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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumenoBaHue Ha BEIeCTBOTO . Latanoprost

Kon Ha mponyxra : 201900023

CHHOHUME : Latanoprost, 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 WM 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]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
ToxcuuHoOCT 32 penpoaykiusaTa, Kareropus 2 H361
3a meHuA Texet Ha H- m EUH-tipeynpexiennsaTa 3a omacHOCT: BX. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIArONPUATHH eeKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATA cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

GHS06 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu MorbIIane.
H361 - Ipenmomnara ce, 4e yBpexkaa OIUIOUTENHATA CIIOCOOHOCT WITH IUIOJA.
Ipenopsku 3a 6e3onacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe MpoveNy U pa3dpaiy BCHYKH Npeara3Hi MepKH 3a
6e30MacHOCT.
P301+P310 - ITPU TIOT'JTBIIIAHE: Heszabasuo ce obanere B IIEHTHP 110 TOKCUKOJIOT U win
Ha JIeKap.
P308+P313 - IIPU siBHa WM mpeAnonaracMa eKcro3unus: [1oTepcere METUIMHCKH CHBET/IIOMOLI.

IMukrorpamu 3a omacHoct (CLP)
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Latanoprost

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cbOTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Latanoprost - <100 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TeTecHO TerIo)
Repr. 2, H361

3a menHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 MbpBa NOMOIL

ITspBa oMoy Npy BAUIIBAHE : Jla ce ocTaBH mocTpagaivs Ha YMCT Bb3AyX. OCUrypeTe CBeX BB3/yX Ha 3aCErHATOTO JIMLIE.

ITbpBa OMOLL IIPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MakCHMAIIHO upe3 H30bpcBaHe (C YMCTa U MeKa IONKBalla Kbpra). Jla ce uamue
OOMIIHO ¢ BOZa B KOSITO € IPUOaBEH ACTEPreHT.

ITspBa oMol MU KOHTAaKT C OYUTE : MznnakHere ¢ BOzia, KaTo JBPIKUTE OUNTE LIKPOKO OTBOPEHU.

IIppBa nmomor npu MorIpIaHe . HMsnnakuere ycrara. Hesa6asHo ce obanere B LIEHTBP I10 TOKCUKOJIOI' USI/Ha nekap.

CrenpnainHo Jiekapcko HaboieHne. Moxe 1a Ob/ie PEenopbyaHo MPOABIDKUTEIHO MEIULITHCKO
HaOJIoIEHHE.

Cumnromu/edextn . Bb3MoxHE ca 3aKbCHENMH e(EKTH.

Cumnromu/eeKTH Clie/i BAUIIBAHE . HenmocrarbuHu naHHu.

Cumnromu/e)eKTH CIIeT KOHTAKT ¢ KOXKaTta . HenmocrarbuHn naHHu.

Cumnromu/e)eKTH CIIeT KOHTAKT C O4UTE . HenmocrarbuHu naHHu.

CumnroMu/e)eKTH CIIeH MOTTbIIaHe . CumnromuTe Morar aa Ob1aT 3aMaiiBaHus, T1aBoOONNE, TajieHe U 3ary0a Ha KOOPAHHALIMSL.

Tlorbpcere MeanuuHCKH chBeT/momont. [Ipy BB3MOXKHOCT Jia ce MOKaXKe HACTOSIIHS JIUCT, a aKO HEe € Ha Pa3MONI0KEeHHE, [1a Ce MOKaKe OMaKOBKAaTa MM €THKETa.
AxtuBatop. PapMarieBTHYEH IPORYKT.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oxapu : I[a C€ U3MI0JI3BAT CPEACTBA, MIOAXOAAIINHN 3a raCeHE Ha I10XKapH B CHCEIICTBO.
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Latanoprost

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

JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

O6mm MepKH : Jla ce n30srBa Npekus KOHTAKT ¢ poxykTa. He BaumBaiite
Ipax/IymeK/ras3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

A.BapPlﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEeANasHO OGHCKJ'IO, PBKAaBULU U 3AIIUTHU CPEACTBA 38 OUYUTE WA JIMLETO.

6.1.2. 3a MuHATa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmmgHa JOIBIHUTENTHA HHPOPMAIHL

Meroau 3a MOYKCTBAHE . YGe,ueTe C€, 4€ OTIIaAbLHUTE Ca C’L6paHI/I 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGI/IpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMALIUS

O0padoTka U CbXpaHeHHe

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha norpe6urens na ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO HA
[POALYKTA 3a APYTH LIEIH, PA3JIMYHU OT T€3H, 38 KOMTO € IPe/IHA3HAYEH.

Tpennasuu mepku 3a 6e3onacHa padboTa : C marepuaina Tpsa0OBa Ja ce paboTu BHUMATENHO. [la ce u30srsa npekust KOHTaKT ¢ npojaykra. C
Marepuaa TpsAbBa Ja ce paboTH Mo J1abopaTopHa KaMHHA, JIOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBHE C M3UCKBAHUATA HA J0OpaTa MPOMUIILIEHA XUIHEHa U MIPOLIEYPUTE 32
6e30MacHOCT.

TexHUYIECKH MEPKH : Jla ce criazBar MpUIOXKHMHTE Pa3mopendu.
VYcnoBus 3a chbxpaHsBaHe . Jla ce chxpaHsiBa MO KITOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeICcTBa

8.1.1 HanMoHAaIHU rPAHUYHH CTOMHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H OHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.2. IlpenopbUYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima HaymM4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.5. Perysupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Latanoprost

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

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe IpoBETpUBO HoMemieHre. [la ce H3Mmoi3yBa eIHHCTBEHO B CMyKaTellHa KaOuHa ¢ HHTerpupaH GUITHP. BucokoedexTuseH Gpuitsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKaTa

3ammTa HA KOKATA U TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOITYrBO 3amuTHO obnekito. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AutHaepo3onna Macka. Hocere auxareneH amapar, ako cTe
U3JI0XKEHHU Ha Mapu/IpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaiM4YHa TOMBJIHATENHA HHQOPMALIHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . Teuno

st . He e HannuHo
BroHIeH By : Oucrbp. besuseren. Buckoszna.
Mupuc : He e npunoxumo.
I'panunarta Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT : He e Hanuuno
I'paHuIyM Ha EKCIUIO3UBHOCT . He e nanmnuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e nanmnuno
T'opHa rpanuna Ha eKCIIO3UBHOCT © He e Hannuno
Temneparypa Ha pa3naraHe © He e Hannuno
Temneparypa Ha camo3anaiBaHe : He e Hannuno
Temneparypa Ha pa3nagaHe © He e Hannuno
pH : He e Hannuno
Buckoszuter, kuHemMaTuueH . He e manuuno
PastBOpuUMOCT : Boma:<0,1g/l
KoedunuenT Ha pasnpenenenue: n-okranoin/Boga (Log  : He e namuuno
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT . He e mHanmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute mpu 20°C . He e nanuuno
XapakTepuCTUKN Ha YaCTULIUTE : He e npunoxumo
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Latanoprost

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nanmuana gomsnHUTENHA HHOOPMAIIHST

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

PA3JIEJI 11: Tokcukoaoruuna nHgpopManus

Ocrtpa ToKCHYHOCT (OpaiHa) . TokcH4YeH IpH MOTITbINaHe.
OcTpa TOKCHYHOCT (epMaiHa) : He ce xmacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacuduumpa

Latanoprost

LD50 opanto mibx 50 — 300 mg/kg
Koposusroct/npasnene Ha koxara : He ce xmacudpummpa
Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xmacugpummpa
Cencnbunusanys Ha AMXaTEIHUTE MBTUIA Wik KoxkaTa . He ce kiacuduumpa
MyTareHHOCT Ha 3apOHIIHUTE KICTKU : He ce xmacuduumpa
Kanneporennoct . He ce xnacudunnpa
TokcHYHOCT 3a PENpOAYKIHATA : Ilpexnonara ce, ge yBpesk/ia OIIOAUTENHATA CIIOCOOHOCT MITH TUIONA.
CTOO (crennguyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xacuduumnpa

OpraHM) — eIHOKpATHA eKCIIO3ULIHS
CTOO (crenupudHa TOKCHYHOCT 3a OMPEACTCHH : He ce xnacuduumnpa
OpraHu) — MOBTapsILA C€ EKCIIO3UIHUSL

OnacHOCT IIpH BAMIIIBAHE . He ce xmacudunmnpa

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS
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Latanoprost

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

PA3JIEJI 12: ExonornyHa uHGpopManus

Exomnorus - o61mo
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa)
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA)

. Omacum oTamsid. Jla ce M3MON3yBaT MOAXOAAIIN KOHTEHHEPH 3a OTIAIHHUTE MPOTYKTH.

. He ce xmacudunupa
. He ce xmacudunupa

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHL

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O6e3Bpex

aHEe HA OTNHHAAbIUTE

: I[a C€ U3XBBPJIK 110 0e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHUTE / HalMOHATHA pa3nope)16n.
: I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAIU3alUATA. I/I3XB'LPJ'I€T € TO3U MaT€pHUaI U HErOBUA
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUAIHU OTHaAbIIN.

MecTHO 3aKOHOAATENICTBO (OTIMAIbIH)
TIpenopbku 3a 06e3BpexkIaHe Ha MPO/IYKTa/OaKOBKaTa

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMEDP
UN 2810 | UN 2810 l UN 2810

14.2. ToyHo HaUMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

TOKCUYHA TEYHOCT, OPTAHUYHA, H.V K. ’ TOXIC LIQUID, ORGANIC, N.O.S. ‘ Toxic liquid, organic, n.o.s.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2810 TOKCUYHA TEYHOCT, OPTAHHUHA, | UN 2810 TOXIC LIQUID, ORGANIC, N.O.S., 6.1,
H.YX. 6.1, lll, (E) n

UN 2810 Toxic liquid, organic, n.o.s., 6.1, Il

14.3. Kinac(oBe) Ha OmMacHOCT MPH TPAHCIIOPTUPaHe

6.1 6.1 6.1

£23
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Latanoprost

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nzmenen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbYHA rpyna

14.5. OnacHocTH 32 OKOJIHATA Ccpea

OnacHo 3a okonHaTa cpena: He

OnacHo 3a okosiHara cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okosHata cpena: He

HsiMa nombiHHTEIHA HATMYHA HHOpMALHs

14.6. CiequaaHu MpeAna3sHA MepPKH 32 MOTpPednTeINTe

CyxonmbTeH TPAHCIIOPT

Krnacudpukaunonen xox (ADR)

Creuuanau pasnopendu (ADR)

Orpanunuenu konmuectsa (ADR)

W3kmouenu konmyectBa (ADR)

OnakoBbyHU uHCTpYKLMH (ADR)

Cwmecenu onakoBku (ADR)

WHcTpyKuuy 3a IPEeHOCHUMH LIUCTEPHU M KOHTEHHEPH 3a
Hacunuu toBapu (ADR)

CrienMasiiy pa3nopeidn OTHOCHO MPEHOCUMH LIUCTEPHU
U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konose 3a nucrepau (ADR)

Crienmaniau pasnopendu oTHocHo uucrepHu (ADR)
IIpeBo3HO cpeacTBO 32 MPEBO3 B LIUCTCPHH
TpancnoprHa kareropust (ADR)

Criennansu pasnopendu 3a npesosa - Onakosku (ADR)
Crienpasiiy pa3nopendu 3a MpeBo3 - TOBapeHe,
pasTtoBapBane u oopadorka (ADR)

CrienpaliHy pa3nopendu 3a MpeBo3 — ONepaTUBHU
nzucksanus (ADR)

Unentudukannonen Homep 3a onacHocT (Kemnep No.)
OpanxeBu Tabenu

Kox 3a tynennn orpanndenus (ADR)

Tpancnoprt no Mope

Crerraan pasnopenou (IMDG)
Onaxkospunn nacTpyknun (IMDG)
IBC omakosbuan nactpyknun (IMDG)
Wncrpyxnun 3a mucreprn ( IMDG)
Creraau pasnopenou otHocHo mucrepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kateropust Ha ToBapene ( IMDG)
Ckiamupane u oopadorka (IMDG)
Caoticta u Habmoxernus (IMDG)

Bb3aymen Tpancnopt

PCA Uzkmrouenu konuuectBa (IATA)

PCA OrpaHuueHn KOJINYECTBA MBTHUYECKH CAaMOJIET U
kapro (IATA)

PCA MaxkcumaiHO HETHO KOJIMYECTBO 32 OTPaHHYECHO
KOJIMYECTBO ITbTHUUECKU camoneT U kapro (IATA)

PCA MHcTpyKIny 32 ONaKoBaHE MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxcuMaiiHo HETHO KOJIMYECTBO IIbTHHYECKU
camorier u kapro (IATA)

AT

T1

274,614

51

El

P001, IBCO3, LPO1, ROO1
MP19

T7

TP1, TP28

L4BH
TU15, TE19

2

V12
CV13,Cv2s
S9

60

60
2810

223,274

P0O01, LPO1

IBCO3

T7

TP1, TP28

F-A

S-A

A

SW2

Toxic if swallowed, by skin contact or by inhalation.

El
Y642

2L
655

60L
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Latanoprost

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

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) © 663
MakcuManHO HEeTHO KoandecTBo camo kapro (IATA) 1 220L
Creranau pasnopenou (IATA) : A3, A4, A137
ERG xox (IATA) © 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOPpMATHBHATAa ypenda

15.1. CoenuguyHu 3a BeNIeCTBOTO UM CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YciaoBus 3a orpannyapaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, ITpunoxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnincska Ha REACH ¢ kananaar-Bemectsa

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

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO Hapymasat 030HoBH: cioit (Permament EO 1005/2009): Latanoprost

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopu Ha B3puBHU BeniectBa (Permament EC 2019/1148 3a npemnaranero Ha na3apa u ynorpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Permament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIEIeHH BEIIECTBA, N3IONI3BAHN 3a HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH M TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMAIIHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

PA3IEJI 16: Ipyra nungopmanus

II'bnen Texer na H- u EUH-npeaynpeskaeHusiTa 3a OacHoCT:

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3

H301 ToxcuueH mpy NOTIIBIIAHE.

H361 TIpenmnonara ce, ue yBpex/a OIUIOAUTEIHATA CIOCOOHOCT WITH TUIOJA.
Repr. 2 ToxcuunocT 3a penpoxykiusaTa, Kareropus 2

Wudopmanmonen iuct 3a 6esonacuoct (M1J16), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHbOpMaMoHeH JUCT 3a 6€30MacHOCT, € MOIy4YeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HaIeKIHH. Bhrpexn ToBa, HHOpManusaTa ce npegocTasst 0¢3 HUKAKBa rapaHIis, H3pUYHA MM OApa30duparia ce, OTHOCHO HeiffHaTa KOPEKTHOCT
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