasMelacTcs B

ANC «MI'C» mo ampecy: mgs.gost.ru.

8 Ceejiennsi o pa3paboTynKe CTAHAAPTA

PaszpaboTumk cTangapta: ABTOHOMHAs HEKOMMepYeCKas OpraHu3aIus
«MMBUUT» ( AHO «UMBUHT»)

IOp.ampec: 123557, r. Mocksa, bonsimoit Tumunckui nep., a. 43/20, ctp. 2,

e-mail: Viktor I. Sevastianov viksev@yandex.ru, kamnad@mail.ru

TexHm4YecKUA KOMATET 0 cTanmapTu3sanuu TK 422, KOHTaKTHBIH TeaehoH:

8 (499) 255-13-95

Hupextop AHO « MBI T» % s
IIpencenarens TK 422 B.M. CeBacThsHOB

OtBeTcTBeHHBIH cekpeTaps TK 422 ’5?/7%0:// H.B. KamuHCcKas



