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ITAPAPTHMA 1

NEPIAHYH TQN XAPAKTHPIETIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Osteopen 100 mg/ml, evéoipo dtdivpa yio oxHA0LG

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH

KdéBe ml mepiéyet:

ApPUGTIKO GVGTOTIKG:
Pentosan Polysulphate Sodium

"Exdoya:

100 mg/ml

MoroTikn 6VVOEGT EKOOY®V Kol GAA®V
GUGTUTIKOV

IMocotk) 60vBeon av ov IAnpoPopieg avTég
givar oNUavTIKES Y10 TN 6MOTI] XOP1]Y1|01) TOV
KTNVWOTPIKOV QOPUUKEVTIKOD TPOIOVTOG

Benzyl Alcohol E1519

10.45 mg

Disodium phosphate dodecahydrate

Sodium dihydrogen phosphate dihydrate

Sodium hydroxide (for pH adjustment)

Hydrochloric acid (for pH adjustment)

Water for injections

Awvyég vokiTptvo vOATIKO StdAv Lo

3. KAINIKEX TIAHPO®OPIEX
3.1 Eion loov

YO 0L

3.2 OepamevTikég gvoeifeis Yo kaOe gidog Ldov

INo ™ Ogpameia TG Y®AOTNTAG KO TOL TOVOL AOY® EKPLALGTIKNG VOGOL TmV apbpdcemy /
oateoapOpitidag (Un poAvcpotiky apdponddeln) o€ GKEAETIKA MPLLOVG GKOAOVG.

33 Avtevoeitelg

Noa unv ypnowonoteital yuo T Oepameio TG onmrikng apbpitidac.
e oty TV Tepinton, 0o mpénel va Eekvioel KaTAAANAN avTiukpofilokn Oepameia.
No pnv xpnoLoTolEital 68 GKOAOVG LE TPOYMPTUEVT NTOTIKY 1] VEPPIKT SVGAEITOVPYIN 1)

evoeigelg Aolpwéng.

Noa Unv xpnoLOTOLEITAL GE TEPMTMOELS VIEPELOICONGING TN POUCTIKY 0VGIC 1] € KATO10 Ao TO.

£Kd0yQL.

Na pnv xpnoLoToLEiTal 6 GKOAOVS GTOVG 0TOI0VG deV £xEl 0OAOKANP®OEL 1 WpPilaveT TV 06TOV
(M. GKVLAOVG TV OTOIMV Ol EMPVOIUKEG YPOUUUES TOV LOKPOV 0GTMV OEV £X0VV OAOKAT|PMOGEL TO

6TA010 avATTLENG TOVG).




Na punv {pNOOTOLEITAL GE GKDAOVG LLE OLUATOALOYIKES dlaTopayEs, datapayEs TN TENS, aoppayia,
TpovpaTa 1| Kokonoeta (101oitepol aLpLayyEl0oapKMOUOTH) 1| KOTO TNV TEPIEYYEPNTIKN TEPI000, EVTOC 6-
8 opdv peTd TN ePoLPYIKN EXEUPaON, KOOMG 1 ToAvOEiKN TeEVTOLAvn €XEL AVTUTNKTIKY OpAcoT
Na pnv ypnowonoteital og apBpitideg avocoroykng mpoérevong (.. pevpatosdn apdpitda).

3.4 E10kéc mpogldomoncELs

Mmropet va pnv mapatnpnel kdmolo KAviKd anotéheca £m¢ LETA TN de0TEPN £vEDT TNG BEPATEVTIKTG
ayeymg.

3.5 Idwitepeg mpo@uAaiers KaTa T prion

Iwiitepec TpoLAGEELC Yo TV 0cQAAN ¥pron ota gidn (Dwv:

Na pnv vrepPaivetor 1 cvovictdpevn 06on. H adénomn g cvvictdpevng d6omg HUropel vo 0dnynoeL oe
emdeivoon ¢ duokapyiog Kot Tng SLGPOPING.

A6y ™ v@doALTIKNG dpdiong Tng vatplovyov toivbetikng tevroldvng Oa mpénel va eEetactel n
TOOVOTNTO ECOTEPIKNG OLUOPPOYING Ao £VO VEOTANGLLOL 1] L0, OlYYELOKT] dlatapoy] Ko vo, AneOei n
KaTdAANAN BepamenTikn Spdon.

"Eyet avagepbei 6t £vag okdAog Tov eiye vootel TvevpoviKn pREN TPy and dmdeka PNVeS, glxe
coPopn TVELHOVIKN aipopparyio HETA amd o EVEST] VOTPLOUYOL TOAVOELKN G TeEVTOLAvNG.
XP1NGILOTOMGTE TO LLE TPOGOYT G GKOAOVG LLE IGTOPIKO TVEVUOVIKOV pHEE®V.

ZUVIGTATOL EMIGTC TPOGOYT OE TEPUTTMGELS NTATIKNG SVGAELITOVPYIOG.

H vatplovyog moivBetixn mevtoldvn éxel avTimnkTiky dpdon.

Yvvietdtor | TopakoAiovOnon tov apatokpitn (PVC) kat tov ypdvov eravominpoong tov
TPLYOEDV, OTAV YPTCUYLOTOLELTAL TO TPOTOV.

Amolyete TNV EVOOUDTKN £VEDT), AOY® TOL KIVODVOL QIOTOUATOS 6TO onueio Tng éveong. Agv
TPETEL VO, YOPTYOUVTOL TEPICTOTEPOL OO TPELS KUKAOL TEGGAPMV EYYVGEWMY, GE TEPI0S0 dDIEKN
Unvav.

Yuviotdtot 1o {Ho va TopakolovOEeiTaL Y10, CUUTTAUOTO ATMOAELNS OLLLOTOG KOL VO AVTILETOTILETOL
KatdAnda. Awkoyte tn Oepaneio €6v ELEOVIGTOVY CUUTTOUOTO ALENUEVIC OLLOPPOYIOS.

[Swiitepeg Tpo@LAAEELS TOL TTpémet vo Aapfdvovtar amd To GTopo Tov YopNYEl TO KTNVINTPIKO
QOPUOKEVTIKO TTPOTdV oTa (Mo

To cuvinpntucod, PeviuAtkr] oAKoOAT, LTOpEl Vo TPOKAAEGEL AVTIOPACELS VITEPELALGONGlog
(aAdepykég) o evaucOnTomoOMpUéEVE GTOLLO.

Edv yvopilete 6T giote gvancOnromompuévol, Bo Tpénet vo TPOGEXETE KATA TO XEPIGUO AVTOD TOL
TPOIOVTOC.

e mepinton tuyeiag ETaeng Le To d0épua N To Uatia, EEmAVveETE auécmS TNV TpocsPePAnuévn Teployn
pe vepo.

ITAOvete ta y€pia petd ) xpnon.

Id10titepEC TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBEALOVTOC:

Agv 1oy0eL.

3.6 AvemOounto copfavra

YxoAoL



Zndvia Aveis . , X
VTidopaomn oTo oNpEio TG EVES
(1 éwg 10 {da / 10.000 vzd Bepomeio (dar): paon neeto e s

IToAb omdvia 5
Epetoc

(1 Zoo / 10.000 vrd Bepameia (oo,

Koté 3 An0 A 4,6
CUUTEPTAOUPOVOUEVOV TOV LEUOVOUEVDY OVOPOPDV): GranTien” Kl Anvapyoma

[Hopatetapévn evepyomoinon tov
xpovou peptkng Opoufivng (APTT) ko
0V Ypovov Opoupivng (TT)?

Anpocdidpiotn cuyvoTnTo, Euetoc®, Siappoial, avope&inl

(0ev pmopet va ektiunBet omd o Srbéoipua dedopévar) Ayoppayikég dtatapoyés (0mmg
pwoppayia, ApLoppayikn d1appota Kot
OLLOTAOUOTO.)

Tomikég avudpdoeig (m.y. oidnua’)

"Mropei va cuuei evtog 24 opdv o évo parvopevikd vyiég (do. H Bepancio 0o mpémet va
SLOKOTTETAL KoL VOL YOPNYELTAL GUUMTOUATIKY Bepomeia yio TNV avakovelor Tov {Oov.

2ZvpuBaivel dpeco petd TV €veon. e TET010V¢ GKOAOVG, dev omarteitan yevikd wotpixr| Oepamneio Ko
avapp@®VOLY YOpig anpdonta. Agv cuvictaton TEpatépm Bepameia pe molvbetikn mevrolavn.

3 Oovouevikd Hmia.

* Aopket £og 24 dpeg.

S Mmopet vo. gpetvel y1o g 24 Gpeg petd T xopynon o€ vytelc okvAovg. Avtd, Tord omdvia
TPOKAAEL KMVIKEG EMOPAGELS, OALAL, AOY® TNG VOOOAVTIKNG dpdiong TG vaTplovyov moAvOetikng
mevtoldvng, 1 mBAvVOTNTO ECOTEPIKNG QLOPPayioG amd £vo VEOTAAGLLO 1] [ aryyelokn Statapayr], Oa
TPENEL VO, EEETOCTEL EAV EUPOVIGTODY CUUTTOUOTO. ZVVIGTdTol To (MO Vo, Topokoilovbeitat yia
GUUTTMUOTO OTOAELNG OULOTOG KO VO, VTILETOTICETOL KATAAAN QL.

% Avtd Ta cuumTOpATo, uTopel va givor To amotéAecpa piag avtidpaong vrepevaictnciog kot propset
VO OTTOLTOVY TV KATAAANAN cvumtouatiky Ogpaneio, copmeptiapfavouévng e xopnynong
OVTIOTOUIVIKDV.

"Tlopodikn

H avagopd avemBountov coppdviov etvar onpoavtiky. Exitpénet tn ocuveyn mapakoiovdnomn tng
AoPAAELNG EVOC KTNVIATPLIKOD POPUAKEVTIKOV TPoidvToc. O ovapopEs TPEMEL VO ATOCTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOE10G KUKAOPOPING 1] GTOV TOTIKO AVTITPOCMIO
TOV, €lT€ GTNV €0VIKT apprddia apyn LEGM TOV eBVIKOD GVGTNUATOS aVoPOPAC. Avatpé€te emiong 6To
@OAAO 0OMYIDV ¥PNONC Y10 TO OVTIGTOLYO GTOLYEL EMTIKOVOVIOG.

3.7 Xpion katd TNV KNG, TN Yorov)ia 1] TV ®OTOKId

Kvnon xon Codovyio:

Epyoompilaxég peréteg oe kovvélio £de1&av epuPfpuotolikég emdpaoelc mov oyeTilovial U TPMTOYEVT
EMIOPACT GTO UNTPIKO OPYOVIGHO, OE EMAVOAAUPAVOUEVES TUEPNGIEG OOGELS, 2,5 POPES LEYAADTEPEC O
1 ouviocTOUEVN 060M. H acedieia Tov KINVIATpKo PopUOKELTIKOD TPOIOVTOG 6 £YKVo 1] OnAdalov
Cmo dev &xel peretnBel, cuvendg dev cuvicTdTal 1) XpNoN o€ £ykva 1 Inidlovta {da.

To kIVIOTPIKO PAPUOKEVTIKO TPOIOV dEV TPETEL VAL YPNCULOTOLEITAL KATE TOV TOKETO AOY® TV
OVTITNKTIKOV TOV EMOPACEDV.

3.8  Aliniemiopaon pe GAlo QUPUIUKEVTIKG TPOIOVTO KoL GALES HOPPES AAANAETIOPAGG

To MZAOD, kot 101OTEPA 1] AGTIPIVY, OEV TPETEL VAL YPTCULOTOLOVVTOL GE GUVOVAGUO LE VATPLOVYO
moAvOetikn mevtolavn, Kabmg UTopEl v ETNPEACOVY TV TPOCKOAANGT] TOV ULULOTETAAL®DY KOl VO



EVIGYDCOVV TNV OVTITNKTIKT 0pAGT) TOV KTNVINTPIKOD QUPUOKEVTIKOD TPOTOVTOG. T KopTIKOGTEPOELDN|
€xovv omodelybel OTL Eival AVTAYOVIGTIKA 08 TOAAEG OPAGELG TNG VATPLOVYOL TOoAVOELKNG TEVTOLAVNG.
Emumdéov, n ypnon avIiQAEYHOVOIGV QOPUAK®OV UTOPEL VO TPOKOAEGEL TPOMPN ADENCT] TNG
dpaoTNPLOTNTOS TOL GKOAOL, 1) OTTola, UITOPEl VoL EMNPEAGEL TIG AVOAYTIKES KOl OVOLYEVVI TIKES
EMOPAGELS TOV KTNVIOTPLIKOVD QOPUOKEVTIKOD TTpoidvToc. Na pnv ypnotponoteitol tavtdypova pe
GTEPOELON M LUT] GTEPOELDN AVTIPAEYLOVDON PAPLOKOL, COUTEPIAAUPAVOUEVOV TG AGTTLPIVIG Kot TNG
oawvuABovtalovng 1 evidg 24 wpav amd o Tétota yop1ynot. No Uy ypnoonoleital 6€ GuvOLAGUO
He NTapivn Kot GALOVG OVTITNKTIKOUS TOPHYOVTEG.

3.9 0doi yopnynons Ko 3060A0yia

Ymoddpa yprion.

3 mg vazprovyov moAvbetixng nevtolavng / kg copatikod Bapovg (toodvvapo pe 0,3 ml / 10kg
COUOTIKOV PAPOVC) O TEGGEPEIS EMOVAANYELC, LE LECOIATTNUA 5-7 NUEPDV.

Xopnynote aonmra 1ovo pe vodopia Eveon. Ilpénet va ypnoyomombei pia katdAinia
Babuovounuévn copryya yio vo ETITPETETOL 1| AKPPNES YOPIYNOT TOV AIALTOVUEVOL OYKOV dOGTC.
Av10, glvar Wwaitepa GNUAVTIKO KATA TNV £YXLOT KP®V OYK®V. ['iat Tov KaBopiopod g KoTaAANANg
docoioyiag, To Pépog Tov kibe {dov Ba mpénet va mpocdopiletar TPV amd T YoPNYNCT TOL
KTNVIOTPIKOD QOPUOKEVTIKOD TPOIOVTOG.

3.10 ZopnTtOpeTe VTEPOOGOLOYINS (KOl KATE TEPITTOOT, HETPO OVTIUETAOMIONG KO OVTIO0TA)

e yopnynomn TPUWAAGLOG TS GUVIGTAOUEVNS 000G £xEl TopatnpnBel pa mopodikr| advEnomn tov xpdvou
aipoppayiog, diapkelag mepimov 3 Emg 4 wpov.

Eravolopfoavopevn nuepfotlo vtepdocor0Yia, TEVIOTAGGLO TG CLUVIGTMUEVNG OOONG 1| TEPIGGOTEPO,
glye WG UMOTEAEG O TNV ELEAVIOT) avopeEiag KOl KATATTMGONG, Ol OTOIEC NTAV AVACTPEWIIES LETA TNV
SLOKOTN TOL PUPUAKOL.

Y& vmepdocoroyia, puropel vo TpokAnOel nratokvtTapiky PAAPN Kot pic cvoyeTilopevn
dococaptmdpevn avénon oty ALT. Ot avénoeig tov aPTT xot tov TT eivan docoeoptdpevec.

e emavolouPavoUEVEG SOGEIC LEYOADTEPEC OO TEVTE POPEG TG CLUVIGTAOUEVNC SOOT|G, OVTEG OL
avENOELS Umopel va Topapeivouy meptocdTepo Kot amd 1 gfdoudda Petd tn yopnynon o€ vyleic
okOAovG. Ta cvurtdpate mov oyetifovtal pe avTég TG SlaTapayEs, UTopel va mepthappdvouv
QLLOPPAYio GTO YOOTPEVIEPIKO COANVE, OTL KOIAOTNTES TOV GCMOUOTOG KOl EKYVUNDCELS,

e emavolopPavopeveg dOGEIS dEKO POPEG LEYOADTEPES TG CLUVICTOUEVNG Umopel va enéhbel OavaTog
MG OUTOTEAEGLOL TNG YOOTPEVTIEPIKNG ALLOPPAYING.

Y& mepinton VIEPO0GOA0YING, 01 GKOAOL Oa TPETEL VoL VOOTIAEDOVTOL KOl VO, TTOPOKOAOLOOVVTAL Kot Vol
TOVG TOPEYETOL VTOGTNPIKTIKY Oepameio, OTMG KPIvETAL AmOPaiTnTO 0Td TOV KTNVITPO.

3.11 Edwoi wepropiopoi yprong kKot E0IKES 6vVONKeS YprioNns, coprepriopufavopévov
TEPLOPLOUAV GT1] YPNGT] OVTLUIKPOPLOKAV KUl UVTITOPUGLTIKAOV KTNVINTPIK®OV
PUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS aVATTLENG AVTOYNS

T yopniynom poévo amd ktnviatpo.

3.12 Xpovor avapovig

Agv 1oy0eL.



4. PAPMAKOAOTI'TIKEX TAHPO®OPIEX

4.1 Kodwkoc ATCvet:
QMO01AX90

4.1 @ appaKodVVapIKY

To xkviaTpiKd apuokevTikd Tpoidv mepiéyel Notplovyo [lodvbetixn [Tevtolavn (NaPPS), éva nut-
ouvOeTIKO ToALUEPEG Ie PEGO poplakd Papog 4000 Daltons.

e éva povtého ooteoopOpitidag oe okvAovg, 6tav n NaPPS yopnynOnke og mapdpoteg pe Tic
BepamevTikég 00GELG, TO EMIMENA TOV LETAALOTPOTEIVOCHV GTOV YOVOPO LEIDONKOV Ko TO EMITESQ TOV
aVOGTOAEN TNG LETOAAOTPWTEIVACT|G 6TOVG 16ToVG (TIMP) avénbnkav, dwatnpdvrag v
TEPLEKTIKOTNTA TG TPOTEOYAVKAVNG KOl TPOGTATEVOVTAG TOVG XOVOPOPALGTES amd TNV EKPOALON.
e okOAoLG e ooteoapBpitida 1 yopnynon NaPPS npokdiece tvawdoAvoT, ATOALGT KoL LEWUEVT]
SVVATOTNTO GLGCOPEVONG TOV OLLOTETAAIWDV.

X in vitro Kol in vivo PEAETEG GE EPYAGTNPLOKA €101 (DOV XPNOUOTOIOVTAG SOGELG TAV® OO VTEC
7oV mpoteivovtal yio Bgpomevtikn ypron, N NaPPS katéotelie to eninedo 1@V avIlpAEYLOVOIDV
pecolafnrTav Kot SEyelpe T oOVOEST] VOAOVPOVIKOD 0EEOG OTd TOVG VOPAAGTEG.

H vatpiovyog moivbetixn mevtoldvn €xel VOIOALTIKT), AUTOAVTIKT Kol T ovTUTNKTIKY dpdor. H
vatplovyog moAvOetikn meviolavn xel emidpaot oty TEN TOL AipaTog, AOY® TG TOPOUOLG
douNg NG Ue TV MTapivn Kot TS v@OoAVTIKNG OpAoTg oL dtapkel £0¢ Kot 6-8 MPEG UETE TN
xopiynon.

4.2 O oppoKoKIVNTIKY

Amoppoenon: £1o 6kOA0, 1 LEYLOTH GLYKEVTPMOT| 6TO TAGGU TV 7,40 Hg-1605VVALOV VATPLODYOV
moAvBetikng mevrolavng/ mL, emttuyydvetor 15 Aemtd petd tnv vrodople, Yopnynomn.

Katavoun: H vatprovyog moivbetixn mevtoldvrn deopuevel ToAEG TPOTEIVEG TOL TAAGLLOTOC UE
UETAPANTY 16D TPOGKOAANGTG KOl SLOYDPIGUOD LE ATOTEAEGLLO L0 TOADTAOKT 100PPOTTiOL LETAED TOV
o UEVUEVOL KO TOV U deGUELUEVOD Qapudiov. H vatplovyog molvbetikn mevrolavn
GUYKEVIPMVETOL GTO NTOP KOl GTOVG VEPPOVS KOl GTO SIKTLOEVOOONAOKO GuGTNHO. XapNAd enimeda
TOPATIPOVVTOL GTO GUVOETIKO Kol 6TOV HViKO 16T0. O dyKog Katavorng 6Tovs okvAovg givar 0,43 L.

Buopetaoynuotiopog: H anobsimon g vatpiovyov moivbetikng tevroldvng cvuPaivel 6to nmoto-
dKTvo-gvooniokd choTNpa, HE TO HIap va etvarl 0 KUplog Tomog dpactnpotrac. O
ATTOTOAVLEPIGOG UTOpEl emiomg va cupPel 6Tovg veppoic.

Amopdxpovon: To KTNviaTpikd opLAKEVTIKO TPOIOV amopaKkpOveTaL Le nurepiodo {ong mepinov 3
mpeg 6T0 OKVAO. 48 dpeg Petd TV £veon, mepimov to 70% g yop1yodHEVNG 0OCNC OMEKKPIVETOL
HECH TV 0VPMV.

5. OGAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopPototnreg

Aoy EAAelyng HELET®V OGLUPATOTNTOC, TO POV KTNVINTPIKO QUPUAKEVTIKO TPOTOV dEV TPEMEL VOl
OVOUELYVOETOL e GALD KTNVIOTPIKE POPUOKEVTIKG TPOTOVTAL.



5.2 Awdpxero onig

Audpxela {mNg Tov KTNVINTPIKOD QOPUOKEVTIKOD TPOIOVTOC GULLPMOVA. LIE T1 GLOKELOGIN TOANONG: 4
xPOVIOL
Avdpxela {mNg LETA TO TPMTO AVOLYLLO TNG GTOLYEIMOOVG CLOKEVAGTNG: 84 NuUéEpPeg

5.3 Iowitepeg mpo@uAAEers KOTA T QUAAEN TOV TPOIOGVTOG
Noa purdooetal To ELOAIS10 6TO EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO (MG,
5.4  ®Yon ko 6OVOEGT TNG OTOLYELMOOVG GVGKEVUGLOGS

Axpopo yudAivo eloidlo epodlacpEVo LE YKPL IO YAWPOPOVTUAIOD KOl GOPAYIGUEVO LIE
AOKOPIGUEVO TN OAOLUVIOV.

Meyébn cvokevaciog:

1 x 10ml

1 x 20ml

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

55 E10wkéc mpo@uAaiers amdppryng evog un yp1oiomton0£vrog KTNVIeTPLKOD
POPURAKEVTIKOD TPOIOVTOG 1| AALOV VAIKAV 7TOV TPOEPYOVTAL ATé T1) YP1)O1] TOV TPOIOVTOG, AV
VITAPYOLVY

To pappoKo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV 1) TOV OIKIUK®V AToBANTOV.

XPNGLOTOMGTE TPOYPALLOTO ETLGTPOPNS POPUAKOV Yi0L TNV ATOPPLIYT| U1 XPTCLLOTOOEVTOV
KINVIOTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1| GAA®V DAIKGV TOL TPOEPYOVTUL GO T YP1ON TOVG
GUUPMOVO, LLE TIG TOTIKEG ATOITNOELG KO JE TUYXOV €0ViKG GVOTHUATO GVAAOYAG TTOL 1GYHOLV Y10 T,
GYETIKA KTNVIOTPIKE PAPHOKEVTIKA TPOIOVTOL.

6. KATOXOX AAETAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Limited
Loughrea, Co. Galway,
Ireland

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

A.A K. Korpov: CY00799V

8. HMEPOMHNIA ITPQTHX E'KPIXHX/ANANEQYXHY. THX AAEIAX
Huepounvia 1™ éykpiong:

06/08/2020

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

05/2025



10. TAEINOMHZIH TON KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN
Na yopryeitor poévov pe KTNVIOTPIKT GLVTOYT.

Agntopepeic TANpoeopies yia 10 v AOY® KTNVIATPIKO QUPULOKELTIKO TPoidv elvar dtabéoipeg ot Pdon
dedopévav g EE yuo to ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).



https://medicines.health.europa.eu/veterinary
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EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX



A. ENIXHMANXZH

10



HNAHPO®OPIEX ITOY MPEIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
Kovti am6 yaptévt

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Osteopen 100 mg/ml, evécio dtdivpa

2. YYNGEXH XE APAXTIKH OYXIA

KdéBe ml mepiéyer 100 mg Pentosan Polysulphate Sodium

3. YYXKEYAXIA

10 ml
20 ml

\ 4. EIAOX ZQOY

2Kk0AO1

| 6. OAOI XOPHTHEIHE

Y7rodopia yprion.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to mpdTo dvorypa xprion evidg 84 nuepav.
Metd to TpdTo dvorypa yprion £mg:....

9. EIAIKEX XYNOHKEX AIATHPHXHX

Noa euidcoetal T0 ELOAIS10 6T0 EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL OO TO PG,

‘ 10. OI AEZEIX «ATABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPOTG TPV OO TN YPTOT.



11. OI AEZEIX «AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKY XPNOT).

12. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATIA»

Noa purdcoetal o€ Béom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv T Todid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Chanelle Pharmaceuticals Manufacturing Ltd.

Tomu6g Avtimpdow®mOg:
ALTAVET EE

14. APIOMOX AAEIAYX KYKAO®OPIAX

A.A K. Kompov: CY00799V

| 15. APIOMOX HAPTIAAZL

Lot {ap1Buoc}

12



EAAXIETEX HAHPO®OPIEX ITOY HNPEITEI NA ANATPA®ONTAI XTIX MIKPEX
ETOIXEIQAEIX XYXKEYAXIEX
Etikéta graidiov

1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Osteopen

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Pentosan polysulphate sodium
100 mg/ml

3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

\ 4. HMEPOMHNIA AHEHE

Exp. {nweeee}
Metd 10 TPMOTO AVOoLypa XPNOT| EVTOG 84 NUEPDV.
Metd 10 Tp®TO Gvorypo xpron £wg:.. ..

13



B. DYAAO OAHI'IQN XPHXHX
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OYAAO OAHI'TQN XPHXHX

1. Ovopooio TOV KTNVIITPLKOD QOPUUKEVTIKOD TPOIOVTOG
Osteopen 100 mg/m, Evéoipo dtdivpa yio 6xHA0VG

2% 2ovleon

KéBe ml mepréyet:
ApPUGTIKO GVGTOTIKG:

Pentosan Polysulphate Sodium 100 mg
"Exdoyo (a):
Benzyl Alcohol E1519 10,45 mg

Awwyég vokiTptvo vOaTIKO SV LA

3. Eion Loov
YivAoL.

4. OepoamevTiKég gvositelg

It Bepameia TG YOAOTNTAG KO TOL TOVOL AOY® EKPLALGTIKNG VOGOL TmV apbpdcemy /
oateoapOpitidag (Un poivcpatiky apbponddeln) o GKELETIKA MPLUOVG GKOAOVC

5. Avtevoeilelg

Noa unv ypnowonoteital yuo T Oepameio TG onmrikng apbpitidac.

e outnyv TV Tepinton, 0o mpénel va Eekvioel KATAAANAN avTiukpoPilokn Oepameia.

Na pnv xpnoLoToEiTal G GKDAOVG LE TPOYMPNUEVT NATIKY| 1] VEQPPIKT| SuoAEITovpYia 1 evOEiEelg
Aotpwéne.

No unv ypnoULOTOLELTAL GE TEPITTMGELC VIEPELOICONGING GTN OPOUCTIKY OLGIN 1| GE KATO0 0o T
£KO0y0L.

Noa pnv xpnolonoteital 6 GKOUAOVS GTOVG 0TOioVG deV £yl OAOKANPWOEL N WPIUAVOT] TOV 0GTGHV.
(M. GKVAOVG TV 0TIV Ol EMLPVOIUKEG YPOUUES TOV LOKPOV 0GTMV 08V £XOVV OAOKAT|PMGEL TO
6TA010 avATTLENG TOVG).

Noa pnv xpnolonoteital 6 GKOAOVG e OLATOAOYIKES dlaTapayEs, dtaTapayEs Tng TENS, ooppayia,
TpovpaTe 1| Kokondelo (1010iTepa ALy YEIO0UPKMUATA) 1) KOTO TNV TEPLEYXELPTTIKN TEPL0d0, EVTOG 6-
8 opdv petd tn yepovpykn exépPacn, Kabmg 1 Tolvbetikn Tevioldvn €yl AVTITNKTIKY 0pacT

Na unv ypnowonoteital o€ apOpitideg avocoroyikng tpoérevong (.. pevpatosdn apdpitda).

6. E1dwkéc mpogidomonijosig

Idnitepec TPOELAGEELS Y10 TV aoQOAn ypriomn oTa £idn (Dov:

Na unv vreppaivetar n cuvietdpevn 06on. H avénon g cuvietduevng d0omg pumopel vo 0dnynoet 6
emdeivoon ¢ duokapyiag Kol TG dOLGPOPINGC.

Abdyo ™ vwdolvTtikng dpdong Tng vatplovyov morvbetikng tevroldvng, Oa mpénel va eEetaotel N
TOOVOTNTO ECOTEPIKNG OLUOPPOYING ad £VO, VEOTANGUO, 1] UL Oy YELOKT] dtortapayn Kot va, Aneoel n
KaTdAANAn Bepamevtikn Spdon.
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"Exet avagepBet 611 £vag okOA0G oL €lye VITOGTEL TVELHOVIKT] PYEN TPV Ao ddOEKa UVES, ElxE
cofapn TVELUOVIKY aloppayict LETA omd pia Evesn vOTplovyov ToAvOetikng Tevtoldvng.
XPNGLUOTOMGTE TO LE TPOGOYT GE GKOAOVGS LE IGTOPIKO TVELUOVIK®OV pHEEmV.

ZUVIGTATOL EMIGTC TPOGOYT GE TEPUTTMGELC NTUTIKNG SVGAEITOVPYIOG.

H vatplovyog moivOetixn mevroldvn £xel avTIINKTIKY dpdon.

Yuvietdtol 1) TopakoAiovonon tov apatokpitn (PVC) kot tov xpodvov enovovamtinpoong Tov
TPLYOEWDV, OTAV YPTCLLOTOLELTAL TO TPOIOV.

Amophyete TNV EVOOUVTKN £VEDT), AOY® TOL KIVOHVOL OULOTOUOTOG GTO GNUELD TNG EVESTC.

Agv TpémeL vaL YopnyouvIoL TEPLGGOTEPOL OO TPELS KUKAOL TEGGAPOV EYYVCEMV, GE TEPI0S0 dDIEKN
Unvov.

Zuviotdton To {Ho Vo TapakoAoVOEITAL Y100 CUUTTAOUOTO ATMOAELNG GILATOG KOL VO AVTIUETOTILETOL
KatdAnda. Atokoyte tn Oepameio €4v ELEUVIGTONY GUUTTOUATO AVENUEVIC OLLOPPAYIOS.

Idwitepec Tpo@LAGEEIC TOV Tpémet va Aapfdvovtol 0md To dTopo TOoL YopNYEL TO KTNVINTPLKO
oopuakeLTIKd Tpoidv oe {ha:

To cuvinpntucod, PeviuAtkr] oAkoOAT, LTOpel Vo TPOKAAEGEL OVTIOPACELS VITEPELOLGONGlog
(aAlepykéc) o evausOntomompéva dropa. Eav yvopilete 011 elote gvaustntonompévot, Oo mpénetl va
TPOCEYETE KOTA TO XEIPIGLO AVTOD TOL TPOIOVTOC. L€ MEPITTOOT TVYAING EXAPNG LE TO dEPUOL 1 TAL
pdrio, EemAvvere auécmg TV TpocPePAnuévn meployn 1e vepo.

[TAvvete To ¥€pla LeTd T YpNom

Kimon xon I'odovyia:

Epyoomprokés pedétec og kovvéha £dei&av epPpuotolikég emdpdoelc mov oyeTilovTol pe mpmToyevn
EMIOPOOT GTO UNTPIKO OPYOVIGUO, GE EXAVOLAUPOVOLEVES NUEPNTIES OOCELS, 2,5 POPEG LEYOAVTEPES OO
1 GLUVIGTMOUEVT dO0T).

H acedielo, Tov KTNvIaTpkoh QopUOKELTIKOD TPOIovTog ae £ykvo 1 OnAdlov (Mo dev €xel pueletnOei,
GUVETMG 0V GLVIGTATOL 1] ¥pNom o€ €ykva 1 OnAdlovta (da.

To kIVIOTPIKO PAPUAKEVTIKO TPOIOV dEV TPETEL VAL YPNCULOTOLEITOL KATE TOV TOKETO, AOY® TV
OVTITNKTIKAV TOV EMOPACEDV.

AMnAemidpaon pe GAAD QOPUAKEVTIKA TPOTOVTO KOl GAAEC LOPPES OAANAETIOpaGTG:

Toa MZAD, kot e101KOTEPA. 1] AGTIPIVY, OEV TPETEL VAL YPTCYLOTOLOVVTIOL GE GLUVOVOAGHO WE VOTPLOVYO
moAvOetikn mevtoldvn, KabhG UTOPEL Vo ETNPEACOVY TNV TPOCKOAANGT] TOV AILOTETAAIDV KOl VO
EVIGYDOOVV TNV AVTUTNKTIKT 0pAGT) TOV KTNVINTPIKOD QOPLUKEVTIKOV TPoidvtoc. Ta kopTikooTepoeldn|
€xovv amodelybel OTL eival avTAY®VIOTIKA 08 TOAAEG OPAGELG TNG VATPLOLYOL ToAvOetikn|g mevToldvng.
Emumléov, n ypnon avIQAEYHOVOIGV QOPUAK®OY UTOPEl Vo TpokaAEsel TpodmpT avénon g
dpaoTNPLOTNTOS TOL GKOAOL, 1) OTTOT0L UITOPEL VoL EMNPEAGEL TIG AVOAYNTIKEG KO OVOLYEVVI TUKEG
EMOPACELS TOV KTNVIATPIKOD QUPLOKEVTIKOD TPOIOVTOC.

No unv ypnoIULOTOIEITAL TAVTOYPOVA LLE GTEPOEION 1] L1 GTEPOEION AVTIQAEYLOVAOOT PAPUAKO,
GUUTEPTAAUPAVOUEV®V TNG aeTTPivie Kot TNG eavuAPoutalovng 1 evtdg 24 opdv amd o TETo10
yopnynon. Na unv ypnoiuonoleital 6€ GLVOVAGHO LE NIAPIVY KOt GAAOVE OVTITNKTIKOVG TOPEyOVTEG.

Yrepdoocoroyio:

€ YopNYNOoN TPUTAACIOG TN CLUVIGTOUEVNG 000G, £xel mapatnpndel pia Tapodikn avénon tov ypdvov
apoppayiog, diapkelag mepinov 3 émg 4 wpav. Eravoiapfavopevn nuepnoto vrepdocoroyia,
TEVTOTAGGLOL TG CUVIGTOUEVNG 000G 1] TEPIOTOTEPO, ElYE MG ATOTELEGUA TV EUPAVIoN avope&iog
K0l KATATTOONG, Ol OTTOIEG NTOV OVAGTPEYILES LET TNV O10KOTT| TOL PapUAKOoV.

Y& vmepdocoroyia, pmopet va mpokAnOel nrmatokvtTapikn PAARN Kot pic cvoyeTilopevn
dococaptdpevn avénon otnv ALT. Ot avénoeig tov aPTT kot tov TT eivan docoeoptdpevec.

Y& emavolouPavoreveg SOGEIC LEYOADTEPEC OO TEVTE POPEG TG CLUVIGTAOUEVNC dOOTG, OVTEG OL
aVENCELS UTOPEL Vo TopapEivovy Teplocdtepo Kt amd 1 gfdopdado LeTd T YopIYNON GE LYIEIG
okOAovg. Ta cvuntdpate mov oyetifovtal pe avTég TIG dtoTapayEs prnopel va mepiapupavouv
ALLOPPAYi0 GTO YOOTPEVIEPIKO COANVA, GTIG KOIAOTNTES TOV GMOUOTOG KOl EKYVUNDCELS.

e emavolopPoavopeveg SOGEIC SEKO POPEG LEYOADTEPES TG CLUVICTOUEVNG Umopel va emélbel Odvatog
MG ATOTEAEGLOL TNG YOOTPEVIEPIKNG ALLOPPAYING.

16



Xe mepinton VTEPS0GOA0YING, 01 GKOAOL Oa TPETEL VAL VOOTIAEDOVTOL KO VO, TTOPOKOAOLOOVVTAL Kot Vol
TOVG TOPEYETOL LTOGTNPIKTIKY Bepameio, OTMG KPIVETAL ATOPALITTO 0d TOV KTNVIATPO.

Kopiec acvpfatdmrec:
Abdyo EAAelyng HEAETMOV 0GLUPATOTNTOC, AVTO TO KTNVIATPIKO POPUAKEVTIKO TPOIOV deV TPEMEL VAL
OVOULYVOETOL JE GAAL KTNVIATPIKE QUPUOKEVTIKG TPOTOVTAL.

Ewwkoi mepropiouoi ypnong Ko s191kéc cuvONKee ypnong:
I"a yopnynon pévo and Krnviatpo.

7. Avem@dunra cvppavra

YKxOA0L

Zmévio AV . , .
VTIOPOOT OTO © E0T EVEC
(1 &oc 10 Lo/ 10.000 vr6 Oepameio (Ha): PAOT OTO GIHELD T EVEaTls

[ToA0 orbvia , )
Epetog
(1 Zoo / 10.000 vrd Bepameio (oo,

Katé 3 . 46
GUUTEPIAAUPAVOLEVOV TOV UELOVOUEVOV OVAPOPDV): oTdmTeon” Kot Anbapyome

[MopateTapévn evepyomoinon tov
xpévou peptkng Opoufivng (APTT) ko
0V Ypovov Opoupivng (TT)?

Anpocdiopiot cuyvoTnTo "Buetoc®, Sidppoio’, avope&inl

(0ev pmopet va ektiunBet omd o Srbécipa dedopéva) Ayoppayikég dratapoyés (0mmg
pwoppayia, ALoppayikn S1appota Kot
OLULOTAONOTO)

Tomikég ovudpdoeig (m.y. oidnua’)

"Mropei va cuuei evtog 24 opdv o évo. parvopevikd vyiég (do. H Bepancio Oa mpénet va
SLOKOTTETAL KOl VO, YOPNYELTOL GUUITOUATIKY Bgpomeio yio TNV avakoveioT tov {Mov.

2ZvuBaivel dpeco petd TV £veon). e TET010V¢ GKOAOVG, dev omarteitan yevikd wotpir| Oepamneio kot
avapp®VOLY YOpig anpdonta. Agv cuvictdton Tepottépw Bepoameia pe mTolvBetikn mevrolavn.

3 Oovopevikd fmia.

4 Aopxet £og 24 dpeg.

> Mropei vo gpueivel yio éo¢ 24 dpeg pLetd Tt xopfynon o€ vyleig skvAovg. Avtd, Told ordavia
TPOKAAEL KMVIKEG EMOPAGELS, OALAL, AOY® TNG VOOOAVTIKNG dpdiong TG vaTplovyov ToAvOetikng
mevtoldvng, 1 mOAVOTNTO ECOTEPIKNG OUOPPAYinG amd £vo VEOTAAGHLO 1] [d aryyelokn Statapayr], Oa
TPENEL VO, EEETOCTEL EAV EUPOVIGTODY CUUTTOUOTO. ZVVicTdTol To (MO Vo, Topoakoilovdeitar yia
CUUTTMOUOTO OTOAELNG OLOTOG KOL VO AVTILETOTICETOL KATAAAN QL.

® Avtd ta cuumTOpaTo, uTopel va eivor To amotéAecpa pog avtidpaocng vrepevaictnciog kot propet
VO OTOLTOVV TNV KOTAAANAN cvumtopatiky Oepaneia, copmeptiapfavopévng g xopynong
OVTUOTOUIVIKDV.

"TTopodikn

H avagopd avemBountov coppdviav etvar onpavtiky. Exitpénet t cuveyn mapakoiovdnomn tng
AGPAAELNG EVOG KTIVIOTPIKOD (POPUOKEVTIKOD TPOTOVTOC. Ol avapopES TPETEL VAL OTOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOE10C KLKAOPOPING 1] GTOV TOTIKO AVTITPOCMITO
TOV, €lTE TNV €BVIKT apprddia apyr HESH TOL EBVIKOV GUOTNUATOG aVaPOPAS. AvatpéEte emiong oTto
@OAAO 0OMYIDV ¥PNONC Y10 TO OVTIGTOLYO GTOLYEI ETIKOVOVIOG.
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Kvmpoc:

Kmvwarpikég Yanpeoieg

1417, Aevkocio, Kdmpog
http://www.moa.gov.cy/moa/vs/vs.nsf
pharmacovigilance(@vs.moa.gov.cy

8. Aocoloyia yio ka0 €id0g, TPOTOS KL 0601 YO YNONS
Yrodopia yprion.

3 mg vazprovyov moAvbetixng nevtolavng / kg copatikod Bapovg (toodvvapo pe 0,3 ml / 10kg
COUOTIKOV PAPOVC) OE TEGGEPELG EMUVUANYELS, LE LEGOIATTNUA 5-7 MUEPDV.

9. Odonyiec Yo T 6ot Lopiynon

Xopnynote aonmra povo pe vrodopa éveon. Ilpémet va ypnoyomonfet pia katdAnia
BaBuovounuévn coptyya yio vo eMITPETETOL 1| OKPPNG YOPNYNOT TOV AALTOVUEVOL OYKOV dOGTC.
Av10, givar 1010itepa GNUAVTIKO KATE TV £YXLOT WKP®V 0YK®V. [0, Tov KaBopiopud g KatdAANANG
docoioyiag, To Pépog Tov kibe {dov Ba mpénel va mpocdopiletor TPV amd T Yop1YNCT TOV
KTNVIOTPIKOD QOPUAKEVTIKOV TPOIOVTOG,.

10. Xpdvor avapoviig

Agv 1oy0et.

11. Ewkég ovvOnkeg dratipnong
Na pvrdooetal og 0éon, v onoia dev PAETOLY Kat dev mpooeyyilovv Ta ToudLd.

Na euAdcoetal To ELOAIS10 6T0 EEMTEPIKO KOVTL Y10, VO TPOGTATEVETOL A0 TO PG,

Na pun ypNCIUOTOLEITE OVTO TO KTIVINTPIKO QOPUOKEVLTIKO TPOTOV LETA amrd TNV NUepOUnVia ANENC Tov
avaypaeetol 6to PLoAidio kot 6to Kouti petd Exp.

H nuepopunvia An&ewg copmintel pe v TEAELTOIC NUEPO TOL CLUYKEKPIUEVOD UMV,

Avdgpxela {mNg LETO TO TPMTO AVOLYLLO TNG GTOLYEIMOOVS CLGKEVAGING: 84 NuUépeg

12. Ewwkég mpo@urdiers amoppryng
To papproKo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV 1) TOV OIKIUKDV AtoBANTOV.

Xp1CILOTOMGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®DV Y10 TNV OTOPPIYT| L1 XPTCILOTOOEVTOV
KTNVIOTPIKOV QUPUOKEVTIKOV TPOIOVIMV 1 GAA®V DAIKGV TOL TPOEPYOVTAL OO T1| P01 TOVG
CUUPMOVE, LLE TIG TOTIKEG ATOITNOELG KO LLE TUYXOV 1oyvovTa €Bvikd cuothpata cuAloyns. Ta pétpa
QVTA ATOCKOTOVV GTNV TPOCTAGIN TOV TEPPAALOVTOC.

Zoppovievbeite Tov kTNviaTpd 0aG 1 TOV POPLOKOTOIO GOG Yot TOV TPOTO UTOPPIYNG TOV
YPTOLOTONOEVTOV POPLAK®V.
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13. Ta&vopunon TOV KTNVICTPIKAV QUPUIKEVTIKOV TPOTIOVTMOV
Na yopryeitor poévov pe KTNVIOTPIKT GLVTOYT.

14. ApwOpoi dog10g KOKLOQOPIOG KOl GVGKEVAGIEG
A.A K. Kompov: CY00799V

Meyébn cvokevaociog: Olaridia tov 10 ml kot 20 ml.
Mmropei va, unv KuKAOQPOpPOUV OAEG Ol GLOKEVAGIEC.

15. Hpepopnvia televtaiog avade®@pnong 10V QUALOV 03NYLAV PTG

05/2025

Aentouepeic TANPOPOPIES Yo TO €V AOY® KTIVINTPIKO QUPUOKELTIKO TPoldv eivar dtabéoipeg otn Pdon
dedopévaov g EE yua o kinviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emkowvaviag

Kéitoyog g ddetag kukhopopiog:

Chanelle Pharmaceuticals Manufacturing Ltd.
Loughrea,

Co. Galway,

Ireland.

[Mopookevootc VIEVHVVOC Yo TNV OTTOOECUEVCT TV TAPTIOMV:

Chanelle Pharmaceuticals Manufacturing Ltd.,
Loughrea,

Co. Galway,

Ireland.

Kot

Labiana Life Sciences, S.A.
C/Venus,

26 — Pol. Ind. Can Parellada,
Terrassa,

08228 Barcelona,

Spain.

Tomikdc Avtirpocwnoc otnv Kovmpo:

ALTAVET EE
EAL. Beviléhov 48
16344 Hiobmon
TnA. 210 9752347

INo omoladnmote TANPOPOPia GYETIKA LE TO TOPOV KTNVIOTPIKO QPOPLOKEVTIKO TPOiOV, TApUKOAEIcOE
va omevfuvOeite GTOV TOTTIKO OVTITPOCHOTO TOL KATOYOV TNG AdEL0C KUKAOPOPING.

17. Alheg whnpo@opisg
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