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3. JlekapcrBena dgopma

Hepmansa eMyICHS.

4. KnaHuYHE JaHHHA
4.1. Jloxazaums

Jleuerne ¥ npodHIaKTHKA Ha OMApa3HTIABAHE C ITIABOBA BBINKA IIPH BE3PACTHY H eiid
Hap 6 Mecena.

4.2. JloznpoBKa H HAYHMH HA NPUIOKEHITE

NIX ce ppunara clles; ©3MHEBAHE HA KOCATa ¢ TIOJXOJIAI MIaMIF0aH | ITOJCYiaBaHeTo 4 ¢
XaBIIeHa KEpia.

byrunkara ce paskiama eHeprugHo u HeobxoxauMoTo xonmuecTBo NIX ce Hanacs BEPXY
KocaTa M cKanmna Ao IAI0CTHOTO MM HaMasBare, OcobeHo BHUMAKYE Ce OTAEN Ha Y9aCTBIUTE
OKOJIO YIIHNTE H 33JHaTa 9acT Ha BpaTa.

C ramasana xoca ce npecTosBa 10 MUHYTH, e[l KOSTO KocaTa Ce W3MHBa ¢ 00WIHO
Tedama Boxa. Kocata 0THOBO ce IIOACYINABA C XaBJHeHA KbpHa.

Epna 6ytunka NIX e mocraTs9Ha 32 HaMasBaHeTo Ha HOPMAJHO I'bCTa KOca ¢ ABIDKHHA
nio pameHata. [Ipy HeoOXoauMOCT C& H3II0A3Ba O-TONEMO KOAUYECTBO OT HPONYKTA.
Maxcmvanzarta 7103a He € OIpeJielIcHa, HO ce CUMTa, Ye 3a eWH KypC Ha JICUEHHE ca
HEOOXOMHE HE IIOBEHE OT JBe Oy THIIKH.

B nmopedeTo cliydan eapOKpaTHOTO TPETRpaHe € JOCTATHYHO 32 W3UHCTBAHE OT IIaBOBH
BBHIKA ¥ B 97-99 % oT ciyuante OCHIypsaBa 3alIUTA CPELIY TAX B IPOIBIDKEHAE HA 2 CeAMMIH.
OcTarkyna akTHBHOCT MOJXe fia ce Ha0moaasa 10 6 ceIMHITH Cliel IeYeHHETO.

He e neoOxozmMo CIIEIWANHO ITpeMaXxBaHe Ha MBPTBHTE THUH, OCBEH 110 KO3METHYHE
cpo0paxkeHns. 3a LeJITa ¢ ION3Ba FECT rpedeH.

I'To BpeMe Ha enuAeMHS OT IIaBORH BEIDKE NIX ce M310513Ba IO ONHCAHNS IIO-TOPE
HAYHH BEIHEK CEAMUIHO (MAKCHMANHO 0 8 CEAMUIIN) IPOQHIAKTHIHO HilH 32 IIPE/Ia3BaHe
OT IIOBTOPHO OHapazUTABaHe.

NIX e rromxonan 3a yroTpeba Ipyp BE3pacTHH H Aella Ha BB3pacT Hal 6 Mecelia.

Jenia mox 6-MecedHa BB3pact ce JIeKyBaT CJIe/l KOHCYITanys ¢ IeKap.

NIX e momxopsin 3a IeYEHHE Ha X0pa B HAIPENHATIA BPH3PACT.

4.3. IIpoTHBONOKA23aHHS

NIX e npoTuBOIIOKa3aH MpH JIHIA ¢ JOKa3aHA CBPBLXIyBCTR]
BEIHECTBO, OCTAaHAIMTE CHCTABKY Ha IIPOAYKTA UIIH KbM JPYTH
IHPETPOUIATE H MHPETPHHHUTE.



4.4. Cpenmansi NpeXyNpeXIcHES H CIIEHHANHH NpeAna3Hi MepKH 32 ynoTpeba

NIX Creme Rinse e npeggassades camo 32 BHHIIHA yroTpeba i TpgOea 1a ce ChXpaHIBa
Ha MECTa, HeNOCTEHIIHH 34 JeIla.

Huro permethrin, suro NIX gpasuar oumTe, HO B ciiydaii ye NIX cnyyaitno nomagHe
TaM, He3a0aBHO H3IUIAKHETE OYHTe OOMIIHO C BOJA.

Ha menunusaCKHTE CeCTPH, KOMTO B IPAKTHKATa CH ©KEIHERHO paboTAT ¢ TO3U HPOAYKT,
ce IpenophyIRa Jia N3ION3BAT 3alUTHE PEKABHIH, 32 Jia ce w30erne BE3MOIKHO Apa3HeHe Ha
pELETE.

Hsva madopmanusi, cesp3aHa ¢ npaamkerrero sa NIX mpe xopa B HalpeIHATA BB3PacT,
HO C€ CUIiTa, Ye TRBEpACHUATA 3a YIOTpebaTa Ha IIPOTyKTa ca B elHaKBa CTEIIeH BaNUHH H 32
Ta3d BH3PACTOBA FPYIA.

To3um nexapceTeH POAYKT ChABPHKA Karo noMonHy eemectsa methyl hydroxybenzoate i
propyl hydroxybenzoate, 3a KOHTO € H3BECTHO Y€ MOTAT A NIPHYHHSAT ypTHKapus. OOHKHOBEHO
TOBa ca 3a0aBeH THI peaKIHH, Hallp. KOHTaKTeH JepMAaTHT. PsIKo NpeAn3BEKRAT peaknuy Ha
JyBCTBHTENHOCT OT OBP3 THII C YPTHKapHs H OPOHXOCIIA3EM.

4.5. JlexaperBeHH H XPYra B3aAMOAeCTBHS

He ca m3pecTHH.

4.6. bpemenHocT H KbpMeHe

He pasnonarame cbe cenudIYHE JaHAH 32 yEOTpebaTa Ha NIX 1o Bpeme Ha
OpeMeHHOCT, HO € HAIHIe OrpaHudena HH(opManys 0T IPIIOKEHHAETO Ha ChIBPIKAIIH
permethrin ckaGHIEAM T0 BpeMe Ha OpeMerHOCTTa. HiiMa HaHHEM 33 PHCK 3a IIOAA.
TIpoydBanus py >KABOTHE IIOKA3BaT, ye permethrin He Boam A0 HexenaHu e(eKTH BEPXY
penponyKTHRHATA (hYHKINS HIIH PA3BATHETO Ha eMOpHoHa 1 nnofia. OCBeH ToBa,
H3KTIOUHTENHO HECKUTEe KONHISCTRA Ha cHCTeMHO abcopOupan permethrin cnex nedense ¢
NIX, OTpHIATENIHITE TECTOBE 32 TEHOTOKCHYHOCT i/ Vivo W HACKATa TOKCHIHOCT IPH
603U ITOKa3RaT, e PUCKET 3a IIGAA IpH OpEMEHAY, TOUI0KeHY Ha Jiegenne ¢ NIX, e
MHHHUMAJCH.

TTpoyuBanmsTa 1py eALp porar oOUTEK CIe IEPOPANHO IPHIIoXKeHNe Ha permethrin
[IOKAa3BaT, e permetrin ce eKCKpeTHpa B MISKOTO B MHOTO HUCKH KOHLIeHTpauuu. He e
H3BECTHO Xanu permethrin ce eKckpeTHpa B XbpMaTa IpH JoBeKa. Bee mak, Thil KaTo cuex
nedyerne ¢ NIX caMo H3KIFOUHTENHO MalIKH KOwdecTBa permethrin ce abcopbupar B
CHCTEMHOTO KPHBOOOPAIEHHE, 4 HA TEOPHS CAMO MHOYO MATBK XPOIEHT OT CHCTEMIIH
permethrin Moxe Ja IpeMHEE B KBPMATa, MANKO BEPOATHO € KOHIEHTpanuuTe Ha permethrin B
KbpMara fia IPeACTaBIIBaT PHCK 332 HOBOpoIeHOTo/OebeTo.

4.7. Edexru Bppxy cnocofHOCTTa 32 modupane i paGora ¢ MANIIHH

Hama.

4.8. HesxenaHHn JekapcTBeHH Peakiiu

NIX o6mo B3eTo ce noHacs KoOpe i HMa HHCEK IMOTEHNHA 34 Hnylm aﬂe.ﬂa KOXHH
peaxmyn. [Ipr Marsx 6poii Xopa ce cpo0mIara 3a 3a4eppaBape Ha KOX(&T&‘(GPH;I&M\):\’D
u/unu pazfpassade Ha cKanma (OIHCBaHe KaTo ITapeHe WITH INUaHe fcixeﬂ Heqennac\N%g HO
Thi KaTO omapasuTsBaHeTo ¢ ITaBOBa BEIIKA YECTO OBTH ¢ IIPHAD,

CKalllla, B ITOBEYCTO Cliy4dyan € TPYAHO Oa C¢ OIIPEACIH IpHIUHATA.




4.9. Ilpemozupane
CHMIITOMHE ¥ HPH3HANM:

Hsmva cpo0menns 3a npenosupane ¢ NIX. Bb3 oczoBa Ha Ipoy4BaHEATA [IPH JKHBOTHH H
xopa J00pOoBONIHK, H3KTHOUHTEIHO MAIKO BEPOSTHO € J(@ e NOCTUTHE KOMMYeCTBOTO permetrin,
HeoOXOUMO 3a PEAH3BHKBAHE HA KIIMHIYHO 3HAYHMH TOKCHYIHHE PEaKIHH, JOPY IPH
IIOFpeIHa Wik npexoMepHa ynorpedba. Half-BeposTHATe CHMIITOMY 1 IIPH3HANM Ca PeaKI[iH Ha
CBEPXYIYBCTBHTEIHOCT.

Ha Teopus e BE3MOXKHO IPH TOFIBINANE HA IPOAYKTA OT MANKO JACTE A HACTHIIN
ANKOXOIHA HHTOKCHKAITHS, IBIDKALNA ce Ha chabpikans ce B NIX isopropanol.

Jledgenne:

HPH PEaKIH Ha CBPEXYYBCTBHTCIIHOCT CC ITPOBEXKAA CHMIITOMATHYHO ICYCHHEC.

HpH HHIHACHTHO IIOTJIBINAHE Ha CEABPIKAHNACTO HA 6ymmcaTa OT OCTE, Ja ¢e IIOMHCIH
3a croMailiHa IIpOMHBKa OO 2 gaca CHEN IIOrIBbLIAHE Ha JICKapCTBCHHA IIPOAYKT H g Ce
TIPpOBEAE JIEYCHHE CPEIY allKOXO0IHaTa HHTOKCHKa .

5. @apMakoJOrdyHH JAHHH
ATC xon: PO3A C 04
5.1. ®apmakoAHH2MHYIHH CBOiicTBA

Permethrin Hap¥3a BB BEIIKETE OOMKHOBEHO Npe3 KyTHKY/IaTa WiH Ypes AuxarelHaTa
cHcTEMa, OBP30 ce pasnpocTpaHaBa 0T OTBOPEHATAa HM KPBBOHOCHA CHCTEMA ¥ HaKpasd JOCTHIA
TapreTHHTE OPraHd HAa HEPBHATA CHCTEMA.

MomBoTo HHCEKTAIHAHO felicTBre Ha permethrin e pe3ynTar 0T HecllocoOHOCTTa Ha
HaCcEKOMUTE Jia MeTabou3upaT ¥ eKckperrpar 0sp30 permethrin. CMBpTTa Ha rIaBOBaTa
BBINKZ Ce FBIDKH He Ha AUCchYHKHUATA B €(UH OpPraH, a Ha [TOpeJIiiia OT PEaKlIuy B pasiHIHH
oprauu. Te3u mporecy BOJAT KO METaOQIIHTHO H3UEPIIBAHE U ITHJIHA NApaiin3a Ha HEPBHATa
cucTeMa. MeXagn3MbT Ha HEBPOTOKCHYHO AeliCTBHE € yacTHdHOo ONOKHpaHe Ha HATPHECBHTE
HOHHY KaHaJIH B HEBpOHAIHATa MeMOpasa B “0TBOPEHO” CHCTOSHHE H HaMallsBaHe HA
cTabRIHEA IOTOK HA KanueBd HoHH mpe3 memOpasaTa. [JoprapsAmiaTa ce Jenopu3anysd Ha
HEBPOHITE BONH JO eTUHWICH aKIHOHeH NOTEHIHAT H 10 HaMalisIBaHe Ha HEBpPOHAJIHATA
BE30YIHMOCT, IPUYAHBAINO CEH30PHA CBPBXBE30YIUMOCT, HEKOOPAUHUPAHOCT, POCTPAAI,
napannza H CMBpT.

TIpu Gozaiipnmure 06paTHO, Hopaayd OBP30 METAb0NIHU3NpaHe H eKCKpelus, TOKCHIHOCTTA
Ha permethrin e Hucka. Permethrin 65p30 ce MeTaboIH3upa 9pe3 eCTepHa XHAPOIH3a 10
HEeaKTHBHH MeTabONHTH, KOHTO OBP30 ce eKCKPETHPAT B YpHHATA.

dapMaKoKHHETHMHH CBOiicTBA

Tpaucnepmanuata adbcopOuust Ha permethrin 10 MuayTH cnef npunoxenuero Ha NIX
JlepManaa eMycHsa e Manka. Ilo-Manko ot 2 % oT npunosxenata xo3a permethrin 8 20 %
isopropanol ce abcopbupa. IIpu KIMHWYANTE IPOYYBAHNS € YCTAHOBEHO, 9€ MalIKK KOJMYECTBA
permethrin ce oTKpHEBaT B IIa3Marta. BeposatHo permethrin HaBin3a Ope3 K
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H Ce eKCKPEeTHpa BEPXY KOKHATa IOBBPXHOCT, CBEP3aH Che cebyMa. /*"Z* =
o
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Permethrin 65p30 ce meTabonm3spa ypes ecTEPHA XUAPOIH
HEAKTHEHH MeTa0OIHTH, KOUTO OBP30 ce eKCKpeTHpaT B ypUHAaTa



5.2. IpepwkiuHugHA JAHHY 32 (e3011aCHOCT

IIpoyypanusra ir Vifro 3a XpOMO30MHH YBPEXIaHH, IPHIHHERH OT permethrin jnapar
IPOTHBOPEYHUBH pe3yirarth. [pu mpoyysanus in viveo, 00ade, He ca YCTAHOBEHH JOKA3ATECTRa
3a FeHOTOKCHYHOCT. Beeobuio e cxBamanero, de permethrin He MpeXCTABIIBa TeHOTOKCHYEH
PHICK 32 9OBEKa.

ITpy mponsKRTENHA TOBTOPSEMH OHOJIOTHYHN HPOYUBaHNS HA KAaHHEPOTSHHH
TOTeHIHaT Ha permethrin IpH IIHXO0BE He ca YCTAHOBEHY NAHHHM 32 OHKOreHHOCT. [lomoGau
TIPOY9BaHF BEPXY MUILIKH TOKA3BAT BEAOBOCIICINGUTHO HapacTBaHe Ha CIIydauTe ¢
benofgpobeH afneHoM - JOOPOKaJECTRBEH TYMOp ¢ BHCOKA CIIOHTaHHA (OHOBA YECTOTA IPH
MumkETe. IIpy eaHO 0T Te3M NpoyUBaHHS € OTYETEHa YBEIHYCHA YecTOTa Ha
JobpoxadecTBEHN YepPHOAPOOEH anenoM H Ha 0enoMpoOHHS anBeoNAPHO-KIIETEYEH afIEHOM
TIPH JKEHCKH MHIOKH, Korato permethrin e 6un nasau ¢ xpanara - 5000 ppm (oxono 750 mg xa
KHJIOrpamM TelecHa Maca Ha JieH) B IIpOAbIDKeR e Ha iBe rogunn. CMiaTa ce, Ye Te3H AaHHu He
JOKa3BaT HaMHIBETO Ha OHKOTEHEH MOTEHIIHAI 38 YOBEKA.

6. PapmaneBTHYHA HAHHH

6.1. Coucnbk ma IMOMOIMHEHTE BEMCCTBA H TEXHHTC KONMHYECTBA

TTomomHo BemecTBO Konuyectro B % wiw
Isopropyl Alcohol 20,0000
Stearalconium Chloride 3,1500
Cetyl Alcohol 2,0500
Ceteth -10 1,6500
Hydroxyethyl celiulose 0,7900
Hydrolized animal protein 0,3900
Methyl hydroxybenzoate (,2000
Balsam Fir Canada 0,2000
Fragrance 06.070 0,2000
Propyl hydroxybenzoate 0,0800
Propylene glycol 0,0784
Sunset Yellow 0,0016
Citric Acid, anhydrous 0,0004
Purified water to 100,0000

6.2. Om3uK0-XHMHYHH HECEBMECTHMOCTH
He ce crobmasar.

Bropexs ge permethrin e yeToliuus na tonmaa B NIX nMa HECKa TOYKA Ha 3aTaNBaHe,
HE ¢ H3BEeCTHO Jauu yrloTpebata Ha cemoap OH HMajla BpeJHO BE3ASHCTBUE BEPXY
edrKacHOCTT2 Ha IpOAYKTa 3a 00e3MapasuTIBage OT IIaBOBA BHIIKA.

Ilo Bpeme Ha KIMHHYHATE H3MHTBaHUL 33 AEMOHCTpHpane eduxacHocTTa Ha NIX ce e
pAnaraio obuyaiino B3MuBaHe Ha kocara. CreoparensHo, o0nuaifuoTo H%’ﬁﬁBaHe Ha Kocata
HE CE 0YaKBa JIa OKaKe 3HAYHMO BB3JciiCTBHE BHPXY epHKacHOCTTA Ha'permethnn“? M5,
yroTpebaTta My 3a JIeUeHHE Ha OIIApa3sHTABAHE C [VIABOBa BBINKA. !f{;’, L SN
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IIpu ipoy4BaHus in Vifro € yCTaHOBEHO, Ye HEBATa Ha permethrin mo Kocara He ce
IIOBIHABAT OT XJIOpa B KOHIECHTpAIlUWTe, H3ION3BAHH B ILIYBHHTE Oaceiimm.

6.3. Cpoxk Ha roaHocr

2 TOIRHH.

6.4. CroenmmalHn y¢JIOBHS 32 ChXPaHeHHe

Coxpanssaiite npa temmeparypa oz 25°C.
Jla ce mIa3H OT CBETJIHHA.

6.5. JlanHH 32 ONAKOBKATA

By'anKa OT MOMMETHIIEH C HHCKA IINTBTHOCT, CHaG,I[eHa C HaKpal‘/'IHI/IK H IMOMHIIPOITHIICHOBA
Kalla1aKa.

6.6. IlpenopbKH IpH yHoTpeda
Paszknamalite OyTunKarta npexy ynotpeda.

7. Wme m afpec HA NPHTEKATENs Ha pa3pelIeHHETO 33 YHOTPeda
Glaxo Group Ltd.

Greenford road, Greenford,
Middlesex UB6 ONN, UK

8. PerucrpanmoHeH HOMep B perncThpa no Wi 28 3JTAXM

9. Jata Ha IbPBO paspeliaBaHe 32 yHOTPeda Ha JeKapCTBeHHs HPOAYKT

Brnrapus: Ne 9600027 ot 04.04.1996 r.

10. TaTa na (vacTH9YHA) aKTYAJIH3ANHA HA TEKCTA

Hapanue: 02
Hata: 6 asrycr 1999 1.




