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Kapra xapakTepuCTHKH OIAaCHOI0 XMMHYECKOI0 npenapara

Hara odopmirenns: 10.08.2000
MHara axryanu3aunu: 16.07.2007

1. WAEHTHOUKANOUA IIPEITAPATA H UAEHTHOUKANUA HPEANIPUATUA

1.1 Mpentnduxamus npenapara: TOpEFEKT ® ZERO

1.2 TIpumeHenue npenapata: [Ipenapat ais 3K0J0rHYECKOTO MBIThSI IOKPBITHM, HE COLEPKUT IOBEPXHOCTHO
AKTHUBHBIX

1.1 BeniecTB. Unentnpuxamms npexnpusitusi: TENZI O6. ¢ 0.0., 72-002onye, Crapoumexune 22,ten. +48 91 81
47 112, +48 606 147 576 (edan [enkans) >-maiiip: tenzi@tenzi.plwww.tenzi.pl

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

1.3

2. HNIEHTH®UKALUWA yI'PO3

TTpoayKT HE BBITIOJHSAET KPUTEPUH KaK pa3apa)karolvid U OTacHbIH 1Mo Pacniopsmkennn MunaucTpa 310pOBBS OT

nast 2 centsiopst 2003r. 110 BOMpoCcy KPUTEPHiA U crtocoda KiacCupUKaIMi XMMAYECKAX BEIICCTB U MPEIapaToB
(3.4u. Hp 171, mon. 1665u 1666)

3. COCTAB U UH®OPMAILUA O COCTABHBIX JIEMEHTAX
TIpoayKT HE BBITIOJHSAST KPUTEPUH KaK pa3apakaroliii HA OTIACHKIN 1o Pacnopsimkennn MuHuCTpa 310pOBBS
ot aust 2 ceHtssopst 2003r. mo Bonpocy KpuTepuil u criocoba KiacCu(pUKani XHMHUYECKUX BEIICCTB U

npenaparos (3.J1a. Hp 171,01, 1665u 1666)

[MonHoe 3ByyaHHe CUMBOJIOB TaK)Ke BhIpakeHHH R 3HaxomsiThes B myHKTe 16.

4. TEPBAsI IOMOIb

HUHTAJSIMUOHHOE OTPABJIEHUE — B ciyyae BBICTYIUICHHS CUMITOMOB MHIAJISALMOHHOTO OTpaBiieHHs ( Kallelsb,
YyBCTBO YAYIIBS, TOJOBOKPY)KCHHE) BBIBECTH MOBPEKIEHHOIO Ha CBEXHH B03ayX. Obecrmeunth 0€3yCHOBHBII MOKOH B
TIO3MIUY TIOJTyJIeXale i cuasmiel, Gpuzndeckoe HalpsHKEHHE MOXKET BEIBATh OTEK JIETKMX. 3alUINATh OT ITOTEPH TEIlIa.
Br3BaTh MEIUIMHCKYIO TOMOIIb.

KOHTAKT C KOXEMH — B ciyuae 3apakeHHs oIexk bl ceifac ke CHATH €&, 0OMBITh KOKY GONBIINM KONHIECTBOM BOLIBI
(myuwre Bcero Tekyieit). B ciaydae, koraa Ha KOKe MOSBISTECS H3MCHEHHMSI HITH 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) paszensis OTAEIBHO BEKH, OOPATUTHCS 38 TIOMOIIBIO K BPauy CICIUAIHCTY.

IOCIJIE MTPOT'JIOYEHUS — B cnyuyae moTpebieHus He BbI3bIBaTh pBOT. [logaTe i BBIOIMTHS OOJIBLIOE KOJUYECTBO
Boxsl.He naBats Helirpamm3annonnsie cpeacra.  Ceifyac e 00paTUTHCS 32 TIOMOIIBIO K Bpady, IIOCKOJIBKY 3TO BO3MOXKHO
TIOKa3aTh 3THKETKY.

5. HNOBEJEHHME B CJIYYAE ITOKAPA
[IPOAYKT HETOPIOYMIA.

CPEJICTBA JIUISI OTHETYIIEHASI CBOMCTBEHHBIE OTHOCHUTEJILHO BHJIA ITPEITAPATA: moxaps! B
HPUCYTCTBHUH IIperapara TYLINTh OTHETYIINTEILHBIMU CPEICTBAMH COOTBETCTBYIOLIMMU IS TOPIOYEH Cpesibl- BOjia, TICHA.
CPEJACTBA JJIs1 OTHETYHIEHUSA, KOTOPBIE HEJIb3SI ITPUMEHSITH PA/IM BE3OITACHOCTH: He
UBECTHBIE CPEJICTBA JUISl OTHETYIICHHUS, KOTOPbIC HEMb3s IPHMEHSTh.

OCOBBIE YI'PO3bI: npenapat HEroproyuii.
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CPEJCTBA WHIAWUBUIYAJBHOM 3AIIUTHI IS MOXAPHUKOB: npumeHsaTh CpeICTBA H30NUPYIONIHE
JbIXaTeNIbHbIE U OJIEXK Y YCTOWUUBYIO IO IEHCTBUSI XMMHYECKUX BEIIECTB.

JOBABOYHBIE UH®OPMAIIUU: B ciydyae moxkapa COOOLINTH JIMIA 3HAXOSIIMECs BOIM3M IMOXKapa, YOaluTh C
TEpPUTOPHH YTPO3bl MOCTOPOHHHE JHLA, coobumts [loxapuyto Komannmy. Ilockoibky 3TO BO3MOXKHO YHAlUTh Oaku C
MIPEnapaToM JajeKo OT JEeHCTBUS OTHS M BBICOKOH Temreparypbl. I0CKONBKY 3TO HEBO3MOXKHO OXOJIOXKIATH OaKky, KOTOPhIE
3HAXOJATCS BOJIM3H OTHSI IIOCPEACTBOM CIIPBHICKUBAHUS CTPYyelo BOAbI. OCTaTKU MOCIE COMOKCHUS TODKHEI OBITH OJHOCTHIO
yIaJICHBI.

6. HNOBEJIEHHME B C1IYYAE HEHAMEPEHHOI'O YBOJIbHEHMUS B CPELY

CPEJICTBA JIMYHOM SAIUTHI: 3amuTHa ofexaa, annapar U30JIUPYIOLUIUH JAbIXaTENbHBE ITYyTH, 3allUTHBIE NIEPUYATKH,
3alIATHBIC OYKH.
HW30eraTh HEMOCPEICTBEHHOTO KOHTAKTA C KOJKEW M Ii1a3aMi; 00eCIIeuylTh COOTBETCTBYIOLIYIO BEHTHILILIUIO.

MNOBEJAEHMUE: B ciyuae HeHaMepeHHOTO YBOJbHEHHS Ipernapara B cpefy COOOLIUT O aBapuy TaKkKe yAaTUTh UCTOYHUKU
caMmoBocIIaMeHeHHsA. O0ecneynTs JTUBHENPUEMHUKHN 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 JKUIKOCTH, YIUIOTHHTH, HOBPEKICHHYIO YIIAaKOBKY HOMECTHTH B IUIOTHOU
3aIUTHOW yIakoBKe). Bo Bpems OOJBIIrO BBIXOJa MECTO HAKAIUIMBAHHUS JKUAKOCTH OOBAJIOBATH, COOPaHYK YKHIKOCTh
oTKa4yaTh. MaJble KOJIMYECTBA PA3JIUTOrO MperapaTa MOChIIaTh HECTOPAeMbIM BIIUTBIBAIOIIMM MaTepHaioM (IIECOK, 3eMIIs,
ONWIKH, HH(Y30pHAs 3eMJIsl, Pa3MOJIOTHI H3BECTSK), 3aTeM I[OMECTUTh B 3aKICHMIICHOM BMECTHIMIIE- IepeaaTb K
YTHIIN3ALUH. 3arps3HEHYIO TOBEPXHOCTh CIIOJIOCKATh BOJOM.

7. TIOBEJAEHME C NIPENAPATOM U EI'O CKIIAAUPOBAHUE

7.1. IOBEJEHHUE C IPEITAPATOM

Bo Bpemst poGoThl ¢ HpenapaToM HpearosiaraeTcsi OCTPOKHOCTh. TpeOyemoe NpPUMEHEHHE COOTBETCTBYIOLIMX CPEICTB
UHAWBUyaJIbHOM 3aIlIUThI- CMOTPU ITYHKT 8.

CMmemuBath HpenapaT UCKIIOUHTENBHO ¢ BoJoN. Hu B koeM ciayuyae HE cMemMBaTh MpemnapaTta ¢ APYTUMU XUMHYECKHMHU
IIpernapaTamu.

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

Tocne mpumeHeHNs EMKOCTD IUIOTHO 3aKPhITh, XPAHUTH JaJeKO OT HEYIIOJTHOMOUYCHBIX JIUII.

Bo Bpemss paboTbl ¢ mpenapaToM O0OECHEYUTb COOTBETCTBYIOIIYIO BEHTHJIALMIO IOMELICHHS C LEIblo M30erHyTHs
HHTAIALOHHOTO OTPABIICHUS.

7.2. CKIAIUPOBAHUE

[penapar XpaHUTh UCKIIFOUMTEIBHO B OPUIMHAIBHBIX YIIAKOBKAX M3 MIIACTMAChl (BBICOKOTO KauecTBa mosmdtmwieH HDPE).
He nepenuBath B 3aMeHstonne yrnakoBku. EMKOCTH ¢ npenaparoM XpaHUTh B CyXOM IOMEIICHUH IJIOTHO 3aKPBITBIMHU, ITPU
temreparype +5 + 30°L] ¢ ucnpaBHON BEHTWISAIMEH, OCHAIICHOM JIETKO 3MBIBAEMBbIM, HCHAMOKAIOYHM TOJIOM, YCTOWYHBEIM
K ENoYr. 3auiiaTh npernapaT OT COJIHEYHOI'0 CBETa TakKe Tarula. XpaHUTh JajJeKo OT UCTOYHHUKOB CaMOBOCIUIAMEHEHUS 1
OTKPBITOT'O OTHSI.

8. KOHTPOJIb IMMOJIBEPTAHUS U CPEJICTBA WHIAUBUIY AJTBHOM 3ALIATHI
8.1. 3HAYEHMSA JOIMYCTHUMBIX CTYIIEHAM

[TapameTpbl KOHTPOJISI TOBpexAeHUst (cort. Posmopsymkenust Munuctpa PaGoter u O6uiectennoi Iomutuku ot aus 29
HostOpst 2002 1. (3.0u. Hp 217, moxn. 1833, ¢ mocnenosarensubiMu u3MeHeHussMi- 3.JIH. Hp 212, mon. 1769 ot aus 10
oktstopst 2005r.)

-OTCYTCTBHE

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

- Posnopsmkennst Munuctpa 3noposust ot aust 20 anpens 2005r. Ilo memy umccienoBaHME W M3MEPEHUH BPEIHBIX IS
3n0poBus pakropos B cpene pabots! (3./11. Hp 73, moi. 645)

- PN-89/Z-01001/06 Bammura uictoThl Bo3ayxa. HauMeHoBaHuE, ONPEICICHUS W SANHUIBI. TEPMHUHOIOTHS KaCaOIasics
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HCJICZIOBAHHUI KayecTBa BO3/lyXa Ha II0CTaX paboThI.

- PN-89/Z-04008/07 3auura uncrotsl Bo3ayxa. Ot6op o6pasios. [IpuHuunel 0TOOpa 00pa3oB Bo3ayXa B cpeie paboThl
U UHTEpIpeTalys pe3yJbTaToB.

- PN-EN-689:2002 —Bo3ayx Ha mocTtax paboTbl- J{UPEKTHUBBI OLEHKH HHTASILHMOHHOIO MOABEPTHYTHSI XHMHUYECKUM
(akTopaM yepe3 CpaBHEHHE C IOIMYCTHUMbIMU 3HAUCHSAMH U CTPATEr sl U3MEPEHUI.

ITpumeuanue: Korzma crymienue BeliecTBa ONpENeleHO W M3BECTHOE, OTOOP CPEACTB MHAMBHIYaJbHOW 3allUTHI CIELyeT
COBEpIIATh YYHTHBAs CIyIICHHE BELIECTBA, KOTOPOEC 3HAXOMHUTCS HA JAHHOM IOCTY PaGOThl, BPEMs SKCIO3HLHU TAKKe
JICHCTBUI BBIMOJHAHBIX pabo4nM. B aBapuiiHOW CUTYyallnH, MOCKOJIBKY CTYIIICHHE BEIICCTBA Ha ITOCTY PabOThI HE H3BECTHOE,
MPUMEHSTh CPEICTBA MHIMBUYaIbHOH 3alIUTHI CAMOT'O BBICOKOTO KIIACCa 3aIlHThI.

8.2. CPEJICTBA UHJUBUYAJBHOM 3AIIUTHI

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

3AIATA IBIXATEJBHBIX ITYTEM: e Tpe6yeThes.

SAINUTA JJISI PYK: He TpeOyeThes

3AINUTA I'VIA3 U JIMLIA : He TpeOyeTbcst

3AINUTA KOXKMH: =e TpebyeThbes

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

9.1. OBIIUE UH®OPMALIUN
BUJI — xuakocTh
3AIIAX —xapakTepHbIi.

9.2. BAJKHBIE HHO®OPMAIIUHU J1JIs1 BE3OITACHOCTH 310POBUS U CPEIbI
pH-14
TEMIIEPATYPBI
a)KMUITEHU S — oTcyTCTBHE JaHHBIX
b)IUTABJIEHUSI- oTcyTCTBHE JaHHBIX
C¢)BOCIINTAMEHEHUSI — otcyTcTBHE AaHHBIX
d)CAMOBOCIIUTAMEHEHUSI — orcyTcTBHE JaHHBIX
I'OPIOYECTD —otcyTcTBUE TaHHBIX
B3PBLIBUATLIE CBOMCTBA— OTCYTCTBHE JaHHBIX
OKUCJIUTEJILHBIE CBOMCTBA — OTCYTCTBHE JAHHBIX
VIIPYT'OCTb ITAPA —oTCyTCTBUE JaHHBIX
OTHOCHUTEJIBHA S INIOTHOCTH —1,056 # 0,002/cu®
PACTBOPUMOCTD
a)B BO/IE - monnast
6) B OPTAHNYECKHNX PACTBOPUTEJISIX —o0TCyTCTBHE JaHHBIX
KOSOOUIUEHT JIEJIEHU S H-OkTaH01/BOAA —OTCYTCTBUE AAHHBIX
BA3KOCTD —otcyrcTBHE JaHHBIX
I'VCTOTA ITAPOB — oTcyTcTBHE AaHHBIX
CKOPOCTbD UCITAPEHUS — orcyTcTBUE TaHHBIX

9.3. IPYTUE HHOOPMAIINN X
KODOOUINEHT ITEPEJIOMJIEHIS CBETA — 10,7% Brix
" - yKasaHHbIH KaKk % BeC. COJEPKAHMS Caxapo3a B BOJHOM PacTBOPE

10. YCTOMYUBOCTH 1 PEAKTUBHOCTH
TIpoAyKT B YCIOBUSIX NPABUIIBHOTO XPaHCHUSI XUMHUYECKH YCTOHUYMBBIHA (CMOTPHIIIYHKT 7).

10.1. yCJOBUs, KOTOPBIX CJEAYET U3BEIATD: cuibHO Harperble MOMENICHUs 0e3 BEHTWIIAIUH.3alIHIIATh
€MKOCTH OT TPOAOJDKUTEIILHOTO ISUCTBHUSI CBETOBOTO M3JIyUCHUSI.

10.2.MATE PHUAJIBbI, KOTOPBIX CJEAYET U3BEI'ATb: KUCITOTHI, CHJIBHBIC OKUCITHTCIIH

10.3.0ITACHBIE TIPOAYKTHU PA3JIOXEHUSA: orcyrcrBue
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11. TOKCHKOJOI'MYECKHUE NTH®OPMALIUU

IIYTHU IIOJABEPT AHUSI:

- IBIXATEJIBHBIE: B ciyuae npoAo/KUTENIFHOTO HOABEPKACHUS Ha AEHCTBUE MperapaTra 3a OTCYTCTBHS BEHTHJISALMU
MO3JKET BBI3BATh Pa3fpaK€HUE BEPXHUX IbIXaTEJIbHBIX ITyTCH.

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

- KOHTAKT C KOJKEM: B cirydae NpooIKUTENBHOTO JSHCTBHS MOJKET BHI3BIBAT PA3IpaKCHH.

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

HUHO®OPMAIIMN KACAIOUIHUECSA COCTABHBIX DJJIEMEHTOB IPEINAPATA (corn  KAPTBI
XAPAKTEPUCTUKHU OTAEJBHOI'O CBhIPbSI):
- OTCYTCTBHE

12. 3KOJOI'NYECKHUE UHOOPMAIIUU

IToBEepXHOCTHO- aKTHBHBIE CPEICTBA COACPIKMMBIC B IIPENapare BBIIOIHAIOT KPUTEPHUH OHOACTPAIOBAIBHOCTH COTTIACHO
Vkazauust EC 648/2004m0 meny neTepreHTos.

JAHHBIE KACAIOIUECS CBIPBS (coran KCHNSCh):
- OTCYTCTBHE

13. TTOBEJAEHHE C OTXOJAMH

OCTATKH WA OTXOJbI:

He cmemmBaTh mpenapar ¢ IpYrMMH JKUIKMMH oTXozamu. He ynanars B kaHaim3auuio. IIpomyKT ciemyeT MOJHOCTBIO
YHOTPEOUTD COTIAaHO PEKOMEHIALMH, HOCKOIbKY 3TO HEBO3MOXKHO NMPOIYKT MJIM OCTATKH IIPOJYKTa JOJDKHBI OBITh YAAJICHBI
KaK 0COOBIE OTXO/BI.

Konx onxona u Bux: 07 06 04 —apyrue opraHu4ecKie pacTBOPUTENH, PACTBOPBI OT POMBIBAHHSI 1 MATOYHBIE KHIKOCTH.
Knaccudukanms xoma 0TXona M BHJ coryiacHo ykasanus Munnctpa Cpenst ot qust 27 centsopst 2001rona no nemy xaranora
orxonos (3. In. Hp 1125101.1206 ).

YITAKOBKH:

3arps3HeHble YIaKOBKU CIIEJYeT IOJHOCTBIO ONPOXKHUTH. IIOPOXKHIO YIAaKOBKY BBIIOJOCKATh HECKOJIBKO pPa3 BOJIOH,
KOTOPYIO IPUMEHHUTH TaK Kak npenapar. [IopoxHIO yIaKOBKY MOXHO XPaHHUTh B eMKOCTSIX IIPEJHA3HAYEHBIX U1 COOMpaHNUs
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
HU3MCHCHUSIMH.

Cobmonars mpapuiia 3akoHa ot aHs 11 mas 2001r. o ynmakoBkax M ymakoBo4yHbIX orTxonax (3.Ju. Hp 63, mon.638) c
MOCIIEI0BATEIBHBIMUA H3MECHCHHIMH.

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

14. HHOOPMAIUU O TPAHCIIOPTE
BbICBIJIOYHOE HABBAHUE TopEFEKT ® ZERO

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

HOMEP UN: ne xacaercs

ITPEJIOCTEPET AIOIIA ST HAKJIEMKA: ne kacaercst

15. TH®OPMAIIMU KACAIOIIECS ITPABOBBIX ITPEINIUCAHUMI
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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).

- Pacnopsimxennss Mununctpa 3mgopoBbst oT ausi 28 centsiops 2005 . mo feny crucka ONAacHBIX BELIECTB BMECTE € HX
kiaccudukanuei u 3axneiimenneM (3. Iu. Hp 201mon. 1674u 1675).

- Pacniopsimxennst Munuctpa 310poBbst ot qust 3 urosst 2002r. 1o ey KapThl XapakTepUCTHKH XUMHYECKOrO BEILeCTBA U
omnacHoro npenapara (3./11. Hp 2, mox.8).

- Pacnopsmxenust Munuctpa 310poBbst oT aHs 2 ceHTsiOpss 2003 .0 nemy kpurtepueil M KiacCHGUKAIUM XUMHUYECKHX
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 KiIacCH(UKAIMKH XHMMHIECKHX BeriecTs U npenaparos (3.0x.Hp
243,no1. 2440).

- Pacopsymxennss Munuctpa 300poBbst oT aus 2 centsiopss 2003r. mo geny 3akiieiMHEHHs] YIaKOBOK OIMACHBIX BEIIECTB U
npenaparoB (3. JIu. 2003, up 173, mon. 1679) raxxe Pacnopsvkenus Munuctpa 310poBbs oT aHi 9 Hosiops 2004
I.OTMEHSIIOIIEE PACIIOPSDKCHUS 110 ISy 3aKJICHMEHHUs! yIIaKOBOK OIACHBIX BEILECTB M OMacHbIX npenapartos (3. Ju. 2004,1p
260,1m011.2595).

- Pacnopsmkennss Munncrtpa 3mopoBes or mHs 14 asrycra 2002 raio memy OO0S3aHHOCTH TIPEIBSIBICHUS KapThI
XapaKTePUCTHKH HEKOTOPBIX MPENapaToB HEeKIacCH(PHUIMPOBaHHbIX Kak onacHsie (3. [u.Hp 142,mon. 1194).

- Pacnopsipkennst Munuctpa 3nopoBbs ot nus 17 sBaps 2003 1. nmo meny uHbOpManuMK O OMAcHBIX Mpenaparax, Mt

KOTOPBIX HE TpeOyeTcs peabsBiIcHus KapThl Xapakrepuctuku (3. Ju. Hp 19,mon. 1701).

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

- Pacnopsypkennst Munncrpa Xossiictsa u Tpyzna ot must 5 mions 2004 r. 1o meny orpaHnYeHHil, 3alpeTOB WIH yCIOBUI
[POU3BOJICTBA, 0OOPOTY MM PHUMEHSHHUS OMACHBIX BELIECCTB TAKXKe CoJeprKatolux ux mpoaykros (3.0u. Hp 11,mon. 1762)
takxe Pacropsmkenuss Munuctpa XoszsiictBa u Tpyna ot mus 21 deppans 2005r. (3. Qu. Hp 11, non.1962) raxxke
Pacniopsiokenns Munuctpa Xossiictsa u Tpyaa ot aus 21 despanst 2005r. (3. Ju. Hp 39,1m011.372),01 aust 4 urons 2006r.
(3. n. 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 PACHIOPSUKEHHS 110 ey OTPaHHYCHHUH, 3alPETOB WK YCIOBHI MPOU3BOJICTBA,
000pOTa WM IPUMEHEHHUS ONACHBIX BEIIECTB TAKKE COAEPIKALINX UX MIPOJYKTOB.

- Pacniopsipxenns (EC) up 648 /2004EBporieiickoro Iapnamenrta u Cosera ot adst 31 mapra 2004r. 1o aeny AETEpreHTOB
taxxe Pacropsmxenuss Komucun (EC) mp 907/2006r. ormensirome pacnopsiyvkenus (EC) vp 648/2004 EBpomneiickoro
ITapmamenra n CoBera 10 eIy I€TEPreHTOM C IebI0 IpuMeHeHus ero npuioxennit |l u VII.

- Pacnopsyokenus (EC) up 1907/2006 Esponeiickoro ITapimamenra n Cosera ot s 18 mexabps 2006 r. mo nemy
peecTpary, OLCHKH, [IPEIOCTABICHHS Pa3pelleHHil 1 IPUMEHIHUs orpaHndeHuii B chepe xumukaros (REACH), coznanus
EBpormeiickoro AreHTcTBa XHMHKaToB, oTMeHstome aupektuBy 1999/45EC Taroke oTMensoiie posnopsyvkenus Cosera
(EDC) up 793/93 u posnopsmkerust Komucun (EC) Hp 1488/94,take nupexkrtuBy Cosera 76/769EDC u aupektuBy
Komucuu 91/155E3C, 93/67EDC, 93/105/BC u 2000/21EC.

3AKJEAMJEHME HA 3TUKETKE (cornacuo Posnopsixernns Musuctpa 310posus 1 OmmecTBeHHOM 3a60T 0T 1Hs 2
ceHTs10pst 2003r. 110 ey 3aKiIeMIICHHS YIIaKOBOK OMACHBIX BEIECTB M OIacHbIX mpenapatos (3. Ju. Hp 173,noi. 1679)
taoke Posnopsipkennst Munuctpa 3noposust ot 1Hs 9 HostOpst 2004r. 0TMEHSIOICePO3IOPSHKEHHS 110 STy KICHMITCHHS
YIaKOBOK OIACHBIX BEIIECTBH omnacHbIxmpenapaos (3. In. Hp 2601101.2595).

S26 -3ATPSI3HEHBI I'TTABA CEMYAC XE [TPOMBITH BOJIBIINM KOJMYECTBOM BOJIbI
OBPATUTBCS 3A [TIOMOILBIO K BPAUY.

S46-B CJIVUAE IMTPOTJIOYEHUS CEMYAC )XE OBPATHUCH 3A ITOMOIIbIO K BPAUY- [TOKAXU YITAKOBKY
NJIN OTUKETKY.

S2 —-BEPEUYb OT JIETEI.

TOJIBKO IJIAA TPOGECCUOHAJIOB

16. JPYI'ME HH®OPMAIIUN

Bume yxazannasie nHpOpManuy pa3paboTaHbl Ha OCHOBAaHUH TEKYIIETO COCTOSHUS 3HAHMI U KacaroTCsl IPOAYKTa B B BULY, B
KOTOpOMY IIpuMeHsieTcs. JIaHHbIe Kacaroluecs 3TOr0 POAYKTa H300pa)eHo C IeNbI0 YITeHHs TpeOoBaHUH O6e30acHOCTH, a
He obecrieueHust ero 0coObIX CBOMCTB. B cirydae, korja ycioBHs NPHUMEHEHUs Mpenapara He HaXOIATCS MOJ KOHTPOJIEM
MPOU3BOJUTENS, OTBETCTBEHHOCTH 3a O€30MacHOe MPHUMEHEHUE MpernapaTa mojaraeTcs Ha MoJjb30BaTels.

PoGotonatens 3000Bs3aHbIi COOOWNTE BceX pabOYMX, KOTOPbIE MMEIOT KOHTAKT C HMPOAYKTOM, O yrpo3ax M CpelcTBax
JIMYHOMN 3aILIUTHI IEPEUHCIIEHBIX B HACTOSIIIEH KapTe XapaKTePUCTUKH.
Hacrosimsist kapTa XapakTepHCTHKH Obula pa3pa0oTaHa Ha OCHOBAaHMM KapT XapaKTEPUCTHKH CHIPbell 3HAXOMAIIUXCS B
coCTaBe Ipernapara IOCTaBICHBIX IPOU3BOIUTEIAMYU TaKKe HA OCHOBAaHUU JCHCTBYIOIUX IIPAaBUJ OTHOCSILUXCS K OIACHBIM
BEIleCTBAM M XUMHUYECKHM IIperapaTaM.
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Kﬂaccndmxaun}o npenapara COBEpIUICHO Ha OCHOBaAaHUN MaKCUMaJIbHbBIX KOHL[CHTpaL[I/Iﬁ OITAaCHBIX COCTaBHBIX 3JICMCHTOB.

[TonHoe 3By4aHUe CHMBOJIOB TaKXKe BhIpaKeHUH R 13 myHkra 2:
- OTCYTCTBHE

HOZ[DO6HLIC TIPUHIHUIIEI TPUMEHSHIS TIperapaTa IMOMEIIEeHO B TEXHUYECKON KapTe IOCTYITHOW Ha cailTe WWW.tenZi.pI

Obyuenne: Jluma, KOTOpble NPUHMUMAIOT y4acTh B OOOpPOTE OIACHOTO Ipenepara JOJDKHEI OBITH 00ydeHBl B ctepe
ToBe/ieHns, 0e30MacHOCTH W THIHEHBl. BoamTenum cpeacTB mMepenBHKEHHS JOJDKHBI NEpeHTH OOydeHHE U MOIY4YHTh
COOTBETCTBEHHOE YIOCTOBEPEHHE COoracHo TpeboBanuit npasmit ADR.

CpOR TOAHOCTH Ipenapartra B HOPMAJbHBIX YCJI0BUAX XPAHCHUA- 12 MecAaAlueB CO AHA U3rOTOBJICHUS.

Hzmnenua omuocumensHo npedbloyuieii gepcuu:
- o0uIsas akTyanu3aius. AKTyaJIn30BaHHbIC KapThl JOCTYIHBI HA HHTEPHETOBOM caiite WwWw.tenzi.pl.

Kapra exuHBIi TOKyMEHT cofepskamuii 6 cTpaHuil.

Kapty opopmuna: Monuka JKenkoBcka.
Skarbimierzyce 16.07.20G7
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