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Kapra xapakTepuCTHKH OIAaCHOI0 XMMHYECKOI0 npenapara

Hara odopmirenns: 01.12.2006
[Hara akryanusauuu: 16.07.2007

1. MIAEHTHOUKANOUWA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATHUA

1.1 Hnentuduxanus npemapara: TOP GLASSGT

1.2 TIpumeHenue npenapara: [0TOBOE K IPHMEHEHHIO CPEICTBO HA OCHOBE AlIKOTOJIS MPEIHA3HAYCHHOE JUISl MBIThSI
CTEKOJI, 3epKaJl, IIa3ypOBaHHBIX IOBEPXHOCTEH, KOMIIBIOTEPHBIX MOHHUTOPOB.

1.3 Hnentudpuxamus npexnpusitusi: TENZI O6. ¢ 0.0., 72-002Jonye, Ckapoumexune 22,ten. +48 91 81 47 112, +4
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 BBINOJNHAET KPUTEPHUIL KaK pa3Apakaroliuii 1 onacHslit o Pacnopsamxennu Munuctpa 310poBbs OT
nus 2 centsiops 2003r. mo Bonpocy Kputepuii 1 criocoba KiracCUpUKai XMMUYECKUX BEILIECTB U IIPENapaToB
(3.4u. Hp 171, mon. 1665u 1666)

3. COCTAB 1 TH®OPMAILIUS O COCTABHBIX DJIEMEHTAX

HaumeHnoBanue Konuenrpanus Hp CAS | Hp WE HnpexcHblii CHMBOJIBI Boipaxenus
BelecTBa [% Bec.] Hp yrpo3nl R
3anaxoBast --- --- ---
KOMITO3ULIUS

(Limonene, Butylphenyl
methylpropional, Hexyl
cinnamal)

[TonHOE 3By4aHHE CUMBOJIOB TaK)Ke BhIpakeHHI R 3HaxoxsaThCA B MyHKTE 16.

4. TEPBAsI IOMOIb

HUHT'AJISIMUOHHOE OTPABJIEHUE — B ciyuae BBICTYIUICHHS CHMITOMOB MHTAJSAMOHHOTO OTpaBiicHHs ( Kallelb,
YyBCTBO YAYIIbS, TOJOBOKPY)KEHHE) BBIBECTH MOBPEKIEHHOTO HAa CBEXHH BO3ayX. OGecreunTh 0E3yCIOBHBIN MOKOH B
TIO3MINY TIOJTyJIeXale i cunsmel, Gpusndeckoe HalpsHKEHHE MOXKET BEIBATh OTEK JIETKMX. 3alUINATH OT ITOTEPH TEIlIa.
Br3BaTh MEIUIMHCKYIO TOMOIIb.

KOHTAKT C KOXEMH — B ciyuae 3apaxkeHHs oIexk sl ceifdac ke CHATH €&, 0OMBITh KOKY GONBIINM KONHIECTBOM BOLIBI
(ydme Bcero Tekyuei). B cirydae, koraa Ha KOXe MOSBIISATHCS H3MCHEHHS HJIH 03KOTH 00PaTHTHCS 32 OMOLIBIO K Bpady.
KOHTAKT C I''TABAMM — 3arpsi3HeHble II1a3a MPOMBITh OOJIBIIMM KOJIHYECTBOM XOJIOAHOM BO/bI (HE MEHBILE B TEUCHHE
15 MuyT) paszenss OTAEIbHO BEKH, OOPATUTHCS 38 TIOMOIIBIO K BPauy CICIUAIIHCTY.

IOCJIE MTPOT'JIOYEHUS — B cnyuyae moTpebieHus He BbI3bIBaTh pBOT. [logaTe i BBIOMTHS OOJIBLIOE KOJUYECTBO
Boabl.He naBath HeliTpanusanuonHsie cpenctpa.  Ceiidac ke 0OpaTUTHCS 3a TMOMOLIBIO K Bpady, MOCKOJIbKY 3TO BO3MOKHO
TIOKa3aTh STHKETKY.

5. IMMOBEJAEHUE B CJOYYAE [IOKAPA
[IPOAYKT HETOPIOYMIA..
CPEJICTBA JIUIsI OTHETYIIEHAS CBOMCTBEHHBIE OTHOCHUTEJILHO BHJIA ITPEITAPATA: moxaps! B

MIPUCYTCTBUU NpenapaTa TyHIUTh OTHETYIIUTEIbHBIMU CPEICTBAMU COOTBETCTBYIOIUMH IJIs TOPIOYE cpesbl- BoJa, IIeHa.
CPEACTBA JJIs1 OHETYHWEHMSA, KOTOPBIE HEJIb3S INMPUMEHATH PAJAU BE3OIIACHOCTH: ne
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HBECTHBIE CPEICTBA I OTHETYIICHHS, KOTOPBIE HEJb3sI IPUMEHSITh.
OCOBBIE YI'PO3bI: npenapar Heroprouuii.

CPEJICTBA WHJIUBUAYAJBHON 3AIIUTHI JJIS MOXAPHUKOB: mnpumeHsTh CpeacTBA H30NHPYIOMIHE
JbIXaTeNIbHbIE U OJIEXK Y YCTOWUUBYIO IO IEWCTBUSI XMMHYECKUX BEIIECTB.

JOBABOYHBIE UH®OPMAIIUU: B ciydyae moxkapa COOOLINTH JIMIA 3HAXOSIIMECs BOJIM3M IMOXKapa, YOaluTh C
TEpPUTOPHH YTPO3bl MOCTOPOHHHE JHLA, coobumts [loxapuyto Komannmy. Ilockoibky 3TO BO3MOXKHO YAAlUTh Oaku C
TIPenapaToM JajeKo OT JEeHCTBUS OTHS M BBICOKOH Temreparypbl. I0CKONBKY 3TO HEBO3MOXKHO OXOJIOXKIATH Oaky, KOTOPhIE
3HAXOJATCS BOJIM3H OTHSI ITOCPEACTBOM CIIPBHICKUBAHUS CTPYyelo BOAbI. OCTaTKU MOCIE COMOKCHUS TODKHEI OBITH OJHOCTHIO
yIIaJICHBIL.

6. MNOBEJIEHHUE B C1YYAE HEHAMEPEHHOI'O YBOJIbHEHMUS B CPELY

CPEJICTBA JIMYHOM SAIUTBI: 3amuTHa ofexaa, annapar U30JIUPYIOLIUH JAbIXaTeNbHBE IIYyTH, 3allUTHBIE NIEPUYATKH,
3alIATHBIC OYKH.
HW30eraTh HEMOCPEICTBEHHOTO KOHTAKTA C KOYKEH M Ii1a3aMi; 00eCIeuylTh COOTBETCTBYIOLIYIO BEHTHILILIUIO.

MNOBEJAEHMUE: B ciyuae HeHaMEepeHHOTO YBOJbHEHHS Ipernapara B cpeLy COOOLIUT O aBapuy TaKkKe yAaTUTh UCTOYHUKU
caMmoBocIIaMeHeHHsA. O0ecneynTs JTUBHENPUEMHUKN dYepe3 UX oOBanoBaHUE, HE JOMYCTUTh N0 MepeOpaHus mpenaTtapa B
TIOBEPXHOCTHBIC M TPYHTOBBIE BOJBI, N30€raTh HEIOCPEACTBEHHOTO KOHTAKTa ¢ YBOJbHsIoNMEMcs BemecTse. [Iockonbky 910
BO3MOXKHO YZQIHUTh BBIXOJ (3aKPBITh HPHUTOK YKUIKOCTH, YIUIOTHHTH, HOBPEKICHHYIO YIIAaKOBKY HOMECTHTh B IUIOTHOU
3aIUTHOW yIakoBKe). Bo Bpems OOJBIITO BBIXOJa MECTO HAKAIUIMBAHHUS JKUAKOCTH OOBAJIOBATH, COOPaHYK YKHIKOCTh
oTKa4yaTh. MaJble KOJIMYECTBA PA3JIUTOrO MperapaTa MoChInaTh HECTOPAEeMbIM BITUTBHIBAIOIIMM MaTepHaioM (IIECOK, 3eMIIs,
ONWIKM, HH(Y30pHAs 3eMJIsl, Pa3MOJIOTHI H3BECTSK), 3aTeM I[OMECTUTh B 3aKICHMIICHOM BMCCTHIHMINE- IepeaaTb K
YTHIIN3ALUH. 3arps3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJEHME C IPENAPATOM U EI'O CKIIAAJUPOBAHHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGoThl ¢ HpenapaToM HpeanosiaraeTcsi OCTPOKHOCTh. TpeOyemoe NpPHMEHEHHE COOTBETCTBYIOLIMX CPEICTB
UHANBUIyaJIbHOM 3aIlIUThI- CMOTPH ITYHKT 8.

CMmemuBath HpenapaT UCKIIOUHTENBHO ¢ BOJoN. Hu B koeMm ciayuyae He cMemMBaTh HpemnapaTta ¢ APYTUMU XUMHYECKHMU
IIpernapaTamMu.

Jluma ¢ mpepacroIokeHneM K KOXKaHOH aJUIepTUH MM JIBIXaTeNbHBIX ITyTeH He JOJDKHBI IMETh KOHTAKTa C IPerapaToM.
M36erats noABeprHyTHS — IIEepel IPUMEHEHUEM 03HAKOMUTECS ¢ HHCTPYKIUEH 110 IPUMEHSHHN.

Tocne mpumeHeHNs EMKOCTD INIOTHO 3aKPBITh, XPAHUTH JaJeKO OT HEYIIOJTHOMOUYCHBIX JIUII.

Bo Bpems paboTbl ¢ mpenapaToM O0OECHEYHTh COOTBETCTBYIOIIYIO BEHTHJIALMIO IOMELICHHS C LEIbl0 M30erHyTHs
HHTAJIALOHHOTO OTPABIICHUSI.

7.2. CKJIAIUPOBAHUE

[penapar XpaHUTh UCKIFOUMTEIBHO B OPUIMHAIBHBIX YIIAKOBKAX M3 MIIACTMAChl (BBICOKOTO KadecTa mojmdtiwies HDPE).
He nepenuBath B 3aMeHstonve yrnakoBku. EMKOCTH ¢ npenaparoM XpaHUTh B CyXOM IOMEIICHUH IJIOTHO 3aKPBITBIMHU, ITPU
temreparype +5 + 30°L] ¢ ucnpaBHON BEHTWISIMEH, OCHAIICHOM JIETKO 3MBIBAEMBbIM, HCHAMOKAIOYHM TOJIOM, YCTOWYHBEIM
K EN0oYU. 3auUiaTh npernapaT OT COJHEYHOI'0 CBETa TakXKe Tarula. XpaHUTh JajIeKo OT UCTOYHHUKOB CaMOBOCIUIAMEHEHUS 1
OTKPBITOT'O OTHSI.

8. KOHTPOJIb IMOJIBEPTAHUS U CPEICTBA WHIUBUIY AJTBHOM 3ALIATHI
8.1. 3HAYEHMSA JOIMYCTUMBIX CTYIIEHAM

[TapameTpbl KOHTPOJISI TOBpexAeHHUst (corst. Posmopsymkenust Munuctpa PaGoter u O6uiectennoi Iomutuku ot aus 29
HostOpst 2002 . (3.0u. Hp 217, moxn. 1833, ¢ mocnenosarensubiMu u3MeHeHusiMi- 3.JIH. Hp 212, non. 1769 ot aus 10
oktstopst 2005r.)

3anaxoBasi komno3unus (Limonene, Butylphenyl methylpropional, Hexyl cinnamal):

NDS, NDSCh: #e o603na4deHo

PeKOMeHZ[aHI/II/I Kacaromuecs npoueaypbl MOHUTOPHUHI'A COKEPIKAHUS OIMMACHBIX BEIICCTB B BO3AYXE- METOAUKA H3MepeHHﬁ:
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- Posnopsmkennst Munuctpa 3noposust ot aust 20 anpens 2005r. Ilo memy uccienoBaHME W M3MEPEHUH BPEIHBIX IS
310poBus hakTopoB B cpese pabotsi (3.J0u. Hp 73, mo. 645)

- PN-89/Z-01001/06 Bammura uictoTsl Bo3ayxa. HauMeHoBaHue, ONPEICICHUS W SANHUIBI. TEPMHUHOIOTHS KaCaOIIasicst
UCIIeIOBaHHI KauecTBa BO3yXa Ha II0CTaxX paboThl.

- PN-89/Z-04008/07 3auura uncrotsl Bo3ayxa. Ot6op o6pasios. [IpuHuuIBEl 0TOOpa 00pa3oB Bo3ayXa B cpeie paboThl
W MHTEPIIPETAIHs Pe3yIIbTaTOB.

- PN-EN-689:2002 —Bozngyx Ha moctax pa0oThl- JIMPEKTHUBBI OLEHKM HHTAIIMOHHOTO ITOJBEPTHYTUS XHMHUYECKAM
(haxTOopaM uepe3 CpaBHEHHE C JOIMYCTUMBIMH 3HAYCHSIMU U CTPATETHsl H3MEPCHUMH.

ITpumeuanue: Korzma crymienue BemiecTBa ONpENelCHO W M3BECTHOE, OTOOP CPEACTB MHAMBHIYaJbHOW 3allUTHI CIELyeT
COBEpILATh YYMTHBAs CryIICHHE BEILIECTBA, KOTOPOEC 3HAXOIMTCA HA JAHHOM IOCTY PaGOThl, BPEMs SKCHO3HMLMU TAKKe
JCUCTBUIA BBIMONHIHBIX pabounM. B aBapuiiHO# cUTyaluu, MOCKOJIbKY CryLICHHE BELIECTBa Ha MOCTY paboThl HE U3BECTHOE,
HPUMEHATH CPEICTBA MHANBHUYaJIbHON 3aIUThI CAMOTO BHICOKOTO Kilacca 3allUThI.

8.2. CPEJICTBA HHIWUBUIYAJIbHOM 3AIINTHI

IIpumensiemble cpeacTBa MHMBUIYIFHOM 3aIIUTHI IOJDKHBI BRIIONHATE TpeOoBHUS Posnopsmkenns Munuctpa Xo3sicTBa
ot aus 21 nexabpst 2005110 10 /ey OCHOBHBIX TPeOOBAaHMI Uil CPEACTB MHIMBUIYanbHOI 3amuTsl (3.0, Hp 259, mom.
2173):

3AIIMTA JBIXATEJBHBIX ITYTEM: ne tpeGyerncs.

3ALIUTA JUISI PYK: He TpebyeTscs

3AIIUTA I'JIA3 U JIMLIA : ue Tpebyerbest

3AINUTA KOXKH: =e TpebyeThes

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

9.1. OBIIUME UH®OPMALIUHN
BUJI —xunkocth
3AITAX —xapaKTepHBbIH.

9.2. BA’KHBIE HHO®OPMAIIUHU JJIs1 BE3OITACHOCTH 310POBUS U CPEIbI
pH-14
TEMIIEPATYPBI
a)KUITEHUSI — oTcyTCcTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTCTBHE JaHHBIX
C)BOCIINTAMEHEHHSI — otcyTcTBHE AaHHBIX
d)CAMOBOCIIUTAMEHEHUSI — oTcyTCcTBHE JaHHBIX
T'OPIOYECTD —otcyTcTBHE HaHHBIX
B3PBLIBUATLIE CBOMCTBA— OTCYTCTBHE IaHHBIX
OKUWCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JaHHBIX
VIIPYT'OCTb ITAPA —oTcyTcTBHE TaHHBIX
OTHOCHUTEJIBHAS IJIOTHOCTh — 0,990 + 0,002/cm®
PACTBOPMMOCTD
a)B BOJIE - nonxast
6) B OPTAHNYECKNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUINEHT JEJTEHUS 1-0kTanos1/Boa —OTCYTCTBUE JaHHBIX
BA3KOCTD —otcyrcTBHE AaHHBIX
I'VCTOTA ITAPOB — oTcyTcTBHE AaHHBIX
CKOPOCTbD NUCITAPEHUSI — oTcyTcTBHE AaHHBIX

9.3. JPYI'ME HH®OPMALIUN X
KODOOUINEHT ITEPEJIOMJIEHISI CBETA — 1,0 % Brix
" - yKasaHHbIH KaK % Bec. COEPIKAHMs Caxapo3a B BOJHOM PacTBOpe

10. YCTOMYUBOCTb U PEAKTUBHOCTH
IIpoayKT B yCIOBUSIX MPABUIBHOTO XPAHECHHUSI XUMUIECKH YCTONYMBEI (CMOTPH:IYHKT 7).

10.1. YCJOBUS, KOTOPBIX CJEAYET U3BEI'ATD: cunbHO Harperble MOMENICHUs 0e3 BEHTWIIAIUH.3alIHIIATh
E€MKOCTH OT HPOJIOIDKUTEIBHOTO JICHCTBUS CBETOBOTO U3ITYUCHHS.
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10.2. MATEPHUAJIBI, KOTOPBIX CJEAYET U3BEI'ATb: KucioThl, CHIbHBIE OKHCITHTEIH
10.3. OITACHBIE TIPOAYKTHU PA3JIOXKEHMUS: orcyrcrBue

11. TOKCHKOJIOI'MYECKHUE HTH®OPMALIUU

IIYTHU IIOJABEPT AHUSI:

- IBIXATEJIBHBIE: B ciyyae npoAoKUTENFHOTO HOABEPKACHUS Ha ACHCTBUE MperapaTra 3a OTCYTCTBHS BEHTHJISALMU
MO2KET BBI3BaTh Pa3/pakeHNE BEPXHHUX JbIXaTENbHBIX MyTeH.

- IMIIEBBIE: B cityuae noTpebieHnsI MOXKET BBI3BaTh Pa3ApakeHHe CIE3UCTHIX 000JI04eK.

- KOHTAKT C KOJKEM: B cirydae NpoJoIKUTENBHOTO JSHCTBHS MOKET BHI3BIBAT PA3IpaKeHH.

- KOHTAKT C I''IABAMM: MOXeT BBI3BaTh pa3IpakeHUE CIE3UCTHIX 000I0UeK.

HHO®OPMAIIMN KACAIOIMUECSA COCTABHBIX JJIEMEHTOB TIIPEITAPATA (corn  KAPTBI
XAPAKTEPUCTUKHU OTAEJBHOI'O CBhIPbSI):

3anaxoBasi komno3uuus (Limonene, Butylphenyl methylpropional, Hexyl cinnamal):
OTcyTCcTBUE AAHHBIX.

12. IKOJOI'MYECKHE NHO®OPMAIINN

TTOBEpXHOCTHO- aKTHBHBIC CPECTBA COACPKUMBIC B ITPENapare BBIIOJIHIIOT KPUTEPUH GHOJErPa0BAIbHOCTH COTJIACHO
Vkazauust EC 648/2004m0 meny neTepreHTos.

JAHHBIE KACAIOIIHUECS CBIPBSI (corn KCHNSCh):

3anaxoBasi komno3uuus (Limonene, Butylphenyl methylpropional, Hexyl cinnamal):

B ciyuae BBezieHUs B COOTBETCTBEHHO HU3KOI KOHIIEHTPALMU B OMOJIOTHUECKYIO OYHCTHYIO CTAHLIUIO HE HaZ0 0XKUIATh
HapyLIeHU paboThl aKTUBHOTO OCAJIKa.

13. HOBEJEHHME C OTXOJAMUA

OCTATKH WJIN OTXO/JbI:

He cMemmBarh mpenapar ¢ IPYrHMH 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 —-apyrue opraHudecKie pacTBOPUTENH, PACTBOPHI OT IIPOMBIBAHHS  MATOYHBIC KHUIKOCTH.
Knaccudukarums koga 0TXoAa U BUJ coriacHo ykasanus Munuctpa Cpenst ot aust 27 centsops 2001rona no meny xaranora
orxonos (3. In. Hp 112y101.1206 ).

YITAKOBKMU:

3arpsi3HEHbIC YHAKOBKH CJCAYCT IIOJHOCTHIO OIPOXKHUTH. IIOPOXKHIO YIAaKOBKY BBIIOJOCKATh HECKOJNBKO pa3 BOJIOH,
KOTOPYIO IIPUMEHUTH TaK Kak rpenapar. [I0OpoXKHIO yIIaKOBKY MOYKHO XPaHUTh B EMKOCTSX HPEIHA3HAYCHBIX U1 COOMpaHus
YIAKOBOK M3 IIACTMAC WIIH TIepeiaTh CEeHHaTN3MPOBAHHOMH (UpMe [UIs yTHIN3aLHH.

Cobmopare mnpaemiia 3akoHa ot jaus 27 anpens 2001 r. o orxomax (3.Ju. Hp 62, mon.628) ¢ mocnenoBarenbHbIMU
U3MCHEHUSAMH.

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

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

14. UHO®OPMALIUU O TPAHCIIOPTE
BBICBUUIOYHOE HA3BBAHUE : TOP GLASSGT
KJIACC OITACHOCTHU B TPAHCIIOPTE COTI'JI. ADR/RID: He kacaercst

T'PVIIIIA YITAKOBAHUSI: ne kacaercs
HOMEP UN: ue xacaercs
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ITPEJIOCTEPET AIOIIA ST HAKJIEMKA: ne kacaercst

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUMI

Hacrosuyro 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).

- Pacnopsimxennss Mununctpa 3gopoBbst oT ausi 28 cenrsiops 2005r. mo feny crucka ONAacHBIX BELIECTB BMECTE € HX
knaccuukaunen u 3axieiimennem (3. {u. Hp 201omn. 1674u 1675).

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

- Pacnopsmxennst Munuctpa 310poBbst oT aHs 2 ceHTsiOpss 2003 .o nemy kpurtepueil M KiacCH(DUKAIUM XUMHUYECKHUX
BemiectB u npenaparos (3.JIu. Hp 171jon. 1665u 1666)Taroke Pacnopsmkeruss Munucrpa 310poBbst oT 1Hs 29 HOSOps
2004r. oTMeHsoLIee PACTIOPSIKEHUS [0 JIeTy KPUTEPHEB U KilacCH(HUKAIMH XMMHIECKHX BerecTs U npemnaparos (3.0 Hp
243,no1. 2440).

- Pacopsymxennss Munuctpa 300poBbst oT aus 2 centsiopss 2003r. mo geny 3akiieiMHEHHsT YIaKOBOK OIMACHBIX BEIIECTB U
npenapatoB (3. Iu. 2003, mp 173, non. 1679) rakxe Pacnopsipkenus Munuctpa 310poBbst or aHs 9 Hosiops 2004
I.OTMEHSIIOLIEE PACIIOPSDKCHUS 110 ISy 3aKJICHMEHHMs! yIaKOBOK OIACHBIX BEIECTB M OMacHbIX npenapartos (3. Ju. 2004,1p
260,1m011.2595).

- Pacnopsmkenns Munncrpa 3mopoBbs oT mHs 14 asrycra 2002 raio gmemy OO0S3aHHOCTH TIPEIBSIBICHUS KapThI
XapaKTEePUCTUKH HEKOTOPBIX MpenapaToB HekllaccuUIMpoBaHHbIX Kak onacHsie (3. [u.Hp 142, mon. 1194).

- Pacnopsipkennst Munuctpa 3m0poBbs ot aus 17 sBaps 2003 1. mo meny uHbOpPManuM O OMAcHBIX Mpenaparax, A
KOTOPBIX HE TpeOyeTcs peabsBIeHus KapThl XapakTepuctuku (3. Ju. Hp 19,mon. 1701).

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

- Pacnopsykennst Mununcrpa Xosstiictea u Tpyzaa ot must 5 uionst 2004 . o geny orpaHuyYeHunil, 3alpeToB WM yCIOBUI
MPOU3BOJICTBA, 0OOPOTY MM MPHUMEHSHHUS OMACHBIX BELIECTB TAKXKe CoJeprKarolmx 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
Pacnopsiokenns Munuctpa Xossiictsa u Tpyaa ot aus 21 despanst 2005r. (3. Ju. Hp 39,1m011.372),01 aust 4 urons 2006r.
(3. 1. 2006,up 127,101.887),0t1 nus 11 nexadps 2006r. (3. Ju. 2006,up 239,mon. 1731)rakke ot nus 29 nexadbps 2006
r. (3. Iu. 2007,upl non. 1) oTMeHsroIIEe PACHOPSUKEHHS 110 ey OTPaHHYCHHUH, 3alPETOB WK YCIOBHI MPOU3BOJICTBA,
000pOTa WM IPUMEHEHHUS ONACHBIX BEIIECTB TAKXKE COAEPIKALINX UX MIPOJYKTOB.

- Pacniopsioxenns (EC) up 648 /2004Esporieiickoro Iapnamenrta u Cosera ot ads 31 mapra 2004r. 1o aeny AETEpreHTOB
takxe Pacropsimkeruss Komucun (EC) mp 907/2006r. ormensitome pacnopsykenuss (EC) vp 648/2004 Eppomneiickoro
ITapmamenra n CoBera 10 eIy I€TEPreHTOM C IeIbIo IpuMeHeHus ero npuioxennit |l u VII.

- Pacnopsyoxenus (EC) up 1907/2006 Esponeiickoro ITapimamenra n Cosera ot s 18 pmexabps 2006 r. mo nemy
peecTparyy, OLCHKH, [PEIOCTABICHHS Pa3pelleHNil 1 IPUMEHIHUS orpaHndeHuii B chepe xumukatos (REACH), coznanus
EBporeiickoro AreHTcTBa XHMHKaToB, oTMeHstome aupektuBy 1999/45EC Taroke oTMensioie posnopsyvkenus Cosera
(EDC) up 793/93 u posnopskernst Komucun (EC) Hp 1488/94,take nupexkrtuBy Cosera 76/769EDC u aupekTuBy
Komucuu 91/155E3C, 93/67EDC, 93/105/BC u 2000/21EC.

3AKJEMAMJEHUE HA 3TUKETKE (cornacuo Posnopsixenns Musuctpa 310posus 1 OmmecTBeHHOM 3a60T OT 1Hs 2
ceHTs0pst 2003r. 110 ey 3aKIeHMIICHHS YITAaKOBOK OIMACHBIX BEIECTB M OMacHbIX npenapartos (3. Ju. Hp 173,mom. 1679)

taoke Posnopsipkennst Munuctpa 3noposust ot 1Hs 9 HostOpst 2004r. 0TMEHSIOICePO3IOPSHKEHHS 110 STy KICHMITCHHS
YIaKOBOK OIACHBIX BEIIECTBH omnacHbIxmpenapaos (3. In. Hp 2601101.2595).

S2 —-BEPEUYb OT JIETEI.

TOJIBKO IJIAA TIPOOECCUOHAJIOB

16. APYI'ME HH®OPMAIIUN

Bume yxazannasie nHpOpManuy pa3paboTaHbl Ha OCHOBAaHUH TEKYIIET0 COCTOSHUS 3HAHMI 1 KacaroTCsl IPOAYKTa B B BULY, B
KOTOpOMyY HpHMeHseTcsl. JlaHHbIe Kacalomuecs 3TOro MpoyKTa H300paxkeHo ¢ LeNbI0 yYTeHHs TpeOoBaHH O6€30IT1acHOCTH, a
He obecrieueHust ero 0coObIX CBOMCTB. B cirydae, korjga ycioBHs NPHUMEHEHUs Mpenapara He HaXOIATCS MOJ KOHTPOJIEM
MPOU3BOJUTENS, OTBETCTBEHHOCTH 3a O€30MacHOe MPIMEHEHNE MpernapaTa mojaraeTcs Ha oJjb30BaTels.

PoGotonatens 3000Bs3aHbIi COOOWNTE BceX pabOYMX, KOTOPbIE MMEIOT KOHTAKT C HMPOAYKTOM, O yrpo3ax M CpelcTBax
JIMYHOH 3aIWTHI IEPEUHCIICHBIX B HACTOSIIEH KapTe XapaKTepPHUCTUKH.
Hacrosimsist kapTa XapakTepHCTHKH ObUla pa3pa0oTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKH CHIPbell 3HAXOMAIIUXCS B
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cOCTaBe Ipernapara IOCTaBICHBIX IPOU3BOIUTEIAMYU TaKKe HA OCHOBAaHUU JCHCTBYIOIUX IIPABIJ OTHOCSINUXCS K OIACHBIM
BEIlECTBAM M XUMHUYECKHM IIpErapaTaM.
Krnaccudukarmio npenapara COBEpIIEHO HA OCHOBAHINM MaKCHMAaJIbHBIX KOHIIEHTPALMH OMACHBIX COCTABHBIX 3IEMEHTOB.

[TonHoe 3By4aHHe CHMBOJIOB TaKXKe BhIpaKeHUH R u3 myHkra 2:
- OTCYTCTBHE

HOZ[DO6HLIC TPYUHIHUIIEI IPUMEHSHIS TIperapaTa IMOMEIIEeHO B TEXHUYECKON KapTe IOCTYITHOW Ha cailTe WWW.tenZi.pI

Obyuenue: Jluma, KOTOphle MPUHHUMAIOT y4acTh B OOOpOTE OMACHOrO Ipenepara JODKHBI ObITh 00y4deHbl B cdepe
HOBEACHUs, OE30MaCHOCTH W TUTHEHbl. BOIMTENN CPEACTB MNEPEIBMIKEHHS [OJDKHBI NMEpedTH o0ydeHHe M IIOJIYy4YHTb
COOTBETCTBEHHOE YIOCTOBEPEHHE corylacHO TpeboBanuii mpasui ADR.

CpOK TOOHOCTH IMpenapara B HOPMAJbHBIX YCJI0BUAX XPAHCHUSA- 12 MeCALEB CO JHA U3rOTOBJICHUSA.

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

Kapra enuHblil TOKyMEHT coaepiKaiiuii 6 cTpaHui.

Kaprty odopmuna: Monuka XKenkoBcka.
Skarbimierzyce 16.07.20G7
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