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

ApIBu6g €kdoong 2.3 (avTikabioTd Tnv ékdoaon 2.2)
TMHMA 1: MNMpoodiopIcuOG oUTiag/HEiYHOTOG Kal TAIpEiag/
EmXeipnong
* 1.1 AvayvwpIoTIKOG KWBIKOG TTPoiovTog

* Ovopaoia Tou TpoidvTog oTo europio: Mometasone Furoate
Mometasoni furoas

* Ap1Bu6g TrpoidvTog: 701834, 104324
* Ap1Bu6g CAS:
83919-23-7
- Ap10u6g EC:
617-501-0
* 1.2 Zuva@eig TpoodiopI{OpEVEG XPNOEIG TNG OUCIAG | TOU MEIYHOATOG KOl AVTEVOEIKVUOUEVES
Xxenoeig
Agv uttdpyouv AAAeg BI0BECIPEG OXETIKEG TTANPOYPOPIEG.
* Xpion Tou UAIkoU / Tou peiyparog PapPakeUTIKG CUOTATIKA

1.3 ZToixeia Tou TpopnBeuTh 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 eTTEiyoucag AVAYKNG:
Poison Information Centre
Emergency number: (0030) 2107793777
Kévtpo AnAntnpidoewv, 210 7793777

TMHMA 2: MNMpoodiopIcHOG ETTIKIVOUVOTNTAG

* 2.1 Ta§ivéunon Tng ouciag ) Tou PEiYHATOG
* Tag§ivopnon cUp@wva pe Tov kavovioué (EK) api. 1272/2008
Repr. 2 H361 "YtrotrTo yia TpokAnon BA&GPRNG otn yoviudTnTa i 01O €UPPUO.
STOT RE 1 H372 NpokaAei BAGBeg oTa Opyava UoTEPa aTTd TTAPOTETAPEVN ) ETTAVEIANUMEVN EKBEDN.

2.2 TToIXEiO ETIKETAG
* Emiopavon oopewva pe Tov kavoviopo (EK) api8. 1272/2008

H oucia Ta&ivoueital kal emonuaiveral cUpQwva Pe Tov Kavoviouo CLP.
- Eikovoypdppata Kivdouvou

%

GHS08

* MpogidomroinTikA Aégn Kivouvog
- AnAwoeig emiKIvOUvOeTNTAG
H361 "YtrotrTo yia mpokAnon BAABNG oTn yoviudTnTa fj 010 £URPUO.
H372 lMNMpokaAei BAGBeC oTa dpyava UOTEPA ATTO TTOPATETANEVN A ETTAVEIANUUEVN éKeson
(ouvéxela otn oghida 2)
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Ap1Bu6g €kdoong 2.3 (avTikabioTd Tnv ékdoon 2.2)

Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

(ouvéxela atod T oghida 1)

- AnAwoeig Tpo@uAdéewyv
P260 Mnv avatrvéete okovn/avabupidosig/aépia/oTayovidia/aTuous/ekvepuwuaTa.
P264 MAUveETE OXOAAOTIKA META TO XEIPIOHO.
P280 Na @opdre TTPOOTATEUTIKA YAVTIO/ TTPOCTATEUTIKA evOUUATA/UECT ATOUIKAG TTPOCTACIOG

yIa Ta YATIO/TO TTPOCWTTO/TA AUTIA.
P308+P313 XE MNEPINTQXZH €kBeong fj mBavoTnTag £€KkBeong: ZuuBouleubeite/ETioke@OeiTe yIaTPO.

P405 duldooeTal KAEIBWPEVO.
P501 ATtroppiyTe Ta TTEPIEXOUEVA/DOXEID CUNPWVA PE TOUG TOTTIKOUG/EBVIKOUG/BIEBVEIG
KQVOVIOUOUG.

: 2.3 AAAoi Kivduvol

- AtroteAéopara TnG agioAéynong ABT kai aAaB
- ABT: Mn xpnoigoTToIfaiyo

- AAaB: Mn xpnoigoTtroioiyo

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

3.1 Oucigg

- Ap18. CAS, 6voua
CAS: 83919-23-7 Mometasone Furoate
Mometasoni furoas

- Ap1Op6g(0i) TauTdéTNTAG TTPOIGVTOG

- Ap1Bu6g EC: 617-501-0

TMHMA 4: Métpa TpwTwV Bonbsiwv

* 4.1 Nepiypa@n METPWYV TTPWTWYV Bonbeiwv
: Fevikég odnyieg:
To&IKd CUPTITWHATA PUTTOPOUV VA EUPAVICTOUV AKOWPN KAl HETE atrd TTOANEG WPEG, YIQUTO gival
aTapaitTnTn N 1I0TPIKA TTapakoAouBdnaon 1o AlywTePO yia OU0 24wpa PETA aTTd £€va aTUxnua.
* MeTd amd giomrvon: ATrapaitnTog 0 KaBapdg aépag, e TTEPITITWON EVOXANOEWVY KOAEDTE yIaTpo.
* MeTd amwd emmagn Ye 1o déppa: Ze TTEPITITWON CUVEXI(OUEVOU EPEBICHOU ETTIOKEUDEITE yIaTPO.
* META aTTO €TTAPN ME TA PATIA:
Na TTAOVETE Ta PATIO YE avoIXTA Ta BAE@apa KATwW atTd TPEXOUMEVO VEPO VIO QPKETH WEA.
* METG a1rd KaTdtroon: Na EETTAUVETE TO OTOMA KAl VO TTIEITE KATOTTIV APKETO vEPO.
* 4.2 INUAVTIKOTEPA CUMTITWHATA Kl ETTIOPACEIS, AUECES | METAYEVEOTEPES
Agv d1aTiBevTal GANEG OXETIKES TTANPOPOPIEG.
* 4.3 'EvdeIn omo1003ATTOTE ATTAITOUMEVNG AMECNG IATPIKAG PPOVTIdAG Kal €1I8IKAG BepaTtreiag
Agv d1aTiBevTal GANEG OXETIKEG TTANPOPOPIEG.

TMHMA 5: MéTpa yia TRV KATATTOAEUNON TG TTUPKAYIAG

5.1 NupooBeoTikd péca
- KatdAAnAa TupooBeoTIKA péoa.
d10&eidiov Tou avBpakog (CO2)
TTUPOORETTIKA OKOVN
appog
ekTivagn vepou uwnAng trieong
Ta YéTpa KATOORECEWS TNG PWTIAG EVapPUOVICOVTaIl JE TO TTEPIKEIUEVA.
(ouvéxela aTn oghida 3)
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Ap1Bu6g €kdoong 2.3 (avTikabioTd Tnv ékdoon 2.2)

Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

(ouvéxela atod T oghida 2)

* 5.2 E18IK0i KivBuvol TTou TTpOKUTITOUV OTrd TNV oUdia N To Jeiypa

2 ¢ Mia TTupkaida givar duvaTtov va eAeuBepwBouv:

udpoxAwpio (HCI)
* 5.3 ZuOTAOEIG VIO TOUG TTUPOORECTES
* EIBIKOG TTPpOOTATEUTIKOG ESOTTAIOHOG:

DopéoTe OAOOWUEG EQAPHOOTEG OTOAEG.

XPNOIYOTTOIEIoTE Wia OTTOIAdATTIOTE AVATIVEUTTIKA OUCKEUN.

TMHMA 6: MéTpa o€ TTEPITITWON aKoUolag EKAuong

6.1 MNpoowTTIKEG TTPOPUAAEEIG, TTPOOTATEUTIKOG £§OTTAICNOG K B10dIKATIEG EKTAKTNG AVAYKNG
dpovTioTE yIa ETTAPKI AEPIGHO.
- 6.2 MepiIBaAAovTIKEG TTPOPUAASEIG:
Mnv 10 adeIGdeTe OTNV ATTOXETEUOT KAl ETTIPAVEIEG UBATWY. Aev TTPETTEI va BIEIodUCEl OTa yriiva vePQ.
* 6.3 M£€00do1 kal UAIKA yia TTEPIOPITHO Kal KaBapiouo:
EvatroBéoTe poAuopéva UAIKG wg eTTIKivOuva atmmépAnTa Katd 1o onpueio 13.
* 6.4 NMapatroptri) o€ GAAa TUARHATA
MAnpoopieg yia Tov Giyoupo XeIPIouO BAETTE KEQAAQIO 7.
MANpPo@opies yia TOV ATOMIKO TTPOCTATEUTIKO £EOTTAIOUO BpeiTe aTO KEPAAaIO 8.
MAnpo@opieg yia Tnv evatroB<Tnan PBAETTE kepdaAaio 13.

TMHMA 7: Xei1p1op6g Kal atrofnkeuon

7.1 Mpo@uAdseig yia ac@aln xeipiopd Me owaTh xprion Ogv aTTaITEITal AYn €I0IKWV JETPWV.
- Odnyieg y1a TOV TPOTTO TTPOCTACIOG KATA TNG TTUPKAIAG KAl €Kpnéng:
Agv atraiteital Ayn €18IKWV PETPWV.

* 7.2 ZuvBnkeg ao@aAolg @UAAENG, CUNTTEPIAQUBAVONEVWYV TUXOV ACUHBATOTATWY
- ATrofnkeuon:

* ATAITACEIG YIA TOUG XWPOUG ATTOBNKEUONG KAl TOUG TTEPIEKTEG Kapia €101k agiwaon.
* Ymodeigeig ouvamobnkeuong: dev amaiteital

‘ Nepaitépw dnAwoeig yia Toug 6poug arodikeuong: Kapia

* 7.3 E181kA TeAIKA XpARon i xpnoeig Acv gival d1aBEaieg AAAEG OXETIKEG TTANPOPOPIEG.

TMHMA 8: 'EAgyX0g TnG €KOEONG/ATOMIKE TTPOCTAC I

- 8.1 Mapduerpol eEAéyxou

* ZUOTOTIKG OTOIXEIO PE OPOBETIKEG TINEG APOPOUCES TOV TOTTO £PYACiag Kal TTOU opEiAouv va
€miTnPoUvTal:
Agv UTTAPXEI.

* ZUPTTANpwHATIKEG UTTODEIEIG:
Zav Baon xpnaipoTroiénkav ol IoXUoVTEG KATAAOYOI TTOU ioXuav KaTd TNV TTapaywyn).

* 8.2 "EAgyxol ékBeong
* KardAAnAor pnxavikoi éAeyxol Kauia GAAn oloTacon, BAETTE KEQAAaio 7.
* Mérpa atopIKAG TTPOOTACING, OTTWG ATOMIKOG TTPOCTATEUTIKOG EEOTTAIGHOG
 Fevikd péTpa TpOoOoTACiAG KAl UYIEIVAG:
Makpud atrd TPoO@Iua, TTOTA Kal {WOTPOPEG.
Na TTAEveTE Ta XEPIA TTPO TOU SIOAEIMUATOG KAl OTO TEAOG TNG EPYOTIAG.
Na TOTTOBETEITE TN TTPOCTATEUTIKN EvOUMACia o€ EEXWPIOTO anuEio.
(ouvéxela aTn oghida 4)
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Huepounvia ektimmwong: 08.01.2024
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Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

* MpooTaCia TWV AVATIVEUCTIKWY 08wV

(ouvéxela atod Tn oghida 3)

MNa olvToun f PIKPN ETTIRAPUVON VA XPNOIUOTIOIEITE AVATTIVEUCTIKI) CUOKEUNR WE QIATPO, yia éviovn 1)
TTOPATETAUEVN EKBECN TTPOCTATEUTIKI] AVOTIVEUCTIKA GUOKEUN aveEdpTnTa Tou TTEPIBAAAOVTOG aEpa.

‘ MpooTacia Twv Xepiwv

MpooTaTEUTIKA YAVTIQ.

To UAIKO Twv yavTiwv Ba TTpETTEl va gival un SIaTrepaTd Kal avOeKTIKG £vavTi TOU TTPOIOVTOG / TOU UAIKOU

/ TOU TTAPACKEUACUATOG.

AGyw un TpaypaToTToinong doKIYwy Ogv PTTOPEl 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

dlaTTEPATOTNTAS KAl TNV uTToRAaduIon.
* YAIKO yavTiwv
Kaoutoouk Nitril

H emAoyn Tou KatdAAnAou yavTiou dev e€apTdTal pévov atod 1o UAIKG, aAAG Kail Ta ETTITTAEOV
XOAPAKTNPIOTIKA TTOIOTNTAG, TA OTToia SIAPEPOUV avAAoyd HE TOV KOTAOKEUAOTH).

- Xpovog digioduong Tou UAIKOU yavTiwV

O akpIBAG xpovog dIEAEUCNG OVAKOIVWVETAI OTTO TOV KOTAOKEUAOTH TWV TTPOCTATEUTIKWY YAVTIWYV KAl

Ba TTpéTTel Vva TnpeiTal TTAVTOoTE.
‘ MpooTacia TWV HATIWY / TOU TTPOCWTTOU

MpooTtaTeuTikd yuaAid atToAUTWG £QAPUOOTA.

‘ MpooTacia yia To owpa: NpocTaTeuTikr vOUPACia epyaciag.

TMHMA 9: QuoikEG Kal XNMUIKES 1I010TNTEG

* 9.1 Zroixeia yia TIG BACIKEG QUOIKEG KAl XNMIKEG 1810TNTEG

* Fevikég TTAnpOPOpPiEg

- Quoikn KatdoTaon

* Xpwpa:

- Oopn:

- 'Oplo oouNAg:

- Inueio TASEwg/onueio TAgEwWG:

* Znueio (éoewg | apxIKO onueio (Eoewg Kal
meploxn {Eoewg

- EupAekTéTnTO

* AvTaTO KOl KATWTATO OpI0 EKPNEINOTNTAG

* KATWTEPO:

T AvVWTEPA:

- Znueio avda@Aeéng:

- OQgppokpaocia arroouvleong:

. pH

oTEPED
AOTTPOUAG
aiobnm

Mn kaBopiouévo.
218-220°C

Agv gival TTpoodIopICUEVO
To UAIKS Bev gival EUQPAEKTO

Mn kaBopiouévo.
Mn kaBopiouévo.
Mn xpnoligoTToIfoipo
Mn kaBopiouévo.
Mn xpnoigoTToIfoipo
(ouvéxela atn oghida 5)
GR

i Fagron

personalizing
medicine



AgATio dedopévwv ac@alAgiag

oUpewva pe To 1907/2006/EK, ApBpo 31

2eNida: 5/8

Huepounvia ektimmwong: 08.01.2024
AvaBewpnon: 08.01.2024
Ap1Bu6g €kdoong 2.3 (avTikabioTd Tnv ékdoon 2.2)

Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

- I€wdeg:

- KivnuaTiko 1§wdeg

* SUVOMIKA:

- AlgAuTOTNTA

- VEPO:

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

* Tdon atywyv

* MukvoTNTA KAI/ OXETIKN TTUKVOTNTA

* MukvoéTnTa:

* ZXETIKN TTUKVOTNTA

* MukvoTnTa ATHWV

* XapaKTNPIOTIKA CWHATISIWV
BAétTe kepaAaio 3.

* 9.2 Aoirég TTAnpo@opieg

- Oyn:

 Mopen:

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

* OQgppokpacia avaPAéSewg:

* EKpNKTIKEG 1B10TNTEG:

* MetaBoAn TG KardoTaong.

* PuBpég e§arpiong

* MAnpo@opieg OXETIKA HE TIG KAAOEIS QUOIKOU
KivdUivou

- EKpNKTIKA

- EO@AekTa aépia

- AgpoAupaTa

- OeIdWTIKA aépla

- Aépia utré mieon

- EO@AekTa UYypd

- EO@AekTa OTEPEA

- AuTtevepyég ouaieg Kal peiypaTa

* Mupo@opikd uypd

* Mupo@opikd oTeped

* AUTOOEPHAIVOIEVEG OUTIEG KAl MEIYHATA

- Oucigg Kal PeiypaTa TTou EKAUOUV eUQAEKTA
AEPI0 O€ ETTAPR ME TO VEPO

* OeIdWTIKA Uypd

* OeIdWTIKA OTEPEA

- Opyavikd utrepo&eidia

- Ouoigg Kal peiypara Tou dpouv Si1afpwTIKA
EVAVTI TWV HETAAAWV

(ouvéxela atrod Tn oghida 4)

Mn xpnoigoTroinoipo
Mn xpnoigoTtroinoipo

adidAuTo

Mn kaBwpiouévo.
Mn xpnoligoTroInoipo

Aev gival TTpoadlopICuEVO
Mn kaBopicuévo.
Mn xpnoigoTroInaiyo

TToudpa

Mn kaBopiouévo.
Aev ugioTaTal Kivduvog eKPREEWS TOU TTPOIOVTOG.

Mn xpnolipoTToInoipo

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

EKTTITITEI
EKTTITITEI
EKTTITITEI
EKTTITITEI

EKTTITTTEI

(ouvéxela oTn oehida 6)
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Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

(ouvéxela atrod T oghida 5)

* ATreuaioONTOTTOINMEVA EKPNKTIKA/HEIYHOTO KAl
TPOIOVTA PE EKPNKTIKA EKTTITTTEI

TMHMA 10: Zta0epdTNTA KOl AVTIOPACTIKOTNTA

*10.1 AvTidpaoTikOTnTA Agv dIaTiOEVTAI AAAEG OXETIKEG TTANPOPOPIES.
* 10.2 Xnuik otaBegpédTnTa
- OgpHIKN aroouvBeon / Opol TTou TTPETTEI VA ATTOQEUYOVTAI:
Agv atroouvTiBeTal av n XPNOIUOTIOINGT] TOU YiVETAl KAVOVIKA.
*10.3 MBavéTnTa EMIKIVOUVWYV avTIOPACEWV AVTIOPA E IOXUPA OEEIOWTIKA PETQ.
* 10.4 ZuvBnikeg TTpog atro@uyn Acv diaTiBevTal AAAEG OXETIKEG TTANPOPOPIES.
*10.5 Mn ocupBard uAikd: Aev diaTiBevTal GAAEG OXETIKEG TTANPOPOPIEG.
*10.6 Emikiviuva mTpoiévra amoouvleong: Evwoeig xAwpiou

TMHMA 11: ToSIKoAoOyIKEG TTANPOPOPIEG

*11.1 MAnpo@opisg yia Tig TageIg KIvEUvVou, 6TTwG opiovTtal oTov Kavoviouo (EK) api.
1272/2008
 O¢eia To§iIkOTNTA BdOoel Twv dioBéaiywy dedouévwy, Ta KPITAPIA Tagivounong dev TTAnpouvTal.

* ZNHAVTIKEG TINEG Ta§ivounong-LD/LC50
A6 10 0Tépa | LD50 | >2000 mg/kg (rat)

- AidBpwon kal epeBIOCUOG TOU SEPUATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- ZoBapn o@BaAuiki BAABN/epeBICHOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
* EuvaioOnTotroinon Tou avaTtrveuoTikoU ) euaicOnTOTTOINCN TOU BEPHATOG
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
* MeraAAagloyéveon YEVVNTIKWYV KUTTAPWV
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- Kapkivoyéveon Bdoel Twv diaBéoipwv dedopévwy, Ta KpITRpIa Tagivounong dev TAnpouvTal.
* To8iIkéTNTA 0TV avatTapaywyn YTToTTo yia TTpokAnon BAGRNG oTn yoviuodtnTa i 1o £UPPUO.
- EI8IkA To§Ik6TNTA OTa 6pyava-oToxoug (STOT) - epdmras ékBeon
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
- EISIKA To§IkOTNTA OTa 6pyava-oToxoug (STOT) - emavelAnuuévn €kBeon
MpokaAei BAGReg oTa 6pyava UOTEPA ATTO TTAPATETAUEVN 1 ETTAVEIANUPEVN €KOED.
- EmikivduvéTnTa avappé@nong
Baoel Twv diabéaiywy dedouévwy, Ta KpITApIa Tagivounong dev TTAnpouvTal.
*11.2 NMAnpo@opieg yia AAAOUG TUTTOUG ETTIKIVOUVOTNTAG
- 1816TNTEG EVBOKPIVIKNG SlaTtapaxg H ouaia dev TrepiéxeTal

TMHMA 12: O1koAoyIKEG TTANPOPOPIES

*12.1 To§ikéTNnTO
- YoartikA TogIkoTNTA: Acv dIaTiBeVTaI AAAEG OXETIKEG TTANPOPOPIEG.
* 12.2 AvOEKTIKOTNTA KaI IKAVOTNTA atrodopnong Acv diatiBevral GAAEG OXETIKEG TTANPOPOPIEG.
*12.3 AuvartoTnTa Bioouogowpeuong Acv diatiBevtal GAAEG OXETIKEG TTANPOPOPIEG.
* 12.4 KivnTikOoTnTa 0TO £€5a@Og Acv diaTiBevtal GAAEG OXETIKEG TTANPOPOPIEG.
(ouvéxela otn oghida 7)
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Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

(ouvéxela atrod Tn oghida 6)
- 12.5 AmroteAéopata Tng afioAdynong ABT kai aAaB
- ABT: Mn xpnoigoTToIfaiyo
- AAaB: Mn xpnoigoTtroioiyo
+ 12.6 18160TNTEG EVOOKPIVIKAG dlaTapayxng
To 1Tpoidv dev TTEPIEXEI OUTIEG UE IBIGTNTEG TTOU BIATAPACOOUV TO EVOOKPIVIKO OUCTNUA.
+ 12.7 AAAEG APVNTIKEG ETTITITWOEIG
‘ MepaiTépw oIKOAOYIKEG eVOEIEIG:
: Fevikég odnyieg:
Emikiviuvo yia To uddrivo TTepIBaAAov - KAdon 1 (A pag ekTipnon): eEAa@pwg emiKivouvo
Agv emtpémretal va S1E1000€l OTA yhIva vePd, va adeldleTal oTo UdATIVO TTEPIBAAAOV 1) 0TV
QATTOXETEUCT) UN OPAIWHEVO ) OXETIKA O€ HEYAAEG TTOGOTNTEG.

TMHMA 13: ZToixeia OXETIKG pME TN d1G0eoN

*13.1 Mé0odol eregepyaoiag amoBARTWYV
- ZooTaon:

Aev emTpétreTal va evatroTifeTal padi ye Ta koiva atroppiguara. Mnv 1o adeidleTe TNV ATTOXETEUAN.
* EupwTraikég KardAoyog amoBARTWY

HP5 | Eidikr TogIkoTnTa OTO Opyava-oToxous (ETOZ)/TofikdéTnTa atrd avappdenaon

HP10 | Toiko yia Tnv avatrapaywyr)

- AKABapTEG OUOKEUATIEG:
- ZooTtaon: H evamobean TrpéTrel va yiveTal CUPQWVA JE TIG ETTIONUES 00NYieG.

TMHMA 14: NMAnpo@opisg OXETIKA UE 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¢ KIvBUvou KaTd TN JETAQOPA
- ADR, ADN, IMDG, IATA

* KAdon EKTTITTTEI

* 14.4 Opdda ocuokeuaoiag

- ADR, IMDG, IATA EKTTITITEI

* 14.5 NepiBaAAovTikoi Kivduvor: Agv €xel e@apuoyn

* 14.6 Ei181kég TTpO@UAGEEIS yia TOV XPAOTH  Agv €XEl EQAPUOYN

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

- UN "Model Regulation": EKTTITITEI

GR
(ouvéxela oTn oehida 8)
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AgATio dedopévwv ac@alAgiag ZeNida: 8/8

cUp@wva pe To 1907/2006/EK, ApBpo 31 H“£p°“”"“/’_‘\j§gﬁg‘gr‘]’g§f 828] gggj

Ap1Bu6g €kdoong 2.3 (avTikabioTd Tnv ékdoon 2.2)

Ovopaoia Tou TpoidvTog oTo eumropio: Mometasone Furoate
Mometasoni furoas

(ouvéxela atré T ogAida 7)

TMHMA 15: ZTo1Xgia VOMOBETIKOU XOPOAKTAP

*15.1 Kavoviopoi/vopoBeoia oXeTikKd pe TRV ao@dAgia, Tnv vyeia kai To TTePIBdAAov yia Thv
oucia I} To peiypa

- Odnyia 2012/18 / EE

- Katovopagopueveg emikivouveg ouoieg - MAPAPTHMA | H oucia dev TrepiExeTal

- Odnyia 2011/65/EE yia Tov TEPIOPIoUS TNG XPAONG OPICHEVWYV ETTIKIVOUVWV OUCIWV O€
NAEKTPIKO Kal NAeKTPOVIKS €§O0TTAIGHO - 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 To 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 TTPOoSpOHWY OUCIWYV TWV VOPKWTIKWV
H oucia dev TTepiéxeTal

- Kavoviopéo (EK) api8. 111/2005 oxeTikd pe Tn 8£0TTION KAVOVWY YIA TNV TTapaKoAoudnon Tou
EUTTOPIOU TTPOSPOUWYV OUCIWV VAPKWTIKWYV METAEU TG KoIvoTnTag Kl TPITWV XWPWV
H oucia dev TTepiExeTal

*15.2 A§ioAdynon xnUIKAg ac@daAsiag: H afioAdynon XnNUIKAG ao@AAEIag Oev TTPAYUATOTTOINONKE.

TMHMA 16: Aoi1trég TTAnpo@opieg
AuTég 01 dnAwoeig BaaifovTal 0TO CNUEPIVO ETTITTEDO TWV YVWOEWY PAG, Oev atToTEAOUV £yyunon yida
TIG 1ID16TNTEG TWV TTPOIGVTWY OUTE AITIOAOYOUV T dnIoUpYia CUPBATIKWY UTTOXPEWOEWV.

* Topéag Trou ek3idel To AgATio AeSopévwy:
Fagron Hellas
Quality Assurance
* Mo mAnpogopisg atreuBuvBeite: Konstantina. Tziolia@fagron.gr
- Hugpopnvia rponyoupevng ékdoong: 05.01.2024
* Ap1Bu6g TTponyouuevng ékdoong: 2.2
* ZUVTUNOEIG 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
EINECS: European Inventory of Existing Commercial Chemical Substances
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
Repr. 2: To€ikéTnTa 0TV avamapaywyn — Katnyopia 2
STOT RE 1: Eidikr| TogIK6TNTO 0T Opyava oTOXoug (emavaiaufavouevn €kBeon) — Katnyopia 1
- * Tpotromroinuéva oToixeia oe oX€on PE TNV TTponyouuevn éKdoon
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