AO2OAOTTA

= e Lwpatiko fdpog | ‘Oykog 86ang

Tou okUAou (kg) (ml)

5 0,25
10 0,50
15 0,75
20 1,00
25 1,25
30 1,50
35 1,75
40 2,00
45 2,25
METATHN ANAXZYXTAZH 50 2,50
SYMOQONA ME TIX OAHTIEX 55 2,75
60 3,00

H ouokevaoia mepiéxel 1 @lalidio pe okovn + 1 @laAidio pe S1aAUTH + Tpocappoyéa 65 3.25

Cbitaria's

po&idektivn 3,4 m‘g/ml

TIEPIAHYH TON XAPAKTHPISTIKON TOY NPOTONTOX 1. ONOMASIA TOY KTHNIATPIKOY OAPMAKEYTIKOY MPOTONTOE AFILARIA SR 3,4 mg/ml aKov kot SIahUne yia evéaio evaapnia ya okéhou. 2. MOIOTIKH KA MOEOTIKH SYNGESH it ypadpto okovnc (1kpoogaipidia) mepiéyet: Apaoiko ouotariks: Moxidectin 100 mg. ExBoya, gs. Kade ml Siahum mepiéyet ExSoya: Methyl parahydroxybenzoate (E218) 1,89 mg - Propyl parahydroxybenzoate 0,22 mg. Kige ml tou avaouaragévrog

EvaLPHRaTOC MEpIéyeL: ApaoTIKG GuoTaTIKs: Moxidectin 3.4 o, ExSoya: Methyl parahydrorybenzoate (E218) 1,82 mg - Propyl parahycrorybenzoate 021 mo. Bl Tov mvion Kettd)oyo exboywv oto egakato 6.1. 3, OAPMAKOTEXNIKH MOPOH 3Kkovn Kal S1a)iTng yi evéai £UK G WY KiTpIV eheiBepnc poric. AGAUTIC: SlauyES e ENIPPUIC aBlagavE, GYpwHO L WP KiTpvo BIGNUA. EVOLGPNIG LETE Ao aVaUoTaOI: OHOYEVES Evalidpnua
Ywpic ouoowpatwpata. 4. KAINIKA STOIXEIA 4.1 Eibn {awv IkGhot. 4.2 Opaneutiké evoeiéeic mpoodiopilovra Ta eidn {iwv Ma v mpdhnyn e Sipogitapiwanc (L; Kat L, mpovbugec T Dirofilaria immittis). Tia v mpéAnyn Twv epparikiyv alhotoewv kai e Seppariridag Tou npoxu)\snm ané t Dirofilaria repens (mpovipgec Ly). Tia T Bepaneia mapaciioewv ané mpovopiged f EVANKEC HopgEq Twy aninum ka1 Uncinaria TIou lval tapovTa Katd Ty Siapkela
™ Bepaneiac. Otav xopnyeital vidg 1 priva and v évapén g SpactnpidTnTag Tou zvéxuuwou Eeviotr) (kouvoumia), To mpoidv £l zmézl(el ouvey unors%zauumomm via o\ 6mpma G Enoxic pe Kivduvo pohuvang and T Sipogilapiwan mou mpokakeitar ané T D. immittis kai TIC SeppaTIKES. aMcluasAc ané T D. repens oty Eupaimn. AvtioToin pakpoypdvia 6puan KOTa Twv napuauwv Ancy/osromum caninum ka1 Uncinaria stenocephala Sev éyer anoeiyBei. 4.3 Avrevseieic Na
LY YonaloTotefra o€ oKiAous MK HkpoTEpnG T 12 eBBojudbuv. Na v yopnyeral evboghéBia. Nal v ital o€ mepimwon DOOTIKO GUOTATIKS ) OE KATOLO ANG 10 £Boya. 44 1BKEC TpoEIBOTOIOEL yta Kie (60 (izou Mpénelva AaBAVETal EPILVA VLA TIY GTOGUY T TAPAKATLY XEPIGGN, Of OMoiol QUEAVOUY Tov Kivd Kal mopei vo oByrigouy o€ avanoteNeajiamic Bepaneia. - Stitepa ougyr
xat Xpron QUBERVBIKLY TROIGVTGY T 1A KATYOpIaG YA MAPATETAHEVO YpovKd 5mampm Yopriynon pikpoepnG ané v Kavoler] 8601, oroia amope va oeiherat o AavBagpévn ekTijinan ToU oKD BapoUG Twy Ly, 0¢ Euwu)\uzvn xopiynon IpoIGVTOc f o€ £un pUBIoN Tic ouorKeuIc YopAYnONG (£9Gaov xpnatporoieital. Kania nepmmlm inomayia o TIpETEIVa BIEpEVVOVTaI TEpaITépw
XpnotomolvTac Tic KatAAnAeC Texvikec. Egéoov opadagkat pe oo Bp 4.5 51aitepeg Kkatd T xprion I8iaitepeg Katd T yprjon o€ {a To mpoiév mpémet va yopnyeftat povo o€ s)\zvuzvouc akbhoug,
Mpw ané v évapgn e "DO‘OU)\GK“KHC aywyic HETO TIpOiGV, o1 IJONIUMEVOI OKVM Tpémelva UTIOKEIVTal O€ aywyn yia va 0 | WANKEG Kat d O GYUVEC QUTEC TIpEMEL vt TVWVMWDV'OIDUVW‘ uno mv euBovn ) . I61aitepec ageig mou Tat and to  GTOpO IO XopNye( To PAPUAKEUTIKO Tipoiov o (waH uo{wémlvn Kal Ol E0TEPEC Hriopeiva £ al kzplezc CIVﬂ5pCIUEIC Amuu "3 wwc’m
unepeuaiofioia ot po€iSextiv f o€ kimoto ano Ta éxdoya BanpéneLva M €nagii e 1o 6 mpoibv. AToQUYETE T Enagi e 10 82pya  Touc ogBahpotc. MNOvere Kaka ta xépia et amd  yprion, T nepimtoon m)(muc €n109ric 70 8épa, EEmhOVeTE aéotuc i amouvLKal vepo. EQu To ipoiov £pBel Tuyala O Enag e Ta dta, B mpénet va Eemh(vete kakd e agBovo vépo. Na Sivre mpodoy ia va AMOQOYETE Tuyov QUToévean, STy mepiTwan Tuyaiog
autoévean Uiote épeoa anpik) ouBouk ar GEte 0 (3N 0BGV 1Y ETKETa OToV . OBIYIE TOG TV T GE TEpITTLOT TUYaIaC QUTORVEDNC: YOPTYOTe aywyh 4 O EVEDYEIEC (0UXVOTTa Kot GOBapOTIT. E OTIAVIEG EPITIOEIG TOpei va ipoxhnge Gyo¢ GUVToLG BdpKEIG 0T0 oneio TG éyyuan i Ehagpuc mml o avribpaon (516yxuwon) ia 2-3 eBBopibec. KokKiupaTE ANOIOEIC CUVBLIC GO TEYEYAEVEC K ikpidy
Slaotdoewy wamou aywyf o 8oon. H kard P WG (ETPIA. LE OTIAVIEC TEQITTIOE a TOTIKEC AVTIBPAOEIC (my. 010 GO, OTOUG B oTandia, oTouc 6pxec, 0Ta Aépapa, ota Keikn) v o Kvibwon, kvopGG ) avaguhagia. Enaviwg avapépBnkav Sidppoia, égitol, napodik atatia, TPOHOC A MiBdpyoc. To
TIpOidV xet cmoéslxeel oA dogahéc yia zw&n nou elval evaioBTa oTic AﬁipMEKﬂVEC Kal o€ lwu TIKG 0T 81 iwon. Hougvotnia T 180 evepyetiv KaBopiletat w axohovBu: - mohy ouyvy 1 ota 10 {ux épyeleC kata T Sidpkela ¢ Depaneiad); - ouyvr Mu 0 6 10 {wa oa 100 un Bepe Zu)ai un and 1 aMa 10 {a ot 1000 urtd
Bepaneia (a); 10 {6 07 10.000 U Bep  ondvia (Wyétepo ané 1 ota paneia (). 4.7 Xprion kana v Kinan, T yahouyaf v wotokia H aagdheta e evéatying po{lézmvnc EXEI arobetyBei oe éyKuec oK 4, ipoivra Kot Mg uup(ps( i H6pdon Twv aywvioT 6™ pogibextivn, 49 Aogohoyia kat éroc yopriynanc Nayopryeiral
mméopla ot Socohoyia 0,17 mg uc{|6£mvn/kg . eganat, mou luu&uvupel 1005 mifkg aa Iou Ao A & an6 avaototaon, fia xiouc TKIac pera) 12 eBGopauy kat vy, CuvoTdnarva Yopryeite Ty mhon 6000 nociovroc haya oy 6 Bdpoc kata m oy TG aywyiic. Nopny Kavete unzpéoco)\nyncn EKTIVTaC T0 TeNKG Bapog Tou {ou. Adye) T Taxeiag HETaBohfG Tob GujaTiKo BApous, Tou
avapévetal oe Kuvapia nhikiag 12 eopaduwy, mBavov va anarteitat pia Xopriynan yia mjpn To TIpoidv mpénet va xopnvzrm\ pe Baon v ektinon tou Kv8Gvou amo Tov unebBuvo KTviatpo. To mpoypapa aywyc Bampénelva Bamlml € Slayvwon ano KTnviatpo Kal o€ TomkG zm&nulo)\ovlm Bzéopevu 0 mapakéw Tivakag Hriopel va xpnmuonmnea WG odNyog yila Ty quan Sogohoynon:
Tia oKihoug v Twv 65 kg, yopnyelote 0,25 mL avd 5 kg 0. ia oKuhoug v Twv 65 kg, xopnyeloTe 0,25 mi avd 5 kg o3 EQv To mpoidv xopnyetrat wg avrikaaataon AMou oKeudopatos unviaiag mipdhnyc, n 860n mpémet va YopnynBei evioG evos unuéc ané Ty Teheuraia yopriynan. OBNyieG Yia TV TpoETotuaoia Kal T yopriynan Tou mpoidvioG: 1. AvappogTe T
TIEPIEXOHEVO amd To PlaNiio Tou SlakuTn. M e Ao Siahum. 2. apya 6ho 1o uypd 070 plaNiBio e TN ok6vn Tou MEpIEXEL Ta lava T Sladikasia PETapopdc MPOTEIVETAI Va XPNOIHOMOIE(TE Tov TIpOCApHOYEQ TOU TEPIEXETa 0TN GUOKELN. O MepIypAgETal aTic odnyieg xpriong o
TIPOOAPHOYEQC UMOpEL va apapeivel 0To «pm\élc JE 10 £7010 Evaidpnua Kal emiong va xpncluonomeﬂ O EMGJEVEC avappogiioeic yia yopriynon. 3. Metd ané Ty npooenxn Tou ypod yia 0 070 plakidio HETa avakiveioTe kaha womou Oa Ta pikpoogatpidia va SiahuBolv. 4. AAOTE To evaiwpnpa yia 10 Aemta f péxpt va dlakubouv ot
VEYANeC QuoaNiBe, 5. Metagépete Ty katMinn 5601 o€ aUpiyya Kal XopnyATTE T 0T0 (W0 T0 GUVTOLGTENO Buvatbv. Ze MEpIMTON HeYaNG AvapoVc HépL TV XOprYNan, TO TPOidv TOpEl val BiaywpIOTeL. ZTIC MEPUTTIOEI QUTEC TIpOTEIVETA va TEPIOTPEQETE T aUpiyya anahd yia va avakAETe o npoidv. 6. Mpw and kabe aywy, o giakidio nou nepiéet 1o €towio
£vapnua Ba mpémel va avakivefta oTe va yivet ek véou Siahuon Twv 7.Na ite Mata GUpIYYEC KITGMIANG BaHETpOU Kal prkou ﬂva)\oyu i€ 10 péyeBog Tou {Gov. I'Ipomvouus 0 yprion atpiyyat 206 yia (i mou éyow Bapog My 6 20 kg ka 186 yia {a peyahd dpouc. 8. Ocov agopd v nuepopnvia MEnG,
1 0,05 35 175 YPAYTE TV nuEpOpNVia TG avaouoTaonc Tou mpoidvIog aTov kATiMno yipo 0To kouT Kat oTNV TikETa. H giéAn e To EToio evaibpnua uropei va TpurBei éwg 34 gopéc. 4.10 pétpa avtiboral, edv elval anapaitta Yt n)\mvdmm v (uuuv Tiou xopnyfnKke aywyr e Sogodoyiat ion A peyahitepn Twv 0,5 markg 6.
(tpm\dota ané auty) G5e1c aMNoIGOE( e fmia aoBapdTna. 411 Xpovoc(ol) avapovc Aev egappoleral, 5. OAPMAKOOTKES JAIOTHTES A o il paiovta, Eviop Kal anwBiuikd, E Aaktove, Kwikoc ATCvet : QPS4ABO2.
5 025 40 200 5.1 Oappakoduvapikég 1510TTEC H po&idexTiv ival MapacttokTovo ouaia SpacTiki KaTd evog Eupéog PAopaTog svéonapuomuv Kal wnapacitwy ka ival Seitepng yeviag | Aaktévn e OIKOVEVEI!J( wv v, 0 xupnoc TPO"D( Spdong e &ival n a€non TnG dlanepaTéTTag TG KUTTAPIKG usquuvnc ylata 6via x)\wplou OTIC JETAOUVATTIKEG
: : GUVBEGEIC Kat 1 pOkANa i avaoTpéng maanc. Aurd mpokae xahapr napdhuan kan ki To Bévaro tou Tapavitou nou extiBerar o SpaoTir ouoia. Aev umdpgouv GhMa aToieia Ot HoEIBEKTiVY et KMot BlagopETK] Spdan oTa dpyava T Toug aTouC v BaOTKGY. H oEGeKTiv o€ 560 0,17 mg avet kg GwpaTK) BipouC, e anOTEAEgpaTIK ot
10 050 2 225 npo)\nwn e nohvvong un TipovOUEC T D. immittis. Kavéva ua ev éxel { katd Twv evnhikwy napacitwv étav yiveral opriynon ot ouvioT@pevn 860, H poéidextivn elvau enong SpacTikn évavtt kdmolwy yaoTpeviepikiv vnpatwdiv mapacitwy ou aveupiokovtal oTo GKUAO. 5.2 DappaKokIVTIKG oToiela H pogiexivn eival
"’ . M Katahoma i Kupiwg 070 Niog o€ aUykpion e aMovc 10700G, YOTEpa aMd TN 0prynon Tou mpoioviog, o&idexrivn QroppopdTal amé o onueio Tou éow e uEpoEuvanc H uEpaEuchn TIOTEVETAN TG, )\uuﬁuvz\ ¥Wpa oo fiap. H povadikr onpavTiki 086¢
anékplong elvat péow Twy Kompdvwv. MpooBiopioTnkav ot Tipég e qustmanQ 070 aija okGAou Uotepa and T xopriynan Tou mpoiévro, Ta enineda Ho&dextivne oTov 0pd aijuatoc eivat i) H péyotr a 0 npépeg petd and T Bepaneia. H péyiom Tiu 4,13 ng/ml petwvétav Slapkdc ot Siapkeia TG PeNETne (180 nuépec).
15 075 50 250 H tedeutaia népa aviyveuanc peTprotiwv firav 0 1650 5.3 MepiBaMhovikéc 16i6TTEG H po€idextivn mnooi Ta Kprripia yia Tic (akpuwc) avBexTikéc, Bloouaoupedotpec kat Togike (ABT) ouaiec, 6. OAPMAKEYTIKA STOIXEIA 6.1 Kumxcvoc £KBoywv TKovn (Hikpoopaipidia): Cholesterol - Carnauba wax (E903) - Hydrogenated palm il - Glyceryl trstearate.
Aiahgtng: Methyl 1E218] Propyl Sodium chloride - 2910 (E464) - Hydrochloric acid, dilute (yia puBiuion Tou pH) - Water for injections. 6.2 Kiptec aoupBatotntec Adyw ENNeInG HENET@V 0UPBATOTNTO, TO IAP6Y KTVIATPIKO QaPUAKEUTIKS Tpoidy Sev mpénet va yvietar pe Ghha kTviatpika
20 1,00 55 275 mpoiévta. 6.3 Aidpkeia (wnc Midpkeia {wrG TOU KTVIATPIKOU (PAPHAKEUTIKOU TIPOIGVTOG 0UpuVa e TN oUoKEvaoia ﬂu)\nanc 3 xpovia. Aidpkera {wrC petd Ty Qvao(oTaon GUHQWVA e TIC obnyiec: 3 privec. 6.4 I81aitepec MpoQUAGEEIC katd T wukuin Tou Tpoi6vToc My Katayixete. (DUNAOOETE OTOV apYIKO TIEPIEKTN Yidl Va TO TIPOOTATEVETE ano T0 gwe. Metd amd Ty
avaojotaon Quhdoaete o€ Yuyelo (2°C - 8°C). 6.5 Guon kat obvBeon ¢ Toixewdous auokeuasiac Mipoagatpibla: xpwHo yuaho giakidio 20 mi Type Il mou mepiéyel 592 mg pikpoopapIBiwv (1008uvae e 59,2 mg po&detivn), 6epayopEvo pe ehaoTikb M hwpoBoutuliou type | kat kandkt akoupiou. AlhiTng; dxpwpo yudhvo giaAidio 20 mi Type Il mou
2 125 60 300 nepiéxet 17 ml 61aA0T, 0@payIoHEVO e ehaoTikG My YwpoBoutuhiou Type | K(ll Knnukl ahoupviou. Xaptvo kouri e 1 q;mmam uE ckovr] 1 guahidlo e diakum kar 1 a xat 66 EdikéC anéppuyng evée mpoivroc i ANy UkiKG Tou poépyovtal amé T xprion
‘Tou poi6vTog, av umdpyouv Kabe un iV 1) U GUPWVA e TIG l0XUOUTEG EBVIKEC amartroeIC. To ipoidv Sev npénsn va e10EpxETal aTov uSPoYOPo opilovta KB auté evbéxetal va eivar emkivEuvo yia Toug tyBeic kat dAoug uSp6Pioug opyaviapols. 7. KATOXOL
30 1,50 65 325 AAEIAZ KYKAODOPIAZ. FATRO S pA.Via Emilia, 285 Ozzano Emnha (Bologna), Italy. 8 APIOMOZ[OIJ AAEIAT KYKAOOOPIAZ: '\52030/05 WZ 2019 9. HMEPOMHNIA MIPOTHS ETKPISHE/ANANESHE THE AAEIAT Huepopnvia g éykplong. . 10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY 09/2019. ANATOPEYZH MOAHEHE, AIAGEZHE KAI/H XPHZHZ Antokheiotika yia

KTVIaTpIKr] Xprian. XopnyEirat Hovo i KTnviatpikr] owvray.

KTHNIATPIKA KAl ZQOTEXNIKA NPOIONTA

FATRO HELLAS M.ETE - 20 xiM/1po MAIANIAZ-XTTATQN, 190 02, MAIANIA ATTIKHE
FATRO HELLAS 50 THA: +30 210 6644331 - FAX: +30 2106644334 - www.fatro-hellas.gr - E-mail: fatro@fatro-hellas.gr
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To Afilaria® SR ta mpootatevel

FATRO HELLAS sri



H mpwTtoTLTN TEXVOAOY(a N UEBOOOC
Likpoogalploiwy tou Afilaria® SR QvVaAoLOTAONG TOU

(]
Y10 evéolpo evaiwpnua tou Afilaria® SR, n pofidektivn iepiéxetal oc pikpoo@aipidia amoé Aumidia Aﬁ Ia rla ® S R
(PUOIKNC TIPOEAEUONC TIOU ETITPEMOLY TNV ECAIPETIKT amoBrikeuon TN OPACTIKAC ousiac.

€UKOAN armoBr\kevon
tou Afilaria® SR

Metd and to mpwTo Avolyua

KAl TNV TTpWTnN XPrjon, To
To mepiBAnua XoANOTEPOANG EMITEEMEL TNV OTABEEN Kal OpOIOYEVr| amodéopeuon Ho&IdeKTivg Kal

QIOAIBIO e TO evalwpnua
NV UPNA TNG avekTikoTnTa'. Ma TV €UKOAN KAl AMOTEAEGHATIKA

urmopel va amoBnkeutel 0tn

avacvotaon tou Afilaria® SR pmopei

H 8pacTikr ouoia KaTavépETal OHOIOHOPPA EVIOE TwV HIKpoopalptSiwy. H Texvoloyia mapaywyrq ouokevaoia Afilaria® SR,

NG Ho&IdekTivng, N eI8IK QAPUAKOTEXVIKY LOP®H TNG Kal N E€QiPETN OLYYEVEIA TNG e TO Amwdn
l0TO, ETMTPEMOLY TNV OTASIAKT KAl TAPATETAUEVN ATodETHEUON YIa OAOKANPEN TV TTERI0&0 KIvOUVOoU
uoAuvong e SIpo@INGPIEC. ouokevaoia. Xapn 0To EPUNTIKO TOU

va xpnaomonGElC ERAEIRES N O7oIa TO TTPOOTATEVEL KAl

‘,‘mﬁ:\@

TTIPOCAPUOYEQG TTOU TIEPIEXETAL OTN SIEUKOAOVEL TN

To Afilaria® SR €ival xprjon Tovu.

EVEOIUO EValPNUA PE Otpehétegmou Sie€rxbnoav yia tnv éykpion tou Afilaria® SR amodeikviouy OTI N aywyr e To TPoIoV
yivetal Kahd avekTr) anod Tov opyaviopd Tou OKUAOU amd T OTIyWr| TNS Xoprynong te.

oQPAYIoUa, To oroio Slatnpel To TPoIdY

QTTOOTEIPWUEVO?,
Baon tn podidekTivn, O TIPOCAPHOYEQG ETTITPETTEL

el ALY MeTd amé tn xopriynon, N Amoein Mo&idextivn katavéueTal apyd kat otadlakd amd ta Jikpoopalpidia TIOMOATTAEG QVAPPOPIOELG

Tapaywyo TG VNUAdEKTIVIG TIPOC TOUC 10TOUC. H §paoTIKr| ousia ameAeuBePWVETAL OE CUYKEVTPWON ETIARK YA VA €yyunBel Tov TOU eVAIWPAHATOC HE
TIOU QVAKEL OTNV OIKOYEVEID TWV UAUTTEUUKIVOV. ENeYX0 TNG AVATTTUENG TTEOVUPWV (Ls Kat Ly) TnG Dirofilariaimmitis yia ohdkAnen tnv mepiodo kivduvou
HoAuvVoNG, kaBwg Kal yia Tov éAeyxo e Dirofilaria repens Kal Ta TPOVUUIKA Kal VAMKA 0TESIa TwV
Ancylostoema caninum kat Uncinaria stenocephala.

LEYAAN EVUKOAIQ.

O unxaviopuoc dpdong tou Afilaria® SR cuviotatal

Ae:r& 10 Bivteo

OTNV €KAEKTIKT) oLVOEON HE TOUC SIAUAOUC IOVTWV "06nyiec Avaosataonc”

XAWPIOUL TWV VEUPIKWY KUTTAPWVY TWV A0TIOVOUAWV.

W
%Mp EaAmncyu EvEaO

?51%,/ i

“h{;sé(wm e 59.2m9

O1 emakoAovBeC peTaBolég otny SlamepatdTNTA TNG
HEUBpavng eméGyouv TNV mapdAuon kat To BAvato Tou
mapaoitou.

H aUptyya pe Bidwto akpo /4
QIMAOTIOLEL TNV LETAPOPE TOU

H po&iGektivn, akdua Kal Og eVESIUN UOP®H, EXEL ELPU

PAOUA AOPANEIAG YIA TIC PUAEC OKUAWV [IE LETANAEN : 7 BIBAIOTPAOIA N S10M\GT yia TV eTolacia
, g . ; Y il - X o B N 1) Texvikrj av@Aucn oTo pAakeAo EyKplong Tou TPOIGVTOG .
OTO YO\/I(SIO MDR1. . \ | Lt L L - o \ L i oy 2) Teyvikr] avdAuon oto pAkeNo EyKplong Tou TPOIoVToG i Clpnuaroc.

Patent ITUB20153652



