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KPATKA XAPAKTEPUCTHKA HROFBOARKIA..... .../

1. HME HA JEKAPCTBEHUS NPOAYKT

Hy3zodapm 50 mg dpunMupanu tabiierkn
Dusopharm 50 mg film-coated tablets

2, KAYECTBEH 1 KOITMYECTBEH ChCTAB

Bceaka dunmypana tabrnerka chbpika AKTHBHOTO BEHIECTRO HAGTHAPOYPUITOB XHIPOIeHOK CANaT

(naftidrofuryl hydrogen oxalate) 50 mg.

[ IoMOLIHY BelleCTBa ¢ U3BECTHO IXECHUCTBUE: JTAKTO34a MOCHOXHAPAT, NIICHHYHO HULICCTE, CHHCCT XKBJTO

FCF (E110).
3a ITBJIHUA CIIMCEK HA MOMOUIHNWTE BEIleCTBa, BXK. To4Yka 6.1,

3. JEKAPCTBEHA ®OPMA

Punmupana tTadreTka.

Kpbrim 1BoiHo H3mbKHATH punMHUpaHu TabIeTKU ¢ OpaHXeB LBAT, AHAMETHP 8 MM.

4. KJHHUYHH JAHHH

4.1 TepaneBTHYHH NOKAZAHUNA

® Mo03B4HO-CHA0BH HAPYIIEHHA — MO3bhYHA HEJOCTATEYHOCT H MO3BYHA ATEpOCKiieposa, ocobeHo
KOTaTo ce NPOABABAT ¢ KOCHUTHBHU HAPYIUEHUA U OOBbPKBAHE MPH MALHCHTH B HanpeaHala Bb3pacT.
® [MepudepHn CLAOBH HAPYIIEHUS — UHTEPMHTEHTHO KAy IMKAL{HO, HOUIHM KpaMIiy, OOJIKa NpH

TIOKOH, HAYAICH CTaUi Ha raHrpena, TpoGHIHH A3BH, CUHAPOM Ha Pelino, a1nabeTHa apTepHONaTHs,

AKpOLHAHO3A.
4.2 /lO3HpOBKa H HAYKRH HA NPHIOKEHHE

Jo3upoBka

Bw3pacmuu
MO3BLYHO-CEA0BH HAPYIICHHS

AnesHara no3a € 300 mg - no 2 punmupanu TabaeTKY 3 ITHTH JHEBHO.

MaxcrHmManHaTta 1HEBHA o3a He TpsAOBa na npesuuiasa 400 mg.

IleputhepHy CHAOBH HapYLICHUA:

[MpenopbuBanaTa nHeBHa Ao3a € 300 mg - 1o 2 ¢unmupanu TabNeTKy 3 ITbTH AHEBHO.

CHMIOTOMATHYHO JIEYEHHE Ha HHTEPMUTEHTHO Ki1ayHKAIHO:
HAHesHara no3a ¢ xo 600 mg, pazgencHa Ha 3 paBHM MpHeEMa.

Jledenwuero ¢ [y3opapm moxe ga npoxs/ki ot 1 1o 6 Mecena.

Ileduampuyna nonynayus

EdexruBHocTTa M O€30RackHocTTa Ha Jly3ogapM npu Aena u woHowH o4 18-ro

1POYHCHA, ITOPANH KOETO HE €€ IIPENOPBYBa HA3HAYABAHCTO MY

NpH TAX.




[MarmenTn Hag 65 roa. BE3PacT
He e HeoOxoamMa KopekiHsa Ha npernophYBaHaTa J03MPOBKA, THH KATO THIICBAT JAHHH 32 OTKJIOHCHUA
BBHB (PapMaKOKMHETHYHUTE TIapaMeTpl Ha HabTuapodypHI MPY TA3H KATErOPHS NALIHCHTH.

IamenTH ¢ Ob0peyuHH B YepHOAPOOHH HAPYIICHUS
He ce Hanara kopekuus Ha NOIMPOBKATA IIPH TA3H KATErOpHA NMaIHEHTH.

HauyuH Ha npunoxkeHHe
Hyzodapm ce npunara nepopanHo. [IpHeMa ce 1o BpeMe Ha XpaHeHe ¢ AOCTaThYHO KOTHYECTBO BOAA.

4.3 IlpoTuBonoxazanus

CBpPBXYYBCTBHTEHOCT KbM aKTHBHOTO M/IM HAKOE OT [TIOMOILHHTE BEIeCTBa, H30POEHH B TOYKA

i
LY I )

JIaHHH 32 XUNEPOKCATY PHS;
Peumausupama sedpoanTuasa;

Hackopo npekapan MH(APKT HA MAOKapIa;
H3pasena cepaedHa HEOJOCTATbYHOCT;
XeMOoparuyeH HHCYIIT;

OprocratiyHa XUMOTOHWA,;

[ToBHIIEHA I'bPYOBA MO3bYHA AKTHBHOCT;
Texxu apuTMHUH.

...I‘I'I-g\.

4.4 ChneuHaJHH Npeaynpex/IeHHA H NPEANA3ZHA MEPKH NPH ynoTpeda

L BenpexkH HATHMHETO HA ChAOPA3ILMPABALLO ACHCTBHE NIPH HAPTHAPOGYPHA, TOH HE C€ H3NMI3BA
KATO aHTHXHUIEPTEH3UBHO CPESACTBO 34 JICYEHHUE HA apTeEpUaIHATA XHIICPTOHHA.

L B Ha4ajloTO Ha NeYEeHHETO ¢ JSKAPCTREHIA NPOAYKT € HeoOX0IHMO A ¢€ KOHTPOIMpaT
CTOMHOCTHUTE HA apTEPHANHOTO HAATAHE, ThH KaTO B OT/ICIIHH CIyYaH [MPH MTALHEHTH CKJIIOHHH KbM
XHIIOTOHHA MOXE JIa CE IIPOSBH H3BCCTCH XHIIOTCH3UBEH e(eKT.

L TpsabBa na ce UMa NpeIBHI, Ye NPH NPOSBHKHTEIHO JICUCHHE € Bb3MO)KHA NOsBA HA KAILHUEBH
OKCAJIATH.

o Heobxonumo e npHeMaHeTo Ha JOCTATHYHO KOJIHYECTBO TEYHOCTH 10 BPEME HA JICUEHHUETO, 3a A3
C¢ OCHIYpH aJeKBaTHa auypesa. [Ipunaranero Ha JlyzodapM 6e3 TEHHOCT NpEaH JAraHe MoKe fa
MIPHYUHK NOKANCH ¢30¢arur.

. JleKapCTBEHHAT MPOAYKT CHABPKA aKTo3a. [JalMeHTH ¢ peaKH HACAECTBEHH NpobIeMH Ha
raJlakTo3Ha HEMOHOCHMOCT, Lapp naxrazeH neuuMT WiH IIOK030-ranakro3sa ManabcopoLua He
TpAOBA A2 NPUEMAT TOBA JIEKAPCTBO.

¢  JlyzodapMm chabpka MUISHUYHO HMINECTE KATO [TOMOIIHO BelecTBO. [IHIEeHUYHOTO HAIIECTE
" MOX€E [Ja ChABbpXa CaMoO CJIEAM OT IIYTEH H ¢€ CMHUTA 6e30MacHo IpM Xxopa ¢ LbONHaKHA.

¢ B chcraBa Ha JIEKapCTBEHMs MPOAYKT € BkmoueH oupeTHte] E110 (cpacer xbnT0). Moxke na
IIPHYMHH aJIEPrHYHHM PEaKIHH.

4.5 B3aumoaelcTBHE ¢ APYIH JEKAPCTBEHH HPOAYKTH 4 APYTH $OPMH HA B3aHMOAEHCTBHE

He ca ycTanoBeHH KTHHHYHO 3HAa4MMU HeGIaronpUATHA B3aUMOIeHCTBUA Ha HAPTHAPODYPHI € IpYTH
JIEKapCTBa M XPaHH.

4.6 @epTHIHTET, OPEMEHHOCT H KbPMEHE




He ¢a npoBexaany creUaIHi KIVHHYHH TIPOYYBAHHA OTHOCHO €(PeXTHBHOCTTA H OE30MACHOCTTA Ha
HadTHApOdYPWI o BpeMe Ha OpeMEHHOCT H KbpPMEHE, TIOPAIH KOETO He ¢e IIPenopbyBa
NPHIOKEHHETO MY TIPH THAX.

4.7 EdexTH BHpXY cnocobHoCcTTA 338 modgHpaHe 1 padoTa ¢ MAIIHHH
Jy3odapM He nornusABa cNOoCOOHOCTTA 32 modHpaHe M paboTa ¢ MAIKHIL.
4.8 HexenaHn neKapCTBeHH peaKHH

Hexenanure peakiyy ca DOOPEAESHH TI0 CUCTEMHO-OPranHd KIAacOBE U 10 1ECTOTA 10 CIIEIHHA HAMHH:
MHOIO ¥ectH (= 1/10), 9ectu (2 1/100 ¥ <1/10), Heuectn (= 1/1 000 n <1/100), peaxu (= 1/10 000 1
<1/1 000) u mHOro penku {<1/10 000), ¢ Hen3BecTHA HyecTOTA (OT HAIHYHMTE NaHHK He Moxe 1a Oble
HalpaBeHa OLICHKa).

CToMAITHO-YPEBHH HAPYIICHUA: HEYECTH - CIIMIacTpaTHy OO/IKH, raZieHe, NOBPBINAHE, JAAPHA; C
HEHIRECTHA YECTOTA - IPUEMAHETO HA NCKAPCTBEHMA NPOAYKT 0e3 TeYHOCT Npeay IATAaHE MOXE 1a

MpMYMHH JIOKAIEH e30(arur.

Hapyiuenna Ha Op0peliMTe ¥ NHKOYHUTE TbTHILAZ: MHOFO PEIKH - 00pa3yBaHe Ha KAILKEeBO-OKCAIATHH
KOHKPEMEHTH B Os0penuTe (BroK TouKa 4.4).

Hapyiienue Ha xoxaTa M NOAKCXHATA ThKAH: HEUSCTH - KOKHHA 0OPHBHL.

XenaroOWIdapHH HapYINCHHSA: PEIKH - YePHOAPOOHH HAPYLICHHMS.

CrobInaBaHe Ha NOAO3ZMPAHN HEKETAHH PEAKIHH

Cro0IaBaHEeTO Ha MOAO3HPAHH HEXKENIAHK PEaKI[HH CJICH paspelliapane 3a ynorpeda Ha IeKapCTBCHHS
IPOAYKT € BaxHO. ToBa Mo3BoNsEa Ja NPOAL/DKHA HAOMIONEHHETO HA CHOTHOLIEHHETO FI0I3a/PHCK 32
NEKAPCTREHMA NPOAYKT. OT MEIUUMHCKHMTE CIELIMANUCTH CE M3MCKBA Jla CROOINABAT BCAKA OI03MPaHa
HEXEJIaHA PEaKLIHs ype3 W3ITbJIHHTE/HA AreHIKA N0 IeKapcTBaTa, yi. ,Jlamas [pyes” Ne 8; 1303
Codun; Ten.: +35 928903417, yeOcaiit: www.bda.bg

4.9 Ilpenosupane

11penoaupanero ¢ HagTHAPOPYpHIT MOXKE Aa ce HaboaBa caMo P MpHeM Ha MHOTO BHCOKH JIO3H.
CHMITTOMH: 00BPKAHOCT, FEPYOBE, HAPYIICHHA B ChpJCYHATA MPOBOAHUMOCT.

Jleyenne: Heobxonumo € 6bp30 H3BeIKIaHe Ha NIPOTYKTA OT OPTAHM3IMA Ype3 ITPEAN3BHKBAHE HA
MOBPEILIAHE, CTOMAlIEH J1aBaX, NP HeOOXOAMMOCT NpHIaraHe Ha akTMBECH BbIVICH. MOHHTOpHPAHE Ha
ChPACYHO-ChAOBATa PYHKLMS M JUIIAHETO. B TexXKH ciiyda ce 06ChKIAT eNCKTPOKAPAUOBEP3N0 H
npuiarale Ha w3onpeHaauH. [Ipu repuoBe - qHazenam.

5 GAPMAKOJIOTHMHHU CBOUCTBA

5.1 PapmMakoaHHAMHYHHM CBOHCTBA

MdapMaxoTepanerTuyHa rpyna: Jpyrn nepudepuu sasogmwniaratopu. ATC xon: CO4AX21

Hadtuapogypuir nonobpsasa nokanuoto kpbeoobpaiesme, KaTo NoBHIIABA r[&;bﬁ bes
Aa MOHKXKAaBa KpbBHOTO HalarasHe. Hamansaea nepugepHara CbA0Ba PE3UCT
MHHYTHHS cbpAicdeH obeM be3 na yckopaBa chpaeunara nefinoct. ITposass



CHAzMOIMTUYHO U anda-aZpeHoTHTHYHO AeiicTere. [IpuTeskara H3BECTHO JIOKATHO AHECTCTHYHO,
aHTHCEPOTOHUHOBO /Oiokupa SHT2 peuenropute/ 1 M-XOMMHOIMTHYHO /aTPOTTHHOIIONO0HO/
NeHCTBHE.

Hadruapodyprun npurexasa MetaGonuTHH eleKTH, KOMTO CE€ H3pa3ABaT B NOJ0OpsABaHE Ha
YTHWIM3AIMATA HA KHCJIOPOIa B MO3bKa H [TIOBHIIIABAHE YCTOMYHBOCTTA HA MO3bYHHUTE ThbKaHH KbM
XHITOKCHSH.

[loBMILIaBa CBABPXKAHMETO HA [NIIOKO3aTa H AT®@, aKTMBHOCTTA Ha CYKLMHAT-IEXHAPOreHasara 1
LIsUTOCTHATa OOMAHA HA BEIECTBATA B MOZbKA.

AKTHBH3HpA IIPERPBILAHETO Ha [IFOK03aTa Ype3 UHMKBIA Ha IMMOHCHATA KMCE/THHA, 4 He Ype3
IJIMKONN3aTa. 3aciiiga NPEBPBIAHETO Ha SHTApHATA KUCEIHA BbB ¢yMaposa. [lonobpssa
PEONOTHYHHUTE CBOKMCTBA HAa KPBBTa Ype3 MOBNUABAHE NeopMHadbuINTeTa Ha ePUTPOLIUTHTE.

5.2 (PapMaKoOKHHETHYHH CBOHCTRA

Abcopbuma: Crea nepopamHo nprioxeHHe ObP30 H MOYTH ITBIHO € pe30opOHpa B CTOMAIIHO-YPEBHUA
TpakT. MakcHManHu mra3MeHu KOHIEHTPALIHH Ce JIOCTUIAT Ha | Jac cnea [IpMeM Ha eIHOKpaTHA A03a
MePOPTHO.

Paznpenenenue: Cepp3Ba ce ¢ riasMenuTe nporenHy a0 80%. IpemuHapa XxeMaToeHUedanHaTa i
wiaueHTapsara 6apuepr. KoHuerTpansHTe Ha HaQTHAPOPYPHI B MOSBYHHTE THKAHH €& [10-BUCOKH OT
Te3d B IU1a3Mara. |

buorpaHcdopMaius: Metabonuzupa ce B YEpHU pod, KaTo Ype3 XHAPOIHU3a C¢ peBpbila B HAKOIKO
HCAKTHBHY META0OIMTA M JHETHIAMHHOETAHOIL. 3a IIOCICAHNAA C¢ TIPeANosiara, 9 MpHTEKaBa
(hapMakoNOru4Ha aKTHBHOCT H YPE3 HErO CE€ OCBIUICCTRARA TEPANICBTHUHUAT edekT HA HadTrapodypHA
PH MO3BYHO-CBIOBH HAPYILCHWUA.

Enumunupane: Jlo 80% ce exckpeTHpa ¢ ypuHaTa nof popMaTa Ha KOHIOTHPAHH METabO0IHTH.
ENuMHHANMOHHUAT NOTY>KMBOT € NpHOIUMIKTETHO | Hac.

5.3 IlpeaxkaHHHYHM JaHHH 33 6e30MacHOCT

[TpenknuHyYHUTE AAHHH HE NOKa3BaT oco0cH PHCK 3a Xopara Ha 0a3a Ha KOHBEHUHOHATHHUTE
¢apMaKoNIOTHYHH WIMMTBAHMUS 3a 6€30MACHOCT, TOKCHYHOCT NPH MHOTOKPATHO IIPUIOKEHHUE,
reHOTOKCHYHOCT, KapUHHOICHEH [TOTEHIHMAN, PETIPORYKTHBHA TOKCHYHOCT,

[Npu “3cneaBaHKA ¢ MHOTOKPATHO A03HPAHE, HE € YCTAHOBEHO YBpexaHe Ipd 1034 oT 25 mg/kg
IOHEBHO U MTO-TONICMH.

He e ycraHoBeHO 3acAraHe Ha penpoAyKTHBHATA (PYHKUMA [IPH NO3H [10-HUCKH OT TE€3H, KOUTO
IPEAU3BUKBAT TOKCHYHU ©(PEKTH BbPXY MaHKaTa.

6. GHAPMAINEBTHYHHM JAHHH
6.1 CnHcek HA MIOMOINHHTE BEILECTEA

Anpo Ha TabneTka

JlakT03a MOHOXHApAT

Llenynosa, MHKpOKpUCTAIHA

[TileHUYHO HHUIIECTE

Hatp#ieB HHILECTEH rIMKOIaT /Tulm A/
MaruesHeB creapar

CuuUHER JUOKCHI, KOJIOHAeH 0e3B0/1eH
Tanxk

Konosunox

KpocnosraoH




DUIMOBO MOKPUTHE
MeTakpunosa KHceInHA/ MeTWIMETAKPHIAT

Tank

Twuranos guokcun (E 171)
Makporoa 6000

Hubyrundranar

Couceer xwirro FCF (E 110)
6.2 HecnBmecTnMocTH
He ca uzBectHH,

6.3 Cpok na rognoct

2 TOAMHH

6.4 CneuHajJHH YyCNIOBHA H2 ChXPaHCHHE

Jla ce cpxpansra non 25°C.
Jla ce coXpaHsaBa B OPUIMHATHATA OIIAKOBKA 3a Jla ¢€ Mpe/ina3y oT Biiara.

6.5 BuaH chALPXKAHHE Ha ONTAKOBKATA

10 6pos punMupann tabnetku ce onakosat B PVC/ PE/ PVDC/ Al 6nucrep. Ilo 3 6nucrepa ¢
¢uwiMupaHu TabNETKU B KAPTOHEHA KYTHA, 3a€THO C JIMCTOBKA.

6.6 Creunannu npeanasHy MepKH NPH H3XBLPAAHE

Hsma cientanHy M3McKBaHKMA

7. NPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Codapma AJT

yi1. HiHeHcko troce 16,

1220 Cotus, briarapus

8. HOMEP(A) HA PAIPEIIEHHETO 3A YIIOTPEBA

Per.Ne9800169/05.06.1998 r.

9. AATA HA ITBPBO PA3PEIHABAHE/INOJHOBSIBAHE HA PAIPELIEHHETO 3A
YIIOTPEBA

05.08.2003

10. HATA HA AKTYAJTH3UPAHE HA TEKCTA

Onu 2023




