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[lpeagucnoBue

1 PASPABOTAH [N'ocyaapcTBeHHBIM LEHTPOM NepeBA30YHbIX, LUOBHBLIX U NONUMEPHLIX MaTepuanos B
Xmpyprun ®egepansHoro locygapcteeHHOro YupexaeHunsa « IHCTUTYT xupypriunm M. A.B. BuliHeBckoro ®defe-
panbHOr0 areHTCcTBa MO BbICOKOTEXHONOrMYHOU MeauumHckon nomown» (Pry «UHCTUTYT Xunpyprum
nm. A.B. BuluHeBckoro PocmegrexHonorning )

2 BHECEH TexHuyeckum komuteTomMm no ctaHgaptTmusayum TK 453 «IMnnaHTaTtel B XUPYPrmy»

3 YTBEP>XOEH W BBEEH B AEVCTBWE Mpukazom deaepansHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuio U metponorun Poccunckon ®eaepaumm ot 11 aekadbpsa 2009 r. Ne 716-CT

4 BBEOEH BINEPBbIE

ViHcbopmayuss 0b UaMeHeHUsIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbil», a meKkcm U3MEeHEeHUU U rNornpasoKk — 8 exeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje2o0 cmaHoapma coomseemcemeyruiee yeseoomMrieHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpopMalUUOHHOM YKalamerne «HauuoHaneHbeie cmaHoapmei». Coomeemcemay-
fouas UHgpopMayus, yeeoOoMIIeHUe U meKemhbi pa3Mellaromces makxe 8 UHQopMaUUOHHOU cucmeme obuiezo
rofb308aHUss — Ha ocbuyuansHoM calime PedepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

CPEOCTBA NEPEBA30O4YHbLIE MNACTBIPHOI'O TUTA

Ob6Lwwune TexHn4Yeckue TpeboBaHunda. Metoabl UCNBLITAHUI

Plaster type dressing. General technical requirements. Test methods

Ilata BBeaeHna — 2010—10—01

1 Obnactb NpMMeHeHUS

HacToawmn ctaHgapT pacnpocTpaHAeTCs Ha CTepUnbHbIE N HECTEePUIbHbIE NepeBA30YHbIe CpeacTBa
NNacTbIPHOIo TNa — MeauUMHCKAE NacThIPX M NOBA3KU NNACTLIPHOTO TUNa (danee — cpecTBa), KOTopble B
3aBUCUMOCTM OT CTEMNEeHU NoTeHUMansLHOro pucka nx NnpuMeHeHns B MeguUMHCKUX Lenax B COOTBETCTBUN C
[[OCT P 51609 oTHOCATCA, B OCHOBHOM, K Knaccy 1 (pukcupyrowme cpeactsa), a B psaae cnyvyaeB — Kraccy 2a
(NpodomnnakTnyeckme cpeacrtea) unm knaccy 26 (cpeacrtsa nevyedbHo-npoduUnakTnyeckme) M yctaHasnmBaeT 00-
e TexHu4eckne TpedboBaHUA N MeTodbl UCNbITAHUNA K NepeBA30YHLIM CpeaCcTBaM NnacTbipHOro TMna.

2 HopmaTuBHbIe CCbINKN

B HacTosilemM cTaHgapTe UCNOoNb3oBaHbI HOPMAaTUBHLIE CChINKKA Ha crneayolme ctaHaapThl:

[OCT P NCO 10993-1—2009 UN3penuna meanumnHckme. OueHka BUonorm4eckoro AeMcTemug MmeamunH-
cknx nsgenun. Hactbe 1. OueHka 1 uccnegoBaHus

[OCT P NCO 10993-4—2009 N3penua meanumHckme. OQueHka Buonormdeckoro Aenctemng meaunumH-
CKMX nsgenun. Hacto 4. iccnegosaHne nsgenun, B3aMMoaenCcTBYIOLWMX C KPOBbIO

[OCT P NCO 10993-5—2009 N3pgenua meanumHckme. OueHka Buonormvyeckoro Aenctemng meaunumnH-
cKX n3genun. Hactb 5. iccnegoBaHnMA Ha UMTOTOKCUYHOCTL: MeToabl In vitro

[OCT P NCO 10993-10—2009 Nzaenua meanymHckme. OueHka duonormdeckoro 4ecTemg meguLLmnH-
ckux nsgenun. Hacts 10. MccnegoBaHus pasgpaxatoLlero U CEHCUMBUNU3INpyoLWero AeNCcTBUs

[OCT P NCO 10993-11—2009 Nzaenua meanymHckme. OueHka buuonormdeckoro 4ecTtemg meguLmnH-
cknx nsgenun. Hactb 11. ccnegoBaHua obLLEeTOKCUYECKOro AeNCTBUS

[OCT P CO 10993-12—2009 N3penua meguumnHckme. OueHka BUonorm4eckoro 4eUcTems MmeanumH-
CKx ns3genun. Yacte 12. MNpurotosneHue npod 1 KOHTPONbHbIE 0Dpa3L bl

[OCT P 51609—2000 N3genua meguuuHckune. Knaccudpmkaums B 3aBUCUMMOCTU OT NOTEHLUMANBbHOMO
pucka npumeHeHus. Odwme TpeboBaHUS

[OCT P 51723—2001 CnunpT 3TUNOBLIN NUTLEBOU 95 Y%-HbIXN. TexHUu4eckme ycnoBuUs

[OCT P 52238—2004 [NepyaTtkn xupyprudeckme U3 kaydyykoBOro narekca ctepurnbHble 0gHOPa30BLIE.
Cneundunkaums

[OCT 3—388 lNepyaTku Xmpypruveckme pesmHoBble. TexHUYecKne yCcroBus

[[OCT 8.423—81 ['ocypapcTBeHHada cuctema obecnevyeHus eguHcTBa UamepeHuin. CekyHaoMepbl Me-
XaHun4yeckme. Metoabl U cpeacTBa NOBEPKA

[OCT 427—75 JluHenkn nsmeputenibHble MeTannmdeckme. TexHn4eckme ycrnoBus

[OCT 938.17—70 Koxa. MeToa onpegeneHna naponpoHULIAeMOCTI

[OCT 1770—74 lNocyna mepHas nabopaTtopHasa cteknsiHHada. LlmnnuHapel, MeH3YPKK, Konbbl, NpobUPKA.
Obuwne TexHNn4eckne ycrnoBus

U3pgaHne odbvumanbHoe
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[OCT 3816—81 lNonoTHa TekcTUnbHbIE. MeToabl onpeaeneHnst TMrpocKkonMyYeCcKkX 1 BOOAOOTTaNKUBao-
LLINX CBOUCTB

[OCT 4220—75 PeakTtuBbl. Kanun AByXpOMOBOKUCBIA. TeXHU4Yeckne ycnoBus

[OCT 6709—72 Boga auctunnupoBaHHaa. TexHn4eckme ycrnoBug

[OCT 10681—75 MaTtepuansl TekcTUNbHbIE. KnuMaTnyeckne ycrnoBua Anst KOHAULMOHUPOBAHUA U UC-
NblTaHust Npod 1 MeToadbl UX onpeaeneHns

[OCT 12026—76 bymara punbTpoBanbHasa nabopaTtopHas. TexHU4eckne ycrnoBus

[OCT 13646—68 TepMOMETpPLI CTEKNAHHbIE PTYTHLIE ANA TOYHbIX N3MEpPeHNN. TexHUYecKne yCrnoBus

[OCT 16218.0—93 N3genuna TekctunbHo-ranaHTepenHsole. Npasmnna npueMkn n metoa otbopa npob

[OCT 16427—93 CandgeTkn 1 oTpesbl MapneBble MegnuuHckme. TexHU4eckme ycrnoBus

[OCT 21239—93 HCTpyMeHThI Xupyprisdeckmne. HoxkHuubl. Oblmne TpeboBaHUa n MeToabl UCNbITaHUA

[OCT 21241—89 lNunHueTtbl MmeguumnHekune. ObLme TexHnyeckne TpeboBaHna 1 MeTodbl UCMbITaHUA

[OCT 28840—90 MawuHbl Ans ucnelTaHUg MaTepuanoB Ha pacTskeHue, cxxatue n nsrnbd. ObLme Tex-
HU4Yeckne TpeboBaHUS

[Tpumedyanwue—Ilpn Nnonb3oBaHUM HACTOALWMM CTAHOAAPTOM LenecoobpasHo NPoOBEepPUTb AENCTBUE CCbINMOM-
HbIX CTaHAAPTOB B WHMPOPMALMOHHOW CUCTEME ODWero nonb3oBaHus — Ha odwumumanbHOM cante PeagepanbHOro
areHTCTBa Mo TEXHNYECKOMY PEryrIMPOBaHNI0 U METPONOIrMK B ceTn VIHTepHET nnun no exxeroaHo nagaBaemMmomy MHpopma-
LMOHHOMY yKa3aTento « HaunoHanbeHble CTaHAAPTLI», KOTOPbIW ONyONMKOBaH NO COCTOAHUIO HA 1 AHBAPS TEKYLLEro roaa, u
NO COOTBETCTBYIOWMNM EXEMECHAYHO N3QABAEMbIM MHMPOPMALMNOHHBLIM yKa3aTensiMm, onybnmkoBaHHbIM B TEKYLLEM roay.
Ecnn cCbiNOYHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONIb30OBAHUM HACTOSAWMM CTAHAAPTOM CrneayeT PyKOBOACTBO-
BaTbCH 3aMEHSIOLWMM (M3MEHEHHbIM) CTaHAAPTOM. ECnn cCbiNOYHbIM CTaHAAPT OTMEHEH BE3 3aMeHbl, TO NONOXEHNE, B KO-
TOPOM OaHa CCbIfIKa Ha HEro, NPUMEHSETCH B YacTU, HE 3aTparuBalowWeEn 3Ty CCbITIKY.

3 TepMuUHbI N onpegeneHus

B HacTodweMm cTaHaapTe NpUMeHeHbl crneayiolme TepMUHbl C COOTBETCTBYOLWMMK onpeaeneHUaMI:

3.1 nnactbipu: [lepeBs3oyHbIie CpeacTBa NNACTLIPHOro TUNa, NpeactaBnsaowmne codbon OCHOBY N3 TEK-
CTUNbLHLIX UM NMONTMMEPHLIX MaTepuanos, NOKPbITEIX ¢ O0AHOU CTOPOHbLI TOHKUM NANKKAM cnoem (aaresvsom)
NNacTbIPHOW MaccChl HATYypanbHOro UM CUHTETUMECKOTO NMPOUCXOXAEHUNA, KOTOpas MOXET BKMoYaTb B cebs
NnekapcTBeHHbIe BellecTBa, AoNnyLleHHble K MPpMMeHeHUo B YCTAHOBNEHHOM nopdaake, HanpuMep, MO30JbHYIO
XMOKOCTb UK NepLOBYHO COCTaBNAOLLYIO.

3.2 MOBA3KU NNacTbipHOro Tuna: [lepeBA3oyHble cpeacTBa NNAaCTbIPHOMO TUNAa, NpeacTaBnNsAoLWne Co-
OOW OCHOBY U3 TEKCTUNMBHBLIX NN NONMMMEPHLIX MaTepuarnos, NOKPbITLIX C 0AHOW CTOPOHbLI TOHKUM NUMNKAM Co-
eM (aaresmsoM) NnacTbipHOWM Macchl HATYpanbHOIO UMM CUHTETUYECKOTO NPOUCXOXKAEeHNA ¢ PYHKUMOHANBbHOW
noayLwe4ykou, B TOM YUCTIe «CTPUMbI» .

3.3 «cTpUnbi»: [TOBA3KM NNACTLIPHOTC TNA B MENKOW pacdacoBKe.

3.4 Menkasa pacdracoBKka: be3bsauenkoBasi KOHTYpHas ynakoBKa, COCTosWasa U3 NaMmMHNPOBaHHON Dy-
Maru.

3.5 nunkuu cnoun: Cnouv nnacTblPHOW MaCChl, CMOCODHBLIN pasMsrdaTbCs NpU TeMneparype Tena v npu-
nMnaTb K KoXe.

3.6 (hbyHKUMOHanNbHaA noayleydka: 3allMTHada nogylwedka (renesas, neHo-nonnypetTaHoBasd, NneHope-
3MHOBas) UNK noayweyka n3 copbUnMoHHBLIX MaTepmanoB (MeguLUUHCKOWU Mapnn, KOMOUMHUPOBAHHBIX OOHO- U
OBYXCNOWHbIX BNATLIBAOLLUX MaTEPUaNOoB, NPONUTAHHBIX aHTUMUKPOOHBIM, CTUMYTMUPYIOLWMM, reMocTaTnvec-
KUM UM paHO3aXXUBNAOLWAM BELLIECTBOM, AONYLIEHHBIM K MPUMEHEHUIO B YCTAHOBNEHHOM NOpsiaKe), npoayo-
NpoBaHHaga aTpaBMaTUYHOW CETKOW (TPUKOTaXKHON UNIA NONUMEPHON) nnn des Hee.

3.7 cpeacTtBa (puKcUpyrwLue nnactbipHoro tuna: nacteipyu B BUAe pynoHYMKa UMK KaTyLLKN,
npeaHasHadyeHHble Ang oukcaunm nepeBaA30YHbIX CPeaCTB, a TakXKe CTepurbHble NOBA3KK ANnga doukcaummn
KaHHOMb.

3.8 pynoH4uK: JleHTa, cocTosdwas M3 OCHOBbI, 3allULLEeHHasa aHTUaaresnoHHon dymaroun.

3.9 3aluTHOE NOoKpbITUe: [lonocka aHTMaaresnoHHOM (HenpununaroLen) dymarn Unm NonMMmepHou
MNIEHKHA.

3.10 kaTtyuwka: JleHTa, cocToswaga N3 OCHOBbI, HaMOTaHHasa Ha NONMUMEPHYIo WNYMo ¢ pudrieHnemM ans
OTpbIBa (MNU B pynoHe 6e3 wnynu).

3.11 cpeacTtBa npoduUnakTuiyeckme nnactbipHoro tuna: Mo3onbHbIEe NNacTblpyM C 3aWMUTHOW
noaywe4ykon nnu B Buge 3almMTHOU NoayLlleyky ¢ NUNKUM crnoem, npegHasHavyeHHble ANng 3alThl KOXNU OT
TpaBMaTU3aLMU N3BHE;, NOBA3KM NNACTLIPHOMO TUNa («CTPUNbI» ) ¢ COPOLMOHHOW, aTpaBMaTUYHON, aHTUMUK-

2



[OCT P 53498—2009

POOHOWN, DaKTepULIMAHOW, reMocTaTU4Yeckon noaylweykamm, npegHasHavyeHHble And 3aKpbliTUS MENKUX PaH U
TPaBM KOXWN, U CTEPUNbHBbIE NNACTLIPU U MOBSI3KN HA BOAOHENPOHULLIAEMON OCHOBE C aHTUMUKPODOHBIMU NoAay-
LevykaMu, npeaHasHavyeHHble ANs npeaoTBpalleHns nonagaHua natoreHHoUM MUMKpognopbl B YACTYIO paHy
M3BHE.

3.12 nnacTbipUu MO30NbHbIe 3alWUTHbIe: M0O30/bHbIE NNacTbipy ¢ 3aLMTHOMW NoayLleykon Ui B BUae
3alUMTHOWU nogyLueyvyky ¢ NUMNKKUM crnoem (aaresmsom), npegHasHavdeHHble Ana 3alnUThl KOXU OT AOMNMOJTHUTEb-
HOroc TpaBMUPOBAHUA.

3.13 BoagoHenpoHuUuaemada ocHoBa: OcHOBa 13 rmapoduneHOro (BoaocoTTankMBarLwero) Mmatepuana,
ncnonb3yemaga ans HaHeceHusl NUNKoro crogd (agresvea).

3.14 noBA3KU bakTepuuugHble: [MoBA3KM ¢ PYyHKLUUOHANLHBIMW NnoayLlieykamm, nponmTaHHbIe PacTBO-
DOM aHTUCEeNnTuKa, obnagatowmne bakrepmunaHsiMm U bakrTepunoctatTuieckum AenNcTBUEM.

3.15 noBA3KU remocTtaTudeckue: [1oBA3KK C nogylieydkamu, nponuTaHHbIMU PACTBOPOM remMoctaTuka,
obnagarmoLme crnocobHOCTbIO MECTHO OCTaHaBMMBATh KPOBOTEYEHNE.

3.16 NnoBA3KU aHTUMUKPOOHLIe: [1OBA3KM C noaywevkamm, nponnuTaHHbIMN PpacTBOPOM aHTUMUKPOD-
HOro npenaparta, obnagarouwme cnocobHOCTLIO NOAABNATL B paHe NaToreHHy gnopy.

3.17 noBA3KK copbupyrowume: lNoBaskn ¢ nogywedkammn, obnagarolmmm crnocobHOCTLIO BMUTLIBATL
paHeBOe oTAeNdeMOoe.

3.18 cpepncTtBa nevyebHble NNacTbipHOro Tuna: CtepusbHbie NMOBA3KU C PAHO3AXKUBISAIOLLWMMUN UITN aH-
TUMUKPOOHBIMWU Nogyluevkamun, npeaHasHaveHHble AN NeYeHns paH, a Takke nnacTbipy, BKNYatoLlme B Co-
CTaB NUNKOro cnosl (agresnsa) cneuunarnbHble NnekapcTBeHHbIE 400aBKU.

3.19 nnacTbipy nepuoBble: [TNacTeipK, BKAOYaoLWMe B COCTaB NMUNKOro crnosl (aaresnBa) corpesato-
LLIne KOXY BellecTBa.

3.20 nnacTtbipn MOo30nbHbIe (canunopg): [Nnacteipn, BKIOUaoLWMe B cOCTaB NOAYLLIEYKN UM NMTUMKO-
ro cnos (agresnBa) BelllecTBa, pasMsryarolme y4acTky runepkepaTosa KOXu, Hanpumep, canmumMnoByo KUC-
NoTy.

3.21 nnactbeipu rugpokonnougHsble: [nacteipy, BKMoYaloLWMe B COCTaB NMoayLleykyu Unu NUNKOro
cnogd (agresmea) paHO3aXXUBNAKOLLME BelllecTBa, co3garolime Ha paHe BraXKHYo cpegy U onTuManbHble YCIo-
BASA ANS 3aXXKUBNMEHUSA paH.

4 Knaccudpumkayuma

[lepeBA30YHbIE CcpeacTBa NNacCThIPHOro TUNa KNnaccupuumpyroT no:

- Has3Ha4YeHWUo;

- KOHCTPYKUUU N popMeE;

- (pyYHKUMOHAaNbHLIM CBOUCTBAM;

- BW/AY OCHOBBI;

- BUAOY KINeeBOoro cnog.

4.1 o HasHa4veHUto cpeacTBa NepeBA30YHbIE NNACThIPHOMO TUNa noapasgensaoT Ha TPy BMaa:

1) doukenpyrowme (Ans 3akpenneHns nepeBA30YHbIX CpeacTB, MeAULIMHCKMX NPUCNOCObNeHnin n ceeae-
HUA KpaeB KOXHBIX PaH);

2) npodounakTudeckue (4ns npodpunakTtuki TpasmMaTusaum M BHeLlUHero MHQUUMpoBaHUA NOBEPXHOCT-
HbIX TPaBM KOXXWU U YLLUUTBIX KOXHBIX paH);

3) nedyebHo-npodmnakTnyeckme (ans okasaHusa nNnepBon MeanLUHCKON NOMOLLN, NeYEHUA TPpaBM KOXMU,
HEeBPOIOrMyecknx 3abonesaHnn 1 yganeHnus MososibHbIX 0bpasoBaHNN).

4.2 [0 KOHCTPYKLUMK U (popMe NepeBA30YHbIe cpedCcTBa NMacThipHOro TUNa noapasgensaoT Ha TpU BUaa:

1) NnepeBA30YHbIE CpeacTBa C KNeeBbIM CMoeM KaTyLlleyHOW, NeHTOUYHOW U anninkauuoHHON POPMBbI;

2) NnepeBsA30YHbLIE CPeACTBa, BKNoYawmne B cebsa pukcupyolme Kneesblie cnon U pyHKUUOHaNbHbIE
NnoAyLIEeYKN NEHTOYHOWU 1 annfIMKauMoHHOW popMbl (MOBA3KNA N «CTPUMbIY );

3) nepeBsi30uUHble CpeacTBa, coaepXallne KneeBble Crou B cocTaBe (PYHKUMOHANbHBLIX NOKPLITUX B
BMAe annikaunun.

4.3 o pyHKUMOHaANLHLIM CBOUCTBaM NepeBA30YHbIe cpeaAcTBa NNacTbIPHOrO TUMa nogpasgensoT Ha
OBe rpynnoi:

1) OUOMHEPTHLIE, He coaepXalllue B CBOEM COCTaBe NIEKAPCTBEHHbLIX CPeaACcTB U DUOMOrMYecKn akTuB-
HbIX coeauHeHUN N OCYyLLecTBNAKLWMe PYHKUMOHANbHOe AeUCcTBMe 3a cueT PU3NKO-MexaHU4YeCKUX CBOMUCTB
COCTaBNALWNX €ro KOMMOHEHTOB:
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- cOpPOUMNOHHbIE,

- aTpaBMaTU4YHbIE,

- aMoOpPTU3UpYoLLNE,

- BNaroHenpoHuuaemele,

- naponpoHuULUaemMble;

2) BUONOrM4eckn akTUBHbIE, coaepKallmne B COCTaBe KNeeBoro crost Unu oyHKUMoOHanbHOW noayLweykn
OMONOrNYeckn akTUBHbIE COeAUMHEHUS UNU NeKkapCTBEHHbIE NpenapaThl U OCYLLECTBNAALINE KOMMMEKCHOE
pUn3nKo-MexaHu4eckoe U papmakonormyeckoe pyHKLUMOHaNbLHOe AeUCTBUE:

- reMocrtaTunyeckue,

- aHTUMUKPODHbIE,

- KepaTUHONUTUYecKue,

- obesdbonuearoLwme,

- oXnaxpgawLue,

- corpeBaroLme.

4.4 [lo Bnay oCHOBLI ANA HAHECeHUSA KNeeBOoro crnos nepeBdaA3oUHble cpeacTBa NoapasaendaoTcA Ha ve-
Tblpe BMAA:

1) Ha TKaHOW OCHOBE;

2) Ha TPUKOTaXXHOW OCHOBE;

3) Ha HeTKaHOM OCHOBE;

4) Ha nonuMepHoOW ocHOoBe (MNEeHOYHOW, reneBon, ryodyaTon 1 ap.).

4.5 [lo BMAy KneeBbIX CNOEB NepeBsA30YHbIe cpeACcTBa NNacTbIPHOro TUMNa noapasaenatoT Ha ABa Buaa:
1) Ha OCHOBe NPUPOAHbLIX N CUHTETUYECKUX KayyYKOB;

2) Ha OCHOBE CUHTETUYECKUX KIeeB.

5 TexHun4yeckue TpedboBaHUA

5.1 O6wune TpeboBaHUA

5.1.1 Cpeactea He JOJKHbI UMETb Pe3KOoro 3anaxa apyrux XMuMm4eckmnx coeguHeHun, Kpome BXoaAaLWmx
B COCTaB JIUMKOro Crios.
5.1.2 Jlunknia cnot gonkeH ObITh BecuBeTHBIM UK Benoro ueeTa.

[TpumevaHus

1 Mo3onbHble NNACTbIPY MOTYT UMETb B CBOEM COCTAaBE NNACTBIPHYIO MACCy OT XENToro 40 KOPUYHEBOIO LIBETA CO
crnabbiM 3anaxom.

2 [lepuoBble NNAcCTbIPU MOTyT UMETb B CBOEM COCTaBE NMAaCTbIPHYIO MACCy XenTto-0yporo yBeta ¢ NPsHbIM
3anaxom.

5.1.3 CpeactBa He OOMKHbI UMETb CleayroLlnxX BHELWIHUX OedeKTOoB: HepOBHO 0bpes3aHHbLIX Kpaes,
CKI1aJoK OCHOBBI, e EKTOB HAMOTKHU, Ablp, MOCTOPOHHUX BKITHOYEHUN, KOMKOB, CNeoB HepaBHOMEPHOU NPOo-
MUTKWU NNAacTbIPHOW MAacCOM U HENOKPLITLIX NNACThIPHOU Maccon MecCT.

[TpumevaHnHuns

1 Tponntka dyHKUMOHANBHbLIX NogyLwevYek bUonormniyeckn akTUBHbIMU CPeacTBaAMU U NEKAPCTBEHHBIMUY NMpenapa-
TaMn He JOMKHA U3MEHATb BHELWHErNO BMUAA NUMNKUX CrNoeB (aare3vBoB) BOKPYr nogyledvek u (Unu) npoctynaTtb 4Yepes
OCHOBY.

2z ﬂOﬂyCI{BETCFI HaHeCEeHWUEe JTIUMNKOIo Crnos (ap,resmaa) B BUAe ANCKPETHBIX NMPAMBIX MNaparnrliielibHblX UJTW BOJTHUC-
ThIX MONOC. Xapal{Tep HaHeCEeHWNA aAlre3nBa B BUAE ANCKPETHbLIX NOJT10C AOJI>KEH ObiTb OTMEYEH B BUAeE PUCYHKA HaA YIa-

KOBKeE.

5.1.4 Bce cpeactsa, kKpoMme UKCUPYIOLLINX KaTyLUEYHbIX MNacTbiper, 40MKHbI ObiTb 3aLUULLIEHbI aHTUA-
r€3MOHHBIM MOKPBITUEM.

[ PUMEYAHWNE— 38LLI,HTH09 NMOKpbITUE AOJITXHO CHUMATbCH bea YCUITTUA, Ha NOBEPXHOCTU 3alUMTHOIO NOKPBITUA
HE OJOJIXKHO OCTaBaTbCH YHACTKOB I'IJ'IaCTprHOﬁ MaCChbl.

5.1.5 TlepeBA30OYHbIe cpeaAcTBaA NMNNACTLIPHOMO TUMAa AOMKHLI ObITb HETOKCUYHBIMU N HE BbI3LIBATL
MecCTHOopasapaXarLwWwmx U annepruyecknx adpdpekToB NPU KOHTaKTe NMUNKOro cnos (agres3vnea) ¢ HernoBpeX-
OEHHOW KOXXen U PYHKLMOHaNLHOW NogyLlieykn ¢ paHeBOoU NOBEepPXHOCTLIO.

5.2 llepeBsaA3oyHble cpeacTBa NNACTLIPHOMO TUNAa AOITKHBI COOTBETCTBOBATb TEXHUYECKUM TpebOoBaHU-
M, YKasaHHbIM B Tabnuue 1.
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Tabnuya 1 — TexHnyeckmne TpeboBaHUSA K NEPEBA30YE

[OCT P 53498—2009

bIM Cpeacrteam rnactblpHOro Turia

POCT MUKPOMIOpPHLI
noa obpasuom

HanmeHoBaHWe napameTpa Hopma Cpencrea
ConpoTUBIieHNe OTCNAaNBaAHUIO NMUMNKOro cnos, H/m, [lepeBsA3oYHbIE CcpeacTBa MNnac-
HE MEHee 25 ThIPHOro TMNAa (NMTMNKUA CNOW)
He bonee 200
CopbuUMOHHAA eMKOCTb (DYHKUMOHANBHOW MOAYLLEYKM, [lepeBsa3oYHble cpeacTBa nNac-
UNCIO Kanenb/CM?, He MEeHee 1 TbIPHOIro TUMNa ¢ COpOUMOHHON NoAY-
LLIEYKOW, B TOM YNCIE C aTpaBMaTUY-
HOW, aHTUMUKPODHOWN, BakTepuumna-
HOW, FrEMOCTaTUYECKOW
Bpema cmaumBaHnsa pyHKUMOHANbHOW MoAyLLIEYKNn, C, [lepeBsA3oYHbIE cpeacTBa MNnac-
He bonee TbIPHOIO TUMNa ¢ COpObUMOHHON NOAY-
- «CTPUNbI» 5 LLIEYKOW, B TOM 4YNCIIE C aTpaBMaTUY-
- MOBA3KU 10 HOW, aHTUMUKPODHOW, BakTepuumna-
HOW, TEMOCTATUYECKOW
[TaponpoHnuaemMmocTs (PUKCUPYIOLLETO CIOSA, MI/CM2/y, [lepeBsA3oYHbIE cpeacTBa nnac-
HE MEHee 1,5 TBIPHOIo TUNAa NAPONPOHNLAEMBbIE
BogoynopHoCTe OUKCUPYIOWEro Crnos, MmMm BOA.CT., HE [lepeBsA30YHbIE CcpeacTBa Mnac-
MEHee 300 ThIPHOIO TMNAa «BOAOCTOUKME» (C BO-
OOCTONKUM TNUMKUM CINOEM )
AHTUMMKPODHAs akKTMBHOCTb (30HA 3a4epXXKU pocTa [lepeBsA3oYHbIE CcpeacTBa nnac-
MUKpodnopsel no St.epid.), Mm: TbIPHOIMO TUNAa aHTUMUKPODHbIE
- BakrepuumaHasi akTMBHOCTb He meHee 1
- DbakTepuocTaTu4veckas akTMBHOCTb OTcyTCcTBYET

HanNbHOW NOAYLLEYKEe UIMN KIeEeBON KOMMNO3NLUUN

npeaenbHO  A0oNyc-
TUMbIMM  KOHLEH-
TpaUnsaMM NMMMODK-
NIN30BaAHHOIO  ne-
KapCTBEHHOIO

cpeacrea mnm bmo-
NOrMYeCKN akTUBHO-
ro coegnHeHust

CTteneHb aareanm K Moaenm paHeBou NoBepxHoCcTH, % K | 30 [lepeBs30YHbIE CpeacTBa Mnac-
Mapne MmeauunHCKon, He bonee TBIPHOIo TUNAa aTpaBMaTUYHbIE
CoaepxaHne nekapCcTBeHHbIX npenapaTtoB B PYHKLNO- OnpeaensieTcs [TepeBsiszoyHble cpeagcTBa buono-

MYEeCKN aKTMBHbIE, coaep)Xawme B
COCTaBe KNeeBoro cnosi unn oyHKLUm-
OHanNbHOW MOAYLWEeYKN BMONOrn4ecku
AKTUBHbIE COEAMHEHUS WNWN NeKap-
CTBEHHbIE Npenaparsbl

CTepunbHOCTb CTepunbHO [lns cTtepunbHbIX NepeBA30YHbIX
CpeaCcTB NNacTbIPHOIo TUMNa B repmMe-
TUYHOW YNaKOBKE

[ epMETUYHOCTDL [ epMeTU4HO [na cTepunbHbIX MepeBA30YHbIX

CPEeACTB NNacTbIPHOro TMNa B repme-
TUYHOW YrNaKoBKe

JInHenHble paamepbl, MM

OTKNOHEeHune oT
pasMepoB, YyKasaH-

HbIX HQ 3TUKETKE, He
oonee 10 %

6 MeTtoabl UCNbITAaHUN

6.1 O6LWwMe NnonoxeHuUn

6.1.1 OTbop obpasyos — no NOCT 16218.0.
[1na ncnbiTaHni OT NapTUK oTOUparoT:

- He MeHee 30 cpeaCTB B MeJIKOW pacdacoBKe B BUAE «CTPUMOB» UMK
- He MeHee 15 cTepUnbHbLIX NOBA30K pa3MepoM He MeHee 5,0x 5,0 cM, nnu
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- He MeHee 10 KaTywedHbIX NnacTeipen WupuHon 1,25 cMm B HAUBMAYANLHOW YNakoBKe, UK

- MHOE pacyeTHOE YMCMOo NepeBA30UHLIX CPeaACTB APYrMX ANUHBbI N LUMPUHBLL, Heobxoamnmoe anst NpoBe-
OeHns1 UCNbITaHUN B NONMHOM 0bbeMe No napameTpam, ykasaHHbIM B Tabnuue 1.

6.1.2 Cpeactea B MeNnKou pacdgacoBke (CTpUNbI) U KaTylledHble NnacTblipy WUPpUHON 1,25 CM UCNbIThI-
BalOT 6e3 0bpesaHnsa TEXHONMOMMYECKUX KPOMOK.

6.1.3 [lpn HanNU4YMM B MapKUpPOBKe BUAA NepeBA30UHbLIX CpedCTB NNacThIPHONO TUMa «naponpoHULae-
Mble» UM «BOAOHENPOHULLAeMbIE» ANS UCMbITaHUN UCNOMb3YIOT «0bpa3Lbl-CNYTHUKN» — 0DpasLbl MaTepuUa-
OB, KOTOpPbIE ObINU NCNOMb3OBaHbI NPU U3FOTOBMEHUN NEPEBA3OUYHLIX CPeACTB.

6.1.4 [lapTLo NnepeBA30YHbLIX CPeaCcTB NNACTLIPHOrC TUMNa cYNTarT rogHOoU, ecnii nocne NcnblTaHU OHN
COOTBETCTBYIOT TPeDOBaAHMAM HaCTOALLEro ctaHgapTa.

6.2 TpeboBaHUA K BbIOOpPY MeTOAO0B UCNbLITaAHUNA

BbiOOp MeToa0B UCNBbITAHUK NPOBOAAT B COOTBETCTBUM C TPeDOBaHUAMN, NpeabsaBNAeMbIMU K NepeBsi-
304YHLIM CpeAcTBaM NNacThLIPHOro TMNA, a Takke TpedoBaHUAMN UX NOTeHUMansLHOW 6e30nacHOCT B NpoLLeC-
ce akcnnyatayum cornacHo N'OCT P 51609.

6.3 Metoagbl UCNbITAHUN

6.3.1 OnpeaeneHue NMHEeMNHbLIX pa3mMepoB

6.3.1.1 CywHocTb MeToaa

OnpegensaoT ANMUHY U LULMPUHY OCHOBLI U (PYHKLMOHANBHOW noayLlieyk nepeBaA3oUHbIX CpeacTB C MNo-
MOLLIbIO U3MEPUTENBbHOW NMTMHE KA.

6.3.1.2 OrpaHnyeHnsa metoaa

Bocnponssoanmble pesynbTaThl UCNLITAHUA OOCTUralOTCA NpK cobnogeHnn metoaa otbopa obpasLoB
nepeBsA30YHbIX cpedcTB. Ha obpasuax He AOMKHO ObiTb BUANMBIX BHELWHUX AedeKTOB (pa3pblBOB OCHOBHI,
ablp, cknagok 1 ap.).

6.3.1.3 ToyHOCTb MeToaa

TOYHOCTb MeTo4a 3aBUCUT OT TOUYHOCTU U3MEPEHUIN pa3MepoB 0Dpa3LOoB NepeBA30UHLIX CPEeACTB N TOY-
HOCTWU cpeaCTB U3MEPEHUS.

6.3.1.4 Pacxoa matepunana

[nsa npoBeaeHUa UcnbITaHUSA TpebyeTcd NATb 0O0pasLOB NepeBA30YHbLIX CPeACTB B MHAMBUAYANBHOW
YMaKkoBKe.

6.3.1.5 Mepbl NpeaoCTOPOXHOCTA

[Tpn ncnbiTaHUM HeCDXOAMMO He AoMnycKaTb cnnaHua (CKnemBaHUs) NUNKUX cnoes (aaresmea) Apyr ¢
OPYrom.

6.3.1.6 NcnbiTaTensHoe 0bopyaoBaHUe

MeTannuyeckasa nsmepurtenbHasa nMHenka ¢ ueHon genedmna 1 mm no FOCT 427.

[ Opu3cHTanbHas NMOCKOCTL (CTonN).

6.3.1.7 loaroToBka obpa3LoB

[lepeBA30YHLIE CpeAcTBa M3BMEKaT M3 YNakKoOBKM M BbIAEPKUBAKOT B KNMMaTUYECKUX YCNOBUAX MO
[OCT 10681.

B npouecce ncnblTaHUA KnuMaTuyeckme ycnoBust He A0MKHbI U3MEHSATLCSI.

6.3.1.8 lpoBeaeHne ncnelTaHUSA

NamepeHnst NpoBoAAT USMEpPUTENIbHON NMIMHEeNKOWN HenocpeaCTBEeHHO Ha KaXXaoM obpasue nsgenus.

[TpnmedaHnwue— [dnaonpegeneHns NMMHEUHbIX pa3MepoB PYHKLNOHANbHON NOAYLLEYKN NePEBA30YHOIO cpea-
CTBaA aHTUAAre3noHHY0 Bymary ¢ NOBEPXHOCTU NUNKOro ¢rnos (aare3mBa) He yaansiorT.

6.3.1.9 ObpaboTKka pesynbLTaToB

PesynbTaToM cuuTaloT cpegHeapudmMeTnyeckoe 3HavyeHue natu nsmepeHuin. lNonydveHHoe 3HadeHUe
OKPYrNAT A0 Lenoro Ynucna.

6.3.2 OnpepeneHue conpoTUBNEHUA OTCNaBaHUIO NIMNKOro crnosd (aare3nBa)

6.3.2.1 CylWHOCTb MeToAa

MeToa siBNAeTCA KOCBEHHBIM M OCHOBaH Ha onpeaeneHnn MakcuMmansHOW CUMbl 0TCNanBaHns eanHULGI
LLUNPUHBI NPOBHON NONOCKA NUMNKOro CrNos NepeBA30YHOro CpeacTBa, KOTopad XapakrepusyeT MakCumarbHOe
3HaveHue ycunusa P, HeobxoaumMoro Anst oTcrnamBaHnsl OCHOBBI NUNKOrO crnost (aaresnea) o1 MeTanIMy4ecKomn
nnactuHbl nog yrnom 90°, oTHeceHHoe K eAuHMLE LWWMPUHBI NacTeIpda (CM. PUCYHOK 1).
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ﬂ PDTGH

- 90°
~
I I
P .. — cuna oTcnamBaHus, Kre; a, — AnuHa oTCnanBaemMoro yvacTtka, Mm

PucyHok 1 — Cxema ncnbiTaHnsi Ha CONPOTUBIEHNE OTCNAanBaHUIO NIMMKOro crnosi (aare3mea)

6.3.2.2 OrpaHu4eHns metoaa

Bocnponssognmele pesynbTaThl 4OCTUrAKOTCA NPKY cobntogeHnn Metoga NpUroToBNeHU NPOoOHBLIX NOMO-
coK. Ha ucnbiTyemMblxX NpoOHbIX MONocKax He A0MKHO ObiTb BUAUMBIX BHELUHUX AedpekTOB (pa3pbiBOB OCHOBHI,
ObIp, CKNaaok).

6.3.2.3 TovyHOCTb MeToaa

To4yHOCTb MeToda 3aBUCUT OT TOYHOCTU M3MEPEHUA pasmMepoB NMPOoBHbIX MOSTIOCOK U TOYHOCTU CPeacTB
N3MEpPEHUS.

0.3.2.4 Pacxoa matepuana

[na npoBegeHnsa NCnbITaHUA UCMONb3YIOT NATb 06pa3LOB NepeBA30YHbIX CPeACTB B MHAMBUAYANbHON
yraKkoBKe.

[Tpwumeyanune—[donyckaercss ncnonb3oBatb 06pasubl, NCNONb3OBABLLIMECH MNPU ONPeaeneHun NMHENHbIX
Pa3MepoB U HE MMELMX CrMNaHus (CKNemBaHus) NUNKUX cnoes (aareamBa) gpyr ¢ Apyrom.

6.3.2.5 Mepbl npegoCTopOXHOCTU — No 6.3.1.5.

6.3.2.6 UcnebiTatenbHoe obopyaoBaHue

MeTannunyeckasa nsmeputenbHag nnHeuka ¢ UueHon geneHnsa 1 mm no OCT 427.
["OpMu3ocHTanbHas NMIOCKOCTb (CTOM).

HoxHuubl no FOCT 21239.

MeTannuyeckaqa nnactuHa WWMpMHoOU He meHee 20 MM 1 anMHoM He MeHee 100 MM C LLIepOXOBAaTOCTbIO
NOBEPXHOCTN Ra He bonee 2 MKH UM ABYXCTOPOHHUIA MeTannuyeckmia wnartens annmHon 180 MM 1 LUMPUHON
20 MM C aHanorM4HoOM WepoXoBaTOCTLIO MOBEPXHOCTN.

Pas3pbiBHaa mallnMHa ¢ peBepcoM ¢ aAnanasoHoM Harpysok o1 0 go 0,5 kre, wkanou yanuHeHua ot 0 go
200 MM 1 norpelHocTbio UamepeHun + 1 % no NOCT 28840.

CandgeTkn mapnesble no [OCT 16427 pasmMepomMm 5 x 5 cM YnMcnom S Wr.
CnupT 3TUNOBBLIN NUTbEBOM 95 %-Hbih No TOCT P 51723 obbemom 50 cwv?.
[TnHUeT no TOCT 21241.

Broke ¢ nputepTon Kpbiwkon no NOCT 1770.

[py3 maccoinn 1 kr, gnameTtpom 100 mm, WpruHon pebpa 18 mm.

LITaTnB MeTannnyeckun ¢ 3axKmmamu.

CekyHaomep no NOCT 8.423.

6.3.2.7 lNogroToBka obpasyoB — no 6.3.1.7.

6.3.2.8 OT Kaxaoro n3 nat otobpaHHbIX 06pasLIOB U3 OCHOBLI Bhipe3atoT NpobHbIe MONoCcKM pasMmepom
(80 +2)x (10 £ 1) mm.

Ha kaxgon npobHOM NONoCKe KapaHaaloM OoTMeYarlroT ANMHY OTCnanmBaeMoro yvyacrtka INUMKOro Cros
(aaresmsa) Ha pacctoaHun 501 mm oT ogHoro Kpas.

[TpnmeyvaHune — [lonyckaeTcs UCMbITbIBATb «CTPUNbI» 0€3 NoaroToBKM 00pa3uoB, NpeaBapuTenbHO N3Me-
PVB ANTMHY U LUMPUHY OTCNanBaeMoro y4acTtka NUNKoro crnosi (aareamea).

[TOBEPXHOCTb MEeTanNMM4YeCcKon nNnacTuHebl B TedeHne 1 mmH obpabatbiBatoT 95 %-HbIM 3TUNOBbLIM MATHE-
BbIM CMUPTOM C NMOMOLLLHO MapneBoun candgeTkn, s3aTeM MeTanmMyeckyto NNacTUHY BbICYLLUMBAKOT HA FOPU30H-
TanbHOW NJIOCKOCTU (CTOME) B TeYEHNE 2 MUH.

YaanawT aHTuaaresnoHHyo bymary unum nneHKy ¢ NoBepXHOCTW OTCNanBaemMoro y4acTtka nurnkoro crnost
(agresuea); NPobHY NOMOCKY NUMKMAM CNOEeM BHU3 NOMELLalT Ha MeTanM4eckyo NNacTUHY U NPoKaTbIiBaoT
rpy30M Maccon 1 Kr NATb pa3 B 04HY W NATb pa3 B APYryko CTOPOHY 6e3 A0NOAHUTENbHOro HaXnma.
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MeTannuyeckyto NNacTuHy BMecTe ¢ NPoOHOU NOMOCKOW NOMELLAoT B HUXKHUN 3aXKUM paspbIiBHOW MaLLUn-
Hbl C PEBEPCOM, NPU 3TOM OCTaBLUMACS KOHeL, MpoOHOW NONOCKU NEPEBA3OYHOro CpeacTBa, 3allMILEHHbIN aH-
TnaaresanoHHoOW bymaron, BCTaBMAIOT B BEPXHUA 3aXKKUM pa3pbiBHON MalUUHbI C PEBEPCOM.

6.3.2.9 lNpoBegeHne UCNbITaHUSA

BkntovaloT paspbiBHYHO MaLUMHY C pEBEPCOM U NPOBOAAT OTCNanBaHUe ydacTKa NMUNKOro cnog (aaresu-
Ba) nog yrnom 90° K MeTannnM4yeckoun nnacTtuHe.

MaKcmmaquym CUNy oTCnanBaHnA P .. max
Tend paspblIBHOU MaLlUMHbBI C PEBEPCOM.

6.3.2.10 Ob6paboTKka pe3ynbTaToB

PacyeT yaenbHOM CUnbl oTcnamesaHug P

oTCIn’

NPOOHOW NOMNOCKN, KIC, PUKCUPYIOT NO LLKane CUNon3Mepu-

H/m, npoBoasaT no doopmyne

P . PDTCJ'I. Mmax
oTCcn ’

b4

rae P ... — MakcumanbHas cuna oTcnanBaHnsa npobHOW NOoCcKU, Kre, nepesedeHHas B H;

b, — WMpnHa oTCnaMBaemMoro y4yacTtka npobHon nonocku, MM, nepeseaeHHas B M.
Pe3ynbTatoMm cuynTaloT cpedHeapudpmeTmnyeckoe 3HadeHUe NAtu mamepeHun. lonyyeHHoe 3HaveHue
OKPYrnaAT A0 Lenoro 4yucna.

6.3.3 OnpeaeneHne BpeMeHU cMaunBaHuAa pyHKLUOHANbLHOU NoAayLUeYKU

6.3.3.1 CywHocTb MeToaa

OnpegeneHne BpeMeHW, HeobXoaMMoro Ana NOMHOro cMavnBaHua Boaor 1 cM? pyHKLMOHANbHOM
noayLeyKku.

6.3.3.2 OrpaHundyeHust Mmetoga — no 6.3.2.2.

6.3.3.3 ToyHOCTb MeToga — No 6.3.2.3.

6.3.3.4 Pacxog matepuana — no 6.3.2.4.

6.3.3.5 Mepbl NpegoCcTopOXXHOCTU — No 6.3.1.5.

6.3.3.6 WNcnbiTaTenbHoe 0bopyagoBaHue

[ Opu3cHTanbHas NMOCKOCTL (CTonN).

MeTannuyeckasa nsmepurtenbHasa nMHenka ¢ ueHon genedmna 1 mm no FOCT 427.

MnneTtka o6bemom 0,5 cm3 ¢ ueHow geneHuna 0,1 cms.

OuctunnuposaHHada soga no FOCT 6709.

bymara douneTtpoBanebHasa no OCT 12026.

BoaHbiv pacTteop 303MHa B cooTHoWweHMU (2:1000) nnu kanun asyxpomoBokucnbeli no NOCT 4220 B KOH-
LeHTpaumm 5 Ha 1 ams.

HoxxHuubl no TOCT 21239.

[TnHueT no TOCT 21241.

6.3.3.7 lNlogrotoBka obpasuoB — no 6.3.1.7.

OT Ka)Xaoro U3 Nty oTobpaHHbIX 00pas3LoB M3 PYHKLUMOHaNLHOW NoAyLWEeYKN cpeacTBa BbipesatoT Npob-
Hble nonockk pasmepomM (10 £ 1) x (10 £ 1) Mm.

[TpyumevyaHmns

1 Cpeacrea 6e3 PyHKUNOHANBHOM NOAYLWEYKN HE UCMNbITLIBALOT.

2 QOYHKUMOHANBHYIO NMNOAYLEYKY OT JIUMKOro cros (aaresamea) He OTAENSAIOT.

3 AHTMaAre3anoHHyo Bymary unm nneHky ¢ NnoBepPXHOCTU NUMKOro cnos (aare3msBa) He yaansior.

6.3.3.8 [lpoBegeHne UCNbITAHUSA

Ka)gyto NpoOHYo NOMOCKY, Bblpe3aHHYIo U3 PYyHKLMOHANBbHOW NoAyLLIEeYKN, MOMELLLA0T Ha roOpU3oHTarlb-
HYI0 NOBEPXHOCTL (CTOMN) nogyLlevykon BBepX U C MOMOLLLIO NUNETKX, pacnonoXxeHHoU nog yriom 30° K ropu-
30HTallbHOW NOBEPXHOCTKU, B LLEHTP NPpOoOHOU Nonockn ¢ BeicoThbl 10 MM, HaHoCAT 1 Kanno BOAHOMo pacTeopa
303MHa, OQHOBPEMEHHO BKITHOYAaT CEKYHOOMED.

Kaxayro npobHYo NOMocKy, Bbipe3aHHYo M3 YHKUMOHANBHOW NoayLeYKn, BblAepXKMUBaOT Ha rOpPU30H-
TanbHOW NIOCKOCTU (CTONE) A0 NONTHOro cMadvnBaHUA (pacTtekaHUa Kannu no nNoBepxXHOCTU) U CeKyHOAOMepPOM
PUKCUPYIOT BpeMsl cMadnBaHUA. TOYHOCTb M3MepeHUsa gomkHa obiTb £ 0,2 C.

[TpumevaHnmune

1 B nuneTtke o6bemom 0,5 cm” copgepxntca 14 kanernb.

2 [onyckaeTtcsa ucnbiTbiBaTh «CTPUNbI» BE3 Bbipe3aHus NPpobHOM NONOCKN, NPeaBapuTENbHO N3MEPUB ONMHY U LLUK-
PUHY PYHKUMOHANBHON NOAYLLEYKM.

8
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6.3.3.9 ObpaboTKka pesynbTaToB

Pe3ynbTaTtoM cCUMTAaOT cpeaHeapudpmeTmnyeckoe 3HavYeHUe pes3ynbTaToB NSATU U3MepeHUn. lNonydvyeHHoe
3Ha4YeHune oKpyrnaT 4o Lenoro Yymucna.

6.3.4 OnpeaneneHne copoLUOHHON eMKOCTU (PYHKLUMOHANBLHOU NoAyLUeYKU

6.3.4.1 CywHoCTb MeToaa

OnpegenatoT KONMYecTBo Bodbl, Heobxoammoe Ansg NofiHOro cMadnBaHus Boaon 1 cM? pyHKLMOHaNb-
HOW noayLueyk kanesrnbHbIM MeTOACM.

6.3.4.2 OrpaHunyeHunst Mmetoga — no 6.3.2.2.

6.3.4.3 TovyHOCTb MeToaa — No 6.3.2.3.

6.3.4.4 Pacxoag maTtepunana — no 6.3.2.4.

6.3.4.5 Mepbl npegoCTopOXHOCTU — No 6.3.1.5.

6.3.4.6 WcnbiTatensHoe obopyaoBaHmne

[ OpM3ocHTanbHas NMIOCKOCTbL (CTOM).

MeTannuyeckas nameputenbHasa nMHenka c ueHon aeneHmna 1 mm no FOCT 427,

OunctunnuposaHHas Boga no FOCT 6709.

bymara dpunbtpoansHaa no FOCT 12026.

Mnnetka obvbemom 0,5 cm3 ¢ ueHow geneHuna 0,1 cwms.

BoaHbin pacteop 303nHa B cooTHoWweHnK (2:1000) nnu kanun asyxpomMoBokUcnbin no FOCT 4220 B KOH-
LeHTpaumnu 5 Ha 1 gms.

CekyHaomep no NOCT 8.423.

HoxHuubl no FOCT 21239.

[TnHUueT Nno TOCT 21241.

6.3.4.7 logrotoBka obpasuoB — no 6.3.1.7.

OT Ka)aoro U3 Nt oTobpaHHbIX 06pa3LoB M3 PYHKUMOHaANLHOW NoAYLWEeYKN cpeacTBa Bblpe3atoT Npob-
Hble nonocky pasmepoM (10 £ 1) x (10 £ 1) Mm.

[TpumevyaHus

1 CpeactBa 6e3 pyHKUNOHANBHON NOAYLWEYKN HE UCMNbITLIBAKOT.

2 QOYHKUMOHANBHYIO NOAYLIEYKY OT NUIMKOIro crnos (aareanea) He OTAENSAIOT.

3 AHTMaAre3anoHHyo Bymary nnm nneHKy ¢ NnoOBepPXHOCTU PYHKUMNOHANBHOW NOAYLLEYKN YyAANAIOT.

6.3.4.8 [NlpoBeaeHne UcnbiTaHUA

Kaxxayto npobHYI0 NONOCKY U3 PyHKLMOHANBLHON noayLlleykn noMeLwaroT Ha ropuscHTanbHy NoBepX-
HOCTb (CTON) NOAYLUEYKOMN BBEPX U C MOMOLLLIO MUMETKIK, pacnonoeHHoM noa yriiom 30° K roprUsoHTarIbHOM Nno-
BEPXHOCTU, B LLEHTP NMPOOHOM NONOCKM € BbICOThI 10 MM HAHOCAT Mo 04HOM Kanse BOAHOro pacTBopa 303MHa Ao
Tex nop, noka npobHaa nonocka oyHKUMOHaANLHOMW NoayLlleyvyky NonHOCTbIo He nponuTtaeTcs. Ynucno Kanenb
cyMTaloT.

[TpumevyaHmne

1 Pacxop yctanHaenuBatoTt 14 kanenb 3a 30 c.

2 [onyckaeTtcancnblTelBaTbh «CTPUNbI», HE Bblpe3asi NPOobHON NONOCKU, NpeaBapuTENbHO U3MEPUB AJTUHY U LUMPUHY
dDYHKUMOHANBHOW NO4YLWEYKU, NMPU 3TOM YMCII0 BNUTAHHbLIX Kanenb QOKHO COOTBETCTBOBAaTH nowagn yHKLUNOHANbHOW
nogdyLLIEYKW, BbIPAXXEHHOW B CM, B BUZE LIENOro yncna.

6.3.4.9 ObpaboTKka pe3ynbLTaToB

Pe3ynbTaTtoM cCUMTAaOT cpeaHeapudpmeTmnyeckoe 3HavYeHUe pes3ynbTaToB NSATU U3MepeHun. lNonydvyeHHoe
3Ha4YeHune OKpyrnaT Ao Lenoro Yymucna.

6.3.5 OnpeaeneHne aHTUMUKPOOHOWN aKTUBHOCTU (PYHKLMOHANBHOMN NoAyLUeYKK

[TpOBEPKY aHTUMUKPODBHOW aKTUBHOCTU PYHKLIMOHANbHOW noayLueyvk npooaaT no [1].

6.3.6 OnpeaeneHue cteneHu agre3un pyHKLMOHaNbLHOU NogyLlleYvyKn K Mogenu paHeBou noBepx-
HOCTU (CTeneHn aTpaBMaTUYHOCTH)

6.3.6.1 CywHocTb MeToaa

OnpeaensitoT OTHOCUTENBHYIO CUNMY OTPbIBa NPOOHOW NONOCKN PYHKLIMOHANbHOW NoAYLLUEYKM OT MOaEe b-
HOW NOANOXKN MO CPaBHEHUIO C MeAULMHCKOWN Mapnen.

6.3.6.2 [lomexn n orpaHmyeHna metoga — no 6.3.2.2.

6.3.6.3 To4yHOCTb MeToa4a — No 6.3.2.3.

0.3.6.4 Pacxoa matepuana — no 6.3.2.4.

6.3.6.5 Mepbl npegoCcTopOoXHOCTU — NO 6.3.1.5.
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[ToaroToBKy 0OpasLoB, MOAENIN PaHEBOMN NOBEPXHOCTU U NPOBEAEHNE UCTIbITAHU NPOBOOST B PE3UHO-
BbIX NepyaTkax 1 Macke anst nuua, agns ctekaHnusa OMonorm4eckom XXMakocTu UCNONb3yoT MeTannnmyeckii noa-
OOH.

6.3.6.6 UcnbiTatenbHoe obopyagoBaHue

DNeKTpUYeCcKM TepmMocTaT ¢ gnanasoHom Temnepatyp oT 28 "C ao 55 °C n touHocTeto £ 0,5 °C.

Pa3pbIiBHad MallMHa ¢ peBepcoM ¢ aAnana3oHom Harpysok o1 0 go 0,5 kre, wkanon yanmHeHusa ot 0 go
200 MM 1 norpewHocTbio UamMepeHUn £ 1 % no FTOCT 28840.

LinTpaTHaa AoHOpPCKada KPOBb.

Xumumyeckuin ctakaH obbemom 50 cvs no FTOCT 1770.

CekyHaomep no NOCT 8.423.

NMuHenka meTannuyeckada no NOCT 427.

HoxHuubl no FTOCT 21239.

MeTannu4eckunia noaaoH.

Bpycok Unn xxecTtkad nnactMmaccoBas noaioxkka pasmepom S x 20 CM U TONWUHON 2 CM.

Kanbuui xnop 10 %-Hbih o06bemom 10 cm?.

CandgpeTkn mapnesble MmeanumHekmne no OCT 16427 B KONMYeCTBE S LWUT.

[Mepuatkn no FTOCT 3 unnno NOCT P 52238.

CTeKnaAHHbIA pTYTHBIN TepMomMmeTp no FOCT 13646.

[Mpobupka mepHaa obbemom 10 cm3.

[TnHUeT no TOCT 21241.

CTeKknsiHHaga nanoyka guameTpom 5 MM, anmHon 150 Mm.

6.3.6.7 lNMogroToBka obpasuoB — no 6.3.1.7.

N3 Kaxxaoro 13 natu otTobpaHHbIX 0bpas3uUoB PYHKUMOHANBHOMW NOAYLIEYKN CpeaAcTBa Bhlpes3atoT Mpo-
OHble nonockn pasmepom (80 £ 1) x (10 £ 1) Mm.

Ha kaxxgon npoObHOW NONocke oTMeYatoT KapaHgalwom Ha paccTtodHum (50 + 1) Mm OT ogHOro Kpas annHy
oTCnanBaeMoro ydyactka oyHKUMOHanbLHOW nNoayLleyKu.

[TpumevaHnHuns
1 Cpeacrea 6e3 PyHKUNOHANBHOM NOAYLWEYKN HE UCMNbITLIBALOT.
2 QOYyHKUMOHANBHYIO NOAYLEYKY OT NIUMKOro crnos (aare3vea) He OTAENSAIOT.

3 HonyckaeTcs ucnbliTbiBaTh «CTPUMNbI», HE Bbipe3as NPOOHON NONOCKN, NPeABaPUTENBHO N3MEPUB AINTNHY U LUMPUHY
dYHKUMOHANBHOW NoAyLeYku n obpesaB NMUNKue Kpasi 40 ANWHbI U LWWPUHBI MCCrneayemMon NoayLeykn, Npyu 3TOM pasmep
NPOOHOW NMONOCKN AomKeH BbiTb HE MeHee (20 £ 1) x (10 £ 1) mm.

10 cnoeB MeanUUHCKOU Mapn pasMmepom 6 x 20 cM NPUKPENNAT K HAPYXXHOW NOBEPXHOCTU DpycKa Unn
XKECTKOW NacTMacCoBOW NOANMOXKA LUMPUHOU S cM, alHoMn 20 cM U TONWMHOU HE MeHee 2 CM C NMOMOLLbIO
NMANKOW NEHTHLI TUNa «CKOTY» LUWMPUHON HEe MeHee 2 CM 1 POpMUPYIOT OCHOBY Moaen paHeBOW MOBEPXHOCTHN.

B mepHyto npobumpky cdbemom 10 cm® gobasnsatoT 1 cm® 10 %-Horo kanbumin xmopa n 9 cm® LuTpaTHOMN
KPDOBW, NepemMellBaoT CTEKNAHHOW Nario4vKoMN.

[lony4yeHHBIM pacTBop nNpu Temnepatype 20 °C HaHoCAT B TedeHne 15 MMUH Ha OCHOBY MoAeNn paHeBOW
noBepxHocTn K3 pacdyeta 1 cm® Ha 10 cmM?2 Ao Tex Nop, Noka He NPOonUTalTCsa BCe CMOU MeaULUMHCKON Mapiu.

Uepes3 10 MUHYT cPOPMUPOBAHHYIC MOoAeNb paHeBOW NOBEPXHOCTU MEPEHOCAT B TEPMOCTaT M cyLllaT Npu
Temnepatype (37 £ 2) °C B TeueHue 24 \.

dononHnTenbHO U3 MeauuUUMHCKOU Mapnun BblpesatoT vYeTkipe NPpoOHbIX NOMTOCKMA BOOMb OCHOBLI pasMe-
poM (80 £ 1)x (10 £ 1) mm.

[TpwnmeyaHwune—JJonyckaeTcs ANA NPUIrOTOBNEHUS MPOOHBIX NONOCOK MEAULMHCKOW Mapnu UCNonb3oBaTb
MapreBblie MeguLUUHCKUE DUHTLI.

6.3.6.8 lNpoBeaeHmne ncnelTaHUS

B MepHyto npobupky o6bemom 10 cm® aobasnsatot 1 cm® 10 %-Horo kansumin xnopa n 9 cm® uutpaTHOM
KPDOBW, NepemMeLllBaoT CTEKNAHHOW Nario4vKoMn.

[Tony4yeHHy0 cmech Npu Temnepatype 20 °C HaHOCAT B TedeHue 2 MAUH Ha OCHOBY MOAeNn paHeBOoW Mno-
BEPXHOCTU C NOMOLLbIO CTEKNAHHOW Nanoyvky, paBHOMEPHO pacnpeaensisi no noBepxXHOCTU.

Kaxayto npobHyto nonocky U3 yHKUMOHaANbHOW NoayLlleyvks noMewlaroT Ha ropuUsoHTanbHyH MOBEp-
XHOCTb (CTOM) noayLleykon BBepX, obpasLbl HYMepYoT M NOMeLLaloT OTCNanBaeMbl yHaCTOK KaXXaoM NpoOHOW
MOMOCKN Ha MOAeNb paHeBOW NOBEPXHOCTU NoayLevkon BHU3, Yyepeays obpasel, 1 MeOQULMHCKYIO Maprito.
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Obpasubl BbIAEPKUBAKOT HA FOPUIOHTANIBHOW MNOCKOCTU (CTONE) A0 MOMNHOMe cMavnBaHUst PyHKLNO-
HanbHOM NoayLIeYKu.

Uepes 5 MUH 0bpasLbl NepeHOCAT B TEpMOCTaT C BOASIHOW pyDaLUKON U BblAEPXKMBAKOT NMpu TeMnepaTtype
37 °C B TeveHue 24 v.

[TpumevyaHwus

1 HdonyckaeTtcsa «CTPUNbI» UCMbITbiIBaTh 63 Bbipe3aHns NPOBHON NMONockU n3 PyHKUMOHANBHOW MOoAYLWEYKN, Npea-
BapUTENIbHO U3MEPUB €€ ANVHY U LUNPUHY.

2 [lpy ncnbiTaHMM «CTPUNOB» BPEMS 3KCMNO3ULIMUN HE MEHSIIOT.

Cuny otcnauBanua P, , Krc, kKaxxaon npobHoun nonocku noa yrnom 90° K ropnsoHTanbHOM NoBepxXHOCTY
M3MepPA0T NO LWKane Harpy3oK paspbiBHOW MaLUUHBI.

AHanorn4yHo NsMepsaAT CUny oTcnanBaHua P,, Krc, NpodbHOW NoSIOCKN MeAULMHCKOW Mapn.

6.3.6.9 ObpaboTka pesynbLTaToB

CTeneHb aaresnn K Mogenn paHeBoM NOBEPXHOCTU (CTeneHn aTpaBMaTUIHOCTU), A, %, pacCUNTLIBAIOT
no doopmyne
_ ™ 100 %,

P,

{

A

rae P,.— yaenbHasa cuna otcnausBaHua i-ro obpasua npobHoU Nonockn U3 pyHKUNOHaNbLHOU NoAYLLIEYKM;
P,.— yaenbHasa cuna oTcnanBaHus /-ro obpasua npodbHON NoNocku MeanULMHCKON MapIiu.

PesynbTatomMm cuntatoT cpegHeapudmMeTyeckoe sHa4YeHne pesynbTaToB NATN nusmepeHunin. MNonydyexHHoe
3Ha4YeHue oKpPYrnawT Ao Lenoro Yucna. MNpu HeyaoBNeTBOpUTENbHbBIX pesyfibTaTax UCMbITaHUs MOBTOPSAIOT.

6.3.7 OnpepeneHue coaepXaHuda NekapcTBeHHbIX cpeAcTB B (PYHKLMOHANbHOMN NoayLleYke

[TokasaTenb onpeaensatoT no npeaenbHO ACNYCTUMBIM KOHLEHTPaUUAM UMMODUNN3NPOBAHHBLIX NeKap-
CTBEHHbIX CPEeACTB UM BUONMOTNYECKN aKTUBHBIX COeAUHEHWUIN, YCTAHOBNEHHBIMUA HOPMATUBHLIMW JOKYMEHTA-
MW Ha KOHKPETHOE NeKapcTBEHHOE CpeacTBO UMK DUOMOrMYeckn akTUBHOE coeMHEHNE.

6.3.8 OnpeaeneHune coaepxaHuqa nekapcTBeHHbIX CpeacTB B NIUNKOM crnoe (aaresuBe)

[TokasaTtenb onpegensatoT nNo npeaenbHo ACNYCTUMBIM KOHLUEHTPaUMAM UMMODUNMN3UPOBAHHBLIX Nekap-
CTBEHHbIX CPpeacTB UMK BUONOTMYECKN akTUBHbLIX CoOeAUHEHUN, YCTAaHOBMNEHHBIMUA HOPMAaTUBHBLIMWN AOKYMEHTa-
MW HA KOHKPETHOE NeKapCcTBEHHOE CPeaCcTBO NN DUOMOrMYecKn akTUBHOE CoeMHEHNE.

6.3.9 OnpegeneHune NaponpoHULaeMocCcTu

OnpepaeneHune naponpoHuyaemoctn no NOCT 938.17.

6.3.10 OnpeaeneHue BoaonNpoHuLaemMocT oUKCUPYOLLEro cron

OnpepeneHne sogonpoHuuaemoctn — no OCT 3816.

6.3.11 OnpepeneHve repMeTUYHOCTU YNaKOBKU

6.3.11.1 CywHocTb MeToaa

[[epMeTUYHOCTL YNaKoBKU NPOBEPSIIOT MeTOA0M NOrpyXeHUsa ynakoBaHHOro nepeBs3o4YHOro cpeacTea B
pacTBOpP 303MHa B cooTHoLWeHMM (2:1000) B TeveHne 24 u.

6.3.11.2 Tlomexn n orpaHn4yeHnsa metToga — no 6.3.2.2.
6.3.11.3 To4HOCTb MeToga — N0 6.3.2.3.
6.3.11.4 Pacxoag matepuana — no 6.3.2.4.
6.3.11.5 Mepbl NpeaocTopOXXHOCTU — No 6.3.1.5.
6.3.11.6 UcnbiTaTensHoe cbopyaoBaHue
[[OpuU3cHTanbHaga NNOCKOCTb (CTOM).

Xummdecknit ctakad no FOCT 1770.

CekyHaomep no NOCT 8.423.
OuctunnuposaHHasa soga no OCT 6709.
HoxHuubl no FOCT 21239.

[TnHUueT Nno TOCT 21241.

6.3.11.7 TloarotoBka obpasuoB — no 6.3.1.7.
6.3.11.8 lNpoBeageHne UcnbiTaHUA

[lepeBsizoyHbIe cpeacTBa 6e3 AONONMHUTENBHOM NOArOTOBKM B MHAMBUAYANBHOW YNAaKOBKE NOMELLAOT B
pPacTBOpP 303MHa B cooTHoLWeHun 2:1000 B TevueHue 24 u.
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3aTemM nepeBs3oUHOe CpeaCTBO U3BIEKaoT U3 pacTBOpPa 303MHA, YNAaKOBKY TLATENbHO NPOMOKaoT Map-
neBbIMM MeAULMHCKUMK candeTKkamMi, BCKpbIBAOT HOXHULAMW NO IMHUK OTpe3a U NMHLUETOM BbIHUMAIOT Ne-
PeBA30YHOE CPeaCTBO.

[1py BHELLHEeM OCMOTpe cpeACTBO NepeBsi3oyYHOe He ACITKHO UMEeTb CreoB OKpalLlMBaHUAS.

6.3.11.9 ObpaboTka pesynbLTaToB

OkoH4YaTenbHbIN BbIBOA AeNaloT Nocne UCnbiTaHUA BCeX 0TODBpaHHbIX NepeBA30YHbIX CpeaCTB B UHANBU-
OyanbHOU yNakoBKe.

6.3.12 OnpepeneHne CTepUNbLHOCTH

[1poBepKy CTEepUNbLHOCTU NPOBOAAT Mo [2].

6.3.13 OnpegeneHne TOKCUMKONOrMYECKON BE30NacHOCTA

[lepeBA30YHbIe cpeacTBa NnacTblipHOro Tna AomkHbl cootTBeTcTBOBaTL [ OCT P NCO 10993-1, TOCT P
MCO 10993-4, TOCT P UCO 10993-5, TOCT P UCO 10993-10, TOCT P NCO 10993-11, TOCT P UCO
10993-12.

6.4 OcopmMneHue pe3ynbLTaToOB UCNbLITAHUN

Pe3ynbTaThl UCNbITaHUX OPOPMNAIOT B BUAE NpOoToKona (CBUAeTEeNbCTBA) UCMbITAHUN, coaepXallero:

- MEecCTO NnpoBeaeHnsa UcnblTaHUg;

- KnuMmaTunyeckune yCcrioBus, Npn KOTOPbIX NPOBOAUITUCE UCMNBITAHUS;

- OaHHble ANnga naeHTUdnkKaunm cpeacTs NepeBA30UHbIX NNACcTLIPHOMO TUna (HoMep napTun, HaMMeHo-
BaHMWe, HOMep apTuKyna, CopT U T.MN.);

- cpegHue 3HavYeHUs1 aMepsieMblX NapamMeTpPoOB;

- HanMeHoBaHWe cpeacTBa UM MeTOAUKN U3MepeHNs;

- JaTy npoBedeHnUsa UCnblTaHU4;

- 0obo3HavyeHne HacTodALWero ctaHgapTa;

- (baMUNM0 U NOANUCL NULa, NPOBOAMBLUENO UCMbITAHUSA, 3aBEPEHHbIE NMevyaTbio UMK LUTaMNoM npea-
NPUATUS.

[onyckaeTcda cocTaBNATh OOLWMA NPOTOKON UCNBLITAHW NO BCEM NOKasaTensam Ans KaXKaon npoBepsie-
MOW NapTUN NepeBA30YHbIX CPeaCTB.
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