MNEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX
OTRIVIN

ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

OTRIVIN moisturising formula 0,1% pwvikég otaydveg, didivpa

OTRIVIN moisturising formula 0,1% pwviko6 ekvépmpa, dS1dAvpo.

OTRIVIN moisturising formula 0,1% pwik6 ekvépmpa, didAvpo (otabepmdv d0GEmV)
OTRIVIN menthol preservative free 0,1% pwikd exvépopa, dtrlvpa (otabepdv 666EmV)
OTRIVIN preservative free 0,1% pwviko ekvépmpa, didivua (oTabepmdv dO0GE®V)

ITOIOTIKH KAI IIOXOTIKH XYNOEXH

OTRIVIN moisturising formula 0,1% pivikég otayoveg, diddvua.:
Kdfe 1 ml mepiéyer 1mg xylometazoline hydrochloride.

OTRIVIN moisturising formula 0,1% pivixo exvépwua, dicloua:
Kafe 1 ml mepiéyer 1mg xylometazoline hydrochloride.

OTRIVIN moisturising formula 0,1% pivixo exvépwua, oidlouo. (orabepiv dooewv) -
KdOe 1ml mepiéyer Img xylometazoline hydrochloride.
KdaBe 060 mepiéyet 0,14 ml dwodvparog (0,14 mg/dose).

OTRIVIN menthol preservative free 0,1% piviko exvépwua, dialoua (orabepmv déoewv):
Kabe 1ml mepiéyer 1mg xylometazoline hydrochloride.
Kabe 660om mepiéyet 0,14 ml dwoavparog (0,14 mg/dose).

OTRIVIN preservative free 0,1% piviko exvépwua, oidlouo (ot0bepdv d6cewv):
KdéBe 1ml mepiéyer Img xylometazoline hydrochloride.
KdaBe 06om mepiéyet 0,14 ml drodvparog (0,14 mg/dose).

"Exdoyo pe yvootn dpdon:

To OTRIVIN moisturising formula 0,1% pwikég otaydveg, didhlvua, pvikd ekvépmua,
dtdAvpa Kot To pvikd ekvEQmua, d1dAvpo (otabepdv 606emwV) TEPLEXEL YADPLOVYO
Beviaikmvio.

[Ma tov mAnpn katdhoyo TV ekdOY®V, PA. Tapdypapo 6.1.

OAPMAKOTEXNIKH MOP®H

Pwwég otayoveg, dSidhopa.
Pwwco exvépopa, dtaivpa.
Pw6 exkvépopa, didivpa (otabepdv 0cewV).



4.1.

4.2.

KAINIKEX IIAHPO®OPIEX

OepomevTIKES EVOEIEELG

o v amocvpedpnon Tov pwvikod PAevvoydvov, Tov oQeileTonl o8 KPLOAGYNUA,
OAAEPYIKT pViTIOQ, TYHOPITIOO.

YoupdAietl otn pevoTOTOINGoN TOV EKKPIcEMV € TAONGELS TOV TAPUPPIVIDY KOATOV.

Q¢ eVIOYVLTIKO HEGO OTN HEON OTITON, YO0 TNV OTOCLUPOPNGYT TOV PLVOPUPLYYIKOD
BAeVvVOYOVOL TPOG H1EVKOAVVOT) TG PIVOCKOTNONG.

Evijlixes kot moudid ave twv 12 eT@v
To OTRIVIN 0,1% cvvictdtol og eviAikeg Kot modid nAxiog dve tov 12 etov.

Aocoloyio Kol TPOTOS YOP1YNONS
Aocoloyio

Lo eviihikec kou moudia nhikioc avw twv 12 gtwv:

e OTRIVIN moisturising formula 0,1% puvixég orayoveg, didlouo

2 N 3 otaydveg o KGBe povBoivi 2 €wg 3 @opég v NUéPa, Yo ot TOV dEV
vrepPaivel Tig 5 cuveyeig nuépes.

e OTRIVIN moisturising formula xo: preservative free ko menthol preservative free
0,1% pivixo exvépwua, o16ioua kai 0,1% prviko ekvépwua, ordloua (otabepav
00GEWV)

1 yekaopdc and Tov YEKAGTN PO 1) TOV OOGILETPIKO yekaoTNpa o€ KdBe povBouvt 2 £wg
3 popég TV NuéPa, Yo StdoTna oL deV LITEPPAIVEL TIC 5 cLVEYElG NUEPES.

Mnyv vrepPaivete T cuvictdpevn 0G0 0Yia TV 6 GTaYOVOV 1 3 WEKACUOV NUEPNOIMOG
o€ KaBe povbovvi.

H dwbpxera g Bepaneiog dev mpémet va Eemepvd Tig S nuépes (PAEne mapdypago 4.4).
Edv ta countopata empévovy amorteitol 1 cupovAr wtpo.

Yvviotdron dtokonn TG Bepameiag, OTOV To CLUTTOWATO £XOVV EANTTOOEL aKOUA KOl TPV
™ péyotn dwapkewn ¢ Bepameiog TV 5 nuepdv, TPoKEWEVOL v gAaylotortomBel o
kivouvog and avemBounteg evépyeteg (PAEne mapdypapo 4.8).

Houdiatpixog winBoouog

To OTRIVIN 0,1% pwvikég otaydves Kol pvikod EKVEQMUO OEV TPEMEL VA YPTCLOTOLEITOL
o€ ool NAKiog kdto tov 12 etdv.

[No toud1d nukiog 2-12 etov evdsikvutar 1o OTRIVIN 0,05% pwvikég otaydveg Kot 1o
0,05% pvikd exvépmua.

Tpoémog yopfymong
[Ma pwvikn ypnon.
["o 0onyieg ypnong PAéme mapdypao 6.6.




4.3.

4.4.

Avtevoeitelg

- YmepevawoOnoio oty Euiopetaloiivn 1 6€ KATO0 amd TO EKOOYO TOV OVOPEPOVTOL
otV mapdypoago 6.1.

- Onwg 6ha ta Ao ayyeioovotadrtikd, o OTRIVIN dev Oa mpémel va yopnyeital petd
amtd OGP VOELDIKT] VTOPVCEKTOUN 1 LETA ATTO YEPOVPYIKES EMEUPACELS OTN PIVIKT KoL
GTOUOTIKT) KOWAOTNTO, OTIC OTOiEG £xEl ekTeDE 1| oKANPN VLYY

- To OTRIVIN avtevdeikvotal 6 aTpoPIKn Kol 0yYELOKIVITIKY PViTIO0, GE PviTIdo TOv
opeiletar og ENpotTa TOL PAEVVOYOVOL, VTTEPTACT], GOKYOPDOIN ST Kot YAADKMLOL
KAELOTNG YOViaG.

- To OTRIVIN 0,1% pwikég otoyoveg Kol PwikKO EKVEQOUO OV TPEMEL VO
ypMNoLoTotEiTal 6€ OOl NAKioG KAT® TV 12 £TdVv.

Mo moudd nhkiog 2-12 etov evdgikvotar 1o OTRIVIN 0,05% pwvikég otaydves kot
0,05% pwvikd exvépmpa.

E101kég TPOELOOTOUOELS KOl TPOPVAAEELS KOTA TN Yp1ioN

To OTRIVIN, 6mwg wor ot GAlot cvpmadnTucopiuntikol mopdyovies, mPEMEL Vo
ypnowonoleiton pe mpocoyn oe acBeveig mov epeaviCovv €viovn oavtidpaocrn oOTIg
aOPEVEPYIKEG OVLGIEC, e exkONAmoelg abmviag, (dAng, 1Aiyyov, tpoOUOL, KOPOLOKNG
appuluiog 1 avEnpévng aptnplokng mieonc.

Onwg kot ta Ao Tomkd ayyelocvotortikd, to OTRIVIN dev mpénetl va ypnoponoteiton
ouveymg Yo dtdotnua. peyohdtepo twv S muepdv. Edv to ovumtopoto emipévouvv
armorteitor 1 cvpPovAn tpov. H mapotetapévn 1 vrepPolikn ypnorm pmopel va
TPOKOAEGEL O1OMUA TOL PVIKOL PAEVVOYOVOL Kol VREPEKKPIOT AOY® NG OVENUEVIG
evawcnciog Tov KutTdpov, SNAodN TO QavOpEVO TG “ef avamnoNceE®S’ PVIKNG
ovueopnong (rebound congestion).

Mnyv vrgpPaivete T cuvieTtdpeVT S0GOAOYIO.
Yuvictatal Tpocoyn o€ acheveic:
® LEvTEPTOON

® L€ KOpOLOyYELKES TAONOCELS
Y& aobeveic pe ouvopopo pakpov dtactiuatog QT mov akolovBolv Oepameio pe
EvopetaloAivn pumopel va awvénbet o kivouvog GoPapdv KotMakdV appuOLdV.

* e vmepBupeoeldIGUo

®  LE YAOUK®UO KAEIGTNG YOVIOG

® LE cakyopDon dafnm

® LE POIOYPOUOKVTMOUO

® LiE VITEPTPOPI TOL TPOGTATN

e 1ov Aappdvovv Bepamneio pe B-avactoreic (PA. mapdypao 4.5)

e 1ov éhafav Bepaneio pe avactoreig ¢ povoapvocelddong (avactoreic MAO) 1
mov €yovv AdPer toug avootoreic MAO tic televtaieg 2 efdopdades (PA.
mopdypoeo 4.5)



4.5.

4.6.

[Tpémel va didovtar 0dnyiec otovg acbeveic dote vo amoedyovy Tov yekaoud tov Otrivin
péca M yopw amd toug opboipove. Av to Otrivin £pbel oe emagn pe tovg 0PHAALOVG,
umopet va. oupufovv ontikég dratapoyss Onwg mapodikd Baupog g dpaong, epebiopdc,
dAyoc, epvBpotnTa. opBuiudv. Mmopel emiong va mopatnpndel emodeivoon ToOL
Yhovkopatog kAelomg yoviag. [Ipémer va didoviar odnyleg otovg acbevels dote va
Eemhévouv Tovg 0@BaALOVG pe KpVo vepd av to Otrivin £pbel oe Gueon emapn pe Tovg
0POOALOVG KOl VO ETKOVOVODV pE Eva Y1TPd av EQEOVIGOVV GAY0G 6TOVG 0POOALOVG 1|
Baupog opacemg.

[Tpémet va 6idovtan 0dnyieg 6toVg aobeveig dote 0 KABE TEPEKTNG VA XpNOLLOTOLEiTAL OO
ToV 1010 povo acBevi), yia va amogevybel dtactovpoduevny poOAVVOT).

To OTRIVIN moisturising formula 0,1% pivikég otaydveg, Sidivpa, pvikd eKvEQMUA,
dtdAvpo ko To pvikd ekvépmpa, dtalvua (otabepdv d6cemV) TEPLEYEL YAOPLOVYO
BeviaAk®dvio, T0 omoio umopet vo TpokaAEcEL 0idN U 6TOV PVIKO PAEVVOYOVO, EOIKA GE
HoKpoyxpovia Ypnon.

Eav vrdpyet vmoyio pioag tétotag avtiopaong (exipovn pwvikn copedpnon), Bo mpénet va
ypnoonomOel pia amd TG GALES POPUAKOTEYVIKES LOPPES Y1 PLVIKT XPNOT XOPIg
GLUVINPNTIKO.

AAMAeMOPACELS PE ALY QUPUUKEVTIKG TPOIOVTA KoL AALES POPPES AAMAETTIOPAOTC

Avaotoleis e povoourvoleidaons (Avaoroieic MAQ):

H tavtdypovn yprion 1 xpnom evidg tov tekentainv 2 BOoUAd®V GUUTAON TIKOUUNTIKOV
OKEVAGUATOV OTtMG 1 Euiopetalolivn pmopel va evioyvoet T dpdon TV aVOGTOAE®Y TNG
povoapvo&eddong kot pmopel vo mpokaiéoel kpion vméptaons. Ta cvpmaboppmrtikd
OKELAGLOTA TPOKOAOVV EKKPIOT KOTEYOAQUVAV, TOL 0ONYOLV GE UEYOADTEPN EKKPLOM
vopadpevaAivig, 1 omoio pE TN GEPA NG €YEL OYYELOGVOTACTIKY Opdon kot odnyel og
avENUEVN apTNPLOKY TieoT. e KPIGIHES TEPUTTAOGES ALENUEVNG apTNPLOKNG Ttieons, M
Bepancio pe Otrivin Bo mpémer vo drokomTeTol Ko vo. avtipetoniletor 1 avEnuévn
apTNPLOKN TiEo.

H &uiopetaloAivn dev cvviotdrtol oe acBeveic mov Aapupdvovv 1 mov €xovv Aapet MAO
€VTOC TOV TEAELTAI®V OvO gRdopddwv (PA. mapdypago 4.4).

Tpi- kou Terpa-kvklika. aviikotoOMTTIKd:

H toavtdéypovn ypnion M yxpnom evtog twv teievtaiov 2 gfdopddwv Tpl- Kol TETPO-
KUKAMKOV  OVTIKOTOOAMTTIKOV KOl CUUTOONTIKOMUNTIKOV CKEVOCUATOV UTopel  va
00N YNGEL 6 ALENUEVT] CLUTAON TIKOLUNTIKY EMIdpaoT TG ELAOUETALOATVIG KOt ETOUEVOC
d€ ovvieTdtat.

Tovipotnra, kimon ko yorovyia

Kobnon

Enapkeic melpapatikéc perAéteg o€ oyEon He TV EMLOPACT GTNV KONOT, TNV OVATTLEN TOL
eUPpvoL, TOV TOKETO Kot TNV avATTLEN HeETd ToV TokeTd oe {da dev elvar dwabéoipeg. O
SVVNTIKOG Kivduvog Yoo Tovg avBpdmovg oev eival yvootds. Adym G evoegyopévng

GUGTNUATIKNAG OYYELOGVOTOATIKNG TOV OPACNS, CLUVIGTATOL Vo U1 XPNOUOTOLEITAL TO
OTRIVIN katd T d1dpKelo TG KOUMOTG.

T'alovyio

To OTRIVIN ocuvvictdtatl va ypnoytonoteitor pdévo HeTd amd TPtk GLUPOLAN Kot TV
dugpkela TG yorovyiag, S10TL dev ivar yvwoto €dv 1 Euhopetaloiivn amekkpivetonl 6To



4.7.

untpkd yaha. H avaykn g untépog yo Ogpomeio pe o Otrivin kot ta TAeovekTnuata
oV OnAacuol pénetl va otafuiloviat EvavTt ToV SOLVNTIKOV KIVOOVOV Yo To EUPPLo.

Toviuotnto

Agv vmapyovv emopkn otoryeio yio v emidopacn tov OTRIVIN om yovipdro.
[Mewpapatikég peréteg yovipnotntog o€ {oa dgv eivar do0éoiec.

Emopdoseig oty tkavotnTae 001yN01S KO (EPICHOV UNYovRdT®V

Awtapoyéc e opaong, (aAn ko kdmwon Exovv avaeepbei pe to Otrivin. O acbeveic Oo mpémet
va evnuepmboldV 0Tl Gg MEPIMTMOOT TOV EUPAVIOTEL KATO10 and T mopandve doev Ba mpémel va
001YNOOLV, VO YEPIGTOLV UNYOVILOTO 1 VO CLUUETACYOLV GE OpacTNPOTNTEG OMOL TO
GLYKEKPLUEVO COUTTOUATO EVOEYETOL VoL BEGOLV TOVG 1610VG 1] AAAOVG GE Kivduvo.

4.8.

AvemOOunTeg evépyereg

Ot avemBOunTeg evépyeleg mopatifevror TapaKdt® ove Kotnyopio opyavikoh GUGTALOTOS
Kol ovyvotnta. H cvyvomra gppdviong tov Avembountov Evepyeidv kabopiletor og:
[ToAd ovyvég (21/10), Zuyvég (=21/100 g <1/10), Oyt ocvyvég (21/1.000 émg <1/100),
Zravieg (>1/10.000 éwg <1/1.000), TToAd ordvieg (<1/10.000) ), Mn yvootég (n cuxvotntd
ToVG dev umopet va exktiun et pe Paon ta dabéoipa dedopéva). Evtog g kdbe kotnyopiog
™G ovyvotTag, ot ovemfounteg evépyeleg moapovclalovror Katd cepd  eBivovoag

cofoapdrag.

Katnyopia Opyavikod MpoTip®pevog 6pog YoyvotnTo Epeaviong
CUGTILOTOG AvemB@ounrov Evepyaiav
Awtapayéc Tov Avtidpaon [ToAV omdvia
(lVOGOTI!O“]TlKOﬁ DTESpSUU.IGOT]Gi(XQ

(ayyerooionua, e&avonua,
Kvnopde)

AwTopay£S TOV VELPIKOD
GVLOTNNOTOS

Keparoiyia, Avmvia,
Advvapio

Yoy

Op0aipkég Sratapoyég

[Mapodikég avopaiieg
otV Opaocn

IToAV omdvia

Kapowkég owatapayéc

Mn poBukog 1y ypryopog
KapdLoKOS TOANOC,
Yréptoon

IToAV omdvia

Awtapoyés Tov Enpotnta Tov pvikon 2oyvn
OVOTTVELGTIKOD Brevvoyovov, AicOnuo

GUGTI|LATOGS, TOV 0D paka KOGOL oT1 ot 1} 6TO

KOl TOV pEGofmpPaKion Aoapd

AwTapayés Tov Novtio koaun éuetog Xoyvn
YOGTPEVTEPLKOD

GVLOTNHNOTOS

Tevikég Sratapayic Kot AioOnuo kavoov 6to Xvyvn
KOTAGTAGELS TNG 0000 onueio epopuoync,

xopnyneng Tomikdc epediopdc

Awtopayés TOV VEVPIKOD Avnvia, Tpouog, Mn yvoot)
GUGTI|LATOG Evepebiototnto-Avnovuyio

AOTOPOYES TOV VEQPDOV Koatakpdtnon ovpov Mn yvoot)




4.9.

5.1.

\ KOl TOV 00PoPOpOV 00®V ‘ ‘ ‘

Leprypopn emileyuévav ovemountwv evepyeiav

H mopatetapévn M vrepPoAikr] ypfion umopel vo mTPOKOAECEL TO QOIVOUEVO TNG €&
avomnonNoems” pvikng cvpopnong (rebound congestion).

Xe Hokpoypovia N vrepPorkn ypnomn uropel va mopatnpndel xpovio oidnua Tov prvikon
BAeVVOYOVOL KOl KOTAGTPOPN TOL PLVIKOVL EMONAiov.

Avagopd mbavoroyovuevev avemBOunT®y evepysidv

H avaeopd mbavoloyoduevomy avemBOuntwv evepyeldv UeTA amd Tn Yopnynomn daoelug
KUKAOQOPIOG TOL (QOPUAKELTIKOL TPoldvtog eivor onuoviiky. Emitpémer ) ovveyn
ToapaKorovVONon TG oY€ong 0QEAOVG-KIVOHVOL TOL QPUPLOKELTIKOD TTPOIOVTOC. Znteiton
and TOVG EmOyyEAHOTIEG VLYEIOG VO OVOQEPOLV  OTOECONTOTE  TOOVOAOYOVLEVES
avemBounTeg EVEPYELES LECH TOL £BVIKOD GLGTILLOTOS OVOPOPAGS:

EBvucog Opyaviopog @apuakwmv

Meooyeiov 284

15562 Xolapyog, AGnva

TnA: 213 2040380/337

dag: 210 6549585

Iototomog: http://www.eof.gr

Ynepdoocoroyia

H vrepPoikn yopnynon vépoyAwpikng ELAOUETOLOAVNG TOTIKA | N 0KOVG10. KATATOON
umopet va mpokaréoet cofoapn CaAn, epidpwon, cofapn peimon g Oeprokpaciog tov
oOUATOG, KePaAodyia, Bpadvkapdic, oKavOVIGTOUG 1 YPNYOPOLS KOPIOKOVS TOALOVE,
VIEPTOGT), UELWUEVT] GLVEIONOY, OVOTVELCTIKY KOTOUGTOAN, KOUO KOl GTOCUOVG. Tnv
vréptact pmopel va ) dwadeytel vdtaon. Ta pkpd madd eivon TeprocdTEPO gvaicinTa
GTNV TOEKOTNTA OO TOVG EVIAIKEG.

KaBag dev vrépyet edwm Bepameia, Oa mpémet va Eekviicovv va Aapavovion KatdAAnio
VROGTNPIKTIKA HETPAL o€ dtopo ota omoio. Lmhpyel vmoyio VTEPOOCOAOYING Kot
evdeikvutal emeiyovca cvuntopatikn Oepameio vwo TPk enifreyn, epodcov Kpivetol
avaykaio. Avt mepAapfdvel TV TOpaKOAOVONGN TOL OTOUOVL YL OPKETES MPES
(tovAdylotov 6 dpeg). e mepinTwon coPapng VIEPSOGOAOYIONG E KOPIIOKT OVOKOTN, 1
avavnym TPEMEL va GVVEYLOTEL Y10 TOLAGYLGTOV 1 Dpa.

OAPMAKOAOI'IKEX IAIOTHTEX

D oppoKOIVVUPIKES LOLOTTES

DoppokobepamevTikyy KoTyopio: OTOGVUEOPNTIKA Y10, TOTIKN YPNOY|, CLUTAOOLUNTIKG,
amAd.
ATC code: RO1A AQ07

H &uiopetaloAivn eivor évag ocvumadntikopipntikdg mopdyovios mov dpo GTOVG -
adpevePYIKoVG VIodoyeic oto pwvikd Prevvoyovo. To OTRIVIN, mov mpoopiletar yia
YPNON TN UOTI, €XEL UYYELOGVOTOGTIKY OPACT KOl CUGTEALEL TO. QULOPOPO ayyeior TNG
POTNG Kot £TGL ATOGVUEOPEITOL O PAEVVOYOHVOC TNG HOTNG KOL TOV TAPATAELPOV TEPLOYDV
0V Qdapuyya. Mewdvel eniong To CUUMTOUATO TOV GLVOLOVTOL HE TNV VLIEPEKKPION
BAEVVOC KO SLEVKOADVEL T1 PELGTOTOINGT TV GVGCMPEVUEVDV ekKpicewV. Etot dtavoiyet
TIG PVIKEG S1000VG KOl EMTPENEL GTOVG AGHEVEIS TOV VTOPEPOLV OO GLUPOPNOT| TG PVOC


http://www.eof.gr/

5.2.

5.3

6.1.

va avorvéovv kaAvtepa omd ) potn. H dpdon tov OTRIVIN apyilel péoa og 2 Aemtd kot
dwapketl péyxpt 10 opeg (my. 6An ™ voyxta). To OTRIVIN eivor KoAd ovekto, akoun kot
amd oaocbevelic pe evaicOnto Prevvoyovo, kot dev mopeumodifel TN Aertovpyiot TOL
KPOGGMTOV £MONAIOV.

Ye pio SImAN-TVEAN eleyyOpevn HeAéTn pe dtdAvpa yAwplovyov vatpiov oe acbevelg pe
Koo KpvoAdynua, m amocvueopntikn emidopacn tov OTRIVIN vrepeiye onuoviikd
(p<0,001) tov S1aAbUHATOG YA®PLOHYOV VaTPiov PACEL PIVOUAVOUETPIK®OV peTpioewy. H
AVOKOVPION OO TNV PVIKN CLUPOPNON EMETEVYON VO QOPES MO YPIYOPO. GTNV OUAON
tov OTRIVIN og 60yKpion pe avtiv Tov S1oAVUATOG YA®PLovyov vaTpiov, OnAadn 5 Aentd
uetd t Bepameio (p= 0,047).

Aokég in-vitro éyovv omodeietr 01t  EvAopetaloAivn HELOVEL TN UETAOOTIKOTNTO TOV
avBphrvev pvoidv mov oyetiovtar pe to Kowd kpvordynua. H kKhvikn onuacio ovtov
TOV EVPNUATOV glvorl dyvooT.

To OTRIVIN moisturising formula mepiéyet evudatikd éxdoya too omoia Ponbovv octnv
avaKoVELoN TOV ENPav, EPERIGUEVOV PIVIKOV S10d®V.

To OTRIVIN menthol preservative free mepiéyet emmdéov amd to GvLOTATIKG TOV
kavovikod OTRIVIN® 1ig apopotikéc ovsicg pevOOin Kot evKAAVTTOA.

To OTRIVIN preservative free kat to OTRIVIN menthol preservative free dev nepiéyoovv
cuovmnpntikd. H povodpoun avtiio kevod 1 omoio mopéyel OOGOUETPIKO YEKAGUO eivan
€0IKA oxedlaopuévn €161 ®ote Vo TpoAapuPdvetar M pukpoflokn  ETUOALVON  TOV
neplexopévov. To akpo@LGio €xet 101KO GYedOCUO KOl Vo KATAKL LE €0KA avoiypoTa
OV EMTPENTOVY TO OMOUEVOV VLYPO VO OTEYVAGCEL KOl OC €K TOVTOL VoL TPOAUUPAVETOL M
piKpofrokn eMPOAVVOT TG EMOUEVNS HOONG WYEKAGLLOV.

D oppoKOKIVITIKEG 1010TNTES

Ot ovykevipmoelg g EvilopetaloAivng oto TAdGa TOL aipatog otov AvOpwmo, petd and
TOTIKN €QOPUOYN TOV TPOIOVTOC oTn MOTH, €ivol TOAD YoUNAES kol KOvid ota Opila
aviyvevons. Mmopel va copfel GLOTNUATIKY] AmoPpPOPNON UETA Omd PVIKY] EPOPLOYN
SwAvpdrov ™g vopoyropikng Eviopetalorivng. H Euiopetalorivn dev ypnoiponoteiton
GUGTNLOTIKAL.

I[poxivikd dedopéva yia TNV ac@arero

H Evlopetalolivn dev éxer petadralloydvo dpdon. Aev mopatnpndnkav tepatoyOves
eEMOPACELS 0 PEAETN OmOV M EuAoueTaloAivn yopnynOnke vIOdopiwg G TOVTIKOVG Kol
apovpaiovg.

OAPMAKEYTIKEX IIAHPO®OPIEX

Kotdroyog ekdoymv
OTRIVIN moisturizing 0,1%

Disodium edetate, benzalkonium chloride, sodium phosphate monobasic dihydrate, sodium
phosphate dibasic dodecahydrate, sodium chloride, sorbitol, methylhydroxypropylcellulose,

water purified.

OTRIVIN preservative free 0,1%




6.2.

6.3.

6.4.

Sodium phosphate monobasic dihydrate, sodium phosphate dibasic dodecahydrate, sodium
chloride, disodium edetate, water purified. Xwpic cuvinpntikd.

OTRIVIN menthol preservative free 0,1%

Sodium phosphate monobasic dihydrate, sodium phosphate dibasic dodecahydrate, disodium
edetate, sodium chloride, levomenthol, eucalyptol (cineole), sorbitol, macrogol glycerol
hydroxystearate , water purified. Xwpic cuvinpnrikd.

AocvpfoatotnTeg

Agv epapuoletat.

Awbpkero, Long

OTRIVIN 0,1% Menthol preservative free pivixd exvépwua, didivuo (octabspdv docewv)
30 pnvec.

OTRIVIN 0,1% Preservative free pivixo exvépwua, didivuo. (otabepiv ddoewv)
36 unvec.
Metd 10 TpdTo dvorypa Tov meptekn: 17 pnveg.

OTRIVIN 0,1% Moisturising formula pivixéc otaydvec, didlvua
36 unveg

OTRIVIN 0,1% Moisturising formula pivixd exvépowua, didlvua
36 unveg

OTRIVIN 0,1% Moisturising formula pivixd exvépowua, dicdivuoe. (crobspddv docewv) 36
unveg pe mpootacio arnd ™ {Eotn.

Iowitepeg mpo@uraers katd ™ @UAAEN TOV TPOIOVTOG

OTRIVIN 0,1% Preservative free piviko exvépwua, didlvua (otabepdv docewy)
OTRIVIN 0,1% Moisturising formula pivikéc orayoveg, diaivua

OTRIVIN 0,1% Moisturising formula pivixd exvépwua, dicivua

dvldooetal og Ogppokpacio pkpdtepn tov 30°C.

OTRIVIN 0,1% Moisturising formula pivikd exvépwua, didivuo. (otabepiv docewv):
dvldooetal og Beppokpacia pkpdtepn tov 30°C pe npootacio amd ™ (o).

OTRIVIN 0,1% Menthol preservative free pivixo exkvépwua, didivua (orobepdrv ddoewv) :
dvldooetal og Beppokpacio pkpdtepn tov 25°C.




6.5. ®von K GVETUTIKE TOV TEPLEKTN

OTRIVIN 0,1% Menthol preservative free pivixo exkvépwua, didivua (orobepdv ddoewv)
D1oAid10 amd TOALAOVAEVIO VYNANG TUKVOTNTOG LE OOGIUETPIKT AVTIALL YEKOGHOV Kot pOYYOGC
(e€GpTNHO PIVIKNG TPOGAPLOYNG) OO TOAVTPOTVLAEVIO UE TPOGTATEVTIKO TAOLLOL OO
TOAVABVAEVIO.

[Mepieyopevo: 10ml (71 doceig)

OTRIVIN 0,1% Preservative free pivixo exkvépwua, didivuo. (otabepidrv ddoewv)

DroAido omd TOALABLAEVIO DYMANG TUKVOTNTOG UE OOGIUETPIKN OVTIMO YEKAGHOV oTafepndV
do0cewv (VAMKG mov €pyoviol o€ €maPn HE TO OGALUA TOV TPOIOVTOC: YOUNANG TLKVOTNTOG
oA aBVAEVIO, VYMANG TukvOTNTAG TOAvaBVAEVIO, moAvatbvAévio / Povtdio, avoeidmto
atodAl) kot pOyxoc (eEGpTnua PVIKNAG TPOGOUPUOYNG) OO TOAVTPOTVAEVIO WE TPOGTATEVTIKO
TIOULOL.

[Mepieyopevo: 10ml (71 ddceig)

AVO dpopeTikég avTAieg wekaopob eivor oabéoiues v 10 mpoidv avtd: pio avtiio wov
gvepyomoteitarl TECovTag TAEVPIKA (OKPOPHGLO OO TOAVTPOTVAEVIO E TPOGTATEVTIKO TAOWOL TOV
elvar avOekTikd oTa TOdLd Kot GUAMKO TPOG TOVS NAMKIOUEVOLS) Kol pio avTAio Tov evepyomoleiTal
mélovrog KaOeta.

OTRIVIN 0,1% Moisturising formula pivikéc otaydvec, didivuo
[MTAaotikd O1oAidlo e GTOYOVOUETPO KOl TPOGTOTEVTIKO TMLLOL.
[Mepieyopevo: 10ml.

OTRIVIN 0,1% Moisturising formula pivixé exvépwua, didivuo
[MTAaoTiKO PLOAid10 0o TOAVOBVAEVIO VYNANC TUKVOTNTOG KOl TOAVTPOTVAEVIO, TO OTO10 EXEL
POYX0G ad TOALUBVAEVIO e GOANVO 0O TOAVOBVAEVIO (WEKOGTPAG) KOL TPOGTATEVETOL OO
mopo rorvaidvieviov.
[Mepieyopevo: 10ml.

OTRIVIN 0,1% Moisturising formula pivikd  exvépwua, didivuo.  (orabepcv déoewv)
DroAido amd TOAVOBVAEVIO DYNANG TUKVOTNTOG HE OOGUUETPIKY OVTAIN YEKACUOD Kol pOYYOS
(e&hptnua  PWVIKNG TPOGUPUOYNS) OO  TOAVTPOMVAEVIO LE  TPOCTATELTIKO TOUN  Omd
TOALABVAEVIO.

[Mepeyopevo: 10ml (71 d66¢€1Q).

6.6. Iowitepeg Tpo@uvracers améppryng Kot AAAOG YEPLOROG

Kd&Be ayxpnowyomointo @appokeutikd mpoiov 1 LROAEWHO TPEMEL VO, ATOPPINTETOL
COUPMVO, LE TIC KATA TOTOLS 10YVOVCES OYETIKEG OLUTAEELS.

Oonyiec ypnong / yepiopov
To OTRIVIN wpénet va ypnoyromoteitor agov &xete euonEel TpdTa T HOTN.

Tpomog yopiiymeng:



OTRIVIN 0,1% Prvixec 2rayoveg, diaivuo,
1. dvonére mpdTa ™ poTH COC.

2. Tpw ) ypnon, EVEPYOTOIGTE TO GTAYOVOUETPO Ylol Vo eMLTELYDEL OpLOLOLOPPT SOGN.

3. pete 10 KepdM mpoc ta wiow kabmg otékeote Opblog M kdbeote, N av elote
EamAwpévog 6to kpePdrtt, yupiote TO KEPAAL GTO TAAL.

4, Xopic vo aKOOUTNGETE TO OTAYOVOUETPO oOTN WOTH, TOAD TpoceyTiKd, pi&te TIg
oTayOVEG 6€ KAOE povbBovVL Kot KPATNOTE TO KEPAAL YEPUEVO TPOG TA TG® Y10 Alyo Aemtd
(MOTE VO, UTOPEGEL TO PAPLLOKO VO OIUCKOPTIOTEL G HOTY.

5. Av 1 otaydva dev EIGY®PNOEL GTN LT 0aG, PIETE AKOUN Lo GTOYOVAL.

6. Eoto xot1 évo puépog g otaydvag vo EloY®PNCEL oTn pOTn oag, un pigete GAAN
otaydva.

7. Emovordafete 6to GALo povBoivi.

8. Kobapiote T0 6TOYyOVOUETPO TPV TNV EMAVATOTODETNGT TOL GTO UTOVKOAL AUECMOG PETH
™ xprion.

9. Xvviotdtanl m ¥pNoN TOL TPOIOVTOG HOVO ad £€va. GTOUO Yo TNV OmoPLYN TOOVAC
EMUOAVVOT|G.

OTRIVIN 0,1% Pivixo sxvépwuo dralvuo. (otabepdyv dooewv)

e T tnv ovtAio Tov gvepyomoieitan mElovtac kabetao!

IMa va emtdyete éva Kadd yekaopo, TPEMEL VO KPATATE TOV YeKaoTpa OpBlo pe 10 axpo
TOV TTPOG TO. EXAVE.

Amo@UyeTE TOV YEKAGUO péca 1) YOpw amd ta pdtia.
1. ®dvonére pdTo ™ PHTN GOC.
2. AQuPESTE TO TPOSTATEVTIKO TAOLLO.

3. Mnv «6Pete 10 akpogvolo. H docopetpikn aviio yekoopol eivor €rotun mpog
EVEPYOTOINGM TPV TN XPNON.

)

4. TIpwv amd TV TPOTY EPOPLOYT, EVEPYOTOMGTE TNV avTAia Wwekalovtag 4 gopés. MOAG
gvepyomomBei, n avidio Oo wpémel KovoviKd vo Tapapeivel AEITOVPYIKY| Yo, OAES TIG
epapproyég kaB’ OAn ™ ddpkela g Bepaneiag. Edv 1o exvépopa dev yekdleton petd
™V 0AOKANP®ON NG TANPOLS KIVIIONG Y10, TOV YEKACUO 1) OV TO TPOIoV Oev €xel



ypnowonombel  yio mepiocodHTEpo amd 7 muépeg, M avidio Oo  mpémer  va
enavevevepyomonBel yexalovtog 4 popég OTMS TEPLYPAPNKE OPYIKAL.

5. Kpartnote tov yekaotipa 0pbio pe To aKpoeOGLO TOV TPOG TO. EXAVM aVAUEGH G OO
OAKTUACL.

6. [pete 10 KeEPAAL TPOg TO UmPog, KAglote 10 éva povBodvi cog tomobetdviag TOo
O0KTVAO otn pio TAELPE TG HOTNG GOG KOl EWGAYETE TO PUYYOS TNG AVTIAMOG 6TO GAAO
povbovvi Gag.

7. Yekdote evd TOVTOYPOVO EIGTVEETE OO TN LOTY).

8. Emavolapete oto GAAo povBoivi.

9. KoBopiote tov yekaotpo mptv TV €MOVATOTOOETNON TOL TPOCTATEVTIKOD TAOUATOG
apECMG LETA TN YPTIOM.

10. Xvviotdrtor n gpnon Tov TPOIOGVTOS HOVO Omd €va GTOUO Yo TNV OTOQLYN TOUVNG
empuOALVOTG.

e T nv aviAiio mov evepyormoteiton mélovac TAevpikd pe tov avtiyepa (Loévo
vio. To Otrivin 0,1% Preservative Free):

To onpél otaBepdv d6ce®V e TV avTAio Tov gvepyomoteiton mélovTag mAeVPIKd

Ol POALEL OTL TO SIAAVHLO KATOVEUETOL GE OAN TNV ETPAVELX TOV PVIKOL BAEVVOYOVOL
yekalovtag éva opotopopeo ekvépopa. Eivat ebkoio ot yprion. To tpoctatevtikd
Kamdk eival avOeKTIKO 6To TOLdd Kot PIAMKO TPOG TOVG NAKIOUEVOVC.

[Ipwv amd v mTpdTn EPOPROYN, EVEPYOTOMGTE TNV aVTAia Yekalovtog 5 popés. MOAg
gvepyomomBet, n avtiio Bo TPEmEL KOVOVIKA VO TOPAUEIVEL AEITOVPYIKT] Y10 OAEG TIG
€QUPUOYES KO OAN TN ddpkela TG Bepaneiog. Edv 1o exvépopa dev yekdleton petd v
0AOKAN PG TNG TANPOVG KIVIONG Y10 TOV YEKAGUO 1) €0V TO TPOIOV OEV £)EL
ypnoporomBet ylo meprocotepeg amd 7 nuépeg, n avtiia Oa mpénet va eravevepyomoin el
yekalovtag 2 popEc.

Amo@iyete Tov yekaopud péca 1 yopw amd to pndtia.

['o v agaipéoete T0 TPOGTUTELTIKO TAOWM, TEGTE KOL TEPIGTPEYTE GTO SVO GNUAOLOL.

1. KabBapiote tn po.

2. Kpatnote 1o @loAidto 6pbio pe Tov avtiyelpo 6To KOLUTi EVEPYOTOinomnG.



3. T va amo@lyete TuYOV Slappoés, pelvete oe Opba Béon kol e€lodyete 10 pKPO
aKPOPVGIO GTO £Va povBovVL.

4. TTotoTe TO0 KOV Kot TAVTOYPOVe ELGTVEDSTE OTOAL amd TN POTH).
EnovaAidfete avtn ) dwdikaoio (Pipato 1 émg 4) kat 6to dAlo povBovvi.
5. Metd and kdbe ypnon, kabapilete Kol GTEYVAOVETE TO AKPOPVGIO.

6. TomoBemnote Eavd 1O TPOGTATELTIKO TAOUO UEYPL VO, OKOVGTEL TO YOPOKTNPLOTIKO
WA

6.

Yuviotdtol 1 XPNoM TOL TPOiIOVTog HOVO amd €vo ATopo Yoo TNV amo@uyr mhovng
EMUOAVVOT|G.

OTRIVIN 0,1% Pivixo exvépwuo diatouo.

[Ma va emtdyete Evav KOAO YEKOGHO, TPETEL VAL KPATATE TOV YeKaoTnpa Opblo pe to dipo
TOV TTPOG TO, ETAV.

Amo@UyeTE TOV YEKAGUO PEGO 1 YOp® omtd ta pLdtio.
1. ®dvonére mpdTo ™ PO GOC.
2. AQaPEDTE TO TPOCTUTEVTIKO TAOLOL

3. T'hpete 10 kePdAL Tpog TO Umpog, KAelote T0 éval povbodivi cag tomobetdviag TOo
O0KTVAO oTn pio TAELPE TG UOTNG GOG KOl ELGAYETE TO PLYYOS TNG AVTIAMOG GTO GAAO
povBovvi cag.

4. TIéote v avtAia pio @opd VA TOLTOYPOVO EICTVEETE AMO T HOTN.

5. Apoaipéate 10 pOyYYog amd TN HOTN TPV YOAUPDOCETE TNV TEST.
6. Eravoldapete oto GAdo povBoivi.

7. KaBapiote T0V YeKOoTNpA TPV TNV EXAVATOTOHETNGN TOV TPOCTATELTIKOD TAOUOTOC
OUECMG UETA TN (PTIOM.

8. Xvviotdtal m ¥poN TOL TPOIOVTOG HOVO amd £€va. GTOUO Yo TNV amoPLYN TOAVAC
EMUOAVVOT|G.

KATOXOX AAETAY KYKAO®OPIAX



GlaxoSmithKline Katavolmtikd [Tpoiovra Yyeiag EAAGG Movorpocmnn Avadvoun
Ertaipeia

Aewpbdpog Knooiag 274

152 32 Xalavopt,

TnA.: 210 6882100

8. APIOMOX(0OI) AAEIAY KYKAO®OPIAX
OTRIVIN 0,1% Menthol preservative free pivixo exvépwua, didivue (octabspdv décewv)
44071/25-09-2009

OTRIVIN 0,1% Preservative free pwvixd exvépwua, didiouo (crabspdv docewv)
44077/25-09-2009

OTRIVIN 0,1% Moisturising formula pivixéc otaydvec, didlvua
44080/25-09-2009

OTRIVIN 0,1% Moisturising formula pivixd sxvépowua, didivua
44079/25-09-2009

OTRIVIN 0,1% Moisturising formula pivixd exvépowua, didlvua (oralepddv déoewv)
44074/25-09-2009

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQYXHY THX AAEIAX

Huepounvia tpac £ykpiong: 14 Iavovapiov 2002
Hpepounvia avavémong g adestag: 25 XentepuPpiov 2009

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
1/2023



4.1.

4.2.

MEPIAHYH TQN XAPAKTHPIZTIKOQN TOY ITPOIONTOX
OTRIVIN ITAIAIKO

ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

OTRIVIN TTATAIKO moisturising formula 0,05% pwikég otayovec, didAvua

OTRIVIN TTATAIKO moisturising formula 0,05% pwiko6 ekvépopa, dtdAvpo (otabepdv
dooemV)

OTRIVIN TTAIAIKO preservative free 0,05% pwviko exvépopua, didivua (ctabepmdv 06EwV)

ITIOIOTIKH KAI ITOXOTIKH XYNOEXH

OTRIVIN ITAIAIKO moisturising formula 0,05% pivikég arayoveg, didAvua:
Kabe 1 ml mepiéyer 0,5mg xylometazoline hydrochloride.

OTRIVIN ITAIAIKO moisturising formula 0,05% prvixo exvépwuo, didlvuo (orabepdv docemv):
Kabe 1ml mepiéyerl 0,5mg xylometazoline hydrochloride.
Kabe d6on mepiéyet 0,07 ml droddporog (0,035 mg/dose).

OTRIVIN ITAIAIKO preservative free 0,05% piviko exvépwua, didlouo. (otobepav docewv):
Kabe 1ml mepiéyer 0,5mg xylometazoline hydrochloride.
KabBe d6on mepiéyet 0,07 ml droddpoarog (0,035 mg/dose).

"Exdoyo pe yvootn opaon:

To OTRIVIN ITATAIKO moisturising formula 0,05% pwvikéc otaydveg, dtdAvpo. Kot pvikod
ekvEQOUQ, dolvpa (otabepdv 60cemVv) TEpLExel YAmplovyo Bevialkdvio.

IMoa tov TAnpn kaTdloyo TV ekdoYwV, BA. Tapdypago 6.1.

OAPMAKOTEXNIKH MOP®H

Pwikég otayoveg, didivpa.
Pwiké exvépopa, oidAvpa (6tabepdv 06GEmVY).

KAINIKEX IAHPO®OPIEX

OepamevTiKég eVOEiEelg

Mo mv amocupuedpnen oL PVIKOL PAEVVOYOVOD, TOV OQEIAETOL GE KPVOAGYNUW, OAAEPYIKT
pwitida, typopitida.

YuuPdAlel ot PELCTOMOINGT TV EKKPIcEMY G€ TOONGCES TOV Topappvimv KOATwv. g
EVIOYVTIKO PECO OTN UECT] OTITION, YLOL TNV OTOGLUEOPNON TOL PVOPUPLYYIKOD BAevvoydvou
TPOG SEVKOAVVOT) TG PIVOCKOTNOTG.

Houore niixiag ano 2 éwg 12 etadv

To OTRIVIN 0,05% cvvictdtor og moudid nikiog amd 2 £wg 12 et@v vmod v enifreyn
EVNAIKOVL. X€ modtd nAkiog 2- 6 ETOV GLVIGTATAL 1] XOPNYNOT LOVO UETE, atd 1TPIKY
cuppovAn.

Aocoloyia Ko TPOTOS Yop1yNoNg
Noa unv yopnyeital o€ moudid NAKiog K4to TV 2 TV,

e mondld nhkiag 2- 6 etV GLVIGTATOL 1) YOPNYNOT LOVO UETE 0d 10TPIKT GVUBOVAN.
1/10



4.3.

4.4.

H yopfiynon tov @apuokeutikod mpoiovtog o€ modid mhkiog 2-12 etdv cuvictdtol vo
TPOYUOTOTOLEITOL VIO TNV EMIPAEYT gvAikov.

Aocoroyia

2e o101, nAikiog omo 6-12 etchv:

1 -2 otayovegn 1 yekaopdg omd 10 SOGIHETPIKS WeKAoTPa o€ KABE povBohivi, 300 1) TPELG POPEG
mv Nuépa. Mnv vrepPaivete 11 3 epoppoyég v nuépa oe kbbe povBovvi Kot yio poviko
duotnua mov dev vepPaivel Tig 5 cvveyeic nuépes.

Mnv vrepPaivete ) cuVIGTOUEVT 0000A0YIO TV 6 GTAYOVAOV 1 2 YEKAGUMOV MUEPTCIOG G KAOE
povBouvt yo Todd nAkiog 6-12 etdv.

2e maidia nhikiog omo 2-5 erwv

1 - 2 otaydveg og kGOe povbBovvi pia 1 Gvo Popég nuepnoine. Mnv vepPaivete Tig 2 eQUPUOYES
v NUépa o€ KaOBe povBovvt Kot Yo xpovikd dtdoTne. Tov dgv vaepPaivel Tig 5 cuveyeic NuéPeC.

Mnv vrepPaivete ) cvvictdpevn docoloyia Tov 4 otayovev nuepnoing ot kdbe povBoivi ya
o1l nAkiog 2-6 eToV.

H dupxera g Bepamneiog dev npémetl va Eemepva Tic S nuépeg (BAEne mapdypapo 4.4).
Edv ta copmtopato empévouy amatteitol 1 cuppovin wtpod.

Yuvietdton dtokomn TG Oepameiag, OTOV TO CLUTTOUOTO EYOVY EAATTMOEL KOO Kol TPV TN UEYIOTN
duapkela g Oepameiog TV S NUEPDV, TPOKEWEVOL VA EAAyLeTOTTOMOEL 0 Kivouvog amd avemBounteg
evépyeteg (PAéne mapdypoeo 4.8).

Houdrozpixoc tAnBooudc

To OTRIVIN 0,05% pwikég otayoveg kot 0,05% pvikod exvépopa, dtddvpa (otabepdv d0cewv) dev
TPETEL VAL YPTCLOTOLEITAL GE TOLOIE NAKING KATM TV 2 ETMV.

Mo Ttaudid nukioc dvo tov 12 etdv evdsikvutal to OTRIVIN 0,1% pwikég otoydveg, 0,1% pwvikd
skvéooua kot 0.1% pvikd skvéomuo ctofepdv 0OGEMV.

Tpomoc yopnynong

IMa pwvikn xpion.
"o odnyieg yprong, PAéne mapdypago 6.6.

Avtevoeigeag

- YrepevaroOnoio oty Eulopetaloiivn 1 o€ KATOW0 amd To £KS0Y0 TOL OVAPEPOVTOL GTNV
Tapaypapo 6.1.

- Onwg 6ha to dALo ayyslocvotoltikd, To OTRIVIN I[TAIAIKO dgv Oo mpémet va yopnysitan o€
KOTOGTACELS LETE 0TTO OL0GONVOELDIKT VITOPVGEKTOUN N LETA OO XEPOVPYIKEC EMEUPACELS OTN
PVIKY| KOl GTOWLOTIKY KOIAOTNTA, OTIG 0Ttoleg £xel eKTEDEL 1| GKANPT U VIYYQL.

- To OTRIVIN ITAIAIKO avtevdeikvotal 6 aTpoPIKn Kol ayyYEOKIVITIKY pvitido, 6€ pvitida
7oV oQeileTan o ENPOTNTA TOV PAEVVOYOVOD, DTTEPTACT, CAKYOP®OT SLoffTn Kol YAUDKMLLO
KAEIGTNG YOViog.

- To OTRIVIN IAIAIKO 0,05% pwikéc otayoves kar 0,05% pwvikd exvépopa, Sidivpo
(ctabepmv dOGEMV) dev TPEMEL Vo, yopnyEiTal 6€ Tond1d NAKING KAT® TV 2 ETOV.

E101kéC TPoE1d0ToN|GELS KOl TPOPVAGEELS KATE TN Y p1oT

To OTRIVIN ITAIAIKO, 6m®¢ kol ot GAAOL CUUITOONTIKOUUNTIKOL TOpdyovTes, TPEMEL vV
ypnoomoteitol pe mpocoyn o acbeveic mov eppaviouv Eviovn avtidpaoct OTIC AOPEVEPYIKEC
ovoieg, pe exdnimoelg avmviog, {aAng, Wiyyov, tpopov, Kapdiakng appuduiog 1 avénuévng

apTNPLOKNG TTiEONG.
2/10



4.5.

Onwg o to. GAAa tomikd ayysloovotodtikd, to OTRIVIN TTAIAIKO dev mpémer va
YPNOCLLOTOLEITAL CLVEXDS Yo OldoTnua peyoAvtepo tov S5 muepov. H moapatetopévn 1
VIEPPOAIKT] PNOT UTMOPEL Vo TPOKOAESEL OIOMLOL TOV PVIKOD PAEVVOYOVOL KOl VIEPEKKPIOT|
AOY® ™G avénpévng evaichnoiog TV KLTTAP®V, ONANST TO EaIVOUEVO TNG “€& avamndnoeng”
PVIKNG cLUEOpN oG (rebound congestion).

Mnv vrepBaivete T GUVIGTOUEVT H0GOAOYIA.
Yuviotdton Tpoooyn o€ acheveic
® L vmépTaom

®  lE KapAlyYELOKES TOONGELC
Ye acbeveic pe ovvdpopo pakpov odactiuatog QT mov axoiovBovv Bepameio pe
Euiopetalolivny umopel va awvéndel o Kivouvog Gofapdv KOIAMOK®Y appLiuiody.

® Le vmepBupeocdiopod

®  Lig YAOK®UO KAEIGTG YOVIOG

® Lig GOKYOP®OIN daPnTn

® LIE POLOYPOUOKDTMUA

®  lig VTEPTPOPI TOV TPOGTATN

e 1oV Aapfavovy Oepomeio pe B-ovactoreic (BA. Topdypapo 4.5)

e mov élaPav Bepancio pe avactoAeig tng povoapvoteddong (avacstoreic MAO) 1 mov
&xovv AdPet tovg avactoreic MAO tig tedevtaies 2 efdopades (PA. mapdypago 4.5)

To OTRIVIN TTAIAIKO ¢ 0o mpénel va ypnoonoleital o Toudid nAKiog pikpdtepng tov 2
eTdv. Ou Tpénel va ypnoionoteital o€ moardid nAkiog amd 2 Emg 12 g1dv povo vo v enifreym
evnAikov. Na ypnowponoteital 6 Toudid nAkiog amd 2 €mg 6 €TOV HUOVO HETH OO 10TPIKN
cupovAn.

[Mpénet v didovtal 0dnyieg oTovg aobeveic dote vo amopehyovv tov yekaoud tov Otrivin péoa 1
YOop® and tovg oeOuApove. Av to Otrivin épbet oe emagn pe Tovg 0EOUAUODE, pmopel va cupBodv
OTTIKEG dlaTapoyég Omme Tapodikd Baupoc g opaong, epebicuog, aiyog, epufpotnTe 0POAAUGDY.
Mmnopei eniong va mapatnpnOel emdeivaon tov YAavkodpatog kKAelotng yoviac. [Ipénetl va didovton
odnyieg otovg acbheveic dote va Eemhévouv Toug 0pBaApoDg pe kpvo vepd av to Otrivin épbel og
Gueon emaen pe Toug 0POUALODE KOl VO ETIKOVOVODY UE EVO YIOTPO OV ELPAVIGOVLY GAYOG GTOVC
opBoipoig 1 BauPoc opdoemg.

[Ipémer va didovton 0dnyieg otovg acbeveic dote 0 KAbeE TEPIEKTNG VAL YPNCIUOTOLEITOL OO TOV
id1o pwovo acbevn, Yo vo amo@evybel dtactavpoduevn LOALVGT.

To OTRIVIN ITATAIKO moisturising formula 0,05% pwvikéc otaydveg, didAvpa Kot pvikod
ekvépopua, didivpua (otabepmv dOcEmV) TEPLEXEL YAWPLoVY0 PeViaAK®VI0, TO 0TT0l0 Hmopel va
TPOKOAECEL 010N GTOV PVIKO PAEVVOYOVO, EIOTIKA G POKPOYPOVLDL XPTIoT).

Edv vadpyer vroyia piag tétotag avtidpaong (enipovn pviky copedpnon), Oa tpénet va
¥PNOLLoTo0el 1) GAAN QUPUAKOTEYVIKT] LOPPT Y10 PIVIKT YPTION XWOPIG CUVINPNTIKO.

AlMiemopdaosic pe GAlo QUPUIKEVTIKA TPOIOVTA Ko GAheg popPéc ailniemiopacng
Avaortoleic e povooguvolerdaons (Avaoroleic MAO):

H tavtoypovn ypnion 1 ypnon &viog tov terevtaiov 2 eBSOUAO®V GUUTOONTIKOMUNTIKOV
OKEVOOUATOV 0Tt 1 EvlopetaloAivn pmopel va evioyboel Tn OpAoTn TOV OVOCTOAE®V NG
povooptvo&elddiong kol pmopel va mpokarésel kpiorn vréptacns. To CUUTUOOUUNTIKE GKEVAGLOTO
TPOKUAOVV £KKPLOT KATEYOLOULVAV, TOL 001YOUV GE UEYOADTEPT EKKPLOT VOPAOPEVAAIVNG, 1| OOl
LE TN GEPA TNG EXEL AYYEIOGVGTOCTIKY OPAOT KOl 0dNYEL 08 QLENUEVT OPTNPLOKT] THEST). X€ KPIGIES
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4.6.

4.7.

4.8.

TEPUTTMOELG OVENUEVTG apTnplokng ieong, 1 Bepancio pe Otrivin Ba mpémel va dlakdmTeTon Kot Vo
avtpetoniletot 1 avEnuévn aptnploky| tieon.

H &uiopetalorivn dev cuvictdtol oe acBeveic mov Aappdvouv 1 Tov €xovv Aapet MAO evtdg

TV TEAELTALOV dVO RdoUadmV (BA. mapdypapo 4.4).

Tp1- kou Tetpa-xvrixd avurarobliztird:

H tavtdypovn yprion N ypnon evtog tav tedevtaiony 2 efOopadmv Tpl- Kot TETPU-KUKAK®OV
AVTIKOTAOMATIKOV KO GUUTOONTUCOUUNTIKOV CKEVOGUATMV UTOPEL VO, 00N YNGEL 6€ aENUEVT
copmadnTIKopUNTIKY| Enidpacm g Evlopetaloiivng kol eTopévag O€ GLVIGTATOL.

TovipétnTa, kinon ko yorovyio

H mopaypapog avtn dev apopd to OTRIVIN ITAIAIKO, enedn mpdkettar vo ypnotponom el
o€ modd nhkiog amod 2 émg 12 e1mv, ®oTdc0 1 akdOAoVON TANPOPOPIL APOPA TNV OPUCTIKY
ovcia, tnv Euiopetaloiivn.

Konon

Enapxeig melpapotikég pehéteg o€ ox£0M e TNV EXIOPACT) GTNV KONGT, TNV AVATTLEN TOV
euPpHov, Tov TokeTd Kot TNV avamTuén HETA ToV TokeTd o€ (Ma dev glvan dabéoipeg. O
SVYNTIKOG KivOuVvog Y1 TOVG avOpdTovg dev gival yvmoTtdg. AdYm TG EVOEYOUEVIG
GUGTNUATIKNG OYYELOGVGTOATIKNG TOL Opaomg, cuvieTdtal va un ypnotonoteitor to OTRIVIN
KaTd T O1GpKELD TG KOTONG.

Tolovyio

To OTRIVIN cvvictdtor va ypnoyomoteitar uévo PeTd omd 10Tpikn GOUPOVAN KOTO TNV S1GPKELL
g yolovyiog, 610TL dev givarl yvwotd edv n Euiopetalodivn amekkpivetal 6to pnTpikd yoia. H
avaykn g untépag o Oepaneio pe to Otrivin kot to TAgovekTnpoto Tov ONAacuod Tpénet va
otafpilovtal £vavtl ToV SVVNTIKOV KvOOVEV yia 1o EUPpuo.

Toviuotnro

Agv vrdpyovv enapkn ototyeia yio v enidpacn tov OTRIVIN ot yovipotnta. [epapoticég
peAéteg yoviudtnrag og {oa dev eivon drabéotpec.

Emopaceig 61y IKavOTNTe 001]71161G KO {EIPLGUOV UNYUVIILETOV

H mopaypapog avti dev apopd 1o OTRIVIN ITAIAIKO, eneidn npdkettar vo ypnotpuonom el
o€ Tod1d nhkiog amod 2 émg 12 eTmv, ®6TdG0 1 aKOAOVON TANPOPOPIN 0POPE TNV OPUCTIKN
ovcia, ™ Euiopetaloiivn.

Awrtapayéc g dpacng, (AN kKot kOTwon £xovv avaeepbel pe to Otrivin. Ot acbeveig Oa
npémel va, evuepwOohv O0TL 6e TEPITTMOT TOV EUEAVIOTEL KATTO0 0td TO TOPATave dev Oa
TPETEL VO, 0N YNOOLV, VO, YEPLGTOVY UNYAVILOTA 1| VO CUUUETACKOVY GE dpaoTNPLOTNTEG OOV
TO GUYKEKPLUEVO CUUTTOUOTO EVOEYETOL VO BEG0VV TOVC 1d10V¢ 1} GALOVG GE Kivouvo.

AvemOOunTeg evépyereg

O avemBounteg evépyeteg TopatiBevol TopaKAT® 0vE KaTnyopio 0pyoviKoh GLGTUNTOG Kol
ovyvotnta. H cuyvotnra eupdviong tov Avembountwov Evepysidv kabopiletor og: [Todd
ovyvéc (21/10), Zuyvég (21/100 éwg <1/10), Oy ovyvég (21/1.000 émg <1/100), Xmdvieg
(>1/10.000 émg <1/1.000), TToAd omdvieg (<1/10.000), Mn yvwotéc (1 cuyvoTTd T0UE dev
umopel va extiunfet pe fdon ta debéoipa dedopéva). Evtog e kabe katnyopiog g
GLYVOTNTOG, Ol OVETIOVUNTEG EVEPYELEG TAPOLGIALOVTOL KOTA GEPA PBivovcag cofapotnTac.
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4.9.

Katmyopioa Opyavikoo HpoTipopevog 6pog ZoyvoTnTa ERQaviong
OUGTILATOG AvemBountov Evepyaiav
Awtapayés Tov Avtiopaomn vrepevarcOnociog | IToAd ombvia
VOGOTTOLTIKOV (ayyelooionpa, e&avonua,

KVIopOG)

Awtapay£s Tov VEVPIKOD
GULGTIOTOG

Keporaryia, Avmvia,
Advvapia

Xuyvn

O@0aipikég orvotapayés [Mopodikég avoporiec oty [ToAv ondvia
opoon
Koaporakéc dwatapayég Mn puBuikog 1 yp1yopog IToAb omdvia

KapdloKdc TaAnde,
Yréptaon

Awtapayéc Tov Enpdtta 1 veepoio Tov Xoyvn
OVOTTVEDGTIKOV pwiKov PAevvoydvov,

GLOTNHOTOG,TOV B paKa AicOnuo xadveov ot poTn M

KOl TOV nEc00®paKiov 070 Aaid

Awtapayés Tov Noavtio kovn €petog Xuyvn
YOGTPEVTEPLKOD

GULOTHOTOG

Ievikéc dwatapayés ko AicOnuo xaveov 610 onueio | Toyvn
KOTAGTAGELS TG 0000 EQOPHOYNG,

xopynong Tomikdg epebIoOC

AWTapay£S TOV VELPLKOV Avzvia, Tpduog, Mn yvooti
CULOTHOTOG Evepebiotdétra-Avnouyio

AWTOpayES TOV VEQPAOV Kotakpdtnon ovpwv Mn yvoot

KOl TOV 00poQOpmv 00V

Leprypagn emideyuévav avembountwy evepyeiov

H mopatetapévn  vrepPoiikn| xprion pnopet vo TpokaAEceL TO GAVOUEVO TNG TG “€§ avamndnoems”

PVIKNG cLUEOpN oG (rebound congestion).
Y& pokpoypévio | vrepPfoikny ypnon umopel va mapatnpndei xpoévio oidnuo Tov PVIKoY
PAevvoyovou Kot KaTaoTpoet ToL pvikov emidniiov.

Avooopd TOavoAOYOLUEVEV QVETLOOUNTOV EVEPYELDV

H avagopd mBavoroyobuevov avemBOUNT®V EvePYEL®Y HETA Amd T YOpNYNon doelag
KUKAOQOPIOG TOL POPLAKEVTIKOV TPOTOVTOG ivarl onuavtiky|. Enttpénetl tn cvveyn
mapaKkoAovONeN TC oYEone 0PEAOVC-KIVOHVOL TOL PUPLOKEVTIKOD TPOTOVTOC. Znteital and
TOVG EMOYYEALOTIEC TOV TOUEN VYELOC VO, AVOQPEPOVY OTTOIEGONTTOTE TOAVOLOYOVUEVEG
avemBounTeg evépyetec LESH TOL £OVIKOD GLGTALOTOC AVAPOPAC:

EBvikog Opyavicpdg @appdkov

Meocoyeimv 284

15562 Xoiapyog, ABnva
TnA: 213 2040380/337
dag: 210 6549585

Iotétomog: http://www.eof.gr

Ynepooooroyia

H vrepPorikn| xoprynon vdpoyAwptkig EvAopetaloiiving Tomkd 1 1 AKOVOLN KOTATOoT UTopel
va pokorécel coPopn LaAn, €pidpmon, coPapn peiwon tng Beppoxpaciog Tov GOUOTOC,
KeEPOAOAYia, Ppadvkapdio, OoKOVOVIGTOUC 1 YPYOPOUS KOPOOKOVG TOALOVS, VTEPTUOT,
UELOUEVT] GUVEIONOT|, AVOTTVEVCTIKT KOTAGTOAT, KOUO Kol GTACHOVC. Ty véptacmn pmopel va
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5.1

T dadeytel votoot. To pikpd modid eivon TepiocdTepPo vaichNTO 6TV TOEKOTNTO OO TOVG
EVNAIKEC.

Koabmg dev vmapyel edikn Oepaneia, 0o mpénel va exvnoovy va, Aapufavovtol KatdAAnio
VIOGTNPIKTIKA UETPO O GTOUO, GTO OTOi0 LAAPYEL LVITOYiD VTEPOOGOAOYIOG Kot gvOEikvyTaL
englyovca ocvuntopatiky] Oepaneic vrd wrpky emifheyn epodcov Kpivetar avaykaio. Avti
nepthopPdvel v mapakolovdnon tov aTOHOL Yo apKETEG MPeS (TovAdylotov 6 dpeg). e
TePInTOON GoPapng VITEPOOCOAOYING e KOPIIOKT UVAKOTT, 1] AVAVNYN TPETEL VO, GUVEYLCTEL Y10l
TovAdylotov 1 dpa.

OAPMAKOAOI'IKEX IAIOTHTEX

DoPPOKOOVVIULKEG LOLOTNTES

DopprokobepamEVTIKY KATNYOPI: OTOGLUPOPTTIKA Y10 TOTIKT XPTOT), COUTAOOLUNTIKE, OTAGL.
ATC code: RO1A A07

H &vlopetalodivn eivar évag oupmaONTIKOUUNTIKOG TOPAYOVTOG 7TOL  Op0. GTOVG  O-
adPEVEPYIKOLG LITodoYElG 6T0 pvikd PArevvoydvo. To OTRIVIN ITAIAIKO wov mpoopiletor yio
YPNON OTN UOTN, £XEL OYYELOGVOTAGTIKY OPACT] KOl GUGTEAAEL T ALLOPOPA CLyYELD TNG HOTNG KO
€161 0mMOCLUPOPEL TO PAEVVOYOVO TNG MOTNG KOl TOV TOPATAELPOV TEPLOYDV TOV GAPVYYQ.
Meihvel eniong T0 GUUTTOUNTE TOV GLVOIEOVTOL LLE TNV VIEPEKKPIOT PAEVVOC KO S1EVKOAVVEL TN
PEVOTOTOINGT TOV GLGGMPEVUEVMV EKKPIGEDV.

"Etot Suavotyet Tic prviég 810000 Kot EMTPETEL 6TOVG AGHEVEIC TOV VITOPEPOLYV OO CLUEOPNOT

g PvOg va avamvéouy kaAvtepa omd T pot. H dpdon tov OTRIVIN apyilel péoa oe 2 Aemtd
ran dwapkel peypt 10 dpeg. To OTRIVIN ITAIAIKO etvor kKokd avekto, okoun Kot and acheveig
ue evoicnto PAevvoydvo, Kot dev mopeUTodilel T AelTovpyio TOL KPOGG®MTOV EmMONAiov.

Y& pio OutAN-TueAN eleyyouevn UeAETn pe SldAvLUe. YAmplovyov vatpiov ce acbeveic pe koo
KpvoAdynua, 1 amocvueopntikn emidpacn tov OTRIVIN vrepeiye onpavtucd (p<0,001) tov
SADHATOG YA®PLOvYXOL VaTpiov PACEL PIVOLAVOUETPIKMOV LETPNCGEDV U0 MPO. LETE TN XOPNYNoN
toug. H avakodeion amd v pvikn coueopnon enetedydn d0o @popic o ypyopo TNV Opada Tov
OTRIVIN og oVykpion pe otV TOV SOAVUATOS YAMPLoDYoL vatpiov, dnAadn 5 Aentd petd ™
Oepameio (p=0,047).

Aokyiég in-vitro éyovv amodeifel 01t 1 EvAopetalodivn HEIOVEL TN HETASOTIKOTNTO TOV
avOpdOTIVOV pvoidv mov oyetilovtal pe to Kowd KkpvoAdynua. H hvikn onuacio avtdv tov
EVPNUATOV Elval AyvmOT.

To OTRIVIN I[TAIAIKO moisturising formula mepi€yet evodatikd ékdoya ta omoia fonbovv otnv
avakoHElon TV ENpov, epEBICUEVOV PVIK®DY S10dmV.

To OTRIVIN TTATAIKO preservative free dev nepiéyet cuvinpnriké. H povodpoun avtiia kevod m
omoio TopEYEL SOGOUETPIKO YEKAGHO €ival €101KE oyedloopévn €161 MOOTE Vo, TPOAUUPAVETAL 1|
piKpofioxn enyporvven tov Tepleyopévon. To akpoPvoio €xel E101KO GYESIAGHO Kot £VOL KOTOKL e
€101KA  OVOIYHOTO. IOV EMITPEMOVY TO OMOUEVOV VYPO VO GTEYVMGEL KOl OC €K TOVTOL Va
TPOLOUPAVETOL 1) LKPOPLOKT ETUOAVVGT] TNE ETOUEVNC HOOTG YEKAGLOD.
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5.2.

5.3

6.1.

6.2.

6.3.

6.4.

D opPOKOKIVITIKEG 1O10TTEG

O1 ouykevipooelg e EvAouetaloAivng 6To TAAGA TOL AiOTOG GTOV AVOP®OTO, HETH OO TOTIKY
EQUPLLOYT TOV TTPOTIOVTOG GTN MOTY, Elvol TOAD YapnAES Kal KOVTH ota Opla aviyvevons. Mmopel
va oupPel GLOTNUATIKY OTOPPOPTON ULETA OO PLVIKT EPAPUOYN SWAVUATOV TG VOPOYAMPIKNG
Evopetalorivne. H EuiouetaloAivn dev xpnOIUOTOIEITOL GUGTNUATIKA.

Hpoxiviké dgdopéva Yo TV ac@aiero

H &uAopetalorivn dev €xet petadra&loydvo dpaon. Agv mapotnprOnkay Tepatoyoves eMOPAGELS
o€ peAén 6mov 1 Eudopetalorivn xopnynOnke vrodopimg oe TOVTIKOVS Kot 0povPaiovg.

OAPMAKEYTIKEX ITAHPO®OPIEX

Koatdroyog ekdoymv
OTRIVIN [7TAIAIKO 0,05% moisturizing

Disodium edetate, benzalkonium chloride, sodium phosphate monobasic dihydrate, sodium
phosphate dibasic dodecahydrate, sodium chloride, sorbitol, methylhydroxypropylcellulose,
water purified.

OTRIVIN [HAIAIKO 0,05% preservative free

Sodium phosphate monobasic dihydrate, sodium phosphate dibasic dodecahydrate, sodium
chloride, disodium edetate, water purified. Xwpic cuvinpntikd.

Aovpparotnreg

Agv epapuodletat.

Avdpkera Cong
OTRIVIN HAIAIKO Preservative free 0,05% prvixd exvépowua, didlvuo (otabepdv déoewv)

36 pnvec.

Metd to TpmTOo Avorypo Tov TeptEktn: 3 efdouddec.

OTRIVIN [HAIAIKO Moisturising formula 0,05% pivixéc araydveg, didivua

OTRIVIN [TAIAIKO Moisturising formula 0,05% pivixd exvépwua, didivua (otabepdv ddcewy)

36 pnvec.

Iowitepeg TPpoUAGEELS KaTE TN POANEN TOV TPOiIGVTOG

OTRIVIN ITAIAIKO Preservative free 0,05% pivixd exvépwua, diciouo (orabspdv ddoewv)
OTRIVIN [TAIAIKO Moisturising formula 0,05% pivikéc oraydveg, didlvua

dvidoceton og Beppokpacio pkpotepn tov 30°C.

OTRIVIN [HAIAIKO Moisturising formula 0,05% pivixd exvépwua, diddvua (otalepdv ddcewy)

dvidocetan og Bepuokpacio pikpotepn tov 30°C pe mpoctacio omd ™ (o).
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6.5.

6.6.

@YoM KO GLGTATIKG TOV TEPLEKTT

OTRIVIN ITAIAIKO Preservative free 0,05% pivixd sxvépwuo, didiouo (ctobspdv déagewmv)

DroAid10 amd TOAVAIBVAEVIO VYNANG TUKVOTNTOG E OOGIUETPIKT AVTAIL WEKUGUOD KOl pOYYOGC
(e&apmua pviKNG TPOGAPUOYNG) OO TOAVTPOTVAEVIO LUE TPOGTATEVTIKO TAOLM OO
ToALOBVAEVIO.

[Mepieyopevo: 5ml (142 d6oe1c)

OTRIVIN [TAIAIKO Moisturising formula 0,05% pivixéc oraydvse, didloua

[M\aotiKd eloAidlo [Le 6TayOVOUETPO KOl TPOGTATEVTIKO TAOLLA.
[Mepieyodpevo: 10ml.

OTRIVIN I[TAIAIKO Moisturising formula 0,05% pivixd exvépwua, Sidlvua (otabepdv déoswv)

DroAido and ToAvalBuAEVIO VYNANG TUKVOTNTOG LE OOGIUETPIKT AVTAIN WEKAGHOU KOl pUYYOG
(e€apnuo pVIKNG TPOGAPUOYNG) OO TOAVTPOTVAEVIO LUE TPOGTATEVTIKO TAOLUM OO
noAvofvrévio.

Iepieyouevo: 10ml (142 d6c¢e1g).

Iowitepeg TpoPLLGEELS ambppLYNS KOl AALOGS YEIPLONOG

Kd&0e aypnoyorointo eoprokentikd Tpoidv 1 DTOAEWUN TPETEL VO OTOPPINTETUL GCOUPOVO, LIE
TIC KT TOMOVG 10YV0VOEG GYETIKEG SLOTAEELS,

Oonyicc ypnone / yE1ptopnov

Tpomog yopiiynong:
To OTRIVIN ITAIAIKO zpémel va ypnoyomoteitatl apod &xete puonel TpadTo T LoT.

OTRIVIN ITAIAIKO 0,05% Pivikéc Zrayovec, didlvuo.

1. Zntmote and 10 Todi oag va euonEel TpdTa T POTN TOL.
2. llpw  xpnon, EvEPYOTMOMGTE TO GTAYOVOLETPO Yl VoL EMITELYDEL OpLOIOLOPPT dOOT).

3. Tpete t0 KEPAM TOV OBV GO TPOC T TOM £TGL MOTE VO, Eivol AVETU €AV GTEKETOL
0p0io 1 kdBetar, N av eivar EamAmpévo 6to KPERATL, YUPIGTE TO KEQAA TOV GTO TAGL.

4. Xopig va 0KOVUTNCETE TO GTAYOVOUETPO GTN HOTY], TOAD TPOGEXTIKA, PIETE TIG OTAYOVEG OE
KGOe povbovvi KoL KPUTHOTE TO KEQAAL YEPUEVO TTPOG TA TCM Yo Alyo AENTd MOTE VO
UTOPECEL TO PAPLLOKO VO, SIGKOPTLOTEL TN LOTT.

Av 1 otaydva Oev EIGYMPTOEL GTY| POTT TOV IOV GOg, PiETe aKOUN Lo oTOYOVa.
"Eoto kot éva pépog TG oTayovVaG Vo EIGYMPNCEL TN LOTH, U piEete dAAN oTaydva.

EnavaidPete oto GAlo povBovvi.

©® N o o

KoabBapiote T0 6TOYOVOUETPO TPV TNV EMAVOTOTOOETION TOL GTO UTOVKAAL AUEGMG LETA TN

xpNon.
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9. XvvioTtdtor n XpNoT| TOL TPOIOVTOS HOVO Ao £VOL ATOUO Y10 TNV ATOPLYN TOOVAC
EMUOAVLVONC.

OTRIVIN ITAIAIKO 0,05% Piviko sxvépwuo didivuo. (ctabspdv ddcewv)

[No va emtoyete éva KaAd yekaopd, mpénet vo Kpatdte Tov yekaotipa 6pBlo e To AKpo TOv
TPOG TOL EMAV®.

Amo@lyete TOV YeEKAGUO LEGA 1) YOP® OO TO, LATLOL.
1. Znmote and 1o moudi oag va puonéel TpdTa T POt TOL.
2. AQoPEDTE TO TPOCTATEVTIKO TAOUA.

3. Mnv k6PBete 10 axpopvoio. H docopetpikn avtiio Wyekaouov gival £Toun Tpog
gvepyomoinom mpwv TN YpNon.

4. Tlpw tn mIPAOTN EPAPLOYN, EVEPYOTOGTE TNV avTAia yekdlovtag 4 popég. MoMg evepyomombei,
N ovtAio Qo Tpémel KOVOVIKA Vo TPOUEIVEL AEITOVPYIKN Yio OAEC TIC EQUPUOYES Kb’ OAN TN
duapkela tng Bepomeiog. Eqv to exvépopa dev yekdletol HETE TNV OAOKANPOGCT] TG TANPOLS
Kivnong ylo 10 WYEKAGUO 1 0V TO TTPOoidV Oev £xel ypnoyomoindel yio teptocotepo and 7 NuUEPES,
N avtiio 0o Tpénet va anevepyonmomel yekalovtag 4 popic OTmS TEPYPAPNKE OPYIKAL.

5. Kpartnote tov yekaotipa 6pOlo pe 10 akpophGLd TOV TPOC T ETAV® OVAUEGO GE dVO
SAKTLAO.

6. TOpete 0 KEPAA TOL TAd10D GOG TPOG TA UTPOS, KAEIGTE TO Eva povHovvi Tov TomobETOVTOC
70 8GKTLAO oTn pio TAEVPA TNG UOTNG TOL KOl EIGAYETE TO PUYYXOS TNG OVTAING GTO GAAO
povHovvi TOL TALOIOV GUG.

7. Wexdote v TanTOYPOVA TO TODT OOG EIGTVEEL A0 T LOTT).

8. Emavolapete oto dAlo povBovvi.

9. Kobopiote TOV YekaoTpo TPV TNV EXAVOTOTOOETNGT TOV TPOGTATEVTIKOD TMOTOS AUECHS
HETA TN XpTON.
10.XvviotdTon 1 p1on Tov TPOIOoVTOG LOVO amd £va GTOUO Y10 TV aToPLYN TOOVAG
empdAvLVONG.
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KATOXOX THX AAEIAY. KYKAO®OPIAX

GlaxoSmithKline Katavolwtikd Ipoidvta Yyeiag EALdg Movorpdownn Avovoun Etapeio
Aeopopoc Knoisiog 274

152 32 XaAdvopt,

TnA.: 210 6882100

APIOMOX AAEIAY. KYKAO®OPIAX
OTRIVIN ITAIAIKO Preservative free 0,05% pivikd exvépopa, dtidlvpa (otabepdv
dboewv): 44075/25-09-2009

OTRIVIN ITAIAIKO Moisturising formula 0,05% pwikég otaydveg, didivpo:
44078/25-09-2009

OTRIVIN ITAIAIKO Moisturising formula 0,05% pwiko6 ekvépmpa, dtdAvpa,
(ctabepmdv d6cemv): 44076/25-09-2009

HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHYX THX AAEIAX

Hpepounvia tpdng €yxpiong: 14 Iavovapiov 2002
Huepounvia avavémong g adstog: 25 XenteuPpiov 2009

11. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY
3 Moprtiov 2022
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