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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Netilmicin sulfate

Xnuwn Ovopacio . Netilmicin sulfate

Kodiodg mpoidvtog : 201600624

Zovavopo : Netilmicin, salts, hydrates, isomers and impurities where applicable

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc TpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTat yio TV £pevva Kot avamtuén Kot TV EnayyELLOTIKY eKTaidevon.
Xpnon g ovoiog/Tov peiypotog : Movo yuo emaryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg yposig
Teplopiopoi oty xpron : Mn ypnowonoteite : Katdmoon, Eonvon, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioN dEdOpEvEOV dGPaLEiag

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@edgqm.eu - www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpdg Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

To&womta otV avaropayoyn, katmyopia 1B H360D
ITAnpeg keipevo tov niocemv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOOT LEG® KPIONG EUTEPOYVOLUIVOV KoL OTOSEIKTIKNG 1GYVOGC.
2.2. Xtoyyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHSO08
Ipogworomtikn AN (CLP) : Kivduvog
AnAdoelg emkvdvvottag (CLP) : H360D - Mmopei va. fAdyet o Epppuo.
AnAdoelg Tpoeviaéng (CLP) : P201 - Epodiaoteite pe T1g £101kéG 0dnyieg mpv amd T xpnomn.

P202 - Mnv 10 ypnoyonomioete mpv SLoAoETe Kol KATOVONGETE TIG 0d1yieg TpopOAAENG.

P280 - No popdte TPOOTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVULOTO/LEGO OTOMIKNG TPOGTAGIOG Y10 TOL
UATL0/TO TPOGMTO/TAL OVTIAL.

P308+P313 - XE INEPIIITQEH £éxbeong 1 mbavotmrog Ekbeong: Zupfovievbdeite/Emokepbeite
ytpo.

P405 - dvldooetar KAEW®EVO.
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

P501 - AGBeon tov mepieyopEvoL/nEPIEKTN 68 oNUEID GVAAOYNG EMKIVELV®V 1| £181KOV amofAiTmv,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG /Kot Siebveig Kovoviopove.

Tipovon cOpeove, pe: Eapeital 1 E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TN omtoiag dev vrepPaivovy Ta 10ml

Ewovoypappata kvdovov (CLP) :

GHS08

2.3. AlLot Kivovvolr

Agv vdpyovv emmA£ov TANPOPOpieg

TMHMA 3: Z0vOeon/TApopopies Y10 T0 GVGTATIKG,

3.1. Ovoieg
Ovopa AvayvopoTikog Kodkos | % Kataraén sdopeova pe tnyv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Netilmicin sulfate - <100 Repr. 1B, H360D

ITApeg keipevo tov dnidcewv H ko EUH: BAéne tunpa 16

3.2. Meiypata

Agev 1oy0et

TMHMA 4: Métpa ipdtov fonbsiov

4.1. eprypoon péTpov TpOTOV fondermv

Métpa tpdtev Bondeidv petd and elomvon : Bydte tov mobovta otov kabapd aépa. AQoTe TO GTOHO TOL TPOSPANONKE va avarvevoet kabapd
aépaL.

Métpa tpdtev Bondeidv petd omd emaen pe To dEpuo : KoBapiote ™ peyaivtepn dvvorr mosdtnto okovmilovtdg ) (kabapd Kot Lolakd amoppoenTikd
navi). [TAWvete pe debovo vepd Kot amoppuTOVTIKO.

Métpa tpdTev Bondeidv Hetd amd exapn pHe To LaTio : Eemhovete pe vepd kpotdvtog ta BAEQapo Kakd avoryTd.

Métpa tpdtov Bondeidv petd omd katdmoon : Eemhovete to otopo. Ewdun wtpucr mapokorovdnen. Evééyetan va cvotdel mapatetapévn wtpikn
moapakolovOne.

4.2. InpavTiKOTEPO. GUUTTONATO KoL ETLOPACELS, APEGES 1| PETAYEVEGTEPES

ZOUTTOUOTO/EMOPACELS 1 BAaPeg oty vyeio evééyetot va eppovicTovv pe kabvotépnon.

ZOUTTOUOTO/EMOPAGELG HETH OO E1GTVOT 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMOPACELS HETG AT EMOPT| LLE TO SEPHLOL 1 Avemapkn dedopéva.

TOUTTOUOTO/EMOPAGELG HETG OO ETAPY HE TO HATIO 1 Avemapkn dedopéva.

ZOUTTOUOTO/EMIPACELG PETA OO KOTATOON : To cvpurntdpato evogyetor va eivorl LOAN, kKepolakyies, vouTio Kot OTOAELL GUVTOVIGHOV.

4.3."Evé€1&n 0mo1060NTOTE AMOLTOOPEVIG GPECT|G LUTPIKIG PPOVTIdUG Ko E181KN|G Ogpaneiog

Toppovievbeite/Emokepbeite yiotpo. Eav eivor duvatd dei&te antd to g0 acpoleiog, ki av Oyl dei&te T cvokevacia 1) v etikéta. Evepyn ovoia.
DapUOKEVTIKO TPOTOV.

TMHMA 5: Métpa yio. TV KOTOTOAEPN 0N TG TVPKAYLAG

5.1. MvpocPestika péca

KotdAinia péoa mopocBeong 1 KovBépta mupdoPeong.

5.2. Exdukoi TOo1 EMKIVOUvVOTNTOS TOV TPOKVTTOVV 0Té TNV 0VGIA 1] TO PEIYRa

Kivduvog moprayidg : BAéme tunpoa 2.2.
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Métpa Y10 TV KOTATOAEUNGT THG TUPKOYLAG : Xpnowonomote péca katdoPeong KatdAnia yio v nepipdilovoa TopKayid.

TMHMA 6: Métpa o€ TEPINTOGN OKOVOLOG EKAVOTNG

Tevikd pétpa 1 Amoglyete TV Gueon enoaen pe To TPoldv. Mnv avomrvéete
oKOVI/avabvdcels/aépia/oTayovidia/oToVs/ EKVEPOLATA.

6.1.1. '@ TPocOTIKG GALO 07O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Métpa ktaxtng avaykng : ®opdte KOTAAANAO TPOGTATEVTIKO POVYIGHO, YOVTLO KO TPOGTAGIO Y10l TO LTI KOl TO TPOCWOTO.

6.1.2. T Gtopo Tov TPocPEpovy TPpdTES fondeieg

Aev vdpyovv emmAov TANpoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

MéBodot kabapiopov 1 Xryovpéyte, 0Tt To amoppipato Oa mepicLALeyovV Kot Ba amodnkevtodv aceparés. Kabapiote
mpooekTikd. ITMvete Ta voAeiploTa Tov dev HTOPEiTe Vo OVOKTNGETE PE : AGAVHO VTOXYAMPLHIOVG
vatpiov.

Agv vrdpyovv emmAéov TANpogopieg

r

TMHMA 7: Xepiopog kon awodnkevon

Emndéov kivdvvor katd v eneepyacio . Egiotdron eniong n mpocoyn} Tov xpnotn 6Tovg mfovoig Kivdhvoug Tov EVUTTAPXOLY TNV TEPINTOGT
OV TO TPOTOV Ypnoomotndel pe Tpdmo mov opileTar amd TG KATUCKEVAGTIKES TPOSOYPAPES.

TIpoguraelg yio ao@oAn YePLopd : XpNoomomoTe T0 TPOidV UE TPOGOYH. ATOQUYETE TNV GUECT] ETAPN LLE TO TPOIOV. XTO HETPO TOV
duvato 1 xpHo”N TOL TPOIOVTOG TPEMEL VL YIVETAL GE EPYOCTNPLOKT KOOV.

Métpa vyewvig . Xpnon tov mpoidvtog pe ophn fropmyoavikn vyewn kot dtadikacicg ao@oAgiog.

Teyvikd pétpo : ZoUUOPPMOELTE e TOVG 1YVOVTEG KAVOVIGHOVG.
TovOnkeg @OAUENG : QuldooeTat KAEWBOUEVO.

BAéme tunpa 1.

TMHMA 8: "EAgyyog Tng £ék0eong/atopiki tpoctacio

8.1.1 EOvikég oprokéc Tipés emayyehpotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emmAéov TANpoeopieg

8.1.2. ZuvieTApEVES H1001KOGIES TOPAKOLOVONONG

Aev vdpyovv emmAéov TANpoPopie

8.1.3. Zymportifovror sToygia pomaveng Tov aépa

Agv vrdpyovv emmAéov TANpopopieg
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

8.1.4. DNEL xax PNEC

Aev vrdpyovv emmAéov TANpogopieg
8.1.5. TIeproyéc eréyyon

Agv vrdpyovv emmAéov TANpopopies
8.2. "Edeyyon ék0gong

8.2.1. Katdiinkior pnyavikoi éheyyor

Kotaiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlOpevo ydpo. Xpnoyomoleite AmokAEIGTIKA G KAEIGTN XO4vN e EVeOUaTOpéVo @iktpo. OikTpo aepocmpatidiov vyning
amoterecpatikomrag (HEPA filter).

8.2.2. ATopkdg TPOGTOTEVTIKOG EE0TAMGPOG
8.2.2.1. [IpocTucio TOV PATIAOV KU TOV TPOGAHTOV

IIpocrocia 0pOaipdv:
Ipoctatevtikd yvaiwd. DIN EN 166

8.2.2.2. TIpoctacio Tov déppatog

Ipootacio Tov déppoToc:
Xpnoponoteiote TPOSTATELTIKO PoLYIGHO Yo ynpkd. DIN EN 13034

IIpocTocia TOV yEPLAOV:
ITpoctotevtikd yavTio aviekTikd og ynuikd tpoidvra. ISO 374-1
8.2.2.3. [IpooTocio TOV AVUTVEVGTIKAOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintwon anehevBépmong okovNg : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdaoko agpoldpatoc. Dopate avomveLoTiKn
GLOKELT| O€ TepinTwon EkBeong o€ aTHOVG/GKOVES/ AEPOADLLATO.

8.2.2.4. Ogppkoi kivovvol

Agv vdpyovv emmAéov TANPOPOpies

8.2.3.'Ekeyyor meprfarrovrikig ékbeong

Aev vrtapyovv emmAéov TANPoPopieg

TMHMA 9: ®voikég Ko YNUIKES WOOTNTES

9.1. Zroyyeia Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Dok KoTdoTooN 1 Xteped
APOLOL : Mn dwbéoyo
Epodvion 1 Zkovn.

Oopn 1 Agvoyoetl.
Opto oopng : Mn dwbéoyo
Inueio &emg 1 Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Znueio Bpoacpod : Mn Swbéopo
Evopiextomrta 1 Mn Swbéopo
Opra ktvdvvov ekpn&emg 1 Agv woydet
Xoapniotepo 6pio £kpnéng 1 Agv oydet
Avdrtato 6pro ekpn&pdmrag 1 Agv oydet
Inpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaeieing 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : 3,5-5,5
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEULOTIKOG (17) 1 Agv oydet
Awrvtomra : Negpo: > 1000 g/l
ZUVTEAEOTNG KOTAVOUNG 6€ PETYHLO N-OKTOVOANG/VEPOD : Mn dwbéoyo
(Log Kow)

Téon atudv : Mn dwbéoyo
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Ilieon atpov og Beppoxpacio 50°C
TTvkvémnta

ZyeTkn mokvoTnToL

Zyetkn TokvoTnTa aTHAVY 6Tovg 20°C
Méyebog copatidiov

: Mn dwbéoipo
: Mn dwbéopo
: Mn dwbéoipo
: Agv woydet

: Mn dwbéopo

9.2.1. IIxnpo@opieg oyeTIKA pe TIC KLAGELS PVOLKOV KIVOUVOL

Agev vrdpyovv emmAéov TANpoQopieg

9.2.2. AALo YOPUKTNPIGTIKA 0.6QULEiNG

Agev vdpyovv emmALov TANPOPOpieg

TMHMA 10: X100gp0TTa KoL 0V

2100epd VIO KAVOVIKEG GUVOTIKEG.

Agev vdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpopopieg

Kopio o kavovikn xpron. BAére tuiqpa 7.

Orav Oeppaivetar péypt Tov onpeiov S1GCTAONG, EKTEUTEL EXIKIVEVVOVG KOTVOUG.

TMHMA 11: To&woloyikég TANpOPOPiES

Oé&ela to&codmra (amd oToOHATOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&eia to&ucdmra (avamvon)

AGBpmon ko epediopog Tov d€ppratog

ZoPapn opbaipkn BAPN/epediondg

EvaisOntonoinon tov avomveuotikod 1
guatedntonoinon Tov déppratog

MetaAlo&ryéveon YevwnTikdv KuTTtapov
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

Ewu) to&ucdtnta ota 6pyava-ctoyovs (STOT) —
epanaé £xbeon

Ewdu to&wcotnrta ota dpyava-ctoyovg (STOT) —
emavelnupévn ékbeon

Enucvdovotnta avappdenong

: Mn ta&wounuévog (Bdoet tov dtobéoipov dedopévav, ta kprtnpio to&vounong dev minpovval)
: Mn ta&wounuévog (EMeparticd dedopévar)
: Mn ta&wounuévog (EXepaticd dedopévar)
: Mn ta&vounpévos (EAiepatikd dedopéva)

pH:3,5-5,5

1 Mn ta&wopnpévog (EMeparticd dedopévar)

pH:3,5-5,5

: Mn ta&wopnpévog (EAleiatikd dedopévar)
: Mn ta&wopnpévog (EMeipaticd dedopévar)
: Mn ta&vounpévos (EAdepatikd dedopéva)
: Mmropei va PAdyet To Euppvo.

1 Mn ta&wopnpévog (EMeparticd dedopévar)

: Mn ta&wopnpévog (EMeparticd dedopévar)

: Mn ta&wounpévog (Advvopio GVALOYNG SEGOUEVOV YL TEYVIKODG AOYOVC)
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 12: OwoAoyikéc TANPOQPOPieg

Owoloyia - yevikd . Emwivdvvo amdpinta. Xpnowonoteite katdAAnio doyeia amdppiyng.

Emwcivduvo yio to vddrtvo mepiBdrrov, Bpayvmpodbecpog @ Mn ta&wounuévog (EMeaticd dedopéva)
(080¢)

Emwcivduvo yio to vdartivo mepipdirov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)

=
‘
o
=
o
(22

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoQopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALoV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOPie

TMHMA 13: Xtoyyeio oyeTikd pe 1n o1a0eon

Tomwr| vopobeoio (amdfinto) : Kotaotpéyte pe ac@ain tpdmo cOUPmVO e TOVG TOmKoVS/ 0ViKovg KavoviGHovs.

TMHMA 14: ITAnpo@opicg 6YETIKA PE T PETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpog OHE 1 ap1Opég TavtétnTog

Agv 1oy0gt Agv 1oy0€L Aev 1oy0¢et

14.2. Owkeia ovopasia omostoric OHE

Agv 1oy0g1 Agv 1oy0g1 Aev 1oydet

14.3. Tagn/-e1g KtvdHvov KOTA TN PETO.QPOPE

Aev 1oy0et Aev woyvet Aev woyvet

14.4. Opada cvokevaciog

Agv 1oy0gL Agv 1oy0€L Agev 1oy0et
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ADR IMDG IATA

14.5. IleprforhovTiki] emKivouvoTNTA

Agv 1oy0et Agv woyvet Agv woyvet

Agv vapyovv emmAéov Stabéctpes TANPOEOpies

14.6. EWdwuéc mpo@uAhdelg yia Tov (pietn

Eniyewo petagopa
Aev 1oy0et

petapopd péco Baraocong
Aev 1oyvet

Evaépro petagopd
Aev 1oy0et

14.7. Oaldooreg petapopis yvony coppmva pe Tig Tpatels ron IMO

Aev 1oy0et

TMHMA 15: Xtoryeio vopo0etiko yopakTipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko o aepifdirov yio TV ovoia 1 10 peiypa
15.1.1. xovoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)

Aev nepthapfaveton oto Mapdaptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdroyog a.0£1060Tn61G)

Aev tephappavetot oto Mapdapmua XIV tov REACH (Katdroyog ade1086tmong)
Kataroyog vroyiguov overdv REACH (SVHC)

Aev nepthapfdavetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)
Aev gpoppoletar.

Kavoviepéc POP (EE 2019/1021, Eppovot opyavikoi pomot)

Aev gpoppodletar.

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

Aev tepilapfavetatl 6tov KatdAoyo ovcumv mov e&acbevilovv to 6lov (Kavoviopog EE 1005/2009)

Kavoviopdc mepi ekpnktikdv apédpopmv ovordv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov meprapfdvetoi(ovrat) 6Tov Katdroyo Tpddpopmv ovcotdv ekpnktikdv (Kavoviopos EE 2019/1148 oyetikd pe v gumopio. kot

™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviepog nepi npédpopmv ovotdv vapkotik®dv (EK 273/2004)

Aev Tepiéyet ovoio(eg) mov TePAaBAVETAL(OVTOL) GTOV KOTAAOYO TPOSPOU®Y 0VSIAV VapKOTIK®OV (Kavoviopog EK 273/2004 oyetikd pe Tig tpdSpopeg ovoieg

VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Aev vdpyovv emmAov TANPoPopies

15.2. A&ordynon ymuikig aoc@dierog

Aev vrdpyovv emmAéov TANpoPopieg
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

TMHMA 16: AlLeg TANPOQPOPIES

Emonpavon arhayov
Tpnpa Tpomorompévo cToyEio Tpomomoinon Mopatnpriceg
Avtikafiotd v £ékdoon Ipootédnke
svnuépmon Ipootédnke
1.1 ‘Ovopa TpomomowOnke
1.2 Ieplopiopoi otn xpron Ipootédnke
1.2 Xpron g ovciag/Tov pelypatog IIpootédnke
1.2 Kopa katmmyopio yprong ITpootédnke
1.2 Katyopia Aertovpyiog 1 xpriong Ipootédnke
2.1 AvemBOUNTEG PUOIKOYNIKES EMIPAGELS, KAODS Ipootédnke
Kot EMOPACELS 6TV avBpOTIVI VYELn Kot GTO
neptPariov
2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | [lpootédnke
[CLP]
22 Anhaoelg Tpoevraing (CLP) Ipootédnke
22 Anhooeig emkvdvvotntog (CLP) ITpootébnke
2.2 Ipoewdomomtikn Aé€n (CLP) Ipootédnke
2.2 Euwcovoypappata kivddvov (CLP) Ipootédnke
4.1 Métpa tpdtmv Bonbeldv petd and katdnoon Ipootédnke
4.1 Métpa tpdTev Bonbeidv petd amd exoen pe to Ipootédnke
pétio
4.1 Métpa tpdTev Pondeidv petd omd exapn pe To Ipootébnke
déppa
4.1 Métpa tpdTev Bondeidv petd omd silomvon ITpootédnke
42 ZOURTOUATO/ETOPACELS Ipootédnke
42 ZoURTOUOTH/EMBPACELG HETE b KaTdmoon Ipootédnke
4.2 ZOUTTOUOTO/EMBPACELS LETE OmO ETOPT| LE TO Ipootédnke
déppa
4.2 ZOUTTOUOTO/ETOPAGELS LETE OO ELGTVOT Ipootédnke
4.2 ZOUTTOUOTO/ETOPACELS LETE OO ETOPT| UE TOL IIpootédnke
pétio
43 AM wTpikn yvopdtevon 1 Oepaneio ITpootédnke
5.1 Katdhinkao péoa mopdofeong Ipootédnke
52 Kivévvog mopkayidc Ipootédnke
53 Métpa Yo, TV KATOTOAEUNGT| TG TUPKOYLAG Ipootédnke
6.1 Métpa EKTOKTNG OVAYKNG Ipootédnke
6.1 Tevikd pétpa ITpootédnke
6.3 MébBodot kabapiopon Tpootédnke
7.1 Emumhéov kivéuvor kotd v enegepyacio Ipootédnke
7.1 TIpopuraéels Yo acQaAn XEPIGHO Ipootédnke
7.1 Métpa vylevig Ipootédnke
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Netilmicin sulfate
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyeio Tpomomoinon Mopatnpriceg
7.2 Teyvikd pétpo Tpootédnke
7.2 YuvOnkeg O agNg Ipootédnke
7.3 Educég yprioetg teMkol Kotavaim) Ipootédnke
8.2 [Ipootacio TV AVOTVELGTIKOY 0dMV Ipootédnke
8.2 Ipoctacio 0OaAudY Ipootédnke
8.2 KatdAinkot pnyavucoi €deyyot ITpootédnke
8.2 TIpootaoio Tov déppotog Tpootédnke
8.2 TIpootacio v yepudv Ipootédnke
9.1 Oopn Ipootédnke
9.1 pH Ipootédnke
10.1 AvtidpaocTtikéTTo ITpootédnke
10.5 Mn ovppatd vikd ITpootébnke
10.6 Emwivduva tpoidvta amochvieong Ipootédnke
11.1 Autia gdv dev €ovv Ta&vounBet TponomomOnke
12.1 Owoloyia - yevikd Ipootédnke
13.1 Tomwkr| vopobesio (amdfinto) Ipootédnke
IMpeg keipevo ppacemv H xan EUH:

H360D Mrmopei vo. BAdyet o Euppuo.

Repr. 1B To&wodmTa otV avorapaywyn, katnyopio 1B

Aghtio Agdopévaov Acpareiog (AAA), EE

ATIOINOIHXZH EY®NHZX Ot mAnpogopieg mov mepiéyovtal o avtd 1o dehtio mpoépyovtat and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat

YOPic Kapio eyydnon, pnty N appntn, Yo Ty akpifetd tove.
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