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Kapra xapakTepuCTHKH OIAaCHOI0 XMMHYECKOI0 npenapara

Hara odopmirenns: 10.08.2000
[Hara akryanusauuu: 16.07.2007

1. MIAEHTHOUKANOUWA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATHUA

1.1 Hnentuduxanus npenapara: GRAN BIS

1.2 TpumeHenue mpenapara: BHICOKOIICHSAIIUICS Tpenapar AJIS MbIThSl MAIWH, YCTOHCTB MpeAHA3HAYCHHBIX IS
HMILEBOH NPOMBIIUIEHHOCTH METOJOM IICHBI .

1.3 Hnpentudpuxamus npexnpusatus. TENZI O6. ¢ 0.0., 72-00Z]onye, Ckapoumexune 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 Ienkans) niu 998

2. MIEHTUOUKALUA YI'PO3
[Ipemapar xraccupUIMPOBaHBIA KaK OTIACHBIN COTIACHO JEHCTBYIONINM IIPABHIIAM.

Xi- Pazgpaxcaroruii

R36/38 —Paznpasxaet ri1a3a u KOKyY

S26 -3arps3HeHble T1a3a ceiyac ke INPOMBITh OOJIBIIMM KOJIMYECTBOM BOIBI M OOPATUTHCS 32 TOMOIIBIO K
Bpauy

S28-3arpsi3HeHyI0 KOXY IPOMBITh Celdac e OOJIBIINM KOJIMYECTBOM BOJIBI.

S45 — B ciiydae aBapiu WK KOT/a IJI0XO HOYyBCTBYELIb cebs, ceifyac jxe 00paThCh 3a MOMOILBIO K Bpauy- MOCKOJIBKY 3TO
BO3MOYHO, IIOK&KU ITHKETKY

S46-B ciyuae nporiioueHus: HEMeJICHHO 00paTHCh 33 MOMOIIBIO K Bpady- MOKaXKH yIAKOBKY HJIH STUKETKY.
S37/39- Hocuth COOTBETCTBYIOIIHE 3AIUTHBIE MEPYATKH U OYKH UITU 3aLIUTY JIUIIA.
S1/2-XpaHuTh 3aKpHITHIM U Oepeyb OT ICeTeH.

3. COCTAB 1 UHOOPMAIIUS O COCTABHBIX DJIEMEHTAX

HaunmenoBanune Konuentpanus Hp CAS | Hp WE HnpexcHbIi CuMBOJIBI Boipaxenus

BelecTBa [% Bec.] HP yrpo3st R

T'uppookucs Hatpus <2 1310-73-2 215- | 011-002-00-6 C R35
185-5

AHNOHOBBIC <5 - - - ---- -

HOBEPXHOCTHO-aKTHBHbIE

cpencraa

Karnonoseie <5 --- --- --- Xi R38, R41

MTOBEPXHOCTHO-

AKTHUBHBIC CPEACTBA

Harppuesa conp NTA <5 5064-31-3 225- --- Xi R36
768-6

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

4. NEPBAs IOMOIb

HUHTAJSIHIUOHHOE OTPABJIEHUE — B ciyyae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallelsb,
YyBCTBO YAYIIbS, TOJOBOKPY)KEHHE) BBIBECTH MOBPEKIEHHOIO HAa CBEXHH BO3ayX. OGecrmeunTh 0E3yCIOBHBIN MOKOH B
MO3ULIUH TOJTyJIeXKaled Ui CUAsIel, GU3NIecKoe HaNpsDKEHHE MOYKET BbIBATh OTEK JErKMX. 3aIllMIIATh OT MOTEPH Teria.
BeI3BaTh MEAMAMHCKYIO TOMOIIb.

KOHTAKT C KOJKEM — B ciyuae 3apaxeHus 0exK/bl Ceifuac e CHATh &, 00MbITh KOKY GONBIIMM KOJMYECTBOM BOJIBI
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(ydme Bcero Tekyiei). B cirydae, koraa Ha KOXe MOSBIISATHCS H3MCHEHHS HJIH 03KOTH 00PaTHTHCS 32 OMOLIBIO K Bpady.
KOHTAKT C I''TABAMM - 3arpsi3HEHbIC IJ1a3a POMBITh OOJIBIIMM KOJIHYECTBOM XOJIOAHOM BOABI ( HE MEHBILEC BCErO B
TedeHue 15 MuyT) pa3mensst OTACTPHO BEKH, 0OPATUTHCS 33 IIOMOLIBIO K Bpady CICLHAIHCTY.

IOCJIE NPOI'JIOYEHUS — B cnyuae cbexeHus He BbI3bIBaTh PBOT. llomaTe i BBIMUTHS OOJIBLIOE KOJIUYECTBO
Bozbl.He naBath Heiirpanusaunonnsie cpencrsa.  Celfuac ke 00paTUTHCA 32 HOMOLIBIO K BPady, IIOCKOJIBKY 3TO BO3MOXKHO
HOKa3aTh STUKETKY.

5. NMOBEJIEHUE B CJIYYAE ITOXKAPA
[IPOAYKT HEOPIOUYUIA

CPEJICTBA JJ5 OTHETYIIEHHAS CBOMCTBEHHBIE OTHOCHUTEJBHO BUJA MPEIAPATA: noxaps! B
MPUCYTCTBUHU Iperapara TYIIHUTh OTHETYIIUTEIbHBIMU CPEICTBAMHU COOTBETCTBYIOLIUMHU JUISl TOPIOYEH Cpe/Ibl.

CPEACTBA JIsl OTHETYWIEHUSI, KOTOPBIE HEJb351 NPUMEHATH PAJIU BE3OITACHOCTMU: He
MBECTHBIC CPEICTBA AN OTHETYLICHHUS, KOTOPbIE HEJb3s! IPUMEHSTh.

OCOBBIE YI'PO3bI: npenapat HEroprouuii.

CPEJICTBA WHJIUBUIAYAJBHOM 3AIIUTHI JJIS MOKAPHHUKOB : npuMeHATh CpECTBA HM30IHMPYIOLIHE
JIbIXaTeNbHbIe IyTH U OJCkKAY YCTOMYNBE Ha JEHCTBHE XUMUYECKUX BEILECTB.

JOBABOYHBIE UH®OPMALUU: B cnywyae moxkapa COOOMINTH JHMIA 3HAXOJSIIUECS BOJMHM3HM TMOXapa, yIallTh C
TEPPUTOPUH YIPO3bl TOCTOPOHHUE JHIA, coodumth [loxkapuyro Komanmy. Ilockoiibky 3TO BO3MOXKHO YIAJIUTH Oaku ¢
MpenapaToM JAICKO OT JCHCTBUS OTHS M BRICOKOH TeMreparypsl. [10CKOIBKY 3TO HEBO3MOXKHO OXOJIOKAATh OaKH, KOTOPHIE
3HAXOMAATCS BOJHM3H OTHS MOCPEICTBOM CHPBICKUBAHUS CTPYEIO BOJBI. OCTAaTKU MOCIIE COXOKEHHS TOJDKHBI OBITh MOJHOCTHIO
yZaJeHBl.

6. TIOBEJAEHME B CJIYYAE HEHAMEPEHHOI'O YBOJIbHEHUSI B CPEAY

CPEJICTBA JUYHOM 3AIIMTHI: 3amutHa 0feKa, aNapar H30IUPYIOMHH IbIXaTeNbHBE TyTH, 3aIIHTHBIC TIEPYATKH,
3aI[UTHBIE OYKH.

HN30eraTb HEMOCPEICTBEHHOTO KOHTAKTA C KOXKEH M Ti1a3aMH; 00eCTIeulTh COOTBETCTBYIOLIYIO BEHTHIISILIUIO.

MNOBEJAEHMUE: B ciyuae HeHaMEepeHHOTO YBOJbHEHHS Ipernapara B cpefy COOOLIUT O aBapuy TakKe yAaTUTh UCTOYHUKU
camoBocitaMeHeHns1. O0ecnednTh JIMBHENPUEMHUKY Uepe3 MX 00BaloBaHWE, HE JOIYCTUTh A0 IepeOpaHus Ipenarapa B
TIOBEPXHOCTHBIC M TPYHTOBBIE BOJBI, N30€raTh HEIOCPEACTBEHHOTO KOHTAKTa ¢ YBOJbHSIONMEMcs BemecTse. [I0ckonbKy 9T0
BO3MOXKHO YZQJIHTh BBIXOJ (3aKPBITh HPHUTOK >KHUIKOCTH, YIUIOTHHTH, HOBPESKICHHYIO YIIAaKOBKY HOMECTHTh B IUIOTHOU
3aIUTHOW yIakoBKe). Bo BpeMs OOJBIITO BBIXOJa MECTO HAKAIUIMBAHHUS JKHUAKOCTH OOBAJIOBATH, COOPaHYI YKHIKOCTh
OTKayath. Masble KOIMIECTBA PA3IMTOro Mperapara MOCHIIaTh HECTOPAEMbIM BIIUTHIBAIOIMM MaTepHAIOM (IIECOK, 3eMIIs,
OINWIKH, HH(Y30pHAs 3eMJIsl, Pa3MOJIOTBI H3BECTSK), 3aTeM I[OMECTUTh B 3aKICHMIICHOM BMECTHIMINE- IepeaaTb K
YTHIIN3ALUHK. 3arpsi3HEHYIO TOBEPXHOCTD CIIOJIOCKATh BOJOM.

7. TIOBEJAEHME C NIPENAPATOM U EI'O CKIIAAUPOBAHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGOTHI ¢ mpemapaToM MpeanoaraeTcs OCTPOKHOCTb. TpebyemMoe HMpHMEHEHHE COOTBETCTBYIOLIMX CPENCTB
UHAWBUYaJIbHOM 3aIlIUThI- CMOTPH ITYHKT 8.

CMmemmBath npenapar UCKIIOUHTENBHO ¢ BoJoH. HU B kKoem ciaydae He cMemMBaTh Hpemnaparta ¢ APYTUMU XUMHYECKHMU
IIpernapaTamMu.

Jluma ¢ mpepacroIokeHneM K KOXKaHOH aJUIepTUH MM JIBIXaTeNbHBIX ITyTeH He JOJDKHBI IMETh KOHTAKTa C IPerapaToM.
W36erats noABeprHyTHS — IIE€pel IPUMEHEHUEM 03HAKOMUTECS ¢ HHCTPYKIUEH 110 IPUMEHSHHN.

Tocne mpumeHeHNs EMKOCTD INIOTHO 3aKPBITh, XPAHHUTH JaJeKO OT HEYIIOJHOMOUYCHBIX JIUII.

Bo Bpems paboTel c mnpemapatoM O0OECNHEYUTH COOTBETCTBYIOLIYIO BEHTHIIALMIO TOMELIEHHS C LENbI0 H30eTHYTHUS
MHTAJTALHOHHOTO OTPABIICHUSI.

7.2. CKJIAAUPOBAHUE

Tlpenapar XpaHUTh UCKIIOUHTEIFHO B OPUTHHAIBHBIX YIIAKOBKAX M3 IUIACTMACHI (BHICOKOTO KadectBa mosmatuwieH HDPE).
He nepenuBath B 3aMeHstonve yrnakoBku. EMKOCTH ¢ npenapaTroM XpaHUTh B CyXOM IOMEIICHUH IJIOTHO 3aKPBITBIMHU, ITPU
temreparype +5 + 30°L] ¢ ucnpaBHON BEHTWISIMEH, OCHAIICHOM JIETKO 3MBIBAEMBbIM, HCHAMOKAIOYHM TOJIOM, YCTOWYHBEIM
K ENoYr. 3auiiaTh npernapaT OT COJHEYHOI'0 CBETa TakkKe Tarula. XpaHUTh JajIeKo OT UCTOYHHUKOB CaMOBOCIUIAMEHEHUS 1
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OTKPBITOI'O OT'HS.

8. KOHTPOJIb IMOJIBEPTAHUS U CPEACTBA WHIUBUIYAJBHOM 3ALIATHI

TTapameTpbl KOHTPOJIS oBpexAeHus (corit. Pacnopsipkenus Munuctpa Tpyna u O6uiectennoit [Tonutuku ot gHs 29
nostOopst 2002r. (3.0u. Hp 217, non1. 1833,¢ nocnenoBarensubivu u3menerusivu- 3.J{0. Hp 212, mon. 17690t nust 10
oktst6pst 2005r.)

I'mapookuch HATPHS:

NDS 0,5mr/m®

NDSCh:1.mr/m®

AHHOHOBbIE TOBEPXHOCTHO-AKTHBHBIE CPENCTBA!
NDS, NDSCh:+e onpeneneno

K arnoHOBBHIE MOBEPXHOCTHO- AKTHBHbIE CPEICTBA
NDS, NDSChe onpezerneno.

Hatppuesa conb NTA

NDS, NDSChHe onpezeneHo.

PexoMeHIanK Kacaloluecs IpoLe ypbl MOHUTOPHHIA COKEPHKAHUS ONACHBIX BEILECTB B BO3JYXe- METO/IMKA U3MEPCHUI:
- Pactiopsipxennst Munuctpa 3n0poBss ot aust 20 anpens 2005r. 1o neny ncciaenoBaHuid 1 M3MEpEHHI BPEIHBIX IS
3mopoBust pakTopoB B cpexe paborsl (3.JJu. Hp 73, moin. 645)

- PN-89/Z-01001/06 3amura unctoTsl Bo3ayxa. HaumeHoBaHue, ONpeie/IeHus U €AMHUIIbL. TePMUHOJIOTHS KACAFOIIAsICSI
HCCIIEeOBaHUN KauecTBa BO3AyXa Ha IIOCTax padoTHI.

- PN-89/Z-04008/07 3auura uuctotsl Bo3ayxa. Ot6op 06pasuos. [IpuHims 0TO0pa 06pa3uoB Bo3ayxa B cpeje paboTh
U UHTEpIpeTalys pe3yJbTaToB.

- PN-EN-689:2002 Bo3ayx Ha nocrax paboThl- JJUpPEKTUBBI OLIEHKH HHTAISLIMOHHOTO MOABEPTHYTHS XUMHUUECKUM
(akTopaM yepe3 CpaBHEHHE C IOIMYCTHUMbIMU 3HAUCHSAMH U CTPATEr sl U3MEPEHUI.

ITpumeuanue: Korza cryuieHue BemecTsa OnpeeneHo 1 U3BECTHOE, 0TOOP CPEACTB MHAMBHYaIbHOM 3allUTHI CIIEyeT
COBEpIATh YUUTHUBAS CTYIICHUE BEIIECTBA, KOTOPOE 3HAXOJUTCS Ha JJAHHOM HOCTY PabOThI, BpeMsl SKCIIO3HIUHN TAKKe
JEHCTBUI BBHITIOJIHAHBIX pabounM. B aBapuifHO# cUTyaIuy, TOCKOJIBKY CT'YICHUE BEIIECTBA Ha ITOCTY padOTHI HE U3BECTHOE,
MPUMEHSTh CPEICTBA MHIMBUYaIbHOH 3alIUTHI CAMOT'0 BBICOKOTO KIIaCCa 3allHThI.

8.2. CPEJICTBA MHIUBUJIYAJBHOM 3AIIUTHI

[Tpumensemble cpencTBa HHANBUAYAIBHOM 3alIUThI OJDKHBI BRIOJIHATE TpeOoBHUS Pacnopsamkenas Munuctpa Xo3saiicTa
ot aus 21 nexabpst 2005110 10 ey OCHOBHBIX TPEOOBaHHIA TS CPEICTB HHAMBUAYanbHOM 3amuThl (3.J(H. Hp 259, mom.
2173):

3AIIATA IBIXATEJBHBIX ITYTEM: mpoTHBOTa3s ¢ HOTIOTHETEM MapoB.

SAIMUTA IS PYK: 3auiutHble epyaTKy.

3AIIUTA I'JIA3 U JIMLIA : 3a11UTHBIE OYKU.

3AINUTA KOJKH: 3amuTHast THKOBas 0K A, (h1aHenoBas pyOalka, 3alUTHEIH (apTyk, pe3nHoBast 00yBb

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

9.1. OBIIUME UH®OPMALIUHN
BUJI — xuakocTh
3AIIAX —xapakTepHBbIi.

9.2. BA’KHBIE HH®OPMAIIUHU JJI51 BE3OITACHOCTH 310POBbBS U CPE/IbI
pH-14
TEMIIEPATYPBI
a)KMNITEHUS — oTcyTCTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTCTBHE JaHHBIX
C¢)BOCIINTAMEHEHMUSI — orcyTcTBHE AaHHBIX
d)CAMOBOCIUUTAMEHEHUSI — orcyTcTBHE JaHHBIX
I'OPIOYECTD —otcyTcTBUE TaHHBIX
B3PBLIBUATLIE CBOMCTBA— OTCYTCTBHE aHHBIX
OKUCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JAHHBIX
VIIPYT'OCTb ITAPA —oTcyTCTBUE JaHHBIX
OTHOCHUTEJIBHASI IIJIOTHOCTh — 1,031 # 0,002/cv®
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PACTBOPUMOCTD

a)B BO/IE - monnast

6) BOPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaH01/BOAA —OTCYTCTBUE JAHHBIX
BA3KOCTD —otcyrcTBHE AaHHBIX
I'VCTOTA ITAPOB —oTcyTcTBUE JaHHBIX
CKOPOCTbD UCITAPEHUS — orcyTcTBUE TaHHBIX

9.3. JPYI'HE HH®OPMAIIUN X
KOSOOUIUEHT NMEPEJIOMJIEHN S CBETA — otcyrerBue aannbix 10,5% Brix
- YKa3aHHbIH Kak % Bec. coJepKaHus caxapo3a B BOJHOM PacTBOpe

10. YCTOMYUBOCTH U PEAKTUBHOCTH
IIpoayKT B yCIOBUSIX MPABUIBHOTO XPAHCHHUSI XUMIYIECKH YCTOHYMBEII (CMOTPHU: IYHKT 7).

10.1. YCJIOBUSA, KOTOPBIX CJEAYET U3BEI'ATD: cunbHO HarpeTble MOMEIICHUs] 03 BEeHTHLSILUH. 3aluiiaTh
€MKOCTH OT NPOJOJDKUTEIBHOTO NEeHCTBUS CBETOBOTO M3ITy4EHHUS TAKXKE 3arpsA3HEHHMS.

10.2. MATEPHUAJIBI, KOTOPBIX CJEAYET U3BEI'ATD : KuclioTbl, CUIbHBIE OKUCIIUTEIH.

OINIACHBIE MPOAYKTHU PA3JIOKEHMUSI: oTtcyrcTByIOT.

11. TOKCUKOJOI'MYECKHE HH®OPMALINU
IIYTHU IIOABEPT AHUSL:

- ABIXATEJIBHBIE: pa3npaxaeT, MOKET BbI3BaTh pPa3pakCHUE BEPXHUX JbIXaTCIbHBIX IIyTCH, Kallle)lb, YyBCTBO yIyUIbs,
6011b TOpIA.

- IMIIEBBIE: pazapaxaer, MOXKET BbI3BaTbh 07KOT'M MOJIOCTH PTa, FOpJa, MUIEBOA, KENyAKa, TOLIHOTY, PBOTHI, ILIOK.

- KOHTAKT C KOJKEM: MoKeT BbI3BaTh PA3ApaKeHHe B CIIyuae POI0KATEILHOTO AeHCTBUS.

- KOHTAKT C I''IABAMM: BbI3bIBacT 0KOTH BEK, a B pe3yJIbTaTe AaXke MOCTOSHHOE MOBPEXKICHHUE 3PSHUSL.

AHO®OPMAIIMN KACAIOIIUECSI COCTABHBIX DJDJEMEHTOB TIPEITAPATA (corn. KAPTBI
XAPAKTEPUCTHUKH OTAEJIBHOI'O CBIPbBSI):

TI'uppooxucn, HaTpus:

MecrtHoe neiicTBue:

- BJBIXaHHE — CHJIBHO pa3/pakaeT, MOXKET BBI3BIBATH CEPbE3HBIC MOBPEXKICHHUS BEPXHUX [bIXATENBHBIX IyTel, 0XKOrH,
BO3MOXKHbIE XHMHUECKUE BOCIAJIEHHE JETKUX Takxke OTEK NErkux. CUMITOMBI- YMXaHHUE, BBINOT C HOCA, Kallelb, 00Ib
TJIOTKH, 3aTPyJHEHMS B JBIXaHUHU a JaXe KoMa

- MOTPeOJICHUE — eKUi, BBI3BIBACT CEPbE3HBIC OXKErM IOJIOCTH PTA, IJIOTKH, JKEJIyIOKa, CephE3HbIE MOBPEKACHHUS TKaHEH
nuieBoga ( pUCK MpoOOJeHHs) MOTYT NPUBECTH K cMepTH. CHMOTOMBI — CHiIbHas 00Jb, PBOTHI, IIOHOC HOHMKCHHE
JIaBJIEHUs] KPOBU, CHMIITOMBI IIOBPEXKICHUH MOTYT MOSIBUTECS [JaXKe CITYCTSI HECKOJIBKUX JTHEH MOCIIe TTOIBEPKACHNS.

- KOHTAKT C KOXeH — e/IKUi{, BOMOXKHBIE 0)KOTH, MOTYT BO3HUKATh PaHBI, INTyOOKHE M3BS3BICHUS, XOJIOAHAS, pa3MsrdeHas,
CHHSISL WIM O4eHb OliefjHasi Koxka. PaHbI BEI3BaHBIE OXKEraMH TMAPOOKHUCHIO HATPUS 3a)KHUBAIOT OYEHb TSDKENIO U BHI3BIBAIOT
CepbE3HBIE U3MEHEHUS Ha KOXKeE.

- KOHTaKT C TJa3aMM — €JIKHH, MOXET BBI3BIBATH OXETM, MOBPEKACHUS POTOBUIBI M COCAMHHTENBHBIX 000JOYEK IJa3
(moxpacHeHus, cuiibHasi 60Jb), KOTOPbIE BEAyT K HEOTBPATHMOMY YXYAIICHHIO 3PSHHS a AaXKe MOJHOH MOTEpH 3pCHUSL.
Peskast TOKCHYHOCTH — epopaiibHo: LDLO 500 mr/kr (Kpoutuk).

AHHOHOBBIE TOBEPXHOCTHO-AKTHBHBIE CPECTBA:

IoreHnmansHO pe3koe AeiicTBHE Ha 30POBHE. OTCYTCTBHE COOOIICHHUI 0 HEXENAaHBIX MOCIEACTBUSIX HIIH KPUTHIECKHX
yrpo3ax.

IloreHnuanbHOE XPOHUYECKOE BO3ACHCTBUE HA 310pPOBbE. OTCYTCTBUE JAHHBIX.

KarnoHoBbie NOBEPXHOCTHO- AKTHBHBIE CPEICTBA:

Peskast TokcruHocTh: LD50 > 2000mr/kr (Kpbica, mepopaibHO)

MectHoe feiicTBHE: KOXKa — HE pa3apakaeT; riasa —pasapaxaeT. [IpoaykT He AeliCTByeT CeHCHOMIN3UPYIOLIe

Hatppuesa conp NTA:

Peskas tokcuunocts: LD50 > 3900mr/kr (kprpica, mepopaibHo)
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Pasznpaxaer cie3nuctue 060109KH (KPOITHK).

He pasnopaxaer koky (Kponuk), Takxke He ceHcuOmnmmsupyer (rect Buhlera). Tersi Ha MmyrareHHoe elicTBHE HE
OOHApYXHIM T€HOTOKCHYECKOTO IOTEHIHala. B J0JIrOCPOKOBBIX HCCIEIOBAHHMAX HA JXKMUBOTHBIX, BO BpPEMS KOTOPBIX
BELIECTBO J0J1aBAJIOCh B BBICOKHX 032X K IIUThEBOI BOJIE, HAOIOAATIOCH KaHLIEPOreHHOE JeiiCTBHIE.

B IOJITOCTPOKOBBIX MCCIUICIOBAHUSIX HA KUBOTHBIX, BO BPEMsI KOTOPBIX BELIECTBO MPUOABIUIOCH K KOPMY, HAOIIOMATIOCH
KaHIIEpOTeHHOEe JelcTBHe. [IpM OHOPa30BOM WM KOPOTKOBPEMEHHOM MOTPEOIEHHIO BEIECTBA, HCKIIOYAETCS
KaHIIEPOTEHHOE JICHCTBHE.

12. IKOJOI'MYECKHUE NHO®OPMAIIMN

IToBepXHOCTHO- aKTHBHEIE CPEJICTBA COAEPKUMBIE B IIPENapaTe BHIIONHIIOT KPUTEPUH ONOIErpaIupyeMOCTH COTTIaCHO
Vkazanus EC 648/2004m0 neny neTepreHTos.

JAHHBIE KACAIOUIUECS CBIPBS (corn KCHNSCh):

I'uapooxuch, HaTpus:

[IponyxTt He OuomerpagupyeMblii.

OKOTOKCHYHOCTb:

Tokeuunocts st peio: LC50 45,5ur/I/964 (Onchorhynchus mykiss), LC50 98/1/484 (Limnea macrochirus)
Tokcuunocts st naduei: EUS0 76mr/l/244 (Daphnia magna)

Buonornueckoe AeficTBHE. TOOKCUMYECKH JEHCTBYET Ha PHIOBI U IUTAaHKTOH. Bpennsiii addexr 3aBucur ot 3HadeHus pH.
Bo3moxHOCTh cMepTHOTO 3ddekra st ppid. He Bb3bBacT Ouosornueckoro aeduiura Kuciopoaa. Bo3MOKHOCTH
HEUTpANU3alMi B OYHCTHOI CTaHIIUH.

3aIUTUTh OT IPOHUKHYTHS CPECTBA K IPYHTOBBIM BOJaM, BOJOXPAHWIHIIAM TAKKE KaHAIH3ALUH.

AHHOHOBbIE IOBEPXHOCTHO-AKTHBHBIE CPEACTBA:

He BbUIMBATH B HOBEPXHOCTHBIE BO/bI, KAHAIU3ALMIO U ITOYBBI.

IToBEpXHOCTHO- aKTHBHBIE CPEACTBA COAEPIKAIOLINECS B TOM HPOIYKTE BHINOJIHAIOT KPUTEPHU OMOACTPaUPyeMOCTH
cornacHo Posnopsmkernto EC 648/2004kacaroiieMycst 1eTepreHToB.

K arnoHoBbIE IOBEPXHOCTHO- AKTHBHBIE CPEICTBA!

IpoaykT Ki1accuUIUPOBAH KaK OMACHBIN I OKPYKaroliei cpebl. TOKCHYECKH IS BOIHBIX OPraHU3MOB.
DKOTOKCHYECKHE TaHHBIC JUISl BOJHBIX OPTaHHU3MOB |

- nis madueit: EC50 0,1-1 mg/l/48h (Daphnia magnajis cyOcTaHIuii aKTHBHBIX.

IToBEpXHOCTHO- aKTUBHBIE CPEACTBA COAEPIKAIOLIUECS B TOM HPOIYKTE BHINOJIHAIOT KPUTEPUH OMOACTPaUPyeMOCTH
cornacHo Posnopsimkernto EC 648/2004kacarorieMycst IeTepreHTOB.

Hatppuesa conb NTA:

Crenenp anumuHanuy > 90%mno OECD 302B/ISO 9888 spoaykT jerko Ouoaerpaaupyemsiii.

COOTBETCTBYIOIIEE BBEACHUE B HU3KHX KOHIICHTPALUIX B OHOJIOTMYECKYIO OUMCTHYIO CTAHIHIO HE BBI3BIBACT HAPYIICHHH B
e€ pabore.

Toxkcuarocts st peio: LC50 > 500mr/1/964

ToxcuaHoCTh 17151 6e3m03BoHOo4HbIX: EC50 > 100ur/I/484

Tokcuunocts ans ansr: EC50 > 100ur/l/724

Xumugeckuii criopoc Ha kuciopoq (COD): 160mr/a

Broxumuueckuii cripoc Ha kuciopos (BOD), Bpemst unkyGaiuu 51 < 5wmr/a

He conepuT OpraHnvecKd COSANHEHHOTO TalloreHa.

13. TTOBEJEHHE C OTXOJAMH

OCTATKHU UJIA OTXO/JBbI:

He cMemmBarh npenapar ¢ IPYIHMH KUAKAMH oTxoiamu. He ypamsite B KaHanmu3auuio. IIpOJYKT CIEAyeT MOJHOCTHIO
YIOTPEOUTD COTJIAHO PEKOMEHIALMH, HOCKOJIbKY 3TO HEBO3MOXKHO MPOJYKT HJIM OCTATKH IIPOIYKTa JOJKHBI OBITh YAAJICHBI
KaK 0cO0bIC OTXO/BI.

Konx onxona u Bug: 06 02 04 —runpookucsk Hatpust u kanbiwsi; 07 06 04 —pyrue opraHuuecKue pacTBOPUTEINH, PACTBOPBI
OT MPOMBIBaHUS U MaTouHbIe kuakocTH ; 16 03 05 — praHndeckre OTXOAbI COEPIKAIOIIHIE OIIACHBIC BEIIECTRA.
Knaccudukarums koga 0TXoAa U BUJ corjiacHo ykasanus Mununctpa Cpenst ot aust 27 centsops 2001rona o meny xaranora
orxomos (3. In. Hp 112y101.1206 ).

YHAKOBKMU:
3arp$[3HeHbIe YIIAaKOBKHU CJICAYET IIOJIHOCTBIO OHPOKHHUTh. HOpO)KHIO YIIaKOBKY BBIIIOJIOCKATh HECKOJIBKO pa3 BOHOﬁ,
KOTOPYIO INIPUMCHUTDL TaK KakK IIperapar. HOpO)KHIO YIIaKOBKY MOKHO XpaHUTb B €EMKOCTAX MPEAHA3HAYCHBIX IJIA co614paH1/m

Kapmy paspabomano ¢ @upme Tenzi 06. c 0.0.
Cmpanuua5 usz 8




\/ TENZI 06. ¢ 0.0.
A CKAPBHUMEKHUIJE 22
72-002 JJOJTVE
GRAN BIS

YIAKOBOK M3 IIACTMAC WIIH TIepeiaTh CIeHHaIN3MPOBAHHOMH (GupMe [UIs yTHIN3aLHH.

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

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

Kox orxoma u Bun: 15 01 02-ymakoBku u3 mractmac. 15 01 10-ynmakoBKH coJepiKallde OCTaTKU OMACHBIX BEHICCTB FUTH
HUMH 3arpsi3HCHEI.

14. THO®OPMAIIMU O TPAHCIIOPTE
BBICBIUIIOYHOE HABBAHUE : GRAN BIS

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

HOMEP UN: He kacaetcs

[IPEJIOCTEPET AIOIIASI HAKJIEMKA: ne kacaercs

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUMI

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

- 3akon ot aust 11staBaps 2001r. 0 xuMuveckux BemiectBax U npenaparax (3. Iu. Hp 11, mon. 84 ¢ u3MeHeHUAMH).

- Posnopsimkennss Mununcrpa 3gopoBust ot aust 28 centsopss 20051, mo geny CnucKka OMAacHBIX BELIECTB BMECTE € HX
kiaccudukanuei u 3axneiimenneM (3. Iu. Hp 201mon. 1674u 1675).

- Posnopsimkennst Munuctpa 3n0posust ot aus 3 uroist 2002r. 110 ety KapThl XapaKTepUCTHKH XUMHYECKOTO BELIECTBA U
omnacHoro npenapara (3./]1. Hp 2, nox.8).

- Posmopsmkennst Munuctpa 3n0poBust ot nHS 2 ceHTs0pst 2003 r.mo menmy xputepued M KIacCUPHUKAINH XUMHYECKHX
BeniectB u npenaparoB (3.JIH. Hp 171pon. 1665u 1666)takxe Posnopsmkenns MunucTpa 300poBus oT aHs 29 HOSOps
2004r. oT™MeHsoLIEe PO3MOPSKEHHUS [0 JIeTy KPUTEPHEB U KiIacCH(HUKAIMH XMMHIECKHX BetiecTs U npenaparos (3./(q.Hp
243,noi1. 2440).

- Posopsymxennss Munuctpa 3n0posust ot aus 2 centsiops 2003r. mo geny 3akiefiMHEHHs YIMAaKOBOK OMACHBIX BELICCTB H
npenapatoB (3. Ju. 2003, np 173, mon. 1679) takxe Posmopsipkenuss Munucrpa 3mopoBust ot aHs 9 Hosops 2004
I.OTMEHSIIOLIEE PO3MOPSKCHHUS 110 eIy 3aKJICHMEHHMs! yIaKOBOK OIACHBIX BEIECTB M OMacHbIX npenapartos (3. Ju. 2004,Hp
260,1011.2595).

- Posmopsmkenuss Munncrpa 3mopoBust or mus 14 asrycra 2002 r.mo nemy OOS3aHHOCTH TIPEIBSIBICHUS KapThI
XapaKTepUCTUKH HEKOTOPBIX MpenapaToB HekllaccuuIMpoBaHHbIx Kak onacHsie (3. [u.Hp 142,momn. 1194).

- Posmopsimxennst Munuctpa 3nopoBust oT aHs 17 stuBapst 2003 1. mo aeiny mHbOpMaiMy O OMACHBIX Hpenaparax, Uit
KOTOPBIX HE TpeOyeTcs IpeabsBIeHus KapThl Xapakrepuctuku (3. Ju. Hp 19,mon. 1701).

- 3akon ot aust 26 moust 1974r., Kogeke 3akonos o Tpyae (3.11. Hp 21 ot 1998p. IToin. 94).

- Posnmopsimoxennst Munuctpa XosstiictBa u Paboter ot aust 5 utonst 2004r. 1o gey orpaHHyeHuil, 3apeToB WK yCIOBUI
MPOU3BOJICTBA, 00OOPOTY MM PHUMEHSHHUS OMACHBIX BELIECTB TAKXKe CoJeprKarolmx ux mpoaykros (3.0u. Hp 11,mon. 1762)
takxe Posnopsypkenus Munuctpa XoszsiictBa u Pabotsl ot aust 21 ¢despanst 2005r. (3. Tu. Hp 11, non.1962) raxxke
Posnopsioxenns Mununcrpa Xosstiictea 1 Pa6ots! ot aust 21 despans 2005r. (3. Tu. Hp 39, 1011.372),01 nus 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. Jdu. 2007, upl mon. 1) oTMeHsifOlIee PO3MOPSKECHUSI 1O [Ny OrPaHHYCHHM, 3alpeToB WM YCIOBHIA
HPOM3BOJCTBA, 000POTA MIIM IIPUMEHEHHUS OIIACHBIX BELIECTB TAKKE COAEPIKALINX UX IIPOLYKTOB.

- Posnopsioxenust (EC) up 648 /2004EBponeiickoro Ilapnamenra u Cosera ot aus 31 mapra 2004r. 1o geny AeTepreHToB
takxe Posnopsimkeruss Komucun (EC) mp 907/2006r. ormensitome posnopsykenus (EC) vp 648/2004 Eppomneiickoro
ITapmamenra n CoBera 10 i€y I€TEPreHTOM C IeTbIo IpuMeHeHus ero npuioxennit |l u VII.

- Posnopsyokenus (EC) mp 1907/2006 EBporneiickoro Ilapmamenra u CoBera ot ausi 18 mexabps 2006 r. mo neiy
peecTpary, OLCHKH, IPEIOCTABICHHS Pa3pelleHNil 1 IPUMEHIHUS orpaHndeHuii B chepe xumukatoB (REACH), coznanus
EBporeiickoro AreHTcTBa XHMHKaToB, oTMeHstome aupektuBy 1999/45EC Taroke oTMensoie posnopsyvkenus Cosera

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

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

3AKJEAMJEHHUE HA 3TUKETKE (cormacHo Pacropsixerns MunucTpa 310posus u OmiecTBeHHOH 3a60TH OT THS 2
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ceHTs10pst 2003r. 110 ey 3aKiIeMIICHHS YIIaKOBOK OMACHBIX BEIECTB M OIacHbIX mpenapartos (3. Ju. Hp 173,noi. 1679)
taroke Pacriopsmkenust Munuctpa 3noposust ot nust 9 Host6pst 2004r. oTMEHSIOIIee PACTIOPSKEHUS 0 eIy KICHMIICHUS
YIaKOBOK OIMACHBIX BEIIECTBU onacHbIx npernapatos (3. JIu. Hp 260j1051.2595).

Xi — Pazapaxarounii

R36/38 -Pazmpaxkaet rnasa u KOXy

S26-3arpsi3HeHble T71a3a ceivac ke MPOMBITh OOJIBIIMM KOJHYECTBOM BOJIbI M 0OPATHTHCS 33 IIOMOIIIBIO K Bpady
S28 -B ciyyae monagaHus Ha KOXY IPOMOMTE OOJIBIIMM KOJTHYECCTBOM BOIBI.

S45 -B ciiyyae aBapuu WM KOT/Ia IJI0XO0 MOYYBCTBYEIIb cedsl, ceifuac ke o0paTuch 3a MOMOIIbIO K Bpavy-
MOCKOJIbKY 3TO BO3MOXHO, MOKAXH ITUKETKY

S46 —B ciyuae nporioueHUst HEMEUIEHHO 00paTHCh 32 HOMOIIBIO K Bpady- IOKaXKH YHaKOBKY MJIH 3THKETKY
S37/39-+HocHT cOOTBETCTBYIOIIHE 3aIUTHBIC PYKABHIIbI, OYKH HIIH 3ALIUTY JIHLA

S1/2 -XpaHuTh 110]] 3aMKOM B HEJOCTYITHOM JIJIs JI€TEM MeCTe

PA3JIPAXAIOIINIA

TOJIBKO IJIAA TPOGECCUOHAJIOB

16. JPYI'ME HH®OPMAIIUN

Beime ykasanHble HHGOpManuy pa3paboTaHbl HA OCHOBAHUM TEKYIIET0 COCTOSIHUS 3HAHUH U KacaloTcs MPOAYKTa B B BUAY, B
KOTOpOMY IpuMeHsieTcsl. JJaHHbIe Kacaroluecst 3TOro NpoLyKTa H300paKEeHO C LENbI0 yuTeHHs TpeOoBaHUil 6€301acHOCTH, a
He o0ecredeHns! ero ocoOBIX CBOWCTB. B cirydae, korna ycioBHsI NPHMEHCHUs Iperapara He HaXOJATCS IOJ KOHTPOJIEM
TIPOHM3BOIUTENIS, OTBETCTBEHHOCT 3a 0e30IacHOe IIPUMEHEHHeE Ipernapara MoIaraeTcs Ha IMoJIb30BaTelsl.

PoGoTtomaTens 3000Bs3aHbIl COOOIINTE BeeX pabOUMX, KOTOPHIE MMEIOT KOHTAaKT ¢ MPOAYKTOM, O Yrpo3ax M CpelcTBax
JIMYHOHN 3aIWTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPUCTUKH.

Hacrosmss kapra XapakTepUCTHKH Obula pa3paboTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKU ChIPbEH 3HAXOMALIMXCS B
COCTaBe MpemnapaTa MOCTaBJIEHBIX MPOU3BOUTEISIMU TAKKE HA OCHOBAaHUH JEHCTBYIOMINX MPABUJI OTHOCSAIINXCS K OTACHBIM
BEIIIECTBAM U XMMHUECKUM MpenapaTam.

Kraccudukarmio npenapara CoBEpIIEHO HA OCHOBAHINH MAaKCHMAaJIbHBIX KOHIIEHTPAIMH OMACHBIX COCTABHBIX 3IEMEHTOB.

IonHOE 3ByYaHne CHMBOJIOB TaKKe BeIpakeHHH R u3 myHkra 2:
C — Enknit

Xi — Pazgpakarouuii

R35 -BrI3biBaeT cepe3HbIe 0XKOTH

R 36 Pazapaaer riiaza

R38 -Pazapaxaer koxy

RA41-Puck cepiio3HOTO MOBPEXKICHUS TIIa3.

HOZ[DO6HLIC TPUHIHUIIEI IPUMEHCHHUS MperapaTa MoMeIeHO B TEXHUYECKOW KapTe OCTYITHOM Ha cailTe WWW.tenZi.pI

Obyuenue: Jluma, KOTOpble MPUHHUMAIOT y4acTh B OOOpOTE OMACHOTO Mpenepara JODKHBI ObITh 00y4deHbl B chepe
HOBEACHUs, OE30MaCHOCTH W TUTHEHbl. BOIMTENN CPEACTB MNEpPEIBMIKEHHS [OJDKHBI NMEpedTH o0ydeHHEe M IIOJIYy4YHTb
COOTBETCTBEHHOE YIOCTOBEPEHHE corsIacHO TpeboBanuii mpasui ADR.

IIpenapat npenbsasieHo Uucnexropy no Jdeaam Xumndeckux Bemects u Ilpenaparos.

CpOK TOAHOCTH IMpenapara B HOPMAJbHBIX YCJI0BUAX XPAHCHUSA- 12 MeCALEB CO JHA U3rOTOBJICHUSA.
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Ipenapat umeet atect PZH np HZ/01565/03/2007.

H3zmnenua omuocumensHo npedbloyuieii gepcuu:
- o0uIsAs aKTyanu3aius. AKTyaJIn30BaHHbIC KapThl JOCTYIHBI HA HHTEPHETOBOM caiite WwWw.tenzi.pl.

Kapra exuHsIil TOKyMeHT cofepskamuii 8 crpanu.

Kapty opopmuna: Monuka JKenkoscka.
Skarbimierzyce 16.07.20G7
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