EBPAZUMCKAS DKOHOMUYECKASA KOMUCCHUS
KOJUIETUSA

PEKOMEHIAAILIHKA
«28» mioist 2026 1. Ne 19 r. MockBa

O BHeceHHH U3MEHEHHs B NlepeyeHb CTAHIAPTOB, B pe3yJbTarTe
NPHMEHEeHHA KOTOPBIX Ha X00pOBOJILHO OCHOBE MOJHOCTHIO
HJIH YACTHYHO o0ecnieunBaercs cob/10eHHe COOTBETCTBHA
MeIHHUHCKHX w3aemi O61mum TpedoBanuam 6€30NacHOCTH
1 3¢ exTHBHOCTH MEAUNNHCKHX U3¢, TpeDOBaAHUAM
K HX MAPKHPOBKE H JKCILIYATAIIMOHHOR IOKYMEHTAUUH HA HHX

Komrernst Eppasuickoif 5KOHOMHMYECKOM KOMHCCHH HA OCHOBaHUH
nyHKTa 2 crared 3, nmyHkTa 4 crathd 4 u nyHkTa 4 craren 7 Cornamenus
O eNWHBIX IPUHIUMAX W IpaBwiax oOpallieHUs] MEJUUUHCKHX W3IeIuH
(u3penuii MeIUIIMHCKOrO HA3HAYCHUS M MEJHIMHCKOH TEXHHUKH) B paMKax
EBpasuiickoro sxoHOMEYecKoro cotwza oT 23  gekabps 2014 rogja
U B coorBeTcTBHH ¢ nyHktoM 110 O6mmx tpeboBaHuil 0€30IacHOCTH
i 3(QDEKTHBHOCTH MEAUIMHCKUX W3JENUH, TpeOoBaHUH K MX MapKHpOBKE
M OKCIUIYaTAlIMOHHOH  JIOKYMCHTallHH  Ha  HHX,  YTBEPKJAEHHBIX
Pemiennem Cogera Eppasuiicxoit SKOHOMHYECKOH KOMHCCHH
ot 12 deppans 2016 r. Ne 27,

peKoMeHaAYeT rocyjapcTBam  —  WwieHaM  Empasumiickoro
AKOHOMMUYECKOTO c¢owo3a mno ucredeHuu 30 KaJleHAApHBIX JHEH ¢ JaThl
ony6nuKoBaHMs Hacrosineid PexomeHpanuu Ha oQMUMANGHOM  caiTe
EBpasuiickoro 9KOHOMHYECKOTO COKO3a NMPHHUMAThL BO BHHMAHHE MEPEUYeHb

CTaHJAPTOB, B Pe3yNbTATS MPUMEHEHUs] KOTOPHIX Ha A00POBOJIBHON OCHOBE
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MOJIHOCTBI0 HJIM YacTHYHO OO0ecleYuBaeTcsl COOIOAEHUE COOTBETCTBUS
MEIHUIIAHCKAX §5 63 (+1)0407 O61mMm TpeOoBaHUsIM 0e30I1acHOCTH
1 >QPEKTUBHOCTH MEIMIIMHCKAX U3/1eNuil, TpeOOBaHUAM K MX MapKHPOBKE
1 SKCIUIYATallHOHHOM JOKYMEHTAMK Ha HUX (IpUIokKeHue K PexoMeHaanum
Konnernn EBpasuiickoit skoHOMUYeCKoH komuccuu oT 4 centsops 2017 r.

Ne 17), ¢ ydeToM U3MEHEHUN COIIIACHO MPUIIOIKEHHIO.

[Ipencenarens Kosuteruu
EBpasuiickoit 5SKOHOMUYECKOH KOMHCCHU




IMPWJIOXKEHHE

Kk Pexomengaimu Komnerun
EBpa3uiickoi 5KOHOMHYECKOH KOMHUCCHH
ot 28 mronst 2026 r. Ne 19

NU3MEHEHME,

BHOCHMOE B TiepedeHb CTAHJXAPTOB, B Pe3yabTaTe IPAMeHEeHHs KOTOPLIX Ha J00pPOBOJILHOMH OCHOBE
ITOJHOCTHIO MM YACTHYHO oOecnednBaeTcesi OO0 eHue COOTBeTCTBHA MEAHIIHHCKUX WA e TnH
O6mum TpedoBanusM Ge30MacHOCTH 4 (P PeXKTHBHOCTH MeTHIMHCKHX H3/Ae/IHil,
Tpe6OBAHMSAM K UX MAPKHPOBKe H SKCIJIYaTAHOHHOH TOKYMEHTANMHN Ha HUX

B paszene I mosurman 19, 23, 30, 34, 54, 64, 70 u 160 u3510KUTh B CISAYIOLICH peaKUMu:

19 T'OCT ISO 10993-12-2023 Wz nenms memumuackre. Openka | 01.08.2026 4 — 11, opuioxesHs A, 13
(ISO 10993-12:2021, IDT) OHOMOTUYECKOTO AeHCTEHS B,C,D
METUIHHCKHX H3IICTIHH. 4 — 11, nprnoKeHus A, 15
Yacrs 12. OT6op 1 mOATOTOBKA B,C,D
00GpasoB I IPOBEICHUS
WCCIeNOBAHHH
23 I'OCT ISO 10993-15-2023 Wznemus meaummackae. Onenka | 01.08.2026 49 12
(ISO 10993-15:2019, IDT) GHOIOrHYECKOro IeHCTBUS 4--9 13
MEIANHHCKIX H3OCTHHA. 4-9 15

Yactre 15. UneHTuuKaius 1
KOJIMYECTBEHHOE OIPEACTICHHEE
NPOJAYKTOB Jerpafalidd H3IemaH
H3 METaJIOB ¥ CILIAaBOB

30 TOCT ISO 10993-5-2023 Hznemma memuuackre. Onenka | 01.08.2026 4 — 10, nprmoxesus A, 12
(ISO 10993-5:2009, IDT) OHONOrH4eCKOro AeHCTBHSA B,C,D
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MEIMIHACKIX H3nenni. Yacts 5. 4 — 10, npuioxeHHa A, 13
WMceenenosanng Ha B.C,D
HHTOTOKCHYIHOCTE METOJaMHE 4 — 10, npunoxenus A, 15
in vitro B,C,D
34 TOCT ISO 10993-9-2022 Wz memmsa memummHckue. Ouenka | 01.08.2026 4, 5, nmpunoxenns A, B 12
(ISO 10993-9:2019, IDT) GUOTOTHYECKOTO IeHCTRHS 4, 5, npunoxenus A, B 13
METHIHECKHEX u3nenui. Yacrte 9. 4, 5, npmioxenus A, B 15
OCHORHBIE IPHHIIAIIEE
HICHTAQUKAINH
KOJIHYECTBEHHOTO ONpeIeNIeHAS
TIOTEHIHATHHBIX TPOJIYKTOB
JIerpaIaLpu
54 I'OCT ISO/TS 10993-19-2024 | Mznemus menuuuackue. Onenka | 01.08.2026 4 — 7, npuoxesue A 8
(ISO/TS 10993-19:2020, IDT) | 6umomormueckoro geHCTBHA 4 — 7, mpunoxkeHue A 15
MENHIHECKEK H3ACTAN.
Yactr 19. Hecnemoranme
OU3HKO-XMMHYECKHX,
MOPPOTOrHHECKUX U
tornorpaguIeckx CBOHCTBR
MAaTCPHATIOB
64 I'OCT P 52770-2023 Wz nenns MENUIIHHCKHE. 01.08.2026 4 — 9, npunoxenus A, b, 13
CHcTeMa OUEHKH B
OHOJIOTHYECKOTO IeliCTBHS. 4 -9, npunoxenns A, b, 15
O06mue TpeboBaHus B
Oe30nacHOCTH
70 I'OCT ISO 10993-2-2025 Wznemug mequumeckee. Onenxa | 01.08.2026 4.5, 4.8 «an, «by, «c», 3
(ISO 10993-2:2022, IDT) OHMOJIOTHYECKOTO AeHCTRUS «d1l», «d2», «d8»
MEeIMIHICKAX m3nemmit. YacTs 2. 4.5, 4.8 «a», «b», «c», 6
TpeboraEuA K 0OpalIEHUIO C «d1», «d2», «d8»
JKHBOTHBIMH
160 TOCT ISO 10993-10-2023 Wsnenusa mequnuuackue. Ouenxa | 01.08.2026 4 — 7, npunoxenas A, B, 12

(ISO 10993-10:2021, IDT)

GHOJIOTHYECKOro AeHCcTRHI
MEIMIHHECKAX H3ICIHIA.

C, D




Yacts 10. Uccnenosanns 4 — 7, mpunoxeHus A, B, 13
CEeHCHOUTM3HPYIOIIETO NEHCTBHSA C,D
4 — 7, mpunoxxeHus A, B, 15

C. D




