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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Losartan
Kwducde mpoidvrog : 201600537

1.2. Zuvageig mpocdloplopevEg P GELS TG OVGIAG 1] TOV PEIYIATOG KOL UVTEVOELKVUONEVES YPIGELS

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopra katnyopia ypnong . To mpoidv mpoopiletar yio v £pevvo. Kot avamTuén Kot TV EXOYYEANLNTIKNY EKTOISEVOT).
Xpnion g ovoeiog/Tov petypaTog : Moévo yio emoryyeApoTiky xpnon
Katyopia Aettovpyiag 1 xpriong 1 Xnpkég ovoieg epyaotnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Iepropiopoi ot xprion : Mn ypnowonoteite : Katdnoon, Ewonvon, Aeppotikod

1.3. Zroygio Tov Tpopun v 1) TOL dEATION dEdOpéEVOV dcPaAEing

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F- 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
Ap1Opog TNAe@dVOL EMETyOVOOG AVEYKNG : +33(0)390215608

TMHMA 2: IIpo6o10piop6g eMKIVOUVOTN TGS

2.1. Ta&woépunon g oveiag 1| TOL peiypaTog

Katareén copoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&kodmTaL (ad Tov 6ToOHATOC), Katnyopio 4 H302
ZoPapn opboiukn PAAPN/0@OaApucdg epebiopds, katnyopia 1 H318
EvaisOntomoinom tov déppatog, katnyopia 1 H317
To&wodmta otV avamapayoyn, katmyopia 1B H360

To&wodmTa oV avamapayoyn, enmpodcsetn Kotnyopia, EMOpAcels ot yorovyic H362
1N H€c® ™G yarovyiog

Ewum to&ucodmta o€ 6pyava-ctoyous Hotepa and emavenpuuévn ékbeon, H373
Kotnyopia 2

ITAnpeg keipevo tov dniocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TV avOpOTIVY VYEiX Kot 6TO TTEPLPdilov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1OYVOGC.

2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHSO05 GHS07 GHS08
[pogwomomtikn AéEn (CLP) : Kivdvvog
Ankaoceig emukivovvotntog (CLP) : H302 - Emproféc oe mepintmon kotdmoong.

H317 - Mropei va tpokoréoet oAlepyikn deppatikh avtidpoon.
H318 - IIpokalei coPopt opOarpkn BAGLN.
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H360 - Mmopei va. PAGyet T yovipdmto 1 To ERfpvo.
H362 - Mmopei va PAGyeL To BpEpn TTov TpEPOVTOL LE PINTPIKO YAAO.
H373 - Mropei va tpokarécet BAafeg ota Opyava (aipa, veppd, GTopdyL, KapdloyyElHKO cOOGTNL)
VoTEPU OO TAPATETAUEVN 1| ETOVEIRUUEVT EKOEDT).

Anidacelg mpoevraéng (CLP) : P201 - Epodwoteite pe tig £101kéc 0dnyieg mpv amd T xpnon.
P202 - Mnv 10 pnGLOTOMGETE TPLV S0PACETE KoL KATAVONGETE TIG 00N YiEG TPOPVAAENG.
P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/ctoyovioto/atpods/eKvepdIoTa.
P263 - Amopevyete TV emopn oTn SUPKELN TG EYKVHOGVYNG KL TNG YOAOLYIOG.
P264 - TTAOvete ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot T0 TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpmr1te, mivete 1 Komvilete, OTAV XPNOLOTOLEITE CVTO TO TPOIOV.
P272 - Ta polvopéva evdopata epyociog dev mpénet va Byaivouv omd o ydpo epyosiog.
P280 - No popdite TpOGTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/HUEGO OTOMIKNG TPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.
P301+P312 - XE IEPIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av arcbavieite adwbeoio.
P302+P352 - XE IIEPIIITQXH EITAOHE ME TO AEPMA: [TAbvte e dopbovo vepd.
P305+P351+P338 - £E ITEPIIITQXH EITA®HXE ME TA MATIA: Eenlbvete TPOGEKTIKA [LE VEPD
Yo apKeTa AemTd. AV VIAPYOLV QOO ETAPNG, APAIPEGTE TOVGS, OV Efvar 0KOA0. ZuveyioTe Vo
Eemhévete.
P310 - KaAéote apéong to KENTPO AHAHTHPIAZEQN 1 éva yuotpo.
P314 - ZvpPovievbeite/Emokeqbeite yiotpo edv aobavieite adiabecio.
P321 - Xpeialeton edkn ayoyn (PAéne copminpopatikés odnyieg TpdTov Bondeidv 6TV eTIKETA).
P330 - Eemivvete 10 0TOMO.
P333+P313 - Eav moapatnpndel epebiopdg tov déppatog i eppaviotel eEavompo:
YvpPovievdeite/Emorebeite yrotpo.
P362+P364 - BydAte to polvcpéva povyo kot TAVVTE To TPV T EQVOXPTGULOTOGETE.
P405 - dvddoceTon KAEWBOUEVO.
P501 - AuiBeon tov Teplexopévov/Teplektn o€ onpeio GLALOYNG EMKIVOUVQV 1) EWIKOV aToPANTOV,
GULLPMVOL PLE TOVG TOTKOVG, TEPUPEPELOKOVS, EBVIKOVG 1)/Koi S1E0VEIG KOVOVIGHOVG.

Zipoven cOpeove pe: eEapeital | E0MTEPIKT GLOKELAGIN, TO TEPLEXOUEVA TNG onoiag dev vepPaivovy ta 10ml

Ewovoypdppota ktvdovov (CLP)

E3

GHS08 GHS05

2.3. AALot Kivovvor

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 3: XovOeon/ainpo@opies Yo To 6VOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopLoTIKOS KOOIKOG % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

Losartan - <100 Acute Tox. 4 (An6 tov otopotog), H302

(ATE=500 mg/kg copatikod Bapovg)
Eye Dam. 1, H318

Skin Sens. 1, H317

Repr. 1B, H360

Lact., H362

STOT RE 2, H373

ITAnpeg keipevo tov dnrocemv H ko EUH: BAére tunipa 16

3.2. Meiypora

Aev 1oy0et
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TMHMA 4: Métpa npatov fondsiaov

4.1. Tleprypagn) péTpov TpOTOV fonderdv

Tevikd pétpo mpmtmv fondetdv o TIvete apéowmc To onpeio mov Npbe og emaEn pe 1o TPoidv, pe dpbovo vepo.

Métpa tpdTev Bondeldv petd amd glomvon © Bydte tov maBovTa otov kKabapd aépa. APHoTE TO GTOpO TOL TPOSPANONKE va avamvevcsel Kabapd
aépa. Apeon otpikn TepiBaiyn Kot 101K aywyn|, G€ TEPITTMOGT OVAYKNG.

Métpa tpdTev Bonbewdv petd amd emaen pe To déppo : KaBopiote ™ peyolvtepn duvarh tocotta okovnilovtds ™ (kabapd kot polokd amoppoenTikd
navi). [TAovete pe dpbovo vepd kar amoppumavtikd. Zefydrte pe yAapd vepd yuo 15 Aentd. Eqv o
£peopdg Tov dépHaTOg EMPEVEL, GUUPOVAELTEITE YIOTPO.

Métpa tpdTmv Bondedv petd amd exapn pe to patio 1 Eemlovete pe vepd KpatmdvTog To PAE@apa KaAG avolytd. Edv vadpyovy eaxoi emagng, apapéote
TOLG, €QOGOV gival evkolo. Zvveyiote vo Eemiévete. Xe mepintwon epediopudv, cvppfovievteite
opBaipiatpo.

Métpa tpdtmv Bonbedv petd amd katdnoon 1 Eemlovete 10 otopa. Mnv mpokaieite peto. Ewdwn wotpikh Tapakorovbnon. Evééyetor va cuotn et
TOPOUTETAUEVT LOTPIKN TOLPOKOAOVONON.

4.2. INPavTIKOTEPO CUUTTONATO KUL EMOPAGELS, GPEGES 1] PETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS : Ilpoxaiel eykavpato. BAGAPeg otnv vyeia evoéyetot va epeaviotody e kabuotépnon.

ZOUTTOHATO/EMIPACELG HETA OO EIGTVON © Avenopkn dedopéva. Mmopet va mpokarécet Aoydviaopa, aicOnon Bapovg oto Bdpaka, epediopd
GTO Aopd Kot Prya.

ZOUTTOHOTO/EMOPACELS PETG OO EMOQT LE TO SEPLLQL : Avenopkn dedopéva. EpvBpodtnta, moévog.

ZOUTTOHATO/EMIPACELG HETA OO EMOPY HE TOL PATLo © Avenopkn dedopéva. EpvBpodtnta, moévog.

ZOUTTOUATO/EMIPACELG HETA OO KOTATOON . Eykodpata tov Brevvoydévaov Tov ctopdyov kot tov eviépav. Ta copntodpote evogyetat va givat

Lo, kepahadyies, vanTio KOl ATOAELL GCUVTOVIGHOV.

4.3."Evd€1En 0010601 TOTE AmMOLTOOPEVIS GPECT|G LUTPIKIG PPOVTIdUG Kot E181KN|g Ogpameiog

ZvpPovievdeite/Emorepbeite yiotpd. Edv eivan duvatd dei&te avtd 1o pOAAo aceareiog, Kt av oy, deite T cvokevaoio 1} v etkéra. Evepyn ovoia.
DappoKeLTIKO TPOIOV.

TMHMA 5: Métpa y10. TNV KOTOTOAENN G TG TVPKAYLAG

5.1. MvpooPeotikd péoa

KotdAinia péoa mopdcPeong : KovBépra mupdoPeonc.

5.2. E1dwkoi TOo1 EMKIvuvOTNTOS TOV TPOKVTTOVV 0Td TNV 0VGia 1] TO peiypa

Kivduvog mupioryid © BMne tpqua 2.2. Kivéuvog oynuatiopotd To&ikodv Kot SiapoTtikdv aepiov.
S TTUPKOYL0G

5.3. ZveTdosig Yo Tovg TupocPioteg

Métpa Yo TV KATOTOAEUNGT) TNG TUPKAYLAG © Xpnowonowmote péco kotdoPeons katdAnia yio v nepipdilovoa TupKayid.

TMHMA 6: Métpa o€ mepintmon aKovoLlag EKAvoNg

6.1. IpocoOTKES TPOPVAGEELS, TPOGTATEVTIKOG EEOTAMGIOG KA OLUOIKAGIES EKTAKTIG OVAYKNG

Tevikd pétpa : Amo@lyete TNV GuECT EMOQT PE TO TPOidV. Mnv avanvéete
oKkovn/avabvpdoeis/aéplo/oTayovidl/ oTHoVS EKVEPD AT,

6.1.1. o TPOGOTIKO GALO A6 TO TPOCOTIKG EKTUKTIG OVAYKNG

Métpa EKTAKTNG OVAYKNG 1 ©opdte KATAAANAO TPOGTATELTIKO POVYLIGUO, YAVTLO KOl TPOSTAGIO Y10 TOL LLATLOL KOL TO TPOCWOTO.
6.1.2. ' dropo wov TPOoPEPOLY TPOTES Po)Osreg

E&onhonog mpoctaciog : BMéme tpuqpa 8.

6.2. Tlep1parlovTikéc TPoPUAGEELS

Aev vdpyovv emmaAéov TANPOQOpieg
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Mébodot kabapiopov 1 Zryovpéyte, 0T Ta amoppipato Oo mepiovAeyovv kot Oo amobnkevtovv acearés. Kabapiote
TPOCEKTIKA. XPNGUOTOMOTE TO TPOIOV UE TPOGOYN. X VOATIVO TEPPGALOV : Alofp@TiKd Yio ToL
HATIOL, TIG AVATVEVSTIKEG 0000G Kkat To déppa. ITAdvete Ta voAeippora Tov dev pmopeite va
OVOKTAOETE He : AlGAVIO VTOYA®PLOSOVG VaTpiov.

Agv vapyovv emmAéov TANPOQOpieg

TMHMA 7: Xeipiopog kot amo0nkevon

Emm\éov kivdvvol katd v eneepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6tovg mifovolg Kivdhvoug Tov EVUTAPYXOVV GTNV TEPIRTOGT
OV TO TPOIOV ypnoyomon el e Tpdmo mov opileTon amd TIG KATUOKEVAGTIKES TPOJLUYPAPES. XE
V34Tvo TEPPAAOV @ AlafpOTicd Yio To HATLO, TIG AVOTVEDGTIKEG 0000G KOt TO SEPLLAL.

TIpo@uraéels yio ac@ain yeipiopnd : XpNoomomote To TPOoiodV e TPOGOYT. ATOPUYETE TV QUECT) EMAPN LLE TO TPOIOV. XTO HETPO TOV
Sduvato 1 PO TOL TPOIOVTOG TPEMEL VO YIVETOL GE EPYOCTIPLOKT] YOOV
Métpa vytewng 1 Xpnon tov Tpoidvtog pe ophn Propmyoavikn vyewn kot dtadikacieg aceoAeiog.

Teyvikd pétpo T Zoppopeobdeite pe Toug 16YHOVTEG KOVOVIGHOVG.
TovOnkeg @OAaENG 1 Ouldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/atopiki Tpoctacio

8.1.1 EOvikég oprokés Tipég emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Agv vdpyovv emmAéov TANPOQOPieg

8.1.2. Zuvietdpeves drudikociss TapakorovOneng
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.3. Zynpotifovror sToycia pomaveng Tov aépa
Agv vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL ko PNEC

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.5. Ileproyég eréyyov

Agev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhor pnyavikoi £reyyot

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ koA eEoeplopevo ydpo. XpnoomolEite amokAEIOTIKG 6 KAEIOTN XOUVN HE EVOOUOTOUEVO GidTpo. OIkTpo aePOCcO®UATISIOV VYNANG
anotelecpotikotnrag (HEPA filter).

8.2.2. ATopk6g TPOGTATEVTIKOG EEOTAMONOG
8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOGAHTOV

IIpoctocia 0pOorpdv:
TIpoortatevticd yvord. DIN EN 166
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8.2.2.2. Ilpoctacio déppatog

Ipoctocia Tov déppartog:
Xpnoiponoteiote Tpootatevtikd povyiopd yio ynuikd. DIN EN 13034

Mpoctocio TOV yEPLOV:
[poctotevtikd yavTwe aviektikd og ynpkd tpoidvra. ISO 374-1
8.2.2.3. IIpo6Tacia TOV AVUTVEVGTIKADV 00MOV

IIpocTacio TOV OVETVEVCTIKAOV 00ADV:
Xe mepintoon amelevdépmong okovng : phokeg pe eidtpo yio okdveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoko agpoldpatog. Dopate avomvevoTikn
GLOKELT O€ TEPIMT™OT KOG 0€ OTHOVG/GKOVES/ AEPOADLLATOL

8.2.2.4. O@gppikoi Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

8.2.3. OproBétnon ko wapokorovOnon g Tepifariovroroyuknc £kbeong o€ Kivouvo

Agv vrtdpyovv emmAéov TANpoPopieg

TMHMA 9: ®vokég Kot YNUIKES IOL0TNTES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNIIKES 1OLOTNTES

Puown KoThoTaom . Xteped
APDHOL : Mn dwbéorpo
Eppdvion T Xkovn.

Oopn © Aev woyost.
Op1o oopng : Mn dwbéorpo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacion : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra kKtvdvvov ekpriéemg : Aev oyet
Xoapmiotepo 6pro Ekpnéng : Aev oyet
Av@Tato 6plo ekpnEpdTTog : Aev oyet
Inueio avapiedng : Aev oyvet
Beppokpacio avtovapreing 1 Aev oyet
Bgeppokpacio arocvvieong © Mn dwbéorpo
pH : Mn dwbéorpo
Adropo pH : Mn dwbéorpo
1EDdeg, Kvepotucdg (1) : Aevioyel
AwAvtomra . Nepo: 100 — 1000 g/l
ZUVTELEOTNG KATOVOUNG O€ pelyia N-0KTavOAng/vepoD : Mn dwbéorpo
(Log Kow)

Tdon otumv © Mn dwbéoipo
ITieon atpov oe Beppokpacio S0°C : Mn dwbéorpo
IMokvotnto © Mn dwbéoipo
ZyeTKN TUKVOTNTO : Mn dwbéorpo
ZyeTKN TOKVOTNTO ATUAV 6ToLG 20°C : Aev woyvet
Méyefog copatidiov : Mn dwbéorpo

9.2. Aoutég mAnpoopisg
9.2.1. IIimpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL
Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AhL0. YOpOKTNPLOTIKG 00QUAEiog

Agv vrdpyovv emmAéov TANpoeopieg
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TMHMA 10: X100gp0TnNTo KOl OVTIOPAGTIKOTNTA

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOPieg

Kapio og kavovicn xprion. BAéne tunipa 7.

‘Ortav Oeppaivetor LéExpt Tov oNUEIOL SAOTOONG, EKTEUTEL ENKIVEVVOUG KOTVOUG.

TMHMA 11: To&wkoroyikég TAnpopopisg

O&ela to&koTTaL (0d GTOHATOS)
O&ela to&cotTa (Seppatikn)

O&ela to&kotTaL (avarvon)

AGBpmon kot epebiopdg Tov déppatog
ZoPapn opboiukn PAAPn/epediopog
EvaisOntomoinon tov avamvenstikon 1
gvaucOnToToino oL dEPUOTOG
MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV
Kapkwoyéveon

To&wodTTa Yo TV avamopayoyn

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) —
epanag éxbeon

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) —
emavenupévn xbeon

Enucvduvotnto ovappdenong

. EmPrapés oe mepintmon katdmoong.

: Mn ta&wopnpévog (EAkeltotiicd dedopévor)

: Mn ta&wopnpévog (EAreytaticd dedopéver)

: Mn ta&wopnpévog (EAkelotiicd dedopévor)

. IIpokodei coBapny opBakkn BAARN.

: Mmopei vo mpokaA£cel alkepytkh SEPUATIKY AVTIdPACT).

: Mn ta&wopnpévog (EXeaticd dedopévar)
: Mn ta&wopnuévog (EAkewotiicd dedopévor)
: Mmopet va fAayet ) yovipdtnto 1 to Eppvo. Mmopet va fAdwet Ta Bpépn mov TpépovTan pe

UMTPIKOS Yoo,

: Mn ta&wopnpévog (EAeaticd dedopévar)

: Mmopeti va mpokaiécet BAaPeg ota dpyava (aipa, veppd, oTopdyl, Kapdiayyelokd cOGTNL) VOTEPO.

oo mopateTopivn N emavelAnpupévn Exbeon.

: Mn ta&wopnpévog (Advvapio cuALoyNg 8d0UEVEOV Yo TEXVIKODG AOYOVC)

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAoyikéc TANpoQopies

Owoloyia - yevikd

Emucivduvo yio to vddtvo mepidiiov, Bpayumpodeciog

(0803)

Emucivduvo yio to vddtivo mepidilov, pokponpodesiog

(xpoV105)

. Emwivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
: Mn ta&wopnuévog (EAkewtaticd dedopévor)

: Mn ta&wopnuévog (EAkewtatiicd dedopévor)

Aev vdpyovv emmaAéov TANPOQOpieg

03/04/2023 (Huepopnvia ékdoong)

EL (eAnvika) 6/9



Losartan
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 13: Ztovyeio oyeTikd pe tn o1d0son

Tomwkr| vopoBeoio (amdfinto) . Kataotpéyte pe aopaln tpoémo cOUEOVO LE TOVG TOTKOVE £BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies 6YETIKG IE TN HETAPOPE,

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 ap@pdg tavtotnTog

Agv 1oy0gt ’ Agv 1oy0gt ‘ Agv 1oy0gt

14.2. Oweio ovopocio arostolig OHE

Agv 1oy0eL ‘ Aev 1oy0et ‘ Aev 1oy0et

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.4. Opéoda cvokevaciag

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.5. ep1parhovTiKi| ETIKIVOVVOTTA

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

Aev vdpyovv emmiéov Srabéotueg TANpoopieg

Eniyewa petagopd
Aev woydet

HETOQOPA pécm Bahacong
Agv 1oy0gL

Evaépra petagopa
Agv 1oy0et

Agv 1oy0gt
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Losartan
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6mwg tporomomnke and tov Kavoviepo (EE) 2020/878

TMHMA 15: Xtovygio vopodetikov yopoxT

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIX KoL TO TEPLPaLLoV Yia TNV 0VGia 1] TO pEiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hapaptnpae XIV Tov REACH (Katdhioyog ad£1006tn01G)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)
Katarhoyog vroynguov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn cvvaiveon petd amd evnpuépoon)
Aev epappodletar.

Kavoviepog POP (EE 2019/1021, Eppovor opyavikoi pomor)

Aev gpappodletat.

Kavoviopog nepi e€aodévnong Tov 6Lovrog (EE 1005/ 2009)

Aev mepthapfévetol oTov Katdrhoyo ovoidv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v pédpopmv over®v (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetai(ovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Koavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPNoN TPOSPOUMY OVGLDV EKPNKTIKADV)

Kavoviopog nepi Tpodpopmv overdv vapkotik®dv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo Tpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyeticd pe Tig Tpddpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdieg

Agv vdpyovv emmaAEOV TANPOQEOPiES

15.2. A&wohdynon ynmkig acodisiog

Agv vdpyovv emmAEOV TANPOEOPIiES

TMHMA 16: Aldeg TAnpo@opisg

ITpeg keipevo ppacewv H kan EUH:

Acute Tox. 4 (An6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4

GTOUOTOC)

Eye Dam. 1 YoPapn opOaiucy PAAPn/o@Baipkdg epebiopdc, katnyopia 1

H302 EmPrapés oe mepintmon katdmoons.

H317 Mmopei vo TpoKaAEGEL aAEPYIKT EPULOTIKY AVTIOPAOT).

H318 TIpokaiel coPapn opBoipkn PAGHEN.

H360 Mmopet va BAGyet T yovipdtnta 1 to ERPpuo.

H362 Mmopet va BAGyeL Ta. BpEpn mov TPEPOVTOL e UNTPLKO YOAQL.

H373 Mrmnopei va mpokarécel PAGPeS ota Opyavo VOTEPQ OO TAPUTETAUEVT 1) ETAVEIANUUEVT EKOEON.
Lact. To&wdmta 6TV avomapaywyr, ETmPOcheTn Katnyopia, emdpacels ot yolovyio 1| HEC® TG Yohovyiog
Repr. 1B To&wodmta 6TV avorapaywyn, katnyopio 1B

Skin Sens. 1 EvarsOntonoinon tov déppatoc, kotnyopia 1

STOTRE 2 Ewum to&ikdmta og 6pyava-ctoyovs votepa and emavenupuévn ékbeon, kotnyopio 2

Aghtio Agdopévov Acpaleiog (AAA), EE
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Losartan
Agltio Agdopévov Acpareiog

oopgova pe Tov Kavoviepndo REACH (EK) 1907/2006 6mog tpomomonidnke and tov Kavoviouo (EE) 2020/878

ATIOITOIHXEH EY®NHZX Ot mAnpogopieg mov mepiéyovial o antd T0 deATio mpoépyovtat and mnyég Tig onoieg Bempodpe adiomotes. [Tapdia avtd, divovtot

YOPIc Kapio yyvmon, pntm 1 appnTn, Yo Ty okpifeld tovg.
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