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MHCTPYKIUA Ne 3/2020
IT0 TIPUMEHEHHIO CPe/ICTBA JIE3UHPUIMPYIOIIEro (KO>KHBIM AaHTHCEITHK)
«I"enb aHTUCENTHK JUI PyK «ECCO»®»

Vinctpykuus paspadorasa B ObYH HVM/le3ntdeKTon0rHm
PocrmoTpebHanzopa

Asrtopel: 1llecromanosa T.H., MyxabeHHOB ®.A., Boponmora T.B.,
IMoranosa T.H., Auapees C.B.

1.OBIIME CBEJAEHWA

1.1. Cpencteo  nesuHuuupyomee  (KOXKHBIH antucentuk) «l'enb
antucentuk i pyk « ECCO»™» npenHasHa4eHo I 2uzueHuecKou oopabomxu
PYK HaceJleHHeM B ObITY, B OOIIECTBEHHBIX MECTaX, B TPAHCIIOPTE.

1.2. CpenctBo mpezcTaBnseT co0oi roToBblH K NMPUMEHCHHIO pacTBOp B
BUJIE OIHOPOIHOM MMPO3payHOH reneodpasHond MacChl 6e3 MOCTOPOHHUX IPHMECEH
CHHEro IBeTa co crelupuyeckyM 3araxoM. B kauecTse [eHCTBYIOMIETO BEMIECTBA
CPECTBO CONEPIKUT STUNOBBIHA ciupT 63,4 — 71,4% (mo macce).

CpOK TOJIHOCTH CPEJICTBA B HEBCKPBITOH YIIAKOBKE MPOU3BOJMTEIIT — 2 rojia.

CpencTBO  BBINYyCKaeTcs B eMKOCTAX M3 HOHHMep}TBIX MaTepUAJIOR
BMecTuMocThio 0,0357, 0,51 u 1,00, |

1.3. Cpencteo ob6siajgaeT aHTHMUKPOOHOW aKTHUBHOCTBIO B OTHOLICHUM
rPaMOTPMLATENBHBIX M IPaMIIONIOKHTENBHBIX OaKTepui (kpoMe MHKOOAKTEPUU
TyGepkynesa), rpubos pona Candida, Bupycos (Kokcaky, ECHO, nosvoMueuTa,
SHTEpaIbHBIX W NApeHTepalbHbIX IelaTUToB, POTABUPYCOB, HOPOBUPYCOB, BHY,
rpunma, B T.4. tana A, Bkmodas A HS5NI, A HINI, ameHosupycos u nIp.
Bo36ynureneit OPBY, repreca, QUTOMETQJIHH).

1.4. CpencTBO IO IapaMeTpaM OCTPOM TOKCHYHOCTH IIpH BBEICHHA B
KeITyZIOK ¥ HaHECEHWH Ha KOXY OTHOCHTCS K 4 Kiaccy MalOOIMaCHBIX BEIIECTB 110
'OCT 12.1.007-76; He obnagaer pasapakarollvM NeHCTBUEM Ha KOXY, BBI3bIBACT
pasapakeHHe  CIIM3MCTBIX ~ O0OJOYeK  Iias; KOXHO-PE30pOTHBHOE U
CeHCHOWIN3UPYIOIee JIEWCTBHE He BBIABICHO; IO CTCNEHM JIeTydeCTd B
HACHIMAMOIIMX KOHIEHTPAUUaX (Iapbl CPeficTBa) OTHOCKTCS KO 2 KJacCy BBICOKO
OIAcHLIX BemecTB Mo Kraccupukanuu XHMHYECKUX BEILECTB M0 CTENCHH
JIeTy4eCTH.

[TIK B BO31yXe pabodueli 30HBI STUIOBOTO CIUPTA - 1000 mr/»’° (mapsl, 4

KJ1aCC OMACHOCTH).
2. [IPUMEHEHME CPEJICTBA

Ha cyxue KHCTH pyK (0e3 IpeJBapuUTENLHOrO MBIThA BOJOUW ¥ MBLIOM)
HAHOCAT He MeHee 3 MJI CPEeACTBa U BTHPAIOT B KOXY IO BBICHIXaHHUA, obparuas
BHHUMAaHHe Ha TINATEIBHOCTh 0OpaGoTKH KOXH OOKOBBIX IIOBEPXHOCTEH U
KOHYMKOB MaJiblieB; IOBTOPsIOT 06paboTKy. Obinee BpeMs oOpaborku — 1 MAHYTa.



3. MEPBI [TPEJOCTOPOXKHOCTH

3.1. CpelcTBO HCIONB30BATh TOJBKO 10 HA3HAUCHUIO B COOTBETCTBUHU C
MHCTPYKUKMEH o puMeHeHnto. ToIpKO /Ul HApyKHOIO npuMeHeHus !

3.2. He ucrions30BaTh 110 UCTCUYCHUH CPOKA FOJHOCTH.

3.3. He 06pabaThiBaTh paHbl U CITU3UCTHIE 000NOYKH IIIa3.

3.4. He HaHOCUTh HA KOXKY JIMIAM C IOBBILIEHHOH 9yBCTBUTCALHOCTRIO K
XUMHYECKUM BEIlleCTBaM.

3.5. Viz6erats ronajaHus B riuasal

3.6. CpencTso roxapoormacHo!

3.7. XpaHuTh YNAaKOBKY IUIOTHO 3aKpHITON BAANHM OT OTKPBITOTO OTHA U
HArpeBaTeIbHBIX PHOOPOB, OTAETBHO OT JIEKAPCTBEHHEIX NIPENapaTos 1 MALIEBBIX

MPOAYKTOB, B HENOCTYITHOM U1 JeTel MecTe.
4. MEPBI ITEPBOU [TOMOIN

4.1. Ilpu momajaHMWH CpPeACTBa B I1a3a UX claenyeT 0GUIBLHO ITPOMBITE T10]T
cTpyeit Boust B Tedenwe 10-15 MMHYT W 3aKamath 20% pacTBOp Cymbdaruia
Harpus. Ilpu HeOOXOIUMOCTH 0OPATUTHCA K 0o TanbMOJIOTY.

4.2. Tlpu cryuailHOM MNpPOTJNATHIBAHUM BBIIHUTH HECKOJBKO CTAKAHOB BO/{bI
KOMHATHO# TeMIIepaTypsl U BBI3BATh PBOTY. 3aTeM BBINATH CTaKaH BOJBI C 10-15
TaGreTKkaMi H3MelbYeHHOTO aKTHBUpoBaHHOro yrums. Ilpu — HeoOXomuMoCTH
00paTUTHCs K Bpavy.

5. YCJIOBUS TPAHCITOPTUPOBKH 11 XPAHEHNA

5.1. XpaHuTh CpEACTBO B YIIAKOBKE H3TOTOBHTENA B KPBITBIX XOPOIIIO
NPOBETPUBAEMBIX CKIANCKHX NOMEIICHUAX HpH TEMIeEpaType OT ILHOC 5°C o
wroc 25°C B COOTBETCTBUM C IPaBIJIaMH XPaHEHHs BOCIIAMEHAFOMINXCSA CPENCTB.
CpezncTBO M0XKapoonacHo!

5.2. B aBapuiiHOM CHTyallu [pH PO3JTHUBE OOJIBLIIOr0 KOJMYEeCTBa CPeACTBa
3aCHLINATh BIIMTBHIBAIOLIMM MarepuajioMm (IIeCKOM, CHIIMKarejeM HIH IpyriM
HEropIOYHMK MaTtepuaoM), co0parh W OTNPABUTE HA yTHJIM3ALMIO. PaboTe!
NPOBOAUTE B KOMOWHE30HEe MM Xanate, carorax, repMeTHYHBIX O4KaX,
yHUBEPCAJIBHBIX pecrupaTopax THUIA PV 60M wnu PIII-67 ¢ maTpoHOM MapKu
"A" BIIarOHENPOHULIAEMBIX IepUaTKax.

5.3. TpaHCMOpPTUPOBKA CPEACTBA [OITYCKAeTCs: BCEMH BHAAMH HA3eMHOTO
TPAHCTIOPTA B COOTBETCTBMH C MPABUIIAMH [IEPEBO3KH I'PY30B, JEeACTBYIOLMMHI Ha
KayCIOM BHJI€ TPAHCIIOPTa H FapaHTHPYIOIMMY COXPAHHOCTD CPEACTBA U Tapbl.

5.4. Mepbl OXpaHbl OKpYXalOUleH Cpeipl: HE IOMycKarh ronagaHus
Hepa30aBIeHHOTO CPEe/ICTBA B CTOYHBIE/TIOBEPXHOCTHBIE WITH NMOA3EMHbIC BOJBI 1 B
KaHaIU3aLHIO.
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[TPOTOKOJI
TOKCUKOJIOTMYECKUX UCIILITAHIN
Ne 09.202-3548/20 ot 13 mrona 2020 .

1. SasBuTes (HAUMEHOBAHKE TIpeANpHaTUs, oprapusaum): 000 «KOOIITBHEIUTOPI »
2. FOpunmueckuit anpec sassutens: 129110, T'. Mocksa, yi1. ['unaposekoro, oM 57, ¢Tp. 1, arax 3,
KOoMH. 68, Poccust
3, HanMeHOBaHHMe HPOAYKIEH (KOA 00pasua): cpeacTBo AesuH(uuupyomee «I'eb aHTHCENTAK
s pyk «<ECCO»®», 3548
4. UsroToBuTess (HapMeHOBaHHe npeanpusTus, opramusamun): 000 «Luxfarmol»
5. FOpummueckuit ampec wusrorosurens: MJI 3801, ATO Taraysma, Mys. Kompart, yim.
depanonTeeBckasd, . 1, Monnosa
6. AxT oTbopa 06pasnos (11pob): or 22.05.2020 r.

Jlata otGopa 22.05.2020 r. maptust Ne L003, nara usrorossnenus 12.05.2020 r.
7. JlaTa moZi@9K 3asBKH 3aKa3YMKOM Ha IpoBeAeHHe uensrtanmit: 22.05.2020 r.
8. Jlata monyuenus o6pasna: 07.07.2020 r.
9. lata Havana npoBeenus uensrranuit: 07.07.2020 r.
10. Jlata oxoHYaHHMs npoBeeHus ucnsrrannit: 13.07.2020 r.
11. H/1 Ha mpoayKuuio: crenuduKanys GUpMbl-H3rOTOBUTENA
12. HJ ma meroxsl ucmbrrammit: P 4.2.2643-10 "Mertozs! 1a00paTOpHBIX WCCHAEeNOBAaHUN H
HCTBITAHAN [e3HH(EKIMOBHBIX CPEACTB LI ONEHKM HX 3Q(EeKTHBHOCTH H fesomacHocT®", 1. II.
8§2.2.1., 822.2.; MY 1.2.1105-02 "Onenka TOKCHYHOCTH H OIACHOCTH JE3WHPANUPYIONINX
cpencts”, m. m. 4.3., 4.4., 4.5.; MY 1.1.578-96 "TpeGoBanus K NOCTAHOBKE SKCICPUMEHTANIBHEIX
HCCHIEOBAHMH TI0 OOOCHOBAHHIO IPEJNEIBHO AOMYCTHMBIX KOHICHTPAIMM MPOMBIIIICHHBIX
XHMHUYECKHX A/ICPICHOB B BO3AyXe pabodelf 30HbI B aTMOC(epsI, I. 3., MP 1.1.0121-18 «Onenka

OG1wee KOMUYECTBO CTPaHuI 2; CTpaHuL 1
TIpOTOKON MCTIBITAHKI PACIIPOCTPAHACTES TOIBKO Ha JaHHbIH obpasell ¥ He MOXKET GBITh BOCTIPOU3BEIEH
YaCTHYHO HJIU TOIHOCTHIO 63 paspemenus WL ®BYH HUW{esnndexronoruu Pocnorpebranzopa



Iponomkenue npotokona Ne 09.202-3548/20 ot 13 mrona 2020 r.

OBIETOKCHYECKOTO JeACTBHS MapQIOMEPHO-KOCMETAYECKOH HTPOXYKIME METOZOM in vitro (na
KyJIbTYPE TIOABIKHBIX KJIETOK).

13. JlomonHuTENBHEIE CBEIEHUS: OMHOPOIHAS PO3padHas reneoOpasnas Macca 6e3 MOCTOPOHHUX
npuMecell CHHEro LBETa CO CHeNU(UYCCKHM 3amaxoM, COAepiKamad B KagecTse JEACTBYIOIIETO
BELIECTBA STUJIOBEIM crupt 68,4%,

14. Pe3ynpTaThl HCIBITAHMMA:

NeNe | HaumeHOBaHUE mOKa3aTeNs, Pesynprar Bennauna HI
n/m eIMHULIA N3MEPEHHS UCIIBITAHUH JIOTLYCTHMOIQ Ha METOJ
+ XapaKkTepUCTHKa YPOBHS UCITBITAaHUH
OTPEIIHOCTH
1. DLso npu BBeICHUH B > 5000 > 151 P 4.2.2643-10
YKEITYJIOK, MI/KT m, 8221,
DLso rmpu HaHECEHUH Ha > 2500 > 2500 P 4.2.2643-10
KOXY, MI/KI g B 2.4,
2. HHrangnuoHHas onacHOCTh OrcyrerBue rudeny, OtcyrcTBHE MYV 1.2.1105-02
CpeacTBa 1o CTeNeH BHIABJICHBI KIMHHYECKHE rubenu m4.5.
JIeTY4ECTH, c¥ NPOABIEHUS
HHTOKCHKALIWK
3. Pasnpaxkaroniee neiicTre 3 0-6 MY 1.2.1105-02
CpenCTBa Ha CIIM3HUCTHIC n. 4.4
0007109KH 7143, OaJIbl
4. Pasnpaxaroree AeiCcTBHE 0 0 MY 1.2.1105-02
Ip¥ TOBTOPHOM HAHECCHUU m. 4.3.
Ha KOXY, OaJuibl
5. Cencubunusupyouee OrcyrcrBue apdexra OtcyrcrBUe MY 1.1.578-96
nencreue metogoM I'3T abdexra I 3
6. OO0ImEeTOKCHIECKOE
JeficTBAE METOJIOM in Vitro, 83,9% 70-120% MP 1.1.0121-18
It

|
VcnbiTaHus pOBEIeHbl Ha 000pyHOBAHAH: {
1. Becnr anextponnsie CAS SW-02, uas.Ne 130081, BBOZ B 3KCIITyaTaLMIO 2010 r. ‘
2. Becs ananmurudeckue (110/0,1 mr) AV 114C, unB. Ne 131185, BBOA B SKCILTyaTallHio 2012 r.
3. Ananusatop u3zoOpaxennit (tokcuunoctu) AT-05, MHB. Ne 130211, 2009 r. BBoA B 2KCIuTyaraumio 2009r.
4. Tepmoctat TC-1-80 CITY, unb. Ne 130287, BBOZ B 3KCIUTyaTalHio 2012 r.

¢ i

Crapuiuit Hay9HBIH COTPYAHHK 1a00paTopuu y T.H.Iloramnosa

TOKCHKOJIOTHH JIe3UHPEKIIHOHHBIX CPEACTB
®
Bakiroyenye: obpasen CpelcTBa Ne3HH(UIMPYIOMEro «ens agrucenTuk s pyk «ECCO»™»,

npoussojctsa OO0 «Luxfarmol», Mogosa MO TOKCHKOIOTHIECKAM [IOKAa3aTeNsIM COOTBETCTBYET
KpUTEpHsM Ge30IIaCHOCTH, HPEbSBIICMBIM K KOKHBIM aHTHCCIITHKAM.

%/ M.B. Bunepkuna

AU, AneiHUKOBaA

Benynmii HAy9HBIH COTPY/THHK
— zapefyroluit J1aGopaTOpHEl TOKCHKONOTHH
ne3uH(EKIHOHHBIX CPENICTB /

Pyxosoautens MJILT / . /
LN
7] ‘(},{/
\\‘ t{(/{i,}/ /

N

CocTaBlicH B YETBIPEX DK3EMIIIAPAX

O61iee KOJIMYECTBO CTPAHULL 2; CTPAHHUIA 2
[1pOTOKOJ UCIIBITAHKUH PAacpOCTPAHAETCS TOJIBKO Ha JaHHbI 00pasel ¥ He MOMKET OBITH BOCTIPOU3BEIEH
4aCTHYHO MM TIOTHOCTHIO Ges paspewenus ML ®BYH HUMlesunexronorny PocniorpebHanzopa




denepansHas cryx0a 1o Ha30py B cepe 3amMThI IPAB norpeGuTene 1
6J1aroIo.Iyuus 4einoBeKa

deneparnbHOE OIOUKETHOE YUPEKICHHE HAYKH
«Hayuno-HccIe10BaTeNbCKIHE MHCTATYT 1e3uH(EKTONIOT I

(OBYH HUM le3un(exToiorn PocnoTpeOHazzopa)

UCTIBITATEJIbHbIH JIABOPATOPHBIN IEHTP
Arrecrar akkpeauraunun Ne POCC RU.0001.510546 ot 26 aprycTa 2014 1.

IOpuaueckuit agpec: 117246, T. Mockga, Hayunsiit mpoeszt a. 18
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&

[TPOTOKOJI ‘
MUKPOBHUOJIOTUYECKHX I/ICCIIEILOBAHI/II‘;I:
Ne 04.107-3548/20 ot 13 urons 2020 r. |
\
1. 3asBuTenb (HAUMEHOBAHKC NPEANPUATAL, opranuzauun): 000 «KOOIITBHELLTOPT»
2. IOpunudeckuil axpec 3adBUTeINA: 129110, T'. Mocksa, yI. anﬂposlloro, nom 57, c1p. 1,
1Ak 3, KOMH. 68, Poccus
3. Haumernopanue mpoxykuuy (ofpasna), Koo obpasua: CpencTBo nesuHUIMpYomee «['ens
aHTUCENTHK I PYK «ECCO»®», 3548 ‘
4. isrortoBuTesb (HAaMMEHOBaHHE IIPEANPUATHA, opranusawuu): 000 <<L11{xfarmol>>
5. YOpumueckuit ajipec U3roTOBATEIA: MJI 3801, ATO l'araysus, MyH. ﬂ(ompa"r, yi1. DepanoH-
TheBcKad, 4. 1, Monaosa ‘
6. Axt 0160pa 06pasioB (1po6): or 22.05.2020 T j
Jlata oTbopa 22.05.2020 r., maptus Ne LO03, nata ©3rOTOBJICHI 12.05.2020 r.
7. JlaTa noja4yn 3a4BKU 3aKa31nKOM Ha MpOBE/ICHUE MCIBITAHMA: 22.05.20@0
8. Jlata mosty4yeHus odopasua: 30.06.2020 ‘
9. Jlata HauaJia NpOBE/ICHUS yenpirannii: 30.06.2020 r.
10. JlaTa OKOHUYAHUS IPOBEICHUS pcnprranmit: 13.07.2020 1.
11. HJI Ha HpoayKLuio: CrienuduKanisi (UpMBI-A3rOTOBUTELS ;
12. HJI Ha MeTOMBI MCTIbITAHMI: P 4.2.2643-10 «MeTosl naﬁoparopnmjx yiccIelOBaHuM U HC-
(BITaHEE Te3nHGEKUMOHHBIX CPEACTB UL OUCHKH HX BQ)(peKTI/IBHOCTPI%H GesonacHOCTHY (M.
5122,53.2.2,552,573.1,57.3) \
13. JlononHuTE bHbIE CBEACHHA: CPEACTEO npeCTaBiIseT cobo#t ozmopjmiyro [IPO3pavHyIo re-
neoGpazﬂy}o Maccy oe3 IIOCTOPOHHHUX HpHMéCCﬁ CHHEro npera co CII ‘IJ,H(bI/I‘ICCKIfIM 3arnaxoMm.
ConepKUT B Ka4ecTBE AEHCTBYIOWIEro BEIIECTEA STrI0BbI crmpT — 68,443,4%.

OB1tee KOJIMUECTBO CTPAHKIL 3; CTPAHULA 1

[1pOTOKON MCTILITAHMHA PaCIpOCTPAHACTCA TOJBKO Ha JaHHbIH 00pasell U He MO)KET GbITh BOCIPOMSBCICH
YACTHYHO WK TIONHOCTHIO 6€3 paspeleHus WJILL ®BYH HUMIe3uHQEeKTOM0THA Pocrniorpebraznzopa



[Tpomomxenne npotokona Ne 04.107-3548/

20 ot 13 urons 2020 r.

Hccnenopan crenyrouyii peskuM rurueHu4eckoii o6paboTky pyK: Ha CyXHE€ KHCTH PYK HAHOCAT

L ]
HE MEHEEC 5> MJI CPEACTBA, BTHPAIOT B KOXY IO BBICBIXAHH:A, HO HEC MCHEC

30 cexyun, obparmas

BHUMaHHE Ha THIATCIILHOCTDH 06pa6OTKI/I KOH OOKOBBIX HOBCpXHOCT@ﬁ 1 KOHYHUKOB ITAJIBLEB.

14. Pesynbrars! ucciiefoBaHRH (MCIBITAHUN):

Tabmuua 1 - AH’E/IMI/IKpOGHaH AKTHBHOCTH CpEICTBa NEe3UH(QHLAPYIOLIEro
s pyk «ECCO»*»

«I'enp aHTHCENTHK

HanmeHoBaHue TeCT- DKCIO3ULIMSA, MAHYTBHI
MHKPOOpraHu3ma 0,5 1 2 3 5 Komepois.
Escherichia coli = - N - - i
Staphylococcus aureus - o - - - 4
Candida albicans . y - - - 4

Hpnmeqaﬂne: 3HAK «-» - Hallu4ue aHTHMHKpOGHOﬁ AKTHBHOCTH,
3HAK «+» - HaTM4ue pocTa TeCT-MUKPOOPTaHU3MOB

Tabnuia 2 — Bupynuuuasas akTHBHOCTE CPEACTBA AE3UHPUIHPYIOUIETO
JUISL PYK «ECCO»®» (cycrieH3HMOHHBIH METOM)

«[enp aHTHUCEITUK

Hamvenosanue Tecr-- | Jxfuoakipey, CT;%?;Z:: l“lﬂg(m- nonycmmci?yﬂgg::ﬂ (creneHb };};22
SR PORPEEERNG T TLIA o nurubuposanus, 1g TLIWTs0) HCIIBITAHUH
0,5 menee 4,0
Poliovirus 1 4,0 P 4.2.2643-10,
(tun 1, Sabin 2 4,0 He menee 4,0 pasaen 5, .
BAKLIMHHbLI) 3 4,0 5731, 575
5 4,0
0,5 4,0
Adenovirus 1 4,0 P 42.2643-10,
YenoBeKa 2 4,0 He menee 4,0 paspen 5, ni.
(ceporun 5) 3 4,0 ¥721,.5715
3 4,0

Tabmuua 3 — DPHEKTUBHOCTH CPEICTRA Ae3UHPHIUPYIOMIETO
CO»®»ipu ruruennyeckoil 06paboTke pyk

«"ep aHTUC

entuk jus pyk «EC-

BemuunHa

NeNe Onpeaensiemble PesynpTaThl LOTYCTHMOTO HJI Ha MeTOmbI
n/n NioKa3aTesin, eAMHNLbBI H3MEPEHNS HCCNeIOBAHUM ypoBHS HCceIOBaHUH
L. DbdexTUBHOCT,  00e33apakuBanus — Cpei-

CTBOM TMpW rurkerHudeckoii obpabotke pyk

— cHwKeHue obuieii MukpoOHOH 00CeMEHEH- 97 65 95.00 P 4.2.2643-10,

HOCTH KOXKH, Y0 ! > paszen 5.,

— CHIDKEHHE OOCEeMEHEHHOCTH KOXH, KOHTa- n.5.5.2

MWHHPOBaHHOM TECT-MUKPOOPraHU3MOM 100,00 99,99

E.coli, %

WcrbiTaHus NpOBeAEHbl Ha 000PYAOBAHMN:
. Cexynaomep mexannuecknit COIT n

vocrat TC-1/80, roz BBOJA B 3KCIUTYaTALUIO 2018, naBEHTApPHbIA Ne 133689;
enrapubiit No 131

1301

-

. Tep
. TepmocTar TC-1/80 CI1Y, roa BBoza B IKCILTyaTaLHO 2012, us
. Tepmocrar TC-1/20 CI1Y, roa Beoja B skeryatatmio 2008, uHBeHTapHBIA No

w = L) BN

. Cexynnomep mexanuueckut COIT np

Crapuinil Hay9HBIA COTPYAHAK nabopaTopun
npo6ieM Ae3uHPEKIHH

O6uiee KOIHUECTBO

CTpAHsIeTCS TOMBKO HA JaHHbIH obpasel U He MOXKE

[IpoTOKOJ HCTILITAHUI PAcrpo
WJIL| ®BYH HUM {e3nHdeKkTonoruu

YaCTHYHO WJIH TIOJTHOCTBIO 6€3 paspelieHus

-2a-3000, roj BBOJA B SKCILTyaTaumio 20 13, unse

2N

p-2a-3000, roz1 BBO/A B IKCILTyaTaLMIO 2014, yusexTapHbiit Ne 132699;

124;
82;
HTapHbii Ne 4548.

T.B. Boponiuosa

CTpaHuu 3; cTpanuua 2

T 6BITH BOCPOU3BEICH
PocnorpeGHaasopa




Ilponomxenne nporokosa Ne 04.107-3548/20 or 13 uronst 2020 r.

axmodenne: obpasen cpenctsa AesnHduuupytomero «ems anTHcenTHK 11 pyk «<ECCO»®»
00/1aia€T aHTUMHUKPOGHOM aKTHBHOCTBIO B OTHOIIGHHH TECT-MUKPOOPraHmsMoB E. coli, S,
aureus, C. albicans, Adenovirus denosexa (cepotun 5) npu skenoszumun 30 cekynn u Goree, B B

OTHOIICHHH TeCT-MHKpoopranusma Poliovirus (tun I, Sabin BakmuHHBIH)

obpaboTke pyk coorBercTByeT H/I.

IIpU AKCITO3UIHM |

MHHYTa U GoJiee, B H3Y4CHHOM PEKHME IO OKA3ATEIAM 3Q)Q)em?Hocm TpH THTHEHAYECKOH

i/

/ 4
BpHO Bexyriero Hay4Horo coTpyaHuKa — { /7///
3aBe/lyloulero jadoparopueil npobaeM crepuiIn3aum

Pykosonurens MJIL]

T.H. Illecronanora

A.U. AnefinuxoBa

OB1iee KONHYECTBO CTPAHHUL, 3; cTpanuua 3

IIpoToKOJI HCMBITAHWA PACTIPOCTPAHASTCH TOMLKO HA JaHHbINA o0paseu 1 He MO)KC’]}
YACTUMHO WNH TIOJHOCTBIO 663 paspeutenns WL @®BYH HWM J1e3nH(EKTOIOTHH |

r OBITH BOCIIPOM3BE/IEH
PocnioTpebHaizopa




DenepanbHas ciyxba 1o Haa3opy B cepe 3aLIUThI PaB [IOTPEOHTEECH

148 6narononqu YEJIOBEKA

®enepanbHoe OromKeTHOE yupexaeHue Hayku «HaydHo-Hecne0BaTebCKuil MHCTHTYT A€3HHQEKTONOHI)

(PbYH HHH/lesungexronoruu Pocniotpebraasopa)

UCTILITATEJIbHBIA JABOPATOPHBIN LIEHTP

FOpunuyeckuit anpec: 117246, r. Mocksa, Hayunsiit npoesn a. 18,

18A

tenedon (495) 332-01-42, dakc (495) 332-01-02, E-mail: info@niid.ru

OKIIO 01897438, OI'PH 1027739834396, MUHH 7728021048, KIIII 7

“VTIBEPXKJIAIO
- Jlupexrop

Y [lesundexronornu
A\Al PocnioTpebransopa

E€CTONAJIOB

% 3

[TPOTOKOIJI
XUMHNKO-AHAJIUTUYECKUX I/ICCJIEIIOBAHI/Iﬁ
No 11.265-3548/20 ot 30 urons 2020 r.

© 2020

1. 3astBuTeINb (HAMMEHOBAHHE IPSIPHATHS, OPTaHH3ALMHA)! 000 «KOOITTBHEILITOPI'»
2. YOpunmueckuii anpec sasurens: 129110, I'. Mocksa, yiI. I'unapoBeKoro, KoM 57, etp. 1, stax 3,

KoMH. 68, Poccus

3. HanmenoBanue npoaykuua (o6pasia), kox odpasua: CpeacTso nesuHpuupyomee «I'exb aHTH-

cerrTuk 1t pyK <ECCO»®», 3548

4. 3roToBuTeNs (HAMMEHOBAHNUE NIPEANPHSTHS, OPraHH3aLHH): 000 «Luxfarmol»
5. IOpuauyeckuii afpec H3roTOBUTENIA: MJI 3801, ATO Taraysus, myd. KoMpar, yi. depanoHTHEB-

ckag, A. 1, Monnosa
6. Akt ot6opa 06pasuos (j1ipod): ot 22.05.2020 T.

Jlata or6opa 22.05.2020 r., maptus No 1,003, nara naroTosienus 12.05.2020 r.

7. Jlata mojiauy 3asiBKM 3aKa39HKOM HA NIPOBEACHHE pcnbitaguit: 22.05.2020
8. lata momyuenus obpasna: 22.06.2020

9. Jlata HayasIa NPOBEICHHS HCTIBITAHUMA: 26.06.2020

10. Jlata OKOHYAHHS IPOBEICHHS HCIIBITAHHHA: 30.06.2020

11. HJI Ha mpoxyKuuio: crieruukaryst GupMbl-H3rOTOBHTEILA

O611ee KOMHYeCTBO ¢

OKOJ1 UCTIBITAHKI PacnpoCTPaHAETCs TONBKO Ha naHHbIM o6pasell 1 He MOKET Ot

ITpor
o WK noHOCTHIO 6e3 paspewenus UJIL ®BYH HWW Te3undexronoruu Pocn

CTHYH

TpaHul 2; CTpaHKua 1
ITH BOCIIPOM3BENEH Ya-
orpebHazopa




[Iponomxenue nporokosna Ne 11.265-3548/20 or|30 mrons 2020 r.

12. Pesynbrars! HCIBITAHHH;

Ne Hanmenosanue Besmuunna gormy- PesyisTaTe HJI 5a MeTozs!
n/n NOKa3aTens CTUMOTO YPOBHS U3MEpEeHUN HCCIIeIOBAHUS
/ 2 3 4 5
Omsoponnas npo- | OaroponHas npo-
3paunasi reneod- | 3pauHas reneobpasz-
1. | Buewnuii Bux pasHas macca 6e3 | Has macca 6e3 1o- it %7025
IIOCTOPOHHHUX CTOPOHHHX IIpAME- t
IIpUMeECce cel
CBoOliCTBEHHBIN
2. | lser LBETY JAHHOTO Cunnit FocT ?7025
U3JIENTHS B
CROMCTBEHHBIH
3. | 3amax 3anaxy AaHHOIO Crenuduueckuit FOCT ;7025
U3 JeIIns B
[Toxazarens akTHBHOCTH
4. | BOZOPOIHBIX HOHOB, pH, 5,0-9,0 6,3 0,1 Sgl;?lC; PIO
cpenctsa, ex. pH ol
5 MaccoBas nogx 3THIIO- 63.4 714 68,4 +3.4 TOCT 29188.6
BOTO criupra, %

Hcnbrtanus npoBeeHsl Ha 000pyA0BaHUH:

1. Becsl naGoparopusie «<AND GR-200»; nuxsenraphbiit Nel133309, nara BBona B 9kcryaraumio: 2015 rj;
2. Basoslii pH-metp «Sartorius PB-11», uusentapusiit Ne131173, nara seoaa B skcnnyarauuio: 2013 .

3. Tasossii xpomarorpad Agilent 7890B ¢ TTUJI, uxentaphsiit Ne133723, nara eoaa B axemnyarammio; 2019 r.

3akmoyenne: o0pasisl cpecTa AesuHUImpyomero «'enb aHTHCENTHK IS PyK «ECCO»®y,
npoussozctea OO0 «Luxfarmol», Monnoa, no Gpu3HKo-XUMHYCCKUM TOKA3aTENISIM COOTBETCTBYIOT

TpeGoBaHmAM crienupUKalnl QUPMBI-U3TOTOBHTEIL.

B.u.c. — 3aBenyromuit aboparopuei
XUMHYECKUX HCCIIeOBaHUH
ne3uH(EKIMOHHBIX CPEJICTB

Pyxosopurtens WJIL]

C.B. Arnpees

A . AneiHUKOBa

CocTaBJjieH B YETBIPEX OK3EMILIAPaX;

TIpoTOKON MCHBITAHKH PAacPOCTPAHACTCS

O6lLuee KOJMYECTBO CTPAHULL 2; CTPaHHLA 2

TOJILKO Ha JaHHBIN 06p3,361.l U He MOXeT OBITh BOCTIPOM3BEACH Ha-

CTUYHO UMK NOTHOCTHIO Ge3 paspewenns KUJILL ®BYH HUW [lesundexronoruu Pocrnorpebranzopa




o

I'enepaneromy supexropy
000 «KOOIITBHELITOPT »
[LH. I'op6auesy

[Tpencrasnsem Bam onuch moAroTOBIEHHEIX AOKYMEHTOB 110 orosopy Ne AP/20-{ ot

10.062020 r. mo  pesynsraram Ie3uH(EKTONOrnYecKoH

OKCHECPTH3EI

CpencTBa

Ae3uHQUIUPYIOMIEro (KOKHBIN anrucentuk) «EJIb AHTUCEIITHK JUISL PYK «ECCO»®>»

npousgozcTBa OO0 «Luxfarmoly, Pecrry6iuka Momnoga:

1. DxcnepTHOe  3aKmoueHue 110 pesynbraraM He3uH(EKTOJIOrHY
CPeACTBa NE3MHQHUIMpYIOmEro (KOKHbIA antucentux) «['EJIb AHTUCE
«ECCO»®» mnpomssomctea 000 «Luxfarmol», Pecnybmuxa Mo
HWW/Tlesundexromorun Pocnorpetuanzopa, 2020 ., Ha 2 1. — 1 3K3.

CCKOH 9KCIIEPTH3BI

JIITUK U1 PYK
oBa, yTB. OBYH

2. IIpotoxon Ne 11.265-3548/20 ot 30 mrons 2020 r. XUMHUKO-aHATUTHYECKUX UCCIIEN0BAHNHN

CpeacTBa AesmHuumpyomero (KoxHbld antucentnk) «EJIb AHTUCEIITUK I PYK
«ECCO»®», yr. ®BYH HUU/le3undexronorun Pocnorpebuanzopa, 2020w, 5a 2 1. — 2 3K3.;

3. Ilpotoxonr Ne 04.107-3548/20 ot

13 wmions 2020 r. MuKpoGHONOrHYECKUX

HMCCIICN0BAHUH CPENCTBA Ae3uHHIUpYomero (koxubii antucentak) «EJIb AHTUCEITTUK
AT PYK «kECCO»®», yr8. ©BYH HUNIe3nndexronornu Pocnorpebrangopa, 2020r. 1a 3 1.

— 2 3K3.;

4. Iporokon Ne 09.202-3548/20 or 13 mons 2020 T. TOKCHKONOIHYECKHX
HCCTIe/IOBAHIH CpezieTsa AesuHuImpyomero (Koxublit anTucentak) «['EJIb AHTHUCEIITUK
JULL PYK «ECCO»®», yr8. ®BVH HUWTezundexronorun Pocriotpebraasopa, 2020r. ua 2 1.

—2 9K3.;

5. «Muerpyxmusa Ne 3/2020 mo mpuMeHeHMIo cpeicTsa He3uHQUIAPYIOEro (KOXKHBIH

agrucentuk) «[EJIb  AHTUCEIITUK JJISA PYK «ECCO»®»,
HUNTesundexronorau Pocniorpebuansopa, 2020 r., Ha 4 1. — 2 3K3.;

6. Oruxerka (tapuas), corn. ®BYH HUWlesundexronorun Pocrorp
Ha 1 ;1. -2 9K3.;

corn. GOBYH

eOnansopa, 2020 r.,

7. Oruxerka (s Gbita), corn. @BYH HUW/lesundexrosorun PocnoTpebramsopa,

2020r.,Ha 1 1. — 2 3K3.;
8. AkT oT60pa 00pasios, Ha 1 1., 1 3k3.

[TOJIYYEHO:

1. ©®.1.0. nomy4yuBInero JOKyMeHTbl o

2. lata nonydeHus JIOKyMeHToB /Y © ¥ Lo
3. ®.1.0. BbIIaBIIEro JOKYMEHTEI é“/g/% vy %




COTJIACOBAHO VTBEPKJIAIO

Hupexrop, SR N [eHepanbHEI TUPEKTOp
®bYH I‘IWgB}fﬁ(peKTonomH 000 «KOOIITBHELITOPT »
PocnotpebHansgpa :

JLM.H., TIPOfheceop -

Jirns “ )
- Adion HB [lecronaros I[1.H. Topbaues
« 3 g 9080, « » 2020 r.

S, 09 Drukerka (quist ObITa)
CpenctBo nesuHpumpyroniee (KoXHbIA aHTHCENTHK) «I'elb aHTHCENTUK UL PYK «ECCO»®»

OnncaHme: rOTOBBIA K PHMEHEHHIO PACTBOP B BUJE OZHOPOJHOM MpPO3pavHON reneobpasHoi
Macchl 6€3 MOCTOPOHHMX MPUMeECell CHHEro IBeTa cO CHenupIYECKUM 3aIIaxoM.

CocTaB: COJAEPXKUT B KAYECTBE JCHCTBYIOLIETO BEIECTBA THIOBLIA CIMPT ITUIOBBII CHUPT
63,4 - 71,4% (1o macce).
AHTHMHKpPOOHAS AKTHBHOCTH: 00JajaeT aHTHMUKPOOHBIM JICHCTBHEM B OTHOLICHMH
BO3GyqUTENIeH OCTPBIX PECTTHPATOPHBIX 3a60seBaHMN GakTepHANTbHOW M BUPYCHOH STHONOTHHU,
GaKTepuaNbHBIX KHAIICYHbIX HH(EKIMH, PpOTaBUPYCHOrO TIacTPOSHTEPHTA, HOPOBHUPYCHOM
uHpeKIny, TPHOKOBBIX 3a007IeBaHUM.
Ha3Havenue: Ui THHEHIYECKOH 00paboTKH PyK.
Criocof mpuMeHeHHsi: Ha Cyxue KHCTH pyK (06e3 npeaBapuTebHOrO MBIThA BOJIOM M MBLIOM)
HAHOCAT HE MEHee 3 MJl CPEACTBA M BTHPAIOT B KOXKY [0 BBICHIXaHMsA, 00paias BHUMAHHE Ha
TIIATENBHOCTh 06PabOTKH KOKH OOKOBBIX MOBEPXHOCTEH ¥ KOHUMKOB NAJIBLCB; MNOBTOPAIOT
o6pabotky. O6mee Bpems 06paboTku — 1 MEHYTA.
MephbI peJ0CTOPOKHOCTH:

CpejCTBO HCHONB30BAaTh TONBKO NO HA3HAYCHHIO B COOTBETCTBHH |C UHCTPYKIHEH 110
npumeneruio. Toneko Ui HapykHOro npumeHenus! He uCronp3oBaTh MO UCTEHEHMHM CPOKA
rogrocTy. He o6paGarsiBaTh panbl i cnusucTsie 0Gonouku rias. He HanoCHTE Ha KOXY JHIAM
¢ IOBBIIICHHOH 9yYBCTBUTEIBHOCTHIO K XUMUYECKUM BEIICCTBAM.
CpencTeo noxapoonacHo! XpaHuTk YIaKOBKY [IOTHO 3aKpBITOM BJANM OT OTKPBITOTO OTHA
W HATpEeBAaTENBHBIX [PUOOPOB, OTAEIBHO OT JICKAPCTBCHHBIX NPEIaparor H IHALLEBBIX
IPOIYKTOB, B HEAOCTYIIHOM JUIs IeTeH MECTE.
Meps! nepBoO¥ MOMOINH:

[Ipu momajaHuy CPECTBa B [Va3a UX CIEAYCT OGUIIBHO TPOMBITH O] CTPYeH BOJBI B TEUCHHE
10-15 MunyT # 3aKkanath 20% pacTsop Cy/bdanuia HaTpus. ITpu HEOOXOAIMOCTH 0OPAaTHTHCA
K 0 TaIEMOJIOTY.
[lpu ciy4aitHOM NPOIJIATHIBAHUY BBIIUTH HECKOIBKO CTAKaHOB BOJIbI KOMHATHON TeMIICpaTyphl
¥ BBI3BATH PBOTY. 3aT€M BBLIIMTH CTaKaH BOJABRI C 10-15 TabneTkamMy M3MEIBYCHHOIO
AKTHBHPOBAHHOIO Y. Ilpu HEOOXOIMMOCTH oGpaTuThCs K Bpady. j
VeioBusi XpaHeHHs: B YIaKOBKE MH3TOTOBATENA B MECTC, 3amMIIEHHOM OT BO3JICHCTBUA
IPAMBIX COJTHEUHBIX JIyUeH i MCTOYHHUKOB TEIlIa IPH Temmeparype 0T mxoc 5°C 10 IWoc 2970
Il,a'ra H3roTOBJICHHMA:
Cpox roHOCTH: 2 rO/1a.
Ne mapruu:

VIaKoBKa: eMKOCTH 13 ITOIMMEPHBIX MATePUAIOB BMECTUMOCTEIO 0,035, 0,51 1 1,05
Msrorosarenn: OO0 «Luxfarmol»
IOpuauyecKuii ajgpec H3rOTOBATEJ: MD 3801 Pecry6muxa Monnosa, ATO laraysus, MyH.

Kowmpart, yi1. ®epanoHTheBCKas, 1




COITIACOBAHO VTBEPXKJIAIO

Hupekgop s 2 i ndi, Ir 5

ETFLREY Ko CHEpaNIBHbIH JUPEKTOP
OBYH HHAW Ngsunderronornu 000 «KOOIITBHEILUTOPT »
Pocrorpets azgéopa‘ TR WD

W

YH.B. Ulectonanos I1.H. Top6aues
. ok 2020 r. « p 2020 r.

o f‘,‘{
€ S0Bes

e OTHKeTKa (TapHas)
Cpencteo aesundunmpyromee (KOXHbI antucenTux) «I'ene anTrcenTrk Mg pyk «<ECCO»™»

Onucanne: roToBelil K NPUMEHEHUIO PacTBOp B BUJE OJHOPONHOW IIPO3pavHOi rejeobpasHoit
Macchl 63 IIOCTOPOHHUX TIPUMECEii CHHETO IBETA CO CIIELAPHYECKIM 3aMaxoM.

CocraB: comepXuT B KayecTBe NEHCTBYIONErO BELIECTBA STHJIOBBIN CIHPT STHIOBELA CIHpPT
63,4 - 71,4% (mo macce).
AHTHMHKpOOHAS AKTHBHOCTE: BBI3BIBAET rubens rpaMOTpUIATEIBHBIX u
TPaMIIONOKHTENBHBIX OakTepuil (kpome MukobakTepun TyGepkysesa), rpuGos poxa Candida,
BupycoB (Kokcaku, ECHO, nonumommenura, SHTEpambHBIX # [IAPEHTEPAIBHBIX T'ENATHTOB,
poTaBupycoB, Hoposupycos, BWUY, rpunma, B T.4. Tmma A, Bkmodas A HS5NI, A HINI,
aJICHOBMPYCOB U 1p. Bo3Oymutenelt OPBH, repueca, uuromeranun).
Hasnauenue: ruruennyeckas o6paborka pyk.

Obnacty npumenenusi: GbIT, 0GIECTBEHHEIE MECTA, TPAHCIIOPT.
Cnocod npumenenusi wu3NOXKeH B uHCTpykuud Ne3/2020 10 NPEMEHEHHIO CpPEACTBA
Ne3nHQUIMPYIONIEro (KOKHBI aHTHCeNnTUK) «I'eNb aHTHCeNnTUK IS PYK «E CO»®».

YcaoBusi TPAHCHOPTHPOBKH W XPAHEHHS:
TpancopTupoBka cpeicTBa IOMYCKAeTCs BCEMHM BHIAMH HA3eMHOFO TPAHCIOPTA B
COOTBETCTBUHM C MPaBUJIaMK NIE€PEBO3KU TPY30B, JEHCTBYIONIMMH HA KaXJIOM BHIE TPAHCIIOPTa U
rapaHTUPYIOIIMMU COXPAHHOCTb CPEJICTBA H Taphl.
XpaHUTB CPEJICTBO B YIIAKOBKE H3TOTOBHTE/S B KPBITHIX XOPOIIO MPOBETPUBACMBIX CKIAICKHX
MOMEIIEHUAX IpH Temieparype or mmoc 5 °C mo mmoc 25°C B COOTBETCTBUU C IpaBHIaMU
XpaHEeHHs BOCIIIaMEHIonmMXces cpencts. CpeacTBo moxapoonacHo!
B apapuiinoli cuTyanuum InpH po3yiuBe OOJBIIOrO KOJIMYECTBA CpelCTBa 3achlaTh
BIIUTHIBAIOIIMM MaTepHaaoM (IIeCKOM, CHJIMKarejleM HJIH JPYTHM HETOPIOHHMM MaTepHajioMm),
coOpaTh U OTIIPABUTH Ha yTUIU3aANK. PaboThl MPOBOIUTE B KOMOMHE30HE HIIM XajlaTe, carorax,
repMETHYHBIX OYKaxX, YHHBEpCAIbHBIX pecnuparopax tana PY 60M mmm PIII-67 ¢ marpoHoM
Mapky "A", BIaroHeNpoOHULIaeMBIX IIepyaTKax.
Meps! 0XpaHbI OKPY:KAIOIIEi cpeabl: HE AOIyCKaTh NomaJaHus Hepa30as
CTOYHBIE/TIOBEPXHOCTHBIE MJIH NO3€MHBIE BOABI U B KAHAIU3AIHIO.

JlaTa u3roToBJIeHH:

Cpoxk rognoctu: 2 roja.

Ne mapruu:

YnakoBKa: eMKOCTH H3 IIOJUMEPHBIX MaTepuaIoB BMeCTUMOCThIO 0,035,
Hsrorosurens: OO0 «Luxfarmol»

IOpumnyecknii anpec uzrorosurens: MD 3801 Pecry6iauxa Mongosa, ATO I'araysus, MyH.

Kowmpar, yn. @epanonTseBckas, 1

CHHOI'O CpCACTEBA B
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