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Huepounvia éxdoong: 03/04/2023  exdoyr: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog © Meiypa
Eumnopikni ovopacio : Ibuprofen impurity B CRS
Kwducde mpoidvrog : 201601020

1.2. Zuvageig mpocdloplopEVES P GELS TS 0VGILAG 1) TOV UEIYIATOS KU OVTEVOELKVUOILEVES Y PHGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiog 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

EvpAekta vypd, kotnyopia 2 H225
Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302
O&ela to&kotTa (514 Tov déppatog), kotnyopia 4 H312
Oé&ela to&kodTTaL (e10TvON|:oKOVN,oTaryovidie) Katnyopia 4 H332
ZoPapn opborpkn PAAPN/o@OaApdg epebiopde, Kotnyopia 2 H319

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOpuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPLBailov

ATOQa0N PEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionuéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHS02 GHSO07
Ipogworomtikn AéEn (CLP) : Kivdvvog
Ankaoeig emucivdvvotntog (CLP) 1 H225 - Yypo kat atpoi moid edgAekra.
H302+H312+H332 - EmPlapég oe mepintmon Katdmoong, 68 EaQ LE TO dEPUA 1 O TEPINTOOT
ELOTIVOT|G.
H319 - Ipokaiei coPfapd o@Oaipcd epebiopd.
Anhaoeig tpoedraing (CLP) : P261 - Anogebyete va AVOTVEETE OTUOVG.
P280 - Na popdte TpooTateutikd yavTio.
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN gav
acBavOeite adobeaio.

Zhpavon cOUPoV pe: eEapeitol 1 E6MTEPIKT GLOKELAGIA, TO TEPLEYOLEV TNG oTtoiag dev vepPaivovy to 10ml

Agv ararteiton ofpavon

2.3. AMLot Kivovvor

Aev mepiéyet ovaieg PBT/VPVB > 0,1%, ot omoigg £xovv a&loroynbel cdppova pe to Mapdptnpae XIII tov Kavoviepod REACH

To piypo dev mepitéyel ovoio(eg) Tov TEPLAUPAVETAL GTOV KATAAOYO OV KotapTileTar oOppmva pe To apbpo 59 mapdypapog 1 tov kavoviopod REACH yia tig
1O TEG EVOOKPIVIKNG droTapayng M dev avaryvopiletar 0Tt £xel WLOTNTEG EVOOKPIVIKNG SL0TAPOYNG CULPOVA LLE TO KPLTiipia Tov opilovtotl 6Tov Kot
g€ovolodoton Kavoviopod g Emtponnic (EE) 2017/2100 1) tov Kavoviepo g Emtponnig (EE) 2018/605, oe cuykévipwon ion 1 peyaivtepn and 0,1%

TMHMA 3: Z0v0eon/ainpo@opies Yo To 6VOTUTIKA

3.1. Ovoigg

Agv 1oy0gt

3.2. Meiypota

Ovopa AvVayvopeTIKOS KOdwkég | % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

axetovitpilio apbpog CAS: 75-05-8 <100 Flam. Lig. 2, H225
Kwd.-EE: 200-835-2 Acute Tox. 4 (A4 g etonvong), H332
No. kataAidyov: 608-001-00-3 (ATE=11 mg/l/4h)

Acute Tox. 4 (A1 Tov déppotog), H312
(ATE=1100 mg/kg copatikod Bapovc)
Acute Tox. 4 (An6 tov otopatog), H302
(ATE=500 mg/kg copatikod Bapovg)
Eye Irrit. 2, H319

IBUPROFEN IMPURITY B - <0,1 Acute Tox. 4 (And tov otopatog), H302
(ATE=500 mg/kg copatikod Bapovg)
Eye Irrit. 2, H319

STOT SE 3, H335

IMAnpeg keipevo tov dnrdocewmv H kon EUH: BAéne tufipa 16

TMHMA 4: Métpa apdTov fonbsiov

4.1. Meprypoon péETpov IpAOTOVY fonderdy

Métpa tpdTev Pondeidv petd omd silomvon : Bydhte tov maBovra otov kabapd aépa. Aenote 10 GTopo mov TpocPAndnke va avanvedoet kabapd
aépol.

Métpa tpmdTev Bonbdeidv pHetd and enaen He To dEppo . KoBapiote ™ peyoivtepn duvorh moodtnto okovrilovtdg m (kabopd kot paiokd amoppoentikd
novi). ITAovte pe dpbovo vepd/....

Métpa npdtav Bonbeidv pnetd and exapn pe o paTio . Hemhovete pe vepd kpatdvtag ta BAEQapa Kakd avorytd.

Métpa TpdTev Pondeidv petd omd katdmoon . Hemhbvete 10 oTOUO.

4.2. TNpovTIKOTEPO COUTTONATO. KOL EMOPAGELS, AUEGES 1] HETAYEVECTEPES

ZOUTTOHOTO/ETOPACELS LETA AT E1GTVON © Avemopkn dedopéva.
ZOUTTOUOTO/EMOPACELS LETE OO ETOPT| LE TO FEPULOL . Avenopkn dedopéva.
ZOUTTOUOTO/ EMOPAGELS LETE OO EXAPT PE TOL LATIOL . Avenopkn dedopéva.

4.3."Evd&1&n 0mo1aooMmoTe 0morToOUEVIG GUEGTG LOTPIKNG PPOVTISUG Kot £101KIG Ogpamsiag

Yvpfovievdeite/Emorebeite yiotpd. Edv eivan duvatd dei&te avtd to pOAA0 aceareiog, Kt av OxL, dgi&te T cuoKevAGio 1) TNV ETIKETA.
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

TMHMA 5: Métpa Y10, TNV KOTOTOAEUN O] TNG TVPKAYLAG

KatdAinia péca mopdoPeong : KovBépta mupocPeong.

Kivdvvog mopkayidg : BAéme tunpa 2.2.

Métpa Y10 TV KOTATOAEUNON TNG TUPKOYLG : Xpnowonowmote péca katdoPeong KatdAAnia yio v neptPdAiiovca TupKayid.

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa : Amo@uyete TV GpECT EMOPN U TO TPOIOV. MV avamvéete
oKkovn/avadopdosis/aéplo/otayovidia/ oTHoNy/ EKVEPOLATA.

6.1.1. I'a TPoc®MIKS GALO 076 TO TPOCOMTIKO EKTUKTNG UVAYKIG

Agv vapyovv emmAEOV TANPOQOPieg

6.1.2. I GTopa mov TPooPEpovy TPAOTES Por)Osreg

Agv vdpyovv emmAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQYOPiEg

Mébodot kabapiopon 1 Ziyovpéyte, 0T Ta. amoppipota Oo mepicuAeyoUV kot Oo amobnkevtovv aceaAés. Kabapiote
TPOGEKTIKA.

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: Xeip

Emm\éov kivduvol katd v eneepyocio . Egiotaron emiong n mpocoyn Tov xpnotn 6Toug mhovoig Kivdhvoug Tov EVOTTAPXOVY GTNV TEPINTOOT
OV TO TPOTOV Ypnoorom el pe TpdTo oL opileTal amd TIG KATUCKEVAGTIKES TPOSIOLY PAPES.

TIpo@ura&els yio ac@ain yeipiopd : XpnoonomaoTte o TPoidv pe TPocoyn). ATOPUYETE TNV AUECT) ETUPT| UE TO TPOIOV.

Métpa vytewvng : Xpnomn tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadkacieg acQoieiog.

Teyvucd pétpa : Zoppopeobeite [ie TOVG 16YDOVTESG KOVOVIGHOVG.
Zovonkeg @OAAENG . Ovldooetat KAEWOUEVO.

BAéme tunpa 1.

TMHMA 8: ‘EAeyyocg tg ékBeonc/atopikn Tpoctocia

8.1.1 EOvikég oprokis Tipég emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Aev vdpyovv emmaAéov TANPOQOpieg
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

8.1.2. Zuvictdpeves drudikociss TapakorovOneong

Aev vdpyovv emmAéov TANPOQOpieg

8.1.3. Zynpatilovrar otoycio pHTaveng Tov aépa

Agv vrtdpyovv emmAéov TANpopopieg

8.1.4. DNEL xon PNEC

Aev vdpyovv emmaAéov TANPOQOpieg

8.1.5. Ileproyés eréyyon

Agv vrtdpyovv emmAéov TANpopopieg

8.2."Eleyyor £k0eong

8.2.1. Katdhinhot pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og KoAd e&aeplopevo ydpo. XpnoonoLEite AToKAEIGTIKG 6€ KAEIGTN Y04V Le EVOOUOTOUEVO GiATpo. DIATPO 0EPOCHOUOTISIOV VYNANG
amoteiecpatikotrog (HEPA filter).

8.2.2. ATOpKOG TPOOTATEVTIKOG EEOTIIONOG
8.2.2.1. IIpooTacio TOV HATIAV KUl TOV TPOCATOV

Mpooctacio 0@pOan®V:
Ipoctatevtikd yooiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

IIpoctacia Tov déppartog:
Xpnowonoteiote Tpootatevtikd pouylopo yio ynpkd. DIN EN 13034

[pooctucio TOV yePLOV:
Ipoctotevtikd yavtie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0d®V

IIpoctucio TOV AVETVEVGTIKOV 00AV:
Ye nepintoon amekevdipmong okovng : pnaokes pe eiktpo yio okoves P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpoidpatog. Popdate avamvenoTikn
GLGKELT O€ TEPINTOON £kBeoNG 6€ aTHODG/GKOVES/ 0EPOADLLALTOL

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmAéov TANPOQOpieg

8.2.3. Oprobétnon kor wapokorovOnon g neppaiiovroroyikig £k0eong o€ Kivovvo

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 9: ®voikég Ko ynIKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Dok KotdoToom T Yypo

APDLLOL © Mn dwbéorpo
Oopn o BMéme tunqua 2, 4.2, 8. Aev woydel
Op1o oopng © Mn dwbéorpo
Enpeio téewg © Mn dwbéorpo
Inueio m&emg © Mn Swbéorpo
Znueio Ppoacpov : Mn Swbéorpo
Evpiextomta © Mn Swbéorpo
Opta ktvdvvov ekpri&emg © Mn dwbéopo
Xapnhotepo 6pto £kpnéng © Mn Swbéorpo
Avdtoto 0plo expnépotrog © Mn Swbéorpo
Inueio avaeieng © Mn Swbéorpo
Ogppokpacio avtavaereéng © Mn dwbéopo
Bgppokpacio arocvuvieong © Mn dwbéopo
pH : Mn Swbéorpo
1EDSEG, KvepaTkog (1) © Mn Swbéorpo
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

AwdvtomTa : Mn dwbéoo
ZVUVTELEOTNG KATOVOUNG O pely e N-0KTavOANng/vepoD : Mn Swbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpov ot Beppokpacio 50°C : Mn Swbéoo
IMukvotnto : Mn Swbéoo
ZyeTikn TokvoTnTOL : Mn dwbéoo
ZyeTikn TokvoTNTa aTUAV 6ToLG 20°C : Mn Swbéoo
XapokTnplotiké copatidiov : Aevioydet

9.2.1. Iinpo@opieg 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL
Aev vdpyovv emmAéov TANPOQOpieg
9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Agv vdpyovv emmAEOV TANPOYOPiES

Kopia og kavovikn ypnon. BAéme tpuipa 7.

Ortov Oeppaivetar LEXPL TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&elo to&kodmTaL (0d GTOHATOS)
Oé&ela to&coTa (Seppatikn)
O&ela to&koTTaL (avaTvon)

. EmPrapés oe mepintmon katdmoong.
. EmPraPés oe emopn pe to déppa.
. EmPrapés oe mepintmon eionvong.

Ibuprofen impurity B CRS

ATE CLP (Am6 00 6TOATOC)

500 mg/kg cwpatikod Bépovg

ATE CLP (Au tov déppatoq)

1100 mg/kg copatikod Bapovg

ATE CLP (Zxévn/ctayovidia)

1,5 mg/l/4h

AGBpmon kot epediopdg Tov dEppatog

: Mn ta&wopnuévog

axetovirpilio (75-05-8)

pH

6,5 7,5 at 50g/l (20°C)

ZoPapn opOoiukn PAGPN/ epediopog

. IIpokodei coPapd opOuruikd epebiopd.
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

pH 6,5— 7,5 at 50g/1 (20°C)
EvaisOnronoinon tov avamvevotikol 1 © Mn ta&wounuévog (EAeytaticd dedopévor)
gvaucOnTomoinet Tov dEPUTOG
MetoAhogryéveon YEVWINTIKAOV KOTTEPOV : Mn ta&wopnpévog (EAkeloticd dedopéver)
Kapkwoyéveon : Mn ta&wopnpévog (EArelaticd dedopévar)
To&wotTa Y10 TV avamopayoyn : Mn ta&wopnuévog (Ileportépm minpogopies: O&eia ToSucdTn o)
Edum to&odmra ota dpyava-otdyovg (STOT) — : Mn ta&wopnuévog
epanas ékbeon

Ewu to&ucomta ota 6pyava-ctoyovs (STOT) — epdnas | Mmopel va mpokodécetl epeioid g avamveLoTIKNG 0500.

£xfeon
Edum to&odmra ota opyava-otdyovg (STOT) — : Mn ta&wopnuévog
emaveknupévn xbeon
Enrucvéuvomta avappoenong : Mn ta&wopnpévog

Agv vdpyovv emmAEOV TANPOQEOPiEg

TMHMA 12: OwoAoyikéc mANpoQopies

Owoloyia - yevikd . Emuivdvva andpinta. Xpnoponoteite katdAinia doxeio omdppymge.
Emcivévvo ya to vddrtvo mepipdirov, Bpayvnpdbecpog @ Mn to&vounuévog

(080g)

Emcivévvo ya to vddrtvo mepipdirov, poxponpddecpog @ Mn togvounuévog

(xpdviog)

Agev vdpyovv emmAEoV TANPOQOPieg

TUVTEAEGTNG KATAVOUNG O€ ety n-0KTavOAnc/vepoD -0,34
(Log Pow)

Agev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 6/9



Ibuprofen impurity B CRS
Agehtio Aedopévav Acpaleiog

cvppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 13: Xtoyyeio oyetikd pe tn ovadeon

13.1. M£0odor enetepyacios amofiiTov

Tomucn vopobeoio (amdPfAnta) . Kataotpéyte pe ao@ain tpémo GOUEOVO e TOVG TOTKOVS £0VIKODG KAVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YeTIKA PE TN HETAPOPT.

Toppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog
UN 1648 ‘ UN 1648 ‘ UN 1648

14.2. Oweio ovopacia arostomig OHE
AKETONITPIAIO ‘ ACETONITRILE ‘ Acetonitrile

Ieprypaei eyypapov petopopdg
UN 1648 AKETONITPIAIO, 3, 11, (D/E) ‘ UN 1648 ACETONITRILE, 3, Il (2°C c.c.) ‘ UN 1648 Acetonitrile, 3, 1l

14.3. TaEn/-e1g KtvdOvov KaTa TN PHETAPOPE

3 3 3

14.4. Opdada ocvokevaciog
1 1 1

14.5. Mlgprfarrovtikny emKivovvéTNTO

Emcivduvo yia to mepifdiiov: Oy Emwcivduvo yia to mepidiiov: Oyt Emucivduvo yia to mepipdidov: Oyt
MoAvopatikog Topdyovtag yio To VOGTIVO
nepBdAiov: Oyt

Aev vdpyovv emmiéov Srabiocies TAnpoopisg

14.6. Exdwkéc TPpo@UAAGEELS Y10 TOV PN oTY

Eriysio petagopd

Kodwog ta&wvopnons (ADR) T F1
[eplopiopéveg tocdTeg (ADR) |
E&mpovpeves mocdtnteg (ADR) © E2
Odnyieg ovokevaciog (ADR) : P001, IBC02, ROO1
Awtaéerg pektig ovokevaoies (ADR) : MP19
Odnyieg yio opntég delapevég kon gpmopgvpotokiBotie : T7
x0onv (ADR)

Ewdwég drataéers yio popntég deapevés Kot : TP2
gumopevpatokiPatia yudnv (ADR)

Koducog de&apevic (ADR) . LGBF
Oynua yo petaopd deEapevig : FL
Kamyopia petagpopds (ADR) c 2

Ewdwég dataéels yio tn petapopd - Agttovpyio (ADR) @S2, S20
ApBv avayvodpiong kwvdvvou (Képrep Apop.) :
Ioptokoi dickot

Kodwos nepropiopdv yio onpayyes (ADR) . DIE
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepndo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

peTaQOpa péce Baraoong

[epropiopéveg mooodtnteg (IMDG) 1L

E&ampovpeves mocdmteg (IMDG) : E2

Odnyieg ovokevaciog (IMDG) : POO1

Odnyieg cvokevaciog eunopevpotokiPotiov-deéapuevov : IBCO2

(kddwkag IMDG)

Odnyieg yio de&apevéc (IMDG) D T7

Ewdwcég datagers v de€apevég (IMDG) © TP2

ApBpog EmS (ITvprayid) © F-E

ApBuoc EmS (Awppon) . S-D

Kotnyopieg poptiov (IMDG) B

Enpeio avapreéng (IMDG) : 2°Cc.c.

[8161teg kot apatnpoels (IMDG) : Colourless, volatile liquid. Flashpoint: 2°C c.c. Explosive limits: 3% to 16% Miscible with
water.When involved in a fire, evolves toxic cyanide fumes. Harmful if swallowed, by skin contact or
by inhalation.

0Odnydg mopoyng Tpdtov onbdedv oe mepintmon © 127

ATVYNUATOV TTOV 0PEILOVTOL GE ETKIVOLVE EUTOPEDUOTOL

Evoépra petagopd

PCA E&apovpeveg mooomreg (IATA) : E2
PCA Tlepropiopéveg mocotteg (IATA) 1 Y341
KoBapn péylom mocdmta yuo tepopiopévn tocoéta © 1L

EMTPETOLEVT] Y10 EXPOATYE AEPOCKAPT KOl Y10
aepookden petapopds poptiov (IATA)
Odnyieg ovokevaciog yo emPotnyd aepookaen (IATA) : 353

KoBapn péyiom mocdta yio emPotnyd aeposkaen © 5L
Ko Yo 0gpookden petapopds eoptiov (IATA)

Odnyieg cuokevasiog HOVO Yo AEPOCKAPT LETOPOPES : 364
poptiov (IATA)

Méyiom mocOTNTO. LETAPOPAS OTOKAELGTIKG AT © 60L
aepookden petapopds poptiov (IATA)

Kwdwog ERG (IATA) © 3L

14.7. O@alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOsoio 6yeTIKG pe THY 06QaLED, TNV VYEIX KOl TO TEPLPALLOV Y10 TNV 0VGi 1] TO pEiypa
15.1.1. kavovicpoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropicpov)

Aev mepiéyet kapio ovoio(eg) mov meprapfavetayovrar) oto Iapdaptnpa XVII tov REACH (TIpodmobéceis meplopiopov)
Hapaptnpa XIV 100 REACH (Katdroyog 00£1060Tn61G)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetaiovrat) oto MHapdaptnua XIV tov REACH (Katdloyog ade10d0tnong)
Kataroyos vroynorov ovetdv REACH (SVHC)

Aev mepiéyet kapio ovsio(eg) mov mephapfdvetayovtat) 6tov Katdrioyo vroynemv ovsidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny ovvaiveon petd amd evnpépmon)

Aev epappodletart.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappoletor.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepiéyet kopia ovsio(eg) mov meplapfavetaiovtat) otov KatdAloyo ovstdv mov e&acbevifovy To 6lov (Kavoviopodg EE 1005/2009 oyetikd pe Tig ovoieg mov
e&acBeviCovv ™ oTidda Tov 6lovtog)
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Ibuprofen impurity B CRS
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoai(ovrat) 6Tov Katdhoyo mpddpopmv ovctdv ekpnktikdv (Kavoviepog EE 2019/1148 oyetikd pe v epmopio Kot
™ XPpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopég nepi mpédpopwv overav vapkotikdy (EK 273/2004)

Agv mepiéyet ovsia(eg) mov meplapPaveTa(oviot) 6Tov Katdrloyo Tpddpopmy ovotdv vapkeTikdv (Kavoviopog EK 273/2004 oyetikd pe tig tpddpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&ordynon ynpuiknig ac@aretog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTONOTOC)

Acute Tox. 4 (A4 g Oé&ela to&ucota (14 g elomvong), Kotnyopio 4

£LOTTVOTIC)

Acute Tox. 4 (A4 Tov Oé&eia to&ucomra (814 Tov d€ppatog), kotnyopio 4

déppatog)

Eye Irrit. 2 YoPapn opOoipkn PAPn/oeBaipikdg epediopdg, katnyopio 2
Flam. Lig. 2 Evghexto vypd, katnyopio 2

H225 Yypo kot atpoi modd gdprekta.

H302 EmPrapés oe mepintmon katdmoons.

H312 EmPrapés oe emopn pe To déppa.

H319 TpokoAei coPfapd o@OaAcd epebiopd.

H332 EmPrapés oe mepintmon giomvongs.

H335 Mmopei vo TpokaAEceL EpEBIOUO TG AVATVEVGTIKNAG 080V
STOT SE 3 Ewum to&ikdmra og 6pyava-ctdyovs votepa and pio epdnas kbeom, katnyopia 3, pediopdg ™G OVOTVELGTIKNG 0500

Katnyopromoinon ko 1p@T6Koriio Y10 TNV KOTIYOPLOTOINGT] TOV PIYRATOV 6Opu@@va pe Tov kavoviepo (EK) 1272/2008 [TEX]:

Flam. Lig. 2 H225
Acute Tox. 4 (And tov H302
GTOLATOC)

Acute Tox. 4 (A4 Tov H312
d¢ppatog)

Acute Tox. 4 H332
(Ewomvon:okévn,opiyin)

Eye Irrit. 2 H319

Aghtio Agdopévav Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd To AT TPoépyovTal 0md TNYES TIg omoieg Oewpovpe aiomiotes. [Topdrha avtd, divovtot
XOPIG Kopio yydmon, pnTn 1 appnTn, Yo Ty akpifeld tovg.
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