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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Omeprazole for peak identification
XHUMUYECKO HAaMMEHOBAHUE : Omeprazole

CAS Ne 1 73590-58-6

Kon na npoxykra : 202400297

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

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT

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. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxna cencubmmmzanus, Kateropus 1 H317
OnacHo 3a BoJIHaTa cpejia — XPOHWYHA ONACHOCT, KaTeropus 2 H411

3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

He6aaronpusiTHi GU3NKOXUMIYHHU e(peKTH U HeOJIaronpusATHY edeKTH 32 3APaBeTO HAa YOBEKA U OKOJHATA cpela
OmnpenensiHe upe3 eKCIEPTHO MHEHHE U TI0 CUJIaTa Ha JIOKa3aTeNICcTBa.

2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxxe na mpUYMHH aTepruiHa KOXKHA PeaKIus.

H319 - [Ipean3BuKBa CEpHO3HO Jpa3HEHE HA OYHTE.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPACH eEeKT.

IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - 306srBaiiTe BAUIIBaHEe Ha Mpax/IyIIek/Ta3/IuM/H3apeHHs/aepO30IH.
P264 - Jla ce u3Mue phleTe 0 JAKTUTE U JIMLETO CTAPATEIHO CIIe/ ynoTpeba.
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Omeprazole for peak identification

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

P272 - Jla He ce u3Hacs 3aMbpPCEHO pabOTHO 00JIEKIIO U3BBbH paOOTHOTO MOMEIICHUE.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P280 - U3momn3Baiite npeana3Hu phKaBHUIH/IPEINa3sHo 00IEKIO/MPeAna3Hi Ounia/mpe/na3ia Macka
3a JIMLe/TIPEeANa3HN CPEACTBA 32 3aIUTa Ha CIIyXa.
P302+P352 - TP KOHTAKT C KOXATA: U3mniite 06miHO ¢ BoAa.
P305+P351+P338 - [TP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKCHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIIM, aKO MM TAKHBA U JOKOJIKOTO TOBA € Bh3MOKHO.
[poabkere ¢ U3MIAKBAHETO.
P321 - Cneunanusupano jgeyeHue (BXkK. JOMBbIHUTEIHA MHCTPYKIMS 3a IbPBa MIOMOL Ha TO3U
€THKET).
P333+P313 - [Ipu nmosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIMHCKU
CBHBET/IIOMOLI.
P337+P313 - Ilpu mpoABDKUTEHO ApasHene Ha ounte: [loThbpcere MeUIIMHCKH CHBET/TIOMOLI.
P362+P364 - Casere 3aMbpCEHOTO OOJICKIIO ¥ T'O M3IIEPETE MPEAN OBTOPHA ynoTpeda.
P391 - Cpbepere pazasToro.
P501 - CbapprkaHueTo/ChaBT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU WU 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.

He ce u3nckBa eTuKeTHpaHe

2.3. JIpyru onacHoOCTH

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/IH

PA3JEJI 3: CbcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Omeprazole CAS Ne: 73590-58-6 <100 Eye Irrit. 2, H319

Skin Sens. 1, H317
Aquatic Chronic 2, H411

3a mennus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3J/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHne Ha MepPKHUTe 32 MbPBA MOMOL

H‘pra TIOMOII IIPY KOHTAKT C KOXKaTa : )Ia C€ OTCTpaHU MaKCUMAJIHO 4Ype3 I/I36'I>pCBaHe (C YuCTa U MCKa ITonuBamia K"Bpl'[a).
H‘pra TIOMOII IIPY KOHTAKT C OYUTE . MsmnakHere ounTe ¢ Boja Kato npeanasHa Msipka.

4.2. Hali-chblecTBeH! OCTPM M HACTBIIBALIHU CJIe/I U3BECTEH NEPUOJ 0T BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOITBJIHUTECITHA I/[H(bOpMaI_II/IH

4.3. Yka3anue 3a He00X0JHMOCTTA OT BCIKAKBY HEOT/I0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma Hanu4Ha IOMBJIHUTETHA HHOPMAIUSI

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

Toaxoasmy noxaporacuTeIHA CPeCTBa . Opesio 3a 3aracsiHe Ha OT'bHSI.
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Omeprazole for peak identification

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

OnacHocT OT moXxap : Bwmx maparpad 2.2.

I/IHC’I‘pyKLIPIPI 3a racCHe Ha MoXapu : )_Ia C€ U3N0JI3BaT CPEACTBA, NIOAXOAAIIHU 3a raCEHE Ha I10XKapH B CbCEICTBO.

PA3JIEJI 6 NIPY ABAPUITHO U3IyCKAHE

6.1.1. 3a nepcoHaJ1, KOITO He OTTOBApPS 32 CIIELIHHU CJIy4Yan

ABapuilHH IIIaHOBE : Jla ce u30srBa BCAKAKBA M3JIUIIHA €KCIO3HIIHS.

6.1.2. 3a 1uuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yau

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOOPMAIHS

EJI 7: PaGoTa u chbXpaHeHue
Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOTBIHUTENHA HHPOPMAIIUS

Bux maparpag 1.

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPeANAa3HU CPelCcTBA

8.1.1 HanmoHaJHH rPAHHYHHU CTOIHHOCTH HA NMPO(QECHOHATHA eKCIO3UIUsA U OHOJOrHYHN TPAHUYHH CTOHHOCTH

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAOII0/IEHHE

Hsma nannana nonsiiHUTENHA HHOOPMALHS

8.1.3. 3ambpcuTeH Ha Bb3yXa, 00pa3yBaHH 110 BpeMe Ha NpeANnucaHaTa ynorpeda
Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIUS

8.1.4. DNEL u PNEC

Hsma nannana gonmsiHuTENHA MHOOPMAIHS

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS

27/06/2024 ([lata Ha u3ngaBaHe) BG (6barapckn) 3/9



Omeprazole for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHepPeH KOHTPOJX

Moaxoasiux HHKEHEPEH KOHTPOJI:
I[a C€ CbXpaHsABa B I[06p€ IIPOBETPUBO NOMCIICHHUEC. OOUKHOBEHO CE U3UCKBAT KaKTO MECTHA CMyKaT€JIHa BCHTUJIALKA, TaKa U BEHTUJIALUA Ha 001I0TO
TIOMEUICHHUE.

8.2.2. JInuHH NpeanasHu CPeAcTBa

8.2.2.1. 3amuTa HA OYHTE W JIUIETO

Hsma HanuvHa I0MBIHUTENTHA HHOPMAIUS
8.2.2.2. 3ammTa Ha KoKATA

3amuTa Ha KOKATA H TAJI0TO:
JlaGopaTopHa npectuiika

3amura Ha pbLeTe:

3auMTHA PHKABUIIN

8.2.2.3. 3amuTa HA JUXATEJHUTE MbTHIA

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

8.2.2.4. TepMHYHH ONIACHOCTH

Hsima Hanmana JOIIBJIHUTCIIHA HH(I]OpMaI_II/Iﬂ

8.2.3. KOHTPO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeja

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 9: ®u3uyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0OTHOCHO OCHOBHHTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE . TBBpIO BELIECTBO
IBsT . He e HamuunO
BrbHiIeH Bug . IIpax.

Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha TONIEHE : 150160 °C
Touka Ha 3aMpB3BaHe . He e Hannuno
Touka Ha KUTIEHE . He e HannuHO
3amaaumoct . He e HannuHO
I'paHuuM Ha EKCIUIO3UBHOCT : He e npunoxumo
JloyHa rpaHuIa Ha eKCIIO3UBHOCT . He e npuoxumo
I'opHa rpaHHMIIa Ha €KCIUIO3UBHOCT : He e npunoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajiBaHe . He e npuoxumo
Temmeparypa Ha pa3naraHe . He e HanuuHo
pH : He e nanuuno
pH pastBop : He e manuuno
Bucko3uTer, KHHEMaTHUCH . He e npuoxumo
PazrBopumocT : Boma: 0.1 -1g/
KoeduimenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansarane Ha napute . He e HannuHO
Hansraune Ha napute mpu 50°C . He e nannuno
IIrsTHOCT . He e HannuHo
OTHOCHUTEINHA IUTBTHOCT . He e HanuuHo
OtHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactuire . He e HannuHO
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Omeprazole for peak identification

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

9.2.1. Undopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONACHOCT

Hsma HanwyHa HonBIHHUTENHA HHOOPMAIIUSL

9.2.2. JIpyru XxapaKTepUCTHKH 32 0€30MacCHOCT

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

CrabuiieH npy HOPMAJTHU YCIIOBHS.

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

He e u3BectHo.

Hsma HanwyHa KOMBIHUTENHA HHPOPMAIIUSL

Hsma npu HopMmanHa ynorpe6a. Brokre Pasmen 7.

Ilpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTAEIs ONACHU HU3MAPCHHUS.

PA3IEJ 11:

Ocrtpa ToKcHYHOCT (OpasHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCHYHOCT (BMILIBAHE)
KoposuBHoct/npa3HeHe Ha KoxaTa

Cepro3HO yBpeKJaHe Ha OYHTE/IpasHEeHE Ha OUNTE
CencuOMUNM3aIys Ha AUXaTeIHUTE IBTHINA MM KOXKaTa
MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN
Kanneporennocr

TOKCHYHOCT 32 penpOAyKIHATa

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPeIEeTCHI
OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS

CTOO (cneuuduyHa TOKCHYHOCT 3a ONpPEICIICHN
OpraHu) — MOBTApPSIIA C& EKCTIO3UIHS

OnacHocT MpU BAUIIIBAHE

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

HKOJIOrM4YHa HH(l)OpMaIIHﬂ

He ce knacuduumpa (Bb3 0CHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBIHEHH KPUTEPHHTE 38
KIacubHIEpaHe)

He ce knacuduuupa (Jlumncsar qaHam)

He ce knacuduuupa (Jlumncsar qaHam)

He ce knacu¢unupa (Jluncear nanuu)

Tpeau3BUKBA CEPHO3HO JPA3HEHE Ha OUHTE.

Moske [a MPUYHHY aleprudHa KOXKHa PEaKIus.

He ce xmacuduuupa (Jlumncar q1aHam)

He ce knacuduuupa (Jlunceat nanHmn)

He ce knacuduuupa (B3 0CHOBa Ha HAIMYHUTE JaHHU HE Ca H3IIBIHEHH KPUTEPHHUTE 32
KiacuuIupaHe)

He ce xnacudunupa (Jlumncsar nanam)

He ce xnacudunupa (Jluncsar nannm)

He ce knacu¢uimpa (TexHndecka HeBb3MOXXHOCT 32 MOJIy4aBaHe Ha JaHHH)
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Omeprazole for peak identification

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : He ce xnacuduimpa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH HE Ca U3IIBIHCHN KPUTEPUUTE 32
KIacubHIEpane)

OnacHo 3a BOJHATA Cpe/ia, ABIrOCPOUHA (XPOHHYHA) : TokcuueH 3a BOJHHUTE OPraHU3MH, C JBITOTPACH (EKT.
He ce pasrpaxua 6bp30

Omeprazole (73590-58-6)

LC50 - Pubwu [1] 1 mg/1 (mporHo3Ha CTOHHOCT)

EC50 - Pakoo6pasuu [1] 1 mg/l (mporuHo3Ha cToiHOCT)

EC50 72h - Bogopacnu [1] 1 mg/l (mporuo3na CTOHHOCT)

NOEC xponnuHa pakooOpa3Hu > 1 mg/l (mporHo3Ha cToifHoCT)

NOEC xponnuna Bogopaciu > 1 mg/l (mporHo3Ha cToifHoCT)

NOEC, Puba > 0.1 - < 1 mg/l (Estimated value)

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma nanuvHa ZOMBIHUTETHA HHPOPMAIIHS

Hsma HanuvHa ZONBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IHﬂ

Hsawma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLIPISI

PA3JIEJI 13: O6e3BpeskaaHe HA OTHAABIUTE

Hsima Hanu4Ha TONBIHUTENHA HHDOpMAIHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

UN 3077 UN 3077 UN 3077

14.2. Touno HaMMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

BELIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBPIO, H.V K. SUBSTANCE, SOLID,
N.O.S.
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Omeprazole for peak identification

WNudopmannoneH iuc

T 3a OE30IMaCHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA
Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH
UN 3077 BEIIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, II
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V K., 9, HAZARDOUS
11, (-) SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT
14.3. Kitac(oBe) Ha onacHOCT NPH TPaHCIOPTHPaHe
9 9 9
alh. g,
14.4. OnakopbYHa rpyna
I ‘ 1 ‘ 1II
14.5. OnacHocTH 32 0KOJIHATA cpeja
OrnacHo 3a okoHata cpefa: | OnacHo 3a OKOJIHATA Cpefa: OnacHo 3a okosHara cpena: Jla
Ha Ha
Mopcku 3ambpeuTen: Jla
Hsma JOITBJIHUTECITHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cnenuanuu pasnopenou (ADR)

Orpannuenn xonuyectsa (ADR)

Uskimtouenu xonmdectsa (ADR)

OnakoBbuHN HHCTPYKIHU (ADR)

CrienaiHu onakoBbuHH pasznopentu (ADR)

Cmecenn onakoBky (ADR)

VIHCTpyKIMH 3a IPEHOCHUMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CrienpiaiHu pas3nopeaoy OTHOCHO MPEHOCHMH LUCTEPHH
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPECTBO 3a MPEBO3 B IUCTEPHH
TpancnoptHa kareropust (ADR)

Criennaiiiy pasrnopenou 3a npesosa - Onakoku (ADR)
Crenmanau pasnopenou 3a npeso3 - Hacumao
cberosiHue (ADR)

CrienaHu pas3nopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)
Wpnenrudukanpronex Homep 3a onacHocT (Kemuep No.)
OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

Tpancnoprt o Mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkrouenu konmyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, R001
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV
AT

3

Vi3

VCl, VC2
cvi3

90

90
3077

274,335, 966, 967, 969
Skg

El

LP02, P002
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Omeprazole for peak identification

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Cnenuaniu pasnopenou 3a omaxkosane (IMDG) PP12
IBC onakopwsunu unctpykuuu (IMDG) IBCO8
IBC cnennannu pasnopendu (IMDG) B3
Wucrpykuuu 3a nucrepuu ( IMDG) BK1, BK2, BK3, T1
Cnenuanau pasnopenou otnocHo uucrepad (IMDG) TP33
EmS-Ne (TToxap) F-A
EmS-Ne (Pa3nuB) : S-F
Kareropust Ha ToBapene ( IMDG) A
Cknaaupate u oopadotka (IMDG) SW23
Bb3aywmeH TpaHCnoOpT

PCA Uzkmouennu xomumaectsa (IATA) El
PCA OrpanndeHn KOIH4eCcTBa IbTHHIECKU CAMOJET U Y956
xapro (IATA)

PCA MaxkcuManHO HETHO KOJIMYECTBO 332 OTPaHUYCHO 30kgG
KOJIMYECTBO ITBTHUUECKH caMoieT U kapro (IATA)

PCA HucTpykiuu 3a oIlakoBaHe IFTHUYECKH CaMOJIeT U 956
xapro (IATA)

PCA MaxcuManHO HETHO KOJIMYECTBO IIbTHUYECKU : 400kg
camortet u Kapro (IATA)

WucTpyxunu 3a onmakoBaHe camo kapro (IATA) 1 956
MaxkcuManHO HeTHO KoinudecTBo camo kapro (IATA) 1 400kg

Crnenmanau pasnopendu (IATA) : A97, A158, A179, A197, A215
ERG xop (IATA) : 9L

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha Me:KIyHapoIHATA MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. Cienm¢puyaHm 32 BeeCTBOTO MJIM CMECTAa HOPMATHBHA ypei0a/3aK0HOIATEICTBO OTHOCHO 0€30MacHOCTTA, 31PABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

Per;iaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnimcbKa ¢ BelecTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npexnaranero Ha nma3apa u ynorpebara Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(I)OPM&LIPI}I
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Omeprazole for peak identification

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

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

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuaukanus 3a MPOMEHHU

Paznen IIpomeHeH eneMeHT IIpomsina Komenrapn
JlaTa Ha pefakusITa IIpomeneno
3amMeHs BepcusiTa OT IIpomeneHo

2 OnucaHue Ha OMACHOCTUTE IIpomeneHo

14 Wubopmarys OTHOCHO TPaHCIIOPTHPAHETO IIpomeneHo

II'bnen Texker Ha H- u EUH-npenynpeskienusiTa 3a onacHocT:

Aquatic Chronic 2 OmacHo 3a BoIHATa cpefia — XPOHHYHA OMACHOCT, KaTeropus 2
Eye Irrit. 2 Cepro3HO yBpexaane/apa3HeHe Ha ounte, Kareropust 2

H317 Moske 1a IPUYUHH aJepruyHa KOXKHa PeaKLys.

H319 IIpean3BuKBa CEpHO3HO JPa3HEHE HA OUUTE.

H411 TokcuueH 3a BOXHHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOpMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaNusTa ce IpeaocTaBs 6e3 HUKaKBa TapaHIus, H3pUYHA WU HOoApa3duparna ce, OTHOCHO HeHAaTa KOPEKTHOCT
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