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e e gyl Citric acid monohydrate

Agltio Aedopévav Acpaleiog
of Medicines | du médicament

& HealthCare & soins de santé CONSEIL DE I'EUROPE ovppova pe tov Kavoviopd REACH (EK) 1907/2006 6mwg tpomomomifnke amd tov Kavoviopo (EE) 2020/878
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 : Citric acid monohydrate
Xnuwn Ovopacio 1 Kitpd o0&

No. kataroyov : 607-750-00-3

Kwd.-EE 1 201-069-1

apOuog CAS 1 5949-29-1

Kodwog mpoidvtog : 202200368

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

1.2.1. Zyenikéc mpofhemdpeveg ypnosig

Kbpua katmyopia ypnong : To mpoidv mpoopiletar yio TNV £pevva Kot avATTLEN KOl TNV EXOYYEALOTIKY EKTOIOEVOT).
Xpnion g ovciag/Tov peiypotog : Mobvo Yo emaryyeApaTIKn YpIon
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

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

1.3. Zroygia Tov TpopunOcvT) TOV dEXTiOV dEdOPEvEV cPaLEing

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. ApOpog TnrAe@@VoV emeiyovcags avaykng

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piop6g EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

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

ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpdc, katnyopio 2 H319
Ewdu to&otnta og Opyova-otoxovs votepa and pio epdmas £kxbeon, katnyopia H335
3, gpebiopdg ™G AVaTVELGTIKNAG 0800

ITAnpeg keipevo tov dnidocewv H kon EUH: BAéne tunpa 16

AvemOOpunTEg QUOIKOYNMIKES EMOPAGELS, KAODG Kot EMIPAGEIS 6TNV 0vOpOTIVY) VYl Ko 610 TEPIfariov

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) : H319 - IpokoAei cofapd opOaipuicd 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 xépa, Tovg THXEK (AvTIBPpdyLo) Kot T0 TPOGOITO GYOAACTIKE HETA TO XEPLOUO.
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Citric acid monohydrate
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopo (EE) 2020/878

P271 - Na ypnowomoteitat povo og avolktd 1 KaAd aepilopevo ydpo.
P280 - Na. popdte mpooTaTELTIKG YAVTIO/TPOGTATEVTIKG EVOVLLATO/HEGE ATOUIKNG TPOOTAGIONG Y10L TO.
UATLO/TO TPOCOTO/TO AVTLA.
P304+P340 - XE ITEPIIITQXH EIXIINOHEX: Metagépate tov mabdovia otov kabopd aépa Kot
APNOTE TOV VO EEKOVPACTEL GE GTACT IOV FLEVKOADVEL TNV CLVOTTVOT).
P305+P351+P338 - XE IIEPIIITQXH EITA®HY ME TA MATIA: Eenlivete TpoceKTIKA [e VEPO
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.
P337+P313 - Eqv dev voywpei 0 0pBakpkdg epebiopdg: Zopfovrevdeite/Enoxepbeite yiotpo.
P403+P233 - Amobnkevetat og Kahd agpilopevo xdpo. O mepiékg Stotnpeitat puntikd KAeoTos.
P405 - dvldooetat KA mpévo.
P501 - Awébeomn tov Tepieyopévon/mepiéktn o€ onpeio GLAAOYNG emKivdLVEV 1} E18IKOV amofAnTmy,
GULPOVO LE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kon dtebveig kavoviopovs.

Zrpavon cOpemvo pe: eEapeital 1 EMTEPIKN GLOKELAGTM, Ta TEPLEYOLEVA TNG OTtolag dev vrtepPaivovy To 10ml

Agv anonteitol ofjpavon

2.3. AALot Kivovvor

Agv vrdpyovv emmAéov TANpopopie

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

3.1. Ovoigg

Ovopa AvayvopioTikog Kodikos | % Koataraén svopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Kurpko o&d apBuog CAS: 5949-29-1 <100 Eye Irrit. 2, H319
Kwd.-EE: 201-069-1 STOT SE 3, H335
No. kataidyov: 607-750-00-3

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv woyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Meprypopin pETPOV TPAOTOV fonbstadv

Métpa tphrov Bondeidv petd omd emaen e To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdma okovmilovidg ) (kabapd Kot LoAako amoppoenTikod
mavi).
Métpa tpdrov Bondeidv petd omd exapn pe to piTio . Eemlovete T Latior pe vepod yio Aoyoug ocporeiog.

4.2. ZNpavTiKTEPH COUTTONATO KUL ETIPAGELS, APEGES 1] NETAYEVECTEPES
Agv vrdpyovv emmAéov TANpoPopieg

4.3."Evé€1&n 0010601 TOTE AmULTOOPEVIG GUEGTG LOTPIKNG PPOVTIdaG Kut £18WKNG Ogpamneiog

Aev vrdpyovy emmAfov TANpoPopieg

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

5.1. IvpocPestika péca

KotdAAnio péoa mopodcBeons : KovBépta nupdcPeong.

5.2. Exdukoi kivéuvol Tov TpoKvITOUY 0T TNV 0VGia 1] TO peiypo.

Kivduvog moprayidg : BMéme tpnpo 2.2.
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Citric acid monohydrate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomndnke omd tov Kavoviouo (EE) 2020/878

MEtpa ylon TV KOTOTOAEUNOT TNG TUPKAYLEG : Xpnowonomote péoa kotdoPeons katdAinia yo v mepidrlovoa Topkayid.

TMHMA 6: Métpa 6€ TEPinT@ON 0KOVOLOG EKAVGTNG

6.1.1. I'a TPOSOTIKG GLLO A6 TO TPOSMOMUKG EKTUKTIG UVAYKNG

Métpa €KTOKTNG AVAYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPAOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopie

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon awodnkevon

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BM\éne tunpa 1.

0¢ NG £k0eonc/aTopkn TpooTacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég

Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d1ad1Kacics Tapakorovdneng
Agv vrdpyovv emmAéov TANpoPopieg

8.1.3. Zympatifovrar sToygia poravens tov aépa
Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopieg

8.1.5. Ieproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katdiinior pnyavikoi éheyyol

Kotdhinhor pnyavikoi £reyyol:
Awmmpnote o kaAd eEaeptlOpevo Ydpo. ZvvNiBOG aToTEITOL GVGTNILO YEVIKOD UNYXoviKoy £0EPIGILOD TOV XDPOL.

31/01/2023 (Huepopmvia ékdoong) EL (eMnvikd) 3/8



Citric acid monohydrate
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoudnke and tov Kavoviopd (EE) 2020/878

8.2.2. ATopKOG TPOOTATEVTIKOG E0TAMGNOG

8.2.2.1. IlpoocTocio TOV HUTIAV KOL TOV TPOGAHTOV

Agev vrdpyovy emmAfov TANpoPopieg
8.2.2.2. Ilpoctocio déppatog
IIpootacio Tov déppaToc:

o1l epyactnpiov

IIpocTocia TOV yePLOV:
[IpoototevTiKd yévtio

8.2.2.3. TIpo6TuGio TOV UVUTVEVGTIK®OV 06OV

Agv vrdpyovv emmAéov TANpoPopieg

8.2.2.4. Ogppikoi kivouvvor

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikils £kBeong g Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Ko YNUIKES 1OWOTNTES

9.1. Ztoyeia Yo TS facikés QUOIKES KoL YNUIKES 1O10TNTES

Mopon 1 Xteped
APOLLOL : Mn dwbéoyo
Oopun © Mn dwbéoyo
TOp10 oopdv © Mn dwbéoyo
onpeio ™Méng / mepoyn ™éng © Mn dwbéoyo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn Swbéopo
Evpiektomto : Mn Swbéopo
Opra kvdvvov ekpn&emg 1 Asvioyoet
XapnAotepo 6pto £kpnéng 1 Asvioyoet
YymAdtepo 6pro Ekpnéng 1 Asv ioyoet
Inueio avapredng 1 Asv ioyoet
Bgppokpacio avtavapreéng 1 Agvioyvet
Oeppokpacio didonacng : Mn dwbéopo
pH : Mn Swbéopo
Awdiopo pH : Mn Swbéopo
1EDOEG, KvepaTkog (17) 1 Asv ioyoet
AwAvtomTo © Mn dwbéoyo
ZUVTEAEGTIG KOTAVOUNG O€ HElyLLo N-0KTAVOANG/VEPOL © Mn dwbéoyo
(Log Kow)

ITieon atpov : Mn Swbéopo
ITieon atpov oe Beppokpoacio 50°C : Mn Swbéopo
Tukvomra © Mn dwbéoyo
ZYETIKN TOKVOTNTO : Mn Swbéopo
ZyeTkn TokvOTNTA ATHAV 6ToVug 20°C 1 Asvioyoet
MéyeBog copatidiov : Mn Swbéopo

9.2. Aoutég TAnpogopicg

9.2.1. IIxpo@opies oyeTIKA pe TIS KLAGELS PUOLKOD KIvdUVoy
Agev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoPopieg
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Citric acid monohydrate
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoudnke and tov Kavoviopd (EE) 2020/878

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

10.1. AvtidpaoTiKOTNTA

Z1afepd VIO KAVOVIKEG GUVONKES.

10.2. Xnpw) otabepotnro

Agv vrdpyovv emmAéov TANpoeopie

10.3. IBavéTNTO EMKIVOUVOY AVTIOPACEDV
Kavévag yvootog/-1/-6.

10.4. ZovO ke Tpog amoPuynv

Agev vrdpyovy emmAfov TANpoPopieg

10.5. Mn cvpBata vika

Kapia og kavovikn gpron. BAéne tpuiua 7.

10.6. Emcivovva mpoiévra amocvvleong

Otav Oeppaivetor péypt Tov oNUEIOL SACTACNG, EKTEUTEL EMKIVOLVOLG KOUTVOUGC.

TMHMA 11: To&koroyikég TANPOPOPiES

11.1. MAnpo@opisg yro. Tig TAEELS KIvovvov, 6mmg opilovtar otov kavoviopo (EK) api0. 1272/2008

O&eia To&komra (amd oTOUATOG)
O&eia To&ikomro (deppatikn)
O&eia To&uotnTa (avomvon)

1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio To&vounons dev mAnpovvot)
1 Mn ta&wvounpévog (Baoet tov dabéoipmv dedopévav, ta kpiripio tagvounong dev TAnpovvot)
1 Mn a&wvopnpévog (Baoet tov dabéoipmv dedopévav, Ta Kpiripio Ta&vounong dev mAnpovvot)

Kutpiko o&b (5949-29-1)

LD50 amd tov 6tép0t0g 68 epovpaiong

> 5000 mg/kg (krTptkd 0V, vudpo)

LD50 péom tov dEpHaTog o€ apovpaiong

> 2000 mg/kg (citric acid, anhydrous)

ABpwon Kot epebopog Tov dEPHATOG

ZoPapn opBaipukn BAGPN/epebionog
EvaisOntomoinon tov avomvevotikod 1
gvaicOnTomoinomn Tov d€ppatog

Metalha&ry£veon YEVWNTIKOV KUTTAp®V
Kapxivoyéveon

To&wdmTa Yo TV Avemepoy®yn

Ewdu to&iotnta ota dpyava-ctoyovg (STOT) —
gpamag £xbeon

Ewdum to&wotnta ota dpyava-ctoyovs (STOT) —
emavenupévn ékbeon

Enuivdovomta avappoenong

1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta KpLripio ToEvounong dev mAnpovvoL)
. TIpoxaiei coPapd opBaipikd epebiopo.
© Mn ta&wopnpévos (Baoet tov dabéoiumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)

© Mn ta&wvopnpévos (Baoet tov dabéciov dedopivav, ta kptripo ta&vounong dev minpovvrat)
1 Mn a&wvopnpévog (Baoet tov dtabéoipmv dedopévav, Ta Kpiripio ToEvounons dev mAnpovvot)
© Mn ta&wvopnpévos (Baoet tov dtabéoipmv dedopévav, Ta kpLtipilo Tagtvoumong dev TANpovvToL)
© Mmnopei va tpokoréoet epedopd TG ovomVELGTIKNG 0000.

© Mn tag&wvopnpévog (Baoet tov dwabéoyiov dedopévav, ta kptipta Tagvounong dev TAnpovvrat)

: Mn taé&vounpévog (Advvapio GuAROYNAG SESOUEVMV Y10l TEXVIKOVS AOYOVG)

11.2. ITAnpo@opieg yro GAAOVS TOTOVG ETIKIVOVVOTITOS

Agv vrdpyovv emmAéov TANPoPOpieg

TMHMA 12: Owoloyikég TANpopopisg

12.1. To&ikétnTo

Owoloyia - yevikd

Emivduvo o to vddtvo meptBaiiov, Bpayumpdbecog

(0&09)

Emikivouvo yia 1o vddtvo mepiBdAiov, pakporpoheciog

(xpdv10g)

: Aev mopovctdlet Wiaitepo Kivduvo o to tepBailov.
: Mn ta&vopnpévog (Baoet tov dabécytov dedopévav, ta kptripta Tagvounong dev minpovval)

1 Mn ta&wvopnpévog (Baoet tov Stabécipmv dedopévav, Ta KpLTipio ToEvounong dev mAnpovvot)
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Citric acid monohydrate
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomndnke omd tov Kavoviouo (EE) 2020/878

Agv vpiotaton Toyeio omocuvheon

Kurpiké o0& (5949-29-1)

LC50 - Yapua [1] > 100 mg/kg (kitpikd 0D, @vudpo)
EC50 - Kaprvoedn [1] 34 mg/1 (xitpucd 0&0, Gvudpo)
EC50 72h - @bk [1] 1.9 mg/l (xutpikd 0&Y, dvudpo)
NOEC ypovia. pvkn 1.4 mg/l (xutpcd 0D, Gvvdpo)

Agv vrdpyovy emmA£ov TANpoPopies

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 01d0gon

Agv vrdpyovv emmAéov TANPoPopieg

TMHMA 14: ITAnpo@opieg 6YeTIKA PE T1| HETAPOPA

Topupovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. AprOpéc OHE 1 apOpog TavtotnTog

Agv 1oy0gL ‘ Agv 1oyvet | Aev 1oydet

14.2. Owkeia ovopasia awostoric OHE

Aev 1oydet ‘ Agv 1oy0et | Aev 1oydet

14.3. Tagn/-e1g KtvdHvov KaTa TN PETOQPOPE

Agv 1oy0gt Agv 1oy0et Aev 1oyder

14.4. Opddo cvoksvaciag

Aev oy0et ‘ Aev woyvet | Agv woyvet

14.5. Tleprpaihovriki emKivovuvoTnTO

Agv 1oy0et ‘ Agv 1oy0et | Agv woyvet

Aev vrdpyovv emmAfov Stabéotpueg TANPoPopieg
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Citric acid monohydrate
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopo (EE) 2020/878

14.6. Ewdwkég mpouAdEerg yia Tov ypiotn

Eniyewa petagopa
Aev 1oydel

petapopd péco Balacong
Agev 1oy0et

Evoépuo petagopd
Agev 1oy0et

14.7. @ardooreg peTa@opis yvony copgpmva pe Tig Tpatels ron IMO

Agev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1. Kavoviopoi/vopo0soio 6YETIKG pe THY 06QGLEWD, TNV VYEIX Kou TO TEPLBaLLoV Yia TNV 0VGia 1] TO peiypa
15.1.1. kavoviopoi EE

Mapdaptnpae XVII tov REACH (IIpodmoBéceic mepropiopov)
Aev tephapfavetat oto Moapapmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TN01|G)
Aev nepihappaveron oto [apapmua XIV tov REACH (Kotdhoyog adetoddtnong)

Katdroyog vroynerov ovoidv REACH (SVHC)

Aev teptlapfavetol 6Tov Katdioyo vroyneiev ovcuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyodusvn cuvaivesn petd omé evnpépmon)

Aev gpappoletat.

Kavoviopég POP (EE 2019/1021, "Eppovol opyavikoi pomor)

Aev gpapuoletat.

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

Aev nepihapfaveton 6tov Katdroyo ovoidv mov eEacbevitovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdg mepi ekpnktik®dv tpodpopmv ovordv (EE 2019/1148)

Aev Tepiéyel kapia ovaia(eg) mov nephappavetar(ovtat) 6Tov KatdAoyo pddpopmv ovoimv ekpnktikdv (Kavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot
™ XpHon TPOSPOL®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikav (EK 273/2004)

Aev mepiéyet ovoio(eg) mov mephapfavetayovat) 6tov Katdhoyo pddpopmv ovotdv vaprkatikdv (Kavoviopog EK 273/2004 oyeticd pe t1g mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&ohdynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 16: AlAheg TANPOQOPiES

ITqpeg keipevo ppacsov H ko EUH:

Eye Irrit. 2 ZoPapn o@Oaipkn BAAPN/0pBakkdg epedionds, katnyopio 2
H319 Ipokaiel coPapd opOurpicd epebiopod.
H335 Mmropei va Tpokarécel peBIGHd TNG AVATVEVGTIKNAG 050V.
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Citric acid monohydrate
Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoudnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

STOT SE 3 Edun to&ucotnta o Opyova-otoxovs Dotepa and pio epdmas £kxbeon, katnyopia 3, epediopog g avamvevoTikng 0800

Aglktio Aedopévov Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot mAnpogopieg mov mepiéyoviat oe avtd To deATio mpoépyovtat amd Ty Tig omoieg Bempovpe adioniotec. [lapdra avtd, divovrar

xopic kapio eyydnon, pntn N appnTn, Yoo v akpifetd tous.
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