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1. MIAEHTHOUKANOUWA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATHUA

1.1 Hnpentunduxanus npenapara: BOBEREX

1.2 Ilpumenenue npenapata: JXuaKocTs Uit MOWKH MOCY/BI

1.3 Hnpentudpuxamus npexnpusatus. 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 114nbu.-nsitH. 8-16); +48 606 147 57€ fedan [enkans) niu 998

2. HNIEHTUOUKALUSA YI'PO3

IIponyKT He BBINOJIHAET KPUTEPHUI KaK pa3Apakaroliuii 1 onacHslit o Pacnopsamxennu Munuctpa 310poBbs OT
nus 2 centsiops 2003r. mo Bonpocy Kputepuil 1 criocoba KiracCUpUKai XMMUYECKNX BEILIECTB U IIPENapaToB
(3.4u. Hp 171, mon. 1665u 1666)

3. COCTAB 1 TH®OPMAILIUS O COCTABHBIX DJIEMEHTAX
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TlomHoe 3By4aHUC CUMBOJIOB TaKXKE Bpra)KeHHﬁ R 3HaXOAATHCS B ITYHKTC 16.

4. NEPBAsI IOMOIIb

HUHTAJISIHIUOHHOE OTPABJIEHUE — B ciyyae BBICTYIUICHHS CUMITOMOB MHIAJSALMOHHOTO OTpaBiieHHs ( Kallelsb,
YyBCTBO YAYIIBS, TOJOBOKPY)KCHHE) BBIBECTH MOBPEKIEHHOIO Ha CBEXHH B03ayX. Obecrneunth 0€3yCIOBHBII MOKOH B
TIO3MINY TIOJTyJIeXale nim cunsmiel, pusndeckoe HaNpsHKEHHE MOXKET BEIBATh OTEK JIETKMX. 3alUINATh OT ITOTEPH TEILIa.
BeI3BaTh MEAMAMHCKYIO OMOIIb.

KOHTAKT C KOJKEM — B ciyuae 3apaxeHus 0exK/bl Ceifuac e CHATh &, 00MbITh 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 II1a3a MPOMBITh OOJIBIIMM KOJIHYECTBOM XOJIOAHOM BO/bI (HE MEHBILEC B TEUCHHE
15 MuyT) pasmensist OTACIBHO BEKH, 00OPATUTHCS 32 HOMOIIBIO K BPady CHELHAIUCTY.

MOCJIE MTPOI'VIOYEHUSA — B ciydae motpebiaeHuss HE BBI3BIBATH PBOT. IlomaTe Aiist BHIMUTHS OOJBIIOE KOJIHMYECTBO
Boxsl.He naBats Helitpamm3annonnsie cpexcra.  Ceifuac e 00paTUTHCS 32 TIOMOIIBIO K Bpady, IIOCKOJIBKY 3TO BO3MOKHO
TIOKa3aTh 3THKETKY.
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5. MOBEJIEHHME B CJOYYAE IOKAPA
[IPOIYKT HETOPIOYUIA..

CPEJICTBA JIJI1 OTHETYIIEHHASI CBOMCTBEHHBIE OTHOCHUTEJILHO BUJIA IPEIAPATA: noxaps! B
MIPUCYTCTBUY IpeTiapaTa TYIINTh OTHETYIIUTEILHBIMH CPEICTBAMU COOTBETCTBYIOIIMMH IJIs TOPIOYEH Cpe/Ibl- BOAA, MeHa.
CPEACTBA JJIs1 OTHETYHIEHUS, KOTOPBIE HEJIbB3S NPUMEHATH PAJAU BE3OIACHOCTH: ne
HBECTHBIE CPEICTBA I OTHETYIICHHS, KOTOPBIE HElb3sI IPUMEHSITh.

OCOBBIE YI'PO3bI: npenapar Heroprouuii.

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

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

6. MNOBEJIEHHUE B C1YYAE HEHAMEPEHHOI'O YBOJIbHEHMUS B CPELY

CPEJICTBA JIMYHOM SAIUTHI: 3amuTHa ofexaa, annapar U30JIUPYIOLIUH JAbIXaTeNbHBE IIYyTH, 3allUTHBIE NIEPUYATKH,
3alIATHBIC OYKH.
M36eraTh HEMOCPEICTBEHHOTO KOHTAKTA C KOXKEH U Ii1a3aMu; 00€CIIEYUTh COOTBETCTBYIOIIYIO BEHTHIISLIUIO.

MOBEJAEHMUE: B ciyuae HeHaMEepeHHOTO YBOJbHEHHS Ipernapara B cpefy COOOLIUT O aBapuy TaKKe yAaTUTh UCTOYHUKU
caMmoBocIIaMeHeHHs. O0ecneynTs JTUBHENPUEMHUKHN dYepe3 UX oOBanoBaHUE, HE JOMYCTUTh 0 MepeOpaHus mpenaTtapa B
MIOBEPXHOCTHBIE U IPYHTOBBIE BOJIbI, H30€raTh HEMOCPEICTBEHHOTO KOHTAKTA C YBOJIbHAOIEMCs BemecTse. IlockonbKy 310
BO3MOXKHO YZQIHTh BBIXOJ (3aKPBITh HNPHUTOK YKUIKOCTH, YIUIOTHHTH, HOBPESKICHHYIO YIIAaKOBKY HOMECTHTH B IUIOTHOU
3aIUTHOW yIakoBKe). Bo Bpems OOJBIIrO BBIXOJa MECTO HAKAIUIMBAHHUS JKHUAKOCTH OOBAJIOBATH, COOPaHYK YKHIKOCTh
oTKa4yaTh. MaJble KOJIMYECTBA PA3JIUTOrO MperapaTa MOChIaTh HECTOPAEeMbIM BIIUTBHIBAIOIIMM MaTepHaioM (IIECOK, 3eMIIs,
OIIMJIKK, MH(QY30pHAs 3eMilsl, Pa3sMOJIOTBIA H3BECTSK), 3aTEM I[OMECTHTh B 3aKJICHMIICHOM BMECTHIIHIIC- HEpeiath K
YTHIIN3ALUH. 3arpsi3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJEHME C IPENAPATOM U EI'O CKIIAZUPOBAHHUE

7.1. MOBEJAEHHUE C ITIPEITAPATOM

Bo Bpemst poGoThl ¢ HpenapaToM HpeanosiaraeTcsi OCTPOKHOCTh., Tpebyemoe NPHMEHEHHE COOTBETCTBYIOLIMX CPEICTB
UHAWUBUYaJIbHOM 3aIlIUThI- CMOTPH ITYHKT 8.

CMelnBath npenapar HCKJIOYUTEIbHO ¢ BoZoW. Hu B koeM cilydyae He cMeIMBaTh Ipenapara ¢ APYTMMH XUMHYECKHUMH
npenapaTamy.

JIuua ¢ mpeapacIoioKeHHeM K KOKaHO# ajuIepruyl WM ABIXaTelIbHBIX MyTei He TOJDKHBI HMETh KOHTAKTa C [IPErnapaToM.
V30erarh NOABEPrHYTHS — IIepe]l IPUMEHEHHEM 03HAKOMHTBCS ¢ HHCTPYKLHCH 110 IPUMEHSIHHH.

TTocse mpuMeHeHHUst EMKOCTh IIIOTHO 3aKPbITh, XPAHHUTh JAJICKO OT HEYIIOJHOMOYCHBIX JIHII.

Bo Bpems paGoTel C mpenapatoM OOECIIEYUTH COOTBETCTBYIOLIYIO BEHTHJIALMIO IIOMENICHHS C LENbI0 H30eTHYTHs
HHTIILIHOHHOTO OTPABJICHHS.

7.2. CKJIAAUPOBAHUE

[penapar XpaHUTh UCKIIFOUMTEIBHO B OPUIMHAIBHBIX YIIAKOBKAX M3 MIIACTMAChl (BBICOKOTO KadecTa mosmdtiwies HDPE).
He nepenuBarhs B 3aMeHsONINE YIAKOBKH. EMKOCTH C IIpenapaToM XpaHUTh B CyXOM IIOMELICHUM IUIOTHO 3aKpBITBIMU, IIPH
temneparype +5 + 30°1] ¢ ucnpaBHON BEeHTHIIALMEH, OCHALIEHOM JIETKO 3MBIBAEMBIM, HEHAMOKAIOUNM I10JIOM, YCTOHIHBBIM
K mEN0YHX. 3allUIIATh Ipenapar oT COJIHEYHOI0 CBeTa TAakXKe Tarla. XpaHUTh JAJICKO OT HICTOYHUKOB CAMOBOCIUIAMEHEHUS U
OTKPBITOIO OTHS.

8. KOHTPOJIb MOJIBEPTAHUS U CPEICTBA WHIUBUIAYAJBHOM 3ALIATHI

8.1. 3HAYEHMSA JOIMYCTHUMBIX CTYIIEHAM
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TMapameTpbl KOHTpOIs HoBpexaeHus (corn. Posnopsmkennss Munucrpa Pa6otsl n O6uiecrBennoil ITonutuku ot aus 29
HostOpst 2002 1. (3.4u. Hp 217, moxn. 1833,c mocnenosarensubiMu u3MeHeHusiMi- 3.JIH. Hp 212, mon. 1769 ot mus 10
oktstopst 2005r.)

AHHOHOBBIE IIOBEPXHOCTHO-aKTHBHBIE CPeCTBA !

NDS, NDSCh: #e 0603Ha4eH0

AM@oTepHOE MOBEPXHOCTHO- AKTHBHOE CPEACTBO:

NDS, NDSCh: #e 0603Ha4eH0

Henonnnle NOBepPXHOCTHO AKTHBHBIE CPEICTBA::

NDS, NDSCh: #e o6o03nadeHo

3anaxoBasi komno3uuus (Limonene):

NDS, NDSCh: #e o6o03nadeHo

PexoMeHIanK Kacaloluecs IpoLeypbl MOHUTOPHHIA COKEPHKAHUS ONACHBIX BEILECTB B BO3JYXe- METO/IMKA U3MEPCHUI:

- Posnmopsimkenust Munuctpa 3goposust ot aust 20 anpenst 2005r. Tlo meny uccrienoBaHuil U M3MEPEHHN BPEOHBIX IS
3mopoBust pakTopoB B cpexe paborsl (3.JJu. Hp 73, moin. 645)

- PN-89/Z-01001/06 Bamura uncrorsl Bo3ayxa. HauMeHnoBaHue, ONpee/ieH s ¥ eIUHUIBL. TEPMUHOIOTHS KaCAIOIIasCst
HCJICZIOBAHHUI KauecTBa BO3/lyXa Ha II0CTaX pabOTHI.

- PN-89/Z-04008/07 3auura uncrotsl Bo3ayxa. Ot6op o6pasios. [IpuHuunsl 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 IOIMYCTHMbIMU 3HAUCHSAMH U CTPATEr sl U3MEPEHUI.

ITpumeuanue: Korzma crymienue BeliecTBa ONpENeleHO W M3BECTHOE, OTOOP CPEACTB MHAMBHIYaJbHOW 3allUTHI CIELyeT
COBEpIUATh YYHTHBAs CIyIICHHE BELIECTBA, KOTOPOEC 3HAXOIHUTCS HA HAHHOM IOCTY PaGOThlI, BPEMs SKCIO3HLHU TAKKe
JCHCTBUI BBIMOJHAHBIX pabo4nM. B aBapuiiHOW CUTYyallnH, MOCKOJIBKY CTYIIICHHE BEIICCTBA Ha ITOCTY PabOThI HE H3BECTHOE,
MPUMEHSTh CPEICTBA MHIMBUYaIbHOH 3alIUTHI CAMOI'0 BBICOKOTO KIIaCca 3allHThI.

8.2. CPEJICTBA UHJIUBUIYAJBHOM 3AIIUTHI

[TpumensiemMble cpencTBa HHANBUAYAIBHOM 3alUThI TOJDKHBI BRITOIHATE TpeOoBHUS Po3nopsmkenns Munuctpa Xo3siicTsa
ot aus 21 nexabpst 2005110 1m0 Jieiy OCHOBHBIX TPeOOBaHHM JIs CPEACTB MHAMBUIYanbHOM 3ammThl (3.0, Hp 259, mom.
2173):

3AIATA JIBIXATEJBHBIX ITYTEM: e Tpe6yeThes.

SAINUTA JJISI PYK: He TpeOyernes

3AINUTA I'VIA3 U JIMLIA : He TpeOyeTbcst

3AINUTA KOXKH: =e TpebyeThbes

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

9.1. OBIIUME UH®OPMALIUHN
BUJI — xuakocThb
3AITAX — xapaKkTepHBIH.

9.2. BA’KHBIE HH®OPMAIIUHU J1JIs1 BE3OITACHOCTH 310POBUS U CPE/IbI
pH-14
TEMIIEPATYPBI
a)KMUITEHUSI — oTcyTCTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTCTBHE JaHHBIX
¢)BOCIINTAMEHEHMUSI — otcyTcTBHE AaHHBIX
d)CAMOBOCIUUTAMEHEHUSI — orcyTcTBHE JaHHBIX
I'OPIOYECTD —otcyTcTBUE TaHHBIX
B3PBLIBUATLIE CBOMCTBA— OTCYTCTBHE JaHHBIX
OKUWCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JaHHBIX
VIIPYT'OCTb ITAPA —oTCcyTCTBUE JaHHBIX
OTHOCHUTEJIBHA S INIOTHOCTH — 1,028 #+ 0,002/cu®
PACTBOPMMOCTD
a)B BOJIE - nonHast
6) BOPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaH01/BOAA —OTCYTCTBUE AHHBIX
BA3KOCTD —otcyrcTBHE JaHHBIX
I'VCTOTA ITAPOB — oTcyTcTBHE AaHHBIX
CKOPOCTbD UCITAPEHUS — orcyTcTBUE TaHHBIX
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9.3. JPYTHME HHOOPMAIINN
KODOOUIMEHT INEPEJIOMJIEHUS CBETA — 14,0 % Brix
- YKa3aHHbIH Kak % Bec. coepKaHus caxapo3a B BOJHOM PacTBOpE

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

10.1. YCJIOBUS, KOTOPBIX CJEAYET U3BEI'ATD: cunbHo Harperble momenieHHs 0e3 BEHTHIISALUH.3AI[HIIATH
€MKOCTH OT IPOJOJDKUTEIBHOTO JIefiCTBUS CBETOBOTO U3IIy4CHHUS.

10.2. MATEPHUAJIBI, KOTOPBIX CJIEAYET U3BEI'ATb: KuCIIOTHI, CHIBHBIC OKUCITHTEIIH

10.3. OHACHBIE ITPOAYKTH PA3JIOXKEHMUS: otcyrcTBHE

11. TOKCHKOJIOTMYECKHUE HTH®OPMALIUU

IIYTHU IIOJABEPT AHUSI:

- ABIXATEJIBHBIE: B ciyuae npoAo/KHUTENbHOIO HNOABEPKACHUS Ha ACHCTBUE Mpenapara 3a OTCYTCTBHs BEHTHIIALUU
MO3JKET BbI3BATh Pa3pakeHUE BEPXHUX IbIXaTEJIbHBIX ITyTCH.

- INIIEBBIE: B ciryyae noTpediIeHns: MOXKET BBI3BATh PAa3pasKeHUE CIE3UCTHIX 000I0UEK.

- KOHTAKT C KOJKEM: B cirydae NpooIKUTENBHOTO JSHCTBHS MOKET BHI3BIBATH PA3IpaKeHH.

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

NHOPOPMALIMN KACAIOIIUECS COCTABHBIX DJJEMEHTOB IIPENAPATA (corn  KAPTBI
XAPAKTEPUCTHUKHU OTAEJBHOI'O CbIPbSI):

AHHOHOBBIE IOBEPXHOCTHO-aKTHBHbBIE CPEACTBA!

Cyposas TokcnurocTs: JIJI50 >2000mvr/kr (kpbica, BHYTPb)

TIpoayKT nocie MpoJ0JDKUTEIFHOTO KOHTAKTa C KOJKeH BBI3bIBACT 3HAYUTEIIbHBIC pa3apakeHusi. MOXeT ObITh MPUYHHOM
CepHO3HBIX OBPEIKJICHHH I71a3 (Hake HEOTBPATHMBIX).

B citygae nporyioueHus HPOLYKT MOXKET BBI3BIBATEH Pa3APaXKCHIs MOJIOCTH PTa M BEPXHEH YacTH MHUILEBOA.

HenoHHbIE IOBEPXHOCTHO AKTHBHbIE CPEACTBA:

Peskast TOKCHYHOCTB- niepopasibio: LD50>2000mr/kr (kpbica)

Bpenno aelictByer nocne nporyioueHus. [1poaomKkuTenbHbIi WM MHOTOKPATHBIA KOHTAKT € KOKEH MOXET BbI3bIBATH JIETKUE
pazzapaxeHust. MOKeT BbI3BIBATH IPOXO/ISIIHE, CIa0ble Pa3IpasKeHHs CIC3UCTHIX 000IOYEK IJ1as3.

AmdoTepHOEe MOBEPXHOCTHO- AKTHBHOE CPEICTBO:

MoskeT BBI3bIBATH Pa3ipaKeHHs IJia3, IOKPACHEHHUE, 3y, KaK TAKKe Pa3IpaKeHHE KOXKHU B CIydae MPOAODKHTEILHOTO
KOHTAKTa.

Peskas TOKCMYHOCTB:

LD50 > 2000mr/kr (epopaibHo).

3anaxoBas kommosuuus (Limonene):

OTCyTCTBHE AaHHBIX.

12. 3KOJOI'NYECKHE UHOOPMAIIUU

IToBEpXHOCTHO- aKTUBHBIE CPEACTBA COAEPKUMBIEC B IIPETIAPATE BHIMOIHAIOT KPUTEPHU OMOAETPaIOBaIbHOCTH COIIACHO
Vkazanus EC 648/2004m0 neny neTepreHTos.

JAHHBIE KACAIOIUECS CBIPBS (cora KCHNSCh):

AHHOHOBBIE TOBEPXHOCTHO-AKTHBHBIE CPECTBA:

PastBopsercs B Bone

IToBEpXHOCTHO- AKTUBHBIE CPEACTBA COJEPIKAILMECS B 3TOM IPOAYKTE BBIIOJHAIOT KPUTEPUM OHOIErpasoBabHOCTH
cornacHo Posnopsikennss EC 648/2004kacaromerocst JeTepreHTos.

Buonerpanauus: 75% BOD/CODcnycrs 28 nneit tect 3akpsitoit Oyreuikn EEC C.4.E, OECD 301 D.

He momyckaTh K IPOHUKHYTHIO IIPOJYKTa B PYHTOBBIC M IOBEPXHOCTHBIE BOJIBI

AmpoTepuieckoe NOBEePXHOCTHO- AKTHBHOE CPECTBO:

He Hano oxxnmaTs 3HAYMMOTO OTPHIATEIFHOTO BO3EHCTBIS Ha cpey. [loBepXHOCTHO- aKTUBHEIE CPEICTBA
COJICPIKAIOIHECS B TOM IIPOJIYKTE BBIIOJHIIOT KPUTEPUH OHOerpaaupyeMocth coriiacHo Posnopsmxenus EC 648/2004
KacaroIerocs JAeTepreHToB.
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Buonerpananus > 60%coznaBanue CO,, 70%BoccranoBiiearne DOC —ierko noauuHseTcst OHOJIIOTHYECKO erpaIali.
Henonnble NOBEPXHOCTHO AKTHBHbIE CPEICTBA:

[ToBepXHOCTHO- aKTUBHBIE CPEACTBA COACPIKUMBIC B MPErapaTe BHIIOIHIIOT KPUTEPHH OHOIErpa 0BalbHOCTH COTIACHO
Vkazauust EC 648/2004m0 meny 1eTepreHTos.

Bronerpananus >60%ssinenenne CO,— 70%penykmus DOC- nerko noasepraeTcst 0MOIOTNIECKON Ierpajainy.
BemecTBo xiaccuuupoBaHo Kak OMacHOE ISl OKPYKAIOMEH cpelbl, TOKCHIECKOE I BOIHBIX OPTaHU3MOB.
3amaxoBasi komno3uius (Limonene):

B ciydae BBeieHNS B COOTBETCTBCHHO HU3KOH KOHIIEHTPAIIMH B OHOJIOTHYECKYIO OUYUCTHYIO CTAaHIIUIO HE HaJl0 OXKUATh
HapymeHni paboThl aKTHBHOTO OCA/IKA.

13. TTOBEJAEHHE C OTXOJAMH

OCTATKH UJIA OTXO/JBbI:

He cmemmBare mpemapar ¢ IPYTHMH JKHAKMMH OoTXoZamu. He ymamiare B KaHamu3auuio. IIpOXYKT CIEAyeT MONHOCTHIO
YHOTPEOUTE COrTIaHO PEKOMEHIALNH, TOCKOJIBKY 9TO HEBO3MOXKHO MPOAYKT HJIM OCTATKH MPOAYKTA JOJDKHBI OBITh yIaJICHbI
KaK 0COOBIE OTXO/BI.

Konx onxona u Bux: 07 06 04 -apyrue opraHu4ecKie pacTBOPUTENH, PACTBOPHI OT IPOMBIBAHHS K MATOYHBIE KHIKOCTH.
Knaccudukarms koga 0TXoAa 1 BUJ coriiacHo ykasanus Munuctpa Cpenst ot aust 27 centsops 2001rona no geny xaranora
orxonos (3. In. Hp 1125101.1206 ).

YIHAKOBKMH:

3arpsi3HEHbIE YIIAKOBKU CIIEAYET MOJHOCTBIO OIPOXKHHUTH. [IOPOXKHIO YHMAKOBKY BBINOJIOCKATh HECKOJBKO pPa3 BOMIOH,
KOTOPYIO IPUMEHHUTb TaK Kak npenapar. [IopoxHIO yIaKOBKY MOXHO XPaHHUTbh B eMKOCTSIX IIPEIHA3HAYEHBIX Il COOMpaHNUs
YIaKOBOK M3 IUIACTMAC WIIH TIepesiaTh CIeLHAIN3UPOBAHHOMH (UpMe JUIs yTHIN3ALHH.

Cobmonars npasuia 3akona ot jaus 27 anpens 2001 r. o orxomax (3.1 Hp 62, mon.628) ¢ mocnenoBareabHbIMU
U3MCHEHUSAMH.

Cobmopars mpapwia 3akoHa ot aHs 11 mas 2001r. o ynmakoBkax M ymakoBo4yHbIX orxonax (3.0u. Hp 63, mon.638) c
TIOCJIEIOBATEIEHBIMU H3MEHEHUSIMU.

Konx orxona u Bua: 15 01 02ymakoBKH K3 TuiacTMac.

14. THO®OPMAIIMU O TPAHCIIOPTE
BBICBIJIOYHOE HABBAHUE : BOBEREX

KJIACC OITACHOCTHU B TPAHCIIOPTE COI'JI. ADR/RID: ne xacaercs
I'PVIIITA YITAKOBAHMUSI: He kacaeTcs

HOMEP UN: ne kacaetcs

[IPEJOCTEPETAIOIIAS HAKJIEMKA: He kacaercs

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUMI

Hacrosuyto kapTy XapakTepUCTHKH 0()OPMIICHO Ha OCHOBaHUH CJIEIYIOLINX MTPABOBbIX IPEANHCAHHUN]:

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

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

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

- Pacnopsimkennst 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(UKAIMH XMMHIECKHX BerecTs U npenaparos (3.0x.Hp
243,noi1. 2440).

- Pacopsymxennss Munuctpa 310poBbst oT g 2 centsiopss 2003r. mo menmy 3akieMHEHHs] yIaKOBOK OINACHBIX BEIIECTB U
npenaparoB (3. JIu. 2003, up 173, mon. 1679) raxxke Pacnopsvkenus Munuctpa 310poBbs oT aHs 9 Hosiops 2004
I.OTMEHSIIOIIEE PACIIOPSHKCHUS 110 ISy 3aKJICHMEHHMs! yIaKOBOK OIACHBIX BEILECTB M OMacHbIX npenapartos (3. Ju. 2004,1p
260,1011.2595).
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- Pacnopsmkenuss Munncrpa 3pmopoBbs oT mHs 14 asrycra 2002 r.amo gmemy OO0S3aHHOCTH TIPEIBSIBICHUS KapThI
XapaKTePUCTHKH HEKOTOPBIX MPENapaToB HEKIacCHPUIMPOBaHHbIX Kak onacHsie (3. [u.Hp 142,momn. 1194).

- Pacnopsipkennst Munuctpa 3nopoBbs ot aus 17 sBaps 2003 r. mo meny uHbOpPManuMM O OMAcHBIX Mpenaparax, A
KOTOPBIX HE TpeOyeTcs peabsBIcHNs KapThl Xapakrepuctuku (3. Ju. Hp 19,mon. 1701).

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

- Pacnopsypkennst Munncrpa Xossiictsa u Tpyzna ot mus 5 mions 2004 r. 1o meny orpaHnYeHHil, 3alpeTOB WM yCIOBUI
MPOU3BOJICTBA, 0OOPOTY MM PHUMEHSHHUS OMACHBIX BELICCTB TAKXKe CoJeprKatolmx ux mpoaykros (3.0u. Hp 11,mon. 1762)
takxe Pacropsmkenuss Munuctpa XoszsiictBa u Tpyna ot mus 21 deppans 2005r. (3. Hu. Hp 11, non.1962) raxxke
Pacniopsixennss Munuctpa Xossiictsa u Tpyaa ot aast 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 PACHIOPSDKEHHS 110 ey OTPaHHYCHHUH, 3aNPETOB WK YCIOBHI MPOU3BOJCTBA,
000pOTa WM IPUMEHEHHUS ONACHBIX BEIIECTB TAKXKE COAEPIKALINX UX MIPOJYKTOB.

- Pacniopsipxenns (EC) up 648 /2004EBporneiickoro ITapnamenrta 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 o eIy I€TEPreHTOM C IebIo IpuMeHeHus ero npuioxennit |l u VII.

- Pacnopsyokenus (EC) up 1907/2006 Esponeiickoro ITapimamenra n Cosera ot s 18 pmexabps 2006 r. mo nemy
peecTpaiyu, OLCHKH, [PEAOCTABICHHS pa3pellieHuii 1 IPUMEHsIHUs orpaHudeHuii B chepe xumukatoB (REACH), coznanus
EBpormeiickoro ArenrcrBa XuMukaroB, oTMensitoiie aupekruy 1999/45EC rtaxke orMmensitone posnopspkeHus Cosera

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

Komucuu 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 BEIIECTB M OMacHbIX mpenapatos (3. Ju. Hp 173,noi. 1679)
taoke Posnopsipkennst Munuctpa 3noposust ot 1Hs 9 HostOpst 2004r. 0TMEHSIOICEPO3IOPSHKEHHS 110 STy KICHMITCHHS
YIaKOBOK OIMACHBIX BEIIECTBH onacHbixnpenapaos (3. . Hp 2605101.2595).

S26 —3ATPS3HEHBI I'JIA3A CEMYAC JXKE ITPOMBITH BOJIBIIIMM KOJIMYECTBOM BOJIbI U
OBPATUTBLCS 3A [TOMOIIBIO K BPAUY.

S46-B CJIVUAE IIPOTJIOUEHUS CEMYAC JXE OBPATHCD 3A ITOMOIIbIO K BPAUY- [IOKAXHU YITAKOBKY
NJIN OTUKETKY.

S2 —-BEPEYb OT JIETE.

TOJIBKO IJIAA TPOGECCUOHAJIOB

16. JPYI'ME HH®OPMAIIUN

Bumie ykazannble HHGpOpManuy pa3padoTaHbl HA OCHOBAHWH TEKYIIETO COCTOSHMS 3HAHUH M KAacaloTcsl MPOAYKTa B B BUAY, B
KOTOpOMyY HpHMeHseTcsl. JlaHHbIe Kacalomuecs 3TOro MpoyKTa H300paxkeHo ¢ LeNbI0 yYTeHHs TpeOoBaHi O6€30IT1acHOCTH, a
He obecrieueHust eTo 0coObIX CBOMCTB. B cirydae, korja ycioBHs NPHUMEHEHUs Mpenapara He HaXOIATCS MOJ KOHTPOJIEM
TIPOM3BOIUTENIS, OTBETCTBEHHOCTS 3a 0e30IacHOe IIPUMEHEHHeE IIpernapara MoIaraeTcs Ha IMoJIb30BaTelsl.

PoGoTtomaTens 3000Bs3aHbI COOOIIUTE BCeX pabodnX, KOTOpbIE MMEIOT KOHTAKT C NPOXYKTOM, O yrpo3ax M CPEenCcTBax
JIMYHOHN 3aIWTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPUCTUKH.
Hacrosimsist kapTa XapakTepHCTHKH Obula pa3pa0oTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKH CHIPbeil 3HAXOMAIIUXCS B
COCTaBe MpemnapaTa MOCTaBJIEHBIX MPOU3BOUTEISIMU TAKKE HA OCHOBAaHUH JEHCTBYIOMINX MPABUII OTHOCSAIINXCS K OTACHBIM
BEIIIECTBAM U XMMHUECKUM MpenapaTam.
Kraccudukarmio npenapara CoBEpIIEHO HA OCHOBAHINH MaKCHMAaJIbHBIX KOHIIEHTPAIMH OMACHBIX COCTABHBIX 3IEMEHTOB.

IonHOE 3ByUaHne CHMBOJIOB TaKoKe BeIpakeHHH R u3 myHkra 2:
Xi — Pazgpakarouuii

Xn- Bpennsrit

N- OnacHbIN 1JI1 OKPYKAIOIIEH CpeIbl

R22 - Bpeano meiicTByeT mocje mporjaoYeHus.

R36 —Pa3gpaxaer ri1aza

R 38 —Pazmpaxaer koxy

R41-Puck cepiio3HOTO MOBPEKICHUS TIa3

R50-Ouenpb TOKCHYESCKU JEHCTBYET Ha BOJHBIC OPraHU3MBI.

[Moapo6Hble MPUHIMITEL IPUMEHSHKS PENapara MOMENIEHO B TEXHUYECKON KapTe AOCTYIHOM Ha caiite Www.tenzi.pl
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O0yuenne: Jluma, KOTOpble NPUHUMAIOT y4acTh B OOOpOTE OMACHOTO Ipenepara JOJDKHEI OBITH 00ydeHBl B cdepe
HOBEACHUs, OE30MaCHOCTH W TUTHEHbl. BOIMTENN CPEACTB NEPEIABMIKEHHS [OJDKHBI NMEpeiTH oOydeHHe M IIOJy4YHTb
COOTBETCTBEHHOE YIOCTOBEPEHHE corylacHO TpeboBanuii mpasui ADR.

CpOK roiHOCTH MpenapaTa B HOPMAILHBIX YCJIOBUAX XpaHeHusi- 12 MecsilieB CO JTHSI H3TOTOBJICHHUS.
Ipenapat umeet atect PZH np HZ/01565/01/2007.

H3zmnenua omuocumensHo npedbloyuieii gepcuu:
- 00T aKTyann3arust. AKTyaIn30BaHHbIE KapThl JOCTYIIHBI Ha HHTEPHETOBOM caiite WWw.tenzi.pl.

KapTa enuHbIi JOKyMEHT COAEPIKAIIUN 7 CTPaHULL.

Kapry opopmmia: Monuka JKenkoscka.
Skarbimierzyce 16.07.20G7
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