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Hpepopnvia ékdoong: 31/01/2023  exdoyn: 1.0

TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Ovoia

Ovopo ovoiag : Sodium aminosalicylate dihydrate
Xnun Ovopacio : Sodium 4-aminosalicylate
Kodwog mpoidvtog : 201600824

1.2. Zovogeic mpocdtopillopeEveg YPNGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNOELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciog/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpHon
Katyopia Aettovpyiag 1| ypnong : Xnukég ovoieg epyactnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroyeia Tov TpopunOcvT) TOV dEXTiOV dEdopiveV acPaLsiag

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. Ap1Opiog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén oopoove pe v odnyia 1272/2008 EK [CLP]

AéBpwon/epediopdg tov déppatog, katnyopio 2 H315
ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopia 2 H319
Ewwn to&ikodmra o Opyava-ctdyovs Hotepa and pia epanas ékbeon, katnyopioa H335
3, epeBo O TG AVATVELGTIKNG 0300

ITAnpeg keipevo tov dnidoewv H kon EUH: BAéne tunqpa 16

AvemOOpunTEg QUOIKOYNMKES EMOPAGELS, KAODG Kot EMIPAGELS 6TNV 0vOpOTTIVY VYl Ko 610 TEPIfaihov

Amopacn HESH KPioNG EUTEPOYVOUOVEOV KOl OTTOSEIKTIKNG 10YVOG.

2.2. Zroyeio eTIKETOG

Xapaxtnpiopos copeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHSO07
Ipogwboromtiky AéEn (CLP) . IIpocoyn
AnAdoelg emkvovvomtag (CLP) : H315 - IpokoAel epebiopd tov déppatog.

H319 - Ipokaiei cofapd opOaiuid epebiopd.
H335 - Mnopei va tpokoréoet epeiopd g ovomveLoTIKNAG 0300.

Anidoeilg Tpopvriaéng (CLP) © P261 - Anogebyete va avanviete okOvn/avabuidoeis/asplo/otayovidio/atpode/ekvepdpoTa.
P264 - TI\bvete ta xépia, Tovg TXE (avTIBpdyio) Kot T0 TPOGMTO GYOAUOTIKG HETE TO XEPLOUO.
P271 - Na ypnowomoteitat povo o€ avoikto 1 KaAd aeptlopevo ydpo.
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P280 - Na. popdte mpooTaTELTIKE YAVTIO/TPOGTATEVTIKG EVOVLATO/LEGE ATOUIKNG TPOOTAGIONG YL0L TO.
UATL0/TO TTPOCOTO/TO AVTLA.
P302+P352 - XE INEPIIITQXH EITA®HE ME TO AEPMA: ITAOvte pe apbovo vepo.
P304+P340 - XE ITEPIIITQXH EIXIINOHE: Metagépate tov mabdovia 6tov kabapd aépa Kot
APNOTE TOV VO EEKOVPACTEL GE GTACT IOV FLEVKOADVEL TNV CLVOTTVOT).
P305+P351+P338 - XE IIEPIIITQXH EITA®HYE ME TA MATIA: Eenlivete TpocekTiKd pe vepod
Yo 0pKETE AEMTE. AV VILAPYOVV PUKOT ETAPNC, PALPETTE TOVG, ALV Eivat DKOAO. ZuveyioTE Vo
Eem\évere.
P312 - Kaiéote 1o KENTPO AHAHTHPIAZEQN 1 éva yuatpd, av oicbavieite adiabecio.
P321 - Xpewdletor ewdikh ayoyn (PAéne copminpopoticés odnyieg mpdtov fondeidv oty eTikéTa).
P332+P313 - Eqv nopatnpnbei epebiopog tov déppatog: Tvppovievdeite/Emokepbeite yiotpo.
P337+P313 - Eqv dev voywpei 0 0pBatpkdg epebiopdg: Zopfovievdeite/Enoxeqbeite yiotpo.
P362+P364 - Bydhte ta. poAvopéva podyo kot TAOVTE To. TPV T EAVOYPTCILOTOGETE.
P403+P233 - Amobnkevetan og Kahd agpilopevo xdpo. O mepiékg Starnpeitat epuntikd KAeoTog.
P405 - dvldooetot KA mpévo.
P501 - Awébeomn tov Tepieyopévon/mepléktn o€ onpeio GLAAOYNG emKivdLVeV 1} E18IKOV amofARTmy,
GULPOVO LE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOLS 1/Kan debveig Kavoviopovg.

Zrpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKELAGIM, Ta TEPLEYOLEVA TG OTol0G dgv vIepPaivovv Ta 10ml

Agv anonteitol ofjpavon

2.3. AlLot Kivévvor

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 3: Z0vOeon/TApo@opiss Y10 T0 GVGTATIKG,

3.1. Ovoigg
Ovopa AvayvopoTikog Kodikos | % Kataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]
Sodium 4-aminosalicylate - <100 Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

IMnpeg keipevo tv dnidoewv H ko EUH: BAéne tunpo 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopin pETPOV TPAOTOV fonbstdv

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mosdmta okovmilovidg ) (kabapd Kot LoAako amoppoenTikd
mavi).
Métpa tpdrov Bondeidv petd omd exapn pe To pdTio . Eemlovete T patior pe vepod yio Aoyoug ocOoAeiog.

4.2. ZNpavTiKTEPH COPTTONATO KON ETIPAGELS, APEGES 1] NETAYEVECTEPES

Agv vrdpyovv emmAéov TANPoPopie

4.3."Evé€1En 0mo1a60NTOTE AmULTOOPEVG GIESTS LOTPLKIG PPOVTIdG Kot E18WKN|g Ogpaneiog

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TS TUPKAYLAG

5.1. IvpocPestika péca

KotdAAnio péoa mopocPeons : KovBépta nupdcPeong.
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Kivdvvog mopkaytdg . BAéme tpfpa 2.2.

Métpa yio TV KOTATOAEUN G TNG TUPKAYLAG . Xpnowonowote péca Katdoeong katdAinia yio thv mepBdrlovco Tupkayid.

TMHMA 6: Métpa 6€ TepinT@on aKovoL0G EKAVOTG

6.1.1. I'a TPOGOTIKO GLLO A6 TO TPOSMOMUKG EKTUKTNG UVAYKNG

Métpa €kToKTng OvaryKnG . Amogevyete kdOe meprth EkOeom).

6.1.2. ' GTope mov TPooPEPoLY TPAOTES Po10sies

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon awodnkevon

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAéov TANPoPopieg

BM\éne tunpa 1.

TMHMA 8: "EAeyyog Tng ék0eong/atopiki Tpoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong ko frolhoyikég oprokés Tipég

Agv vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvicTAPEVES S10dIKAGiEg TUPAKOALOVONGNG

Agv vrdpyovy emmA£ov TANPOPOpieg

8.1.3. Zympatifovror sToygia poTaveng Tov aipa

Agv vrdpyovv emmAfov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmAfov mANpopopieg

8.1.5. Ileproyés eréyyov

Agv vrdpyovy emmAfov TANpoPopieg
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8.2. "Edeyyon ék0gong
8.2.1. Katariinkor pnyovikoi £reyyor

Kotdhinhor pnyoavikoi £reyyol:
Awnpiote og kaAd e€aepildpevo ydpo. ZoviBog amarteitor GOGTNHA YEVIKOD UNXovIKOD EAEPIGULOD TOV YDPOV.

8.2.2. ATOHIKOG TPOGTUTEVTIKOG E0TAMGPOG

8.2.2.1. TIpocTucio TOV HUTIAOV KOl TOV TPOGAHTOV

Agv vrdpyovv emmAéov TANpoPopieg
8.2.2.2. Ilpoctocio déppatog

IIpootacia Tov déppatoc:
oS8 epyaoTnpion

IIpootacio TOV (EPLOV:
IIpoototevtikd yévtio

8.2.2.3. TIpo6TOGio TOV UVITVEVGTIK®OV 06OV

Agv vrdpyovv emmAéov TANpopopie

8.2.2.4. Ogppkoi kivovvor

Aev vrdpyovy emmAov TANpoPopieg

8.2.3. Opro0étnon kK TapakorovOnon tng mepiparhovroroyikig £kOeong o€ kivovvo

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 9: ®vo1kég Kol (NUIKEG 1010TNTEG

9.1. Zroyegio Yo TG PAGIKES QUGIKES KoL YNUIKES 1G0T TES

Mopoen T Zteped
APDOUOL © Mn dwbéopo
Epepdvion T Zkovn.

Oopny © Mn dwbéopo
10p1o oopdV : Mn dwbéopo
onueio Méng / meproyn TENG © Mn dwbéopo
Enpeio mh&ewg © Mn dwbéopo
Enueio Bpacpod © Mn dwbéopo
Evpiextomra © Mn dwbéopo
Opra kvdvvov ekpnéemg T Agv oydet
Xoapniotepo O6pro £xpnéng T Agv ioydet
Yynmiotepo 6pto £kpnéng 1 Agv oydet
Inueio avapregng 1 Agv oydet
Bgppokpacio avtavapreéng T Agv oydet
Bgppokpacio ddonacng © Mn dwbéopo
pH © Mn dwbéopo
Awdropo pH © Mn dwbéopo
1EDOES, Kvepatikog (1)) 1 Agv oydet
AwAvtomzro : Nepo: 100 — 1000 g/l
YVVTELEGTNG KATAVOUNG G€ UElY L0 N-OKTAVOANG/VEPOD : Mn dwbéopo
(Log Kow)

Ilieon atpov © Mn dwbéopo
ITieon atpov og Beppokpacio 50°C © Mn dwbéopo
IMukvomta © Mn dwbéopo
ZyYETIKN TUKVOTITOL © Mn dwbéoyo
ZyeTikn TokvOTTA ATU®V 6Tovg 20°C 1 Agv oydet
Méyebog copatidiov © Mn dwbéoyo

9.2. Aoutéc TAnpogopicg

9.2.1. TIApoopics 6YETIKA pE TIG KLAGELS PUOIKOU KIvdHVOU

Agv vrdpyovv emmAéov TANpoPopieg
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9.2.2. AMha YOpaKTNPLOTIKG A6QUAEiNG

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gpdtnTO KO OVTIOPOCTIKOTITO.

2t00epd VIO KAVOVIKEG GUVOTKEG.

Aev vrdpyovy emmAfov TANpoPopieg

Kavévag yvootog/-1/-6.

Agv vrdpyovv emmAéov TANpoeopie

Koapia o kavovikn xprion. BAéne tunqpa 7.

Ortav Beppaivetat péypt Tov oNUEIOL SIUOTOONG, EKTEUTEL EMKIVOVLVOVS KOTTVOUG.

TMHMA 11: To&ikoloyikég TANpoPopisg

Oé&ela to&icdmra (amd 6TdN0TOC) © Mn ta&wopnpévog (EArepatikd dedopéva)

Oé&eia to&ucdt o (deppoTicn) © Mn taé&wopnuévog (EArepatikd dedopéva)

Oé&eia to&icdmra (avamvon) © Mn taé&wopnuévog (EArepatikd dedopéva)

AGBpmon ko epediopog Tov dEppatog . Ilpokahiet epebiopod Tov déppotoc.

ZoPapn opOaipkr BAGPN/epebionog : Ilpoxaiel coPapd opBaipikd epediopo.
EvawsOntonoinon tov avomvenotikod 1 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
guaednToToinon Tov SEPUATOG

MetaAho&ryéveon YEVWNTIKOV KUTTAP®OV © Mn ta&wvopnpévog (EAreipatikd dedopéva)
Kapxwoyéveon © Mn taé&wopnuévog (EAreipatikd dedopéva)

To&wdTTa Y10 TV QVOTOPOy®OYN © Mn ta&wopnpévog (EAepatikd dedopéva)

Ewum to&wotnto ota dpyava-otoyovs (STOT) — : Mmnopei va Tpokolécet epeiood TG OVOTVELGTIKNG 0000.
epanag £xbeon

Ewwn to&icomra ota opyava-otoyovg (STOT) — © Mn ta&wvopunpévog (EAeparticd dedopéva)
emavelAnupévn ékbeon

Enmkivduvomra avappoonong : Mn taé&wvopnuévog (Advvapio GuAROYAG SESOUEVMV Y10l TEXVIKOVG AOYOUG)

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 12: OwoAroyikég TANPOQOpPiES

Owoloyia - yevikd © Aev mopovcidlet Waitepo Kivouvo yio to meptBaiiov.
Emivduvo yio to vddtvo meptBaiiov, Ppayvrpddecpog @ Mn ta&wounuévog (EAelaticd dedopéva)

(080¢)

Emkivduvo yio to vdativo meptBailov, pakporpdbeopog : Mn ta&wounuévog (EAelaticd dedopéva)

(xpoV10G)
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Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPE.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 aprOpog tovtétnTog

Aev 1oy0et ‘ Aev woydet | Agv woyvet

14.2. Oweia ovopacio arostoiig OHE

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oydet

14.3. Taén/-e1g KtvdOvov KaTa TN HETO.POPE

Aev 1oy0et ‘ Aev woydet | Agv et

14.4. Opdodo cvokevaciog

Agv 1oy0et ‘ Aev 1oy0et | Aev 1oybdet

14.5. Mep1porlovTiKi ETKIVOVVOTNTO

Agv 1oy0gL Agv 1oyvet Agv 1oy0g1

Aev vapyovv emmAfov Stabéotpeg TANPoPopies

Eniyewo petagopa
Agv 1oydel

petagopd pécw Baraoong
Aev woyvet

Evaépra petagopd
Agev 1oy0et

31/01/2023 (Huepopmvia ékdoong) EL (eMnvikd) 6/7



Sodium aminosalicylate dihydrate
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14.7. @aldooreg peTa@opis yOoNy cvppmva pe Tig Tpasels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TNV 06QAAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITIpoimobéceig mepropiopov)
Aev nepihappaveron oto Mapapmmuo XVII tov REACH

Hopaptpae XIV Tov REACH (Katdhloyog ad€1086tn0mG)
Aev nepihappaveron oto [Mapapmua XIV tov REACH (Katdloyog adeioddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, IIponyovpevn cuvaiveon petd omd evnuépmon)

Aev gpapuoletat.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)

Aev gpappoletat.

Kavoviopdg mepi e€aobévnong Tov 6Covrog (EE 1005/ 2009)

Aev nepihapfaveton 6tov Katdroyo ovoldv mov e&acbeviCovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnkTik@v podpopov ovordv (EE 2019/1148)

Aev Tepiéyer kapia ovsia(eg) mov mephappavetar(oviat) 6Tov Katdioyo Tpddpopmv ovcimv ekpnktikdv (Kavoviopudg EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHon TPOSPOU®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyetl ovoio(eg) mov mephapfavetayoviat) 6Tov Katdhoyo npddpopmv ovotdv vopkatikdv (Kavoviopog EK 273/2004 oyeticd pe tig mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&orhdynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 16: ALLheg TANPOQOPiES

M peg keipevo ppacewv H ko EUH:

Eye Irrit. 2 YoBapn o@Oaipkn BAEAPN/0pBatkog epediopds, katmyopio 2

H315 IpokaAel epediopd tov déppotoc.

H319 TIpoxaiei coPapd opBaipikd epediopo.

H335 Mropei vo. Tpokarésel EpeBIOIO TG AVATVEVGTIKNG 030V,

Skin Irrit. 2 AwBpwon/epebiopdg tov déppatog, katnyopia 2

STOT SE 3 Educn to&ucotnta og dpyava-otoyovs Dotepa and pio epdmas £kbeon, katnyopia 3, epebiopdg g avamvevoTikng 0800

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpo@opieg mov TepLéyovTal 6€ avtd To dEATIO TPOEPYOVTaL 0O TNYEG TIG omoieg Bewpovpe agomotes. [lapdra avtd, divovtot
xopis kapio eyyonon, pn 1 &ppntn, Yo Ty okpifetd Tovg.
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