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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Metronidazole

Kon Ha mponyxra : 201600589

CHHOHUME : Metronidazole, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHOCT (nepmainHa), Kareropus 4 H312
Ocrtpa TokcnuHOCT (MHXaN. ), Kateropus 4 H332
MyTareHHOCT 3a 3apOAMINHY KIeTKH, Kateropus 2 H341
Kanmneporennocr, Kareropns 1B H350
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpTraHy — IOBTapsIia ce ekcrosuus,  H373

Kareropus 2
OrmacHo 3a BOHATa cpesia — XPOHHYHA OIACHOCT, KaTeropus 3 H412
3a meHus Texet Ha H- m EUH-tipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpeja
OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH HA eTHKeTa

Erukernpane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H312+H332 - Bpenen npu KOHTAKT ¢ KOXKaTa WM NP BAUIIBAHE.

H341 - Ipenmnonara ce, 4e NPUYHHABA TCHETHIHH ACPEKTH.
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Nudopmanronen auct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP)

H350 - Moxe 1a TpHYUHY pak.

H373 - Moxe 1a IpH4uHN yBpeKAaHe Ha OpraHUTE IIPU NPOABIDKUTENIHA WX IIOBTApSIaA Ce
EKCTIO3UIHSL.

H412 - BpeneH 3a BOXHHUTE OPTaHU3MH, C ABITOTPAcH e(eKT.

P201 - TIpeau ynotpeba ce cHabeTe ChC CIICHUATHA HHCTPYKIHH.

P202 - He n3nomn3Baiite npeau a cTe Ipodey U pa3opain BCHUKHU MPEIIa3Hu MEPKH 3a
0e30MacHOCT.

P260 - He BaumBaiiTe mpax/Imymek/ra3/{uM/u3napeHus/aepo30Im.

P271 - [Ta ce u3non3Ba caMo Ha OTKPUTO WJIM Ha 100pe MPOBETPUBO MSCTO.

P273 - [Ta ce n30srea usnyckaHe B OKOJIHATa Cpejia.

P280 - M3non3BaiiTe mpeana3Hu phKaBUIN/TIPEAIa3HO 00IeKI0/IPeIIa3Hy OUmIa/IIpena3Ha Macka
3a JIHIe/TIpeNa3Hy CPECTBA 3a 3aIIUTa Ha CIIyXa.

P302+P352 - TTP11 KOHTAKT C KOJXXATA: 13muiite 0OMIIHO C BOJA.

P304+P340 - [TP11 BAUIIIBAHE: M3BezeTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B TO3HULINUS,
yJlecHsBAIa AUIIAHETO.

P308+P313 - TP siBHa wim npe/mnonaraemMa ekcrno3unus: [IoTppcere MEIUIIMHCKY ChBET/TIOMOLIL.
P312 - Ilpu mepasnonoxenue ce odagere B LIEHTHP I10 TOKCUKOJIOI'MS unu Ha nexap.
P321 - Criennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOIL] Ha TO3H
©THKET).

P362+P364 - Cpanere 3aMbpCEHOTO OOJICKIIO U IO U3IIEPETe IPE/IH IIOBTOPHA YIIOTPeOa.

P405 - JTa ce cpxpaHsBa IOJ KJIFOY.

P501 - CbabprkaHHETO/CHABT Jla Ce M3XBBPIIH B IIYHKT 32 ChOMpaHe Ha ONACHU WIIH CIICIUATHH
OTIAABIH, B CHOTBETCTBHE C MECTHHTE, PETHOHAIIHH, HAIIMOHAIHH H/WIH MEKIyHAPOJHU
pasnopenou.

ETI/IKGTHpaHe B CbOTBETCTBUE C: U3KIIIOUCHHUS 3a BBTPCIIHN OIIaKOBKH, KOIaTO CBhABPIKAHUETO HE IIPEBUILIaBa 10 ml

IMukrorpamu 3a onacxoct (CLP)

2.3. JIpyru onmacHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

GHS08

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Persaament (EO) Ne 1272/2008 [CLP]
Metronidazole - <100 Acute Tox. 4 (nepmanua), H312 (ATE=1100

mg/kg TenecHo Tero)

Acute Tox. 4 (uaxananuonHa), H332
(ATE=1,5 mg/l/4h)

Muta. 2, H341

Carc. 1B, H350

STOT RE 2, H373

Agquatic Chronic 3, H412

3a meanus Teker Ha H- u EUH-npenynpex/ieHusTa 3a 0nacHOCT: BXK. pa3zen 16

3.2. Cmecu

He e npunoxumo
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 4: Mepku 3a NbpBa NOMOIY

ITbpBa MOMOL 1IPH BAUIIBAHE : Jla ce ocTaBH mocTpagaivs Ha YMCT Bb3AyX. OCUrypeTe CBeX Bb3JyX Ha 3aCEerHATOTO JIMLIE.

ITbpBa MOMOLL 1P KOHTAKT € KOXKaTa : Jla ce OTCTpaHHM MaKCHMAIIHO upe3 n30bpcBaHe (C YMCTa U MeKa IONKBaIla Kbpra). [la ce usmue
OOMITHO C BOJIA B KOATO € PUOABEH IETEPreHT.

H’pra TIOMOIII ITPY KOHTAKT C OUYUTE . M3mmaknHere ¢ BOJa, KATO ABPKUTE OUUTE IITUPOKO OTBOPEHHU.

ITspBa noMoII IPH MOTTBIAHE . HM3znnakuere ycrara. CrienuainHo jgekapcko HabmoneHue. Moske fa 6b/1e IpernopbaaHo

TIPOABIDKUTEIIHO MEAULTTHCKO HaOJI0IeHHE.

Cumnromu/edextn . Bb3MoXHHE ca 3aKbCHENH e(EeKTH.

Cumnitomu/eekTn cres BAUIIBaHe . Hepocrarbuynu naHnu.

Cumnromu/edeKT ciell KOHTAKT ¢ KoxKaTa : HepmocrarbuHu faHHU.

Cumnromu/edeKTu ciiesf KOHTaKT C OYUTe : HepmocrarbuHu faHHU.

CumnToMu/edeKTH ciejl MorTbIaHe : CumnroMute Morar Ja ObJaT 3aMaiiBaHus, T1aBo0OIINe, TaieHe U 3aTy0a Ha KOOPIHHAIIHS.

Tlorbpcere MeauuuHcky chBet/momornt. [Ipy Bb3MOXKHOCT fia ce MOKaXKe HACTOSILMS JIUCT, a aKO HE € Ha Pa3IONI0KEeHHE, [ja Ce IOKaKe OIAKOBKAaTa MM €THKETa.
AxrtuBatop. PapMarieBTH4YEH MPOIYKT.

JKAPHH MEPKH

TToaxoasu TI0KapoTraCUuTEIHA CPEACTBA : Opesiy10 3a 3aracsiHe Ha OTbHSL.

OnacHoCT OT noXxap : Bmx maparpad 2.2.

I/IHCprKLII/II/I 3a racCHE Ha MOXKapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIHN 3a raCECHE Ha IMOXKapHu B CbCEICTBO.

PA3IEJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

OO1H MepKH : Jla ce u30srBa MpeKust KOHTAKT ¢ mpoaykTa. He BiuiBaiite
Ipax/IyIeK/ras3/ Ium/n3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBAPsI 32 CIEUIHH CJIyYau

ABapPIﬁHH IIJTAaHOBC . I[a C€ HOCH IOAXOAAIIO ITPEeANnasHO 06J'ICKJ'IO, PBKABUIM U 3alIMTHUA CPEACTBA 32 OYUTE WA JIMLECTO.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Meroau 3a moyricTBaHE : V6EI[CTC C€, 4€ OTIaABLUTE Ca csﬁpaﬂn 1 C€ ChbXpaHABAT HA CUTYPHO MSCTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHE HCC'I)GPIpaCMPUI OCTaTbK C Pa3TBOp OT HAaTPUEB XUITOXJIOPHUT.

Hsima Haym4Ha TOMTBJIHUTETHA I/IH(l)OpMaI.H/IS[

©
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

3AEJI 7: O6padoTka 1 CbXpaHeHne

7.1. Tlpenna3Hu MepKH 3a Ge3onacHa pagora

JIOIBITHUTETHA OTIACHOCTH TI0 BpeMe Ha 06paboTka : Ha notpeGuress na ce 00bpHE BHUMAHHE 32 PUCKOBETE, EBEHTYATHO CBBP3aHH C U3MOI3BAHETO Ha
MPOJIyKTa 32 APYTH IIENH, PA3IHIHH OT T€3H, 38 KOUTO € TpeIHa3HaAYEH.

Ipenna3uu mepku 3a 6e3omacHa pabora : C marepuana TpsiOBa a ce pabotu BHEMaTeNHO. [la ce u30srBa Mpekusi KOHTAaKT ¢ npoaykra. C
Marepuaa TpsioBa a ce paboTH MO TabopaTopHa KaMUHa, TOKOIKOTO TOBA € B3MOXHO.

XurueHH" MEpKH . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA I0OpATa MPOMHIILIEHA XUTHEHA U TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBus 3a 6e30macHo CbXpaHsiBaHe, BKIKYUTE/IHO HECbBMECTUMOCTH

TexHuueckn MepKu : Jla ce cma3BaT NPHIIOKUMHUTE PA3MOPEAOH.
VYcnoBust 3a cbXpaHsBaHe : Jla ce cbXxpaHsiBa NOJ KIIIOY.

7.3. Cneunduuna(u) kpaiina(u) ynorpe6a(u)

Bk maparpad 1.

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HaIIPlOHa.]'lHl/l rpaHuYHHA CTOIHOCTH Ha npod)ecuonaﬂﬂa CKCIMO3UIHUA U OHOJIOTUYHHU TpaHHYIHHA CTOMHOCTH

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOeHNE
Hsima Hain4Ha AOIBIHUTEIHA HHPOPMALUSL

8.1.3. O6pa3yBaT ce 3aMBbPCHTEIH HA BB3AyXa

HsiMa HanMYHA TOIBIHATENIHA HH(OpMAIVS

8.1.4. DNEL u PNEC

HsiMa HaiM4YHa TOMBJIHATENHA HHDOPMALUS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

8.2. KoHTpOJI Ha eKCIIO3UIUATA

8.2.1. Moaxoasi TEXHUYECKH KOHTPOJI

IMoaxoasiy TEXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B JoOpe MPOBETPUBO MOMellleHHe. Jla ce H3M0N3yBa eUHCTBEHO B CMyKaTellHa KaOHHa ¢ MHTerpupaH Guitsp. Bucokoedextuser GpuiTsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHH NpeAna3Hu CPeACTBa
8.2.2.1. 3amuTa HAa OYUTE U JHLETO

3ammTa HA OUMTE:
Ipennazuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA M TAJIOTO:
Jla ce H3M013yBa XUMHYECKH YCTOITUMBO 3amuTHO obnexno. DIN EN 13034

3ammTa Ha pblLeTe:
XUMHUeCKH YCTOMYHBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. 3amuTa HA IMXATEJTHATE MHTHIIA

3amuTa HAa ANXaTETHATE MBTHINA
OrtzensiHe Ha mpax: nportuBonpaxosa Macka ¢ ¢puarsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo30i1Ha Macka. Hocere quxareneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/mpaxoBe/acpo30IIi
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.4. TepMUYHH ONIACHOCTH

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

8.2.3. KoHTpOJ1 Ha eKCNO3HIMATA B OKOJIHATA Cpea

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

JIEJI 9: ®u3u4yHN U XUMHYHH CBOMCTBA

ArperaTtHo ChCTOSHUE . TBBpOO BemecTso
st : He e HanuyHo
BoHieH Bug : Ilpax.

Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToneHe : He e HanmuyHO
Touka Ha 3aMpb3BaHe : He e Hanmu4HO
Touka Ha KuIIEHE . He e nanuuno
3amanumocT . He e HammunO
I'paHuIM HA EKCIUIO3UBHOCT : He e npunoxumo
JloHa TpaHKIIa Ha EKCIUIO3UBHOCT . He e npunoxumo
T'opna rpaHnIa Ha €KCIUIO3UBHOCT . He e npunoxumo
TeMneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3ananaBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe : He e Hanmu4HO
pH . He e Hanu4yHO
pH pasrBop : He e Hanmu4HO
Bucko3urer, kuHEMaTuueH : He e npuioxumo
PasrBopumocT : Boma:1-10¢/I
Koeguiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e HammgnO
Kow)

Hansrane Ha napure : He e Hanmu4HO
Hansrane na mapure npu 50°C . He e nammano
ITreTHOCT : He e HamuuHO
OTHOCHTEIHA ITBTHOCT . He e rammurO
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npuioxumo
Pa3mep Ha wactunure : He e Hanmu4HO

9.2.1. Uudopmanusi BbB BPb3Ka € KJIacoBeTe HAa (U3MYHA ONACHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3IEJI 10: CTa0UJHOCT U PeaKTHBHOCT

CrabuseH npy HOPMAJHHU YCIIOBHSL.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

Hsima Hamm4aHa nombIHATEIHA HHOOPMALHS

Hsima Haym4Ha TOMTBJIHUTETHA HH(l)OpMaHHH
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NudopmanroneH aucT 3a 6e300acHOCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nipu Hopmansa ynorpe6a. Bukre Pazzgen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3IIapCHUs.

PA3JEJI 11: Tokcuxo

Ocrtpa ToKCHYHOCT (OpaiHa)
OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BOHILBAHE)

rum4yHa HH(l)OpMaIIHH

He ce xnacu¢umpa
Bpenen npu KOHTAKT ¢ KOXKaTa.
Bpenen npu BaumiBane.

Metronidazole

LD50 opanHo ursx

> 2000 mg/kg

KoposzuBHOCT/ipa3sHeHe Ha KoXata

Cepro3HO yBpesK/jaHe Ha OUMTE/IpasHEeHe Ha OUHuTe
Cencnbunu3anys Ha AUXaTEIHUTE IBTUILA WIIH KOXKaTa
MyTareHHOCT Ha 3apOIHUIITHATE KJIETKA
Kanneporensocr

TokcH4HOCT 3a peNpOAyKIHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eJHOKPATHA CKCTIO3ULIUS

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH
OpraHu) — IOBTapsIIIA CE EKCIO3ULHS

OmnacHOCT NP BAWIIIBaHE

He ce xnacudmmpa

He ce knacuduimpa

He ce knacuduimpa

Ipenmonara ce, 4e MPHIUHSBA TEHETUYHH Je(DEKTH.
Moxxe 1a TPUYUHHU paK.

He ce xnacudmmpa

He ce knacuduimpa

Mosxke na TIPUYUHU YBPEKAAHE HA OPTaHUTE NPU MPOABJDKATEIIHA WK MOBTAPAIIA CC CKCIIO3ULIA.

He ce xnacudumpa

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

14Ha MHpopManust

Exoorus - 061110
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa)
OrnacHo 3a BOIHATA CPefia, ABIrOCPOYHA (XPOHHYHA)

Omnacuy otaxbiy. Jla ce M3Mo3yBaT MOIXOMSIIH KOHTEHHEPH 3a OTIaTHHUTE IPOIYKTH.
He ce knacudmmpa
BpezeH 3a BOTHHTE OpraHU3MH, C ABITOTPAcH e(eKT.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIHS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hamm4aHa TomBIHATEIHA HHGOPMAIHS

Hsma nammana nomsiiHuTeIHA MHGOPMAIHS

Hsma HanuvHa JOBITHHUTENHA HHOOPMAIUS
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

MecTHO 3aKOHOJATEIICTBO (OTHaI[’bI_H/I) . ]Ia C€ U3XBBPIIH 110 0e30IaceH HauYWH B ChOTBETCTBUE C MECTHHTE / HaqUOHAJIHU pa3nope/:(61/1.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niam upenTudukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CiequaaHyu mMpeAna3sHA MePKH 32 MOTPeOHTeIHTe

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMAaTHBHA ypea0a/3aK0HOJATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII Ha REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV na REACH (Crmcbk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Metronidazole

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Persnament otHocHo YO3 (EC 2019/1021, YcToitunBM OPraHu4HM 3aMbPCHTE/IH)

Henpunoxumo.

PernameHT 0THOCHO BelllecTBa, KOHTO HApYIIaBaT 030HoBHs c10ii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIecTBa, KOUTO HapymIaBat 030HoBus cioii (Permament EO 1005/2009): Metronidazole

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npemiaranero Ha na3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernamMeHT 0THOCHO MPEeKyPCOPHTE HA HAPKOTHYHHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Beniecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO U ITyCKaHETO
Ha Ia3apa Ha OIPEJICJICHU BEIIECTBa, U3I0JI3BAaHM 32 HE3aKOHHO IPOU3BOACTBO HA HAPKOTUYHHU HJIM IICUXOTPOITHH BEILIECTBA)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Ouenka Ha 0€30I1aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3AEJI 16: Ipyra ungopmanus

I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHOCT:

Acute Tox. 4 (nepmaiHa) Ocrtpa TokcHuHOCT (nepmainHa), Kareropus 4

Acute Tox. 4 Ocrtpa TokcuuHOCT (MHXa.), Kareropus 4

(MHXaJAIMOHHA)

Aquatic Chronic 3 OrnacHo 3a BOJIHATA CPe/la — XPOHUYHA ONACHOCT, KATeropust 3

Carc. 1B Kanueporenunocrt, Kareropust 1B

H312 Bpezen npu KOHTAKT ¢ KOXKATA.

H332 Bpenen npu BaumBaxe.

H341 Ipennonara ce, 4e NpUYMHABA TEHETUYHH Ne(EKTH.

H350 Moske 1a MPUYHHA paK.

H373 Moxe 1a IPUYMHK YBPEXKIaHe HAa OPraHUTE TPH MPOABIDKUTEIHA WIN ITOBTAPSIA C& EKCIIO3UITHSL.
H412 Bpenen 3a BorHUTE OPraHU3MH, C ABJITOTPACH EEKT.

Muta. 2 MyTareHHOCT 3a 3apoAuIIHU KieTku, Kateropus 2

STOTRE 2 CrrennidHa TOKCHYHOCT 3a ONPEJIETIeHN OpraHy — MOBTapsIa ce eKcrosuims, Kareropus 2

Nudopmarrones et 3a 6e3omacuoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, chappikania ce B To3u VH(pOpMaIoHeH JHUCT 3a 0€3011acHOCT, € MOIydeHa OT H3TOYHUIN, KOUTO CMsTaMe 3a
HaJeXKIHU. Berpeku ToBa, HH(pOpMarusTa ce IpeaocTans 6e3 HUKaKBa TapaHIs, H3pUYHA WM opa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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