OYAAO OAHTI'TQN XPHXHX



®vrho ooV ypions: [IAnpoeopieg yia Tov yprioty

BrimoFree 2 mg/ml opBaipikég otoydveg, didAvpo og mepiéktn piog ddong
Tpoywn Bpovidivn

AP aoTte TPOGEKTIKG OAOKANPO TO GULAO 03N YAV YPIONS TPOTOV OPYIGETE VO TAIPVETE VTO TO PAPNRUKO

00T TEPLAAPPAVEL ONUAVTIKES TANPOPOPIES Y10 COGC.

- Ovdd&te avtd To POALO 0OV Yp1oNs. Towg ypetaotel va to dapdoete Eovd.

- Edwv éyete mepartépm amopieg, poTNoTE TOV YIUTPO 1| TOV GOPHOKOTOO GO,

- H ovvtayn yv avtd 1o edppaxo yopnyndnke omokAeloTIKA Yo 6oc. Aev Tpémet va SMGETE TO PAPLOKO GE
dAlovg. Mmopet va tovg TpokoAécel BPAAPT, Ao KOt OTOV TO GOUTTMOUOTO TG 0oBEVeLdg Tovg eivort 0o e
Ta S1KA 00,

- Edv mapatnpnoete kamola ovemifOuntn evépyeta, EVILEPDGTE TOV YIUTPO 1] TOV PUPUAKOTOLO GOG. AVTO
woybel kat Yo K6Oe TBavn avemBounm evépyela TOL eV OVAPEPETAL GTO TAPOV GUALO 0N YLDV YPNOTGS.
BAéne mapdypago 4.

To mapdv @OLLO 00NYIOV TEPLEYEL:

T1 givon to BrimoFree kot oo givat ) yprion tov

T pénel va yvopilete mpotod ypnoyonomcete To BrimoFree
Iég va yprnoponomoete to BrimoFree

MBavég avemBounteg evépyeteg

Iog va puhdooetar to BrimoFree

[epieyopeva TG GVOKEVAGIOG Kol AOTEG TANPOPOPIES

o Uk whE

1. Tieiver to BrimoFree ko wowa givar ) ypion tov

To BrimoFree ypnoipomoteitat yio tn peiwon g mieong ot patia.

Mmopei vo. ypnoyomomOei gite povo tov, dtav ot 0pBaAKEG oTayove B-avocToAE®mY

avtevdeikvovtal, gite pe AAAES 0PBUAUIKEG OTAYOVES, OTAV £va LOVO PAPLLOKO dEV VOl APKETO VO LELDGEL TNV
avénuévn mieon ota paTia, Yo T Bepameio TOV YAAVK®OUATOS OVOIKTHG YOVING 1) TV 0@BaALLKY VITEPTOVIa.

To dpaoctikd cuatatikd tov BrimoFree givol n tpuyun Bpyrovidivn, n oroia peidvel v mieon péca oto foAfod
TOL HaTOV.

2.  Tuvnpéner va yvopileTe TPLV YP1OLUOTOUGETE TO BrimoFree

Mn ypnoypononjcets To BrimoFree:

- Xg mepintowon aiiepyiog (vrepevatctnoiog) otnv TpuYKn PpyLovidivn 1 o€ 0mol0dNTOTE GALO OO TOL
GLOTOTIKG QVTOV TOV PAPUAKOV.

- Xg mepintoon mov maipvete avaotoieic TG povoapuvoseddong (MAO) N avtikatadlmticd. [pénet va
EVNUEPDOETE TO YLOTPO 060G, EAV TAIPVETE KATOL0 AVTIKOTOOMTTIKO PApuaKo.

- Xg mepintoon mov OnAdlete.

- Xe Bpéon / popd (omd ™ yévvnon péxpt 2 Tv)

IIpog1domonoels Kut TPOPUVAAEELS

AmevBuvbeite otov yotpd cog mpv ypnoiporomoete to BrimoFree

- Edv vropépete ) vropépate amd KoTAOANYT), LELOUEVT] YOYIKT] TKOVOTITO, LELOUEVT] ALULATMOGT] TOV EYKEPOAOV,
KapOLoKE TPOPANUATO, SUTOPAYUEVT] OUATOOT TOV AKP®V 1] 10TAPOYN OTNV TECT] TOV AilATOG.

- Edv éyete 1 giyoate 010 mapeABoOV veppikd 1 Nratikd TpofAnaTa.

- Xeg nepintoon mov TpOKELTOL Vo, To ddhoete o€ Taudi nhikiog uetald 2 kot 12 e1dv, emedn to BrimoFree dev
€VOEIKVLTOL YO XPTION GE AVTEG TIG NAIKIEG.

Xpnon o rondrd kon gprjpfovg
Aev éyovv die€ayOei pedétec og epripouvg (And 12 emg 17 ypovav).

To BrimoFree dev cuviotdtot 1 xpnion o€ mondid Kate tov 12 etdv Kot dev mpénet va. ypnoponoteitat og Ppépn
Kol veoyvd (MAkiog pikpdtepng Tov 2 eT@v).



Alro @appoxo ko BrimoFree
Evnuepmote Tov y1atpd 1 TOV QOPUAKOTOLO GOG EQV TOIPVETE/YPNCILOTOLELTE, £YETE TPOGPAUTA
TAPEVYPNOUYLOTOMOEL 1) Lmopel va mhpete/ypnoLonom|oete dALA GapLLOKaL.

Evnuepmote 10 yatpd cog ebv maipvere KATOW0 0o To TOPOKAT® QOPLLOKOL:

- Towoimova, NPEULSTIKA, omovya, PapPirovpikd 1 €AV KOTOVAADVETE TAKTIKA AAKOOA.

- avooOnTikd.

- 7o va Bgpanedoete KATOwo TPOPANUA He TNV KOPOLA 1] VO LELDCETE TNV THEGT TOV OULLOTOG.

- 7mov pmopei va exnpedoovy to petafoiicud 6mwg chlorpromazine, methylphenidate xou reserpine.

- mov dpa atov 1610 vrodoyia dnmg kat To BrimoFree, yio mapdderypo isoprenaline ko prazosin.

- avaotoleig g povoapvo&eldaong (MAO) kot dA e avTikaTaOMITTUCd.

- QOPLOKO Y10 OTOLUONTOTE KATAGTOGT, OKOUTN KOt oV OV OXETILOVTOL LLE TNV KATAGTACT TOV HATIOV GO,
- 1M &bv n 0601 o€ KATO10 amd TO. PAPUAKO TTOV TaipveTe GALOEE.

Avtd pnopei va emnpedoovv ) Oepamneio cog pe to BrimoFree.

Kinon ka Oniaopég
Eav eiote éyrvog 1 ONAalete, motevete 0T TOAVOV eiote éyxvog 1 oyedialete va petvete £ykvog, (ntote ™
GUUPOVAT TOL Y1ATPOD 1) TOL POPLOKOTOLOD GOG TPOTOV TAPETE GVTO TO PAPLLOKO.

To BrimoFree dgv mpénet va ypnoponoieiton eav Onialete.

0donynon ko xEPLopég pnyavev

- To BrimoFree umopei vo mpokaAécel BoAn 1 un euotoloyikn opacn. To eowvouevo avtd pumopei vo avéndei
™ vOYTO 1] LE HELOUEVO POTIOUO.

- To BrimoFree umopei emiong va mpokaécel viviia 1 KOOPAGT GE OPIGUEVOLG AGOEVEIC.

- Ed&v mapovcidoete KAmowo omd To GOUTTOLOTO QVTE, LNV 0ONYELTE 1| XPTCUYLOTOLEITE UNYOVES, LEXPL VAL
VIOYWOPNCOVV TANPWOC.

3. Iég vo ypnopomounjoete To BrimoFree

[Mavtote va ypnoyonoeite to BrimoFree avatpd coppmva. pe tig 0dnyiec Tov yatpov cog. Edv éyete
ap@Porieg, pmTGTE TOV YI0TPO 1) TOV QAPUAKOTOL0 GOGC.

Evijlkeg
H ovvifng 66om eivar pia otaydve d0o eopés v nuépa oto tpocPePrnuévo(a) patiya), tepinov kébe 12 dpes.

Hodra ko Tov 12 xpovav
To BrimoFree dgv npénet va yproonoteital o Ppéen nhikiog pikpodtepng T@v 2 eTdV.
To BrimoFree dgv gvdeikvutat yio yprion og moidid (oo 2 £og 12 etdv).

Odnyieg Yo yption

1. IM\ovTe ta xépio cog.

2 Avoi&te 10 pakeAioko adovpviov Kot BydAdte T pio oElpd Le TOVG TEPLEKTEG.

3. Amoondote évav meptéktn piog doomg and ) oepd (Eucova 1).

4 TomoBetote TV VIOAOTN GEWPA TOV TEPLEKTAOV Piog SOONG TGM GTOV PAKEAIGKO Kol SITADOTE TO GKpO

v vo. KAgioel o pakediokoc. TomoBetnote T0 PokeAioKO 6TO KOLTI.
5. Avoi&te Tov mepiékt piog d6omg, otpifovtag To dkpo. Mnv ayyilete o dkpo pLeTd To dvotypo Tov
nepiéxtn (Ewova 2).

6. I'eipte 10 KEQHM GOG PO Ta wiow (Ewcova 3).

7. Tpopné&re to kGt PAEPAPO TPOG TO KAT® e T dGXTLA TOL EVOG XEPLOV KOl KPATHOTE TOV TEPIEKTN piog
d060mG pe to Ao yépt. ITiéote TOV TEPEKTN Y100 VO APNGEL Pio 6TOYOVa Vo TEGEL LEGO GTOV 0POOALO
(Ewcova 4).

8. KAgiote o0 0000ALOVG GOG KOl TECTE TNV EGOTEPIKN YOViIR TOV 0POAANOD LE TO SAKTLAS Gag Yo

nepinov éva Aemtd. Avtd Ponbdet 6To va TaPAEIVEL TO TEPIGGOTEPO PAPUUKO GTOV OPHAALO KOt VoL unv
TEPACEL LECH TV dAKPLIKDVY aymydv oto Aaud (Ewova 5). Edv eivan anopaitnto enavaldpete ta
Brurota 6 £0g 8 Yo Tov GAAo Gag opBaAnd.

9. [Tetd&te TOV YPNOOTOMUEVO TTEPLEKTN piog OOOMG LETA TN ¥PNON.

2



Ewova 1 Ewova 2 Ewova 3 Ewodva 4

Edv ypnowomoteite to BrimoFree pe dAdeg opBadpikéc otaydveg, mepyévere 5-15 hentd mpwv Parete Tig GAleg
GTUYOVEG.

Eav ypnowonoujcste peyarvtepn 6061 BrimoFree amé v kavoviki

Evnlixes
Ye eVIIMKEG TOV YPNOILOTOINCOV TEPLOGOTEPESG GTAYOVES OO OVTEG TOV £XOVV GLVTAYOYPAPNOEL, Ol OVETIBVUNTES
EVEPYELEC TOV ovaPEPONKAY TV EKEIVEG TTOV €ivat 0N YVOOTES e TN PpiLovidivn.

Ye eviiMKec oL TUYaio KoTamoy 0@BaALiKég oTayoveg Piuovidivng mapovciocay HEIMoT TG apTNPLOKNG TEoNC,
1 onoio o€ pepkovg acbeveig akolovONOnKe omd v awénomn g apTNPLOKNG TEONC.

oo

YoPapéc avemBounteg evépyeteg £xovv avapepdei oe Tadd mov katd AdBog £xovv Katomiel 0QOUAUKES GTAYOVEG
Byovidivne. Ta cvprtdpata teptAdpufavay vevniia, xoAapdtra, Yapnin Oeppokpacio GOUATOC, YADIAdA Kot
dvokoAia otnv avarvor]. Eqv cupfel avtd, encovoviote apuéomg Le 1o yiotpd cag.

Evnlixes kou moudia
Eav xatameite to BrimoFree tuyaio 1 xpnoporomoete nepiocdtepo BrimoFree amd 6co npénet, mapakodd
EMKOWVMOVINOTE AUECWOS LLE TO YIUTPO GO,

Eav Egydoete va ypnopononjceste To BrimoFree
Edv Egydoete va mapete o, d0om, Tapte ™ LOAMG to Boundeite. Qo1060, £dv TANGLALEL 1| DPA Y10, TV ETOLEV
d00om, Taporeiyte T dO0M OV EEYAGOTE KO GUVEYIOTE TNV KOVOVIKY GOG POVTIVO.

Mnv maipvete STAf OGN Y10 VO, AVOTANPDOGETE T1) 00CT TOV TAPAAENYATE.

Eav croportioste va ypnopomnoreite To BrimoFree
Io va givae To BrimoFree amotelecpaticd mpémnet va ypnoipomoteitot ke nuépa. Mn otapaticete va
xpnowonoteite to BrimoFree gktdc edv cog To TEL 0 Y1aTpds 060G,

Edv éyete meplocdtepeg epOTNOELS GYETIKA e TN YPNON GLTOV TOV POPUAKOD, PMOTNCTE TO YTPO N TO
QOPHOKOTOLO GOC.
4, IMBavég avemOopnteg evépyeleg

Onwg 6l Ta PAPLOKO, ETCL KOL AVTO TO QAPLOKO UTOPEL VO TPOKAAEGEL AVETIBVUNTEG EVEPYELES, OV KoLl OEV
mapovolalovtal 6g GAOVG TOVG AVOPOTOVG.

Ot akdrlovBeg avemBounteg evépyeleg Exovv avaeepbel pe opBalkég otaydves Bpylovidivig oe Teplékt
TOAUTA®Y 0OGEMV UE CLVINPNTIKO KOl UTOPEL v, TPoKANO0VV Kal KOTA TN ¥PNon 0POaAUKOV 6ToyOVEOV
Bpuovidivng xwpig cuvnpnTIKd G€ TEPLEKTN LOG XPNONG:



AvemBounteg evépysieg mov umopei va mopatnpnfodv 61o pudT:

o0 cvyvég (umopel va exnpedoovy TEPLocoTEPOLS 0td 1 6Tovg 10 avlpdmovg):

- Epebiopdg oto patt (kokkiviopo Tov pation, Kayipo, toovéio, aictnon ott kTt eival 6to patt, eoyovpa,
BuAddkia 1 Gompeg kNAideg ot SLopovi HEUPPAVT TOV KAADTTEL TNV EXLPAVELY TOV LOTLOD)

- ©@o\n 6paon

- AlAepykn avtidpaon oTo pdtt

vavsg (nmopei va exnpedoovy péypr 1 etovg 10 avlpdmovg):
Tomikog epebiopodg (ereypovin 1 wpn&po tov PAeedpov, Tpr&yto ™ dtapavoig pepPpdvng Tov KaADTTEL
TNV ETLPAVELD TOV HLOTIOV, TO LATIL KOAAODY, TOVOG Kot SEKPLOL)

- EvacOnoia oo pog

- AldPpmon TG EMEAVELNS TOV LATION KL YPMOOT

- Enpotrta tov pation

- Asgbdkovon g dteavoig peppdvng Tov KOAOTTEL TNV ETPAVELD TOV LOTLOD

- Mn pvcioroyikn 6pao

- Dleypovi ™G dlapavovg HeUPPAavng Tov KOADTTEL TNV ETPAVELL TOV LOTION

oAb omawvieg (pmopei va exnpedoovy péxpr 1 6tovg 10,000 avlpdTov):
- D)leypovi] TOL HATION

- Mzeiwon oto péyebog e kdpng

AvemOOuNTEG EVEPYELES, TOV OEV Eival YVMOTO TG0 cVYva avTég epavifovrar (n cvyvéTnTa o€V pmopel vo.

ekt 0¢ei pe Paon to Srabéopa ctovyeia):

- Kvnopog tov Brepdpmv

- Dlreypovi g ipdag, SMAadn TOL £YXPOLUOV TUMHATOS TOV 0QOHOALLOD, KL TOV AKTIVAOTOD GMLOTOG, ONAadN
TOV LAV Kl TOL 16TOV T0V EUTAEKOVTOL OTNV £0TIOGT TOL 0PBAALOD (1P1OOKVKAITION). AVTN 1] KATAGTOGN
ovopderal eniong "npochio payoetditidn.

AvemBdunteg evépyeiec mov umwopsi vo, Tapornpndovv og GALA LEPN TOL GCOUATOC:

oAb cuyvéc (nmopel va eanpedcovy aeprocdTepovs 06 1 6tovg 10 avOpdmovg):
- TTovoxépaiog

- Enpooctopio
- Kovpaon/vmvniia

Yuyvég (umopel vo exnpedoovy péypr 1 otovg 10 avlpamovg):

- ZdaAn

- ZUUATOUOTO KPLOAOYALOTOG

- ZUUATOUOTO TOL CUUTEPIAAULPBAVOLY TO GTOUAYL KOl TNV TEYT
- Mn epvoiloroyikn yebon

- T'evicn advvapio

OXI ovyvég (umopei va emnpeacovv péxpr 1 otovg 10 avOpdmovg):
Kotdbiwym

- MoApoif odrayég otov Kapdlokd puBud
- Enpoémra otn pot
- Tevicég aAlepyucég avtidpioeig

Xravieg (umopei va emnpedcovv péxpr 1 otovg 1,000 avlpdmovg):
- Aoybvwoopo

Hoiv emawvieg (propei va exnpedoovy péxpr 1 etovg 10,000 avlpdTovg):
- Aypomnvia

- AwoBupia

- YynAn mieon tov aipartog

- XounAn mieomn tov aipatog



AvemOOUNTEG EVEPYELES, TOV dEV EIvaL YVMOTO TG0 cVYvE avTég epgavilovrar (1 cuyvéTNTa OEV PITOPEL VO,

ekt 0¢i pe Paon to Sradéopa otovyeia):

- Agpuatikég avtidpaoels OTmg epuhpdtTa, 0idNHN TPOSHTOV, Payovpa, e£AvONua Kat diebpvvon Tov
ALLOQOP®V ayyeimV

AvaQopa avemOOUNTOV EVEPYELOV

Edv mapatnproete kamolo avemBOUnTn EVEPYELD EVIILEPMDGTE TOV YLOTPO 1] TOV PAPLAKOTOLO GOG. AVTO IGYLEL Kol
v kGBe mhav avemBOUNTN EVEPYELD TTOV OEV AVAPEPETOL GTO TAPAV PUAAO 0ONYIDOV YproNe. Mmopeite emiong
va avagépete avemBounteg evépyeleg anevbeiog otov EGvikd Opyaviopd @oppakmv (Mecoyeiov 284, GR-15562
Xolapyog, Abnva, TnA.: +302132040380/ 337, ®a&: + 30 2106549585, Iotdtonoednp:// www.eof.gr).

Méom TG avapopds avemBouunTmv evepyeldv pumopeite va fondicete ot GLALOYN TEPIGCOTEPWOV TANPOPOPLOV
GYETIKA LLE TNV ACQALELD TOV TAPOVTOG PAPLAKOV.

5. Mg vo gvrdccete To BrimoFree
No puAdocetal o€ pépn mov dev 10 PBGVOLY Kot dev TO BAETOVV TO, TOLOLE.

No puAGGGETAL TOVG TEPIEKTEG LLOG SOOTG LECH GTOV POKEAIGKO GAOVLVIOV Y10 VO, TPOGTATEVOVTOL OO TO PWG.
No pn ¥pNOILOTOGETE Y10, TEPIGGOTEPO amd 3 PAVES LETE TO GAVOLYLLO. TOV PAKEAIGKOV.

To BimoFree dev mepiéyel cuvinpntikd. Metd 1o mpdTo dvorypa tov mepiéktn piog d6ong Oa mpénet To didAivpa
va ypnotporonte apéomc. [etd&te Tov avorypévo meptéktn piog S0oMG e 0T0100NTOTE EVATOUEIVAY dLdAVUQ

aUECMG LETA TN XPNOT).

No un xpnNCIULOTOLEITE TO PAPUAKO LETE TNV MUEPOUNViD AENG TTOV AVOQEPETOL GTO KOVTL, TO PAKEAGKO
aAovpviov Kot tov TepLEKTn piag 06ong pe v évdeitn AHEH. H nuepopunvia AnéEng sivat n tedevtaio nuépa tov
UAVO TOL AVOQEPETOL EKEL.

Mnyv meTdte EAPUOKO GTO VEPO TG OTOYXETEVOTG 1] OTA OKIOK( amoppippata. Potiote tov @aprokonold cog yio
TO TG VO TETAEETE TO, PAPUOKA TOV OEV YPTCULOTOLEITE T
Avtd ta pétpa Ba fondncovv oty mpooctacio Tov TepPdAlovtoc.

6. Iepreybpeva TS 6VOKEVAGIAS KO LOWTES TANPOPOPiES
T epréyer To BrimoFree

- H 3paoctikn ovoia givar tpuykn Bpyrovidivn. ‘Eva ml Siadduatog mepiéyet 2.0 mg tpuyikn Ppipovidivn, Tov
oodvapei pe 1.3 mg Bpyrovidiv. Mia otaydva mepiéyet 0.06-0.07 mg tpuyikn Bpiovidivn.

- Ta @ o cvototikd givatl ToAv (Brvod akkodin), vatplo yhomplodyo, VATPLo KITpiko, KItpikd 0&H povobdpiko,
eVEGLIO VO®P Kot VEPOYA®PKS 0EL 1) vaTpiov VOPo&eidio (yio pHBuion tov pH).

Ep@avien Tov BrimoFree kot wepieyopeva Tng 6VOKELAGIOG

To BrimoFree givat éva. Stawyég, ehapphc Tpdovokitpvo didivpa. ‘Evag mepiéktng piog doong mepiéyet 0.35 ml.
AVO Gelpé TV 5 mEPLEKTMV PIAG 6001 0 KoBEVAG lval GLOKEVAGHEVES GE £VaV POKEAMGKO aAOLUVIOV.

To BrimoFree dwtifetan og cuokevacisg mov mepiéyovv 10, 20, 30, 50, 60, 100 1| 120 wepiékreg piag dd6ong pe
0.35 ml didAvpa o kebévag.

Mmropet vo unv KokAoQopovv OAEG 01 GUOKEVOGIEC.

Kéroyog adsiog kokhogopiog ko [apackevactiig

Pharma Stulln GmbH
Werksstrasse 3

92551 Stulln

Deutschland

Tel. 09435 3008 — 0

Fax. 09435 3008 — 99

E-Mail: info@pharmastulln.de



http://www.eof.gr/
mailto:info@pharmastulln.de

Avturpéocomnog EALGd0g

Zwitter Pharmaceuticals EITE
Aewo. [Tevtédng 34-36

152 34 XaAravopt AGMva
TnA. +30 210 6821098

Fax. 0030 2106821098
e-mail; zwitter@zwitter.gr

AvT6 10 QUPROKELTIKG TPOIoV £xer eykprBei ota Kpatn Mén Tov Evporaiked Owovopikov Xapov (EOX)
pe TS akOrovOeg ovopaoieg:

Avotpia: Brimonidin Stulln sine 2 mg/ml Augentropfen, Losung im Einzeldosisbehéltnis

Tollia: Brimazed 2 mg/ml, collyre en solution en récipient unidose

I'eppovia: Brimonidin Stulln sine 2 mg/ml Augentropfen, Losung im Einzeldosisbehéltnis
OAAovdio: Brimonidin Stulln 2 mg/ml oogdruppels, oplossing in verpakking voor éémalig gebruik
Iomavia: Brimonidina Stulln 2 mg/ml, colirio en solucion en envase unidosis

Itodio: Brimonidina Stulln

To mapov pvAiro 0dNYIOV ypiiong eYKpidnke Yo TELEVTAIO QOPa oTIg 23-11-2023
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