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TMHMA 1: IIpocoropicpidg ovoioc/peiypotog kKo etoarpeiog/emyeipnong

1.1. AvayvopioTiKog KmdKog Tpoiovtog

Mopen mpoidvtog : Ovoia
Ovopa ovsiog . Latanoprost for system suitability
Kwducde mpoidvrog : 201900137

1.2. Zuvageig mpocdloplopEVES P GELS TS 0VGILAG 1) TOV UEIYIATOS KU OVTEVOELKVUOILEVES Y PHGELS

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]

To&wodmrta otV avamapayoyn, katmyopia 1B H360D
ITAnpeg keipevo tov dnrocemv H ko EUH: BAére tpnpa 16

AvemOopuNTES QUOIKOYNMKES EMIPAGELS, KAODGS KoL EMIPAGELS 6TNV avOpOTIVY VYEio Kon 610 TEPIfaiiov
ATOQa0T PEG® KPIONG EUTELPOYVOUOVOV KoL OTOSEIKTIKNG 1oYVOG.
2.2. Zroyeio eTIKETOG

Xapaktnpiopds coppove pe tov Kavovionéd (EE) Ap. 1272/2008 [CLP]
Ewovoypdppoza ktvdovov (CLP)

GHSO08
Ipogwomomrikn AéEn (CLP) : Kivdvvog
Anhdoeg emkvduvottog (CLP) : H360D - Mmopei va BAdyet to pfpvo.
Anidoelg mpoevraéng (CLP) : P202 - Mnv 10 xpnoonooete Tpv S1oPAcETE Kol KATOVONOETE TIG 0d1yieg Tpo@OAaENC.
P308+P313 - XE IIEPIITQXH ékbeong 1 mbavottog £xbeong: Zvpfovievdeite/Emokepdeite
YTpo.

Zhpavon cOUPoV pe: eEapeitar 1 E0MTEPIKT GUOKELAGTN, TO TEPLEXOLEVO TNG omtoing dev vrepPaivovy ta 10ml
Ewovoypappata kvddvov (CLP) :
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Latanoprost for system suitability
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviopd (EE) 2020/878

GHSO08

2.3. AMLot Kivovvor

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 3: X0v0eon/ainpo@opies Yo To GVOTUTIKA

3.1. Ovoigg

Ovopa AvVayvopeTIKOS KOOKOg % Katdraén oopomva pe v odnyio
TPOIGVTOG 1272/2008 EK [CLP]

Latanoprost for system suitability - <100 Repr. 1B, H360D

T peg keipevo tov dnidoewv H ko EUH: BAéne tuqua 16

3.2. Meiypota

Aev oy0et

TMHMA 4: Métpa npatov fondsiov

4.1. Ileprypa@n pétpov npdOTOV fondeidv

Métpa TpdTRv Pondeidv petd omd elomvon : Bydhte Tov maBovta otov kabapd aépa. APoTe T0 GTopOo OV TPOGPANONKE Va avanvedset kabapd
oépa.

Métpa TpdTRv Pondeidv Hetd amd enaen He TO dEp . KoBapiote m peyoivtepn duvor mocdtnto okovmilovtdg ) (kabopd kot parakd amoppoenTikd
mavi). [TAovete pe debovo vepd Kot amoppuTavVTIKO.

Métpa TpmdTev Pondeidv Hetd and enapn 1e To LATIO . Hemhovete pe vepd kpatmvtag ta BAEQapo Kakd avoryTd.

Métpa TpdTOV Pondeidv petd amd Katdmoon : Hemhovete 1o otopa. Evaéyetar va cuotBei mopatetapévn woTpikn mapokolovbnon.

4.2. INPavVTIKOTEPO CUUTTONATO KOL EMOPAGELS, GPEGES 1] PETAYEVECTEPES

ZOUTTOUOTO/EMSPACELS © BAaPeg otnv vyeio evdéyeton va eppaviotovv pe kabvotépnon.
SOUTTOUOTO/EMOPAGELS LETE ) E16TVOT . Avenopkn dedopéva.
ZOUTTOUOTO/EMBPACELS LETE OO EXOPT| LE TO SEPUOL . Avenopkn dedopéva.
ZOUTTOUOTO/ EMOPAGELS LETE OO EXOQT LE TOL PATIOL . Avenopkn dedopéva.

4.3."Evo€1En 001060 TOTE AMOLTOOPEVG GIECTIG LUTPIKIG PPOVTIOAS Kan EWOIKNG Ospameiog

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

TMHMA 5: Métpa y10. TNV KOTOTOAENN G TS TUPKAYLAG

5.1. MvpocPestikd péoa

KotdAinia péoa mopdcPeong : KovBépra mupdoPeonc.

5.2. E1dwkoi T0o1 EMKIvuvOTINTOS TOV TPOKVTTOVV 0Td TNV 0VGia 1] TO peiypa
Kivduvog mopkayidg © BMéme tuiqua 2.2.

5.3. ZveTdosig Yo Tovg TupocPioteg

Métpa Yo TNV KOTOTOAEUNGT| TG TUPKAYLHG : Xpnoworomote Léca KoTdoPeons KatdAnia yio Ty TepaAiovca TupKayid.

TMHMA 6: M£tpa 6€ TEPIATOG AKOVOLUS EKAVGNG

6.1. TIpooc®TIKES TPOPVAGEELS, TPOGTATEVTIKOG EEOTMGIOG KON H1001KOGIEG EKTAKTNG AVAYKNG

Tevika pétpa 1 Amo@iyete TV Guecn maQT pe T TPoidv. Mnv avanvéete
oKkovn/avadvpidosis/aéplo/oTayovidl/ oTHoV EKVEPDUATA.
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Latanoprost for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (EE) 2020/878

6.1.1. I'a. TPocOTIKG GALO 0TT6 TO TPOSMOTIKO EKTUKTNG UVAYKNG

Métpa £kTOKTNG OVayKng 1 Qopdte KATIAANLO TPOGTATEVTIKO POVYIGHO, YAVTIO KO TPOGTAGIO Y10, TO. LATIo Kot TO TPOCMTO.

6.1.2. T Gropa mov Tpocpipovy TPpdTES fonifeieg

Agv vapyovv emmAéov TANPOQOpieg

Agv vapyovv emmAEov TANPOQOPieg

Mébodot kabapiopov 1 Zryovpéyte, 0T Ta amoppipato Oo mepiovAeyovv kot Bo amobnkevtovy aceorés. Kobapiote
mpooekTikd. ITAMvete Ta voAgippora Tov dev pmopeite va avakToeTe He ¢ AtGAVHO VTOYA®PLOIOVG
voatpiov.

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 7: X&eipiopoég kot amo0nkevon

Emm\éov kivduvol katd v enetepyocio . Egiotaron eniong n mpocoyn Tov xpNotn 6tovg mifovolg Kivdhvoug Tov EVUTAPYXOVV GTNV TEPINTOOT
TOV TO TPOLOV ypnoworomdel pe Tpdmo mov opileTar amd TIG KATUGKEVAGTIKES TPOSIOY PAPES.

TIpo@uraéels yio ao@oAn yepiopnd : XpNoomomote To TPOoiodV e TPOGOYT. ATOPUYETE TV QECT) EMAPN LE TO TPOIOV. XTO HETPO TOV
Sduvato 1 xprHoT TOL TPOIOVTOG TPEMEL VOL YIVETOL GE EPYOCTIPLOKT KOOV

Métpa vytewng 1 Xpnon tov Tpoidvtog pe opbn Propmyovikn vyewn kot dtadtkacies aceoleiog.

Teyvikd pétpo T Zoppopeobdeite pe Tovg 16YHOVTEG KOVOVIGHOVG.
TovOnkeg @OAaENG 1 OuldooeTat KAEWOUEVO.

BAéme tunpa 1.

TMHMA 8: ‘Elegyyoc tnc £k0eonc/atopikn tpootacio

8.1.1 EOvikég oprokés Tipnés emayyelpatikig £k0gong ko froloyukég oprokés Tipég

Agv vdpyovv emmAEOV TANPOPOPIiEg

8.1.2. ZuvicTdpeveg drudikosics Topakorovdneng
Agev vdpyovv emmAéov TANPOQOpieg

8.1.3. Xynpartifovrar otoygio pOmTAVeNS TOL aEpa
Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.4. DNEL xox PNEC

Aev vdpyovv emmAéov TANPOQOpieg

8.1.5. Mleproyég eréyyov

Agv vdpyovv emmAEOV TANPOQEOPiEg

8.2.1. Kotdhinhor pnyavikoi éreyyor

Koataiinior pnyavikoi éleyyou:
Awmpriote o€ KoAdG eEaeplopevo ydpo. XpnoomolEite amokAEIGTIKG 6 KAEIGTH XOUVN HE EVOOUOTOUEVO GiATpo. DIRTPO aePOCOUATISIOV VYNANG
anotelecpotikotnrag (HEPA filter).
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Latanoprost for system suitability
Agltio Agdopévov Acpareiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviopd (EE) 2020/878

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

Ipoctucia 0pOorpdv:
Ipoototevtikd yvold. DIN EN 166

8.2.2.2. Ilpoctacio déppatog

Ipocrucia Tov déppartog:
Xpnoponoteiote Tpootatevtikd pouyiopd yio ynuikd. DIN EN 13034

Mpoctocio TOV yEPLOV:
IpoctotevtiKd yavtio aviekticd og ynukd tpoidovra. ISO 374-1
8.2.2.3. IIpooTacio TOV AVUTVEVGTIKAOV 03MV

IIpoc6Tucic TOV AVATVEVGTIKAV 00AV:
Xe mepintmon amelevdépmong okovng : phokeg pe eidtpo yio okoveg P3. DIN EN 140 & 149. Yypo mpoiov : Mdoka agpordpatog. Popdte avamveusTikn
GLOKELT O€ TEPIMT™OT £KBECNC 08 OTHOVG/GKOVES/ AEPOADLLATOL

8.2.2.4. Ogppikoi Kivovvor

Agv vdpyovv emmAEOV TANPOQOPiES

8.2.3. OproBétnon ko TapaxkorovOnon g tepifariovroroyikig £ékBeong o€ Kivdvvo

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 9: ®vokég Kot YNUIKES 1OL0TNTES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNIIKES 1G0T TES

Puown KoThoTaom © Yypod

APDHOL : Mn dwbéorpo
Oopn : Aev woyost.
Op1o oopng : Mn dwbéorpo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoacod : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra kKtvdvvov ekprié&emg : Mn dwbéorpo
Xapunhotepo 6pio EkpnéEng © Mn dwbéorpo
Avdtato 0pio expnEpotrog © Mn dwbéorpo
Enpeio avaoreéng © Mn dwbéorpo
Beppokpacio avTavAPAEENS © Mn dwbéoipo
Bgppokpacio anocHvieong © Mn dwbéorpo
pH © Mn dwbéorpo
EDAES, KivepaTikos (1) © Mn dwbéoipo
Awdvtomta © Mn dwbéorpo
YUVTEAEOTNG KOTAVOUNG O€ HETYLLO N-OKTOVOANG/VEPOD © Mn dwbéoipo
(Log Kow)

Téon aTudv © Mn dwbéoipo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéoipo
IMukvotnto © Mn dwbéoipo
EyETIKN TOKVOTITOL © Mn dwbéorpo
ZYETIKN TUKVOTNTO oDV 6TOoVG 20°C © Mn dwbéopo
Xopaktnplotikd copatidiov T Agv woydet

9.2. Aowrtég TAnpogopisg

9.2.1. IIimpo@opieg GYETIKA BE TIS KLAGELS PUOIKOD KIvdHVOL

Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. Ahh0. YOpaKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpopopieg
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Latanoprost for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (EE) 2020/878

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

Z1abepd VIO KOVOVIKEG GUVOTKES.

Agv vapyovv emmAéov TANPOQOPieg

Agv vapyovv emmAEov TANPOQOPieg

Aev vdpyovv emmAéov TANPoQOpieg

Kapio og kavovicn xprion. BAéne tunipa 7.

Ortav Oeppaivetot péypt Tov onpEOD S1ACTACNG, EKTEUTEL EXIKIVOVVOVG KOTTVOVG.

TMHMA 11: To&wkoroyikég TAnpopopisg

L1 Wapogopics 1iu s wiGais kvdivov, 6mos opiCovean otov kavoviopt (EK) apd. 12722008
O&ela to&koTTaL (0d GTOHATOS) : Mn ta&wopnuévog

O&ela to&cotTa (Seppatikn) : Mn ta&wopnuévog

O&ela to&kotTaL (avarvon) : Mn ta&wopnuévog
AGBpmon kot epebiopdg Tov déppatog : Mn ta&wopnuévog

ZoPapn opboiukn PAAPn/epediopog : Mn ta&wopnuévog
EvaisOntomoinon tov avamvenstikon 1 : Mn ta&wopnpévog
gvaucOnToToino oL dEPUOTOG

MetoAra&ryéveon YEVWNTIKOV KUTTAP®OV : Mn ta&wopnpévog
Kapkwoyéveon : Mn ta&wopnuévog
To&wodTTa Yo TV avamopayoyn : Mmopet vo fAdyet To Euppuo.
Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mn ta&wopnpévog

epanas ékbeon

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

Enucvduvotnto avappdenong : Mn ta&wopnpévog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAoyikéc TANpoQopies

Owoloyia - yevikd . Emwivdvva andpinta. Xpnoponoteite katdAinia doxeio amdpprymg.
Emucivduvo yio to vddtvo mepiBdriov, Bpayvrpdbeopog : Mn ta&wopnpévog

(0&0¢)

Emucivduvo yio to vddtvo meptBdiiov, pakporpdbespog : Mn ta&wopnpévog

(xp6vioc)

Aev vdpyovv emmaAéov TANPOQOpieg
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Latanoprost for system suitability
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepndo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (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 1 ova0eon

Tomwkr| vopoBeoio (amdfinto) . Koataotpéyte pe aopaln tpdmo cOHEOVO e TOVG TOTKOVE £0VIKOUS KOVOVIGHOVG.

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

Xoppova pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. AprOpég OHE 1 ap@podg tavtétnTog

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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Latanoprost for system suitability
Agehtio Aedopévav Acpaleiog

ovppmva pe tov Kavoviopdé REACH (EK) 1907/2006 6nwg tpomonomOnke and tov Kavoviopd (EE) 2020/878

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

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

Hapaptnpa XVII tov REACH (Ilpoirmobéceig mepropiopov)

Aev neprapfaveton oto Hapaptnua XVII tov REACH

Hopaptnpe XIV tov REACH (Katdloyog 00£1036tnonG)

Aev meprappavetor oto Mapdpmpa XIV tov REACH (Katdhoyog adeioddtong)

Kataloyog vroyngrev oveidv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroynemv oveidv REACH

Kavoviopog PIC (EE 649/2012, IIponyoduevn cvvaiveon petd omd evnuépmon)

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 tpédpopmv overdv (EE 2019/1148)

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

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

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KatdAoyo Tpddpopmv ovetdv vopkaTikdv (Kavoviopog EK 273/2004 oyetikd pe Tig Tpddpopeg 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:

H360D Mmopet va pAdyet To Eufpuo.

Repr. 1B To&wodTa otV avamapoywyn, katnyopio 1B

Aghtio Agdopévov Acpadreiog (AAA), EE

ATIOITOIHXZH EY®NHZX Ot mAnpogopieg mov meptéyovial o avtd T0 deATio Tpoépyovtal and myég Tis onoles Bempodpe a&idmotes. [Tapodia avtd, divovtot
YOpic Kapio gyyomon, pnn 1 appnTn, Yo TV akpifetd tovg.
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