INOACHUTEJIBHAS 3AITUCKA

K IIGpBOfI peoaKI iy IIPOEKTa MEKTOCYJapCTBEHHOI'O CTaHAapTa
<(I/13,E[GJII/I5I MEOHUIIMHCKHE. OI_IeHKa OH0JIOTHYECKOTO JNEUCTBUS MEIUIIMHCKHUX M3ICIIHIH.

YacTts 6. HCCII@,ZIOBS.HHH MECTHOTO JeHCTBHUS MOCIE HMIIJIaHTAIIUI )

1 OcHoBaHue Aj1s pa3paboTKH cTaHXAPTA

OcHoBaHHeM Juid pa3pabOTKH MEXTOCYyJapCTBEHHOIO CTaHIapTa SBISETCS
ITporpamma HanuonanpHOM cTagmaptu3anru Ha 2020-2021 rr. (wmdp Temsr:
1.10.422-2.006.20) u IlporpamMma MeXTOCyIapCTBEHHOM craHmapTusanuu Ha 2020-

2021 rr.. (mudp Temsl:).

2 Kparkas xapakTepHcTHKA 00beKTAa M aCNEKTa CTAHAAPTH3AIHH

Ilpoext craHmapTa paspabaTbIBaeTcsi B pamMKax TaKOro IIPHOPUTETHOTO
HalpaBlICHUS CTaHNApTH3alluM, Kak obOecmedeHwe O€30MaCHOCTH MEUIMHCKOM
TEXHUKHU M U3ENIANH MENUIIMHCKOTO Ha3HAUYCHUS U OXpaHa 3M0POBbS JIFOEH.

[Tens mpoekra cTaHmapTa - METOABI MCCIIEOBAHHS MECTHOI'O JEHCTBHS IIOCIE
UMIIaHTaOUH ~ OHOMATepualoB, [peNHAa3HAYEHHBIX [  HUCIIONL30BAHHS B
METUIIMHCKUX U3JIEITHSX,

ITpoexT cTanzapTa HASHTHYEH MeXIyHapoaHomy ctagaapty ISO 10993-6:2016
«OueHka OMOJIOrHYECKOTO NEHCTBHS MEIUIMHCKUX wu3zenuit. Yacte 6. Omenka u
HCCIIeI0OBaHKs B IIPOIecce MeHeKMeHTa puckoBy («Biological evaluation of medical

devices - Part 6: Tests for local effects after implantation).

3 TexHHKO0-DKOHOMHMYECKOe, CONHAJLHOE HJIH HHOe 000CHOBaHHE
pa3paGoTKH cTaHxapTa

Texnuko-skoHOMUYecKass M COUMalibHas 3G (PEKTHBHOCTE  pas3paboTKy
HaCTOSIIIET0 MEXTOCYIapCTBEHHOIO CTaHapTa CBsi3aHa ¢ o0ecrevyeHHeM TpeboBaHuUi
OesomacHocTH M OQ(OEKTHBHOCTH  MEJAMUMHCKAX  W3NENHME  OpraHu3aliii-
M3TOTOBUTE/ICH MEIMIMHCKAX H3JEIUH, MPUMEHSIONHIE CHCTEMBI MEHEKMEHTa

KayecTBa Ha TEPPUTOPHU IOCYIAPCTB — YICHOB TaMOKEHHOI0 COr034.



Crangapt ABIA€TCS aKTyalbHBIM U CBOEBPEMEHHBIM.

3aayaMy pacCMaTpHBAEMBIX METOIOB MCCIeI0BAHHS SBIAIOTCS XapaKTEPHCTHKA
JAMHAMWKN peaklWd TKaHed Iocie wuMIulantanuu MUV/6uomarepuana, BKirodas
KOHEYHBIN pe3ylbTaT NPOLECCOB HHTETPAlMH MaTeprana B OKPYXAIOLIYIO TKaHb HIHA
ero OuomecTpyKuio/pe3opOimio. B 4acTHOCTH, [UIs JerpaaupyeMeIX/pe3opoupyeMbIx
MaTepUaoB JOKHEI GBITh OIPEIEIeHEI XapaKTepﬁcrnKH IECTPYKIMHU Marepuaia u

PeaKIlisa MECTHBIX TKaHel Ha TaKOBYIO.

4 OOGocHoBaHHe 1eec000pPa3HOCTH pa3paloTKu  cTaHAapra Ha
MEKIOCYAAPCTBEHHOM YPOBHE

Ilpoext cTampapra paspabaTeiBaeTCst B3aMeH IeMCTBYIOIEH — pefakiuu
mexrocypapersennoro craggapra 'OCT ISO 10993-6-2011 B cBA3M C BBeIEHHEM B
neitctBre ¢ 28.11.2016 Hosolt penaximu ISO 10993-6:2016.

Hist menedr GopMuUpoBaHHs OOIIHX IIOAXOJOB K PErYIMPOBAHHIO OOpalleHHs
MEIUIIMHCKUX H3JEINH B paMKaxX EBpasniickoro SKOHOMHYECKOTO CO3a, HACTOSIIHIHT
CTaHIapT OyZAeT SIBIATHCS OMHUM M3 TIEPEUHs CTAHIAaPTOB, B PE3yJbTATE IPHMEHEHHUS
KOTOPBIX Ha JOOPOBONBHOM OCHOBE ITOMHOCTBED MM YACTHYHO OOecIeurBaeTcs
COONIONEHNE  COOTBETCTBHSA  MEIHILHHCKOIO HM3IeNds  OOIMM  TpeGoBaHHIM

HesonacHOCTH U 3 (HEKTHBHOCTH.

5 Caemenuss 0 B3aHMOCBSI3M [POEKTa CTAHAApPTa ¢ JPYTHMH
MEKTOCYJAPCTBEHHBIMH CTAHIAPTAMH, NPAaBHJIAMH W PEKOMEHIAUHAMH 110
MEKTOCYAaPCTBEHHOH CTAaHAAPTH3AUMUH H/MIH CBeJeHHS] O NPHMEHEHHH IpPH
paspaboTKe MpoeKTa CTAHAAPTA MEXAYHAPOAHOro (PerHoHaJbLHOT0 H.IH
HAUHOHAJIBHOI0) CTAHAAPTA (MEKIYHAPOIHOIO AOKYMEHTa, He SIBJIAIOLIErocs

MeKIYHAPOIHBIM CTAHAAPTOM)

IIpoekT cTanmapTa B3aMMOCBsA3aH co cranmaptamu cepurt [ OCT ISO 10993

6 Ilpeanoxkennss N0  HM3MeHEHHIO, NEpPeCMOTPY MJH  OTMeHe
MEKTOCYAapPCTBEHHBIX  CTAHJAPTOB, NPOTHBOPEYAIHX  NPEII0OKEHHOMY

IPOEKTY CTAaHAAapTAa



PazpaboTka mpoekTa cTaHmapTa OCYIIECTBISETCS B3aMeH HIeHCTBYOIIEH
penakuuu Mexrocynapersennoro cragmapra I'OCT ISO 10993-1-2011 B cBsa3u ¢

BBeleHKneM B aericTeue ¢ 28.11.2016 HoBoit pepaknum ISO 10993-1:2016

7 IlepeveHb HMCXOAHBIX JOKYMEHTOB H JpYrHe HCTOYHHKH HHPOpMANHH,
HCHO0JIb30BaHHBIE IPH pa3paboTke cTaHAapTa

IlocTpoenne, wu3noxkeHHe, opopmieHHe U 0OO3HAUEHHWE IIPOeKTa CTaHAapTa
cootBercTByeT ['OCT 1.2-2015 «MexrocynapcTBeHHas CHCTeMa CTaHIapTH3AIMH,
CrangapTsl MEXIOCydapCTBEHHEIE, IIpaBUIIa u peKOMéHz[auHH 10
MEXTOCYNapCTBEHHOW  cTanaapTu3anuu. [lpaBuma  paspaboTku,  NPUHSTHS,
IpHUMeHEeHNs, 0OHOBIEHUS U OTMeHbI». [Ipu paspaboTke CTaHIapTa MCIOIb30BaINCh
nonoxernss TOCT 1.5-2001 «Me}KrocyﬂapCTBeﬁHaH cHUCTeMa CTaHIapTHU3allWH.
CranjgapThsl MEXTocyJapCcTBeHHEIE, IIpaBuiIa %4 peKOMeEH AU o
MEXIOCYNapCTBeHHON cTaHxapTuizauuu. OOmue TpeboBaHUs K IOCTPOCHHIO,
U3II0KEHHUI0, OQOPMIICHUIO, COACPKAHUIO U 0003HAUEHHIO).

VBenoMienne 0 pa3paboTke npoekTa craHaapra OyaeT pasMerieHo B MHTepHeTe
Ha caliTe Poccrannmapra 1y OpraHM3allid INIPOBENEHHS IIyOIMYHOTO OOCYKICHHUS.
IlepByro pemaknuio IpoekTa CTaHAApPTa TaKXKe MperojiaraeTcs HalpaBUTh YieHaM
TEXHUYECKOI'O0 KOMHUTETa II0 CTaHAAPTH3AINH TK 422 «OueHKa GHOIOTHYECKOro
NEUCTBUA MENUIUHCKUX u3fenui». [ng obecneueHus JIOCTyuHOCTI»i IIPOEKTa
CTaHIapTa Il BCEX 3aMHTEPECOBAHHBIX CTpaH ero mepBas peJaklis pa3Mellaercs B

AUC «MI"C» mo anpecy: mgs.gost.ru.

8 CBeaenus o pa3paboTynKe CTaHAapTA

Pa3paboTunk cTaHmapTa: ABTOHOMHASI HEKOMMEPYECKas OPraHu3aIlHs]
«MMBUWT» ( AHO «MMBUHT»)

IOp.agpec: 123557, r. MockBa, bonsimoit Tumuackuit nep., . 43/20, ctp. 2,

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



Texanveckuit KOMHTET 110 cTaHapTu3anuy TK 422, KOHTaKTHEIH TenedoH:

8 (499) 255-13-95

 Jupexrop AHO «VIMBUITY ;éL:B
Ilpencenarens TK 422 .W. CeBacTrsiHOB

OrtsercTBeHHbIH cexpeTaps TK 422 /%D%ﬂ% H.B. Kamunckas




