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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 : Meiypa
Ovopo Tov TPoidvTog : Azithromycin for system suitability
Kodwog mpoidvtog 1 202200439

1.2. Tovogeic mpocdtopilopEvEg YPIGELS TS 0VGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Mobvo Yo emaryyeApaTIKN YpIRoN
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 TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing

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. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvou 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]

Evaisbntomoinon tov avomvevstikoy, katnyopio 1 H334
EvawsOntomoinon tov dépparocg, katnyopio 1 H317
IIpeg keipevo tov nhmoemv H ko EUH: BAéne tunqpo 16

AvemOOpnTEg QUOIKOYNMIKES EMIPAGELS, KAODG KUl EMIPAGELS 6TNV 0vOpOTIVY VYEio Kon 610 TEPLPdALoV
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

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

GHS08

[pogdomomtikn Aé€n (CLP) : Kivdvvog

Mepigyet . 3-N-demethyl-3'-N-formylazithromycin; 3’-N-[[4-(acetylamino)phenyl]sulfonyl]-3’-N-
demethylazithromycin; 13-O-decladinosylazithromycin

AnAdoelg emkvovvomtag (CLP) : H317 - Mnopei va tpokaréoet adlepyikn deppotikn avtidpoon.
H334 - Mropei va tpokaréoet addepyio 1| copntdpate dobpatog 1 dhonvola g nepinTwon
€10TVONG.

Anidoeilg Tpopvriaéng (CLP) © P261 - Anogebyete va avanviete okOVN/avabuidoeis/aéplo/otoyovidio/atpode/ekvepdpoTa.

P272 - Ta poivopéva evdvpata epyaciog dev Tpénet va Byaivovy amd 1o xdpo epyaciog.
P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTicd evovpaTo/LEGo OTOMKNG TPOGTAGIAG Yo TO.
naTi0/10 TPOoMTO/TOL OVTLE.
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

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

P284 - Xpnoylomoteiote HEGO OTOUKNG TPOGTAGIOG TG OVOTVONG.
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
APNOTE TOV VO EEKOVPACTEL GE GTACT OV FLEVKOADVEL TNV CLVOTTVOT).
P321 - Xpe1dleton edkn ayoyn (BAETE CUUTANPOUOTIKEG 00N YieC TPOTOV Bonbedv otV TIKETA).
P333+P313 - Edv napotnpnbei epebiopdg tov déppatog 1 epeaviotet e&avonua:
Yoppovievbeite/Emokeqbeite ylatpo.
P342+P311 - Edv napovcialovrot avanvevotikd cvpuntdpota: Kaiéote to KENTPO
AHAHTHPIAZEQN 1 éva yutpo.
P362+P364 - Bydhite ta. poAvopéva podyo kot TAOVTE To. TPV T EAVOYPTCILOTOGETE.
P501 - Awdbeomn tov Tepieyopévon/mepléktn o€ onpeio GLAAOYNG emkivdLVeV 1} E18IKOV amofARTmy,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £BVIKODS 1/Kkon diebveig kavoviopovs.

Zrpavon cOpemvo pe: eEapeital 1) EMTEPIKY GLOKELAGIM, TO TEPLEXOLEVA TG OTtolag dev vtepPaivovy to 10ml

Ewovoypdappata kivdvvov (CLP) :

GHS08
Emikivduvo mepieyopevo : 3'-N-demethyl-3'-N-formylazithromycin; 3’-N-[[4-(acetylamino)phenyl]sulfonyl]-3’-N-
demethylazithromycin; 13-O-decladinosylazithromycin

2.3. AlLot Kivovvor

Aev mepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv a&oloynBei coppwva pe to Iapdpmpa XIII tov Kovoviopod REACH

To piypo dev mepiéyet ovoia(eg) mov TepLapPavetal 6Tov KatdAoyo mov kataptiletor ovppmva pe o dpdpo 59 mapdypapog 1 tov kavovicpod REACH ya tig
W10 TEG EVOOKPIVIKNG Statapoyis 1 dev avayvopiletat 0Tt XL 1310TNTEG EVOOKPIVIKNG SLaTapoyNG COUP®VA LE Ta KPLTApLo mov opilovtatl 6Tov Kot'
e&ovoloddtnon Kavoviouo g Emtponng (EE) 2017/2100 1 tov Kavoviopd g Emrponng (EE) 2018/605, oe cuykévtpwon ion 1 peyordtepn omd 0,1%

TMHMA 3: Z0vOeon/TApo@opies Y10 TO GVGTATIKG,

3.1. Ovoigg

Aev 1oy0et

3.2. Meiypota

Ovopa AvayvopeTiKOg Kodkeg | % Kataraén copomva pe v 0dnyia
TPOidvTOg 1272/2008 EK [CLP]

13-0O-decladinosylazithromycin - 56 Resp. Sens. 1, H334

Skin Sens. 1, H317
3'-N-demethyl-3'-N-formylazithromycin - 34 Resp. Sens. 1, H334

Skin Sens. 1, H317
3°-N-[[4-(acetylamino)phenyl]sulfonyl]-3°-N- - 10 Resp. Sens. 1, H334
demethylazithromycin Skin Sens. 1, H317

I peg keipevo tov dnhmoewv H ko EUH: BAéne tunpo 16

TMHMA 4: Métpa ntpoTtov fondsiov

4.1. Meprypopi pETPOV TPAOTOV fonbetdv

Métpa tpdtev Bondeidv petd omd eilomvon : Bydte tov mofovta otov kabapd aépa. APioTe TO ATOUO OV TPOSPANONKE va avamvevset kabapd
aépa.

Métpa tpdtev Bondeidv petd omd emapn pe To dEppa : KoBapiote m peyaivtepn dvvarh mocdmra okovmilovtds ) (kabapd Kot LoAaKO amoppoenTikod
mavi). [TAvete pe GeOovo vepd Kot amoppLTAVTIKG.

Métpa tpdtev Bondeidv petd amd exapn He To LT 1 Eemldvete pe vepd Kpotdvtog To PAEQApO KOAG ovoryTd.

Métpa tpdteov Bondeidv petd and kotdmoon : Eemlvete 10 otopa. Evdéyeton va cvotbel mopatetapévn wtpikh mapacolovdnon.
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpornomomdnke omd tov Kavoviopo (EE) 2020/878

SOUTTOHOTO/ETIOPAGELG © BAdPeg oy vyeia evdéyetar va eppavicTovy e kabvotépnon.
SOURTOUOTO/ETIIPACELG PETE omd eloTvon  Avemopkr dedopéva.
FOUTTOUOTO/EMBPACELS HETG OO EXOQT LE TO SEPUAL . Avemapkn dedopéva.
FOUTTOUOTO/EMBPAGELS HETE Ad EMOON HE TOL pdTio . Avemapkn dedopéva.

TopBovievdeite/Emorepbeite yiotpd. Eqv givan duvatd deilte avtd o 9OAA0 acpareiog, ki av oy, deifte T cvokevacio 1) v eTkéTa.

TMHMA 5: M¢ 0 TV KOTOTOAEPON TNG TVPKO

Katddnka péca mopdcPeong : KovBépra nupdcPeong.

Kivévvog mopkayidg . BMéme tpnpa 2.2.

MéTpa yio0 TNV KOTOTOAEUNGT| TG TUPKOYLAG . Xpnowomomote péca Katdofeons katdAinia yio v mepBAArovco TupKayid.

TMHMA 6: Métpa 6€ TEPIATOO 0KOVOLOG EKAVONG

Tevikd pétpo 1 Amo@lyete v dueomn enogn pe To Tpoidv. Mnv ovomvéete
oKOVN/avabVILACELY/ 0EPLE/GTAYOVISIO/ A THOVS/ EKVEPDLOLTA.

6.1.1. T TPocsOTIKS GALO 06 TO TPOGOTIKG EKTUKTNG AVAYKNG

Métpa éktaxTng ovaykng : ®ophte KOTAANAO TPOGTATEVTIKO POVYIGLO, YAVTLO KOL TPOGTAGIOL Y10l TO LATLOL KOl TO TPOCMTO.

6.1.2. T dTopo mov TPooPLpovy TPpdOTES o dsieg

Agv vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovv emmAfov TANpoPopieg

MébBodot kabapiopon 1 Zyovpéyte, 0TL Ta amoppipata o TepiovAleyovv Kot Oa amobnkevtovy aceoréc. Kabapiote
TpooekTikd. [TAOveTE To LITOAEINATA TTOV dEV UTOPEITE VO AVOKTNGETE HE : ALGAVILO VTTOYA®PLOSOVG
vatpiov.

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 7: Xepiopog kon awodnkevon

Emn)éov kivovvor katd v eneéepyacio . Eg@uotdron emiong n mpocoyn tov xpnot 61oug Thavodc Kivdhivoug Tov EVOTAPYOvY 6TV TEPITTOGT
OV TO TPOTO6V YPNoILonomOel e TPOTO oV OpileTar Amd TIG KATUOKEVAGTIKEG TPOSIOYPAPES.

TIpogurdéerg yio acpoli xeipiopd : Xpnowomomote T0 TPOIOV [e TPOGoYN. ATOPVYETE TNV GLECT) ETAPY HE TO TPOTOV. XTO HETPO TOV
Suvotol 1 xpNon TOL TPOIOVTOG TPEMEL VAL YIVETOL GE EPYATNPLOKT] KOGV,

Meétpa vytewvng : Xpron tov TpoiovTog e opbn Propnyavikn vyen Kot Stadikacies acpaieiag.

Teyvikd pétpo 1 Zoppopewbeite pe Tovg 16YHOVTEG KAVOVIGHODG.
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

ZovOnkeg OAUENG 1 DdvAdooetol KAEW®HEVO.

7.3. Ewducn} Telukn xpiion 1 (pnosis
BAéme tpuipa 1.

TMHMA 8: ‘Eleyyog ¢ ék0eonc/atopiki Tpoctacio.

8.1. lapapeTpor eAéyyov
8.1.1 EOvikég oprokic Tipég emayyshpotikig £k0eong ko frolhoyukég oplokis Tipég
Agev vrdpyovy emmA£ov TANpoPopieg

8.1.2. ZuvieTdpeves Sradikacisg mopaKorovONoNg
Agv vrdpyovy emmA£ov TANPOPopieg

8.1.3. Zympartiovrar otoyygio pHTaveng Tov aépa
Agv vrdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vrdpyovy emmA£ov TANPOPopieg

8.1.5. Tleproyég eréyyon

Agv vrdpyovv emmAéov TANpoPopieg

8.2. "Edeyyon ék0gong

8.2.1. Katdiinior pnyavikoi éreyyon

Katarinior pnyovucoi Ereyyor:
Awammpniote o€ kaAd e€aeptlopevo Ydpo. XpNOUYLOTOLEITE AMOKAEIGTIKG O KAELGTN YOOV UE EVOOUATOUEVO QidTpo. DidTpo aepocmpatidiny vyning
amoteheopoticomtog (HEPA filter).

8.2.2. ATopkOG TPOOTATEVTIKOG E0TAMGOG
8.2.2.1. IlpocTocio TOV PUTIAV KUL TOV TPOGATOV

IIpocrocia 0@OaipdV:
Ipooctatevtikd yvald. DIN EN 166

8.2.2.2. Ilpootucia d&ppatog

IIpocTacio Tov dépparoc:
Xpnoonoteiote TPooTaTELTIKO povyIoHo Yo ynukd. DIN EN 13034

Ipootacio TV (epLOV:
IpootatevtiKd yavtio avBekTikd oe ynukd tpoiovta. ISO 374-1
8.2.2.3. IIpocTocio TOV UVATVEVGTIK®OV 060GV

I1po6TOGia TOV OVUTVEVGTIKAV 06QV:

Ye nepintoon anelevdépmong okoOvNG : pnaokes pe eiktpo yia okdveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoka agpordpatos. Popate avomvevoTikt
GLGKELT 6€ TepinToon £keong oe aToVg/oKOVES/ aepoAD LT

8.2.2.4. Ogppikoi kivévvol

Agv vrdpyovv emmAéov TANPOPOpieg

8.2.3. OproBétnon kot TapakorovOnon g neprfariovroroyikis £kOeong og Kivdvvo

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 9: ®uo1kég Kot (NHIKEG 1010TNTEG

9.1. Zroygia Yo TG PAGIKES QUGIKES KL YNUIKES 1O10TNTES

Mopon T Zteped
APOLLOL © Mn dwbéoyo
Oopn . Agvoyoet.
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

ovppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpornomomdnke omd tov Kavoviopo (EE) 2020/878

TOp10 oopdv © Mn dwbéoyo
onpeio ™Méng / mepoyn ™éng © Mn dwbéoyo
Inueio m&emg : Mn dwbéorpo
Inueio Bpacpod : Mn dwbéopo
Evelektomta © Mn Swbéoyo
Opra kvdvvov ekpn&emg : Asv oyvet
Xapniotepo 6pto £kpnéng : Agv ioyoet
YymAidtepo 6pro Ekpnéng : Aev ioyoet
Inuelo avapredng 1 Asvioyoet
Ogppokpacio avtavapreéng T Agvioyvet
Ogppokpacio ddonacng : Mn dwbéopo
pH : Mn dwbéopo
Awiopo pH © Mn dwbéoo
1EDOES, Kivepatikog (1)) T Agv ioyvet
Awdvtoétto © Mn dwbéopo
ZUVTEAEOTAG KOTAVOUNG OF Helypo N-0KTAvOANG/VEPOL : Mn dwbéopo
(Log Kow)

Ilieon atpov © Mn dwbéoo
Ilieon atpov og Beppokpacio 50°C : Mn dwbéopo
TTvkvotnto : Mn dwbéopo
Zyetikn mokvoTnToL © Mn dwbéoo
ZyetTikn TokvOTTO 0TUOV 6ToVG 20°C T Agvioyvet
Méyebog copatidiov © Mn dwbéoo

9.2.1. IAnpo@opies GYETIKA PE TIS KLAGELS QUGIKOD KIVdHVOU
Aev vrdpyovy emmAfov TANpoPopieg
9.2.2. AMAa {OpOKTNPIGTIKA 0.6QULEING

Agv vrdpyovv emmAéov TANpoPopieg

TMHMA 10: Xta0gpdtnTo Kol avIdpaoTIKOTNTO

ZtaBepd VIO KAVOVIKEG GUVOTKES.

Agv vrdpyovy emmA£ov TANPOPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Kapio og kavovicn ypnon. BAéme tunpa 7.

Otav Beppaivetor péxpt Tov oNUEOL SACTACNG, EKTEUTEL EMKIVOLVOLG KATVOUG.

TMHMA 11: To&koroyikég TANPOPOPIES

O&eia To&omra (amd oTONUTOG) 1 Mn ta&wvopnpévog (Baoet tov Stabéoipumv dedopévav, Ta KpLTipio ToEvounong dev mAnpovvot)
O&eia To&ikomTo (deppratiKn) 1 Mn ta&wvopnpévog (Baoet tov drabéoipmv dedopévav, ta kpreipila Tagvounong dev TAnpovvoL)
O&eia To&otta (avomvon) 1 Mn ta&wvopnpévog (Baoet tov Stabécipmv dedopévav, Ta KpLTipio ToEvounong dev mAnpovvot)
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

ABpwon kot epebiopog Tov dEPHATOG 1 Mn ta&wvopunpévog (Baoet tov dabéoipmv dedopévav, ta kprripila tagtvoumong dev mAnpovvot)
ZoBopn opBaiuikn BAAPN/epebiopdg 1 Mn tag&wvopnpévog (Baoet tov dabéciov dedopévav, ta kptripta Taévounong dev TAnpovvrat)
Evaisbntomoinon tov avomvevstikod 1 © Mmnopei va tpokoréoet oddepyio 1| copntdpato AoOUL0TOG 1) dVGTVOLN GE TEPINTOGT EIGTVONG.
gvaucOntomoinon Tov d€ppatog Mmnopei va Tpokorécel oAAepYIKT deppatikn avtidpaon.

MetaAa&ly£veoT) YEVWINTIKOV KUTTApmV : Mn tag&vopnpévog (Baoet tov dabéciov dedopévav, ta kpttipta Tagvounong dev TAnpovvrat)
Kapxvoyéveon 1 Mn ta&wvopnpévog (Baoet tov Stabéoipmv dedopévav, Ta KpLripio To&vounong dev mAnpovvot)
To&wdmTa Yo TV avomapoyoyn © Mn ta&wvopunpévog (Baoet tov dtabéoipwv dedopévav, Ta Kpiripla TaEvounong dev mAnpovvat)
Ewdu to&wotn o ota 6pyava-ctoyovs (STOT) — © Mn taé&wopnpévos (Baoet tov dabécimv dedopévav, ta kptripta Taévounong dev mAnpovvrat)

gpamag £xbeon
Ewum to&wotnta ota dpyava-otoyovs (STOT) — © Mn tag&wvounpévog (Baoet tov dwbéciumv dedopévav, ta kptipia tagvounong dev minpovvrat)
gmavenupuévn ékbeon

Enmucvouvomnta avoppoenong © Mn ta&wvounpévog (Advvapio GuAAOYNG SESOUEVEOV Y10 TEYVIKOVG AOYOUG)

11.2. TAnpo@opiss yro. GALovg TOTOVG EMKIVOVVOTNTOS

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 12: Oworoyikég TAnpo@opisg

12.1. To&woTnTo

Oworoyia - yevika . Emwivdvva andBinta. Xpnoomoteite katdhinia doyeio amdppyme.

Emcivouvo yia to vddtvo mepipdirov, Bpoyvmpddecpog : Mn tagvounpévog (Baoet tov Stabéoipmv dedopévav, Ta Kpiriplo To&vounong dev mAnpovvot)
(080¢)

Emcivouvo yia to vddtvo meptpdirov, pakpompodbeospog  Mn tagvounpévog (Baoet tov Stabéoipmv dedopévav, Ta Kpiripio To&vounong dev mAnpovvToL)
(xpoV106)

Aev voiotaton toyeio omocvuvieon

12.2. AVOEKTIKOTITO KOL IKOVOTTA 0T0d0pu10MG

Agv vrdpyovv emmAéov TANPoPopieg

12.3. AvvetétnTa Procuocdpevong

Agv vrdpyovv emmAéov TANpoPopieg

12.4. Kaynmikomi|to. 670 £80.00g

Aev vrdpyovy emmAfov TANpoPopieg

12.5. Anotehéoparo g a&roroynong ABT kot aAaB

Aev vrdpyovy emmAfov TANpoPopieg

12.6. 116N TEG EVOOKPIVIKIG Sratapayng

Agv vrdpyovv emmAéov TANPOPOpieg

12.7. AlMheS apVNTIKEG EMTTAOGELG

Agv vrdpyovv emmAéov TANPoPOpieg

TMHMA 13: Xtovyeio oyeTika pe T 01d0gon

13.1. M£é0odor enclepyaciog omofiTev

Tomwn vopobesio (amdPAnTo) 1 Kataotpéyte pe ao@ain tpodmo cOUP®VO e TOVG TOTIKOVS/ 0VIKOVG KAVOVIGHOVG.

TMHMA 14: ITAnpo@opieg 6YETIKA PE T PETAPOPA

Topupovo pe ADR /IMDG / IATA
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Azithromycin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

ADR IMDG IATA

14.1. AprOpég OHE 1 aprOpog tavtétnTag

Aev 1oy0et ‘ Agv woyvet ‘ Agv et

14.2. Oweio ovopacio arostomig OHE

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.3. Ta&n/-€1g KivdOvov KOTA T HETAPOPA

Agv 1oy0g1 ‘ Agv 1oyvet ‘ Aev 1oydet

14.4. Opdaoda cvokevaciog

Aev 1oydet ‘ Aev 1oy0et ‘ Aev 1oydet

14.5. Tlgprfairovtikn emKIvoLvOTITO

Agv 1oy0gt ‘ Agv 1oy0et ‘ Aev 1oydet

Aev vrapyovy emmAfov Stabéctpues TANPOPopie

14.6. Exdukég Tpo@uAaEels yia Tov YpieTy

Eriyewo petagopa
Agev 1oy0et

petapopd pécm Boracong
Aev 1oydel

Evoépuo petagopd
Aev 1oy0et
14.7. @alaooreg peTa@opég y 0NV cdpemva pe Tig Tpageig rov IMO

Aev 1oy0et

TMHMA 15: Xtorygio vopo0etikod yopaxtipa

15.1. Kavoviopoi/vopo0eoio 6YETIKA pe THY 06QAILED, TNV VYEID KOl TO TEPLPGLLOV Y10 TNV 0VGiA 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapapmpa XVII Too REACH (ITpoimobéceig mepropiopov)

Aev nepiéyet kapia ovoio(eg) mov meprapPaverai(ovrar) oto Mapaptnua XVII tov REACH (Ilpodnobiceis meplopiopon)

Hapaptnpae XIV too REACH (Katdroyog ad£1060TNn01G)
Aev mepiéyer kapia ovoia(eg) mov mephappavetar(ovrar) oto Iapaptnue XIV tov REACH (KotdAoyog ade0d0tnong)

Kataroyog vroyigrov overdv REACH (SVHC)

Aev mepiéyet kapia ovoio(eg) mov meprapPdaverai(ovtat) otov Katdroyo vroynelev ovoldv REACH
Kavoviopég PIC (EE 649/2012, ITponyodpevn cuvaiveon petd omé evpépmon)

Aev gpapuoletat.

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

Aev gpapuoletat.

Kavoviepog nepi eEac0évnong tov 6Lovrog (EE 1005/ 2009)

Aev nepiéyet kapio ovoio(eg) mov meptrapPdvetar(ovtar) otov Katdroyo ovoidv mov e&ocbevitovv to 6lov (Kavoviopog EE 1005/2009 oyetikd e Tig ovoieg mov

e&acbeviCouv ™ otifdda Tov 6Covtog)

Kavoviopdg mepi eKpnKTIKOV Tpodpopmy overdv (EE 2019/1148)

Aev mepiéyet kapia ovoio(eg) mov meprapPdaverar(ovrar) otov Katdroyo Tpddpopmv ovoldv ekpnktikodv (Kavoviepdg EE 2019/1148 oyetikd pe v gpmopio kot

™ PO TPOSPOU®Y OLGLOV EKPNKTIKADV)
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Azithromycin for system suitability
Aghtio Aedopévav Acpalreiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 6énwg tpomoromidnke amd tov Kavoviopuo (EE) 2020/878

Kavoviopég mepi mpodpopmv overdv vapkotikav (EK 273/2004)

Aev nepiéyet ovoio(eg) mov mephapfavetayoviat) 6Tov Katdhoyo pddpopmv ovatdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe i mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwotateg
Agv vrdpyovv emmAéov TANpoPopieg
15.2. A&wordynon ymuikis o.c@aierog

Agv vrdpyovv emmAéov TANpopopie

TMHMA 16: Alheg TAnpo@opisg

Ipeg keipevo ppaocewv H ko EUH:

H317 Mmnopei va Ttpokarécet oddepyikn deppatikn avtidpoon.

H334 Mrmopei va tpokarécetl aAlepyia 1) CUUTTONATO AGOUNTOG 1} SVGTVOLN GE TEPINTOON EIGTVOTG.
Resp. Sens. 1 EvaisOntonoinon tov avomvevotikod, katnyopia 1

Skin Sens. 1 Evaisbnromoinon tov déppatog, karnyopia 1

Katnyopromoinon ko 7p@TéKoALo Y10 TNV KATNYOPLOTOINGT TOV IYRATOV 6OPQ®VO. pe Tov kavoviono6 (EK) 1272/2008 [TEX]:

Resp. Sens. 1 H334 Mé£60d0g VTOAOYIGHLOY

Skin Sens. 1 H317 Mé00d0g vrorhoylopon

Aghtio Agdopévov Acpadeiog (AAA), EE

ATIOITOTHXEH EY®NHZX Ot mAnpo@opieg mov TePIEYOVTaL 6€ avTod TO SEATIO TPOEPYOVTUL 0O TTNYEG TIG 0Toieg Dewpovpe agomiotes. [lapdra avtd, divovtol
XOPIG Kapio gyydnon, pnty N appnTn, Yoo Vv aKpifeid toug.
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