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Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HanmeHnoBaHue Ha BEIECTBOTO :7-Aminodesacetoxycephalosporanic acid
Kon Ha mponyxra : 201700061

1.2. UnenTudnuupanu BUAOBE YNOTPe6a HA BEIeCTBOTO WM CMECTa, KOMTO ca 0T 3HAYeHHe, U BHIOBE YIOTPeda, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu 1aHHH 32 TOCTABYHKA HA HH(OPMAILMOHHHUS 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 CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacudunupane Ha BelIeCTBOTO HJIH CMecCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Pecrmparophna cencubmmmsanus, Kareropus 1 H334
Koxna cencnommzanust, Kateropus 1 H317
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau Gu3nKoXuMu4yHu edekTH U HeO1aronpusTHU edeKTH 32 31paBeTo HA YOBEKa M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacxoct (CLP)

GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe 1a IpUYMHY alepruiHa KOKHA PeaKIus.

H334 - Moxe [1a pUYMHY aNepriuvHy WK aCTMaTHYHK CUMIITOMH WIIH 3aTPyAHEHHS B IUIIAHETO
[IPH B/IMIIIBaHE.

IMpenopsku 3a 6e3omacHoct (CLP) : P280 - M3non3Baiite npeanasHu pbKaBHIH, IPEIIAa3HO 00IEKIIO.
P284 - cpencTBa 3a 3amuTa Ha TUXaTEITHUTE IBTUIIA.
P302+P352 - ITP1 KOHTAKT C KOXATA: 13muiite 0OHIHO ¢ callyH U BOJa.
P304+P340 - ITP1 BINIIIBAHE: M3Benere MUIeTO HA YUCT BB3IYX U IO MOCTABETE B O3UIINS,
yJIecHsIBallla AUIIAHETO.
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7-Aminodesacetoxycephalosporanic acid

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

P333+P313 - Ilpu nosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxara: IloTbpceTe MeAUIUHCKH
CHBET/IIOMOII.
P342+P311 - [Ipu cumnTomMu Ha 3aTpyaHeHO auinane: Odanere ce Ha Jekap.

ETHKeTHpaHe B CHOTBETCTBHUE C: M3KIIIOUCHHS 32 BBTPEIIHH ONAKOBKH, KOTaTO ChABPKAHUETO He npesuiasa 10 ml

IMukrorpamu 3a onacHoct (CLP)

GHSO08

2.3. JIpyru onacHoOCTH

Hsima Hanmmana qOMBIHUTETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE €
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
7-Aminodesacetoxycephalosporanic acid - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

3a menHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BiK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4. Mepku 32 mbpBa moMOoII|

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

[TepBa MOMOLI [IPH BANIIBaHE . Jla ce ocTaBH MOCTpaaius Ha YHCT Bh3ayX. OCHI'ypeTe CBEX BB3IyX Ha 3aCErHATOTO JIUIE.

ITepBa MOMOLI [IPH KOHTAKT C KOXKaTa : Jla ce oTCcTpaHM MakCHMAJIHO Ype3 H30bpCBaHe (C 4rcTa M MeKa MoluBama Kopra). M3muiite 06miHO
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakuere ¢ BoJa, KaTo IBPXKUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmakuere ycrata. Mosxe 1@ Ob/ie IPENopbYaHo MPOIBIDKUTEIHO MEANIHHCKO HAOJIFOICHHE.

4.2. Haii-checTBeHun OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

Cummromu/edextu : Bb3moxHH ca 3aKbCHENH eeKTH.
CumrroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.
CumnroMu/eeKTd ciel KOHTAKT C KOXaTa . Hepmocrarbunu 1aHHH.
Cumnromu/eeKTd cire] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

4.3. Yka3aHue 3a HEOOXOMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEUATHO JIeYCeHN e

HOTLpCeTe MCIULUHCKHA C’LBCT/I'IOMOI]_I. HpPI BB3MOKHOCT [1a CC€ MOKaXXC HACTOAIINA JIUCT, & aKO HE € Ha PA3II0JIOKECHHUE, Na CE€ MOKAXKXE OITaKOBKaTa MJIA €TUKETA.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmun TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3araCsgHe Ha OT'bHI.

5.2. Ocodenn ONMMACHOCTH, KOUTO NMPOU3THYAT OT BEIIECTBOTO UJIN CMeCTa

OmnacHOCT OT HoXap : Bwx nmaparpad 2.2.
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7-Aminodesacetoxycephalosporanic acid

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

JIEJI 6: Mepku nipu aBapuiiHoO

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapPIﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3allIUTHU CPEACTBA 32 OYUTE WA JIMLETO.

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca C’L6pa_HI/I 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHBOPMAIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha notpe6urens ga ce 06bpHE BHUMAHHUE 3@ PHUCKOBETE, EBEHTYAIHO CBBP3aHU C U3II0JI3BAHETO HA
MPOIYKTA 3a JAPYTH 1IE]H, PA3IUYHU OT T€3H, 3a KOUTO € MPEJIHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa [a ce paboTH Mojl JTabopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3MCKBAHHUSATA HA 0OpaTa MPOMUIIIEHA XUTUEHa U IPOLIEYPUTE 3a
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IOPenon.

VYcenosus 3a CbXpaHsBaHE : I[a C€ ChXpaHsBa IIOJ KIH0Y.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npo(l)ecuox-lam-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH cToiiHoCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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7-Aminodesacetoxycephalosporanic acid

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

8.1.4. DNEL u PNEC

Hsima HanuuHa JOBIHUTEIHA PIH(l)OpMaI.II/Iﬂ

8.1.5. Peryaupane upe3 o6xBaru (control banding)

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe IpOBETpUBO HoMelIeHre. Jla ce H3Moi3yBa eAMHCTBEHO B CMyKaTelIHA KabuHa ¢ HHTerpupaH GUIThp. BucokoedektuseHn Guarsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKAaTa U THJIOTO:
Jla ce n3nonzyBa XuMU4ecku ycToiunBo 3amutHo obnekio. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AuTHaepo3onna Macka. Hocere auxareseH amapar, ako cte
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJIHATA cpejJa

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarane . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PastBOpuMocT : He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranon/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
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7-Aminodesacetoxycephalosporanic acid

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hansrane na mapure npu 50°C : He e HanmuyuO
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e nanuano
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: Crabuian

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU U3IIapCHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

1.1, Muopmaus 52 scxaconere wa onacuoct, onpexcaenn » Peraavent (EO) Ne 12722008

Ocrtpa ToKcHYHOCT (OpaiHa) . He ce ximacuduumpa

OcTpa TOKCHYHOCT (iepMaiHa) : He ce xmacuduumpa

OcTpa TOKCHYHOCT (BJHILIBAHE) : He ce xmacudunmpa

KoposzuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnmacudunupa (JInrcpamy naHHm)

Cepno3HO yBpesK/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe . He ce xnmacuduunpa (JIuncpanum gaHH)

Cencnbunu3anus Ha AMXaTEIHUTE MBTUIA WIK KoXkaTa  © MoxKe 1a IPUYHHY alepruuHy WM aCTMATHYHH CUMIITOMHU WM 3aTPyAHEHHUS B AUIIAHETO [PH
BAMIIBaHe. MoOXe 1a IPUYMHHU aJIepTUYHA KOKHA PEaKIIHs.

MyTareHHOCT Ha 3apOJIMIIHATE KICTKU : He ce xmacuduumpa (JIumncpamy faHHN)

Kanneporennocr . He ce xnmacudunupa (JInrcpamy naHHm)

TOKCHYHOCT 32 PEHPOAYKIHsITA : He ce xnmacuduumpa (JIurncpamy faHHN)

CTOO (crenuprdHa TOKCHYHOCT 3a OMPEACTCHH : He ce xnacu¢uunpa

OpraHu) — €JHOKpAaTHA €KCTIO3UIS

CTOO (crenupudHa TOKCHYHOCT 3a OMPEACTCHH : He ce xnacu¢uunpa

OpraHu) — MOBTapsIA C€ EKCIIO3UIUSL

OmacHOCT IpH BJIUIIIBAHE . He ce xnmacuduumpa (Bb3 ocHOBa Ha HAJTHYHHTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 32
KIIacuHIHpaHe)

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

03/04/2023 ([Jata Ha u3naBaHe) BG (6warapckn) 5/8



7-Aminodesacetoxycephalosporanic acid

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exonornyna uHpopmManus

Exounorust - 06110 : Omnacuu oTnagsiy. Jla ce U3MoI3yBaT MOAXOISAIIM KOHTEHHEPH 3a OTIAaIHNTE MPOLYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma HanmgHa TOMBIHUTENHA HHPOPMAIHST

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

MecTHO 3aKOHOAATEINICTBO (OTMAABIIN) : Jla ce n3xBBpiu 110 6e30MaceH HAUMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHU Pa3openOn.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMED

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.2. ToyHo HaUMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OmacHOCT MPH TPAHCIIOPTHPaHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHA rpyna

He e mpunoxumo He e npunoxumo He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo He e npunoxumo He e npunoxumo

Hsma mombiHATETHA HATMYIHA HHOOPMAIIHS
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7-Aminodesacetoxycephalosporanic acid

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

14.6. Cnienqua/iHyu mpeana3Hu MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt no Mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: UHpopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CoenuguyHu 32 BENIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, ITpuao:kenne XIV (Cnuchbk Ha BelIeCTBATA 32 pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV nra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kananaar-BemecTsa

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

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B criucbka ¢ BelecTa, KOUTO HapymaBaT 030H0BHs ciioii (Permament EO 1005/2009): 7-Aminodesacetoxycephalosporanic acid

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

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpemnaraneTo Ha masapa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha OMpEJIEIeHH BEIECTBA, U3M0NI3BaHN 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHIHH HITH TICHXOTPOITHH BEI[ECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 6€30MacCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMeC

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIacHoOCT:

H317 Mosxe 1a IPUYMHY aJleprUyHa KOXKHA PEeaKIys.
H334 Moske fa IPUYUHY aJePrUYHU WIM AaCTMATUYHU CHMIITOMH WU 3aTPyJHCHUS B JUIIAHETO IIPY BJIUIIBAHE.
Resp. Sens. 1 Pecnmpartopna cencubunmsanus, Kateropus 1

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 718



7-Aminodesacetoxycephalosporanic acid

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

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Skin Sens. 1 Koxna cencnbunmzanus, Kareropus 1

Mudopmannonen et 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT HudopmanusaTa, cbabpikamia ce B To3u MHpopMalnoHeH 1uct 3a 6€301aCHOCT, € I0Ty4eHa OT U3TOUHUIIM, KOUTO CMsATaMe 3a
HaJIeXKIHK. Bripekn ToBa, nHdopManuaTa ce npeaocTabs 63 HUKaKBa rapaHIus, H3pUYHa WK Moipasobupalia ce, OTHOCHO HeHaTa KOPEKTHOCT
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