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Kapra xapakTepuCTHKH OIAaCHOI0 XMMHYECKOI0 npenapara

Hara odopmirenns: 10.08.2000
[Hara akryanusauuu: 16.07.2007

1. WAEHTHOUKANOUA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATUA

1.1 Mpentnduxanus npenapara: TOpEFEKT ® DIAM

1.2 TlpumeHenue npenapata. Huskonensuuiics npemnapaT IS MBITbS U YXOAa 33 MOBEPXHOCTSIMH B MapKeTaXx,
CIIOPTUBHBIX 3a/1aX, NPEANPUATUAX NUIIEBON IPOMBILUIEHHOCTH, CTOJIOBBIX HE HMEIOMIMX HEMOCPEICTBEHHOTO
KOHTAaKTa C IUIICH.

1.3 Hnentudpuxamus npexnpusatus. TENZI O6. ¢ 0.0., 72-00Z]onye, Cxapoumexune 22,ten. +48 91 81 47 112, +48
606 147 576(redan Ienkans) >-maiins: 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. HNIEHTH®UKALUWA yI'PO3

ITpoayKT HE BBITIOJHSAST KPUTEPUH KaK pa3apa)karolvid U OTacHbIH 1Mo Pacnopsmkennn Muna#CcTpa 310pOBBS OT
nast 2 centsiopst 2003r. 110 BOMpoCy KPUTEPHiA U crmocoda KiacCupUKaIMi XHMMUYECKAX BEIICCTB U MPEIapaToB
(3.4u. Hp 171,mo11. 1665u 1666)

3. COCTAB 1 UHOOPMAIIUS O COCTABHBIX DJIEMEHTAX

HaunmenoBanune Konuentpanus Hp CAS Hp WE HnpexcHbIi CHuMBOJIBI Boipaxenus
BelllecTBA [% Bec.] HpP YIPO3bI R
AHHOHOBBIC <5 28348-53- 248- - - -
IIOBEPXHOCTHO-aKTUBHBIC 0 983-7

cpencraa

Heunonnsie <5 68515-73-| 208- Xi R41
IOBEPXHOCTHO 1 407-7

aKTUBHBIE CPEJICTBA

3anaxoBast --- --- -
kommno3unus (Benzyl

benzoate, Linalool)

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

4. NEPBAsI IOMOIb

HUHTAJISIIUOHHOE OTPABJIEHUE — B ciydae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallejsb,
YyBCTBO YAYIIBS, TOJOBOKPY)KCHHE) BBIBECTH MOBPEKIEHHOIO Ha CBEXHH B03ayX. Obecreunth 0€3yCHOBHBII MOKOH B
MO3ULIUH MOy IeXKaled Ui CUAsIIel, GU3NUecKoe HaNpsDKEHHE MOYKET BbIBATh OTEK JIErKMX. 3aIlMIIATh OT MOTEPH Teria.
BeI3BaTh MEAMAMHCKYIO TOMOIIb.

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

MOCJIE MTPOI'VIOYEHUSA — B cinydae morpebiaeHuss HE BBI3BIBATH PBOT. IlojmaTe AJist BHIMUTHS OOJBIIOE KOJIHMYECTBO
Boxsl.He naBats HeliTpamm3annonnsie cpeacra.  Ceifyac e 00paTUTHCS 32 TIOMOIIBIO K Bpady, IIOCKOJIBKY 3TO BO3MOKHO
MOKa3aTh STUKETKY.

5. NOBEJEHHME B CJIYYAE ITOKAPA
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[IPOAYKT HETOPIOYMIA..

CPEJICTBA JIJI1 OTHETYIIEHHASI CBOMCTBEHHBIE OTHOCHUTEJILHO BUJIA IPEIAPATA: noxaps! B
MPUCYTCTBUM TIperiapara TYIIUTh OTHETYHIINTETbHBIMU CPEJCTBAMI COOTBETCTBYIOIIUMH JIsl TOPIOUYEH Cpebl- BOJa, IIEHA.
CPEACTBA JJIs1 OTHETYHIEHUS, KOTOPBIE HEJIbB3S NPUMEHATH PAAU BE3OIACHOCTH: ne
HBECTHBIE CPEICTBA IS OTHETYIICHHS, KOTOPBIC HEJb3sI IPUMEHSITh.

OCOBBIE YI'PO3bI: npenapar Heroprouuii.

CPEJCTBA WHIAWBUIYAJIBHOM 3AIIUTHI IS MOXAPHUKOB: npumeHsTh CpeICTBA H30NUPYIONIHE
JbIXaTeNIbHbIE U OJIEXK Y YCTOWUUBYIO IO IEHCTBUSI XMMHYECKUX BEIIECTB.

JOBABOYHBIE UH®OPMAIIUU: B ciydyae moxkapa COOOLINTH JIMIA 3HAXOSIIMECs BOJIM3M IMOXKapa, YyOaluTh C
TEpPUTOPHH YTPO3bl MOCTOPOHHHE JHLA, coobumts [loxapuyro Komannmy. Ilockoibky 3TO BO3MOXKHO YAalUTh Oaku C
IpenapaToM Aaneko OT AeHCTBUS OTHS U BBICOKOH TeMmnepaTyphl. I1ocKOIbKY 3TO HEBO3MOXKHO OXOJ0KAATh OaKH, KOTOPBIE
3HAXOJATCS BOJIM3H OTHSI IIOCPEACTBOM CIIPBHICKUBAHUS CTPYyelo BOJbI. OCTaTKU MOCIE COMOKCHUS ODKHEI OBITH OJHOCTHIO
yIaJICHBI.

6. MNOBEJIEHHME B C1IYYAE HEHAMEPEHHOI'O YBOJIbHEHMUS B CPELY

CPEJCTBA JIMYHOM SAIUTHI: 3amuTHa ofexaa, annapaTt U30JIUPYIOLIUH JAbIXaTeNbHBE ITyTH, 3allUTHBIE NIEPUYATKH,
3alIATHBIC OYKH.
M36eraTh HEMOCPEICTBEHHOTO KOHTAKTA C KOXKEH U I1a3aMu; 00€CIIEYUTh COOTBETCTBYIOIIYIO BEHTHIISALIUIO.

MOBEJAEHMUE: B ciyuae HeHaMEepeHHOTO YBOJbHEHHS Ipernapara B cpeLy COOOLIUT O aBapuy TaKkKe yAaTUTh UCTOYHUKU
camoBocIIaMeHeHHsA. O0ecneunTs JTUBHENPUEMHUKHN dYepe3 UX oOBanoBaHUE, HE JOMYCTUTh N0 MepeOpaHus mpenaTtapa B
MIOBEPXHOCTHBIE U IPYHTOBBIE BOJIbI, H30€raTh HEMOCPEICTBEHHOIO KOHTAKTA C YBOJIbHAIOIIEMCS BemecTse. IlockonbKy 310
BO3MOXKHO YZQIHUTh BBIXOJ (3aKPBITh HPHUTOK JKUIKOCTH, YIUIOTHHTH, HOBPEKICHHYIO YIIAaKOBKY HOMECTHTH B IUIOTHOU
3aIUTHOW yIakoBKe). Bo Bpems OOJBIITO BBIXOJa MECTO HAKAIUIMBAHHUS JKUAKOCTH OOBAJIOBATH, COOPaHYI YKHIKOCTh
oTKa4aTh. MaJble KOJIMYECTBA PA3JIUTOrO MperapaTa MOChInaTh HECTOPAEeMbIM BITUTBHIBAIOIIMM MaTepHaioM (IIECOK, 3eMIIs,
OIMJIKK, MH(QY30pHAs 3eMIlsl, Pa3sMOJIOTBIA H3BECTSK), 3aTEM I[OMECTHTh B 3aKJICHMIICHOM BMECTHIIHIIC- HEpeiartb K
YTHIIH3ALUH. 3arps3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJEHME C IPENAPATOM U EI'O CKIIAZUPOBAHHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGoThl ¢ HpenapaToM HpeanosiaraeTcsi OCTPOKHOCTh. TpeOyemoe NPUMEHEHHE COOTBETCTBYIOLIMX CPEICTB
UHAWBUYaJIbHOM 3aIlIUThI- CMOTPU ITYHKT 8.

CMmemuBath HpenapaT UCKIIOUHTENBHO ¢ BOJoN. Hu B koeMm ciayuyae HE cMemMBaTh MpemnapaTta ¢ APYTUMU XUMHYECKHMU
IpenapaTamu.

JIuma ¢ mpepacnoaokeHneM K KOKaHOH aJulIepruy MM JbIXaTeNbHbIX ITyTeH He JOIKHBI IMETh KOHTAKTa C IPernapaToM.
W36erats noABeprHyTHS — I1epe ]t IPUMEHEHUEM 03HAKOMUTECS ¢ HHCTPYKIUEH 110 IPUMEHSHHN.

Iocne mpumeHeHNs EMKOCTD IUIOTHO 3aKPBITh, XPAHUTH JaJeKO OT HEYIIOJTHOMOUYCHBIX JIUII.

Bo Bpems paGoTel C mpenapatoM OOECIIEYUTH COOTBETCTBYIOLIYIO BEHTHJIALMIO IIOMENICHHS C LENIbI0 H30eTHYTHS
HHTAJSIIHOHHOTO OTPABJICHHSI.

7.2. CKJIAJUPOBAHUE

IIpenapaT XpaHUTh UCKIIOYUTEIBHO B OPUTMHAIBHBIX YIAKOBKAaX M3 IUIACTMACH! (BBICOKOro kadectsa mommdtiineH HDPE).
He nepenuBaTh B 3aMEHAIOMINE YIAKOBKU. EMKOCTH ¢ mpenapaToM XpaHUTh B CyXOM MOMEIIEHUH MIOTHO 3aKPBITBIMH, IPU
temmeparype +5 + 30°1] ¢ ucnpaBHON BEeHTHIIAIMEH, OCHALIEHOM JIETKO 3MBIBAEMBIM, HEHAMOKAIOUNM I10JIOM, YCTOHIHBBIM
K mEN0YX. 3allUIIaTh Ipenapar oT COJIHEYHOIO CBeTa TAakKe Tarla. XpaHUTh JAJIEKO OT HICTOYHUKOB CAMOBOCIUIAMEHEHUS U
OTKPBITOIO OTHS.

8. KOHTPOJb IMMOJIBEPTAHUS U CPEICTBA WHIAUBUIY AJBHOM 3ALIATHI
8.1. 3HAYEHMSA JOIMYCTHUMBIX CTYIIEHAM

TMapameTpbl KOHTpOIIs HoBpexaeHus (corn. Posnopsmkennss Munucrpa Pa6otsl nu O6uiecrBennoit Ionutuku ot aus 29
HostOpst 2002 1. (3.0u. Hp 217, moxn. 1833, ¢ mocnenosarensupiMu u3MeHeHussMu- 3.JIH. Hp 212, non. 1769 ot mus 10
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oktst6pst 2005r.)

AHHOHOBbIE TOBEPXHOCTHO-AKTHBHBIE CPENCTBA :

NDS, NDSCh: #e 0603HaueHO

HenoHHbIE IOBEPXHOCTHO AKTHBHBIE CPEICTBA:

NDS, NDSCh: #e 0603HaueHO

3anaxoBasi komno3uuus (Benzyl benzoate, Linalool):
NDS, NDSCh: #e 0603HaueHO

PexomMenmanuu kacaromuecs IpoIeaypsl MOHUTOPHHTA COXKEPKaHUsI ONTAaCHBIX BEIIECTB B BO3J[yXe- METOANKA H3MEPEHHIA:

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

- PN-89/Z-01001/06 Bamura uncrors Bo3ayxa. HaumeHnoBaHue, ONpeie/ieH s M eIUHUIBL. TEPMUHOIOTHS KaCAIOIasCst
UCIIeIOBaHHI KauecTBa BO3yXa Ha IIOCTaxX paboThl.

- PN-89/Z-04008/07 Bauura uncrotsl Bo3ayxa. Or6op 06pasios. [IpuHLKMIBEl 0TOOpa 00pa3oB BO3AyXa B Cpeiie paboThl
U UHTEpIpeTalys pe3yJbTaToB.

- PN-EN-689:2002 —Bo3ayx Ha mocTtax paboTbl- J{UPEKTHUBBI OLEHKH HHTASILHMOHHOIO MOJBEPTHYTHSI XHMHUECKUM
(haxTOopaM uepe3 CpaBHEHHE C JOIMYCTUMBIMH 3HAYCHSIMU U CTPATETHsl H3MEPCHUMH.

IIpumeuanne: Korma crymeHue BemecTBa OIPEASNICHO W M3BECTHOE, OTOOP CPENCTB MHIMBHAYATLHOH 3aIUTHI CIEXyeT
COBEpIaTh yYHTHBAs CTYIICHHE BEIIECTBA, KOTOPOE 3HAXOMUTCS HAa JAHHOM IIOCTY pabOTHI, BpeMs JKCIO3ULUH TaKKe
JEHCTBUI BRIONHIHBIX pabouuM. B aBapuifHOI cuTyaryuu, MOCKOJIBKY CTyIICHHE BEIIeCTBa Ha IIOCTY PabOTHI HE U3BECTHOE,
HPUMEHATH CPEICTBA MHINBHUYaJIbHON 3aIlUThI CAMOTO BHICOKOTO KJlacca 3allUThI.

8.2. CPEJICTBA UHJIUBUYAJBHOM 3AIIUTHI

[Tpumensemble cpencTBa HHANBUAYAIBHOM 3alUThI TOJDKHBI BRITOIHATH TpeOoBHUS Po3nopsmkenns Munuctpa Xo3siicTa
ot aus 21 nexabpst 2005110 10 /ey OCHOBHBIX TPeOOBAaHMI Ui CPEACTB MHIMBUIYalnbHOI 3amuThl (3.0, Hp 259, nom.
2173):

3AIATA IBIXATEJBHBIX ITYTEM: e Tpe6yeThes.

SAINUTA JJISI PYK: He TpeOyeThes

3AIIUTA I'JIA3 U JIMLIA : He TpeOyeThest

3AHIUTA KOXKHU: He TpeOyeTbes

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

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

9.2. BA’KHBIE HHOOPMAILIUN JJI51 BE3OITACHOCTH 31JOPOBUS U CPEJIbI
pH-14
TEMIIEPATYPBI
a)KUITEHUSI — oTcyTCTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTcTBHE JaHHBIX
¢)BOCIINTAMEHEHUSI — orcyTcTBHE AaHHBIX
d)CAMOBOCIUUTAMEHEHUSI — orcyTcTBHE JaHHBIX
T'OPIOYECTD —otcyTcTBHE HaHHBIX
B3PbIBUATHIE CBOMCTBA— OTCYTCTBHE JAHHBIX
OKUCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JAHHBIX
VIIPYT'OCTb ITAPA —oTcyTCTBUE JaHHBIX
OTHOCUTEJIbHAS TIJIOTHOCTB — 1,010 + 0,002/cum®
PACTBOPMMOCTD
a)B BO/IE - monnast
6) BOPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaHo1/BOAA —OTCYTCTBUE AHHBIX
BA3KOCTD —otcyrcTBHE AaHHBIX
I'VCTOTA ITAPOB —oTcyTcTBUE JaHHBIX
CKOPOCTbD UCITAPEHUS — orcyTcTBUE NaHHBIX

9.3. JPYT'HME HHO®OPMALIUN X
KODOOUIMEHT ITEPEJJIOMIJIEHUS CBETA —6,4 % Brix
- YKa3aHHbIH Kak % Bec. coepiKaHus caxapo3a B BOJHOM PacTBOpE
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10. YCTOMYUBOCTb U PEAKTUBHOCTH
IIpoayKT B yCIOBUSIX MPABUIBHOTO XPAHEHHUSI XUMUIECKH YCTOMNYMBEI (CMOTPH:IIYHKT 7).

10.1. YCJIOBUS, KOTOPBIX CJIEAYET U3BEI'ATD: cunbHo Harperble moMenieHHs 0Oe3 BEHTHIISALUH.3AI[HIIATH
€MKOCTH OT TIPOJOJDKUTEIILHOTO JISUCTBUS CBETOBOTO M3JIyUCHUS.

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

10.3.0ITACHBIE TIPOAYKTHU PA3JOXEHUS: orcyrcrBue

11. TOKCUKOJOI'MYECKHE HH®OPMALINU

IIYTH NIOABEPT AHUS:

- ABIXATEJIBHBIE: B ciyuae npoAo/KHTENIbHOIO HNOABEPKACHUS HA ACHCTBUE Mpenapara 3a OTCYTCTBHs BEHTHIIALIUU
MOXET BBI3BaTh Pa3fpa)KeHHEe BEPXHUX JIIXAaTEIbHBIX ITyTeH.

- IUIIEBBIE: B ciiy4yae noTpe0dieHus: MOKET BBI3BAaTh Pa3ApaKeHUE CIC3UCTHIX 000I0YEK.

- KOHTAKT C KOJKEM: B cityuae Npo0IDKUTENBHOTO JCHCTBHS MOXKET BBI3bIBATH PA3IPAKCHHUS.

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

NHO®OPMAIIMN KACAIOIIUECS COCTABHBIX JJUEMEHTOB TIIPEITAPATA  (corn  KAPTBI
XAPAKTEPUCTHUKH OTAEJIBHOI'O CBIPbBSI):

AHHOHOBbIE TOBEPXHOCTHO-AKTHBHBIE CPECTBA:

IoreHnmansHO pe3koe AeiicTBHE Ha 30POBHE. OTCYTCTBHE COOOIIEHHUIT 0 HEXENaHBIX MOCIEACTBUSIX HIIH KPUTHIECKHX
yrpo3ax.

IToTeHnnanbHOE XPOHHYECKOE BO3/AEIHCTBHE HA 3J0POBbE. OTCYTCTBHE JTaHHBIX.

HenonHble NOBEPXHOCTHO AKTHBHBIE CPEJCTBA:

ITpoaykT kinaccu(pUIMPOBAHHBIA KaK BPEAHBIH B ciiydae noTpebieHust. [IpoaomKUTeNnbHbIN UM MHOTOPA30BbIil KOHTAKT C
KOXeHW MOJKET BbI3BATh €€ pa3zapaxeHue. B cilyuae KOHTaKTa C IJ1a3aMy MOXKET NIPUMTH K CEPbE3HBIM MOBPEXKACHUAM, 1aXKe
HEOTBPAaTHUMBIM.

Peskast TokcruHOCTh: LD50 < 2000mr/kr (mepopajbHo).

3anmaxoBasi komno3unusn (Benzyl benzoate, Linalool):

OTcyTCTBHE TaHHBIX.

12. 9KOJOI'MYECKHE NHO®OPMAIINN

TToBepXHOCTHO- aKTHBHEIE CPEJICTBA COAEPKUMBIE B IIPENapaTe BHIMOIHIIOT KPUTEPUH ONOAErpaoBaIbHOCTH COTTIACHO
Vkazanus EC 648/2004m0 neny neTepreHTos.

JAHHBIE KACAIOIIUECS CBIPBS (corn KCHNSCh):

AHHOHOBBIE IOBEPXHOCTHO-AKTHBHbBIE CPEICTBA:

He BbUIHBATH B TOBEPXHOCTHBIC BOJIbI, KAHAIM3ALMIO U [TOYBHI.

[ToBEpPXHOCTHO- aKTUBHBIC CPEACTBA COACPIKAFOIINECS B TOM HPOAYKTE BHIOIHSIOT KPUTEPHH OHOAETPaipyEeMOCTH
cornacHo Posnopsmkernio EC 648/2004kacarorieMycst 1eTepreHTOB.

HenoHHbIe NOBEPXHOCTHO AKTHBHBIE CPE/ICTBA:

PasTBOpsieTcst B BOJIE, JICTKO MO/ABEPraeTcsi Ononorndeckoit aerpananuu, Boigeneane CO,— 70%,

BZTs/ChZT > 60%rocie 28 nueit

EKOTOKCHYHOCTB:

-pbI0BI- LC50 > 100mr/n

-6akrepan- ECO > 10Qvr/xn (test OECD 301)

3anmaxoBasi komno3unus (Benzyl benzoate, Linalool):

B city4ae BBeJCHHS B COOTBETCTBEHHO HU3KOIl KOHLIEHTPALMH B OMOJOTHYECKYI0 OUYHCTHYIO CTAHIMIO HE HAJI0 OKHIATh
HapyLIeHN# paboThl aKTHBHOT'O OCA/IKa.

13. TTOBEJAEHHE C OTXOJAMH
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OCTATKH WU OTXO/bI:

He cmemmBaTh mpenapar ¢ IPYTMMH JKHUIKMMH oTXozamu. He ynanars B kaHaim3auuio. IIpopykT ciemyeT MOJHOCTBIO
YHOTPEOUTD COTJIAaHO PEKOMEHIALMH, OCKOIbKY 3TO HEBO3SMOXKHO NMPOJYKT MJIM OCTATKH IIPOJYKTa JOJDKHBI OBITh YAAJICHBI
KaK 0COOBIE OTXO/BI.

Kox onxona u Bun: 07 06 04 —-apyrue opraHudecKe pacTBOPUTENH, PACTBOPHI OT IPOMBIBAHHS H MATOYHBIC KHUIKOCTH.
Kraccudukanms xoma 0TXona M BUJ coryiacHo ykasanus Munnctpa Cpenst ot qust 27 centsopst 2001rona o nemy xaranora
orxonos (3. In. Hp 1125101.1206 ).

YITAKOBKMU:

3arps3HeHble YIIaKOBKM CIEYeT IOJHOCTBIO OHPOXKHUTH. [IOPOXKHIO YIAaKOBKY BBIIOJOCKAaTh HECKOJIBKO pPa3 BOJIOH,
KOTOPYIO IPUMEHHUTH TaK Kak npenapar. [IopoxHIO yIaKOBKY MOXHO XPaHUTbh B €MKOCTSIX IIPEIHA3HAYEHBIX U1 COOMpaHNUs
YIaKOBOK M3 IUIACTMAC WIIH TIepesiaTh CIeLHAIN3UPOBAHHOH (pUpMe JUIs yTHIN3ALHH.

Cobmomare mnpaemiia 3akona ot jaus 27 anpens 2001 r. o orxomax (3.u. Hp 62, mon.628) ¢ mocnenoBarenbHbIMU
HM3MEHEHUSIMHU.

Cobmonars mpapuiia 3akona ot aHs 11 mas 2001r. o ynakoBkax M ymakoBo4yHbiX orxonax (3.u. Hp 63, mon.638) c
TIOCJIEIOBATEIEHBIMU H3MEHEHUSIMU.

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

14. HHOOPMAIUU O TPAHCIIOPTE
BBICBUIOUHOE HABBAHUE : TopEFEKT ® DIAM

KJIACC OITACHOCTHU B TPAHCIIOPTE COI'JI. ADR/RID: e xacaercs
I'PVIIIIA YITAKOBAHMUSI: He kacaetcs

HOMEP UN: He kacaetcs

[IPEJIOCTEPET AIOIIASI HAKJIEMKA: ne kacaercs

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUI

Hacrosuyto kapTy XapakTepUCTHKH 0()OPMIICHO Ha OCHOBaHHH CJIEIYIOLINX MTPABOBbIX IPEANHCAHHNA!

- 3akoH ot aust 11saBaps 2001r. 0 xumMuYeckux BemectBax U npenaparax (3. x. Hp 11, momn. 84 ¢ u3sMeHeHUAMH).

- Pacnopsiokennss Munncrpa 3mnopoBest oT s 28 centsiops 2005T. mo femy crmcka ONAacHBIX BEIIECTB BMECTE € HMX
kiaccudukanuei u 3axneiimenneM (3. Iu. Hp 201p01. 1674u 1675).

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

- Pacropsimkennst Munuctpa 310poBbst oT aHs 2 centsiops 2003 r.mo neny kputepuedl W KiacCUPUKALNH XUMHYSCKHX
Bentect U npemnaparos (3.JlH. Hp 171pon. 1665u 1666)takxke Pacropskenuss MunucTpa 310poBbst OT IHS 29 HOSIOPst
2004r. oT™MeHsoLIee PACTIOPSIKEHHUS [0 JIeTy KPUTEPHEB U KilacCH(HUKAIMH XMMHIECKHX BerecTs U npenaparos (3.0x.Hp
243, 011. 2440).

- Pacopsymxennss Munuctpa 310poBbst oT qus 2 centsiopss 2003r. mo meny 3akieMHEHHs] yIaKOBOK OINACHBIX BEIIECTB U
npenaparoB (3. JIu. 2003, up 173, mon. 1679) taxxke Pacnopsvkenus Munuctpa 310poBbs oT aHi 9 Hosiops 2004
I.OTMEHSIIOLIEE PACIIOPSDKCHUS 110 eIy 3aKJICHMEHHMs! yIIaKOBOK OIACHBIX BEIECTB M OMacHbIX mpenapartos (3. Ju. 2004,1p
260,1m0:1.2595).

- Pacnopsmkenuss Munncrtpa 3mopoBbs oT aHs 14 asrycra 2002 r.aio gemy 00S3aHHOCTH TNIPEIBSBICHUS KapThl
XapaKTePUCTHKH HEKOTOPBIX MPENapaToB HEeKIacCH(PUIMPOBaHHbBIX Kak onacHsie (3. [{u.Hp 142,mon. 1194).

- Pacnopsipkennst Munuctpa 3n0poBbs ot nus 17 sBaps 2003 1. nmo meny uHbOpPMAanuM O OMAcHBIX Mpenaparax, M
KOTOPBIX HE TpeOyeTcs mpeabsBiIeHHs KapThl Xxapakrepuctuky (3. Ju. Hp 19, non. 1701).

- 3akoH ot aHst 26 mons 1974r., Koneke 3akonos o Tpyze (3.101. Hp 21 ot 1998p. IToin. 94).

- Pacnopsypkennst Munncrpa Xossiictsa u Tpyzna ot mus 5 mions 2004 r. 1o meny orpaHnYeHHi, 3alpeTOB WM yCIOBUI
MPOU3BOJICTBA, 00OPOTY MM MPHUMEHSHHUS OMACHBIX BELIECTB TAKXKE CoJeprKarolmx ux npoaykros (3.0u. Hp 11,mon. 1762)
takxe Pacropsimpkeruss Munucrtpa Xossiictea u Tpyna ot mas 21 despans 2005r. (3. du. Hp 11, non.1962) rakxke
Pacniopsixennss Munuctpa Xossiictsa u Tpyaa ot aust 21 ¢pespanst 2005r. (3. du. Hp 39, m0m1.372),01 aust 4 urosns 2006r.
(3. An. 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 PACHOPSUKEHHS 110 ey OTPaHHYCHHUH, 3aNPETOB WK YCIOBHH MPOU3BOJICTBA,
000poTa WM IPUMEHEHHS ONIACHBIX BEIECTB TAKKe COAEPMKAINX UX HPOTYKTOB.

- Pacniopsipxenns (EC) up 648 /2004EBporneiickoro ITapinamenrta u Cosera ot aus 31 mapra 2004r. 10 aeiy AE€TEpreHTOB
taxxe Pacropsmxenuss Komucun (EC) mp 907/2006r. ormensiome pacnopsyvkenus (EC) vp 648/2004 EBpomneiickoro
ITapmamenra n CoBera 10 eIy I€TEPreHTOM C IeJbI0 IpuMeHeHus ero npuioxennit |l u VII.
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- Pacnopsyoxenus (EC) up 1907/2006 Esponeiickoro ITapimamenra n Cosera ot s 18 pmexabps 2006 r. mo nemy
peecTpaiyu, OLCHKH, [PEIOCTABICHHS pa3pellieHuii 1 IPUMEHsIHUs orpaHndeHuii B chepe xumukatoB (REACH), coznanus
EBporneiickoro ArenrcrBa XuMukaroB, oTMensitoiie aupektusy 1999/45EC rtaxke orMmensitone posnopspkeHus Cosera
(EDC) up 793/93 u posnopskernst Komucun (EC) Hp 1488/94,take nupexkruBy Cosera 76/769EDC u aupekTuBy
Komucun 91/155EDC, 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 mpenapartos (3. Ju. Hp 173,noi. 1679)
taioke Posnopsipkenust Munuctpa 3noposust ot nHst 9 HostOpst 2004r. OTMEHSIOIICePO3IOPSHKEHHS 110 ACTY KICHMICHHS
YIaKOBOK OIMACHBIX BEIECTBH onacHbixnpenapaos (3. Iu. Hp 2605101.2595).

S26 —3AT'PI3HEHBI I'JIA3A CEMYAC JKE [TPOMbITH BOJIbIINM KOJIMYECTBOM BO/IbI U
OBPATUTHCA 3A TIOMOIIBIO K BPAUY.

S46-B CJIYUYAE ITPOTJIOYEHUS CEMYAC KE OBPATUCH 3A TIOMOIIBIO K BPAUY- ITOKAXH YITAKOBKY
NJIN OTUKETKY.

S2 —-BEPEYb OT JIETEI.

TOJIBKO IJIAA TPOGECCUOHAJIOB

16. JPYI'HE HH®OPMAIIUN

Buuie ykazannble HHpOpManuy pa3paboTaHbl HA OCHOBAHWH TEKYIETO COCTOSHMS 3HAHUH M KacaloTcsl NMPOAYKTa B B BUAY, B
KOTOpOMy HpHuMeHseTcsl. JlaHHbIe Kacalomuecs 3TOro MpoayKTa H300paxkeHo ¢ LeNbI0 yYTeHHs TpeOoBaHui O6€30IT1acHOCTH, a
He o0ecredeHns! ero ocoOBIX CBOWCTB. B cirydae, korna ycioBHsI NMPUMEHCHUs IIperapara He HaXOZATCS IOJ KOHTPOJIEM
TIPOHM3BOIUTENIS], OTBETCTBEHHOCTS 3a 0e30IacHOe IIPUMEHEHHe Ipernapara MolaraeTcs Ha IMoJIb30BaTelsl.

PoGoTtomaTens 3000Bs3aHbI COOOIIUTE BCeX padodnX, KOTOpbIE MMEIOT KOHTAKT C IPOXYKTOM, O yrpo3ax M CPEenCTBaxX
JIMYHOHN 3aIWTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPHUCTUKH.
Hacrosusis kapra XapakTepUCTHKH OblLia pa3paOoTaHa Ha OCHOBAaHWM KapT XapaKTEPUCTHKH ChIPbEH 3HAXOILIUMXCA B
COCTaBe MpemnapaTa MOCTaBJIEHBIX MPOU3BOJUTEISIMU TAKKE HA OCHOBAaHUH JEHCTBYIOMINX MPABUI OTHOCSAIIUXCS K OTIACHBIM
BEIIIECTBAM U XMMHUECKUM MpenapaTam.
Kraccudukarmio npenapara COBEpIISHO HA OCHOBAHMM MaKCHMAJIbHBIX KOHIIEHTPAIMH OMACHBIX COCTABHBIX 3IEMEHTOB.

ITomHOE 3By4aHUC CUMBOJIOB TaKXKE Bpra)KeHI/Iﬁ R us ITYHKTa 2.
Xi — Pazgpakarouuii
R41-Puck cepiio3HOro NOBPEXICHUS IJ1a3

HOZ[DO6HLIC TPUHIUIIEI IPUMEHSHHS TIperapaTa IMOMEIEeHO B TEXHUYECKON KapTe IOCTYITHOW Ha cailTe WWW.tenZi.pI

Obyuenue: Jluma, KOTOpble MPUHHAMAIOT y4acTh B OOOpOTE OMACHOrO Ipenepara JODKHBI ObITh 00y4deHbl B cdepe
HOBEACHHUs, OE30MaCHOCTH W TUTHEHbl. BOIMTENN CPEACTB MNEpEeIBMIKEHHS [OJDKHBI NMEpedTH oOydeHHe M IIOJIYy4YHTb
COOTBETCTBEHHOE YIOCTOBEPEHHE corylacHO TpeboBanuii mpasui ADR.

CpOK TOAHOCTH IMpenapara B HOPMAJbHBIX YCJI0BUAX XPAHCHUSA- 12 MeCALEB CO JHA U3rOTOBJICHHUSA.

H3mnenusn omuocumenbHo npeovloyuieil 6epcuu.
- o0Isst aKTyamu3anus. AKTyaan30BaHHbIE KAPTHI IOCTYIHBI HA HHTEPHETOBOM caiire Www.tenzi.pl.

Kapra enuHblil TOKYMEHT coaepiaiiuii 6 cTpaHu.

Kaprty odopmuna: Monuka XKenkoscka.
Skarbimierzyce 16.07.20G7
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