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IIpenucioBue

1 PA3PABOTAH AxkmmonepasiM ob0mectBoM "Ckmakea" (AO "Ckunkea"), OOmecTBOM cC
OTpaHMYCHHON OTBETCTBEHHOCTHIO "J[30-1lTok0" (OO0 "[130-IlITOK0"), OOIIECTBOM C OrpaHHYCHHOMN
otBeTcTBeHHOCTHIO "ApMmakoH" (OO0 "Apmakon"), O01IecTBOM ¢ OrpaHHYEHHON 0TBETCTBEHHOCTHIO (OO0
"JlabopaTtopus 6e3omacHOCTH")

2 BHECEH Texuunueckum komuteroM no cranaaptuzauuu TK 320 "CpeactBa MHOMBHUIYaTbHON
3aIATE"

3 YTBEPXX/IEH U BBEJIEH B JEMCTBUE ITpukazom MDeiepaabHOro areHTCTBa Mo TeXHUIECKOMY
PETYIHPOBAaHUIO U METPOJIOTHH OT 3 oKTsIOpst 2018 . N 695-cT

4 BBEJIEH BITEPBBIE

IIpasuna npumeneHus Hacmoawe2o0 CManoapma yCmanoeieHvl ¢ cTatbe 26 OeepanbHOro 3aKOHa OT
29 utons 2015 r. N 162-®3 "O crangapruzanun B Poccuiickoit @enepanmn'. Hrgopmayus 06 usmeneHusx K
HacmosieMy CmaHoapmy RnYOIUKYemcs 6 edxdce200HoM (no cocmosiHuto Ha [ aneaps mexywezo 2oda)
ungopmayuonnom yrkazamene "Hayuonanvhvle cmandapmel”, a oQuyuaivHelili mexcm USMEHEeHUll U
nonpasox - 8 excemecauHom uH@popmayuonnom yxkazamene "Hayuowanvnvle cmandapmei”. B cayyae
nepecmompa (3ameHbvl) UL OMMEHbL HACMOAWE20 CIMAHOAPMA COOMEemcmeyuiee yeedomieHue 6yoem
oOnyonuUKo8ano 6 OnudCalueM 6bINycKe excemMecsiynHo2o ungopmayuonnoeo ykasamens "Hayuonanvhuvle
cmanoapmut”. Coomeemcmsylowas ungopmayus, yeeooMaeHue U MeKCMmbl pPasMewaromcs maxice 6
UHDOPMAYUOHHOU cucmeme 00ue20 Noab308aHUA - HA oguyuanvHom caiime PedepanbHo20 a2enmcmea no
MEXHUYECKOMY Pe2yIUPOSanuio u memponozuu 6 cemu Unmepnem (www.gost.ru)

1 Ob0n1acTe npuMeHeHust

Hacrosmuii crannapt pacnpocTpaHsieTcs: Ha JepMaTOJOrMYeCKHe CPEeACTBA HHANBHIYAIbHON 3aIlUThI
(manee - JICH3) u ycraHaBivMBaeT OOIIME TEXHUUYECKUE TPEOOBAHMS, METOJbI HCIBITAHHWNA, TPEOOBaHUS
0e30macHOCTH, a TaKkKe TPeOOBaHUS K IIPaBUIIaM MPUEMKH U MAPKHPOBKE.

TpeboBanusg HacTOALIEr0 CTaHAapTa He pachpoctpansaorcs Ha JCHU3 3ammrHOrO THIA OT
BO3/IEMCTBHSI BRICOKHX TEMIIEPATYP.

TpeboBanus k OezomacHoctn JICU3, opranonenTHdeckuM, (PU3UKO-XUMHUECKHUM IIOKa3aTessIM, a
TaKXe MoKa3aTeNsM HarpaBieHHON 3P PEeKTUBHOCTH U310KeHbI B 4.2.5-4.2.10 HacTosIIer0 cTaHAapTa.

2 HopMaTHBHBIE CCHLIKH

B Hacrosiiem craHgapTe HCIOIb30BaHbI HOPMATHBHBIE CCHUIKY Ha CIICAYIONINE CTAaHIaPThHI:

I'OCT 8.579 TocynapctBeHHast cucTeMa OOECleUeHHUs] €AMHCTBa H3MepeHuid. TpeboBaHus K
KOJIN4eCTBY (pacoBaHHBIX TOBAPOB B YIIAKOBKAX JIFOOOT0 BUJA MPH MX MPOHU3BOCTBE, pachacoBKe, MPoJaKe
Y UMIIOPTE

I'OCT 12.1.004 Cucrema craHgapToB Oe3omacHocTd Tpyaa. lloxkapHas Oe3omacHocTh. OOmme
TpeOoBaHMS

T'OCT 12.1.007 Cuctema cranmapToB Oe3omacHOCTH Tpyda. Bpemnsie BemecTsa. Kinaccuduxarmus u
o0Omiuie TpeOoBaHMs OE30MaCHOCTH

I'OCT 12.1.010 Cucrema cranmapToB Oe3omacHOoCTH Tpyaa. BiapbeiBoOe3omacHOCTh. OOIIMe
TpeOOBaHM

I'OCT 12.1.018 Cucrema crangapToB Oe3omacHocTH Tpyaa. lloxkapoB3pbIBOOE30MACHOCTH
CTaTUYECcKOro deKTpuiecTBa. O0mue TpeboBanus



I'oCT 12.1.044 (MCO  4589-84) Cucrema  cTaHgapToB  0€30macHOCTH  Tpyna.
[TokapoB3pbIBOONIACHOCTH BEIECTB U MaTepuasioB. HomeHK1aTypa nokasareineil 1 MeTobl UX ONpeeIeHUs

I'OCT 12.4.021 Cucrema crangapToB Oe3omacHOCTH Tpyha. CHcTeMbl BeHTHISLMOHHBIE. OOmmiue
TpeOoBaHUS

T'OCT 19433 I'py3sl onacHble. Kitaccudukaius 1 MapkupoBKa

I'OCT 22567.1 CpenctBa MOMIOIIHE CHHTETHYECKHE. MeETOH ompeneNeHus TeHooOpa3yromei
CIIocoOHOCTU

I'OCT 26878 lammnyHu misi yxojAa 3a BOJOCAMH U ISl BaHH. METOJ OMNpeNeieHUs COACp KaHUs
XJIOPUIIOB

I'OCT 27429 WUsznmenuss naprOMEpHO-KOCMETHUYECKUE IKUAKUE. YTAKOBKa, MapKUPOBKA,
TPaHCIIOPTHPOBAHUE U XpaHEHHUE

T'OCT 28303 Uznmenus nmapdproMepHO-KOCMETHIECKHE. YTIaKOBKa, MApKUPOBKA, TPAHCIIOPTHPOBAHKE U
XpaHeHue

I'OCT 29188.0 Ipoaykuus napdromepHo-KOocMeTHUecKast. [IpaBuna npuemMku, oTé0p mpod, METObI
OPTaHOJIENITUYECKUX HCIIBITAaHUN

T'OCT 29188.1 Uznenus kocmetndeckue. MeTo | ONpeiesieHus] TeMITepaTyphl KaruienaaeHus

I'OCT 29188.2 Ilpomykuusi mapdromMepHO-KOCMeTHYecKas. MeTox omnpeaeseHus BOAOPOIHOTO
noxasaresst pH

I'OCT 29188.3 NUznenus kocMeTndeckue. MeToabl orpe/ieieHns: CTaOMITBHOCTH SMYJIhCHH

I'OCT 29188.4 N3nenus kocMeTnueckre. MeTo 1 orpeieleHrs: BOABI U JIETyUUX BEIIECTB WM CyXOTro
BEIIECTBA

I'OCT 29188.6 MWsmemus mnapdromepHo-KOocMeTHueckue. | 'azoxpomarorpadudaeckuit  MeTOx
OTIpENEJICHHS ITUIOBOTO CIIMPTA

I'OCT 31676 IMponykuus maphroMepHO-KocMeTH4eckas. KomopumeTpuieckue MeToabl OIpeIeIICHUs
MAacCCOBBIX JOJIEH PTYTH, CBUHIIA, MBIIIbSIKA, KaIMHS

I'OCT 31677 Ilponykmmst mapdroMepHO-KOCMETHYeCKass B a’po30ibHONM ymakoBke. OoOmrue
TEXHUYECKUE YCIOBUS

I'OCT 32478 ToBapsl ObITOBOM XuMuH. OOIIME TEXHUYECKHE TPEOOBaHHUS

I'OCT 32481 ToBapbl OBITOBOW XMMHHW B 23p030JIbHON yrakoBke. OOIHe TEXHHYECKUE YCIOBUS

I'OCT 32893 Ilpoaykuusi mapproMepHO-KOCMeTH4ecKas. MeToapl OLEHKH TOKCHKOJIOTMYECKUX H
KIIMHUKO-Ta00paTOPHBIX MoKa3arenell 6e30macHOCTH

I'OCT 32936 Ilpomykuus napgroMepHo-KocMeTHuyeckas. HBepCHOHHO-BOIBTaAMIIEPOMETPUIECCKUI
METOJ ONpeNeJICHHS PTYTH

I'OCT 32937 Ilponykiusi mapgroMepHO-KocMeTH4eckas. VHBEpCHOHHO-BOJIbTAMIIEPOMETPUUECKUH
METO/T OTIpe/IeJIeHNs] CBUHIIA

I'OCT 32938 Ilpoaykuus napgroMepHo-KocMeTHuyeckas. HBepCHOHHO-BOIBTaAMIIEPOMETPUIECCKUI
METO/I OTIpe/IeTICHNUS MBIIIbIKA

I'OCT 33021 Ilpoaykums mnapdromepHo-KocMeTndeckas. OnpeesieHue MacCOBOH JIOJU MBIIIbSIKa
METOZOM aTOMHOH abcopOIuK ¢ reHepanneil ruipuaoB

I'OCT 33022 IlIpomykuus mnapdromepHo-KocMeTnueckas. OnpeneieHne MaccOBOM JONH PTYTH
METOI0M OecriiiaMeHHOH aToMHON abcopOiuu

I'OCT 33023 Ilpomykuusi mapdromepHo-KocMeTHdeckas. OmpenesneHre MacCOBOM JOJIM CBHHLA
METOAOM aTOMHOI a0COPOILNH C 3JIEKTPOTEPMUUECKON aTOMHU3aLUeH

I'OCT 33506 Ilpoaykums mnapdroMepHO-KOCMEeTHYEeCKas. METO[bpl ONpenesieHusT M OLEHKH
TOKCHKOJIOTHYECKUX TTOKa3aTesneil 0e301MacHOCTH

I'OCT ISO 11930 Ilpoaykuus kocmerndeckas. Mukpoouonorus. OueHKka aHTUMUKPOOHOH 3aIIUThHI
KOCMETHUYECKON NIPOAYKIIUU

I'OCT ISO 18416 Ilponykuusi mapdromepHo-KocMeTnueckas. Mukpoouonorus. OOHapyxeHHe
Candida albicans

I'OCT ISO 21149 Ipomykuus mnapproMepHo-kocMeTHueckas. Mukpobuonorusi. Iloacuer u
oOHapyx)eHre Me30(HIBHBIX a3POOHBIX MHKPOOPTaHU3MOB

I'OCT ISO 24444 TIlponmykuust KocMeTHueckas. MeToapl MCHBITAaHWH 3aIlIUThl OT COJHIA.
Ompenenenue connuesamuTHoro Gakropa (SPF) Ha xuBbIX opranuzmax (in vivo)

T'OCT ISO 29621 Tpoxykuus kocMeTn4eckas. MHUKpoOHosiorusi. PykoBojisiue yka3aHus 10 OIIEHKE
pHCKa U UICHTH(HUKAIIMN TPOJIYKIUH ¢ MEKPOOHOIOTUYECKH HU3KHM PUCKOM

I'OCT P 12.4.302 Cucrema ctangaptoB Oe3omnacHocTu Tpyaa. CpelncTBa MHAUBHIYaIbHOU 3aILUTHI
JepMartosioruueckue. MeTonbl onpeeneHus U OLUEHKH HalpaBIeHHONW 3(GEKTHBHOCTH JepMaTOIOTHUECKIX
CPEICTB MHIWBUIYATbHOHN 3ammThl 3anmuTHoro tuma. Yacts 1. CpenctBa ruapodmibHOro U THApoGoOHOTO
nefcTBUS

I'OCT P 12.4.303 Cucrema ctangaptoB Oe3omacHocTd Tpyaa. CpelcTBa MHAUBHIYaTbHOU 3aIlUTHI



JepMartosiornueckie. MeToIbl onpeaeieHus] U OLUEHKH HallpaBIeHHOU 3((GEKTUBHOCTH AEPMATOIOTHYECKHX
CPEICTB MHAMBUAYAIbHON 3aIIUTH OYMINAIONIETO THIIA

[Ipumeuanue - [Ipu MONB30BaHMM HACTOSIIMM CTAaHAAPTOM LENecooOpa3sHO NPOBEPUTH AEHCTBHE
CCBUIOYHBIX CTaHAAPTOB B MH(OPMAIMOHHOH cUcTeMe OOIIEro IMOJb30BaHUSl - Ha OQUIMAIBHOM caiTe
denepanbHOTO areHTCTBAa MO0 TEXHUYECKOMY PETYJIMPOBAHHIO M METPOJOTHUH B ceTn VIHTepHeT WM 1o
eXerogqHoMy HWH()OPMAIMOHHOMY YyKaszarenmto "HarmoHanbHBIE CTaHAApTHI', KOTOPBIM OMyOIWKOBaH II0
COCTOSIHMIO Ha | siHBapsl TEKyLIero rojia, W MO BBIMTYCKaM €XEMECSYHOro MH(OOPMAIMOHHOTO yKa3aTels
"HanmonanbHble cTaHmapThl" 3a TeKylIWd ron. Eciam 3aMeHeH CChIIOYHBIM CTaHOapT, Ha KOTOPBIM aHa
HeaTHPOBAaHHAs CCBUIKA, TO PEKOMEHIYETCSl HCIIONb30BaTh JEHCTBYIOIIYIO BEPCHIO 3TOTO CTAaHIApTa C
YUETOM BCEX BHECEHHBIX B JJAHHYIO BEPCHIO MU3MEHEeHUH. Ecny 3aMeHeH CChbUIOUHBIN CTaHaapT, Ha KOTOPBIN
JlaHa TaTUPOBAaHHAs CCBUIKA, TO PEKOMEHyeTCs UCIIOJIB30BaTh BEPCUIO 3TOTO CTAHAAPTa C YKa3aHHBIM BBIILIE
roIOM YyTBepKAeHHs (mpuHATHA). Eciam mocne yTBepKAeHHS HACTOSIIETO CTaHAAapTa B CCHUIOYHBIH
CTaH/IapT, HAa KOTOPBIN JIaHAa JaTHPOBAHHAsS CCBHUIKA, BHECEHO M3MEHEHHE, 3aTparnBaroliee MONIOKeHne, Ha
KOTOpOE JIaHa CCHUIKA, TO 3TO TOJIOKEHHE PEKOMEHTyeTCsl IPUMEHATh 0e3 yueTa TaHHOTO u3MeHeHus. Eciu
CCBUIOYHBI CTaHTApT OTMEHEH Oe3 3aMeHBl, TO IOJOXKEHHE, B KOTOPOM JlaHa CChUIKA Ha HEro,
PEKOMEH/TyeTCsI IPUMEHSTh B YaCTH, HE 3aTPAaruBaroONIeH 3Ty CCHUIKY.

3 TepMI/IHbI U onpeae/JIeHusA
B nHacTosmem CTaHIapTEC NMPUMEHEHBI CJIEAYIOIUE TEPMHUHBI C COOTBETCTBYIOIIIUMU ONIPEACIICHUAMU:
3.1

cpeACTBa HMHIMBHAYAJIbHON 3amIMTHI AepMaToJoruydeckue: Cpencrsa, TNpeJHAa3HAUCHHBIC IS
HAaHCCCHHA Ha KOXY 4YCJIOBCKA MJIs €€ 3allUThl U1 OUMCTKH C LCJIbI0O CHMKCHHUA BO3ILCI\/'ICTBI/ISI BPCAHBIX U
OITaCHBIX q)aKTOpOB B YCJIOBUAX MPOMBIINUICHHOI'O IMPOU3BOACTBA, KOTOPBIC HE OTHOCATCA K O6’beKTaM
TEXHUYECKOTO PETYIUPOBAHUS TEXHHUECKOTo periaamenTta TamoxkenHoro coroza (TP TC 009/2011) "O
6e3omacHOCTH Tap(hIOMEPHO-KOCMETUIECKONW MPOAYKIHH .

[[1], ctaTes 2]

3.2 0e30maCHOCTH JAE€PMATOJIOTHYECKHX CPEICTB HHIMBUAYAIBLHOH 3ammTbl: COBOKYIHOCTh
CBOICTB M XapaKTEPUCTUK AE€PMATOJOTHMUECKUX CPEICTB HHAMBUAYAIBHOM 3alllUTHI, MOATBEpPXKIArOIIAsi
OTCYTCTBHE WX BPEIHOTO BO3JEHCTBHS Ha MOTPEOUTENs NMPU €€ HCIOJIB30BaHUM B COOTBETCTBUH C
Ha3HAYCHHUEM U CITIOCOOOM MPUMEHEHHUS B TEUCHHUE 3asSBIEHHOTO CPOKA TOTHOCTH.

3.3 HanpaBiaeHHas 3(pdeKTUBHOCTB: [lOATBEPXKICHHBIC NPOU3BOIUTEIIEM WM 3asBUTEIEM
3aIl[UTHBIE, OUUIIAIOIINE, PETEHEPUPYIOIIHE (BOCCTAHABIIMBAIOIINE) CBOMCTBA IEPMATOIOTUIECKIX CPEJICTB
HHAMBHUIYyaJbHOM 3alUThI 10 OTHOIIECHHUIO K CIIeIU()UICCKUM BPEIHBIM POU3BOJICTBCHHBIM (DakTOpam.

4 Texuuveckue TpedOBaHUS

4.1 Knaccupukanus

B 3aBucumocTu ot Haznauenus JICU3 noapa3aensroT Ha CISAYIOMINAE TUIIBL:

- 3amuTHBIA - Tun JICU3, npegHazHayeHHBIA A7 3aIlIUTHI KOKU YEJIOBEKA B YCIOBUSX PA3IUUHBIX
MTPOM3BOICTBEHHBIX (haKTOPOB;

- ounmaroruit - Tun JICU3, npenHa3HadeHHbBIN 11 OYUIICHIS KOXKH YeJIOBEKA B YCIOBUSAX KOHTAKTa
Ha MIPOU3BOJICTBE C 3arPsA3HECHUSMH PA3INIHOTO BH]IA;

- perenepupyromuii (BoccraHaBnmuBawmuii) - tun JICU3, npeqHazHavyeHHBINH IS BOCCTAHOBJICHHS
KOXH 4YeJIOBeKa TOCje NPOBEACHUS paboT C pa3IMYHBIMU BEIIECTBAMU M MaTepHallaMH, O0JIaJarolliuMu
KOXKHO-PE30POTHBHBIM, pa3Apa)kaloluM ¢ CEHCHOWIM3UPYIONIUM JEHCTBHEM, a TaKXKEe B YCIOBHSIX
HETAaTUBHOTO BIUSHUS OKPY>KAIOLIEH CpeIbl.

CeeneHus 0 MOMONHUTENBHOM Kitaccupukanuu JJCU3 3ammTHOTO U OYUIIAIOIIETO THITA TPUBEICHBI B
tabmumax 1 u 2. JICU3 perenepupyromero (BOCCTAHABIMBAIOIIETO) THIA HE HMEIOT TOTOJHUTEIBHON
KJIACCU(pUKAITIH.

Tabmuua 1 - Kinaccudukanus JICU3 3ammTHOTO THIA

IToaTun JICU3 Ha3zunauenue

CpencrBa ruapoGUIBHOTO ICHCTBUS J1s1 6e301MacHOTO OCYITIECTBIICHHS paboT ¢
BOJIOHEPACTBOPUMBIMH BEIIECTBAMH U
MaTepHuaIaMu




CpencrBa ruapohoOHOro aeicTBHS

J1s1 6e301MacHOTO OCYITIECTBIICHHS padoT ¢
BOJIOPACTBOPUMBIMU BEIIECCTBAMH U
MaTepuaJaMu

Cpencra KOMOMHUPOBAHHOTO (YHUBEPCAIHHOTO)
JIEUCTBUA

g 6e3omacHOTO OCyIIecTBICHHS padoT B
YCIIOBHUSIX MOIIEPEMEHHOTO BO3ACHCTBHS
BOJIOPACTBOPUMBIX U BOAOHEPACTBOPUMBIX
BEILECTB M MaTepHaIOB

CpenctBa A7 3aIIUThI IPU HETATUBHOM BIIMSHUU
OKpy>Karolei cpeasl (HU3KHUe TeMIepaTyphbl, BETep,
yIbpTpadroIeTOBOE N3TyUeHIE qUAna3oHoB A, B,
0

Jlyis 6e30macHOro OCyIiecTBICHMsS padoT,
CBSI3aHHBIX C BO3JICUCTBHEM YIIBTPA(QUOIECTOBOTO
n3mydeHus quana3onoB A, B, C, Bo3aelicTBuemM
HU3KHUX TEMIIepaTyp U BeTpa

CpexncTBa A7 3aIIUTHI OT BO3JCHCTBHS
Ononoruueckux GakTopoB (MUKPOOPTAaHU3MOB):

- ¢ aHTHOAKTEPHAIHHBIM (AHTUMUKPOOHBIM)
JICVICTBUEM;

- C IPOTHBOTPUOKOBBIM ((PYHTHIIATHBIM)
JeicTBrEM

g 6e3omacHOTo OCyIecTBIeHHs padoT:

- [IPY HAXOXAECHUH PabOvero Mecra yAajieHHO OT
CTaLlMOHAPHBIX CAHUTAPHO-OBITOBBIX Y3JI0B,;

- BBITIOJIHAEMBIX B YCIIOBUAX CHUKCHHOI'O
BO3yX000MeHa (crenuanbHas 00yBb, 3alTUTHBIE
TIepPYaTKH)

CpencTBa AJi 3allUThI OT BO3ACHCTBUSA
Oononormueckux (pakToOpoB [HACEKOMBIX H
MayKkooOpa3HbIX (KIIEIIeH)]:

- Cpe€ACTBa MJIA 3alIUTHI OT HACEKOMBIX;

- CpeZCTBa JIJIsl 3alUTHI OT HACEKOMBIX U
MayKooOpa3HBIX (KIIEIIeH)

JIst 6e301acHOTO OCYIIECTBICHUS HAPyKHBIX
pabot (ce3oHHO, pu Temrieparype Boime 0°C) B
nepruoJ aKTUBHOCTHU KPOBOCOCYIIIHMX HACCKOMBIX U
MayKoOOpa3HBIX (KIIEIIeH)

Tabnuna 2 - Knaccuduxarms ICH3 ounniaroiero Tumna

[MoaTumn JICHU3

Ha3nauenue

CpencrtBa AJ1s1 OUUILEHUS OT
HEYCTOWUYUBBIX 3arpsA3HEHUN

WU3BECTH U JIp.

s 6e3omacHOl 1 3G PEKTUBHON OYUCTKHU MOCIIE OCYIIECTBICHHS
paboT, CBSI3aHHBIX C HEYCTOMYMBBIMHU 3arPsA3HEHUSAMU: Pa3INIHBIMU
BHJIaMH TTPOM3BOJICTBEHHOM NMBUTH (JIpeBecHas, IeOeHOYHas,
acOecToBasi, ecuaHas, KUpIUYHasi, IEeMEHTHas1), paCTBOPaMH LIEMEHTa,

CpencTsa A1 OUUILIEHUS OT
YCTOWYUBBIX 3arpsi3HEHUM

s 6e3omacHON 1 3G PEKTUBHON OYUCTKHU MOCIIE OCYIIESCTBICHHS
padoT, CBSI3aHHBIX ¢ YCTOWYMBBIMU 3aTrPS3HEHUSMH: OPraHUYEeCKUMH
pacTBOPUTEISIMH, Caxeld, rpaduToM, HEDTHIO U PA3THYHBIMH
npoaykTaMu HedrenepepaboTKU (TEXHUYECKUMH MaciaMH, CMa3KaMH,
Ma3yToM), CMa30YHO-0XJIaKAAIOLUIMMH KUAKOCTSIMUA Ha MaciIsTHON
OCHOBE, Pa3IMYHBIMH BUIAMH MPOU3BOJICTBEHHOW MBUIH (B TOM YHCIIE
YrOJIBHOHN, METAJUIMYECKOH, CTEKOILHOMN, OYMaXKHOU | Jp.),
CTEKJIOBOJIOKHOM H JIp.

CpencTsa ajist OUUIIEHUS OT
0Cc000 YCTOMYUBBIX
3arpsiI3HEHU I

TIEHOM U JIp.

st 6e3omacHOM 1 3PPEKTUBHON OYUCTKH MOCIE OCYIIECTBICHHS
paboT, CBA3aHHBIX C 0CO00 YCTONYMBBIMU 3arpsI3HEHUSIMH:
Pa3INYHBIMU BBICOKOBSI3KHUMHU MPOAYyKTamMu HedrenepepaboTku (OUTyM,
TYJAPOH U Jp.), CMOJIaMH, JJAKOKPACOYHBIMU MaTeprailaMi, MOHTaKHOM

4.2 XapakTepUCTHKA




4.2.1 ICH3 Bcex THUIOB IOJDKHBI M3TOTABIUBATHCS B COOTBETCTBUH C TPEOOBAHMSMH HACTOSILIETO
CTaHIAapTa [0 TEXHUYECKUM JOKYMEHTaM M3TOTOBMUTEN (peLenTypaM, HHCTPYKIMAM, TEXHUYECKUM
YCIIOBUSIM, TEXHUUECKUM TPEOOBAHUSIM) TIPH COOIIOCHUH TpeOOBaHU, yCTAaHOBICHHBIX B [1].

4.2.2 1CHU3 3aiuTHOr0 TUMA

4.2.2.1 JICY3 3amuTHOTO THIA [cpeAcTBa TUAPOGUILHOTO, THAPOPOOHOTO M KOMOMHHUPOBAHHOTO
(YHHBEpCAIBHOT0) JEUCTBUSL, CPEACTBA IS 3AIIUTHI KOXKU IIPYU HETaTUBHOM BIIMSIHUM OKPYXKAroLIEeH cpesl],
MPEICTaBISIIOT COO0M KpeMbl Ha AIMYJILCHOHHOMH, YKUPOBOI U T'eJIEBOW OCHOBE.

4.2.2.2 ICHU3 3alIMTHOTO THUNa OT BO3ACHCTBHUS OMOJIOrMYECKHX (PAKTOPOB MOTYT BBHIYCKATHCS B
pa3sIMIHBIX opMax (KPeMbl, JIOCHOHBI, TN, JKHAKOCTH U JIp.).

4.2.3 JICU3 ounmaromiero THMa MPEeACTaBISIOT coO0l BOJHBIE PAacTBOPHI, Teld, EHKH, MYCChl Ha
OCHOBE TOBEPXHOCTHO-aKTHBHBIX BEIIECTB (KHIKOE MBUIO, T'elb A Teda M BOJOC W T.L), a TaKKe
9MYJbCUH, TACThl, KPEMbI, B COCTaBE€ KOTOPBIX MAJISI NOBBIMICHUS HampaBieHHOW 3(deKkTuBHOCTH MOTYT
COJEepP)KaThCsI, TOMUMO [TOBEPXHOCTHO-aKTUBHBIX BEILECTB, a0pa3UBHBIEC YACTHUIIbI, a TAKKE PACTBOPUTENH B
KOJMUYECTBE, pazpeuieHHoM [1].

4.2.4 JICU3 perenepupytomiero (BOCCTaHABIMBAIOIIETO) THIA MPEACTABISIOT COOOM Kpembl Ha
3MYJIbCHOHHOM, JKUPOBOU U T€JIEBOM OCHOBE.

4.2.5 B cocraB JICH13 Bcex THUIOB MOTYT BXOAWUTH OTAYIIKH, KPAaCUTEIH M CIEUUATbHBIE JOOABKH,
yIIydIiaroIimue ux MoTpeOuTeIbCcKue cBoicTBa. Bee Bemectsa, Bxomsmniue B cocraB JICU3, momkHBI OBITH
pa3peleHs! K MPUMEHEHHUIO B COOTBETCTBUH C [1].

4.2.6 ITlo opraHojenTHYecKuM U (pu3MKO-xuMHUYeCKUM mokasarensm JICU3 3amuTHOrO THIA
[cpeacTBa TUAPOGUIBEHOTO, THAPOGOOHOTO W KOMOMHMPOBAHHOTO (YHHUBEPCAIBHOTO) NIEHCTBUS, CpelcTBa
IUI 3alUThl KOKM MPHM HEraTUBHOM BIMSHUHM OKpYXKAaloIlell cpeapl], a Takke pereHepupyrolue
(BoccranaBnuBatonue) JICH3 10mKHBI COOTBETCTBOBATH TPEOOBAHUSM, YKa3aHHBIM B TaOIHIE 3.

Tabmuua 3

HaunmenoBanue XapaKkTepucTuka U HopMa
IOKa3aTelrst JICHU3 3amuTHOTO THIIA JACH3
Cpenctsa CpencTsa JJis 3aIIUTHI TIPU pereHEPUPYIOIIETO
TUAPO(UIBLHOTO, HETaTUBHOM BITUSTHUU (BOCCTaHABIMBAFOIIIETO)
ruapodoOHOTO U OKpY>KaroIel cpebl THTIA
KOMOMHHPOBAHHOTO |OT BO3/IEMCTBHS |OT BO3JICHCTBHS
(YHUBEpCATHHOTO) HU3KHUX Y O-u3myueHus
JeHCTBUS TEMIEPATyp, |AMana3oHOB A,
BeTpa B,C
Buemnuii Bug CgoiictBeHHbIN KoHKpeTHOMY JICU3
Lser
3amax
MaccoBas 707151 BOJBI U 20,0-90,0 0-70,0 5,00-90,0
neryuux semects ), %
Bonopoansiit 4,5-9,0 4,0-9,0 45-8,0
nokasaresns pH2)
Temmeparypa - 39-55 - -
kartenagenus, °C 3)
Konnonmnas Crabunen
cTabUIBLHOCTH 4)
TepMocTaOMIIEHOCTD CrabuneH




CootBercTBHE Crabunen
3asIBIIEHHBIM
OPTaHOJICITUYCCKUM U
(PM3UKO-XUMUYECKUM
CBOMCTBaM IOCJIE TPeX
IIUKJIOB
3aMOpaKUBaHUs/
pasMopakuBaHus (OT
muayc 20°C o mitoc
20°C)

) Maccopas gons BOJBI M JICTYUUX BCHICCTB HE OMPCACIACTCA AJid CPEACTB 3alllUThI KOKH IMTPU HCTATUBHOM

BIUSTHIH OKPYXKArOIIeH Cpeibl, IMEIOIINX KUPOBYIO (0€3BOIHYI0) OCHOBY. MaccoBasi IO JIeTYInX
BEILIECTB HE JObKHA MpeBhIath 10% Mo Kaxx1oMy BEIECTBY.

2) Bonoponanslii moka3arteiib HE ONPEAENsAeTcs JJ1s CPEACTB 3aIIUThI KOKH MPU HETATHUBHOM BIUSHUU

OKpYIKarolei cpesibl, IMEIOINX KUPOBYIo (0e3BoIHYI0) ocHOBY. HopMa BojopoaHoro nokaszarens pH ans
CPE/ICTB, COMIEPIKANUX IKCTPAKTHI TPAB, PPYKTOBBIC KMCIOTHI ¥ UX MPOHU3BOHBIC, IOMYCKACTCS B Mpeesiax
ot 4,0 no 8,0.

3) Temnepatypa kamienanenus onpenensercs ais JJCHU3, npeHasHaueHHBIX U 3alIUTHI TIPY HETATUBHOM
BIIMSIHUH OKpPY>Karollel cpenbl (0T BO3ACHCTBHUS HU3KUX TEMIIEPATyp, BETPa) B Cliydae, €ClIM OHU UMEIOT

KUPOBYIO (OE3BOJIHYIO) OCHOBY.

4) Kosutonanas cTabUILHOCTE ONPEIENIAETCS Ul CPEICTB, UMEromuX GopMy Kpema.

4.2.77 Tlo opradosentnyeckuM u (¢u3MKO-xUMUUeckuM nokazarenssm JICU3 3amuTHOrO THIIA
[cpeacTBa Ui 3amIUTHl OT BO3ACUCTBHS OWOJOTMYECKHX (AKTOPOB: MHUKPOOPTaHH3MOB, HACEKOMBIX H
MaykooOpasHbIX (Kiiemieil)] JOJKHBI COOTBETCTBOBATH TPEOOBAaHUIM, YKa3aHHBIM B TabmuIIe 4.

Tabmuua 4

HaumenoBanue nokasarens XapakTepucTuka 1 Hopma
CpenctBa Aiis 3aIIATHI OT BO3JIEHCTBYSI OMOJIOTHIECKUX (PaKTOPOB
MukpoopraHuzMoB Hacexkombix u
C C npoTHBOTpUOKOBEIM naykooOpa3HbIX
aHTHOAKTEPHAITLHBIM JIEUCTBUEM (kemeit)
JeHCTBUEM
Bueminwii Bun CaoiictBeHHbI KOHKpeTHOMY JICHU3
IBer
3anax
Bonopoansiit mokaszarens pH 3,5-9,0
Maccoas goms CoryacHO TeXHUYECKMM JOKYMEHTaM Ha KOHKPETHOE HAaMMEHOBaHUE
JIEHCTBYIOIIETO BEIIECTBRA, JICH3
00eCneunBaroIIero
HaIpaBlIeHHYIO
s pexrusnocTs ), %




TepMOCTaOUIBEHOCT 2) CrabuiieH

Kosoumsas cTabuibHOCTE 3) Crabunen

1) JInst mpoayKimu, copepykanieii B Ka9ecTBe AeHCTBYIONIETO BEMECTBA STUIOBBII CIHPT,
ofpesenseTcs ero MmaccoBas a0, %.

2) TepMOCTa6I/IJ'II)HOCTI> onpeacadaeTCda sl CpCACTB B BUJIC KPEMaA WIIN T'CJIs.

3) KonmmonHas cTabMIIBHOCTB ONpEeNseTcs Ul CPEACTB B BHIE KpeMa.

4.2.8 Ilo opraHojmenTHYecKUM U (PHU3UKO-XMMHUYECKUM TokazaTensm J[CU3 ouuraromero Tuma
JIOJOKHBI COOTBETCTBOBATh TPeOOBAHUSM, YKa3aHHBIM B TaOJIHUIIE 5.

Tabnuua 5
HaumeHnoBanue nokasarens XapakTepucTuka U HopMa
Cpenctsa AJ1s1 OUUIICHUS OT HEYCTOHYMBBIX, YCTOMYHUBBIX U 0CO00
YCTOWUYUBBIX 3arpsA3HEHUM
’Kunkoe MBIITO, Telb, TICHKA, Cpenctsa, conepxaliue
Mycc, IIaMITyHb abpa3uBHBIE HHTPETUCHTHI
W/WIHA PACTBOPHUTENH (IMYIIbCHH,
KpPEMBI, TIaCTHI)
Buemnuii Bua CaolicTBeHHBII KOHKpeTHOMY JICU3
LBer
3amax
Bognoponnstit nokazarens pH 5,0-9,01
MaccoBas 1o xJI0puaoB, %, He 6,0 -
Oonee
[TenooOpa3yroriast ciocoOHOCTH 145 -
(meHHoe Yucio MM, HE MEHEe),
VY CTONYNBOCTD IIEHBI, HE MCHEE 0,8 -
1) Hopma BomopoiHoro nokasatens pH st cpe/icTB Ha )KUPOBOii OCHOBE IS OYUIIEHHS OT
HEYCTOWYMBBIX M YCTOWYMBBIX 3arpsi3HeHu fnomyckaercs He 6onee 10,0; mis JICU3 ountiaromero
THUIIA, COAEPIKAINX SKCTPAKTHI TpaB, (PYKTOBBIE KUCIOTHI U UX MPOU3BOJHBIE - B Ipeaenax oT 4,0 no
9,0.

4.2.9 ICHU3 Bcex TUTIOB TOJKHBI 00J1aaTh HANIPaBIEHHON 3(P(PEKTUBHOCTHIO.

4.2.9.1 Hanpasnennas 3¢dextuBaocts JJCU3 3amuTHOrO THMa ruapodUiIbHOTO U TUAPO(GOOHOTO
JEWCTBUS OLICHUBACTCS COTIIACHO MOKA3aTelsIM TaOIuUIbI 6.
Tabnuma 6



HaumenoBanue HaumenoBanue |Crenens 3ammmthl |Kateropus HampaBieHHON 3pPEKTUBHOCTH

noxaruma JICU3 TTOKa3aTeIst cyMMapHas
HaIlpaBJICHHOU
3¢ ekTuBHOCTH
Cpenctsa CreneHb 3alUThI Ot 14 1o 16  |Bricmas (mosHas HAIIPABJICHHAS
ruIpoPoOHOTO CyMMapHast 3¢ ()EeKTUBHOCTH 3aIUTHOTO ICHCTBUS OT
JIEUCTBUA BOJIOPACTBOPUMBIX 3arpsI3HCHUT)

Ot 8 mo 13 [[lepBas (cpenHss HampaBiIeHHASA
3(PEKTUBHOCTH 3aNTUTHOTO NEHCTBUS OT
BOJIOPACTBOPUMBIX 3arps3HEHUI)

Or4 mo7 Bropas (MuHUMAaNbHAs HapaBiIeHHAS
3 PEKTUBHOCTE 3aITUTHOTO MEHCTBUS OT
BOJIOPaCTBOPHUMBIX 3arpsS3HCHUN )

Memnee 4 CpenctBo HE 001a1a€T HAITPABICHHOM
3¢ (HEKTUBHOCTHIO
CpenctBa CreneHp 3allHuThI Ot 10 mo 12 |Beicmas (moHas HampaBiIeHHAS
THIPOQUIBHOTO  |CyMMapHas 3¢ PEKTUBHOCTD 3AIIUTHOTO JCHCTBUS OT
JIEHUCTBHUS BOJIOHEPACTBOPUMBIX 3arpsi3HEHH)

Or 6109 [lepBas (cpenHss HampaBiIeHHAs
3¢ (HEKTUBHOCTH 3aIUTHOTO ICHCTBUS OT
BOJIOHEPACTBOPUMBIX 3arpsi3HCHUT )

Or3mo5 Bropas (MuHuManbpHas HapaBlIeHHAS
3G GEKTUBHOCTD 3AIIUTHOTO JCHCTBUS OT
BOJIOHEPACTBOPUMBIX 3arpsI3HEHHUH )

Memnee 3 CpenctBo He 001a/1a€T HAITPABICHHOM
3¢ (HEeKTUBHOCTHIO

4.2.9.2 Hamnpasnennas s¢dexruBHocts JCHU3 3ammrHOrO THIA OT BO3IEHCTBUS OMOIOTHMUECKUX
(haKTOPOB OLICHUBAETCS CICAYIOIINM 00pa3oM:

JACHU3 or Bo3zmelicTBus OHONOTMYECKUX (DAKTOPOB [HACEKOMBIX W TayKooOpa3HbIX (Kiemieh)]
obnagaer HampaBiieHHOH 53(QeKTUBHOCTBIO, €CIM TNEepBOHAYAIBHBIA KO3()(UIMEHT OTIYTHBAOLIETO
neiicreust (KOJ) ve menee 100% [9].

JACHU3 or Bo3zzmelicTBHA OHONOrMYecKuX (HakTopoB (MHKPOOPTaHW3MOB) C aHTHOAKTepUATLHON
AKTUBHOCTBIO 00JIalaeT HampaBlieHHOH 3(QeKTHBHOCTHIO, €CIM 3a YCTaHOBJICHHOE BpEMsSl KOHTaKTa, He
Oonee 5 muH, morubaroT 99,99% wmmkpoopranuzmoB (E. coli, St. aureus wiam oOwmwas OakTepuanbHas
00CEeMEHEeHHOCTR) [9].

JACU3 ot Bo3zmelcTBus Ouonoruuecknx (akTopoB (MHUKPOOPTAaHM3MOB) C TMPOTHBOTPUOKOBOM
(pyHrunuIHON) aKTHBHOCTBIO 00JIaaeT HampaBleHHOW 3()(EKTUBHOCTHIO, €CIIM 32 YCTAaHOBJIEHHOE BpeMs
KOHTaKTa, He Oosee 5 MuH, norubart 99,99% mukpoopranusmos (C. albicans, T. gypseum) [9].

IIpuceoenne karteropuu HampapieHHOU 3(dexTuBHOcTH JICU3 3aImuTHOrO THMAa OT BO3ACHCTBHUS
Oonosoruueckux GakTOpOB MPUCBAUBACTCS COTIACHO MOKA3aTENSIM U3 TaOIHUIIbI 7.

Tabauma 7
Haumenosanue noarumna JICHU3 HaumenoBanue 3HayeHue Kareropus
HoKa3arTens HoKa3aTes HalpaBJICHHON
HaIlpaBJIEHHOU HaIlpaBJIEHHOU 3¢ PEeKTUBHOCTH
a¢dexTuBHOCTH 3 PEKTHBHOCTH

Cpencrsa 3altuThl OT JImuTenbHOCTE 4 9 u 6omee Bricmas




BO3JICUCTBHSI OMOJIOTHICCKIX pETeUICHTHOTO Or2mo4u [TepBas
(hakTOpOB [HACEKOMBIX U JIEUCTBUSA Menee 2 u CpencTso He
MayKooOpasHbIX (KiIemei)] obmamaet
HanpaBJIeHHON
3¢ (HEeKTUBHOCTHIO
Cpencrsa 3altuThl OT [IpomoHTHPOBAHHBIIA 3 4 u 6omee Brrcmas
BO3ACUCTBHA OMOIIOTHIECKIX aHTHOAaKTepHaIbHBIN Orlgo3u [epBas
(hakTOpOB (MUKPOOPTaHU3MOB), C |3pPekT Menee 1 u Bropas
aHTUOAKTEPHATBHON aKTUBHOCTBIO
Cpencta 3aluThl OT [TponoHrupoBaHHBIN 3 4 u Oonee Bricrras
BO3IEHCTBHSI OMOJIOTHIECKUX MPOTHUBOTPUOKOBBIN Orlpo3u [IepBas
(hakTOpOB (MUKPOOPTaHU3MOB), C |3 dekT Menee 1 u Bropas
MIPOTUBOTPHOKOBOM
(pyHrMIMIHON) AKTUBHOCTBIO

4.2.9.3 Hampasnennas »>ddexruBaocts [JCU3  ouwnmaromero THa OIEHWBAETCS COTIACHO

noxkasaTreJisiM TaOJIuIsl 8.

Tabmuua 8
HammenoBanue noaruna JJCU3 HaumenoBanue 3HaueHune moxa3ares Kateropus
IOKa3aTes HaIlpaBJICHHON HaIlpaBJICHHOU
HaIpaBJIEHHON s¢dexTuBHOCTH, Yo 3¢ deKTUBHOCTH
a¢dhexTuBHOCTH
CpencTsa AJis OUUILEHUS OT Ounmaroniast Bonee 116 Bricuras
HEYCTOMYMBBIX 3arpsA3HEHUI CIOCOOHOCTH 101-115 [lepBas
90-100 Bropas
Memnee 90 CpencTBo He
oOnamaer
HaIlpaBJICHHOU
3¢ (HhEeKTUBHOCTHIO
CpencTsa ajist OUHIIEHUS OT Bonee 116 Bricurasa
YCTOMYMBBIX 3arpsA3HEHUN 101-115 [lepBas
90-100 Bropas
Menee 90 Cpenctso He
o0namaer
HampaBJIeHHON
3¢ (HEeKTUBHOCTHIO
CpencTsa A1 OUUILIEHUS OT Bonee 116 Bricmras
0000 YCTOMYHBBIX 101-115 [epBas
3arps3HeHUM 90-100 Bropas




Menee 90 Cpenctso He
obnamaer
HaIlpaBJICHHOU
3¢ (HhEeKTUBHOCTHIO

4294 Jna JCU3 ocTanbHBIX THUIOB M TOATHUIOB JI0 BBEICHUS B CHIY COOTBETCTBYIOIIMX
CTaHAApPTOB, MOATBEPXKICHUE HANpaBICHHONH 3(QEKTHMBHOCTH OCYIIECTBISETCS Ha OCHOBE IPOTOKOJIOB
ucneITanuii (in vivo, in Vitro), B momHoM Mepe OTpajkarolIMX 3asBIEHHBIE CBOMCTBA maHHBIX THIOB JICU3
(3amuMTHBIE, OYMILAIOLINE, BOCCTAHABIMBAIOILIUE).

4.2.10 ICHU3 nomkHBI COOTBETCTBOBATH TpeOoBaHUsM [1].

ConepkaHne TOKCHYHBIX JIEMEHTOB, a Takke MHUKpoOHonorndeckue rmokazatenn JICHU3 He mOmKHBI
MIPEBBIIIATh HOPM, YCTAaHOBJICHHBIX [1].

JACH3 ot BozaeiicTBusi Omonormyeckux (PakTopoB Tarkke HE JODKHBI 00JafaTh pa3ApaskaroliuMm
JeiCTBUEM HE TOJBKO IPU OAHOKPATHOM, HO U IIPH IOBTOPHOM HUCIIBITAHHU.

4.2.11 OICU3 momxuel obmamate 3(dexkTuBHON cucTeMoi koHcepupoBanmsa (Challenge-test) B
cootBerctBud ¢ [OCT ISO 11930. Onpenenenrie 3¢p(HeKTUBHOCTH KOHCEPBHUPOBAHUS HE MPOBOAUTCS IS
MPOAYKIMH ¢ MUKpoOHosorndecku Hu3kuM puckom o FOCT ISO 29621.

4.3 TpeGoBaHus K CHIPHIO M MaTepUaIaM

Cripbe u Matepuaisl Juis nzrorosienus JJCU3 momkHBI cOOTBETCTBOBATH TpeboBanusm [1], [2].

IlepeueHs BemecTB, UMEIOIIUX OIPAaHUUYEHUE WU 3alPELICHHBIX K HCIOJIBb30BAHUIO B NPOU3BOCTBE
JACU3, ycranosnen B [1], [2].

B kauectBe HEWCTBYIOIIMX BELIECTB MOATHIIA CPEACTB 3aAILUTHI OT BO3ICHCTBUS OMOIOTHMUYECKHX
(akTOpOB MOTYT OBITh WCIOJNB30BaHBI TOJBKO KOMITIOHEHTHI He HMke 3 kiacca omacHoctd mo ['OCT
12.1.007 ipu BBECHUH B JKEITYIOK.

4.4 MapkupoBka

Mapxkuporka JICHU3 nomkHa cCOOTBETCTBOBATh TpeOoBaHusM [1].

MapxkupoBka JICHU3 B a’po30mnbHON yrmakoBKe NObKHa oTBedaTh TpeboanusiM 'OCT 32481 wim
I'OCT 31677.

MapxkupoBka TpaHcrnopTHoi ynakoBku JCHU3 pomxna ObiTh HaneceHa B coorBercTBUM ¢ ['OCT
27429, TOCT 28303, I'OCT 32478.

MapkupoBka TtpancnoptHoid ynakoBku JCH3, oTHoOcsImuxcs K OMNAcCHBIM TIpy3aM (CpeIcCTBa,
coJiep)Kalllie JIETKO BOCIUIAMEHSIIOIIMECS O KUIKOCTH HW/WIM HUMEIOLIME a’pO30JIbHYI0 YIIAKOBKY C
MIPOTIEIIEHTOM), TOJbKHA oTBedaTh TpedoBanmsiM ['OCT 19433.

MapxkupoBka JJCU3 nomkHa comepxarh WHPOPMAIMIO O TUTE W MOATHIE, K KOTOPHIM OTHOCHTCS
KOHKPETHOE CPEJICTBO, A TAK)KE KATErOpUHU HAaNpaBIEHHOH 3¢ ()EeKTUBHOCTH.

Mapxuposka JICHU3 ans 3amuThl NP HETaTUBHOM BIMSHHUU OKPYXKAIOIIeH cpeabl (0T BO3IEHCTBUS
YO-n3nyuenus auanazoHos A, B, C) nomxkHa conepxath yka3anue Ha criektp Y D-uznydenns (Y D-A, YO-
B, Y®-C), a takxxe SPF-daxrop.

4.5 YnakoBka

4.5.1 YnakoBKa JJOJDKHA COOTBETCTBOBATh TPEOOBAHUSIM, YCTAHOBICHHBIM [3].

4.5.2 YmakoBka JICHU3 Bcex tunoB u noarunoBs 1mo I'OCT 27429, TOCT 28303, I'OCT 32478.

4.5.3 ICHU3 MOTryT UMETh a3pO30JbHYIO YIIAaKOBKY, KOoTopas noipkHa cooTBeTcTBoBaTh 'OCT 31677,
I'OCT 32481.

4.5.4 JlommyckaemMoe OTPHIIATEIFHOE OTKJIOHEHHE 10 Macce WM 00beMy IOJKHO COOTBETCTBOBATH
I'OCT 8.579.

4.5.5 Ynaxoska JJCU3 momxHa obecrieunBaTh COXPAHHOCTh M3ENIMH Ha MPOTSHKEHUH BCEro CpPOKa
TOJHOCTH.

4.5.6 JICH3 ynakoBbIBalOT B COOTBETCTBUM C TEXHHYECKUM JOKYMEHTOM M3TOTOBHUTENS Ha
KOHKPETHOE CPEACTBO.

5 TpebOoBanus 6e30macHOCTH

5.1 Ilo crenenu Bo3zaeiicTBusA Ha opraHusM uenoBeka Bce Tunbl JJCHU3 B cooreercTBuu ¢ I'OCT
12.1.007 OOMKHBI OTHOCHTHCS HE HIDKE 4eM K 4-My KJlacCy OMAacHOCTH (BEIIeCTBAa MajOOMACHBIE) MPH
HaHECEHHWH Ha KOXY M He HIKe YeM K 3-My KJlaccy NMpH BBEJICHUH B JKETYJOK.

5.2 ICU3 noarumna 3amuThl OT BO3AECHCTBUS OMOJIOTHYECKUX (PaKTOPOB B a3pPO30JbHON yIaKOBKE I10
30HE OCTPOT0 OMOIMIHOTO JCHCTBHUS OTHOCSTCS HE HIDKE YeM K 3-My KIIacCy OmacHOCTH [4].

5.3 B TeXHHYECKOM JIOKYMEHTE Ha CPEICTBO AOJIKHBI OBbITh YKa3aHbI:

- knacc omacHoctd nmo I'OCT 12.1.007 u xapakTep BO3AEHCTBUS Ha OPraHU3M CPEICTBA U €ro
OCHOBHBIX KOMIIOHEHTOB;



- TpeOOBaHUS K KOHTPOJIO Bo3ayxa pabouell 30HBI 1o [5], [6] mo rpadukam, ycTaHOBICHHBIM
npeanpustueM-usroropuresieM, u IIJIK mambosnee omacHOTo(bIX) KOMIIOHEHTA(OB), MO KOTOPOMY(BIM)
CJIEAyeT MPOBOAUTH KOHTPOJb 32 COCTOSIHUEM BO3AYILHOW CPE/IbI;

- noxapos3psiBoonacHsie xapaktepuctuku o 'OCT 12.1.044 ans JJCU3 B a3p030ibHON yIaKOBKE
(Ha TIPOTIENIIEHT U COAEPKNUMOE a3pPO30JIHHON YITAaKOBKU O€3 MPOTIeIIeHTa);

- TpymIa u ypoBeHb noxapooracHoctu aist JJCU3 B aspo3onpHOi ynakoBke 110 [7];

- CpPeICTBa MOXAPOTYILICHUS B YCJIOBHSIX IPOU3BOJCTBA, TPAHCIIOPTUPOBAHUS U XPaHEHHs, CPEICTBA
VHWBUIYaJLHOM 3alIUTHl OPTaHOB JIBIXaHUsI IIPH MTOXKAPOTYIICHHUH;

- obmme TpebOoBaHMsA ToOKapHOW ©Oe3omacHocTH B cootBerctBHM ¢ ['OCT  12.1.004,
B3peIBoOe3onacHoctu - 'OCT 12.1.010, snekrpocraTuueckoii nckpodezonacuoctu - 'OCT 12.1.018, k
cucteMam Bentwiaiuu - OCT 12.4.021;

- IPIMEHEHNE CIICTIOICKIbI M CPEJICTB HHANBUAYAIBHO 3aIIUTHI Pa0OTAONINX Ha IPOU3BOICTBE;

- MepBI IPEJOCTOPOKHOCTH Ha TOTPEOUTETHCKOW MapPKHPOBKE;

- OIIACHOCTH TPy3a Ha TPAHCIOPTHOW MapKUPOBKE.

6 IlpaBuiia npueMKun

6.1 Bce tuner AICU3 nmpunumatot o 'OCT 29188.0.

JACU3 npunHuMaroT mnmapTUsIMH. 3a MapTHIO NPUHUMAIOT KOJUYECTBO MPOAYKIMH OJHOTO
HaNMEHOBaHUs, OJHOPOAHON IO IOKAa3aTeIsiM KauecTBa, B MOTPEOMTENBCKOM YMAKOBKE OIHOIO THUIA U
pa3Mepa, B 00beMe He 00Jiee CyTOYHOW BIPAOOTKY WM OJTHOW POU3BOICTBEHHOW BapKH.

Kaxnyro mapTHiO cieyeT COIMpPOBOXKAATh JOKYMEHTOM O KadecTBE, BKJIIOYAIOIINM CIEYIONIHE
JaHHBIE:

a) HAaMMEHOBAaHNE W Ha3HAYSHHE CPEJICTBA, TOBAPHBIN 3HAK (TP HAINYNH);

0) HaMMEHOBaHKE NPEATIPUATHI-U3TOTOBUTES, €T0 IOPUANIECCKHI aIpec;

B) IaTy U3TOTOBJICHUSA U CPOK TOIHOCTH;

T') HOMep TapTuH;

) KOJINYECTBO YIAKOBOK B MIAPTHH;

e) o0o3HaYeHrE TOKYMEHTa(OB), B COOTBETCTBUH C KOTOphIM(1) n3rotosieH JJCU3;

k) pe3ynsTaTsl ucnbiTannid JICHU3 B cooTBeTCTBHU ¢ TPEOOBAHUSIMH HACTOSIIETO CTAHAAPTA,

n) mramn OTK u/nnm noanyce ynoTHOMOYEHHOTO JIMIA, OTBETCTBEHHOTO 33 Ka4eCTBO MPOIYKIINH.

6.2 Jlnsa mposepku coorBercTBus [CHU3 TpeOGoBaHHMSIM HACTOSIIETO CTAHIAPTA MPOBOAAT MPUEMO-
C/IaTOYHBIE U MIEPUOINUECKUE UCTIBITAHUS.

6.3 Ilpuemo-cnaTouHble HMCIBITAaHUS MPOBOJAT IO MOKA3aTessiM, YKa3aHHbIM B TaOmuue 9 s

koHkpeTHOTO JICI3.
Tabmuma 9
Tun ACU3 Moarun JICU3 ITokazarenu
3aIUTHLIN CpencrBa THAPOGUITBHOTO IEHCTBUS Brenrauii Bua, 11BET, 3amax,
BOJIOPOJIHBIN TTOKa3aTenb pH,
Cpencra ruapohoOHOro IeicTBHS TEPMOCTAOUIBHOCTh M KOJUIOHUTHAS
CTaOMIHLHOCTH, TEMIIEpaTypa
CpencrBa KOMOMHUPOBAHHOIO karenaaenus
(yHuBepcaabHOTO) IEHCTBUS
CpencTBa AJid 3alUThl KOXKU MPU
HETaTUBHOM BJIMSTHUH OKPY>KAFOIIICH
cpenbl
CpencTsa Ajis 3aIUThI OT BO3ACHCTBUS |BHENTHUIT BU, IIBET, 3aIax,
Ouonormueckux (HakTopoB BOJOPOAHBIN ITOKa3arens pH,
(MHKpOOpPraHH3MOB) TEPMOCTaOWIBLHOCTE 2) 1
. KOJIJIOMIHAS CTaOHIBHOCTE 3)
CpencTsa 1J1s 3aIUThHl OT BO3ICHCTBUS A
Ouonoruueckux (HakTopoB [HACEKOMBIX
1 TaykooOpa3HbIX (Kiereil)]
Ouniaronui Bce noarumel BHemnuii Buj, 1BET, 3amax,
BOJOPOAHBIN Mokazarens pH




Perenepupytrommii -
(BoCCcTaHABIMBAIOITHT )

Bremrauii Bua, 11BET, 3alax,
BOJIOPOJIHBIN MOKa3arenb pH,
TEPMOCTAOUIBHOCTh M KOJUTOHUTHAS
CTaOMUIILHOCTD

1) Onpemensror B cpecTBax ISt 3alIMThI KOXKH IIPU HETATHBHOM BIIMSTHUH OKPY/KAOIIEH Cpeibl B
citydae )XupoBou (0€3BOAHON ) SMYITbCHUH.

2) TepMOCTa6I/IJ'II)HOCTI> onpeacaaeTCda i1 CpCACTB, UMCIOIINUX (1)0pMy KpeMma UJiu reiis.

3) Konouanas cTabUIbLHOCT ONpeEAeNaeTcs I CPeACTB, UMEoIuX GopMy Kpema.

6.4 IIpu noiay4yeHUN HEYIOBIETBOPUTENBHBIX PE3YNbTATOB NPUEMO-CAATOUHBIX HCHBITAHUN XOTS ObI
[0 OJHOMY M3 TOKaszarenedl TaGuuibl 9 NPOBOIAT MOBTOPHYIO HPOBEPKY IO 3TOMY IIOKa3aTeN0 Ha
yIIBOGHHOW BBIOOPKE, B3SATOM OT TOH K€ MapTHU. Pe3ynbTaThl MOBTOPHBIX HCIIBITAHUN PACTIPOCTPAHSIOTCS Ha
BCIO MTAPTHIO.

6.5 Tleproanveckre UCTIBITAHUS HA COOTBETCTBHE MOKA3aTENAM, yKa3aHHBIM B Tabmuie 10, mpoBoasT
Uit KoHkpetHoro JIC3.

Tabmuma 10
Tun ACU3 Hoarun JICU3 ITokazarenu [TepuoanuHoCTh
3aIUTHRIN Cpenctsa MaccoBas 1011 TOKCUYHBIX He pexe 1 pa3 B rox
THAPOPHUIBLHOTO 3JIEMEHTOB
JlefcTBUA Pazppaxatomee u
CEHCHOMIM3UPYIOIIEe ACHCTBHE
Cpencrsa
rHAPOPOOHOTO MuxkpoOuonoruieckue
JIEVCTBUSA OKa3aTeln
MaccoBast 107151 BOABI U JICTYIHX
Cpencrtaa BEILIECTB
KOMOMHHUPOBAHHOTO CoO0TBETCTBHE 3asIBIIEHHLIM OmHOKPATHO B IENSIX
(yHUBEpCaIBHOTO) OpTaHOJIETITUYECKUM U (PU3UKO- |[TOITBEPIKICHIS
HENCTBUA XHMHYECKHM CBOMCTBaM 1ociae |coorBercTBus JCHU3

Cpencrsa JJis 3aIIAThI
KOKU IIPU HETAaTUBHOM
BIIUSIHUU OKpY Karolen
cpebl

TPEX TUKIIOB

3aMOpakKUBaHUsI/ Pa3MOPAKIBAH
us (or munyc 20°C 1o mioc
20°C)

Koxxno-pe3opOTrBHOE ACHicTBHE

Hanpasnennas s pexTuBHOCT

Cpencrsa 115 3aIIAThI
OT BO3JCUCTBHS

MaccoBas 1011 TOKCUYHBIX
3JIEMEHTOB

OMOJIOTNYECKUX
¢baxTopoB PaboTtocnoco6HOCTE 1
(MHKpOOpPraHn3MoB)  |0€30MacCHOCTH YHAKOBKH (LIS

CPEJCTB B a3pO30JIbHOU

He pexe 1 pa3 B rog




CpencTsa 115 3aIIATHI
OT BO3JICUCTBUSA

OHMOJIOTHIECKUX
(haKTOpOB [HaCEKOMBIX
1 mayKooOpa3HbIX
(kaemeit) |

YIIaKOBKE)

MaccoBas 101 A€HCTBYIOIIETO
BEIIECTBA, 00ECIIEYNBAIOILETO
HanpaBieHHYIO 3¢ peKTHBHOCTD

Hanpasnennas apekTuBHOCT

Koxxno-pe3opOTHBHOE ACHCTBHE,
paszpaxatolee u
CEeHCHOMIM3HUPYIOIIee ICHCTBHIE

TOKCHKOIOTHYECKHE TTOKa3aTeIN
(MHIEKC TOKCUYIHOCTH)

OHOKpaTHO B LIETSX
TTOITBEPIKICHUSI

cootBerctBus JCU3

Ouyunmaronuii

Cpenctsa s
OYHILEHUSA OT
HEYCTOWYUBBIX
3arpA3HECHUI

MaccoBas 1011 TOKCUYHBIX
3JIEMEHTOB

Pazgpaxaromee u
CCHCHOMITM3UPYIOIIEE JICHCTBUE

MukpoOuonornieckme
HOKa3aTelu

MaccoBas A0JI XJIOpUA0B

[TenooOpa3ytoriast CioCOOHOCTh
(TIeHHOE YHUCITO0, YCTOHYUBOCTh
TI€HBI)

He pexe 1 pa3 B rog

Hampasnennas a¢ppexTuBHOCTH

KoxHo-pe3opOTuBHOE NeiicTBre

OIHOKpATHO B TEIAX
TTOITBEPIKICHISI

cootBercTBus JICH13

Cpencrsa s
OUMILEHUS OT
YCTOWYHBBIX U 0CO00
YCTOWUYUBBIX
3arps3HeHU

MaccoBas 1011 TOKCUYHBIX
3JIEMEHTOB

Paznpaxatoiiee u
CEHCHOMIM3UPYIOIIEe ACHCTBHE

MukpoOuonorunieckue
[IOKa3aTenu

He pexe 1 pa3 B rog

Hanpasnennas 3pekTuBHOCT

KoxHo-pe3opOTuBHOE feiicTBre

OmHOKpaTHO B HIEJISIX
MOITBEPIKACHHUSI

cootserctBus JJCU3

Perenepupytomiuii
(BoCCTaHABIMBAIOITHT )

MaccoBas J0JI1 TOKCUYHBIX
OJICMCHTOB

He pexe 1 pa3 B rog




Paznpaxatoiiiee u
CEHCHOMIH3UPYIOIIEe ACHCTBHEC

MHuKpOOHOIOTHIECKHE
MoKa3aTenu

MaccoBas 107151 BOABI U JIETY4YHUX
BEILIECTB

KoxHo-pezopOTuBHOE AeiicTBrue |OMHOKPATHO B LENSIX
MTOITBEPIKICHIIS

CoOTBETCTBUE 3a9BICHHBIM cootBerctBus JCU3
OPTaHOJIETITUIECKUM U (PU3HKO-
XUMHYECKAM CBOWCTBAM TIOCIIE
TpEX LUKJIOB
3aMOPaKUBAHUS/Pa3MOPAKUBAH
ns (ot muryc 20°C 10 mmoc
20°C)

6.6 Ilepuonnueckue UCOBITAHUS MPOBOAAT HA NApPTHHU NPOAYKIMH, MPOLIEAIIEH MPUEMO-CAATOUYHbIE
WCIIBITAHUS C IEPUOANYHOCTBIO, YKa3aHHOU B Tabmuie 10.

6.6.1 Ilpu noy4YeHUH HEYIOBICTBOPUTEIBHBIX PE3YJIbTATOB NEPUOINICCKUX UCIBITAHUIN XOTS OBl 110
OJHOMY IIOKa3aTeII0 MPOBOAAT MOBTOPHBIC HCIBITAHHS [0 3TOMY IIOKa3aTENII0 HAa yIBOCHHOW BBHIOOpKE,
B3ATOM OT TOMW k€ NapTUU. Pe3ynbTaTsl IOBTOPHBIX UCIBITAHUM PACIIPOCTPAHSIOTCS HA BCIO MTAPTHIO.

6.6.2 Ilpu HeynOBIETBOPUTENBHBIX pE3yJbTaTaX TIOBTOPHBIX MEPHOJUYECKUX HCIBITAHUNA UX
MIEPEBOJAT B KAaTETOPHIO NMPUEMO-CIATOYHBIX HWCHBITAHUM 0 TOIYYEHHs IOJIOKHTENBHBIX PE3YJIbTaTOB
WCIBITAaHUI HE MEHEE YEM JJIsl TPEX NapTUid MOAPSAI.

7 MeToabl HCHBLITAHUM

7.1 OT60p npod

Ot60p mpo6 Beex TumoB JJCHU3 nposoautcs mo FOCT 29188.0.

Ot6op mpob [uIst oTpesieNieHns MUKpPOOHOIOTHIEeCKUX TIoKasaTesei - mo [§].

7.2 OnpenesieHne BHENTHEr0 BH/Ia, IBeTa U 3a1axa

OrmpeneneHne BHENTHETO BUa, BeTa u 3anaxa s JJCU3 Bcex tumos - mo 'OCT 29188.0.

7.3 OnpeneneHue BOAOPOAHOro nMokaszareJst pH

Hns JCU3 Bcex TUIoB BOAOPOAHBIN oka3aTensb onpeaesstor no 'OCT 29188.2.

7.4 OnpenesieHre MaccOBOM 10JIM BOJABI U JICTYYHX BellleCTB

MaccoByro 10110 BOABI U JIETy4HX BeriecTB onpenessitoT mo 'OCT 29188.4.

7.5 OnpenesieHne MaccoBOM X0 3THIOBOI0 CIMPTA

MaccoByro oo 3tinoBoro crnupra onpeaenstoT no 'OCT 29188.6.

7.6 Onpenesienne TeMnepaTypbl KamjienajgeHust

Temnepatypy kamenageaus onpezaensor o 'OCT 29188.1.

7.7 OnpenesieHue KOJUIOMIHOM CTA0NIBLHOCTH

Komnonnnyro cradunsHocTh onpeaenstoT mo I'OCT 29188.3.

7.8 Onpenesienne TepMOCTA0OUIBLHOCTH

TepmocTadunsHOCTH onpenesator o 'OCT 29188.3.

7.9 CooTBeTcTBHE OPraHOJeNTHYECKHMM U (PU3MKO-XHMHUYECKHM CBOHCTBAM IOCJIe TPeX HUKJIOB
3aMopaxxuBaHusi/pazmMopaxuBanus (ot munyc 20°C go nmiaroc 20°C)

CymHoCTh MeTOJa 3aKiIrodaeTcsi B mposepke ycroiumBoctd JJCHM3 K MOHMKEHHBIM TeMIepaTypam
IpU TPEX LUKIAX 3aMOPaXUBaHUs U pazMopaxuBanust (oT munyc 20°C go mwioc 20°C) MeTo1oM KOHTPOJIS
OpPTaHOJICITHUECKUX M (PU3MKO-XUMHUYECKHX IOKa3aTelel Toclie Kaxjaoro Imwkina. JIns ucnbITaHui

IpeIoCTaBIIsAeTCs poba cpeacTa ooumM oobemMom He Menee 100 cm3 B 3aBOCKON ymakoBke (B ciydae

CEpUHUHOTO BBIYCKA) WK B JIFOOOM JPYTrOM THIIE YIIAKOBKH (B Cliydae JJabopaTopHOro oopasia).
3amopaxkuBanue A0 mMuHyc 20°C ocylecTBiasieTcs B TeueHHE 24 4 MOCPEACTBOM BHECEHHUS MPOOBI B
MOPO3WIBHYIO KaMepy MOANEPKUBAIOLIYI0 MOCTOSAHHYIO TeMmiiepaTypy munyc 20°C. Ilo ucteuenun 24 u
mpo0a BRIIEP)KUBACTCS B TEUCHHE CIIeMyIONuX 24 4 nmpu temrepartype mmnoc 20°C, mocie 9ero mpoBOIUTCS
HU3MEPEHUE OPraHoNENTUYECKUX M (PU3MKO-XMMHUYECKHX IMOKa3zaTeliel, MPUBEACHHBIX B Tadmume 3, U UX
COTIOCTABJICHUE c HCXOAHBIMHU 3HAYECHUSIMH. Hanee MIPOBOAST ere IiBa [UKIIa



3aMOpaKUBaHHS/Pa3MOPaKUBAHUSL.

7.10 Onpenenenne neHoooOpa3yomeii CnocooHOCTH

[lenooOpazytomyro criocobHOCTH onpenensoT o [OCT 22567.1.

7.11 Onpenenenne MaccoBoii 1011 XJIOPHI0B

Maccosyto gomro xiopuaos onpezaenstor mo 'OCT 26878 (B pacdyere Ha MOJISIPHYIO Maccy XJIOpHaa
HATpH).

7.12 Onpenenenne MaccoBOii 1011 IeICTBYIOIIEr0 BelecTBa

MaccoByto pomo jaeiictBytomiero Bemectsa B JICU3 ais 3amuThl 0T BO3ACUCTBUS OHMOJOTUYCCKHUX
(haxTopoB omnpeaensroT 1o [9].

7.13 Onpeaesnenne MacCOBOM J01H TOKCUYHBIX 3JIEMEHTOB (CBUHIIA, MBIIIbAKA, PTYTH)

7.13.1 Maccosyto gomnto ceunua onpeaenstoT no I'OCT 32937 nnu 'OCT 33023, unu 'OCT 31676.

7.13.2 MaccoByro pomro Meimbska ompenessitor mo 'OCT 32938 wmm ['OCT 33021, wimum 'OCT
31676.

7.13.3 Maccosyto gomito prytu onpenessatoT no I'OCT 33022 unu 'OCT 32936, unu 'OCT 31676.

7.14 Onpenenenne MUKPOOHOJIOTHYECKHX MTOKAa3aTeNei

7.14.1 Omnpenenenne oO0MIEro KOMTUYECTBA Me30(PIIBHBIX adpOOHBIX U (PaKyTbTATHBHO-aHAIPOOHBIX
Mukpoopranusmos - o 'OCT ISO 21149.

7.14.2 OmpeneneHue OOLIETO KOJIMYECTBA JIPOXKIKEH, MPOXKIKENONOOHBIX M TUIECHEBBIX I'pUOOB Ha
OCHOBaHWH HCIBITaHHI (caHMTapHO-TOKa3aTeabHbil Bu - Candida albicans) - mo TOCT ISO 18416 wiu

[8].

7.14.3 Onmnpexnenenne oOWIETO KOJIMYECTBA JHTEpOOAKTEpUil (CaHUTAPHO-TIOKA3aTENbHBIA BUA -
Escherichia coli) - mo [8].

7.14.4 Onpenenenue oOIIEro KOTMYECTBA MATOTCHHBIX CTA()UIOKOKKOB (CaHUTAPHO-TTOKA3aTENbHBIH
Buj - Staphylococcus aureus) - mmo [8].

7.14.5 Omnpenenenne o0MIETO KOMTUYECTBA CHHETHOWHOM MaloUku (CaHUTapHO-TIOKa3aTeNbHBIA BH]I -
Pseudomonas aeruginosa) - mo [8].

7.14.6 Onenka 3¢ ¢dextuBHOCTH KoHcepBupoBanus (Challenge-test) mpoBoauTcs B COOTBETCTBUH C
I'OCT ISO 11930.

7.15 OnpeaesneHne TOKCMKOJIOTHYeCKUX U KIMHUKO-J1a00paTOPHBIX IOKa3aTeJieil

7.15.1 Onpenenenune nokaszaTteneil KOXXHO-pE30pOTUBHOTO, PA3APAXKAIOLUIET0 U CEHCUOMITU3UPYIOIIETO
neiicreust juis JICH3 Bcex TUNOB (KpoMe MOITHIIA 3aIlUThI OT BO3JIEHCTBUS OHOJOTHYECKUX (PAKTOPOB) IO
I'OCT 32893 nnm [10]*.

* CM. paznen bubnuorpadus. - [Ipumevanne u3roToButeist 0as3bl JaHHBIX.

7.15.2 OmpeneneHne TOKCUKOJIOTUYECKOTO IOKazaTens - umHAekca TokcumuHoctn miust JICH3 Beex
TUIIOB U MOATHIIOB (KpOME TOJTHIIA 3alIUTHl OT BO3ZAeHCTBUs Ouonorndeckux ¢akxropos) mo I'OCT 32893,
I'OCT 33506 wm [11].

7.15.3 OnpeneneHre KOXXHO-PE30POTUBHOTO, Pa3IpaXKaloIero U CCHCHOMITM3UPYIOIIETo JACHCTBUS, a
TaKKe TOKcHKoJorudeckux nokasarteneit JICU3 ot BozneiicTBust Ononorndeckux GpakTopoB OMPEIENISIOT 10
pazzeny 8 [9].

7.16 Onpenenenne HanpasJjeHHoi d¢pexTuBnocTu JJCU3

7.16.1 Ompenenenne HampapieHHOH 3ddexTuBHOCTH JICHU3 3ammuTHOrO THNA THAPOPHUIHLHOTO H
runpodobnoro aeiicteus - mo 'OCT P 12.4.302.

7.16.2 Omnpenenenue HanpasjieHHOH 3¢ dextuBHocTr JJCHU3 3amuTHOrO THA KOMOMHHPOBAHHOTO
(yHuBepcaabHOTO) NEHCTBHS A0 BBEACHHS B CHIIYy COOTBETCTBYIOIIETO CTaHIApTa OCYIIECTBISETCS Ha
OCHOBe ucmbITaHuit (in Vivo, in Vitro), B MOJHOM Mepe OTpaKaroIUX 3allUTHBIC CBOWCTBA JAHHOTO THIA
JACHU3.

7.16.3 Omnpenenenue HampasieHHOH 3¢dexTuBHocTH JICU3 i 3alUThl KOXH MPU HEraTHBHOM
BIUSHUKM OKPYXKAaIOIIeH cpeipl, NpeJHa3HAuYeHHBIX I 0Ee30MacHOr0 OCYIIECTBICHUS HAPYKHBIX,
CBApPOYHBIX M JPYTUX BHUJIOB pPaOOTHI, CBSI3aHHBIX C BO3JCHCTBHEM YIBTPA(pUOIETOBOTO W3IIYICHUS
nranazoHoB A, B - mo TOCT ISO 24444 c npucBoeHHEM COOTBETCTBYIOIIETro 3Ha4yeHusi ¢aktopa SPF-
3amuThl, quamna3ona C - 10 BBEJEHHS B CHIYy COOTBETCTBYIOIIETO CTaHAApTa OCYIIECTBISETCS HAa OCHOBE
ucreitanuit (in Vivo, in Vitro), B MOJHON Mepe OTpaXkarolIMX 3alllUTHBIE CBOWCTBa naHHoro Tuna JJCU3.

7.16.4 Ompeneneuue HampaBieHHOH 3¢¢extuBHocTr JCU3 as 3ammThl KOXH HPU HETaTHUBHOM
BIIMSIHUU OKPYIKAroIed cpeibl, MpelHa3HauYeHHbIX sl 0e30MacHOTO OCYIIECTBICHUS Pa0dOT, CBS3AHHBIX C
BO3JICHCTBHEM HH3KUX TEMIIEPATyp WM BETpa, J0 BBEICHUS B CHUJIY COOTBETCTBYIONIETO CTaHAapTa
OCYIIECTBISICTCA HAa OCHOBE HCHbITaHuit (in Vivo, in Vvitro), B MOJHON Mepe OTpa)karol[uX 3aIlUTHHIC



cBolicTBa KOHKpeTHOTO THIa JICU3.

7.16.5 Ormpenenenre HamnpaBieHHOH 5()(EKTUBHOCTH CPEACTB JUIS 3allUThl OT BO3IACHCTBHSA
OMONIOTHUECKUX  (PAKTOPOB:  MHUKPOOPTraHM3MOB [C  aHTHOAaKTepHalIbHOW  (aHTUMHUKpPOOHOH) W
MPOTUBOTPHOKOBOM  ((YHTHIMIHOM) AaKTHUBHOCTHIO]|, HACEKOMBIX M IayKOOOpasHbIX (KJeliei) - B
COOTBETCTBHH C [9].

7.16.6 Omnpenencaue HampaiaeHHOW >¢pdexTuBHOCTH [ACHU3 oummaromero tuma - mo I'OCT P
12.4.303.

7.16.7 Onpenenenue HaIpaBJIEeHHON 3¢ HEeKTUBHOCTH ACHU3 pereHepupyoIIero
(BoccTaHABNMBAIOIIETO) THIA IO BBENEHUS B CHIIy COOTBETCTBYIOIIETO CTaHAapTa OCYIIECTBIICTCS Ha
ocHOBe wucmblTaHuid (in Vvivo, in Vitro), B TMOMHOI Mepe OTpPaKAaWIIMX PpPEreHEpUpYOLIKe,
BOCCTaHaBIMBAOIIME CBOMCTBA qanHoro thna JICH3.

7.17 Onpenenenue padboToCnoCOOHOCTH U 0€30MACHOCTH a3P030JIbHOI YIIAKOBKHU

PaborocniocoOHOCTh M 6€30macHOCTh a’3po30bHON yrmakoBku ompeaensior mo ['OCT 32481 wmm
I'OCT 31677.

8 TpancnopTupoBaHue U XpaHeHHUe

8.1 TpancnoprupoBanue ICHU3

8.1.1 TpancnoprupoBanue JICU3 [kpome JCU3 nmns 3ammrhl OT BO3IACHCTBUS OHMOJIOTMYECKUX
(hakTOpOB [HACEKOMBIX W TayKooOpa3HbIX (Kiemei)] B a’po3onpHOU ymakoBke]| - mo ['OCT 27429 u mo
I'OCT 28303.

8.1.2 TpaucnoprupoBanue u xpanenue JICU3 aius 3amuThl OT BO3ACUCTBUS OHMOJOTHMYECKUX
(hakTOpOB [HACEKOMBIX WM MMayKOOOpa3HBIX (Kiemel)| B a’spo3onbHOi ymakoBke - mo ['OCT 31677, TOCT
32481.

8.2 YcnoBus xpaneHust

TemmepaTypHbI PeKUM TPAHCHOPTUPOBAHMUS W XPAaHEHHS JODKEH OBITh YKa3aH B TEXHHUYECKON
nokymenTauu Ha JJCU3.

9 PexomeHganyu o NpuMeHEHHUIO
Pexomenmanmn mno npumeHeHwro Ha JICW3 W3roTOBHTENh MpPEACTABIACT HA MOTPEOUTEINHCKOM
YIaKOBKE W/WJIN STHKETKE, JINCTEe-BKJIAbIILE.
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