European Directorate | Direction européenne

COUNCIL OF EUROPE . . . .
edome * Dicloxacillin sodium

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlarta Ha u3naBane: 31/01/2023 3amens Bepcusta ot: 31/01/2023  Bepceus: 2.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Dicloxacillin sodium

XHUMHYECKO HANMEHOBAHHUE : Dicloxacillin sodium monohydrate
CAS Ne 1 13412-64-1

Kon na npoxykra : 201600279

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep 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]

PecrimpaTopHa cencubmmmsanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Moske aa HpI/I'-IPIHI/I anepmtn{a KOXHa peaKuym. Mozxe aa HpPI‘-II/IHI/I aﬂepFH‘{HI/I MW aCTMAaTU4YHU CUMIITOMH HUIIN 3anyHHeHI/Iﬂ B JJUIIIAHETO le/l BAWIIIBAHE.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe na mpUYMHH aTepruiHa KOXKHA PeaKIus.

H334 - Moxe Ja IPpUYNHU aJIEPTUIHU WKW aCTMAaTUYHNA CUMIITOMH UJIH 3aTPYAHECHHUS B JUITAHETO
TIpy BAUIIBAHE.
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P272 - Jla He ce u3Hacs 3aMbpPCEHO pabOTHO OOJIEKIIO U3BBH PAOOTHOTO OMELICHHE.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEeANa3HN CPEACTBA 32 3aIUTa Ha CIIyXa.
P284 - Hocete cpencrtsa 3a 3amura Ha AUXATEIHUTE IBTUILA.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.
P304+P340 - [TPU BAWIIIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMS,
yJIeCHsBAIIA AUIIAHETO.
P321 - Cnenuanusupano je4eHue (BxK. IOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL HAa TO3H
€THKET).
P333+P313 - [Ipu nmosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIMHCKU
CBHBET/IIOMOLI.
P342+P311 - [Ipu cumntomu Ha 3atpynHeHo auiane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' M unu Ha nexap.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIu OBTOPHA yroTpeda.
P501 - CbappixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH

Jlpyra nadopmanys : AKTHBHO BelecTBO (BbB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Dicloxacillin sodium monohydrate CAS Ne: 13412-64-1 <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1g - 061111/1 MEpKH . BBB Bcnukn CJIy4an Ha CbMHCHHE, HWJIX aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMO1II.
H'I)pBa TIoMOII IpyU BAUIIBAHE . W3Benere nuiiero Ha 9uCcT BB3AYX U I'0O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpagaiys 1a CU mouyrHe. B ciyuyaii Ha peciuparopau cumnromu: Obaznere ce B TOKCHKOJIOTHYCH
LEHTBP WU Ha JIeKap.

IIbpBa noMoIL IPY KOHTAKT € KOXKaTa : Cayere 3aMBpCEHOTO 001eKI0. M3MuiiTe BHUMATEIHO U OOHMIIHO ChC CallyH U Boja. AKO
CHMIITOMHUTE IIPOJBIDKABAT, J1a Ce IOBUKA JIeKap.

ITspBa oMo IPH KOHTAKT C OYHTE : M3maksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMECKa IOMOL, aKO
OoJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOBIDKAT.

ITspBa mOMOII TIPH MOTJTBIAHE . M3makuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycrara Ha 4OBeK B Oe3ch3HaHMe. He3abaBHO OTBpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM CJIe]l H3BECTEeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Cumnromu/eeKTd ciel] BAUIIBaHE : Mosxe 1a MpUYMHHM aJeprUYHU WM aCTMATHYHU CUMIITOMH WIH 3aTPYAHCHHUS B AUIIAHETO IPH
BIHUIIIBAHE.
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Dicloxacillin sodium

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

CumnTomu/e(heKTd ClIes KOHTAKT ¢ KoXkKarta : Moxe fa IPUYMHH aJlepruYHa KOXKHA PEaKIIus.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3non3Bat cpejcTBa, MOAXOAALIM 3a FACEHE Ha MOXKapH B ChCEACTBO. BbrieponeH auokcusa.
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy nmoxaporacuTelIH! CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

OnacHu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiHoTO TOpeHE OCBOGO)KI[aBa OITaCce€H BBITICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bp3MOXKHO € OTJeNsIHeTO Ha TOKCHYHU H3napeHus.

HHCTPYKHP[PI 3a racCHEe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0JKapa BOJa J1a 3aMbpPCH OKOJIHaTa cpeaa.
SammTa IIpHU rac€He Ha I10XKap : )Ia HE c€ MpearpueMa Hameca 0e3 TIOAXOAAIIO 3alMUTHO o6opynBaHe. ABTOHOMEH U H30JIMpani
arnapar 3a 1uXaTeiliHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

CKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JIPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBApPs 32 CHEIUIHHU CIIy4an

ABapuitHH TJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JIMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aluTHU CpeCTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. 3a oBeue HHGHopMarws,

BIDKTe paszen §: "KoHTpol Ha eKCIo3uIuATa/ TUYHY [IPeJIIIa3Hu cpecTBa.

Jla ce n30sTBa U3IIyCKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3agpprKane : Tlonwmiire ¢ HHEPTEH MaTepUal i MOCTABETE B MOIXO/IAII KOHTEHHED 32 00e3BpEeKIane Ha OTIAIbIIH.
MeTou 3a OYKCTBAHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 06e3BpekaaHe Ha OTIAIBLHTE.

Pabora

Tpenmnasxn mepku 3a 6e3omacHa padboTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3unus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKN : Jla He ce sze, mue wimM Imymm npu ynotpeba Ha npoaykra. Jla He ce M3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

VYcnosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIbTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYEBA CBETIMHA.
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Dicloxacillin sodium

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

OnakoBbYHH MaTepHaId : Jla ce cpXpaHsBa B OPUTHHAITHUTE KOHTEHHEPH.

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3MIUSAITA/THYHH NPeINa3HH CPEeACTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Hoaxoasii HHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemnienue. C marepuaina TpsOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuMTa HA OYUTE H JUIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemnasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KOKaTa

3amuTa Ha KOXKATa H TSJIOTO:
Jla ce Hocu nmozaxosIIo npennasHo ooaekio. Jlaboparopua ynorpeba : JlJabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBH peana3Hu perasuiy. (EN 374)

3ammTa HA JUXATEJHUTE IHTHIIA

3amuTa Ha AMXATEHATE MBTHINA:
B ciyuqait Ha 0Opa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a Juimane ¢ Guirsp: P3

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannmuHo
BroHien Bung . Ilpax.

Mupuc : He e nanuuno
I'pannnara Ha Mupuca . He e nanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpB3BaHE . He e HannmuHO
Touka Ha KUIICHE . He e HannmuHO
3amanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIia Ha €KCILIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anajaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e manuuno
pH : He e manmuuno
pH pastBop : He e nanuuno
Buckosuter, KuHEMaTuueH : He e npunoxumo
PastBOpuMOCT : Boma: 100 — 1000 g/1
Koeduuuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
IInsTHOCT : He e nanuuno
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Dicloxacillin sodium

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

OTHOCHUTEIHA TUIBTHOCT
OtHOcuTeNHa ITBTHOCT Ha mapute npu 20°C
Pasmep Ha yactunure

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsva nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOOPMAIHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

1IKOJIOr'MYHa HH(l)OpMaIIHﬂ

He e nannuHo
He e npunoxumo
He e nannuno

Ocrtpa ToKcHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposuBHoct/npa3HeHe Ha KoxaTa

Cepno3HO yBpeskJlaHe Ha OUHTE/IpasHEHE Ha OUNTe

CeHcnOMIM3anus Ha AUXATEITHATE TBTUIIA WITH KOXKATa

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU
Kanneporensocr

TOKCHYHOCT 3a peNpOAyKIHATa

CTOO (cnenn¢puyHa TOKCHYHOCT 3a ONpPeIeTCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICIICHN
OpraHu) — MOBTApPSIIA C& EKCTIO3UIHS

OnacHocT MpU BAUIIIBAHE

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

He ce knacuduumpa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE Ca U3IBIHEHH KPUTEPUUTE 32
KIacubHIEpaHe)

He ce knacuduuupa (Jlumncsar qaHam)

He ce knacuduuupa (Jlumncsar q1aHam)

He ce knacu¢unupa (Jluncear nanuu)

He ce xnacudunupa (JIuncsar naHam)

Moske [a MPUYHHY alepruyHy WM aCTMATHYHY CHMIITOMHY WK 3aTPYIHCHUS B IUIIAHETO MPH
BaumIBaHe. MOXe fa IPUYMHA aJIeprUYHa KOXKHA PEaKIIHs.

He ce xmacudunupa (Jlumncsar qaHam)

He ce knacudunupa (Jlunceat ganHmn)

He ce knacuduimpa (Bb3 0cHOBa Ha HAIMYHUTE JAaHHH, HE Ca U3ITBIHCHH KPUTEPHUTE 32
KiacuuIupaHe)

He ce xnacudunupa (Jluncsar naHam)

He ce xnacudunupa (Jluncsar nannm)

He ce knacu¢urmpa (TexHndecka HeBb3MOXXHOCT 32 MOJTy4aBaHe Ha JaHHH)
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Dicloxacillin sodium

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Dicloxacillin sodium monohydrate (13412-64-1)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e npunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ
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Dicloxacillin sodium

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)
Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

I'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a oacHocT:

H317 Moxxe 1a MPUUUHH aJepruyHa KOXKHa PeaKiys.

H334 Mooke 1a IPUYHHY AICPIUYHH MM ACTMATHYHN CUMIITOMH WM 3aTPyAHEHHUS B AULIAHETO [IPH BIUIIIBAHE.
Resp. Sens. 1 Pecniupatopna cencubunuzanus, Kateropus 1

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

Nudopmannonen smer 3a 6ezonacuoct (MJIB), EC
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Dicloxacillin sodium

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
10 HAKAKbB HAUMH C paboTaTa, CbXpaHEHHETO, yroTpedaTa uin 00e3BpexIaHeTo Ha npoaykTa. To3u MHpopMannoHeH JIMcT 3a 6€30MacHOCT € U3TOTBEH U TPpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
HenpuiaokuMma. Ta3u nHdopMmalys ce 0CHOBaBa Ha HALIUTE TEKYyIIM IO3HAHKS U € IpeHa3HauYeHa Ja JaJie OMMCaHue Ha IPOIyKTa caMo 3a IIENUTe Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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