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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO 1 Benzylpenicillin potassium

Kox Ha mpoaykra : 201600101

CHHOHUMH . Benzylpenicillin, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpanunuenus 3a ynorpeba . Jla ne ce usnonssa : [Tornbuiane, Bauisane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Pecnmpatopra ceHcubmmm3anus, Kareropus 1 H334
Koxna cencubmmmzanus, Kareropus 1 H317
3a mpauus TekeT Ha H- n EUH-npenynpexIeHnsaTa 3a OIacHOCT: BX. paszen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHe ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacuoct (CLP) © H317 - Moske a npuyHHE alepruyHa KOXKHA PeaKiiis.

H334 - Moxe 1a npyYHHY alIepruyH WM aCTMATHYHU CUMIITOMH WM 3aTPYAHEHHUS B AUIIAHETO
[IpH BAMIIBAHE.

Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOuUIIBaHe Ha MPaX/IyLIeK/Ta3/ UM/ U3IapEHHUsT/aePO30ITH.
P272 - Jla He ce u3Hacs 3aMbPCEHO PAOOTHO OOJIEKIIO H3BBH PaOOTHOTO MOMEIICHHE.
P280 - N3non3Baiite npeana3sHu prKaBULN/IPEAIA3HO 00IEKIO/IPENa3sHi OYnIa/Ipe/na3Ha Macka
3a JuIe/IpeAna3sHy CPEACTBA 3 3allUTa Ha ClIyXa.
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Benzylpenicillin potassium

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

P284 - Hocete cpencTBa 3a 3aIllMTa Ha TUXATEIHUTE TBTHIIA.
P302+P352 - ITP1 KOHTAKT C KOXATA: N3muiite 00MIHO ¢ BOAA.
P304+P340 - TPV BJJUIIIBAHE: V3BeseTe TULIETO HA YUCT BB3AYX U I'O MIOCTABETE B MTO3HIMS,
yJIECHSIBAII[A AUIIAHETO.
P321 - Crienmanu3upaHo JieueHue (BK. JOMBJIHUTEIHA HHCTPYKIHS 32 TbPBA IIOMOII] Ha TO3U
€THUKET).
P333+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe WK 0OpHB Ha KoxkaTa: [loThpceTe MeIUIMHCKH
CHBET/IIOMOIII.
P342+P311 - IIpu cumnromu Ha 3atpyaneno qumane: O6anere ce B UIEHTBP I10
TOKCHKOJIOI'M S nnu Ha nekap.
P362+P364 - Canete 3aMBbpCeHOTO OOJIEKIIO U TO U3MEpeTe MPEAN MOBTOPHA yoTpeda.
P501 - CpabpikaHHETO/CHABT [ CE U3XBBPIIH B IIYHKT 32 CHOMUpaHe Ha OMACHH WK CIICIHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKTyHAPOIHI
pasnopenou.

ETukeTrpane B ChOTBETCTBHE C: H3KITIOUCHHS 32 BHTPEIIHH OIIAKOBKH, KOTATO ChBPKAHUETO He mpesumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. Ipyru onacHocTH

Hsma HanuuHa DOMBJIHUTENTHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Benzylpenicillin potassium - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

3a mpauus TekeT Ha H- n EUH-npenynpexIeHnsaTa 3a OMacHOCT: BX. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa OMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

ITspBa oMol IpH BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEX Bb3/IyX Ha 3aCCrHATOTO JIULE.

[IbpBa moMoOIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa M MeKa nonuaaia kepma). Jla ce nusmue
OOMITHO ¢ BO/Ia B KOSITO € MPUOABEH JIETEPreHT.

ITbpBa MOMOII] IPK KOHTAKT C OYUTE : Usmaksere ¢ BOJa, KATO ABPXKUTE OUHTE MIMPOKO OTBOPCHH.

IIppBa moMoII PHU MOTIIBbIAHE : Mzmnakuere ycrara. CnienuanHo Jiekapcko HaOmoaeHue. Moxe 1a Ob1e npernopbyaHo

MPOIBIDKUTEITHO MEAUIIMHCKO HAOIIOICHUE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIBALIHU CJIe/l U3BECTECH NEPUOa OT BpeMe CUMIITOMHA U e(])eKTll

Cumnromu/edextu : Bb3MoxHU ca 3aKbCHENH ePeKTH.

Cumnromu/eheKTH Clies BANIIBAHE . HenocraTbunu JaHHH.

CumnTomMu/e(eKTH ClIex KOHTAKT C KOXKara : HenocraTbunu JaHHH.

CumnToMu/e(heKTH Cliel KOHTAKT C OYUTE : HenocraTbunu JaHHU.

CumnTomMu/e(heKTH Clies NOrIbIlaHe : Cumnromute Morat Jja Ob1aT 3aMaliBaHuUs, I1aB00OJINE, IaJIeHE U 3ary0a Ha KOOPAUHALIMS.
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Benzylpenicillin potassium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

TloTbpcere MeauuuHcky chBet/momont. IIpy BB3MOXKHOCT f1a C€ MOKaXe HACTOSIMS JIUCT, a aKO HEe € Ha Pa3IIOJI0KEHHE, /1a Ce MOKaKe OMaKOBKATa WM CTHKETA.
AxkrtuBarop. ®apmManeBTHUEH IPOAYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

Toaxosmm TI0XKapoTaCUTCIIHU CPEACTBA . OLLC}IIIO 3a 3aracCsHe Ha OT'bHI.

OnacHocT OT HoXap . Bwx maparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXapu . I{a C€ U3M0J13BaT CPEeACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CbCEACTBO.

PA3JEJI €PKHM IIpH aBap

OO0y Mepku : Jla ce u30srBa nmpeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHa, KOHTO He OTrOBApPS 32 CIIENIHH CJIyYan

ABapuiiHu I1aHOBE : Jla ce HOCH TTOIXOIAIIO MPENAa3HO 00JIEKI0, PKABUIM U 3aIIMTHHU CPEACTBA 32 OYMTE WU JTHLETO.

6.1.2. 3a 1MnaTa, OTTOBOPHY 32 CIIEINHH CJIy4an

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsawma manmuuaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Mertoau 3a IOYMCTBaHEe : Yb6enere ce, 4e OTmaabLUKTE ca CHOPAHU U CE ChbXpaHABAT Ha CUTYpHO MsicTo. [Touncrere

crapatenHo. Jla ce n3Mue HeChOMPaeMHs OCTATEHK C : Pa3TBOP OT HATPHEB XHIIOXJIOPHT.

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Oopadort

JIOIIbIIHUTETHU OIIACHOCTH 10 BpeMe Ha 06paboTka : Ha motpeburens na ce 00bpHE BHUMAHHE 33 PUCKOBETE, €BEHTYaIHO CBBP3aHH C H3II0I3BAaHETO Ha
MPOIYKTa 3a APYTH LN, Pa3INIHHA OT TE€3H, 32 KOUTO € IIPEIHA3HAYCH.

IIpenmasuu Mepku 3a O6e3omacHa paboTa : C marepuaina TpsiOBa Jja ce paboTH BHUMATENHO. [la ce H304rBa npekust KOHTaKT ¢ mpoxykTa. C
MaTepraina TpsOBa 1a ce paboTH 1oj 1abopaTopHa KaAMHHA, JTOKOJIKOTO TOBA € BB3MOXKHO.

XWUrueHHH MepKH : Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA JOOpaTa MPOMUIILUICHA XUTHEHA U MIPOLIETYyPUTE 3
6e30macHoCT.

TexHHYIECKH MEPKH : Jla ce cra3BaT IPHUIOKUMUTE Pa3HopenOH.
VYcaoBus 3a cbXpaHsIBaHe : Jla ce chxpaHsBa MO/ KIIIOY.

Bumx maparpad 1.
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Benzylpenicillin potassium

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 8: KoHTpoJ1 Ha eKCIIO3UIMSATA/JITMYHH MPEANA3HU CPeCcTBA

8.1. [TapameTpy HA KOHTPOJI
8.1.1 HanMoHaJITHH rPAHUYHH CTOMHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/[ﬂ

8.1.2. IllpenopbYMTEIHH NPOLEAYPH 32 HAOIIO/IEHUE
Hsima Hanu4Ha JOMBbIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBPCHTEJIH HA BB3/yXa

Hsma Hanu4Ha ObIHUTETHA HHPOPMALHs

8.1.4. DNEL u PNEC

Hsma HanuyHa DOMBJIHUTENTHA HHPOPMALUS

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

8.2. KoHTpo. Ha eKcO3MIUATA

8.2.1. Iloaxoasi| TeXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cpxpaHsBa B JoOpe POBETPUBO HOMeIeHHe. [la ce H3MoI3yBa eqUHCTBEHO B CMyKaTelHa kabiHa ¢ HHTerpupal Guitsp. Bucokoedexrusen Gpuarsp 3a
gactuny (HEPA ¢untsep).

8.2.2. JIM4HM npeana3sHu cpeacTBa
8.2.2.1. 3amuTa HA OYHTE U JHUIETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KoKaTa

3amuTa Ha KOXKATA M TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO o6aekio. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYeCKH YCTOHYHBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3ammTa HA IUXATEJTHUTE MHTHIIA

3amuTa HA AMXATEJHATE IIHTHINA:
OrtzaensHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen nponykt : AHTHaepo3omHa Macka. Hocere nuxarenen amapar, ako cTe
M3JI0)KCHHU Ha TapH/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHHU ONIACHOCTH

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

8.2.3. KoHTpo1 Ha eKCNO3UIMSITa B OKOJIHATA cpela

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

JIEJI 9: ®du3u4yHM ¥ XUMHYHH CBOMCTBA

9.1. Mudopmanusi OTHOCHO OCHOBHHTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSIHHE

TBBPIIO BELIECTBO

st He e nanuuno
BroHIIEH BUI IIpax.
Mupuc He e npunoxumo.

I'panunaTta Ha Mupuca
Touka Ha ToTIeHE
Touka Ha 3aMpB3BaHE
Touka Ha KuIeHEe
3amaauMocT

He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
He e nanuuno
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Benzylpenicillin potassium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3narane : He e npunoxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop . He e maimuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxumo
PastBopumoct : Boga: >1000 g/l
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmmuno
OtHocuTeNnHa ITBTHOCT Ha mapute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

EJI 10: CTa0nIHOCT M peaKTHBHOCT

Cra0uiieH Ipy HOPMAaJIHU YCIOBHSL.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Brxre Pazmen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxcukosoruuna nHgopmanus

OcTtpa TOKCHYHOCT (OpaiHa) . He ce knacuduuupa
OcTpa TOKCHYHOCT (iepMajHa) : He ce knacudunupa
OcTpa TOKCUYHOCT (BIUILIBAHE) : He ce knacudunupa
KoposusHoct/apasHeHe Ha KokaTa : He ce knacudpummpa
Cepuro3HO yBpeK/aHe Ha OYnTe/Jpa3HeHe Ha 0YnTe . He ce kiacudumpa
CeHcnOMITM3aLus Ha IUXATeIHATE [THTUIA WM KoXkara  © MoxKe J1a IPHYMHY alepruyHU WX aCTMaTHYHU CHMIITOMH WIIM 3aTPyAHEHHUS B AULIAHETO [IPH

paumBaHe. Moxe na TIpUYMHY aJICPrUIHa KOXKHA peaKLus.
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Benzylpenicillin potassium

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JlombaauTenHa HHGOpMAIHSI : ExcrnosunusTa Moxke 1a MpeIu3BUKA adepruuHa peaKius

MyTareHHOCT Ha 3apOMIIHUTE KIETKU : He ce knacudpummpa

KanueporenHoct : He ce knacudpummpa

ToKCHYHOCT 3a penpoyKIHsITa . He ce xnacudummpa (JInncsamu 1anam)

CTOO (crenuduuHa TOKCHIHOCT 32 OIPEIENICHI : He ce xnacu¢umupa (Bb3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca H3IBIHEHH KPHTEPUUTE 3a

OpraHy) — eJHOKPATHA eKCIO3HUIYS KIacuHIIpaHe)

CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONPEICICHH . He ce knacuduimpa (Bp3 ocHOBa Ha HANMYHUTE JaHHU HE CA U3ITBJIHCHH KPUTECPHUTE 33

OpraHy) — HOBTapsIIIa ce eKCIO3HIHS KiIacudumpane)

OnacHOCT IpH BANIIBAHE  He ce xnacuduimpa (Bb3 ocHOBa Ha HANKMYHKUTE JaHHU HE CA U3ITBIHECHU KPUTEPHUTE 3a
KIacupHIHEpaHe)

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3EJI 12: Exojioru4uHa uHgopmanus

Exoiorus - o6mio : Omnachu otnajgeuy. Jla ce M310I3yBaT MOIXOMSAIIN KOHTEHHEPH 3a OTIAJHUTE IIPOIYKTH.
OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa) . He ce xnacudummpa
OnacHo 3a BOJHATA CPeJIa, JBJIrOCPOUHA (XPOHUYHA) : He ce xnacudummpa

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma nanuyHa noneiHATENHAa HHGOPMAUSL

Hsawma manmuuaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsima Hanu4Ha qOMBIHUTENHA HHGOPMATIHS

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima HanmuuHa JOMBJIHUTETHA I/IH(l)OpMaIII/DI

PA3JIEJI 13: OGe3BpeskaaHe HA OTHAABIUTE

MecTHO 3aKOHOIATEICTBO (oma,zn,un) . I[a C€ U3XBBPJIHU IO 6e30MaceH HaUYMH B ChOTBETCTBHE C MECTHUTE / HalMOHATIHU pasnope/:lﬁu.

PA3JIEJI 14: UudopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uian naeHTH(PUKAIIHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo
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Benzylpenicillin potassium

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.3. Knac(oBe) Ha ONACHOCT MPH TPAHCTIOPTHPAHe

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.4. OnakoBb4yHa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.5. OmacHocTH 32 0OKOJIHATA cpena

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

Hsma nombiaHUTENHA HATMYHA HHBOPMALUs

14.6. CnieaJiHy NpeIna3sHu MEPKH 32 MOTpeduTeIuTe

CyxonbTeH TPAHCHIOPT
He e nmpunoxumo

Tpancnopt 1o Mope
He e npunoxumo

Bb3gymien Tpancmopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3aLHUs

He e npunoxumo

PA3JIEJI 15: WHdopManusi 0THOCHO HOPMATHBHATA ypenda

15.1. CnenndyHY 32 BeNIECTBOTO WM CMECTAa HOPMATHBHA ypea6a/3aKoHO0/IaTeJICTBO OTHOCHO 0€30NacHOCTTA, 3APAaBETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC
REACH Ipuaoxenne XVII (YenoBus 3a orpannyaBaHe)

He ¢urypupa B [Tpunoxenune XVII na REACH

REACH, Ipunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B Ilpunoxenne XIV na REACH (Criucbk Ha BemecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaaTt-semrectsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kanaumat-BenecTsa

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

Peraament otHocHo YO3 (EC 2019/1021, YceToliuuBY OPraHUYHU 3aMbPCUTEIH)
Henpunoxumo.

Per;1aMeHT 0THOCHO BelecTBa, KOMTO HapymaBaT 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cniucbka ¢ BelecTBa, KOUTO HapylaBat 030HoBusI cnoii (Permament EO 1005/2009): Benzylpenicillin potassium

PersaMeHT 0THOCHO mpeKypcopuTe Ha B3puBHH BemecTa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B CIIHCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeanaraneTo Ha ma3apa u ynorpebaTta Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HApKOTHYHHU BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHute BeniectBa (Pernament EO 273/2004 0THOCHO HPOM3BOJACTBOTO M ITyCKAHETO
Ha [1a3apa Ha OIpeJIeIICHH BEILECTBA, U3IMOJI3BaHHU 33 HE3aKOHHO POM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEILIECTBA)

15.1.2. HauuoHaHu pa3nopenou

Hsima Hanmana JOIIBJIHUTCITHA I/IHq)OpMaHI/ISI
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Benzylpenicillin potassium

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

15.2. OneHka Ha 0€30MACHOCT HA XHMHUYHOTO BEIIECTBO MJIH CMEC

Hsma HanuyHa DOMBJIHUTENTHA MHGOPMALUs

PA3JIEJI 16: pyra undopmanust

IIbaen Teker Ha H- 1 EUH-npeaynpexaeHusita 3a onacHoCT:

H317 Moske 1a IPHYIHNHU alepruyHa KO¥KHA PeaKiysl.

H334 Moske Ja IPUYUHY AJIEPTHYHHI HIIH ACTMATHYHH CHMIITOMH HJIM 3aTPY/AHCHHS B AUIIAHETO [PU BIMIIBAHE.
Resp. Sens. 1 Pecnimpatopna cencubunmzanus, Kateropus 1

Skin Sens. 1 Koxna cencubmmmzanust, Kateropust 1

Wndopmarmonen nuct 3a 6e3onacHoct (1JIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabprkama ce B To3u MupopMannoneH muct 3a 6e301acHOCT, € MOIy4eHa OT H3TOYHUIH, KOUTO CMATaMe 3a
HaJeKIHH. Bbrpeku ToBa, HH(pOpMaNusTa ce IpeAoCcTaBs 0e3 HIKAaKBa TapaHIus, H3PHYHA WIH I0oApa30Hpalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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