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Kapra xapakTepuCTHKH OIAaCHOI0 XMMHYECKOI0 npenapara

[ara opopmienus:
Jata akryanuzanuu.

1. WAEHTHOUKANOUA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATUA

1.1 Mpentnduxanus npenapara: TOpEFEKT ® MAX

1.2 IlpumeneHue mpenaparta: YHUBEpPCAIBHBIH Moromuil npemapar s oducos. HelfrpansHbli B pabouux pacTBOpax.
Jlerxo ynainseT 3arpsi3HEHHS KHPOBOTO IPOMCXOXKACHNUS, CO3MAET HEXKHOE 3aIUTHOES MOKPHITHE, OCTABISET IPHUATHBINA
3amax.

1.3 Unentudpuxamus npexnpusitus: TENZI O6. ¢ 0.0., 72-00Z]onye, Ckapoumexune 22,ten. +48 91 81 47 112, +48
606 147 576 redan [Nenkans) 3-maiine: tenzi@tenzi.plwww.tenzi.pl

1.4 TpeBoxubiii Teaedon: +48 91 81 47 114nbu.-nsitH. 8-16); +48 606 147 57€ fedan [enkans) niu 998

2. MNIEHTUOHUKALUA YI'PO3

IIpoayKT He BBINOJHAET KPUTEPHU KaK pa3Apakarolliuii HU onacHbI no Pacnopsmkenuu MunucTtpa 310pobs
ot s 2 centsaopst 2003r. no Bonpocy KpuTepHid M criocoda KnaccupuKanuy XMMHUYECKUX BEIIECTB U
npemnaparos (3.1. Hp 171,non1. 1665u 1666)

3. COCTAB 1 TH®OPMAILIUS O COCTABHBIX DJIEMEHTAX

HaunmenoBanune Konuentpanus Hp CAS Hp WE HnpexcHbIi CHuMBOJIBI Boipaxenus
BelecTBa [% Bec.] Hp yrpo3nl R
AHHOHOBBIE <5 28348- 53- 248- --- --- -
MOBEPXHOCTHO-aKTHBHBIE 0 983-7
cpencTsa
Henonnnlie <5 66445- | mommmep --- Xn, N R22, R41, R50
IOBEPXHOCTHO 14-9
aKTUBHBIE CPEJICTBA
Hatpuerast coms NTA <5 5064-31-3 225- Xi R36

768-6
3anaxoBast --- --- --- ---
KOMIIO3UIUS
( Limonene, Benzyl
benzoate)

TlomHoE 3By4aHUC CUMBOJIOB TaKXKE Bpra)KeHHﬁ R 3HaXOAATHCS B ITYHKTC 16.

4. NEPBAsI IOMOIb

HUHTAJISIIUOHHOE OTPABJIEHUE — B ciydae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallejb,
YyBCTBO YAYIIbS, TOJOBOKPY)KEHHE) BBIBECTH MOBPEKIEHHOTO HAa CBEXHH BO3ayX. OGecrmeunTh 0E3yCIOBHBIN IMOKOH B
MO3ULIUH TIOJTyJIeXKaled Ui CUAsIel, GU3NIecKoe HaNpsDKEHHE MOYKET BbIBATh OTEK JIErKMX. 3allMIIATh OT MOTEPH Teria.
BeI3BaTh MEAMAMHCKYIO OMOIIb.

KOHTAKT C KOJKEM — B ciyuae 3apaxeHus 0exK/bl Ceifuac e CHATh &, 00MbITh KOKY GONBIIMM KOJHYECTBOM BOJIBI
(myuwre Bcero Tekyieit). B ciaydae, koraa Ha KOKe MOSBISATHCS H3MCHEHMSI HITH 0)KOTH OOPATUTHCSI 38 IIOMOLIBIO K Bpady.
KOHTAKT C I''TABAMM —3arpsi3HeHble II1a3a IPOMBITh OOJIBIIMM KOJIMYECTBOM XOJIOAHOI BOABI (HE MEHBILE B TCUCHHE
15 MuyT) paszensis OTIAEIbHO BEKH, 0OPATUTHCS 3a TIOMOILBIO K Bpady CICLUAIINCTY.

MOCJIE MTPOI'VIOYEHUSA — B cinydae morpebiaeHuss HE BBI3BIBATH PBOT. IlomaTe AJist BHIMUTHS OOJBIIOE KOJIHMYECTBO
Boxsl.He naBats Helitpamm3annonnsie cpeacra.  Ceifuac e 00paTUTHCS 32 TIOMOIIBIO K Bpady, IIOCKOJIBKY 3TO BO3MOKHO
MOKa3aTh STUKETKY.
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5. NOBEJIEHHUE B CJIYYAE IIOKAPA
[IPOAYKT HETOPIOYMIA.

CPEJICTBA JJ51 OTHETYIIEHHASI CBOMCTBEHHBIE OTHOCHUTEJBHO BUJA MPEIAPATA: noxaps! B
MIPUCYTCTBUU NpenapaTa TyLIIUTh OTHETYIIUTEIbHBIMU CPEICTBAMU COOTBETCTBYIOIUMH JJIs TOPIOYE cpesbl- BoJa, IICHa.
CPEACTBA JIsl OTHETYIIEHUSI, KOTOPBIE HEJb351 NMPUMEHATH PAJIU BE3OITACHOCTMU: He
MBECTHBIC CPEICTBA AL OTHETYLICHHUS, KOTOPbIE HEJb3s IPUMEHSTh.

OCOBBIE YI'PO3bI: npenapat HEroproyuii.

CPEJICTBA WHJIUBUAYAJBHON 3AIIUTHI JJIS MOXAPHUKOB: mnpumeHsTh CpecTBA H3O0NHPYIOLIUE
JIBIXaTeNbHbIC U OAEXKIY YCTOWYHBYIO JI0 AEHCTBUS XMMUYECKUX BEILECTB.

JOBABOYHBIE UH®OPMALUU: B cnywyae moxkapa cOOOMINTH JHMIA 3HAXOJSIIUECS BOJMHM3HM TMOXapa, yIallUTh C
TEPPUTOPHH YTPO3Bl IMOCTOPOHHHE JHa, coodmmts [loxapryio Komannmy. Ilockoibky 3TO BO3MOXKHO YHAJINTH Oaku ¢
MIPenapaToM JajeKo OT JEeHCTBUS OTHS M BBICOKOH Temreparypbl. I10CKONBKY 3TO HEBO3MOXKHO OXOJIOXKIATH Oaky, KOTOPhIE
3HAXOJATCS BOJIM3H OTHSI IIOCPEACTBOM CIIPBHICKUBAHUS CTPYyelo BOJbI. OCTaTKU MOCIE COMOKCHUS ODKHEI OBITH OJHOCTHIO
yZaJEHBI.

6. TIOBEJAEHME B CJIYYAE HEHAMEPEHHOI'O YBOJIbHEHUS B CPEY

CPEJACTBA JIMYHOMU 3AIUTHI: 3aumrHa onexaa, anmnapaT H30IMPYIOILUI IbIXaTeNbHBE IIyTH, 3alIUTHbBIE IEPYaTKH,
3QLUTHBIC OYKH.
HN36eraTh HEMOCPEACTBEHHOTO KOHTAKTa C KOXKEH U Ii1a3aMu; 00€CIe4YUTh COOTBETCTBYIOLLYIO BEHTHIISLIUIO.

MNOBEJEHUE: B ciyuae HeHaMEepEeHHOTO YBOJIBHEHHMS IIPEIapaTa B CPeay COOOIIUT O aBapUH TAKKe YHAIUTh NCTOUYHHUKU
camoBocitaMeHeHus1. O0ecneunTh JIMBHENPUEMHUKY Yepe3 MX 00BaloBaHWE, HE JOIYCTUTh A0 IepeOpaHus Ipenarapa B
TIOBEPXHOCTHBIC M TPYHTOBBIE BOJBI, N30€raTh HEIOCPEACTBEHHOTO KOHTAKTa ¢ YBOJbHsIoNMEMcs BemecTse. [Iockonbky 910
BO3MOXKHO YZAQIHUTh BBIXOJ (3aKPBITh HNPHUTOK JKUIKOCTH, YIUIOTHHTH, HOBPEXKICHHYIO YIIAaKOBKY HOMECTHTH B ILUIOTHOU
3aIIMTHON ymakoBKe). Bo Bpemst GOMBIITO BBIXOJAa MECTO HAKAIUIMBAHHS JKHIKOCTH OOBAoBaTh, COOPaHYIO XXHIKOCTDH
OTKayaTh. Masble KONMIECTBA PA3IMTOro Mperapara MOCHIIaTh HECTOPAeMbIM BIUTHIBAIOIMM MaTepHAIoOM (IIECOK, 3eMIIs,
ONWIKH, HH(Y30pHAs 3eMJsl, Pa3MOJIOTHI HM3BECTSK), 3aTeM I[OMECTUTh B 3aKICHMIICHOM BMECTHIMINE- IepeaaTb K
YTHIIH3ALUH. 3arps3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJAEHME C NIPENAPATOM U EI'O CKIIAAUPOBAHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGOTHI ¢ mpemapaToM MpeAnoaraeTcss OCTPOKHOCTb. TpebyemMoe HMpHMEHEHHE COOTBETCTBYIOLIMX CPENCTB
HHJIIBHYaJIbHOH 3aINTHI- CMOTPH IYHKT 8.

CMmemmBath Ipenapar UCKIIOYHTENBHO ¢ BoJoH. HU B kKoeMm ciaydae He cMemMBATh Hpemnaparta ¢ APYTUMU XUMHYECKHMU
IIpernapaTamu.

Jluma ¢ mpepacroIokeHneM K KOXKaHOH aJUIepTUH WM JIBIXaTeNbHBIX ITyTeH He JOJDKHBI IMETh KOHTAKTa C IPerapaToM.
HM36eraTs moaBeprayTusi — nepes IpUMEHEHHEM 03HAKOMHTBCS C MHCTPYKIHEH M0 MPUMEHSHUH.

ITocne npuMeHeHHs: EMKOCTb MIOTHO 3aKPBITh, XPAaHUTh AANEKO OT HEYTOJHOMOYEHBIX JIHII.

Bo Bpems paboTel c mpemapatoM O0OECNHEYUTH COOTBETCTBYIOLIYIO BEHTHIIALMIO TOMELICHHS C LENbI0 H30ETHYTHUS
MHTAJIALHOHHOTO OTPABIICHUS.

7.2. CKIAJJUPOBAHUE

TIpenapar XpaHUTh UCKIFOUMTEIFHO B OPUTHHAIBHBIX YIIAKOBKAX M3 IUIACTMACHI (BHICOKOTO KadecTBa monmatuwieH HDPE).
He nepenuBath B 3aMeHstonve yrnakoBku. EMKOCTH ¢ npenaparoM XpaHUTh B CyXOM IOMEIICHUH IJIOTHO 3aKPBITBIMHU, ITPU
temreparype +5 + 30°L] ¢ ucnpaBHON BEHTWISIMEH, OCHAIICHOM JIETKO 3MBIBAEMBbIM, HCHAMOKAIOYHM TOJIOM, YCTOWYHBEIM
K EN0un. 3aluiaTh NpenapaTr OT COTHEYHOTO CBETa TaKoKe Tarula. XpaHUTh JaJeKO OT UCTOYHUKOB CaMOBOCIUIAMEHEHHUS U
OTKPBITOTO OTHS.

8. KOHTPOJIb IMMOJIBEPTAHUS U CPEICTBA WHIUBUIY AJTBHOM 3ALIATHI
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8.1. 3HAYEHMS JONYCTUMBIX CT'YIIIEHHA

[TapameTpbl KOHTPOJISI TOBpexAeHUs (corst. Posmopsymkerust Munuctpa PaGoter u O6uiectBennoi Iomutuku ot aus 29
Hos10pst 2002r. (3.0u. Hp 217, mon. 1833, c mocnenoBarensubiMu u3MeHeHussmu- 3.JIH. Hp 212, non. 1769 ot nus 10
oktst6pst 2005r.)

AHHOHOBBIE IOBEPXHOCTHO-aKTHBHBIE CPEACTBA '

NDS, NDSCh: #e 0603Ha4eH0

HenoHHbIE TOBEPXHOCTHO AKTHBHBIE CPEICTBA!

NDS, NDSCh: #e o603na4deHo

Hatpuesas conb NTA

NDS, NDSCh: #e o603nadeHo

3anaxoBast komnosunusi (Limonene, Benzyl benzoate):

NDS, NDSCh: #e o6o03nadeHo

PexomMenmanuu kacaromuecs IpoIeaypsl MOHUTOPHHTA COXKEPKaHUs ONTAaCHBIX BEIIECTB B BO3[yXe- METOANKA H3MEPEHH:

- Posnopsmkennst Munuctpa 3noposust ot aust 20 anpens 2005r. Ilo memy uccienoBaHMi W M3MEPEHUH BPEIHBIX IS
3mopoBust pakTopoB B cpexe paborsl (3.Ju. Hp 73, moin. 645)

- PN-89/Z-01001/06 Bamura uictoThl Bo3ayxa. HauMeHoBaHuE, ONPEICICHUS W SANHUIBI. TEPMHUHOIOTHS KaCaoIasicst
UCIIeIOBaHHI KauecTBa BO3yXa Ha II0CTaxX paboThl.

- PN-89/Z-04008/07 Bauura uncrotsl Bo3ayxa. Or6op o6pasios. [IpuHLKMIEl 0TOOpa 00pa3oB BO3LyXa B Cpeiie paboThl
U UHTEpIpeTalys pe3yJbTaToB.

- PN-EN-689:2002 —Bozngyx Ha mocTtax pa0oThl- JIMPEKTHUBBI OLEHKM HHTAIIMOHHOTO ITOJBEPTHYTHS XHMHUYECKAM
(akTopam yepe3 cpaBHEHHE C OIYCTUMBIMH 3HAUCHSAMH U CTPATEIUsl U3MEPEHHIA.

IIpumeuanne: Korma crymeHue BemecTBa OIPEASNICHO W M3BECTHOE, OTOOpP CPENCTB MHIMBHAYATHHOH 3aIUTHI CIEXyeT
COBEpIaTh yYHTHBAs CTYIICHHE BEIIECTBA, KOTOPOE 3HAXOMUTCS HA JAHHOM IIOCTY pabGOTHI, BpeMs JKCIO3ULUH TaKKe
JIeMCTBUI BBINOIHIHBIX pabdounM. B aBapuiiHON cuTyauny, MOCKOJIBKY CryIIEHHE BEIIECTBA Ha ITOCTY PabOTHl HE U3BECTHOE,
HPUMEHATH CPEICTBA NHANBHUYAJIbHON 3aIUTBI CAMOTO BHICOKOTO KJlacca 3allUThI.

8.2. CPEJCTBA UHJIUBUYAJBHOM 3AIIUTHI

[Ipumensiemble cpeacTBa MHIMBUIYIFHOM 3aIIUTHI JIOJDKHBI BRIIONHATE TpeOoBHUS Posnopsmkenns Munmctpa Xo3sicTBa
ot aus 21 nexabpst 2005110 10 /ey OCHOBHBIX TPeOOBAaHMI IJIsi CPEACTB MHIMBUIYalnbHOI 3amuThl (3.0, Hp 259, mom.
2173):

3AIATA IBIXATEJBHBIX ITYTEM: e Tpe6yeThes.

3ALIUTA JUISI PYK: He TpebyeTscst

3AIIUTA T'JIA3 U JIMLIA : He TpeOyeTbest

3AHIUTA KOXKHU: He TpeOyeTbes

9. kl)I/BI/I‘-IECKI/IE U XUMHUYECKHUE CBOMCTBA

9.1. OBIIME NH®OPMALIUHA
BUJI — xuakocTh
3AITAX —xapaKTepHBbIi.

9.2. BA’KHBIE HHOOPMAILIUU JJI51 BE3OITACHOCTH 31JOPOBUS U CPEJIbI
pH-14
TEMIIEPATYPBI

a)KUITEHU S — oTcyTCTBHE JaHHBIX

b)IUTABJIEHUSI- oTcyTCcTBHE JaHHBIX

¢)BOCIINTAMEHEHMUSI — otcyTcTBHE AaHHBIX

d)CAMOBOCIUTAMEHEHUSI — orcyTcTBHE JaHHBIX
T'OPIOYECTD —otcyTcTBHE HaHHBIX
B3PbIBUATHIE CBOMCTBA— OTCYTCTBHE JAHHBIX
OKUCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JAHHBIX
VIIPYT'OCTb ITAPA —oTCcyTCTBUE JaHHBIX
OTHOCUTEJIBHAS TIJIOTHOCTB — 1,007 + 0,002/cum®
PACTBOPMMOCTD

a)B BOJIE - monnast

6) BOPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUINEHT JEJTEHUS H-0kTanos1/Boa —OTCYTCTBUE JaHHBIX
BA3KOCTbD —oTcyTcTBHE HaHHBIX
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I'VCTOTA ITAPOB —oTcyTcTBUE JaHHBIX
CKOPOCTbD UCITAPEHUSI — oTcyTcTBHE AaHHBIX

9.3. JIPYT'ME HH®OPMALIUN X
KODOOUINEHT ITEPEJIOMJIEHISI CBETA — 9,7 % Brix
" - yKasaHHbIH KaK % Bec. COAEPIKAHMs Caxapo3a B BOJHOM PacTBOpe

10. YCTOMYUBOCTb U PEAKTUBHOCTH
IIpoayKT B yCIOBUSIX MPABUIBHOTO XPAHEHHUSI XUMUIECKH YCTOMIMBEI (CMOTPH:IYHKT 7).

10.1. yCJOBUs, KOTOPBIX CJEAYET U3BEI'ATD: cuibHO Harpetble MOMENICHUs 0e3 BEHTWIIAIUH.3alIHIIATh
E€MKOCTH OT HPOJIOIDKUTEIBHOTO JICHCTBUS CBETOBOTO U3ITYUCHHS.

10.2.MATE PUAJIbBI, KOTOPBIX CJEAYET U3BEI'ATb: KucioThl, CHJIbHbIE OKHCITHTEIH

10.3.0IACHBIE ITPOAYKTH PA3JIOXKEHMUS: otcyrcTBHE

11. TOKCUKOJOI'MYECKHE HH®OPMALINU

IIYTH NIOABEPT AHUSI:

- ABIXATEJIBHBIE: B ciyuae npoAo/KHUTENIbHOIO HOABEPKACHUS Ha ACHCTBUE Npenapara 3a OTCYTCTBHs BEHTHIIALMU
MO2KET BBI3BaTh Pa3/pakeHNE BEPXHHUX JbIXaTENbHBIX MyTeH.

- IMIIEBBIE: B cityuae notpebieHnsI MOXKET BBI3BaTh Pa3ApakeHHe CIE3UCTHIX 000JI0YeK.

- KOHTAKT C KOJKEM: B cityuae Npo0IDKUTENBHOTO JCHCTBHS MOXKET BBI3bIBATH PA3IPAKCHHS.

- KOHTAKT C I''TIABAMM: MoxeT BbI3BaTh pa3apakeHUe CIE3UCThIX 000I0UeK.

UHO®OPMAIIMN KACAIOIIUECS COCTABHBIX ODJEMEHTOB TIPENAPATA (corn  KAPTBI
XAPAKTEPUCTHUKHU OTAEJBHOI'O CBIPHS):

AHHOHOBBIE IOBEPXHOCTHO-aKTHBHBIE CPEACTBA!

IToTeHIHATbHO PE3KOE ACHCTBHE HA 3T0POBHE. OTCYTCTBHE COOOLICHUI O HEKENAHBIX MOCICSACTBHIIX WIM KPUTHICCKUX
yrpo3ax.

IToTeHIHATbHOE XPOHIIECKOE BO3ACHCTBIE Ha 30POBLE: OTCYTCTBUE JAHHBIX.

HenoHHbIE MOBEPXHOCTHO AKTHBHbIE CPEACTBA:

IpoaykT KiaccuUIUPOBAH KaK BPEIHBIN B cirydae noTpeOieHus. IIpoJoInKHTeIbHbIN WM MHOTOKPATHBIH KOHTaKT ¢
KOJKeil MOJKET BBI3BIBATH JIETKHE Pa3ApakeHHs. B cilydae KOHTaKTa C Iila3aMy MOXKET MPUHTH K CEPHO3HBIM MOBPEKICHUSIM,
Jla)ke HEBO3BPAI[ACMBIM.

Pe3kast TOKCHYHOCTb: TepopaiibHo: LD50<2000mr/kr

Hatpuesas conb NTA:

Peskas TOKCUYHOCTB:

LD50 >3900mr/ kr ( kpbica, IIepOpaIbHO)

Pasppaskaer cie3ucTbie 060J104KH (KPOITHK),

He pasnpaxaer koxu (KpoJHK), He ceHcubmmsupyeT (tect Buhlera).Tectsl Ha MyTareHHOE JeiicTBHE HE OOHAPYKHUIIH
TFEHOTOKCHYECKOTO MOTeHIHANA. B MPOXOKUTENBHBIX HCCIICIOBAHUSIX Ha )KUBOTHBIX, BO BPEMsI KOTOPBIX BELIECTBO
[0/IaBAJIOCh B BBICOKHX JI03aK K IUTHEBOH BOJIE, HAOIIOAAIOCH KAPLIEPOreHHOE BO3/ICHCTBHE.

B npoI0IDKUTENBHEX HCCIICAOBAHUSX Ha JKMBOTHBIX, BO BPEMsI KOTOPBIX BELIECTBO JOOABISIIOCH K KOPMY, HaOIIF01aI0Ch
KapleporeHHoe Boszaeicraue. [Ipn 0qHOPa30BOM HITH KOPOTKOBPEMEHHOM MOTPEOICHNH BELIECTBA, HCKII0YACTCsI
KapLeporeHHoe BO3ACHCTBHE.

3anaxoBasi komno3unus (Limonene , Benzyl benzoate):

OTCYTCTBHE JAHHBIX.

12. 3KOJOI'NYECKHE UHOOPMAIIUU

IToBepXHOCTHO- aKTHBHBIE CPEICTBA COACPIKMMBIC B IIPENapare BBIIOIHAIOT KPUTEPUH OHOACTPAIOBAIBHOCTH COTIACHO
Vkazanust EC 648/2004m0 neny IeTepreHTos.

JAHHBIE KACAIOIUECS CBIPBS (coran KCHNSCh):
AHHOHOBBIE TOBEPXHOCTHO-AKTHBHBIE CPECTBA:
He BbutuBaTh B IOBEPXHOCTHBIE BOJIbI, KAHAIU3AIUIO U I0YBBL.
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IToBepXHOCTHO- aKTHBHBIE CPEJCTBA COAEPIKAIOIINECS B TOM HPOIYKTE BBINOJIHSAIOT KPUTEPHH OHOETPapyeMOCTH
cornacHo Posnopsimkernio EC 648/2004kacaroiieMycst 1eTepreHTOB.

HenoHHbIe TOBEPXHOCTHO AKTHBHBIE CPEICTBA!

IToBepXHOCTHO- aKTHBHBIC CPEICTBA COACPKUMBIEC B IIPETIAPATE BHINOIHAIOT KPUTEPHU OMOAErPaIOBaIbHOCTH COIIACHO
Vkazanus EC 648/2004m0 neny neTepreHTos.

Buonerpanamms >60%co3naBanue CO 5, 70%penykius DOC —nerko moasepraercst OMOJIOTHYECKOM JeTpaIaliy.
BemecTBo kaccuUIMpoBaHO Kak ONAacHOE A OKPYKAIOMIeH cpesibl, TOKCHYECKOE JUISl BOAHBIX OPraHH3MOB.
HaTtpuesas coan NTA:

Crenenb snmumunanun >90%rmno OECD 302/ISO 9888apoayKT jierko GHoAerpaganpyemMplii

COOTBETCTBEHHOE BBEACHNE B HU3KNX KOHLIEHTPALUAX B OMOJIOIHYECKYIO OYMCTHYIO CTAHIIMIO HE BBI3bIBACT HEPYLICHUH eé
paboThI.

Tokcuunocts st pei6: LC50 >500mr/n/964

ToxkcuyHOCTh 111 Oe3103B0oHOYHBIX: E50> 100mr/n/484

Toxcuunocts i ansr: EC50 > 100mr/n/724

Xumugeckuii criopoc Ha kuciopog (COD): 160mr/4

Buoxumudeckas motpebHocTs B kuciopoze (BOD), Bpemst uakyOaunu 51; < 5mr/r

He conep kUt opraHuyecKy CBA3aHHOTO rajoreHa.

3anaxoBasi komno3unus (Limonene, Benzyl benzoate):

B ciy4ae BBeJjeHHS B COOTBETCTBEHHO HU3KOIl KOHLIEHTPALMU B OMOJIOTHYECKYI0 OUHCTHYIO CTAHIMIO HE HA/I0 0KUIATh
HapyIICHUH paboThl aKTMBHOT'O 0CA/KAa.

13. HOBEJEHHME C OTXOJAMHA

OCTATKH WJIN OTXO/JbI:

He cmemmBaTh mpenapar ¢ IpYrMMH JKUIKMMH oTXozamu. He ynanars B kaHaim3auuio. IIpoayKT ciemyeT MOJHOCTBIO
YHOTPEOUTD COTIAaHO PEKOMEHIALMH, OCKOIbKY 3TO HEBO3MOXKHO NMPOJYKT MJIM OCTATKH IIPOJYKTa JOJDKHBI OBITh YAAJICHBI
KaK 0COOBIE OTXO/IBI.

Kon onxona u Bun: 07 06 04 —pyrue opraHmdecKie pacTBOPUTENH, PACTBOPHI OT IIPOMBIBAHHS I MATOYHBIC KHUIKOCTH.
Kraccudukanms xoma 0TXoAa M BHJ coryiacHo ykasanus Munnctpa Cpenst ot qust 27 centsops 2001rona no memy xaranora
orxonos (3. Iu. Hp 1121101.1206 ).

YITAKOBKMU:

3arps3HeHble YIaKOBKM CIIEJYeT IOJHOCTBIO OHPOXKHUTH. IIOPOXKHIO YIAaKOBKY BBIIOJOCKAaTh HECKOJIBKO pPa3 BOJIOH,
KOTOPYIO IPUMEHHUTH TaK Kak npenapar. [IopoxHIO yIaKOBKY MOXHO XPaHHUTbh B eMKOCTSIX IIPEIHA3HAYEHBIX Il COOMpaHNs
YIAKOBOK U3 IUIACTMAC WX NEPEeaTh CIIeNUaIN3UPOBAHHON (hUpMe IS yTHIIH3AIHN.

Cobmopare mpaBmiia 3akona ot jaus 27 anpens 2001 r. o orxomax (3.0u. Hp 62, mon.628) ¢ mocnenoBarenbHbIMU
HM3MEHECHUSIMU.

Cobmonars mpapwiia 3akoHa ot aHs 11 mas 2001r. o ynmakoBkax M ymakoBo4yHbIX orxonax (3.0u. Hp 63, mon.638) c
HOCJIeI0BATEIbHBIMU H3MEHEHUSIMH.

Konx orxona u Bua: 15 01 02ymakoBku 13 IIacTMac.

14. HHOOPMAIUU O TPAHCIIOPTE
BBICBIJIOYHOE HASBAHME : TOpEFEKT ® MAX

KJIACC OITACHOCTHU B TPAHCIIOPTE COI'JI. ADR/RID: e xacaercs
T'PVIIIIA YITAKOBAHUSI: e kacaercs

HOMEP UN: ne xacaercs

ITPEJIOCTEPET AIOIIA ST HAKJIEMKA: ne kacaercst

15. TH®OPMAIIMA KACAIOIIECS IMTPABOBBIX ITPEANMUCAHUMN

HacrosIuyo KapTy XapakTepuCTHKUA 0QOPMIICHO Ha OCHOBAaHUH CJICAYIOIIHMX PABOBBIX MPEMHCAHHUIA:
- 3akon ot aust 11staBaps 2001r. O xuMuveckux BemiecTBax U npenaparax (3. Iu. Hp 11, mon. 84 ¢ u3MeHeHUAMH).
- Pacnopsimxennss Mununctpa 3gopoBbst oT ausi 28 centsiops 2005r. mo feny crucka ONAacHBIX BELIECTB BMECTE € HX
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kiaccudukanvei u 3axneiimenneM (3. Iu. Hp 201mon. 1674u 1675).

- Pacniopsimxennst Munuctpa 310poBbst ot qust 3 urosst 2002r. 1o ey KapThl XapakTepUCTHKU XUMHYECKOrO BEILEeCTBA U
omnacuoro npenapara (3./{1. Hp 2, moxn.8).

- Pacnopsimkennst Munuctpa 310poBbst oT aHsi 2 centsiops 2003 r.mo neny kputepuedl W KiacCUPUKALNH XUMHISCKHX
Bentect U npemnaparos (3.JlH. Hp 171pon. 1665u 1666)takke Pacropskenus MunucTpa 310poBbst OT AHS 29 HOSIOPst
2004r. oTMeHsoLIee PACTIOPSIKEHHUS [0 JIeTy KPUTEPHEB U KilacCH(UKAIMH XMMHIECKHX BeriecTs U npemnaparos (3.0x.Hp
243, 011. 2440).

- Pacopsmkennst Musunctpa 310poBbs oT aHs 2 ceHTsi0pss 2003 1. 1o ey 3aKiieHMHEHHsI YITAKOBOK OIACHBIX BEILIECTB H
npenaparoB (3. JIu. 2003, up 173, mon. 1679) taxxe Pacnopsvkenus Munuctpa 310poBbs oT aHs 9 Hosiops 2004
I.OTMEHSIIOIIEE PACIIOPSDKCHUS 110 eIy 3aKJICHMEHHMs! yIaKOBOK OIACHBIX BEILECTB M OMacHbIX npenapartos (3. Ju. 2004,1p
260,1m0:1.2595).

- Pacnopsmkenuss Munncrtpa 3mopoBbs oT aus 14 asrycra 2002 r.aio gemy 00S3aHHOCTH TIPEIBSBICHUS KapThI
XapaKTePUCTHKH HEKOTOPBIX MPENapaToB HeKIacCH(PUIMPOBaHHbIX Kak onacHsie (3. [{u.Hp 142,mon. 1194).

- Pacnopsipkennst Munuctpa 3nopoBbs ot nus 17 sBaps 2003 r. nmo meny uHbOpPMAanuMH O ONMAcHBIX Mpenaparax, M
KOTOPBIX HE TpeOyeTcs mpenbsBieHHs KapThl Xxapakrepuctuky (3. Ju. Hp 19, non. 1701).

- 3akoH ot aHst 26 moHs 1974r., Kogeke 3akonos o Tpyae (3.11. Hp 21 ot 1998p. ITon. 94).

- Pacnopsypkennst Munncrpa Xossiictsa u Tpyzna ot must 5 mions 2004 r. 1o meny orpaHMYeHHi, 3alpeTOB WM yCIOBUI
MPOU3BOJICTBA, 00OPOTY MM PHUMEHSHHUS OMACHBIX BELIECTB TAKXKe CojeprKatommx ux mpoaykros (3.0u. Hp 11,mon. 1762)
takxe Pacropsipkeruss Munuctpa XossiictBa u Tpyna ot mas 21 despans 2005r. (3. du. Hp 11, non.1962) rakxke
Pacniopsixennst Munuctpa Xossiictsa u Tpyaa ot aust 21 ¢pespanst 2005r. (3. du. Hp 39, m0m1.372),0t1 aust 4 urosns 2006r.

(3. . 2006,up 127,1m01.887),0t1 aust 11 nexadpst 2006r. (3. Ju. 2006,up 239,mom. 1731)rakke ot aus 29 nexadbps 2006
r. (3. Iu. 2007,upl non. 1) oTMeHsrOIIEe PACHIOPSDKEHHS 110 ey OTPaHHYCHHUH, 3aNPETOB WK YCIOBHI MPOU3BOJICTBA,
000pOTa MK IPUMEHEHHUS OMACHBIX BEIIECTB TAKXKE COAEPIKALINX UX MIPOIYKTOB.

- Pacniopsipxenns (EC) up 648 /2004EBporneiickoro ITapnamenrta u Cosera ot aus 31 mapra 2004r. 10 aeiy AETEpreHTOB
taxxe Pacropsmxenuss Komucun (EC) mp 907/2006r. ormenstome pacnopsyvkenus (EC) vp 648/2004 Eponeiickoro
ITapmamenra n CoBera 0 ey I€TEPreHTOM C IebIo IpuMeHeHus ero npuioxennit |l u VII.

- Pacnopsxennss (EC) up 1907/2006 Esponeiickoro Ilapmamenra u Cosera ot s 18 mexabps 2006 r. mo ey
peecTpaiyu, OLCHKH, PEAOCTABICHHS pa3pellieHuil 1 IPUMEHsIHUs orpanndeHuii B chepe xumukaroB (REACH), coznanus
EBpormeiickoro ArenrcrBa XuMukaroB, oTMensitoiie aupektusy 1999/45EC rtaxke orMmensitone posnopspkeHus Cosera

(EDC) up 793/93 u posnopskerust Komucun (EC) Hp 1488/94,take nupexkrtuBy Cosera 76/769EDC u aupekTuBy

Komucun 91/155E3C, 93/67EDC, 93/105/BC u 2000/21EC.

3AKJEAMJIEHUE HA 3THUKETKE (cornacHo Posmopsukerns MunucTpa 3noposus u OmecTBeHHO# 3a60T OT HS 2
ceHTs10pst 2003r. 110 ey 3aKiIeMIICHHS YIIaKOBOK OMACHBIX BEIECTB M OIacHbIX npenapatos (3. Ju. Hp 173,noi. 1679)
taoke Posnopsipkennst Munuctpa 3noposust ot 1Hs 9 HostOpst 2004r. 0TMEHSIOICePO3IOPSKEHHS 110 STy KICHMITCHHS
YIaKOBOK OIMACHBIX BEIECTBH onacHbixnpenapaos (3. . Hp 2605101.2595).

S2 —-BEPEYb OT JETE.

S26 —3ATPI3HEHBI I'JIA3A CEMYAC XKE ITPOMBITH BOJIBIIINM KOJIMYECTBOM BOJIbI U
OBPATHUTHCS 3A IOMOLIBIO K BPAUY

S46-B CJIYUAE ITPOI'JIOUEHU S CEMYAC XKE OBPATHUCH 3A ITIOMOIIBIO K BPAUY- ITOKAXHN YITAKOBKY
NJIN OTUKETKY.

TOJIBKO IJIAA TPO®ECCUOHAJIOB

16. JPYI'HE UH®OPMAIIUN

Buiie ykazanubie nHGpOpManuu pa3paboTaHbl HA OCHOBAHWH TEKYIIETO COCTOSHMS 3HAHUH M KacaloTcsl POAYKTa B B BUAY, B
KOTOpOMy HpHMeHseTcs. JlaHHbIe Kacalomuecs 3TOro MpoyKTa H300paxkeHo ¢ LeNbI0 yYTeHHs TpeOoBaHHi O6€30IT1acHOCTH, a
He obecrieueHust ero 0coObIX CBOMCTB. B cirydae, korja ycioBHs NPHUMEHEHUs Mpenapara He HaXOIATCS MO KOHTPOJIEM
MPOU3BOJUTENS, OTBETCTBEHHOCTH 3a O€30MacHOe MPIMEHEHHE MpernapaTa mojaraeTcs Ha oJjb30BaTels.

PoGoTtonaTens 3000Bs13aHbIH COOOIIUTE BCeX pado4nX, KOTOpbIE MMEIOT KOHTAKT C IPOXYKTOM, O yrpo3ax M CPEeiCTBax
JIMYHOH 3aIUTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPHUCTUKH.
Hacrosimsist kapTa XapakTepHCTHKH Obula pa3pa0oTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKH CHIPbell 3HAXOMMIIUXCS B
COCTaBe MperapaTa IOCTaBJICHBIX IPON3BOUTEISIMU Takoke HA OCHOBAHHUH JEWCTBYIOMINX HPABUJI OTHOCSIIUXCS K OTACHBIM
BEIIIECTBAM U XMMHUECKUM MpenapaTam.
Krnaccudukarmio npenapara CoBEpIIEHO HA OCHOBAHMH MAaKCHMAJIbHBIX KOHIIEHTPAIMH OMACHBIX COCTABHBIX 3IEMEHTOB.

[TonHOe 3By4aHUe CHMBOJIOB TaKXKe BhIpaKeHUH R 13 myHkra 2:
Xi- — Pazapaxaronuii
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Xn- Bpemubrit

N- OmacHbI 17151 OKPYKAIOLICH CpeIbl

R22 - Bpeano neicTByeT mocie nporiioyeHusl.
R36-Pasapaxaer riasa.

RA41Puck cepito3HOTO TIOBPEKICHHUS TJ1a3.
R50-O4eHp TOKCHYECKH ISHCTBYET Ha BOIHBIC OPTraHU3MBL.

[Moapo6Hble MIPUHIMITEL IPUMEHSHKS IPENapara MOMENIEHO B TEXHUYECKON KapTe AOCTYIHOM Ha caiite Www.tenzi.pl

Obyuenne: Jluma, KOTOpble NMPUHMUMAIOT y4acTh B 0OOOpPOTE OIACHOTO Ipenepara JOJDKHBI OBITH 00ydeHBI B ctepe
ToBe/ieHns, 0e30MacHOCTH W THIHeHBl. BoamTenm cpeacTB mMepenBMKEHUS JOJDKHBI NEpeHTH OOydeHHE U MOIYy4YHTh
COOTBETCTBEHHOE YIOCTOBEPEHHE coracHo TpeboBanuii npasmit ADR.

CpOR TOAHOCTH Ipenapara B HOPMAJbHBIX YCJI0BUAX XPAHEHUA- 12 MecAaAleB CO AHA U3rOTOBJICHUS.

H3zmnenua omuocumensHo npedbloyuieii gepcuu:
- o0uIsas akTyanu3aius. AKTyaIn30BaHHbIC KapThl JOCTYIHBI HA HHTEPHETOBOM caiite WwWw.tenzi.pl.

Kapra exuHBIi TOKyMEHT cofepsKaluil 7 CTpaHuIl.

Kapty opopmuna: Monuka JKenkoscka.
Skarbimierzyce 16.07.20G7
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