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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa : Azithromycin for system suitability
Kox Ha mpoaykra 1 202200439

1.2. UnenTHduUIMpaHu BHI0BE YIIOTPeda HA BeIECTBOTO WM CMECTa, KOUTO A OT 3HA4YeHHe, U BU/I0Be yNoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Pecnmparopra ceHcubmmmzanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kareropus 1 H317
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebaaronpusitiu pu3nkoxumMuyHmu epekTH U HeOIATONPUATHH e(PeKTH 32 3/IPaBETO HA YOBEKA M OKOJIHATA cpe/ia
Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

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

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna nyma (CLP) : OmnachHo
Chabpixka . 3-N-demethyl-3'-N-formylazithromycin; 3’-N-[[4-(acetylamino)phenyl]sulfonyl]-3’-N-
demethylazithromycin; 13-O-decladinosylazithromycin
Ipenynpexnenus 3a onacuoct (CLP) © H317 - Moske a npuyHHE alepruyHa KOXKHA PEaKilis.

H334 - Moxe 1a npyYHHY alIepruyH WM aCTMATHYHU CUMITOMH WJIM 3aTPYAHEHHUS B THIIAHETO
[IpH BAMIIBAHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P261 - U36srBaiite BOuUIIBaHe Ha MPaX/IyLIeK/Ta3/ UM/ U3IapEHHUsT/aePO30ITH.
P272 - Jla He ce u3Hacs 3aMbPCEHO PabOTHO OOJIEKIIO H3BBH PaOOTHOTO MMOMEIICHHE.
P280 - N3non3Baiite npeamnasHu prKaBULH/IPEANA3HO 00IEKIO/IPeNa3Hi OInIa/Ipe/na3Ha Macka
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Azithromycin for system suitability

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

3a JIMIE/TPeIIa3Hu CPEACTBA 3a 3allUTa Ha CIyXa.
P284 - Hocete cpeacTBa 3a 3alluTa Ha TUXATEIHUTE TBTHIIA.
P302+P352 - TTP KOHTAKT C KOXXATA: N3muiite 06HIHO C BOjA.
P304+P340 - TPV BJJUIIIBAHE: V3BeneTe TULETO HA YUCT BB3IYX U I'O MIOCTABETE B TO3HIIHS,
YJIECHSIBAII[A AUIIAHETO.
P321 - Criennanu3upaHo JieueHue (BK. JOMBIHUTEIHA HHCTPYKIHS 32 IbPBA IIOMOII] Ha TO3U
€THUKET).
P333+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe WK oOpHB Ha KoxkaTa: [loThpcere MeIUIMHCKH
CBBET/IIOMOIII.
P342+P311 - IIpu cumnromu Ha 3atpyaneno qumane: O6anere ce B IEHTBP I10
TOKCHKOJIOI'MS nnu Ha nekap.
P362+P364 - CBanete 3aMBbpCeHOTO OOJIEKIIO U IO U3MEpPETe MPEAN MOBTOPHA yoTpeda.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 32 CHOUpaHe Ha OTMACHH HJIH CIIELHATHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKITyHAPOIHI
pasnopenou.

ETukeTHpane B CbOTBETCTBHE C: H3KITIOUCHUS 32 BHTPEIIHH OIIAKOBKH, KOTATO ChbPKAHUETO He mpeBumaBa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacH# ChCTaBKU : 3-N-demethyl-3'-N-formylazithromycin; 3’-N-[[4-(acetylamino)phenyl]sulfonyl]-3’-N-
demethylazithromycin; 13-O-decladinosylazithromycin

2.3. Ipyru onacHocTH

He cpappixa PBT/vPvB Bemecta > 0.1%, onenenu B cborBercTBHe ¢ [Ipunoxenne XIII Ha Pernmamenr REACH

CMecra He ChIbpiKa BEIeCTBO(), BKIIOYEHO(1) B CIIUCHKA, M3TOTBEH B ChoTBeTCTBHE C wieH 59(1), maparpad 1 or REACH, 3a npuTexaBaHETO Ha CBOMCTBA,
HapyIaBaiy (pyHKIUNTE HAa CHIOKPHHHATA CHCTEMA, MIIH 38 KOSTO/KOMTO HE € yCTAaHOBEHO, 4e nMa(T) CBOMCTBA, HapyIuaBamy GyHKUUNATE Ha CHIOKPUHHATA
CHCTeMa, B CbOTBETCTBHE ¢ KpuTepunTe, onpenenenu B Jlenerupan Permament (EC) 2017/2100 na Komucusita mmn Pernmament (EC) 2018/605 na Komucusita B
KOHILICHTpAIIXs, paBHa WK N0-Brucoka oT 0,1 TeraoBeH %.

PA3JIEJI 3: CbcraB/mHpopManusi 3a CbCTABKHUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn
HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTa Permament (EO) Ne 1272/2008 [CLP]

13-0O-decladinosylazithromycin - 56 Resp. Sens. 1, H334

Skin Sens. 1, H317
3'-N-demethyl-3'-N-formylazithromycin - 34 Resp. Sens. 1, H334

Skin Sens. 1, H317
3°-N-[[4-(acetylamino)phenyl]sulfonyl]-3°-N- - 10 Resp. Sens. 1, H334
demethylazithromycin Skin Sens. 1, H317

3a menHus TekeT Ha H- 1 EUH-npeaynpexaeHusTa 3a ONacHOCT: BXK. pasaen 16

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. Onucanne Ha MepPKHUTE 32 MHPBA MOMOII

ITbpBa MOMOLIL IIPH BIHILIBAHE . Ja ce ocTaBH NOCTPAJANIMs HA YHCT BB3yX. OCUTrypeTe CBexX BB3JyX Ha 3aCETHATOTO JIHIIE.
ITbpBa MOMOIIL TP KOHTAKT € KOXKaTa . Jla ce OTCTpaHH MaKCHMAaJIHO Ype3 n30bpeBaHe (C YiCTa M MeKa HOIMBalla Kbprna). la ce u3mue
OOMITHO C BOJIA B KOSATO € IPHOABEH JIeTEPreHT.
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Azithromycin for system suitability

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

IIppBa momo1 IpH KOHTAKT C OUUTE : Msmnaksere ¢ BoJa, KaTO ABPIKHTE OUUTE MIUPOKO OTBOPEHH.
IIppBa momor Ipy MOrTbIaHe . Msmmaksere ycrata. Moxe 1a 6b/1e IPENOPBYaHO MPOIBIDKUTEIHO MEAUIMHCKO HAOIIOCHHE.

Cumnromu/eextn : Bb3MoxHH ca 3aKbCHENTH eheKTH.
Cumnromu/eheKTn ClIe BANUIIBAHE : HenocraTsunu jaHHM.
CumnTomMu/e(heKTH CIex KOHTAKT C KOXKara : HenocraTsunu gaHHM.
CumnTomMu/e(heKTH CIIex KOHTAKT C OYUTE . HenocraTpunu JaHHH.

HOT’BpCCTe MCIULIUHCKA chbBeT/ IIOMOILI. HpI/I BB3MOKHOCT [1a C€ OKaXXE HACTOALIMA JIUCT, @ aKO HE € Ha PA3II0JI0KCHUE, 1a CE ITOKAXXE OMMaKOBKaTa MJIA €TUKETA.

TToaxopsuu TI0XKapoTraCUuTCIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha OI'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXapu . I{a C€ U3M0J13BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10KapH B CHCEACTBO.

PA3JIEJI 6: Mepku npu aBap CKaHe

O6mm Mepkn . Jla ce m304rBa IpeKnst KOHTAKT ¢ poxykTa. He BrumBaiite

TIpax/IyIeK/Ta3/ MM/ U3 IapeHns/aepo30ITi.

6.1.1. 3a mepcoHaJ1, KOITO He OTrOBaps 32 CHEIIHH CJIy4an

ABapPIﬁHPI IJIAHOBC . I[a C€ HOCH MMOAXOAIIO IPEANasHO 06JICK.TIO, PBKAaBUIH U 3alIMTHUA CPEACTBA 38 OYUTE WJIN JULICTO.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHH CIy4Yan

Hsawma mamuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

MeToau 3a HOYHCTBAHE : Yb6enere ce, 4e OTmaabLIHTE ca CHOPAHU U CE ChXPAHABAT Ha CUTYpHO MsicTo. [Touncrere
crapaTenHo. Jla ce n3Mue HechOupaeMust OCTaThK C : Pa3TBOp OT HATPHEB XUIIOXIOPHT.

Hsima Hanu4Ha qONBIHUTENHA HHDOPMAIIHS

EJI 7: PaGoTa u chbXpaHeHHe

JIOITBJIHUTEIIHY ONIACHOCTH 10 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHe BHUMAaHHE 32 PUCKOBETE, CBEHTYaIHO CBBP3aHHU C H3I0JI3BAHETO HA
HPOJYKTa 3a APYTH LIEIH, PA3INYHU OT TE3H, 38 KOUTO € IIPeJHa3HAYCH.

IIpenmasuu mMepku 3a Oe3omacHa paboTa : C martepuaia TpsioBa 1a ce paboTn BHuMatenHo. [la ce u30srsa npekus KOHTAKT ¢ npoaykra. C
MaTepHaia TpsioBa 1a ce paboTu o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEpPKU . Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHUATA HA 10OpaTa MPOMHIIUICHA XMTHEHA U IPOLEIYPUTE 3a
6e30MacHOCT.
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Azithromycin for system suitability

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

7.2. YcnoBusi 3a 6€301aCHO ChbXpPaHsIBaHe, BKJIIYHTETHO HECHBMeCTHMOCTH

TexHuueCKn MEPKH . /Jla ce cia3BaT NPHIOKUMHUTE Pa3IOpeaOH.
YcnoBust 3a cbXpaHsiBaHe : Jla ce cbXpaHsBa MoJ{ KoY.

7.3. Cneunduuna(u) kpaiina(u) ynorpeoa(i)

Bux maparpad 1.

8.1. ITapameTpu HA KOHTPOJI

8.1.1 HanMoHaJHH IPAHUYHHU CTOIHOCTH HA MPOPECHOHATHA eKCIIO3HIUS U GHOJIOTMYHN TPAHUYHHU CTOHHOCTH

HsiMa Hanu4YHA JOIBIHUTENIHA HHGOPMALHS

8.1.2. IIpenopbuMTEIHH NPOLEAYPH 32 HAOII0/IeHUE
Hsma HannuHa 10ombJIHUTETHA MHGOPMALUs

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa Hanu4YHA JONIBIHUTENIHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsma HannuHa 10ombJIHUTETHA MHGOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.1 Ha eKCO3NIUATA

8.2.1. IoxxoAsi TEXHUYECKH KOHTPOJI

Hoxxoasi TeXHHYECKH KOHTPOT:
Jla ce cbxpaHsaBa B 0Ope MPOBETPUBO HMoMeIIeHHe. [la ce H3Mon3yBa eqUHCTBEHO B CMyKaTelHa kabnHa ¢ HHTerpupal Guiatsp. Bucokoedexrusen Guarsp 3a
yactuiy (HEPA ¢untep).

8.2.2. JIM4HM npeanasHu cpeIcTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKATa

3amMTa HA KOKATA M TAJOTO:
Jla ce u3noszyBa XUMHUYECKH YCTOHYMBO 3a1uTHO o6iekio. DIN EN 13034

3amuTa Ha phIleTe:
XUMHUYECKH yCTOHUMBH mpena3Hu pbrasuiy. ISO 374-1

8.2.2.3. 3ammTa HA JUXATEJHUTE IIHTHIIA

3ammuTa HA TUXaTeTHHTE ITBTHIIA

OtaensiHe Ha mpax: nmpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3onHa Macka. Hocere nuxaresnen amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TpaxoBe/aepo30iu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

8.2.3. KoHTpo1 Ha eKCNO3UIMSATA B OKOJIHATA cpela

Hsma HanuyHa DOMBJIHUTENTHA HHBOPMALUs
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Azithromycin for system suitability

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

JIEJI 9: ®u3nyHu ¥ XUMHYHHA CBOMCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
Mupuc © He e npunosxumo.
I'panunna Ha Mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KUIEHE/HHTEPBAII Ha KUIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpanuna Ha €KCIIIO3UBHOCT © He e npunoxumo
IInamua Temnepatypa © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe © He e npunoxumo
Temmnepartypa Ha pasnajaHe : He e nanuuno
pH . He e mamuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHuCH : He e npunoxumo
Pasteopumoct . He e nanuuno
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

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

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA OMACHOCT

Hsawma mamuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

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

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

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

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

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsma npu HopmanHa ynorpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKAaTa Ha pasrpakK1aHe OTJACJIA OITaCHU U3IIapCHUS.
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Azithromycin for system suitability

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 11: ToxkcuxoaoruyHa uHpopManus

11.1. Uudopmanus 3a KIacoBeTe HA OMACHOCT, onpeneaeHn B Permament (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpaHa)

OcTpa TOKCHYHOCT (IepMajHa)

OcTpa TOKCUYHOCT (BIHILIBAHE)
Kopo3uBHOCT/Apa3HeHe Ha KoxKaTa

Cepno3HO yBpek/JjaHe Ha OUMTe/JpasHeHe Ha OYnTe
CeHcuOMIM3aIys Ha AUXATEIHUTE ITBTUIA HIIH KOXKaTa
MyTareHHOCT Ha 3apOJHUIIHATE KICTKH
KanueporenHoct

TOKCHYHOCT 3a PEenpoayKLHsITa

CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU
OpraHu) — €IHOKPATHA EKCIO3UIIUS

CTOO (cnenuduuHa TOKCHYHOCT 32 ONPEIeIICHN

OpraHu) — MOBTApSIIa C& SKCIIO3UIIHS

OnacHOCT MpH BAUILIBaHE

11.2. Mudopmaiysi 32 APYTU ONACHOCTH

Hsma HanuvHa DOMBJIHUTETHA HHPOPMALUS

He ce xmacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHYU HE Ca U3IIBIHCHN KPUTCPUUTE 32
KIacuuIupane)

He ce xmacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHU HE Ca W3IIBIHCHN KPUTEPUUTE 32
KIacuduupane)

He ce xmacuduuupa (B3 0cHOBa Ha HATMYHUTE JAHHU HE Ca W3IIBIHCHN KPUTCPUUTE 32
KIacuduupane)

He ce knacu¢ummpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca H3IBIHCHH KPUTEPUHUTE 32
KIacuHIHEpaHe)

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHY HE Ca W3IIBIHEHN KPUTEPUHTE 32
KJIacupUIIpaHe)

Moske 1a IPHYNHY aNSPTUYHU WIH aCTMATHYHU CHMIITOMU WIIH 3aTPYQHEHUS B JUIIAHETO IIPU
BauIBaHe. Moje 1a IPHYNHY aJlepriIYHa KOXKHA PEaKIIHs.

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAITMYHHTE JAaHHU HE Ca H3ITBIHEHH KPHTEPUUTE 3a
KIacuHIIpaHe)

He ce xmacuduuupa (B3 0cHOBa Ha HATMYHUTE JAHHU HE Ca M3IIBIHEHHU KPUTCPUHTE 3a
KIacuduupane)

He ce xnacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JAHHH HE Ca U3MBIHCHH KPUTEPHUTE 3
KiIacuuIHpaHe)

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHY HE Ca M3IIBIHEHN KPUTEPUHTE 32
KJIacupUIIpaHe)

He ce xnacu¢ummpa (Bs3 ocHOBa Ha HATMYHHUTE JAHHU HE Ca H3ITBIHEHH KPHTEPHUTE 32
KJacuupane)

He ce knacudunupa (TexHnuecka HEBb3MOXKHOCT 32 MOJTy4aBaHe Ha JaHHU)

3AEJI 12: ExonoruyHa undgopmanus

12.1. TokcnunoCT

Exonorus - 06110
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa)

OnacHo 3a BOAHATa cpela, IbIArocpoyHa (XpOHUYHA)

He ce pasrpaxna 6bp30

12.2. YcTOHYMBOCT M Pa3rpaiuMocT

Hsma HanuuHa DOMbJIHUTETHA MHBOPMALUs

12.3. BuoakyMy.JIHpaIna crnocooHoCT

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

12.4. TIpeHocuMoOCT B IOYBATA

Hsima Hanmana JOITBJIHUTEITHA I/IHq)OpMaI_H/ISI

12.5. Pe3yarartu ot onenkarta Ha PBT u vPvB

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaLH/ISI

Onacuu oTHanbi. Jla ce U3MoN3yBaT MOAXOAIM KOHTCHHEPH 3a OTIAJHUTE MPOILYKTH.
He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE €A M3ITBJIHEHU KPUTEPUUTE 32
KIacuduIupane)
He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE CA M3ITBJIHEHH KPUTEPUUTE 32
KIacuduIrpane)

12.6. CoiicTBa, HapymaBany GyHKIHHATE HA eHAOKPHHHATA CHCTEMA

Hsima Hammana JOIIBJIHUTCITHA I/IH(bOpMaI_II/IH
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Azithromycin for system suitability

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

12.7. Ipyru HeG1aronpusTHH epeKTH

Hsma HanuyHa DOMBJIHUTENTHA MHGOPMALUs

P EJI 13: OGe3Bpeskaane Ha OTHAAbIUTE

13.1. MeTto/u 3a TpeTHPAaHE HA OTHAXbIH

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN) : Jla ce u3xBBpIH N0 O€30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIIHU Pa3nopenou.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cmicbka Ha OOH nan naenTugukannoneH HoMep

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

14.2. TouHo HaUMeHOBaHHUe Ha MpaTKaTa 1no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha 0NACHOCT MPH TPAHCTIOPTHPAHE

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.4. OnakoBb4HA rpyna

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsima nonbyiHUTEIHA HATMYHA PIH(bOpMaHI/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyxonbTeH TPAHCIOPT
He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CienupuuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPei0a/3aK0HOIATEICTBO OTHOCHO $€30MaCHOCTTA, 3APABETO U OKOJIHATA
cpenxa

15.1.1. Pernamentu Ha EC

REACH Ipuao:xenune XVII (YcinoBus 3a orpannyaBaHe)

He cpappixa Bemecto(a), BritoueHo(n) B [Ipunosxenne XVII Ha REACH (YcnoBus 3a orpaHuuaBaHe)

REACH, Ilpuioxenne XIV (Cnincbk Ha BelllecTBATAa 32 pa3peniaBaHe)

He cpappxa BemecTso(a), BkarodeHo(n) B [Ipunoxenne X1V nva REACH (Crnuchk Ha BeliecTBaTa 3a pa3peliaBaHe)
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

REACH Cnucbk ¢ kanauaat-seurectsa (SVHC)

He cpabppixa BemecTo(a), BritoueHo(n) B cniucbka Ha REACH ¢ kanauaar-periecTsa

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

Henpunoxumo.

Peraament ornocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PeriaMeHT OTHOCHO BellecTBa, KONTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He cpabpaxa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ BEIIECTBA, KOUTO HapymaBaT 030HOBUs ciol (Permament EO 1005/2009 oTHOCHO BemiecTBa, KOHTO
HapylIaBaT 030HOBHS CJIOH)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IpeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npeanaraneto Ha masapa U ynorpedara Ha
HIPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKItOYeHO(M) B criuchbka ¢ [Ipekypcopu Ha HapkoTiuHuTe Beuiecta (Pernament EO 273/2004 0THOCHO MPOU3BOJCTBOTO M IIyCKAHETO
Ha ra3apa Ha OIPE/ICICHH BEIECTBa, U3MOJI3BAHHU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra uagopmanus

I'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

H317 Mosxe 1a MPUYMHY aJepruyHa KOKHA PeaKIys.

H334 Mooke fa HPUYMHM ANePrUYHHU I aCTMATHYHU CUMOTOMU WJIM 3aTPYAHCHHUS B AUIIAHETO [PH BAHUIIBAHE.
Resp. Sens. 1 Pecniuparopna cencubunuzanus, Kareropus 1

Skin Sens. 1 Koxna cencubnmmzanus, Kareropus 1

Kaacudunuupane u npoueaypa, U31mo/13BaHA 32 M0JIy4aBaHe HA KJIACHPUKANUATA 32 cMecH cbriiacHo Pernament (EO) Ne 1272/2008
[CLP]:

Resp. Sens. 1 H334 M34nciuTeNeH MeTOI

Skin Sens. 1 H317 W3unciauTeneH METO

Nudopmanunonen et 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hu¢popmarusTa, chirbpikaiia ce B To3u MH(pOpMaMoHeH JIMCT 3a 6€30I1aCHOCT, € MOJy4eHa OT H3TOYHHIU, KOUTO cMsTaMe 3a
HaJeXKHU. Bbrpeku ToBa, nHdpopMmarmsTa ce npeocTaBs 0€3 HUKaKBa rapaHLus, U3pHUYHA WM T0/ipa30upaliia ce, OTHOCHO HelHaTa KOPEKTHOCT
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