NEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Sympagesic 500 mg/ml + 4 mg/ml gvéoyo didAvpa yio dGAoya, BoogLdT, Y0ipovg Kot GKOAOLS

2.  MOIOTIKH KAI IOXOTIKH XYNOEXH
Kdabe ml mepréyet:

APUoSTIKA GVOTATIKG:
Metamizole sodium monohydrate 500,0 mg
(mov wodvvopel pe 443 mg metamizole)

Hyoscine butylbromide 4,0 mg
(mov wodvvapel pe 2,76 mg hyoscine)

"Exodoyo.:
Phenol 5,0 mg

BA. tov mApn katdAoyo ekdOymV 6T0 KEPAANLO 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéotpo didivpa.
Awwyég, vrokitpivo dtdAvua.

4. KAINIKA XTOIXEIA
4.1 Eiom {oov
Aloya, fooedn], xoipot, GKOAOL

4.2 OgpamevTikég evoEi&elg mpoodropilovrag Ta €idn OOV

Aloya, fooedn], yoipot, ckOAoL: Bepameio TV GTAGUMY KAl TOV TOVOL TOV ALV LUOV TOL
oyeTiovTal L VTOKEIUEVEG DLUTOPAYEG TNG YUOTPEVIEPIKNG 000V, TOV OVPOYEVVNTIKOD GLUGTILOTOC
KOl TOV OTEKKPLTIKAOV 0pYAvVOV TG YOANG.

Aloyo, pOVO: ZTAGUMOOTKOT KOAKOL.
Booedn, yoipot, oxvAiot: Yrnootnpuwtikn Oepaneio yio o&eia didppoia Kot yuoTpevIEpiTIda.

4.3 Avtevosigelg

Na pnv ypnoiLonoieiton 6€ mepinT®On VIEPELAIGHNGIOG GTA SPAGTIKA GLOTATIKA, 1] GE KATO0 0o TO!
£€kdoyo.

No unv ypnoonoteiton 6€ mepintmon:

- YOO TPEVTEPTIKOV EAKOVG

- XPOVIWV YUOTPEVIEPIKAOV SLOTAPAYDV

- UNYOVIKNG amOPPaENG GTO YOOTPEVTEPIKO GUGTN LA
- TOPOAVTIKOD EIAE0D

- O1TOPAYDV TOV OULLOTTOMTIKOV GLGTLLOTOG

- dlatapoydv TG TENG

- VEQPIKNG OVETAPKELOG

- Tayvappovbpiog

- YAQUK®OLOTOG

- AOEVAONOTOG TOL TPOSTATT).



4.4 Ei0wég nposidomomjosls yia kag gidog Loov
Koapia.

4.5 Iowitepeg Tpo@uAGEELS KOTE TN YPion
[Swaitepec mpoouAdéeic kKotd Tn Yypnon o€ (oo

AOY® TOL KIVOHVOU aVOQUANKTIKOD GOK, T, SIOADUOTO TTOL TEPLEYOVV UETALOAT TPETEL VAL,
YOPNYOUVTUL OPYE OTAV XOPNYOUVTOL EVOOPAERIMG.

Idwitepeg Tpourd&eig mov wpémet va Aaufdvovior amd To GTOUOo TOL YyOPNYEL TO KTNVINTPLKO
QopuakeLTIKd Tpoidv oe {da

e évav oAl pikpd aptOpud atdépmv, 1 LETOUILOAN UTOPEL VO TPOKOAECEL OVAGTPEYIUT), OAAG
SuvnTIKd cofopr] OKOKKIOKVTTAP®OT Kol GAAEC avTIOpAcElg OTmS depOTIKT aAAepyia. Amatteital
TPOGOYN Y0 VO OmoPeVyOel 1 avToéveoT).

X mepinton toyaing avtoéveong, va avalntmoete apécmg tpikn fondeia kot va emdeibete atov
10TPO TO ECOKAEIGTO PUALO 0INYIDV XPNOEMG 1] TNV ETIKETA TOV POPUAKEVTIKOD TPOIOVTOG.
AToQEVYETE TNV EMOPT E TO OEPUN KOl TOL LATIOL ATOUO UE YVOGTN VIEPELOIoOnGia ot peTapilorn
N ot BovTLAOPPOIOVYO VOCKIVN TPETEL VO ATOPELYOLV TNV ETAPT LLE TO KTNVIUTPIKO PAPUUKEVTIKO
TPoioV. ATOQPEVYETE TN YPNON TOL TPOIOVTOC EGV ExETE YVWOTH vocncio 6T mupalordveg N 610
OKETVAOGOALKVAIKO 0ED.

[TAdvete TuyOV TTGIMGHOTA 0T TO HEPLLA KOt TO UATIO AUECOC.

4.6 AvemOOunteg evépyeieg (uyvotTNTO Kot coPfapoTnTa)

Y& TOAD GTAVIEG TEPIMTMOGELG, LTOPEL VO ELPAVIGTOVV OVOPVAOKTIKES OVTIOPACELS Kot Oo Tpémel va
AVTIHETOTILOVTOL CUUTTOHOTIKAL.

X MOAD GTMAVIEG TEPIMTMOELS, LITOPEL VO ELPAVIOTEL KPSy YELOKO GOK €0V 1) eVO0QAEPLa Eveo
yopnynOeil LoD ypiyopa.

>10 GAoya, umopel va mopatnpn el tepiotaciokd e TayvKapdic AdY® TG TUPUCLUTUBOAVTIKNG
dpdong g PouTLAoBP®LLOVYOV VOCKIVG.

21T0V¢ GKOAOVG, UTOPEL VO, EUPOVIGTOVV ETMOVVEG AVTIOPAGEIS GTO GNUEID TNG £veoNS OUECMG UETA
TNV €VEGT, Ol OTOIEG VITOYMPOVV YPNYOPL Kol OEV EXOVV UPVNTIKEG EMMTMOGCELS GTO AVOUEVOUEVO
OepamevTikd 6@EAOG.

H ocvyvomto tov avemBountov evepysidv kabopiletal g akorlobbmg:

- oA cuyvn (meprocdtepo omd 1 ota 10 (oo Tapovcidlovy avemBOUNTEG EVEPYEIEG KOTA TN SLUPKELN
g Oepamneiog)

- ouyvn (Teplocdtepo amd 1 addd Aryotepo amd 10 {da oto 100 vid Bepaneio Cma)

- un ovvnOeuévn (tepiocotepo amd 1 alAid Atydtepo amd 10 {da ota 1000 vd Oepaneio {ha)

- omdvia (meplocotepo amd 1 aidd Arydtepo amd 10 {da ota 10.000 vio Oepaneio {hor)

- moAb omavia (Arydtepo amod 1 ota 10.000 vrd Bepoameio (oo, cvumeptAapufavopévoy Tov
LELOVOUEVOV AVAPOPDY ).

4.7 Xpnfon katd Tnv kKOnon, T yerovyio 1 TNV ©OTOKiG

Meléteg oe {da epyaostnpiov (Kouvél, emipvg) dev Tapyoyay evOei&elc tepatoyovov dpaong. Agv
VILAPYOVV OL0OEGIUEG TANPOPOPIES GYETIKA UE T YPTON KUTA TN dLdpKELR TNG KONONG 0T
otoyxevoueva €idn {omv. Ot petaforiteg g HETOUILOANG SLOTEPVOVV TOV TAAUKOLVTIOKO QPAYLO Kol
SEICOVOVY GTO YAAL. ZVVETMDC, ALTO TO TPOTOV Ba TPEMEL va ypnouomoteital HOVO GOUP®VA UE TNV
eKTiMon 0pELOLG/KIVOVVOL amd ToV LITEVBVVO KTNVINTPO.

4.8 AlMiemopdosic pe GAio QUPRIUKEVTIKA TPOIOVTA KO GAAeS popPEic ahiniemiopaong

O1 dpaoelg g petapifoAng n/kot g fovtvAofpmpodyov vookivig uropei va evioyvbodv amd tnv
TAVTOYPOVT] YPNOT GALDY OVTIYOAVEPYIK®DY 1 OVOAYNTIKOV OVGIMV.



H tavtoypovn xpnomn enoyoyémv ToV NToTIKOV IKPOSOUATIK®OV vV (1.). Bappitovpud,
@atvvrlofovtalovn) pewwvel TV Tepiodo Nuicelog {oNg Kol g K TOLTOL TN dLapKeLn dPAoNG TG
petauloang. H tautodypovn ypnomn VELpoAnTTIK®V, 10i0¢ Tapaydywny gatvobeialivig, urtopel va
odnynoel og cofapn vrobeppio. Emmiéov, o kivduvog yaotpeviepikng apoppayiog eivor avEnpévog
KOTA TNV TAVTOYPOVT XPNOoT YAVKOKOPTIKOEW®OV. H dtovprntikn dpdon g govpocepiong e&acbevet.
H tantoypovn xopfiynon GAA@V AoV avadynTikoy avéavel Tic SpAcels kot Tig avemidunTeg
EVEPYELEG TNG METUUILOANG.

H avtyoivepyikn dpdomn g Kividivig Kot TV oVTUSTAUUIVIKGY, KOOMG Kol 01 ToYLKAPIKES OPACELS
TOV B-cupmafopunTIKOY pumopel vo evioynfoiv amd avtd TO KTNVINTPIKO QUPIOKEVTIKO TPOioV.

4.9 Aocoloyio Kol TPOTOS YOPINYNONS
"Aloya: Bpadeia evoopAEPia xpnom

Booedn: Ppadeia evoopréfia ypnom 1 evoouvikn yprion

"Ewc 600 popéc nuepnoing yia tpelg nuépeg 20-25 mg vatplodyov povotidpikng petapiloing /kg
copatikov Bapoug kat 0,16-0,2 mg fovtvroPpwpovyov vookivig/kg copatikov Bépovg dni. 4-5 ml
avd 100 kg 600 opéc nuepnoing Yo £®C TPELG NUEPEC.

Xoipot: Bpadeio eviopAEPia yprion 1 EVOOUVTKN ¥pNomn

amag éveon 20-25 mg vatplovyov povoddpikng petauloing /kg copatikot Bdpovg kot 0,16-0,2 mg
BovtvrioBpmuodyov vookiving/kg copatikod Bapovg dnA. epdmas 4-5 ml ava 100 kg.

I"a tovg yoipovg, o péyiotog 6ykog éveong gival S ml avd onueio éveong.

20Aog: evooeAEPLa (Bpadeia) 1 evdopvikn ypron,

amaé éveon 50 mg vatplovyov povoddpikng puetapuloins /kg copotikov Bapovg kot 0,4 mg
BovtvloPpmpovyov vookivng/kg cmpatikov Bapovg dnA. 0,5 ml avd 5 kg epana&. H Bgpancio pmopel
va enovaAnebsi petd amd 24 dpeg, v gival amapaitnto.

To nmodpa eloydpnong dev tpénel vo, TpunnBel TeplocdTEPO amd 25 Popéc.
4.10 Ynmepdocoroyio (COUATONATA, PETPO OVTIUETAMTIONG, OVTIOOTA), EAV Eivan amapaitnTa

Y mepintwon vrepdocoroyiag, umropohv va, mapotnenovdy Ta cuurTOUATe SNANTNPIooTg LE
atporivn (Enpotnto TV PAevvoyovov, podpiact, Tayvkapdia), Adym TG TapacLUTOOOAVTIKNG
dpdong tng fovtvAoPpwiiovyov vooskivng.

e mepintwon vrepdocoroyiag, 1 Bepancio Ba tpénet va dakomnel. To TapacVUTOOOUUNTIKA, OTOG 1
(QVCOGTLYLIVI KOL 1] VEOGTIYLLIVY], GUVIGT®VTOL MG avTidoTo, oty fovtvdofpopiovyo vookivn. Eidwkd
avtidoTo Yo N vatplovyo petauloin dev givar dabéoyo. Eropévmg, o mepintmon vrepdocoroyiog
Oa mpémel va EEKIVIIGEL CUUTTOUOTIKT Oepamneia.

4.11 Xpovog(or) avopovig

Aloya

Kpéag kot edmdpot wotoi: 15 nuépeg

Agv emitpénetan 1 ypnon o€ {®a To omoio TaPAyovV YAAL Yo avOpOTIVY KATOVAA®GT).

Na pnv ypnowonoteitan o€ €ykva {oa, to onoio mpoopilovial va Tapdyovy Yaia yio avOpdTivn
KOTOVAAWDGCT EVTOG 2 UNVOVY oo TOV TPOPAETOIEVO TOKETO.

Boogon

Kpéag kot edmopot wotoi: 18 nuépeg petd v evoopAéPia yopnynon

Kpéag kot edddyot 1otol: 28 nuépeg HETA TNV EVOOULIKT YOpNyNon

Agv emitpénetan 1| ypnon o€ {®Oa To omoio TaPAyovV YAAL Yo avOpOTIVY KATOVAA®DGT).

Na pnv ypnowonoteitan o€ €ykva {ma, to onoia mpoopiloviat va mapdyovy Yaia yio avOpdTivn
KOTOVAAWDGCT EVTOG 2 UNVOV oo TOV TPOPAETOUEVO TOKETO.



Xoipot
Kpéag kot edmdpot wotoi: 15 nuépeg

5. OGAPMAKOAOI'IKEX IAIOTHTEX

Doppokobepamentikn opado: DAPLOKO Y10 AEITOVPYIKES YUOTPEVTEPIKES dLOTAPAYES, EVOUAEIN
(Belladonna) kot mapdy@yd 6€ GLVOVAGUO UE AVOAYNTIKA, BOVTVAOCKOTOANULIVY KO OVOAYTTIKA
Kwdwdoc ATCvet: QA03DB04.

51 ®@oppokodvvopikés 1O10TNTEG

H fovtviofpwuiodyoc vookivy (Bpwuiodyoc fovtviogrorolauivy) ivar pia. EVOGCT TETAPTOTAYODS
apPOVIov TG VOOKIVIG Kot lval £Vag avVTIGTOCUOITKOS TAPAYOVTOS TOV YUAAPAOVEL TOVG AEIOVG HOEG
TOV 0PYAVOV TNG KOIALOKNG KO TNG TUEAKNG KOOt TaG. Extipdtor 6t dpa kupimg ota
EVOOTOLY®UOTIKA TOPACVUTOONTIKG YayyAlo avT®dVv TV opyavev. H vookivn avtaymviletal Tig
dpAoEIC TNG OKETVAOYOAIVIG TOV PeGOAAPOVVTOL HEGH TOV PHOVCKAPIVIKOV VTtodoyéa. Eyet eniong
KO0 OVTAY®VIGTIKT OpAGCT) GTOVG VIKOTIVIKOVG DITOJ0YEIS. AOY® T®V YNUK®OV dOUDY TNG OC
TOPAYDYO TOV TETAPTOTOYOVS CUUMOVIOD, 1| VOGKIVI] OEV UVAUEVETUL VOL EIGEPYETAL GTO KEVIPLKO
VEVPIKO GUGTNLO, CUVETMC, OEV £XEL OEVTEPEHOVGEG AVTLYOMVEPYIKEG EMOPACELG GTO KEVIPIKO VELPIKO
GUOTN LA

H perapuloin avikel oty opada Topay®@ywv mopalorlovng Kol YPTCILOTOLEITAL MG AVOAYNTIKOG,
OVTUTVPETIKOG KOl GTOGUOAVTIKOG TOPAYoVTaG. Eyel onuavtiki KeVTpik ovadynTikn Kot
OVTITUPETIKN, GAAG LOVO YOUNAT OVTIQAEYHLOVDOT Opdon (acBev avolyntikd). H petopiloin
avaoTEALEL TN 6OVOEST] TPOSTAYAUVIVAV UEG® OTOKAEIGLOD TG KuKAoo&uyevaong. H avaiyntiknm
KOl OVTUTUPETIKN OPAoT OQEIAETAL KVUPIMG OTNV AVOGTOAN TNG cVVOESNC TG TPooTayAavdivg Es.
Emumdéov, n petopilodn éxel omacpoivtikn dpdon ota 6pyava Asiov pomv. H vatplodyog petauloin
avtayoviletol mepattépo Tig SpAoelg TG Ppadvkivivig Kot TG IoTapivic.

5.2 ®appoxoxivnTika oToyEia
H fovtviofpwuiodyoc vookivy decpevetan katd 17-24% otig mpmteiveg mhdouatog. H nuiceio (on

amoPfoAng givar 2-3 dpec. H fovturoPpmpiovyog vookivr amoPailetatl kKupimg apeTaPANTN TR 00pa
(mep. 54%).

H vazpiodyoc peropuloin perafoliletor toayémc HES® VOIPOAVGNG GTOV KOPLO PUPLAKOAOYIKA EVEPYO
petafoiitn 4-pebviapvo-ovturopiv (MAA). Alhot petafolriteg (4-axetviapuvo-avtimopivy (AAA),
4-popporapvo-avturopivny (FAA) kot apvo-avtimopivn (AA)) sivol Tapovieg 6e KPOTEPES
nocotntec. H déopevon tov petafoltav oTic TpeTteiveg TAAGHOTOC £xel oG €€Ng: MAA: 56%, AA:
40%, FAA: 15%, AAA 14%. H nuicew (on arofoing g MAA eivan 6 dpec. H petapuloin
omofdAAeTal KupimG HECH TOV VEPPDOV.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katdaroyog ekddymv

Phenol
Tartaric acid (E 334)Water for injections

6.2 Kopieg aovppatoétnTeg

AOY® EAAElYNG HEAETMOV GLUUPATOTNTOC, TO TAPOV KTNVIATPIKO QUPUAKEVTIKO TPOTOV OEV TTPETEL VOl
OVOLULETYVOETOL LLE GAAD KTNVIOTPIKG QOPUAKEVTIKA TPOIOVTA.

6.3 Awdpkewo ong



Aldpketo {ONG TOV KTIVIOTPIKOL PUPHOKEVTIKOD TPOTOVTOS GUUP®VA LLE TN GUOKEVOAGIO TMOANONG:
3 ¢
Avdpxero {ong HeTd To TPOTO AvoryLa TG OTOLELDNO0VS GVGKEVACING: 28 NUEPES

6.4 Iowitepeg TpoPuAGEELS KOTE TN OVLAEN TOV TPOTIOVTOG

Metd T0 TPMOTO AVOLYLLO TNG OTOLXEUDOOVG CLCKEVAGING, LN PLAACCETE o€ Bepokpacio peyodlvtepn
v 25°C.

6.5 ®@von Kol 6HVOEST TG OTOLYELDOOVS CVCKEVUGING

Xaptvo KouTi pe YuaAvo QlaAidto keypumopi ypouatog (tomov II) ye ndua sloydpnong axo
€MoTIKO Bp@POBoVTLAIOL Kot TOLUN GAOLUVIOV.

Yvokevaocieg: 100 ml, 5 x 100 ml

Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.

6.6 E101kég TpouAGEELS ambppLYNG EVOS YPNOINOTOLN0EVTOS KTNVIATPIKOD QUPROKEVTIKOV
TPOIOVTOG 1 GALOV VAIKAV TOV TPOEPYOVTUL O.TO T1] YPIGT TOL TPOIOVTOGS, UV VITAPYOVY

Ka0e pn ypnoiponombév kviatpikd QaprakeLTIKO TPoidy 1 Un xPNOHoTon0EvTa VTOAEIUIOTE TOV
TPETEL VO, OTOPPITTOVTOL GOUPDVO. UE TIG IGYVOVCESG EOVIKEG QAT OELS.

7. KATOXOZX AAEIAYX KYKAO®OPIAZ

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OAMovdia

8. APIOMOXZ(OI) AAEJIAYX KYKAO®OPIAX

9. HMEPOMHNIA ITPQTHX EI'KPIZHX/ANANEQXHY THX AAEIAX
18/4/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

10/2024

AIIATOPEYXH IIQAHXHYX, AIAGEXHX KAI/H XPHXHX

Agv 1oyvet.



