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KPATKA XAPAKTEPHCTHKA HA IPOaVKTA 2 6/ /7 #7 F7p- 373320

10, 02, 207
1. MME HA JEKAPCTBEHHUSA IPOJYKT

Jumenxunpunat Axrasuc 50 mg tabnerku

Dimenhydrinat Actavis 50 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CBhCTAB

Besika Tabnetka chabpka S0 mg nuMenxuapuHar (dimenhydrinate).

IToMolIHO BELIECTBO ¢ H3BECTHO JeficTBHE: IAKTO3a MOHOXHAPAT, NMIIEHHYHO HHLIECTE.
Bceska Tabnerka chabpka 55 mg nakroza MoHoxupar U 50 mg nueHHyHO HHUILIECTE.

3a MBIHHA CIHCBK Ha MOMOIIHMTE BellleCTBa BHKTE TovKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka

Kpbriu nnocku TabneTku ¢ AeNUTeNHA YePTa OT eJHaTa CTpaHa M AHaMeTbp 7 mm.
4. KJIUHHUYHU JAHHH

4.1 TepaneBTHYHH NOKAa3aHHS

[IpodunakTHka 1 1e4eHHe Ha KHHETO3H.

[IpodunakTika u NevyeHHe Ha BEPTUTO, raJieHe H NOBpPbILAHe, B CJY4aHTe, KOraTo He ca CBbP3aHH ¢
NPOBEXKJAHO JIEYEHUE C IUTOCTATHLIH.

4.2 lo3HpOBKA H HAYHH HA NPHJOKEHHE

IIpu ev3pacmuu u deya nao 12 200unu 6e3 rexapcko npednucanue.
[Tpenopbuntenna nHeBHa no3a 50 — 100 mg 2 no 3 nbTH AHEBHO.

Makcumanua nuesHa no3a 400 mg.

IIpu oeya mexncoy 6-12 coounu no aexapcko npeonucanue:

[IpenopbunTenHa aHeBHa go03a 25 - 50 mg 2 1o 3 nbTH AHEBHO.

MakcuManHa JHeBHa jo3a 150 mg.

3a npodunakTika Ha KHHETO3M, IbPBaTa J03a ce npuiara Y2-1 4ac npeau Ha4anoTo HAa MbTYBAHETO.

Ileduampuyna nonyrayus
To3u nexapcTBeH NPOAYKT HE ce MpUiara npH Jeua noja 6 roanHu.

4.3 IIpornBonoxasaHHst
- CBp’bX'—l}’BCTBHTeIIHOCT KbM aKTHBHOTO BELIECTBO HJIH KbM HAKOE OT NOMOLIHHUTE BE

H30poeHHU B TouKa 6.1;
- Jleuenue ¢ MAQO uuXHOHTOPH;
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- OCTI:p acTMaTHYCH MPUCTBIE,

- TecHOBIBIIHA rIAYKOMA;

- DeoxpoMoLIHTOM;

- Nopdupis;

- MpocTaTRa xHNepTPO(HA C PETEHINA HA YPHHATA;
- IIpunagbun (enANencHn, eKIaMIICH).

44 ChenHalHH OpeAYNpexRAeHHA H NPeANA3HH MEPKH NpH yuorpeda
JlexapcTBREHHAT NPOAYKT MMA CeaTHBEH e(eKT, MO-CHIIHO M3paseH B HAYANOTO Ha JICUEHHETO,

IpoaykTsT TpaGBA A2 ce Npunara ¢ MOBHIIEHO BHHMAHKE NPH MALMEHTHTE ChC CTEHO3a Ha THI0PA,
OpOHXHANTHA ACTMA; XUNIEPTHPEOHAKIBM; HAKOH ChPAECYHO-CHAOBH 3a0019BaHHA (XUIIEPTOHHSA, PHTBMHH
HApYIIEHHN), KAKTO | TIPH NALUMEHTH B HANPeAHANA BB3PACT.

JlekapcTBEHHAT OPOAYKT ChIbpika MakTo3a. [TaiiHeHTH ¢ peIKH HACIEACTBEHH IpodNeMH Ha
HEMOHOCHMOCT KbM rajakTosa, TbJeH NakTaseH AeHLUHT HITH TIIIOK030-TaakTo3Ha ManabcopOumns He
TpsA6Ba A2 NpHEMAT TOBA JIEKapCTBO.

TLIeHHYHOTO HHIIECTE B TOZH JIEKAPCTBEH NMPOLYKT ChIbPiKa ChBCEM MAIIKH KOJMYeCTBa MIyTeH (CHHTa
ce 4e He CBABPKA TIYTeH) H € MHOTO MaJIKO BEePOATHO Ja ITpe/IM3BHKA IPobeMi IpH NaMeHTH ¢
uboHakua. Enna TabaeTka chAbpXKa He NOBede OT 5 MHKporpama riyTeH. [launeHTy ¢ aneprua KbM
nieHAna (pasiHiHa OT UbOJIHAKHA) He TPAOBa a MpHeMaT TO3H JIeKapCTBEH MPOAYKT.

4.5 BsaAmoneficTBHE ¢ APYrA JeKAPCTREHH NPOAYKTH H APYrH GOPMH Ba B3aHMOAelicTBHE

CBBMECTHOTO MPHTOXKEHHAE HA AHMEHXHAPHHAT ¢ MCHXOTPONEA H COATHBHH JICKApPCTBA, XUITHOTHIIH,
TpaHKBHIH3ATOPH, aHKCHOJIHTHIIH, aHAINreTHIH, aHeCTETHIIH, MOXKES aa AoBele N0 3aCHJIBAHC Ha eq)elc'rn're
HM.

AHTHXOJIHHepFP[qHHHT e(l)eKT Ha AHMCHXHOPHHAT MOXKE Ja C€ [IOTCHUHPa NpH €AHOBPEMEHHO
NPHII0KCHHE C aTPOINHH, Gnneppme[{, TPHIHKIHYHHA aHTHACTIPECAHTH.

IIpu enHoOBpeMeHHO TeyeH!e ¢ AUMEHXHIPHHAT H NleKapCcTBa oT Tpymara Ha MAO-HHxubHTOpHTE €
BE3MOXKHO Pa3BUTHE HA MApe3a Ha 4epBaTa, PeTeHLs Ha YPHHATA, MOBHINABAHE HA BLTPEOYHOTO
HaJIAraHe, KakTo ¥ BUCOKOCTENEHHA XUMIOTOHNS, NOTHCKAHE Ha JUIIAHETO, 3aCHNBAHE HAPYIICHHATA OT
ctpana Ha LIHC, konto Morat 1a 6b1aT XHBOTO3aCTpaILABALLH.

EnHOBpeMEHHOTO TIPUIIOKEHHE HA JUMEHXHAPHHAT ¢ aHTUXHIIEPTEH3HBHH NPOAYKTH MOXKE 1a noBele 20
YCHJIBAHE HA XHIIOTEH3HBHAA HM edeKT .

TIpHnokeRneTo Ha JUMEHXHAPHHAT MOJKE a MACKHPA NPOSBHTE HA OTOTOKCHYHO YBPEKAaHe
(cBETORBPTEXK, LIYM B YIIUTE) IIPH JICUCHHE C AMHHOTIHKO3HAH HIH JPYTH OTOTOKCHYHH IPOAYKTH.

AJKOXONBT ycHnBa edekTa Ha NPOJYKTa.
,Ilnmeﬂxnnpnﬂa'r MOMKE Na nosene jo q)aJTH.llleO HETATHBHH PE3YATATH MPH KOXKHO-ANEPrHYHA TECTOBE

(mpobu). [pean npoBexkaaHe Ha TaKHBa TECTOBE € HANIOKATEIIHO NpekpaTsaBaHe MpHEeMa Ha NpOoAYKTa
Haii-Manko 72 4aca mpeay IpoBeXIAHETO HM.
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4.6 @epTHIATET, GpeMEHHOCT H KbpMeHe

He ce npenoptuBa npunoxeHueTo Ha NpoayKTa Mpu GpeMEHHU H KbPMELIH JKeHH, NOpalH OTCHCTBHETO
Ha JaHHH OT KOHTPOJIHpaHH NPOYYBaHHA TIPYU Te3H rpynu. JJaHHUTe OT H3CNCIBAHHA NPH SKHBOTHH
NOKa3BaT OTChCTBUE HA HErATHBHH eeKTH Ha JUMEHXHAPHHAT BEPXY MI0AA. JIeKapeTBEeHOTO BEILECTRO
ce eKCKPETHPA C MAifYHHOTO MITSKO.

4.7 EdexTH Bppxy cnocofnocTTa 33 modupane H paGora ¢ MAIHHHA

ITo BpeMe Ha NeYEHHETO C NPOAYKTA € HeoDX0aMMO a ce H3bsirBa H3RBPLIBAHETO Ha ACHHOCTH,
H3UCKBAlH MOBHILEHO BHUMaHHE KaTo modupane wiad pabota ¢ MAlIHHK, IOPAX BH3MOKHOCTTA OT
Pa3BHTHE Ha HAKOH HeXellaHH peakliuH KaTo 3aMasHOCT, ChHIHBOCT, HaMalleHa KOHLEHTpalHs Ha
BHHMAHHETO.

4.8 Hexenanu ieKapcTBeHH PeaKIHH

YecToTaTa Ha HEXETAHHTE PEakLHH ce KNacHHIHPa KAKTO Cleasa; MHOTO decTH (2 1/10), yecTH
(= 1/100 no < 1/10}), meuectn (= 1/1 000 po <1/100), peaxu (= 1/10 000 g0 <i/1 000), MHOTO penKH
{<1/10 000), ¢ HeHzBeCTHA YeCTOTA (OT HANMYHHTE AaHHH HE MOXe A3 Oblle HanpaBeHa OlleHKa).

Hapywienun na nepanama cucmema

C HeW3BecTHA 4eCTOTA: CHHIIMBOCT, CBETOBBPTEXK, NOBHILEHA pa3JpasHUTeNHocT, TpeMop. [Ipu neua i
NalHeHTH B CTAPYECKA BL3PacT npeodiiajapaT CHMITOMETE Ha cTUMynauua Ha [LIHC (mapanokcanna
peakmus) - 0e3cHHHE, IOBHIIEHA BB30YIHMOCT, HApYILIEHA KOOPHHALNA, KOHBYJICHH.

Hapyuenus wa xoxcama u ROOKONCHAMA MbKAH
C HerzpecTHA uecToTa: 0OPHBH, TIOTEHE, (POTOCEH3HTHBHOCT.

Hapyuwenun na ovume
MHoro pelki: npoMeHH B LBETOYCEIAHETO, HApYLIeH!d Ha aKOMOJALHATA, HOU[HOTO H
NPOCTPAHCTEEHOTO BHXAAHE.

Copoeunu napyuienun
C HeH3BecTHA YeCTOTA: TAXUKAPAHUA, EKCTPACHCTONH.

Cwoogu napyenus
C HeH3BeCTHA 9eCTOTa: XHIOTOHHS.

Hapywenus Ha kpvema u aumnama cucmema
C HeHM3BECTHA YECTOTA: IEBKOMEHNA, HEYTpOoneHns, TPOMOOLMTONEHNS, XEMONIHTHYHA aHEMMUS
MHoro peakn: nopoHpH, arpaHyIOLKTO3a.

Cmomawuro-upesnu Hapyuenus
C HeH3BeCcTHA YeCcTOTA: CYXOTa B YCTATA, OOJIKM B €MMracTpHyMa, rajieHe, NOBpbLIaHe, JUAPHA, 3aMekK,
JIMIICA HA ANIETUT, XONECTaTHYEH HKTEp.

Hapywenua na 6vopeyume u nuxounume nomuiya
C HeWsBECTHA YECTOTA: CMYLIEHHA B YPHHHPAHETO.

Pecnupamopnu, spvdnu u Meduacmunatny HapyuteH s

C HeU3BECTHA YECTOTA: CYXOTA B HOCA U I'BIIOTO, 3aNyIIEAHE HA HOCA.
Pemin: MOxe fa Bb3HHKHE T.Hap. ,,aHTHXOJIMHEPTHYeH” JeHOMEH: KCEPOCTOMHS, T3
34 3alyIleH HOC, AH30MMA, OBHIIABAHE Ha BTPEOMHOTO HANATAHEe, MHKIIHOHHH Hap
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CrofniapaHe Ha NOJO3MPAHA HEXKENAHH DEaXIHK
CrobiaBaHeTo Ha NOJIO3UPAHK HEXENAHH Peakliuy cle]| paspellaBaHe 3a ynotpeba Ha nekapCTBEHHA

nponyKT € BaxkHo. ToBa No3R0NABa Aa MPOABIKH HAOMIOAEHHETO HA CHOTHOLIEHHETO FION32/PHCK 34
neKapcTBeHHA HpoAyKT. OT MEAUIHHCKATE CIELHAIHCTH C& H3HCKBA A3 Cho0IaBaT BCIKa NOA0O3HpaHa
HekellaHa peakuus Yype3 U3mbaHnTe HA areHnus [0 NeKapeTBaTa, Y. ,,Jaman [pyes” Ne 8, 1303 Codnus,
ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Ilpeno3npane

CumroMa: Ipu év3pacmuu; caMnToMu Ha genpecus Ha [THC (COMHONEHTHOCT, KOMa B KOHBYNCHH),
XOJMHEPTHYHU e()eKTH H eKCTPAUpaMBIHA CHMIITOMATHKA, NOCEABAHA 0T (a3a Ha JHXATENHA JeNpecH
H KapZAHOBaCKYJIAPEH KOJAIC,

1Ipu deya npeobnanarat caMTOMKTE HA cTHMYnauMa Ha LIHC (araxkcus, Bp30yaa, TpeMop, NCHXO3H,
XamOLUHHALKH H KOHBYJICHH), IOCNEIBaHH OT KAPAHOPECTHPATOPESH KONAIC H KOMA.

Jeuenne: Obuin Mepru 3a HAMAAREAHE HA pe3opbyuama- NPHIaraHe Ha eMETHIH, IPOMHMBKA Ha CTOMAaxa,
aKTHBEH BBIJIEH, clabuTenHu cpenctsa Cumnmomamuyno. aRTHKOHBYNcaHTH. He ce mpunaratr
crumyaupaii L{HC cpencrea. 3a nevenne Ha aprepHanHaTa XMIOTOHKA Ce H3NION3IYBAT Ba3ONPECOPH.
{opcHpaHaTa AMype3a U XeMOHANN3aTa HMAT OrpaHHyeH e)eKT, Mopaju BHCOKHA NPOLEHT Ha
CBLP3BaHE C [U1a3MeHHTE NPOTEHHH M roneMus o0eM Ha pasnpeaeneHle Ha NeKapcTBEHOTO BELHECTRO.

5. ®APMAKOJOTHWYHHM CBOMCTBA
5.1 dapmakoguHaMHYHH CBoficTBa

DapMakoTepaneBTHYHA rpyna: AHTHXUCTaMHHH 33 CHCTEMHO NPHIIOKEHHE, aMHHOUTKHIIHE €TEPH,
ATC rkox: RO6AAQQ

JAMEHXUAPHHAT NPEACTABIABA CON Ha AuPEHXUAPaMHIH U 8-XA0PTEOpHIHH.

MexaHH3bBM Ha geﬁcmue H maQMaKOEHHaMHHHH CQGKTPI

JumeHxHOPHHAT € MolleH H-XHCTaMHHOB aHTarOHHCT ¢ AaHTHXONMHEPTHYEH H H3pa3eH CeJaTHBER
efext. OcHOBHOTO My JeiicTBHe € oOpaTHMO OIOKHpane Ha XHCTAMHHOBHTe H, penenTopH, KOETO
onpepens GnaronpuatHus My edieKT npH pasnuyuHu anepravuy peakuun. OcBeH ToBa NPHTEXKABA
AHTHEMETHYEH H JIOKalleH aHecTeTHYeH ediexr.

5.2 QapMaKoOKHHETHIHH CBOiCTBa

Abcopbuns
Pesopbupa ce aobGpe B cToMalTHO-4peBHNA TpakT. HelicTBHeTo My HacTenBa 1/2 - 1 gac cnepa npHeMa n

TpOABIAaBa oT 3 1o 6 Haca.
BuoTpancdhopMmanus

B xpnETa ce qucounupa no audeHxnapamMuH u 8-xmopreodunut. Merabonusupa ce B 4epHHs apo6. First-
pass MeTaboNU3MBT € pubnu3uTenHo 50%.

Pasnpenencuue
Cebp3Ba ce BB BHCOKA CTENEH ¢ MnasMeHuTe npotennd. O0eMbT Ha pasnpeneneHue € 3-4 Vkg.
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Enmumunupane
H3npupa ce noj opMa Ha MeTalONTHTH TTABHO ¢ YPHHATa, B MpobkeHwne Ha 24 vaca. [Ipemunasa

XeMaToeHUedanHara # XeMaToNaleHTapHaTa GapHepH 1 ce eKCKpeTHpa ¢ KbpMara.
5.3 IIpeaxJnHHYHH JaBHH 3a Ge3omacHocT

HsamMa naHHH 3a MyTareHHO/KaHLlepoTeHHO JeHCTBHE.

ExcrnepuMeHTanauTe M SIMMAEMHAOIOTHYHA JAHHHE HE JOKA3BAT YOS IHTEIHO OTCHCTBHETO HA TePaTOTEHEH
AQTEHIHAN H PETOTOKCHIHOCT.

0. GAPMAILIEBTHYHH JAHHU

6.1 CouchbK Ha NOMOLIAHTE BEUIECTRA

JlaxToza MOHOXHApAT

ITirenuyuno HHILIECTE

Konounanes cuaAMIMER THOKCH/T

Tanx

MoBuaou

MarHesHeB cTeapar

6.2 HecLBMECTHMOCTH

Henpunoxumo

6.3 Cpok Ba rogmoct

5 ropuHu

6.4 CpenHaJHH YCJIOBHH 33 ChXPAHCHHE

Ja ce cexpanasa nog 25°C,
Jla ce chXpaHaBa Ha MSCTO, HEJOCTBIHO 3a JelA.

6.5 Bnxn cpIbpAKARHEE HA 0HAKOBKATA

10 Tabnetkn B Gructep ot PVC/anymunneso donno, mo 3 6amMcTepa B KAPTOHEHA KYTHA.
25 TabneTkH B ONAKOBKA 3a TaDNETKH B KapTOHEHA KYTHA.

He BcHuky BHIOBe OMaKOBKH MOTaT Aa ObJAT NyCHATH Ha Nasapa.

6.6 CnenuanlnH NpeJNa3HA MePKH NPH H3IXBLPJAHE H pafoTa

Hsama cnenuaiHy H3UCKBAHHA.

HeH3nom3BaHMAT NEKapCTBEH MPOAYKT MITH OTHATBYHHTE MATEPHATH OT Hero TpabBa Ja ce H3XBBLPIAT B

ChOTBETCTBHE C MECTHHTE H3HCKEAHHA.

7.  NIPHTEXATEJ HA PAZPEIIEHHUETO 3A YIIOTPEBA
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Tepa ®apma EAJT
yi1. ,.Jlroba Bennukora® Ne 9, 1407 Codua
brarapns

§. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20020720
9. JIATA HA IIBPBO PAZPEINABAHE/MOJAHOBSIBAHE HA PASPELHEHHETO 3A
YIIOTPEBA

Jata na mepeo paspemapane: 19.08.2002 r,
Jara na mocnenno noguosaeane: 03.12.2007 r.

10. JATA HA AKTYAJW3HPAHE HA TEKCTA

05.01.2021

-
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