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

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HaumMeHnoBaHue Ha BELIECTBOTO : Flucloxacillin

Kon Ha mponyxra : 201600388

CHHOHUME : Flucloxacillin, 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 WK 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]

Pecrmparophra cencnbmmmsanus, Kareropus 1 H334
Koxna cencnommzanust, Kateropus 1 H317
3a meaHus TekeT Ha H- 1 EUH-npenynpesxnenusTa 3a omacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

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

H334 - Moxe [1a pUYMHY aNepridHy WK aCTMATHIHH CHMIITOMH WM 3aTPYIHEHHS B UIIAHETO
[IPH B/IMIIIBaHE.

Ipenopsku 3a 6e3omacHoct (CLP) : P261 - V30srBaiiTe BAMIIBaHe HA Ipax/IyIIeK/Ta3/InM/U3apeHHs/aepo30n.
P272 - Jla He ce n3Hacs 3aMbpCEHO PabOTHO OOJIEKIIO H3BBH PadOTHOTO IIOMEIICHHUE.
P280 - M3non3gaiiTe npeanasHyu pbKaBULI/TIPEANa3HO 00JIEKIIO/IPeIIa3Hy OYrIIa/lIpena3Ha Macka
3a JIMIE/TIPe/Ia3Hy CPE/ICTBA 32 3allUTa Ha CIIyXa.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P284 - Hocere cpencTa 3a 3amura Ha JUXaTeTHUTE IHTUIIA.
P302+P352 - TTP11 KOHTAKT C KOJXXATA: 13mMuiite OOMIIHO C BOJA.
P304+P340 - [TP11 BAUIIIBAHE: M3BeaeTe JIMLETO HA YKCT BB3AYX U IO IIOCTABETE B O3UIINS,
yJlecHsBAIa AUIIAHETO.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOII] Ha TO3H
€THUKET).
P333+P313 - IIpu nmosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeAUIUHCKH
CHBET/IIOMOIII.
P342+P311 - IIpu cumntomu Ha 3atpyaHeHo aumane: Odaznere ce 8 IEHTBP 1O
TOKCHUKOJIOT S nnu Ha nexap.
P362+P364 - Cpanere 3aMbpCEHOTO 0OJICKIIO U TO M3MEPETE MPEIH NOBTOPHA yroTpeba.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICIUATHH
OTIaABIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHN, HAIIMOHATHY H/WIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUSHHUS 32 BETPEIIHH OIIAaKOBKH, KOTaTo ChAbPKaHUETO He IpeBunIasa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EQ) Ne 1272/2008 [CLP]
Flucloxacillin - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAaHE . Ja ce ocTaBM IIOCTpajaiys Ha YNCT BB3AyX. OCHUIypeTe CBEeX BB3IyX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Jla ce OTCTpaHH MakCHMAaJHO upe3 H30bpeBaHe (C 4MCTa M MeKa MOIMMBalia Kbprna). Jla ce u3mue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTreHT.

ITbpBa MOMOIII IPH KOHTAKT € OYHTE . M3mmakuere ¢ BoJa, KaTO ABPXKUTE OUUTE HIHPOKO OTBOPEHH.

ITbpBa MOMOIIL TIPH MOTITbIAHE . Mznnaksere ycrara. CrienpaHo jekapcko HaGmmoneHne. Moxke 1a Gbzie mpenopbuaHo

TPOABIDKUTEITHO METUITTHCKO HaOJIr0/IeHNE.

4.2. Haii-chuecTBeHI OCTPH ¥ HACTHINIBALIIM CJIe/I U3BECTCH MEPUOI OT BpeMe CHMIITOMHA U e(l)eKT](I

Cumnromu/edextu : Bb3moxHH ca 3aKbcHENH edeKTH.

Cumnromu/eheKTr cie]] BAUIIBaHe . Henocrarbunm maHHH.

Cumnromu/eeKTd ciell KOHTaKT C Koxarta . Henocrarbunm maHHH.

Cumnromu/eeKTu ciesl KOHTAKT C OYUTE . Henocrarbunm maHHH.

Cumnromu/eheKTy ciel] MorabLIaHe : Cumnromute Morar J1a ObJaT 3aMaiiBaHus, I1aBOOOHE, raJicHe U 3aryda Ha KOOpJUHAIIHUSI.
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Flucloxacillin

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

IMoTbpceTe MeAMIMHCKH ChBET/IOMOLI. IIpH BE3MOKHOCT J1a C€ IOKaXKe HACTOSILMS JIMCT, a AKO HE € Ha PAa3IOoJIOKEHHeE, J1a Ce MOKaKe OIIaKOBKATa MJIH €THKETa.
AxtuBarop. PapmarieBTHYEH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap © Bmx maparpad 2.2.

I/IHCpr'KLII/II/I 3a racCHe Ha NoXapu . I[a C€ U3M0JI3BAT CPEACTBA, NOAXOAAIIHU 3a raCeHE Ha I10XKapHu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

OO0y Mepku : Jla ce u3bsrea npekusi KOHTAKT ¢ npoaykra. He BaumiBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30u.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CIYYaH

ABapHiiHH IUIAHOBE : Jla ce HOCH TOAXOJIIO MPENA3HO OOIEKII0, PHKABHUIM U 3allIUTHY CPEACTBA 33 OUUTE MM JIHIIETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIIHHU CIyYan

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a mouricTBaHE : V6CI[CT6 C€, 4€ OTIIaABLUTE Ca C'bﬁpaHH 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. ITouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeannpaeMI/m OCTaThK C PaSTBOp OT HATPUEB XUIIOXITIOPUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIOIBIHUTEITHH OMIACHOCTH MO BpeMe Ha o0paboTka : Ha motpeGurens na ce 00bpHEe BHUMAHUE 32 PHCKOBETE, €BEHTYaTHO CBBP3aHH C U3MOJI3BAHETO Ha
HPOJIYKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOUTO € IPe{Ha3HAUCH.

IIpenmaszHu Mepku 3a Ge3omacHa padboTa : C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykTa. C
MaTepuana TpsioBa J1a ce paboTH moj abopaTopHa KaMHHa, TOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha 100paTa MPOMHUIIICHA XUTHEHA U IPOLISAYPHTE 32
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3oOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bux nmaparpad 1.
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3IyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleHKe. Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupad Gpuirsp. BucoxoedexkTuseH Guirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekino. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3AEJI 9: ®u3uvyHM 1 XUMUYHHU CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOSIHUE

TBBpIO BEIIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Flucloxacillin

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

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pasnarane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH : He e HanmuyHO
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumoct : Boma:1-10g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na nmapure npu 50°C : He e HanuyHo
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe HA (PH3UYHA ONACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

TAa0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xmacudunmpa

OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa

OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnmacudunmpa

KoposuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnacudunupa (JInncpamy naHHam)

Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : He ce xnmacuduunpa (JIuncsaum gaxHm)

Cencnbunu3anus Ha AUXaTEIHATE MBTUIA WIK KoXkaTa . MoyKe [a MPUYUHY aJepriiHN WM aCTMATHYHU CHMIITOMHU WK 3aTPyAHCHHUS B AUIIAHETO IPH

BIUIIBAHC. Moxe Jia IPUYUHA aJICPTUIHA KOXKHA PCAKIIUA.
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Flucloxacillin

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

JombnauTenHa nHGOpMaus : Excriosunusita Moxe Jia IPeH3BHKa aJleprHYHa PeaKIus

MyTareHHOCT Ha 3apOJULIHUTE KIETKU . He ce xnacudunupa (Jluncsamy nanam)

KanueporenHoct . He ce xnacudununpa (Jluncpamy gaHH")

ToKCHYHOCT 3a PEHPOAYKLHATA . He ce ximacuduumpa (JIuncpaum jaHH)

CTOO (cnenu¢uyHa TOKCHYHOCT 3a OIPEACTICHI . He ce xiacuguumnpa (B3 ocHOBa Ha HAJIMYHUTE JIaHHU HE Ca M3IIbJIHCHU KPUTEPUUTE 32

OpraHu) — eIHOKpaTHA EKCIIO3ULIUS KIacHHIHPaHe)

CTOO (cmenuguuHa TOKCHYHOCT 32 OIPEIEICHI : He ce xnmacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3ITBJIHEHN KPUTEPUHTE 3a

OpraHy) — MOBTapSIIA C€ eKCIIO3UIUL KIIacH(HIIpaHe)

OmacHOCT IpU BIMIIIBAHE . He ce xnacu¢uunpa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IIBJIHCHH KPUTEPHHUTE 32
knacuduImpane)

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3EJI 12: Exojioru4yHa uH(popManust

Exororust - 0010 : Omnacuu ornaasiy. [la ce U3MOI3yBaT HOAXOAAIIN KOHTEHHEPHU 3a OTHAaJHUTE IPOLYKTH.
OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (ocTpa) : He ce xnacuduunpa
OnacHo 3a BOJHATA CPE/Ia, ABIrOCPOYHA (XPOHUYHA) . He ce ximacuduunpa

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAABIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'IaI[’LI.[I/I) . I[a C€ U3XBBPJIIH 110 6e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HaouOHATHA pa3nope)16n.

PA3IEJI 14: UudopManusi OTHOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uin naenTudukanuoHeH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHo HaMMeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo
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Flucloxacillin

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

ADR IMDG IATA

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPAHE

He e npunoxumo ‘ He e npunoxxumo ‘ He e npusnoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxxumo ‘ He e npuinoxumo

14.5. OmacHocTH 32 OKOJHATA cpea

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsma JIOITBJIHUTECIIHA HAJIMIHA I/IH(l)OpMaI_II/ISI

14.6. Cnienqua/aHu mpeana3Hu MepKH 3a MOTPeOHTeINTe

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopr no mope
He e npunoxumo

Bb3aymien Tpancnopr
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOHATA MOPCKA OPraHu3alus

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneundpuynm 32 BeHIECTBOTO WJIH CMeCTa HOPMATHBHA Ypea0a/3aK0HOJATEeJCTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH IIpuiosxenne XVII (YciaoBus 3a orpaHn4aBaHe)

He ¢urypupa B [Tpunoxernne XVII nva REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [punoxenue XIV na REACH (Cricbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Chnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crinceka Ha REACH ¢ kargunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)
Henpunoxumo.

PeriiaMeHT 0THOCHO BelleCcTBa, KOUTO HapymaBaT 030HoBus c10ii (EC 1005/2009)

He ¢urypupa B criucbKa ¢ BelecTBa, KOUTO HapymaBaT 030HoBH: cioil (Permament EO 1005/2009): Flucloxacillin

PerinameHT 0THOCHO mpeKypcopuTe Ha B3puBHU BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemectBa (Permament EC 2019/1148 3a npemaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PersiaMmeHT OTHOCHO NpeKypcopuTe HAa HapKOTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTuuHKTe BemecTsa (Permament EO 273/2004 0THOCHO MPOU3BOJICTBOTO U IIyCKAaHETO
Ha I1a3apa Ha OIIpe/leJICHH BEIECTBA, H3MI0I3BAaHNU 32 HE3aKOHHO IIPOM3BOACTBO Ha HAPKOTUYHHU MU IICUXOTPOIIHHU BEIIECTBA)

15.1.2. HanuoHaHu pa3nopeaou

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

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

5.2, OueHka HA 0€30MaCHOCT HA XHMHUYHOTO BelIeCTBO WJIM CMeC

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 16: Apyra uadopmanus

HWnankanus 3a NpoMeHu:

Knacmbnunpaﬂc Ha BEIICCTBOTO UJIA CMECTA.

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

H317 Moxxe 1a IPUYMHY aJIEpTUYHA KOXKHA PEaKIHs.

H334 Mooxke 1a NPUYUHY alepPruuHU WK aCTMATHYHU CUMIITOMHU WM 3aTPyAHEHUS B AULIAHETO PH BJMIIBAHE.
Resp. Sens. 1 Pecniuparopna cencubunuzarmsi, Kateropus 1

Skin Sens. 1 Koxna cencubunmzanus, Kareropus 1

Wudopmanmonen muct 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uudpopmanusita, chabpxaiia ce B To3u MHpopMannoHeH uct 3a 6e30MacHOCT, € MOoIy4YeHa OT U3TOYHUIH, KOUTO CMsITaMe 3a
HaJgeXIHU. Berpeku ToBa, nHpopManusTa ce IpenocTans 6e3 HUKaKBa rapaHLus, U3pUYHA WK H0Apa30Hupalla ce, OTHOCHO HelHaTa KOPEKTHOCT
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