European Directorate  Direction européenne

i cou~c OFEUROPE DoxycyC| | ne hyC I ate

Agltio Agdopévov Acpareiog
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE LEUROPE  oOpgova pe tov Kavoviopé REACH (EK) 1907/2006 6nwg tpononomdnke and tov Kavoviopd (EE) 2020/878
Hpepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Doxycycline hyclate
Kwducde mpoidvrog : 202100105

1.2. Zuvageic mpocolopilopevES P GELS TS OVGIAG 1] TOV UEIYNATOG KU OVTEVOELKVUOIEVES YPNGELS

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 Aettovpyiog 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 (0d TOL 6TOHATOC), Katnyoplo 4 H302
AGBpmon/epediondg Tov déppatog, kotnyopia 2 H315
ZoPapn opboipkn PAAPN/o@Barpkdg epebiopds, kotnyopio 2 H319
EvaisOntomoinem tov déppatog, katnyopia 1 H317
To&wodmta 6TV avamapayoyn, katnyopio 1A H360D

To&wodmta oV avamapayoyn, enmpodcsetn Kotnyopia, emdpdcels ot yarovyio H362
1N H€c® ™G yarovyiog

Ewum to&ucomta o Opyava-otdyovs Dotepa and pio epdmas £xdeon, kamyopio H335
3, epebIopOG TG AVATVEVGTIKNG 050V

ITAnpeg keipevo tov dnrocemv H ko EUH: BAéne tpnpa 16

AvemOOuNTES QUOIKOYNIKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIBaiiov

ATOQa0N HEG® KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

2.2. Zroyeio eTIKETOG

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

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

H315 - Ipokaiei epebiopd tov déppatog.
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

Anidacelg mpoevraéng (CLP)

H317 - Mropel va. TpokoAEsel AAAEPYIKT SEPUOTIKT AVTIOPAOT).

H319 - [Tpokakel coPopd o@boipkd epebiopo.

H335 - Mropei va tpokarécet epeiopd Tng ovamvevoTIKig 0600.

H360D - Mropei va BAdyet o Euppuo.

H362 - Mropei va PAGyeL To Bpépn TTov TpEQOVTOL e PINTPIKO YOAOL.

P201 - Epodwioteite e Tig €181kEG 00NYieg TPV omd T ypNon.

P202 - Mnyv 10 pnoLOTOMGETE TPV S0PACETE KoL KATAVONGETE TIG 00N YiEG TPOPVAAENG.

P260 - Mnyv avomvéete okdvn/avabupidoeic/oéplo/otoyoviotn/atpods/eKvepdIoTa.

P263 - Amopevyete TV emapn oTn SLUPKELN TG EYKLVHOGVHVNG KL TNG YOAOUYIOGC.

P264 - TTAOvete ta ¥€p1a, Toug TXELS (avTIBpdyla) Kot T0 TPOSMTO GYOAUGTIKA UETE TO YEPIGUO.
P270 - Mnyv tpmrte, ivete 1 Komvilete, OTAV XPNOLOTOLEITE VTO TO TPOIOV.

P271 - No ypnoyronoteitatl povo o€ avolkto 1 Kakd aeptiOpevo ympo.

P272 - Ta polvopéva evdopata epyociog dgv mpénet va fyaivouv omd 10 ydpo epyuciog.

P280 - No popdite TpOSTATEVTIKG YOVTLO/TPOGTATEVTIKG EVOVUUTO/UEGO OTOMIKNG TTPOGTUGILOG Y10, TOL
AT/ TO TPOGMTO/TAL CVTLAL.

P301+P312 - XE IIEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 7 évo.
YwTpo, av arcbavieite adwbeoio.

P302+P352 - XE IIEPIIITQXH EITAO®HXE ME TO AEPMA: TIMvte pe dopbovo vepd.

P304+P340 - XE TIEPIIITQXH EIZIINOHEX: Metagpépoate Tov TofdvTa 6tov Kabapd aépa Kot
APNOTE TOV VO EEKOVPOCTEL GE GTACT TOL SLEVKOAVVEL TV GLVOTVOT).

P305+P351+P338 - ZE INEPIIITQXH EITAOHXE ME TA MATIA: Eenidvete TpocekTikd 1e vepod
Y10l 0PKETA AETTA. AV VITAPYOVV PAKOL ETUPTS, APOULPESTE TOVG, OV VoL EDKOA0. ZuveyioTe va
Eemlévete.

P308+P313 - XE IIEPIIITQXH ék0eong N mbovottag éxbeong: Zvppovievdeite/Emokepheite
YTpo.

P312 - KoAéote 1o KENTPO AHAHTHPIAZEQN 1 éva yotpd, av awcBavieite adwobeoio.

P321 - Xpeidleton 01k ayoyn (PAETE GUUTANPOUATIKEG 0ONYiE TPOTOV PONOEIOV 0TV ETIKETR).
P330 - Eemivvete 10 GTOMO.

P332+P313 - Eqv mapatnpn0ei epediopodc tov déppatog: Zvppovievdeite/Eniokepdeite yatpo.
P333+P313 - Eav mapatnpndei epediopog tov déppotog N ppaviotei Eavono:
Yvpupovievbeite/Emokeqbeite yratpo.

P337+P313 - Edv dev vmoywpei 0 opBaApkdg epebdiopoc: Zvpfovievdeite/Emokepbeite yiotpo.
P362+P364 - BydAte to LoAOGHEVE POV KoL TAVVTE TO TPV TaL EQVOYPTCYLOTOMCETE.
P403+P233 - Amobnkeveton o€ Kohd aepilopevo ympo. O mepiéktng drtnpeitan epunTiKd KAEOTOG.
P405 - ®vrdocoeton KAeWOUEVO.

P501 - AuiBeon tov Tepilexopévov/Teptékt o€ onpeio GLALOYNG EMKIVOVVOV 1] EWBIKAOV OTOPANTOV,
GUULPMVO PLE TOVG TOTKOVG, TEPLPEPELOKOVS, £BVIKOVG 1)/Ko S1e0VEIG KOVOVIGHOVGC.

INpavon coppova pe: eEapeital 1) ESOTEPIKT CLCKEVAGIN, Ta TEPLEXOLEVD TNG OToiag dev vaepPaivouv Ta 10ml

Ewovoypdppota ktvdovov (CLP)

2.3. Al)hot Kivouvol

Agev vdpyovv emmAéov TANPOQOpieg

GHS08
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

TMHMA 3: X0v0eon/ainpo@opies yio To GVOTUTIKA

3.1. Ovoigg

Ovopa AvayvoploTikog Kodikog | % Katdraén oopomva pe v odnyio
TPOIOVTOg 1272/2008 EK [CLP]

Doxycycline hyclate - <100 Acute Tox. 4 (An6 tov otoparog), H302

(ATE=500 mg/kg copatikod Bapovg)
Skin Irrit. 2, H315

Eye Irrit. 2, H319

Skin Sens. 1, H317

Repr. 1A, H360D

Lact., H362

STOT SE 3, H335

I peg keipevo tov dnidoewv H ko EUH: BAéne tufpa 16

3.2. Meiypoto

Aev oy0et

TMHMA 4: Métpa npatov fondsiav

4.1. Ileprypa@n pétpov npdOTOV fondeidv

Métpa TpdTRv Pondeidv petd omd elomvon : Bydhte tov maBovta otov kabapd aépa. APoTe T0 GTopo OV TPOGPANONKE Vo avanvedoet kabapd
oépa.

Métpa TpmdTev Pondeidv Hetd and enaen Le TO dEpa . KoBapiote ™ peyoivtepn duvorn mosdtnto okovmilovtdg t (kabopd kot Hadakd amoppoenTikd
mavi). [TAovete pe dpbovo vepd Kot amoppuTavVTIKO.

Métpa TpmdTev Pondeidv Hetd and enapn 1e To LATIo . Hemhovete pe vepd kpatdvtag to BAEQapo Kakd avoryTd.

Métpa TpdTOV Pondeidv petd omd Katdmoon . Hemhovete 1o otopa. Evaéyetar va cuotBei mopatetapévn worpikn mapokolovonon.

4.2. INPOVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] HETAYEVECTEPES

ZOUTTOHOTO/EMOPACELS : BAéPeg oty vyeio eviéyetor va eLoavicTovV e kabvuoTtépnon.
ZOUTTOHATO/EMIPACELG LETA OO EIGTVOT : Avenopkn dedopéva.
ZOUTTOHOTO/EMOPACELS PETE O EMOQT LE TO SEPLLQL © Avenopkn dedopéva.
ZOUTTOUATO/EMOPACELG HETA OO ETOQPY e TOL PATLo : Avenopkn dedopéva.

4.3."Evd€i&n 0010601 TOTE AMOLTOOPEVIG GIEGTS LUTPIKIG PPOVTIdAG KOt 181K Ogpamneiog

Zvpfovievdeite/Emoxepbeite yiotpd. Edv eivan duvatd dei&te avtd to OAAo aceareiog, Kt av OyL, dei&te T cvokevaoio 1| TV ETIKETA.

TMHMA 5: Métpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

5.1. MvpooPestikd péoa

KotdAinia péoa mopdcPeong : KovBépra mupdoPeonc.

5.2. E1dwkoi T0o1 EMKIVOUVOTITOS TOV TPOKVTTOVV 0Td TNV 0VGia 1| TO peiypa

Kivévvog mupkoaytdg © BM\éme tuiqua 2.2.

5.3. Zv61dosig Yo Tovg TupocPioTeg

Métpa yio TV KOTOTOAEUNGT) TNG TUPKAYLAG : Xpnowonomote péoa KaTaofeons KOTAAANAN Yo TV TePPAAROVGH TUPKAYLE.
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

TMHMA 6: Métpo o€ TepinTtmon 0KoVoLoS EKAVONG

Tevika pétpa : Amo@uyete TV Geon maen He To TPoidv. Mnv avamviete
oKkovn/avabupdoeis/aéplo/oTayovidi/ aTHoVE/ EKVEPD AT,

6.1.1. I'a TPooOTIKG GALO 0TT6 TO TPOGCMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG QVAyKNG 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO KOt TPOGTAGIO Y10l TOL LATIo KOL TO TTPOCOTO.

6.1.2. T Gropa mov TPpocpipovy TPpMOTES Pondeieg

Agv vapyovv emmAEOV TANPOQOPieg

Agv vapyovv emmAéov TANPOQOpieg

Mébodot kabapiopod 1 Ziyovpéyte, 0Tt Ta. amoppipota Oo mepicuAeyoUV kot Oo amobnkevtovv acearés. Kabapiote
mpooekTikd. [IAMvete To VTOAEILOTA TTOV JEV UTOPELTE VO AVOKTNGETE UE : ALGAV IO VTTOYA®PLDIOVG
vatpiov.

Agv vdpyovv emmAEOV TANPOEOPiEg

TMHMA 7: X&eipiopoég kot amodnkevon

Emm\éov kivduvol katd v enetepyocio . Egiotaron eniong n mpocoyn| Tov xpNotn 6tovg mifovoig Kivdhvoug Tov EVUTAPYXOVV GTNV TEPINTOOT
OV TO TPOLOV xpnooromdel pe Tpdmo mov opileTal amd TI KATOUGKEVAGTIKES TPOSIOLYPAPES.

TIpo@uraéels yio ac@ain yeipiopnd : XpNoomomote To POV e TPOGOYT. ATOPUYETE TV QUECT) EMAPN LLE TO TPOIOV. XTO HETPO TOV
Sduvato 1 xprHoT TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOCTNPLOKT KOOV

Métpa vytewng 1 Xpnon tov Tpoidvtog pe ophn Propmyoavikn vyewn kot dradikacicg aceoeiog.

Teyvikd pétpo T Zoppopeobeite pe Tovg 16YDOVTEG KOVOVIGHOVG.
TovOnkeg @OAAENG 1 Ouldooetat KAEWOUEVO.

Béme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0song ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.2. ZuvicTdpeveg drodikocics TapakorovOneng
Aev vdpyovv emmaAéov TANPOQOpieg

8.1.3. ynuarifovrar etoyygio pomavens tov aspa
Agv vdpyovv emmAEOV TANPOQEOPiEg

8.1.4. DNEL kax PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Meproyég eréyyov

Agv vdpyovv emmAEOV TANPOEOPiEg
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

8.2."ELeyyor £k0gong
8.2.1. Katdhinhor pnyavikoi £reyyot

Kataiinior pnyavikoi éleyyou:
Awtnpiote og koAd e&aepllopevo ydpo. XpnoonoLEite AToKAEIGTIKG 6€ KAEIGTN Y04V Le EVOOUOTOUEVO GiATpo. DIATPO 0EPOCHOUOTISIOV VYNANG
anoteleopotikotnrag (HEPA filter).

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG
8.2.2.1. IIpocTacio TOV HATIAV KUl TOV TPOGAHTOV

Ipoctucia 0pOorpndv:
Ipoctatevtikd yooiid. DIN EN 166

8.2.2.2. TIpoctacia déppatog

Ipoctacio Tov déppatog:
Xpnowonoteiote Tpoctatevtikd povyopod yio ynukd. DIN EN 13034

Mpooctucio TOV yePLOV:
ITpoctotevtikd yavTie aviekTikd og ynpkd tpoidvta. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 0dMV

IIpoctucio TOV AVETVEVGTIKOV 00AOV:
Yg nepintoon amekevbipmong okovng : pnaokes pe eiktpo yio okdves P3. DIN EN 140 & 149. Yypo mpoidv : Mdaoka agpoidpatog. Popdte avamvenotiki
GLGKELT O€ TEPITTOON £kBeong o€ aTHODG/GKOVES/ aEPOAD AT

8.2.2.4. Ogppkoi kivovvol

Agv vapyovv emmAEOV TANPOQOPiEg

8.2.3. Oprobétnon kor wapokorovOnon g teppaiiovroroyikiis £k0eong o€ Kivouvo

Agv vdpyovv emmaAEOV TANPOQEOPiES

TMHMA 9: ®voikég Ko ynMKEG 1016TNTEG

9.1. Zroyyeia Yo Tig facIKES QUOIKES KO YNHIKES 1O10TNTES

Dok KoTdoToom T Zteped
APDLLOL © Mn dwbéorpo
Oopn 1 Agv oyoet.
Op1o oopng © Mn dwbéorpo
Enpeio Téewg © Mn dwbéorpo
Enpeio m&emg © Mn dwbéorpo
Enpeio Bpacpod © Mn dwbéoipo
Evpiextomta © Mn dwbéorpo
Opra Ktvdvvov ekpriéemg 1 Agv woydet
Xapunhotepo 6pio EkpnéEng 1 Agv woy0et
Avartato dpro expn&uydmrag 1 Agv woydet
Enpeio avaoreéng . Aev woyvel
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocHvieong © Mn dwbéorpo
pH © Mn dwbéoipo
Adropo pH © Mn dwbéorpo
EDeC, KvepoTkog (1) 1 Agv woydet
AwAvtomra : Nepo: 100 — 1000 g/l
ZVVTEAECTIG KATOVOUNG G ety e N-0kTavOAng/vepoD : Mn Swbéorpo
(Log Kow)

Téon atudv : Mn Swbéorpo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéorpo
IMukvotnto : Mn Swbéorpo
ZYETIKN TUKVOTNTOL © Mn dwbéopo
Zyetikn mokvoTnTa aTUdV 6tovg 20°C © Aev oyet
MéyeBog copatidiov : Mn Swbéorpo
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

9.2.1. Iinpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AML0. YOpOKTNPLOTIKG 00QUAEing

Agv vapyovv emmAéov TANPOQOpieg

I ZtofgpOTNTO KO OVTIOPUCTIKOTNTO

Z1abepd VIO KOVOVIKEG CUVOTKES.

Aev vdpyovv emmAéov TANPOQOpieg

Agv vdpyovv emmaAEOV TANPOYOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

Kapio og kavovicn xprion. BAéne tunipa 7.

Ortov Beppaivetan LEXpt TOL GNUEIOL SIACTOONG, EKTEUTEL EMKIVIVVOVG KOTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

Oé&ela to&kodmTaL (0d GTOHATOS)
Oé&ela to&coTTa (Seppatikn)

O&ela to&koTTaL (avarvon)

AGBpmon kot epebiopdg Tov déppartog
ToPapn opboipkn PAaPn/epediopog
EvaisOntomoinon Tov avamvenostikon 1
gvaucOnToToino TOL dEPUOTOG
MetoAho&ryéveon YEVVINTIKAOV KOTTAP®OV
Kapkwoyéveon

To&wodTa Y10 TV avamopayoyn
Ewdum to&icomta ota 6pyava-ctoyovg (STOT) —
epanag éxbeon

. EmPrapés oe mepintmon katdmoong.

: Mn ta&wopnuévog

: Mn ta&wopnuévog

. TIpokolei epebiopd tov 6éppatog.

. TpokoAei cofapd opOuiuicd epebiopo.

: Mmopei vo mpokaA£oet alkepyikn SEPUATIKY AVTIdPACT).

: Mn ta&wopnuévog

: Mn ta&wopnuévog

: Mmopet va fAayet o uPpvo. Mropei va BAdyet Ta Bpépn Tov TpEPovTaL e UNTPLKO YAAA.
: Mmopet vo mpokaA£cet epefiopd TG avamveELSTIKNG 050V.

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mn ta&wopnpévog
emavenupévn xbeon
Enucvduvotnro ovappdenong : Mn ta&wounuévog

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAroyikéc TANpoQopies

Owoloyia - yevikd . Emwivdvva andpinta. Xpnoponoteite katdAinia doxeio amdppymg.
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

Emucivduvo yio to vddtivo mepiBdiiov, Bpayvnpodbecpog : Mn ta&vopnpévog
(080g)

Emucivduvo yio to vddtivo meptBdiiov, pakponpodbespog : Mn ta&vopnpévog
(xpdviog)

Agev vopiotatot Tayeio amocvvieon

Agv vapyovv emmAEov TANPOQOPieg

Agv vapyovv emmAéov TANPOQOPieg

Aev vdpyovv emmAéov TANPOEOpieg

Agv vdpyovv emmaAEOV TANPOQOPiEg

Agv vdpyovv emmaAEOV TANPOQEOPiES

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 13: Ztovycio oyeTikd pe tn ovd0son

Tomwr| vopoBeaio (andpfinto) . Kotaotpéyte pe aopol TpOTO GOUPOVO e TOVG TOTIKOVE/ €BVIKOUG KOVOVIGHOVG.

TMHMA 14: ITAnpo@opies GYETIKA IE TN HETAPOPD,

Zopeaova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTTOg

Agv 1oy0gt I Agv 1oy0gL | Agv 1oy0gt

14.2. Oweio ovoposia aroctoliig OHE

Agv 1oy0gt ‘ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Taén/-g1g KivdHvov KaTa T1) PETUPOPA

Agv 1oy0et | Aev 1oy0et l Aev 1oy0et

14.4. Opéoda cvokevaciag

Agv 1oy0gt Agv 1oy0gL Agv 1oy0gt

14.5. Mep1pailovTiKi ETKIVOUVOTNTA

Aev woyvet ‘ Aev 1oy0et ‘ Aev 1oy0¢t

Aev vdpyovv emmiéov Srabéotues TAnpoopieg

Eniyewa peragopd
Aev oydet
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Doxycycline hyclate
Aghtio Aedopévav Acpaleiog

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

peTagopd péco Baraoong
Agv 1oy0et

Evaépra petagopd
Agv 1oyvet

14.7. O@alacoieg peta@opig 0oy cdppova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoygio vopoBetikod yopoxktipa

15.1. Kavoviepoi/vopoOecio oyeTikd pe Ty a6Qaiela, TNV VY0 Kol TO TEPYBAALOV Yio. TV 0VGia 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpae XVII Tov REACH (IlIpotmoBicers mepropiopom)

Aev neprapfaveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 0d£1006Tn61G)

Aev neprapfavetor oto Hapaptnua XIV oo REACH (Katdhoyog adetoddtnong)
Kataroyos vroynorov overdv REACH (SVHC)

Aev neprapfévetol otov Katdrloyo vroyneuwv ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevn cvvaiveon petd omd evnpépmon)
Aev gpappdletart.

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

Aev gpappoletor.

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

Aev meprapfavetor otov Katdhoyo ovotdv mov eEacbevilovv to 6Lov (Kavoviopog EE 1005/2009)

Kavoviopog nepi ekpnkTik®v Tpodpopmv over®v (EE 2019/1148)

Aev mepiéyet kopia ovoio(eg) mov mephapfdvetayovtat) 6Tov Katdhoyo mpddpopmv ovatdv ekpnktikdv (Koavoviouog EE 2019/1148 oyetikd pe v epmopio kot
™ XPNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv over®dv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovoia(eg) mov mepthapPaveta(oval) 6Tov KotdAoyo Tpddpopmv ovctdv vapketik®v (Kavoviopog EK 273/2004 oyeticd pe Tig 1poddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dwaraterg

Agv vdpyovv emmAéov TANPOQOpieg

15.2. A&wohoynon ynukig ac@diglog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: A)keg TAnpo@opies

ITqpeg keipevo ppacemv H kan EUH:

Acute Tox. 4 (Ao Tov O&eia To&otnTa (amd T0V 6TOHATOG), KaTnyopio 4

GTOLOTOC)

Eye Irrit. 2 Yopapn opOuipkn PAPN/0@Baikdg epedicodg, kKatnyopio 2
H302 EmPrapés oe mepintmon katdmoons.

H315 TIpokaiel epebiopd tov déppatog.

H317 Mrmopei vo TpokaA£cel OAAEPYIKT OEPUATIKY AVTIOPOOT|.

H319 TIpoxaiei coPapd opBaiikod epebiopo.
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Doxycycline hyclate
Agltio Agdopévov Acpareiog

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

I peg keipevo pacewv H kar EUH:

H335 Mmopei vo TpokaAEceL EpeDIoN TG AVATVEVGTIKAG 050V

H360D Mmopet va pAdyet o Eufpuo.

H362 Mmopet va. BAGweL o Bpépn mov TpépovTat pe NTpkd YO

Lact. To&wdmTa 6TV ovamapoymyn, ETmpdchetn katnyopia, emdpacels otn yokovyio 1 HEG® TG yorovyiog

Repr. 1A To&wodmTo 6TV ovarapoymyn, Katnyopio 1A

Skin Irrit. 2 AéBpwon/epebiopdg tov déppatog, katnyopia 2

Skin Sens. 1 EvatsOnronoinon tov déppatoc, katnyopia 1

STOT SE 3 Ewdum to&icodmra o 6pyava-ctdyovs votepa omd pio epdnaé ékbeomn, katnyopia 3, epediopdg ™G ovomveLOTIKNG 0300

Aghtio Agdopévov Acealeiag (AAA), EE

ATIOITIOIHZH EY®NHZX Ot mAnpogopieg mov meptéyovtat oe antd To deATio Tpoépyovial amd nnyés Tig onoieg Bewpovpe aédmotes. Iapoia avtd, divovrar

xopis kapia eyyomon, pnm N dppnTn, yio TV akpifetd toug.
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