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1. MIAEHTHOUKANOUWA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATHUA

1.1 Hnentuduxanus npenapara: DE-ZAL

1.2 TNpumenenue npenapara: IIpenapar npeaHa3sHAYCHHBIH sl THTUCHUYECKON U XUPYPTUUECKOW aHTHCENTUKU PYK.

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) >-maitns: tenzi@tenzi.plwww.tenzi.pl

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

2. MIAEHTHUOUKALUA YI'PO3
IIpenapar kmaccuGUIMPOBaHBINA KaK OMACHBIA COTIIACHO JICUCTBYIOIINM IPaBUIIaM.

F —IIpomyKT BBICOKO JIETKOBOCILIAMEHSIOIINICS

Xi — Pazapaxarouuii.

R11 —IIpoxyKT BEICOKO JIETKOBOCILIAMEHSIOIIUICS

R36 -Pazgpaxaer riasa.

R67 —Ilapsl MOTYT BBI3BATh BIIEYATIICHHE COHIIUBOCTH U TOJOBOKPYKCHUE.

S7 —XpaHHUTh BMECTHIIMIIE [UIOTHO 3aKPBITHIM

S16 —He xpaHUTh BMECTIITHIIE BOJIN3M HCTOYHUKOB BOCIUIAMEHEHUS — HE KYpPHTh Tabaka

S26 -3arps3HeHbIC I1a3a Ceifuac JKe MPOMBITH OOJIBIIMM KOJHYECTBOM BOJIBI M OOPATHTHCS 3a MOMOIIBIO K
Bpauy

S2 —bepeus ot aerei

3. COCTAB 1 HH®OPMAILIUS O COCTABHBIX DJIEMEHTAX

HaumeHnoBanue Konuenrpanus Hp CAS Hp WE HnpexcHblii CumBoabl | Bpipamkenus

BelllecTBa [% Bec.] HpP YIPO3BI R

JlurnrokoHan 2,2 18472-51-0 242-354- Xi, N R36/37-50/53

XJIOXEKCHIMHBI 0

W3o-npononon 58 67-63-0 200-661- | 603-117-00-0 F, Xi R11, R36,
7 R67

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

4. NEPBAsI IOMOIb

HUHTAJIIIUOHHOE OTPABJIEHUE — B ciyyae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallejsb,
YyBCTBO YAYIIBS, TOJOBOKPY)KCHHE) BBIBECTH MOBPEKIEHHOIO Ha CBEXHH B03ayX. Obecrmeunth 0€3yCHOBHBII MOKOH B
TIO3MINY TIOJTyJIeXale nim cunsmiel, pusndeckoe HalpsHKEHUE MOXKET BEIBATh OTEK JIETKMX. 3alUINATh OT ITOTEPH TEIlIa.
Br3BaTh MEIUIMHCKYIO TOMOIIb.

KOHTAKT C KOJKEM — B ciyuae 3apaxeHus 0exK/bl Ceifuac e CHATh &, 00MbITh KOKY GONBIIMM KOJMYECTBOM BOJIBI
(myuwre Bcero Tekyieit). B ciaydae, korga Ha KOKe MOSBISATHCS H3MCHEHHMSI HIIH 0)KOTH OOPATUTHCSI 38 IIOMOLIBIO K Bpady.
KOHTAKT C T'JIABAMM — 3arpsi3HeHble IJ1a3a MPOMBITh OOJIBIIHNM KOJHYECTBOM XOJIOJAHON BOAbI ( HE MEHBIIE B
TedeHue 15 MuyT) pa3mensst OTACTBPHO BEKH, 0OPATHTHCS 33 IIOMOILBIO K Bpady CICLHAIHCTY.

MOCJIE MPOI'VIOYEHUSA — B cinydae chekeHUs He BBI3BIBaTH PBOT. [lofaTh A BBIMIUTHS OONBIIOE KOJMYECTBO
Boxsl.He naBats Helirpamm3annonnsie cpeacra.  Ceifyac e 00paTUTHCS 32 TIOMOIIBIO K Bpady, IIOCKOJIBKY 3TO BO3MOKHO
TIOKa3aTh 3THKETKY.
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5. MOBEJEHUE B CJIYYAE IIOKAPA
[TPOJIYKT JIETKOBOCIUIAMEHSIOIUICSL.

CPEJICTBA JJIsI OTHETYUHIEHUSA CBOWCTBEHHBIE OTHOCHUTEJBHO BHUJA TPEINAPATA: Ileun
YCTOMYMBEIE K aJIKOTOJIIO WM ITIEHBI CO3maromye (GUIbM WM BOJA — pacCessHHbIE TEUCHHS B CIydae OOJBIIMX II0JKapoB;
MaJible MOKaphl TYLIIUTh OTHETYIIUTEIbHBIM [IOPOLIKOM, PAaCIbUICHON BOIOH, ABYOKUCHIO yrpepoaa. He npuMensaTs Boay B
MIOJIHOH cTpYye.

CPEACTBA JIs1 OTHETYIIEHUS, KOTOPBIE HEJIb351 INPUMEHSATH PAJIM BE3OIIACHOCTMU: He
MBECTHBIC CPEICTBA I OTHETYLICHHUS, KOTOPbIE HEJIb3s IPUMEHATh, HE IPUMEHATH BOJIBI B IIOJTHOM CTpye.

OCOBBIE YI'PO3bI: npomyKThl HENOJHOTO CrOpaHHs COAEp)KaT OKUCh yriieponia. Beimapel Tspkenee BO3ayXa,
COXPaHSIOTCS OJIM3KO MOBEPXHOCTH 3€MJIM U MOT'YT IOJBEPIHYTHCS BOCIIAMEHEHHUIO C AUCTAHIIUH.

CPEJCTBA WHIAWUBUIYAJIBHOM 3AIIMUTHI IS MOXAPHUKOB: npumeHsTh CpeICTBA H30NUPYIONIHE
JIbIXaTeIIbHBIC ITyTH U OJEHKAY yCTOMUYNBE Ha ACHCTBUE XUMUYECCKUX BEILECTB.

JOBABOYHBIE UH®OPMALUU: B cnywyae moxkapa cOOOMIUTH JHMIA 3HAXOJSIIUECS BOJMHM3HM TMOXapa, yIallUTh C
TEPPUTOPHH YTPO3BI IMOCTOPOHHHE JHa, coodmmts [loxapryio Komannmy. Ilockoibky 3TO BO3MOXKHO YHAJINTh Oakw ¢
[penapaToM JajJeKo OT ACHCTBHS OTHS U BBICOKOM TemmepaTypbl. I10CKOIbKY 3TO HEBO3MOXKHO OXOJIOXKIATh 0aKkH, KOTOpPhIE
3HAXOIATCS BOIM3U OTHS IOCPEACTBOM CIIPBICKMBAHUS CTPYEI0 BOJbl. OCTAaTKH IOCIE COXIKEHUS JOJDKHBI OBITh TIOJHOCTBIO
yZaJEHBI.

6. TIOBEJAEHME B CJIYYAE HEHAMEPEHHOI'O YBOJIbHEHUS B CPEY

CPEJACTBA JIMYHOMU 3AIUTHBI: 3aumrHa onexaa, anmnapaT H30IMPYIOILUI IbIXaTeNbHBE IIyTH, 3alIUTHbIE IEPYaTKH,
3aLUTHBIC OYKH.
M36eraTh HEMOCPEICTBEHHOTO KOHTAKTA C KOXKEH ¥ IJ1a3aMH; 00ECIIeYUTh COOTBETCTBYIONIYIO BEHTIIISIIHIO.

MOBEJEHUE: B ciyuae HeHaMEepEeHHOTO YBOJIBHEHHMS IIPEMapaTa B CPeay COOOIIUT O aBapUH TAKKE YHAIUTh NCTOUYHHUKU
camoBocitaMeHeHns1. O0ecneynTh JIMBHENPUEMHUKY Uepe3 MX 00BaloBaHWE, HE JOIYCTUTh A0 IepeOpaHus Ipenarapa B
MIOBEPXHOCTHBIE U IPYHTOBBIE BOJIbI, H30€raTh HEMOCPEICTBEHHOTO KOHTAKTA C YBOJIbHAIOIIEMCs BemecTse. IlockonbKy 310
BO3MOXKHO YIAJIHTh BBIXOH (3aKpBITh MPHUTOK XKUAKOCTH, YIUIOTHHTH, HOBPEKIEHHYIO YHAKOBKY MOMECTHUTH B IUIOTHOM
3aIIMTHON ymakoBKe). Bo Bpemst GOMBIITO BBIXOJAa MECTO HAKAIUIMBAHHS JKHIKOCTH OOBAOBaTh, COOPaHYIO XXHUIKOCTBH
OTKayath. Masble KOIMYIECTBA PA3IMTOro Mperapara MOCHIIaTh HECTOPAEMbIM BIUTHIBAIOIMM MaTepHAIOM (IIECOK, 3eMIIs,
OIMJIKK, MH(QY30pHas 3eMilsl, Pa3sMOJIOTBIA H3BECTSK), 3aTEM I[OMECTHTh B 3aKJICHMIICHOM BMECTHIIHIIC- HEpeiath K
YTUIM3a0UU. 3aTPA3HEHYIO IOBEPXHOCTD CIIOJIOCKATh BOIOM.

7. TIOBEJAEHME C NIPENAPATOM U EI'O CKIIAAUPOBAHUE

7.1. IOBEJEHUE C IPEITAPATOM

Bo Bpemst poGOTHI ¢ mpemapaToM IpearoaraeTcss OCTPOKHOCTh. TpebyeMoe NpHMEHEHHE COOTBETCTBYIOLIMX CPENCTB
HHIIBHAYaJIbHOH 3aINTHI- CMOTPH IYHKT 8.

CMeruBath IpenapaTr MCKIIOUUTEIbHO ¢ BoAod. Hu B koeM ciydae He cMemMBaTh Ipenapara ¢ APYIMMH XUMHYECKHMU
npenapaTamu.

JIuma ¢ mpepacnoaokeHneM K KOKaHOH aJulIepruy MM JbIXaTeNbHbIX ITyTeH He JOIKHBI IMETh KOHTAKTa C IPernapaToM.
HN36eraTh moaBeprayTusi — nepes pUMEHEHHEM 03HAKOMHTBCS C MHCTPYKIHEH M0 MPUMEHSHUH.

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

Bo Bpems paGoTel Cc mpenapatoM OOECIIEYUTH COOTBETCTBYIOLIYIO BEHTHJIALMIO IIOMENICHHS C LENbI0 H30eTHYTHS
HMHTAJSIIHOHHOTO OTPABJICHHSI.

7.2. CKJIAIUPOBAHUE

Ipenapar XpaHUTh UCKJIIOYUTEIILHO B OPUTHHAJBHBIX YIHAKOBKaX W3 IUIACTMACHI (BBICOKOTO KadecTBa mosmdtuieH HDPE).
He nepenuBaTh B 3aMEHAIOMINE YIAKOBKH. EMKOCTH ¢ mpenapaToM XpaHUTh B CyXOM MOMEIIEHUH MIOTHO 3aKPBITBIMH, PU
temneparype +5 + 30°1] ¢ ucnpaBHOW BEeHTHJIALMEH, OCHALLIGHOM JIETKO 3MBIBAEMbIM, HEHAMOKAIOUNM I10JIOM, YCTOHYHBBIM
K m&noyn. 3aluIaTh NpenapaT oT CONIHEYHOTO CBETa TakKe Tamia. XpaHUTh JaJeKo OT HCTOUHHKOB CAMOBOCIUIAMEHEHHUS U
OTKPBITOTO OTHS.
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8. KOHTPO.Ib IIOJIBEPTAHUS U CPEJICTBA MHIUBUIY AJBHOM 3ALIATHI
8.1. 3HAYEHMS JONYCTUMBIX CT'YIIIEHHA

TMapameTpbl KOHTpOIS HoBpexaeHus (corn. Posnopsmkennss Munucrpa Pa6otsl n O6uiectBennoi ITonutuku ot aus 29
Hos10pst 2002r. (3.0u. Hp 217, mon. 1833, c mocnenoBarenpubiMi u3MeHeHussmu- 3.JIH. Hp 212, mon. 1769 ot nus 10
okTst6pst 2005r.)

JINTII0KOHAH XJI0XEeKCHIUHBIL

NDS, NDSCh: +#e onpezeneHO

M3zo-nponono.:

NDS: 900mr/n’

NDSCh: 1200ar/m®

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

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

- PN-89/Z-01001/06 Bamura uncrorsl Bo3ayxa. HaumeHnoBaHue, ONpeie/ieH s M eIUHUIBL. TEPMUHOIOTHS KaCArOIasiCst
UCIIeIOBaHHUI KauecTBa BO3yXa Ha IIOCTaxX paboThl.

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

- PN-EN-689:2002 —Bo3ayx Ha moctax paboTbl- J{MPEKTHUBBI OLEHKH HHTASILMOHHOIO MOABEPTHYTHSI XHMHUECKUM
(haxTopaM uepe3 CpaBHEHHE C JOIMYCTUMBIMH 3HAYCHSIMA U CTPATETHsl H3MEPCHUMH.

IIpumeuanne: Korma crymeHue BemecTBa OIPEASNICHO W M3BECTHOE, OTOOpP CPENCTB MHIMBHAYATbHOH 3aIUTHI CIEXyeT
COBEpIaTh yYHTHBAs CTYIICHHE BEIIECTBA, KOTOPOE 3HAXOMUTCS HA JAHHOM IIOCTY pabOTHI, BpeMs SKCIO3ULUH TaKKe
JEHCTBUI BRIONHIHBIX pabouuM. B aBapuifHOI cuTyaruu, MOCKOJIBKY CTyIICHHE BEIIeCTBa Ha IIOCTY PabOTHI HE U3BECTHOE,
HPUMEHATh CPEICTBA NHANBHUYAIbHON 3aIUThI CAMOTO BHICOKOTO KJlacca 3allUThI.

8.2. CPEJICTBA UHJIUBUIYAJBHOM 3AIIUTHI

[Tpumensemble cpencTBa HHANBUAYAIBHOM 3alUThI TOJDKHBI BRITIOIHATH TpeOoBHUS Po3nopsmkenns Munuctpa Xo3siicTsa
ot aus 21 nexabpst 2005110 10 /ey OCHOBHBIX TPeOOBAaHMI Uil CPEACTB MHIMBUIYalnbHOI 3amuThl (3.0, Hp 259, mom.
2173):

3AIIATA IBIXATEJBHBIX ITYTEM: npiMersTs B CTydae OTCYTCTBHS COOTBETCTBYIONIEH BEHTHIIALINIL.

3AIIUTA JJIA PYK: 3amuTHbIe IepUaTKH yCTOWYMBBIEC HA ACHCTBUE PACTBOPUTEICH.

3ALINUTA I'VIA3 U JIMLA : 3a1IUTHBIE OYKH .

3ALIIUTA KOYXKMU: 3amuTHas oxexaa.

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

9.1. OBIIME HH®OPMALIUU
BUJI — xuakocTh
3AITAX — xapaKkTepHBbIH.

9.2. BAJKHBIE HHOOPMAILNU JJI51 BE3OITACHOCTH 31JOPOBUS U CPEJIbI
pH -7
TEMIIEPATYPBI

a)KUITEHU S — oTcyTCTBHE JaHHBIX

b)IUTABJIEHUSI- oTcyTCcTBHE JaHHBIX

C¢)BOCIINTAMEHEHMUSI — otcyTcTBHE AaHHBIX

d)CAMOBOCIUUTAMEHEHUSI — orcyTcTBHE JaHHBIX
I'OPIOYECTD —otcyTcTBUE TaHHBIX
B3PbIBUATHLIE CBOMCTBA— OTCYTCTBHE JAHHBIX
OKUCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JAHHBIX
VIIPYT'OCTb ITAPA —oTCcyTCTBUE JaHHBIX
OTHOCHUTEJIBHA S INIOTHOCTH — 0,880 # 0,002/cu®
PACTBOPUMOCTD

a)B BO/IE - monnast

6) BOPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaHo1/BOAA —OTCYTCTBUE IAHHBIX
BA3KOCTD —otcyrcTBHE AaHHBIX
I'YCTOTA ITAPOB — oTCyTCTBHE JAHHBIX
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CKOPOCTbD UCITAPEHUS — orcyTcTBUE TaHHBIX

9.3. JPYI'ME HH®OPMALIUN X
KODOOUIMEHT INEPEJIOMJIEHUS CBETA — 26,7 % Brix
" - yKasaHHbIH KaK % Bec. COEpIKAHMs caxapo3a B BOJHOM PacTBOpe

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

10.1. YCJIOBUSA, KOTOPBIX CJIEAYET U3BEI'ATD: cunbHo Harperble momemnieHHs 0e3 BEHTHIISALUH.3AI[HIIATH
€MKOCTH OT NPOJOJDKUTEIBHOTO JEfiCTBUS CBETOBOTO U3IIy4CHUS.

10.2. MATEPHAJIBI, KOTOPBIX CJEAYET U3BEI'ATD: okucnureny.

10.3. OTACHBIE ITPOAYKTHU PA3JOXKEHMUSI: okuch U AByOKHCH YIIIEpoa.

11. TOKCUKOJOI'MYECKHE HH®OPMALINU

IIYTH NIOABEPT AHUS:

- ABIXATEJIBHBIE: B ciayyae npono/DKUTEIbHOIO MOABEPKACHUS HA JIeHCTBUE Ipenapara 3a OTCYTCTBHS BEHTHIIALIMU
MOXET BBI3BaTh Pa3fpa)KeHHE BEPXHUX J(BIXaTEIbHbIX ITyTeH .

- IMIIEBBIE: B ciiyuae noTpebaeHNsT MOKET BbI3BATh pa3ApaKeHUS CIE3UCTHIX 000JI0YEK.

- KOHTAKT C KOXEM: B ciyuae mpofoKHTEIbHOIO NEHCTBHS MOYKET BBI3BATH PA3IPAXKCHHS.

- KOHTAKT C I''IABAMM: MoXeT BbI3bIBAaTh Pa3ApakeHHE CIE3UCTHIX 000I0YEK.

UHOOPMAIIMN KACAIOIIUECS COCTABHBIX OSJEMEHTOB TIPEMAPATA (corn  KAPTBI
XAPAKTEPUCTHUKHU OTAEJBHOTI'O CBIPHS):

JINIJII0KOHAH XJIOXEKCHAMHBIL

B cily4yae KOHTaKTa ¢ KOO TakKe Iiia3aMH MOXKET BbI3bIBaTh MHIMBUIYaJIbHOE pasapaxkeHue. B ciyyae mporioueHus
MOJKET BBI3BIBATH [JIOXOECAMOYTYBCTBHE HIIH Pa3apaKeHHe MUIIEBAPUTETBHOMN CHCTEMBI, CITa00 YCBOSIEMBIH Yepe3 CHcTeMy
JIA50 > 2000mr/kr (kpbica, BHYTpPb)

M3zo-nponono.:

Peskas TOKCUYHOCTB:

LD50: > 2000mr/kr (nepopaibHO)

LD50: > 2 000mr/kr ( koxa)

LC50: cBbiie 5 mr/i (BeposiTHO, BIbIXaHHE)

Pa3zpaskeHue ri1a3; pa3apaxact.

PaszapaxeHne KOXKH: He pa3fpaXkacT.

CeHcHOMIM3UPOBaHUE KOXKH: BEIIECTBO HE CEHCHOMIU3UPYET.

BoszeiicTBre Ha 4eTI0BeKa: MHOTOKPATHBIH KOHTAKT MOXKET BBI3BATH TOLIHOTY, FOJIOBOKPYKCHHE.

12. 3KOJOI'NYECKHE UHOOPMAIIUU

IToBEepXHOCTHO- aKTHBHBIE CPEICTBA COACPIKMMBIC B IIPENapare BBIIOIHAIOT KPUTEPUH OHOACTPAIOBAIBHOCTH COTNIACHO
Vkazauust EC 648/2004m0 meny 1eTepreHTos.

JAHHBIE KACAIOIIUECS CBIPBS (corn KCHNSCh):

PacrBopsiercs B Bozie. [loaBepraeTcsi mporeccy UCapeHus ¢ IIOBEPXHOCTH BObL. JKUAKOCTb BpeaHas Ui BOJIHBIX
OpraHu3MOB, B 3HAYUTEIILHOM CTEIICHH MOIBEPracTCs MpoLeccy OHOIerpagupyeMoCTH. BBICTpO OKUCIISETCS B BO3AYXE U B
BOJIE B CJIEACTBHE (POTOXMMUUESCKHX PEAKLIIH.

JIMIII0KOHAH XJI0XeKCHIHHBDI

IIpoayKT He Jerko GHoAerpafoBaH, He IIOKOPSETCS THAPOIN3Y U HMEeT HEOOIbIIYIO GHOaKyMYIIaLUIO.

LC50: 10,4mr/n/96u (pri6eI - Brachydaniorerio)

UES50: 0,011mr/1/724 (6e3mo3BaHouHbIe: - Scenedesmus)

H3o-nponano.:

Tokcuunocts st pe6:LC50> 100mr/n/48 4 (Leuciscus idus melanotus)

Toxkcuunocts 1t nadueii: EC50 > 100ur/n/ 484 (Daphnia magna )

Tokcuunocts mis ansr: EC50 > 100ur/n/72 4 (Scendesmus subspicatus)
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13. TIOBEJEHHE C OTXOJAMH

OCTATKH WJIN OTXO/JbI:

He cMemmBarh mpenapar ¢ IpYrUMH XKHAKUMH oTxozamu. He ynaniate B kaHanmu3auuio. IIpOAyKT ciemyeT MOJHOCTBIO
YHOTPEOUTD COTJIAaHO PEKOMEHIALMH, OCKOIbKY 3TO HEBO3SMOXKHO NMPOJYKT MJIM OCTATKH IIPOJYKTa JOJDKHBI OBITh YAAJICHBI
KaK 0COOBIE OTXO/BI.

Kon onxona u Bua: 07 06 04 -apyrue opraHuyecKiue pacTBOPUTEIH, PACTBOPBI OT IPOMBIBAHHS M MAaTOYHBIE KHKOCTH .
Knaccuguxarms xoaa oTxoa ¥ BUA coryiacHo ykaszanust Munuctpa Cpenst ot nus 27 centsiops 2001rona mo mery xaranora
orxonos (3. Iu. Hp 1121101.1206 ).

YITAKOBKH:

3arps3HeHble YIIAaKOBKU CIIEJYeT IOJHOCTBIO ONPOXKHUTH. [IOPOXKHIO YIAKOBKY BBIIOJOCKATh HECKOJIBKO pPa3 BOJIOH,
KOTOPYIO IPUMEHHUTH TaK Kak npenapar. [IopoxHIO yIaKOBKY MOXHO XPaHHUTbh B €MKOCTSIX IIPEIHA3HAYEHBIX Il COOMpaHuUs
YIaKOBOK M3 IUIACTMAC WIIH TIepesiaTh CIeLHAIN3UPOBAHHOMH (pUpMe JUIs yTHIN3aLHH.

Cobmonars npasuia 3akona ot jaus 27 anpens 2001 r. o orxomax (3.1H. Hp 62, mon.628) ¢ mocnenoBareabHbIMU
HU3MCHEHHUSIMH.

Cobmonars mpapuiia 3akoHa ot aHs 11 mas 2001r. o ynakoBkax M ymakoBo4yHbX orxonax (3.u. Hp 63, mon.638) c
MOCIIEI0BATEIBHBIMUA H3MECHCHHUAMH.

Kon orxozna u Bua: 15 01 02ymnakoBku U3 macTMac;

14. HTH®OPMAIIUA O TPAHCIIOPTE
BBICBIJIOYUHOE HA3BAHME : DE-ZAL
KJIACC OITACHOCTHU B TPAHCIIOPTE COT'JI. ADR/RID: xnacc 3, kinaccudukarmonubiii ko F1

I'PVIIITA YITAKOBAHUA: |l
HOMEP UN: 1993

[IPEJJOCTEPETAIOILIASI HAKJIEMKA: 3

15. TH®OPMAIIMA KACAIOIIECS IMTPABOBBIX ITPEANMUCAHUMN

Hacrosmryto xapTy XapakTepucTHKH 0()OpMIIEHO Ha OCHOBAHUH CJIETYIOIIUX IIPABOBBIX IPEIINCAHHNA:

- 3akoH ot aust 11suaBaps 2001r. 0 xumMuYeckux BemectBax U npenaparax (3. Ix. Hp 11, mon. 84 ¢ usMeHeHUAMH).

- Posnopsimkennss Mununcrpa 3gopoBust ot aus 28 centsopss 20051, mo geny CnucKa OMAacHBIX BELIECTB BMECTE € HX
knaccuukauuenn u 3axieiimennem (3. {u. Hp 2010, 1674u 1675).

- Posnopsimxenuss Munucrpa 3noposust ot gus 3 uroist 2002r. mo geny KapThl XapaKTePUCTHKH XUMHUYECKOTO BEIIECTBA U
omnacuoro npenapara (3./{1. Hp 2, moxn.8).

- Posmopsmkennst Munuctpa 3noposust ot nHs 2 ceHTs0pst 2003 r.mo menmy xpurepued M KIacCUPHUKAINK XUMHYECKHX
BeniectB u npenaparoB (3.JIH. Hp 171pon. 1665u 1666)takxe Posnopsmkenns MuHucTpa 310poBHs oT aHs 29 HOSOps
2004r. oTMeHsoLIee PO3MOPSIKCHHUS [0 JIeTy KPUTEPHUEB U KilaccHbHUKalii XHMHIECKHX BeliecTB U npenaparos (3./]x.Hp
243, 011. 2440).

- Posopsymxennss Munuctpa 3n0posust ot aust 2 centsops 2003r. mo geny 3akiefiMHEHHs YIMaKOBOK OMACHBIX BELICCTB H
npenapatoB (3. Ju. 2003, np 173, mon. 1679) takxe Posmopsipkeruss Munuctpa 3mopoBust ot aHs 9 Hosops 2004
I.OTMEHSIIOLIEe PO3MOPSHKESHISI 110 ey 3aKJISHMEHHs yIaKOBOK OIACHBIX BELIECTB M OMAcHbIX mpenaparos (3. [u. 2004,up
260,1m0:1.2595).

- Posmopsmkenus Munncrpa 3mopoust or mus 14 asrycra 2002 r.mo fnemy OOS3aHHOCTH TIPEIBSBICHUS KapThI
XapaKTepUCTUKK HEKOTOPBIX MpenapaToB HekllaccuUIMpoBaHHbIX Kak onacHsie (3. [u.Hp 142,mon. 1194).

- Posnmopsypkennss Munnctpa 3noposust oT st 17 stHBaps 2003 T. mo neiny mHGOpPMAnMU O OIACHBIX Ipenaparax, Uit
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KOTOPBIX He TpeOyeTcs mpenbsBieHHs KapThl Xxapakrepuctuky (3. Ju. Hp 19, non. 1701).

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

- Posnopsioxennst Munuctpa XosstiictBa u Paboter ot aust 5 utonst 2004r. 1o gey orpaHuyeHuil, 3apeToB WK yCIOBUI
HPOM3BOJICTBA, 00OPOTY MITM HPUMEHSHHS OMACHBIX BEIIECTB TAKXKE ColepKaromumx ux npoaykros (3.0u. Hp 11, mon. 1762)
takxe Posmopsypkennss Munuctpa XossiicrBa u Pa6oter ot aust 21 ¢espanst 2005r. (3. Ou. Hp 11, mon.1962) rakxke
Posnopskennss Munnctpa Xosstiictea 1 Pa6otsr ot aust 21 despanst 2005r. (3. du. Hp 39, m051.372),01 aus 4 uronst 2006
r. (3. du. 2006,up 127,101.887),01 nus 11 nexabps 2006r. (3. . 2006,np 239, moia. 1731)raxxe ot aust 29 nekabps
2006 r. (3. Ju. 2007, vpl mon. 1) oTMeHsOIIEE PO3MOPSMKCHUS 10 Jely OrPaHWYCHHUH, 3alpeToB WM YCIOBHIA
MPOU3BOJICTBA, 000POTA HIIM IPHUMEHEHHS ONACHBIX BEILICCTB TAKKE COACPIKALIMX HX IIPOLYKTOB.

- Posnopsioxenust (EC) up 648 /2004EBponeiickoro ITapnamenrta u Cosera ot aus 31 mapra 2004r. 1o geny AeTepreHToB
takxe Posnopsmxeruss Komucun (EC) mp 907/2006r. ormensitome posnopsykenus (EC) Hp 648/2004 Eppormneiickoro
ITapnamenta u CoBeta 1o Jieny AETEpreHTOM ¢ Iebio IpuMeHeHus ero npuioxenuit |l u VII.

- Posnopsyokennss (EC) up 1907/2006 Esporneiickoro Ilapmamenra u Cosera ot ausi 18 mexabps 2006 r. mo nemy
peecTpaiyu, OLCHKH, [PEAOCTABICHHS pa3pellieHuii 1 IPUMEHsIHUs orpaHndeHuii B chepe xumukatoB (REACH), coznanus
EBporeiickoro AreHTcTBa XHMHKaToB, oTMeHstome aupektuBy 1999/45EC Taroke oTMensoie posnopsyvkenus Cosera

(ESC) mp 793/93 u posnopsmxennst Komucun (EC) Hp 1488/94,take nupekruBy CoBera 76/769EDC u aupekTuBy

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

3AKJEMMJEHME HA 3TUKETKE (cornacuo Posnopsixernns Musuctpa 3x0posus 1 OmecTBeHHOM 3a60T 0T 1Hs 2
ceHTs0pst 2003r. 110 ey 3aKiIeHMIICHHS YITAaKOBOK OMACHBIX BEIECTB M OMacHbIX npenapartos (3. Ju. Hp 173,mom. 1679)
taoke Posnopsipkenust Munuctpa 3noposust ot nHst 9 HostOpst 2004r. OTMEHSIOIIEePO3MOPSHKEHHS 110 ACTY KICHMICHHS
YIaKOBOK OIACHBIX BEIIECTBH omnacHbIxmpenapaos (3. In. Hp 2601101.2595).

F —TIIpoayKT BBICOKO JIETKOBOCIIAMEHSIIOLIHICS

Xi — Paznpaxarouuii.

R11 —IIpomyKT BBICOKO JIETKOBOCIUIAMEHSIOIIUNCS

R36 -Pa3ppaxaer riasa.

R67 —ITapbl MOT'YT BBI3BaTh BIEYATICHUE COHIIMBOCTH M TOJIOBOKPYKEHHUE.

S7 —XpaHuTbh BMECTHIIHIIE IUIOTHO 3aKPBITHIM

S16 —He xpauuTh BMecTUnmIe BOIM3U HCTOYHUKOB BOCIJIAMEHEHHUS — HE KypHUTh Tabaka

S26 -3arpsi3HeHble ri1a3a ceidac xKe IPOMBITh OOJIBIIMNM KOJIMYECTBOM BOJIBI K OOPATHTHCS 38 IIOMOILBIO K
Bpauy

S2 —bepeus or nereit

JIET'KO .
BOCIUTAMEHAIOINNCA PA3IPAXKAIOIINN

TOJIBKO IJIAA TPOGECCUOHAJIOB

16. APYI'ME HH®OPMAIIUN

Buie ykazaHHble HHGOpMaIUK pa3paboTaHbl HA OCHOBAHWH TEKYIIETO COCTOSHHS 3HAHUN M KacaloTcsl MPOAYKTa B B BUAY, B
KOTOpOMY IpHMeHsieTcs. JJaHHbIe Kacaroluecs: TOro MPOAYyKTa H300paXKeHO C LEJIbI0 yITeHHs TpeOoBaHuii 6e30macHoCTH, a
He obecrieueHus ero ocoObIX CBOMCTB. B citydae, Koraa ycloBHs NPHMMEHEHHs IpenapaTa He HaXOIATCS IMOJ KOHTPOJIEM
MIPOU3BOJIUTEIIS, OTBETCTBEHHOCTH 3a 0€3011aCHOE MPUMEHEHHE Mpernapara oJaracrcs Ha MoJib30BaTels.

PoGotonatens 3000Bs3aHbIi COOOWNTE BceX pabOYMX, KOTOPbIE MMEIOT KOHTAKT C HMPOAYKTOM, O yrpo3ax M CpelcTBax
JIMYHOM 3aIUTHI IEPEYUCIICHBIX B HACTOSIIEH KapTe XapaKTepUCTHKH.
Hacrosmss kapra XapakTepUCTHKH Obula pa3paboTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKU ChIPbEH 3HAXOMALIMXCS B
COCTaBe Ipernapara IOCTABJICHBIX IIPOM3BOAUTEIISIMYI TAKXKE HA OCHOBAHUH ACHCTBYIOIIMX HPABUI OTHOCSIIMXCS K OIMACHBIM
BEIECTBAM U XMMHYECKUM IIperaparaM.
Kinaccudukanuro npernapara COBEpLICHO Ha OCHOBAHHU MaKCHMAJIbHBIX KOHIICHTPALHI OMACHBIX COCTABHBIX 3JIEMEHTOB.
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[TonHoe 3By4aHUe CHMBOJIOB TaKXe BhIpaKeHUH R 13 myHkra 2:

F —IIpomyKT BBICOKO JIETKOBOCILIAMEHSIOIINICS

N- OnacHbIi U151 OKpY>KaIOILEH Cpebl

Xi — Pazapaxaroumii.

R11 —IIpoxyKT BEICOKO JIETKOBOCILIAMEHSIOMINICS

R36 -Paznmpaxaer riasa.

R36/37 — Pazmpakaer riia3a U JAbIXaTeIbHBIC IYTH

R50-53-OyeHpb TOKCHYECKH ACHCTBYET Ha BOJHBIC OPTaHU3MBbI, MOXKET BBI3BIBATD JOJITO yACPIKABAOIIACCS
W3MEHEHUS B BOJIHOM cpejie.

R67 —ITapsl MOTYT BBI3BATH BIICUATICHHE COHIIMBOCTH U FOJIOBOKPYKCHHE.

HOZ[DO6HLIC TPUHIHUIIEI IPUMEHSHHS TIperapaTa IMOMEIIEeHO B TEXHUYECKOHN KapTe IOCTYITHOW Ha cailTe WWW.tenZi.pI

Obyuenue: Jluma, KOTOphIe MPUHHUMAIOT y4acTh B OOOpPOTE OMACHOTO Mpenepara JODKHBI ObITh 00y4deHbl B chepe
HOBEACHUs, OE30MaCHOCTH W TUTHEHbl. BOIMTENN CPEACTB MNEPEABMIKEHHS [OJDKHBI NMEpeiTH o0ydeHHe M IIOJIYy4YHTb
COOTBETCTBEHHOE YIOCTOBEPEHHE corylacHO TpeboBanuii mpasui ADR.

CpOK TOOHOCTH NMpenapara B HOPMAJbHBIX YCJI0BUAX XPAHCHUSA- 12 MeCALEB CO JHA U3IOTOBJICHUSA.

HcciaenoBanusi 0aKTEPHOYHMUTOXKAIONIME W Je3MH(enHpYOIIHe Npenapara MNpeacTaBieHbl
0TJeJIbHO HA BOCTPeOOBaHNeE.

IIpenapat Bemonuasier Hopmel PrEN 120541 PN-EN 1500.
Nmeer paspeuieHne Ha 060poT OHOLMAHBIM PoaykToM Hp ZPS- 484ph-2952/06.
IIpenapat npeabssieHo Uucnexropy no Jdeaam Xumnyeckux Bemects u Ilpenaparos

H3mnenusn omuocumenbHo npeovloyuieil 6epcuu.
- o0wIsis aKTyanu3aius. AKTyaan30BaHHbIC KApThl JOCTYIHBI HA HHTEPHETOBOM caiite Www.tenzi.pl.

Kapra equHblii JOKYMEHT COAEPIKAIUMA / CTpAHMLI.

Kapty odpopmmra: Monnka JKenkoBcka.
Skarbimierzyce 10.09.20G7
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