COUNCIL OF EUROPE

Ao Doxycycline
b Dt | ooy Agltio Agdopévov Acpareiog
S et CONSEIL DE LEUROPE  obpgova pe tov Kavovions REACH (EK) 1907/2006 6meg tpomomouifnie a6 tov Kavovioud (EE) 2020/878

Huepounvia éxdoong: 03/04/2023  exdoyn: 1.0

TMHMA 1: IIpocotopiopdg oveioc/peiypotog ko etarpeioc/emyeipnong

Mopoen mpoiévtog : Ovoia

Ovopa ovoiog . Doxycycline

Kwdudg npoidvtog : 201600325

Tovdvopa . Doxycycline, salts, hydrates, isomers and impurities where applicable

1.2.1. Zyetikég mpoPremdpeves ypfosig

Kopa katmyopia gprong : To mpoidv mpoopiletar yio TV €pgvva Kot avamTuén Kot TV EXoyyEALOTIK EKTAidEVO).
Xpnomn g ovsiog/Tov petypotog : Movo Yo emoyyEAHATIKY XP1oT
Kamyopia Aettovpyiag i xpriong 1 Xnukég ovoieg epyactnpiov

1.2.2. Avtevdgikvodpeveg ypnoelg
Ileplopiopoi ot xpnon : Mn ypnowonoteite : Katdmoon, Eionvon, Agppotikd

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

Ap1Opog TNAe@dVOL EMETYOVOOG AVAYKNG 1 +33(0)390215608

TMHMA 2: I1poco10piopdg mKIVOUVOTNTOG

Kotaroén copgpove pe Ty o0dnyia 1272/2008 EK [CLP]

Oé&ela to&kodTTa (ad Tov 6TOHATOC), Katnyopio 4 H302

IIpeg keipevo tov Inkdcewv H kot EUH: BAéne tpunpa 16

AvemOipunTeS QUOIKOYNUIKEG EMOPAGELS, KOOADG KOL EMOPATELS 6TV avOpOTIVY VYEio Ko 610 TEPLfarhov

ATOQa0N HEGH KPIONG EUTEPOYVOUOVOV KOl OTOSEIKTIKNG 1GYVOGC.

Xopaxtnpropndg coppmva pe tov Kavoviepé (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza kivdovov (CLP)

GHS07
TIpogdonomtikn AéEn (CLP) . TIpoooyn
Aniaogig emkivdvvotntog (CLP) : H302 - Emprofés ot nepintwon katdmoong.
Anhooeig popvraéng (CLP) : P301+P312 - XE IIEPIITOQXH KATAIIOXHX: Kaléote t0 yiatpd edv arcbavleite adwbdecio.

Trpoven oOpeeve, pe: Ealpeital | E6MTEPIKT GLOKELAGIN, TO TEPIEYOUEV TNG omoiag dev vrepPaivouy Ta 10ml
Agv anarteiton 61jpoven

Agv vdpyovv emmAEOV TANPOQPOPiEg
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TMHMA 3: XovOgon/minpopopisg yio 10 6VOTATIKG

Ovopa AvVayvopLeTIKOg KOdkos | %0 Katdroin copeove pe my odnyio
TPOI6VTOG 1272/2008 EK [CLP]
Doxycycline - <100 Acute Tox. 4 (And tov otoparog), H302
(ATE=300 mg/kg copatikod Bapouvg)

TIpeg keipevo tov dnhdceov H koar EUH: BAéne tpunpa 16

Aev 1oy0et

Métpa npadtmv fonbetdv petd and enogn pe 1o déppo  : Kobapiote t peyaidvtepn duvorn mosdtnto okovmilovtdg t (kabopd kot HoAakd amoppoenTikd
Tovi).
Métpa tpdtmv fondetdv Hetd and enapn pe o LATIO : Hem\dvete o pation pe vepd yio Adyoug acaieiog.

Agev vapyovv emmAEoV TANPOQOPieg

Agv vdpyovv emmaAEOV TANPOYOPiES

TMHMA 5: Métpa 10, TNV KOTUTOAEUNON TG TVPKAYLOG

KotdAnia péoa mupdcBeong 1 KovBépta mupdcPeong.

Kivduvog moprayidg © BAéme tunpa 2.2.

Métpa ylo TV KOTATOAEUNON TNG TUPKAYLAG : Xpnowonowmote péoa katdoPeong katdAnia yo v nepipdilovoa TupKayid.

TMHMA 6: Métpo o€ Tepint®on aKoVoLoS EKAVONG

6.1.1. o TPoo®OTIKG GALO 0O TO TPOGMOTIKO EKTAKTNG UVAYKNG

Métpa EKTOKTNG AVAYKNG 1 Amogevyete kG0e mepirn £kbeon.

6.1.2. I'e. GTopa mov TPosPEpovy TPpdTES Por)Oereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg
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Agv vapyovv emmAEOV TANPOQOPieg

TMHMA 7: Xeipiopog kot amo0nkevon

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Béme tunpa 1.

TMHMA 8: "Eleyyoc ¢ ék0eonc/atopiki Tpooctacio

8.1.1 EOvikég oprokéc Tipég emayyepatikig ék0song ko froroyikés oprokés Tipég

Agv vdpyovv emmAEOV TANPOQOPieg

8.1.2. ZuvicTdpeves drudikociss TapakorovOneng

Agv vdpyovv emmaAEOV TANPOQEOPiEg

8.1.3. Zynpotifovror stoycia pvmaveng Tov aépo
Agv vdpyovv emmAEOV TANPOQOPieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmaAEOV TANPOQEOPiEg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdhinhot pnyavikoi £reyyor

Kataiinior pnyavikoi éreyyon:
Awmpriote o€ koA eEoeplopevo ydpo. Zuvibog amarteitor cOoTNE YEVIKOD Unyavikod eE0EPIGLOD TOV XDPOL.

8.2.2. ATopkég TPOOSTATEVTIKOG EE0TAONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOCAHTOV

Agev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. Ilpootacio d¢ppatog
Mpooctocio Tov déppatog:

o1 epyaoTNPiov

IIpocTucia TV xEPLAOV:
TIpoctatevtikd yavtio

8.2.2.3. IIpocTacio TOV AVUTVEVGTIKAOV 00MV

Aev vdpyovv emmAéov TANPOQOpieg

8.2.2.4. Ogppikoi kivouvor

Agv vdpyovv emmAEov TANPOQOPiEg

8.2.3. OproBétnon kon wapokorovOnon g teprfaiiovroroyikig ék0eong o€ Kivovvo

Aev vdpyovv emmaAéov TANPOQOpieg
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TMHMA 9: ®voikég Kot ynUIKEG 1O10TNTEG

Duon KoTdoTaom : Xteped
APDOHOL : Mn dwbéoo
Epgpdvion T XKkovn.

Oopn : Mn dwbéoo
Opto oopng : Mn Swbéoo
Inueio ™Eemg : Mn Swbéoo
Inueio m&emg : Mn dwbéoo
Inueio Ppoaciod : Mn Swbéoo
Evpiextomta : Mn dwbéoo
Opra kKtvdvvov ekprié&emg : Aevioydet
Xapnhotepo 6pto £kpnéng : Aevioydet
Avdtoto 0pilo expn&puotrog : Aevioydet
Inueio avapreng : Aevioydet
Beppokpacio avtovapreing : Aevioydet
Bgppokpacio arocvvheong : Mn dwbéoo
pH : Mn dwbéoo
Awdropo pH : Mn dwbéoo
1EDdeg, Kvepotucdg (1) T Agv ioydet
AwAvtomta : Nepo: 100 — 1000 g/l
ZUVTELEOTNG KATOVOUNG O pely e N-0KTavOANg/vepoD : Mn dwbéoo
(Log Kow)

Téon otudv : Mn dwbéoo
ITieon atpod oe Beppokpacio 50°C : Mn dwbéoo
TTvkvémta : Mn dwbéoo
ZyeTkn ToKvoTHTOL : Mn dwbéoo
ZyeTikn TokvOTNTO aTUAV 6ToLG 20°C : Aevioydet
Méyebog copotidiav : Mn dwbéoo

9.2.1. Iinpo@opies 6YETIKA BE TIS KLAGELS PUOIKOD KIvdHVOU

Agv vdpyovv emmAEOV TANPOEOPIiES

9.2.2. Ahha YOpAKTNPIOTIKG 06QaAciog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 10: Xt00gpdtnTo Kol OVTIOPUGTIKOTNTO,

2t00epd VIO KAVOVIKEG GLUVONKEG.

Agv vdpyovv emmAEOV TANPOEOPiEg

Kavévag yvootog/-1/-6.

Aev vdpyovv emmaAéov TANPOQOpieg

Kapio og kavovucr xprion. BAéne tuniua 7.

‘Ortov Oeppaivetar LEXpL TOL GNUEIOL S1OCTOONG, EKTEUTEL EMKIVIVVOVG KOTVOUG.

3
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Agltio Agdopévov Acpareiog
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TMHMA 11: To&koroyikég TAnpopopisg

O&ela to&koTTaL (Ad GTOHATOS) . EmPrapés oe mepintmon katdmoong.

O&ela to&cotta (Seppatikn) : Mn ta&wopnpévog

O&ela to&cotTa (avamvon) : Mn ta&wopnpévog

AGBpwon kat epebiopdg Tov déppartog : Mn ta&wopnpévog (EAkeoticd dedopévor)

ZoPapn opOoipkn PAaPn/epediopog © Mn ta&wounuévog (EAeytaticd dedopévor)

EvaisOntomoinen tov avamvenstikov 1 : Mn ta&wounuévog (Baoetl tov dtabéoipov dedopévmv, To Kprmmpio to&vounong dev minpovvan)
gvaucOnTomoinem Tov dEPUTOG

MetoAhogryéveon YEVVITIKAOV KOTTAPOV : Mn ta&wopnpévog (EAkeloticd dedopévor)

Kapkwoyéveon : Mn ta&wopnpévog (EAkenoticd dedopévor)

To&wodmTa Yo v avamopayoyn © Mn ta&wopnuévog (Ileportépm minpogopies: Ofeia To&ucdTn o)

Ewdun to&ikdtnra ota 6pyava-ctdyovg (STOT) — © Mn ta&wopnuévog (Ileportépm minpogopies: O&eia To&udTnTo)

epanag ékbeomn

Ewum to&ikomra ota opyava-ctdyovg (STOT) — T Mn a&wvopnpévog (Iepautépo mAnpogopieg: O&eio To&ikdTTOL)

emavenupévn xbeon

Enucivduvotnto ovappdenong : Mn ta&wopnuévog (Baoetl tov dtabéoipmv dedopévmv, Ta Kprnpio ToSvounong dev mAnpovval)

Agev vdpyovv emmAEOV TANPOQOPieg

TMHMA 12: OwoAroyikéc mAnpo@opies

Owoloyia - yevikd : Aev mapovcidlel wiaitepo kivouvo yio To mepBUALOV.
Emucivduvo yio to vddtvo meptBdiiov, Bpayvrpodbespog : Mn ta&wopnpévog

(0&0¢)

Emucivduvo yio to vddtivo meptBdilov, pakporpdbeopog : Mn ta&vopnpévog

(xpdviog)

Agv vdpyovv emmAEov TANPOEOPiEg

Agv vdpyovv emmaAEOV TANPOEOPIiES

Agv vdpyovv emmAEOV TANPOEOPIiEg

Agv vdpyovv emmAEOV TANPOEOPiEg

Agv vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

TMHMA 13: Ztovysio oyeTikd pe T ovd0eon

Aev vdpyovv emmaAéov TANPOQOpieg
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Doxycycline
Agehtio Aedopévav Acpaleiog

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

TMHMA 14: ITAnpo@opieg 6eTIKA PE T1| PETAPOPD.

Toppova pe ADR / IMDG / IATA

ADR IMDG IATA

14.1. AprOpoc OHE 1 apOpég tavtétnTog

Aev 1oy0et ‘ Agv 1oy0gt Agv 1oy0gt
14.2. Oweio ovopacia arostomig OHE

Aev 1oy0gt ‘ Agv 1oy0gt Agv 1oy0gt
14.3. Ta&€n/-e1g KtvdHvov KaTA TN HETAPOPA

Agv 1oy0gt ‘ Agv 1oy0gt Agv 1oy0gt
14.4. Opada cvokevaciog

Aev 1oy0et ‘ Agv 1oy0gt Agv 1oy0gt
14.5. Meprfarrovtiky emKivovvoTNTO

Agv woyvet ‘ Aev 1oy0et Agev 1oy0¢t

Aev vdpyovv emmiéov Srabioiues TAnpogopieg

14.6. E1xdwkéc TPpo@uAaEELS Y10 TOV P oTn

Eniyewo petagopa
Aev oy0et

peta@opd péow Bordsong
Aev woydet

Evaépra petagopd
Agv 1oy0gt

14.7. O@alaooieg peTa@opig VoV cdppova pe Tic Tpaseg tov IMO

Agv 1oy0gt

TMHMA 15: Ztoyygio vopoOeTiko yopoktipa

15.1. Kavoviopoi/vopoOscio 6YeTIKG pe TNV 06QaLELd, TNV VYEID Kou TO TEPIBGALOY Yia TNV OVGia 1| TO peiypo

15.1.1. xavovicpoi EE

Hopaptnpe XVII oo REACH (IIpodmo0iceig mepropiopov)

Aev neprapfdveton oto Hapdaptnpa XVII tov REACH

Hapaptnpa XIV 100 REACH (Katdroyog 00£1000Tn61G)

Aev neprapfdaveton oto Hapdaptnpa XIV tov REACH (Katdhoyog adetoddtnomng)
Katahoyog vroynorov ovordv REACH (SVHC)

Aev meplappavetal 6tov KatdAoyo vmoyneuwy ovolidv REACH

Kavoviepég PIC (EE 649/2012, IIponyodpevn covaiveon petd amo svnuépoon)
Aev gpappoletor.

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

Agv epappodletart.

Kavoviepdg mepi e&ac0évnong tov 6lovrog (EE 1005/ 2009)

Aev meprapfdvetol otov Katdhoyo ovctav mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)
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Doxycycline
Agehtio Aedopévav Acpaleiog

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

Kavoviepdc mepi ekpnkTik@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kopio ovoio(eg) mov meprapfavetoaiovrat) 6tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio Kot
™ XPpNoN TPOSPOUDY OVGLOV EKPNKTIKAOV)

Kavoviopog nepi Tpodpopmv overdv vapkoTikdv (EK 273/2004)

Aev mepiéyet ovaia(ec) mov meplapPavera(oviot) 6Tov Katdloyo Tpodpopmy ovotdv vapkeTikdv (Kavoviopog EK 273/2004 oyetikd pe tig Tpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikéc dwotdierg

Aev vdpyovv emmAéov TANPOQOpieg

15.2. A&ordynon ynpuiknig ac@aretog

Aev vdpyovv emmAéov TANPOQEOPieg

TMHMA 16: Alleg TAnpo@opisg

M peg keipevo pacswv H xor EUH:

Acute Tox. 4 (A6 tov Oé&ela to&cotta (amd Tov 6TOHNTOC), Katnyopio 4
GTONOTOC)
H302 EmPrapés oe mepintmon katdmoons.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHE Ot nAnpogopieg mov mepiéyovtal o€ antd to deATio mpoépyovtal amd mnyEg Tig omoieg Oewpodue agiomotes. [Tapodia avtd, divovtot
XOPIC Kapio yyvmen, pnTm 1 appnTn, Yo Ty akpifeld tove.
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