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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Pirfenidone
Xnuwn Ovopacio : Pirfenidone
Kodiodg mpoidvtog : 201600731

1.2. Zvvo@eic TPocdLopilopeves YPNOGELS TNG OVGIAG 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

1.2.1. Xyetkéc mpoPrenopeveg yproerg

Kbpu katnyopia ypnong . To mpoidv mpoopileTar yio TNV £pevva Kot avamtuén Kot TV EXayyELLOTIKY eKTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyehaTiky xprion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

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

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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 THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I[1p0oco10piopog eMKIVOUVOTNTOS

2.1. Ta&wvoépnon TG ovoiog 1| TOL pelypoTog

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

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALoV
ATOQOOT LEG® KPIONG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG LGYVOGC.
2.2. Zroyyeia eTIKETOG

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

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkivdvvottag (CLP) : H302 - Emprapéc o mepintwon katdnoong.
AnAdoelg Tpoeoiaéng (CLP) 1 P264 - ITAdvete ta xépua, Toug TyelS (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P270 - Mnv tpirte, mivete M| kanvilete, 6tav ¥pnoylonoteite avtd T0 TPOIov.
P301+P312 - XE IEPIIITQXEH KATAIIOXZHE: KaAéote to KENTPO AHAHTHPIAZEQN 1 éva
ytpo, av acbavieite adabeoio.
P330 - EenAdvete 10 oTONO.
P501 - AGBeon tov TepleyopEVOL/TEPIEKTT 08 ONUEID GLALOYNG EMKIVOLV®V 1] EWIKGV amoBANTOV,
GUUPOVO LLE TOVG TOTLKOVG, TEPLPEPELOKOVG, £BVIKOVS /Ko diebveic Kavoviopode.

Zhpavon cOUove. pe: eEapeital 1 E6MTEPIKT GUOKELAGIM, TO TEPLEXOLEVO TNG omoiag dev vepPaivovv ta 10ml
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

Agv amarteitol oypavon

Aot kivduvol Tov dev 0dnyovv og Tagvounon : POTOTOEKO.

TMHMA 3: Z9vOeon/TAnpo@opies Y10 T0 GCVGTATIKG,

Ovopa AvayvoploTikos Kodukés | % Kotaroln cdpoova pe tny odnyia
TPOidVTOg 1272/2008 EK [CLP]
Pirfenidone - <100 Acute Tox. 4 (Ao tov otoparog), H302
(ATE=1295 mg/kg copatikod Bapovg)

TIpeg keipevo tov nkdcemv H koar EUH: BAéne tpunpa 16

Aev woyvet

TMHMA 4: Métpa npaTov fondsiov

Métpa npdTmv fondetdv HeTd and enaQr| pe TO SEPHOL : KoBapiote ™ peyaivtepn duvorr mocotnto okovmilovtdg ) (kabapd Kot Lodakd amoppoenTikd
Tavi).
Métpa npdTev fondeidv Petd and enapn 1e To LETIo : Eemlovete to Latio pe vepod Yo AOyous acpoeiag.

Agev vrdpyovv emmAéov TANpoQopieg

Agv vrdpyovv emmAéov TANpoeopieg

TMHMA 5: Métpa yro. TNV KOTOTOAEPNON TG TVPKAYLAG

KatdAnia péca mopdcPeong . KovPépra mupooPeonc.

Kivévvog mopkayidc : BAéme tunpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG : Xpnowomromote péca KotdoBeons katdAnia yio v tepparlovca TopKayid.

TMHMA 6: Métpa o€ TepinTton aKoVoLaS EKAVONG

6.1.1. I'a TPpoc®TIKG GALO 076 TO TPOGMOTIKO EKTAKTNG UVAYKNG

Meétpa £KTaKTNG OVAYKNG : Anogevyete kGO meprtn ékbeon.

6.1.2. T Gtopo mov TPpoceépovy TpdTES fondereg

Aev vrdpyovv emmAéov TANpoPopieg
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

TMHMA 7: Xeipiopog omo0nkevon

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoQopieg

BM\éne tunqpa 1.

TMHMA 8: ‘Eleyyoc g ékBeonc/atopikn wp

8.1.1 EOvikéc oprokég Tipés enmayyelpotikig ék0eong kan froroyikég oprakés Tipég

Aev vdpyovv emmAéov TANpoPopieg

8.1.2. ZuvicTdpeveg drodikacics TopakorovOneng
Agv vrdpyovv emALOV TANPOPOPIES

8.1.3. Zymparilovrar otoygio pHTaveong tov aépo
Agev vdpyovv emmAéov TANpoPopieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmALov TANPOPOPies

8.1.5. Ileproyéc eréyyov

Agev vrdpyovv emmAéov TANpoPopieg

8.2.1. Katdiinkor pnyavikoi Eheyyor

Katalinior pnyavikoi éreyyou:
Awatmpniote og koAl e€aepilOpHevo Ydpo. ZuvO®E amotTeiTon GOGTNHO YEVIKOU UNYOVIKOD £E0EPLGLLOD TOV YDPOL.

8.2.2. ATopkog TPOGTOTEVTIKOG EE0TAMGPOG

8.2.2.1. IIpocTucio TOV POTIOV KL TOV TPOGAHTOV

Aev vdpyovv emmAfov TANpoPopieg
8.2.2.2. Ilpootacia déppatog
IIpootacia Tov déppatog:

Tod1d EpyooTNpiov

IIpocrocia TOV yEPLOV:
IIpoctatevtikd yavtio

8.2.2.3. [IpocTacic TOV AVATVEVGTIKAOV 00OV

Agv vrtdpyovv emmAéov TANpopopieg
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

8.2.2.4. Ogppikoi kivovvor

Aev vrdpyovv emmAéov TANpogopieg

8.2.3. Opro0Bétnon ko wapakorovOnon g nepifaiiovroroyikiig £k0eong o€ Kivovvo

Agv vapyovv emTALOV TANPOPOPiEg

TMHMA 9: ®voikég Kon ynNRIKES 10T TES

Duowkn KoTdoToom 1 Zteped
APDLLOL : Mn Swbéorpo
Epgpdvion 1 Zkovn.

Oopn : Mn Swbéopo
Op1o ooung : Mn Swbéorpo
Inueio éemg : Mn Swbéorpo
Inueio mEemg : Mn Swbéorpo
Inueio Bpoacod : Mn Swbéopo
Evopiektomra : Mn Swbéopo
Opra kvdvvov ekpnéemg 1 Aev woyvet
Xapunhotepo 6pio £kpnéng 1 Aev woyvet
AvdToTo 0plo expnEpomTag 1 Agv oydet
Inueio avapreéng : Aev woyvet
Bepokpacio avtavapreing : Aev woyvet
Beppokpacio arocHvieong : Mn Swbéorpo
pH : Mn Swbéopo
Awdropo pH : Mn Swbéopo
1EDOEC, KIvERaTIKOg (17) 1 Aev woyvet
Awdvtomro : Nep6: 10-33,3 g/l
TUOVTEAEGTNG KOTAVOUNG G Mely Lo N-0KTavOAN S/ vEPOD : Mn Swbéopo
(Log Kow)

Tdon otumdv : Mn Swbéorpo
Ilieon atpov o Beppoxpacio 50°C : Mn Swbéorpo
TTukvémta : Mn Swbéorpo
ZYETIKN TOKVOTNTO : Mn Swbéorpo
ZyeTIKN TUKVOTNTA ATUAV 6TOVG 20°C 1 Aev woyvet
Méyebog copatidiov : Mn Swbéorpo

9.2.1. IIAnpoopics 6YETIKA IE TIC KAAGELS PUOIKOD KIvOHVOL

Agv vdpyovv emmALOV TANPOPOpPiEg

9.2.2. AAA0 (OPUKTNPIGTIKA 0.6QuLEing

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 10: Xto0gp6tnTo KOl AVIIOPUOTIKOTNTO.

2100epd VIO KAVOVIKEG GUVOTKEG.

Agv vrapyovv emmAéov TANpopopieg

Kavévag yvootog/-7/-6.

Agv vdpyovv emmALov TANPOPOPieg
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

10.5. Mn coppotd vikda

Kapio og kavovikn ypnon. Biéme tunpa 7.

10.6. Emucivovva wpoiovta amwocHvieong

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOONG, EKTEUTEL EXKIVEVYOVG KOTVODG.

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpogopicg yia Tig TaEELS Kivovvov, 0ntmg opilovrar otov kavoviepd (EK) aprf. 1272/2008

Oé&ela to&codmra (amd oTOHUTOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&ela to&ucdmra (avamvon)

: EmProfés oe nepintoon kotdmoong.
: Mn ta&vounpévog (EAiepatikd dedopéva)
1 Mn ta&vounpévog (Erdepatikd dedopéva)

Pirfenidone

LD50 amd tov 6t0p0T0G 68 apovpaiovg

1295 mg/kg (Ap. RTECS UV1148200)

AGBpmon ko epediopog Tov d€ppratog

ZoPapn opbaipkn PAAPN/epedionog
EvaisOntonoinon tov avomveuotikod 1
guaednTomoinon Tov dEPHATOG

Metodha&lyéveon YeEVVnTIKOV KLTTapoV
Kapxivoyéveon

To&wodTTa Yo TV aVaTopayOYn

Eww to&ikomra ota 0pyava-otoyovg (STOT) —
epanag £xbeon

Ewu to&ucotnta ota dpyava-ctoyovs (STOT) —
emavelnppévn €kbeon

Enucivdovotna avappdenong

: Mn ta&vounpévos (EAdepatikd dedopéva)
1 Mn ta&vounpévog (EAeipatikd dedopéva)
1 Mn ta&wopnpévog (EAkepaticd dedopéva)

: Mn taéwopnpévos (Baoet tov dabécipmv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)
: Mn ta&wvopnpévos (EAiepatikd dedopéva)
1 Mn ta&vounpévos (Baoet tov dtabécytov dedopévav, ta kprripa ta&tvounong dev mAnpovvral)
: Mn ta&wvopnpévog (EAkepaticd dedopéva)

1 Mn ta&wvopnpévog (EAepaticd dedopéva)

: Mn taé&wvounpévog (Advvapio GOALOYNAG SESOUEVMV YlaL TEXVIKOVG AOYOVG)

11.2. ITAnpo@opieg yr0. GALoVG TOTOVG EMKIVOVVOTN TS

Aev vrdpyovv emmAov TANPoPopieg

TMHMA 12: Owoloyikég TApopopics

12.1. TogwoétnTa

Owoloyia - yevikd
Emwcivduvo yio to vdatvo mepiBdilov, Bpayumpoddecpog

1 Aev mopovctalet Wiaitepo Kivouvo Yo to TepPaiiov.
1 Mn ta&wvounpévos (Baoet tov dtabécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

(0809)
Emivduvo yio to vdatvo mepiBdilov, pakporpdbespog : Mn ta&wopnpévog (Baoetl tov dtabéotumv dedopévav, o kprmpla Ta&vopnong dgv TAnpovvar)
(xpdviog)
Aev vopiotaton Tayeio amocvvieon
Pirfenidone
ErC50 @vxn 67,1 mg/1 (72 dpeg, Pseudokirchneriella subcapitata) (Mé0odog OOZA 201)
NOEC ypovia yapio 10,6 mg/1 (28 nuépeg, Pimephales promelas) (Mé0odog OOZA 210)
NOEC ypdévia kopKivoedn 94 mg/1 (21 nuépec, Daphnia magna (Nepdyvirog)) (MéBodog OOZA 211)
NOEC ypdvia vkn 18,3 mg/1 (72 dpeg, Pseudokirchneriella subcapitata) (MéBodog OOZA 201)

12.2. AVOEKTIKOTITO KOL IKOVOTNTA 0T0S6M|0NG

Agv vrdpyovv emmAéov TANpopopieg

12.3. AvvotétnTa frocvocapevong

Agv vrtdpyovv emmAéov TANpopopies
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANPoPopieg

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtoyycio oyeTikd pe T o1a0eon

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 14: ITinpo@opieg 6YETIKA PE TN HETAPOPA.

Zopeove pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opéc OHE 1 apOpog TavtotnTog

Aev 1oy0et Aev 1oy0et Agv woyvet

14.2. Oweia ovopacio arostoiig OHE

Agv 1oy0€1 Agv 1oy0€L Aev 1oy0et

14.3. Taén/-e1c KtvdOvov KaTd TN NETOPOPA

Agv 1oy0g1 Agv 1oy0gL Aev 1oy0det

14.4. Opddo cvokevaciog

Aev 1oy0et Aev woyvet Aev woyvet

14.5. Ilgprforrovtikn emKivovvéTnTo.

Agv 1oy0gL Agv 1oy0g1 Agev 1oy0et

Aev vapyovv emmAéov Stabéotpues TANPOEOpies

Eniyewa petagopd
Agv 1oy0et

peToQopa péom Baracong
Agv woydet

Evaépra petagopd
Aev woyvet

Aev woydet
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Pirfenidone
Agltio Agdopévev Acpaleiog

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

TMHMA 15: Xtovyeio vopo0etikov yopaxtipo

15.1. Kavovicpoi/vopoOsecio oyeTikd pe Ty a6Qaiera, Tnv vysio Ko 7o agpailov yio TV ovcia 1 T0 peiypa
15.1.1. kovovicpoi EE

Hapaptypa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev teprapfavetat oto Mapapmpoa XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog 0.0£1060Tn61G)

Aev nepthapPaveton oto Mapaptnua XIV tov REACH (Kotdhoyog adetoddtnong)

Kataroyog vroynguov ovordv REACH (SVHC)

Aev tepilapfavetol 6tov KatdAoyo vroynielwv ovcuwv REACH

Kavoviopdog PIC (EE 649/2012, IIponyovpevny cuvaiveon peTd amd evnuépmon)

Aev gpoppodletar.

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

Aev gpappoletar.

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

Aev nepthapfdveton otov Katdhoyo ovotdv mov eEacbevilovy to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Aev mepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo tpddpopmv ovoldv ekpnktikdv (Kavoviopodc EE 2019/1148 oyetikd pe v epmopio Kot
™ XPHoN TPOSPOUMY OVCLOV EKPTKTIKDOV)

Koavoviepéc mepi mpoédpopmv ovortdv vopkotik®dv (EK 273/2004)

Aev nepiéyetl ovaio(eg) mov mephappavetay(oviat) 6Tov Kotdhoyo Tpddpopmv ovetdv vapkatikdv (Kavoviepuog EK 273/2004 cyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég dataéerg

Agv vrapyovv emmAéov TANpopopieg

15.2. A&orhoynon ymuikig aoQaielag

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 16: ALLheg TANPOPOPIES

Emonpavon arhayov

Tpnpa Tpomorompévo cToyyEio Tpomomoinon Hopatnpriceg
Avtikafiotd v £kdoon Tpootédnke
svnuépmon Ipootédnke

2.1 Katdraén coppova pe mv odnyia 1272/2008 EK | Tporormomfnke
[CLP]

22 Anhaoeig emukvdvvotntog (CLP) TpomomowmOnke

22 [poewdomomtikn Aé€n (CLP) TpomomomOnie

22 Ewovoypdppota ktvdvvov (CLP) TpomomomOnie

2.2 AnAdacelg Tpoporaéng (CLP) TponomomOnke

2.3 AAAot kivduvot Tov dev 0onyolV 6e TaEvoOUnoN Ipootédnke

4.1 Métpa tpdTev Bonbdeidv petd amd enagn pe o TpomomowOnie
déppa

4.1 Métpa tpdTev Bondeidv petd amd exogn pe to TpomomomOnie
pétio
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Pirfenidone
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
6.1 Métpa EKTAKTNG OVAYKNG TponomomOnke
8.2 TIpootacio tov yepudv TponomomOnke
8.2 Katdiiniot umyavikoi Ereyyot TpomomowOnke
8.2 [poctacio tov déppatog TpomomomOnie
10.3 MBavomTa emKivouvmV avTdpdcemv Ipootédnke
11.1 Attio v dev €xovv Tagvopndet TpomomomOnie
11.1 ATE CLP (And tov 6TOH0TOG) TponomomOnke
11.1 LD50 and tov 6tépatog 6€ 0povpaiong TponomomOnke
11.1 Autia gav dev éyovv ta&vounOel Ipootédnke
12.1 ErC50 @ixn Ipootédnke
12.1 Attio v dev €xovv Tagvoundet ITpootédnke
12.1 NOEC ypdvio. kopKivoetdn ITpootébnke
12.1 NOEC ypovia yapua Ipootédnke
12.1 NOEC ypdévia vkn Ipootédnke
12.1 Owoloyia - yevikd TpomomowOnke
ITpeg keipevo ppaceov H ko EUH:

Acute Tox. 4 (And Tov O&ela to&comta (amd Tov 6TONTOG), Katnyopia 4

GTONOTOC)

H302 EmProaBég o nepintwon katdmoong.

Aghtio Agdopévaov Acpakreiog (AAA), EE

ATIOIIOIHXH EY®NHZ Ot mAnpogopieg mov mepiéyovial o antd to dehtio mpoépyovtar and mnyég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtat
YOPic Kapio eyydnon, pntm N appnTn, Yo Ty akpifetd tove.
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