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Mpepgucnosne

Lienu v npuHumMnbl cTaHAapTu3aLmm B Poccniickoit ®egepaum yctaHoBNeHbl ®efiepanbHbiM 3aKOHOM OT
27 nekabps 2002 r. Ne 184-93 «O TEXHMYECKOM PEryimpoBaHun», a npaBuna NpMMeHeHUs HauuoHa bHbIX
cTaHpapToB Poccuiickoli degepaumm — rOCT P 1.0—2004 «CTaHgapTusauma B Poccuiickoli ®epepauun.
OCHOBHbI€ MON0XEHUA»

CeefieHUs o cTaHaapTe

1 PA3SPABOTAH depepanbHbiM rocyAapcTBEHHbIM yupexaeHnem «Bcepoccniicknin HayuyHo-mnccnemo-
BaTe/NIbCKUIA U UCMbITATENIbHbIA NHCTUTYT MELMLMHCKON TEXHUKU» (PTY «<BHUNNMT»)

2 BHECEH TexHMYeCcKMM KOMUTETOM NO cTaHAapTu3aunm TK 422 «OueHka 6G1onormyeckoro gecrams
MeAVLNHCKNX N3LeNN»

3 YTBEPX/JEH W BBEAEH B AEWNCTBUE MMpukasom PefepansHOro areHTCTBa Mo TeXHUYEeCKoMy
perynnpoBaHuIo 1 MeTponorum ot 26 okta6psa 2007 . Ne 281 -cT

4 BBEJEH BMEPBbIE

MHdopmauus 06 M3MEHEHNAX K HACTOsILLEMY CTaHaapTy Ny6aMKyeTCs B eXerofHo u3jaBaemMom
MH(OPMAaLMOHHOM YKazaTese ((HaumoHabHble CTaH4apThi», 8 TEKCT U3MEHEHUIi Y NONPABOK — B eXeMe-
CSIUHO M3AaBaeMbIX MHPOPMALMOHHBIX yKasaTensax «HaunoHasbHble CTaHgapThi». B ciyuae nepecMoTpa
(3aMeHbI) MM 0T MeHbl HACT OSALLEro CTaHAapTa CooTBeTCTBYlOLLee yBefoMeHne 6yaeT ony6/IMKoBaHo
B ©XXEMECSYHO U3aBaeMoM MH(IOPMaLOHHOM ykasaTene «HaunoHanbHble cTaHaapThi». COOTBETCTBY-
loLLasn uHgopmaums, yseoMaeHe U TeKCT bl pasMeLLan T e Takke B MH(OPMaLMOHHO cucTemMe o6LLero
no/ib30BaHUsi — Ha oULManbLHOM caiiTe ®efepasbHOro areHTCTBa N0 TeXHUYECKOMY peryvpoBaHuio 1
MeTposiorun B ce T HTepHeT

© CraHgapTuHdpopm. 2007

HacToswwunii ctaHAapT He MOXET GbITb MOHOCTLIO UM YAaCTUYHO BOCMPOU3BEAEH, TUPKUPOBaH M pac-
MpOCTpPaHEeH B Ka4eCTBE O(ULMNANBLHOIO U3faHus 6e3 paspelleHns defepanbHOro areHTcTBa No TeXHUYECKo-
MY perysmpoBaHuio 1 METPOIOrN
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HALWOHANBHBLN CTAHAOAPT POCCUNCKOW GEAEPAL UMW

N3AENNA MEAVNLMHCKUE

TpeboBaHua 6e3onacHoOCTL.
MeToAbl CAHUTAPHO-XMMMUYECKUX Y TOKCUKONOTUYECKUX UCMbITAHUIA

Medical products. Safety requirements.
Methods of sanitation-chemical and toxicological tests

fataBBegeHns — 2008—07— 01

1 O6nacTtb NPUMEHEHNA U pacnpocTpaHeHus

HaCTOﬂLLU/IVI CTaHAapT pacnpocTpaHAeTcda Ha MeaANLMHCKUe n3nenna nyctaHasamBaet 06LI.I|I/II7I nopanok
npoeefeHnAa CaHNTapHO-XMMNYECKUX N TOKCUKOTOTNYECKNX MCNbITaHWUI C uenbto obecneyeHns 6e3onacHOCTH
NX NPUMeEHeHNA.

2 HopMaTuBHbIE CCbIKU

B HacToAlWeM CTaHaapTe UCNOMb30BaHbl HOpPMaTMBHbIE CChIZIKX Ha cneayruine HaunoHabHble CTaH-

fapThbl:
FOCT P NCO 10993-1—99 OueHkKa uuccnefoBaHmsa
FOCT P NCO 10993-4—99 VccnepgoBaHue nUsfenunii, B3anMoAencTBYOLMX C KPOBbIO
FOCT P NCO 10993-5—99 WNccnepoBaHue Ha LUTOTOKCUYHOCTL: METOAbI «in Vitro»
FOCT P NCO 10993-6—99 WNccnepoBaHMe MECTHOTO AeNCTBUA NOCAe MMMNAaHTaLnn
FTOCT P NCO 10993-7—99 OcTtato4yHOe KONYEeCTBO OKUCK 3TUMIEHA NOCe CTepunmnsaumnm

FOCT P NCO 10993-9—99 OCHOBHble NPUHLMMbI MAEHTU(DMKALMM 1N KONMYECTBEHHOTO onpejene-
HUS NOTEHLMaNbHbIX NPOAYKTOB AECTPYKL MU

FOCT P NCO 10993-10—99 VccnepoBaHuve pa3fpaXxkaroLlero 1 CEHCMOUIN3NPYIOLLETO feliCTBUS

FOCT P MCO 10993-11—99 NccnepoBaHMe 06LLETOKCUYECKOTO AENCTBUSA

FOCT P NCO 10993-12—99 MNpurotoBneHne Npob ncTtaHAapTHbIE 06pasLbl

FOCT P NCO 10993-13—99 NaeHTUdUKaLNA U KONUYECTBEHHOE OrnpeeneHne NpoLyKTOB AeCTPYK-
L1 NONNMEPHBIX MeANLIMHCKNX N3ennii

FOCT P NCO 10993-14—2001 UNpeHTUUKaLMa U KONNYECTBEHHOE onpejenieHne NpoayKToB AecT-
PYKLUMN KepamMUKn

FOCT P NCO 10993-15—2001 NpeHTUpMKaLMa n KOANYeCTBEHHOE onpegeneHne NpoayKToB AecT-
pyKUMM MeTa10B U CrnaBoB

FOCT P NCO 10993-16—99 MogenupoBaHue 1 uccrefoBaHNe TOKCUKOKUHETUKN MPOAYKTOB fec-
TPYKLUMKN U BbIMbIBAHUSA

FOCT P NCO 14971—99 lMpuMmeHeHWe aHann3a pucka K MeAnuUUHCKUM U3aenam

FOCT P 50855—96 KoHTeliHepbl 4159 KPOBU 1 €€ KOMMNOHEHTOB. Tpe60BaHNA XMMUYECKO 1 6uonorn-
Yeckoi 6e30NacHOCTN 1 MeTObl UCMbITAHWIA

FOCT P 51148—98 Tpeb6oBaHMA Kk 06pa3uam 1 OKYMeHTaLuuu, NpeacTaBNsSieMbiM Ha TOKCMKOMNOTN-
YecKue. CaHUTapHO-XMMUYECKNE UCMbITAHUA, UCMbITAHUA HA CTEPU/IBHOCTL U MUPOreHHOCTb

FOCT P 51830—2001 OueHKa 6MOIOTMYECKOrO AeliCTBUSA MEAULIMHCKUX CTOMATONOTMYecKMX MaTte-
pvanos v n3genui

FTOCT 25375—82 MeTofbl, CpefCTBa Y PeXUMbI CTEPUNU3ALLUN NAE3NHDEKL NN N3LeNNI MeLNLNHCKO-
ro HazHaveHus. TepMUHbI 1 onpejeneHns

M3faHne opuumnanbHoe
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MpumeyvyaHune — MNpu NONb30BAHUN HACTOALW MM CTaHAAPTOM Lenecoo6pas3Ho NPOBEPUTh AeliCTBMUE CCbINOY-
HbIX CTAaHAAPTOB B UHPOPMALLMOHHON cucTeme 06l Ero N0Nb30BaHUA — HaouULUMaNnbHOM caliTe HaLlMOHaNbHOro opraHa
Poccuiickoli ®eaepaunmn no ctaHAaapTn3auny B ceT VIHTEPHET MK NO eXXerofHo n3jaBaemMomMy MHPOPMaLMOHHOMY yKa-
3aTento «HaunoHanbHble CTaHAapTbl», KOTOPbIi ONY6AMKOBAH MO COCTOSHUIO Ha 1 SHBapA TeKylero roja, v no cooTBeT-
CTBYIOL MM €XEeMeCA4YHO N3gaBaemMblM UHPOPMALMOHHBIM yKa3aTenam, ony6InKoBaHHbIM BTeKyL eM rogy. Ecnu ccbinoy-
Hblli cTaHJapT 3aMeHeH (M3MeHeH), TO NPV NONb30BaHNKN HACTOALW MM CTaHAaPTOM ClejlyeT PyKOBO/ACTBOBATbLCA 3aMeHS 0 -
WMM (M3MEHEHHbIM) cTaHAaPTOM. ECAM cCbiNOYHbIN cTaHAapT OTMeHeH 6e3 3aMeHbl, TO MONIOXeHWNe, B KOTOPOM flaHa
CCbifika Ha Hero, NpUHUMaeTCs B HaCTU, He 3aTparmBatoLleil 3Ty CCbiNKy.

3 TepMuHbI N onpeaeneHns

B HacTofwem cTaHgapTe npuMeHeHbl TepMuHbl no FTOCT P WCO 10993-1, TOCT P 50855,
FOCT P 51148. TOCT P 51830.TOCT P NCO 14971. a Takxe cnegytoLime TepMUHbI C COOTBETCTBYHOLLUMN
onpegeneHnsMu:

3.1 megunuynHckoe usgenwue: Jloboii npubop, annapart, ycTPOWCTBO, NMpuUcrnocobneHne, matepuan,
NCMo/b3yeMOe N30MPOBaHHO NV B KOMOMHaLMK (C TeKapCTBEHHbLIMM CPeACTBaMU, NporpaMMHbIM 06ecneye-
HUEM UT. 4.), KOHTaKTUpyloLlee HenocpeacTBEHHO UM ONOCPe0BaHHO C OPraHN3MOM YenoBeKa, KOTOpoe He
ABnseTca hapMakonormyeckmm, UMMyHONOTMYECKUM UK MeTabonmyeckum CpeCcTBOM, HO MOXeT ObiTb TaKo-
BbIMU JOMONIHEHO, M NPefHa3HAYEeHHOE /19 CNefy oL nx Leneii:

- [VarHOCTUKMW, NPOUNaKTUKK, NeYeHns nam obneryeHuns 60nesHu;

- KOMMEHCaLUM 1 3aMeHbl MOBPEXAEHHbIX OPraHoB, UX YHKLUIA Nn U3MYeCKUX HeOCTaTKOB:

- uccnefoBaHus GU3N0N0rMYECKUX NPOLLeCCOB OpraHn3mMa:

- KOHTpauenuum uT. g.

3.2 caHUTaApHO-XMMMUYECKNE NCNbITAHUA: VIcnbITaHMS, NPOBOAMMbIE C LIeNblO ONpeAeneHns cymmap-
HOro KOJIn4YecTBa pasNYHbIX XUMUYECKUX COEANHEHU, MUTPUPYHOLLNX B BbITSXKKY U3 MEAULIMHCKUX N3LeNnii n
mMaTepunanoB UCKYCCTBEHHOTO 1 eCTECTBEHHOIO MPOMCXOXAEHUS, C MOMOLLLIO UHTEerpasbHbIX NoKasartenen, a
TakKe WHAMBUAYaNbHbIX MNOTEHLMAaNbHO OMNaCHbIX COeANHEHWI (COCTABAAKOLWMUX NOMUMEPHbIX KOMMO3ULMIA,
TEXHONIOTNYECKMX (PYHKLMOHAaNbHbIX O6aBOK, CPeACTB NPeACcTeEPUNN3aLNOHHON OYUCTKU, Ae3NHPMLNPYIO-
LLMX U CTEPUN3YIOLLUX areHTOB, MpUMeceli B Cbipbe, KOMNOHEHTOB CMN1aBOB, CTEKNA, KEPAMUKU UT. 4.).

3.3 TOKcuMKoiormyeckne ncnblTaHunsa: VcnbiTaHns, NPOBOAUMBIE C LLe/NbIO BbISBNEHUS NOTEHUMANBHO
OMacHOro BO34eliCTBUA MeAULIUHCKNX N34eNniA Ha OPraHn3M, BKIKOUatoLne B ce65 OLLEeHKY reMOINTUYECKOR
aKTUBHOCTU, UMTOTOKCMYECKOrO, pasapaxaroLero, CeHCMbnnnsnpyoLwero, o6LeToKCUYecKoro, MyTareHHoro
N apyrux aexkTos.

4 O6wme NONOXKEHUSA

4.1 OueHka 6e30MacHOCT MeANLIMHCKUX U3eNNii BKNIOYaeT BCebs CaHMTapHO-XMMUYECKNE Y TOKCUKO-
NOrnYeckre NCNbITaHWA, a TakXKe UCNbITaHUS HAa CTEPU/TIBHOCTb M MUPOreHHOCTb ANA COOTBETCTBYHOLLEN rpynmbl
n3aenui.

4.2 TMNporpaMmmy CaHUTapPHO-XMMMNYECKNX N TOKCUKONOTMYECKNX NCMbITaHNI pa3pabaTtbiBatoT U AOKYMeH-
TaNbHO OOPM/IAIOT CneLnanuncTbl, UMetoLLre OnbIT PpaboTbl B 061acTu OLleHKM 6€30MacHOCTN MeAULUHCKMX
nsgenunii. NMporpammy cocTaBnAoT Cy4eTOM Ha3HauYeHNA U3aenmns, CTerneH KOHTakTa erocopraHmaMom, noso-
XKUTENbHbIX M OTpULaTeNIbHbIX CBOMCTB MaTepmnanos, U3 KOTOPbIX OHO M3rOTOB/IEHO, COBPEMEHHbIX METOA0B
nuccnefoBaHus, a Takxke nHopmal v N3 nuTepaTypHbIX UCTOYHUKOB O MPUMEHSAEMbIX Matepuanax, ux peuen-
TYPHOM coCTaBe, crocobax NpeAcTepUAN3aLMOHHON OUUCTKY, 4E3UH(EKLUNN 1 CTEPUAN3ALMN.

4.3 Tporpamma ncnbiTaHNi MefULMHCKNX U34eNUin AOMXKHA COOTBETCTBOBATL TPeboBaHNAM HACTON-
wero craHgapta. FOCT P WCO 10993-1. TOCT P WNCO 10993-4 —TOCT P WNCO 10993-7,
FOCT P UCO 10993-9 — FOCT P NCO 10993-16. a TakKe HOPMaTUBHbIX JOKYMEHTOB N3roTOBUTENSA Ha KOH-
KpeTHble n3genus.

4.4 CaHUTApHO-XMMMNYECKNM W TOKCUKONOTMYECKUM MCMbITAHUAM NOABEPratoT 06pasLbl MegnLMHCKUX
n3fennii, NpoLlejLie COOTBETCTBYHOLLYIO CaHUTapHYyt0 06paboTKy (Ae3UHMEKLNIO, NPeCTEPUIN3ALMOHHYIO
OYNUCTKY W CTepunusaluio), ecanm TakoBas NpefycMOTpeHa, W MpejAcTaBfeHHble B COOTBETCTBUW C
FOCT P 51148.

4.5 MefuunHCKMe n3aenmsa ogHOKPaTHOro NpUMeEHEHNs, BbilycKaeMble B CTEPUILHOM BUe, NogBepra-
HOTCA NCMbITAHUSAM Ha CTEPUNBHOCTb BcooTBeTcTBMM ¢ TOCT 25375 1 (1].

4.6 MeanUMHCKME N3AEeNUS, KOHTAKTMPYIOLLME C CUCTEMO KPOBOOOPalLLleHMS, KPOBbLIO 1 ee npenapara-
MW. a TaK>Ke BelecTBaMu 419 BHYTPUCOCYANCTOrO BBEAEHUA MOANIeXAT UCTbITAaHNAM Ha MMPOTEeHHOCTbL B COOT-
BetcTBUN c TOCT P 50855.

2
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5 Tpe6OBaHI/Iﬂ K CaHUTapHO-XNMNYECKNM N TOKCUKONTOTUYHECKUM UCMNbITAaHUAM

5.1 CaHUTapHO-XMMWUYECKMe UCMNblTaHUA

5.1.1 MpurotoBneHme BbITAXEK U3 N3aenunii

Bce paboTbl MO NPUTOTOBAEHMIO BbITSXKEK U3 U3AENNI BbIMOHSAOT C CO6I0AeHMeM TpeboBaHUii acenTun-
KW. BbITSXKKN FOTOBAT BCOOTBETCTBMM C YCIOBUAMMW MOAENMPOBaHUS, NPUBEAEHHBIMU B MPUIOXEHUAX A N b.

B CTEKNAHHBIW COCYA C NPUTEPTON NPOGKOIA, 3aN0NHEHHbIV MOAeNbHOW cpefjoi Heobxoaumoli Temnepa-
Typbl. MOMELLAT N3y4yaeMoe usgesnmue Tak. YTo6bl ero NOBEPXHOCTb CO BCEX CTOPOH OMbIBANach XUAKOCTbIO.
B kauecTBe KOHTPONBLHOrO PacTBOPa MCNOJb3YIOT COOTBETCTBYIOLLYIO MOAENbHYIO CpeAy, MOMELLEHHYIO B aHa-
NOTWYHBIN COCY[, KOTOPBIA BbIAEPXKMBAOT BTEX Xe yCNoBuAX. Nocne oxnaxaeHns 40 KOMHATHOM TeMnepary-
pbl BbITS)XKKW U KOHTPOMbHbIA PacTBOP WUCMONb3YIOT A1 CAHUTAPHO-XUMUYECKUX U TOKCUKONOTMYECKMX

MCMbITaHWIA.

5.1.2 CaHuUTapHO-XMMWYeCcKue nokKasarenu
3HavyeHns caHNTapPHO-XMMUYECKMX MOKa3aTeNei AOMKHbI COOTBETCTBOBATb NPVBeAEHHbIM BTabnnue 1.

Ta6nunuya 1— HaumeHOBaHMA U JOMNYCTUMbIE 3HAYEHWUS CAHUTAPHO-XMMWUYECKUX MOKazaTenen Ans MeauLUHCKUX 13-
fenuvii c yueToMm Npupoasl Matepuana

HavmeHoBaHue rpynnbl
nokasartenew

1 O6wwne nokasatenu Ans
M3gennin U3 NoNMMepHbIX Ma-
Tepnanos

2 [lononHuTesnbHble MoKa-
3atenn Ans usgenuii us pas-
JIMYHBLIX  MOJIMMEPHBLIX MaTe-

puanos:

- NOAN3TUNEH, MONUNPONN-
NeH u Apyrue matepuansl Ha
OCHOBe NoAnoneduHoOB

- nosaucTupon wn cononu-
Mepbl Ha OCHOBE CTUpona

Jonyctumoe
KoHTponvpyemblii nokasartenb MeTog ucnbiTaHus
3HayeHne
BocctaHOBUTENbHbIE  NPU-

mecn. wmn 0.02 H pactBopa

Nansjo-, 1.00 Mo FOCT P 50855
N3meHeHune 3HayeHus pH +1.00 To xe
YneTpahmonetosoe mnorno-

weHune. eg. O.N. B gnanasoHe

ANVH BONH, HM:
oT 220 go 360 BK/tOY. 0.300 b
» 230 » 360 » 0,200" b
» 250 » 320 * 0.1002 b
KoHueHTpauus mMeTannos,

Mmr/n:

- Gapwii 0.100* Mo TOCT P MCO 10993-9. (2)
- Mefib 1.000 To xe

* CBUHel, 0.030

- 0/10BO 1.00

- XpoMm 0.100 *

- Kagmunii 0.001 "

-xeneso 0.300 b

- UMHK 1.000 b
KoHueHTpauus aHanusupye-

MOro COefiuHeHunsa, mr/n: Mo {2)
-thopmanbgerng 0,100 Mo 13— (5)
-aueTtanbgerng 0.200 Mo [6)

- aueTtoH 0.100 Mo FOCT P MCO 10993-13. [7J
-CANpPTHI:
MeTUNoBbI 0,200 To xe
NponNUNOBbLIiA 0.100 Mo FOCT P NCO 10993-13
M30MpPONUNOBbLIA 0.100 To xe
-cTnpon 0.010 Mo TOCT P MCO 10993-13. [8]
- MEeTUNOBbLIN cnupT 0.200 Mo FTOCT P MCO 10993-13. (7)
- hopmanbgeruns 0.100 Mo (3)— (5)
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MpogomxeHne Tabnnubl 1

HavmMeHoBaHwWe rpynnbl
nokasarenei

- MONIUBUHUNXNOPUA

- NoNnopraHocunokcaH (cu-
NINKOH)

- nonnakpunatbl

- nonvammabl:
KanpoH (nonnamug 6. nonu-
Kanpoamug)

HelinoH (nonnamwng 66. no-
nurekcameTuaeHagmnamung)

nonvakpunamug
- nonuypeTaHsbl
- nonukap6oHar
-thToponnacrt (pTOpPO-
nnact-3. groponnact-4, Ted-
NOH)

- 3NOKCUAHbIE CMONbI

- uenntwnoaa

- 6uonornyeckne TKkaHu

KOHTponMpyemMblii nokasaresb

BUHWUXN0PUA
auetanbaerung
auetoH

- CNUpTHI:

MeTUN0BbIN
nponunoBbIi
130NpONUIOBbIN
AvokTundTanart

- popmanbgerng
-auetanbierng

- theHon

- MeTUNOoBbIA cnupT

- MeTunakpunat
- MeTuaMeTakpunart
- 6yTunakpunart
- aKPUNOHUTPUN

- K-Kanponaktam
- 6eHson
- heHon

- rekcameTtusieHgnamMmnH
- METUNIOBLIN cnunpt

- akpunamug

- 9TUNEHTINKONb
- aueTanbgerng
- popmanbgerung
- aueToH

° CNUPTHI:

MeTUNOBbI
nponunoBbIiA
M30MpPONUIOBbLINA

- heHon
- audeHnnonnponax

- popmanbaerng

- 3NUXNOPTrUAPUH

- AgudeHnnonnponax

- hopmanbgerng

- heHon

e hopmanbaerng

- aTunauyertart

- aueToH

- hopmanbgerng

- auetanbgerng

- aueToH

- CNUPTHI:
MeTUNOoBbI
nNponNuNoBbIiA
M30MNPONUNOBbLIA

Jonyctumoe
3HaueHne

0,010
0.200
0,100

0,200
0.100
0.100
2.000
10 mr/100

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
0.100
0.010
0.100
0.050

0.100
0.100
0.100
0.100
0.200
0.100

0.200
0.100
0.100

M

MeTtog ucneitaHus

Mo rfOCT P UCO 10993-13
Mo [6]
Mo FOCT P NCO 10993-13. [7]

Mo TOCT P NCO 10993-13. (7]
Mo FOCT P NCO 10993-13
To xe
»

Mo TOCT P 50855

Mo (3J-18)
Mo (6]

Mo FOCT P NCO 10993-13
Mo TOCT P NCO 10993-13.|7]
Mo [9]

MoTOCT P NCO 10993-13. (9)
Mo TOCT P NCO 10993-13
To xe

Mo [10J
Mo TOCT P NCO 10993-13. (7)
Mo TOCT P MCO 10993-13
Mo (11]
Mo [6]
Mo (3)—(5}
MorfOCT P NCO 10993-13. (7)

MoFOCT P NCO 10993-13. [7]
Mo FOCT P NCO 10993-13
To xe

»

Mo [12]

Mo (3]—[5]
Mo FOCT P NCO 10993-13
Mo [12]
Mo (31-J5J
Mo rOCT P NCO 10993-13
Mo [3]—[5]
Mo [13]
MoFOCT P NCO 10993-13. [7]
Mo [3]—[5]
Mo [6]
Mo FOCT P NCO 10993-13. [7]

To xe
Mo FOCT P NCO 10993-13
To xe
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MpopgonxeHune Tabnnybl 1

HanmeHoBaHwe rpynmbl . [fonyctumoe
o KoHTponmpyembiii nokasarens MeTog ucnbiTaHus
nokasarenei 3HaueHue
- Pe3UHbI, NaTeKchbl Mo (14]
- UMHK 1.000 Mo TOCT P MCO 10993-13. (15]
- aKpUNoHUTpUN 0.050 Mo FOCT P NCO 10993-13

-arngon-2 (2.2-meTuneH-

6uc(4-metun-6-Tpet-6yTnn-te-

HOnN) 2.000 To xe
-arnpgon-40 (2.4.6-Tpuc-

-(3,5-an-TpeT-6yTNN-4-0Kcn-6€eH-

3UN)-MeanTuneH 1.000 Mo J14]
- n3onpeH 0.01 Mo (14)
- Tuypam [ (TeTpamMetuntuy- 0.0s4'
pamaucynsthung) 0.5s' Mo TOCT P NCO 10993-13
0.6e'
- Tuypam E (TeTpastuniny- 0.053
pamgucynbhung) 0.5* Mo (14)
- Typam 3¢ (anatnngnde-
HUNTUYpamaucynbhua) 1.00 Mo FOCT P NCO 10993-13
- yumart {gMmeTMNAnUTMOKap- 0.053
6amart LuMHKa) 0.6* Mo (14]
- aTmnumMmat (AUaTUNAnMTMNO- 0.053
Kkap6amart LunHKa) 0.5* MoTrOCT P NCO 10993-13
- AudeHnnryaHnanH 0.15
0.5* To xe
-anbTakc (2.2-gubeHstna-
songucyneung) 0.4 »
- KanTtakc (2-mepkanto6eH3-
TMason) 0.4 P
- cynbheHamung L (ymkno-
rekcun-2-6eH3TmasoncynbdeH- 04 »
amug)
-Heo30H [ (HahTam-2,-
p-heHUnHapTUNAMUH) 0.2 P
3 O6wwuit nokasatens Ans M3MeHeHne 3HameHus pH r 1.00 Mo FOCT P 50855
n3gennii M3 mMeTtannos, cnna-
BOB. CTeK/a, Kepamuku
4 NononNHUTENbHbIE MOKa- KoHueHTpayusa, mr/n: Mo FrOCT P NCO 10993-9
3aTenu Ana m3gennii u3 metan-
NOB 1 CNNaBoB - Xpom 0.100 Mo (2). (15]—(17]
- HUKenb 0.100 To xe
- Mefjb 1.000 P
- UMHK 1.000 »
- MmonubaeH 0.250 P
- Ko6anbT 0.100 »
- TUTaH 0.100 »
- antoMUHNI 0.500 *
- MapraHeu, 0.100 .
- BaHagui 0.100 P
- BONbhpam 0.050 P
-Xeneso 0.300 »
5 [lononHWTEeNbHbIE MNOKa- KoHueHTpauus, mr/n. MolfOCT P NCO 10993-9
3aTenu ana u3genunii n3 ctekna
N KepaMuku - MblLWbAK 0.050 Mo (2). (15]-117]
- CBUHeL, 0.030 To xe
- Kagmui 0.001 .
- cepebpo 0.050 P
- 0/10BO 2.000 P
-pTYTH 0.005 »
- Gop 0,500 *
- aNlOMUHWNIA 0.500 .
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OKOHYaHue Tabnuubl 1

HavmeHoBaHue rpynnbl [Lonyctumoe
o KoHTponvpyemblii nokasatenb MeTtop ucnbiTaHns
nokasarenei 3HaueHne
5 [lononHuUTeNbHbIE MNOKa- KoHueHTpauma, mr/n:
3atenun ANa u3genunii n3 ctekna
1 Kepamuku - LMHK 1,000 Mo [2]. (15M 17)
- TUTaH 0,100 To xe
- Xpom 0,100 n
- mMefb 1,000 n
- MapraHey, 0,100 n
- CBUHeEL, 0,030 n
- Kagmuii 0,001 ¥
- ko6anbT 0,100 n
6 CTepunnsytolme areHTol - OKUCb 3TUNEHA 2.00 Mo FOCT P NCO 10993-7. 13
5,00°
- hopmanbgerng 0,100 Mo (3]—[5]
7 PactBOopuTenun Agns ckne-
nBaHusA fgetaneii un ysnoa wus-
nenwnii - LMKNOreKcaHoH 2.50 MoTrOCT P NCO 10993-13
-TeTparugpodypaH 20.00 To xe
- aueToH 0,100 Mo rOCT P NCO 10993-13.17)

1) B cnyyae KOHTeliHEpOB NS KPOBU U €e KOMMNOHEHTOB.

2> 1N yCTPOWCTB KOMMIEKTHbIX 3KCPY3UOHHbBIX. MHNY3NOHHbIX U TPAHCHY3MOHHbIX OJHOKPATHOTO MPUMEHEHUS.

3> [1ns n3fenunii, KOHTaKTUPYIO L UX C KPOBbIO.

4>[1na YyKynopouHblIX MPOBGOK W YCTPOWCTB KOMMAEKTHbIX 3KCHY3MOHHbIX. WHHY3NMOHHbLIX W TPaHCHY3MOHHBIX
OJJHOKPaTHOrO NPUMEHEeHUS.

& [lns uspenunii, KOHTaKTUPYIOLLUX C KOXEN.

B) Ans ocTanbHbIX U3aenunii.

f) NS WnNpuuUeB MHBEKLMOHHbIX O4HOKPATHOTO NPUMEHEHUA.

MpumevaHuns

1 Ecan pgna martepunanos U u3fenunin ¢ 6uonormyeckn akTMBHbIMW AobaBkaMu (NekapcTBeHHble npenaparsl,
aHTUCENTUKN W ApP.) NOKasaTeNn M3MeHeHWs 3HayeHus pH. cogepkaHWe BOCCTAHOBUTENbHbIX NPUMeEceN, 3HayYeHue
ONTUYECKOW NNOTHOCTW NpeBblWakoT AONYCTUMbIE, TO UX COOTBETCTBUE Tpe6oBaHUAM 6e30MacHOCTU NPUHUMaeTCs No
pe3ynbTataM TOKCUKONOTUYECKUX UCMbITAHWNA.

2 [lonyckaeTcsi MCMONb30BaHWe APYTUX METOAUK ONpefeneHus WHAUBUAYANbHbIX XMMUYECKUX COefWHEHWUI C
MWHUManbHOW onpeAensemMoi KoHueHTpauueld, He npesbiWaoLWweli AONYCTUMbIX 3HAYEHUA.

3 Ana MefuLUHCKUX U3aenunii, 0co6eHHOCTM UCNbITAHU KOTOPbLIX HA COOTBETCTBME TpeboBaHUAM 6e30MacHOCTN
npuBefeHbl B COOTBETCTBYH LW MX HOPMATUBHbIX JOKYMEHTAX (TEXHUYECKMX YCNOBUAX, PapMaKoneliHbiX cTaTbsiX, CTaH-
AapTax Ha UHAMBUAYaNbHble U3JENUa UAN TPYNNbl U3AENNii) N He OroBopeHbl B Tabnuue 1. ncnbiTaHMA HEO6XOAMMO
NPOBOAUTHL C y4EeTOM Tpe6OBaHMW, N3N0XKEHHbIX B 3TUX AOKYMEHTax.

5.2 TOKCMKOMOTUYeCKMe UCnblTaHUSA
TOKCMKONOTrMYeckre NoKasaTeiv OLeHKN MeANLUHCKUX U3aenunii npuBeseHsl B Tabnuue 2.
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6 OdopmneHne pe3ynbLTaToB UCMbITAHWUNA

6.1 Mo pe3ynbTaTam MCMbITaHWI OTeUECTBEHHbIX 1 3apYOEXHbIX MEAVLIMHCKUX U3AeNnii, npeanonarae-
MbIX i1l TOCYapPCTBEHHOW perucTpauum, ohopmstoT TOKCMKOMIOTMYECKOEe 3aK/oUeHue.

6.2 Pe3ynbTaTbl UCMbITAHWUA MeAULIMHCKUX U3AeNnii 0TeYecTBEHHOTO U 3apy6exXHOro nNpou3BoACTBa,
NPOBOAVMBIX C LieNbio cepTUUKaLnM, ohopMASIOT MPOTOKONOM UCALITAHWI U MAEHTUDMKALUN.

7 O603HavYeHVe COOTBETCTBUS HACTOALLEMY CTaHAapTy

[lna o603HaveHNs COOTBETCTBUA TPe6OBaHU NPOBEEHNSA CAHNTAPHO-XMMNYECKNX U TOKCUKONOrnYec-
KUX NCMbITAHUIA MEAULIMHCKNX N3NNI HAacTOsALWEeMY cTaHAapTy 4O/HKHA NPUMEHATLCA cnegytoLas popmMynm-
poBka: nCooteetctByeT FTOCT P 52770—2007».
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MpunoxeHune b
(o6s3atenbHoe)

MeTO,El'I/IKa NPUToTOBNEHUA BbITAXKW C UCMONb30BaHNEM CTeHAa

b.1 HasHauyeHue cTeHfja
CTeHf npefHa3HayeH ANA NPUTOTOBNEHUS BbITSHXEK, KOTOPble NCNONb3YHTCA NPU CAHUTAPHO-XUMUYECKUX U TOKCK-

KONOTUYECKUX UCNbITAHUAX MeAULMHCKNX U3AENWUIA: YCTPOWCTB KOMNNEKTHBIX 3KCPY3MOHHbBIX. MHPY3MOHHBIX M TpaHChy-
3MOHHbIX. annapaTtoB v yCTPOMICTB A4/ 3aMelyeHns PYHKLWUI OPraHOB M CUCTEM OpraHu3Ma (annapartoB UCKYCCTBEHHOTO
KpOoBOO6paLLeHNS, NCKYCCTBEHHONM NOYKM, annapaTtoB NS TeMOCOPGLMM B KOMMNIEKTE C MAarnucTpansamMmm uav 6e3 HUX u ux
(YHKLMOHANbHbBIX 3/IEMEHTOB — BOJIOKOH, MEM6GPAH M reMOCOP6EHTOB), a TaKXKe MarucrTpaseil KnepeyncneHHsIM anna-

paTtam.

6.2 OnucaHune cteHfga
®yHKUMOHaNbHas cxemMa CcTeHAa JO/KHA COOTBETCTBOBATb NPUBELEHHOI Ha pUcyHke 6.1.

1— ucnbiTyemoe usgenuve (Mpu NCNbITAHUN IKCPY3UOHHBIX. UHDY3NOHHbLIX U TPAHCH Y3UOHHBIX YCTPOWCTB NOCNEA0BATENbHO COBAUHRA-

I0TCA TP U3fJenns}; 2 — CTeKNAHHAsA eMKOCTb, 3anonHeHHass 500 M AUCTUNNUPOBAHHOI BOAbI N5l BCEX BUAOB N3aenunit (Ans akchy

3NONHbIX, UH(DY3UOHHLIX N TPAHCHY3NOHHbLIX YyCTPONCTB — 250 MA. AnsA okcureHatopos — 1000 mn); 3 — TepmocTaT, NnoAAepxuBat-

Wuit TemnepaTypy AMCTUNINPOBAHHON BOAbI @ UCMbITATENBHOM KOHType (37 1 1)'C; 4 — nepucTanbTU4eCKUii HACOC, MOAK/IOYEHHbI i

KUCMbITATENIbHOMY KOHTYPY YEpe3 CUIMKOHOBYI TPYGKY MUHMMAaNbHO BO3MOXHOW ANVHbLI Mo6ecneuynBaloWnii LUPpKYyAALNI0 AUCTUNIN
pOBaAHHO BOAbI BKOHTYPE CO CKOPOCTbIO MOTOKA A /1/4 [/151 SKCY3UOHHbBIX. MHPY3NOHHBIX U TPAHCHY3UOHHBIX YCTPONCTB, A/I OCTasb

HbIX N3€N11I1 CKOPOCTb NOTOKA yKa3aHa B UHCTPYKL MW NO NPUMEHEHUI0 usgenusa

PucyHok 6.1 — CTeHA AN NPUTOTOBNEHUSA BbITSHXKKN

5.3 MpurotoBneHne BbITAXKN

Yepe3 3aMKHYTbIVi KOHTYP B peXUMe PeLMpPKyNAaLmnm B Te4eHre 2 4 ¢ yKazaHHO CKOPOCTbi0 MOTOKA NPOMYycKalTcooT-
BETCTBYIO WU 06beM guctunanpoeaHHoli Boasl npu temnepatype (37 = 1) °C. Uepe3 2 4. He Hapylwas repMeTUYHOCTMN
KOHTypa, 3BneKalT Konby nstepmocTraTa, 0x1axaaloT 40 KOMHATHOV TemnepaTypbl. B nepsyto ouepe/b HEMOCPeACTBEH-

HO 13 KOHTypa NPOBOAAT OT6OP NPO6 ANA XxpomaTorpapuyeckoro onpefeneHns sTUNeHOKCUAa. LUKNOTreKcaHoHa nTteTpa-

rmgpogypaHa nyTeM Npokona WrNoi wnpuuya NoAUMEpPHON Tpy6Ku ycTpoicTBa OCTaNbHYl 4acTb BbITSXKWA CAMBaOT

CTEKNSAHHYO eMKOCTb CO WNU(OM.
B KauecTBe KOHTPO/NbLHOTO pacTBOPa UCMOb3YOT COOTBETCTBYHO WM 06bEM ANCTUNNMPOBAHHON BOAbI, NponyLie

HOli Yepe3 3aMKHYTbI KOHTYP B TeX Xe YCN0BUAX, HO 6e3 NpUcoefNHEeHNa n3genunii.

B

H-
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(4]
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(8]

]
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(11)

(12)

(13)

(14)

(15)

(16)

(17)

(18)

18

buénuorpadus

Mpukas MuHuctepcrea 3gpasooxpaHeHns CCCPNb 60 o1 17.01.1979 «MeToAnYeckne pekoMmeHjaLmuy KOHTpona
CTepPUNbHOCTN U3JeNnii MeANLNHCKOTO Ha3HauyeHns»

MpepenbHO fONYCTUMbIE KONMYECTBA XMMUYECKUX BELLECTB, BbIAENAOLWNXCA N3 MAaTeEPMUanoB, KOHTaKTUPYIO L UX
C NULWeBbIMU NpoayKTamu. M'mrneHnyeckne Hopmatusebl MH 2.3.3.972-00. MuH3gpas Poccumn. M., 2000
MeTofanyeckne  ykasaHuUs No  peakUuMOHHO-xpomaTorpaduuyeckomy onpejeneHuo  Gopmanbaeruja.
MYK 4.1.653—96

KonnuyectBeHHOe onpefeneHve opmanbiernpa B KPOBM METOLOM BbICOKOI(P(HEKTUBHOW XUAKOCTHOW Xpo-
maTorpapuun. MYK 4.1 770— 99

MeToANYEeCcKNEe PEKOMEHAALMN Mo ONnpedeneHnto hopManbiernia B BOAHbIX BbITSXKAX U MOAENbHbIX CpeAax.
MP 1849—78

MeToanyeckue ykasaHus Mo rasoxpomartorpadMyeckomMy OMpejfeneHuio aueTtanbaernja B  BO3AyXe.
MYK 4.1.599—96

MeTogunyeckue ykaszaHusa no rasoxpomarorpauyeckomy onpegeneHnto auetoHa, MmetaHona, 6eHsona, tonyona,
3Tunb6eHs3ona, NeHTaHa, 0-, M- U N-KCMNONa. rekcaHa, okTaHa un aekaHa B Boge. MYK 4.1.650—96
MeTognueckne ykasaHuWs Mo rasoxpomatorpauyeckoMy onpejeneHno OCTaTOYHbIX MOHOMEPOB W Henonu-
MepU3yLWNXCa NPUMeceil, BbIENAOWNXCA U3 NONUCTUPONbHBLIX NNAacTMKOB B BOAE, MOAE/NbHbIX cpejax u
nuuwesbix Nnpoaykrax. MY 4628—88

MeTogunuyeckue ykaszaHus no rasoxpomarorpaduyeckomy onpefeneHnto metunakpunara u1 MmeTunMmeTakpunara B
Boje. MYK 4.1.656—96

MeTofnuyeckme pekoMeHfaLuu No onpefeneHnto rekcameTuneHjnaMnuHa B BOfe NPU CAHUTAPHO-XUMUYECKMX
nccnefoBaHNAX MNONMMEPHbIX MaTepuanos, NPUMEHAEMbIX B MNULWEBOW W TEKCTUAbHOW MNPOMBbIWNEHHOCTH.
MP 1503—76

VIHCTPYKUMSA NO CAaHUTAPHO-XMMUYECKOMY MCCNEe[OBaHUI0 U3Aennii, N3roTOBMEHHbIX U3 MONUMEPHbLIX U APYrNX
CUHTETUYECKMX MaTepunanos, NpefHasHa4YeHHbIX AN KOHTaKTa C NULeBbIMY NpoaykTamu. MHCTpykumna Ne 880-71.
M.. 1972

MeTofnyeckne pekomeHpauun K onpegeneHnto gudeHnNonnponaHa, a Takxke HeKOTOpbIX (heHON0B B €ro Npu-
CyTCTBUU. NPU CAHUTAPHO-XMMMWUYECKUX WCCNefOBaHWAX W3AENUidi U3 NONUMEPHbIX MaTepuanos, npefHas-
HaYeHHbIX 4N KOHTaKTa C nuuiesbiMn npogyktamu. MP 1436—76

MeTofnyeckne ykasaHWA NO OCYLLeCTBNEHUIO FOCY[apCTBEHHOro Haj3opa 3a NMPOM3BOACTBOM W NMPUMeEHEHWeM
NONMMEPHbIX MaTepnanos Knacca nonnonetnHOB, NpegHasHavYeHHbIX 4N KOHTaKTa C NULWEBbIMN NPOAYKTaMU.
MY 4149—86

MeTognyeckne ykasaHus no CaHUTapHO-TUTMEHNYECKO OLLeHKe PE3UHOBbIX M MATEKCHbIX N3AENNI MeJULUHCKOTO
HasHayeHua. M., 1988

MeTognyeckoe nocobre «ATOMHO-a6COPOLUNOHHbBI aHann3 B CaHUTapHO-TUTMEeHNYecKX nccnegoBanmnax» /fog
pepakuueli N1.I. NoayHoBoi. — M.. 1997

[lonycTumble KONMYyecTBa MUTpaLMnm XMMUYECKUX BeLWecTB, BbIAENANWMNXCA W3 NOAUMEPHbIX W APYrUx
MaTepuanos, KOHTAKTUPYIOLWNX C NULEBbIMU NPOAYKTaMU, U MeToAbl nx onpegeneHuns. CaH MNuH 42-123-4240— 86.
MutbeBas Boga. MMrueHnyeckne Tpe6oBaHMA K KayecTBY BOAbl LLeHTPanN30BaHHbIX CUCTEM MUTLEBOrO BOJO-
cHab>xeHns. KoHTponb kayecTtBa. CaH MuH 2.1.4.1074-01

MeTtoanka MwuH3gpaBa 27.11.1985. C60pHUK pPYyKOBOAAWMX METOAMYECKUX MaTepuanos MO TOKCUKONOTOo-
rTMTMEHNYECKUM NCcCNefjoBaHNAM NONUMEPHbBIX MaTepnanos U U3AENNA Ha NX OCHOBE MEAULIMHCKOTO Ha3HayYeHus.
Mocksa, 1987
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