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Ha Noe 10-53983/20 o1 16.09.2020

¥YBamaemas Mapust MuxaiaoBna!

OI'BY «HaimonansHblid HHCTHTYT KadecTBa» Poc3ipaBHaa3opa B OTBET
Ha Balue obpauieHue ot 16.09.2020 No 10-53983/20 no BonpocaM, yKa3aHHbIM
B obpamenun OO0 «Meapenucy ot 04.09.2020 Ne 21/09/20, coobriuaer
Cle/lylolLee.

[Mopsiiok npoBefeHHs] OLUEHKH COOTBETCTBHSI MEAMLMHCKHX HM3JENHiA B
GopMe  TeXHHUYECKHX HCMBITAHHWH, TOKCHKOJIOIMYECKMX  HCCIIE[OBAHHIA,
KIHHUYECKUX — MCTIBITAHWI B LENAX  rOCYJNapcTBEHHOW — perucTpanuu
MEeIHLMHCKHX u3aennii (jlanee — [lopsijiok) yrBepixaeH npukazom Munzapasa
Poccuu o1 09.01.2014 No 2h.

B coorsercTBuM ¢ Tpebopanusmu nyuxta 32 [lopsaka MeOHLMHCKHE
H3jle)IMsl, KOHTAKTHPYIOLHE C KPOBbIO M €€ KOMIIOHEHTaMH, a TaKxe
BeLlecTBaMH ISt BHYTPHCOCY IMCTOIO BBEJIEHHS, nojiexar
TOKCHKOJIOIHYECKHM MCCJIEJOBAHUSIM Ha MUPOTreHHOCTh H FeMOCOBMECTHMOCTb.

B pamkax EBpa3uiickoro 3K0HOMHYECKOro coro3a rnopsioK npoBelieHHs
HCCeIOBAaHUH  (MCMBITAHKI) C LEeNbl0 OLUEHKM OHONOrHYECKOro MAEeHCTBHS
MEIHIIHHCKIX WM3/IeNHi 1t peructpauuu, TpeboBaHus K YNOJTHOMOYEHHbIM
OpraHu3alysM, MUMEIOLMM [PaBO MPOBOAMTbL HMCCIIEJOBaHMsS (MCIBITAHHA) C
LEebl0 OLEHKH OHONOrHYeCcKOoro JIeHcTBHS MEAMUMHCKHX W3JENHH, a TaKxKe
MOPSZ0K  OLEHKH  COOTBETCTBUS  YIOJHOMOYCHHBIX OPraHH3auMid  5THM

TpeboBaHuAM  ycraHasnusaioT  [lpaBuna  nposeseHust  HCClENOBaHHH
(MemBITaHmi) C LeNblo OLEHKM GHOJIOTHYECKOro AeHCTBHS MENMLUHMHCKHX
w3nenuil, yreepacaensie Pewennem Cosera EDK ot 16.05.2016 Ne 38 (nanee
- [lpaBuna).



B coorsercrBun ¢ tpeGosanuamu nynxra 16 Tlpasun «MeanuuHckie
M3JIeNTHs, KOHTAKTHPYIOIIHME C KpPOBbLIO 4YeslioBeka W ee KOMITOHEHTaMH,
MMITAHTHPYEMbIC MEAMUHHCKME M3JeNHs, a TakKe MEJHLUHHCKHE H3JEeNus,

fpejHazHaueHHble IS WHBEKLIHOHHOIO BBEJCHMS JIEKAPCTBEHHBIX CPECTB,
NojuIexwatT 0ds3aTeNbHbIM HCCIENOBAHMSIM 10 MOKA3ATENSIM OCTPOH CHCTEMHOI
TOKCHYHOCTH, HHTOTOKCHYHOCTH, paznpammo ero ,H.CPICTBHH, Ha
MUPOr€HHOCTD, reMOCOBMECTHMOCTD, cojiepKaHue faKTepHanbHbIX
IHJIOTOKCHHOB.

Buidop ™MeTonoB oueHkH OHOJOMHYECKOrO ACHCTBUSL MEIMLIMHCKHX
H3JICIMH OCHOBBLIBAETCS HA KATErOPHH MEJMIMHCKOrO H3/ENUs B 3aBHCHMOCTH
OT BHAA U JUTHTENIbHOCTH KOHTAKTa C OPraHH3MOM Yel0BEeKay.

FOCT P 52770-2016 «M3penus  MeaumuuHCKUE. Tpeboanus

‘OezonacHocTH.  MeToibl  CAHMTAPHO-XMMHUYECKHX W TOKCHKOJIOTHUYECKHX
HCIILITAHHIY JlaeT OOBSICHEHHS! TPUMEHHMOCTH HCIBITAHWI MHPOreHHOCTH K
MEAMLIMHCKHUM M3IENTHSIM.

B coorsercrBuu ¢ nonoxenusmu . 5.2.2 'OCT P 52770-2016:
«Mcnbiranusm (Meenegosannsam) noasepratores MU:

- KOHTaAKTHPYIOLLUKE C CHCTEMONH KpOBOODpaILEHHs! B OJJHON TOUKE H CIyKalllue
s BXoJla B KposeHochylo cucremy (em. ['OCT ISO 10993-1, TOCT ISO
10993-11);

- KOHTaKTHpylouwHe ¢ uupkynupyioweid kpossio (ecm. 'OCT ISO 10993-1,
FOCTISO 10993-11);

- KOHTaKTHPYIOLIME C KPOBLIO, €€ MPOAYKTAMH, KPOBO3aMEHSIOUIHMH
pacteopami (cMm. ['OCT IS0 10993-11, I'OCT 31209 B COOTBETCTBHH C
AeHCTBYIOLIEH rocyaapcTBeHHON dapmakorieeii)y.

B coorserctBun ¢ n. 5.2.6 FOCT ISO 10993-1-2011 «Tecrbl Ha
MUPOr€HHOCTh  MPUMEHSIIOT  JUIsL  ONMpPEAGJIEHNSt  IHPOTEHHBIX  peakLHi
DKCTPAKTOB M3 M3AENMH WK maTepuanoB. [IpH 9TOM MMeeTCs B BHIY, 4TO C
MOMOLLBIO OJIHOI'O TECTA HEBO3MOMKHO OINPE/e/IHTh, BbI3BAHA JIM [TUPOr€HHOCTD
CaMHM 3KCTPAKTOM HJIH 3arpsi3HEHHEM IHAOTOKCMHOM. MeTobl HCCIEeN0BaHHUS
obuerokcHueckoro neiictaust uznoxensl 8 SO 10993-11». B Tabnuuax 1 u 2
FOCT ISO 10993-1-2011 ykaszaubl peKkOMEHyeMble METO[Abl OLEHKH
OHONIOTHYECKOTO  JIEHCTBHSI  MEINHMLMHCKMX W3JE/NHH [0 KATEropusiM B
3aBUCHMOCTH OT BH/A W JUIMTEIBHOCTH KOHTAKTA C OPraHU3MOM 4esIOBeKa.

Kpome TOro, HOpMaTHBHbIE JOKYMEHTbI MOIYT YCTAHABJIHBATH
T}]CGOB&HHH K- MarcpiailamM, K3 l\'O'l'O])bl.\'—rprl’I?:B'OI[HTe—ﬂB I'UIaHHpSJE'l‘
H3roTaBjinBaTh MEIQHIIMHCKOE HU3JIeIMe, B HacTH AlTMPOreHHOCTH. Hanpumep:

- ['OCT ISO 8537-2011 «llnpuusl  HHBEKUMOHHBIE  OJZHOKPATHOIO
MPHMEHEHWS! CTepWiibHbIE C WrI0H Wi 0e3 Wrnbl Uit HHCYJIHHA.

2

A




Texuuueckune TpeboBanns u  mertoabl wucrnsitannii»  («IIpu  BeiBope
MaTEpPHAJIOB MpUHKUMAaeTCs BO BHHUMaHHE cneaylollee:
OMOCOBMECTHMOCTh: MaTepHalbl WINPULEB H UIJ B YCIOBHSIX HOPMallbHOIO
[PUMEHEHHS JOJDKHDBI ObITh HETOKCHUHBI H ATUPOTEHHBI ... »).

B cnywae, ecnau npousBoaWTeNnbh JOMNYCKAeT YKa3zaHHe IapaMerpa,
CBOMCTBA (Xa[)aICTepHCTI-[KH) MEJHLIMHCKOI'O U3/1eJ1Ms1, B TOM YHUCIIE cBeJleHHi 00
anuporeHHocTH (B BHIAE cloBa  MWJIM  CHMBOJIa), B TEXHHYECKOH M
chan'lyaTauHOHl—loifI JOKYMEHTAllMH, a TaKKe Ha MapKHPOBKE MEIMLIMHCKOIrO
M3JeHsl, TO JAQJKHBL ObITh TNpEACTaBlieHbl CBEJAEHUS O BepHpUKALMH H
BalnaalHH MEAHLHHCKOIO H3EH, KOTOPLIC HCIOJIb30BaJIMCL  JIA
JoKasatenbeTBa  COOTBETCTBHA MCEAHULUMHCKOro H3AC/IMS  YCTaHOBJIEHHLIM
T[JCE)OBEIHI'MM B TOM HPiC_J[_\T,‘)[)"E?,iII[>'rE_1'['I3IZ

a) MCIBLITAHHUN B HCIIbITATENLHbLIX JIHGOPHTOPHSIX (ucn’rpax);

0) nabGoparophbix M (MJHM) 3aBOJACKMX MWCNLITAHWH, BKJIOYas PE3YNLTAaThl
HCITLITAHHH B YCJIOBHSIX, UMHTHPYIOLLHX IKCIUIYaTALHOHHbIE,

B) 1aDOpaTOpHBIX MCMBLITAHUH HA KMBOTHBIX UIi  MOATBEPIKACHHS
NPaBUILHOCTH KOHLEMIIMHM MOTOBOIO MEJIMIIMHCKOIO M3J1ENHs.

Cnenyer OTMETHTb, HYTO OJIHO3HAYHO OLEHHTb HEOOXOAMMOCTh
MPOBEAESHHS UCCIeN0BaHHK MTMPOreHHOCTH MEIAHLMHCKHX H3aeauii 6e3 oueHKH
TEXHHYECKOH M SKCIUlyaTalMOHHOH [OKYMEHTaLHH TPOM3BOIAMTENS He
PE/CTABRISECTCSA BO3MOUCHBIM.

[enepanbublii AMpeKTOp y ' ’ HU.B. HBanos
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