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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HanmeHnoBaHue Ha BEIECTBOTO . Celecoxib

Kon na nponykra : 201600175

CHHOHUME . Celecoxib, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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]

ToxcuuHocT 32 penpoxykuusaTa, Kareropus 1B H360D
Crerudryaa TOKCHIHOCT 32 ONPE/IeIeHN OpraHy — IOBTapsIa ce ekcrosuus,  H373
Kareropus 2

OrmacHo 3a BOAHATA cpefia — XPOHMYHA OIIACHOCT, KaTeropus 1 H410
3a meaHus TekeT Ha H- 1 EUH-npenynpesxenusTa 3a oacHOCT: BX. pasnern 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH eeKTH 32 3IpaBeTO HA YOBEKAa M 0KOJHATa cpeJa

OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

¥

GHS08 GHS09
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mioga.
H373 - Moxe [1a puuMHH YBpeXkKAaHE Ha OPraHUTE IIPH IPOIBIDKUTENHA HITH TOBTapSIIa ce
CKCIIO3HLIHS.

H410 - CuHO TOKCHYEH 3a BOJHUTE OPTaHU3MH, C JBJITOTPAacH eeKT.
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Celecoxib

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

Ipenopsku 3a 6e3omacHoct (CLP) : P201 - TIpeau ynotpeba ce cHabeTe ChbC ClICHUATHA HHCTPYKIIMH.
P202 - He u3non3paiiTe npeau Aa cTe Npoyen U pa30dpaii BCHYKH IPE/a3Hi MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30Im.
P273 - [Ta ce n30srea usnyckaHe B OKOJIHATa Cpejia.
P280 - M3non3BaiiTe npeanasHi phKaBULU/TIPEANIA3HO 00JIEKIIO/IPEANa3Hy O4MIIa/lpe/na3Ha Macka
3a JIHIe/TIpeNa3Hy CPEeICTBA 3a 3aIlIUTa Ha CIIyXa.
P314 - IIpu Hepa3nonoxeHue NOThPCeTe MEIUIIMHCKH CHBET/IIOMOLII.
P391 - Cebepere paznaroto.
P405 - Ta ce cbxpaHsiBa MOJ KJIFOY.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 3a ChOMpaHe Ha ONMACHU WM CIICIHATHN
OTHagblH, B CbOTBETCTBHE C MECTHHUTE, PETHOHAIIHH, HALMOHAIHHU H/WJIA MEX/IyHAPOIHN
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BETPEIIHH OIAKOBKH, KOTaTo ChAbPKaHUeTo He IpeBumasa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Celecoxib - <100 Repr. 1B, H360D

STOT RE 2, H373
Aquatic Chronic 1, H410

3a meHuA Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITbpBa MOMOIIL TIPH BAHUIIBAaHE . Ja ce ocTaBM IIOCTpajaiys Ha YUCT BB3AyX. OCUrypeTe CBEX BB3IYX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Jla ce OTCTpaHH MakCHMAaJHO upe3 H30bpeBaHe (C 4MCTa M MeKa MOIMMBalia Kbprna). Jla ce u3mue
OOMITHO C BOJIa B KOSITO € IPUOABEH JIETEPTreHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3mmakuere ¢ BoJa, KaTO ABPXKUTE OUUTE HIHPOKO OTBOPEHH.

ITbpBa MOMOIIL TIPH MOTITbIAHE . Mznnaksere ycrara. CrienpaHo jekapcko HaGmmoneHne. Moxke 1a Gbzie mpenopbuaHo

TPOABIDKUTEITHO METUILTUHCKO HaOJII0/ICHHE.

4.2. Haii-chuecTBeHI OCTPH ¥ HACTHIIBALIIM CJIe/I U3BECTCH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/edextu : Bb3moxHH ca 3aKbcHENH edeKTH.

Cumnromu/eheKTr cie]] BAUIIBaHe . Henocrarbunm maHHH.

Cumnromu/eeKTd ciell KOHTaKT C Koxarta . Henocrarbunm maHHH.

Cumnromu/eeKTu ciesl KOHTAKT C OYUTE . Henocrarbunm maHHH.

Cumnromu/eheKTy ciel] MorabLIaHe : Cumnromute Morar J1a ObJaT 3aMaiiBaHus, I1aBOOOHE, raJicHe U 3aryda Ha KOOpJUHAIIHUSI.
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Celecoxib

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

IMoTbpceTe MeAMIMHCKU ChBET/IOMOLI. [Ty BE3MOKHOCT J1a Ce TIOKaKe HACTOALIMA JIMCT, a aKO HE € Ha Pa3IOoJIOKEHHE, [1a Ce MOKaKe ONaKOBKATa UM €TUKETa.
AxtuBarop. PapmarieBTHYEH MPOIYKT.

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap © Bmx maparpad 2.2.

I/IHCpr'KLII/II/I 3a racCHe Ha NoXapu . I[a C€ U3M0JI3BAT CPEACTBA, NOAXOAAIIHU 3a raCeHE Ha I10XKapHu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

OO0y Mepku : Jla ce u3bsrea npekusi KOHTAKT ¢ npoaykra. He BaumiBaiite
mpax/myIex/ras3/ ium/u3napeHus;/aepo3oiu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

ABapHifHH IITaHOBE : Jla ce n30srBa BCAKAaKBA M3JUIIHA eKCIIO3UIHS. J]a ce HoCH MOAXOAAINO IPea3Ho 00IeKIIo,
PPKaBHIM 1 3aIIUTHA CPEACTBA 32 OUNTE WIIN JINIIETO.

6.1.2. 3a IuuaTa, OTTOBOPHH 32 CHEIIHHU CJIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Meroau 3a moyricTBaHE : V6CI[CT6 C€, U€ OTIIaABIUTE Ca C'bﬁpaHI/I 1 C€ ChbXpaHABAT Ha CUTYPHO MSICTO. TTouncrere
CTapaTeIHoO. I[a CE€ U3MHUE HeannpaeMI/m OCTaThbK C PaSTBOp OT HaTPHUEB XUITOXJIOPHUT.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIOIBIHUTEITHH OMIACHOCTH O BpeMe Ha o0paboTka : Ha notpeGurens na ce 00bpHEe BHUMAHUE 32 PUCKOBETE, €BEHTYaIHO CBBP3aHH C U3I0JI3BAHETO Ha
HPOJIyKTa 3a JIPYTH LIeJH, PA3INIHH OT TE3H, 32 KOHTO € IPe[Ha3HAYCH.

IIpenmaszHu Mepku 3a 6e3omacHa padora : C marepuana TpsiOBa 1a ce paboTn BHEMaTeNHO. J{a ce M30srBa MpeKust KOHTAKT ¢ npoxykra. C
MaTepuana TpsioBa Ja ce paboTH 1o JlabopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.

XUTHCHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMSITA Ha 100paTa MPOMHUIILICHA XUTHEHa U IIPOLCTyPHTE 3a
6e30macHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3oOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bux nmaparpad 1.
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Celecoxib

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

3AEJI 8: KoHTpo.1 HA eKCIO3UNMATA/INYHH NPEeANa3HU CPecTBA

8.1. IlapameTpH Ha KOHTPOJX

8.1.1 HanMoHaIHU rPAaHUYHM CTOMHOCTH HA MPO(eCHOHAIHA eKCIO3UINS 1 GHOJOTHYHH IPAHHYHH CTOHHOCTH
Hsima Hain4Ha AOIBbIHUTENIHA HHPOPMALUL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsiMa HanuYHA TOIBIHUTENHA HHOPMAIHS

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsma Hain4yHa AOIBbIHUTEIHA HHPOPMALUL

8.1.4. DNEL u PNEC

Hsma HanmvHa JOMBIHUTENTHA HHOPMALUS

8.1.5. Perysiupane upe3s o6xsaru (control banding)

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

8.2. Kontpo. Ha ekcnio3umusiTa
8.2.1. Tloaxoasii TeEXHUYECKH KOHTPOJI

Hoaxoasimy TeXHHYECKH KOHTPOT:
Jla ce cpXpansBa B JoOpe NPOBETPUBO HoMelleH e, Jla ce 3MoN3yBa eAMHCTBEHO B CMyKaTelHa KabuHa ¢ uHTerpupad Gpuirsp. Bucokoedekrusen Gpuirsp 3a
gactuim (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu cpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasan ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obiekio. DIN EN 13034

3amuTa Ha pBIeTe:
XWUMUYecKn yCTOIYINBHY NpeAnasHu pekasunu. ISO 374-1

8.2.2.3. 3amuTa HA AUXATETHUTE MHTHIIA

3amuTa HA JUXaTeTHUTE NbTHINA:

OrtzensHe Ha mpax: mpotuBomnpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen nponykr : ArTHaepo3onHa Macka. Hocere muxarenen anmapar, ako cte
H3JI0)KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

8.2.3. KoHTpOJ1 Ha eKCIO3HIMSATA B OKOJIHATA Cpeaa

Hsima Hammana JOIBJIHUTECITHA PIH(bOpMaLII/IS[

3UYHM H XUMHYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHUTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperaTHo CBCTOsSIHUE

TBBpIO BEIIECTBO

st He e nanmmuno
BroHien sy Ipax.
Mupuc He e npunoxxumo.

I'panniaTa Ha MUpHUCa
Touka Ha TOTIEHE
Touka Ha 3aMpBb3BaHe
Touka Ha KUTICHE
3anamuMoct

He e nanmmuno
He e nanmnuno
He e nanmmuno
He e nanmmuno
He e nanmmuno
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Celecoxib

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

I'panuiy Ha €KCIIIO3UBHOCT . He e npunoxumo
JlonHa TpaHKIIa Ha eKCIUIO3UBHOCT . He e npunoxumo
I'opHa rpaHnna Ha eKCIIIO3UBHOCT . He e npunoxumo
Temmneparypa Ha pa3narane . He e npunoxumo
Temmeparypa Ha camo3ananBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e rammynO
pH : He e HanmuyHO
pH pastsop . He e nanuuno
Buckosurer, kuHeEMaTuueH : He e npunoxumo
PasrBopumocT : Boma:<0,1¢g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e nammuno
Kow)

Hansarane na mapure . He e nanuuno
Hansrane na mapure npu 50°C . He e nanuuno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactunure : He e Hanmu4HO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (U3HYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. Jpyru XapaKTepHuCTHKH 32 6e30ImacHoCT

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

TAa0MJIHOCT U PE€AKTUBHOCT

CraOuileH Ipu HOPMAJHH YCIOBHSL.

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

He e uszBectHO.

Hsma HanmuvHa HOMBIHUTETHA HHPOPMAIIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Paznen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIs OITaCHU HU3IIapEHUS.

PA3JIEJI 11: TokcukosiornyHa nHgopmMmanus

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BIMILIBAHE) . He ce xnmacudunmpa
KoposuBHocT/ipa3HeHe Ha Koxara : He ce xmacuduumpa
Cepro3HO yBpeKJaHe Ha OUHUTE/IpasHEeHE Ha OUNTE : He ce xacuduunpa
Cencnbunusanus Ha AMXaTEIHUTE MBTUIA Wik Koxkata . He ce kimacuduumpa
MyTareHHOCT Ha 3aPOJIMIIHATE KICTKU : He ce knmacuduumpa
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Celecoxib

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, m3menen ¢ Permament (EC) 2020/878

KamnreporeHoct . He ce xmacudunupa
TokcHYHOCT 3a PENpOTYKIHATA © Moxe na yBpenu mioja.
CTOO (crneunuvHa TOKCHYHOCT 32 OIPEICICHI : He ce xnacudunupa

OpraHu) — eJJHOKPATHA CKCIIO3ULIUS
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEICICHH : Mooxe fa NPUYMHHU yBPEX/aHE HA OPraHUTE HPU HPOJIbIDKUTEHA WM MOBTAPSAIIA CE CKCIIO3HIIML.
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHOCT npH BJMIIBAHE . He ce ximacuduumnpa

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 12: Exonnornyna uHpopmManus

Exonorust - 06110 : Omnacuu oTagbiy. Jla ce n3mon3yBaT MOAXOISIIN KOHTEHHEPH 32 OTIIAIHUTE MPOAYKTH.
OrmacHo 3a BoHaTa cpesia, KpaTKOCpoUuHa (0CcTpa) . He ce xmacudunmnpa
OmnacHo 3a BOAHATa cpesia, JBITOCPOYHa (XPOHHYHA) : CHIJIHO TOKCHYEH 33 BOIXHHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (OTl'I'd,I['LI.[PI) : I[a C€ U3XBBPIIH 110 0e30MaceH Ha4YMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH nim naeHTHUKANHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPIO, H.V K. SUBSTANCE, SOLID, N.O.S.
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Celecoxib

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

ADR

IMDG

IATA

Onucanne Ha TPAHCHOPTHHTE TOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A

UN 3077 ENVIRONMENTALLY HAZARDOUS

UN 3077 Environmentally hazardous substance,

OKOJIHATA CPEJIA, TBBPIO, HV. K., 9,11, (-) | SUBSTANCE, SOLID, N.O.S., 9, Ill, MARINE solid, n.o.s., 9, Il
POLLUTANT
14.3. Knac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe
9 9 9

14.4. OnakoBb4YHa rpyna

14.5. OmacHocTH 32 OKOJIHATA cpe/a

OmnacHo 3a OKoJIHaTa cpena: )Ia

OmacHo 3a okonHaTa cpena: Jla
Mopcku 3ambpeuten: Ha

OmnacHo 3a OKOJIHATa cpena. }Z[a

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CnienuaiHu mpeANna3Hu MEPKH 32 MOTPeOUTeTuTE

CyXonmbTeH TPAHCIOPT

Krnacudukannonen xox (ADR)

Creranau pasnopenou (ADR)
Orpannuenn komnuectsa (ADR)
Uswirouenn xomdectsa (ADR)
OmnakoBb4HH HHCTPYKIMHU (ADR)
CrelraiHu onakoBbYHH pasnopenou (ADR)
Cwmecenn onakoBku (ADR)

I/IHCprKI_II/II/I 3a IPEHOCUMH TUCTEPHU U KOHTeﬁHepH 3a

HacurHH ToBapH (ADR)

CrienuasiHy pasnopeaou OTHOCHO IIPEHOCHMH LIHCTEPHU

1 KOHTeliHepH 3a HacuHu ToBapH (ADR)
Konose 3a mucrepuau (ADR)

ITpeBo3HO CpeCTBO 3a MPEBO3 B IUCTEPHH
Tpaucnopraa kareropust (ADR)

Crerpaau pasnopenou 3a npeBosa - Onmakosku (ADR)

Crenmanau pasnopenom 3a npeso3 - Hacumao
cectostHEE (ADR)

Crenmaney pasnopeou 3a mpeBo3 - TOBapeHe,
pa3roBapBaHe u 00paboTka (ADR)

Vnentndukannoner HoMmep 3a omnacHocT (Kemnep No.)

OpamxeBHr Tabenn

Kon 3a tynennu orpannuenus (ADR)

Tpancnopr no mope

Crenmanau pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

Wzkirouenu konmmuectsa (IMDG)

OnakoBbynu uHCTpyKuuu (IMDG)
Crienmansu pasnopendu 3a onakosane (IMDG)
IBC onakopwsunu unctpykuuu (IMDG)

IBC cnieunanuu pasnopenou (IMDG)
Wucrpykunu 3a uucrepuu ( IMDG)

M7
. 274,335, 375, 601
. 5kg
El
P002, IBC08, LP02, RO01
PP12, B3
: MP10
. T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV

AT

3

: V13

. VC1,VC2
CVv13

90

90
3077

274, 335, 966, 967, 969
5kg

El

LP02, P002

PP12

IBC08

B3

BK1, BK2, BK3, T1
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Celecoxib

Nudopmanronen auct 3a 6€30macHOCT
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Creranau pasnopenou otHocHo mucrepau (IMDG) TP33
EmS-Ne (ITo>xap) F-A
EmS-Ne (Pa3nmuB) : S-F
Kateropust Ha ToBapere ( IMDG) A
Ckrnanupane u o6padotka (IMDG) SW23
Bb3aywmeH TpaHcnopT

PCA Uzkmouenn konuuectsa (IATA) El
PCA OrpanuveHn KOIMYECTBA IbTHUYECKU CAMOJIET 1 T Y956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJTHYECTBO 33 OrPaHUYCHO . 30kgG
KOJIMYECTBO MbTHUYECKH camoneT U kapro (IATA)

PCA UHcTpykimy 3a onakoBaHe MbTHUYECKH camoniet 1 © 956
kapro (IATA)

PCA MaxkcuMaiiHo HETHO KOJIHYECTBO IIbTHHYECKU : 400kg
camortet u kapro (IATA)

WncTpykuuu 3a onakoBane camo kapro (IATA) : 956
MakcuManHO HeTHO KoirndecTBo camo kapro (IATA) . 400kg
Creransiu pasnopentou (IATA) 1 A97, Al158, A179, A197, A215
ERG xox (IATA) D 9L

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHME ChIVIACHO HHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3IEJI 15: UH¢dopManusi OTHOCHO HOPMATHBHATA ypenoda

15.1. Cneunduynu 3a BeHIECTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOJATEeJCTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [Tpunoxernne XVII ra REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B ITpunoxenne XIV ra REACH (Crimchk Ha BemiecTBara 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaar-seiiectsa (SVHC)

He ¢urypupa B cimcpka Ha REACH ¢ kananaar-Bemectsa

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

Henpunosxumo.

Persament orHocHo YO3 (EC 2019/1021, YcroiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTsa, KOUTO HapymraBaT o30H0BHs cioii (Permament EO 1005/2009): Celecoxib

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a mpemnaraneto Ha ma3apa u ynotpebara Ha
IIPeKypCOPH Ha B3pUBHU BEIIECTBA)

PeriiameHT 0THOCHO MpeKypcopHTe Ha HapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTBa (Pernmament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJICIIeHH BEIECTBA, U3MONI3BaHU 3a HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MITH TICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaHu pa3nopendu
Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS
15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsma HanmuHa JOMbIHUTENTHA UHOPMAIIUS
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JIEJI 16: /Ipyra nndopmanus

HWnankanus 3a NpoMeHu:

Knacmbnunpaﬂc Ha BEIICCTBOTO UJIA CMECTA.

II'bnen Texer Ha H- u EUH-npenynpesxkaeHusiTa 3a OIaCHOCT:

Agquatic Chronic 1 OracHo 3a BOAHATA Cpela — XPOHMYHA OMACHOCT, Kateropust 1

H360D Moxe 1a yBpenu mioja.

H373 Mosxe 1a MPUYUHH YBPEKJaHE Ha OPTaHUTE IPH MPOABIDKUTENIHA WM IOBTAPSILA CE eKCIIO3HIHS.
H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHH3MH, C JBJITOTPACH eEKT.

Repr. 1B Tokcu4HOCT 32 penpoaykiusiTa, Kareropus 1B

STOTRE 2 Creru¢puaHa TOKCHYHOCT 32 ONpe/IeIeHN OpTraHy — IOBTapsIia ce excrosumus, Kareropus 2

Wuopmarmonen nuct 3a 6e3onacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH et 3a 6e3011acHOCT, € ToTydeHa OT H3TOYHHIM, KOUTO CMsATaMe 3a

HaOCKTHU. anpekn TOBa, I/IHd)OpMaLII/I}ITa C€ npeaocTaBs 0e3 HUKaKBa rapannus, u3puyHa uin nonpa36npama C€, OTHOCHO HelHaTa KOPEKTHOCT
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