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OCCUPATIONAL SAFETY STANDARDS SYSTEM. DERMATOLOGICAL PERSONAL PROTECTIVE PRODUCTS.
GENERAL SPECIFICATIONS

OKC 13.340.99

[ata BBegeHunsa 2019-07-01
NPEONCIIOBUE

1 PABPABOTAH AkunoHepHbIM obuectsoM "CkuHkea" (AO "CkuHkea"), OBLecTBOM C OrpaHNYeHHON OTBETCTBEHHOCTbLIO
"Na6-LToko" (OO0 "[Oab-lUTtoko"), O6LecTBOM C OrpaHM4YeHHOW OTBeTCTBEeHHOCThbIo "ApmakoH" (OOO "ApmakoH"),
O6wwecTtBOM C orpaHuyeHHon oTBeTcTBEHHOCTLIO (OO0 "lMabopaTopusa 6esonacHocTn")

2 BHECEH TexHu4eckum kommteToM no ctangaptmsaumm TK 320 "Cpeactea nHansmayansHon sawmrb!”

3 YTBEPXXOEH W BBEJEH B JEVCTBWE Mpukasom deaepanbHOro areHTCTBa Mo TEXHUYECKOMY PerynpoBaHuio W
meTtpornorum ot 3 okTAbpst 2018 . N 695-cT

4 BBE[JEH BINEPBbIE

lpasuna npumeHeHUs Hacmosiweao cmaHdapma ycmaHoerneHsb! 8 cTatbe 26 ®enepansHoro 3akoHa ot 29 mioHs 2015 ¢ N
162-03 "O craHaaptmsauum B Poccuiickon Pepepauun”. MHpopmayussi o6 u3MeHeHUsix K HacmosweMmy cmaHOapmy
nybnukyemcsi 8 exe200HOM (10 COCMOSIHUIO Ha 1 siHeapsi meKyuweao eoda) UHGhopMaUulUOHHOM ykazamene "HauuoHarbHbie
cmaHOapmebl”, a oguyuanbHblli MeKCcm U3MEHEeHUl U [10NpasoK - 8 EXeMEeCSYHOM UHGQOPMauUuOHHOM yKaszamerse
"HayuoHanbHbie cmaHOapmbil". B cryyae nepecmompa  (3aMeHbl) UfU  OMMEHbl  Hacmosiue2o cmaHdapma
coomeemcmeyrujee ysedomneHue 6ydem orybnukogaHo 8 bruxaluweM 8bIMyCKe EeXEeMECSYHO20 UHGOPMayUOHHOZ0
ykasamens "HauuoHanbHbie cmaHOapmsbi”. Coomeemcmeytowasi uHgopmMayusi, yeedomMieHue U meKcmbl pasMmewjaromcsi
makxe 8 UHQOpPMayuoHHOU cucmeme obwez0 ronb308aHUst - Ha oguyuanbHoM calme @edeparibHO20 azeHmcmea 1o
MexHUYeCKOMY pe2ynupogaHuio U Memporio2uu 8 cemu iHmepHem (www.gost.ru)

1 OBNIACTb NPUMEHEHUA

HacTtosawui ctaHgapT pacnpocTpaHsaeTCcsa Ha AepMaTonormiyeckne cpeactesa MHAMBMAYanbHOM 3awwmTsl (ganee - JCN3) u
yCTaHaBnMBaeT obLime TexHuyeckme TpeboBaHWsi, MeTodbl UCMbITaHUN, TpeboBaHusa GesonacHocTW, a Takke TpeboBaHUSA K
npasunam NpUeMKu n MapknpoBke.

TpeboBaHMs HacTosLLEro craHgapTa He pacnpocTpaHsioTcs Ha OCU3 sawmtHOro Tuna OT BO3AEWCTBUS BbICOKMX
Temneparyp.

TpeboBaHusa k 6esonacHoctn [CU3, opraHonenTuyeckum, (PU3NKO-XMMUYECKMM MOKas3aTensiM, a Takke Mokasatensm
HanpasrneHHon adheKTUBHOCTU n3noxeHsl B 4.2.5-4.2.10 HacToswero ctaHgapra.

2 HOPMATUBHbIE CCbIJIKA

B HacTosem cTaHgapTe NCNonb3oBaHbl HOPMATUBHBIE CCbIMIKM Ha criegylolmne cTaHaapThl:

FOCT 8.579 locynapcTBeHHas cucteMa obecrnedeHuss eguHCTBa M3mepeHuin. TpeboBaHMs K KonmyecTBy (hacOBaHHbIX
TOBapPOB B YNakoBKax foboro Buaa npu ux Nnpor3BoAcTBe, pacdacoBke, Npoaaxe n nMmnopre

FOCT 12.1.004 Cuctema ctangaptoB 6esonacHocTu Tpyaa. NoxapHasa 6e3onacHocTb. Obwme TpeboBaHus

FOCT 12.1.007 Cuctema ctaHgaptoB 6e3onacHoctn Tpyaa. BpeaHble BewectBa. Knaccudpukaumsa n obwmne tpeboBaHus
6esonacHoCcTH

FOCT 12.1.010 Cucrtema ctangaptoB 6e3onacHocTu Tpyaa. BapbiBo6esonacHocTb. Obwme TpeboBaHms

[OCT 12.1.018 Cuctema craHgapToB 6e3onacHocTn Tpyda. [NoxapoB3pblBOGE30NACHOCTb CTAaTUYECKOrO 3MEKTPUYECTBA.
O6wume TpeboBaHus

FTOCT 12.1.044 (MCO 4589-84) Cuctema craHgaptoB 6e3onacHocTu Tpyda. [loxapoB3pblBOONACHOCTb BELLECTB U
maTepuanoB. HomeHknaTypa nokasartenen n MeToabl Ux onpeaeneHus

[OCT 12.4.021 Cuctema ctaHgaptoB 6e3onacHocTu Tpyaa. Cuctembl BEHTUNSAUMOHHbIE. ObLime TpeboBaHus

FOCT 19433 Npy3bl onacHble. Knaccudukaumsi 1 MapknpoBka

[OCT 22567.1 CpeacTtBa MowoLme cMHTeTUYeckne. Metop onpeaeneHus neHoobpasytoLLern cnocobHOCTH

[OCT 26878 LamnyHun ans yxoaa 3a Boriocamu 1 Anst BaHH. Metog onpegeneHusi cogepXXaHusi Xnopuaos
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[OCT 27429 N3penus napoMepHO-KOCMETMYECKNE XMUAOKME. YNaKoBKa, MapKMpOBKa, TpaHCNOPTUPOBaHME U XpaHeHne

FOCT 28303 N3genus napgroMmepHO-KOCMeTUYeCKNe. YNakoBka, MapkupoBKa, TPaHCNOPTUPOBaHUE N XpaHeHne

FOCT 29188.0 Mpoaykuma napdromepHo-kocmeTnyeckas. Npasuna npuemkn, otbop Npob, MeToabl opraHonenTU4eCcKmX
ncnbITaHnn

FOCT 29188.1 N3genusa kocMmeTuyeckne. Metog onpegeneHuns TemnepaTypbl KannenageHus

FOCT 29188.2 Npoaykums napgromepHo-kocmeTnyeckasa. MeTtoa onpegeneHms BOOOPOAHOro nokasatens pH

FOCT 29188.3 N3penus kocmeTnyeckue. Metoabl onpeaeneHms ctTabunbHOCTM 3MYyNbCUK

FOCT 29188.4 N3genuns kocmeTndeckne. Metoq onpeneneHnsi BoAbl U NETy4mx BELLECTB UM CyXOro BellecTBa

FOCT 29188.6 W3penua napdroMepHO-KOCMeTUYeckMe. [asoxpomarorpadpmnyeckuin Metoq OnpeaeneHns 3TUoBOro
cnupta

FOCT 31676 Mpoaykumnsa napdroMepHo-kocMmeTudeckasi. KonopumeTtpudeckne metonbl OnpeaeneHns MaccoBbIX LONen
pPTYTH, CBMHLA, MbilbsKa, KaAMUS

FOCT 31677 Mpoaykunsa napdromMmepHO-KOCMeTUYeCKas B aspo30sibHoN ynakoske. ObLmne TeEXHUYeCKMe yCcrnoBms

[OCT 32478 ToBapbl 6bITOBOM XMun. Ob6LLME TeXHMYecKkne TpeboBaHUsA

[OCT 32481 ToBapbl 6bITOBOW XMMUN B @dp030rbHON ynakoBke. OBLLmMe TeXHUYeCcKme yCcrnoBus

FOCT 32893 lNpoaykuusa napdromepHo-kocmeTudeckasd. MeToabl OLEHKM TOKCUKONMOTMMYECKMX U KIMMHUKO-NabopaTopHbIX
nokasarenen 6e3onacHocTn

[OCT 32936 MNpoaykuuna napdromepHo-kocMmeTndeckas. VIHBEpCUOHHO-BONLTaMNEepPOMETPUYECKUI METO onpeaeneHus
pTYTH

[OCT 32937 Mpoaykuuna napdromepHo-kocMmeTndeckas. VIHBepCUOHHO-BONLTAMNEPOMETPUYECKUI MEeTo onpedeneHus
CBUHLA

FOCT 32938 MMpoaykuuna napdromepHo-kocMmeTndeckas. VIHBepCUOHHO-BONLTaMNEPOMETPUYECKUI MEeTo onpeaeneHus
MblLbsIKa

FOCT 33021 Tlpoaykums napdromepHo-kocmeTnyeckas. OnpegeneHne MacCoBOM AOMAM Mbllbsika METOAOM aTOMHOM
abcopbuwnn ¢ reHepaumnen rmapmaos

FOCT 33022 lMpoaykuma napdromepHo-kocMmeTudeckas. OnpeaeneHne mMaccoBon Oonu pTyTM MeTogoM BecnnamMeHHon
aTomHon abcopbunm

FOCT 33023 lMpogykuma napdromepHo-kocmeTnyeckasd. OnpeaeneHne MaccoBOWM A0MAW CBUHLA METO4OM aTOMHOM
abcopbumnm ¢ anNeKkTpoTEPMUYECKON aTOMMU3aLMEN

FOCT 33506 Mpoaykunsa napdromepHo-kocmeTnydeckas. Metoabl onpeaeneHuns 1 OLEHKN TOKCUKONOMMYECKUX NoKasaTenemn
6e3onacHoCTH

FTOCT 1SO 11930 [MMpoagykumnsa kocmeTtudeckast. Mukpobuonornsa. OueHka aHTUMWUKPOOHOM 3alMTbl KOCMETUYECKOMN
npogyKumnm

FOCT 1SO 18416 lMpoagykuusa napgpromepHo-kocMmeTudeckas. Mukpobuonorusa. O6HapyxeHne Candida albicans

FOCT I1SO 21149 TMpopykuma napdgroMepHo-kocMmeTnyeckas. Mukpobuonorus. NoacyeTr n obHapyXeHue Me30UIbHbIX
a3pO6HbBIX MUKPOOPraHN3MOB

FOCT 1SO 24444 Tlpogykumsi KocMeTnyeckasi. Metogbl UCNbITAHWIA 3alWmThl OT conHua. OnpeaenexHve ConHLEe3allnTHOro
dakTopa (SPF) Ha xuBbIx opraHuamax (in vivo)

FTOCT ISO 29621 T[pogykumsi kocmeTudeckas. Mukpobuonorus. PykoBogsilimMe ykasaHWsi MO OLEHKe pucka MU
naeHTUgrKaLumm NPOAYKLUUN C MUKPOOMONOrMYECKN HU3KMM PUCKOM

FOCT P 12.4.302 Cuctema crtaHgapTtoB 6e3onacHocTu Tpyaa. Cpeactea MHAMBUAYaNbHOW 3aluThl JepMaTonormieckme.
MeToabl onpegeneHus U OLEHKU HamnpaBneHHoOW 3h(EKTMBHOCTU AEPMATONOrMYeckMX CPEACTB MHOAMBMOYANbHOW 3aluTbl
3awuTHoro Tnna. Yactb 1. Cpegcrtea rugpodunbHOro 1 rmapodobHoro AencTeus

[OCT P 12.4.303 Cucrema ctaHgapToB 6e3onacHoctu Tpyaa. Cpeactea MHAMBMAOYaNbHOM 3alMThl JepMaTonormyeckme.
MeToabl onpegeneHns u OLEHKU HanpasreHHOW 3EeKTMBHOCTU AepMaTONorMyeckux CPeacTB MHOAMBUMAOYaNbHOW 3alinTbl
ouuLiaroLero Tuna

MpumeyaHue - Mpu NoNb3oBaHWM HACTOALIMM CTaHAapPTOM LienecoobpasHo NPoBEpPUTL OENCTBUE CCbINOYHbBIX CTaH4apToB
B MHGOPMALMNOHHOM cMcTeEMe O6LLEro nonb3oBaHUA - Ha oduumanbHoM cante depepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynnupoBaHuio 1 MeTporormm B ceTu WHTepHeT mnn no exerogHomy uHOpMauMOoHHOMY YyKasaTtento "HauuoHarbHble
cTaHAapThl", KOTOpPbIA OMybnukoBaH MO COCTOSHUMIO Ha 1 SHBapA Tekywero roga, U Mo BbiMyCckaM eXeMeCsa4HOro
MHGOPMAaLUNOHHOIO ykasatens "HauuoHanbHble cTaHgapThl" 3a Tekywun rod. Ecnn 3ameHeH cCbiNouvHbIM CTaHdapT, Ha
KOTOpbIN JaHa HeOaTUPOBaHHAs CChINka, TO PEKOMEHAYETCS MCNOMNb30BaTh AEWCTBYIOLLYIO BEPCUI0 STOro CTaHZapTa C y4eToM
BCEX BHECEHHbIX B [JaHHYK Bepcuio uaMeHeHui. Ecnn 3ameHeH CCbinouHbIi CTaHAapT, Ha KOTOPbIA [aHa OaTMpoBaHHas
CCbirika, TO PEKOMEHAYETCA MCMONb30BaTb BEPCUI0 3TOTO CTaHAapTa C yKa3aHHbIM BbIlLE FOAOM YTBEPXAEHMUS (MPUHATUSA).
Ecnu nocne yTBepXaeHWst HACTOSLLIErO CTaHA4apTa B CChINOYHbIV CTaHAAPT, Ha KOTOPbLIN JaHa AaTUPOBaHHAas CCbifka, BHECEHO
U3MEHEHNe, 3aTparuBaloLLee MNoroXeHe, Ha KOTOpoe laHa CCbIfKa, TO 3TO MONOXeHWe PeKOMeHOYEeTCs NPUMeHNATL 6e3 yyeta
OaHHOro M3MeHeHUsl. Ecrin cCbINoyHbIN cTaHOapT OTMEHeH 6e3 3ameHbl, TO MOMOoXeHne, B KOTOPOM [aHa CCbifika Ha Hero,
peKoMeHAyeTCs MPUMEHSTh B YaCTW, HE 3aTparnBaloLLEN 3TY CCbIMKY.
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3 TEPMUHbI 1 ONPEOENEHUA

B HacToswem CTaHgapTe npuMeHeHbl cneayuime TepMnuHbl C COOTBETCTBY LMK onpeaeneHnamMmm:
3.1

cpeAcTBa WHAUMBUAYyanbHOW 3awWuTbl Aepmartonoruveckue: Cpencrea, npeaHa3HaYeHHble [Anis
HaHeCEeHNs1 Ha KOXy YeroBeKka ONns ee 3alUMTbl U OYUCTKU C LIENbK CHWXKEHUS BO3OEWCTBUSI BPEOHbIX U
onacHbIX (QaKTOPOB B YCIMOBUSIX MPOMbILLIIEHHOTO MPOWU3BOACTBA, KOTOPbIE HE OTHOCATCA K obbekTam
TEXHUYECKOro perynMpoBaHuUs TeXHUYECKOro pernameHta TamoxeHHoro cot3a (TP_TC 009/2011) "O
6e3onacHOCTU NapoMepHO-KOCMETUYECKON NpoayKUmmn”.

[[1], ctatba 2

3.2 0e3onacHOCTb [AepMaToriorMvyeckux CcpeacTB MWHAMBUAYanbHOW 3awmTtbl: COBOKYMHOCTb CBOWCTB WU
XapaKkTepucTUK [OepMaToriorMyeckux CpeacTB WHOMBMAYyaNbHOW 3aliMTbl, MNOATBEpXKAalwasi OTCYTCTBME WX BPEAHOro
BO3[ENCTBUA Ha NOTPeGUTens npu ee MCronb3oBaHUM B COOTBETCTBUWU C Ha3HaAYeHMEM U CMocoBOM MPUMEHEHMUS B TeYeHue
3asiBMEHHOro cpoka rofHOCTM.

3.3 HanpaBneHHas 3geKTUBHOCTL: MoaTBepKaeHHbIE NPOU3BOAUTENEM UNWU 3asiBUTENEM 3allMTHble, ouuLlaoLme,
pereHepvpyloLve (BOCCTaHaBMNMBakLmMe) CBOMCTBA AEPMATONIOMMUYeckUX CpeacTB UHAMBMAOYaNbHON 3alMThl MO OTHOLLEHUIO K
cneumdguyeckuM BpeaHbIM NPON3BOACTBEHHBIM hakTopaMm.

4 TEXHUWYECKUE TPEBOBAHUA

4.1 Knaccudumkauymsa

B 3aBucumocTn ot HasHadeHus ,CU3 nogpasgenstoT Ha criegytowme Tunbl:

- 3awmTHbIM - TN OCUS, npegHasHadeHHbIN ANa 3aWwuTbl KOXU YeNoBEKa B YCNOBUSIX Pa3fUYHbLIX NMPOU3BOACTBEHHbIX
hakTopoB;

- ounwarowmn - Tun JCH3, npegHasHauYeHHbI AN OYULLEHUS KOXM YErOBEKA B YCMOBUSX KOHTaKTa Ha NPOM3BOACTBE C
3arpsA3HEHUAMIN pasnMYHOro B1Aa;

- pereHepupylowmii (BocctaHaesnueatowmin) - Tmn JCU3, npeaHasHavyeHHbIM AN BOCCTAHOBMEHUS KOXM YerioBeka nocne
npoBegeHnsa paboT C pasnNMyYHbIMK BelecTBaMuM U MaTepuanamu, obnagalwmumMm KOXHO-pe3opOTUBHBLIM, pasgpakarolmm 1
CEHCMOUNU3MPYIOLLIMM OENCTBMEM, @ TAKKe B YCNOBUSAX HErATUBHOIO BIMSIHUS OKPY>KatoLLen cpeapl.

CeepneHus o gononHuTensHon knaccudukaumm OCUS 3awmTHOrO 1 ouMwarowero Tuna npmeegeHsl B Tabnumuax 1 n 2.
[OCW3 pereHepupytoLlero (BOCCTaHaBNUBALLENO) TUNa He UMEIOT AOMONMHUTENBHONM Knaccudukaumm.

Tabnuua 1 - Knaccudmkaums JCUS 3awwmTHoro tvna

Moatun ACU3 HasHnaueHune

Cpeactsa rugpounbHOro A4encTems [nsa 6e3onacHoro ocyulecTaneHns pabor ¢
BOZOHEPaCTBOPUMbIMU BELLECTBAMMU U
martepuanamm

CpeactBa rmgpocobHoro gencTems [nsa 6e3onacHoro ocyLlecTBneHms pabdoT ¢
BOOOPaCTBOPUMbBIMY BELLECTBAMU U MaTepuanamm

Cpeactea KOMOBUHNPOBAHHOIO (YHUBEPCATbLHOIO) [na 6e3onacHoro ocyLlecTsneHns pabor B

AeNCTBUS YCMNOBUSAX MONEPEMEHHOTO BO3ENCTBUS

BOL,OPACTBOPMMbIX 1 BOOOHEPACTBOPUMbIX
BELLECTB 1 MaTepunanos

CpepgcTtBa ang 3awmTbl NpyM HEraTUBHOM BINSIHUK [nsa 6e3onacHoro ocyLecTeneHus pabor,
OKpy>atoLLlen cpedbl (HA3KMe TeMmnepaTypsbl, BETEP, CBSA3aHHbIX C BO3AENCTBUEM YnbTpadroneToBoro
yneTpaduoneToBoe usnydeHve guanasoHos A, B, C) n3nydeHusa gruanasoHos A, B, C, Bosgencranem
HW3KMX Temneparyp v BeTpa

Cpeactsa onsi 3alnThl OT BO3AENCTBUS [ns 6e3onacHoOro ocyLecTBneHns pabor:

BGuronornyeckmx akTopoB (MUKPOOPraHM3MOB): - NPV HaxoXxaeHnMn paboyero MecTa yganeHHo oT

- ¢ aHTnbakTepmanbHbIM (aHTUMUKPOBOHBLIM) CTaLMOHAPHbIX CAHUTAPHO-ObLITOBLIX Y3I10B;

OeNCTBUEM; - BbINOMHSEMbIX B YCNOBUSIX CHUKEHHOIO

- C NPOTMBOrpuBKOBBLIM (PYHIMLUMAHBIM) ENCTBUEM BO34yxoo0OMeHa (cneumansHasa o0yBb, 3alUUTHbIE
nepyaTku)

Cpeqactsa Oons 3awmTbl OT BO3AENCTBUSA [ns 6e30nacHoOro ocyLlecTBNEHWS HapyXHbIX paboT

Buronornyeckmx akTopoB [HaCEKOMbIX U (ce3oHHO, Npu Temnepartype Boiwe 0°C) B neprog,

naykoobpasHbix (knewuen)):
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- CcpefcTBa Ans 3aWuUThbl OT HACEKOMbIX; aKTMBHOCTM KPOBOCOCYLLMX HACEKOMbIX U
- cpefcTBa Ans 3aWwuTbl OT HACEKOMBbIX U naykoobpasHbIx (KreLiewn)
naykoobpasHbIX (KreLuen)

Tabnuua 2 - Knaccudumkaums CU3 oumnwiatowiero tuna

Mogtvn ACN3 HasHaueHue
Cpeactsa onst oumLeHns ot [na 6e3onacHon n adhpeKkTUBHOM OYMCTKN NOCNE OCYLLECTBIEHMSA paboT,
HEYCTOMYMBBIX 3arpsi3HEHMNN CBSI3aHHbIX C HEYCTONYMBBLIMU 3arpsA3HEHUSIMU: Pa3NNYHbIMU BUOAMMN

NPOn3BOACTBEHHON MbiNK (opeBecHas, WwebeHo4YHas, acbecToBas,
necyaHasi, KUprnmM4Has, LeMeHTHas), pacTBopamu LieMeHTa, U3BeCTu 1 Ap.
CpepnctBa ans o4mLeHus ot [na 6e3onacHom u 3chEKTUBHON OYUCTKU MOCHE OCYLLECTBNEHUS pabor,
YCTOMYUBBIX 3arpsa3HEeHUN CBS13@HHbIX C YCTOMUYUBBLIMU 3arpsiBHEHUSMU: OPraHNYeCKUMM
pacTBopuTENSaMU, caxein, rpaddnTom, HePTbIO U PasNMYHBIMKU NPOSYKTaMU
HedpTenepepaboTkM (TEXHUYECKMMIN MacriaMu, CMaskaMu, MasyToMm),
CMa304HO-OXITaX4ao UMM XKUOKOCTAMU Ha MaACIsiIHOW OCHOBE,
pasnuyHbIMX BUAAMU MPOU3BOACTBEHHOM NbINK (B TOM YUCHE YrOSNbHOMN,
MEeTanIN4YeCcKomn, CTEKONbHON, BymMaykHOWM 1 Ap.), CTEKNOBOMOKHOM U Ap.

Cpeactsa onst oumLweHns ot [na 6e3onacHomn n a¢pHEKTUBHON OYNCTKU MOCHE OCYLLECTBNEHUS pabor,
0Cc000 YyCTOMUMBBIX CBSI3aHHbIX C 0COD0 YCTONYMBBIMM 3arpsA3HEHUSIMU: Pa3NNYHbIMM
3arpsisHeHnmn BbICOKOBSA3KMMUW NpoAyKTamun HedptenepepaboTku (GUTym, ryapoH u ap.),

CMOnamMu, nnakokpaco4YHbIMX MaTtepunanamm, MOHTa)XHOW MEHON N ap.

4.2 XapaktepucTumka

421 OCN3 Bcex TUMOB AOMKHbl M3roTaBNMBATbLCS B COOTBETCTBUM C TPeOOBaHMSIMM HACTOSILLEro craHgapTa no
TEXHUYECKUM [OKYMEHTaM M3roToBUTENS (peuenTypam, MHCTPYKLUMSAM, TEXHUYECKUM YCITOBUSIM, TEXHUYECKMM TpeboBaHMsIM)
npu cobntogeHnn TpeboBaHUn, yCTaHOBMNEHHbIX B [1].

4.2.2 1CN3 3awmTHOro Tuna

4221 OCN3 3awutHOoro Tmna [cpeactBa rmapodunbHOro, rmapodobHOro M KOMOUHMPOBAHHOIO (YHMBEPCAbHOIO)
OEeNCTBUS, cpeacTBa Anis 3alWuThl KOXM NPW HEraTUBHOM BRUSIHUM OKpY)Xalolen cpedbl], NpeacTaBnstoT cOOOM Kpembl Ha
3MYNbCMOHHOW, XMPOBOW Y reneBon OCHOBE.

4.2.2.2 NCUN3 3awmTHOro Tuna oT BO3AEUCTBMSA OMONOrMveckmx akTopoB MOryT BbINYCKATbCS B pPas3nu4HbIX hopMax
(KpeMbl, TOCbOHBI, renu, XMAKoCTh 1 Aap.).

4.2.3 ICA3 ounwatowlero Tmna npeacTaensaioT cobor BoaHbIE pacTBOPbI, renn, NeHKM, MyCcCbl HA OCHOBE NOBEPXHOCTHO-
aKTUBHbIX BELLIECTB (>KMAKOE MbINo, renb Ans Tena u Bonoc 1 T.M.), a Takke aMynbCun, NacTbl, KPEMbI, B COCTaBE KOTOPLIX 4SS
NOBLILIEHMA HanpaBneHHON 3(EEKTUBHOCTU MOTYT COAEPXKATbCS, MOMUMO NOBEPXHOCTHO-AaKTUBHLIX BELLECTB, abpasvBHble
YacTuubl, a Takke pacTBOPUTENM B KONMYECTBE, paspeLleHHoM [1].

4.2.4 OCWN3 pereHepupytoLLero (BOCCTaHaBNMBAKOLLEr0) TUMNa NPeAcTaBnsatoT CO60N KpeMbl Ha 3MYNbCUOHHOW, XXMPOBOM 1
reneBon OCHOBE.

4.2.5 B coctae [IC3 Bcex TMNOB MOryT BXOOUTb OTAYLIKW, KpacUTENW WU crneumarnbHble AobaBky, ynydllawolme mx
notpebuTenbckue cBoWCTBa. Bce BellecTBa, Bxogswme B coctaB [CU3, OomkHbl ObiTb paspelueHbl K MPUMEHEHMIO B
cooTtBeTcTBUM C [1].

4.2.6 Mo opraHonenTuyecknm n uankKo-xmmmyecknm nokasatenam OCU3 sawmuTHOro tuna [cpedctea rmapodunbHoro,
rmapodobHOro U KOMBMHMPOBAHHOIO (YHMBEPCANbHOro) AENCTBUS, CPeAcTBa ANs 3aliuTbl KOXM NPW HEraTUBHOM BIMSIHUM
OoKpyXatlleln cpedbl], a Takke pereHepupyowme (BocctaHaenueawowme) OCU3 gomkHbl COOTBETCTBOBATbL TpeboBaHMsAM,
yKka3aHHbIM B Tabnuue 3.

Tabnuua 3
HaunmeHoBaHue XapakTepucTtuika u Hopma
rnokasarens OCW3 3awmtHoro Tuna OCun3
Cpeactea Cpeactsa ons 3awwmTbl npu pereHepupyoLLero
rMapoonneLHOro, HeraTMBHOM BITUSIHUW OKpYXatoLLein (BoCCcTaHaBnMBarLLEero)
rmapodobHoro un cpenpl Tmna
KOMOBUHMPOBAHHOIO OT BO3eNCTBUA OT BO34encTBus
(yHuBepcanbHoro) HN3KMX Y®-usnyyeHus
AencTeums Temneparyp, AnanasoHoB A,
BEeTpa B,C
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CTtpaHuua 5

BHelwHunn Bua
Liser
3anax

CBoWcTBEHHbIN KOHKpeTHOMY [CN3

MaccoBsas gonsi Boabl 1
netyumnx seuwectsl) , %

20,0-90,0

0-70,0

5,00-90,0

BogopoaHbin nokasartens
pH 2)

4,5-9,0

4,0-9,0

4,5-8,0

Temnepatypa
kannenageHus, °C3)

39-55 -

KonnonpgHas
cTrabunbHocTb 4)

CrabuneH

TepmocTabunbHOCTb

CrabuneH

CootBeTcTBUE
3asIBMIEHHbIM
OpraHonenTUYeCcKUM U
PM3NKO-XMMNYECKNM
CBOMCTBaM Mnocrne Tpex
LUMKMOB 3aMopaxusaHus/
pa3mopaxusaHus (oT
MuHyc 20°C go nntoc
20°C)

CrabuneH

10% no KaXxxaoMy BELLECTBY.

OCHOBY.

1) MaccoBas gonst BoAbl ¥ NETYyYMX BELLECTB He ONpeaensaeTca AN CPEACTB 3aLUUThbl KOXU MPpYU HEraTUBHOM BIUSHWN
oKpYy>KatoLLe cpedbl, UMEILLMX X1poByto (6e3BoaHyko) ocHOBY. MaccoBast 4onsi NeTy4nx BELLECTB He JoMKHa NpeBbiwaTh

2) BoOopofdHblii MokasaTenb He onpenensercs Ans CPencTs 3allyThl KXW MPW HErATUBHOM BIUAHUM OKpYXaloLLen cpeqbl,
nmerLmx xuposyto (6essoaHyto) ocHoBy. Hopma BogopogHoro nokasarensa pH ons cpencts, cogepKallmx aKCTpaKThl Tpas,
PPYKTOBbIE KUCMOTbI M X NPOM3BOAHLIE, AoNycKaeTcs B npegenax ot 4,0 go 8,0.
3) Temnepatypa kannenageHust onpegensietcs ans JCU3, npeaHasHayeHHbIX AN 3aLlWMTbl NPY HEFaTUBHOM BIVSIHUM

OKpy>KatoLlen cpeabl (OT BO3OENCTBUSA HU3KUX TeMMepaTyp, BETpA) B Criyvae, eCNn OHU MMEIOT XXMPOBYIO (6e3BOAHYHO)

4) KonnouaHas ctabunbHOCTb ONpeaensieTcs Ans cpeacTs, MMeloLwmx hopMy Kpema.

4.2.7 To opraHomenTuyeckuMm n usnko-xnmmdeckum nokasatenam LCN3 s3awmTHOro tmvna [cpeactsa ond 3alimThl OT

BO3ENCTBUA  OMOMNOrn4ecknx
COOTBETCTBOBATbL TPEOOBaHUSAM, Y
Tabnuua 4

hakTopoB:  MMKpOOpraH
KasaHHbIM B Tabnuue 4.

N3MOB, HaACeKOMbIX U

naykoobpasHbix

(knewien)]  OOMKHbI

HanmeHoBaHve nokasatens

XapaKTepucTuka u Hopma

Cpeqnctea Ans 3aluThbl OT BO3AeNCTBUS BUONOrMyeckux hakTopos

MuKpoopraHnsmMoB

C
aHTnbakTepmanbHbIM
JencTBmem

C npoTnBorpnbKoBbIM
JencTemem

naykoobpasHbix (KneLiemn)

Hacekombix n

BHelwwHnn Bua

Liset

3anax

CBoWCTBEHHbIV KOHKpeTHOMY [ICN3

BogopoaHbin nokasatens pH

3,5-9,0

MaccoBag gons 4encTBYOLLErO
BellecTBa, obecne4mBaloLLero
HanpaBneHHy aPdPeKTUBHOCTb
D, %

CornacHo TeXHU4YECKMM AOKYMEHTaM Ha KOHKpeTHoe HanmeHoBaHue JCN3

CrtabuneH
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TepmocTabunbHoCTb 2)

KonnougHasa ctabunbHocTb 3)

CrtabuneH

1) Ona npoaykuum, cogepxallei B Ka4ecTse OeNCTBYIOLLErO BELLECTBA STUIOBLIN CNVPT, ONPEAEensAeTcsa ero
mMaccoBas gons, %.
2) TepmocTabunbHOCTb ONpeaenseTcsa Ans cpeacTs B BUAE KpeMa Unu rens.

3) KonnouaHas ctabunbHOCTb onpeaenserca Ans cpeacTs B BUAE Kpema.

4.2.8 lNo opraHonenTnyecknm n usmnko-xmmmdeckum nokasatenam QCU3 ounwatowlero tmna gomkHbl COOTBETCTBOBATb
TpeboBaHUsAM, yka3aHHbIM B Tabnuue 5.

Tabnuua 5

HanmeHoBaHue nokasaTensa

XapaKTepI/ICTI/IKa N HOpMa

CpepncTBa Ans o4MLEHMS OT HEYCTOMUYUBBIX, YCTONYMBBIX U 0COBO
YCTONYMBBIX 3arpA3HEHNI

YKungkoe Mblino, renb, NeHka, Mycc,

CpenacTsa, cogepxallme

LaMnyHb abpasuBHble MHIPeaneHTbl n/unm
pacTBOPUTENM (3MYNbCUMN, KPEMBDI,
nacTbl)
BHewwHun Bua CBOWCTBEHHbIN KOHKpeTHOMY [JCU3
Liser
3anax
BogopogHei nokasartens pH 5,0-9,01)
MaccoBas gons xnopuaos, %, He 6,0 -
Gonee
lMeHooGpa3ytoLasi cnocobHOCTb 145 -
(NeHHoe 4nMcno MM, He MeHee),
YCTOMYMBOCTb NEHbI, HE MEHee 0,8 -

1) Hopma BogopoaHoro nokasatens pH ans cpefcTs Ha XMPOBOW OCHOBE AJ151 OYMLLEHUS OT HEYCTONUMBBIX W

YCTOMYMBBIX 3arpsasHeHuin gonyckaetcs He 6onee 10,0; ana JCUS ounwatowero tmna, cogepKallmx aKCTPaKThbl
TpaB., (OpPYKTOBLIE KNCNOThbI U UX NPOM3BOAHbIE - B Nnpeaenax ot 4,0 go 9,0.

4.2.9 [1ICUNB Bcex TMNOB A0mkHbI 06nagaTtb HanpaeneHHoN 3EKTUBHOCTLIO.
4.2.9.1 HanpaeneHHas acpdektneHoctb JCU3 3awwmTHOro Tmna ruapodunbHOro n rugpodobHOro AenCTBMSA OLEHNBAETCA
cornacHo nokasartensim Tabnuupl 6.

Tabnuua 6
HanmeHoBaHue HanmeHoBaHune CTteneHb 3awuTbl KaTeropmna HanpasrneHHon adheKTUBHOCTH
noatuna JCN3 nokasartens cymmapHas
HanpaBneHHON
3PP EKTUBHOCTH
CpeacTtBa CTteneHb 3aWwunThl Ot 14 po 16 Bbicwas (nonHasa HanpaeneHHas
rmapodobHoro cyMmapHasi 3P EKTUBHOCTL 3ALLUTHOIO AENCTBUSA OT
aencreus BOL,OPACTBOPUMbIX 3arps3HeHnn)
Or8pm013 MepBas (cpegHsAst HanpaBneHHasi
3 PEKTUBHOCTL 3aLLUTHOIO 4ENCTBUSA OT
BOOOPaCTBOPUMBIX 3arpsi3HEHUN)
Ot4p07 Bropas (MMHUManbHas HanpasneHHas
3a(pPeKTUBHOCTb 3aLLMTHOrO 4ENCTBUSA OT
BOOOPaCTBOPUMbIX 3arpsi3HEHUN)
MeHee 4 Cpeactso He obrnagaeT HanpaeneHHON
3(pPEeKTUBHOCTLIO
Cpeactea CreneHb 3alUuUThI OT110 00 12 Bbicwas (nonHasa HanpaBneHHas
rmapomneHoOro cymmapHas 3(pPeKTUBHOCTb 3aLLMTHOrO 4ENCTBUSA OT
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CTtpanuua 7

nencTeusi

BOAOHEPaCTBOPUMbIX 3arps3HEeHNU)

O16pm09

MepBas (cpegHAs HanpaBneHHas
3 PEKTUBHOCTL 3aLLUTHOIrO AENCTBUA OT
BOL,OHEPACTBOPUMbIX 3arpsA3HEHNI)

Or3pm05

Btopas (MvMHMManebHasa HanpasneHHas
3 PEKTUBHOCTL 3aLLMTHOrO AEUCTBUSA OT
BOL,OHEPACTBOPUMbIX 3arpA3HEHNI)

Menee 3

CpeactBo He obrnagaeT HanpaBneHHON
3P PEKTUBHOCTBIO

4.2.9.2 HanpasneHHasa acpdektneHocTb JCN3 3alumMTHOro Tvna OT BO3OencTBMst BUONOrmYecknx hakTopoB OLEHNBAETCS

cnegywoLwmm obpasom:

OCU3 ot Bo3genctBus buonormdeckux GakTopoB [HACEKOMbIX M NMaykoobpasHbix (knellen)] obnagaer HanpaBneHHON
3P hEKTUBHOCTBIO, €CNK NEepBOHaYarnbHbIN koadduumneHT otnyrneatowero aencreus (KOO) He meHee 100% [9].
OCU3 ot Bo3genctBus Guonormyecknx ¢OakTopoB (MUKPOOPraHM3MOB) C aHTMOaKTepuanbHOW akTUBHOCTBHO obnagaer

Hal'lpaBJ'IeHHOVI S(bqi)eKTVIBHOCTb}O, eCnin 3a YCTaHOBJ/IEHHOE€ BpeMA KOHTakKTa,

MuKpoopraHuamoB (E. coli, St. aureus unu oblasi 6baktepuansHas o6ceMeHeHHOCTh) [9].
LOCU3 oT Bo3gencTeus Guonormvecknx akTopos (MUKPOOPraHM3MoB) C NPOTUBOTPUOKOBOW ((DYHIMLIMAHOWM) aKTUBHOCTLIO
obnagaet HanpaBneHHON 3h(PEKTUBHOCTbLIO, €CNN 3a YCTAaHOBIEHHOE BPEMsi KOHTakTa, He Gonee 5 muH, nornbatot 99,99%
mMukpoopraHuamos (C. albicans, T. gypseum) [9].
MpucBoeHne karteropum HanpaeneHHow addektusHocTn OCU3 3awuTHOro TUNa OT BO3AEWCTBUSA OBUONOrnMyeckux

(*)aKTOpOB npmuceBanBaeTCA COrnmacHoO nokasarendam n3 Tabnuupl 7.

He Oonee 5 MuH,

Tabnuua 7
HanwveHoBaHue nogtuna JCN3 HanmeHoBaHue 3HayeHune Kateropus
nokasartens nokasartens HanpaBneHHoON
HanpaBneHHOM HanpaBneHHOn acheKkTnBHOCTU
adppekTUBHOCTM ahhekTMBHOCTK
CpeacTsa 3alnThl OT OnutenbHoOCTb 4 4y n 6onee Bbiclias
BO3AeNCTBUSA BUONOrMYeckmx penenneHTHoro Ot2004u4 MepBas
(haKkToOpOB [HACEKOMbBIX U nencrens MeHee 2 4 CpepncTBo He
naykoobpasHbix (knewuen)] obnapgaet
HanpaBneHHon
3 PEKTUBHOCTBIO
Cpeacrtsa 3awWnThl OT [MponoHrMpoBaHHbIN 3 4 bonee Bbicwas
BO34eNCTBUS OMONOrn4yeckmx aHTubakTepmnanbHbIn Ot1p003y MepBas
(akTopoB (MMKPOOPraHN3MoB), ¢ adpdpekT MeHee 1y Btopas
aHTUbaKkTepuanbHOM aKTUBHOCTbIO
Cpeactsa 3awwmnThl OT MpOnoHrMpoBaHHbIN 3 4 bonee Bbicwas
BO3aeNCcTBUSA Bronormyeckmnx NPOTMBOrpMOKOBHLIN Ot10034 MepBas
¢akTopoB (MMKPOOPraHM3mMoB), C apdekT MeHee 14 Bropas
NpOTUBOrpnuGKOBOM (CPYHrMLMAHON)
aKTUBHOCTbIO

norndat 99,99%

4.2.9.3 HanpasneHHasa acdektnsHocTb [JCN3 ounLatoLLero Tuna oueHMBaeTcs CornacHo nokasarenam Tabnuubl 8.

Tabnuua 8
HanwveHoBaHue nogtuna CN3 HanmeHoBaHune 3HaveHune nokasatens Kateropus
nokasartens HanpaBneHHon HanpaBneHHON
HanpasreHHON aphekTuBHOCTH, % 3 PeKTUBHOCTHU
achdekTnBHOCTU
Cpeactsa onst oumweHns ot Ounwarowas Bbonee 116 Bobiclias
HEYCTOMYMBbIX 3arps3HEHNI CnocobHOCTb 101-115 MepBas
90-100 Btopas
Menee 90 Cpencteo He
obnagaet
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HanpaBneHHon
3P (PEKTUBHOCTLIO
Cpeactsa onst oumweHnst ot Bonee 116 Bbiclias
YCTOMYUBBIX 3arps3HeHUn 101-115 MepBas
90-100 Btopas
MeHee 90 CpeqncTeo He
obnapaet
HanpaBneHHON
3P (PeKTUBHOCTLIO
Cpeactsa gnst oumLeHns ot Bonee 116 Bbiclias
0co060 yCToM4mMBbIX 101-115 MepBas
3arpsi3HeHnmn 90-100 Btopas
MeHnee 90 CpencTeo He
obnapaet
HanpaBneHHON
3 PEKTUBHOCTBIO

4.2.9.4 Ons OCWU3 ocTanbHbIX TUNOB M NOATUMNOB A0 BBEAEHUS B CUIY COOTBETCTBYIOLLUMX CTAHOAPTOB, NOATBEPXOEHUNE
HanpaBneHHoW 3(EKTUBHOCTM OCYLLECTBISIETCS HA OCHOBE MPOTOKOIIOB WUCMbITAHUIA (in Vvivo, in vitro), B NOMHOW Mepe
OoTpakatloLLmX 3asiBfieHHble CBOMCTBA AaHHbIX TMnoB ACU3 (3alwmTHble, o4MLaloLne, BOCCTaHaBMMBatoLLME).

4.2.10 JCW3 pomxkHbl cooTBeTCcTBOBaThL TpeboBaHuam [1].

CopepxaHne TOKCUYHBIX 3MEMEHTOB, a Takke Mukpobuonormdeckue nokasareny OCU3 He OOmkHbI NpeBbIlaTe HOPM,
yCTaHOBMNEHHbIX [1].

OCW3 ot Bo3gencTBust buonormyecknx hakTopoB Takke He LOIMKHbI 0bragath pasgpaxaroLlmmM 4eNCTBMEM He TOMbKO npu
OOHOKPATHOM, HO ¥ MNP MOBTOPHOM UCTLITAHUMN.

4.2.11 ACWS3 pomxHbl obnagatb acbdeKTUBHOM CUCTEMON KOHcepBupoBaHus (Challenge-test) B cootBetcTBum ¢ FOCT 1SO
11930. OnpepeneHne 3HEKTUBHOCTM KOHCEPBMPOBAHUS He MPOBOAUTCS ANS NPOOYKUMM C MUKPOOMOMOrMYecKn HU3KUM
puckom no FOCT ISO 29621.

4.3 Tpe6oBaHUSA K CbIPbIO U MaTepuanam

Cblpbe 1 matepuansl ansa nsrotosnennsa JCU3 gomkHbl cooTBeTCTBOBaTL TpeboBaHmam [1], [2].

[MepeyeHb BeLLECTB, MMEIOLWWMX OrpaHUyYeHne unu sanpeLleHHbIX K ncnonb3osaHuio B npoussoactee ACW3, yctaHoBNeH B
(11, [2].

B kauecTBe OeWCTBYyHOLMX BELLECTB NOATMNA CPeAcTB 3almTbl OT BO3AENCTBUA Buonormyeckux aktopoB MOryT ObiTb
MCNonb30BaHbl TOMBLKO KOMMOHEHTbLI HEe HWXe 3 knacca onacHocth no FTOCT 12.1.007 npw BBEAEHWM B XeENyOoK.

4.4 MapKkupoBKa

Mapkuposka CWN3 gomkHa cooTBeTCTBOBATL TpeboBaHusm [1].

MapkumpoBka JCN3 B aspo3onbHOM ynakoBke AomkHa oTBevaTb TpeboBaHuam FTOCT 32481 vnm [OCT 31677.

MapkunpoBka TpaHcnopTHo ynakoeku JCN3 gomkHa ObITb HaHeceHa B cooTBeTcTBMM ¢ [OCT 27429, FOCT 28303, MOCT
32478.

MapkupoBka TpaHcnopTHon ynakoBkn [OCW3, oTHocAwmxca K onacHelM rpy3am (cpeacTBa, copepxaliue nerko
BOCMITAaMEHSIIOLLIMECS XUOKOCTU M/UNN MMetoLLmMe a3po30rbHY0 YNakoBKy C MPOMENeHTOM), AOMKHa oTBevaTb TpeboBaHMAM
[OCT 19433.

MapkupoBka OCWN3 pomkHa copepxaTtb UHGOPMALMIO O TUME U NOATUNE, K KOTOPbIM OTHOCUTCS KOHKPETHOE CPEACTBO, a
Takke KaTeropum HanpasneHHon 3(PPEKTUBHOCTH.

MapkupoBka OCWN3 ans 3awmTel Npy HEraTMBHOM BIUSIHUM OKpy>KatoLlen cpedbl (0T Bo3gencTBus Y®O-usnyyveHus
AnanasoHoB A, B, C) gomkHa cogepxaTtb yka3aHune Ha cnekTp YP-usnyyeHus (YO-A, YO-B, YO-C), a takke SPF-cakTop.

4.5 YnakoBKa

4.5.1 YnakoBka oOSKHa COOTBETCTBOBAaTL TPeOOBaHMAM, YCTaHOBMEHHbIM [3].

4.5.2 Ynakoka [1CU3 Bcex Tvnos 1 nogtunos no FOCT 27429, TOCT 28303, TOCT 32478.

4.5.3 ICUB mMoryT umeTb aspo30ribHYH0 YNaKoBKY, KoTopas AofmkHa cootBeTcTBoBaTh [OCT 31677, FTOCT 32481.

4.5.4 [lonyckaeMoe oTpuuaTternibHoe OTKIOHEeHNE No Macce unu obbemy AomkHo cootBeTcTBoBaTh [OCT 8.579.

4.5.5 Ynakoeka [1ICN3 gomxHa obecnevmBaTb COXPaHHOCTb M3OENUN Ha NPOTSHPKEHUN BCEro CpoKa rogHOCTM.

4.5.6 ICUN3B ynakoBbIBalOT B COOTBETCTBUM C TEXHUHECKUM AOKYMEHTOM M3rOTOBUTENS Ha KOHKPETHOE CpeacTBo.

5 TPEBOBAHUA BE3OIMNACHOCTU

5.1 Mo cTeneHn Bo3gencTBUA Ha opraHm3am 4venoBeka Bce Tunbl OCU3 B cootBetctBum ¢ [OCT 12.1.007 AOMXKHbI
OTHOCMUTbCSI HE HIXKE YeM K 4-My Krnaccy onacHOCTM (BELLECTBA MarioonacHble) Npu HAHECEHNM Ha KOXY U HEe Hbke YeM K 3-Mmy
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Krnaccy npv BBEAEHUU B XENYyOOK.

5.2 OCW3 nopgTvna 3awutbl OT BO3OENCTBUSI GUoNormveckmx paktopoB B a3pO30SbHOM YMakoOBKE MO 30HE OCTPOro
GuoumaHoOro AencTBMS OTHOCSTCS He Hbke YeM K 3-My Knaccy onacHocTw [4].

5.3 B TeXHUYECKOM JOKYMEHTE Ha CPEACTBO AOMKHbI ObITb YKa3aHbl:

- knacc onacHoctn no [OCT 12.1.007 n xapakTep BO3AENCTBUSA Ha OpraHn3M cpecTBa 1 ero OCHOBHbIX KOMMNOHEHTOB;

- TpeboBaHUA K KOHTponio Bo3gyxa pabodyen 3oHbl no [5], [6] no rpadmkam, YCTaHOBMEHHBbIM nNpeanpusTUeMm-
narotosutenem, u MNAOK Hanbonee onacHOro(bix) KOMMOHEHTa(OB), MO KOTopomy(biM) crnedyeT MNPOBOAWUTbL KOHTPOMb 3a
COCTOSIHMEM BO3AYLLHOW cpeapl;

- noxapoB3pbiBoonacHble xapaktepuctukn no FOCT 12.1.044 ansa ACWU3 B aspo30nbHOM ynakoBKe (Ha MPONEnneHT u
CoAepXnMoe aspo30nbHON ynakoBku 6e3 nponenneHTa);

- rpynna n ypoBeHb noxapoonacHocTn ans [JCN3 B asposonbHon ynakoeke no [7];

- CpedcTBa NOXapoTyLleHWs B YCMOBUSIX NPOM3BOACTBA, TPAHCMOPTUPOBAHUSA M XpPaHEHUS, cpeacTBa WHAMBMAYaNbHON
3aLLUMTbI OPraHoOB AbIXaHUS NPU NOXapOoTYLLIEHNN;

- 06wue TpeboBaHna noxapHon 6e3zonacHocTn B cootBeTcTBUM ¢ FOCT 12.1.004, B3pbIBOGE30nacHocTn - FTOCT 12.1.010,
anekTpocTaTnyeckon nckpobesonacHoctn - FOCT 12.1.018, k cuctemam BeHTMnsumm - FTOCT 12.4.021;

- MPUMEHeHWe cneLoaexabl U CpeacTB UHANBUAYaNbHOW 3alLmMThl paboTaLmux Ha NPOM3BOACTBE;

- Mepbl NPeAOCTOPOXHOCTU Ha NOTPEOUTENBCKON MAapKUPOBKE;

- OMACHOCTb rpy3a Ha TPaHCMOPTHOW MapKNpPOBKE.

6 MPABUINA NMPUEMKW

6.1 Bce tunel ACU3 npuHumatot no FOCT 29188.0.

OCU3 npuHumatoT naptuamn. 3a nNapTvio NPUHUMAKT KONMUYECTBO NPOAYKUMM OAHOIO HAaMMEHOBAHWsi, OLHOPOLHOW MO
nokasaTtensiM ka4yecTBa, B NOTPeOMTENbCKON YNaKoBKEe OQHOMoO Tuna 1 pa3mepa, B 06beme He Gonee CyTOYHOW BbIpabOTKM MIu
O[HOW NPOM3BOACTBEHHON BapKM.

Kaxayto napTuio crnegyeT cConpoBOXaaTh AOKYMEHTOM O Ka4eCTBe, BKMOYAOLWMM CreayoLlme JaHHbIe:

a) HaMMeHOBaHWE 1 Ha3Ha4YeHWe CPEACTBA, TOBAPHbINA 3HAK (MPU HaNUM4mm);

6) HaumMeHOBaHWe NPeanPUATUSA-U3rOTOBUTENS!, Er0 IOPUANYECKUA afpec;

B) AaTy M3rOTOBMNEHUS! U CPOK FOAHOCTY;

r) Homep napTuu;

[) KONMYeCTBO YNaKOBOK B NapTuu;

e) o603HavyeHne JOKyMeHTa(oB), B COOTBETCTBUN C KOTOPbIM(M) nsrotosrneH JCUS;

X) pesynberaThbl ucnoitaHni JICM3 B cOOTBETCTBUM C TPEOOBAHNAMMN HACTOSILLENO CTaHOAPTA;

n) wramn OTK n/vnu nognncek ynonHOMOYEHHOrO N1La, OTBETCTBEHHOTO 3a Ka4eCTBO NPOaYKUMK.

6.2 [Ona nposepkn cootBetcTBua [CU3 TpeboBaHMAM HacToSALWEro cTaHgapTta npoBoAdAT NpUEMO-COATOMHblE U
nepuoanyeckme UcnblTaHus.

6.3 lNpremo-caaToyHble UCMbITaHWS NPOBOAAT MO NoKasaTensaM, ykasaHHbIM B Tabnuue 9 gnsi koHkpetHoro JCA3.
Tabnuua 9

Twun ACU3 Moatun ACU3 Moka3zartenu
3allunTHbBIN CpegncTtBa rugpomnbHOro gencrans BHelwHnn BuAa, uBeT, 3anax,
CpeactBa rugpodpobHoro gencrens BOAOPOAHbIN Nokasarternb pH,
Cpeacrtea KOMOUHUPOBAHHOIO TEPMOCTabMNbHOCTb M KonnouaHas
(yHVMBepcanbHoro) AencTems cTabunbHoOCTb, TEMNEpaTypa
Cpep,CTBa Anga 3alnTbl KOXKU Npun KannenageHusi 1)
HeraTMBHOM BIIUSIHUM OKPY>KatoLLien
cpenbl
CpeacTsa ans 3awnTbl OT BO34ENCTBMIS BHewHun BMA, UBeT, 3anax,
ounonornyeckmx akTopoB BOAOPOAOHbIN Nokasartesnb pH,
(MVKpOOpraH13moB) TEpPMOCTaBUMNBLHOCTL 2) U KOMTOUAHAS
CpeacTsa ans 3awnTbl OT BO3AENCTBMS
ounonornyeckmx akTopoB [HACEKOMbIX U cTaBunsHocTs 3)
naykoobpasaHbIx (kneLuen)]
Ounwatowmi Bce nogtunbi BHewHun BMA, LUBeET, 3anax,
BOAOPOAOHbIN Nokasartesnb pH
PereHepupytoLmn - BHelwwHnn BuA, UBeT, 3anax,
(BOCCTaHaBnMBaroLLmMi) BOAOPOAHbLIV NokasaTtens pH,
TEpPMOCTabunbHOCTb M KonnongHas
cTabunbHOCTb
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Ctpanuua 10

1) OnpegensioT B cpeacTBax Ans 3aLUmUTHl KOXM NPy HEFATUBHOM BRUSIHAW OKpYXatoLLel cpedbl B cryyae
XnpoBoW (6e3BOAHON) AMYNbCUN.
2) TepmocTabunbHOCTb OMNpedenseTcs Ans CPEACTB, MMetoLLMX hopMy Kpema WIu rens.

3) KonnougHas ctabunbHOCTb onpeaensercsa Ans cpeacTs, MMeloLwmx opMy Kpema.

6.4 lMpn nonyyeHUn HeyOoOBMNETBOPUTENbHbLIX PEe3yrbTaToB MNPUEMO-COAATOYHbLIX WUCMbITaHMM XOTA Obl NO OAHOMY K3
nokasatenen tabnuubl 9 NPOBOAST MOBTOPHYK MPOBEPKY MO 3TOMY MOKasaTemno Ha yOBOEHHOW BblOOpKe, B3ATOM OT TOM Xe
napTuun. PesynbTaTbl MOBTOPHbLIX UCMbLITAHWMI PacnpOCTPaHSAIOTCA Ha BCIO NapTUIO.

6.5 lNMepuoanyeckme ucnbiTaHMs Ha COOTBETCTBME NOKa3aTensiM, ykasaHHbiM B Tabnuue 10, npoBoadAT AN KOHKPETHOro

OCKN3.
Tabnuua 10
Tun ACU3 MoaTtun ACU3 MNokasartenu MepunogunyHocTb
3alWmnTHbIN Cpeactea MaccoBas Jonss TOKCUYHbIX He pexe 1 pa3 B rog
rmapouneHOro 3N1EMEHTOB
gencreusa PasgpaxatoLiee v
Cpeactea ceHcubunnuaupyollee AencTeme
rnapodpobHoro aenctena | MukpoGuonornyeckue nokasarenu
Cpeactea MaccoBas gons Boabl 1 NeTy4mx
BELLECTB
KOMOUHMPOBaHHOIO CooTBeTCcTBME 3asiBNIEHHbBIM OpHoKpaTHO B Lensax
(yHMBEpcanbHoro) opraHosfenTU4eckMmM n pusnko- NoATBEPXKOEHUA
nencTeuns XUMUYECKMM CBOWCTBaM nocne cootBeTcTBUA CN3
Cpeactsa ons 3awmThbl TPEeX UMKIOB 3aMOopaXXuBaHusi/
KOXW NPV HEraTUBHOM pasmopaxuBaHus (oT MuHyc 20°C
BMUSIHUM OKpY>KatoLLen o nntoc 20°C)
cpenbl
KoxHo-pe3op6TnBHOE AencTeme
HanpaeneHHas adhpeKkTUBHOCTb
CpencTBa ons 3awmThl MaccoBas gonst TOKCUYHbIX He pexe 1 pa3s B rog
OT BO34encTBus 3r1IeMeHTOB
OMonorn4eckmx
daKkTopoB Pa6oTtocnocobHocTb n
(MUKpoopraHnsmoB) 6e30nacHOCTb ynakoBKu (4
Cpeactsa ons 3awmThbl CPencCTB B a3p030SibHON YMNaKoBKE)
OT BO3eNcTBuS
Ononorn4yeckmnx MaccoBaga gonst 4ercTByoLLEero
aKTOpOB [HAaCEKOMbIX U BelwecTBa, obecneynBaroLero
naykoobpasHbIx HanpasneHHyo 3 dEeKTNBHOCTb
(knewwen)]
HanpaeneHHasa adhpeKkTUBHOCTb OpHokpaTHO B Lensax
NoATBEPXKAEHUA
KoxxHo-pe3opOTMBHOE AelcTBME, cootBetcTBus JCN3
pasapaxatoLiee u
ceHcMbunuaupytoLlee gencTene
Tokcukonornyeckne nokasarenu
(MHAEKC TOKCMYHOCTH)
Ounwatowmi CpencTtBa ang ounweHus | MaccoBasi 40N TOKCUYHbIX He pexe 1 pas B rog,
OT HEYCTOMUUBbIX 3NeMeHTOB
3arpsi3HeHnn
Pasgpaxatoiiee 1
ceHcnbunuampytowiee gencTeme
Mukpobuonoruyeckue nokasatenu
MaccoBas gonst xnopuaos
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Ctpanuua 11

MeHoobpa3ytoLas cnocobHOCTb
(NneHHoe 4ncno, ycToMuYmMBOCTb
neHbl)

HanpasneHHas addeKkTUBHOCTb

KoxHo-pe3opbTnBHOE AencTeme

OpaHokpaTHO B Lensax
NnoATBEPXKOEHMS

cootBetcTBus [1ICN3

CpenctBa aons ounweHnsa | MaccoBasi 4ONS TOKCUYHBIX
OT YCTON4YMBbIX N 0CO60 arnemMeHToB
YCTONYMBBIX 3arpA3HEHNI

PasgpaxatoLiee v
ceHcubunnuaupyollee aencTeme

MwukpoGrornornyeckme nokasarenm

He pexe 1 pa3 B rog

HanpaeneHHas adhpeKkTUBHOCTb

KoxxHo-pe3opOTMBHOE AelicTBme

OpaHoKpaTHO B Lensax
NnoAaTBepXaeHus

cootBetcTBMA [1ICN3

PereHepupytoLmn - MaccoBas 0ons TOKCUYHbIX
(BOCCTaHaBnMBaroLLMI) 3N1EeMEHTOB

PasgpaxatoLiee v
ceHcnbunusmpytowiee aencTeme

M I/IKpO6I/IOJ'IOFI/I'~IeCKVIe nokasartenun

MaccoBast fons BoAbl U NETYYnNX
BELLeCTB

He pexe 1 pas B rog

KoxHo-pe3op6TnBHOE AencTeme

CooTBeTcTBME 3aABIEHHBIM
opraHonenTU4ecKUM 1 UsnKo-
XMMWUYECKMM CBOMCTBaM nocre
TPex LMKIOB 3amMopaxusaHus/
pa3mopaxusaHus (oT muHyc 20°C
o nntoc 20°C)

OpaHoKpaTHO B Lensax
NnoAaTBepXaeHus

cootBetcTBMA [1ICN3

6.6 lMepvoanyeckne WCNbITaHUS NPOBOAST Ha NapTUM NPOAYKUMKM, MpOLUefleit NpuMemMo-caaTodHble WCMbITaHust ¢

NepuoanYHOCTbIO, Yka3aHHow B Tabnuue 10.

6.6.1 NMpu nony4yeHnn HeyOOBNETBOPUTENbHBIX PE3YNLTAaTOB NEPUOANYECKMX UCTIBITAHUIA XOTS Obl MO OAHOMY MOKa3aTernto
NPOBOAAT MOBTOPHbLIE UCMBITAHUSA MO 3TOMY MOKa3aTento Ha YABOEHHOW BbIOOpKe, B3ATOW OT TOW e napTuu. Pesynbrathbl

MOBTOPHbIX MCNbITaHWI pacnpoCTpaHATCA Ha BCHO NapTUlo.

6.6.2 I'Ile HEeYyAOBNETBOPUTENbHbIX pe3yribTatax MNOBTOPHbIX NepuoanyecKkux MCMbITAHUN KX nepesogdAT B Karteroputo
npnemMo-caoaTo4YHbIX ncnblTaHUn 4o nony4yeHuna nonoXuTerbHbIX pe3yrbraTtoB WCMbITAHUN HEe MeEHee 4Yem Ans Tpex I'IapTI/IIZ

nogpsaa.
7 METOObI UCNbITAHUN

7.1 OT60p NpPoO6

OT60p npob Bcex Tvnos ACN3 nposoaunTcsa no FOCT 29188.0.

OT60p Npob ans onpeneneHns MMKPobUoNornyecknx nokasatenen - no [8].
7.2 OnpepeneHue BHeLWHeEro BMAa, uBeTa U 3anaxa

Onpegenexve BHelWHero Buaa, useta u 3anaxa ana JCW3 scex tunos - no [OCT 29188.0.

7.3 OnpepeneHune BogopoaHoro nokasarens pH

Ona OCN3 Bcex TMNOB BoAOpPOAHbIN NokasaTtenb onpeaensitor no FOCT 29188.2.
7.4 OnpepeneHne MaccoBOW [OMNU BoAbl U NeTy4YnX BellecTs

Maccosyto fonto BoAbl U NeTy4mx BelecTB onpeaenstot no F[OCT 29188.4.

7.5 OnpegeneHne MaccoBOW AONMU 3TUIOBOro CNupTa

Maccosyto gonto atunosoro cnupta onpeaensatot no FOCT 29188.6.

7.6 OnpepeneHune TemnepaTtypbl KannenageHus

Temnepatypy kannenageHus onpegenstot no FOCT 29188.1.

7.7 OnpegeneHune KONIoMaHOM CTabUbHOCTU

KonnougHyto ctabunbHocTb onpegensitoT no FOCT 29188.3.
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7.8 OnpepeneHne TepmMmocTabunbHOCTHU

TepmocTabunbHocTb onpegenstoT no [OCT 29188.3.

7.9 CooTBeTCTBME OpPraHoNIenTUYeCKMM U (PU3INKO-XMMMUYECKUM CBOMCTBAM MNocre TpexX LUKIOB 3amMopaxuBaHus/
pa3mopaxuBaHus (oT MmuHyc 20°C go nntoc 20°C)

CywHocTb MeToga 3akntoyaetcs B nposepke yctonumBocTn [CU3 K NOHMXKEHHbIM TemnepaTtypaMm npu Tpex uuknax
3aMopaxuBaHua N pasmopaxunsaHna (0T muHyc 20°C go nmoc 20°C) MeTo4oM KOHTPOSis OpraHonenTU4eckmx u ¢uanko-
XMMUYECKMX MoKasaTenen nocrne Kaxgoro uukna. Ona ucnblTaHui npegocTtaenseTca npoba cpeactsa obWMM 06beMOM He

meHee 100 cm3 B 3aBofCKOW ynakoBke (B Criyyae CEpPUAHOrO BbiMycka) unv B noboM Opyrom Tune ynakoBku (B criyyae

nabopartopHoro obpasua).

3amopaxuBaHune go muHyc 20°C ocyLlecTBnsieTca B TedeHne 24 4 nocpecTBOM BHECEHMSI NPOObI B MOPO3UIbHYO KaMepy
noaaepXX1BatoLLyo NOCTOsAAHHY TemnepaTypy MuHyc 20°C. Mo ncredeHnm 24 4 npoba BbiEPKUBAETCSA B TEYEHME CNEAYIOLNX
24 4 npu Temnepatype nnoc 20°C, nocrne 4ero MNpPOBOAUTCS W3MEPEHWE OPraHONENTUYECKNX U (PUBUKO-XMMUYECKMX
nokasarenen, npuBedeHHbIX B Tabnuue 3, u nx conocTtaeneHne ¢ UCXOOHbIMU 3HaveHusmu. [lanee npoBogAT elle ABa uukna
3aMopaxunBaHusi/pa3MmopaxunBaHus.

7.10 OnpepneneHne neHoobpa3sytowen cnocobHOCTU

lMeHoo6Gpa3ytoLLyto cnocobHocTb onpeaenstoT no FOCT 22567.1.

7.11 OnpepgeneHne MaccoBOM A0NU XJIOPMAOB

Maccosyto gonto xnopugos onpegenstot no FOCT 26878 (B pacyeTe Ha MOMSPHYK Maccy XIopyaa HaTpus).

7.12 OnpepgeneHne MaccoBOW OONM AEUCTBYIOLLEro BewwecTBa

Maccosyto fonto gewncreytollero Belectsa B JCUN3 ang 3awmTtbl 0T BO3AeNCTBUS Buonornvyecknx aktopoB onpeaensoT
no [9].

7.13 OnpepeneHne MaccoBOM A0MMN TOKCUYHbIX 3MIEMEHTOB (CBUHLIA, MbllUbsKa, PTYTH)

7.13.1 Maccosyto gonto ceuHua onpegenstot no FOCT 32937 wnun MOCT 33023, unu [OCT 31676.

7.13.2 Maccosyto gonto Mblwbska onpegenstot no FOCT 32938 nnmn [OCT 33021, unu [OCT 31676.

7.13.3 Maccosyto gonto ptytn onpegensitoT no FOCT 33022 unu FOCT 32936, nnn [OCT 31676.

7.14 OnpepeneHne MUKPOOMONOrM4YeCcKUX nokasarenen

7.14.1 OnpegeneHne obLero konmydecTsa Me3ounbHbIX a3pobHbIX U haKynbTaTUBHO-aHA3POOHbLIX MUKPOOPraHM3MOB -
no [OCT ISO 21149.

7.14.2 OnpeaeneHne obLLEero KonuyecTsa OpOXOKen, ApOoXKenogoOHbIX U NNecHeBbIX IPMOOB HA OCHOBaHUW UCMbITAHWN
(canunTapHo-nokasatenbHbIn BUA - Candida albicans) - no FTOCT ISO 18416 wnu [8].

7.14.3 OnpepeneHune obLuero konmyecTBa aHTepobakTepuin (CaHMTapHO-NoKasaTenbHbIn BUA - Escherichia coli) - no [8].

7.14.4 OnpegeneHne o0LEro KONMYEeCTBa NAaTOreHHbIX CTaPUITOKOKKOB (CaHMTapHO-MNoKa3aTenbHbIn BUA, - Staphylococcus
aureus) - no [8].

7.14.5 OnpepeneHue obLlero KonmvyecTBa CUHErHOMHOW MNanoykuM (CaHWTapHO-NokasaTtenbHbil BUA - Pseudomonas
aeruginosa) - no [8].

7.14.6 OueHka adhdeKkTMBHOCTU kKOHCepBUupoBaHus (Challenge-test) nposoauTcsa B cootBeTcTBMM ¢ TOCT 1SO 11930.

7.15 OnpegeneHne TOKCUKONOrM4YeCKUX U KIIMHUKO-NabopaTopHbIX NoKa3aTenewn

7.15.1 OnpepgeneHue nokasartenewn KOXHO-pe3opObTUBHOIO, pasgpaxaroLLero u ceHeubunuaupyrowlero gencreusa ans JCU3
BCEX TUMOB (KpOMe MOoATUMNa 3aluThbl OT BO3AeNCTBUsSE Buonorudecknx cdaktopos) no FTOCT 32893 nnu [10]*.

* CM. pasaen bubnuorpadus. - Nprmedanne nsrotoButens 6asbl JaHHbIX.

7.15.2 OnpegeneHne TOKCMKOMOMMYECKOro nokasartens - nHaekca TokecudHoctu ana JCU3 Bcex TmMnos 1 nogTunos (Kpome
noAaTuna 3almTbl OT Bo3aencTeus buonormyecknx dpakropos) no FOCT 32893, FTOCT 33506 wnm [11].

7.156.3 OnpegeneHne KOXHO-pe3opOTUBHOrO, pasgpaxarollero U  ceHcubunusmpyowero AencTBusa, a Takke
ToKcukonornyecknx nokasatenen JCUS ot BoszgencTeusa Guonormyecknx paktopos onpeaensatot no pasgeny 8 [9].

7.16 OnpepeneHne HanpaBneHHon acdpchekTuBHoCcTH ICU3

7.16.1 OnpeaeneHune HanpaeneHHon addpekTnsHocTn ACU3 3awmTHOro TMNa rmapounbHOro U rmapodobHOro AencTBMSA
-no [OCT P 12.4.302.

7.16.2 OnpegeneHne HanpasneHHon addekTnBHoctn ACU3 3aWwMTHOrO TMNa KOMOMHMPOBAHHOMO (YHMBEPCAIIbHOIO)
OencTBMs 0O BBEAEHWsI B CUNY COOTBETCTBYIOLLErO CTaHAapTa OCYLUECTBSETCA Ha OCHOBE WchbiTaHwuh (in vivo, in vitro), B
NOSHOM Mepe OoTpaXkalLwmx 3aLnTHbIE CBOMCTBA AaHHoro Tuna ACU3.

7.16.3 OnpeneneHue HanpaeneHHon adpdekTnBHocTn LCU3 ans 3awmuTbl KOXM NPU HEFATUBHOM BITUSIHUW OKpYXXatoLewn
cpepnpl, NpeaHa3HavYeHHbIX Ana 6e30macHOro OCyLLECTBNEHUS HAPYXHbIX, CBAPOYHbIX U APYrnx BUAOB paboThl, CBA3AHHbIX C
BO3JeNCTBNEM YNbTPadUONeToBOro usnyyeHns guanasoHoB A, B - no TOCT ISO 24444 c npMCBOEHUEM COOTBETCTBYHOLLETO
3HayeHus daktopa SPF-3awuTthbl, agnanasoHa C - 0O BBeAEHMSI B CUIy COOTBETCTBYHOLLErO CTaHAapTa OCYLUECTBNSAETCS Ha
OCHOBE UcnbITaHun (in vivo, in vitro), B NONHON Mepe oTpaXarLux 3alluTHbIe CBOWCTBA AaHHoro Tuna ACUS.

[okyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro coHaa us 6onee 25 000 000 HopMaTUBHO-NPABOBbLIX U HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB


http://docs.cntd.ru/
http://docs.cntd.ru/document/1200022370
http://docs.cntd.ru/document/1200015102
http://docs.cntd.ru/document/1200022338
http://docs.cntd.ru/document/1200086231#7D20K3
http://docs.cntd.ru/document/1200134854
http://docs.cntd.ru/document/1200136161
http://docs.cntd.ru/document/1200098749
http://docs.cntd.ru/document/1200135692
http://docs.cntd.ru/document/1200136163
http://docs.cntd.ru/document/1200098749
http://docs.cntd.ru/document/1200136162
http://docs.cntd.ru/document/1200134853
http://docs.cntd.ru/document/1200098749
http://docs.cntd.ru/document/1200110323
http://docs.cntd.ru/document/1200110324
http://docs.cntd.ru/document/1200029647#7D20K3
http://docs.cntd.ru/document/1200029647#7D20K3
http://docs.cntd.ru/document/1200029647#7D20K3
http://docs.cntd.ru/document/1200029647#7D20K3
http://docs.cntd.ru/document/1200112684
http://docs.cntd.ru/document/1200114756
http://docs.cntd.ru/document/1200160709#8OO0LP
http://docs.cntd.ru/document/1200114756
http://docs.cntd.ru/document/1200137290
http://docs.cntd.ru/document/557032552
http://docs.cntd.ru/document/1200086231#7D20K3
http://docs.cntd.ru/document/1200160649
http://docs.cntd.ru/document/1200107456

[OCT P 12.4.301-2018 Cuctema ctangaptoB 6esonacHoctu Tpyaa (CCBT). Cpeactea nHAMBMAYanbHOM 3aLUMThI Ctpanuua 13
nepmaronoruyeckue. ObLume TexHUYeckue ycrnosus
FOCT P om 03 okmsbpsi 2018 2. Ne 12.4.301-2018

7.16.4 OnpegeneHue HanpaeneHHon adpdpekTneHocTM ACU3 ang 3awuTbl KOXM NPU HEFATUBHOM BIIUSIHUW OKpYXatoLlewn
cpepnbl, NpeaHa3HavYeHHbIX Ansi 6e30MacHOro OCyLecTBneHns paboT, CBA3aHHbIX C BO3OEWCTBMEM HU3KMX Temnepatyp Wnv
BETpa, 0O BBEAEHUSA B CUSY COOTBETCTBYIOLLIErO CTaHOapTa OCYLLECTBISAETCS Ha OCHOBE UCNbITaHUR (in vivo, in vitro), B NONHOWM
Mepe OTpaXKarLLMX 3aliMTHbIe CBOMCTBA KOHKpeTHoro Tuna ACN3.

7.16.5 OnpepeneHne HanpasneHHOW 3h(EKTUBHOCTU CPeaCcTB ANS 3alnTbl OT BO3OENCTBUSA BMONormyecknx akTopos:
MUWKPOOPraHM3MoB [C aHTubakTepnanbHOn (aHTUMUKPOBHON) M NPOTUBOTPUOKOBOW (PYHMMUMOHON) aKTUBHOCTBLIO], HACEKOMbIX U
naykoobpasHblIx (knewewn) - B cootTBeTcTBUM C [9].

7.16.6 OnpepeneHune HanpaeneHHon agdekTmHocTN ACN3 ounwatowero tuna - no FOCT P 12.4.303.

7.16.7 OnpegeneHve HanpasneHHon adhdekTnBHoctn [ACU3 pereHepupytowlero (BocCTaHaBNMBalLlero) Tuna o
BBEJEHUSA B CUITy COOTBETCTBYIOLLEro CTaHgapTa OCYLLECTBNAETCH Ha OCHOBe ucnblTaHun (in vivo, in vitro), B NonHown mepe
OoTpakaloLLMX pereHepupyoLmMe, BOCCTaHaBNnBatoLwme CBOMCTBa gaHHoro Tuna ACU3.

7.17 OnpepeneHne paboTocnoco6HOCTU U 6€30MacCHOCTU a3pPO30SIbHOM YMAaKOBKU

PabotocnocobHocTb 1 6e30nMacHOCTbL a3po3osibHON ynakoBkn onpegenstoT no FOCT 32481 wnu [OCT 31677.

8 TPAHCINMOPTUPOBAHUE U XPAHEHUE

8.1 TpaHcnopTupoBaHue ACU3

8.1.1 TpaHcnoptupoBaHme OCU3 [kpome OCUS ansa 3awmTtbl OT BO3AEACTBUS OMONOrMYeckmx hakTopoB [HACEKOMBbIX U
naykoobpasHblix (knewien)] B aapo3onbHoi ynakoske] - no FOCT 27429 n no FOCT 28303.

8.1.2 TpaHcnopTtupoBaHue u xpaHeHne OCU3 gns 3awuTbl OT BO3AEWCTBUS BUONormyecknx GakTopoB [HACEKOMbIX M
naykoobpasHbix (kneLuen)] B aapo3onbHon ynakoske - no [OCT 31677, TOCT 32481.

8.2 YcnoBus xpaHeHus

TemnepaTypHbI PEXUM TPAHCMOPTUPOBAHNS U XPaHEHUS JOMKEH ObITb Yka3aH B TEXHUYECKON AoKyMeHTauuu Ha OCA3.

9 PEKOMEHOALMWX NO NPUMEHEHUIO

PekomeHgaumu no npumeHeHuto Ha OCW3 uarotoBuTenb NpeacTaBnseT Ha NOTPeOUTENbCKON YNakoBKe U/WMK STUKETKE,
nMcTe-BKNagplLe.
BUBNTNOIPA®UA

[1] TexHn4ecknn pernameHT "Q 6e30nacHOCTM CReACTB UHANBMAYANLHON 3almTbl"
TamoxeHHoro cot3sa
TP TC 019/2011

[2] TexHn4vecknn pernameHT "O 6e3onacHOCTU NaphHiroMepPHO-KOCMETUYECKOW NPOAYKLnKN"
TaMoXeHHOro cotosa
TP TC 009/2011

[3] TexHU4ecKnin pernameHT "O Be3onacHOCTM ynakoBku"
TamoxxeHHOoro cor3sa
TP TC 005/2011

[4] MY 1.2.1105-02 OueHKa TOKCMYHOCTU 1 ONacHOCTU Ae3NHMUUMPYIOLWNX CPeacTB

[5] H2.2.5.3532-18 MpegenbHo gonycTnmble koHueHTpauun (MNOK) BpegHbIx BellecTs B
BO34yxe paboyern 30HbI

[6] H 2.2.5.2308-07 OpwvieHTMpoBoYHble GesonacHble ypoBHM Bo3gencteusi (OBYB)
BpeHbIX BELLECTB B BO3ayXxe paboyei 30HbI

[7] HMB 256-99 Mpenapatel B aspo3orbHbIX YynakoeBkax. O6wme TpeboBaHusA
noxxapHom 6esonacHocT

[8] MYK 4.2.801-99 MeTtoabl MMKPOBNONOrnM4ecKoro KOHTpONs napdromMepHo-
KOCMEeTMYeCKon NpoayKLuu

[9] P 4.2.2643-10 MeToab! nabopaTopHbIX nccnenoBaHui " ncnbITaHUn
OEe3UHMEKUMOHHBIX CpeAcTB ANs OUEHKN WUX 3(eKTUBHOCTM 1
6esonacHocTH

[10] WHcTpykumsa no npumeHennto N 004-0612* "MeTtogpbl onpenenenns

M OUEHKM  TOKCUKOMOIMYECKMX M KIMHUKO-NabopaTopHbIX
nokasatenen 6GesonacHoCcTM W 0e3BpedHOCTM Onsd  4enoBeka
TOBapOB HApOAHOro noTpebneHus”
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[OCT P 12.4.301-2018 Cuctema ctangaptoB 6esonacHoctu Tpyaa (CCBT). Cpeactea nHAMBMAYanbHOM 3aLUMThI CtpaHnuua 14
aepmartonorudeckue. O6LIME TEXHUYECKVE YCIOBUSI
FOCT P om 03 okmsbpsi 2018 2. Ne 12.4.301-2018

* OKYMEHT B MH(POPMaLIMOHHLIX NPOAYKTaxX He coaepxuTcs. 3a nHdopmMaumen o AgokymeHTe Bbl MoxeTe
obpatutbca B Cny>x0y noaaepXkkn nonb3oBarenen. - lNpumedaHne nsrotosutens 6asbl JaHHbIX.
[11] MP 1.1.0121-18 OueHka obueTokcmyeckoro aencrens napdomMepHo-
KOCMeTUYecKoW npoaykumm Metogom in  vitro (Ha KynbeType
NOABWXHbIX KNETOK)

YK 614.89:006.354 OKC 13.340.99
KrnioyeBble crnoea: cpeactBa WHOMBMAYanbHOW  3aluUTbl  AepmartoriorMyeckue, HanpaeneHHas

achpdbeKkTUBHOCTb, NpoMbilNeHHoe npounssoacTeo, ACU3, OCUS 3awmTtHoro tvna, AJCN3 ounwatowero tuna,
[CW3 pereHepupytoLlero (BOCCTaHaBNUBALLENO) TUNa

ONEeKTPOHHBIN TEKCT AOKYMEHTa
nogrotoerneH AO "Kogekc" 1 ceepeH no:
odmumansHoe nsgaHue

M.: CtangaptuHdopm, 2018
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