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MpeaucnoBue

1 PASPABOTAH AkuuoHepHbiM 0buiectBoM «CkuHkea» (AO «CkuHkeay), O6LIECTBOM C OrpaHUYEH-
HOW OTBETCTBEHHOCTLIO «[36-LLToko» (OO0 «[196-LLiToKO»), O6LIECTBOM C OFPaHUYEHHON OTBETCTBEHHOCTbLIO
«ApMakoH» (OO0 «ApMakoH»), OBLLUECTBOM C OrpaHUYEHHON OTBETCTBEHHOCTLIO (OO0 «Jlaboparopus 6eso-
NacHOCTU»)

2 BHECEH TexHuueckum komuTeToMm no craHaaptusaumm TK 320 «Cpeactea uHAMBMAYanbHOW 3a-
LUMTBI»

3 YTBEPX/EH /1 BBEJEH B JENCTBWE Mpukasom defepansHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio U MeTpororumn ot 3 okTadps 2018 r. Ne 695-ct

4 BBEJJEH BINEPBbIE

lMpasuna npumeHeHus1 HacMosAWe20 cmaHdapma ycmaHoeneHb! 8 cmambe 26 @edepanbHo20 3aKoHa
om 29 uioHsa 2015 2. Ne 162-®3 «O cmandapmu3sayuu e Poccutickoli ®edepayuuy. Nngpopmayus 06 us-
MEHEHUSsIX K HacmosiuieMmy cmandapmy nybnukyemcs e exe200HoM (no cocmosHuio Ha 1 ssHeapsi mekyueao
200a) uHhopMayUoOHHOM yKa3amene «HayuoHanbHbie cmaH0apmbl», a ohulYuaIIbHbIL MeKcm U3MeHeHUl
U rornpaeoK — 8 E€XEeMEeCSYHOM UHMOPMAaUUOHHOM yKasamene «HayuoHanbHbie cmaHOapmbl». B cniydae
nepecmompa (3aMeHbl) unu ommMeHbl Hacmoswe2o cmaHGapma coomeememeyroujee yeedomieHue bydem
onybrnukoeaHo 6 bnuxalilueM 6bilyCKe eXeMeCA4YHO020 UHOPMaUUOHHO20 ykasamerns «HayuonarbHble
cmaHOapmbly. Coomeemcemeyrowas uHgpopmayus, yeedoMeHue U mekembl pasmMewyalomcecs makxe 6 UH-
¢popmayuoHHoOU cucmeme obuyeeo ob30saHus — Ha ochuyuaribHom calime ®edeparnbH0O20 azeHmemea ro
MEeXHUYECKOMY peaynupoeaHuro u mMemposioauu e cemu UlHmepHem (www.gost.ru)

© CranpapruHdopm, opopmnenue, 2018

Hacrosimin craHaapT He MOXET BObiTb MOMHOCTHIO MU YAaCTUYHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NPOCTPaHEH B KayecTBe ohuLManbHoro usganus 6es paspeluenus degepanbHOro areHTCTBa No TEXHUYECKO-
My PerynmpoBaHuIO 1 METPOIOTMN
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HAUVWOHANBbHBIA CTAHOAPT POCCUNCKOWN OERJEPALUMN

Cuctema ctaHgapToB 6e3onacHoOCTH Tpyaa
CPEOCTBA VIH,D,I/IBI/I,D,YAHI:HOVI SALLNTBI AEPMATONOIMNMYECKUE

O6uune TeXxHUYECKUE YCIOBUA

Occupational safety standards system. Dermatological personal protective products.
General specifications

Dara BBeaeHua — 2019—07—01

1 O6bnactb NpuMeHeHus

Hacroawmi ctaHgapt pacnpocTpaHaeTcsi Ha AepMaTonornyeckne cpeacTea MHAMBMAYaNbHON 3aLUnTbI
(nanee — [CU3) n ycTaHaBnuBaeT obLume TexHuyeckue TpeboBaHusi, METOAbI UCTIbITAHUIA, TpeboBaHua 6e3-
OMAacHOCTK, a Takke TPeOOBAHUA K NPaBUam NPUEMKU N MapPKUPOBKE.

TpeboBaHUA HaCTOALLErO CTaHAapTa He pacnpocTpaHsoTcs Ha JCA3 3awuTHOro Tuna ot BO3AeincTeus
BbICOKWUX TEMMEepaTyp.

TpebosaHusa k 6esonacHoctn ACA3, opraHonenTuyecknm, pusnko-xuMmIeCcKUM nokasarensam, a Takke
nokasarensam HanpaeneHHOW 9M(EKTUBHOCTU M3NOXeEHbI B 4.2.5—4.2.10 HacTOsLLEro ctaHaapTra.

2 HopmaTUBHbIe CCbINTKU

B HacTosiLeM CTaHgapTe UCMONb30BaHbl HOPMATUBHBLIE CCbIMKU HA CreayloLue CTaHaapThl:

FOCT 8.579 lNocynapcTBeHHas cucrema obecneyeHns eAMHCTBa uamepeHuin. TpeboBaHuUs K KONMYECTBY
chacoBaHHbIX TOBApOB B ynakoBkax moboro Buaa npu ux npou3BoacTBe, pacdacoBke, Npoaaxe u uUMnopre

FOCT 12.1.004 Cucrema craHaaptoB beszonacHoctu Tpyaa. MoxapHas 6esonacHocTb. Obwme Tpebo-
BaHuSA

FOCT 12.1.007 Cucrtema cranHgaproB 6e3onacHocTu Tpyaa. BpeaHble Bewecrsa. Knaccudmkauma n
o6ume TpeboBaHnA 6e30NacHOCTH

FOCT 12.1.010 Cucrema craHaaptoB 6esonacHocTi Tpyaa. BapbiBob6esonacHocTb. O6wme TpeboBaHus

FOCT 12.1.018 Cucrema crangaproB 6esonacHocTu Tpyaa. [MoxapoB3pbiB06€30nacHOCTb CTaTUYECKO-
ro anekTpuyecrea. O6wme TpebosaHus

FOCT 12.1.044 (MCO 4589—84) Cucrema craHgapTos 6esonacHocTu Tpyaa. NoxapoB3pbiBOONACHOCTb
BeLLEeCTB M Mmarepuanos. HomeHknatypa nokasarenein U METOAbl X onpeaeneHus

FOCT 12.4.021 Cucrema craHgapToB 6e3onacHocTu Tpyaa. CucteMbl BEHTUNSILMOHHbIE. Obuue Tpe-
6oBaHus

FOCT 19433 py3bl onacHble. Knaccudukauus 1 Mmapkuposka

FOCT 22567.1 Cpeacrea Molowme cuHTeTMyeckue. Metog onpeaeneHus neHoobpasyiolleli cnocoo-
HOCTU

FOCT 26878 LLlamnyHu ans yxoaa 3a Bonocamv W Ans BaHH. Metoa onpeaeneHus coaepxaHusa Xnopu-
0B

[OCT 27429 N3pgenua napdOMepPHO-KOCMETUYECKNE Xunakue. Ynakoska, MapkupoBska, TPaHCcrnopTupo-
BaHUe n xpaHeHue

N3paHue ocdounumanbHoe
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FOCT 28303 Uspenusa napgiomepHO-KOCMeTUYECKUE. YNakoBKa, MapKUpOBKA, TPAHCMOPTUPOBAHUE U
XpaHeHue

FOCT 29188.0 Mpoaykuusi napdroMepHo-kocmeTuyeckas. Mpasuna npuemkn, ot6op Npob, metoabl op-
raHoONEeNTUYECKNX UCTIbITAHN

FOCT 29188.1 Uspenusa kocmeTuyeckne. Metoa onpeaeneHnsa Temnepatypbl kKannenageHusi

FOCT 29188.2 MNpoaykumsa napdiomepHo-kocMmeTnyeckas. Meroa onpeaeneHus BOAOPOAHONO NMoKasa-
Tensa pH

FOCT 29188.3 Uspenusa kocmetuyeckne. Metoabl onpeaeneHusa cTabunbHOCTU SMyIbCUK

FOCT 29188.4 N3penus kocmeTudeckue. Metoa onpeaeneHus Boabl U NETYYMX BELLECTB UMM CyXOro
BellecTsa

FOCT 29188.6 Uspenua napdiomepHo-kocMeTuyeckne. Masoxpomarorpachuyeckun MeToa onpeaene-
HWUA 3TUNOBOrO cnupTa

FOCT 31676 lMpoaykumsa napdioMepHo-kocmeTudeckan. Konopumerpudeckue MeToabl onpeaeneHus
MaCCOBLIX AONEN PTYTH, CBUHLIA, MbILLbSIKA, KAAMUS

FOCT 31677 MNpoaykuusa napdhoMepHO-KOCMETUYECKASA B a3P030MbHON ynakoBke. O0LLImME TEXHUYECKne
yCcnosus

FOCT 32478 Toeapbl 6bITOBON XxuMun. ObLWwMe TexHu4eckue TpeGosaHus

FOCT 32481 ToBapbl OLITOBOI XMMUK B a9P030MLHON ynakoBke. O6LLME TEXHUUECKUE YCIOBUSI

FOCT 32893 Mpoaykuusa napdromMmepHo-kocMmeTu4eckasn. MeToabl OLEHKU TOKCUKONOTMYECKUX U KIUHU-
KO-nabopaTopHbIX Nnokasarenei 6esonacHoCcTH

FOCT 32936 Mpoaykuusi napdioMepHO-kocMeTu4eckas. IHBepCUOHHO-BONLTaMNEPOMETPUYECKUIA Me-
TOA OnpeaeneHus pTyTu

FOCT 32937 lMpoaykuua napgroMepHo-kocmeTudeckas. MHBepCUOHHO-BONLTaAMNEPOMETPUYECKUI Me-
TOZ ONpeAEeneHns CBUMHLUA

MOCT 32938 Mpoaykuma napdioMepHo-kocMmeTu4eckas. IHBepCMOHHO-BONLTaMNEPOMETPUYECKUIA Me-
TOA ONpeAeneHns Mbllbska

FOCT 33021 Mpoaykuua napgromepHo-kocmeTnyeckasn. OnpeaeneHme MaccoBOW AONM MbILLIbSIKA METO-
OOM aTOMHOW abcopOumu ¢ reHepauven ruapuaos

FOCT 33022 MNpoaykumsa napdomepHo-KocmeTnyeckas. OnpeaeneHme MaccoBow 40NN pTyTU METOAOM
H6ecnnaMeHHO aToMHoNW abcopbuun

FOCT 33023 lMNpoaykuma napdomepHo-kocmeTuyeckas. OnpeaeneHme mMaccoson AONU CBUMHLA METO-
[10M aTOMHOM aBcopbunm ¢ 3NeKTPOTEPMUYECKON aToMU3aLmen

FOCT 33506 MNpoaykumsa napciomepHo-kocMeTuueckasn. Metoabl onpeaeneHnus u oueHKU TOKCUKONOru-
Yyeckux nokasarenen 6e3onacHoCTu

FOCT ISO 11930 Mpoaykuus kocMmeTuyeckas. Mukpobuonorus. OueHka aHTUMUKPOOHOW 3aLMThI KOC-
METUYECKON NPOAYKLUM

FOCT ISO 18416 Mpoaykuusa napdiomepHo-kocMeTuyeckasa. Mukpobuonorua. ObHapyxxeHue Candida
albicans

FOCT ISO 21149 Mpoaykuus napdiomepHo-kocmeTudeckasn. Mukpobuonorus. MNoacyet u oGHapyxeHue
Me30(UbHbIX a3POBHBIX MUKPOOPraHU3MOB

FOCT ISO 24444 TMpoaykuusa kocmeTudeckas. Meroabl UCNbITAHWI 3aWmThl OT conHuya. OnpeaenexHue
conHuesawmTHOro dpakropa (SPF) Ha »uBbIx opraHuamax (in vivo)

FOCT I1SO 29621 Mpoaykuus kocmetuyeckas. MukpoGuonorus. Pykooasiume ykasaHus N0 OLEHKE pu-
cka u uaeHTudMKaLmMmn NPoAYKLMM C MMKPOOMONOrM4eCckn HU3KUM PUCKOM

FOCT P 12.4.302 Cucrema craHgaptoB Oe3zonacHoCcTU Tpyaa. Cpeacrtea MHAWBUAYANbHOW 3aLUTbI
aepMaronoruyeckue. Metoabl onpeaeneHust M OLEHKW HanpaBneHHOW 3(eKTMBHOCTU AePMATONOrM4eCcKUX
CpeACTB MHAUBMAYANBHON 3alMThl 3awmMTHOro Tuna. Yacte 1. Cpeacrea ruapodunbHOro u rnapodobHOro
nencTeus

FOCT P 12.4.303 Cucrema craHgaptoB 6e3onacHOCTU Tpyaa. Cpeacrtsa MHAWBUAYANbHOW 3aLUTbl
Aepmaronormyeckue. Meroabl onpeaeneHnsi  OLEHKU HanpaBneHHoW apeKTUBHOCTU AepPMaTONOru4ecKux
CpeacTB MHAUBUAYANBHON 3aLLMTBI O4MLLIAIOLLErO TUNa

NpumeyaHune —Ipu NoNbL3OBaHAN HACTOALLMM CTAHAAPTOM Lienecoo6pa3Ho NPOBEPUTL AENCTBUE CCbINOYHBIX
CTaHAapToB B UH(OPMaLMOHHOI cucTeMe obLLEro nornb3oBaHUs — Ha ouLmManbHOM calite defepanbHOro areHTCTBa no
TEXHUYECKOMY PeryripoBaHM1Io U METPOSIOTUM B CETU MIHTEPHET UNN MO eXerogHoMy UHOPMaLMOHHOMY ykasaTento «Ha-
LMOHasnbHble CTaHAapThLI», KOTOPLIKA ONy6GNUKOBaH NO COCTOSHUIO Ha 1 AHBapS TeKyLLero roaa, 1 No BbiNyckaM exeMecsiy-
HOrO WHOPMALMOHHOIO yKasaTens «HaunoHansHble CTaHAapTLI» 3a TEKyLW NIt roA. ECNn 3aMeHeH CCbINIoYHBIN cTaHgapT,
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Ha KOTOpbI AaHa HefaTUpOBaHHas CCbiNKa, TO PEKOMEHAYETCS UCMONb30BaTh AENCTBYIOLLYIO BEPCUIO 3TOrO CTaHjapTa
C YYETOM BCEX BHECEHHLIX B [JaHHYIO BEPCUI0 U3MeHeHWiA. Ecru 3amMeHeH cCbiNOYHbIA cTaHAapT, Ha KOTophli flaHa faTu-
pOBaHHas Cchblflka, TO PEKOMEHAYETCA UCMONb3oBaTh BEPCUIO 3TOMO CTaHAApTa € yKa3aHHbIM BhiLle roA0M YTBEPXAEHNUA
(NpuHATHSA). Ecnu nocrne yTBEpXAEHUA HACTOSLLEro cTaHAapTa B CChINTOYHbIA CTaHAaPpT, Ha KOTOpLIA AaHa AaTupoBaHHas
CCbINKa, BHECEHO U3MEHEHWe, 3aTparuBatoLLee NONoXEHNE, Ha KOTOPOE JjaHa CCbirKa, TO 3TO NONoXeHUe pekoMeHayeTca
NPUMeHsTb 6e3 y4eTa JaHHOTO U3MEHEHMUS. ECTU CChINOYHLIN CTaHAapT OTMeHEH 6e3 3amMeHbl, TO NONOXeHWe, B KOTOPOM
JaHa ccblflka Ha Hero, pekoMeHAYeTCs NPUMEHSITb B YacTy, He 3aTparuearoLleit 3Ty CCbinky.

3 TepMuHbI U onpeaeneHusn

B HacToslLLeM CTaHaapTe NPUMEHEHbI CNeAYIOLLME TEPMUHBI C COOTBETCTBYIOLLIMMM OnNpeaeneHnsMuU:
3.1

cpeacTBa MHOMBUAYanbHOM 3aWuTbl Aepmarornornveckue: Cpeacrsa, npeaHasHavyeHHble Ang
HaHEeCeHUs1 Ha KOXy YenioBeka Ansa ee 3alyTbl U OYUCTKU C LIeNbi0 CHWXKEHUS BO3AENCTBUS BPEAHbIX U
OnacHbIX hakToOpOB B YCMOBUSIX MPOMbILLIIEHHOTO NPOU3BOACTBA, KOTOPbIE HE OTHOCATCA K OObekTam Tex-
HWYECKOro perynupoBaHus TEXHUYECKOro pernameHTa TamoxeHHoro cotosa (TP TC 009/2011) «O 6esonac-
HOCTM naphOMePHO-KOCMETUYECKOW NPOAYKLIUNY .

[1], ctaTba 2]

3.2 6e30MacHOCTb [AepMaTtoriorMyeckux CpeacTB MHAMBUAYANbHOW 3awutbl: COBOKYNHOCTb
CBOWCTB U XapakTepUCTUK AepMaTonoruyeckux CpefcTB UHAUBMAYAnNbHOW 3aliuTbl, NOATBEPXQAOWANA OT-
CYTCTBWE UX BPEAHOIO BO3AENCTBUSA HA NOTpebuTens npu ee UCnonb30BaHUU B COOTBETCTBUU C HA3HAYEHNEM
U CNOCOGOM NPUMEHEHUA B TEYEHUE 3asABNEHHOIO CPOKa rOAHOCTHU.

3.3 HanpaBneHHaa addekTuBHOCTb: NoaTBEPXKAEHHbIE NPOM3BOAUTENEM UMK 3anBUTENEM 3aluuT-
Hble, ounLlalroLme, pereHepupyiowme (BOCCTaHaBNMBaloLLME) CBOMCTBA AePMaTONOrM4ecknx cpeacTs UHAN-
BMAYaNbHOM 3aLMThl MO OTHOLLEHUIO K cneunduyeckuM BpeaHbIM NPOU3BOACTBEHHbLIM (hakTopaM.

4 TexHM4Yeckue TpedboBaHuA

4.1 Knaccudmkauus

B 3aBucumoctn ot HasHaveHus [CU3 nogpasnensaior Ha cneayiowme Tunb.

- 3awmuTHbIi — TN OCU3, npeaHasHaYeHHbIN ANA 3aWKUThl KOXW YeNnoBeKa B YCITOBUSAX Pa3nUMYHbIX NPO-
W3BOACTBEHHbLIX (DaKTOPOB;

- oumwawowmin — tun ACU3, npeaHa3HaYeHHbIR ANA OYULLIEHUA KOXW YenoBeKa B YCIOBUAX KOHTaKTa
Ha NPOM3BOACTBE C 3arpsa3HEeHUsIMM Pas3nMyYHOro BUAA;

- pereHepupyowmin (BocctaHasnueawowmn) — tun ACUS3, npeaHasHa4YeHHbI Ana BOCCTAHOBMEHUSA
KOXXM YerioBeka nocre nposegeHus paboTt ¢ pasfiMyHbIMU BELLECTBAMU U MaTepuanamm, obnagaiowymm Kox-
HO-pe30pOTUBHBLIM, Pa3apaXkaloLwUM U CEHCUBOUMM3NPYIOLWMM AENCTBUEM, @ Taloke B YCMOBUSAX HEraTUBHOMO
BMUSAHUSA OKpPYXXatoLLen cpeapbl.

CsegeHust o gononHutenbHon knaccudukauum ACU3 3alimMTHOrO M ounwalowero Tuna npueeaeHsl B
Tabnuuax 1 n 2. QCUS3 pereHepupytowlero (BOCCTaHABNMBAKOLLEND) TUNA HE UMEIOT AONONHUTENBHOWN Knaccu-
cukaymn.

Tabnwnya 1 — Knaceudpmkauyua JCU3B 3alyutHoro Tuna

MoaTun ACU3 HasHaueHue
CpepcTBa rmgpodunbHoOro JencTens Onsa 6esonacHoro ocylyectsreHns paboT ¢ BofgoHepacTBopU-
MbIMUW BeLLleCTBaMUN U Matepuanamu
CpegctBa rugpodobHoro feincTaus [nsa GesonacHoro ocyllecTBreHns paboT ¢ BoAopacTBOPUMbI-
MW BelllecTBamMu U MaTepuanamm
CpeacTBa KOMOGMHUPOBAHHOIO [nsi 6esonacHoro ocyLecTBneHns paboT B YCNoBMsX nonepe-
(yHMBepcarnbHoro) AencTemA MEHHOro BO3JeicTBUA BOAOPacTBOPUMBLIX U BOAOHEPacTBOpK-

MbIX BeLLEeCTB U MaTepunanoB
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OkoHYaHue mabnuupi 1

MoaTtvn ACK3

HasHaueHue

CpeacTBa A 3allMTbl MPU HEraTUBHOM BIUSHUM
OKpyXatoleit cpefibl (HU3Kne Temnepartyphl, BeTep,
ynesTpadguoneToBoe nanyyeHue guanasoHos A, B, C)

Ana 6e3onacHoro ocyecteneHusa paboT, cBA3aHHbIX C BO3eii-
CTBMEM YNBTPaMONETOBOrO U3NyYeHns guanasoHos A, B, C,
BO3AEWCTBUEM HU3KNX TeMNepaTyp W BeTpa

CpeqcTBa Ans 3aluUTLl OT BO3AeNcTBUS Gruonorude-
CKUX ¢paKTopoB (MUKPOOPraHU3MoB):

- ¢ aHTubaKkTepuanbHbIM (QHTUMWUKPOGHLIM) Aeit-
CTBUEM;

- C NpoTUBOrpMBKOBEIM (PYHMUUMAHBIM) AeicTBMEM

[nsa 6e3onacHoro ocyuwecteneHna pabor:

- NpU HaxoxaeHun paboyero Mecta yaaneHHoO OT cTaumoHap-
HbIX CaHUTaPHO-6LITOBLIX Y3N0B;

- BBINOMHAEMBIX B YCMOBUAX CHWKEHHOTO BO3AYyX00bMeHa
(cneynanbHas 06yBb, 3aWUTHBIE NEpHaTKK)

CpeqacTBa s 3aluUThl OT BO3AeNCTBUS Gruonorude-
CKUX (paKTOpOoB [HaceKoMbIX U NaykoobpasHbIx (Kne-

Wwew)].

Ans 6e3onacHOro ocyLwecTBNEHUA HapyXHbIX paboT (Ce30HHO,
npu TeMnepatype Bbilwe 0° C) B Nepuos akTUBHOCTU KPOBOCO-
CYLUMX HAceKOMbIX U NaykoobpasHbIX (KneLlei)

- cpeacrea AnA 3awuTbl OT HACEKOMBIX;,

- cpepcTBa AN 3alyUThl OT HAaCEKOMbIX W Naykoo-
6pasHbIX (KneLuei)

Tabnuya 2 — Knaccudpukaums ACU3 ovnwarowero tuna

MoaTnn ACU3 HasHaveHue

CpeacTtea A4na ovULLEeHUA
OT HEeYCTOWYMBLIX 3arpsis-
HeHWi

Ina 6esonacHoit N 3pPeKTUBHON OYMCTKM Nocne ocyllecTBneHNna paboT, cBA3aHHbLIX C
HeYCTOMUMBBIMW 3arpA3HEHUAMM. pPasnNUYHBEIMK BUAAMWU NPOW3BOACTBEHHON NbINK (ape-
BecHas, LWebeHovHas, acbecToBas, NecHaHas, KUPNU4YHas, LeMeHTHas), pacTBopamu Le-
MeHTa, U3BECTU U Ap.

CpeacTtea 4ns ouvuLieHus
OT YCTONUMBLIX 3arpAsHe-
HUiA

IOna 6e3onacHoil 1 3pdpeKTUBHON OYMCTKN nocne ocyllecTeneHns paboT, cBAsaHHbIX
C YCTOWYMBBIMW 3arpsiI3BHEHWSIMUA: OpPraHUYeCKUMKU PacTBOPUTENSAMU, caxeid, rpaduTom,
HedpTblo W pasnUYHBIMU MNpoayKTaMu HedpTenepepaboTkn (TEXHMYECKUMU Macnamu,
cMasKamu, MasyToMm), CMa3oqHO-OXNaXAaloWMMU XKUAKOCTAMWU Ha MacnsHOi OCHoBe,
pasnuU4HLIMU BUAAMWU NPOU3BOACTBEHHON NbINK (B TOM YUCIE YrONbHOW, METaNNIMYECKOMN,
CTEKONbHOW, 6YMaXHOW 1 p.), CTEKIIOBONIOKHOM U Ap.

CpeacTtBa 4nsa ovuweHns
oT 0cob0 YCTOWYMBBIX 3a-
rPA3HEHWNA

Onsa 6esonacHoit n appeKTUBHOIN OYMCTKM Mocre ocyLlecTBeHUs paboT, cBA3aHHLIX C
0c060 YCTONUYMBLIMU 3arpA3HEHUAMU: Pa3nNUYHBEIMN BbICOKOBSI3KMMU NMPOAYKTaMKU HedbTe-
nepepaboTku (6UTYM, FYAPOH W 4p.), CMONAMW, NTAKOKPacOYHBEIMU MaTepuanamu, MOHTaX-
HOW NeHon u ap.

4.2 XapakrepucTuka

4.2.1 ICN3 BCex TUNOB AOSMKHbI U3rOTaBNMBAaTLCA B COOTBETCTBUU C TpeBOBAHMSAMU HACTOSILLIETO CTaH-
AapTta no TexHU4YeCckMm JoKYMEHTaMm U3rotoBuTens (peuentypam, MHCTPYKLUAM, TEXHUYECKUM YCIOBUSAM, TEX-
HUYeCKkMM TpeboBaHusAM) Npu cobnoaeHun TpeboBaHuin, yCTaHOBNEHHBIX B [1].

4.2.2 ACW3 3awWwuTHOro Tuna

4.2.2.1 1CA3 3awmTHOro Tuna [cpeacrsa ruapounbHoro, rmapodoOHOro 1 KOMOUMHUPOBAHHOTO (YHU-
BEpCanbHOro) 4enNcTBUsA, CpeacTBa Ans 3aLUThl KOXN NPU HETaTUBHOM BIIMSIHUM OKPY>KaIoLLEeN cpeabl], npea-
CTaBnsAoT coboi KpeMbl Ha 3MYNbCUOHHOMN, XXUPOBOW U reneBoi OCHOBE.

4.2.2.2 ICW3 3aliMTHOrO TUna oT BO3AencTBus Guonormyeckux hakropoB MOMyT BbiMyCKaThCs B pas-
NUYHBIX PopMax (KPeMbl, TOCbOHbI, Tenu, XXMAKOCTU U 4p.).

4.2.3 ACN3 ounaoLero Tuna npeacTaBnsaoT cobon BOAHbIE PACTBOPbI, Fenu, NEHKU, MyCCbl HA OC-
HOBE MOBEPXHOCTHO-AKTUBHBIX BELLECTB (KMAKOE MbISO, Fenb Ans Tena U BOMOC U T. M1.), a TaKKe 3MYIbCUM,
nacTbl, KPEMbI, B COCTABE KOTOPbLIX AN NOBLILEHUA HanpaBfeHHON 3(PEKTUBHOCTM MOTYT COAEPXKaTbCH,
NMOMUMO MOBEPXHOCTHO-aKTMBHbLIX BELLECTB, abpasuBHbIE YacTuLbl, @ Takke pPacTBOPUTENU B KONMYECTBE,
paspeweHHomMm [1].

4.2.4 NCU3 pereHepupytoLLero (BOCCTaHaBNUBAIOLLIEr0) TMNAa NPeacTaBnaoT coB0M KpeMbl HA AMYNbCU-
OHHOW, XXMPOBOI U refeBoin OCHOBE.

4
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4.2.5 B coctas ICU3 BCex TMNOB MOTYT BXOAMTb OTAYLLKU, KPAacuTENn n cneunansHble 400aBku, ynyy-
watome nx notpedutenbckue ceonctea. Bee Bewectsa, Bxoaswume B coctas JCUSI, aomxkHbl ObITh paspeLue-
Hbl K NPUMEHEHMNIO B COOTBETCTBUM C [1].

4.2.6 Mo opraHonenTu4eckum n unanko-xummdeckum nokasarenam [ICU3 sawmtHOro Tuna [cpeacrea
rmapodunbHoro, rmapoobHOro 1 KOMOMHMPOBAHHOIO (YHMBEPCANbHOIO) AEWCTBUA, CPEACTBA ANA 3aLUMTI
KOXW NpW HEeraTVBHOM BAWAHUU OKPYXKAIOLLEH Cpeabl], a Takke pereHepupylowme (BoCCTaHaBnUBaloLue)
OCW3 gomkHbl COOTBETCTBOBATL TPEOOBAHUAM, yKa3aHHbIM B Tabnuue 3.

Tabnwuya 3
XapaKkTepuctuka u HopMa
ACW3 3awurHoro Tuna
CpeacTBa CpeacTBa AnA salyMTbl NpyU HeraTMBHOM | [1CU3 pereHepu-
HaumeHosaHue nokasatens TMAPOGUIILHOTO, BMUSHUK OKpyXaloLLeli cpeap! pytoLLero (BoccTa-
rmapocobHoro u ; y Hasnueatowero)
KOMGMHUPOBAHHOTO OT BO3eNCTBMA OT Bo3AeHCTBUA ™na
(yHMBe pcarnbHOro) HU3KWUX Temnepa- Y®- usnyyenuna
nencTena Typ, BeTpa AnanasoHoB A, B, C
BHelwwHui Bug,
LiseT CBoWCTBEHHbIN KOHKpeTHOMY [ICU3
3anax
MaccoBas gons BoAbl U NETy4nX
sewecta, % 20,0—90,0 0—70,0 5,00—90,0
BoaopogHbiii nokasatens pH? 45—90 4,0—9,0 45—8,0
Temneparypa kannenageHxus, °C3) — 39—55 — —
KonnonaHas ctabunbHocTs? CrabuneH
TepMocTabunsHOCTb CrabuneH
CooTBeTcTBME 3aABNEHHLIM OpraHo-
NenTuyecknm 1 PU3NKO-XMMUYECKUM
CBOWCTBaM nocrne Tpex LUKNoB 3a- CrabuneH
MOpaXuBaHua/pasmopaxusaHusa (oT
MuHyc 20 °C go nntoc 20 °C)

1) Maccosas fons Boabl U NeTyunx BELECTB He ONpeaenseTcs ANA CPEACTB 3aluUThl KOXU NPU HEraTUBHOM
BMNUAHUM OKpYXaloLLiel cpeabl, UMeoLLMX Xuposyto (6e3BogHyto) ocHoBy. MaccoBas onsa NeTy4ux BELLECTB He AoMKHa
npesbiwaTs 10% No KaxgoMy BeLLecTBy.

2) BonopogHblit NokasaTenk He onpeaensaeTca AN CPefiCcTs 3aluThl KOXN NPU HEraTMBHOM BAMSHWAN OKpYXato-

" bl, HoBy. Hopma B ,
il cpefibl, UMEIOLLUX KUPOBYIO (6e3BoAHYI0) OC H 0A0POAHOro NokasaTens pH Ana cpeacTs, coaepxalynx
AKCTPaKThl TpaB, PpyKTOBLIE KUCNOTHI U UX NPOU3BOAHLIE, AoMycKaeTea B npeaenax ot 4,0 go 8,0.

3) TemnepaTypa kannenageHus onpepensietca ans [ICU3, npegHasHaueHHLIX ANS 3aLUTEl NPU HEraTUBHOM
BNUAHUN OKPYXaIOLWEeN cpeabl (0T BO3ASUCTBUSA HU3KUX TEMMEPATYp, BETPa) B CRy4ae, €Cnn OHU UMELOT Xuposyio (6e3-
BOAHYI0) OCHOBY.

4) KonnonaHan cTabunbHOCTL ONpeaenseTca Ans CPeAcTs, UMEIoLLUX hopMy Kpema.

4.2.7 Mo opraHonenTu4eckum n puanko-xummieckum nokasarenam ACUS3 sawmtHOro Tuna [cpeacrea
ANns 3aWuThl OT BO3AENCTBUS BUONorMyeckux (akTtopoB: MUKPOOPraHU3MOB, HACEKOMbIX M NayKOOOPa3HbIX
(knewuein)] AOMKHBI COOTBETCTBOBATL TPEOOBAHMAM, YKa3aHHbIM B Tabnuue 4.
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Tabnuya 4

HaumeHoBaHue nokasatens

XapakTepucTuka u HopMa

CpeAcTBa And 3aluTbl OT BO3AEUCTBUSA GUorornieckux hakTopos

MwuKkpoopraHusmos HacekoMbIX
C aHTubBakTepuarnbHbIM C npoTnBOrpmMGKoBbLIM " nayKooGp%:iHblx
AencTemem JenctememM (knewen)

BHelUHUit BUg

LiseT

CBoWcTBeHHbI KOHKpeTHOMY [JCN3

3anax

BogopogHbli nokasatens pH

3,6—9,0

MaccoBasi 4onsi 4eNCTBYHOLLErO Bellie-
cTBa, obecnevmnBaroLLero HanpaseHHyto

CornacHo TeXHUYECKUM AOKYMEeHTaM Ha KOHKpeTHOe HauMeHOoBaHue

acppekTmsHocTs !, % Acvs
TepmocTabuneHocTE?) CTabuneH
KonnowgHas ctabunbHocTsS) CrabuneH

coas gons, %.

1) Ans npogykumm, cogepxalieit B kadecTBe AeiiCTBYIOLLEro BellecTsa sTUMOBLIN CIMPT, onpeaenseTcs ero Mac-

2) TepMocTabuUNBLHOCTEL ONPefleNnseTca AN CPEACTB B BUAE KpeMa Ui rens.
3) KonnougHas cTaBuUnbHOCTL onpeaenseTcs ANs CPefCTs B BUAE Kpema.

4.2.8 Mo opraHonenTU4eckuM U pu3nko-xmuMmyeckum nokasarensam JCU3 ounwaroiero Tuna A0smKHbI
COOTBETCTBOBATb TPeOOBaHMAM, Yka3aHHbIM B Tabnuue 5.

Tabnunya 5

HaumeHoBaHuWe nokasaTtena

XapakTepucTuka 1 Hopma

CpeacTsa ANS OUULEHUS OT HEYCTONUNBBLIX, YCTONUNBLIX U 0COBO YCTONUMBBIX

3arpAsHeHumn
Knakoe mbino, renb, CpeAcTsa, coaepxalyme abpasuBHbie UHMPeANEHTbI
neHka, Mycc, WwaMnyHb WWnM pacTBOpUTENU (3MYNLCUU, KPEMBI, NACTBI)

BHeluHwuiA Bug,

LiBeT

3anax

CBoWCTBEeHHbIN KOHKpeTHoMy [1IC3

BopopogHbliiA nokasatens pH

5,0—9,01

MaccoBas gons xnopuaos, %, He 6onee

6,0 —

MeHoo6pasytoLyasi cnocobHOCTb
(NeHHOe YMCIo MM, He MeHee),

145 —

YCTOWYMBOCTL NEHBI, HEe MEHee

0,8 —

1) Hopma BogopogHoro nokasatens pH Ans CPeACTB Ha XKMPOBOH OCHOBE AN OYULLEHUS OT HEYCTONYMBLIX 1
ycToumMBBLIX 3arpsasHeHuit gonyckaercs He 6onee 10,0; ana [ICM3 ounwarowiero Tuna, cofepxallyux aKCTpakTbl Tpas,
¢pyKTOBLIE KUCNOTHI M MX NPOU3BOAHEIE — B Npefenax ot 4,0 Ao 9,0.

4.2.9 ICN3 Bcex TUNOB AOMKHbI 0bnagaTb HanpasneHHON 3(PPEKTUBHOCTLIO.
4.2.9.1 HanpaBneHHas achdektuBHocTb ACU3 3awmTHOro TMna ruapodunbHOro u ruapocobHOro aen-
CTBMS1 OLIEHUBAETCA COMNAacHO nokasarensiMm Tadnuupl 6.
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Tabnuya 6
HaumeHoBaHwe HaumeHoBaHme NoKa- | v o san e
noaTna ACU3 3aTenAa HanpaeneHHON cVMMa HL:ﬂ KaTeropusa HanpasneHHon apdeKTUBHOCTU
A acbheKTUBHOCTU Y p
CpeactBa CTeneHb 3awWuThl Bbicwiasn
rMAPO(boBHOro | CyMMapHas 01148016 | (nonHas HanpaeneHHas 3PEKTUBHOCTb 3aLUTHOMO
Aenctena [lefiCTBMA OT BOAOPaCTBOPUMBIX 3arpsisHEHWIA)
MNepBas
Or8p013 (cpenHss HanpaBneHHas 9(MEKTUBHOCTL 3aLUTHOrO
JleACTBMS OT BOAOPACTBOPUMBIX 3arps3HeHuit)
Bropas
Or4p07 (MUHUManbHasa HanpasneHHas 3 MPEKTUBHOCTL 3aLUT-
HOro AeicTBMS OT BOAOPACTBOPUMbIX 3arpA3HeHWit)
CpeactBo He obnagaeT HanpaBneHHOW 3apdeKTUBHO-
MeHee 4 PeA A P PP
CTblo
CpegncrBa CTeneHb 3aWuThl Buicwasn
runupoqmanoro cymMapHas Ot10 8012 (nonHaa HanpaBneHHas 3dEKTUBHOCTb 3aLUUTHOMO
AencTBnA neiicTBNA OT BOIOHEPaCcTBOPUMBIX 3arpA3HEHNIA)
MepBas
Or6p09 (cpeaHsn HanpaBneHHas 3(h(EKTUBHOCTL 3aLUTHOro
AeWCTBUS OT BOJOHEPACTBOPUMBIX 3arpA3HEHWNIA)
Bropas
Or3m05 (MMHUMarnbHas HanpaeneHHan 3P EHEeKTUBHOCTb 3aLuT-
HOro AeicTBUA OT BOSOHEPACTBOPUMBIX 3arpA3HEHWA)
CpepctBo He obnagaeT HanpaBneHHoi addekTuBHO-
MeHee 3 CprS A P PP

4.2.9.2 HanpaBneHHas acpekTuBHOCTb ACU3 3aluMTHOrO TMNa oT Bo3aencreus Guonornyecknx dpakro-
pOB OLEHMBAETCA crneayoLwumM o6pasom:

OCWU3 ot Bo3gencrTeusi buonornyeckmx hakTopoB [HACEKOMbIX U naykooOpasHbix (knewien)] obnagaet
HanpaBrneHHol 3PEKTUBHOCTLIO, €CNK NEPBOHAYANbHbIN KO3 duumneHT oTnyrueatowero gencreusa (KOO)
He meHee 100 % [9].

OCW3 ot BO3gencrTeus Bruonornyeckux haktopos (MUKPOOPraHU3MOB) C aHTMBaKTepuansHONW akTUBHO-
CTbl0 0OnagaeT HanpaBneHHON a(P(PEeKTUBHOCTLIO, €CNK 3a YCTAaHOBEHHOE BPEMS KOHTaKTa, He Bonee 5 MuH,
nornbatot 99,99 % mukpoopraHuamos (E. coli, St. aureus nnu obwas bakrepmansHag 06CeEMEHEHHOCTb) [9)].

OCW3 ot Bo3aencrTeusa 6Guonornyeckmx haktopos (MUKPOOPraHU3MOB) C NPOTUBOrpUBKOBOW (PyHrMLUmMA-
HOW) akKTUBHOCTbIO 00f1agaeT HanpaBneHHON aPEKTUBHOCTbLIO, €CNK 3@ YCTAHOBINEHHOE BPEMS KOHTaKTa, He
6onee 5 muH, nornbator 99,99 % mukpoopraHuamos (C. albicans, T. gypseum) [9].

MpucBoeHne KaTeropun HanpaeneHHoi adpchekTuBHocT OCU3 3alumTHOrO TMNAa OT BO3AEWCTBMA BHo-
norunyeckunx HakTopoB NPUCBANBAETCA COrMAaCHO nokasarenam u3 Tabnuubl 7.

Tabnuya 7
HaumeHoBaHne 3HauyeHune nokasartens "
. M KaTeropusa HanpaeneHHoN
HanmeHoBaHve noatuna JCU3 nokasartens HanpasneHHoW HanpasrneHHon
ahheKTUBHOCTH
3 DEKTUBHOCTH ahpeKTUBHOCTU
CpegfcTBa 3alymTel OT BO3AeACcTBUA | OnuTenbHocTb penen- 44 n bonee Brlcwas
Buonorndeckux akTopoB [HaceKko- | NeHTHoro AeicTamns
MbIX 1 MaykooBpasHbIx (kreLleit)] OT2p044 MNepsas
CpeacTBo He obnagaet
MeHee 2 4 HanpaBneHHON
3 PEKTUBHOCTEIO
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OkoHYaHue mabnuupi 7

HaumeHoBaHue 5 3HaveHne nokasarens KaTeropus HanpaBeHHoi
HaumeHoBaHue noatuna AICU3 rnokasaTensA HanpasrneHHoOn HanpaeneHHon adeKTUBHOCTH
adppeKkTUBHOCTU adpdeKkTUBHOCTH
CpeacTtBa 3aluThl OT Bo3feiAcTBUA | [pONOHrMpoBaHHLINA 34 ubonee Boicwasn
Guonoruvecknx ¢akropoB (MUKpo- | aHTUGaKTepuanbHbIN
OpraHM3MoB), ¢ aHTUGaKTepuanbHoil | addekT OT1a034 Mepsas
@KTMBHOCTLIO MeHee 14 Bropas
CpeacTtBa 3aluTbl OT BO3fieiicTBUA | [NpONOHrMpoBaHHLINA 34 ubonee Boicwas
6uonorndecknx ¢akTopos (MUKPO- | MPOTUBOrpUGKOBLIA
OpraHu3MoB), ¢ mpoTuBorpubkosoii | addexT OT 1034 MNepsas
(chyHrMUMAHON) aKTMBHOCTLIO Menee 14 Bropas

4.2.9.3 HanpasneHHas acddekruBHocTb JCU3 ounwaiowwero Tuna oueHUBaeTca COornacHo nokasare-
nam Tabnuupl 8.

Tabnuya 8
HaumeHoBaHue noka- 3HauyeHue nokasarensa KaTeropns HanpasneHHoI
HaumeHosaHue noatuna ACU3 3aTens HanpasneHHON HanpaBrieHHOW s p eKTMB’:Iocm
adpchbekTMBHOCTH adppekTMBHOCTH, % PP
CpeancTBa ana ovULLeHUA Ouuuatowan bonee 116 Beicwas
OT HeYCTONYMBLIX 3arpsA3HEHUI crnocobHocTb
101—115 MepBas
90—100 Bropas
MeHee 90 CpeACTBOv He obnagaeT Hanpas-
neHHon 3PPEKTUBHOCTHLIO
CpeacTtsa AN ouULLEeHUA Bonee 116 Buicwas
OT YCTON4MBLIX 3arpsAi3HEHNA
101—115 MepBas
90—100 Bropas
MeHee 90 CpeactBo He obriagaeT Hanpas-
JeHHo 3P PEeKTUBHOCTbIO
CpeacTia AN ounLLeHNA Bonee 116 Buicwas
0T 0c060 YCTORUMBBIX
3arpsisHeHuil 101—115 MepBas
90—100 Bropas
MeHee 90 CpeacTBo He obriagaeT HanpaBs-
JeHHoN 3P PEKTUBHOCTbIO

4.2.9.4 Ons OCWU3 ocTasnbHbIX TUNOB U NOATUNOB A0 BBEAEHUS B CUNY COOTBETCTBYIOLLUMX CTaHAap-
TOB, MOATBEPKAEHWE HAMPABEHHOW 3(PPEKTUBHOCTU OCYLLECTBIAETCA HA OCHOBE NPOTOKOSIOB UCMbITAHWUNA
(in vivo, in vitro), B NONHON Mepe oTpaXkatoLmX 3asiBNeHHbIE CBOWCTBA AaHHbIX TMNOB [ICU3 (3awumTHbIE, 04n-
LatoLme, BOCCTaHaBnMBeaioLme).

4.2.10 ACW3 gomxHbl COOTBETCTBOBATL TpeboBaHusmM [1].

CoaepxaHne TOKCUMYHbIX AMEMEHTOB, a Takke Mmukpobuonorudeckue nokasatenu [ACU3 He AomkHbI
npesbiWaTh HOPM, YCTAHOBNEHHbIX [1].

JCWU3 ot Bo3aeiicTBUs Buonornveckux hakTopoB TaKKe He A0IDkHbI 00naaaTh pasapakalolmm Aen-
CTBUEM HE TOSNbKO NPU OAHOKPATHOM, HO M NPU NOBTOPHOM UCTbITAHUMN.

4.2.11 ACU3 pomxHbl obnapatb 3¢pdekTMBHOM cucTeMon KoHcepuposaHusa (Challenge-test) B cooT-
setcTBuu ¢ FOCT ISO 11930. OnpeaeneHune acheKTUBHOCTU KOHCEPBUMPOBAHUA HE NPOBOAUTCS AN NPOAYK-
ummn ¢ MUKpobuonormyeckn HU3kUM puckom no MOCT I1SO 29621.
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4.3 Tpe6oBaHuWA K CbIpbIO U MaTepuanam

Colpbe U MaTepuansl ans usrotosnenns JCU3 gomkHbl COOTBETCTBOBATL TpeGoBaHuam [1], [2].

lMepeyeHb BeLLECTB, UMEIOLLMX OrpaHUYEeHUEe UMK 3anpeLleHHbIX K UCNONb30BaHUIO B NPOU3BOACTBE
OCW3, yctaHosneH B [1], [2].

B kauecTBe AeicTByOLMX BELLECTB NOATUNA CPEACTB 3aWuThl OT BO3AENCTBMA Buonornyeckmux dakro-
pOB MOryT GbITb UCMONbL30BaHbI TONILKO KOMMOHEHTLI HE HMXe 3 knacca onacHoctu no MOCT 12.1.007 npu
BBEAEHUMN B XKENyaoK.

4.4 MapkupoBka

Mapkuposka JCWU3 nomxkHa cooTBETCTBOBATL TpeboBaHusAM [1].

Mapkuposka OCWN3 B aspo3onbHOW ynakoBKke AOkHa oteedvarb TpeGosaHuam FOCT 32481 wunu
FOCT 31677.

Mapkuposka TpaHcnoptHon ynakoeku OJCU3 gomkHa ObiTb HaHeceHa B cooTBeTcTBUM ¢ FTOCT 27429,
FOCT 28303, NOCT 32478.

Mapkuposka TpaHcnoptHoli ynakosku JCU3, oTHOCSLMXCA K ONacHbIM rpy3am (Cpeactea, coaepxaiyume
nerko BOCNNaMEeHSILNECS XXUAKOCTU UMMM UMEIOLLME adPO030SIbHYIO YNAKOBKY C NPONENNEHTOM), AOMMKHA
oreeyaTk TpeboBaHuam MOCT 19433,

Mapkuposka JCWU3 pomkHa cogeparb MHGOPMAaLMIO O TUNE U NOATUNE, K KOTOPLIM OTHOCUTCS KOH-
KpeTHOoe CpeacTBO, a TakXkKe KaTeropun HanpasneHHOW apdPEKTUBHOCTH.

Mapkuposka JCN3 ana 3awmThbl NpyM HEFaTUBHOM BRUSIHUM OKpYyXaloLwen cpeabl (0T Bo3aencTesua Yo-
usny4yeHua guanasoHos A, B, C) gormkHa coaepxaTb ykasaHue Ha cnektp Y®-usnyyvenus (YO-A, YO-B, YP-C),
a Takke SPF-chakTop.

4.5 YnakoBKa

4.5.1 YnakoBKka AOMKHa COOTBETCTBOBATL TPeOOBaAHMAM, YCTAHOBEHHBLIM [3].

4.5.2 YnakoBka CWN3 Bcex Tunos 1 noaTunos no MOCT 27429, FOCT 28303, MOCT 32478.

4.5.3 CHU3 moryT nmetb aspo30bHYIO YyNakoBKy, KOTopas AgormkHa coortsercroBarb NOCT 31677,
FOCT 32481.

4.5.4 [JonyckaemMoe OTpuLATENbHOE OTKNOHEHMEe NO macce unu obbemMy AOIPKHO COOTBETCTBOBATh
MOCT 8.579.

4.5.5 YnakoBka [ICU3 pomkHa obecneumBatb COXPAHHOCTb M3AENUI HA NPOTSDKEHWUM BCETO CpoKa rog-
HOCTMW.

4.5.6 JC3 ynakoBbIBalOT B COOTBETCTBUU C TEXHUYECKUM AOKYMEHTOM U3rOTOBUTESNA HA KOHKPETHOE
CpeacTBo.

5 TpeboBaHusa 6e3onacHoOCTU

5.1 No cTteneHu BO34eNCTBMA HA opraHn3m yenoseka sce Tunbl ACU3 B coorBeTctBum ¢ FOCT 12.1.007
OOMXKHbI OTHOCUTBLCH HE HWXKE YeM K 4-My Krnaccy OnacHOCTU (BeLlecTsa ManoonacHbie) Npy HaHECEHUU Ha
KOXY U HE HWKE YEM K 3-My KInaccy npu BBEAEHUW B XXenyaok.

5.2 ICN3 noaTuna 3awmTbl OT BO3AeACTBUA BGuonornieckux hakTopoB B a3p030SIbHONM yrnakoBKe No
30HE OCTPOro GUOLIMAHOIO EUCTBUSA OTHOCSATCS HE HUXE YeM K 3-My Knaccy onacHocTwm [4].

5.3 B TeXHMYECKOM JIOKYMEHTE Ha CPEACTBO AOIMKHbI ObiTb YKa3aHb!:

- knacc onacHoctu no NOCT 12.1.007 u xapakTep BO3AENCTBMA HA OPraHW3M CPeACTBaA U €r0 OCHOBHbIX
KOMMOHEHTOB;

- Tpe6oBaHUA K KOHTPOMIO BO3ayxa pabouen 30Hbl no [5], [6] no rpadoukam, ycTaHOBNEHHbLIM Npeanpu-
aTtuem-usrotoputenem, u NAK Hambonee onacHoro(bix) KOMNOHEHTA(0B), NO KOTOPOMY(bIM) CrieayeT NpoBo-
OUTb KOHTPOJSIb 32 COCTOSIHUEM BO3AYLLHON cpefbl;

- noXkapoe3pbiBoonacHble xapakrepuctuku no MOCT 12.1.044 ansa JCU3 B a3p0o30nbHON ynakoBke (Ha
NpONEnmeHT U CoAepXXMMoe aspo30rbHON ynakoBku 6e3 nponennexTa);

- rpynna u ypoBeHb noxapoonacHoctu ana ICN3 B aspo3onbHOIN ynakoske no [7];

- CpeacTBa MOXAPOTYLLEHUSI B YCMOBUSIX NPOU3BOACTBA, TPAHCNOPTUPOBAHUA U XPAHEHUsI, CPEACTBA
MHAMBUAYANbHOW 3aLUMTBI OPraHOB AbIXaHUA NPU NOXAPOTYLUEHUH;
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- obwme TpeboBaHus noxapHon 6esonacHocTu B cootBeTcTBumn ¢ MOCT 12.1.004, B3pbiBOGE30NACHO-
ctn — FOCT 12.1.010, anekTpocratuyeckon uckpobesonacHoctu — MOCT 12.1.018, k cuctemam BEHTUNS-
umn — rOCT 12.4.021;

- MPUMEHEHUE CNELOoAeXabl U CPeaCTB MHAUBMUAYANbLHON 3aLmMThl paboTalowmx Ha NPOU3BOACTBE;

- Mepbl NPegoCTOPOXHOCTU HA NOTPEOUTENBCKON MAPKUPOBKE;

- 0ONacHOCTb Fpy3a Ha TPAHCNOPTHOW MapPKUpPOBKeE.

6 MpaBuna npuemku

6.1 Bce Tunbl ACU3 npuHmumatot no MOCT 29188.0.

ACWU3 npuHumalot naptusMu. 3a napTuio NPUHMMAIOT KONIMYECTBO NPOAYKLUUU OAHOr0 HAMMEHOBaHUS,
OAHOPOAHON MO MOKasaTensiM Ka4ecTBa, B NOTpedbuTensCckon ynakoBke O4HOro Tuna u pasMepa, B 00bLeme He
6onee cyToO4HONM BbIPABOTKM UNM OAHON NPOU3BOACTBEHHON BapKu.

Kaxkgyto napTuio cnegyeT conpoBoXaarb 4OKYMEHTOM O Ka4ecTBe, BKIHOYaIoLWLMM CneayioLme AaHHbIe:

a) HaMMEeHOBaHMe M HasHaYeHne CpeacTBa, TOBAPHLIN 3HAK (MPU HANU4KUK);

6) HauMeHoBaHWe NpeanpPUATUSA-U3rOTOBUTENS, €r0 KPUANYECKUIN aapec;

B) A4aTy M3rOTOBJIEHUA U CPOK FO4HOCTH;

r) HOMep nNapTuu;

a) KONMYECTBO YNAKOBOK B NapTUK;

e) o603Ha4YeHne JokymeHTa(oB), B COOTBETCTBUM C KOTOPbIM(M) narotosneH ACUS;

XK) pesynbrathl ucnbitaHuin JCN3 B COOTBETCTBMM C TPeDOBaAHNAMU HACTOSILLETO CTaHAApPTa;

n) wramn OTK u/unu nognucb ynosIHOMOYEHHOrO Nuua, OTBETCTBEHHOTO 3a Ka4eCTBO NPOAYKLUM.

6.2 Ona nposepku cooteeTcTBMA ACN3 TpeboBaHuAM HACTOALEr0 CTaHAapTa NpoBOAAT NPUEMO-caa-
TOYHbIE N NEPUOANYECKME UCTIBITAHUA.

6.3 Mpuemo-chaToyHble UCNbITaHUA NPOBOAAT NO NOKa3aTensaM, yka3aHHbIM B Tabnuue 9 Ansa KOHKpeT-
Horo ACUS3.

Tabnuya 9
Tun ACU3 Mogrun ACU3 Mokasatenu

3almnTHbIA CpeacTsa ruapoduneHoro JencTeus BHewHuWit BUA, UBET, 3anax, BOAOPOA-
Cpencrsa ruapodo6HOro AeicTaus HbIll nNokasaTenb pH, TepmocTabunb-
CpepnctBa KOMOGMHUPOBaHHOIO (YHUBEpCarbHO HOCTb M KOMMOWAHAA CTAGUMLHOCTE,

PeAct p y P TemnepaTypa kannenageHus !

ro) AeicTBus
CpeacTsa ANA 3aLlWUThl KOXW MPU HEraTUBHOM
BMWSAHUM OKpYXKaloLLeil cpeabl
CpeacTsa Ans 3aWuThl OT Bo3feiicTeus 6uono- | BHewHuid Buga, usert, 3anax, BOAOPOA-

rmyecknx dpakTopoB (MUKpOOpPraHM3MoB)
CpeacrtBa Ans 3aluThl OT BO3gedcTBUSA Bro-

HbIi NokasaTenb pH, TepMocTabunb-
HOCTB2) U KONNOUAHAA CTaBUNBHOCTLS)

norudecknx akTopoB [HaceKoMbIX M nayko-
o6pasHbIx (knewyei)]
Ounwatowymnin Bce nogTunel BHelwHWiA BUA, UBET, 3anax, Bojopoa-
HbIi NokasaTens pH
PereHepupytowuii — BHewHniA BUA, UBET, 3anax, BoAopoa-
(BOCCTaHaBnMBaoLWWMi) Hblli nokasarenb pH, TepMocTabunb-

HOCTb U KOnnouaHasa CcTabunbHOCTL

1) OnpepenstoT B cpeacTBaXx ANA 3aLLMTLI KOXU NPU HEFATUBHOM BIUSIHUM OKPYXaloLLiei cpeasl B Crydae XMpo-
BoWi (6e3B0AHOI) 3MynbCUM.

2) TepMocTabUNBLHOCTL ONpefienseTca AN CPEACTB, UMEloLLMX (hOPMY Kpema UMK rensi.
3) KonnonaHas cTabunbHOCTL onpeaensaeTca AN CPEACTB, UMelolLmx dopMy Kpema.

6.4 MNpu NOnNy4YeHnn HEeYaOBNETBOPUTENBLHBLIX PE3YNLTaTOB NPUEMO-CAATOUHBIX UCTILITAHUM XOTA Obl MO
OZIHOMY M3 nokasartenen Tadnuubl 9 NPOBOASAT MOBTOPHYIO MPOBEPKY MO 3TOMY MOKA3aTenio Ha YABOEHHO
BblIDOpKE, B3ATON OT TOM e napTuu. Pe3ynsrarbl NOBTOPHbLIX MCMLITAHMI PACNPOCTPAHAIOTCA Ha BCIO MApTUIO.
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6.5 Mepuogunyeckue ncnbITaHUS Ha COOTBETCTBME NoKasaTenam, ykasaHHbiM B Tabnuue 10, npoBoasaT
Ans KoHkpeTHoro ACUS.

Tabnuya 10
Twun ACU3 Moatun ACU3 MokasaTtenu MepuoagnyHocTb
3aluTHLIR CpegctBa rugpodpuns- | MaccoBas 4ons TOKCUYHBIX 3N1EMEHTOB He pexe 1 pa3 B rog
HOro AeicTeuna b 5
asgpaxarollee U ceHcubunusupyrollee
CpeACT%a rmapoob- neiicTeme
Horo aeicTBus
CpenctBa koMGuHUpo- | MukpoGuonoriieckie nokasarenu
BaHHoro (yHnBepcane- MaccoBas forns BoAbl WU NIETy4Ux BELLECTB
HOro) fencTeuns
Cpeactsa ans sawurel | COOTBETCTBUE 3a@sBReHHbIM opraHonentu- | OAHOKPaTHO B Liensix
KOXW MPW HeraTUBHOM | YECKUM U (PUINKO-XUMUYECKUM CBOICTBaM | MOATBEPXKAEHWUS COOT-
BMUSHUM OKpyXatoLLeid | Mocne Tpex LMKMoB 3amopaxuBaHus/pasMo- | BetcTBus [JCN3
cpeabl paxusaHusg (oT muHyc 20 °C go nntoc 20 °C)
KoxHo-pe3op6TuBHOE geiicTBUE
HanpaeneHHas apdpeKTBHOCTb
CpegctBa ans 3awutbl | MaccoBas 40N TOKCUYHBIX SN1EMEHTOB He pexe 1 pas B rog
oT BoO3gelcTBUA 6umo-
norudeckmx  hakTopoB PaboTocnocobHocTb 1 6e30MacHOCTL YNakoB-
(MMKPOOPraHMaMoB) KW (415 CpencTB B a3p030SbHON ynaKkoBKe)
Cpenctea ans sawmntel | MaccoBasi [ona AEeWCTBYHOLLENO BELLECTBa,
OT BO3AencTBuA OMo- | obecneqnBalollero HanpaBneHHylo 3 dek-
lormyeckmx  OakTopoB | TUBHOCTL
[HacekoMbIX U naykoo-
6pasHbix (KneLyei)] HanpaeneHHas achpekTUBHOCTD O#HOKpaTHO B Liensx
N NoATBEPXKAEHNS COOT-
KoxxHo-pe3opbTuBHOE AeiicTBue, pasppaxa- | gercrams ACK3
toLLee U ceHeMbunuanpytoLlee geicTeume
Tokcukonornyeckne nokasarenu (MHAEKC TOK-
CUYHOCTH)
OuuLyaroLymnia CpeactBa gnga ouuwe- | MaccoBas 40NA TOKCUYHBIX 3/1EMEHTOB He pexe 1 pa3 B rog
HUS OT HEYCTOWYMBLIX
3arpssHeHuit Pasgpaxatolee UM ceHcubunuasumpytollee
aencrene
Mukpoburonorndeckue nokasarenu
MaccoBas gons xnopugos
MeHoobpasytolad cnocobHoCTb  (NeHHoe
4YUCO, YCTONYMBOCTL MeHbl)
HanpaeneHHas adpeKTBHOCTb OnHoKpaTHO B Lensx
- noATBEPXKAEHUS COOT-
KoxxHo-pe3opbTuBHOE AeiicTBUE BeTcTBMA [ICM3
CpegctBa ansa oumwle- | MaccoBasi 40Ms TOKCUYHBIX SNEMEHTOB He pexe 1 pas
HWA OT YCTONYMBLIX M B rog
0c060 YCTONUMBLIX 3a- Pasgpaxatolwiee 1 ceHcubunusupytollee
rpSi3HeRWi Aeuctsue
Mukpoburonorndeckue nokasarenu
HanpaeneHHas adpeKTBHOCTb OnHoKpaTHO B Lensx
K 5 - noATBEPXKAEHUS COOT-
0XHO-pe30pOTUBHOE AeiicTBrE BeTcTBNS ACK3

1
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OkoHYyaHue mabnuupi 10

Aeicreue

MMKp06I/IOﬂ0FI/[‘-IeCKMe nokKasarenu

MaccoBasi A0nA BoAbl U NeTy4nx BelecTB

Tun ACU3 MoaTvn ACU3 MNokasaTenu MNepuoanyHoCcTb
PereHepupyio- —_ MaccoBas ona TOKCUYHbIX 3NIEMEHTOB He pexe 1 pas B rog
i (BoccTa-

HaBAVBatoLLWiA) Pasgpaxatowiee u  ceHcubunusupyolyee

KoxHo-pe3op6TuBHOEe geicTBUE

CoOTBETCTBUE 3asIBNEHHBIM  OpraHomnenTu-
YECKUM U (PU3NKO-XUMNUYECKUM CBOWCTBaM
nocne Tpex UUKNoB SaMOpa)KVIBaHI/Iﬂ/paaMO—
paxusaHus (oT MuHyc 20 °C ao nnitoc 20 °C)

OpfHOKpaTHO B Lenax
NoATBEPXAEHUA COOT-
BeTcTBUMA JCU3

6.6 Mepuognyeckme UCMbITAaHUA NPOBOAAT HA NAPTMKU NPOAYKUMKU, NPOLLEeALLIEe NPMEeMO-CAATOUHbIE UC-
MbITAHWS C NEPUOANYHOCTLIO, YKa3aHHoW B Tabnuue 10.
6.6.1 Mpu nony4yeHun HEYAOBNETBOPUTENbLHLIX PE3YNbLTATOB NEPUOAUYECKUX UCTILITAHUI XOTA Obl NO
OZIHOMY MOKa3aTento NPOBOASIT MOBTOPHbIE UCMbITAHWA MO ITOMY NOKAa3aTento Ha yABOEHHON BbIGOPKE, B3SITON
OT TOW e napTum. Pe3ynbTaTel MOBTOPHLIX UCMLITAHUI PACNpPOCTPAHAIOTCA HA BCIO NAPTHIO.
6.6.2 Mpy HeyaOBNETBOPUTENBHLIX PE3ynETaTax NOBTOPHLIX NEPUOANYECKUX UCNBITAHUIN UX NepeBOaAT
B KaTeroputo NPUEMO-CAATOUHbIX UCTILITAHUIA A0 NOSYYEHNS NONOXUTENBHBLIX PE3YNLTaTOB UCNbLITAHUI HE Me-
Hee YeM Ans Tpex napTuii noapaa.

7 MeTtoabl ncnbITaHUN

7.1 OT60p NPOG

OTt60p npo6 Bcex Tunoe ACU3 nposoautcs no FOCT 29188.0.
OT60p Npo6 aAna onpeaeneHna MUKPoOBMonormyeckmx nokasarenen — no [8).

7.2 OnpepeneHne BHEWHEro BuAa, LBeTa 1 3anaxa

OnpeaeneHune BHELLHEro Buaa, usera u 3anaxa ana CU3 scex Tunos — no NOCT 29188.0.

7.3 OnpepeneHne BogopoaHoro nokasarena pH

Ins OCWN3 Bcex TUNOB BOAOPOAHbLIM Nokasarens onpeaensior no FOCT 29188.2.

7.4 OnpepeneHue MacCOBOW AONM BOAbI U NIETYYMX BellecTB

Maccoyio fonio BOAbI U NETy4Yux BewwecTs onpegensior no NOCT 29188.4.

7.5 OnpegeneHue MacCcOBOW AONM 3TUIOBOro cnupTta

Maccosyto gonto 3Tunosoro cnupra onpeaensior no NOCT 29188.6.

7.6 OnpegeneHue TeMnepatypbl KannenageHus

Temneparypy kannenagexus onpeaensior no NOCT 29188.1.

7.7 OnpeperneHue KOMyIONOHOWU CTabMNbHOCTU

KonnougHyio crabunbHocTb onpeaensior no MOCT 29188.3.

7.8 OnpepeneHue TepMOCTabUNBLHOCTH

TepmoctabunbHocTb onpeaenstot no MOCT 29188.3.
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7.9 CooTBeTCTBMUE OPraHONeNTU4YeCKUM 1 HPU3MKO-XMMUYECKUM CBOMCTBAM NOCIIe TPeX LUKIIOB
3amopaxuBaHus/pasmopaxusaHus (ot muHyc 20 °C go nntoc 20 °C)

CyLHOCTb MEeTOAA 3aknioyaeTca B nposepke yctonunsoct JCU3 K NOHWKEHHbIM Temneparypam npu
Tpex umMKnax 3aMopaxuBaHus U pasmopaxwvsaHua (ot munyc 20 °C go nnoc 20 °C) MeToaoM KOHTpons op-
raHonenTU4ecknx U PU3UKO-XMMUYECKMX nokasaTenen nocne Kaxaoro uukna. [Ans ucnbiTaHWin npeaocras-
nsietca npoba cpeacTsa o6WMM 06bemMom He MeHee 100 cm® B 3aBOACKOI ynakoske (B Cryyae CEpUIiHOrO
BbiNycka) unu B niobom Apyrom TUNe ynakoBku (B criydyae nabopatopHoro obpasua).

3amopaxuBaHue Ao MUHyC 20 °C OCyLLeCTBMAETCH B Te4YeHWe 24 4 nocpeacTBOM BHeCeHUsi npobbl
B MOPO3WSbHYIO Kamepy, NoaaepXKUBatoLLYyO NOCTOAHHYIO Temnepatypy MuHyc 20 °C. Mo ucreyeHun 24 4
npoba BbIAEPKUBAETCA B TEYEHUE crneaylomx 24 4 npu Temneparype nnoc 20 °C, nocne 4ero npoBOAUTCA
U3MEpPEHNE OPraHoNenTUYECKUX U OU3NKO-XMMUYECKUX MOKa3aTenen, NpuBeaeHHbIX B Tabnuue 3, u ux cono-
CTaBrneHne ¢ UCXOAHbIMM 3HaYEeHMAMU. Janee npoBOAAT €LLe ABa LMKNa 3aMOpaXKuBaHUS/pasMopaXkuBaHus.

7.10 OnpegeneHne neHOOOpa3yKoWen CNOCOGHOCTHU

MeHoobpasytoLyto cnocobHOCTL onpeaenstot no MOCT 22567.1.

7.11 OnpepgeneHue MaccoBOW [ONK XJIOPUAOB

Maccosyio gonio xnopugos onpegenstot no FOCT 26878 (B pacyeTe Ha MONAPHYIO MACCy Xnopuaa Ha-
TpUA).

7.12 OnpepeneHne MaccoBOW OONU OEUCTBYHOLWENO BelwecTBa

Maccosyio gonio gencreyioLlero sewecrsa B ICU3 ans 3awmTbl OT BO3AEWCTBUA BUonornieckux dak-
TOPOB onpeaensioT no [9].

7.13 OnpepeneHne MaccoOBOM OO TOKCUYHBIX 3NIEMEHTOB (CBUHLIA, MbiLIbsIKa, PTYTH)

7.13.1 Maccosyto gonto ceuHua onpegenstor no FOCT 32937 unu MOCT 33023, unu MOCT 31676.
7.13.2 MaccoByto Aonto Mblwwbska onpegensaot no NOCT 32938 unu TOCT 33021, unu NOCT 31676.
7.13.3 Maccosyto gonto ptytu onpeaensitor no FOCT 33022 unu FOCT 32936, unn MOCT 31676.

7.14 OnpegeneHue MMKPOGMONOrM4eCKUX NokasaTenen

7.14.1 OnpegeneHve obwero konuyecTea Me3ounbHbIX adpoBHLIX M haKyrnbsTaTMBHO-aHa3POOHbIX
MukpoopraHnamos — no MOCT ISO 21149.

7.14.2 OnpepeneHne o0LIEro KONMMYeCcTBa APOXOKEN, ApOoXokenoAoBHbIX U MNecHeBbIX rpuboB Ha OC-
HOBaHUW UCNbITAHMI (CaHUTapHO-NoKasaTenbHblil BuA — Candida albicans) — no MOCT ISO 18416 unm [8].

7.14.3 Onpepenenne obuwero konuyectsa SHTepobakTepuit (CaHUTAPHO-MOKa3aTenbHbI BUg —
Escherichia coliy — no [8].

7.14.4 OnpegeneHune oOLLErO KONMUYECTBA MAaTOrEHHbIX CTAa(UIOKOKKOB (CaHMTapHO-MOKa3aTenbHbIi
Bua — Staphylococcus aureus) — no [8].

7.14.5 OnpegeneHve oOLLEro KONMYecTBa CUHErHOMHON Nanoykn (CaHMTapHO-NoKasaTenbHbI BUA4 —
Pseudomonas aeruginosa) — no [8].

7.14.6 OueHka addeKkTUBHOCTU KOHCepBupoBaHnus (Challenge-test) npoBoautca B COOTBETCTBMU C
FOCT ISO 11930.

7.15 OnpepeneHne TOKCUKONOIrMYECKUX U KITMHMKO-NabopaTopHbIX NoKa3aTeneun

7.15.1 Onpenenexue nokasartenen KOXHO-pe3opOTUBHOIO, pasapakaloLero U CeHCUBUNU3UPYIOLLETo
aevicteua ana OCUS Bcex TMNoB (KPOME NOATUNA 3alUuThbl OT BO3AENCTBMA Buonormyeckux haktopos) no
FOCT 32893 unu [10].

7.15.2 OnpepeneHne TOKCUKOIOrMYeCKOro nokasaTtens — nHgekca TokenyHoctu ana ACN3 Bcex TMNoB u
noaTUNoB (KPOME NOATUNA 3aLumMThl OT BO3AeNCTBUA Buonornyeckux paktopos) no FOCT 32893, FTOCT 33506
unu [11].

7.15.3 OnpegeneHne KoxHo-pe3opOBTUBHOIO, pasapaXkaloLero U CeHCUBMNU3NPYIOLLIErOo AEeNCTBUSA, a
TaKkKe Tokcukonornyeckux nokasarenen ACU3 ot sospericteusi Buonornyeckux GakTopoB OnpeaenstorT no
pasaeny 8 [9].
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7.16 OnpeaeneHue HanpasneHHou 3¢ dexrusHocTu ACU3

7.16.1 OnpeneneHue HanpaeneHHon adpdpekTusHocTu JCU3 3awmTHOro TMNA rMapodUNbLHOIO U r’MAPO-
dobHoro aencreus — no MOCT P 12.4.302.

7.16.2 OnpepeneHue HanpasneHHow addektusHocTn ACU3 3auTHOrO TMNa KOMOUHUMPOBAHHOTO (YHM-
BepCanbHOro) AeiCTBUS 40 BBEAEHUA B CUMY COOTBETCTBYIOLLETO CTAHAAPTA OCYLLECTBNSIETCH HA OCHOBE UC-
nbiTaHwii (in vivo, in vitro), B NOMHOWM Mepe OTpaKaloLLMx 3aLUTHbIE CBOWCTBA AaHHOMO Tuna JCN3.

7.16.3 Onpenenenne HanpasneHHon addekTusHocTn ACU3 ana 3awnTbl KOXM NpU HEraTUBHOM BRK-
SAIHUU OKpY>KatoLLel cpeabl, NpefHasHavYeHHbIX AnsA 6e30nacHOro OCyLUECTBMEHUS HaPYXXHbIX, CBAPOUHbIX U
Apyrux BuaoB paboTbl, CBA3AHHLIX C BO3JAENCTBMEM YNbLTPAUONeToOBOr0 M3Ny4yeHns guanasoHos A, B — no
MOCT ISO 24444 ¢ npucBoeHMEM COOTBETCTBYIOLLEro 3HayeHusa dakropa SPF-3awuThl, agnanazoHa C — go
BBEAEHUA B CUJTy COOTBETCTBYIOLLErO CTaHAApTa OCYLLECTBNSIETCA HA OCHOBE UCNbITaHUW (in vivo, in vitro), B
NOMHOM Mepe OTpaXKaloLLMX 3aWmUTHBIE CBOMCTBA AaHHOro Tuna [ICUS.

7.16.4 OnpegeneHue HanpasneHHow adhdekTusHocTn ACU3 ans 3awuTbl KOXM NPU HEFaTUBHOM BRUS-
HUM OKpYXXaloLLEi cpeabl, NpeaHasHaYeHHbIX Ana 6e30nacHOro ocyLeCTBREHUN paboT, CBA3aHHbIX C BO3Aeil-
CTBMEM HU3KMX TEMNEPATYP UNW BETPA, A0 BBEASHNA B CUITy COOTBETCTBYIOLLETO CTaHAapTa OCYyLLEeCTBNAETCA
Ha OCHOBE UCTbITaHui (in vivo, in vitro), B NONHOW Mepe OTpaXkaloLLMX 3aLLMTHbIE CBOMCTBA KOHKPETHOrO TUNa
OCUs.

7.16.5 OnpeaeneHue HanpasneHHON 3pdeKTUBHOCTU CPeACTB ANS 3amThbl OT BO3AenNCTBUSA Guonoru-
Yeckux hakTopoB: MUKPOOPraHM3MOB [C aHTubakTepuarnbHO (AHTMMUKPOBHOI) M NpoTuBOrpubKoBOM (hyHIU-
LUMAHOM) aKTMBHOCTbIO], HACEKOMBIX M NaykooOpa3HbIx (knewlei) — B COOTBETCTBMM C [9].

7.16.6 OnpeaeneHue HanpaeneHHon addektnsHocTu JCU3 ounwatowwiero Tuna—no NOCT P 12.4.303.

7.16.7 OnpeaeneHue HanpasneHHon adpdektusHoctu [ICU3 pereHepupyioLlero (BOCCTaHaBNMBAIOLLE-
ro) TMna 4o BBEAEHUA B CUNY COOTBETCTBYIOLLIErO CTaHAapTa OCYLLIECTBISAETCA HA OCHOBE UCMbITaHui (in vivo,
in vitro), B MONHON Mepe OoTpakalowux pereHepupyiowme, BOCCTAHABNMBAIOLLUME CBOWCTBA AAHHOIO Tuna
OCK3.

7.17 OnpeaeneHue paboTocnocoGHOCTU U 6€30MacHOCTU a3PO030SyIbHON YNAKOBKN

PaboTocnocobHOCTb U 6e30nacHOCTb a3po30sibHOM ynakoBku onpegensior no MOCT 32481 unu
rOCT 31677.

8 TpaHcnopTupoBaHue U XpaHeHue

8.1 TpancnoptupoBaHue 1ICAN3

8.1.1 Tpancnoptuposanue ACU3 [kpome OCUI ans 3awmTel OT BO3AEHCTBUA OMonormyeckux paktopos
[HacekoMbIx 1 naykoobpasHbIx (knewen)] B a3po3onbHoii ynakoske] — no MOCT 27429 v no MOCT 28303.

8.1.2 TpaHcnopTtupoBaHue u xpaHenne ACU3 ans 3awutel OT BO3AeCTBUA Ouonorndeckux akTopos
[HacekombIx M naykooBpa3Hbix (kneLuen)] B adpo3onbHoit ynakoske — no MOCT 31677, FOCT 32481.

8.2 YcnoBua xpaHeHus

TeMnepaTypHbln PEXUM TPAHCNOPTUPOBAHUA U XPAHEHUA AOMKEH ObiTb yKa3aH B TEXHUYECKOW [OKY-
MeHTauum Ha [ICU3.

9 PekoMeHaaLMn NO NPUMEHEHUIO

Pekomenaauum no npumeHeHuto Ha [ICU3 u3rotoButenb NpeacTaBnsieT Ha NOTpedUTEeNbCKOW ynakoBke
n/vnun aTMKETKe, NUCTe-Bknaabille.
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Bubnuorpadusa

«O 6e30nacHOCTU CPEACTB UHANBUAYaANBLHOW 3aLlmMThbI»

«O B6esonacHoOCTH NapOMEpPHO-KOCMETUHECKOIA NPOAYKLMU»

«O 6e30NacHOCTM YMaKkoBKU»

OueHKa TOKCUYHOCTU U ONacHOCTU Ae3NHMULMPYIOLLUX CPEACTB

MpepenbHo gonycTumble KoHueHTpauuu (MOK) BpeaHbIX BellecTB B BO3-
Ayxe paboyeit 30HbI

OpueHTUpoBOYHbIe Ge3onacHble ypoBHU Bo3feiicTBua (OBYB) BpegHbIX
BellecTB B Bosfyxe paboyeii 30HbI

MpenapaTbl B a3po30nbHbIX YnakoBkax. Obme TpeboBaHWs noxapHoO
6e3onacHocTH

MeTogbl MUKPOBGUONOrMYECKOro KOHTPOSs napdhoMepHO-KOCMETUYECKO
npoAyKuyu1m

MeTtoabl nabopaTopHbIX UCCNeAOBaHUA U UCNLITAHUIA Ae3UHDEKLMOHHBIX
CpefCTB ANs oLeHKN nX adhPeKTUBHOCTM 1 6e30nacHoCTH

UHcTpykyma no npuMmeHeHuto Ne 004-0612 «Metoabl onpeaeneHna u
OLIEHKM TOKCUKOJSIOTUYECKUX W KNUHUKO-NabopaTopHbIX Nokasatenei Ges-
onacHocTu U 6e3BpefiHOCTM ANA YenoBeKa TOBapOB HapoAHOro notpebne-
HUA»

OueHka obLyeTokcuyeckoro AeicTansa napProMepHO-KOCMETUYECKOR Npo-
AYKUMN METOAOM in vitro (Ha KynsType NoABWKHBLIX KIETOK)
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KnioveBble cnosa: cpeactsa WUHAMBMAYANbHOW 3aluTbl AepMaTonorMyeckme, HanpaeneHHas addpekTuns-
HOCTb, MPOMbILAEHHOE npou3BoacTeBo, ACUS3, ACU3 sawmTtHoro tuna, ACU3 ounwatowero tuna, ACUS3
pereHepupyloLLero (BOCCTaHaBNMBAaOLLEro) Tuna
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