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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 :Azithromycin dihydrate
XHUMHYECKO HAMMEHOBAHKE : Azithromycin dihydrate
Kox Ha mpoaykra : 201600084

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, AaHAIM3H U HAYYHO-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

Orpannyenus 3a ynorpeba : Jla ne ce usnonssa : [Tornbuiane, Baumsane, 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

sds@edgm.eu - www.edgm.eu

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-npenynpesxeHnsaTa 3a OIacHOCT: BXK. pa3fen 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

Etuxerupane B chorBercTBHE ¢ Pernament (EOQ) 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 alIepruyHd WM aCTMATHYHU CUMITOMH WJIM 3aTPYAHEHHUS B JHIIAHETO
[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 npeanasHu prKaBULH/IPEINA3HO 00IEKIO/IPeNa3Hy OYria/mpe/na3Ha Macka
3a JuIe/IpeAna3sHy CPEACTBA 3 3allUTa Ha ClIyXa.
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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: V3BeneTe TULETO HA YUCT BH3IYX U I'O MIOCTABETE B MO3HIIHS,
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/IIOMOI.
P342+P311 - IIpu cumnromu Ha 3atpyaneno qumane: O6anere ce B UIEHTHP 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 3a CHOUpaHe Ha OTMACHH MM CIIELHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/HIA MKy HAPOIHI
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 HannyHa DombJIHUTETHA 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]
Azithromycin dihydrate - <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 CBEK Bb3yX Ha 3aCETHATOTO JIHIIE.

[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.

ITspBa MOMOII] IPK KOHTAKT C OYUTE : UsmakHeTe ¢ BOJa, KATO AbPKUTE OUUTE IIIUPOKO OTBOPCHH.

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

MPOIBIDKUTEITHO MEAUIIMHCKO HAOIIOICHUE.

4.2. Haii-cbecTBeHn OCTPHU U HACTBIIBALIHU CJIe/l U3BECTECH NEPUOa OT BpeMe CUMIITOMU U e(l)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 JaHHMU.

CumnTomu/eheKTH Clies NorIbliaHe : Cumnromute Morat Jja Ob1aT 3aMaliBaHuUs, I1aB00OJINE, IaJIeHE U 3ary0a Ha KOOPAUHALIMS.
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

TloTbpcere MeauuuHCKH chBeT/mOMoL. [Ipy BE3MOXKHOCT /1a Ce MOKaKe HACTOSIMS JIUCT, @ KO HE € Ha Pa3IIoJI0kKEHHE, /1a Ce OKaKe ONaKOBKATa MIIH CTHKETA.
AxkrtuBarop. ®apmManeBTHUEH IPOAYKT.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

Tloaxomsmm mo)KaporacUTEHNA CPEACTBA : Opesiio 3a 3aracsiHe Ha OT'BHSI.

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 mepcoHaJ1, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4an

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 JOMBJIHUTETHA I/IH(I)OpMaJ.II/ISI

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

JIOIIbIIHUTETHU OIIACHOCTH 10 BpeMe Ha 06paboTka : Ha motpeburens na ce 00bpHE BHUMAHHUE 32 PUCKOBETE, €BEHTYAIIHO CBHP3aHH C H3II0I3BAHETO 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
MaTeprana Tps0Ba Ja ce paboTH 1o 1ab0opaTopHa KAMUHA, JOKOIKOTO TOBA € BB3MOXKHO.

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

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

Bumx maparpad 1.
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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 3aMBbPCHTEJIH 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. Tloaxoasi| TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHMYECKH KOHTPOI:
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 OYUTE H JIUIETO

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 YCTOIHYHBY Ipeana3ny ppkasumy. 1SO 374-1

8.2.2.3. 3amuTa Ha AUXATEJHHTE IIbTHINA

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 : TBBPIO BELIECTBO
st . He e Hanu4uHo
BroHIIEH BUI : Ilpax.

Mupuc : He e npunoxumo.
I'panuna Ha mupuca : He e nanuuno
Touka Ha TonEHE : He e nanuuno
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KMIIEHE/MHTEPBAJ HA KUTIEHE : He e nanuuno
3anmanuMocT : He e HanmnmunO
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Azithromycin dihydrate

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
IInamua TemmnepaTypa : He e npunoxxumo
TeMneparypa Ha camo3anaiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe . He e nanmmuno
pH : He e nanuuno
pH pastBop . He e maimuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxumo
PastBopumoct : Boma:<0.1g/
Koebuiment na pasmnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

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

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJacoBeTe Ha (GM3MYHA 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 HanmuuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

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

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

Hsma npur Hopmanua ynorpe6a. Brkxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaHe OTACJIA OITaCHU U3IIapCHUS.

PA3IEJI 11: Toxcukosoruuna nHgopmanus

OcTpa TOKCHYHOCT (OpanHa) : He ce xnacudumupa (JIunceamm ganam)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudurupa (JIunceamm jaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacudurupa (Jlunceamm jaHam)
JombaauTenHa nHGOpMAIHSI : HsMa TOKCHKOJIOrMYHY JaHHU B HAJIMYHOCT.
BuumBane
Koxa
KoposusHoct/apasHeHe Ha KokaTa . He ce xnacuduimpa (JIuncaiuy faHHN)
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

CepHO3HO yBpex/JaHe Ha OUNUTE/Apa3sHEeHe Ha OUUTE : He ce xnacudurupa (Jlunceamm jaHam)
CeHCI/IGI/IJ'II/ISaLIPIﬂ Ha JUXATCJIHUTE ITbTHUINA UK KOXaTa . Moxe Jla IPUYUHU AJIEPTUYHU UJIK ACTMATUYHN CUMIITOMH WUJIU 3aTPYAHCHUA B JUIIAHETO IPU
BAMIIBaHE. MoOXe /1a IPUYMHHM aJIeprIyHa KOXKHA PEaKIHs.

MyTareHHOCT Ha 3apOJIMIIHUTE KICTKU : He ce xnacudumpa (JIuncBamy faHH#N)
KanneporenHocr . He ce xnacudunupa (JIunceanm jaHum)
ToKCHYHOCT 3a penpoOAyKLHUATA : He ce xnacudumupa (JIunceamu naHam)
CTOO (cnenu¢prdHa TOKCHIHOCT 3a ONPEICICHH : He ce xnacudumnupa (Jlunceamm ganam)

OpraHy) — eJHOKPATHA eKCIO3HIHS
CTOO (creunduvHa TOKCHIHOCT 32 OIPEACICHI : He ce knacuduimpa (Jluncpamm qaHam)
OpraHu) — IOBTaPsIIA CE CKCIO3ULHS

OnacHOCT IpH BANIIBAHE : He ce xnacuduimpa (TexHuuecka HeBb3MOXKHOCT 3 [0JIy4aBaHe HA JAHHHU)

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

PA3/IEJI 12: ExoJjiornuHa uH(popManust

Exounorust - 0010 : OmnacHu otnagbuy. [la ce U30J3yBar MOAXOASMIM KOHTEHHEPH 3a OTIHAAHNTE IIPOIYKTH.
OmacHo 3a BoJHaTa cpena, KpaTkocpoyHa (octpa) . He ce xnacudunupa (JIunceanm janum)
OmnacHo 3a BoJHaTa cpejia, JbIroCpovYHa (XPOHUIHA) . He ce xnacudunupa (JIunceanm janum)

Hsma nanuyHa noneiHUTeNHa HHGOPMAUSL

Hsima Hanu4Ha qOMBIHUTENHA HHYOPMAIIHS

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaLII/Iﬂ

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

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

MecTHO 3aKOHOIATEICTBO (omam;un) . I{a C€ U3XBBPJIHU IO 0e30IMaceH HauMH B ChOTBETCTBHE C MECTHUTE / HallMOHATTHU pa3r10pez(61/1.

PA3JIEJI 14: Nudgopmauusi 0OTHOCHO TPAHCIIOPTUPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnicbka Ha OOH wiu uaeHTHPUKATHOHEH HOMEP

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

ADR IMDG IATA

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa Mo cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.3. Knac(oBe) Ha 0NACHOCT IPH TPAHCHOPTUPAHE

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsma JOITBJIHUTEIIHA HAJIMYHA I/IHd)OpMaIII/IS[

14.6. CnenuaiHu mpeAna3Hil MePKH 32 MOTPeONTETUTe

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no Mope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MeKIyHApPOIHATA MOPCKA OPraHU3alusI

He e nmpunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CienupuuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen6a/3aK0H0AATEICTBO OTHOCHO (G€30MACHOCTTA, 3APABETO U OKOJIHATA
cpenxa

15.1.1. Pernniament Ha EC
REACH Ipuao:xenne XVII (YcinoBusi 3a orpanuyaBaHe)
He ¢urypupa B [Ipunoxenne XVII ra REACH

REACH, ITpunoxenne XIV (Cnucbk Ha BellecTBATa 32 pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Crucsk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaart-seuectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BenecTsa

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

Peraament otHocHo YO3 (EC 2019/1021, YcToluuBY OPraHuYHU 3aMbPCUTEIH)
Henpunoxumo.

PersaMeHT 0THOCHO BellecTBa, KOMTO HapywmaBat 030HoBu# cioii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBuUs cioil (Permament EO 1005/2009): Azithromycin dihydrate

PersiameHT 0THOCHO NpekypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIUCHKA ¢ MpeKypcopH Ha B3puBHU BenecTBa (Pernmament EC 2019/1148 3a npeasaranero Ha masapa u ynorpebara Ha

HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopUTe HA HAPKOTUYHU BewecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciuchka ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO

Ha mmazapa Ha OIpe€aCJI€HU BEIIECTBA, U3IIOJI3BAHU 3a HE3aKOHHO IMMPOU3BOJACTBO HA HAPKOTUYIHHU UIIA IICUXOTPOITHU BeHIeCTBa)
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Azithromycin dihydrate

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

15.1.2. Hanuona/uu pasnopenou

Hsima Hanu4yHa ZONBIHUTEIHA PIH(bOpMaLlI/ISI

15.2. OneHka Ha 0€30IACHOCT HA XHMHYHOTO BeleCTBO HJIH CMeC

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaHI/IH

PA3JIEJI 16: Apyra uagopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a onacHocT:

H317 Moske 1a IPUYUHY aJepruyHa KO)XKHA PEeaKIIys.

H334 Mooke fa IPUYMHY ANCPIUYHH MM ACTMATHYHU CUMITOMU WJIM 3aTPYAHCHNUS B AUIIAHETO [IPH BAUIIBAHE.
Resp. Sens. 1 Pecniuparopna cencubunnzauus, Kareropus 1

Skin Sens. 1 Koxna cencubnimsanusi, Kareropus 1

Nudopmannonen smer 3a 6esonachoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hu¢popmanusTa, chirbpskaiia ce B To3u MH(pOpMaMOHEeH JIMCT 3a 6€3011aCHOCT, € M10Jy4eHa OT H3TOYHHLIU, KOUTO cMsTaMe 3a
HaJexHU. Berpeku ToBa, uHpOpManusTa ce npeaocrans 03 HUKaKBa rapaHILys, U3pUYHA WM 0Apa30upalla ce, OTHOCHO HeliHaTa KOPEKTHOCT
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