MNNPUJIOKEHUE II1

ETUKET U JIUCTOBKA 3A YIIOTPEBA



A. ETUKET



HHO®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIIHATA OITIAKOBKA

Kapronena kyrus

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Zipyran TabJeTKH 3a KydeTa
Praziquantel, Pyrantel embonate, Febantel

2. CBbABbP/KAHUE HA AKTUBHUTE CYBCTAHIMU U EKCHUIIMEHTUTE

Bcesika Tabnerka chabpika:

AKTHBHM CyOCTAHLUM:

Praziquantel 50 mg
Pyrantel (kato pyrantel embonate) 50 mg
Febantel 150 mg

‘ 3. DAPMAINEBTUYHA ®OPMA

Tabnerkn.

‘ 4. PASMEP HA OITAKOBKATA

KapTonena kytus, chappkaiia 1 6auctep ot 2 TablIeTKH.
KapTonena kytus, cpappixaiia 2 6muctepa ot 2 TabJIeTKH.
KapTonena kytus, chappkaiia 1 6aucrep ot 4 TabiIeTKH.
KaproneHna kyTust, cbappikaia 3 6aucrepa oT 2 TabJIEeTKH.
Kapronena kyTusi, cbappikaia 4 6maucrepa oT 2 TabJIEeTKH.
Kapronena kytus, cpappikama 1 6muctep ot 10 Tabierky.
Kapronena kytus, cpappxaia 25 onucrepa ot 10 TabneTku.

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT Aa 6’B,Z[aT npeajraraHu Ha 1ma3sapa.

5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Kyuera.

6. TEPAIIEBTUYHU ITOKA3AHUSA

3a JIeucHHE Ha CMECCHH napa3uTHU WHBA3WHU, MPUYUHCHU OT BB3PACTHU (l)OpMI/I Ha OeCTOouM H
HEMATOOu OT CJICAHHUTC BUJOBC!:

Hemaronu:
Anxunocromu: Ancylostoma caninum, Uncinaria Stenocephala.

Acxkapuau: Toxocara canis, Toxascaris leonina.

[lecroau: Taenia spp., Dipylidium caninum.



7. METOJ 1 HAYUH HA ITPNJIOKEHHUE

[Ipeau ynorpeba mpoyeTH JTUCTOBKATA.

8. KAPEHTEH CPOK

He e mpuinoxumo.

9. CIIEIMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

[Ipeau ynorpeba mpoyeTH JTUCTOBKATA.

10. CPOK HA I'OAHOCT

l'ogen no {meceryroauna}
OTuyIeHUTEe YaCTUITH, OCTAHAJIH CJIe]] pa3jeisHe Ha TablIeTKUTe, He CE ChXPaHSIBAT, a Ce YHHUIIOKABAT
He3a0aBHO.

11. CHEINHUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

12. CHELUWAJIHU MEPKH 3A YHUIIOKABAHE HA HEU3ITOJI3BAH IMTPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KCTC OCTaTbYHUTEC MaTcpuain B  CbBOTBECTCTBUC C HN3HUCKBaHUATA Ha  MECTHOTO
3aKOHOAATCICTBO.

13. HAIAIMUCDHT “CAMO 3A BETEPUHAPHOMEJIMIIMHCKA YIIOTPEBA”
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PASITPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepHHApPHOMEMIIMHCKA yIIOTpeda.

14. HAIANUCBHT “IJA CE CBbXPAHSBA JAJIEY OT IIOTJVIEJA U HA HEJOCTBITHHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1orjicAa U Ha HCAOCTBIIHU 3a [1€1a MECTa.

15. HUME U IIOCTOSHEH AJAPEC HA IIPUTEXATEJISA HA JIMILEH3A 3A YIIOTPEBA

Laboratorios Calier, S.A.

Barceloneés, 26 (Pla del Ramassa)

Les Franqueses del Vallés, (Barcelona)
SPAIN




‘ 16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

‘ 17. TAPTHUJIEH HOMEP

[Maptuna {HOMEp}

JPYTA UHOOPMALMS

TabneTku ¢ BKyC Ha TOBEKI0 MECO.



MUHHUMYM HH®OPMALUSA, KOATO TPABBA A BbJAE U3IIMCAHA BbPXY
BJIMCTEPU WJIN JIEHTH

Bbiamncrep

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUINWHCKUA TIPOAYKT

Zipyran TabJeTKH 32 Ky4eTa
Praziquantel, Pyrantel embonate, Febantel

‘ 2. HAUMEHOBAHUE HA IPUTE/KATEJISI HA JIMIEH3A 3A YIIOTPEBA

Laboratorios Calier, S.A.

3. CPOK HA TOJHOCT

Tl'ogen no {meceryroauna}

4. ITAPTUJAEH HOMEP

[Maptuna {HOMED}

‘ 5. HAJAIIMCHT “CAMO 3A BETEPUHAPHOMEJINIINHCKA YIIOTPEBA”

Camo 3a BeTepUHAPHOMEIUIINHCKA yIOTpeoa.



B. INCTOBKA



JIMCTOBKA 3A:

Zipyran Ta0bJeTKH 3a Ky4eTra

1. HUME U IIOCTOSHEH AJIPEC HA IIPUTEXATEJISAA HA JIMILEH3A 3A YIIOTPEBA
N HA ITIPOU3BOAUTEJIA, AKO TE CA PA3JINYHU

HDI/ITC)X(aTCJ'I Ha JIMIICH34a 3a ynorpe6a U IIPOU3BOAUTEI, OTTOBOPECH 3a OCBO60)K,HaBaHe Ha Daprujaara.
Laboratorios Calier, S.A.

Barcelonés, 26 (Pla del Ramassa)

Les Franqueses del Vallés (Barcelona)

SPAIN

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Zipyran TabJeTKH 3a KydeTa
Praziquantel, Pyrantel embonate, Febantel

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIMUU U EKCIIUITUEHTUTE
Bcsika Tabnerka chabpiKa:

AKTHBHM cyOCTAHLUM:

Praziquantel 50 mg
Pyrantel (kato pyrantel embonate) 50 mg
Febantel 150 mg

JKpnrennkaBa, Kpbriia TabneTka ¢ AeTUTENTHU TMHUK. TabneTkata Moxke 1a ObJe pas/esieHa Ha
YETHPHU PaBHU YaCTH.

4. TEPAIIEBTUYHU ITOKA3AHUA

3a nedeHWe HAa CMECEHH Mapa3sHTHH WHBA3WHU, NMPUYMHEHU OT BB3pacTHU (HOPMH HA LECTOAU U
HEMAaTOAM OT CIIEITHUTE BUJOBE:

Hemaronu:
Ankunocromu: Ancylostoma caninum, Uncinaria Stenocephala.

Ackapumu: Toxocara canis, Toxascaris leonina.
[lectomu: Taenia spp., Dipylidium caninum.
5. IMPOTHUBOIIOKA3AHUA

213 HE CC U3M0JI3Ba ITPU CBPbXUYBCTBHUTCIIHOCT KbM aKTUBHUTEC Cy6CTaHHI/II/I HWIIH KbM HSIKOM OT
CKCIIMITMCHTHUTCE.

6. HEBJIATOITPUATHU PEAKIIUN

He ca uszBectHH.



AKO 3a0eIe)KUTe HIKAKBO CEPHO3HO BB3ACUCTBUE WM APYTH €PEKTH, BCICACTBUE OT yroTpebaTa Ha
to3u BMII, kouTo He ca omuMcaHd B Ta3M JIMCTOBKA, MOJS He3abaBHO Ja yBemomure Barus
BETEpUHAPEH JIeKap.

1. BUJIOBE ) KUBOTHMH, 3A KOUTO E ITPEJHA3HAYEH BMII

Kyuera.

8. JO3UPOBKA 3A BCEKHU BU/JI )KUBOTHO, METO/I 1 HAYUUH(N) HA

ITPNJIAT'AHE

C uen npuiaraHe Ha TMpaBUIIHA J103a, TEJICCHATA Maca Ha XHBOTHUTE TpsiOBa ja ObJe ompeieiicHa
BB3MOKHO Hal-TOYHO.

Camo 3a eIHOKPATHO, IEPOPATHO TPHIIOKCHUE.
Ipenopbunrtenyara q03a € 5 mg praziquantel, 5 mg pyrantel (karo embonate) u 15 mg febantel/ kg

TeJecHa Maca (CEKBUBAJICHT Ha enHa Tabnerka/10 kg TenecHa maca), B ChOTBETCTBHE ChC Cl€IHATA
TadJIMIa;

Teaecna maca (Kg) Bpoii Tabnerku
25-5 )
5-10 1
10 -15 1%
15-20 2
20 - 25 2Y2
25-30 3

TabnerkuTe ce mpuiarat ype3 MOCTaBsSHE Ha IIENU H/WITH pa3JieiieH: TabJIeTKH BbPXY 3aHaTa 4acT Ha
€3UKa, 33 IPUHYJUTEIHO [IPErIbIIaHe.
9. CBBET 3A IPABUJIHO INIPUJIOKEHUE

C men nomoOpsiBaHEe NPEIM3HOCTTa HA JO3UpaHe, TaOJCTKUTe Morar jJa ObJarT pasfelicHH Ha
YETBBPTHHH.

C uen mpuiarane Ha TIpaBIJIHA 7034, TEJIeCcHaTa Maca Ha JKMBOTHUTE TpsOBa na OBbJe ompeaeicHa
BB3MOKHO HAal-TOYHO.

[Tpu cnyyan Ha MOTBBPJICHA HHBA3Hs, MPUYMHEHA CaMO OT I[ECTOJIU WJIM CaMO OT HEMATOH, TPIOBa Jia
Ce U3I0/13Ba MOHOBAJIEHTEH IIPOAYKT, ChbPKall] CAMO LECTOLML UIU CAMO HEMATOLIUI.

10. KAPEHTEH CPOK

He e mpuioxumo.

11. CHELHAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA
[a ce cpxpaHsBa Jajied OT NOTJIea U Ha HEAOCTHITHY 3a JIela MecTa.

To3u BETCPUHAPHOMEIUITMHCKHA MMPOAYKT HE U3MCKBAa HUKAKBH CIICIUAJIHU YCJIOBUS 3a ChbXPaHCHUC.




Jla He ce HM3MOJI3BA TO3W BETCPUHAPHOMEIUIIMHCKU MPOMYKT ClIe] M3THYaHE CpPOKa Ha TOIHOCT,
MOCOYEH BbPXY KapToHa cien ['omeH m10. CpokbT Ha TOAHOCT OTrOBaps Ha IOCIEIHHUS JCH OT TO3M
Mecell.

OT4yneHUTE YaCTUIIM, OCTAHAIM CJICN Pa3/ICsIHEe Ha Ta0JNCTKUTE, HE CE ChXPaHsBaT, a CE YHUIIIOKaBaT
He3a0aBHO.

12. CHEIWUWAJIHU IPEAYNPEXIEHUA

CHCHHaﬂHH NPSAYIPESKICHUS 32 BCCKU BUJI JKMBOTHH, 32 KOUTO € npeaHazHaueH BMII.

Hapa3HTHa PE3UCTCHTHOCT KbM BCCKHU KJIAC aHTUXCIIMUHTHU CPCACTBA MOXKE Jia C€ pa3BUC CJICA YCCTO,
TMMOBTAPAIIO CC MPUIJIOKCHUC Ha aHTUXCIIMUHTHU CPCACTBA OT TO3HU KJIAC.

BBaxuTe ciy)aT KaTo MEeXIMHHU FOCTONPUEMHHUIIM U M3TOYHHK Ha TTapa3iuTHA HHBA3US 32 €IMH YeCTO
cpemas 1ecroz - Dipylidium caninum.

Moxe na HacThIIM HOBTOPHO OMNAapa3UTIBaHE C LIECTOAM, OCBEH aKO HE € MpeNnpueT KOHTPOJ Ha
MEXIMHHUTE TOCTONPUEMHHULIM, KAKTO U Ha OKOJIHATA CPEe/ia, €THOBPEMEHHO C JIECYEHUETO.

CrenpanHy Ipeana3sHy MEPKHU 3a )KUBOTHHUTE IIPU yIIOTpeOaTa Ha IIPOYKTA:

[Tpy M3TOLIEHW WM CHIHO OMapa3uTeHH YXHUBOTHH, MPOIYKTHT TpsiOBa Ja ce mpuiara camo Cief
MIPeIIeHKa MoJ3a/PUCK OT OTTOBOPHUS BETEPUHAPEH JIeKap.

KpbBou3nuBu B XpaHOCMHJIATENHAaTa cUCTeMa (Iuapusi, KbpBaBU H3MPAXKHEHHS U JOPU CMBPTHH
cllydaW), TPOBOKMPaHH OT JH3MpaHe Ha Mapa3uTHUTe, MOorar Jjaa ObJaT NPUYUHEHH OT
AHTUXEJIIMUHTHOTO JICYEHHE, B CIy4auTe Ha TEKKH IAPAa3UTHU UHBA3UU.

IlecTonHa MHBa3Ws € MaJKO BEposTHA NMpH KydeTa Ha Bb3pacT moj 6 ceamuuu. CrenoBarerHo,
JIeYeHHWEe Ha JKUBOTHH Ha BB3PACT MO 6 CEAMUIM C MPOIYKT ¢ (UKCHpaHAa KOMOWHAIHS CPEILy
[ECTON ¥ HEMATOH, He € HEOOXOIIMO.

He e m3BecTHO aKTHBHHUTE CY6CTaHLII/II/I, BKJIFOYCHHU B CbCTaBa HAa TO3U BCTCPHUHAPHOMCIMUIIMHCKU
MNpPpOAYKT, Aa MPUINHABAT CHGHI/I(I)I/I‘IHI/I He6ﬂaFOHpI/I$ITHI/I pCaKkuuun npu Mjiaau )KUBOTHHU.
be3omacHocTTa Ha BETCPUHAPHOMECAUIMHCKUA IIPOAYKT HE € JOKa3aHa IMPU KyUu€Ta Ha Bb3PacCT O[] 5
Mecena.

HemaTonnu mHBa3uu: npu Hskou kuBOTHH, Ancylostoma caninum u Toxocara canis morat na He
Ob/IaT YHUIIIO)KEHH OT JICYEHHETO, KOSTO BOJIHU JI0 PHCK OT MPOIb/DKABAII0 PAa3POCTPAHEHHE Ha SiIa
Ha MapasuTH B OKOJIHATA cpefa. [IpenopbuuTeHU ca MOCIeIBAIIN U3CIeABaHUS Ha (DeKaIUUTe, KaTo
B 3aBUCHMOCT OT PE3YJITATHTE OT TE3W M3CICABAHHS MOXE Ja CE M3BBPIIH JICYUCHUE C HEMATOLHUICH
MPOJAYKT, aKO € HeOOXOIHMO.

3a ma ce cBeAe 10 MHHUMYM DHCKBT OT IIOBTOPHO OMNapasuTSBaHE M HOBO OIApa3HTIBaHE,
EKCKPEeMEHTHTE CIie/IBa J]a ce ChOMpaT M M3XBBPJAT MPAaBWIHO B MPOIBIDKCHHUE Ha 24 yaca cief
JICYCHUETO.

CHCHI/IaHHI/I nopearnas’sHy  MCPKH 34 JidiaTta, IIpujaaraimy BCTCPHUHAPHOMCAMIIMHCKHA ITPOAYKT Ha
JKUBOTHUTE:

HpI/I cnyqaﬁﬂo IOTrJIbIIaHe, He3a0aBHO Ja €€ MOTbpPCU MCAULMUHCKU CBHBCT, KATO Ha JICKaps CC
Mpe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

HpI/I CJIy4acCH KOHTAKT, H3MUITE PBUECTC CHU T'PHUIKIIUBO.



Xopa ¢ yCTaHOBEHAa CBPBXUYBCTBUTEIHOCT KbM AaKTUBHUTE CYOCTAaHIIMM WM KBbM HIKOM OT
eKCIUITUEHTHTE, TPSOBa Ja N30ATBaT KOHTAKT C BETEPUHAPHOMEIUIIMHCKHS MPOIYKT.

W3muiite phIieTe cu ciien ynoTpeoda.

BbpeMeHHOCT M TaKTallUs:

JTaGopaTopHHTE TPOYUBAHHUS [IPH TUIBXOBE, OBIIE U KydeTa ca JOKa3aJld TepaTOreHHH eheKTH, CIe]
npuiarane Ha Bucoku mo3u febantel mo speme Ha parnna 6peMeHHOCT.

BesomacHocTTa Ha BETEpHHAPHOMETUIIMHCKHUS TIPOAYKT HE € JOKa3aHa 110 BpeMe Ha ITbpBaTa u
BTOpAaTa TPETHHA OT OPEMEHHOCTTA.

He ce npuitara mo BpeMe Ha ITbPBUTE YETHPH CEIAMHMIM OT OPEMEHHOCTTA.

Moxe na ce mpujiara 1o Bpe€Me Ha JIaKTalus.

BsanMmogelicTBre ¢ Ipyru BETEpUHAPHOMEIUIIMHCKY IIPOAYKTHA M APYTH OPMHU HA B3aMMOJIEHCTBHE:

Jla He ce mpuiIara CbBMECTHO C TUIIEPA3HHOBU ChEIUHEHUS, Thil KATO aHTUXEIMUHTHATE €()EKTH Ha
pyrantel u piperazine morar ga 6B1aT aHTAarOHUCTHYHH.

[Ina3meHnTe KOHIEHTpAIMK Ha praziquantel MoraT ga ObJaT HaMaJCHU OT CHbBMECTHOTO IMpUIIaraHe
Ha BETCPUHAPHOMEIUIIMHCKH MPOAYKTH, YBEIMYABAILM AKTUBHOCTTA Ha LUTOXpoM P-450 ensummure

(narmpumep dexamethasone u phenobarbital).

CBHBMECTHOTO M3IOJI3BAHE C APYTH XOJIWHEPTUYHH CPEICTBA MOXKE J1a JIOBEZE JI0 MMOSBA HAa TOKCHYHU
edexru.

IIpeno3upane (CUMIOTOMH, COEIIHU MEPKU, AaHTUIOTH):

Jlo3u, mpeBUIIaBaIy 3 MBTH MPEMOPHYUTSITHUTE, MOTAT J1a MPUYUHAT XPAHOCMIJIATSITHA CMYIICHHS
(moBpbIIaHE U qHAPUS).

13. CHELUAJIHU MEPKH 3A YHUIIOXABAHE HA HEH3INOJI3BAH NPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

Bcekn Hew3noi3BaH BETEPUHAPHOMEAUIIMHCKHA MPOAYKT WM OCTAaTBLM OT HEro TpsOBa aa ObaaT
YHUIIIOKEHU B CbOTBETCTBUE C U3UCKBAHMSITA HA MECTHOTO 3aKOHOJATENICTBO.

14. JATATA HA NOCJIEJHATA PEJAKIMSA HA TEKCTA

11/2020
15. AOHNBJHUTEJHA UH®OPMALIUA
Pa3Mmepu Ha onakoBkara:

Kaptonena xyrus, chabpikaiia 1 6muctep ot 2 TabieTky.
Kaptonena xyrtusi, chlrbpikaiia 2 6auctepa ot 2 TaOJIeTKH.
Kapronena xyrtus, cpabpkamia 1 6mucrep ot 4 Tabnerku.
Kapronena xytusi, cpabpkaiia 3 6auctepa ot 2 TabJIeTKH.
Kapronena xyrtus, chbpikaiia 4 6mucrepa ot 2 TabJIeTKH.
Kapronena kytusi, cbappikania 1 6mucrep ot 10 Tabnerku.
Kapronena xytus, cpabpixkaiia 25 Onucrepa ot 10 TabneTku.



He Bcuuku paszMepn Ha OmmakoBKaTa Morar Jia Ob/IaT MpeAsiaraHy Ha masapa.
Camo 3a BeTepUHApHOMETUIIMHCKA YIIOTpeoa.
TabneTku ¢ BKyC Ha TOBEKI0 MECO.

3a Bcsika MH(OpMALMsS OTHOCHO TO3W BETCPHHAPHOMEIMIIMHCKH TIPOIYKT, MOJS CBBPKETE CE C
TEPUTOPHATHHS MTPEICTABUTEN HA MIPUTEXKATENS Ha JINIIEH3a 32 yIoTpeoda:

»ACKIJIEIT - DAPMA” O0O/]
rp. Codus, x.k. Jlromun - 7, 611. 711 A, marazun 3
PemryOnmka beirapust



