AgATio dedopévwv ac@alAgiag ZeNida: 1/8

GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gfg)‘gr‘]’ggf O

Ap1Bu6g ékdoong 1.0
TMHMA 1: MNMpoodiopIcuOG oUTiag/HEiYHOTOG Kal TAIpEiag/
EmXeipnong
* 1.1 AvayvwpIoTIKOG KWBIKOG TTPoiovTog

* Ovopaoia Tou TpoidvTog oTo eutropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

- Ap1Bp6g Trpoidvrog: 104759
* Ap1Bu6g CAS:
77538-19-3
* 1.2 Zuvageig TpoodiopI{OpEVEG XPNOEIG TNG OUCIAG | TOU MEIYHATOG KOl AVTEVOEIKVUOUEVEG
XPNoEIg
Agv uttdpyouv AAAeg BI0BECIUEG OXETIKEG TTANPOYPOPIEG.
* XpAon Tou UAIKOU / TOU MEIYHATOG
Mp6oBeTo MECO VIO KOAAUVTIKG 1| QAPUAKEUTIKA TTAPOACKEUACHATA

1.3 ZToixeia Tou TTponBeuTh TOu SeATiou Sedopévwv ao@aleiag
* Napaywyog/Tpoun0euTAG:

Fagron Hellas ABEE

12km N.R. Trikala-Larisa

Trikala - Greece

PC42100 - PO BOX:32

www.fagron.gr

* Mapoxn TAnpo@opiwyv:
Tel.: 0030 24310 83633-5
Fax.: 0030 24310 83615
1.4 Ap1O6G TNAEQWVOU gTTEiyoUCAG AVAYKNG:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévrpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG

* 2.1 Ta§ivéunon Tng ouciag ) ToU PEiYHATOG
* Ta§ivopnon cUp@wva pe Tov kavoviouoé (EK) api. 1272/2008
H ouacia dev Tagivoueital, cUu@wva pe Tov kavovioud CLP.

2.2 TTOoIXEiO ETIKETAG
* Emiopavon ocopwva pe Tov kKavoviouo (EK) api8. 1272/2008 exritrrel
- ElIkovoypdppata KIVOUVOU EKTTITITEI
* Mpo&1doTroInTiKn AEgN eKTTITITEI
- AnAwoeig ETIKIVOUVOTNTAG EKTTITITEI
2.3 AAAoi kivduvol
- AtroteAéopara Tng agiohéynong ABT kai aAaB
* ABT: Mn xpnoIJOTIOINCINO
* AAaB: Mn xpnoipoTtroifaiyo
GR
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GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’ggf o

Ap1Buog ékdoong 1.0

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela atré T ogAida 1)

TMHMA 3: 20vBeon/TrTAnpo@Yopieg yia T CUCTATIKA

3.1 Oucigg

- Ap18. CAS, 6voua
CAS: 77538-19-3 Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

TMHMA 4: MéTpa TpwTWwV Bonbsiwv

* 4.1 Nepiypa@n METPWYV TTPWTWYV Bonbeiwv
* Tevikég 0dnyieg: Agv attaitouvTal €1I0IKA PETPQ.
* MeTd amd g1o0mrvon: ATTapaitnTog 0 KaBapdg aépag, oE TTEPITITWON EVOXANOEWVY KOAEDTE yIaTpo.
* Merd amwd eTa@n pe 1o dépua:
=emAuBEeiTe apéowg pe vepd Kal oatrouvi Kal TTOAU KOAS EETTAUpA.
> TTepITTwaon ouvexIgouevou epeBiouol TTIOKEUBEITE yIaTPO.
* META aTTé €TAPN ME TA PATIA:
Na TTAUVETE Ta PATIO KATW aTTO TPEXOUUEVO VEPO APKETH WPA Kal avoIXTd Ta BAEpapa. Av cuveyiovtal
01 eVOXAROoE€Ig ouPPBouAeuTEITE TOV YIATPO.
* META a1Té KATdTTOON:
Na EeTTAUVETE TO OTOPA KAI VO TTIEITE KATOTTIV APKETO VEPO.
Edv diapkouv o1 evoxAoeIig cUUBOUAEUTEITE yIaTPO.
* 4.2 INUAVTIKOTEPO CUMTITWHATA Kl ETTIOPACEIS, AUECES | METAYEVEOTEPES
Agv d1aTiBevtal GANEG OXETIKEG TTANPOPOPIEG.
* 4.3 'EvdeIgn omolaoSATTOTE ATTAITOUMEVNG AMECNG IATPIKAG PPOVTIdAG Kal €1I0IKAG BepaTtreiag
Agv diaTiBevtal AANEG OXETIKEG TTANPOPOPIEG.

TMHMA 5: MéTpa yia TNV KATATTOAEUNON TG TTUPKAYIAG

5.1 NupooBeoTikd péca
* KatdAAnAa TupooBeoTIKA péoa.
ekTivagn vepou uwnAng Trieong
TTUPOORETTIKA OKOVN
appog
: 5.2 E181K0i Kivduvol TTou TTpOoKUTITOUV a1rd TNV ousia I TO PEiypa
2 € TTEPITITWON UTTEPBEPUAVOEWG 1] TTUPKAIAG UTTOPEI va avaTTTuxBouv TogIKa aépia.
5.3 ZuoTdoE€Ig YIO TOUG TTUPOOREOCTEG
* EI31KOG TTpOoOTATEUTIKOG £EOTTAIONOG: Agv atrairoUvTal IBIaiTEpa JETPA.

TMHMA 6: MéTpa o€ TTePITITWON aKoUolag EKAuong

* 6.1 MPooWTTIKEG TTPOPUAAEEIG, TTPOCTATEUTIKOG £§OTTAICOG Kal B1adIKATIEG EKTAKTNG AVAYKNG
dpovTioTE YIa ETTAPKI AEPIOUO.
* 6.2 NepiBaAAovTikéG TTpOoQUAdSeIg:
Mnv 1o ad€eIdleTe OTNV OTTOXETEUON KAl ETTIQAVEIEG UBATWYV. Agv TTPETTEl va DIEIodUOEl OTA yiIva vepd.
* 6.3 M€00d0o1 kKal UAIKG yIa TTEPIOPIOHO Kal KABapIouo: ZUAAEYOVTaI UNXAVIKA.
* 6.4 NMapatrou ) o€ AAAQ THARHATA
MAnpoopieg yia Tov aiyoupo XeIpIopd BAETTE KeE@AAaIO 7.
MAnpo@opieg yia TOV ATOUIKG TTPOCTATEUTIKO £E0TTAIOUS BpeiTe aTO KEPAAQIO 8.
(ouvéxela otn oglida 3)
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2eNida: 3/8

Huepounvia ektimmwong: 08.02.2024
AvaBewpnon: 08.02.2024
Ap1Buog ékdoong 1.0

AgATio dedopévwv ac@alAgiag
oUpewva pe To 1907/2006/EK, ApBpo 31

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela atod T oghida 2)

MAnpo@opieg yia TNV evatmoBETnan PAETTE kepaAaio 13.

TMHMA 7: Xeipion6g Kal atrofRKeuon

- 7.1 NMpo@uAdéeig yia ac@aln Xeipiopd
®povTioTe yia Tov KOAS £§aepioud/aTToppdPnon Tou aEPa OTO TOTTO EPYOCIAG.
- Odnyigg y1a TovV TPOTTO TTPOOTACING KATA TNG TTUPKAiGG Kol €Kpnéng:
Aev aTraiteital Ayn €1I8IKWY PETPWV.

* 7.2 TuvBnikeg ac@alolg @UAagNg, oupTrEpIAauBavopévwy TUXOV ACUHBATOTATWY
- ATTo0iKkeuonN:
- ATTaITAO €16 Y1a TOUG XWpoug atroBikeuong Kal Toug Trepiékteg Kapia €101kr agiwan.
- Yrodeigelg ouvatroBnkeuong: dev amaiteital
‘MepaiTépw dnAwoeig yia Toug 6poug atroBikeuong:

Na atmmoBnkeUeTal 0TI KOAG KAEIOPEVEG HOPPES TOU, GE DPOTEPO Kal ENPd HEPOG.
- 7.3 E181IkA TeAIKA XpAon | XpNoeig Aev gival d1aB£a1ueg GAAEG OXETIKEG TTANPOYPOPIEG.

TMHMA 8: 'EAeyX0G TnG €KOEONG/ATOMIKN TTPOCTACIA

: 8.1 NMapdueTpol eAéyxou

* ZUOTOTIKA OTOIXEIO Y€ OPOBETIKEG TINEG APOPOUTES TOV TOTTO £PYACTiag KAl TTOU OQEiAOUV va
€mITNPOUVTAIL:
Agv utrdpxel.

* ZUPTTANpwHATIKEG UTTOdEi§EIG:
>av Baon xpnaoigotroiénkav ol 1I0XUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyr).

- 8.2 "EAgyxoI ékBeong
* KardAAnAoil pnxavikoi éAeyxol Kapia GAAn auaTaon, BAETTE Ke@AAalo 7.
* MéTpa aTOHIKAG TTPOCTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG EEOTTAICHOG
: Fevikd pETPO TTPOCTACIAG KO UYIEIVAG:
Mpoooxn aTa UTTOAOITTA TTPOCTATEUTIKA HETPA OGOV APOPA TO XEIPIOUO XNUIKWYV TTPOIOVTWV.
* MpooTaCia TWV AVATIVEUCTIKWY 08wV
®iATpo P1
>uvioTarai n XpAon TTPOCTATEUTIKAG HAOKAG.
‘ MpooTacia Twv Xepiwv

MpooTaTEUTIKA YAVTIQ.

To UAIKO Twv yavTiwv Ba TTpETTEl va gival un SIaTrepaTd Kal avOeKTIKG £vavTi TOU TTPOIOVTOG / TOU UAIKOU
/ TOU TTAPACKEUACUATOG.
ASyw un TpaypaToTToinong doKIuwy &gV PTTOPEi va TTPOoTaBEl Kavéva UAIKO yavTIwY YIa TO TTPOIdV / TO
TTAPACKEUACUA / TO XNMIKO HEiyHa.
EmA£ETE TO UAIKO TOU yavTiou AapfdavovTag utr' dyn Toug Xpovoug diEAeuang, To Babud
d1aTTEPATOTNTAS KAl TNV UTToRA6uIoN.

* YAIKO yavTiwv
H emAoyn Tou KatdAAnAou yavTiou dev e€apTdTal pévov atod 1o UAIKG, aAAG Kail Ta ETTITTAEOV

XOAPAKTNPIOTIKA TTOIOTNTAG, TA OTToia SIAPEPOUV avAAOya E TOV KOTAOKEUAOTH).
(ouvéxela atn oghida 4)
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AvaBewpnon: 08.02.2024
Ap1Buog ékdoong 1.0

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

* Xpovog Sigioduong Tou UAIKOU yavTiwy

(ouvéxela atod Tn oghida 3)

O akpIBAG xpovog dIEAEUONG AVAKOIVWVETAI ATTO TOV KOTAOKEUAOTH TWV TTPOCTATEUTIKWY YAVTIWV KAl

Ba TTPETTEl VA TRPEITAI TTAVTOTE.
* MpooTacia TWV HATIWYV / TOU TIPOCWTTOU

MpooTaTEUTIKA YUOAIQ OTTOAUTWGS EQAPUOOTA.

‘ MpooTacia yia To cwpa: MNpooTaTeuTiki evOuuagia pyaaciag.

TMHMA 9: Quoikég Kal XNMIKES 1I010TNTEG

* 9.1 Zroixeia yia Tig BaOIKEG QUOIKEG KAl XNUIKEG 1I810TNTEG

* Fevikég TTANpOQOpiEg

- Duoikn KaTdoTaon

- Xpwpa:

- Oopn:

- 'Oplo oOuNAG:

- Inueio TASEwg/onueio TAgewg:

- Inueio {€oewg R apXIKO onueio (Eoewg Kal
meploxn {éoewg

- EupAekTOTNTA

* AVOTATO KOl KATWTATO OpPI0 eKPNEINOTNTAG

* KATWTEPQ:

* AVWTEPA:

- Inueio ava@Aeéng:

- Qgppokpacia arroouvleong:

pH

- I€wdeg:

- KivnuaTiko 1§wdeg

* SUVOMIKA:

* AlgAuTOTNTA

* VEPO:

* ZUVTEAEOTAG KATAVOUNG O€ h-OKTAVOAN/vepoO
(AoyapiOuIKA TIPA)

* Tdon atywyv

* MukvoTNTA KAI/ OXETIKN TTUKVOTNTA

* MukvoéTnTa:

* ZXETIKA TTUKVOTNTA

* MukvoTNTA ATHWV

* XapaKTNPIOTIKA CWHATISiWV
BAétTe keaAaio 3.

* 9.2 Aoirég TTAnpo@opieg
- Oyn: ]
* Mopen:

oTEPED

QAoTTPOUAG
XOAPAKTNPIOTIKN

Mn kaBopiouévo.

Agv gival TTpoodIWPIoHEVO

>300°C
To UAIKO B¢V gival eUQAEKTO

Mn kaBopiouévo.

Mn kaBopiouévo.
210°C

Mn kaBopiouévo.

Mn xpnoigoTroInoipo

Mn xpnoigoTroInaiyo
Mn xpnoigoTroInaiyo

Mn kaBopiouévo.

Mn kaBwpiouévo.
Mn xpnoigoTroInaoiyo

Aev gival TTpoadlopIcuéVO
Mn kaBopicuévo.
Mn xpnoigoTroInaiyo

oTEPED UAIKO

(ouvéxela oTn oehida 5)
GR
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Ap1Buog ékdoong 1.0

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela atrod Tn oghida 4)

* ZNMAVTIKEG TTANPOPOPIES YIO TRV TTPpOCTACIA
TNG UyEiag Kai Tou TePIBAAAOVTOG, aAAd Kal
TNV ao@dAcia.

* Oepuokpacia ava@Aigewg: Mn kaBopiopévo.
* EKpNKTIKEG 1510TNTEG: Agv vgioTaTal Kivduvog eKpALEWG TOU TTPOIGVTOG.
* Mopiaké Bdpog 414,66 g/mol
* MeraBoAn TG KardoTaong.
* PuBpég e§arpiong Mn xpnoigoTroInoipo
* MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU
KivdUivou
* EKpNKTIKA EKTTITTTEI
- EdpAekTa aépia EKTTITTTEI
- AgpoAuparta EKTTITTTEI
* O%eIdBwTIKA aépia EKTTITTTEI
* Aépia utré Trieon EKTTITTTEI
- EGpAekTa uypd EKTTITTTEI
- EOpAekTa oTEPEG EKTTITTTEI
* AuTevepyEg OUTIEG KOl PEiypaTa EKTTITTTEI
* Mupogopikda uypd EKTTITTTEI
* Mupo@opikd oTeped EKTTITTTEI
* AUTOBEPUAIVONEVEG OUTIEG KAl JEIYHOTO EKTTITTTEI
- Ouoigg Kal PeiypaTa TTou EKAUOUV eUQAEKTA
aépla o€ ETAPN UE TO VEPO EKTTITTTEI
* OgeIBWTIKA UYypd EKTTITTTEI
* O%EIBWTIKA OTEPEA EKTTITTTEI
- Opyavikd utrepo&eidia EKTTITTTEI
* Ouoigg Kal peiypara ou dpouv S1afpwTIKA
EVAVTI TWV PETAAAWV EKTTITTTEI
* ATreuaioONTOTTOINMEVA EKPNKTIKA/HEIYHOTO KAl
TPOIOVTA PE EKPNKTIKA EKTTITTTEI

TMHMA 10: Zta0epdTNTA KOl AVTIOPACTIKOTNTA

*10.1 AvridpaoTikOTNTA Agv dIaTiOEVTAI AAAEG OXETIKEG TTANPOPOPIES.
* 10.2 Xnuik otaBegpédTnTa
+ OgpUIKN aroouvBeon / Opol TTou TTPETTEI VA ATTOQEUYOVTAL:
Agv atroouvTiBeTal av n XpNOIUOTIOINGT] TOU YiVETAl KAVOVIKA.
*10.3 MBavéTnTa £MIKiVOUVWYV avTIOPAoewV Acv gival yvwoTA Kapia eTTIKivOuvn avTidpaan.
* 10.4 ZuvBnkeg TTpog atro@uyn Acv diaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
*10.5 Mn ocupBard uAikd: Aev diaTiBevTtal GAAEG OXETIKEG TTANPOPOPIEG.
* 10.6 Emikiviuva mTpoiévra amroouvleong: Movoteidio kai d10&gidio Tou dvBpaka.
GR
(ouvéxela aTn oghida 6)
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Ap1Buog ékdoong 1.0

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela atrod Tn oelida 5)

TMHMA 11: TogikoAoyIkéG TTANpo@oOpiEg

*11.1 MAnpo@opieg yia TiIg TaAgEIG KIVOUVOU, 6TTWG opifovTal oTov Kavoviouo (EK) api.
1272/2008
- O&eia To§ikéTNTA Bdoel Twv diaBéoipwy dedopévwy, Ta KPITApIa Tagivounong 0gv TTANPoUVTal.

* ZNMAVTIKEG TIMEG Tagivounong-LD/LC50
ATT6 10 0Tépa | LD50 | >5000 mg/kg (rat)

- AiIdBpwon kal epeBICUOG TOU SEPHATOG
Bdaoel Twv diabéaipwy dedopévwy, Ta KpIThpIa Tagivounong &ev TTAnpouvTal.
- Zofapn o@BaAuiki BAGRN/epedICHOG
Bdaoel Twv diabéaipwy dedopévwy, Ta KpITApIa Tagivounong &ev TTAnpouvTal.
* EuaioOnTotroinon Tou avatrveuoTiKoU 1 euaicOnToTToinon Tou 3épuarTog
Baoel Twv diabéaipwy dedopévwy, Ta KpITApIa Tagivounong &ev TTAnpouvTal.
* MeTaAAagloyéveon YEVVNTIKWY KUTTAPWV
Bdaoel Twv diabéaipwy dedouévwy, Ta KpITApIa Tagivounong &ev TTAnpouvTal.
- Kapkivoyéveon Baoel Twv d1abéaipgwy dedopévwy, Ta KpITApia Tagivopunang dev TTAnpouvTal.
* To§IKOTNTA OTNV AVATTAPAYWYN
Bdaoel Twv diabéaipwy dedopévwy, Ta KpIThpIa Tagivounong &ev TTAnpouvTal.
* E181kA T0§Ik6TNTA OTA Opyava-oToxoug (STOT) - eparrag ékOson
Bdaoel Twv diabéaipwy dedopévwy, Ta KpIThpIa Tagivounong &ev TTAnpouvTal.
* E181kA T0§IK6TNTA OTA Opyava-oToxoug (STOT) - eravelAnupévn €k0eon
Bdaoel Twv diabéaipwy dedopévwy, Ta KpITApIa Tagivounong &ev TAnpouvTal.
- EmikiviuvéTnTa avappoé@nong
Bdaoel Twv diabéaipwy dedopévwy, Ta KpITApIa Tagivounong &ev TTAnpouvTal.
*11.2 MAnpo@opisg yia AAAOUG TUTTOUG ETTIKIVOUVOTNTAG
- 1816TNTEG EVBOKPIVIKAG Slartapayxng H ouaia dev TrepiExeTal

TMHMA 12: O1koAoyIKéG TTANPOPOPIEg

-12.1 To§ikéTnTA
- YOaTikf ToSIKOTNTA: Acv diaTiOevTal AAAEG OXETIKEG TTANPOPOPIES.
* 12.2 AvOEeKTIKOTNTA KAl IKAVOTNTA ATTOdOUNOoNG Acv diaTiBevtal AAAEG OXETIKEG TTANPOYPOPIEG.
*12.3 Auvarétnta Biooucowpeuong Acv dIaTiBevTal GAAEG OXETIKEG TTANPOPOPIES.
*12.4 KivnTiIKOTNTA OTO £800og Acv diaTiBevTal AANEG OXETIKEG TTANPOYOPIEG.
*12.5 AmroteAéopata Tng afioAdynong ABT ka1 aAaB
* ABT: Mn xpnOIJOTTOINCIKO
- AAaB: Mn xpnoiyoTtroifaiyo
* 12.6 1616TNTEG EVOOKPIVIKAG dlaTapayng
To TTpoidv dev TTEPIEXEI OUTIEG UE IBIOTNTEG TTOU BIATAPACTOUV TO EVOOKPIVIKO CUCTNUA.
- 12.7 AANAeG APVNTIKEG ETTITITWOEIG
- Nepaitépw oikoAoyikég evoeielg:
: Fevikég odnyieg:
Emikivouvo yia To uddrivo TrepiBaAlov - KAaon 1 (A pag ekTipnon): EAa@pwg ETTIKIVOUVO
Aev emTpémreTal va O1eIodUel oTa yhiva vepd, va adelddeTal aTo udATIVO TTEPIBAAAOV 1 oTNV
ATTOXETEUCT UN APAIWUEVO 1 OXETIKA OE HEYANEG TTOOOTNTEG.
GR
(ouvéxela aTn oghida 7)
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Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela a1 Tn oelida 6)

TMHMA 13: ZToixeia oOXETIKG pE TN d1G0eoN

*13.1 Mé0odol eregepyaoiag amoBARTWYV
- ZooTaon: AQou AGRETE UTT' OWIV TIG VOUIKEG OIATAEEIG YIa €10IKO XEIPIOUO ETTIBAAAETAI VO ATTOKOMICTEI.

- AKABapTEG OUOKEUATIEG:
- ZooTtaon: H evammobean TrpETrel va yiveTal CUPQWVA JE TIG ETTIONUES 00NYiEG.

TMHMA 14: NMAnpo@opisg OXETIKA JE TN METAPOPA
*14.1 Ap1Bu6g OHE 1 apifpog TautoTnTag

- ADR, IMDG, IATA EKTTITITEI
* 14.2 Oikeia ovopacia amrooToAlg OHE
- ADR, IMDG, IATA EKTTITITEI

* 14.3 Tagn/-e1¢ KIvdUvou KaTd TN JETAQOPA
- ADR, ADN, IMDG, IATA

* KAdon EKTTITTTEI

* 14.4 Opdda ocuockeuaoiag

- ADR, IMDG, IATA EKTTITITEI

* 14.5 NepiBaAAovTikoi Kivduvor: Agv €xel e@apuoyn

* 14.6 E181kég TTpO@UAGEEIS yia TOV XPAOTH  Agv €XEl EQAPUOYN

* 14.7 OaAdoCI1EG HETAPOPEG XUBNV CUHQWVA
HE TIG TPdageig Tou IMO Aev €xel e@apuoyn

* UN "Model Regulation": EKTTITITEI

TMHMA 15: ZTo1xgia VOMOBETIKOU XOPOAKTAP

*15.1 Kavoviopoi/vopoBeoia oXeTikd pe TRV ao@dAgia, Tnv uyeia kai To TepIBdAAov yia Thv
oucia ] To peiypa

- Odnyia 2012/18 / EE
- Katovopagopueveg emikivouveg ouoieg - MAPAPTHMA | H oucia dev TrepiExeTal
- Odnyia 2011/65/EE yia Tov TEPIOPIoUS TNG XPAONG OPICUEVWYV ETTIKIVOUVWV OUCIWV O€
NAEKTPIKO Kal NAeKTPOVIKS £§0TTAICNO - MapapTnua ll
H oucia dev TTepiéxeTal
- KANONIZMOZX (EE) 2019/1148
* Napaptnua | - MIPOAPOMEZ OYZIEX EKPHKTIKQN YAQN YO NEPIOPIZMOYZX (AvwTaTn TIPA
opiou yid TOUG OKOTTOUG TNG Xopnynong adsiag cUP@wva Je 1o dpBpo 5 Trapdypagog 3)
H oucia dev TTepiéxeTal
* Napaptnua Il - AHAQTEEZ MPOAPOMEZX OYZIEZ EKPHKTIKQN YAQN H ouacia dev Trepiéxetal
- Kavoviopég (EK) api8. 273/2004 1repi Twv TTPOSpOHWY OUCIWV TWV VOPKWTIKWV
H oucia dev TTepiéxeTal
- Kavoviopéo (EK) api8. 111/2005 oxeTikd pe Tn B£0TTION KAVOVWY YIA TNV TTapaKoAoubnon Tou
EUTTOPIOU TTPOSPOUWYV OUCIWV VAPKWTIKWYV METAEU TG KoIvoTnTag Kl TPITWV XWPWV
H oucia dev TTepiéxeTal
(ouvéxela aTn oghida 8)
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AgATio dedopévwv ac@alAgiag ZeNida: 8/8

GUpQWVa pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/§j§gfg)‘gr‘]’ggf O

Ap1Buog ékdoong 1.0

Ovopaoia Tou TpoidvTog oTo gumropio: Compritol® 888
Docosanoic acid, ester with 1,2,3-propanetriol

(ouvéxela atrod TN oghida 7)

* 15.2 ASiIoAdynon xnuikAG ac@aAeiag: H agloAdynon xnNHIKAG aoPAAEIag OeV TTPAYHATOTTOINONKE.

TMHMA 16: Aoitrég TTAnpo@opieg
AuTéG 01 OnAwaoelg BaaifovTal GTO CNUEPIVO ETTITTED0 TWV YVWOEWV HAG, Ogv aTTOTEAOUV £yyunaon yia
TIG 1010TNTEG TWV TTPOIOGVTWY OUTE AITIOAOYOUV T dnuIoUpYia CUPBATIKWY UTTOXPEWCEWV.

* Topéag Trou £kdidel To AgATio Aedopévwy:
Fagron Hellas
Quality Assurance
- MNa wAnpogopicg amreubuvBeite: Konstantina.Tziolia@fagron.gr

* ZUVTUAOEIG KOl OPKTIKOAESa:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the
International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
GR
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