KpaTka xapaKTepHCTHK2 HA NPOAYKTA

1. prroncmo HMe HA IEKAPCTBEHUA NPOTYKT

Mucofalk® Orange MUHKCTEPCTBO HA 30PABEOMASBAHETO
Myxogank moproxai FipHAONKaHUE 20

. paBpBMBHHB:?;nmgﬁaw 4 5082 0\ a4t ﬁ
2.KauecTBeH H KOJIHYECTBEH CHCTAB:
PacTuTenes JeKapCTBEH IPOIYKY. ﬁ/:{ (%gg A9 2o, 5 M

5 g rpanynu (= 1 came) CEOBPKAT:

Jlexaperseno BemecTBO:
Plantaginis ovatae folliculis semenis 3,25 g

3. HexapcrBena dopma:
I'panynu 32 Opaymo HpHIOXCHAS

4, KAIHHAYHH JAaHBH
4.1, Tloxkazanun

- XpoHugHa ofcTHNanMs

- 3a00IBaNHs, YIPH KOXTO ¢2 JXEIaTelIHH H0-CTabH IBIKEHAs Ha Ae6e0To YepBo H
[O-MEKY H3NPAKHEHUs Haup. aHATHE QUCYPH, XeMOPOHIH, CHCTOSHHE CIEX
XHpPYPrad8a HATepBeHuA B o6racTTa Ha pekTyMa

-  HOMTBPKAIO JCYCHHE IPH JMapHs OT PasInrdeH IPOH3X0H

- CHEAPOM Ha “pasgpasHEHoTo Aederno gepro”

4.2, No3upoBKka 0 HAYHH HA yHnoTpeda

Bmpacmn U 1oHomH (Hay 12 roguMHn) IpAeMaT eHO calfe/efHa MepUTelHa THKANA
Mucofalk® Orange pa36I;pKaHO C AOCTaTHYHO KOMHIECTBO TEWHOCT (He IM0-Maiko oT 150 mi)
2 mo 3 OBETH THEBHO.

Axo Mucofalk® Orange ce n3monssa 3a ]ZIOJZUI’BpJKaHIO NedcHye HpK NaNUeHTH ¢ JHApHS 0
CHHIPOMa Ha “pasfpa3sHEHOTO AeOeo depro”, BE3PACTHH U Jeita Haj 12 FOIMHN mpreMaT
eIIHO Calle /eIHa MEPUTENIHA JIBKHILA C ,uocramqno KOJMYECBO TEIHOCT (He mo-Manko ot 150
ml) 1Ba 10 MIECT IFETH FHEBHO.

Babenexka: Mucofalk® Orange Tpsi0Ba na ObHe NpHeMaH ¢ JOCTATEIHO KONHIECTBO
TEYHOCTH. YIIOTpeOara My 0¢3 afeKBaTHO KONHYECTBO TeUHOCTH MOJKE A2 NIPEAH3BHKA
sapymapase. Ilpenynpexienmnara Tpabpa Aa 6BIaT B3eTH nog BEMManue. Mucofalk® Orange
He Tp0Ba fa ce npriema HellOCPEACTBERO IIPEAH JITaHe.

43.1Ip omnonoxaaauml
Mucofalk® Orange re Tps6Ba Ia ce npueMa B cIIydai Ha:
- CBpPBEXYYBCTBATENHOCT KBM Isphagula (plantago, psyllium) puni Bsx0st 0T HOMOIIHETE
BEIECTBA HA IPOAYKTa
- TOBWIHEHA TBEPZAOCT HA H3IPaKHEHAATA (KOIPOIATH, YINIETHERY (heXaTHl MacH)
- KopeMu¥ OOJKH, IaficHe B IOBPEIIaHe HOKaTo anqHHm*e 3a 107BA KA Te3H
CHMIITOMY Ho Onmar YTOHHCHH OT JIeKap
- mpoMsza B “gaBurTe” Ha NeGENOTO YePBO NPORBIKAB
- CHeA IIpHeM Ha cHabHTeNHO CPEACTRO, AKO HE & Haﬁmo
- HEIMArHOCTHIMpAaHA PEKTaNIHA XeMOPATHS




- pucarns wm ragere

- CTECHCHII Ha XPAHOHPOBOJIA, KAPAUATA HIIH CTOMAIIHO-IPEBHHS TPAKT

- SallaniBana Uik ChINeCTBYBAINa YpeBHa HENPOXOMHMOCT (HAeyC) M CHHAPOM Ha
MEraxoJIOH

- HapyIieHHd BBB BOXHO-ENIEKTPOIITHHS Gananc

- TPYZAHO KOHTpOIMpaK 3axapen muabet (diabetes mellitus)

4.4. Coenpaim NpexyNpessienus M NpeAnasiy MepKH npu ynorpeda

Mucofalk® Orange Tps6Ba fa 6b/¢ IPUEMaN ¢ JOCTATEYHO KOMYSCTBO TEUHOCT Hamp, 150
ml Bojia /efiHa gamma BOZA/ 32°6qHO ‘cale/ezHa MEpHTETHA IBKHANA (exBHBaNCHTHA HA 5 g
TPaHyIH).

1pz 3abonsBaHs, IPHAPYKEHY C THAPHT MHOTO BAKEH aCTIEKT OT JIEUEHIETO &
BB3CTAHOBABAHETO HA BOTHO-SIEKTPONUTHHES OaNaHC.

Mucofalk® Orange He TpsGBa Aa ce IPHeMA IIPH CHINECTBYBAK 3aTpyIHEHNS B TEATAHETO.
HeMoImHuTe 1 HO-BE3PACTHHTE NaUeHTH TPIOBa 2 GHAAT O MEIHIHCKO HabmoneH e 0
BpeMe Ha JeUeHHETO. '

Mucofalk® Orange csaBpiKa 3axaposa.

IHorypmaneTo a 3axapo3a TpsbBa Ja Gbe H30ArBAHO OT NAHEHTH C HaClleICTBeHA
HETIOHOCHMOCT K6M GPYKTO3aTa, CHEAPOM Ha MOKO30-TATaKTO3HA ManaScopOuus wmnz
HacleICTBEH 3aXap030-H30MalTa3eH Ae(HInT.

Mucofalk® Orange 5 g rparymn coaspxa 0, 5 g 3axaposa (3axap) u 3,07 keal (12,86 kI)
exBHBaNieHTHH Ha 0,064 xneCGuu equHpn.

Mucofalk® Orange 5 g rpasymi ceaspixa 3, 9 mmol (90 mg) Hatpuit. Tosa Tpsibra ma OvIe
B3ETO NNOX BHUMAHHE IPY MAIMCHTH, KOXTO CIIa3BaT JHeTa ¢ HECKO ChABPKAHHE Ha
HaTpui/comn.

1Ipy nauyeHTH IpUeMalny THPOUAHYE XOPMOHH 3a6aH0 ¢ Mucofalk® Orange no3ara Tpsa6pa na
ce Kopmga, axo ¢ HeobxomuMo, .

Mucofalk™ Orange ne TpsiGea na ce nprtara npx gena mox 12 TONUHH, HOPaji HeNOCTATHUYEH
OTHT IIPY Ta3H BE3PAcTOBA FPYIIA.

4.5, JlekapcTBeHH M APYTH B3auMONCHCTBHS

Hpesnara pe3opOIig Ha APYIrH IeKapCTBEHH TIPOAYKTH HaNp. MAHepaiy (KaJiHii, ;Keli30,
JIUTHH, IUHK), BATAMIHY (BHTAMEE By, ), CHPAUHM [IHKO3HIY H KYMapHHH MOXe na Obne
3abaeena. Eto 3amo %pﬂﬁ}_sa Ha GBJle Ca3BaH HATEPBAT OT IIONOBYH 0 €IUH YaC MEXTY
npuema Ha Mucofalk™ Orange u Apyru nexapcrsenn NPONYKTH.

Ha616Bamu BemecTsa KakTo B IEKAPCTBEHN HPOAYKTH, KOMTO IOTHCKAT €CTECTREHATA
IIEPHCTANTAKA Ha JeBeN0TO YepBo (Halip. onmueBa mmﬁgpa, JIONepaMul XBAPOXIOPHL) He
Tps6Ba na 6BHAT MpreMany eqHOBPeMeHHO ¢ Mucofalk Orange, HOpaau PHECK OT
niebennouperHa HEITPOXOARMOCT. :

Tlopanz 3abaseBara abcopOuus Ha BEINEXHIPATY, IEKAPCTBEHOTO BEIIECTRO, CHALPIKAIID CE
B Mucofalk® Orange MOxe 13 HAMAIM HHBOTO Ha KPHBHATA 3axap B KpsBTa. Hpr uHCY IMHO-
3aBHCHM JiabeT MoXe a Ce HANOXKK HAMAIBaHe Ha J03aTa Ha HHCYIHHA.

He e u3ximoueno orcnabsane Ha ediexra Ha THPOYHETE XOPMOHH, JOPH 4KO HE ¢a IpHEMaHH
exHoBpeMerHo ¢ Mucofalk® Orange .

4.6. bpemenoct u KbpMene
Hsva npoTupomokasanus 3a ymotpe6ara na Mucofalk®
KbEpMEHe,




4.7. Edext BHpXy cHocoGHOCTTA 32 modHpane u paGora ¢ MAIHHK
He ca n3pectHn.

4.8, HexxeJaHn JiekapcTBEHM PearIBn

Bemare Hamngsy CHMIETOMY KaTO IOBAIIEHO 06pasyBane Ha rasose, YCEIlane 32 IBIHOTE,
MOraTt fa 0BT 3aCHIICHH IPe3 IEPRUTE HAKOKO JHE Ha NEICHUETO;, TE3H OIIIAKBARS
oT3BY4aBar Oes fia ce Hajlara peKpaTgBane Ha TepanusTa. Meoro paaxo (mpx 1 ma 10, 000
TeKyBaBH NAHEHTH) MOYAT 1a C€ HaGIoAaBar EPOsIBY Ha CBPBXUYBCTRUTENHOCT, OHAKOTA
BKIOYBAIIH aHa(QWIAKTONOKOGHE peakiyy.

Onucan e exuu cnydaif Ha GPOHXOCHAZEM.

B tesu ciydan TpsaOsa Xa ce IpeKpars npHeMa Ha Mucofalk® Orange ¥ KOHCYITAIMSA C
neKap.

4.9. IIpepo3npane

CumirroMuTe, HaGMIONABARH KATO HeXE/aHH peakiiH Hanp. GOIKH B XopeMma, (braryneHms,
yCeane 3a HEIHOTa MOXKE JIa C€ YCUIIAT HpH pero3upane. IIbpeo, Tpsa6Ba Aa ce npHeMar
JOCTaTHIHO KOMIECTBO TEIHOCTH ¥ € HEOOXOAUMA KOHCYJITAIEA ¢ EKAp.

5. @apmaxonorayan NaHHM
5.1. dapmakoaMHAMAYHY CBOHCTRa

Cr3napamure o6em cpefcTBa YIECHNBAT IPEMHEHABAHETO Ha H3IPAKHEHUSTA, KATO
YBENMHMABAT TAXHATA Maca. Y BEJIMYABAHETO HA TEIVIOTO Ha M3NPAKHEHHATA HACTRIBA Upe3
Apa Mexarmsma. Ot eHa CTpaHa, Te3H MPOAYKTH CBEP3BAT BOAATA HOPANH CBOUTE GY3HKO-
XIMHYHE cBolicTa. McnarynosuTe(Plantago ovata) Hepa3TBOpHMHE BEB BOJA BIIAKHA
CREP3BAT BOZaTa OJiarofjapeHne Ha XHAPOKOIONANUTE B CHCTOSHHIE Ha Tell ¥ BHCKO3eH
pastop. Ot Ipyra cTpana, ch3papanmre ofeM CPECTBa yBEHYABAT MacaTa Ha GaKkTepauTe
B H3NP2KHEHUATA, 2 Ipe3 ToBa — 1 coOcTBeRaTa cu (epMenTanys ot Tsx. [IpogykTare oT
baxrepranmuys pasmal, COSIUATHO KECOBEPHXHHTE MACTHY KHECENHHE CE3AARAT XPAHHTEIHI
BEMECTBA 3 KNETKUTE Ha IE6ENI0TO YepBo B ¢ TOBA CTHMYIHPAT HErOBATA MOTOPHKA.
OTzeniHETe rasoBe yBENHIaBaT PA3TATAHETO Ha AeOElI0TO 9EPEO, A TaKa ChINO BEPOSTHO O
H3TNACKBAIIHA My MOTHAHTET.

5.2. dapMakOKHHETHYIHHE CBOHCTBA

Hcnarynosure jrocnn(06BEBKETE OT ceMeHaTa Ha Plantago ovata), KOMTO ce CHABpIKAT B
Mucofalk® Otange, Morar Aa IOTTEMAT BoAa K0 40 IBTH HOBeYe OT TErIoTo cu. Toga
yBennuasa o0eMa Ha H3NPOKHESHUATA H TH ITOABPKA MEXH, ICPHCTAITHIHATE IBHKSHHAS CE
CTHMYJTHPAT H €& CKECIBAa BPEMETO 32 HPEMMHABaHETO [Ipe3 XPaHOCMAIATEHIS TPAKT,
ObeuBruTe Ha ceMeHaTa Ha Plantago ovata He ce pe30pOupaT B XpaHOCMUNIATENHAS TPAKT.
Pacrurennre Gubpw ce pasrpakiaT JacTHIHO OT OAKTEPHHTE B JGEN0TO IEPBO 10
KBCOBEPIIKHY CAJIHO JNETIMBH MacTHH KHCENHEH, KOUTO HMAT TpodudeH e(eKT I MOrar ja ce
Pe30p6UpAT OT UpeBHATA IUTABHIIA. '

6.@apManeBTHYNH JAHAM
6.1. CnnchbK Ha NOMOIBMTE BeHIecTBa;

Sucrose 04795 ¢
Dextrin 0.2940 g
Sodium citrate x 2 H,0 . 02250 g




Sodium chloride 0.0150 g

Saccharin sedium 0.0100 g
Citric acid, anhydrous 0.4350 ¢
Sodium alginate 0.2515¢

Orange flavor [Evogran 301768} 0.0400 ¢

6.2. ®u3uK0- XMMUYHH HECHEBMECTHMOCTH
He ca nzpecTHA.

6.3. Cpox na rogsoct
3 ropuaH

6.4. Cnenraasay ycj10BUs 32 ChbXpaHenne

He ce u3mckBaT cICHHAHA YCIOBUA HA CHXPaHEHHE,
Ja ce crxpaHsBa Ha MSCTO, HEAOCTHIHO 34 Jea.

6.5. lanpm 32 OMAKOBKATA
Kyrus ¢ 20 gosupany caleta, ChABPKANM 0 5S¢ Ipanyiu

6.6. Hpenopmm npH ynorpeba

Mucofalk® Orange Tps0Ba Jia Ob1e IpHeMaH ¢ JOCTATHIHO KOMIYECTRO TEYHOCT Hamp.150 ml
BOfAA 32 5 g IpaHyliy, B IPOTUBEH CIIy4Yail MOrTHIAaNeTo My MOXe Ia Oble 3aTpyAHeHo i 5a
JOBEHE 0 3afyinaBage.

Baxmo e na n3gaxare 30 110 60 MEHYTR cliefi IpHeMa Ha IPYTH JEKAPCTBEHM IPOAYKTH HPERH
npmaragero 5a Mucofalk® Orange.

7. HvMe B agpec Ha IpATeXATeNA HA pa3pelIeHHETo 32 yHoTpesta

Dr.Falk Pharma GmbH
Leinenweberstr. 5

Postfach 6529

79041 Freiburg

Germany

Tel: +49 761-1514-0

Fax: +49 761-1514-321
e-mail:zentrale@drfalkpharma.de
hitp://www.drfalkpharma.de -

8. Permcrpannonen Ne B Perncrbpa no 4. 28 ot 3JIAXM:

9. Hara Ha IHPBO paspemaBane 3a yIm'rpeﬁa HA JIeKapCTBCHUA NPOAYKT (HOAHOBIBAHE
H2 pa3peneHleTo):

Hara #a nppBO paspemiapase 3a yuoTpeda na JIeKapC'rBeHmI NPOJYKT B Beirapns:

05.11. 1998 r.

10. lara Ha 9acTHIHA AKYYAIN3AIES HA TEKCTA:
TOmx 2005r.




