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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Metronidazole impurity A
XUMHYECKO HAHMEHOBaHHE : 2-Methyl-4(5)-nitroimidazole
EO Ne 1 211-790-3

CAS Ne 1 696-23-1

Kon Ha npoxykra : 202100303

1.2. UneHTHUIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH U3NUTBAHUS U AaHAITH3U
Camo 3a npoecronanHa ynorpeba

ODyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpeba

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpnﬂn—m (l)l/l3l/lKOXPlMl/l'1Hl/l ed)elc"m )/ Heﬁnaronpuﬂnm e(beKTl/l 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsiuane.
2.2. EneMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu norislnase.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - la ce m3Mue phlieTe 10 JaKTHTE H JIMIETO CTAPATEeNIHO Clie]] yrnoTpeoa.

P270 - a He ce e, MUe WK MY IPH YHOTpeOa Ha IPOIYKTa.
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P301+P312 - TIPU [TOTJITBILIAHE: Ilpu Hepasnonoxenue ce obanere 8 LIEHTBP I[10O
TOKCHKOJIOT' M unu Ha nexap.

P330 - M3nnakuere ycrara.

P501 - CoapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MMYHKT 33 CHOMPaHe HA OMACHU HMITH CIICHUATHI
OTIaAbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIIHH, HALIMOHATHH /WA MEKIYyHAPOJHI
pasnopenou.

E'mKe'mpaHe B cbOTBeTcTBHE C: U3KiI0uenus 3a BBHTPEIIHH ONIAKOBKH, KOIraTO CbABPKAHUETO HE IIPpeBUllIaBa 10 ml.

He ce n3uckBa €THKETHPaHe

2.3. JIpyru onacHocTH

Jpyra undopmanms : BHmMaHue - BemecTBo, KOETO BCe OLIe HE € U3MUTAHO HAIIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Knacndukanusi B cbOTBeTCTBHE €
NPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]

2-Methyl-4(5)-nitroimidazole CAS Ne: 696-23-1 <100 Acute Tox. 4 (opanna), H302 (ATE=1540
EO Ne: 211-790-3 mg/kg)

3a mpauus TekeT Ha H- n EUH-npenynpesxeHusaTa 3a OAacHOCT: BXK. pa3fen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

4.1. Onucanne Ha MEPKHUTE 32 MLPBA MIOMOLL

IIppBa nomo1i - 001K MEPKU . B®B Bcuuku ciyuan Ha CbMHEHHE, WIIM KO CUMIITOMUTE NPOABIDKABAT, IOTHPCETE MEAUIIMHCKA
TTOMOIIL.

IIppBa nomo1 Mpu BIUIIBAHE . H3Besere nUIIETO HA YKUCT BB3/YX U IO MIOCTABETE B MO3KMLIMS, YJIECHABAILA AUIIaHeTO. [la ce ocTaBu
MOCTpaIays 1a CU movnHe. B ciydaii Ha npuiomasane: [loTbpceTe MEIUIIMHCKH CHBET/IIOMOII.

[IppBa HOMOIIL TPY KOHTAKT € KOXKATa : /Jla ce cBanM 3aMbPCEHOTO OOJIEKIIO M M3JI0KEHHAT YUacThK OT KOXKaTa J1a € U3MHE C MEK CallyH 1
BOJIa, KaTo cJie]l TOBa ce M3IUIaKHE C TOIUIA BOJA.

[IbpBa mOMOILL TPY KOHTAKT C OYUTE . HMsnakHere ¢ Boza, KaTo IbPXKUTE OYUTE MIMPOKO OTBOpeHU. [loThpceTe MeMIMHCKA TIOMOLL, aKO
0oJKaTa, MUTAHETO MJIM 3a4epPBSBAHETO MPOBIIKAT.

[IppBa nomo11 NpU MOTITbIAHE . HMsnnakHere ycrara ¢ Bojia (CaMo aKko MOCTPalalIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabasHo ce obanere B IEHTBP I10 TOKCUKOJIOT' U /Ha
JeKap.

4.2. Hali-chbInecTBEH! OCTPH U HACTHIBAIIM CJIe] H3BECTEH MePHO/ OT BpeMe CHMITOMH U eheKTH

Hsima HanuyHa AOMBIHUTEIHA I/IH(I)OpMaLH/IH

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCIKAKBHU HEOTJIOKHU MEJUIUHCKHU I'PUKHU U CHICIITUAJIHO JICYCHHE

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 5: IIpoTHBONOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha nmoxap

IMoaxosIIH TT0KaporacHTETHN CPE/ICTBA : Jla ce m3mon3Bat cpesicTBa, MOAXOAAIIN 3a FaCEHE Ha MOXKapH B ChCEJCTBO. Bhrieponen auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHs.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CUIIHA BOJHA CTPYSI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELeCTBOTO HJIH CMECTa

Ornacau IPOAYKTH Ha pasnajlaHe B cnyqaﬁ Ha mmoxap . HemwiHOTO TOpEHE 0013060)1<J:[a13a OIIac€H BBITIEPOJICH OKHC, BBITIEPOJACH ABYOKHUC U IPYT'H TOKCUIHU
razoBe. B3MOKHO € OT/IeNTHETO HAa TOKCHYHU n3napeHuUs.
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

WHcTpyKuunu 3a raceHe Ha MOXKapH . Jla He ce momycka u3non3BaHata B 6opbara ¢ moxxkapa Boja Ja 3aMbPCH OKOJTHATA Cpejia.
3aruta Opy raceHe Ha moxap . Jla He ce mpeanpremMa HaMmeca 6e3 MOAXO/IIIO 3aIIUTHO 000pyABaHe. ABTOHOMEH U H30JIHPAILl
amapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TAI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IPI MEPKHU : I{a ce U30srBa KOHTAKT C KoOXaTa, O4YUTE U APEXUTE.

3a nepconali, KOWTO He O0TroBapsi 3a CHellIHU CJIydan

ABapuiiHu M1aHOBE : Jla ce OTCTpaHU HEHYXHHS IIEpCOHA.

3a JIMIATA, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIUTHY CpeICTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOSIIO0 3aLUTHO 0bopyaBaHe. 3a moBede HHpopMarus,
BrKTe paszaen §: "KOoHTpoi Ha ekcro3uiusITa/ TMYHU MTpena3Hu cpeacTna’.

I{a ce n3bsrea H3ITyCKaHC B OKOJIHaTa cpeaa. Hpel[OTBpaTeTe HaBJIM3aHETO B KaHAJIU3alUsATa U B 06HI€CTB€HI/IT€ BOIH.

3a 3abpiKaHE . TMonmiite ¢ HHEPTEH MaTCpHaAl U ITIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a oGe3Bpe)K11aHe Ha OTIaabIIu.
Metoau 3a MOYrCTBaHE . Ilouncrere 3aMBbPCCHUTE IIOBBPXHOCTH 0OMITHO ¢ Boja. [TouricTBane ¢ momiiTa Ha JACTEPIeHT.

Bmxre Paznen 13 otHocHO nH(popManus 3a 00e3BpexaaHe Ha OTHABIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

IIpenmasznu Mepku 3a Oe3omacHa paboTa : Jla ce n30srBa BCAKaKBa M3/IUIIHA eKCIO3UIYA. [a ce ocHrypH 100po IpoBeTpsiBaHe Ha paOOTHOTO
MSICTO.
XUTUeHHH MEPKH . Jla He ce sze, MUe WK MyIIU py ynorpeba Ha mpoaykTa. [la He ce u3Hacs 3aMbPCeHO PabOTHO

00JIeKTI0 U3BBH pabOTHOTO OMeleHue. Jla ce I3MUAT pbLeTe NPy IOYUBKHUTE H CICH
IPUKIIOYBAHE Ha paboTaTa.

Vcnosus 3a ChbXpaHsABaHC N I[a C€ CbXpaHsABa HA /:L06pe TIPOBETPUBO MSCTO. CpabT 1a ce CbXpaHsABa INTBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsiKa CJIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain N I[a C€ CbXpaHsABa B OPUTHHATTHUTE KOHTeﬁHepPI.

Hsima HanmMuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 8: KoHTpoJ1 Ha eKCIIO3MIMATA/JIMYHM NPeINAa3HU CPeCcTBa

Hsima HanmMuHa OMIBIIHUTETHA HH(l)OpMaLIPIﬂ

Ioaxoasuy HHKEHePeH KOHTPOJI

Toaxoasiuy HHKeHePeH KOHTPOJI:
Ja ce ocurypu 106po npoBeTpsiBaHe Ha paboTHOTO MsicTo. OGMKHOBEHO Ce M3MCKBAT KaKTO MECTHA CMyKaTeIHa BEHTUIIALMS, TaKa U BEHTHJIALHS Ha OOLIOTO
nomerienue. C Matepuana TpsOBa a ce paboTH 1o/ 1abopaTopHa KaMHHa, TOKOJIKOTO TOBA € Bh3MOXHO.
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

JInYHH npeana3sHu cpeacTBa

3ammTa HA 0YMTe U JHIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npeasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammuTa Ha KoOKaTa

3amuTa Ha KOXKATa H TSAJIOTO:
Ja ce Hocu moaxoasIIo HpennasHo obaekio. Jlaboparopua ynorpeba : JlJabopatopHa npectuika. (EN 13034)

3amuTa Ha pbueTe:

Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOHUMBY Npeana3nu pprasuiy. (EN 374)
3amuTa Ha AUXATEJHUTE ITBTHINA

3ammTa Ha IUXaTeTHHTE MbTHINA:

B ciyqait Ha o6pa3yBaHe Ha ITpax Jia ce W3II0JI3Ba anapar 3a aumane ¢ puatsp: P3

PA3JIEJI 9: ®u3uyHU U XUMHYHH CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (M3UYHM M XMMUYHH CBOICTBA

ArperatHo CbCTOsSIHHE : TBBpIO BELIECTBO
IBsar . He e HannmuHO
MonexyinHa maca : 127,1 g/mol
Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touxa Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha kuNEeHE : He e nanuuno
3amanuMocT : He e nanuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npuoxxumo
I'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e nanuuno
pH : He e nanuuno
pH pastsop : He e manmuuno
Bucko3uter, KuHEMaTuueH : He e npunoxumo
PastBOpUMOCT . He e HannuHO
KoedumuenT Ha pasnpenenenue: n-okranon/soga (Log  : He e namnuno
Kow)

Hansarane na napute : He e nannuno
Hamnsraune na napute npu 50°C : He e nanuuno
IIrpTHOCT . He e HannuHo
OTHOCHTENHA ITBTHOCT : He e manuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha uactuiure . He e naauuno
9.2. Ipyra undopmanus

HsiMa Hann4yHa JOMBJIHATENHA HHQOpMALHS

31EJ 10: CTa0HJIHOCT U PEAKTHBHOCT

10.1. PeakunoHHa crnocooHoCT
Hsma HanmnuHa JOITbJIHUTECIHA I/IH(l)OpMaLI]/IH
10.2. XuMH4YHA CTA0HIHOCT

Hsima HanuyHa AONBIHUTEIHA P[H(bOpMaI.II/IH
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Metronidazole impurity A

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 11: Tokcukosioruyna nHgopmanus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (epMaiHa)
OcTpa TOKCHYHOCT (BJMIIBAHE)

Bpenen npu nornemane.
He ce xnacudunupa (Jlumncsar naHam)
He ce xnacudunupa (Jluncsar naHam)

2-Methyl-4(5)-nitroimidazole (696-23-1)

LD50 opanHo mrbx

1540 mg/kg

KoposusHocT/ipa3Hene Ha Koxarta

Cepuro3HO yBpeKJaHe Ha OYMTE/IPa3HEHE HA OYHMTE
CeHcHOUNU3aIMs HA AUXATEITHATE IBTUILA HIH KOXKaTa
MyTareHHOCT Ha 3aPOAULIHUTE KICTKU
KanneporenHocr

ToKCHYHOCT 3a penpoayKIusaTa

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHA
OpraHy) — eIHOKPAaTHA eKCIIO3ULUL

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHU
OpraHu) — MOBTapPsILIa C€ EKCIIO3ULIUS

OnacHoct IIpU BAUIIBAHE

Hsima HanmuHa JOMIBJIHUTETHA HH(I)OpMaHHﬂ

PA3EJI 12: ExojioruuHa uH(popmanust

OmacHo 3a BoJHaTa cpejia, KpaTKoCpouHa (0cTpa)
OmacHo 3a BogHAaTa cpefia, IBIrOCpPOUYHa (XPOHHYHA)

He ce xnacudunupa (JIuncsar nanam)
He ce xnacudunupa (Jlumncsar qaHam)
He ce xnacudunupa (Jlumncsar q1aHau)
He ce xnacuduuupa (Jluncsar q1aHHu)
He ce xnacu¢unupa (Jluncsat nanam)
He ce knacudunupa (Jluncear naHHu)
He ce xnacudunupa (Jluncsar qaHau)

He ce xnacuduuupa (Jluncsar qaHum)

He ce xnacudunmpa (Jluncsar naHam)

He ce xnacudunupa (Jluncsar nanam)
He ce xnacudunupa (Jlumncsar naHam)

2-Methyl-4(5)-nitroimidazole (696-23-1)

YcToiuuBOCT U pasrpaauMoctT

He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHﬂ

Hswma Hamnyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

: O0e3BpexaaHe HA OTHIAAbLIUTE

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 14: Uudopmauust 0THOCHO TPAHCIIOPTUPAHETO

B cpotBetcTBHe ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

He e obexT Ha Hapen6uTe 3a TpaHCIOPT

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perynupa He ce perynupa He ce perymnupa

14.5. OnacHocTH 32 0KOJIHATA cpeja

He ce perynupa He ce perynupa He ce perynupa

Hsma nompianuTenHa HaTMYIHA HHPOPMALIHS

CyxonmbTeH TPAHCIIOPT
He ce perymnupa

Tpancnopt no Mope
He ce perynupa

Bb3aynien Tpancnopt
He ce perymnupa

He e npunoxumo
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO UJIH CMECTAa HOPMATHBHA ypen6a/3aKoH0AATEICTBO OTHOCHO 0€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BelllecTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanguaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemecta

PersiaMeHT 0THOCHO BellecTBa, KOMTO HAPYIIABAT 030HOBUS cJioii (2024/590)

He ¢urypupa B crrcbKa ¢ BelecTBa, KOUTO Hapymasat 030HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBera 32 KOHTPOJI HA U3/1eJIUs ¢ IBOWHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a KoHTpOJ Ha U31eus ¢ JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He ¢urypupa B cnrcbka ¢ npekypcopu Ha B3puBHE Betectsa (EC)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He ¢urypupa B cnucbka ¢ Ipekypcopu Ha HapkoTH4IHE Bemtectsa (EC)

15.2. Onenka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUSI

PA3JIEJI 16: Ipyra uadgopmanus

HWuaukanus 3a npoMeHu:
Knacudumnupane Ha BeIIECTBOTO HIH CMECTA.

Mnaukanus 3a IpoMeHH

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
JlaTa Ha peakusTa Jlo6aBeHno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMU IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenus 3a ynorpeda ITpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusitin GU3HKOXUMUYHE e(DEKTH 1 IIpomeneno
HeOaronpusaTHU e(PeKTH 3a 3paBeTo Ha YOBEKA U
OKOJIHATa cpefa
2.3 Jpyra undopmarus JlobaBeHo
4.1 [TppBa nomouy - 00IIM MEpPKU JobaBeHo
4.1 ITspBa nomou1 NpH KOHTAKT € KOKaTa IIpomeneno
4.1 IIppBa nomo1 pu BAUIIBAHE Jlo6aBeno
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Metronidazole impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHeHn enemMeHT KomenTapu
4.1 IIppBa nomo1L pH MOTITbIAHE JlobaBeHo
4.1 ITepBa moMomI IpH KOHTAKT C OUHUTE IIpomeneno
5.1 Henonxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeHo
5.1 Toaxoasmu no>kaporacuTesHu CpeCTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajiaHe B cilyyaid Ha JlobaBeHo
oxap
5.2 OnacHocT OT moxap IIpemaxunarto
53 3amuTa npy raceHe Ha Mmoxap Jlo6aBeHo
53 MucTpyxuuu 3a racene Ha MoXapu IIpomeneno
6.1 3amuTHU cpeacTBa Jlo6aBeno
6.1 ABapuiiHu I1aHOBe IIpomeneno
6.1 OO0y Mepku JobaBeHo
6.2 Ipenma3sHu MepkH 3a ora3BaHe Ha OKoJIHaTa cpena | JlobaBeHo
6.3 3a 3agpprkane JlobaBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeHo
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JlobaBeHo
7.1 Ipenmna3uu Mepku 3a Ge3omnacHa paboTa Jlo6aBeno
7.1 XHUIrueHHH MEPKH Jlo6aBeno
7.2 YcnoBust 3a CbXpaHsBaHe JobaBeHo
72 OnakoBBbYHH MaTepHAIN JobaBeHo
7.3 CrennuyHu KpaiHu ynotpedu IIpemaxuarto
8.2 3aiura Ha JUXaTeaTHUTE IIbTUIIA Jlo6aBeno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amuTa Ha OuuTe Jlo6aBeno
8.2 Toaxoasi nHKEHEPEH KOHTPOII IIpomeneno
8.2 3almura Ha KO’KaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo
10.1 Peakimonna criocoOHOCT IIpemaxnaro
10.3 BB3MOXHOCT 32 OIaCHH PEAKIMU IIpemaxnato
10.5 HecwsBmMecTumu Marepuanu IIpemaxunarto
10.6 OmnacHu IPOLYKTH HA pa3afaHe IIpemaxunarto
11.1 LD50 opanHo maex JobaBeHo
11.1 ATE CLP (opainna) IIpomeneno
12.1 Exonorus - o010 IIpemaxnarto
II'bnen Texker Ha H- u EUH-npegynpeskieHusiTa 3a oacHocT:
Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opainHa), Kareropus 4
H302 Bpenen npu nornsiaxe.

Mudopmannone mmct 3a 6ezonacuoct (UJ1B), EC
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Metronidazole impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxkaiia ce B To3u MHdopMaroneH juct 3a 6e30MacHOCT, € MoJdy4eHa OT U3TOYHHIIM, KOUTO CMsTaMe 3a
HajekK/HU. Bbopeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/ipa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIN
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrnereHTHocT. [Topaau
Tasu U APYrd HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT U M3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PAa3X0/IH, IPOU3TUYAIH OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, ChbXpaHEHUETO, yroTpedaTa uian 00e3BpexIaHeTo Ha npoaykra. To3u MHpopMannoHeH JIucT 3a 6€30MacHOCT € U3TOTBEH U TPpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3U MPOIYKT. AKO HPOIYKTHT CE U3M0NI3BA KATO ChCTABKa Ha APYrH MPOLYKTH, HaJINYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u nHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYIH MO3HAHMS U € NPEAHA3HAYCHA JIa []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOIHATa cpera. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOMCTBATA HA MPOAYKTA.
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