European Directorate  Direction européenne

e o eyl Azithromycin dihydrate

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 :Azithromycin dihydrate
Xnun Ovopacio : Azithromycin dihydrate
Kodwog mpoidvtog : 201600084

1.2. Zovo@eic mpocoloplloPeveg YPIGELS TS OVGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNGELS

1.2.1. Zyenikéc mpofhemdpeveg ypNosig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovciag/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 TpopunBcvT) TOL dEXTiOV dEdopévev acpaleiag

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 copoove pe v odnyia 1272/2008 EK [CLP]

EvawsOntonoinon tov avomvevotikod, katnyopio 1 H334
EvawsOnromoinon tov dépparog, katnyopio 1 H317
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunpa 16

AvemOOpnTEG QUOIKOYNMIKES EMOPAGELS, KAOMG KUl EMIPAGELS 6TNV 0vOpOTTIVY VYEio Kan 6TO TEPLpdilov
Amopacn HESH KPioNG EUTEPOYVOUOVOV KOl OTTOSEIKTIKNG 10YVOG.
2.2. Zroyeio eTIKETOG

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

GHS08
[pogdomomtikn Aé€n (CLP) : Kivdvvog
AnAdoelg emkvovvomtag (CLP) : H317 - Mnopei va tpokaréoet adlepyikn deppotikn avtidpoon.
H334 - Mropei va tpokoréoet addepyio 1| cvpntdpate dobuatog 1 dvonvola g nepinTwon
€10TVONG.
Anidoeilg Tpopvriaéng (CLP) © P261 - Anogebyete va avanviete okOVN/avabuldoels/aéplo/otayovidio/atpode/ekvepdpoTa.

P272 - Ta poivopéva evdvpota epyaciog dgv Tpénet va Byaivovy amd 1o xdpo epyaciog.

P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo OTOMKNG TPOGTAGIAG Yo TO.
naTi0/10 TPOoMTO/TOL VTG

P284 - Xpnowponoteiote PEGH OTOUIKNG TPOGTAGING THG OVATVONG.
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

P302+P352 - XE INEPIIITQXH EITA®HE ME TO AEPMA: TTAOvte pe apBovo vepo.
P304+P340 - XE ITEPIIITQXH EIXIINOHE: Metagépate tov mabdovia 6tov kabapd aépa Kot
AQPNOTE TOV VO EEKOVPOCTEL GE GTAOT MOV FLEVKOAVVEL TNV VOTVOT).
P321 - Xpe1dleton ek ayoyn (BAETE cuUTANPOUOTIKEG 00N Yies TPOTOV Bondedv 6TV TIKETA).
P333+P313 - Edv napotnpnbei epebiopdg tov déppatog 1 epeaviotet e&avonua:
Yoppovievbeite/Emokeqbeite yuatpo.
P342+P311 - Edv napovcialovtotl avanvevotikd cvpuntdpote: Kaiéote 1o KENTPO
AHAHTHPIAZEQON 1 éva yutpo.
P362+P364 - Bydhte ta. poAvopéva podyo kot TAOVTE To. TPV T0. EAVOYPT|CILOTOGETE.
P501 - Awdbeomn tov Tepieyopévon/mepiéktn o€ onpeio GLAAOYNG emKivdLVeV 1} E18IKOV amofAnTmy,
GUUPOVO LE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BvViKOLS 1/Kan debveig Kavoviopovg.

Zhpavon cOpemva pe: eEapeital 1) EMTEPIKY GLOKEVAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vIepPaivovv Ta 10ml

Ewovoypdappata kivdvvov (CLP) :

GHS08

2.3. AALot Kivévvor

Agv vrdpyovv emmAéov TANpoeopieg

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

3.1. Ovoigg
Ovopa AvayvopioTiKOg KOOLKOg % Kataraén ocopomva pe v 0dnyia
TPOiOVTOG 1272/2008 EK [CLP]
Azithromycin dihydrate - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

IMnpeg keipevo tv dnidoewv H kon EUH: BAéne tunqpa 16

3.2. Meiypota

Agv oyvet

TMHMA 4: Métpa npotov fondeiov

4.1. Ileprypagn péTpav TpATOV fonderdv

Métpa tpdtov Bonbeidv petd omd eilomvon © Bydte tov mofovta otov kabapd afpa. APote To GTopo mov TpocPAndnke va avarvevoet kabapd
aépaL.

Métpa Tphrov Bondeidv petd omd emaen pe To dEppa : KoBapiote ™ peyarvtepn dvvarh mocdmra okovmilovidg ) (kabapd Kot LoAakd amoppoenTikod
mavi). [TAvete pe GeBovo vepd Kot amoppLTAVTIKO.

Métpa tpdtov Bondeidv petd omd exapn pe o Pt . Eemhovete pe vepd kpotdvtog o PAEQapo KoAd avorytd.

Métpa mpdrov fondeidv petd amd katdmoon . Eemhovete 10 otopo. Edkn wrpkh mapaxorovdnon. Evééyetar va cuom el mapatetapévn otpikn
TapoKolovOnon.

4.2. ZNpavTikTEPH COPTTONATO KOL EMIPAGELS, GPEGES 1] NETAYEVECTEPEG

ZOUTTONOTO/EMBPACELS © BMaPeg oty vyeia evdéyetar va gppaviotodv pe kabvotépnon.

ZounTdpoTO/EMBPACELS HETA OO E1GTVON 1 Avemapkn dedopéva.

ZounTOUOTO/EMSPACELS HETA 0O EXAPT LE TO dEPLOL . Avenopkn dedopéva.

ZopUTTOUOTO/EMBPACELS HETA OO ETOPT 1E TO LTI . Avenopkn dedopéva.

ZouUTTOUOTO/EMBPACELS HETA OO KATATOOT . Ta cvpuntdpoto gvdéyetor va eivat LaAn, keparolyieg, vavTtio Kol amdAEW GUVTOVIGHOD.

4.3."Evd€1En 0mo1a60NTOTE ATULTOOPEVIG GUEGT|G LUTPIKIG PPOVTIdUG Ko E181KN|g Ogpaneiog

ZopPovlrevdeite/Emoxeqbeite yuatpd. Edv givon duvatod dei&te owtd to gOAA0 acpaleiog, Kt av Oyl dei&te T cvokevasio N v etikéta. Evepyn ovaia.
DappokevTikod TPOIdV.
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

TMHMA 5: Métpa yio TV KOTOToAEP) 0N TS TVPKAYLAG

KatdAnka péoa mopdcPeong . KovuBépta nupdoPeong.

Kivdvvog mopkaytdg : BMéme tprpo 2.2.

MéTpa Y100 TV KOTOTOAEUNGT| TG TUPKOAYLAG . Xpnowonotote péca KatdoPeons katdAinia yio v mepBdiiovco Tupkayid.

TMHMA 6: Métpa o€ TepinTon aKoVoLOS EKAVONG

Tevikd pétpo . Amo@lyete ™V dpeomn enoen| pe o Tpoidv. Mnv avomvéete
oKOVI/avabVILAGELY/ 0PLa/oTaYOVISIO/ O THOVS/ EKVEPDLOLTA.

6.1.1. I'a TPOCOTIKG GLLO A6 TO TPOSMMUH EKTUKTNG UVAYKNG

Métpa éktaxtng avaykng 1 ®opdte KATAANAO TPOGTUTEVTIKO POVYICUO, YAVTLY KOl TPOGTAGIH Y10 TO HATLO Kot TO TPOCHOTO.

6.1.2. I dTopo mov TPooPEpovy TPpdOTES Podeieg

Agev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

MéBodot kabapiopow 1 Zyovpéyte, 011 To omoppipata Oa TepicLALeyodv Kot Ba anodnkevtodv acparic. Kabapiote
mpooekTikd. [TMvete Ta vTokeippata TOL dev UTOPEITE VOL OVOKTNGETE He : ALGAV IO VTOYA®PIOS0VG
vatpiov.

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xeipiop 1 0001 KEVON

Emmhéov kivéuvor katd v eneéepyoocio . Egiotdton emiong n mpocoyn Tov xpiotn 6Toug mhovong Kivduvoug Tov EVUTAPYOVV GTNV TEPITTOON
OV TO TPOTOV ypNoonombel pe TPOTO TOV 0pileTaL OO TIC KUTACKEVAUOTIKES TPOSLUYPAUPES.

TIpouAaEels o QoA XEPIGHO 1 XpNoWonomoTe 10 TPOidV e TPOGOYT. ATOPVYETE TNV AUECT EXOQT LLE TO TPOTOV. TO HETPO TOV
SuvoTov 1 YPNON TOL TPOIOVTOG TPETEL VOL YIVETOL GE EPYACTIPLOKT XOAVT|.

Métpa vyevig 1 Xpnon tov Tpoidvtog pe opbn Propnyavikn vyewvn kot dtadikacies ac@aAsiog.

Teyvikd pétpo T Zoppopeobeite e Tovg 1XVOVTEG KOVOVIGHOVG.
ZovOnkeg OAOENG 1 DdvAdooetol KAEW®LEVO.

Béme tpnua 1.
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

TMHMA 8: "EAgyyog Tng ék0eong/atopiki Tpoctacio

8.1. IMapapeTpor eréyyov

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong kot frolhoyukég oprokis Tipég
Aev vrdpyovy emmAfov TANpoPopieg

8.1.2. ZuvieTdpeveS Sradikacisg mopaKorovOnoNg

Agv vrdpyovv emmAéov TANpopopieg

8.1.3. Zympatifovror sToygia pdmavens Tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoeopie

8.1.5. Ileproyés eréyyov

Agev vrdpyovy emmAfov TANpoPopieg

8.2."ELeyyor £ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awmpnote o koAl e€aeptlopevo Ydpo. XpNGUYLOTOLEITE AMOKAEIGTIKG 08 KAELGTN YOOV UE EVOOUATOUEVO QIATpo. DidTpo aepocmpaTidiny vynAng
amoteheopoticomtog (HEPA filter).

8.2.2. ATopKOG TPOOTOTEVTIKOG EE0TAMGNOG
8.2.2.1. IIpocTocio TOV HUTIAV KUL TOV TPOGAHTOV

Ipootacio 0@Oaipn®V:
Ipootatevtikd yvaAld. DIN EN 166

8.2.2.2. Ilpoctocio déppatog

IIpocrocio Tov déppatog:
Xpnoonoteiote TPooTaTELTIKO povyIoHd Yo ynpkd. DIN EN 13034

Ipootacio TV LePLOV:
Ipoototevtikd yavtio avOekTikd og ynukd tpoiovta. ISO 374-1

8.2.2.3. TIpo6Tucio TOV UVATVEVGTIK®OV 060GV

IIpooTtacic TOV OVATVEVGTIKAV 00AV:

Xg mepintwon amelevbEpmong okovng : paokeg pe eiktpo yio okoveg P3. DIN EN 140 & 149. Yypo npoidv : Mdoka agpordpatos. Popdte avamvevotikn
GLOKEVT| O TEPInT®OoN £KOEONG OE ATHOVG/GKOVESG/AePOADLOITOL

8.2.2.4. Ogppikoi kivouvvor

Aev vrdpyovy emmAfov TANpoPopieg

8.2.3. Oprofétnon kot TapakorovOnon g neprfariovroroyikis ékOeong 6€ Kivovvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Ko YnNUIKES 1O10TNTES

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

Mopon T Zteped
APDOUOL © Mn dwbéopo
Epedvion T Xkovn.

Oopn . Agvoyoet.
1Op10 oopdv © Mn dwbéoyo
onueio ™méng / meproyn TENG © Mn dwbéoyo
Inpeio mEemg © Mn dwbéoyo
Inueio Bpacpod © Mn dwbéoyo
Evplextomta © Mn dwbéoyo
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

Opuo kvdvvov ekpnéewmg 1 Agvioydet
Xapniodtepo 6pro £xpnéng 1 Agv ioydet
Yyniotepo opro Ekpnéng 1 Agvioyvet
Inueio avapreéng 1 Agvioydet
Beppokpacio avtavaereng : Aev ioyoet
Beppokpacio didonocng : Mn dwbéopo
pH : Mn dwbéopo
Adiopo pH : Mn dwbéopo
1EDOES, Kivepatikog (1)) 1 Agvoyvet
AwAvtomro : Nepo:<0.1g/l
ZUVTEAEOTIG KOTAVOUNG OF HElyLLo n-0KTAVOANG/VEPOL © Mn dwbéopo
(Log Kow)

Ilieon atpov © Mn dwbéopo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto © Mn dwbéopo
TyeTKN TOKVOTNTOL : Mn dwbéopo
ZyeTikn ToKkvOTTO 0TUOV 6ToVG 20°C 1 Agvoyvet
Méyebog copatidiov : Mn dwbéopo

9.2.1. IAnpo@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU

Aev vrdpyovy emmAfov TANpoPopieg

9.2.2. AMA0 {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoeopie

TMHMA 10: Xta0gpdtnTo Kol avIIdpaoTIKOTNTO

2t08ep6 VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vadpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. Biéne tunqpoa 7.

Ortov Beppaivetar p€ypt Tov onpeiov SIUCTOONG, EKTEUTEL EMKIVOVVOVG KOTVOVG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&komra (amd oTOHUTOG) 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
O&eia To&otta (avomvon) 1 Mn ta&wvopnpévog (EAeparticd dedopéva)
Tlepartépw mAnpoeopieg 1 to&koloyikd dedopéva dev givan dobéaipal.
Ewonvon
Aéppo
AwiBpoon kot epebiopog Tov déppartog © Mn to&wopnuévog (EXAeipaticd dedopévor)
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

ToPBopn opBaipikn PAABN/epediopog 1 Mn ta&wvopnpévog (EAeparticd dedopéva)

EvatsOntonoinon tov avomvevotikod ) © Mnopei va npokorécet oddepyio 1} cvpmtdpate dodpotog 1y dbonvola oe nepintwon elGmVoNg.
gvaicOntomoinon Tov d€ppatog Mmnopei va tpokarécet aAhepyikn) SeppOTIKT avTidpaot.
MetaAro&ryéveon YEVWNTIKOV KUTTAP®OV © Mn tag&wvopnpévog (EAreipatikd dedopéva)

Kapxwoyéveon © Mn ta&vopnpévog (EAepatikd dedopéva)

To&woTTa Y10 TV OVOTOPOYOYN : Mn ta&wvopnpévog (EAkepatikd dedopéva)

Ewdu to&ikotnta ota dpyava-otoyovg (STOT) — © Mn ta&wopnpévog (EArepatikd dedopéva)

epamaé £xbeon

Ewdu to&wotnta ota dpyava-otoyovs (STOT) — © Mn ta&wopnpévog (EAepatikd dedopéva)

emavelnupévn ékbeon

Enwwvdovomra avappoenong © Mn taé&wopnuévog (Advvapio GOAROYAG SESOUEVMV Y10l TEXVIKOVS AOYOUE)

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owoloyikég TAnpopopisg

Owoloyia - yevikd . Emivévve amdfinta. Xpnoyomoteite katdrinia doyeio andppymc.
Emivduvo yio to vdatvo meptBaiiov, payvrpdbecpog @ Mn ta&wvopnpévog (EAelpoticd dedopéva)
(0809)

Emikivduvo yio to vdativo meptBaidlov, pakporpdbecpog @ Mn tagvopnpévog (EArelpoticd dedopéva)

o

%
s‘
o

<

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrapyovv emmA£ov mANpoopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

Agv vrdpyovy emmA£ov TANPoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeia oyeTika pe T 0100gon

Tomwr| vopoBeosio (amdfinta) : Kotaotpéyte pe ac@ain tpdmo GOUPMVO LE TOVG TOTIKOVS/ e0VIKODG KavoVIGHOUG.

TMHMA 14: [TAnpo@opisg 6eTIKE pe TN PETAPOPE.

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 apOpog TovtdtTnTOg

Agv 1oy0et Agv 1oy0et Aev 1oybdet
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Azithromycin dihydrate
Agltio Agdopévov Acpaleiog

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

ADR IMDG IATA

14.2. Oweia ovopacia arostoric OHE

Aev 1oy0et ‘ Agv woyvet ‘ Agv et

14.3. Ta&n/-€1g KivdHvov KaTd T HETAQOPA

Aev 1oydet ‘ Agv 1oy0et ‘ Aev 1oydet

14.4. Opada ocvokevaoiog

Agv 1oy0g1 ‘ Agv 1oyvet ‘ Aev 1oydet

14.5. Ileprfarrovtikn emKivovvoTnTa

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

Aev vrapyovv emmAéov dobéaipeg TAnpopopieg

14.6. Ewdwkég mpouAdEerg yra Tov ypiotn

Eriyewo petagopa
Aev 1oy0et

petagopd pécw Bordcong
Agev 1oy0¢et

Evoépuo petagopd
Aev 1oydel
14.7. @ardooreg pETaPOPES YOONY cvpmva pe Tig Tpatels o IMO

Agv oyvet

TMHMA 15: Xtovygio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio 6yeTikd pe TV 06QAaAELd, TNV VYO KO TO TEPLBAALOV Y10, TNV 0VGIX 1] TO peiypa
15.1.1. xavovicpoi EE

Hapaptnpae XVII too REACH (ITpoimoBéceig mepropicpov)

Aev tepthapfavetat oto Moapapmpo XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a0£1060TNn01|G)
Aev nepihappaveton oto Mapapmmua XIV tov REACH (Katdhoyog adetoddtnong)

Kataroyog vroynigiov oveidv REACH (SVHC)

Aev epthapfavetol 6Tov Katdioyo vroyneiov oveuwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaivesn petd omé evnpépmon)
Aev gpopuoletat.

Kavoviopég POP (EE 2019/1021, 'Eppovor opyavikoi pomor)

Aev gpappoletat.

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

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

Kavoviepig nepi ekpnktik®v mpodpopov overdv (EE 2019/1148)

Aev nepiéyet kapio ovoio(eg) mov meprapPdvetar(oviat) 6Tov Katdloyo Tpddpopav ovcidv ekpnktikav (Kavoviopog EE 2019/1148 oyetikd pe v epmopio kot
™ ¥XPNOT TPOSPOLOV OVGLDY EKPTKTIKMDV)

Kovoviopéc mepi mpodpopmv ovoidv vapkotik®dy (EK 273/2004)

Agv mepiéyel ovoio(eg) mov mepAapfaveTar(ovial) 6Tov KatdAoyo Tpodpopmy ovotdv vapkaTik®v (Kavoviopog EK 273/2004 oxetikd pe tic Tpddpopes ovoieg

VOPKOTIKOV)
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Azithromycin dihydrate
Aghtio Aedopévav Acpalreiog

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

15.1.2. EOvikég dworacelg

Agev vrdpyovy emmA£ov TANpoPopieg

15.2. A&oroynon yMuikig ocQaieloag

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 16: Alheg TAnpo@opieg

M peg keipevo ppacswv H ko EUH:

H317 Mmopei vo Tpokarésel aAAEPYIKN dEPUOTIKT avTidpooN.

H334 Mrmopei va tpokarécetl aAlepyia 1) CUUTTOMATA AGOUNTOG 1} SVGTVOLN GE TEPITTMOON EIGTVONGC.
Resp. Sens. 1 EvaisOnromoinon tov avorvevotikol, katnyopio 1

Skin Sens. 1 EvaisOntomoinen tov dépparog, karnyopio 1

Aektio Agdopévov Acpaleiag (AAA), EE

ATIOITOIHEH EY®NHZX Ot mAnpogopieg mov mepiéyovial o€ avtd to deATio mpoépyovtat amd mnyég tig omoieg Oempovpe aomiotes. [lapdia owtd, divovron
XOPIG Kapio gyydnon, pntn N appnTn, Yo v aKpifeid toug.
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