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MNpegucnoBue

Llenn, ocHOBHble NpUHLMNbI K 06LULMe npaBuna nposBefeHns paboT Mo MeXrocyaapCTBEHHOW cTaHaap-
Tn3auun yctaHosneHbol TOCT 1.0 «MexrocygapcreeHHasa cucrema crtaHgaptusaunm. OCHOBHbIE MOJTIOXEHUA»
n roCT 1.2 «MexrocygapcTBeHHaa cucrema crtaHgaptusaunn. CtaHgapTbl MeXrocyfapCcTBeHHble, npasuna
M pekoMmeHAaunn no mMexrocyfapcTBeHHOlM cTaHfaptusauun. NMpasuna paspaboTku, NPUHATUA, OOHOBNEHUSA
N OTMEHBI»

CBefeHusa o cTaHpapTe

1 NOATrOTOBNEH HayyHO-NPOU3BOACTBEHHLIM pecnyb6/IMKaHCKUM YHUTApPHbIM NpeanpuaTuem
«Bbenopycckuii rocygapCTBeHHbI MHCTUTYT cTaHAapTusauum n ceptudpmnkagmm» (HMLL rurneHsr)

2 BHECEH locctaHgapTtom Pecnybnunkn Benapycbh

3 MPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHAapTu3auum, MeTposiormm u cepTudumkauum no
pesynbTatam ronocosaHusa B AUIC MIC (npotokon oT 27 asrycta 2015 r. Ne 79-)

3a nNpuHATUE NpPOrosocoBanu:

KpaTKOE HanMmeHoBaHMe CTpaHbl KO,CI, CTpaHbl COKpaLLI,eHHoe HanMmeHoBaHMe HalMOoHa/IbHOro opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no ctaHgapTusaumm
ApmeHusa AM 3A0 «HaumoHasbHbIN opraH no cTaHAapTu3aumm
1 MeTponorun» Pecnybnvkn ApmeHust
Benapycb BY lFoccraHgapt Pecny6nukm Benapycb
KazaxcrtaH Kz loccraHgapTt Pecny6nvkm KasaxctaH
Kuprusunsa KG KblpreizctaHgapt
Poccua RU PocctaHgapt
TamknkmctaH TJ TamknketaHgapt
Y36ekucrtaH uz Y3ctaHgapt
4 Mpukasom depepanbHOro areHTCTBa MO TEXHUYECKOMY PErysiMpoBaHuld U MeTposoruM ot 4 anpens

2024 . Ne 419-cT mMexrocygapcTBeHHbli cTaHgapT FOCT 33483—2015 BBejeH B geilicTBME B KayecTBe
HauMmoHanbHOro ctaHgapta Poccuiickoii ®egepauun ¢ 1 AaHBapsa 2025 r. c npaBOM AOCPOYHOTO MPUMEHEHMS

5 BBEJAEH BIEPBbIE

NHdopmaunsa o BBefeHun B AelicTBue (NpekpaweHnn AeicTBKUSA) HacTOoAWero craHgapra n nsme-
HEHWUA K HEMY Ha TeppuTOPUN YKa3aHHbIX Bbille rocygapcTB ny6svKyeTCca B ykasaTesax HauMoHabHbIX
CTaHjapTOoB, U3gaBaeMbiX B 9 TUX FrocygapcTBax, a Takke B ceTu VIHTepHeT Ha caiTax CoOTBETCTBY-
OLLMX HaLVOHaNbHbIX OpraHoB Mo cTaHAapTu3auuu.

B cnyyae nepecMoTpa, U3MEHEeHUsA UM OTMEHbl HACTOSALEro cTaHjapTa CooTBeTCTBYylWan 1H-
dhopmauus bygeT onybnmkoBaHa Ha opuLManbHOM MHTEpHeT-caiiTe MexrocygapCcTBEHHOro cogeTa no
cTaHgapTu3aumMm, MeTponorum n cepTudukaumy B KaTasore «MexrocyfapCTBeHHble cTaHAapThbi»

© OdhopmnerHue. ®rbY «NHCTUTYT cTaHgapTusauum», 2024

B Poccuiickoit ®egepauun HacTosiuii cTaHAapT He MOXeT 6biTb MNOMTHOCTLIO WK
YacTUYHO BOCMPOU3BEAEH, TUPAXMPOBAH W PacnpoCcTpaHeH B kayecTBe ouuManbHOro
nspaHna 6e3 paspelleHns depepanbHOro areHTCTBa Mo TEXHUYECKOMY perysinpoBaHuio
1N MeTposiorum
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M E X O C Y A4 AP CTIBEUHH bl W C T A HOAPT

nrPoaYKUNA MAP®IOMEPHO-KOCMETUYECKAHA
MeToAbl onpefesneHnNa N OLEeHKN KITMHUKO-/1abopaTopHbIX NokasaTesieil 6e30nacHOCTU

Perfume and cosmetic products. Methods for determination and assessment of clinical and laboratory safety indicators

Jata BBegeHna — 2025—01—01
C MpaBoOM A0CPO4YHOro NPUMEHEHUSA

1 O6nactb NMpPUMeHeHus

HacTtosawwmin ctaHfapT pacnpocTpaHseTcs Ha napgromMepHO-KOCMeTU4Yecky npoaykuuio Ana yxopa 3a
Koxei nuua v Tena, rybamu, BOKPYr rna3, BO/OCAMM W HOTTAMW, MOIOLLYI TUTMEHUYECKYHD KOCMETUYECKYIO
NPOAYKUUIO, AEKOPATUBHYK KOCMETUKY, CpeAcTBa rMrMeHbl MOJIOCTM pTa, KOCMETUMYECKYH NpoAyKuui Ans
6pUTbA, KOCMETUYECKY0 NPOAYKLMI0 A1 OKpallMBaHUA, XUMNUYECKON 3aBUBKWN, BbINPAMAEHUSA BONOC U APYTYIO
napgoMepHO-KOCMETNYECKYHD MPOAYKUMIO (Aanee — MpoayKuus), 3a UCKAKYEHUEM NPOAYKUUKN, MMEoLLein
pH < 2,5 nan >11,5.

CTtaHfapT ycTaHaBvMBaeT MeTOAbl ONpefesieHNs U OLEHKM Ha BOJIOHTepax KAMHUKO-nabopaTopHbIX
nokasarenei (BO3MOXHOro pasgpaxaruwero gencrtemsa U CEHCUOUAM3NpYOLWen cnocCo6HOCTM) MCNbITYeMOW
NpoAyKUMK C Uesiblo NOATBEPXKAEHUA ee 6e30nMacHOCTU ANA 340POBbSA Yesi0BeKa.

CTtaHgapT npegHasHavyeH Ans crneuvanucToB nabopaTopuili yupexaeHuin, ocylecTBAALWNUX rocyaap-
CTBEHHbII CaHUTApPHO-3NMAEMNONOTMYECKN HaA30p 3a 6e30nacHOCTb0 M 6e3BPegHOCTbI0 AN 4YenoBeka
npoAayKLMn, a Takke MOXeT ObiTb MCNO/Ib30BaH Hay4YHO-UCCNe[0BaTe/IbCKMMUN OpraHn3aumsaMm rurmeHn4Yecko-
ro npounsa, MegUUNUHCKUMU yUYpexaeHnaMun obpasoBaHus, akkpeanToBaHHbIMY B YCTAHOBMIEHHOM NOpPsAKe.

2 HopMaTuBHbIE CCbIJIKU

B HacToswem cTaHfapTe UCMOMb30BaHbl HOPMAaTWBHbIE CCbISIKU Ha Clefylolwmne MexrocygapCcTBeHHble
cTaHgapThl:

FOCT 8.135—2004 locypapcTBeEHHas cucTtema obecnevyeHus egumHcTBa M3mMepeHuit. CTaHAapT-TUTPSI
ANA npuroToBneHns 6ydepHbiXx pacTBopoB — paboymx atanoHoB pH 2-ro un 3-ro paspsagoB. TexHuyeckme u
MeTposioTnyeckne xapakTepnucTnkn. MeTtogbl nx onpegeneHus

FOCT 12.1.004—91 Cuctema cTaHAapToB 6e3onacHocTu Tpyga. NoxapHasa 6e3onacHocTb. O6wume Tpe-
60BaHNsA

FOCT 12.1.005—88 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. Obwwme caHUTaApPHO-TUTUEHUYECKME
TpeboBaHNA K BO3AYyXy paboyeli 30HbI

FOCT 12.1.007—76 Cuctema cTaHZapToB 6e3onacHocTu Tpyaa. BpegHoele BewecTtBa. Knaccudumkayms
n obwme TpeboBaHua 6e3onacHoOCTH

FOCT 12.1.010—76 Cuctema ctaHfgaptoB 6e3onacHocTu Tpyaa. B3pbiBo6e3onacHocTb. Obume Tpebo-
BaHUA

FOCT 12.1.018—93 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. MoxapoB3pbiBo6€30NacHOCTbL cTaTu-
yeckoro anektpuyectsa. Ob6uime TpeboBaHuA

FOCT 12.4.021—75 Cuctema cTaHgapToB 6e3onacHocTu Tpyga. CucTeMbl BEHTUISALMOHHbIE. O6wne
TpeboBaHus

FOCT OIML R 76-1—2011 locypapcTBEHHas cuctema obecnedyeHuss eguHCTBa M3MepeHuii. Becbl He-
aBToMarunyeckoro geictemsa. Yactb 1. MeTponornyeckme n TexHuyeckme tpeboBaHua. VcnbiTaHns

FOCT 427—75 JInHelikn nsmepuTenbHble MeTannnyeckne. TexHU4Yeckne ycnoBus

M3paHue odhmumnanbHoe
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FOCT 4919.2—77 PeaktuBbl 1 0c060 4McTble BellecTBa. MeToabl NpUroToBaeHus 6ycepHbIX pacTBOpPOB

FOCT 5556—81 Bata meguumnHckasa rurpockonmyeckas. Obuime TexHM4Yeckne ycnoBums

FOCT 6709—72* Boga guctunnnpoBaHHasa. TexHu4Yeckue ycrnoBus

FOCT 9147—80 Mocypa n o6opynoBaHne nabopatopHblie hapdopoBbie. TeEXHNUYECKME YCNOBUSA

FOCT 9412—93 Mapns meguunHckas. Obuime TeXHMYecKne ycnoBus

FOCT 10354—82 MneHka nonuatuneHoBas. TexHU4yeckne ycnoBus

FOCT 12026—76 Bymara chunbTpoBanbHasa nabopatopHasa. TeXHUYECKNE YCNOBUSA

FOCT 18300—87 CnupT 3TU/0BbIN PEKTUUKOBAHHbI TEXHWYECKUA. TEXHNYECKMNE YyCoBus

FOCT 21239—2005 NHCTpyMeHTbl xupypruyeckune. HoxHuubl. O6WmMe TexHn4yeckme TpeboBaHnsa n me-
TOAbl UCMbITAHUIA

FOCT 21241—89 MuHueTbl MmeguumHckne. Ob6LMe TeXHUYECcKue TpeboBaHMs 1 MeToAbl UCMbITAHUA

FOCT 25336—82 Mocypa n obopyaoBaHne nabopaTopHble CTEKISAHHbIE. TUMbl, OCHOBHbIE MapameTpbl
n pasmepsl

FOCT 28311—89 fos3aTopbl MeanuuHckme nabopaTtopHblie. O6WMe TeXHNUYECKMe TpeboBaHNA N MeToabl
NCNbITAHUM

FOCT 28498—90 TepMOMETPbl XUAKOCTHbIE CTEKNSAHHbIE. Ob6LIMe TexHUYeckne TpeboBaHusa. MeToabl
NCNbITAHUM

FOCT 29188.2—2014 MMpoaykuns napgoMepHoO-KocmeTuyeckasi. MeTog onpepeneHuss BOAOPOAHOrO
nokasarensa pH

FOCT 29227—91 (MCO 835-1—81) Mocyna nabopatopHas cTeknsHHas. MuNeTkn rpafyvmpoBaHHbIe.
Yactb 1. O6uwme TpeboBaHus

FOCT 31696—2012 Mpoaykuma KocMeTuyeckas rurmeHudeckas mowuwasd. Obume TexHu4yeckune
ycnosusa

MpumeuvaHue — lpyu NOMb30BaHM HACTOSILLMM CTAHAAPTOM Lie/Iecoo6pa3Ho NpoBepUTb AelicTBUE CCbIoY-
HbIX CTAHZAPTOB U KM1acCUhUKATOPOB Ha OhULMasIbHOM UHTEPHET-caliTe MeXrocyjapCTBEHHOIO COBETa MO CTaHAapTy-
3aumM, MeTposiorun 1 ceptTuchmkauum (Www.easc.by) uim no ykasatensiM HauuoHasIbHbIX CTaHAAPTOB, M3LaBaeMbIM B
rocyfapcTBax, ykasaHHbIX B MPeAUC/IOBUN, WK Ha O(IMLMASIBHBIX CaiiTax COOTBETCTBYHOLLMX HALMOHA/IbHLIX OpraHoB Mo
CTaHAapTusauun. Ecnv Ha AOKYMEHT JaHa HeflaTUpOBaHHAS CCbIIKa, TO CeflyeT UCMO/b30BaTh AOKYMEHT, AeCTBYOLLMi
Ha TEKYLLMA MOMEHT, C YYETOM BCEX BHECEHHbIX B HETO M3MeHeHWii. Ec/n 3aMeHeH CCbUIOUHbIA AOKYMEHT, Ha KOTOpbIii
[laHa [aTMpoBaHHasi CCblika, TO CMeayeT UCMOoMb30BaTh YKasaHHYH BEPCUI0 3TOr0 AokymeHTa. Ecnv nocne npuHsATUs
HaCTOSILLEro cTaHAapTa B CCbIIOYHbIA JOKYMEHT, Ha KOTOpLI/ AaHa AaTupoBaHHas CCblika, BHECEHO M3MEHEHWe, 3aTpa-
TMBaloOLLiEEe MOJSIOXEHNE, Ha KOTOPOE [aHa CCblIKa, TO 3TO MOJIOKEHVE NpUMeHsieTcs 6e3 yyeTa JaHHOTO u3MeHeHusl. Ecimn
CCbI/TOYHbIN AOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NoJsioXeHne, B KOTOPOM AaHa CCbl/lka Ha Hero, npuMeHAeTcA B YaCct, He
3aTparvBaroLLeli 3Ty CCbIIKY.

3 TepMuUHbI N onpeaeneHnsa

B HacToAWweM cTaHAapTe NPUMEHEHbI criegylouiMe TEPMUHbI C COOTBETCTBYIOLWMUMU ONpeaeneHnsamm:

3.1 annepreH: BewecTBo uan cMecb Belw,ecTB, CNOCOOHOe Bbi3BaTb MPU MOCTYN/IEHUN B OPraHnM3m
pa3suTne B HeM cneumdunyYeckoin MNOBbILEHHON YYBCTBUTENBLHOCTU (CeHCubmausauum), 4TO Npyu nocnenyto-
leM BO3feiCTBMM BeuliecTBa WM CMECU BeLLECTB C aHa/OTMYHON XapaKTepuCTUKOW MOXET NpUBOAUTL K
BO3HWKHOBEHUIO aNlIeprMyeckoin peakuuu.

3.2 BonoHTep: CoBepweHHONeTHee husnyeckoe NMLUo, MHHPOPMUPOBAHHOE O CYTU M NOTEeHLNanbHOM
pucke nccnepoBaHuii (MCNbITAHUA), HE NMetoWee NPOTMBOMNOKAa3aHWii N0 COCTOSAHMIO 340POBbS, 4O06POBONb-
HO M3bSABUBLUEE cOrflacne Ha yyacTue B UCMbITAHUAX W noAnucaswiee WHPOPMUPOBAHHOE cornalleHune
(cornacue).

3.3 posa: KonuyecTtBo ucnbiTyemol NpoaykuuuM, Mcnonb3yemoe A8 MOCTaHOBKW 3MWKYTaHHOW an-
navkauum.

3.4 nHdopmmnpoBaHHOe cornaweHune (cornacue): [lokymMeHTanbHO odpopmeHHOe A06POBOJIbLHO
nognucaHHoe cornacue nuua (BOIOHTEPA) Ha yyacTue B UCMbITAHUN NPOAYKLUWM NOC/Ie 03HAKOMJ/IEHUA C npa-
BUMaMU, yCNOBUSAMU U OCOBEHHOCTAMM NPOBEAEHUA UCMbITAHUA.

3.5 KOHTpO/sibHAA anuKyTaHHas annnuvkauusa: HakoxHOoe HaHeceHue (annivkauusa) pacTBOpuUTens,
MCNOMb3YyeMOro A/ NOATOTOBKM A03bl UCMbLITYEMON NPOAYKLNN.

* B Poccuiickoin ®epepauun geiicteyet FOCT P 58144—2018.
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3.6 KNMHUKO-NabopaTopHble uccnegoBaHnsa (McnblTaHus): NccnepgoBaHus (McnbiTaHUs), NpoBOAK-
Mble B yCnoBuax nabopaTtopuum c yyactuem yenoBeka (BONOHTepa) B KauyecTBe cybbekTa ucChbiTaHWA, ANA
OLleHKM nokasaTeseli 6e30MacHOCTM NPOAYKLUMN.

3.7 nepBMYHaa anukKyTaHHas annaukauusa: HakoxHoe HaHeceHue (nepBUYHas annaukauus) B ycTa-
HOBJ/IEHHOW [03€e UCMbITYEMOM NPOAYKLUN /151 BbISSBIEHUS M OLEHKN ee pasjpaxarLwero AeicTBus, NHAYKLUN
ceHcumbumnmsayunm.

3.8 npoBoOKauMOHHasA 3NWKyTaHHas anniukauusa: MMOBTOPHOE HAKOXHOe HaHeceHue (BTOpuUYHas
annaukauusa) B yCTAaHOB/IEHHO [03€ WCNbITYEMOWN MPOAYKUUM ANS BbISABJIEHUS €€ CEHCUOMAN3NPYHOLLETO
OEeNCTBNSA N OLEHKN CEHCMOUAN3NPYIOLLEA CMTOCOBHOCTMK.

3.9 pasgpaxatouwee geiictBue: SlokannsoBaHHas Hecneyuduyeckana BocnanmMTenbHas peakuus Koxmu
AW CAN3NCTOI 060/104KM MPU KOHTAKTHOM BO34EWCTBUM BeLLECTBa, NposiBASAOWANCA CyObekTUBHbIMU (3yA,
XKeHne, 601e3HEHHOCTb) N 06 bEKTUBHbIMYK (3pMUTEMA, OTEK, BbICbIMAHWS, HEKPO3) CUMATOMAMMU.

3.10 pacTBOpuUTenb: BellecTBo, Ucnonb3yemoe ans pasbasBfieHnsi, CycneH3npoBaHus, akcTparnposa-
HUSI UM PacTBOPEHUS UCNbITYEMOW NPOAYKLMN.

3.11 ceHcubunnusupyruiee gevicteme: Cnocob6HOCTb BewecTBa NpuM MNOCTYM/IEHWU B OPraHuUsm
Bbl3BaTb pasBMTME B HEM CMeUUdUNUECKO/ NOBbLILWEHHOW YYBCTBUTENILHOCTM, ONOCPEAOBAHHONI rnnepepruye-
CKUMU UMMYHHBIMW MexaHu3mamu.

3.12 sapuTemaTto3Has peakuus: lokpacHeHue (3pUTema) KOXMW pas3HOi CTeNneHM BbIPaXEHHOCTM Kak
nposiBfieHne (CMMNTOM) BOCMNasIMTENIbHOrO NpoLEecca B TKAHSX KOXHbIX NOKPOBOB.

4 MeToabl UCNbITaHUA NPOAYKLNNA

4.1 O6uwme nosoxeHus

[Onsa npoaykuum, 0CO6EHHOCTbI0O KOTOPOU ABASETCA MHOTFOKPaTHbIN U (MAKN) AAUTENbHbIA KOHTAKT C KO-
Xeih n (Mnn) cnmM3ncTbiMm 060104YKaMKN YenoBeKa, C Lenblo obecnevyeHnss 6e3onacHOCTV ANs NOTpebuTens wm
YTOUHEHUSI 3KCTPaANoNAuMyM pesysbTaTtoB, MOJIyYEHHbIX B UCC/IeA0BaHUAX iN Vitro 1 in vivo (Ha na6opaTopHbIX
XWBOTHbIX), NpeAycMaTpuBaloT NPSIMYyl0 O4HOBPEMEHHYIO OLLEHKY pUCKa pasfpaxalouiero n ceHcubunmampy-
IOWero AeicTBUs Ha yesioBeKa NOCTAHOBKON MeToda 3aKpbiTOW 3MUKYTAHHOW «/IOCKYTHOW» (KOMMPECCHO)
npo6bl UM MeToaa OTKPbITOW 3MUKYTAHHOI «KanenbHOol» Npobbl Ha BONOHTEpax.

4.2 YcnoBusa v Tpeb6oBaHus 6€30MacHOCTM NMpu NpoBeAEeHUN KNUHUKO-NabopaToOpHbIX
ncnblTaHWA

4.2.1 O6wwme ycnoBusa n TpeboBaHUsa 6e30MacHOCTM NPOBEAEHUNSA UCMbITAHWUNA

Mpu nccnepoBaHMn NPOAYKLMN HA BOIOHTEpax HEO6X0A4MMO CTPOro BbINOMHATL 06LMe yCNOBUA U Tpe-
6oBaHuMa 6e3onacHocTu, npueefeHHble B A.l (NpunoxeHue A).

4.2.2 Tpe6oBaHUS K NepcoHany ucnblTaTeNbHOW nabopatopum

[ns BbINONHEHWS nccnefoBaHWiA NPOAYKLMM HA BONMOHTEPAX AO/MKHbI ObITb COGMIOAEHbI TPE6OBaHNA K
nepcoHany ucnoiTatenbHoW nabopatopun, npmBefeHHble B A.2 (npunoxeHue A).

4.2.3 OrpaHn4yunTesibHble TPe60BaHMA K UCMbITYEMO NPOAYKLN

He ponyckaeTtca npoBefieHMe Ha BOMIOHTEpax UCMNbITaHWi MO onpefenieHnto 1 OLeHKe CeHCcubunusupy-
oueli cnocobHOCTY NPOAYKLMK:

- Bbi3blBalOLLEN pasgpaxalrllee geliCTBME Ha KOXY B 3KCMepPUMEHTaxX Ha N1abopaTopHbIX XXUBOTHbIX;

- ¢ pH <2,5 wam >11,5 (Ha ocHOBaHMK pe3ynbTaToB nM3MepeHus pH o6pasuoB MCNLITYEMON NPOAYKLUN
no NOCT 29188.2).

4.3 TpeaBapuTenbHbIli aHa/IM3 UCTNLITYEMON NPOAYKLMYK

4.3.1 O6bwmne cBeaeHUs

Pe3ynbTatom npeaBapuTenibHOro aHanM3a MOXeT ObiTb 3ak/l4vyeHne 0 HelenecoobpasHocTn nposepe-
HUSI UCMbITAHUI pas3gpaxaloLero 4eiicTBUA U ceHCMbUNM3npytow e cnocobHOCTM NPOAYKUUN Ha BOJIOHTEpPaX.

4.3.2 laHHbIE O NpPOAYKLUNN

43.2.1 VcnbiTyemasa npogykumsa (obpaseu) AoxHa ObiTb MgeHTUMUMpoBaHa 1 onucaHa (Bug, HasHa-
yeHue, cnocob npumeHeHus, copma). JoskeH ObITb NOIHOCTLIO ONpeAesieH KaYeCTBEHHbIN U KONIMYEeCTBEH-
HbIi UHTPEANEHTHbIN COCTaB MPOAYKLUWN, KOTMYECTBEHHbIE faHHble OTHOCMTE/NIbHO GMosIorMyeckon 6esonac-
HOCTW MHIPELVNEHTOB.
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MHdopmaynsa o KaYeCTBEHHOM U KO/IMYECTBEHHOM COAEPXAHUN WHTPEeAMEHTOB B COCTaBe NPOAYKLUU
JO/KHA 6blTb NOJslyyeHa OT MOCTaBLiMKA WAW WM3TOTOBUTENS NPOAYyKUMKU. Ecnnm nHdopmaumnsa 3awumuieHa npa-
BaMW Ha MHTeNNeKTyasibHYl0 CO6CTBEHHOCTb, TO Mepejaya U ucnosib3oBaHne Tako MHopmauum obecneun-
BaeTCca A0r0BOPOM O KOH(UAEHLMANbHOCTH.

4.3.2.2 [na yBepeHHOCTU B TOM, 4YTO MCNbITyeMasi MPOAyKUMA He NpeAcTaBnseT co60oli HUKAKOro 3Hauu-
TeNbHOTo pucka A5 340P0BbA BOSIOHTEPA, AO/DKHA ObITb NOSyYeHa ajekBaTHas MHopmaLMs No TOKCMYecko-
My Npodna UCNbLITYEMOI NpoayKuum (oCTpas TOKCUYHOCTb, pasgpaxaroliee 4eiNCcTBME Ha KOXY U C/IU3UCTbIE
060/104KM, CEHCMBUNU3MPYLoLLas CNOCOGHOCTbL M T. M.), NO/IyYeHHas Npu MUccnepoBaHuUsaX in Vvitro u in vivo
(Ha nabopaTopHbIX XNUBOTHbIX).

4.4 TIpyHUUN MEeTo[0B

MeTog npeaycmaTpuBaeT NPsSIMYI OLEHKY pucKa pasfpaxaroLlero AeiCcTBUS UCMbITYeMOl NpoAyKLum
Ha BO/IOHTEpPEe NOCTAHOBKOM MEepPBUYHOI 3NMKYTAHHOI annivkauuun, kKotopass 0AHOBPEMEHHO SIBNAETCA CEHCU-
onnunsnpyowein, n ouLeHKY CEHCUBUIN3NpyrLW e CNOCO6HOCTU UCMLITYEMON NPOAYKLMM NOCTAHOBKOM MPOBO-
KaLWOHHOW (BTOPMYHOI) 3NUKYTaHHOI annaukauuu.

OCHOBHbIMMK croco6aMu OLEHKM SIBNSIETCA onpeaesieHne UHAEKCOB pasapakaloliero AeicTBUst Ha KOXy
/cut n ceHembBMNM3upytoLWwen cnocobHocTM /5 uncnbiTyeMoro obpasua npoayKumnu.

4.5 OnucaHve meToa0B

4.5.1 Hactoawwnit cTaHgapT npeAHasHayeH Ans npoBeAeHuns KANHUKO-NabopaTopHbIX UccnenoBaHnii Ha
340POBbIX BOJIOHTEPAX, KOTOPble 0TOMpalTCA KBaNUuLMpoBaHHbIM CneunaincTom B COOTBETCTBUY C TPebo-
BaHuaAMU A.3 (npunoxeHue A), [1].

4.5.2 Annapartypa, matepuanbl N peakTuBbl

Becbl nabopatopHble no NOCT OIML R 76-1, BbICOKOro knacca TOYHOCTU, C HaMbOAbWUM npeaesiom
B3BewunBaHua 200 .

[os3aTtopbl nabopaTtopHbie no FOCT 28311.

NinHelika nameputensHas metannumyeckas no NOCT 427.

Melanka MmarHuTHas.

HoxHuybl no FTOCT 21239.

MuHueTsbl meanumHckme no FOCT 21241.

TepMoOMeTp XUAKOCTHLIN cTekNAHHbIR no FTOCT 28498, c gnana3oHoM m3MepeHus Temnepatyp oT 0 °C
Ao 100 °C, c yeHon geneHus 1 °C.

TepmocTaT 3/1eKTPUYECKNI A CyXOBO3AYLIHbI C aBTOMaTMyeckum Tepmoperynatopom go 50 °C, no3so-
NAWNA NnogaepxnBaTb 3afaHHy0 TemMnepaTypy € norpewHocTbio +1 °C.

BopoHka genutensHaa B[A-1-250 XC no NOCT 25336.

Manouyka cTeknaHHas.

Mectuk 1-2 no NOCT 9147.

MuneTkn pasHoil BMeCTUMOCTM 2 kracca ToyHocTu no FOCT 29227.

CtakaH H-2-10 (20) TXC no NOCT 25336.

Crtynka 2-3 no FOCT 9147.

BaTta mepguuuHckaa rurpockonnyeckass no NOCT 5556.

Bymara chunbTpoBanbHaa nabopatopHasa no FOCT 12026.

NeikonnacTblpb MeAULWNHCKUNA.

Mapna megununHckaa no NOCT 9412.

MneHka nonuatuneHosas, mapka H no FOCT 10354.

PUNbTP «CUHAA NEHTa».

Boga anctunnunposaHHas no NOCT 6709.

Xwnpkoe mbino no NOCT 31696, [2].

CnupT 3TUNOBLI PeKTUUKOBaHHbI TexHnyeckmii no FTOCT 18300.

CTtaHpapT-TUTpbl  ANA  NPUrotToBieHus o6pasuoBbiX 6ydepHbix pacTtBopoB Assa pH-meTpum no
FOCT 8.135, gonyckaeTcs npurotosneHne 6ydepHbix pactsopoB no NOCT 4919.2.

JonyckaeTca npuMeHeHue aHasiorM4yHOro o6opyfoBaHUsa U mMaTepuasoB C TEXHUYECKUMU U MEeTpOo-
NOTUYECKMMUN XapaKTepucTukamun, a TakKe peakTMBOB NO KAYeCTBY HE HMXe yKasaHHbIX B HacTosLlem
cTaHgapTe.
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4.5.3 loAarotoBKa K UCNbITaHNAM

4.5.3.1 TMpurotoBneHne OKKAO3UN

M3roTaBnmBakwT U3 MeAULMHCKONW Mapnu 4yeTblpexc/ioliHbie TaMnoHbl pasmepom 1 * 1 cm, Haknagku us
NnosIN3TUNEHOBON MAEHKU pa3Mepom 2><2 CM, MOJIOCKA MeAUUUHCKOro nnactbips pasmepom 3—4 x 5—6 cwm.

4.5.3.2 MpuroToBneHne 403 UCNbITYEMON NPOAYKUUMN

Ona npogykumm BA3KON KOHCUCTeEHUUM (Kpemo-, refie-, Mase- M nactoobpasHble, 3a WCKNKYEHUEM
NPOAYKUMN TUTUEHUYECKOM MOKLell) HENOCPEACTBEHHO Ha Map/eBblii TaMNOH Moc/fiefoBaTesibHO HaHOCAT
wnatenem McnbiTyemblii obpasel, 1 B3BelNBAIOT Ha labopaToOpHbIX Becax, AOBOASA Maccy HaBeckum obpasua
Ha TamnoHe go (0,050 + 0,001) r (pa3oBas annaMKauuoHHas fo3a).

Ona npoaykuuyn TBEepAoON KOHCUCTEHUMU B3BeLMBaKWT Ha nabopaTopHbix Becax B cTakaHe 1,00 r
ncnbiTyeMoro ob6pasua. Kpuctannmyeckyi, KOMMOAKTHYH W KPYMHO3EPHUCTYH MNPOAYKUUIO NpenBapuTenbHO
M3MenbyarT 40 NOPOoLKOOOPAa3HOro COCTOAHUA. TOTOBAT MCXOAHbIA pacTBOpP, IMY/IbCUMIO UAN CYCNEH3NI0 UC-
nbiTyemoro obpasua c maccoBoi goneii BeuwectBa 50 %, [o3upysa nuneTkoi (£03aTtopoM) B cTakaH C HaBe-
CKOM mcnblTyemoi npobbl pactBopuTesnb B o6beme 1,0 cmM3c nocneayowmM MHTEHCUBHBIM NepeMeLllnBaHneM
C NOMOLLbI MarHUTHON MeLlanku.

[Ona cnupTcogepxalwein npoaykuun roTOBAT UCXOAHbIA pacTBop (MyTem pasbaBnieHUss B COOTHOLIE-
HUM 1:1), Ao3uMpysa NUNeTKon (Ao3aTopom) B cTakaH no 1 cm3 McnbiTyemoro obpasya v pactesoputens.

[Ona rurneHnyeckon morwuwen npogykuumn (wamnyHu, renu AN8 gywa, Xuakoe Mbllo WU gpyras aHano-
r’myHas npoAykumsi) roToBAT UCXOAHLIA pacTBop ¢ o6bemHon goneit 10 %, fo3npys nuneTkol (fo3aTopom) B
cTakaH 1 cm3 ucnbiTyemoro obpasua 1 9 cm3 pacTBopuTens.

[Onsa npopykumnm Ha HocuTensax (KocmeTunyeckme cangieTkn, TKaHeBble KOCMeTM4Yeckue Macku, Kocme-
TUYECKME MacCKM Ha HEeTKaHOl OCHOBE, MOJIOCKM ANSA AenuAsuun v Apyras aHasiormyHas npoaykums) roToBsaT
BbITSDKKY B paCTBOPUTENb MPM COOTHOLWEHMN naowaan obpasua ncnbiTyeMol npobbl K 06beMy pacTBOPUTENS
1:2, nyTem Bblpe3aHnsa HOXHULAMMK obpa3ua MCnbiITyemoin npobbl pasmepom 2 x 2 cMm (naowagb 4 cm2), BHe-
CEHUSA M3MEJIbYEHHOTO HOXHULaMmn obpasua B cTakaHuuk (10—20 cm3), 4O3MpOBaHUA NUNETKON (£03aTOPOM)
8 cm3 pacTBOpuTENSA, NHKYbaLMM B TeyeHue 24 4 B CyXOBO3AYLLHOM TepMocTaTe npu Temnepatype 37 °C npu
nepuognyeckom (5—6 pas) nepemMellnBaHNN COAEPXKMMOro CTakaHuYMKa CTEK/ISIHHON nanoykon. BogHyo dasy
oTAENAT unbTpaumeil B ctakaH yepe3 UIbTP «CUHASA JIEHTa» C MOMOLWbIO AENUTENbHOW BOPOHKM.

[Onsa npogykuun (4na okpawmBaHWs, OCBET/IEHUSA, MEeNPOBaHUA BOJOC, ANA XMMUYECKOlW 3aBUBKU WUAU
pacnpsMaeHnsa BOMOC, CYXMX KOCMETMYECKMX MacoK W APYroli aHas/iormyHol npoaykuuu), npuMeHeHue Ko-
TOpPOW cornacHo aHHOTauum nogpasymeBaeT CMelvBaHue nepeg MPYMEHEHWEM HECKOJSIbKMX KOMMOHEHTOB,
roTOBAT UCMbITyeMble NPOo6bl B 3@aBUCMMOCTU OT NOJIYYEHHON KOHCUCTEHLMW TOTOBOW KOMMO3ULUN.

B KauecTBe pacTBOpuTENA UCMNOMAbL3YKT AUCTUNNPOBaHHY0 BoAdy no NOCT 6709.

Xnpkyro npoaykuuilo UCNbITbIBAKOT B HATUBHOM BUAE.

MpuroToBNEHHbIE UCXOAHblE PACTBOPbl, 3MYNbCUWN, CYCMNEH3UW, IKCTPAKTbl WAN HATUBHYIK XWUAKYIO
npoayKumMo A03npyroT nuneTkol no 0,05 cm3 Ha MapneBble TaMNOHbI, pa3MeLl,eHHble Ha NOMN3TUIEHOBbIX
Haknagkax.

45.3.3

Fpynny BO/IOHTEPOB (DOPMUPYIOT B KOSIMYECTBE HEe MeHee NATW 4venosBek. Mpu mcnbiTaHUM NPOAYKLMUK,
npefHasHa4yeHHol ANA NCMNO/b30BaHNA MYXUYMHAMMW WU XEHLWWUHaMK, B FPynny BKAKOYAKT BOJIOHTEPOB COOT-
BETCTBYIOLLEro nona.

4.6 MNpoBegeHMe UCNblITaHU METOA0M 3aKpPbITOM 3NMKYTAHHOW «/TOCKYTHO» (KOMMNPECCHON)
npoo6obl

4.6.1 TocTaHOBKa NepPBUYHON 3NUKyTaHHOW annaukayuu

MepBUYHYIO 3MMKYTAHHYI annaukauuto BbIMOSHAKT HaN0XEeHMEM Ha 24 4 Ha y4aCTOK HENOBPEXAEHHON
KOXW BHYTPEHHEei NoBepxHOCTW npegnnedbs u/wunu naeda (gonyckaetcs BbIMOAHATH annivMkauuu Ha y4vacT-
Kax KOXW B 06/1acCTV CNMHbI M XWBOTA) BOJSIOHTEpaA Nocsie npeaBapuTenibHON 06paboOTKM KOXHbLIX YyY4acTKOB
pacTBOpOM 3TU/IOBOrO cnupTa ¢ 06beMHOl fosein 60 %, MapaeBbiM TaAMMNOHOM C 4030/ UCNbITYEMOWN Npoo6bl
noj OKKkN3nen (MoKPbITUE NONMITUIEHOBOI HakNaAKoW M hukcaumnsa K Koxe noaockamu nerkonnacTbipsa unm
GUHTOBaHNEM).

KOHTPO/IbHYHO 3MWKYTaHHYK annaukauutl BbIMOSIHAKT aHasorM4yHO ONbITHONW MNEePBUYHON, A03MPYys Ha
Mapnesblit TamnoH 0,05 cmM3 AUCTUNANPOBAHHON BOAbI.

[lonyckaeTca nocTaHOBKa y OAHOI0 BOJIOHTEpPA OAHOBPEMEHHO HECKOJIbKUX UCMbITYEMbIX 06pa3LoB npu
paccTOSHUN MexXAy HUMU HEe MeHee 2 CM. YyacTku annjvkauum oTMedalT MapKepoMm.
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MepBUYHYIO U KOHTPOMBHYK annankauum yepes 24 4 CHUMAaKT, OCTaTKu Belw,ecTBa C y4acTKOB anmnuvka-
LMN KOXW CMbIBaKT CTpyeil Tennoi BOAbl C UCMOMb30BAHNMEM KOCMETMYECKOTO XWAKOTO Mbla WM BaTHbIM
TamnoHOM C pacTBOpUTEsNIEM, He BAMAKOLWUM Ha (PYHKUMOHANbHOE COCTOSAHWE KOXW (Hanpumep, pacTBOPOM
c 06bemMHoOli gonen atunosoro cnupta 20 % — 60 %), 1 yepes3 1, 24 1 48 4 perncTpupyrT PyHKLNOHANbHOE
COCTOSIHME KOXW Ha MecTe annivMkauuu € OLEHKON BblpaXXEHHOCTN 3pUTEMATO3HOW peakunu.

Mpy BO3HWMKHOBEHUMW Yy BOMIOHTEPA B Mepuog annankaunmoHHON 3KCNO3ULMM HEraTUBHbIX CYOBbEKTUBHbIX
CUMMNTOMOB pasfpaxatliero geiictema (owyweHne 3yaa, XkeHus, 60/e3HeHHOCTN) gaxe cnaboli (nepeHo-
CMMOI) NHTEHCUBHOCTM CO CTOPOHbI OMbITHOTO y4yacTKa KOXMW annaukauuio Hemea/IeHHO CHUMaloT. B aTom cny-
yae, a Takxe Npu onpejesieHnn nocne NepBUYHOW anninKauuym Ha ydacTKe KOXW apuTembl (Npy OTCYTCTBUM
TakOBOW Ha KOHTPOJIbHOM), MEPBUYHYI0 anmMKaLmnio y KOHKPETHOTO BOJIOHTEPA MOBTOPSAKT Ha APYFOM yyacT-
Ke KOXu, pasbaBnsas oUCTUNNMPOBAHHON BOAOW UCMbITYEMble PacTBOpP, IMY/IbCUID, CYCMEH3NI0 UIN HATUBHYIO
XUAKYH NpoAyKLMI0O HE MEHee YeM B [Ba pasa.

B cniyyae nosiBNeHNs B NpoLEecCe 3KCMO3MLUM 1 NOC/e 3aBepLleHns NOBTOPHOM NEPBUYHON annavkaumm
HeraTMBHbIX NPOSIBIEHNI B BMAE CYOBLEKTUBHbLIX CUMNTOMOB pasgpaxeHuss u (Mnm) aputeMaTo3HOl peakuuun
KOXW TONbKO Yy OAHOr0 BO/IOHTEpa (C NOBbIWEHHOM YYBCTBUTE/IbHOCTLIO K AAHHOMY U34€/NI0) OH UCKIoYaeTcs
M3 ganbHelWwmnx nccnegoBaHuii.

Mpn pernctpayumn y aByx (M 601ee) BOSIOHTEPOB HEraTMBHbLIX MPOSABAEHUA AaNibHENLWNE UCNbITAHWUSA He
NpoBOAAT, AenakT BbIBOA 0 TOM, YTO UCMbITyeMas Npoaykuus obnagaeT pasgpaxalwwmnm JeliCTBMEM Ha KOXY
(ycnoBHoe o603HaueHue lcut = 1 6ann).

4.6.2 TocTaHOBKa NPOBOKaLMOHHON (BTOPUYHOI) aNUKYTaHHOW annankauum

Mpu ycnoBum OTCYTCTBUA CYOBEKTUBHBLIX CMMNTOMOB WM OOBEKTUBHbIX MPU3HAKOB pasgpaxarLwero
Aeincteus ncnbiTyeMoi npoaykuum (lcut = 0 6annoB) nocne NepBUYHON annaukauum yepes 24 4 BbINOJIHAOT
NOCTAHOBKY MPOBOKALMOHHON (BTOPUYHOW) 3NUKYTAHHOW anniaukauun. Ee BbINOAHAKT aHaslorMyHO NepBuYd-
HOW annavkauuu, HaknagbiBas Ha «4MCTbI» y4aCTOK HENMOBPEXLEHHON KOXM PSAOM C Npeablayweid annavka-
umeli (Ha pacCcTOSSHUM He MeHee 2 CM) MapJieBblil TaMNOH C 40300 TOl Xe UCMbITyeMOoin Npobbl NOJ OKKIH3MEN,
a Takxe BbINO/IHAOT NOBTOPHYI0 KOHTPOJIbHYIO annMkauuo ¢ AUCTUNIMPOBAHHON BOAONM (Ha TOM Xe nepBuy-
HOM y4acTKe KOXMW). Y4acTKh annauvkaunm oTmevarT MapKepom.

BO3HWKHOBEHME Yy O4HOT0 WM HECKOJIbKMX BOJIOHTEPOB B NEPUOS NPOBEAEHNSA NPOBOKALWOHHOW 3MUKY-
TaHHOWM annaukauum CyGbEeKTUBHbLIX CUMNTOMOB pasjpaxaruiero geiicteusa (3ya, XxeHume, 601€3HEHHOCTL),
B TOM 4YMC/I€ Ha KOXHbIX y4YacTkax NMepBUYHON annaukauuun, cBUAeTeNbCTBYET O pPasBUTUM MOBbILWEHHON 4yB-
CTBUTENIbHOCTU. JNUKYTaHHY MpPOo6y C UCMbITyeMbiM 06pasLoM NPOAYKUUM HEMEeANEeHHO npekpauwiawT, ge-
nawT BbIBOA O TOM, 4YTO UCMbITyeMas NPOAYKUMs o6nagaeT CEHCMOUAN3NpyLWen cnocobHOCTLIO (YCNoBHOE
o603HaueHune Is= 1 6ann).

MpOBOKALWOHHY U KOHTPOJIbHYK 3NWKyTaHHblE annaukauuu vyepes 24 4 CHUMAaKT, OCTaTkuM BewecTBa
C y4acCTKOB annmkaLuum KOXW CMbIBalT CTpyel Tenaol BoAbl C UCNO/b30BAHMEM KOCMETUYECKOro XWAKOro
Mblla AW BaTHbIM TAMMOHOM, CMOYEHHbIM PacTBOPOM C 06beMHOl fonei atunosoro cnupta 20 %, n nocne
3T0ro yepes 1,24 n 48 4 0AHOBPEMEHHO Ha OMbITHbIX U KOHTPOJ/IbHOM KOXHbIX y4YacTKax annjuvkauunii Busyanb-
HO PErncTpupyroT XapakTep M BbIPaXXEHHOCTb 006 BbEKTUBHbBIX KOXHbIX CAMNTOMOB U YYUTbIBAKOT BbIPa@XEHHOCTb
CYO6BEKTMBHbLIX CUMNTOMOB CEHCUOUMNINPYIOLWETO AEACTBUSA.

4.7 MNpoBeAeHUe UCMbITAHU MeTOAOM OTKPbITOW 3MNWKYTAHHOW «KanesibHOUi» Npo6bl

4.7.1 Ha3HayeHne metoga

OTKpbITasA anukyTaHHas «kanefsibHas» npob6a npefHasHayeHa ANA ONpefesieHnNs U OLEHKN Ha BOJIOHTe-
pax pasgpaxatrouiero gencrtesma U CEHCMOUAN3NPYLWENR CNOCOBGHOCTN NPOAYKLMM NMEPUOAMNYECKOTO Pa30BOro
npuMmeHeHnsa (NPoAYKUMA ANA OKPACKM U XMMUYECKOW 3aBUBKU BOMOC, ANA AeNUAAUMW WU apyras aHanornyHas
NpPOAYKLMS C BO3MOXHbIM pasgpaxalrowum KoxXy AeicTBuem).

4.7.2 TocTaHOBKa OTKPbITON «KanesibHO’» 3MNMKyTaHHOW Npoobl

MocTaHOBKY OTKPbITOW «KanefbHOM» 3NUKyTaHHON Npobbl NPOBOAAT aHa/NOMMYHO NOCTAHOBKE 3aKpbITOM
3MNMKYTAHHOW «OCKYTHOM» Npo6bl (4.6), 3a MCKIOYEHNEM TOr0, YTO MEPBUYHYIO N NPOBOKALMOHHYK (BTOPMUY-
HYI0) annaukauun BbINOMHAKT HAHECEHWEM Ha KOXHble yyacTKu MUNeTKoW (403aTopoM) roToBOR ANna npu-
MEHEHUNS UCMbITYeMON NpoAyKunn (MPUroTOB/IEHHOW cCOrnacHo aHHoTauuu) B go3e no 0,05 cm3 (1—2 kannu),
KOTOPYI Cferka BTUPAKT CTEKISAHHOW Masoykoil B y4aCTOK KOXW fuMaMeTpoM 2 CM M OCTaBAT A0 MOJTHOTO
BbICbIXaHUS.

KOHTpO/ibHble annankauumn BbIMNOMHAT aHaN0rM4yHO, HAHOCA Ha KOXHble yyacTku no 0,05 cm3 guctun-
NIMPOBAHHOW BOAbI.
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MpoAo/MKNTENBHOCTb 3KCMO3ULUN annaunkayuii, cocTaBnaowyo ot 15 MUH A0 24 4, onpefenseT cneym-
asinCT B 3aBMCUMOCTM OT Ha3HayeHus, cnocoba 1 ycrioBuiA NPUMEHEHNST UCMLITYEMON NPOAYKUUN W ee NOTEH-
UManbHOlM CNOCOGHOCTM OKasaTb pasgpaxarlee AeiCTBUE Ha KOXY.

4.8 YdeT, oueHka n obpaboTka pesysibTaToB

4.8.1 Y4eT v oueHKa pe3yNnbTaToOB NEPBUYHOI annankaynuu

OueHKy pasjpaxarllero geicTBusa UCnbiTyeMon npoaykuum no oboum mMetodam NpoBOAAT Yy KaXAoro
BOJIOHTEPA MO BM3YaslbHOMY YYeTy Haluuns U MHTEHCUBHOCTU 3PUTEMATO3HOW peakunnm KOXW Ha yvacTKax
NepBUYHOM N KOHTPO/IBHOM 3NMKYTaHHbIX annavkaunin yepes 1,24 n 48 4 ¢ OLEHKON ee BblpaXeHHOCTN B 6an-
nax no wkane B COOTBETCTBUM C Tabnuuei 1.

Ta6nuuya 1— Llkana OUeHKN BbIPKEHHOCTU 3PUTEMATO3HON PEeaKLM KOXM

Bu3syasnbHbIl y4eT Hamuna 1 MHTEHCMBHOCTU 3pUTEMBI OueHka B 6annax
OTcyTCTBME 3pUTEMBI 0
Cnabas spuTema (PO30BbIii TOH) 1
YMepeHHO BblpaXeHHas apuTema (PO30BO-KpacHbIli TOH) 2
BblpaxeHHas apuTeMa (KpacHbIil TOH) 3
Pe3ko BbipaKeHHas apuTema (ApPKO-KpacHbIA TOH) 4

4.8.2 Y4yeT M oueHKa pe3ynNbTaTOB NPOBOKAaLMOHHOW annankauumn

YyeT ceHCMbunnm3npytowero 4enCcTemMsa NCNbITYEMOW NPOAYKLMM B 060MX MeTodax NPOBOAAT Y Kaxgoro
BO/IOHTEpa 4Yepes 24, 48 n 72 4 nocne 3aBepLIeHnsa NPOBOKALMOHHOW 3NUKYTaHHOW annaukaynun no Haanvmo
M UHTEHCUBHOCTU CYHBEKTUBHLIX CUMNTOMOB M 06bEKTUBHbLIX MPOABAEHNI BOCNANTENLHON peakunn KOXn Ha
yyacTKax NpOBOKALUWOHHONM (BTOPWYHON) M KOHTPOSIbHON 3NUKYTaAHHbIX annaukaunin ¢ OueHKOW WX BblPaxXeH-
HOoCTU B 6annax no wkasne B COOTBETCTBUMN C Tabnuuen 2.

Ta6nuua 2— Llkana OLEHK! CEeHCUBUIN3MPYIOLLETO AeliCTBUA UCTLITYEMOW NPOAYKLMU MPK KOHTaKTe ¢ KoXeli uyesno-
Beka

XapakTepucTuka v BblpaXeHHOCTb 06 bEKTUBHBIX KOXHbIX U CYyGbEKTUBHBIX KIMHUYECKUX
OueHka B 6annax

cnmMnTomMoB
OTCyTCTBYE BUAMMBIX U3MEHEHMI KOXW U CYyGbEKTUBHBIX CUMMNTOMOB 0
Cna6asi aputema (po30Bblii TOH) HA y4acTke BTOPWUYHO annivkaLmm 1
Cna6asi apuTeMa (PO30BbIii TOH) Ha yyacTke MEPBMYHOW annivkauum, yMEpeHHO Bbipa- 2

XeHHasi apuTeMa (PO30BO-KPACHbIA TOH) Ha yyacTke BTOPUYHOM annaukauuu, cnabéble
(NepeHOCUMbIE) OLLYLLEHMS 3yA1a, YOKEHUsl, 60MIE3HEHHOCTU Ha yYacTkax annvkaLuii

BbipakeHHas aputema (SpKO-KpacHbIii TOH), MEepPBUYHbIE SKCCYAATUBHbIE MM nponude- 3
paTuBHbIE BbIChIMAHNSA Ha y4YacTKax NMepPBMYHOW W BTOPUYHONM anmnvkauuii, BbIpaXeHHbIe
OLLYLLEHNEM 3YAa, XOKEHUS, BONIE3HEHHOCTM

4.8.3 O6paboTKa pe3yibTaToOB U OLEHKA pa3gpaxarlLlWero 4erncTBUSA Ha KOXY U CEHCUbunnuanpy-
toweii CNOCOBHOCTU UCNBITYEMOW NPOAYKLMN

Bo3MOXHOe pasgpaxarouee U CeHcubunusmpylulee AeiCcTBUE WUCMNbITYEMOW MPOAYKLUM NPU OCTPOM
BO3JENCTBUMN Ha KOXY Yes/IOBEKa OLEeHMBAT N0 UHAEKCAM pasgpaxatolero geiicTBus Ha Koxy lcut n ceHcnbu-
nuanpytouLeii cnoco6HocTu IsncnbiTyemoro o6pasya npoaykuum B 6annax, KoTopble BblYMCNAKT Mo oopmyne

lcuti's) = (("o0 - 4>1 + ("0 - U)2+ eem+ (4 - HK)M)/n. @

rie H — BbIpaXeHHOCTb y BOJIOHTEpPA CUMMTOMOB pasjpaxaloliero AeicTBus (3puTemMaTo3Holl pe-
aKLMU KOXM) UM 0B6BbEKTUBHbLIX U CY6GbEKTUBHBIX CUMMATOMOB CEHCMGUIM3UpYOLWero aei-
CTBMSI B 6anfiax COOTBETCTBEHHO HA yuyacTKax KOXW MNEepBUUYHON WA MPOBOKALMUOHHOIA
OMbITHOW W KOHTPOJ/IbHOW 3NUKYTaHHbIX annnkauuii;
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onbiTHasA annankKauusa;
KOHTpOJIbHaA annavkauus;
1,2, ..., n NopsAKOBbLIA HOMEpP BOJIOHTEPA;
N — KO/INYECTBO BOJNIOHTEPOB B rpynne.

3a pesynbTaT UCMbITAHMI pasfpaxalrowero 4encTBma UM CeHCUbunusnpylowen cnocobHOCTM uUchbl-
Tyemoli npoAykuMu NPUHMMalT cpefHee apudmMeTnyeckoe pesysbTaToB onpefesieHna pasHuLbl BblpaXeH-
HOCTU 3pUTEMATO3HON peakunnm KOXW Ha yyacTke NepBUYHOW annavKauuu uavm BbIPaXKEHHOCTN 06bEeKTUBHbIX
N Cy6bEKTUBHbIX CUMNTOMOB CEHCMOUNN3NPYIOLWLEro AelicTBNA B 6annax Ha yyacTke KOXW NPOBOKALMOHHON K
Ha COOTBETCTBYIOLLMX YHaCTKaxX KOHTPOJIbHbIX 3MUKYTaHHbIX annivkauuii ¢ yyeToM BesINYMNHbI JOBEPUTENIbHOW
rpaHuubl L npu yposHe BepoaTHocTn P = 0,99.

PacueT BenuUMHblI AOBEPUTENIbHOW rpaHuLbl CayyaliHol MOrpewHoCcTn U3MepeHMs NpPoBOAAT NO anro-
pUTMYy B COOTBETCTBUW C NpuaoxexHvem b.

Pasgpaxallwee geictesme n ceHcubmnusupywasa cnocobHOCTb Yy UCMbITYeMOro obpasua npoaykumm
NpU KOHTaKTEe C KOXel OTCyTCTBYeT (yC/I0BHOE 0603HaYeHne COOTBETCTBEHHO lcut =0 6annos u Is= 0 6annos),
ec/i1 3HayYeHne MHLEKCOB PaBHO HYJ/IO WM CyMMa COOTBETCTBYHOLLEro MHAEKCA C BE/IMYNHON AOBEPUTENBHON
rpaHuubl MeHee ogHoro 6anna {lcut(ls) + L < 1,0).

WcneiTyemblli o6pasel, npoaykuum obnagaet pasgpaxawowum geictsueMm u (Mamn) ceHcmbunumsnpyto-
e cnoco6HOCTbID ¥ NOTEHUMAIbHO asfieproonaceH (ycNoBHOe 0603HaYeHMe COOTBETCTBEHHO lcut = 1 6ann
n ls = 1 6ann), ecnn cymMmma 3Ha4YeHWs COOTBETCTBYHOLLErO MHAEKCA W BESIMYMHbI AOBEPUTE/IbHOW rpaHuubl
paBHa wnu npesbiwaeT 1,0 6ann (lcut{ls) + L > 1,0).

4.9 OTyeT 06 nccnepgoBaHun (MPOTOKO MUCAbITAHUA)

OTueT 06 MccrefoBaHUN AOMKEH COAEPXATb:

- faHHble, naeHTMUUUpYOLLne NPOaYKLNIO;

- MHthopmMauuo No UCNONb30BaHHOMY METOAY, NOArOTOBKE 06pa3L0B UCMNbITYEMOW NPOAYKUUN, 0COGEH-
HOCTAM MOCTaAHOBKM MeToda Npv BO3HWKHOBEHUMW HEraTUBHbIX MPOSIBEHWIA;

- UHAMBMAYaNbHble pe3ynbTaTbl yyeTa KOXHbIX peakunil B 3KCMOHWPYeMble NMepuoAbl Ha yyYacTkax nep-
BWYHOI, NPOBOKALMOHHON M KOHTPONbHLIX annjnkKaluii;

- onucaHue BO3MOXHbIX HETATUBHbLIX NPOSABAEHUA 1 APYTUX HENPOTHO3MPYEMbIX 3DEKTOB;

- cTaTuCcTnYeckyo 06paboTKy pe3ynbTaToB;

- 3aKn0YeHne 0 pasgpaxalwlem 4elicTBUM N CEHCMBUNM3NPYIOLWEed CNOCOBHOCTU UCMNbITYEMOW NPoayK-
LUK NPU KOHTaKTe C KOXel YesoBeka;

- naeHTuukaunio cneunannucTos, NPOBOAMBLUMX UCNbITAHWE, CPOKU NPOBEAEHUS KIUHUKO-nabopaTtop-
HbIX UCNbITAHWUNA.
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MpunoxeHve A
(o6s13aTENIBHOE)

YcnoBusa, NpUHLKNbI BUOMEAVNLNHCKOW 3TUKN 1 TpeboBaHnsa 6e30nacHOCTH
NpU KJINHUKO-/1a60paToOpPHbIX UCTMbITAHNAX NPOAYKLMM Ha BOJSIOHTEpPAX

Al O6ue ycnoBusi 1 Tpe6oBaHMs 6Ge30MacHOCT NPOBEAEHUS UCTILITAHWIA

Mpn BbINONHEHUM PabOT NEPCOHasT UCNbITaTENbHOM NabopaTopun AO/MKEH 3HATb U CTPOro cobagatb Ha paboyem
MecTe TpeboBaHus:

- NoxapHoi 6e3onacHocTn — no MOCT 12.1.004, TOCT 12.1.010, N'OCT 12.1.018;

- NpaBu oXpaHbl TpyJa v TEXHWKM 6e30nacHOCTM Npu paboTe B ucnbiTatenbHol nabopatopum — no FOCT 12.1.005,
FOCT 12.1.007, F'OCT 12.4.021;

- TEXHVKN 6e30MacHOCTW, M3MOXKEHHbIE B 3KCMyaTauMOHHbIX JOKYMEHTaxX Ha CpeAcTBa M3MepeHuii 1 06opyaoBa-
HVE, NPUMEHSIEMbIE NPU NPOBEAEHUN VCMbITAHUIA.

Mpn BbINOMHEHUW MCNbITAHUIA B TabOpaTOpPMM A0/MKHbI ObITb COONIOAEHLI C/IeayroLmMe YC0BuS:

- TemMnepaTypa Bo3ayxa npu BbINOAHEHUM U3MepeHunin oT 18 °C po 27 °C;

- atMoctpepHoe aasrieHne 84— 107 klMa (o1 630 go 800 MM pr. CT.);

- OTHOCUTENbHAsA BNAXHOCTb Bo3ayxa He 6onee 80 % npu Temnepatype 25 °C;

- HanpshkeHne nuTatoweli cetm (220 + 10) B;

- yactoTa nepemeHHoro Toka (50 £ 0,4) Iy,

MomeLlLeHVs ANa NPOBEeAEHNS UCMbITAHWIA OO/MKHbI ObITb OCHALLEHbI MPUTOYHO-BLITSHKHON BEHTUMALMENA WIN Bbl-
TSOKHbIM LUKAcd)OM, NOABOAKON ropsiueli 1 XONo4HOM BoAbl.

A.2 TpeboBaHUs1 K MepCOHaNy UcnbITaTesibHOW naboparopum

K BbINO/THEHWIO KNTMHWKO-Nab0paTOPHbIX MUCMbITAHUMA NPOAYKLMU Ha BOMOHTEPax A0MyCKaloTCsa KBannduumpoBaH-
Hble CrMeunasIMCTbl, UMEILLME BbICLLEE UK CPeLHEE crneupasibHoe MeauumHckoe (6uonornyeckoe) obpasoBaHme, 3Hato-
LMe 1 OCBOVBLUME BbIMNOSIHEHME BCEX Onepauuii, NpeaycMOTPEHHbIX METOAAaMU ONPeAeneHnsl U OLEHKN pasapakatoLLlero
OENCTBNS 1 CEHCUOMN3NPYIOLLLE CMOCOBHOCTM UCMbITYEMOW NMPOAYKLMN Ha BO/TIOHTEPAaX, 3HaloWme NoTeHUMasIbHbIA PUCK
MCMbITaHUA C BO3MOXHbLIMW HEraTMBHLIMU MPOABMEHWNSIMU W OCNIOKHEHUSIMA U BAAEOLIME NPUEMaMK U crocobamu Ux
npeaynpexaeHunsi, okasaHusi NP Heo6X0AMMOCTN HEOT/IOXHOM MeAMLMHCKOA MOMOLLN.

A.3 TpeboBaHUs1 K OT60OPY BOSIOHTEPOB

K McrbITaHWAM NprBAEKatoTCs mua He Mosoxe 18 fieT 1 He cTaplue 65 neT, J06POBOJILHO M3bABMBLUME corlacue
y4yacTBOBATb B HWX, HA OCHOBE ABYXCTOPOHHEro NMcbMeHHOoro cornawenus ([1]).

MpeaBapuTeNbHO KaHAUAAT B BOIOHTEPbI AO/MKEH ObITb NPOMHOPMUPOBAH NEPCOHA/IOM UCTbITaTeNbHOl nabopa-
TOpPUK O Uendax, MetTogax, yC/1I0BUAX U nopsaake nposeaeHus, oXxXnaaemMbixX pesynbtartax, NoTeHUMa/ibHOM NMPOrHo3npyemom
N HEMPOrHO3MPYEMOM PUCKE WCMbITaHWs, Hey[06CTBax, KOTOpble MOrYT 6biTb C HM CBA3aHbl, O NpaBax BOMIOHTEPa BO3-
[epXaTbCsl OT UCMbITaHUSA TOW WM MHON NPOAYKLMN WK aHHY/IMPOBAaTL CBOE COr/lacue Ha yyYacTue B UCTbITaHUsX, Ha 3a-
LLMTY OT BPEAHOTO BO3AENCTBUS, HA BCE BO3MOXHbIE Mepbl NMPEAOCTOPOXHOCTU 1 OKasaHne HeobXO0AMMON MeANLMHCKON
MOMOLLY, YTO JO/HKHO ObITb OTPaXKEHO B MHCDOPMUPOBAHHOM COF/IALLIEHUN C BOSIOHTEPOM.

K ncnbiTaHnsaM B KayecTBe BOJIOHTEPOB He AOMyCKakTCs vua, VMerLWwye cnegyowme npoTuMBonokasaHusi no co-
CTOSIHWIO 3[10POBbsI (MO AaHHLIM MEANLMHCKOW AOKYMEHTaLMU, OCMOTPa BpaYa):

- ntobble Ho3onornyeckme opMbl 3a6oneBaHnii B OCTPOW hopme M XpoHUYeckme 3a6o/1eBaHna B cTaammn o6ocTpe-
HUA, a TakKe B Nepuog, PEKOHBAIECLEHLINN;

- Ntobble XPOHUYECKMe 3a60/1EBAHUS KOXW;

- XpPOHMYECKME 3aB60NEBAHUS NEYEHN;

- XpoHUYeckne 3aboneBaHnsa cepaeyHO-COCYAUCTON CUCTEMbI M BPOHXO/IErOYHONO annaparta C BblPaXXeHHON Hedo-
CTaTOYHOCTbIO OYHKLMN;

- opraHuyeckue 3ab0neBaHUsl LEHTPAIbHOW HEPBHOW CUCTEMbI CO CTOMKVMMIW BbIPaXKEHHLIMU HapyLUEHUSIMUA (DYHK-
UMK, NCUXMYecKne 3abonesaHus;

- No6ble ayTOMMMYHHbIE U annepruyeckve 3abonesaHvs (B TOM yuc/e B aHamHese);

- HENEepeHOCMOCTb KOHKPETHbIX HAaUMEHOBaHWin CpeacTB 1 Npenapartos;

- 6epeMeHHbIE 1 KOPMSILLME XKEHLLMHDI.

BosioHTEpbI 06513aHbl CTPOrO BbINOHATL YCN0BWSI UHCPOPMMPOBAHHOIO COTMALLEHNA U MHCTPYKLMW NepcoHasa.

A.4 TpeboBaHuVs K ycrioBusM 6€30nMacHOro npoBeAeHnst UCMbITaHWiA

OTBETCTBEHHOE 3a K/IMHUKO-1ab0paTopHbIe UCMbITaHUS INLO LOHKHO NPOMHOPMMPOBaTL BOSIOHTEPOB O BO3MOX-
HOM MOTEHLMANbHOM PUCKE MCMbITaHWIA, MPOUHCTPYKTMPOBATL O NOpsAKe U COBGMIOAEHNN YCNOBUIA BbINOMIHEHWST UCMbITa-
HUIA, Mepax NPefoCTOPOXHOCTY U NOBEAEHUM NPY BO3MOXHOM BO3HWUKHOBEHUW HETaTMBHbBIX NMPOSBEHUIA.
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MoaroTtoBka 1 NpoBeAeHWe UCNbITaHUA NPOAYKUMKU Ha pasgpaxatollee AeliCTBUEe U CEHCMBUIN3UPYIOLLYIO CMoCo6-
HOCTb [0/DKHbI BbINO/IHATLCS B CTPOrOM COOTBETCTBUM C MeTodamu UX NPOBeAeHS.

Mpv npoBefeHNN ucnbITaHUii cregyeT cobnioaaTe onpefesnieHHble Mepbl NPefoCTOPOXHOCTH, B TOM YuC/1e UCMbI-
TaHUs HeEMe/IeHHO NpekpallaloT Npyv BO3HUKHOBEHWUW Y BOJIOHTEPA HA 3MNVKyTaHHbIE anmvkauum HeraTvBHbIX CyObek-
TUBHbIX KIIMHUYECKNX (3yA, X¥OKeHNe, B60Me3HEeHHOCTb, OTEYHOCTb, C/ie30TeveHne U T. M.) WM o6 bEKTUBHBLIX CUMMTOMOB
BOCMa/IEHNS KOXMW (3pUTEMATO3HAA peakuys, NepBuYHbIe 3KCCyAaTVBHbIE UN NPONUdiepaTvBHbIE BbICbiNaHWs), OCTaTKu
UCMbITYEMOIN NPOAYKLMM C YHaCTKOB 3NMKYTaHHbIX anninkauuini Totyac yaansioT nyTem CMbiBa Nog NpOTOYHOW Tensoi
BOJOV C TyasfieTHbIM MbI/IOM WM TaMMOHOM CMOYEHHbIM PacTBOPOM C 06bEMHON fonel aTunosoro cnnpta 20 %.

Mpy BO3HMKHOBEHWW Y BOSIOHTEPA HEraTuBHbIX NOCNEeACTBUI MUCMbITaHWS NepcoHas WUCMbITaTeNbHOl nabopaTopun
[JO/MKEH OKa3aTb €My HEOT/IOKHYI0 MEAULIMHCKYHO MOMOLLIb:

- B C/ly4yae NPOSIB/IEHNS Ha y4acTKax 3MMKYTaHHbIX anmnvkaunii BbIPaKEHHbIX CyObEKTUBHBIX (BbIPaXKEHHbIE OLLy-
LeHus 3yaa, XokeHus, 60M1e3HEHHOCTN) N 06 BEKTUBHBIX K/IMHUYECKMX CUMMTOMOB (BbIpaXXeHHAs ApKO-KpacHas apuTema,
OTeK, MepBUYHbIE IKCCYAATMBHbIE WM NPOSMepaTMBHbIE BbIChINaHUNA) cnedyeT Nocie CHATUA anmukauunm 1 yaaneHns
OCTaTKOB MCMbITYEMOI NPOAYKUMN HA3HAUYMTb MECTHOE NpYMeHeHne Maseli (KpeMoB), CoAePXaLLmX rHKOPTUKOCTeEpouapbI
(chbTopoKOpT, CrHanNap, NIOPUHAEH U T. N.);

- MPU BO3HVKHOBEHUW BbIPAXEHHBIX 06 bEKTUBHBIX K/TMHUYECKMX CUMNTOMOB BOCNa/IEHNS KOXV, BbIXOAALLMX 3a rpa-
HULIbl YYaCTKOB 3MNMKyTaHHbIX anmjvkauuii, cnegyet HasHauMTb MOCTpPajaslleMy BOJSIOHTEPY BHYTPb aHTUIMCTAMUHHbIE
npenapartbl (heHKapos, Wan CynpacTvH, WK KNapuTuH U T. N.);

- B C/lydae Heo6XoaMMOCTV (BO3HUKHOBEHME KpanuBHWLI, OTeka KBUHKE W OPYr1X asineprmyeckux OCNOXHEHWIA)
nocTpajasLLUEro BO/IOHTEPa HEOOXOAMMO COMPOBOAUTL (HanpasuTb) B /le4ebHO-NPOdUIaKTUYECKOE YUpeXaeHNE;

- B CNly4yae BO3HWKHOBEHUSI OOLLMX CUMMTOMOB aHahu1akTUYeCKoro woka (kasobbl Ha 4yBCTBO Xapa, cnabocTb, ro-
NIOBOKPY)XXEHMWEe, TOLLHOTY, TSHXeCTb 1 6011 B rofiose, 3a rpyavyHoOi, B XXMBOTE, 3aTPyAHEHHOe AbixaHne, 61edHOCTb, LUMaHo3
ry6, 3aTOPMOXEHHOCTb, XO/IOAHbIA MOT, OAbILLIKA, MOTEPS CO3HAHWA W T. N.) cnegyeT HemMeA/IeHHO Bbi3BaTb CKOPYKO mMeau-
LMHCKYO MOMOLLb, YNOXUTb NOCTPaAaBLLErO HA TBEPAYIO NOBEPXHOCTb HA CMIMHY, MPUNOAHATL HOMU, NMOMECTUTb X004, Ha
MECTO HaHeCeHMWs1 UCMbITYeMOl NPOAYKUWW; BBECTU BHYTPUMbILLIEYHO B HECKO/IbLKO TOYeK (B TOM YuMC/ie MO BO3MOXHOCTU
Bbile mMecTa annnukaumm) no 0,2 cm3 0,1 %-Horo agpeHanvHa (0bwas fosa go 1cm3), a Takke BHYTPUMbILLEYHO 2 cM3
2 %-Horo cynpactuHa wam 2 cm3 0,1 %-Horo avmegpona.

[nsa okasaHWA HEeOTNOXHON MeAMLIMHCKON NOMOLLM MCMbITaTeslbHas nabopaTopusa Ao/kHa UMETb anTeuky, YKOM-
N/IEKTOBAHHYIO B [JOCTATOYHOM KOJIMYECTBE JIEKAPCTBEHHBIMU NpenapaTtaMi (aHTUrMCTaMUHHbIE, KOPTUKOCTEPOUAHbIE U T. M.)
C co6N0AEHNEM YC/TOBUIN 11 CPOKOB MX XPaHEHUSI.

A.5 OTBETCTBEHHOCTb 3a 6€30MacHOCTb UCNbITaHW

OTBETCTBEHHOCTb 3a COOMAEHNE YCNOBUIA M TpeboBaHUii 6e30MacHOro NpoBeAeHNs WCMNbITaHWin NPoayKumMn C
npuBneYeHeM BOJIOHTEPOB BO3/araeTcsl Ha OTBETCTBEHHOrO UCMOMHUTENS K/TMHWKO-NabopaTopHbIX nccnefoBaHnii. Kok-
TPOJb 3a BbINO/IHEHMEM TPeb0oBaHMA HACTOALLEro CTaHAapTa OCyLWeCcTBASET PYKOBOAMTENb UCTbITaTe/IbHON nabopaTtopum

(ueHTpa).
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MpunoxeHve b
(o6s13aTENIBHOE)

ANropuTM pacuyeTta BesIMUMHbI JOBEPUTENBHON rpaHuLbl CAyYaiiHOW NOrpewHoCcTn N3MepeHns

B.1 BennuuHy 4oBepuTenibHON rpaHmupl L cnyvaitHoli NorpewwHoCcT N3MepeHunst paccumTbIBatoT no opmyse

L=t-S-, (B.1)
raet —  koadpchuumeHT CTbiofEeHTa, KOTOPbIA B 3aBNCMMOCTM OT AOBEPUTENbHOW BeposATHOCTU P 1 uicna pesynbTa-
TOB Hab/H0AEHMWIA N (KOJIMYECTBO BOJIOHTEPOB) HaxoAsaT no Tabnvue B.1 (npunoxexue B);
S- — cpegHsa owwnbka cpegHein apndmMeTnyYeckoi, paccunTbiBatoT No hopmyne

(6.2)

rie 0 — cpegHee KBagpaTW4HOE OTK/IOHEHWE PEe3y/bTaToB N3MepeHus;

M — 4MCNO pesynbTatoB HabMOAEHWIA.
B.2 CpegHee kBafpaTvyHoe OTK/IOHEHME pe3y/bTaToB M3MEPEHWS OLEHUBAKOT No hopmyse
a=Wun,

Vv on- 1 (B.3)
roe X(*y - X)2 — cymma KBagpaToB OTK/IOHEHWI OTAENbHbIX 3HAYEHWI Pe3yNbTaTtoB U3MEPEHUs X- OT cpefHein apudd-

METUYECKON X.
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MpunoxeHve B
(cnpaBoyHoe)

3HaueHuAa KoapdurymneHTa fona cnyyanHom BennUnHbl BbIOOPKMU,
nMmer el pacnpegeneHue CtblogeHTa c N - 1 cteneHsamMu cBo6obl

Tabnuya Bl

CrerneHb cBo60b! JoBepuTesibHan BEpOSTHOCTbL
n-1 P =0,95 P =0,99 P =0,999
3 3,18 5,84 12,94
4 2,78 4,60 8,61
5 2,57 4,03 6,86
6 2,45 371 5,96
7 2,37 3,50 541
8 231 3,36 5,04
9 2,26 3,25 4,78
10 2,23 3,17 4,59
n 2,20 31 4,44
1 2,18 3,06 4,32
13 2,16 3,01 4,22
14 2,15 2,98 4,14
15 2,13 2,95 4,07
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MN3meHeHne Ne 1 TOCT 33483—2015 Mpoaykumna nap@romMmepHo-KocMmeTnyeckasa. Metoabl onpeaeneHuns
M OUEHKN KNMHWUKO-NnabopaTopHbIX NoKasaTenei 6e3onacHoOCTH

MpUHATO MexXrocygapCcTBeHHbIM COBETOM MO CcTaHgapTu3auuu, MeTposiormm u ceptudurkanmmn
(npotokon Ne 177-M ot 30.09.2024)

3apeructpupoBaHo bBopo no ctaHgaptam MIC Ne 17615

3a NpUHATME U3MEHEHWUsI MPOrosIocoBasiM HaluMOHaslbHble OpraHbl MO cTaHAapTu3auum cresyroLwmnx
rocygapctB: AZ, AM, BY, KZ, KG, RU, MD, TJ, UZ, UA [kogbl anbga-2 no MK (MCO 3166) 004]

[JaTy BBegeHund B,quICTBI/Ie HacTodWwero nsmMmeHeHmnd yctaHaB/imBalOT yKa3aHHble HaulMOHa/IbHbIE
opraHbl No cTaHgapTulaynun*

Mpeauncnosue. MNyHKT 2. 3aMeHUTb cnoBa: «loccTaHgapta Pecny6nnkn Benapycb» Ha «locygapCTBeH-
HOro KOMMTeTa Mo cTaHgapTulauum Pecnybnvkn Benapycb».

Pasgen 2 n3noxuTb B HOBOI pejakuun:

«2 HopmaTuBHbIE CCbINKU

B HacTofAwWweM cTaHfapTe UCMNOMb30BaHbl HOPMAaTUBHbIE CCbIIKU Ha cnefylowmne MexrocyapCTBeHHble
cTaHgapThl:

FOCT 8.135 lNocygapcTBeHHas cuctema obecnevyeHms eguHcTBa namepeHnin. CtaHgapT-TUTPbI gAsa npu-
rotToBneHns 6ydepHbix pacTBOpoB — paboymx atanoHoB pH 2-ro u 3-ro paspapos. TexHUYeckue n MeTpono-
rmyeckme xapakrepuctuku. Metofbl nx onpegeneHus

FOCT 12.1.004 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. MoxapHasa 6e3onacHocTb. Obuwme Tpebo-
BaHUA

FOCT 12.1.005 Cuctema cTtaHgapToB 6e3onacHocTu Tpyga. O6uwme caHuTapHO-TurmneHnyeckne Tpebo-
BaHWs K BO3AyXy paboueii 30HbI

FOCT 12.1.007 Cuctema cTaHfapToB 6e3onacHocTu Tpyaa. BpepgHble BewecTtBa. Knaccudmkaumsa m
o6ume TpeboBaHMA 6e30MacHOCTK

FOCT 12.1.010 Cuctema cTtaHfgaptoB 6e3onacHocT Tpyaa. B3apbiBo6esonacHocTb. O6wme TpeboBaHus

FOCT 12.1.018 Cuctema cTaHfapToB 6e3onacHocTu Tpyaa. MoxapoB3pbiBO6€30NacHOCTb CTAaTUYECKO-
ro anektpuyectsa. O6wme TpeboBaHnA

FOCT 12.4.021 Cuctema cTaHfapToB 6e3onacHocTu Tpyga. CuctemMbl BEHTUNALMOHHbIE. Oblwmne Tpe-
60BaHunA

FOCT OIML R 76-1 FocypapcTBeHHasa cuctema obecneyeHnss equMHcTBa M3MepeHuin. Becbl HeaBTOMaTU-
yeckoro geicteua. Yactb 1. MeTponormyeckme n TexHuyeckme tpebosaHus. VcnbitaHus

FOCT 427 JInHelikn namepuTenibHble MeTanandeckne. TeXHUYECKne ycnoBus

FOCT 4919.2 PeaktuBbl 1 0c060 yucTble BelwecTBa. MeToAbl NPUroToBieHns G6yepHbIX pacTBOPOB

FOCT 5556 BaTta meguumHckasa rurpockonuyeckas. TexHn4yeckne ycnoBus

FOCT 67091) Boga guctunaupoBaHHasa. TexHuyeckme ycriosus

FOCT 9147 Mocyna v obopypoBaHne nabopaTopHble papdopoBbie. TexHMYecKkne ycnosus

FOCT 9412 Mapnsa meguumHckas. Obuwme TexHn4Yeckue ycnoBsus

FOCT 10354 lNneHka nonuaTtuneHosas. TexHUYecKue ycnosus

FOCT 12026 bymara ounbTpoBanbHasa nabopatopHas. TexHUYeckue ycroBus

FOCT 183002) CnnpT 3TWU0BbIN peKTUHUKOBAHHbLIA TEXHUYECKUA. TexXHnYeckne ycnoBus

FOCT 21239 WNHCTpYMEHTbl xupypruyeckne. HoxHuubl. Obume TexHuyeckne TpeboBaHUS U MeTOAbl
ncnbiTaHnin3®

FOCT 21241 MuHueTbl MeaguunHckne. O6LME TeEXHMYECKNe TpeboBaHNA U MeToAbl UCMbITaHUN

1) B Poccuiickoin ®epepaumn aelicteyeT FOCT P 58144—2018 «Boga AMCTUAAMPOBaHHasA. TEXHUYECKME YCMOBUSI».

2) B Poccuiickoin ®epepauun geiicteyet FTOCT P 55878—2013 «CnuvpT 3TU0BbIA TEXHUYECKWIA TMAPOU3HBIA pek-
TUCOMKOBAHHBIA. TEXHUYECKUE YC/IOBUS».

3) B Poccuiickoii depepaunn gelicteyet FOCT 21239—93 «/HCTPYMEHTbI Xupypruyeckme. HoxHuupel. Obwpe Tpe-
60BaHNs 1 METOAbI UCMbITaHWI».

[ata BBeaeHus B feiicTBrne Ha Tepputopumn Poccuiickoii ®epepaummn — 2026—01—01.



(MpopomkeHne NameHeHns Ne 1k FTOCT 33483—2015)

FOCT 25336 lNocyga n obopynoBaHue fiabopaTopHble CTeKNsHHble. TWUMbl, OCHOBHble NapamMeTpbl U
pa3mMepsbl

FOCT 28311 [Jo3atopbl MeguuuHCKue nabopaTtopHble. O6WMe TexHUYeckne TpeboBaHMA U MeTOoAbl
ncnblTaHnii

FOCT 28498 TepmomeTpbl XWAKOCTHble CTekNsHHble. O6wme TexHuvyeckne TpeboBaHUA. MeTonabl
ncnblTaHui

FOCT 29188.2 lNpoaykuma napgoMmepHo-kocMeTnyeckasa. MeTos onpegeneHns BoAOPOAHOroO nokasa-
Tensa pH

FOCT 29227-91 (MCO 835-1-81) lMocypa nabopaTtopHasa cTeknsaHHasA. MuneTkn rpajyvpoBaHHbIe.
YacTtb 1. Obuwune TpeboBaHus

FOCT 31696 Mpoaykuma kocmeTuveckas rurneHnyeckas mowuias. Ob6ume TexHuyeckne ycnoBus

MpumeyaHune — [lpu NOMb30BaHMN HACTOSLLMM CTaHAAPTOM LLeN1ecoobpasHo MPOBEPUTL AENCTBME CCbIIOY-
HbIX CTaHAAPTOB M KiaccumMKaTopoB Ha OOULMA/IbHOM WHTEPHET-caiiTe MeXrocy4apCTBEHHOro coBeTa Mo CTaHAapTu-
3auumn, MeTposiorn 1 cepTudomkaummn (www.easc.by) wim no ykasarensiM HauMOHasIbHbIX CTaH4APTOB, U3faBaeMbIiM B
rocyfapcrBax, ykasaHHbIX B NPeAVCNIOBUN, WK HA OdMLMa/IbHBIX caliTax COOTBETCTBYHOLMX HALMOHasIbHbIX OPraHoB Mo
CTanfapTuzaummn. Ecim Ha AOKYMEHT JaHa HefaTupoBaHHas CCblika, TO c/iedyeT UCMOo/b30BaTb AOKYMEHT, Ae/ACTBYOLLMIA
Ha TEKYLLUMIA MOMEHT, C YYETOM BCEX BHECEHHbIX B HEFO W3MEHEHWA. ECnv 3aMEHEH CCbINMOYHLIA JOKYMEHT, Ha KOTOPLINA
[JaHa JaTupoBaHHasi CCblka, TO CrefyeT MCNo/b30BaTb YKasaHHYH BEpCUI0 3TOro JOKyMeHTa. Ecnv nocne npuHATUA
HaCTOSILLEro CTaHAapTa B CCbIIOYHbIA AOKYMEHT, Ha KOTOPLIA AaHa JaTMpoBaHHas CCblfka, BHECEHO U3MeHeHWe, 3aTpa-
rMBatoLLee NosIoKeHNe, Ha KOTOpPOe JaHa CCbIka, TO 3TO MOSI0KEHME NpUMeHsieTcs 6e3 yueTa faHHOro nameHeHus. Ecim
CCbI/TOYHbIN AOKYMEHT OTMEHEH 6e3 3aMeHbl, TO NOJIOXEHNE, B KOTOPOM JaHa CCbI/Ika Ha Hero, NPUMEHSIETCS B YacTu, He
3aTparmBatoLLei 3Ty CCbINKy».

Mogpasgen 4.1 N3N0XUTb B HOBOWN pepakuuu:

«4.1 O6uime NnoJsiIoXeHus

[Ans npoaykuun, 0oCO6GEHHOCTLIO KOTOPOW ABASAETCA MHOMOKpaTHbIA M (MAKN) AANTENbHbIA KOHTAKT C KOXel
n (Mnun) cnnsncTeiMn 060/104KaAMKN YenoBeka, C Lenbio obecnevyeHna 6es3onacHocT ANnA notpebutens npeg-
ycMaTpuBalT NpPAMYI0 O4HOBPEMEHHYI0 OLEHKY pucKa pasgpaxatolwero u ceHcMbunmsnpylowero geicreuns
Ha YyenoBeka NyTeM MNPOBEAEHUS UCMbITAHUA METOAOM 3aKpbITOMW 3NUKYTAHHOW «IOCKYTHOW» (KOMMPECCHOW)
nNpo6bl UM METOAOM OTKPbITOW 3MUKYTAHHOW «KanenbHOol» Npo6bl Ha BOSIOHTEpPAX.».

MyHKT 4.2.3. MepBoe nepeyncreHne n3ioXK1UTb B HOBOW peakuuu:

«- Bbl3blBalOLen pasgpaxarwliee feicTBme nNpyu onpefeneHnn U oueHke TOKCMKONOIrMYecknx nokasare-
nem;».

MopnyHkT 4.3.2.2. WcknounTb cnoBa: «MOSy4YeHHas npu uccrefoBaHusax in vitro u in vivo (Ha nabopa-
TOPHbBIX XNBOTHBIX)».

MyHKT 4.5.2. 1BeHaguatblil ab3al,. 3amMeHnUTb ccbiky: «FTOCT 29227» Ha «TOCT 29227-91»; aBaguaTtb
BTOpOW a63al,. McknounTb ccbiaky [2].

MyHKT 4.8.2. MepBblii ab3al, U310XWUTb B HOBOW peakuunu:

«Y4yeT ceHCnbunnsnpyloLwero 4eiicTBua UCNbITYEMOI NPOAYKLUM B 060X MeToAax NPOBOAAT Y KaxAoro
BOJIOHTepa vepe3 1, 24 n 48 4 nocse 3aBeplieHUA NPOBOKALMOHHOW (BTOPMYHOWN) 3NWKyTaHHOM annauka-
UMM NO HANMUYNIKO U UHTEHCUBHOCTU CYOBEKTUBHbLIX CUMNTOMOB U 06 bEKTUBHBLIX NPOAB/IEHNA BOCNaNUTENbHON
peakuun KOXu Ha yyacTkax NpOBOKaLWOHHON (BTOPUYHOW) M KOHTPOJSIbHOW 3NMKYTaHHbIX annivkauuin ¢ oueH-
KON MX BblpaXXEHHOCTW B 6annax no wkasae B COOTBETCTBUW C Tabnuuen 2.».

Buénunorpaduna. Mickniountb ccbinky [2].

(NYC Ne 3 2026 1)
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MKC 71.100.70

MN3meHeHne Ne 1 TOCT 33483—2015 Mpoaykumna nap@romMmepHo-KocMmeTnyeckasa. Metoabl onpeaeneHuns
M OUEHKN KNMHWUKO-NnabopaTopHbIX NoKasaTenei 6e3onacHoOCTH

MpUHATO MexXrocygapCcTBeHHbIM COBETOM MO CcTaHgapTu3auuu, MeTposiormm u ceptudurkanmmn
(npotokon Ne 177-M ot 30.09.2024)

3apeructpupoBaHo bBopo no ctaHgaptam MIC Ne 17615

3a NpUHATME U3MEHEHWUsI MPOrosIocoBasiM HaluMOHaslbHble OpraHbl MO cTaHAapTu3auum cresyroLwmnx
rocygapctB: AZ, AM, BY, KZ, KG, RU, MD, TJ, UZ, UA [kogbl anbga-2 no MK (MCO 3166) 004]

[JaTy BBegeHund B,quICTBI/Ie HacTodWwero nsmMmeHeHmnd yctaHaB/imBalOT yKa3aHHble HaulMOHa/IbHbIE
opraHbl No cTaHgapTulaynun*
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HOro KOMMTeTa Mo cTaHgapTulauum Pecnybnvkn Benapycb».

Pasgen 2 n3noxuTb B HOBOI pejakuun:

«2 HopmaTuBHbIE CCbINKU
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cTaHgapThl:
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FOCT 12.1.004 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. MoxapHasa 6e3onacHocTb. Obuwme Tpebo-
BaHUA

FOCT 12.1.005 Cuctema cTtaHgapToB 6e3onacHocTu Tpyga. O6uwme caHuTapHO-TurmneHnyeckne Tpebo-
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FOCT 12.1.007 Cuctema cTaHfapToB 6e3onacHocTu Tpyaa. BpepgHble BewecTtBa. Knaccudmkaumsa m
o6ume TpeboBaHMA 6e30MacHOCTK

FOCT 12.1.010 Cuctema cTtaHfgaptoB 6e3onacHocT Tpyaa. B3apbiBo6esonacHocTb. O6wme TpeboBaHus

FOCT 12.1.018 Cuctema cTaHfapToB 6e3onacHocTu Tpyaa. MoxapoB3pbiBO6€30NacHOCTb CTAaTUYECKO-
ro anektpuyectsa. O6wme TpeboBaHnA

FOCT 12.4.021 Cuctema cTaHfapToB 6e3onacHocTu Tpyga. CuctemMbl BEHTUNALMOHHbIE. Oblwmne Tpe-
60BaHunA
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yeckoro geicteua. Yactb 1. MeTponormyeckme n TexHuyeckme tpebosaHus. VcnbitaHus
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FOCT 21239 WNHCTpYMEHTbl xupypruyeckne. HoxHuubl. Obume TexHuyeckne TpeboBaHUS U MeTOAbl
ncnbiTaHnin3®

FOCT 21241 MuHueTbl MeaguunHckne. O6LME TeEXHMYECKNe TpeboBaHNA U MeToAbl UCMbITaHUN

1) B Poccuiickoin ®epepaumn aelicteyeT FOCT P 58144—2018 «Boga AMCTUAAMPOBaHHasA. TEXHUYECKME YCMOBUSI».

2) B Poccuiickoin ®epepauun geiicteyet FTOCT P 55878—2013 «CnuvpT 3TU0BbIA TEXHUYECKWIA TMAPOU3HBIA pek-
TUCOMKOBAHHBIA. TEXHUYECKUE YC/IOBUS».

3) B Poccuiickoii depepaunn gelicteyet FOCT 21239—93 «/HCTPYMEHTbI Xupypruyeckme. HoxHuupel. Obwpe Tpe-
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