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KaDTa XAPAKTCPHUCTHKH OITIACHOI'0O XMMHYCCKOI'0 IMpermaparTta

Jara oopmieHws:
Jlara akryann3anuu:

1. NAEHTUOUKANUA IIPETAPATA U UAEHTUOUKANIUA HPEANTPUATUSA

1.1 Mpentnduxauus npenapara: TOpEFEKT ® SOP

1.2 TlpumeHenue mnpenapata. Ilpemapar mnpeqHa3HAYCHHBIH Ul MBIThS 10JOB (KAMEHHBIX- HAaTypajbHbBIX H
HCKYCCTBEHHBIX), BOJOYCTOMUYMBBIX MMOBEPXHOCTEH, OCOOEHHO B MapKeTax, MaraswHax, Ha TPEIMPHATHIX
MHUIIEBOH MPOMBILUIEHHOCTH U B ITYHKTAX OOIIECTBEHHOTO IUTaHMU.

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 TpeBoxublii Teaedon: +48 91 81 47 114n0u.-nsitH. 8-16); +48 606 147 57€& ¢edan Ienkans) niu 998

2. HNIEHTUOUKALUSA YI'PO3

TIpoayKT HE BBITIOIHSAET KPUTEPUH KaK pa3apakaroliuii HA OTIacHbIH 1Mo Pacnopsmpkernn MuHuCcTpa 310pObs OT
nus 2 centsiops 2003r. mo Bonpocy Kputepuil 1 criocoba KiraccupUKai XMMUYECKNX BEILIECTB U IIPENapaToB
(3.Au. Hp 171, mon. 1665u 1666)

3. COCTAB 1 UHOOPMAIIUS O COCTABHBIX DJIEMEHTAX

HaunmenoBanune Konuentpanus Hp CAS Hp WE HnpexcHbIi CHuMBOJIBI Boipaxenus
BelecTBa [% Bec.] Hp yrpo3nt R

AHMOHOBEIE <5 28348-53-| 248- - -
MIOBEPXHOCTHO 0 983-7
AKTUBHBIC CPEIICTBA
Heuonnbie <5 66455- | monmmep -—- Xn, N R22, R41, R50
MOBEPXHOCTHO 14-9
AKTUBHBIC CPEIICTBA
Docdonats <5 -

3amaxoBas
KOMITO3HITHS

( Limonene Hexyl
cinnamal, Linalool,
Citral, Geraniol)

TlomHoe 3By4aHUC CUMBOJIOB TaKXKE Bpra)KeHI/IIjI R 3HaXOAATHCS B ITYHKTC 16.

4. NEPBAsI IOMOIb

HUHTAJISIHIAUOHHOE OTPABJIEHUE — B ciydae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallelsb,
YyBCTBO YAYIIBS, TOJOBOKPY)KCHHE) BBIBECTH MOBPEKIEHHOIO Ha CBEXHH B03ayX. Obecrmeunth 0€3yCIOBHBII MOKOH B
MO3ULIUH TTOJTyJIeKaled Ui CUAsel, GU3n4ecKoe HaNpsDKEHHE MOYKET BbIBATh OTEK JIErKMX. 3alllMINATh OT MOTEPH Terlia.
BeI3BaTh MEAMAMHCKYIO TOMOIIb.

KOHTAKT C KOJKEM — B ciyuae 3apaxeHus 0exK/bl Ceifuac e CHATh &, 0OMbITh KOKY GONBIIMM KOJMYECTBOM BOJIBI
(myuwre Bcero Tekyieit). B ciaydae, koraa Ha KOKe MOSBISATHCS H3MCHEHHMSI HIIH 0)KOTH OOPATUTHCSI 38 IIOMOLIBIO K Bpady.
KOHTAKT C I''TABAMM —3arpsi3HeHble I1a3a IPOMBITh OOJIBIIMM KOJIMYECTBOM XOJIOAHOI BO/BI (HE MEHBILE B TCUCHHE
15 MuyT) paszensis OTIEIbHO BEKH, 0OPAaTUTHCS 3a TIOMOILBIO K Bpady CICLUAIINCTY.

MOCJIE MTPOI'VIOYEHUSA — B cinydae morpebiaeHus HE BBI3BIBATH PBOT. IlomaTe Aiist BHIMUTHS OOJBIIOE KOJIHMYECTBO
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Bozbl.He naBath Heiirpanusaunonnsie cpencrsa.  Ceifuac ke 00paTUTHCA 32 HOMOLIBIO K BPady, IIOCKOJIBKY 3TO BO3MOXKHO
HOKa3aTh STUKETKY.

5. NMOBEJIEHUE B CJIYYAE IIOXKAPA
[IPOAYKT HEOPIOYUIA.

CPEJICTBA JJ51 OTHETYHIEHHASI CBOMCTBEHHBIE OTHOCHUTEJBHO BUJA MPEIAPATA: noxaps! B
MIPUCYTCTBUU NpenapaTa TyLIIUTh OTHETYIIUTEIbHBIMU CPEICTBAMU COOTBETCTBYIOIUMH AJIs TOPIOYE cpesbl- BOJa, IICHa.
CPEACTBA JIsl OTHETYIIEHUSI, KOTOPBIE HEJb351 NPUMEHSATH PAJIU BE3OINACHOCTMU: He
UBECTHBIC CPEICTBA AN OTHETYLICHHUS, KOTOPbIE HEJb3s IPHUMEHSTh.

OCOBBIE YI'PO3bI: npenapat HEroproyuii.

CPEJICTBA WHJIUBUAYAJBHON 3AIIUTHI JJIS MOXAPHUKOB: mnpumeHsTh CpeaCcTBA H3O0NHPYIOLIHE
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. I0CKONBKY 3TO HEBO3MOXKHO OXOJIOXKIATH Oaky, KOTOPhIE
3HAXOJATCS BOJIM3H OTHSI IIOCPEACTBOM CIIPBHICKHBAHUS CTPYyelo BOJbI. OCTaTKU MOCIE COMOKCHUS TODKHEI OBITH OJHOCTHIO
yZaJEHBI.

6. TIOBEJAEHME B CJIYYAE HEHAMEPEHHOI'O YBOJIbHEHUSI B CPEY

CPEJACTBA JIMYHOMU 3AIUTHBI: 3anmrHa onexaa, anmnapaT H30JIMPYIOILUI IbIXaTeNbHBE IIyTH, 3alUTHbIE IEPYaTKH,
3aLUTHBIC OYKH.
N36eraTh HEMOCPEICTBEHHOTO KOHTAKTa C KOXKEH U Ti1a3aMu; 00eCe4YUTh COOTBETCTBYIOILYIO BEHTHIISLIHUIO.

MOBEJIEHUE: B ciyuae HeHaMEepEeHHOTO YBOJIBHEHHMS IIPEIapaTa B CPeay COOOIIUT O aBapUH TAKKE YHAIUTh NCTOUYHHUKU
camoBocitaMeHeHns1. O0ecnednTh JIMBHEIPUEMHUKY Uepe3 MX 00BaloBaHWE, HE JOIYCTUTh A0 IepeOpaHus Ipenarapa B
TIOBEPXHOCTHBIC M TPYHTOBBIE BOJBI, N30€raTh HEIOCPEACTBEHHOTO KOHTAKTa ¢ YBOJbHsIoMEMcs BemecTse. [IockonbKy 910
BO3MOXKHO YZQIHTh BBIXOJ (3aKPBITh HPHUTOK YKUIKOCTH, YIUIOTHHTH, HOBPEKICHHYIO YIIAaKOBKY HOMECTHTH B IUIOTHOU
3aIIMTHON ymakoBKe). Bo Bpemst GOMBIITO BBIXOAa MECTO HAKAIUIMBAHHS JKHIKOCTH OOBaoBaTh, COOPaHYIO XXHIKOCTDH
OTKayaTh. Masble KOIMIECTBA PA3IMTOro Mperapara MOCHIIaTh HECTOPAEMbIM BIIUTHIBAIOIMM MaTepHAIOM (IIECOK, 3eMIIs,
ONWIKM, HH(Y30pHAs 3eMJsl, Pa3MOJIOTHI HM3BECTSK), 3aTeM I[OMECTUTh B 3aKICHMIICHOM BMECTHIMINE- IepeaaTb K
YTHIIN3ALUHK. 3arpsi3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJAEHME C NIPENAPATOM U EI'O CKIIAAUPOBAHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGOTHI ¢ mpemapaToM MpeAnoaraeTcss OCTPOKHOCTh. TpebyeMoe HMpHUMEHEHHE COOTBETCTBYIOUIMX CPENCTB
HHIIBHYaJIbHOH 3aIINTHI- CMOTPH IYHKT 8.

CMmemmBath Ipenapar UCKIIOUHTENBHO ¢ BojJoi. Hu B koeMm ciaydae He cMemMBaTh Hpemnaparta ¢ APYTUMU XUMHYECKHMU
IIpernapaTamMu.

Jluma ¢ mpepacroIokeHneM K KOXKaHOH aJUIepTUH WM JIBIXaTeNbHBIX ITyTeH He JOJDKHBI IMETh KOHTAKTa C IPerapaToM.
HN36eraTh moaBeprayTusi — nepes pUMEHEHHEM 03HAKOMHTBCS C MHCTPYKIHEH M0 MPUMEHSHUH.

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

Bo Bpems paboTel c mpemapatoM OOECNHEYUTH COOTBETCTBYIOLIYIO BEHTHIIALMIO TOMELICHHS C LENbI0 H30eTHYTHUS
MHTAJTALHOHHOTO OTPABIICHUSI.

7.2. CKIAJAUPOBAHUE

TIpenapar XpaHUTh UCKIIOUMTENFHO B OPUTHHAIBHBIX YIIAKOBKAX M3 IUIACTMACHI (BHICOKOTO KadectBa nosmatuwieH HDPE).
He nepenuBath B 3aMeHstonve yrnakoBku. EMKOCTH ¢ npenapaTroM XpaHUTh B CyXOM IOMEIICHUH IJIOTHO 3aKPBITBIMHU, ITPU
temreparype +5 + 30°L] ¢ ucnpaBHOH BEHTWISIMEH, OCHAIIICHOM JIETKO 3MBIBAEMBIM, HCHAMOKAIOYHM TOJIOM, YCTOWYHBEIM
K IEN0un. 3aluiaTh NpenapaT OT COIHEYHOTO CBETa TaKoKe Tarula. XpaHUTh JaJeKO OT UCTOYHUKOB CaMOBOCIUIAMEHEHHUS U
OTKPBITOTO OTHS.

Kapmy paspabomano ¢ @upme Tenzi 06. ¢ 0.0.
Cmpanuua 2 us 7




\/ TENZI 06. ¢ 0.0.
A CKAPBHMEKHIJE 22
72-00DJIVE

TopEFEKT® SOP

8. KOHTPOJIb IMMOJIBEPTAHUS U CPEJCTBA WHIUBUIAYAJBHOM 3ALIATHI
8.1. 3HAYEHMSA JOIMYCTHUMBIX CTYIIEHAM

[TapameTpbl KOHTPOJISI TOBpexAeHUst (corst. Posmopsymkerust Munucrpa PaGoter u O6uiectennoi Iomutuku ot aus 29
HostOpst 2002 1. (3.0u. Hp 217, moxn. 1833,c mocnenosarensubiMu u3MeHeHusiMd- 3.JIH. Hp 212, mon. 1769 ot nus 10
okTstopst 2005r.)

AHHOHOBBIE MIOBEPXHOCTHO- AKTHUBHbIE CPeJCTBA!

NDS, NDSCh: #e 0603HaueHO

HenoHHble NOBEPXHOCTHO AKTHBHbIE CPEICTBA: ]

NDS, NDSCh: #e 0603HaueH0

DochoHATHI:

NDS: 10mr/m *

NDS, NDSChHe onpezeneHo.

3anaxoBasi komno3unusi (Limonene, Hexyl cinnamal, Linalool, Citral, Geraniol):

NDS, NDSCh: #e 0603HaueHO

PexoMeHIannK Kacaloluecs IpoLe ypbl MOHUTOPHHIA COKEPHKAHUS ONACHBIX BEILECTB B BO3JYXE- METO/IMKA U3MEPCHHI:

- Posnmopsimkenust Munuctpa 3goposust ot aust 20 anpenst 2005r. Tlo meny uccrienoBaHuil U M3MEPEHHUN BPEOHBIX IS
3mopoBust pakTopoB B cpexe paborsl (3.JJu. Hp 73, moin. 645)

- PN-89/Z-01001/06 Bamura uncrorsl Bo3ayxa. HauMeHnoBaHue, ONpeie/ieHus M eIUHUIBL. TEPMUHOIOTHS KaCArOIasicst
HCJICZI0BAHUI KauecTBa BO3/lyXa Ha II0CTaX paboThI.

- PN-89/Z-04008/07 3auura uncrotsl Bo3ayxa. Ot6op o6pasios. [IpuHuunel 0TO0Opa 00pa3oB Bo3ayXa B cpeie paboThl
U UHTEpIpeTalys pe3yJbTaToB.

- PN-EN-689:2002 —Bo3ayx Ha moctax paboTbl- J{MPEKTHUBBI OLEHKH HHTASILHMOHHOIO MOABEPTHYTHSI XHMHUECKUM
(akTopaM yepe3 CpaBHEHHE C IOIYCTHMbIMU 3HAUCHSAMH U CTPATEr sl U3MEPEHUI.

ITpumeuanue: Korzma crymienue BeliecTBa ONpEeNeleHO W M3BECTHOE, OTOOP CPEACTB MHAMBHIYaJbHOW 3allUTHI CIELyeT
COBEpILATh YYMTHBAs CryIICHHE BEILIECTBA, KOTOPOEC 3HAXOIMTCA HA JAHHOM IOCTY PaGOThl, BPEMs SKCHO3HMLHMU TaKKe
JICHCTBUI BBIMOJHAHBIX pabo4nM. B aBapuiiHOW CUTYyalllH, MOCKOJIBKY CTyIIIEHHE BEIICCTBA Ha ITOCTY PabOThI HE H3BECTHOE,
MPUMEHSTh CPEICTBA MHIMBUYaIbHOH 3alIUTHI CAMOT'0 BBICOKOTO KIIaCCa 3allHThI.

8.2. CPEJICTBA HHIWUBUIY AJTbHOM 3AIINTHI

[TpumensiemMble cpecTBa HHANBUAYAIBHOM 3alUThI TOJDKHBI BRITOIHATH TpeOoBHUS Po3nopsmkenns Munuctpa Xo3siicTsa
ot aus 21 nexabpst 2005110 1m0 Jieiy OCHOBHBIX TPeOOBaHHM JIs CPEACTB MHAMBUIYanbHOM 3ammTel (3.1H. Hp 259, mom.
2173):

3AIIMTA JBIXATEJBHBIX ITYTEM: ne tpeGyerncs.

SAINUTA JJISI PYK: He TpeOyeThes

3AIIUTA I'VIA3 U JIMLIA : He TpeOyeTbcst

3AINUTA KOXKH: =e TpebyeThbes

9. h)I/BI/I‘IECKI/IE 1 XUMHUYECKHAE CBOMCTBA

9.1. OBIIUE UH®OPMALIUN
BUJI —xunkocts
3AIIAX —xapakTepHBbIi.

9.2. BAJKHBIE HH®OPMAIIUHU J1JIs1 BE3OITACHOCTH 310POBUS U CPEIbI
pH-14
TEMIIEPATYPBI
a)KMNITEHUS — oTcyTCTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTCTBHE JaHHBIX
C)BOCIINTAMEHEHHSI — otcyTcTBHE AaHHBIX
d)CAMOBOCIUTAMEHEHUSI — orcyTcTBHE JaHHBIX
I'OPIOYECTD —otcyTcTBUE TaHHBIX
B3PBLIBUATLIE CBOMCTBA— OTCYTCTBHE aHHBIX
OKUWCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JaHHBIX
YIIPYT'OCTb ITAPA — oTCyTCTBUE JAHHBIX
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OTHOCUTEJIbHAS TIJIOTHOCTb —1,055 + 0,002/cum®
PACTBOPMMOCTD

a)B BOJIE - nonxast

6) B OPTAHNYECKNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaH0/BOAA —OTCYTCTBUE IAHHBIX
BA3KOCTD —otcyrcTBHE JaHHBIX
I'VCTOTA ITAPOB — oTcyTcTBHE AaHHBIX
CKOPOCTbD NUCITAPEHUSI — otcyTcTBHE AaHHBIX

9.3. APYI'ME HHOOPMALIUN X
KODOOUINEHT ITEPEJIOMJIEHIS CBETA — 13,1 % Brix
" - yKasaHHbIH KaK % Bec. COAEPIKAHMs Caxapo3a B BOJHOM PacTBOpe

10. YCTOMYUBOCTH 1 PEAKTUBHOCTH
TIpoayKT B YCIOBUSIX NPABUIBHOTO XPaHCHUSI XUMHUYECKH YCTOHUYMBBIHA (CMOTPHIIIYHKT 7).

10.1. yCJOBUs, KOTOPBIX CJHEAYET U3BEI'ATD: cunbHO Harperble MOMENICHUs 0e3 BEHTWIIAIUH.3alIHIIATh
E€MKOCTH OT HPOJIOJDKUTEIBHOTO JICHCTBUS CBETOBOTO U3TYUCHHS.

10.2.MATE PUAJIBbI, KOTOPBIX CJIEAYET U3BEI'ATb: KUCITOTHI, CHJIBHBIC OKUCITHTEIIH

10.3.0ITACHBIE TIPOAYKTHU PA3JIOXEHUSA: orcyrcrBue

11. TOKCHKOJIOI'MYECKHUE NTH®OPMALIUU

IIYTHU IIOJABEPT AHUSI:

- ABIXATEJIBHBIE: B ciyyae npoAo/KUTENFHOTO HOABEPKACHUS Ha AEHCTBUE MpernapaTra 3a OTCYTCTBHS BEHTHIISALMU
MO>KET BBI3BaTh Pa3/pakeHNE BEPXHHUX JbIXaTENbHBIX MyTeH.

- IMIIEBBIE: B cityuae noTpebieHnsI MOXKET BBI3BaTh Pa3ApakeHHEe CIE3UCTHIX 000JI04eK.

- KOHTAKT C KOJKEM: B cirydae NpoJoIKUTENBHOTO JSHCTBHS MOJKET BHI3BIBATH PA3IpaKeHH.

- KOHTAKT C I''IA3BAMM: MOXeT BBI3BaTh pa3IpakeHUe CIE3UCTHIX 000I0UeK.

HHO®OPMAIIMN KACAIOINIUECS COCTABHBIX JJIEMEHTOB TIIPEITAPATA (corn  KAPTBI
XAPAKTEPUCTUKHU OTAEJBHOI'O CBIPbSI):

AHHOHOBbIE IOBEPXHOCTHO-AKTHBHBIE CPEACTBA:

IToreHIManbHO pe3koe JeiicTBUE Ha 30pPOBHE. OTCYTCTBHE COOOLICHUI O HEXKENAHBIX MOCJIESACTBUAX MIH KPUTHYECKHX
yrposax.

INorennmansHOE XpOHUIECKOE BO3ICHCTBIE Ha 3[0POBbE. OTCYTCTBUE NAHHBIX.

Henonnblie NOBepPXHOCTHO AKTHBHBIE CPEICTBA!

IIpomykT KIaccupUIUPOBaH KaK BPEIHBIH B cirydae noTpebiienus. [IpononknTensHbIi Wi MHOTOKPATHBIN KOHTAKT C
KO>KeH MOJKET BBI3BIBATH JIETKHE pa3pakeHns. B ciaydae KOHTaKTa C Ti1a3aMy MOKET IIPUHTH K CEPHO3HBIM ITOBPEXKCHHUSM,
Jla)Ke HEBO3BPAI[AEMBIM.

Pe3kast TOKCHYHOCTB: TiepopasibHo: LD50<2000mr/kr

Docharsl:

Peskas TOKCHYHOCTB:

LD50 3129wmr/xr (kpbica, IepopaibHO)

LD50 > 7940mr/kr (KpoJuK, KOXa)

He BbI3bIBacT pa3apaxeHUH KOKH U r1a3 (KPOJIHK)

MyrtarenHoe feiicTBue: TecT AMeca OTpUIaTeNbHBIH

IIpomykT MOXeT BBI3BIBATH pa3Ipak€HUs CIE3UCTHIX 000JIOUYEK NBIXaTENBHBIX ITyTeH, pa3IpakeHne W MOKPACHCHUE KOXKH,
pasgpaxkeHue ria3 ( Ipy MPOJODKUTEIEHOM KOHTAKTe MOYKET IPUBECTH K BOCHIATICHHE CIC3UCTON 000I0UKY II1a3).
3anaxoBasi komno3unus (Limonene ):

OTCYTCTBHE JaHHBIX

12. 3KOJOI'NYECKHE UHOOPMAIIUU

IToBEepXHOCTHO- aKTUBHBIE CPEACTBA COAEPKUMBIE B IIPENapaTe BBIMOIHAIOT KPUTEPHN OHOAErpa 0BalIbHOCTH COTTACHO
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Vkazauust EC 648/2004m0 meny IeTepreHTos.

JAHHBIE KACAIOIUECS CBIPBS (corn KCHNSCh):

AHUOHOBbIE MOBEPXHOCTHO-AKTHBHbIE CPEICTBA:

He BbUIMBATH B IOBEPXHOCTHBIE BOIbI, KAHAIM3AIMIO M [IOYBBI.

TToBepXHOCTHO- aKTHBHBIE CPEJICTBA COJEPIKAIOIIUECS B TOM MPOYKTE BBIMOIHSAIOT KPUTEPHH OHOIETPaUPYEMOCTH
cornacHo Posnopsmkernto EC 648/2004kacarorieMycst 1eTepreHTOB.

Henonnble NOBEPXHOCTHO AKTHBHbIE CPEICTBA:

IToBepXHOCTHO- aKTUBHBIE CPECTBA COACPIKUMBIC B MPENapaTe BHIIOIHIIOT KPUTEPHH OHOIErpa 0BalbHOCTH COTTIACHO
Vkazanust EC 648/2004m0 meny 1eTepreHTos.

Buonerpanamms >60%co3naBanue CO 5, 70%penykius DOC —nerko moasepraercst OMOIOTHYESCKON JeTpaIaliy.
BerectBo KiIacCH()UIIMPOBAHO KaK OMACHOE JJIsl OKPYKAIOUIEH CPejibl, TOKCHYECKOE JUISl BOJHBIX OPraHM3MOB.
DochoHaTbI

Tokcuynocts st peio: LCO 1600mr/n/48 4 (L. idus)

Tokcuunocts st adueii: EC50 1150ur/n/244 (Daphnia magna)

Tokcuunocts st gadueii: EC50 > 1000ur/n/34 (akTuBHBIH w1).

B 3aBucuMoCTH OT KOHIIGHTpanuu (Hocdatsl COCOOCTBYIOT 3yTpodHU3aLiK BOAHBIX pe3ePBYapoB.

3anaxoBasi komno3unusi (Limonene, Hexyl cinnamal, Linalool, Citral, Geraniol):

B ciydae BBeieHHs B COOTBETCTBEHHO HU3KOW KOHLIEHTPAIMHU B OMOIIOTHYECKYIO OUUCTHYIO CTaHLIMIO HE HAJI0 0)KUATh
HapyLIeHUi paboThl aKTHBHOTO OCAJIKa.

13. HOBEJEHHME C OTXOJAMHA

OCTATKH WJIN OTXO/JbI:

He cMemmBarh mpenapar ¢ IPYIHMH KUAKAMH oTxoxamu. He ypamsite B KaHanu3auuio. IIpOJYKT CIEAyeT MOJHOCTHIO
YIOTPEOUTD COTJIAaHO PEKOMEHIALMH, HOCKOJIbKY 3TO HEBO3MOXKHO MPOJYKT HJIM OCTATKH IIPOIYKTa JOJKHBI OBITH YAAJICHBI
KaK 0COOBIE OTXO/IBL.

Konx onxona u Bun: 07 06 04 —pyrue opraHmdecKie pacTBOPUTENH, PACTBOPHI OT IPOMBIBAHHS M MATOYHBIC XKHUIKOCTH.
Knaccudukarms koga 0TXoAa 1 BUJ corjiacHo ykasanus Mununctpa Cpenst ot aust 27 centsops 2001rona no meny xaranora
orxomos (3. In. Hp 112y101.1206 ).

YITAKOBKMU:

3arpsi3HEHbIE YIIAKOBKU CIIEAYET MOJHOCTBIO OIPOXKHHUTH. [IOPOXKHIO YHMAKOBKY BBINOJIOCKATh HECKOJBKO pPa3 BOJOH,
KOTOPYIO IIPUMEHUTH TaK Kak rpenapar. [I0OpoXKHIO yIIaKOBKY MOYKHO XPaHUTh B EMKOCTSX HPEIHA3HAYCHBIX U1 COOUpaHus
YIAKOBOK M3 IIACTMAC WIIH TIepeiaTh CIeHHaTN3MPOBAHHOMH GuUpMe [UIs yTHIN3aLHH.

Cobmopare mpaemiia 3akona ot jaus 27 anpens 2001 r. o orxomax (3.0u. Hp 62, mon.628) ¢ mocnenoBarenbHbIMU
U3MCHEHUSAMH.

Cobmmonars mpasuia 3akona ot aHs 11 mas 2001 r. o ynmakoBkax W ymakoBo4yHbiX orxonxax (3.1u. Hp 63, mon.638) c
HOCJIeI0BATEIbHBIMU H3MEHEHUSIMH.

Kox orxona u Bua: 15 01 02ymakoBKy U3 TuiacTMac.

14. TH®OPMAIINU O TPAHCIIOPTE
BBICBUIOUHOE HA3BAHME : TopEFEKT ® SOP

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

HOMEP UN: He kacaetcs

[IPEJIOCTEPET AIOIIAS] HAKJIEMKA: ne kacaercs

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUM

Hacrosiiyro KapTy XapakTepuCTHKH 0(pOPMICHO Ha OCHOBAHUH CIICAYIOLIMX [IPABOBBIX MPEANHCAHHIL:
- 3akon ot aust 11staBaps 2001r. 0 xuMuYeckux BemiecTBax u npenaparax (3. Iu. Hp 11, mon. 84 ¢ u3MeHeHUAMH).
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- Pacnopsimxennss Mununcrpa 3mgopoBbst oT ausi 28 cenrsiops 2005 . mo feny crucka ONAacHBIX BELIECTB BMECTE € HX
kiaccudukanvei u 3axneiimenneM (3. Iu. Hp 201mon. 1674u 1675).

- Pacniopsimxennst Munuctpa 310poBbst ot qust 3 urosst 2002r. 1o ey KapThl XapakTepUCTHKU XUMHYECKOrO BEILEeCTBa U
omnacHoro npenapara (3./]1. Hp 2, mox.8).

- Pacmopsimkennst Munuctpa 310poBbst oT aHsi 2 centsiops 2003 r.mo neny kputepuedl W KiacCUPUKALNK XUMHISCKHX
Bentect U npemnaparos (3.JlH. Hp 171pon. 1665u 1666)takxke Pacropskenus MunucTpa 310poBbst OT IHS 29 HOSIOPst
2004r. oT™MeHsoLIee PACTIOPSIKEHHUS [0 JIeTy KPUTEPHEB U KilacCH(HUKAIMKH XMMHIECKHX BeriecTs U npenaparos (3.0x.Hp
243,noi1. 2440).

- Pacopsymkennst Musunctpa 310poBbs oT aHs 2 ceHTsi0pss 2003 1. 1o ey 3aKiieHMHEHHsI YITAKOBOK OIACHBIX BEILIECTB M
npenaparoB (3. JIu. 2003, up 173, mon. 1679) taxxe Pacnopsvkenus Munuctpa 310poBbs oT aHs 9 Hosiops 2004
I.OTMEHSIIOIIEE PACIIOPSDKCHUS 10 ISy 3aKJICHMEHHMs! yIIaKOBOK OIACHBIX BEILECTB M OMacHbIX npenapartos (3. Ju. 2004,1p
260,1m011.2595).

- Pacnopsmkenuss Munncrtpa 3mopoBbs oT aHs 14 asrycra 2002 r.aio gemy 00S3aHHOCTH TNIPEIBSBICHUS 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 uHbOpPManuH O OMAcHBIX Mpenaparax, M
KOTOPBIX HE TpeOyeTcs peabsBIeHus KapThl Xapakrepuctuku (3. Ju. Hp 19,mon. 1701).

- 3akoH ot aHst 26 moHs 1974r., Kogeke 3akonos o Tpyze (3.101. Hp 21 ot 1998p. ITon. 94).

- Pacnopsypkennst Munncrpa Xossiictsa u Tpyzna ot must 5 mions 2004 r. o meny orpaHnYeHHil, 3alpeToB WM yCIOBUI
MPOU3BOJICTBA, 00OPOTY MM PHUMEHSHHUS OMACHBIX BELIECTB TAKXKE CoJeprKatolmx ux mpoaykros (3.0u. Hp 11,mon. 1762)
takxke Pacropsmkenuss Munuctpa XoszsiictBa u Tpyna ot mus 21 deppans 2005r. (3. Qu. Hp 11, non.1962) raxxke
Pacniopsixennss Munuctpa Xossiictsa u Tpyaa ot aust 21 ¢pespanst 2005r. (3. du. Hp 39, m0m1.372),0t1 aust 4 urons 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 PACHIOPSUKEHHS 110 ey OTPaHHYCHHUH, 3aNPETOB WK YCIOBHI MPOU3BOJICTBA,
000pOTa WM IPUMEHEHHUS ONACHBIX BEIIECTB TAKXKE COAEPIKALINX UX NIPOJYKTOB.

- Pacniopsipxenns (EC) up 648 /2004EBporeiickoro ITapinamenrta u Cosera ot aus 31 mapra 2004r. 10 aeity A€TEpreHTOB
taxxe Pacropsmxenuss Komucun (EC) mp 907/2006r. ormenstome pacnopsyvkenus (EC) vp 648/2004 EBpomneiickoro
ITapmamenra n CoBera 10 i€y I€TEPreHTOM C IeJbIo IpuMeHeHus ero npuioxennit |l u VII.

- Pacnopsyoxenus (EC) up 1907/2006 Esponeiickoro ITapimamenra u Cosera ot s 18 mexabps 2006 r. mo ney
peecTpary, OLCHKH, [IPEIOCTABICHHS Pa3pelleHHil 1 IPUMEHIHUs orpaHndeHuii B chepe xumukatoB (REACH), coznanus
EBpormeiickoro ArenrcrBa XuMukaroB, oTMensitoiie aupekrusy 1999/45EC rtaxke orMmensione posnopspkeHus Cosera

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

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

3AKJEAMJIEHUE HA 3THUKETKE (cornacHo Posmopsikerns MunucTpa 3n0posus u OmecTBeHHO# 3a60T OT JHs 2
ceHTs10pst 2003r. 110 ey 3aKieMIICHHS YIIaKOBOK OMACHBIX BEIECTB M OAacHbIX mpenapatos (3. Ju. Hp 173,nois. 1679)
taoke Posnopsipkennst Munuctpa 3noposust ot 1Hs 9 HostOpst 2004r. 0TMEHSIOICEPO3IOPSHKEHHS 110 STy KICHMIICHHS
YIaKOBOK OIACHBIX BEIIECTBH omnacHbIxmpenapaos (3. In. Hp 2601101.2595).

S26 —3ATPS3HEHBI I'JIA3A CEMYAC JXKE ITPOMBITH BOJIBIIIMM KOJIMYECTBOM BOJIbI 1
OBPATUTBLCS 3A [TIOMOILBIO K BPAUY

S46-B CJIVUAE IIPOTJIOUEHM S CEMYAC JXE OBPATHCD 3A ITOMOIIBIO K BPAUY- [IOKAXHU YITAKOBKY
NJIN OTUKETKY.

S2 —-BEPEYb OT JIETE.

TOJIBKO IJIAA TPO®ECCUOHAJIOB

16. JPYI'HME HH®OPMAIIUN

Buiie ykazanuble nHpOpManuu pa3paboTaHbl HA OCHOBAHWH TEKYIETO COCTOSHUS 3HAHUH M KAacaloTcsl POAYKTa B B BUAY, B
KOTOpOMy HpHMeHseTcsl. JlaHHbIe Kacalomuecs 3TOro MpoyKTa H300paxkeHo ¢ LeNbI0 yYTeHHs TpeOoBaHHi O6€30II1acHOCTH, a
He obecrieueHust ero 0coObIX CBOMCTB. B cirydae, korja ycioBHs NPHUMEHEHUs Mpenapara He HaXOIATCS MO KOHTPOJIEM
MPOU3BOJUTENS, OTBETCTBEHHOCTH 3a O€30MacHOe MPHUMEHEHUE MpernapaTa mojaraeTcs Ha oJjb30BaTels.

PoGoTtonaTens 3000Bs13aHbI COOOIIUTE BCeX pabo4nX, KOTOpbIE UMEIOT KOHTAKT C IPOXYKTOM, O yrpo3ax M CPEenCTBax
JIMYHOH 3aIUTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPHUCTUKH.
Hacrosimsist kapTa XapakTepHCTHKH Obula pa3pa0oTaHa Ha OCHOBAaHUM KapT XapaKTEPUCTHKH CHIPbell 3HAXOMAIIUXCS B
COCTaBe MperapaTa IOCTaBJICHBIX IPON3BOJUTEISIMU Takke HA OCHOBAHHH JEWCTBYIOMINX HPABUJI OTHOCSIINXCS K ONACHBIM
BEIIIECTBAM U XMMHUECKUM MpenapaTam.
Krnaccudukarmio npenapara CoBEpIIeHO HA OCHOBAHINH MAaKCHMAJIbHBIX KOHIIEHTPAIMH OMACHBIX COCTABHBIX 3IEMEHTOB.
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[TonHoe 3By4aHUe CHMBOJIOB TaKXKe BhIpaKeHUH R u3 myHkra 2:
Xn- Bpennsrit

N- OmacHBIH 17151 OKpYKatomIeH cpeas

R22 - Bpeano neicTByeT mocie nporiioyeHusl.

R41Puck cepiio3HOTO MOBPEkKICHHUS II1a3.

R50-Ouenp ToKCHYeCKH IEHCTBYET HA BOIHBIE OPTraHU3MEL.

[Moapo6Hble MPUHIMITEL IPUMEHSHKS IPENapara MOMENIEHO B TEXHUUECKON KapTe AOCTYIHOM Ha caiite Www.tenzi.pl

Obyuenue: Jluma, KOTOpbIe MPUHUMAIOT y4acTh B OOOpPOTE OMACHOrO Mpenepara JODKHBI ObITh 00y4deHbl B chepe
ToBe/ieHNs, 0e30MacHOCTH W THIHeHBl. BoamTenm cpeacTB NMepenBMKEHHS JOIDKHBI NEpeHTH OOydeHHE U MOIY4YHTh
COOTBETCTBEHHOE YIOCTOBEPEHHE coracHo TpeboBanuii npasmit ADR.

CpOK TOAHOCTH IMpenapara B HOPMAJbHBIX YCJI0BUAX XPAHCHUSA- 12 MeCALEB CO JHA U3IOTOBJICHUSA.

H3zmnenua omuocumensHo npedbloyuieii gepcuu:
- 00LLsIsT aKTyanu3alust. AKTyaIn30BaHHbIC KapThl JOCTYIHBI Ha HHTEPHETOBOM caiite WWw.tenzi.pl.

Kapra exuHBIi TOKyMEHT cofepsKaluil 7 CTpaHuIl.

Kapry opopmua: Monuka JKenkoscka.
Skarbimierzyce 16.07.20G7
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