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BBepeHne

HacTosAwwii ctTaHgapT ABNsSieTCA PYKOBOACTBOM MO OLEeHKe 6€30MacHOro NpUMeHeHUss MegULMHCKUX 13-
aenuin (aanee — MW) npu MCNo/b30BaHUM NX B COOTBETCTBMM C Ha3HAYE€HMEM Kak B mpouecce paspaboTku
n3genvsa 1 BbiBEAEHUSA €ro Ha PbIHOK, Tak U B NpoLecce oueHkn 6e30NacHOCTU UX NPUMEHEHNS 1 obpaLLeHus.

HacToAwwmii ctaHgapT npefHasHaveH ucnbitatensam, paspaboTunkam n npomssogutensam MU c uenbto
HaBurauum NPUMEHEHUs1 TeX WU MHbIX CTAHAAPTOB Ha PasHbIX CTaAUAX XWU3HEHHOro uukna MU v no ceoel
CYTU ABNSAETCA HE TOJ/IbKO MH(POPMALMOHHBLIM, HO U OTCbITOYHbIM.

HacTosAwwnii ctTaHgapT cocTaB/ieH C UCNO/b30BaHNEM MEXAYHAPOHbIX, HALMOHAbHbIX N MeXrocyaap-
CTBEHHbIX CTaHAapPTOB, PYKOBOACTB MO ONpejefieHno NOoTeHUManbHO ONacHbIX BELLECTB, rOCYAapCTBEHHOW
thapmakoneu.

HacTtosawwii ctaHgapT knaccuduumpyeT MU He TO/IbKO COrflacHO XapakTepy W AJIMTENbHOCTU UX KOH-
TakTa npu NPYUMEHEHNN C OpraHN3MoM YesioBeka M 0603HavyaeT B OCHOBHOM 6uonornyeckue Habopbl AaHHbIX,
KOTOpble MOryT ObITb MPYeMAIEMbIMU NPU PACCMOTPEHNN KaXKAON KaTeropun usgenuii, Ho u ¢ No3vuuMn 4nau-
TE/IbHOCTW NPUMEHEHUSI UX HA PbIHKE C y4eTOM MO3UTUBHOIO U HEraTVBHOIO ONbiTa NPUMEHEHNS.

Bo BBegeHun ctaHgapta MOCT ISO 10993-1 oTMeueHo, 4YTo Anana3oH 6M0/I0rMYecKUx PUCKOB LUMPOK 1
CNnoxeH. HeBO3MOXHO paccMaTpusaTth TO/IbKO B3anMOAENCTBYE TKaHel C OCHOBHbIM MaTepuasiom OTAesbHO
OT 06LLeli KOHCTPYKLUWN M3AeNnsa 1 Npu Co3haHnn U3aenus, BbIGop Hauayywero Matepvana ¢ TOYKU 3peHust
B3aMMOJENCTBNA C TKaHAMY MOXET MPUBECTU K MeHee (PYyHKLMOHaNbHOMY W3Aenuio, Tak Kak B3anmopeii-
CTBME C TKAHSAMW SABNSETCA TOMIbKO OAHON M3 MHOTMX XapakTepuCTUK, KOTopble criedyeT y4ecTb npu BbiGope.
Ecnn maTepuan npefHasHavyeH A0S B3aMMOAENCTBUS C TKAHSMU NpU BbIMOSIHEHUN CBOel dyHKL MK, 61ono-
rmyeckas oLeHka AO0/HKHAa 3TO yuuTbiBaTb. Takum 06pa3om, oLeHKa 6e30nacHoCTU MeANLMHCKUX U3aennii —
3TO KOMMJ/IEKCHAA OLieHKA PUCKOB Kak PU3NYECKMX Y XUMUYECKUX, Tak U KOHCTPYKTOPCKMX, NO3TOMY CBOAUTH
UCNbITAHNA K OAHON NMNLLbL B1ONOrMYECKO OLLEeHKe 6bls10 Bbl OLUINBOYHBIM.

B MypoBOi1 NpakTuke ncnbiTateny pykoBOACTBYIOTCA CTaHAapTamy NpousBoAcTBa (HOPMATVBHbLIM OKY-
MEHTOM). HO yXXe HabpaH fO0CTaTOYHO 60/bLUON OMbIT B ONpeaeneHnn npesenbHo 4oNYCTUMbIX KOHLEHTpaumii
XUMUYECKMX BewecTB B MU n npoaykTax, NpMoAnmKaLWmxcs K HUM no Tpe6boBaHnsM, 1 6b110 Gbl OLLIMGKOA
He 1Cnosb30BaTh 3TV 3HAHUA, MO3TOMY HEKOTOPbIE nokasaTenu 6blav NCNob30BaHbl B JaHHOM CTaHaapTe.

OueHka 6uonornyeckoro geictemsa MV ocHOBbIBaeTCS Ha MeTOAax UCMbITaHUS (MccnefoBaHuns) in vitro
N X ViVO 1 Ha XMBOTHbIX MOAENAX, Tak YTO OXMAaeMoe nosefeHne npu NCnonb3oBaHUN U3Lenns Ye0Bekom
MOXeT OblTb YCTAHOB/IEHO TO/IbKO C OCTOPOXHOCTBLIO, Tak Kak Hesb3s C KaTerOPUYHOCTLIO 3aK1H4nTb, YTO Y
yesioBeka ByayT Te e TKaHeBble peakuuun. lonoNHUTETbHO UHANBUAYa/IbHbIE PA3NNYNA B BUAE peakunn Ha
OfIH M TOT Xe MaTepuan 03HayaloT, YTO Y OTAE/IbHbIX NaLMEeHTOB MOryT ObiTb HebnaronpusaTHble peakuuu
[axe Ha X0opoLlo 3apekoMeHJoBasLIne ceba martepuasnsbi.

HacToAwwmii ctaHfapT Nnpu3BaH BbINOHATL POJib 06LLei CXeMbl, M0 KOTOPOI NAAHNPYOTCA UCNbITAHNA
(nccnepoBaHus), Tak Kak Nno Mepe pocta HayUHbIX 3HaHWI 1 pa3BUTUS HayKM BO3MOXHO NOSIBAIEHNE HOBbIX pUC-
KOB OT NpumeHeHuss MW. Hanpumep, pa3BrBaeTcs HOBOE HanpaB/ieHne KNeTOUHbIX TEXHOOTMNIA, rae OCHOBOM
TKaHe-NHXeHepHoM KOHCTpyKuun fensetca MU. Tpebytowee ocoboro noaxoaa.

HacToswwmii cTaHgapT He npefHasHayeH [N18 BBELEHWS CTpororo Habopa MeToAoB UcciefoBaHus,
BK/IHOYAS KPUTEPUIA «COOTBETCTBYET/HE COOTBETCTBYET», TaK Kak 3TO MOXET NPMBECTU JINGO K HEHYXHbIM Orpa-
HWYeHNsAM Mo pa3paboTke W UCMO/Ib30BAHNIO HOBbLIX MU3AeNnii, NM60 K NOXHOMY 4yBCTBY 6€30MmacHoCTU npu
npumeHeHun MU no HasHauyeHuo. Ecnv KoHKpeTHoe npuMmeHeHne MW atoro TpebyeT, skcnepTbl Mo JaHHOMY
N3genunio Nan 06n1acT ero NPYMEHEHNss MOTyT NPUHATL pelleHne BBECTU AO0MNOSHUTENbHbIE NCCeA0BaHNA U
KpuTepun B BEPTUKa/IbHOM CTaHJapTe A/18 AaHHOTO KOHKPETHOro NpoAykTa.

Mporpammy ucnbiTaHuii (uccnegosaHnil) M nnn matepuana coctaBnsaoT cneumannicTbl, NPoBogALLe
ncnbiTaHnsa (MccnefoBaHnsa) 1 PyKOBOACTBYOLMECH BUAOM W A/INTE/IbHOCTHIO KOHTaKTa U3genns ¢ opraHus-
MOM 4enioBeka, XMMWYEeCKoW Npupoaoi Matepuana, TEXHO/OTMER W3roTOBMEHNS, CNOCOOGOM CTepunsaumm
n3genvsa, a takke npuHMMas BO BHUMaHue BCe (PaKTopbl, MMelLme OTHOLEeHNe K U3Aenuo, ero npefHa-
3HaYeHHOMY WCMOJIb30BaHUIO, Y COBPEMEHHbIE 3HAHWUA N0 MEeAULMHCKOMY U3AEennio nyTem o63opa Hay4Hoi
nuTepartypbl U npeablayLero KAMHUYECKoro onbita.

B yacTn oueHkn 6MOMOrMYecKoro AEeNCTBUS HACTOALWMIA cTaHAapT OTCblNaeT K Cepun CTaH4apToB
FOCT ISO 10993. B KOTOPYH BXOAAT crefytolme yacTu nog obwum HasBaHuem «M3genmsa MeguumnHckue.
OueHka 61010rM4YecKoro AeicTBUA MeANLUHCKNX N3AENUIi»:

* yacTb 1— OueHka 1 uccriefoBaHus;

- yacTb 2 — TpeboBaHUA K 06paLLeHMNIO C XUBOTHbIMMU;

-4acTb 3 — VccnefoBaHNsA reHOTOKCUYHOCTU, KaHLLEePOreHHOCTM 1 TOKCUYEeCKoro AelicTBUSI Ha penpo-

LYKTVBHYIO (PYHKLMIO;

\%
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*yacTb 4 — ViccnenoBannsa U3gennini, B3aumoencTBYLLMX C KPOBbIO;

-4acTb 5 — VccnefoBaHNs Ha LMTOTOKCUMYHOCTb, METOAbI in Vitro;

- yacTb 6 — ViccnepnoBaHUss MECTHOTO AECTBUS NOC/e MMNAaHTauum;

-y4acTb 7 — OcTaTouHOE cofepxaHne aTunenokcMaa nocne crepunnsauny,

-4acTb 9 — OCHOBHbIE MPUHLMNbLI NAEHTUUKALUN N KOSIMYECTBEHHOTO OnpeAenieHns NoTeHUNasbHbIX
NpPOAYKTOB AEeCTPYKLUMY;

-yacTb 10 — WccnepoBaHns pasgpaxarolero U CEHCUBUNN3NPYIOLLETO AeACTBUS;

-yacTb 11 — WccnepnoBaHns 06LLETOKCUYECKOTO AeNCTBUS;

-y4acTb 12 — [MpurotoBneHne Npob N KOHTPOsIbHbIE 06pasLbl;

-yacTb 13 — MaeHTudmkaumsa n KonmyecTBeEHHOE onpejenieHne NpoaykToB Aerpajauny noanMepHbIX
MeANLMHCKUX U3OENUNA.

-yacTb 14 — VgeHTudukauus n KOIM4YecTBEHHOe onpefesieHve NpoAyKToB Aerpajauvu u3genuin us
Kepamuku;

-yacTb 15 — VaeHTudUKauus n KOIMYEeCTBEHHOE onpefesieHne NpoAyKTOB Aerpajauuu u3genuin s
MeTasI/I0B 1 Cr/1aBoB;

- 4acTb 16 — MogenmpoBaHue 1 uccnefoBaHe TOKCUKOKMHETUKM NPOAYKTOB Aerpajalmm 1 BbiMblBaHUSA;

*yacTb 17 — YcTaHOB/IEHUE MOPOroBbIX 3HAYEHUI ANS1 BbIMbIBAEMbIX BELLECTB;

- 4acTb 18 — lccnepoBaHne XMMNYECKNX CBONCTB MaTepunasos;

-yacTb 19 — VccnepoBaHus OU3MKO-XMMUYECKUX, MOpdhonornyecknx 1 tonorpadduyeckmx CBONCTB Ma-
Tepunasnos.

- yacTb 20 — lMpVHUWNLI Y METOABI UCCNeA0BaHUSA UMMYHOTOKCUYHOCTU MEAVNLUHCKUX U34enui.

B yacTu ucnbiTaHua (MccnefoBaHUs) MMPOreHHOCTM HACTOSALWMIA cTaHAapT AaeT 06 bACHEHNA NPYMEeHN-
MOCTU AaHHbIX BUAOB UCMbITaHuii Kk M.
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HALUWMWOHANBbHbBIWKN CTAHOAPT POCCUWNCKOW OEJLEPALUNWU

N3LENNA MEAULIMHCKUE

TpeGOBaHVIH 6esonacHocTu. MeToAbl CAHNTAPHO-XUMNYECKUX N TOKCUKONOTNYECKUX ncnbiTaHni

Medical devices. Safely requirements. Methods of sanitation-chemical and toxicological tests

NaTa BBegeHns — 2017— 10—01

1 O6nactb NPUMEHeHMS

HacToswwii ctaHaapT pacnpoctpaHsieTcs Ha MU v ycTaHaBnvBaeT 06LWwuii NopsfoK NpoBeAeHNs caHu-
TAPHO-XMMMNYECKUX N TOKCUKOMOTMYECKUX UCNbITAHUIA (MccnefoBaHuii) ¢ Lenbio obecneyeHnst nx 6e3onacHoro
NPUMEHEHUSA NPU UCMO/b30BaHUN B COOTBETCTBUM C Ha3HAYEHUEM.

HacTtoswwmii ctaHgapT CAyXWT B KayecTBe PyKOBOACTBA A5 MAHUPOBAHWA MUCMbITaHWi (ccnepoBa-
HWI1) MM no caHUTapHO-XMMUYECKUM MoKasaTensm, nokasarensam 61Monornyeckoro fencreus n Mukpobumosno-
TMYECKNM NoKasaTensim.

2 HopmMaTuBHbIe CCbI/IKK

B HacTosLeM cTaHAapTe UCMOoNb30BaHbl HOPMATUBHbBIE CCbIJIKM Ha criegylolme ctaHaapTbl:

FOCT ISO 10993-1 M3penua meanumHckme. OueHka 61MoNorMiyeckoro fencTBus MeauLMHCKUX N3aenuid.
OueHka 1 uccnefoBaHuns

FOCT ISO 10993-4 V3genusa meguuuHckme. OueHka 61Mon10rmnyeckoro 4eicTenust MeguumHCKUX N3gesnuii.
VccnepoBaHus n3genwii, B3anMoAeincTBYOLLMX C KPOBbIO

FOCT ISO 10993-5 M3genus megnumnHckme. OueHka 6MoNornyeckoro 4eicTBnst MegnuumHCKUX N3aesnuii.
MccnepoBaHus Ha UMTOTOKCMUHOCTL: METOAbI in vitro

FOCT ISO 10993-6 N3penust meguumnHckne. OLeHka 61MoI0rMyeckoro AencTBns MeguuuHCKUX n3aenuii.
VccnefoBaHns MECTHOTO AieiCTBUA Mocse uMnaaHTaunm

FOCT ISO 10993-7 N3penus meguunHckne. OueHka 61Monorniyeckoro AeicTBns MeguunHCKUX n3genui.
OcTaToyHOe cofepxaHue aTUIeHoKcHaa nocne ctepuamsanmm

FOCT I1SO 10993-9 M3pgenus meguumHckue. OueHka 6MOM0rMYeckoro AeicTBua MeaULUMHCKUX m3pe-
NMiA. OCHOBHblE NPUHLMUMbI NAEHTUMKALUN N KOMIMYECTBEHHOTO ONpeAeneHusi noTeHuanbHbIX NPOAYKTOB
[ecTpyKumn

FOCT ISO 10993-10 M3genusa meguumHckme. OueHka 6M0I0rMYeckoro AeiicTBua MeguuMHCKUX n3pe-
NMiA. ViccnepoBaHne pasgpaxaroLwero n ceHcnbunmnsnpyoLwero feincTens

FOCT ISO 10993-11—2011 WV3penus meaunuuHckue. OueHka 61M010rnyeckoro AeCcTBUS MegULMHCKNX
nsgenuii. MiccnegosaHne 06LL,EeTOKCUYECKOTO AeCTBUS

FOCT ISO 10993-12—2015 U3genua meanumHckme. OueHka 61oNorniyeckoro AeicTBUS MeanNLMHCKUX
nsgenuii. MpurotosneHne NPo6 1 KOHTPO/IbHbIE 06pasLbl

FOCT ISO 10993-13 V3genua meauumHckme. OueHka 61Monornyeckoro AeicTBns MeguLUHCKUX nsge-
M. WaeHTudrkaums n KoNnYecTBeHHoe onpeaeneHne NpoayKToB Aerpajaunm noMMepHbIX MeanLmMHCKUX
nspenuii

FOCT ISO 10993-14 W3pgenua meauumHckme. OueHka 61Monornyeckoro AeicTBns MeauuUHCKUX nsge-
NMiA. iaeHTudmnkauma n kKonmyecTBeHHoe onpegeneHne NpoaykToB Agerpajauuv n3genuin u3 kepamukm

N3paHne opruynanbHoe
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FOCT ISO 10993-15 U3genusa meguumHckue. OueHka GMONOrMyeckoro AericTBUS MeULMHCKUX n3ge-
nvin. aeHTudmkauma u konnyecTBeHHOe onpeaeneHne NpoAykToB Aerpagalmnn 3 Metansios 1 CNiaBoB

FOCT ISO 10993-16 V3pgenus meguumnHckne. OueHka 6MOI0rMYeckoro 4eicTBnss MeguunMHCKNX nsae-
nwii. MogenupoBaHue 1 nccnefoBaHne TOKCUKOKMHETUKU NPOAYKTOB Aerpafauun v BbiMbIBAHUS

FOCT 1SO 14971 V3penvs meanumnHckue. NpuMeHeHne MeHeAXXMeHTa pucka K MeUUUHCKAM n3aennsam

FOCT NCO/M3K 17025 O6uwme TpeboBaHNSA K KOMNETEHTHOCTM MCMbITATENbHbIX Y Ka/IMOPOBOYHbIX Na-
6opatopuii

FOCT 6709 Boga auctunnvposaHHasa. TeXHUYecKne ycnosus

[OCT 31209 KoHTelHepbl 4715 KPOBM U €e KOMMOHEHTOB. TpeboBaHUS XMMUYECKO 1 B61onornyeckoi
6€30MacHOCTV U MeToAbl UCMbITaHWI

FOCT 31214 W3penua meguuuHckie. TpeboBaHUs K obpasuam 1 foKyMeHTauuu, npeacraBiseMbiM Ha
TOKCUKOMOTMYECKMEe, CaHUTapPHO-XUMUYECKME UCTIbITAHUSA, UCTILITAHWUA HA CTEPU/ILHOCTbL U NMUPOTEHHOCTb

FOCT 31576 OueHka 610N10rMYeckoro AeicTBus MeAuLMHCKMX CTOMATOMOrMYECKUX MaTepruasnoB v nU3-
fenuid. Knaccudpmkauma u npurotoBneHre npo6

[OCT 31580.5 NmnnaHTatbl optanibmonornyeckue. NHTpaokynsipHole iMH3bl. YacTb 5. buonornueckas
COBMECTUMOCTb

FOCT 31814 OueHka cooTBeTcTBUA. O6LYMe npasBuia oTbopa 06pasLoB A8 UCMbITaHUA NPOAYKLMM NpK
NoATBEPXAEHUN COOTBETCTBUSA

FOCT P NCO 22442-1 W3pgenus MefuUMHCKME, UCNOMNb3YIOLWME TKaHN U UX NPOU3BOAHbIE XUBOTHOIMO
npoucxoxgeHus. Yactb 1. MeHeXMeHT pucka

FOCT P NCO 22442-2 WN3penusa MefuUMHCKME, UCNONb3YOWMe TKaHU N UX NMPOU3BOAHbLIE XXMBOTHOIO
npoucxoxgeHus. Yactb 2. KoHTponb oT60pa, cbopa 1 06paboTkn

FOCT P NCO 22442-3 V3penusa MeauUnHCKMe, UCMOo/b3yloLine TKaHu 1 UX NPOn3BOAHbIE XNBOTHOTO
npovcxoxgeHus. YacTte 3. Banngaumsa yHUUTOXEHUA W/nnn Ae3akTveaLumn BUPYCOB U areHTOB UHEKLMOHHO
rybuatoi sHuedanonatum

FOCT P 52501 Bopa gn1a nabopaTopHOro aHanmsa. TexHuyeckme ycnoBus

MpumedaHusa — lMpu NoNb30BaHUM HACTOSILLMM CTaHAAPTOM LLe/IeCO06pa3HO NPOBepPUTL AeNCTBUE CCbINIOYHbIX
CTaH4apToB B MH(POPMALMOHHOM cucTeme 06Lero Nonb3oBaHWs — Ha ouumanbHOM cainTe defepanbHOro areHTcTBa no
TEXHUYECKOMY PETYIMPOBAHUIO M METPOSIOTMM B CETU VIHTEPHET UK MO eXerogHoMy MH(OPMaLOHHOMY yKasatesnto «Ha-
LMoHaslbHble CTaHAAPTbI», KOTOPbI 0NY6/IMKOBaH MO COCTOSIHUIO Ha 1 AHBaps TeKyLero roga, ¥ no BbiNyckaM exemecsiu-
HOrO MH(POPMALMOHHOIO yKasatens «HaunoHaibHble CTaHA4APTbI» 3a Tekylmnii rog. EC/im 3aMeHeH CCbITIOYHbIN cTaHaapT,
Ha KOTOpbIli faHa HeAaTMPOBaHHAsA CCblfKa, TO PEKOMEHAYeTCs UCMO/b30BaTb AeliCTBYIOLLYIO BEpCUio 3TOro cTaHaapTa
C YUEeTOM BCEX BHECEHHbIX B JaHHYIO0 BEPCUIO U3MEeHEeHWUA. ECN 3aMeHeH CCbIIOYHbIN CTaHAAPT, Ha KOTOPbIW AaHa faTtu-
poBaHHasi CCbi/ka, TO PEKOMEHAYETCS MCMOMb30BaTh BEPCUIO 3TOTO CTAHAAPTA C yKa3aHHbIM Bblle rO40M YTBEPXAEHUs
(NpuHATKSA). ECv nocne yTBEPXAEHMSA HACTOSILLEro CTaH4apTa B CCbIJTIOYHbIV CTaH4apT, Ha KOTOPbIA faHa faTvpoBaHHas
CCblfka, BHECEHO U3MeHeHVe, 3aTparvBatoLLee nosIoxeHne, Ha KOTOPOoe faHa CCbI/Ka, TO 3TO MOJI0KEHNe PeKOMEHAYeTCsl
NpPUMeHsITb 6e3 yuyeTa fJaHHOTO U3MeHeHUs1. EC/IM CCbINTOYHbIV CTaHAAPT OTMeHeH 6€3 3aMeHbl, TO NOMTOXEHNE, B KOTOPOM
[aHa CCbI/IKA Ha HEero, PeKOMeHAYeTCsl MPUMEHATb B YACTW, He 3aTparmBarouleil aTy CCblKy.

3 OnpepeneHus

B HacTosiWweM cTaHgapTe NpUMeEHeHbl TEPMUHBI MO cTaHgapTam cepun TOCT ISO 10993, no NOCT ISO
14971, a TakxKe crnefyoLme TeEpMUHbI C COOTBETCTBYIOLMMU OnpeaeneHuamMu:

31 mMeguuuHckne nsgenua (MU): lio6oii npubop, ycTaHOBKa, NpUcnocobaeHne, annapar, yCTPoicTeo,
VMMNaHTaT, peareHT in vitro nan nporpaMMHoe obecneveHve, matepuan Wam Apyroe noxoxee WM conpsi-
XEeHHoe u3fenue, NpYMeHseMoe M30/MPOBAHHO UNN B KOMMJIEKTe, NMpefHasHayeHHoe M3roToBuTenem Ans
yenoBeka A9 O4HON unn 6onee KOHKPETHbIX Leneid, Takux Kak:

-AnarHocTuka, npodunakTuka, HabnwogeHue, nevyeHne iy obneryeHne 6onesHu;

-guarHoctuka, HabnogeHne, nevyeHve, obneryeHve nam KOMNeHcaums NoBpexaeHns opraHos nam gu-
3M4ECKOro HefoCTaTKa;

- uccnefoBaHne, 3amMeHa Win U3MeHeHne aHatomMmun nam ruanonormueckoro npotecca,;

- noAfepxaHne X1M3HecrnocobHOCTH;

- KOHTpauenuus;

- fe3NHMEKUNA MeANLMHCKAX U3AENNA;

- nonyyYyeHve nHopmMauny B MeAULUHCKUX LEensx nyTeM OLeHKM in vitro 06pasLoB, NosyYeHHbIX U3 TkKa-
Hell opraHu3ma yenoseka, —

2
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N KOTOpPOE He ABNAeTCA cbapmakonormqecmm, MMMYHO/1I0OTM4eCcknm nnn MeTabonnyeckum cpeacTtsomMm Ans
KNMMHNYECKOro NpuMeHeHusA, HoO MOXeT ObITb AONOJZIHEHO TakKMM CcpeacTBOM.

MpumeuvaHus

1 FapMOHU3NpOBaHHOE onpejesieHne MeAULMHCKOTo usgenus 6b10 paspabotaHo paboyeit rpynnoii Fno6anbHo
FapmoHusaumn (GHTF) ([1]. onpeaeneHune 3.7).

2 3pennsimn, KoTopble MOTYT CHMTATbCS MEAULVHCKUMU U3AENTMAMU B OTAENbHbBIX HOPUCANKLUUSX, HO A5 KOTOPbIX
noka He CyLl|ecTByeT rapMOHU3MPOBaHHOIO Noaxoaa, ABMAITCA:

1) BcnomoratenbHble yCTpolicTBa 418 MHBANNAO0B U 1L, ¢ (DU3NYECKUMN HegocTaTKamu:

2) ycTpoiicTBa A4NA /IeYeHUs 1 ANarHoCTUKN 3a6oneBaHnii U TpaBM Y XUBOTHbIX;

3) NpUHaANEXHOCTU ANA MeAUUNHCKUX n3genunii (CM. npumevaHue 4);

4) pe3nHurunpyrowmne BelwecTsa;

5) n3genus, BKAOYaOWME XNBOTHbIE N Ye/IOBEYECKNE TKaHW, KOTOpble MOTyT oTBeYaTb TpeboBaHMAM onpegesieHns
Bbllle, HO KOHTPOIMPYIOTCA APYrMMU MeToAamMu.

3 MpuHagnexHocTn, npeAHasHavyeHHble NPOM3BOAMTENIEM KOHKPETHO A/ UCNO/Ib30BaHNA C OCHOBHbIM MeAWNLNH-
CKUM un3fennem, ANS BbIMO/IHEHUA AAHHbIM U3Aennem ero rnpejHasHavyeHHoOW uenu, perysinpyoTcsa cepuei ctaHgapToB
FOCT ISO 10993.

4 N3penus He SBNSAIOTCA /leKapcTBaMu, U OLeHKa Ux 61Moornyeckoro Aelictensa TpebyeT gpyroro nogxopa.

5 TepMUH «MefULMHCKUE N3Aenusi» BKIoYaeT B ce6a U3fenns cToMaTosIorMyeckoro HasHaueHus.

3.2 caHUTapHoO-XxMMmMyeckme ncnoiTaHua (unccneposaHns): McnbiTaHumsa (MccnegoBaHus), NPOBOAU-
Mble C LiefIblo onpeAeneHns XMMUYeCcKUX COeANHEHN, MUTPUPYIOLLMX B BOAHYH BbITSKKY M3 MatepuasnoB M
n3genuii, ¢ NOMOLLbI UHTErpasbHbIX Nokasatenen, a Takke WHAWBMAYaSIbHbLIX MOTEHLUMAIbHO ONaCHbIX CO-
eAVHEeHN (CoCTaBAAOLWMX KOMMNOHEHTOB, TEXHO/IOTNYECKMX A06aBOK, CTEPUNU3YIOLWUX areHToB, npumecei B
Cbipbe 1 T.N.).

3.3 ToKcMKonornyeckme ncnolTaHna (uccneposaHus): VicnblTaHnsa (MccnefoBaHus), NPOBOAMMbIE B
Lensx BbISABNEHUS BPEAHOr0 BO3AENCTBMS MaTepuasioB U usgenuii Ha opraHvu3m, o6yCcnoBEHHOIO TOKCHYe-
CKUM (haKTOpPOM.

3.4 6e3onacHOCTb MeAMLMHCKUX n3genunii: OTCyTCTBME HEAOoMyCTUMOro pucka NPUYUHEHWsA BpeAa
XW3HW, 34,0POBbI0 YeNoBeKa U OKpyXalLen cpege npyv MCnonb3oBaHum MW no HasHauyeHuio B YC/IOBUSIX,
npeaycMOTPEHHbIX NPoU3BoOANTENEM (M3rOTOBUTENEM).

3.5 remocoBMecCTUMOCTb: B3anmopeiicTBue usgenuii ¢ KpoBbIO WU NO6GLIM U3 e KOMMOHEHTOB, Bbl-
3blBaloLWee N3MEHEHNS B KPOBW, OpraHax, TKaHaX M60 BAMAOLLEe HA camo Usgenve.

3.6

cTepunbHbIi: CocTosiHne M. Npu KOTOPOM OTCYTCTBYHOT XM3HECNOCOGHbLIE MUKPOOPTaHN3MbI.
(FOCT EN 556-1-2011, cTtatbs 3.4)

3.7

NMPOreHHOCTb: CNOCOGHOCTb XMMUYECKOTO areHTa uan Apyroro BeLecTBa Bbi3biBaTb IMXOPAA0UHYIO
OTBETHYIO peakLiio opraHM3mMa.
[FOCT ISO 10993-11-2011. npunoxeHve F]

3.8 uccnepyemblii matepuan: Martepuan, usgenuve, 4actb usgenus NM6o ero KOMMNOHEHT, NPo6y KOTo-
poro oTémuparoT A4ns 6UONOTMYECKOro UM XUMUYECKOro UcciefoBaHus.
3.9

3KCTPaKT (BbITAXKA): PacTBop, MOMyYeHHbI B pe3ynbTaTe aKCTPaKLUW UCNbITYeMoro (Mccnensyemoro)
WM KOHTPOJIbHOTO MaTtepuana.
[FTOCT IS010993-12-2015. ctaTtbsa 3.7]

4 O6LKne NoNoXeHUs

4.1 OueHka 6e3onacHocTn MW BkIovaeT B cebs npoBefeHve ucMbITaHWuii (MCcnefoBaHuil) € Lesblo
onpeaesieHnss CaHUTapHO-XMMUUYECKUX MoKasaTenei, nokasarteneli 6MONOrMYECKOro AEeNCTBUS U MUKPOBUMO-
NOTrNYecknx nokasateneii.

4.2 Mporpammy ucnbiTaHuii (MccnefoBaHmWil) COCTaBAAOT U JOKYMEHTa/IbHO 0CDOPMIAIOT CNELMaNINCTbI,
MMetoLLMe onbIT paboTkl B 06/1aCTV OLEeHKM 6e3onacHocT M.

MporpaMMy COCTaBASOT C Y4ETOM Ha3HauYeHWs1 U3henus, Buaa KOHTakTa ¢ OpraHu3MoM YesioBeka, ero
NPOAO/HKNTENBHOCTH, CBOWCTB MaTepunasnos, U3 KOTOPbIX OHO U3rOTOB/IEHO, COBPEMEHHbIX METOA0B UCCNeno-
BaHUs, a Takke MHopMauum U3 nuTepaTypHbIX NCTOUYHUKOB O NPUMEHSIEMbIX MaTepuasiax, Ux peLenTypHOM
cocTaBe, crnoco6ax nNpeacTepuIn3aLoHHOM OUNCTKN, Ae3UHMEKLNN N CTEpU3aLun.
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Mporpamma ucnbiTaHuii (UccrnepoBaHuii) MU gomkHa yuuTbiBaTb TPpeGOBaHMA CTaHAAPTOB, a Takke
HOPMAaTMUBHbLIX 4OKYMEHTOB N3rOTOBUTENA.

MpumeuvaHnune — [AnAa HeKOTOPbIX rpynn MW cylwecTBylOT cTaHAapTbl Ha BUAbl n3genunii («<BepTuKanbHblli»
ctaHgapT). TpeboBaHMA K UCMbITAHUAM (MCCNefoBaHMAM), CChOPMYMPOBaHHble B «BepPTUKa/IbHbIX» CTaHAapTax, uMe-
0T NpeMMyLecTBO nepepg obwmmm TpeboBaHNAMN, N3MOXKEHHBIMU B HacToslweM cTaHaapTe. Hanpumep. TOCT 31580.5
ycTaHaBnnBaeT TpeboBaHUs K oLeHKe 61M0N0rMyYecKoli COBMECTUMOCTM MaTepuanoB A5 U3rOTOB/IEHUS UHTPAOKYISIPHbIX
NINH3, a Takke MeToAbl PU3NKO-XMMUYECKNX U BUONOTNYECKUX UCNbITaHWIi (MccneaoBaHuif).

4.3 Ana npoBeAeHUsA TOKCUKOMOTMYECKMX NCMbITAaHUIA (MccnefoBaHunii) AOMKHbI GbITh NpeAcTaB/eHbl 06-
pasubl M. KOHTaKTUpYHOLLME C OpraHM3MOoM YesioBeka Npu NCNoIb30BaHNM €ro B COOTBETCTBUN C HA3HAUYEHU-
em (06pasLbl rOTOBOro M3Aenus, e4MHO06pasHbIe Mo XapakTepy 1 Ka4ecTBY, M3rOTOB/IEHHbIE B ONpeAeIeHHOM
LUK/e NpoM3BOACTBA, NpoLleLne Bce NPON3BOACTBEHHbIE 3Tanbl, YCTAHOBMIEHHbIE U3rOTOBUTENEM).

4.4 ina M. B cocTaB KOTOPbIX BXOAUT BELLECTBO, NPeACTaB/isoLee cOO0I NekapcTBEHHbI npenapar
UM Hoe 6UO0TMYeCcKN akTUBHOE CPeACTBO U BO3AENCTBYIOLLEE HA Ye/TOBEYECKNA OpraHu3m B AOMNOSTHEHNE
K BOo3geicTBMio MW. oueHka 6e3onacHOCTY Ao/HKHA 6biTb NPOBeAEHA C YY4eTOM [elicTBUSI AAHHOTO BELECTBA.

4.5 WcnbiTaHne (nccneposaHve) MU. coaepxallumx akTUBHblE WCTOYHUKM, MPOBOAAT HA HEaKTUBHbIX
(«x0M104HBbIX») nccnegyembix obpasuax.

4.6 OueHka 6e3onacHocT MU. cogepxalymx 6uonornyeckme TKaHu M Ux KOMMOHEHTbI, AO/MKHA ObITb
[OMNoSIHEHa COOTBETCTBYHOLMMY BUAAMMU UCNbITAHWI (MCCrefoBaHuii) ¢ yyeTom TpeboBaHWii 3aKoHo4AaTe b-
HbIX aKkToB Poccuiickoli ®egepauuu.

4.7 MW. copepxaliue TKaHW XMBOTHOTO MPOUCXOXAEHUS, OLLEHUBAIOT C YY4EeTOM TpebGoBaHWii cepun
ctangaptoB FOCT P NICO 22442.

5 OCHOBHble TpeboBaHUA K CAHUTAPHO-XUMUYECKUM U TOKCUKONTOTUYECKNUM
ncnblTaHUAM (UccreoBaHUAM)

5.1 Bbi6op 06pa3LoB A ucnblTaHus (MccnegoBaHus)

WcnbiTaHnio (MccnefoBaHnio) NoABepraioT M3gesne B roToBOM K MPUMEHEHUIO BUAE WAN MaTepuassbl,
o6paboTaHHble Tak Xe. Kak 1 roToBoe usfenune, uimn CooTBETCTBYOLMNE SKCTPAKTb! (BbITSXKU) U3 NepeymncrieH-
Horo Bbiwe (cm. TOCT I1SO 10993-12).

Mpasuna ot6opa 06pasuos n3noxeHsl B: TOCT 31214. TOCT 31814 . FOCT 31576 n gpyrux HopmaTus-
HbIX AokyMeHTax (HA) («BepTukanbHble» cTaHgaptbl. HA nsrotosutens).

5.2 MpuroToBfeHne aKCTPaKTOB (BbITSXEK) U3 UCMLITYEMBIX (MCCeayeMbliX) MaTepuanos

OCHOBHbIE MOSIOXEHVSA MO NPUrOTOB/IEHNIO IKCTPAKTOB (BbITSHKEK) M3noxeHsl B FOCT ISO 10993-12—2015,
npunoxeHuax A n b HacTosLlero ctaHgapTa.

5.3 CaHUTapHO-XMMUYECKME UCMbITAHUS (MCCefoBaHws)

5.3.1 Bbi6op 06pa3uoB AN ucnbitaHuii (nccnegosanuid) (cm. FTOCT ISO 10993-12—2015. pa3gen 7).

5.3.2 OCHOBHble MO/IOXEHUSA MO  MNPUIOTOB/IEHWIO  3KCTPAKTOB  (BbITSXKEK) W3/I0KEHbl B
FOCT ISO 10993-12—2015. pasgen 10.

Ecnun HeT npAMOro ykasaHus 18 KOHKpeTHoro M. MOXHO NPUMEHNUTb YCNI0BUSA NPUrOTOB/IEHNS BOAHbIX
9KCTPAKTOB (BbITSXXEK), KOTOPble MpYBEAEHbI B NPUIOXEHUAX A 1 B K HacToswemMy cTaHaapTy.

MpumMeyaHne — BoAHble 3KCTpakTbl (BbITSXKW) FOTOBSAT C UCNO/Ib30BAHMEM BOAbl HE HUXe 3-Ui CTEMEHU Yn-
cToTbl N0 FOCT 6709. FOCT P 52501.

MpUHUMNBI 3KCTpaKLnm NcnblTyeMblx (Mccnesyemblx) 06pasuos usnoxeHsl 8 FOCT IS 0 10993-12—2015,
npunoxexve C.

K Xuakum 1 reneobpasHbiM hopmam A0/MKHbI ObITb NPUMEHUMbI BUAbLI UCMbITaHW (MCCnefoBaHwuit), Ha
npumepe n3noxeHHole B FOCT ISO 10993-16.

5.3.3 CaHuTapHoO-xuMuyeckme nokasartenu

HavmMeHoBaHve 1 JoNyCTUMblE 3HAYEHWUS HEKOTOPbLIX CAHUTAPHO-XMMUYECKMX nokasartenein ana MU c
y4eToM Npupoabl MaTepuasio nNpusefeHsl B NpuioxeHumn B.

MpumeyaHune — B npunoxeHue B npuBeaeHbl NpeaenbHO AONYCTUMble 3HAYEHUSA A8 HEKOTOPbIX rpynn MU.
anBe,El,eHHble 3Ha4YeHUA MOXHO y4nTbiBaTb UCXOA4A U3 MCTOPUYECKOro onbiTa ncnblTaHni (MCCneAOBaHMﬁ), AOKa3blBato-
wmnx nx 6e30nacHoOCTb.

[JaHHOe NpUoXeHNEe NMeeT CNPaBOYHbLIA XxapakTep. 3HAYEHUs! 4151 HEKOTOPbIX BUAOB MV MOryT GbiTb
yKasaHbl B «BEPTUKa/IbHbIX» CTaHAapTax.
4
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5.4 ToKcukKonornyeckne ucnolTaHnsa (mccneposaHns)

5.4.1 Bbibop o6pa3ua Asa ucnbiTaHuin (MccnefoBaHuii), OCHOBHbIE MOJIOXKEHWS MO MPUrOTOBIEHUNIO 3KC-
TPakToB (BbITSHXKEK) M310XeHbl B TOCT ISO 10993-12.

5.4.2 OueHka nokasarteneli 61M0I0rMYeckoro AeicTBUA U3/I0XEeHa B COOTBETCTBYOLWMUX YacTax FOCT
ISO 10993:

yacTb 3 — liccnegoBaHusi reHOTOKCUMYHOCTM. KaHLLePOreHHOCTU U TOKCUYECKOro AeNCTBUS Ha penpoayk-
TUBHYIO (PYHKLMIO:

yacTb 4 — lViccnegoBaHua M3genuii, B3aumMoAeiCcTBYHOLWMX C KPOBbIO;

yactb 5 — lMccnegoBaHuns Ha LMTOTOKCUYHOCTb: MeTOAbl in Vitro:

yacTb 6 — lVccnepoBaHnsa MECTHOTO AeNCTBMSA Nocae MMnaaHTaumu:

yacTb 10 — UccnepgoBaHus pasgpakatloLero 1 CeHCMOUIN3NPYIOLLEro feiCTBIS.

yacTb 11 — WccnepoBaHna 06LLETOKCUYECKOro AelicTBus;

yacTb 20 — MpYHUMNbLI 1 MEeTOAb! UCCNefoBaHUS UMMYHOTOKCUYHOCTU MeAULMHCKUX U3aenuii.

5.5 Mukpo6uosoruyeckre ncnbiTaHnusa (MccnefoBaHus)

5.5.1 UcnblTaHns (nccnefoBaHns) Ha CTEPUIBHOCTb

Mpoueaypbl BaNMAaLMN U TEKYLLLEro KOHTPONA NPOLLeCCOB CTepUAM3aun MeguumMHCKUX n3genuin npu-
BeAeHbl B (2). (3]. (4). [5].

MeToabl UcnbiTaHwit (MccnefoBaHuii) Ha CTEPUIBHOCTb NPOBOAATCA B COOTBETCTBUM C AENCTBYIOLLEN
rocyaapCcTBeHHOl hapmakoneei.

5.5.2 UcnblTaHns (uccnepoBaHns) Ha NMUPOreHHOCTb

McnbiTaHnam (MccnegosaHusam) nogsepratorca MU

- KOHTaKTUpYyloLLMe ¢ CUCTEMOI KpOBOOGpaLLeHns B OAHON TOYKE 1 cryXalime Ans BxoAa B KPOBEHOC-
Hyto cuctemy (cM. FOCT ISO 10993-1, FOCT ISO 10993-11);

- KOHTaKTUpyloLme ¢ unpkynupyrouieid kposbio (cM. TOCT I1SO 10993-1, TOCT ISO 10993-11),

- KOHTaKTMPYHOLLME C KPOBLIO, €e MPoAYKTamMu, KpOBO3aMeHsLWwumn pactsopamm (cMm. FOCT IS 010993-11,
FOCT 31209 B COOTBETCTBUM C AENCTBYIOLLEN rocyaapcTBeHHOW dhapmakoneeit).

MpumeyvaHuns

1 B HacTosiLee BpeMs MeXAyHapoaHbl TexHudyeckunini komuteT (TFOMCO 194) BbINycTWA NPOEKT paboyero JOKyMeHTa,
Jarouero pykoBoAcTBO Mo NpMHUUNaAM n metogam UCnbITaHUn Ha NMPOreHHocTb MU, KOoTopble NPSAMO UM KOCBEHHO KOHTak-
TUPYHT C LU/IpKyJ'II/Ipy}OLLl'eI7I KpPOBbLHO 1 J'II/IMd)aTI/I‘—IeCKOI7I cucTemMoii n B3aI/IMO,qel7ICTBy}0T CUCTEMHO C OpraHn3mMmoM 4esioBeka.

2 Tpe6oBaHMs K MU. KOHTaKTUPYIOLNUM C KPOBbIO, €€ NPOoAYyKTaMu, KpOBO3aMEHAOLWNUMN pacTBOpPaMu, peryanpyroT-
CS COOTBETCTBYIOLWMM TEXHUYECKUM pernameHTom (TP).

5.5.2.1 NcnbiTaHne (MccnegoBaHne) NMPOreHHOCTU Ha KPOIMKax OCHOBAHO Ha M3MEePOoHUY TeMnepaTypbl
Tena y KponvkKoB 0 1 NOC/e BHYTPUBEHHON MHBEKL UM PACTBOPOB, NOJTYHYEHHbIX B pe3ynbTare aKCTpakuum nuc-
c/ieflyeMoro marepuasna uim KOHTPOSIbHOro mMaTtepuana.

NMpumMeyaHne — IKCTPaKTbl 4151 UCCMIEA0BAHUS MUPOFEHHOCTU FOTOBSIT Ha 0.9 %-HOM pacTBoOpe X/10puaa HaTpus.

5.5.2.2 VcnbiTaHna (nccnefoBaHns) Ha 6akTepuanbHble SHA0TOKCUHbI

McnbiTaHne 0CHOBAHO Ha cneumuyeckoil peakuun peakTusa, NpeAcTaBnsAoLEro coboii nmsar kneTok
KpoBU (ame60LMTOB) MeuexBocTa ¢ 6akTepranbHbIMU 3HAOTOKCUHAMKN. B pesynbTare hepMeHTaTUBHON peak-
LN NPONCXOANT U3MEHEHWNE peakLMOHHON cMecH, NPONOPLMOHaIbHOE KOHLEHTpaLUn 3HAOTOKCMHA.

MeTogonornyeckme Noaxofbl U onMcaHUs TECTOB MO onpefeneHnto 6akTepunasnbHbiX 3HAOTOKCUHOB U3-
NoXeHbl B fleiicTByioL el ocyaapcTBeHHOl dhapmakonee.

VMcnonb3oBaHue JIA/1-peakTBa MMeEET OrpaHnUYeHe N NPUMEHUMO He Ana scex MU.

6 OTYUeTHOCTb O pe3ynbTarax

PesynbTathl UCNbITAHUI (MccnefoBaHuii) AOMKHBI GbiTb 0POPMIEHbI TOUHO, YETKO, HEIBYCMbIC/IEHHO U
06bEeKTVBHO B COOTBETCTBMU C NpasuiamMu n TpeboBaHnAMM, CogepxalluMnucs B MeToamkax NpoBeeHns uc-
nbiTaHnii (MccneposaHuit) (cm. TOCT MCO/M3K 17025. cepum ctaHgapToB FOCT ISO 10993).

7 O603Ha4YeHme COOTBETCTBUSA HACTOALWEMY CTaHAapTy

Lns 0603HayYeHNs coOTBETCTBUSI TPE6GOBAHWI NPOBEAEHUSI CAaHUTAPHO-XMMUYECKUX U TOKCUKO/OTnYe-
CKUX ucnbiTaHuii (nccnepoBaxniil) MU HacTosiLeMy CTaHAapTy A0/HKHA NPUMEHSATLCS credyrowas hopmysiun-

poBka: «CootsetcTByeT TOCT P 52770».
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MpunoxeHne A
(cnpaBou4HOe)

YcnoBua NpuUroToBaeHNA BOAHbIX 3KCTPAKTOB (BbITﬂ)KeK)

Ta6nuya A.l — YCNOBUS NPUIOTOB/IEHNS BOAHBLIX 3KCTPAKTOB (BbITSHKEK) A5 PA3NUUHbIX TPYNN U3aenui

HavimeHoBaHve rpymnbi
nsgenumn

1 Wspgenua ans BHy-
TPEHHEero npoTe3npo-
BaHuA

2 W3penunsa, KOHTak-
TUPYIOLLME C KPOBbIO,
npenapartamu u3 Kpo-
BU. BellecTBamMu Ans
BHYTPMCOCYANCTOrO
BBEAEHUsI

HanmeHoBaHve

KnanaHbl cepgua, nepu-
Kap/bl. ONOpHbIe KOMbLa,
KapAuMo- W HepBHO-MbI-
WeyHble  CTUMYNATOPbI;
npoTesbl  KPOBEHOCHbIX
cocyoB, TpyAHOW xe-
nesbl. roprTaHu, fAWuYKa,
channonpotesbi: M-
nnaHTatbl ANS YenocT-
HO-NMLEeBOI  Xnpypruu,
npoTesbl MArKUX TKaHeid,
UmMnnaHTUpyemble Aat-
YMKM WU ycTpoiicTBa Ans
MOCTOAHHOTO  [03Upye-
MOro BBeAeHus fekap-
CTBEHHbIX BELIECTB

KoCTHblEe LeMeHTbI, UM-
nnaHTupyemble renm

BHYTpPMMAaTOYHbIE  KOH-
TpauenTuBbl. KOMbLa

YcTpoiicTBa KOMMNIEKT-
Hble 9KCY3NOHHBIE,
VHDY3NOHHbIE 1 TpaHC-
Py3nOHHbIE

Annapatbl 1 ycTpoicTea
ANA 3amelleHns yHk-
Ui opraHoB n cuctem
opraHusmMa:  annapatbl
VCKYCCTBEHHOTO KPOBOO-
6palleHns. NCKYCCTBEH-
HOW noukn, AN remo-
copbumn B KOMMIeKTe C
maructpanamm wunm 6e3
HUX U UX PYHKUNOHANb-
Hble 3/1eMeHTbl (BOJOK-
Ha. memM6paHbl 1 remo-
cop6eHTbl). KomnnekTtbl
MarucTpaseit Kk nepeuuc-
NeHHbIM annaparam
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MpopgonxerHne Tabnuubl A. 1
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Lnpuubl NHBEKLUNOH- 1V 37+ 1 24 £2 3anonHAwT

Hble OAHOKpPaTHOro npu- yepes urny

MeHeHus HOMMWHaNb-
HbIM 06b-
emMom

3 W3penus, KoHTak- KoHTeliHepbl ANSi KPOBW,
TMpYylOLMe C KPOBblO, MNpenapaTtoB W3 KPOBW,
npenaparamu U3 Kpo- KpoBe3ameHuTenein u nH-
BU. BellecTBamun AN (Py3nOHHbIX PacTBOPOB:

BHYTPUCOCYANCTOTO 500 run - - 1/100 702 24 +2 ToTlOCT
BBeAcHNA 300 mn ; ; 1/50 70+2  24+p 31209
KaTeTepbl BHyTpucocy- 1/250 371 24 £2
noucTble. Tpybkn mMeau-
LMHCKMe ANs nepenusa-
HUA KPOBM, npenapatos
13 KpOBM, KpOBe3aMeHuU-
Teneii M MHMY3UOHHbIX
pacTBopoB
Mpobkn ans ykynopusa- 1/2 121 £+1 1+0.1 ABTOKNaBu-
HUSI COCYZ0B C KpPOBbIO, poBaHue
npenapartoB W3 KpoBW, (P=1artm)
KpoBe3aMeHuTenel n ux-
(hy3MOHHbIX pacTBOPOB
4 Matepnanbl WoOB- HWUTKM Xnpypruyeckue 37+ 1 24 £2 OTHOWeHne
Hble XUpypruyeckume O/MHbl  HATK
(c™m) KobBEMY
OUCTUNNNPO-
BaHHOW BOAb!
(mn) 0.4/1
5 CpeacTtBa nepeBs- [lepeBA3ouHbIE CpeacTsa,
304HblE KOHTaKTMpylowme ¢ no-
BPEXAEHHO KOXel 1 cnu-
31CTbIMU 060/104HKaMU:
- MPOTUBOOXOroBble MNO- 1,6/1 37+ 1 24 £2
BSI3KW. remocTatuyeckme
paccacbiBatoLuecs 7]
ap.. BaTHO-MaprieBble
cpeacTea (candeTku,
6UHTbI,  NepeBA30YHble
nakeTbl), 1eikonNacTbIpu
- Knien, copb6eHTbl, remo- * M 250 37+ 1 24 £2 M - makcu-
cTaTMyecKne NopoLKu ManbHas pa-
' 30Bas f03a
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MpoponxeHne Tabnuubl A. 1

HanmeHoBaHue rpynnbl
nsgenwii

6 Martepuanbl cToma-
Tonornyeckue

7 W3penuna pns od-
TanbMonoruu

8 WHCTpYMeHTblI Me-
AVUMHCKWE.  YCTpOIi-
cTBa. annapaTtbl

HanmeHoBaHue

MepeBsi304HblE cpea-
CTBa. KOHTaKTMpYtoLiMe ¢
HenoBpeXAeHHO KoXel:
- MOBSA3KU, MSIEHKN, GUH-
Tbl. NNACTbIPU, TUTUEHU-
yeckune candeTku

- Bata
- TMNCOBbIE BUHTBI
Fenn gna Y3U

Basucbl MNpOTE30B, KO-
POHKW.  MIOMBMPOBOY-
HbI€ W C/Ie/I0YHbIe MaTe-
puanbl. nNpoTesbl 3y60B,
UMMNAHTaTbl U Ap.

VIHTPaoKynsipHble 1 KOH-
TaKTHbIE JINH3bI

Fenu gna ogTanbMoOXu-
pyprvv

JInH3bl  O4YKOBble ANs
KOPPEKL N 3peHuns
OnpaBbl O4YKOBbIE
MpoTesbl rNasHble
KaTeTepbl, 30HAbI, Ape-
HaXu. BYXV pasnnyHbIX
TUNOB, K/IM3MEHHble Ha-
KOHEYHUKN

TMHEKOMOrMyeckme WH-
CTPYMEHTBI:
- 3epkana

- wnarvenn

[aTuvkn, anekTpogbl 1
Op. YCTPOWCTBA, KOHTaK-
TUpyloume ¢ Koxel
Kamepbl HeoHaTaslbHbIX
VHKy6aTopoB
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111 3%
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VHranatopsbl 1V 37+ 1 24 2 3anonHAKT
HOMMWHanNb-
HbIM 06b-
eMoMm
ABTOHOMHbIE XenyAou- 1/100 37 £ 1 24 +2
HO-KMLWEYHblE 3/1eKTPO- , ,
CTUMYNISATOPbI
Cnyxosble annaparbl - - 1/50 37+ 1 24 2 -
KpuonakeTbl - - 1/250 37+ 1 2+0.1 -
Mukpocdepbl ana npo- - 0.1/1 - 37+ 1 72 £2 -
TUBOOXOrOBbIX KpoBaTel
9 Xupypruyeckas [locTefnibHoe 6enbe, 11 37 %1 24 +2
ofdexaa v 6enbe ojexaa MeauLMNHCKOro
nepcoHana, nogknag-
Hbl€ K/IEeHKN, nevebHoe
6enbe  (4yNnKW, HOCKM,
ronbMbl, TPyChbl, nosca,
6aHpaxmn)
PeHTreHo3alnTHble 13- 1/10 37 1 2 0,1
Aenus (papTyku, Harpya- . . .
HUKW. nepyaTku, 6axunbl)
10 CaHuTapHoO-rurne- JXXeHckune rmrmeHunye- 1/1 371 24 0.1 [locne non-
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30BOr0 MOb30BaHNA TY3HUKW, NeNeHKn nornoweHnsa
Mamnepcbl Ansa getei n 11 37 £1 24 2 Mocne non-
B3POC/bIX , , HOro  Bafo-
nornoweHnsa
FMHekonornyeckne tam- - - 1/50 37 %1 24 +2 -
NOHbI
Mpe3epBaTtnsbl - - 1/50 371 8x1 -
MepuaTkun xupypruye- 1/1 - - 37+ 1 8+1 -
CKue. uarHoctTuyeckme
CrpuHLOBKN. KPY>XKN W 371 2 +0.1 3anonHawT
3cmapxa HOMUWHaNb-
HbIM 06b-
emMom
[etckne OyTbIIOYKH, VA" 37 1 24 2 3anonHAKT
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HbIM 06b-
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OKOoHYaHue Tabnunubl A. 1

HavimeHoBaHve rpymnbi

n3genvin
11 n3penusa
Ans HapyXHoro
npoTe3npoBaHus

12 Tapa u ynaxkoBka

ans MeANLUHCKNX
n NeKapCTBeHHbIX
cpeacTs

10

HanmeHoBaHve

Moue- U KaslonpuemMHu-
KW, MoAKNafHble cyaHa,
rpesku, Ny3bipu Ans nbaa

[leTcKne COCKW, COCKKU-

NyCTbIWKN

3K30MpOTB3bl  IPy/AHOW
xenesbl, u3genus npo-
Te3Ho-opToneanyeckue
1 nonygabpunkatbl K HAM

EmMKocTM pansa  xpaHe-
HUS neKkapCcTBEHHbIX
cpencts

Matepuanbl Ana yna-
KOBKM  fleKapCTBEeHHbIX
cpencTs

MaTtepuansl Ans yna-

KOBKM MEAULMHCKUX W3-
nenunii
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Ta6nuua A.2 — YCNOBUS NPUTOTOB/IEHNS SKCTPAKTOB (BbITSXEK) 4151 Pa3IMUHbIX Ipynn U3genunii ns metansos, cnna-
BOB. KEpPaMUKN 1 cTekna

HavmeHoBaHue
rpynnbl U3aennin

1 Wspenua pna
BHYTPEHHero npo-
Te3npoBaHus

2 MaTepuaibl LWOB-
Hble X1pypruyeckme

3 Matepwuansbl CTO-
Marosiormyeckune

4 Matepuanbl 1
nsgenusa ans odg-
TanbMO0rMn

5 VIHCTpYMEHTbI
MeauLUHCKUNeE,
ycTpoiicTBa, an-
naparbl

HanmeHoBaHve

KapanocTumynatopbl,
vu3genus ana optoneguu
(nnactuHbl ANA  ocTeo-
CUHTe3a. cnuubl U Ap.
npucnocobsieHns), npo-
Te3bl CyCTaBOB, BHYTpU-
COCYyAUCTble CTeHTbI

Helipoxupypruyeckue
N cocyaucTble KIUMChl,
CKOGKM clumnBsatoLne

Urnbl aTpaBMaTu4yeckune
6e3 HuTel

Hutn metannnyeckue

KOpOHKM, WTUdTbI, UM-
nnaHTatbl A5 BoOCCTa-
HOBUWTENBHON  XMpYyprumn
nvua v ap.
OnpaBbl O4YKOBbIE. JINH-
3bl OUKOBbIE

[na3Hble NUNeTkn

Xupypruyeckue,  ruHe-
KOJIOrMyeckme v Ap. WH-
CTPYMEHTbI:

- MHOIFokKpaTHOro npuwme-
HeHna

- OAHOKPaTHOro npume-
HeHus

[aTunku, 3NeKTpoapbl, KOH-
TaKTUpyloLWME C  KOXeEN,
C/IM3NCTLIMU MOKPOBaMM

MogenbHas
cpega

0.9%-HbIi1 pac-
TBOp  X/l0pu-
cToro HaTpusi

0.9%-HbI1 pac-
TBOp  X/l0pu-
cToro HaTpus

0.9%-HbIli pac-
TBOp  XJ0pwu-
CTOro HaTpus
0.9%-HbI1 pac-
TBOp  XJ0pwu-
CTOro HaTpusa

Boga

Boga

0.9%-HbI pac-
TBOp  x/10pu-
cToro HaTpusi

0.9%-HbIi1 pac-
TBOp  Xs10pU-
CTOro HaTpus
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OKOHYaHue Tabnuubl A.2

HanmeHoBaHne
rpynnbl n3aenuia

6 W3penua wme-
OVLUHCKMe n3
cTekna ons
NeKapCTBEHHbIX
cpeacTs

12

HanmeHoBaHve

ABTOHOMHbIE Xeny[ou-
HO-KULLEYHble 3/1eKTPO-
CTUMYNATOPbI

Wnpuubl  MeauLmMHCKne
UHBEKUMOHHbIE  MHOro-
KPaTHOro NpuMeHeHns

VIHbeKLNOHHbIE
Urnbl, ckapudurkaTopbl

Tapa Ans nekapcTBeH-
HbIX CPEACTB, KOHTaKTuW-
pYIOLWMX C BHYTPEHHUMMU
cpefjamu opraHusma, a
Takke NeKapCTBEHHbIX
CPeACcTB HapyXHOro npu-
MeHeHUst

Na6opaTtopHas
nocypaa ans KAnHu-
KO-GNOXMMUYECKNX U
MMMYHOTOTUYECKMX
ncenefoBaHuii

1x
53 M
0
| f
MogaensHasn h1$o i
cpepa
G>

0,9%-Hblli pac- " “
TBOp  X/0pu-

CTOro Hatpus

Avctnnnupo-

BaHHaa BoAa

0,9%-HbliA pac-
TBOp  X/10pU-
CTOro HaTpus

Bopa

Bopa

v
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v

v

Oqun 0Q *= thy @
* 5o MW 0y

Mpume-
YaHve

3anos-
HSOT
HOMU-
Hanb-
HbIM
06b-
emMom

3anos-
HSlOT
HOMMU-
Hanb-
HbIM
06b-
emMom

3anos-
HSAT
HOMMU-
Hanb-
HbIM
06b-
emMoM



FOCT P 52770—2016

MpunoxeHve b
(cnpaBo4YHOE)

MeToauka NpUroToBNEHNA IKCTpaKTa (BbITFI)KKVI) C ncnonb3oBaHnmem CcteHga

B.1 HasHa4yeHune cTeHga

CTeHA nNpeAHasHayeH ANs NPUTOTOB/IEHNS 3KCTPAKTOB (BbITSXKEK), KOTOPbIe MCMOMb3YHTCA MPY CAHUTAPHO-XUMU-
UYECKMX U TOKCUKOJIOTUUYECKMX UCMbITAaHUAX (MCCnefoBaHusix) MU: yCTPONCTB KOMM/IEKTHBIX 3KCHY3MOHHBIX, UH(Y3NOH-
HbIX U TPAHCMY3MOHHbIX. annapaToB M YCTPOWCTB A5 3aMelleHns yHKUNUA OpraHoB 1M cUCTeM opraHvama (annapaTtos
MNCKYCCTBEHHOIO KPOBOO6GPALLEHMS, UCKYCCTBEHHOI MOYKK, annapaTtoB A/ reMocopbuun B KOMMEKTe C MarucTpassimm

KN 6e3 HUX U UX PYHKUMOHATbHbBIX 3/1IEMEHTOB — BOJIOKOH, MeM6paH 1 reMocop6EeHTOB). a Takke marucTpasnei K nepe-
UNCNEHHbIM annaparax*.

5.2 OnncaHue cteHga
DYHKUMOHA/IbHAaA cxema cTeHJa A0/HKHA COOTBETCTBOBATb NPUBEAEHHOR Ha pucyHke B.1.
5.3 MpurotoBneHne akcTpakTa (BbITSXKN)

Uepes 3aMKHYTbI KOHTYP B pexume peuupKynaumum B TeueHre 2 4 ¢ yka3aHHOW CKOPOCTbIO NOTOKa NPOMycKakT Co-
OTBETCTBYHOLWMNIA 06bEM AUCTUNNIMPOBAHHON BOAbI Npu TemnepaType (37 + 1)*C. Uepes 2 4. He Hapylas repMeTUYHOCTH
KOHTYpa, U3BNEKAIOT KOMIBY U3 TepmMocTaTa, OX1axAalT 40 KOMHaTHOV TemMmnepaTypbl. B nepByto ouepesb HEMNOCPEACTBEH-
HO 13 KOHTypa NpoBOAAT 0TGOP NPo6 AN XpoMaTorpadmyeckoro onpegeneHns aTUNeHokcaa. LMKIorekcaHoHa u teTpa-
rugpodypaka nytemMm npokosia UrAoW wnpuua nonuTaepHoO Tpy6Kku ycTpolicTBa. OCTanbHYH0 YacTb BbITSXKKM CAUBalOT B
CTEeKNAHHY0 eMKOCTb CO WUtOM.

B kauecTBe KOHTPOJIbHOTO pacTBOpa MCMNO/b3yHT COOTBETCTBYIOWMNIA 06beM AUCTUNIMPOBAHHOM BOAbI, NPONYLLEH-
HOli Yepes 3aMKHYTbI KOHTYP B TeX Xe YC/I0BUAX, HO 6€3 NpucoeAuHEHNs n3aenui.

T — vcnbiTyemoe usgenue (Mpu UCNbITAaHUN IKCHYINOHHBIX. MHDY3NOHHBIX U TPAHCHY3NOHHBLIX YCTPOWCTB NnocnefoBaTelbHO coeau-
HALTCA TPU U3[enuns). 2 — CTeKNsIHHAasi eMKOCTb, 3anosiHeHHas 500 MA AUCTUNNNPOBAHHOW BOAbI, ANSi BCEX BUAOB U3aenuii (4Ns aKc-
(DY3NOHHBIX. NHPY3NOHHbIX U TPAHCHY3NOHHbIX YCTpOicTB — 250 M. Ans okcureHatopos — 1000 mn); 3 — TepmocTar, NnoAfepXusato-
Wuii Temnepatypy AUCTUNNIMPOBAHHONI BOAbI a UCMbITaTeNIbHOM KOHTYype (37 + 1) 'C. 4 — nepuctanbTUYeCKUl Hacoc, NOAKMOYEHHbIN X
uncnolTate/IbHOMY KOHTYpY Yepe3 CU/IMKOHOBYHO pr6Ky MUWHMMaNbHO BO3MOXHO ANNHBI N OﬁeCI'IeHVIBalOLL[I/lVI UMpKynsaum aANCTnnnnpo-
BaHHOW BOAbl B KOHTYpe CO CKOPOCTbIO MOTOKa 1 n!y AN 3KCPY3NOUHbIX, NHPY3NOHHBIX U TPAHCHY3NOHHbIX YCTPOCTB, ANS OCTa/IbHbIX
|/|3,qer|m|7| CKOpPOCTb NOTOKa ykKasaHa B WHCTPYKUWU MO NMPUMEHEeHU n3agenua

PucyHok B.1 — CTeHa [n5 NpUroToB/IeHNSA 3KCTPakTa (BbITSXKN)

13
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MpunoxeHne B
(cnpaBo4yHOE)

HavMeHOBaHUsi N JONYCTUMbIE 3HAYEHUSI CAHNTAPHO-XMMUYECKUX NoKasaTenei gas MeauLUHCKUX
usgenuii c yueTom npupoabl Matepuana

Ta6nuuya Bl

Onpegensiemblii
HanmeHoBaHue rpynnel ncu3atcnacm ,D,onycmmoe amavyeunune
nokasartenb

1 CuHTETUYECKNE NOSINMEpPHbIe MaTepuasbl

O6wue nokasarenu BocctaHoBuTenbHble npumecu, ma 0.02 H p-pa 1.00
Na2s20 3
MN3meHeHne 3HaveHus pH +1.00

YnbTpacuonetosoe nornouweHue, eg. O.MN. B guna- —
nasoHe AJIMH BOJH, HM:

0T 220 0 360 BKNOUMTENBHO 0.300
oT 230 g0 360 BKNOUMTENBHO 0.2001»
oT 250 g0 320 BKNOUMTENBHO 0.1002'

MaccoBasi KOHUeHTpauus, Mr/n: —

- 6apuii(Ba) 0.1003
- meab (Cn) 1.000
- cBuHel, (Pb) 0.030
- onoBo(Sn) 1.00
- Xpom (cymm Cr‘3, Cr*6) 0.100
- kagmuii (Cd) 0.001
- xeneso (Fe) 0.3009'
0.030
LUHK(ZN) 1.000

[ononHuTenbHble nokasatenu, B 3aBu- KoOHUeHTpauus, mr/n: —
CUMOCTM OT cocTaBa

- NONV3TWUMEH, NONUMNPONUIEH U ApYyrue - cpopmanbaerug 0.100
mMartepuasibl Ha OCHOBe MOMNONENHOB ayetanbaerng 0.200
- aueToH 0.100
- CNUPT METUNOBbI 0.200
- CNUPT NPONWUIOBBIN 0.100
- CNUPT M30NPONUNOBbLIA 0.100
- NO/INCTUPO/T N COMOJIMMEPbI HA OCHOBE - CTUPON 0.010
cTupona - METUNOBLIN cnNupT 0.200
- hopmanbgerng 0.100
- NONIBUHUNXNOPUA - BUHUNX0pUA, 0.010
- auetanbgerng 0.200
- aueToH 0.100
- CAUPT METUNOBbIN 0.200
- CAUPT NPONWUNOBLIN 0.100
- CAUPT M30MNPONUNOBbIA 0.100
- pnokTundranat 2.000

10 mr/100 mnl»

14



MpopgonxerHne Tabnuuybl B. 1

HanmeHoBaHue rPymbl nokasareneii

- NOSINOPraHOCU/IOKCaH (CUTMKOH)

- nonvaxpwunatbl

nonvamuabl:

KanpoH (nonuamwug 6. nonukanpoamug)

HelnoH (nonuamug 66. nonurekcamBTU-
nBHagunammg)

nonvakpunamug

nonukap6oHat

¢ptoponnact (pToponnact-3, dTopo-
nnact-4. TedsIoH)

nonvkap6oHaTt

ANOKCNAHbIE CMObI

2 CnHTEeTUYecKne pesnHbl 1 SlaTekchbl

O6uine nokasarenu

Onpeaensiemblii
nokasartesnb
- bopmanbaerng
- aueTanbgerng
- theHon
- METWUNOBbI cNUPT
- MeTunakpunar
- MeTunmeTakpunar
- 6yTunakpunart
- aKpUIOHUTPUA
- e-Kanponakrtam
- 6eH3on
- theHon
- rekcameTuneHgmaMmnH
- MeTUNOoBbIV cNUpT
- akpunamug,
- 3TUEHININKONb
- auetanbaerng
- dhopmanbgerng
- aueToH
- CNUPT MEeTUNOBbI
- CNMPT NPONNNOBbIN
- CNMPT M30MponNuIoBbI
- theHon
- AvdbeHnnonnponax
- hopmanbaerng

- theHon

- ANUXIOPIrUAPUH
- bopmanbaerng

- theHon

- aueToH

- ancpeHnnonnponax
- hopmanbaerng

- cbeHon

- hopmanbaerng,

BoccTtaHoBuUTeIbHbIE NpumMecu, ma 0.02 H pacTBo-
pa Na2s203

M3meHeHne 3HavyeHnsa pH

YnbTpadmnonetoBoe nornouieHue, eq. O.M. B Ana-
nasoHe AJIMH BOJTH, HM:

oT 220 go 360 BK/IOUNTENBHO

FOCT P 52770—2016

AonycTumoe 3HaveHue

0.100
0.200
0.050
0.200
0,020
0.250
0,010
0.020
0.500
0.010
0.050
0.010
0.200
0.010
1,000
0.200
0.100
0.100
0.200
0.100
0.100
0.050
0.010
0.100
0,050

0.100
0,100
0.050
0.100
0.010
0,100
0.050
0,100

15
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MpoponxeHne Tabnuubl B. 1

OnpegensiemMblin

HavimeHoBaHwve rpynnbl nokasarenei [JonycTtmoe 3nadeHve

nokasartesib
oT 230 Ao 360 BKNKOUMNTENBHO 0,200»)
oT 250 Ao 320 BKAKOUNTENBHO 0.1002'

KoHueHTpauus, mr/n: _

- LUHK(ZN) 1.000
- cBuHeu(Pb) 0.030
- MbIWbSK (AS) 0.050
- kagmnii (Cd) 0.001
[lononHnTeNbHble NokasaTenn, B 3aBW- KOHLeHTpauus, mr/n: —
CMMOCTM OT cOCTaBa - hopmanbaerng 0.100
- auetanbgerng 0.200
- aKpUIOHNTPUN 0.050
- armpgon-2 2.000
(2.2-meTuneH-6uc(4-metTnn-6-TpeT-6yTNN-theHon)
- arngon-40 1.000
(2,4.6Tpnc-(3.5-an-TpeT-6yTnn-4-okcn-6eH3nn)-
Me3nTUMEeH
- U30MpeH 0.01
- Tuypam [, (TBTpameTuntuypamgucynbpua) 0.054*
- Tnypam 9@ (anatungudeHnnTnypamgmucynobua) 0.5s*
0.66'
1.00
- Typam E (TeTpastuntuypamancynbgug) 0.053>
- yumart (gumBTMAAUTUOKap6aMaT LHKa) 0.56»
0.053>
- aTunumMmat (AuaTunguTnokapb6amart LuHka) 0.6®)
0.053
- AUdheHUITyaHnanH 0.5e»
0.15
- anbTakc (2.2-gnbeH3Tnasongucynbpua) 0.59
0.4
- Kanrakc (2-mepkanTo6BH3TMa30/) 0.4
- cynbtBHamug L (ymMknotekcun-2-6eH3Tnason- 0.4
cynbgeHamuna)
- He030H [ (HadbTaM-2.-peHuNHadrnIaMmmH) 0.2

3 MNpupogHble opraHnyeckre NoanMepbl

3.1 brnonornyeckme TKaHu, B T.4. TKAHN XNBOTHOrO NPOMNCXOXAEHUSA, B 3aBMCMMOCTHK OT cnocoba 06paboTkun, cocTaBa

O6wue nokasarenu BoccTtaHoBuTebHbIE Npumecu, mn 0,02 H pacTtso- 1,00
pa Na2s,03
M3meHeHne 3HaueHnsa pH +1.00

JononHuTenbHble Nokasatenu, B 3aBu- KoHUeHTpauus, mr/n: —
cMMOCTUK OT cnocoba o6paboTkm

- dhopmanbgerng 0.100
- auetanbgerug 0.200
- aueToH 0.100
- CNUPT MeTUNOBbI 0.200
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MpopgonxerHne Tabnuuybl B. 1

Onpeaensiemblii

HanmeHoBaHue rPymbl nokasareneii AOI’IyCTVIMDE 3Ha4vyeHune

nokasartesnb
- cnupT NpPONUIOBLIN 0.100
- CAUPT N30NPONUIOBLINA 0.100
3.2 JlaTeKc HaTypasibHOro Kaydyka, B 3aBUCUMOCTUN OT coCcTaBa
O6ume nokasarenun M3meHeHune 3HavyeHus pH +1.00
- UWHK(ZNn) 1.000
- cBuHey, (Pb) 0.030
- MblWbSK (AS) 0,050
- kagmunii (Cd) 0,001
[lononHutenbHble nokasatenu, B 3aBW- KoHLUeHTpauus, mr/n: —
CYMOCTM OT cocTaBa - bopmanbaerua 0.100
- aueTtanbgerug 0.200
- aKpUNoOHUTPUN 0.050
- armgon-2 (2,2-mernneH-6uc 2.000
(4-meTun-6-TpeT-6yTUN-CHEHON)
- arngon-40 (2.4.6 Tpwuc-(3,5-An-TpeT-6YyTNN-4- 1,000
OKCU-6eH3UM)-Me3UTUNEH
- n3onpeH 0.01
- Tuypam [ (teTpameTuntuypamgmcynbcuna) 0.054>
- Typam 3@ (auatungudeHnnTnypamancynbhus) 0,55)
0.6e)
1.00
- Tuypam E (TeTpastuntuypamaucynbdus) 0.053>
- yumart (aumetTnnanTmokapbamart LuHKa) 0.58>
0.053)
- pudpeHnAryaHngnH 0.6e)
0.15
- anbTakc (2.2-gubeHsTnasonancynbous) 0,55)
0.4
- KanTakc (2-mepkanto6eH3TMa3on) 0.4
- cynbteHamug L (umknorekcun-2-6eH3Tnason- 0.4
cynbeHamng)
- HEO30H [l <HadTaM-2.-heHunHapTUIaMUNH) 0.2
3.3 Lenntonosa
O6wue nokasartenun BoccTtaHoBuTENbHbIE npumecu, mn 0.02 H p-pa 1.00
Ha”03
M3meHeHMe 3HayeHus pH +1,00
YnbTpadgmonetosoe nornouweHue, ea. O.M. B gna- 0,300

nasoHe A/INH BOJIH, HM:
oT 220 go 360 BKNOUMTENBHO

MaccoBas KOHUeHTpaums, win: —
« cBuHey (Pb) 0.030
- kagmwuii (Cd) 0.001
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MpoponxeHne Tabnuubl B. 1

OnpegensiemMblii

HavimeHoBaHwve rpynnbl nokasarenei [JonycTtmoe 3HaveHne

nokasaresb
JlononHuTenbHblIe nokasaTenu, B 3aBuU- - aTunauyeTtar 0.100
CUMOCTM OT cocTaBa

- aueToH 0.100
4 MeTannel 1 cnnasbl
O6wunii nokasarenb N3meHeHMe 3HaveHnsa pH +1.00

JononHutenbHble nokasatenu, B 3aBuW- MaccoBasi KOHUeHTpaums, Mmr/n: —
CMMOCTU OT CcOCTaBa

- Xxpom (cymm Cr*3. Cr*6) 0.100
- Hukenb (Ni) 0.020
-mMmeab (Cun) 1.000
- UMHK(ZN) 1.000
- monu6aeH (Mo) 0.250
- ko6anbT (Co) 0.100
- TuTaH (Ti) 0.100
- anomuHnin (Al) 0.500
- mapraHey, (Mn) 0.100
- BaHagwii (V) 0.100
- Bonbtpam (W) 0.050
-xeneso (Fe) 0.030

5 CTekno n kepamuka

O6wWwunii Nnokasatenb M3meHeHne 3HavyeHus pH +1.00

[lononHuTenbHble nokasaTenu, B 3aBu- MaccoBasi KOHLeHTpaums, mrin: —_
CYMOCTM OT COCTaBa

- MbIWbSK (AS) 0.050
- ceuHey(Pb) 0.030
- kKagmuii (Cd) 0.001
- cepebpo (An) 0.050
- ono.o (Sn) 2.000
- pTYTh (HA) 0.005
-60p (B) 0,500
-antoMuHnin (Al) 0.500
-UMHK(2n) 1.000
- TuTaH (Ti) 0.100
- Xpom (cymm Cr*3. Cr*B) 0.100
-meab (Cu) 1.000
- mapraHey, (Mn) 0.100
- cBuHeu(Pb) 0.030
- kagmuii (Cd) 0.001
- Ko6anbT (Co) 0.100

6 CTepunusytoLime areHTbl

OcTatoyHoe cojepxaHue MNo NpUMeHu- - chopmasnbaerug, 0.100

moctv - aTUNeHOoKCUs, _7)
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OKOH4YaHue Tabnuubl B. 1

Onpenensiemblii

HavmeHoBaHuWe rpynnbl nokasaresnei [JonycTtrmoe 3Ha4yeHve

rokasaresib

7 PacTBOpuUTENU AN CKNenBaHus aeTaneii u ysnos nsgenuvii
OCTaTo4yHOe cofepXaHve Mo NPUMEHU- - LMKIOreKCaHOH 2.50
mocTy - TeTparnapodypaH 20.00
- aueToH 0.100

- METUNITUNKETOH -9

B cnyyae KOHTeliHepOB A1 KPOBY M ee KOMMOHEHTOB.

2) AnsA ycTpOCTB KOMMAEKTHbIX 3KCHY3NOHHbIX, MHY3NOHHbIX N TPAHCHY3NOHHbIX OAHOKPATHOrO NMPUMEHEHUs.

3>[na nsgennii, KOHTaKTUPYIOLLNX C KPOBbIO.

4>[n5 YKYNOPOUYHbIX MPOGOK U YCTPOACTB KOMMAEKTHBIX 3KCHY3NOHHbIX. NHDY3NOHHBLIX U TPAHCAY3NOHHbLIX OHO-
KPaTHOro NPUMEHEHUS.

55018 n3genunii, KOHTaKTUPYIOLNX C KOXEN.

[Ns ocTanbHbIX N3AeNNii.
JonycTtumsle npegens! nsnoxeHol B FOCT ISO 10993-7.

8>MeToabl onpegenieHns n3noxeHbl B MNH 2.3.3.972-00 [7].

9>CM. npumMmevaHue 5 Tabnuubl B.1

MpumevaHne 1— EcAn caHNTapHO-XMMUYECKME NOKasaTeNn Npu UcnbiTaHun (MccnefoBaHnn) mateprasioB
¥ n3genuii ¢ 6UONorMyYeckn akTUBHbIMU A06aBKaMun (flekapCTBEHHbIe npenapaTbl, aHTUCENTUKN 1 AP.) NPeBbIWaloT [,0-
NyCTUMble 3HaYeHUsl, TO PeLleHe O COOTBETCTBUN UCCeAyeMbIX MaTepuasnos Tpe6oBaHNAM 6e30MacHOCTY MPUHUMaOT
no pesyfnibTaraM TOKCUKONOTYECKUX UCMbITaHWI (MccneaoBaHnii).

NMpumevaHune 2— ONA MEAULMNHCKUX N3AENNIA, OCOBEHHOCTM UCMbITaHN! KOTOPbIX Ha COOTBETCTBME Tpeb6o-
BaHUsIM 6e30MacHOCTM MpuBeAeHbl B COOTBETCTBYIOLIMX HOPMATUBHbIX JOKYMeHTax (TeXHWYeCKUX ycnoBusix, hapma-
KoneliHbIX CTaTbAX, CTaHfapTax Ha WHAWBMAyalbHble U3AENVNA WU FPynnbl U3Jennil) n He OroBopeHbl B Tabnuue 1.
MCMbITaHNA HEO6XOANMO MPOBOANTL C YHETOM TPe6GOBaHWU, U3NTOXEHHbIX B 3TUX AOKYMeHTax.

MpumevaHnune 3 — [onycTMMoe 3Ha4YeHMe KOSIMYECTBA MUTPUPYIOWNX BeELWECTB U3noxeHo B MH 2.3.3.972-00
[7]. NpefenbHO AONyCTUMbIE KONYECTBA XUMUYECKMX BELLECTB, BbIAE/SOWMNXCA U3 MaTepnasnioB, KOHTaKTUPYOLWMX C
nuuwesbiMn npoayktamu. MuHsgpas Poccun. M., 2000.

MpumevaHwne 4 — flononHeHne Ne 1k «MeToANYECKNM yKa3aHUAM MO CAHUTAPHO-TUTMEHUYECKOW OLeHKe pe-
3MHOBBIX M 1aTEKCHbIX N3eNnii MeAULMHCKOTO Ha3HavyeHusa». MeTogmyeckmne pekoMeHgaumm (yTe8. MuH3sgpaBom Poccun
14 mas 2001 r. N? 29 ®L1/1683).

NMpumeuvaHune 5— N8 M. Ha KOTOpble He pacnpocTpaHaeTca Tpe6oBaHMe NPUIoXeHnsa 2 «EANHBLIX caHnTap-
HO-3MNAEMUONOTNYECKUX U TUTMEHNYeCKnX TpeboBaHuii K npoaykumn (ToBapam), noanexaiiein caHUTapHO-3aNNAeMmno-
Nlornyeckomy Haa3opy (KOHTponk)» (YTB. PeweHnem KoMnuccmnm TaMoXxXeHHOro cotosa ot 28 mas 2010 r. Ne 299).

MpumeuvaHne 6— INOCT ISO 10993-7 N3genuna meguumHckme. OueHka 61M0MN0rMYeCcKOro AecTBUA MeanLMH-
CKMX n3genuii. Yactb 7. OcTaTouHOe cofepxaHue 3TUIeHOKCHga nocse cTepuansaymu.
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FocyfgapctBeHHas hapmako-
nes Poccuiickoii depepauunmn

rmrneHnyeckne HopmatTvBbl
M'H 2.3.3.972-00

Buénuorpadcusa

N3penusa meguumnHckme. CucTeMbl MEHeXXMEHTa KauecTBa. TpeboBaHuWsA K peryniv-
poBaHuto (Medical devices — Quality management systems — Requirements for
regulatory purposes)

CTepunusauus MeauLMHCKOW npoaykumn. Ctepunmnsayms napom. Yactb 1. Tpe6o-
BaHUs K pa3paboTke, BaMaaLmm 1 TekyLlemy KOHTPOIO npouecca cTepuamsaunm
MeAuLMHCKUX n3genuii (Sterilization of health care products— Moist heat — Part 1:
Requirements for the development, validation and routine control of a sterilization
process for medical devices)

CTepunusauusi MeguUMHCKOW npoayKuun. STuseHokcua. Tpe6GoBaHUS K paspa-
60TKe. Banugaumm n TeKyLeMy KOHTPO/IIO NpoLecca CTepunmsaunmn MeguLmHCKNX
n3genwuii (Sterilization of health-care products — Ethylene oxide — Requirements
for the development, validation and routine control of a sterilization process for
medical devices)

CTepunusauusi MeauumHckoli npoaykumm. O6nyyeHume.Uactb 1. Tpe6oBaHuA K
paspaboTke, BanngaumMm 1 Tekylemy KOHTPOIO npouecca cTtepununsauum meau-
uMHCKnX npubopos (Sterilization of health care products — Radiation — Part 1:
Requirements For development, validation and routine control of a sterilization pro-
cess for medical devices)

CTepunusauyms MeauunHCKNX usgenunii. Mukpo6uosnoruyeckmne metogpl. Yactb 2.
McnbiTaHWA Ha CTepUIbHOCTb, NPOBOAMMbIE MNPV Banujauuun npouecca ctepunu-
3aumn (Sterilization of medical devices — Microbiological methods — Part 2: Tests
of sterility performed in the definition, validation and maintenance of a sterilization
process)

FocypapctBeHHass hapmakones Pocculickoii ®egepauyun Xl nsganusa. (Mpukas
MuHucTepcTBa 3apaBooxpaHeHns P® oT 29 okTabpsa 2015 . Ne 771 «O6 yTBEpX-
LEeHUN 06LWNX hapmaKkoneliHblX cTaTel u papmakoneiiHbix cTaTeli»)

MpefenbHO AONYCTUMbIE KOMYECTBA XUMUYECKUX BeLecTB, BbIAENAIWMXCA U3
MaTepuanoB, KOHTAKTUPYHOLMX C NUWEBLIMU NPoAYKTaMu (YTBepXAeHbl [NaBHbIM
rocyapCTBeHHbIM CaHUTapHbIM Bpayom P® 29 anpens 2000 r.)
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