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1. UME HA JEKAPCTBEHUA IIPOAYKT

Eduzon TabRaeTKH 3a CMYYEHE, [IPECOBaHH

Efisol compressed [ozenge

2. KAYECTBEH 1 KOJXNMYECTBEH CHCTAB
AKTUBHM BEIIECTBA B eOHa TaOJETKA 32 CMYYEHE: JeKBaIHHeB Xnopun 0.25 mg u
ackopOuHOBa kucenusa 30 mg (dequalinium chloride / ascorbic acid).

IToMOINHU BEIECTRA: 34 ITBJIHUSA CIIUCHK HA ITOMOIHUTE BEISCTRA BXK. 6.1.

3. JIEKAPCTBEHA ®OPMA

TabieTKH 3a CMYYCHE, DPECOBAHM.

4, KJIUHAYHU JAHHHA
4.1, TepaneBTHYIHH NOKASAHNSA
To3H JIEKapCTBEH MPOIYKT € IIpeAHa3HauCH:

e 3a NOKAJHO aHTHCENTHUHO JEYEeHUE Ha JICKW BBINAIUTENHH ITPOLECH B YCTHATA
KyXMHa ¥ opodapmHkca (KaTapalHy, yiuepo3sHu u (OUOPWHOZHM THHIHBHTH,
ahTO3EM CTOMATUTH, Kangumosa /coop/; (apuHIuTH, TOH3MIUTH; NAPUHTHTIH H
IJIOCUTH).

e 3a mpodmiakTHKa Ha WHOEKNMH Opedd H CHeHNOICPaTHBHU HHTEPBCHLHH B
obnacTTa ycrara ¥ repiaoTo.

¢ B KOMIUIEKCHOTO JeYeHHe, CBBMECTHO ¢ AHTHONOTHIM WK cya(poHaMuay, IIpH I10-

CepHO3HU HHPEKLUN HA OpodaprmHKCa.

4.2. J103uUpOBKA U HAYUH HA MIPUAOKEHUE

IIpunara ce o 1 TabneTka 3a cMyueHe mpes 2-3 uaca (He mobede oT 8-10 Tabrerku 3a 24
yaca).

TaBreTKUTE He ce MBBYAT. 11OJOBUH HFac Cie MPUEeMaHeTO UM IalUeHTHT € HeoOXOMUMO

14 ce BR3ABPIKA OT MprUeMaHe Ha XpaHa H T€YHOCTH.




[TpenophuBa Ce NSISHNETO A4 MPOARIKI 1-2 ZHA Clell OT3ByYaBale Ha CHMIITOMATHKATA.
O61aTa IpoILDKHTETHOCT Ha JeIeHHUeTO He TpsadBa 1a HaABHIABA 5-7 AHH (ONACHOCT OT
nucOaKTepro3a B YCTHATA KYXHHA U IBPIAOTO).

ITpoXyxThT He ¢ MOAXOMAIL 3a IPUIOKEeHHe IpH gend oA 4 rojguHy Iopaid pucK OT

ACTIHDAIHA.

4.3. IIlpoTuBOMOKa3aHHS
CBpPhXUyBCTBUTEAHOCT KBbM SKTUBHUTE W/HIM KBM HAKOE OT NOMOUIHATE BEIICCTBA HA

IPOIYKTA.

4.4. Cueunamsdu npeayrpe;KAcHus I NPeJNA3HA MEPKH NpU yuorpeda

[lopamu nuncata Ha o0e3bossfBalmia KOMIIOHEHTA B INPOJYKTa He € YMECTHO
MPUIOKESHHETO MY IIPH BEIIAIUTETHH [IPOLECH, CHIIPOBOASHH CBC CHITHA OONE3HEHOCT.
[Ipu Hajiwwie Ha OCHOBHY KIMHHYHEM CHMITOMH 3a TeHEpaTH3UpaHe Ha WHOEKUHATE €
HeoOXoaMMO ¥ HAZHAYABAHE HA CUCTEMHO GHTUOAKTEPHATHO JICUSeHUE,

[Ipu MoABATA Ha KaKBUTO M Ja € Hexenauy edekTh, npueMsT Ha Efisol ce npeycranopasa
W € Ha3zHaJyapa NoAXOIsINO JISUCHHE,

EnsospeMennara yrnorpeda ¢ ApYr¥ NPOOYKTH 32 JIOKATHO IPHIOKECHHE C& H3BLPIIBA
BHUMATEHO U ciel IPelleHKa 0T CTPana Ha JISKyBaLiu JIeKap.

AKO He HACTBIU ITOJOBpEeH e OT NPIIIOKEHNETO Ha MPOAyKTa Wik HMa 3a1b1004aBaHe Ha
CUMITOMATHKATA € HeoOX0quMa KOHCYIITAKRA ¢ ACKap.

Tosu jiexapeTBed IPOAYKT ChABPIKA KATO MOMOINHO BEISCTBO JAKTO3d, KOCTO T'O IPaBU
HETTONXOML 33 HAUSHTH ¢ JIaKTO3Ha HEIIOHOCHMOCT.

BbIpexy HUCKOTO ChAbpiKauwe Ha 3axapum (0.625 g) yrnorpebara Ha MpoAYKTa IPH
muabernuy TpsadBa Ja C€ H3BBPIIBA C IIOBHINEHO BHUMAaBHME I[PH KOHTPOIHPAHE

CTOITHOCTHTE Ha KPBBHATA 3axap.

4.5. BzanmmoneiicTBue ¢ APYrH JeKapCTBEHH HPOAYKTH M APYrd ¢opmMuH Ha
B3AHMOOEHCTBHEC
CHINeCTBYBa BEPOATHOCT HpH €XHOBPEMEHHO NpuioXeHHe ¢ Kayexalate (mpoAykT 3a

JICUCHUE Ha XI/II’IEpI{ﬂJIHBMHH) Ia ce MoydarT TeXKKH HEKPOTHUYHH YBPCOKAaHusd Ha KOXKaTa
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I JIMTaBuuuTe, 0co0eHo B racTpO-UHTECTUHANIHUS TpaKT.

4.6. BpeMeHHOCT I KbpMeHe



Tlo MOMeHTa HAMa peNeBaHTHM HAHHH OT ENMMICMUOJIOTHYHH IIPOYYBAHUA OTHOCHO
Bh3melicreueTo Ha Efisol Bppxy Opemenmoctra, [lopagn ToBa TpsadBa Ha ce MOAXOXKAA
NPEeONAa3IuBo Hpy ynoTpedara My Ipu OPEMEHHH XKEHH.

FEfisol Moxe pna ce Npuiara IIpy KbpMelu OKeHU B IPENOPBYUBAHHTE Ho3a H

MPOABDKUTENHOCT Ha JeuebHUS KyPC.

4.7. EdekTu BopXy cnocofHOCTTA 32 modHpane u padoTa ¢ MAMIHHE
Hsma nasay 3a HeGaaronpuaTyo snusHue Ha Efisol Brpxy cnocodHOCTTa 3a mIOPHpaHe U

padoTa ¢ MallTiHH,

4.8. Hexenann JeKapcTBeRU PeaKIIHI

[IpoAyKTET Ce MoHacd HoOpe. HE ApasHH THKAHWTE B MACTOTO HA IIPHIOKCHHE M HAMA
CBOOINEHHS 3a CEPUO3HM HEKenaHu epexTH. Panko Moxke Ha mpeaH3BHKa TaaeHe H
ITO3UBH 32 TOBPHIIAHE; MHOTO PSIKO aNCPrHuHy PEAKIWH, YYBCTBO 3a IapeHe U ApasHCHE

WY CYXOTa B YCTHATA KYXKHA; nucbakTeprosa IpH IPoAb/DKATENHE YIIOTPpeDa.

4.9, IlIpemosupane

Hsmva ¢choOmenys 3a cliyuan Ha Ipefo3upane ¢ IIPpoayKTa.

5. ®APMAKOJOIrHYHU CBOUCTBA

5.1. @apMakoXMHAMHIHM CBOHCTBA

ATC Kon - R02A A 02

Efisol ¢ KOMOHHUPaAH IIPOAYKT ¢ M3Pa3eHO JOKAIHO aHTHCENTHYHO, aHTHOAKTepHanHo
ALTUMHKOTUYHO NeficTBHe IPH BB3NaleHus B 00IACTTa Ha yCTata i I'bPloTo.

[TposiBABa OCHOBHO GaKTepHOCTATHHHO (CIIOPEN HAKOH JaHHI H OaKTEPHIUAHO) NEACTBHE
CTIPAMO PENHIA TPaM - TIOFOKUTENHA W ThaM - OTPHLATETHA MEKPOOPTaHUIMH.
[TponykThT & e(heKTUBEH MpH ankanHo pH (KakpaTo ¢ cpezara B yCTHaTa KYXHHa) ¥ TIpH
temmepatypa 37°C.

Dequalinium chloride ¢ roKaNeH aHTUCENTHK OT TIpynara Ha XBUHOIMHHTC.
[IpencTaBasBa OWCKBATCPHEPEH KBHHOJNMH C AHTHCCITHYHO H OaKTEpHOCTATHYIHO
JelcTBUE.

Dequalinum chloride nposBsiBa aHTHCENTHYHO JEHCTRUE - OCHOBHO UPE3rABRE HeH e(eKT;
< "SERL e

aHTUOAKTepHANHO HeHCTBHe - OCHOBHO BEpXY Gram (-) u Gramy/ );5,:’3*_;?& Kp

IPeJUMHO BBEPXY THOSPONHW NPHYMHUTENH K BBPXY DPE3ICTE



nmaMoBe (IIMOTEHHU CTPEITOKOKu, Borrelia # ap.); agETHMHKOTHYHO IEHTBHE - TIABHO
cupsamo Candida albicans, Haxou Bumose Trichophyton u ermmzepmo¢uru. He nposgsssa
aKTHBHOCT KbM Mycobacterium,

AXTHBHHAT aHTHOAKTepHaNeH MeXaHH3bM BKIIOUYBA MACHATYpalusd Ha OenTpluTe I
CH3UMUTE UPE3 Pa3TBAPAHE U HETIOMMEPU3AIIUSI, KAaKTO M TVIMKONM3a M WHAKTHBALIWS Ha
IEXHOPOTEHA3UTE; B HAYANIOTO ACHCTBHETO e 06paTuMo, HO HPOABIDKHTEIHUAT KOHTAKT ¢
IIPUYMHUTENNTE TH HHAKTHBUpa HEOOpaTHMO; HapyIIaBaHE CHHTE3a Ha OCNTHLHTC B
pubo3oMuTe; IUTONN3A Ha KIETRUHATA MeMOpaHa.

[ToBBPXHOCTHO ~ aKTHBHO KaTHHOHHO AeHCTBHE € B OCHOBATa Ha OAKTEpHOCTATHIHOTO My
neificTBMe, TO CIIIHO u3pazeno mpu Gram - IOJOXKHTENHW, OTKONkoro mpu Gram -
OTPHIATENHT MEKPOOPTaHH3MH.

AckopOuHOBATA KHCEAHHA, BKIOYEHAa B CHCTABA Ha IPOJAYKTAa IOBJIHABA
BLTPEKICTLUHATE OKHCIHTEIHA W BB3CTAHOBHMTEIIHM IIPOLECH; yBEHYaBa CHHTE3aTa Ha
crieMUIHUTE NPOTHBOMHKPOOHH aHTHTOKCHHE M TOHOOpsABa QYHKOMATA Ha
PETHKYIOEHA0TENa; HAMallgBa [IPOIIyCKIMBOCTTa Ha IPAHHUHKTE MEMOpaHH, yIIbTHABA
KaIIMJIIPUTE B OrpaHKyaBa eKCyJaTHBHATE, BE3NAIUTEAHUTE Y alePIrUYHy PEaKkliy.
PesucrenTHOCT cnpsivo Efisol ce passuBa TpyAHO, IPH IPOABIDKUTENHA yroTpeda (Hax 15
- 20 maw). Ch3AaBaHETO HA PE3HCTEHTHOCT ¢ MHUHUMAIHO 3a (ram - ITOTOXHTEIHUTE
GaxTepuH W HAKOH rpOMuxy. EdexTHBeH € cpellly MHKPOOPTaH3MH, YCTOMYUBH Ha

TeHULIIINE, CTPENTOMELYUH K CYIHOHaMUILIH,

5.2. DapMaKOKHHETHYHH CBOHCTBA

B yeTHaTa KyXUHA OKa3Ba JIOKalHO JSUCTBUE.

Cien nonaaaie B racTpo-HHTECTHHANHNS TpakT uMa O5p3a abcopliius.
PasnpezietleHAETO € upes mudys3ud mpes geper apob, 6em apobose, GpOpenH.

EnuMHHAPAHETO € IPOIBIDKUTENIHO upes ypuHara u Qeueca.

5.3. IlpenkJauHUHYHI JAHHH 32 0€30IIACHOCT

He e pui1osKuMoO.

6. DAPMANEBTHYHU JAHHU

6.1. Coaebk HA HOMOIHHTE BeINeCTBA

[mioxoza MOHOXHAPAT, 3aXapWH HATPHU, [EKTUH, BAHWIMH, 3axap

MOHOXHIpPAT. MarHE3UEB CTeapar.



6.2. HecnBMecTIMOCTH

He & npuioxumo.

6.3. Cpoxr Ha roaHocy
3 (TpH) rOXMHU OT JaTaTa Ha IIPOU3BOACTBO.

JIeKapcTBEHMAT MPOOYKT Ja HE Ce M3I0NI3Ba CAe M3THYAHE CpOXa Ha OMHOCT, yKa3aH Ha

OIIaKOBKATA.

6.4. Cronenuananu yCaoBHS Ha ChbXpaHeHHe

ITpu Temmeparypa nog 25°C.

Tla ce ¢hXpaHsaBa Ha MICTO, HEXOCTRITHO 3a ACIIA.

6.5. MaHnu 3a ONNAKOBRATA
ITo 20 6pos TabmeTky 3a cvyuene B Onmctepn ot PVC/PVDC/AL donmo.

[To 1 OnucTEp B SAMHNYHA KapTOHEHA Ky THS.

6.6. Cnennanau OpeanazHu MEPKH HPH H3XBbPJIAHE

HsMma criennunaigd N3UCKBARHST

7. IIPUTEXKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
"Axrtasuc" EAJL
yiL, "Atanac Tyxos" Ne 29

Codus, brnrapus
Ten. +++359 2 9321762; ++359 2 9321771

8. HOMEP HA PA3PEIITEHVETO 3A YIIOTPEBA
Ne TI-6780/30.01.2003

9, HATA HA ITBPBO PASPEIHABAHE 3A YIIOTPEBA
TTpotoxon Ne 260/18.11.1966 .

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
Deppyapu 2008 1




