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EL/CY OYANO OAHFIQN XPHEHE:

Caniphedrin® 20 mg 8iokia yia ckUAoug

1. ONOMA KAI AIEYOYNZIH TOY KATOXOY THX AAEI-
AX KYKANODOPIAXZ KAI TOY KATOXOY THX AAEIAX
MAPAZIKEYHZ NOY EINAI YIIEYOYNOZ A THN AMNO-
AEZMEYXH MAPTIAQN, EQOOXZON EINAI AIAQOPETI-
KOl

Kdatoxog tng ddeiac KUKAO®OPIaE Kal TAPAOKEVAOTAG UTTEV-
Buvoc yla tnv amodéopguon Twv mapTidwv:

VetViva Richter GmbH, Durisolstrasse 14,4600 Wels, Auotpia

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY
NMPOIONTOX

Caniphedrin® 20 mg Siokia yla okUAoUG

Epedpivn udpoxAwpikn

3. ZYNOEXH ZE APAXTIKH(EZ) OYZIA(EZ) KAI AAAA
ZYZITATIKA
Kd&Be Siokio mepléxet:

ApaCTIKO CUGTATIKO:
Ephedrine hydrochloride
(loodvvapn pe 16,4 mg Ephedrine)

20 mg

Neukd Siokia pe duo SlacTavpoUpeveg eykomég. Ta diokia
umopoUv va Staipebouv o€ 2 1 4 ioa TuRpaTa.

4.ENAEIZH(EIY)

Oepameia TNG AKPATEIAG OUPWV TIOU OPEINETAL O AVe-
TIAPKELD TOU UNXAVIOPOU TOU oupnBpIkol OQLyKTApa O
ONnAuKA OKUALA TTOU €XOUV UTTOOTEl WOBNKUCTEPEKTOUN.

5. ANTENAEIZEIX

Na pnv xpnotdormoleital o€ OKUMA HE Kapdlayyelakn
véoo (dnA. puokapdiomddela, Taxvappubuia, uméptaon),
untePOUPEOEISIoNO, cakXapwdn Sapntn, pewpévn ve-
@PIKA AelToupyia 1) YAaUKwUA.

Na pnv XpnolpoTolEiTal TAUTOXPOVA HUE ANOYOVWUEVES
VAPKWTIKEG OUOIEG, OMWG ahoBdavio i pebofuproupdvio
(BA. mapdypago 12).

Na pnv xpnotpgomolgital o€ mepinTwon umepevalobnaoiag
070 5pAOTIKG CUCTATIKO 1} OE KATTOL0 aTTo Ta €KS0XA.

6. ANEMIOYMHTEZ ENEPTEIEX

S& OMAVIEG TTEPIMTWOELG €Xouv TapatnEndei avgnuévn
ouxvOTNTA TAAPWY, KOIAlakh appuBuia kat Siéyepon Tou
KEVTPIKOU VEUPIKOU CUCTAMATOG. AUTA TA CUPTTTWHATA
UTTOXWPOUV TIARPWG LETA TN HEiwon TNG §dong 1 Tov Tep-
HaTIONO TNG Bepareiag.

AOYW TWV QAPUAKOAOYIKWV I810TATWV TNG edpivng, ot
aKONOUBEG EMOPATEIG UTTOPE( VO EUPAVIOTOUV UE TN OU-
VIOTWUEVN BepamevuTiki Soon:

- Kapdiayyelakég emdpdoelg (dmwe Taxukapdia, KOATTIKNA
Happapuyr, Siéyepon tng kapdiakng Spactnpldtntag
KOl AYYEIOOUOTOAN).

- Aléyepon Tou KeVTPLKOU VEUPIKOU CUCTAMATOG (N omroia
odnyei og abmvia, diéyepon, dyxog Kat puikd TpoHo).

- Mubpiaon

- BpoyxodiaoTtoAr) kat peiwon TG ameAeuBépwong
BAévvng otoug BAevvoydvoug TOU aVaTTVEUGTIKOU.

- Meiwon NG KIvNTIKOTNTAG KAl TOU TOVOU TOU EVTEPIKOU
TOIWUATOG,.
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H ouxvotnTta Twv avemBuunTwy evepyelwv Kabopiletal
W¢ aKoAoVOBwWC:

- TTOAU ouyvh (meploootepo and 1 ota 10 {wa mapouot-
&louv avemBuuNTEG EVEPYELEG KATA TN SlApPKELD TNG Oe-
pareiac)

ouxvn (meptocdtepo amd 1 aAld Aiydtepo anmd 10 {wa
ota 100 umo Beparneia {wa)

un ouvvnBiopévn (meploooTepo amo 1
a6 10 {wa ota 1000 und Beparneia {wa)
omnavia (meplocdtepo anmd T alNd Atydtepo amo 10 {wa
ota 10.000 umné Beparneia {wa)

oAU omavia (Miydtepo and 1 ota 10.000 umo Bepaneia
{wa).

aAAd Aiydtepo

Eav mapatnprioete omoladnmote avembuuntn evépyela,
aKopa Kal av 8ev ava@épeTal 0To €0WKAEIOTO OUANO
O8nywwv Xprnong 1 ap@IBAANETE yla TNV AMMOTEAECHATI-
KOTNTA TOU QAPUAKOU, TTAPAKANEICOE VA EVNUEPWOETE
OXETIKWG TOV KTNVIATpd 00G.

7.EIAOXZ(H) ZQOY(QN)
TKUMOL

8.AOZONOrIA TIA KAOE EIAOZ, TPOMOX KAI OAO-
% (Ol) XOPHIHZHX

la ané Tou otéPATOG XPNHON.

Ta Siokia pmopouv va Siaipebolv o€ 2 1 4 ioa TuRaTa yia
va Slac@aloTei n xopriynon Tng akpiBoug déong.

H ouviotwpevn 6oon évapéng gival 2 mg uSPoXAWPIKNAG
epedpivng (mou avtiotololv o€ 1,64 mg epedpivng)
avd kg owpatikou Bapoug (XB), n omoia 1ooduvapei pe
1 Siokio avd 10 kg 2B nuepnoiwg katd tn Sidpkela Twv
mpwTtwv 10 nuepWV Bepaneiag. H nuepriola déon pmopei
va Staipedei. Apou emitevxBei To emMOLUNTO amoTéAeopa,
n 66on pmopei va peiwdei oto piod i Aiydtepo. Me Bdon
v mapatnpoupevn enidpaon kat AapBdavovtag umdyn
TNV EUPAVION AVETIOUUNTWY EVEPYELWY, N UEUOVWHEVN
doon Ba mpénel va mpooapuoleTal yia TNV eVPECH TNG
XOuNASTEPNG amoTeAeopatikig d6ong. H xapnAotepn
amoteleopatikn déon Ba mpémel va Satnpeital yia n
HakpormpoBeoun Beparmeia. Y€ mepiMTwon UTOTPOTIAG, N
860n Ba mpémnel va av€avetal Eavd ota 2 mg udpoxAwpl-
KNG €pedpivng ava kg ZB. ApouU SiamotwOei n amotele-
opatikr 86on, ot okUAot Ba mpémel va e§akolouBricouv
va mapakoAouBouvTal avd TakTd Xpovikd dlaoTripaTta.
AuTh n meplekTikOTNTA S1oKiou dev gival kKataAANAn yla
okUAoug mou Cuyiouv Miydtepo and 2,5 kg (cuviotwpevn
Sd6on évapéng 2 mg/kg).

9. OAHIIEZTIA TH ZQXTH XOPHIHZH

Ta Siokia pmopouv va Siaipebolv o€ 2 ) 4 ioa TpuRpaTa yia
va S1ao0@alioTei n xopriynon tne akpiBoug déong.

Ol £€YKUEG YUVQiKEG TTPETTEL VA pOPOUV YAVTIA.

10. XPONOZ ANAMONHZ
Agv epapuoletal.

11. EIAIKEZ 2YNOHKEZX AIATHPHZIHX

Na @uhdooetal og B¢on, Tnv omoia Sev BAémouv kat Sev
npooeyyifouvv ta maidid. DuAICOETE TIC CUOKEVAOTIES TU-
Tou blister 0To e§WTEPIKO KOUTI, yla va TIG TPOOTATEVETE
amno 1o ewG. Mnv PUXeTE i KATAPUXETE.

Ta un xpnotponoinuéva diatpepéva diokia Oa mpémet va
tomoBetouvTal {avda péoa otn cuokevacia Tumou blister
Kal va xpnolpomotouvtal otnv emdpevn déon. Na pn xpn-
OIUOTIOLEITAL AUTO TO KTNVIATPIKO PAPUOKEUTIKO TIPOIOV
UETA amod TNV nuepounvia AREng mou avaypagetal otn
ouokevaocia Tumou blister kal 0To kKouTi PETA TO «EXP»,
H nuepopnvia An§ewe cupmIMTEL pe TNV TEAEUTAIA NUEPA
TOU OUYKEKPIUEVOU URva.

12. EIAIKH(EX) MPOEIAONOIHZH(EIX)

Eidikn) mposidomnoinon(lg) yia kébe gidog {wou:

Aev gvbeikvuTal n Xprion Tou MPOIOVTOG yia TV oUpnon
o€ akatdA\AnAa onpeia mou o@eiletal og mpoPAfuata ou-
UITEPIPOPAG.

T & OKUAEG NAIKiag HIKpOTEPNG TOU 1 €TOUG, TIPLV amd TN Oe-
pareia Oa mpémnel emiong va AneBei umdyPn n mbavoTnTa
QAVATOMIKWY AVWHAALWV TTOU CUVTEAOUV OTNV OKPATELD.
Eivat onpavtiké va mpooSloploTel TUXOV UTIOKEIUEVN

véoo¢ mou mipokaAei moAuvoupia/moAudwpia (MO/MA) n
omoia umopei va SlayvwoTtel eo@alpéva wg akpdtela
olpwV.

E1dikA mpo@uAaén yia tn xoprynon ota {wa:

H kapdiayyelakn AeitoupylkdTnTa Tou oKVAOU Ba Tpémel
va alohoyeital mpooeKTIKA Tptv amd Tnv évapén tng Oe-
parneiag pe To mPoiody, evw) Ba mpémel va mapakoAouBeitat
TEPLOBIKA KaTd TN S1dpKela TnG Bepameiag.

181aitepec MpouAdéeic ou mpémel va AapBdvovtal and
TO ATOMO TIOU XOPNYE( TO KTNVIATPIKO QAPUAKEUTIKO TIPO-
ov og (wa:

Atopa pe yvwoTh umepevaioOnoia otnv epedpivn Ba
TIPETIEL VA ATTOPEVYOULV TNV EMAPK PE TO KTINVIATPIKO
POPUAKEVTIKO TTPOTOV.

H vdpoxAwpikn epedpivn Ba pmopoloe va gival TogIkn
O€ TIEPITTTWON KATATTIOONG KAl N KATATOoN UMopE( va TTpo-
KaAéoel Tov BdvaTo, €18ika ota maidid. Ot avemBuUNTEG
EVEPYELEG UMTOPE( va TIEpINAMBAVOUV aUTVia KAl VEUPIKO-
™ta, {aAn, kepahadyia, au§nuévn aptnplakn mieon, av-
Enuévn g@idpwon kal vautia.

Mpog amo@uyr TNG akouolag KATamoong, 181k améd mai-
814, To MPOIdV TIPETEL va Xopnyeital o€ uépog émou Sev 1o
BAémouv Ta madid. Ta Tupata Tou Siokiou Tou Sgv éxouv
xpnotpormotnBei Oa mpénel va tomoBetolvtal {avd otnv
avolktn Béon Tng ouokevaciag TUToL blister, va emavel-
odyovTal 0TO XAPTIVO KOUT( KAl VO QUAACCOVTAL O€ A0(a-
AéG pépog, To omoio Sev BAémouv Kat Sev mpoaoeyyiCouv Ta
naidid.

Y& mepintwon mou katd Aabog undp&el katamoon, 181aite-
pa amod madid, va avalnTRoeTe apéows laTpIkn Bonbeia
Kal va emOei§eTe OTOV 1ATPO TO ECWKAEIGTO GUANO OSNyI-
WV XPNOEWG f TNV ETIKETA TOU YAPHAKEUTIKOU TTPOIOVTOG.
FUVIOTATAL IBLAITEPA Ol £YKUEG YUVAIKEG VA OPOUV YavTIa
ylatn xopriynon.

Na mhévete d1e€odikd Ta Xépla 0ag HETA TN XOPHYNOoN Tou
TPOIOVTOC.

Eykupoolvn kat yahouyia:
Aev 1o VEL

AMNAemSpAoeIC ue AANA QAPUAKEUTIKA TIPOIOVTA KAl A=
Aec pop@éc aMnlenidpaong:

H 10%0¢ NG epedpivng Kat o Kivouvog avemBuunTwy evep-
YEWWV propei va auénBouv 6tav autr| xopnyeitat o€ ouv-
Suaoud pe pebulofavBiveg kal CUNTABOUIUNTIKA.

H epedpivn umopei va evioxUoel TOV LETABOMOMO TwV YAU-
KOKOPTIKOEISWV.

H tautoxpovn xprion pe avaotoAeic MAO pmopei va mpo-
KaAéoEL UTIépTaAO.

H epedpivn pmopei va auv€noet tov kivéuvo TogIkdTnNTag
™G Bg0@UANiIVNG.

Yndpyel Kivduvog KapSlakwv appubuiwv o6tav ouvdud-
Cetan pe kapSlakég YAukooideg (my. Styo&ivn), Kivivn, Tpi-
KUKAIKA avTIKATOBOMITTIKA KAt OAOYOVWHEVEG VOPKWTIKES
ouvoieg (BA. mapdaypago 5).

Ouoigg mou 0dnyolv og avb&non Tou pH TwWv oUpwWV urmo-
POUVV VA TTAPATEIVOUV TNV ATTEKKPLON TNG €PESPIvVNG, KATL
oL eVOEXOMEVWG VA 08NYNOEL 0 augnuévo Kivouvo ave-
mMOVUNTWV evepyelwv. Ouaieg mou 0dnyouvv o€ peiwon Tou
pH Twv oUpwV PmoPOUV va MTAXUVOUV TNV AMEKKPION
™G epedpivng, KATL IOV eVEEXOUEVWG VA 08NYNOEL OE HEL-
WHEVN amOTENEOPATIKOTNTA.

AYYE€l0OUOTONN Umopei va undp&el PeTd TV TaUTOXpOovn
Bepamneia pe alkaloeldn TG epuoifwdoug GAupag Kat
WKUTOKIVN.

Ta cupmaBOAUTIKA EVEEXETAL VA PEIWOOUV TNV AMOTENE-
opatikdTNTA TNG EPESPIvNG.

Ynepdoooloyia (oupnTwUATa, PETPA  AVTILETWTIIONG,

avtidota):

e uPnAég umepSOCONOYIEG, UTTOPEL VA EUPAVIOTOUV Ol

€€NG avemBUpNTEC eVEPYELeG: Taxukapdia, Taxvappubuia,

€uETOG, auénuévn g@idpwon, uTEPAEPIOPAG, HUiKR adu-

vapia, Tpdpog pe umepdiéyepon Kal avnouyia, dyxog Kat

adnvia.

Mrmopei va yivel évapén tng akdAouONnG CUUMTWHATIKAG

Beparmneiag:

- yaoTtpik mAOON, EpOOOV amatteital

- o€ mepinTwon évtovng umepSiEyepong, Xopriynon npe-
MIOTIKWY, 6TwG n Stalemaun 1 Ta VEUPOANTITIKA
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- 0g mepinTwon Taxuappubuiag, xoprynon Brita amo-
KAEIOTWV

- emMTAXUVoN TNG QMmEKKPLIONG HE o&ivion TwV oUpwv Kat
evioxuon tng Slovpnong

AcupBatotntec
Agv 10KVEL

13. EIAIKEZ MPO®YAAZEIZ ANIOPPIWHE ENOX XPHZI-
MOMOIHGENTOX KTHNIATPIKOY ®APMAKEYTIKOY
MPOIONTOZ 'H AAAQN YAIKQN MOY NMPOEPXONTAI
ATO TH XPHZH TOY MPOIONTOX

Ké&Be pn xpnotgomoinBév KINVIaTPIKO PAPUAKEUTIKO
TPOIOV 1 KN XPNOIHOTOINOEVTA UTTOAEIUMATA TOU TIPEMEL
Va amoppinTovTal oUPPWVA HE TIG LOXUOUOEG €OVIKECG
AmATAOELG.

14. HMEPOMHNIA THZ TEAEYTAIAXZ ETKPIZHZ TOY
OYANOY OAHIIQN XPHZEQZ
01/06/2023

15. AANAEZ MAHPO®OPIEZ

MéyeBo¢ ouokeuvaoiac:

XdapTivo KouTi Tou mepiéxel 10 cuokevaaieg TUTOU blister
Twv 10 Siokiwv n kaBepia.

la omoladnmote MANPOPOPIa OXETIKA UE TO TTAPOV KTNVI-
ATPIKO PAPHUAKEUTIKO TTPOTdY, TapakaAeiobe va ameubuv-
Beite oTOV TOMKO AVTIMPAOWTO TOU KATOXOU TNG AdElag
KukAo@opiag.

EANGSa

Neocell E.IN.E.

Epmopia Ktnviatpikwv Oapudkwyv
10° xAp EO ABnvwv-Aapiag

144 51 Metapopewon, Abriva
TnA.: 210 2844333

Konpog
Lifepharma (Z.A.M.) Ltd.,

Ayiou NikoAdou 8, 1055 Agukwaoia
TnA: 35722056300
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1. UME M NOCTOAHEH AAPEC HA MPUTEXKATEJIA HA
JIMLIEH3A 3A YNOTPEBA U HA NMPOWU3BOAUTENA,
AKO TE CA PA3JINYHU

MNpuTexaren Ha inLeH3a 3a ynoTpeba v NpousBoamnTe, oTro-
BOPEH 3a 0CBOOOXKAaBaHe Ha NapTuaaTa:

VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Austria

JINCTOBKA:
Caniphedrin® 20 mg Ta6neTkn 3a KyueTta

2. HAMMEHOBAHUE HA BETEPMUHAPHOMEAULINH-
CKNA NPOAYKT
Caniphedrin® 20 mg TabneTku 3a KyyeTa

Ephedrine hydrochloride

3. CbAbPXKAHUE HA AKTUBHATA CYBCTAHLMUA U
EKCLUUMUEHTUTE
BcsAka TabneTka cbabpKa:

AKTVBHa cy6CTaHumA:
Ephedrine hydrochloride
(ekBMBaneHTHo Ha 16,4 mg Ephedrine)

20 mg

Benn Tabnetkum ¢ gBe MpeceyeHU AENUTENHW YepTu.
TabneTknte Moxe Aa 6baat pasgeneHn Ha 2 unv 4 paBHM
yacTu.

4. TEPANEBTUYHU NOKA3AHUA

JleueHune Ha ypuHapHa WHKOHTUHEHLMA, Npean3BrKaHa
OT HeOCTAaTbYHOCT Ha YpeTpanHua CPUHKTEPOB MeXxa-
HM3bM Cllefi OBapUOXMCTEPEKTOMMA Ha KEHCKM KyyeTa.

5.MPOTUBOMNOKA3AHUA

[la He ce U3non3ea Npu KyyeTa CbC CbPAEYHOCHAOBO 3a-
6onsABaHe (Hanp. KapAYoOMUONaTUA, apPUTMUA C TaxmMKap-
LA, XUNEePTOHUA), XUNEPTUPEONAN3BM, 3aXapeH AnaberT,
yBpeaeHa 6b6peyHa GyHKUMA n rnaykoma.

[a He ce 13non3Ba efHOBPEMEHHO C XanoreHpaHn Hap-
KOTMYHU CPefCTBa KaTo XafioTaH Min MeToKcudnypaH
(BUXT. 12).

[a He ce u3non3ea Npu CBPbXUYYBCTBUTEIHOCT KbM akK-
TUBHATa CyOCTaHUMA UM KbM HAKOW OT eKCLIUMUEHTHTE.

6. HEBJIATOMPUATHU PEAKLUN
B pegku cnyvam ca HabniogaBaHu YCKOPEH MyJic, Kamep-
Ha apuTMKA 1 Bb36yAa Ha LieHTpasnHaTa HepBHa cucTema.
Te3n cumnToMK M34e3BaT cief HamansBaHe Ha fjo3aTa
WM MPEeKpaTABaHe Ha JIeUeHNETO.

Mopagn dapmakonornyHuTe XapakTepucTmkn Ha edep-

PVIH Npu NpenopbyMTenHaTa TepanesTMYHa fo3a morat

[la ce nonyyaT criefjHUTe peakuuu:

- CbpAeyHOCHAO0BM peakuun (KaTto Taxmkapaua, npen-

CbPAHO MbX[eHe, CTUMyNupaHe Ha CbpAeyHaTa Aen-

HOCT 1 Ba3OKOHCTPUKLUA).

CTrmynupaHe Ha LieHTpasiHaTa HepBHa cucTema (Bofe-

o Ao 6e3cbHue, Bb36yaa, HECMIOKOWCTBO U MYCKYNTHU

Tpemopw).

Mwugpnasa.

BpoHxogmnatauma n NOHW>KaBaHe Ha C/y300TAENAHETO

B IMraBULNTE Ha ANXaTenHUTe NbTULla.

- HamanABaHe Ha moTunuteTa M TOHyca Ha 4YpeBHaTa
cTeHa.

YecToTaTa Ha HebnaronpuATHUTE peakuun ce onpegens

ypes cnefHaTa Knacudrkayms:

MHOro yectu (noBeye oT 1 Ha 10 TPETUPAHU KUBOTHH,

nponBsABaLy HebNaronpuaTHM peakuny No Bpeme Ha

Kypca Ha ejHO neyeHue)

yecTn (noBeye OT 1, HO No-Manko oT 10 XMBOTHM Ha

100 TpeTNpPaHU >KUBOTHN)

- He yecTn (NnoBeuye OT 1, HO No-Manko oT 10 XKUBOTHM Ha

1 000 TpeTUpaHu >KMBOTHN)

penkmn (moseve oT 1, HO Mo-manko oT 10 XMBOTHM Ha

10 000 TpeTupaHu >XMBOTHN)

MHOTO peaKku (Mo-masnko oT 1 X1BoTHO Ha 10 000 TpeTu-

PaHU XNBOTHY, BKIIOUNTENHO N30AMPAHU CbOOLLEHUA).
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AKO 3abenexute HAKaKBU HEGNAronpuaTHU peakuuu,
BK/IOUMTENTHO M TakuBa, KOUTO He Ca OMMCaHu B Tas3u
NNCTOBKa UNN MUC/NTE, Ye BETEPUHAPHOMEANLIMHCKUAT
NpoayKT He paboTu, mona fa yBegomute Bawws BeTepu-
HapeH nekap.

7. BUAOBE XXMBOTHW, 3A KOUTO E MPEAHA3HAYEH
BMN
Kyueta.

8. AO3NPOBKA 3A BCEKU BUA XKUBOTHO, METOA U
HAYUH HA NMPUJNATAHE

3a nepopanHo NpunoxeHue.

Tabnetkute Moxe Aa 6bAaT pasgeneHun Ha 2 nu 4 paBHY
yacTu, 3a Aa ce OCUrypw NPeLrsHo Ao3npaHe.

MpenopbunTenHata HavanHa Aosa e 2 mg edeapwuH
xuppoxnopug (cboTBeTcTBaWa Ha 1,64 mg ebeapuH) Ha
kg TenecHa maca (T.M.), ekBMBaneHTHO Ha 1 TabneTka Ha
10 kg T.M. Ha feH npe3 nbpBuTe 10 AHU OT NeYeHneTo.
[lHeBHaTa Jo3a Moxe fAa 6bae paspeneHa. Llom ce
NoCTUrHe >XenaHuAT edeKkT, fo3ata Moxe pa 6bae
HamaneHa o efjHa MONIOBUHKa UM No-manko. Bb3 ocHosa
Ha HabnogaBaHMA epeKT 1 KaTo ce B3eme Mo BHUMaHne
yectoTaTa Ha MposBa Ha He6GNaronpuATHU peakuuu,
UHAVBUAYanHaTa Aosa TpAbBa fAa ce afanTtupa, 3a Aa
ce OTKpue Hai-HuckaTa edekTvBHA fo3a. Han-HuckaTa
edeKkTMBHa f03a TPAGBa fla ce NoAAbPXKa 3a AbATOCPOYHO
neueHvie. B cnyyan Ha Bb306HOBABaHE Ha CUMMNTOMUTE,
fo3aTa TpAbBa OTHOBO fja ce yBenuun Ao 2 mg ebeapuH
xuppoxnopua Ha kg T.M. [lopu Korato ce yCTaHOBU
edeKkTMBHaTa 4033, KyyeTaTa TpAOBa Aa NpoabaxKaT fa
6baat HabslogaBaHN HAa PEJOBHY HTEPBANN.
KoHueHTpaumsaTa Ha aKTMBHaTa cybCTaHuMA B Tasun
TabneTka He e NpeAHa3HayeHa 3a KyyeTa C TefleCHa Maca
nop 2,5 kg (npenopbumtenHa HauyanHa go3a 2 mg/kg).

9. CbBET 3A MPABUJIHO NPUNOXEHUE

Tabnetkute Moxe Aa 6baat pasaeneH Ha 2 uam 4 pasHu
yacTy, 3a Aa ce OCUrypw NPeur3HO Ao3MpaHe.
BpemeHHnTE XeHn TpAbBa Aa HOCAT PbKaBULW.

10. KAPEHTEH CPOK
He e npunoxwnmo.

11. CAEUWANTHU YyCNOBUA 3A CbXPAHEHUE HA
NPOAYKTA

[la ce cbxpaHsABa fasneuy OT norneaa v Ha HefoCTbMHU 3a
feua mecTa.

[a ce masat 6nuctepute BbB BbHLIHATA OMAKOBKAa C
Len npeanassaHe OT cBeTNMHA. [la He ce oxfaxaa uiam
3ampassBa.

HeusnonssaHute pasaeneHv Tabnetku Tpabea ga 6baar
BbpHATV B 6nMCTepa v M3MoM3BaHM Npu clegsallara
no3a.

[la He ce U3M0n3Ba TO3M BETEPUHAPHOMELULMNHCKI NPO-
[YKT cfef, n3TuyaHe CPpoKa Ha roAHOCT, MOCOYEH BbPXY
6nuctepa v KapToHa cnep ,foaeH fo”. CPOKbT Ha FOAHOCT
OTroBaps Ha NOCNeAHNA AeH OT TO3M Mecell.

12. CREUUANTHU NPEQYNPEXAEHUA

CneumanHu npeaynpexaeHns 3a BCEKU B XUBOTHY, 3@
KOWTO e npefHa3HayeH BMI:

MpoAyKTHT He e NnoaxoAALy 3a ynotpeba npw Henpasw-
HO ypVHUpPaHe KaTo NnoBefeHYecKkn npobnem.

Mpw KeHCKN KyyeTa nop 1-roguilHa Bb3pacT npeau ne-
yeHvie TpA6Ba Aa ce NpeLeHy Aanm € Bb3MOXKHO UHKOHTU-
HeHUMATa Aa ce Ab/KN Ha aHATOMUYHN HapyLUEeHNA.
BaxkHO e ma ce ngeHTdUUMPAT BCAKAKBY CbMBbTCTBALLM
3abonsABaHNA, NPUYMHABALM  MOANYPUA/NOANANNCAS
(NY/NA), KonTo MOXe NorpeLwwHo Aa 6bAaT AnarHOCTULM-
paHun KaTo ypuUHapHa MHKOHTUHEHUWA.

CneuvanHu npegnasHn MepKK 3a XMBOTHUTE NPU YMo-

Cneuvanyu npefnasHyi MePKK 3a iMuaTa, npunaraim se-
TepUHaPHOMEANLNHCKNA NPOAYKT Ha XUBOTHUTE:

Xopa ¢ ycTaHOBEHa CBPbXUYYBCTBUTENHOCT KbM edpefpuH
TpabBa Aa M36ArBaT KOHTAKT C BETEPVHAPHOMEANLUH-
CKMA NPOAYKT.

EdenpuH xugpoxnopugbt Moxe fja 6bie TOKCMUEH npu
nornblyaHe 1 NOrbLIAHETO MOXe Aa e 6bae datanHo,
ocobeHo Npu feua. HebnaronpuaTHUTe peakuuy Moxe
[ia BK/OYBAT UHCOMHMA U HEPBHOCT, 3aMaliBaHe, rnaBo-
60n11e, NOBULIEHO KPBBHO HaNsAraHe, yBENNYEHO NOTEHE
nrageHe.

3a fa ce n3berHe ciyyaliHo nornblyaHe, 0cobeHo oT AeTe,
NPoAyKTHT TpAGBA fa Ce npwniara ganey or nornega Ha
feua. HeusnonssaHnTe yactu oT TabneTtkaTta TpAabea Aa
6bAaT BbpHATU B OTBOPEHOTO rHE3d0 Ha 6nuctepa u
6nmcTepbT TPAGBa 6bAe NocTaBeH 06paTHO B ONakoBKa-
Ta 1 fia ce CbXpaHABa Ha 6e3onacHo, Aaney oT norneaa u
Ha HeAOCTBMHO 3a AieLla MACTO.

Mpw cnyyaiiHo nornblyaHe, ocobeHo oT Aela, He3abaBHO
fla ce NOTbPCU MEAULMHCKA CbBET, KaTo Ha Nlekapa ce
npefocTaBy NMCTOBKaTa UM €TUKETa Ha NPOAYKTa.
CTporo ce npernopbyBa 6peMeHHNUTE KeHN Aa HOCAT Pb-
KaBULM NpuW npunaraHeTo.

Cnep npunaraHe Ha NpoAyKTa, pbleTe TpAbBa Aa ce us-
MUAT WaTeNHo.

BpemeHnHoCT 1 nakTauums:
He e npunoxumo.

Bsaumogpenctene c papyrum BeTepuHapHOMeONLMHCKM
NpoAyKTN 1 Apyrn $opmMu Ha B3anMonencTame:
[llencTBneTo Ha epefipnHa 1 PUCKBT OT HEONAronNpPUATHA
peakummn moxe fa 6baaT yBeNNYEHN NPU eJHOBPEMEHHO
NPUNOXeHre C METUNKCAHTUHN N CUMNATUKOMUMETULM.
EdenpuHBT MOXe Aa yCKOpW MMIOKOKOPTUKOUAHNA MeTa-
60113bM.

EpHoBpemeHHOTO My npunoxeHune ¢ MAO-nHxnbutopm
MO>Ke ia MPUYMHN XUNepTOHUA.

EdenpuHBT MOXe Aa yBennum pucka ot TeodunuHoBa
TOKCMYHOCT.

Mpn KoMBUHMPaHe CbC CbPAEYHUN MNKO3UAN (Hanp. An-
FOKCWH), XMHWH, TPULUKINYHN aHTMAEeNpecaHTy 1 xano-
reHupaHy HapKOTUYHU CpeAcTBa (BMX T. 5) cblyecTByBa
PUCK OT CbpAEYHM apUTMUN.

CybCcTaHymnTe, KOMTO BOAAT O yBeNMyaBaHe Ha HUBa-
Ta Ha pH B ypuHaTa, Morat fja yabJixXaT ekckpeuuaTta Ha
edenpyiH, KOeTo Moxe Aa fjoBefe A0 YBENNYEH PUCK OT
HebnaronpuaTHK peakuyun. CybcTaHUMUTe, KOUTO BOAAT
[l0 MOHM>KaBaHe Ha HMBaTa Ha pH B ypuHaTa, morar fia yc-
KOPAT eKcKpeLuuATa Ha epefipuH, KOETO MOXe Aa foBeae
[0 HamanaBaHe Ha epUKaCHOCTTa My.

Cnep eAHOBPEMEHHO NeyeHrie C eproT ankanouam u ok-
CUTOLIMH, MO>Ke fla Ce NoJlyyaT Ba3OKOHCTPUKLMN.
CnasmonuTuumTe morat fja HamanaT edpukacHOCTTa Ha
edenpuHa.

MNpepao3vpaHe (CMMNTOMM, CNELIHN MEPKM, aHTUAOTH):

Mpu npefo3npaHe C BUCOKM 031 MOXKeE fa ce mosyyar

CnefiHNTe HeBnaronpuATHNU peakunu: Taxmkapaus, Ta-

XMapuUTMUs, MOBPbLiAHE, YBENMYEHa TPaHCNUpauus,

XUnepBeHTUNALMA, MyCKynHa CnabocT, Tpemop CbC

CBPbXBb36YAa U HECMOKONCTBO, TPEBOXHOCT N WHCOM-

HUA.

Moxe Aa ce 3ano4yHe C1egHOTO CMMNTOMATUYHO neye-

Hue:

- CTOMalUHa NPOMMUBKA, ako € HeO6XOANMO;

- B CJlyyall Ha TexKa CBpbXBb3byaa, NpunaraHe Ha ceaa-
TVBM KaTo Aunasenam Uian HeBpPoenTULY;

- B C/lyyall Ha TaxMapuTMus, NpuaraHe Ha
6eTa-6nokepu;

- YCKOpPEHa eKCKpeuuns uYpes MoBuWaBaHe Ha KUCENVH-
HOCTTa Ha ypuHaTa 1 yBenuyeHa guypesa.

OCHOBHM HECHBMECTUMOCTU:

Tpebata Ha NpoayKTa:
CbppeuHocbpoBaTa GyHKLMA Ha KyyeTo TpabBa Aa 6bae

BHMMaTENIHO OLeHeHa npean 3ano4YyBaHe Ha JieYyeHNeTo C
npoAyKTa u cnefBa fa 6'b£|e KOHTpOMpaHa nepnognvyHo
Nno Bpeme Ha nevyeHneTo.

He e npunoxwumo.

EE
13. CNELUAJIHUA MEPKU 3A YHULLOMKABAHE HA HE-
M3MON3BAH MPOAYKT WU OCTATBUM OT HErO,
AKO UMA TAKUBA

Bcekun HemsnonssaH BeTeprHapHOMEAULIMHCKA NPOAYKT
UM OCTaTbLM OT Hero TpsAbBa fa 6baaT YHULOKEHN B

CbOTBETCTBME C U3NCKBAHMATA Ha MeCTHOTO 3akKOHOa-
TeNcTBO.

14. BATATA HA NOCNEAHATA PEOAKLUNA HA TEKCTA
11/2023

15. AONbJIHUTENHA UHOOPMALNA

Pa3mep Ha onakoBKaTa:

KapToHeHa KyTus, cbabpawa 10 6auctepa, BCEKM OT
KouTo ¢ 10 TabneTku.

3a BcAKa MHGOPMAaLIMA OTHOCHO TO3W BeTepUHAapPHOMeU-
LMHCKM NPOAYKT, MOJISi, CBbPXKETe Ce C TepuTopuanHus
NpeACTaBUTEN Ha MPUTEXATeNs Ha NLeH3a 3a ynoTpeba.
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