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Anran Mexron 2 mg/ml+0,5 mg/ml, cripei 3a yerna nnrasﬁi:a;’paﬁg‘rﬁ’dfi resrrssmrerninerersessmsene e

Angal Menthol 2 mg/mi+0,5 mg/ml, oromucosal spray, solution

2. KAYECTBEH M1 KOMMYECTBEH CLCTAB

1 m] cxampaka 2 mg xnopxekcnauHoB nurmokoHar (chlorhexidine digiuconate) u 0,5 mg numokaueHoR
xuapoxnopua (lidocaine hydrochloride) .

TMoMomHY BelecTsa ¢ M3BECTEH eiekT: eTaHoN.

3a IBIHMA CIHCHK HA MOMOUIHHTE BEILECTRA BIXKTE TO4KA 6.1

3.  JIEKAPCTBEHA ®OPMA

Cnpeii 3a ycTHa AUraBHua, pasTBOp.
Awnran Menrton e Guerbp, GesusereH pasteop.

4. KMHWYHW JAHHHA
4.1 TepaneBTHYHH NOKA3AHHS

Anram MeHTON € 0Ka3aH 33 CUMIFTOMATHYHO M JIOKAITHO JIeUeHHe HA 3a60nsBaHmA Ha dapHHKca,
Heticrea kato nesHH(eKTaHT U TOKATHO 06€360MABALIO CPEACTRO APH BE3NATEHO BP0 H CHCTOAHKNA
Ha (hapHHKCA M YCTHATA KyXHHA, CHIPOBOACHH C PasApasHeHHe U GONEIHEHO NPErNBUIAHE, KATO
APHHIUT, THHCHBKT, CTOMATHT H a¢Ti. Hanuunero Ha iMgokauH B CHCTABa BOOH 10 Gbp3o
obyiekyaBaHe HA CHMITTOMHTE.

B ciyuan Ha Gaxtepuania dH(EKIHA CIPOBOAEHA C BUCOKA TEMIIEPATYPA € HEOGXOTMMO
AOTTBIHATENHO NEYeHHE.

AHrait MeHTO/T He CBABPIKA 3aXap H MOKe A2 c€ HITON3Ba OT AHaGeTHI.

4.2 [Ho3dpoBKa ¥ HAYHH HA NPRAGKEHNE

EOBHQOBKa;

Buvspacmuu u deya naod 12-z00umuma evapacm: 3 10 5 puprexbanns, 6 5010 meTH AHEBHO.
Heya nad 6 zoounu: 2 no 3 prpbekpanus, 3 10 5 TBTH AHERHO.

Asran MenTon e TpsGRa fia Ce NpHIara npu AELA MO 6-TOAMITHA RB3IPACT.

To3u nexapcrser OPOAYKT € MpeHA3HAYEH 38 CHMITOMATHYHO JIEYEHUE H He TpaGBa 6he HANON3BaH
ABJITOCPOUHO.

Axko He HacTen noaoGpenue ciien 3-4 IHeBHO eueHNe W NAIMEHTHT UMa GaKTepHaTHa Hil

HaunH Ha npunoxenue

OpodapHHreaTHo NPUAGKEHHE.



Ilpenu ynorpe6a, naumeHTsT TpaGBa 1a M3NPABH AIUIMKATOpPA NMEPIIEHAMKYJISIPHO Ha GyTuIKaTa.
laumenTsT TpabBa 1a OTBOPH yCTaTa CH LIHPOKO, 12 HACOYH aAIUTHKATOpa KbM (hapHHKCa M 1a
HatHcHe 6yToHa. [To Bpeme Ha npuiaraHeTo, TpsabBa aa ce 3abpikH IbXa.

B ciyyaii, ye cipeaT HAMa J1a ce H3MO/3Ba 3a IEPHOJ OT BPEME, Ce NPeNopbyBa NOYHCTBAHE HA
anaMKaropa cjien nocjeaHara ynorpeba upes cieHaTa npoueaypa:

1. Cnpesr Tpa6sa na ce o6bpHe 06paTHO 1 TpsOBa aa ce HaTHCHe GyTOHA, OKATO HATHYHHAT B
anIMKaTopa pa3TBop € OTCTpaHeH (anaMKaTopa He NPbhCKa MoBeYe paTeop).

2. AnauxatopsT TpsAGBa Na ce 0TKa4u OT OyTH/IKATa M 1a CE MOCTaBH B TOTLIA BOJIA 33 HAKOJKO
MHHYTH.

3. AnnuKaTopsT ce M3BAXKAA OT BOAATA H CE M3YAKBA 1a CE H3CYIIH.

4. 3a na ce 6nokupa MexaHu3Ma Ha GyTHIIKATa, CYXUAT aniMKaTop TpAGBa 1a Ce MOCTaBH BhpPXY
HEro, Taka 4e Jla COYH Ha JoJy.

Anran Menron cripeii He TpA6Ba 1a ce M3MON3BA HEMOCPEACTBEHO NPEaX MM MO BPEME Ha XpaHeHe.

4.3 IIpoTuBONOKA3AHHS

- CBpBbXUYyBCTBHTETHOCT KbM aKTHBHHTE BELECTBA MM KbM HAKOE OT OMOILHHTE BeLIECTBa,
H30poeHu B Touka 6.1.

- Jena nox 6-roauiiHa Bb3pacr.

- ANKOXO0JIHA 3aBHCHMOCT

- Heua ¢ anamHesa 3a MycKyIHH KpamnH (BKITIOUHTENHO (eGpUIHM MbpHOBE), Thii KATO TO3H
MPOAYKT ChAbPKA JIEBOMEHTOJ.

AHran MeHTo/ He € CbBMECTHM C HAKOM BEILECTBa, KOMTO Ce CPeLlaT YecTo B nacTuTe 3a 3u0u. [1o
Ta3H NPUYKMHA, MEXKAY yrnioTpeGata Ha Anran MeHTon cripei 1 nacra 3a 361 TpsaGBa Jla MMa MHTEpBAan
OT noHe 30 MUHYTH.

4.4 Croeumaaun npeaynpeskAeHHs H NPeANa3HH MEPKH NpH ynorpeda

[Ipu Gaxrepuaniu HHOEKLMH, MPUAPYKEHH C MOBHILIEHA TeJECHa TEMIIEpaTypa
XJIOPXEKCHAMH/NMI0KAHH Ce M3MIO/I3BAT CaAMO KaTo JOIMBJIHUTEHA TepanHus.

[1pu ynorpeba ot naumMeHTH Cbe Chp/IeuHa HEOCTATYHOCT, HapylueHa yHKLUHA Ha YepHua apob u
TaKHBa, IEKYBaHH C aHA/I03H Ha JIHJI0KaWHa (AaHTHApUTMHLM KJac 1), ce M3HCKBa [TOBHIIEHO
BHUMaHHe, Thi KATO MOTaT Jla C€ MOBHLLAT HeKeslaHUTe e(PeKTH Ha JIMAOKAHH.

IIpenopeHsa ce NoBHIIEHO BHUMaHHE NPH YNoTpe6a Ha XJIOPXEKCHANH/THAOKAHH TIPH MALMEHTH,
CKJIOHHH KbM peaKLiMi Ha CBPBbXYYBCTBHTEHOCT.

VYnorpebara Ha TO3H NleKapCTBEH MPOAYKT TPSOBa Aa ce OrPaHHuM /10 MOBIHABAHE HA GoiKaTa 1
ApasHeHeTo. Ynorpebara Ha TO3H JIEKPCTBEH NPOAYKT He TpaGBa aa 6b/1e ABArocpoyHa 1

HeNpeKbcHaTa. —s
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CrliecTRYBA MAITBK PHCK OT MOABATA HA HEUYBCTBHTENHOCT Ha 06)AcTTa Ha IIOTHCA W HAMAMNABaHe
KOHTpO7Ia Ha FEITATeNHNS pediieke, KOeTo fa Joreae IO ACIIMPAlHA Ha XPaHa B JHXATSIHHTE THTHIIA
npu ynorpeGara Ha MHOTO BHCOKH 403k (OBede OoT | ONaKkoBKa NHEBHO).

Cren npunaraHe, He Tpa6Ba & ce NPHEMAT XpaHa  HANMTKY WIH A C& MUAT 3E6HTe.

Aurai MeHTOX ChABPIKA HATPHIH H eTadO.

Toga nekapeTso chaBpka Mo-Manko ot 1 mmol natpwii (23 mg) Ha 100 ml, T.e. Moxe na ce Kaxe, ue
MpPaKTHYECKH HE ChAbpka HaTpUi.

To3su nexkapcTaeH NPONYKT CHALPIKA MATKH KONHYeCTBa eTaHon (ankoxom) qo 180 mgsa §
BNPLCKBANMSA, EKBHBATIEHTHH Ha 4,5 ml Oupa wnn 2 ml BuHO 3a S BOPECKBAHKA,

KonuuecTBoTO ankoxon B TOBA IEKapCTBO MOXKeE /18 [IOBAHAS criocobGHOCTTa 3a nIopHpane WM pabora
¢ Mantuny, Ilpuuunata 32 TOBa €, 4e TOH MOXKE /13 NORIMAE HA NPELEeHKATa U Obp3MHATa Ha
peakumure. Heobxomimo e cnennanio BHUMAaHHe NPH JaHBY 38 eMHAETICHA WM YePHOAPOOHH
npobremu, B3MoXuH ca B3aMMOAeHCTBUA MeXIy aTKOX0Ma H APYTH Niekapersa. [pu Opemennoct,
KbPMEHE HJTH ANTKOXONHA 3aBUCHMOCT € HEOOXOIHUMO NOBHIIEHO BHHMAaNHE.

Heduampuuna nonynayus
Anran Menron cnipeit € NpOTHRONOKA3aH NMPH e HA BHAPACT 107 6 TOXHHM,

4.5 Bjammopeiicrsue ¢ APYrY JIEKAPCTBEHN NPOAYKTH H APYrY GOPMH HA BIAAMOLEHCTBHE

Jlanokavs ¢ u3BecTeH HEXHOUTOP Ha yepHONPoGHUsS eH3HM CYP1A2 U B no-Masika cTeneH na
wsoeHanmute 2D6 1 3A4, HO B3aNMOZEHCTBHETO CBC CYOCTPATH HA TE3H CH3AMM, TPHIIOXKEHH CIIPAMO
NpenopeKkuTe, ca 63 KIHHWYHO 3HAYCHHE.

TlawpienTiTe ne TpAGBA fa NpUIAraT XI0PXSKCHIHH/THAOKAKH CHBMECTHO ¢ XOTHHECTEPAIHH
MHXHOHTOPH (Hanp. HEOCTHIMHH, THCTHIMAH, NTUPHICCTUIMHH) I ¢ APYTH JEXAPCTREHH NPOAYKTH
3a NEYEHHE HA MHACTEHHSA [PABHC,

ITo Bpeme Ha NEUEHHETO ¢ XNOPXEKCHAMH/MHAOKAWH, HALMEHTHTE He TPAGBA a Npunarar
©HOBPEMEHHO APYTH JIOKATHH AMTHCENTTHLIH 3a AiesnHiexuus Ha repnioto. Toka He ce oTHac 3a
APYTH NEKapCTBEHU MIPOAYKTH, CHABPKALIA XIOPXSKCHIHH/ THAOKAHH, MOPaJiM ¢AHAKBHS cheTab. [IpH
komOunHpaHe Ha cnipeii ¢ TAGNETKH 32 CMyuene, He TpiGRa a ¢e IPEBHIIABA NPENOPBUHTEAHATE
HEBHa 1038,

XOPXEeKCHANH € HECHBMECTHM C RHHHOHHH BellecTBa (Halp, HATPHEB Jaypui cyndar) H onpeaeneHy
APYTH BEHIECTBA (HAND. aNrHHATH, TPArakKaHT), KOKTO YeCTO ¢& H3NON3BAT ¢ NacTHTe 3z 366K, [To Tasn
[pUYHHA, MeXIy ynoTpe6aTa Ha MacTara 3a 356K M XI0pXeKCHIMH/MUAOKAKH TpaGBa 1a Mma mowe 30

MUHYTH.

TenuaTpyuyHa nonynaums
KomOuuanusaTa Ha cripeit 1 TaGneTky 3a cMyyene He TpaGBa fa e NPHNATA TPH Jena.

4.6 @eprTuianTeT, GpeMEHHOCT H KbPMEHE

Bpementute seHn H Te3H, KOHTO KbPMAT TpaGBa Na MMAT NPEABHE, Ye AHran MenTon chaspxka
44,4% anmkoxon.

To3u nexapeTeeH NPOXYKT € IPEeAHABHAYEH 32 JIOKAJIHO jiedeHHe. Ako HIGPOSHHTE 1Ipe
M OrpaHM4EHHA 3a YNoTpebaTa ca B3eTH Mo/ BHUMAHKHE, TO3H JIEKAPCTBEH NPOLYKT
M3MI0/13BaH 110 BpeMe Ha OpeMeHHOCT ¥ KbpMeHe. [Taumentkute Tpadsa ga 6uaat
uHGpOPMUpAT NEKYBAUAA CH NeKap.

4.7 EdexTu Bbpxy cnocofrocTTa 33 modupane u pabora ¢ MamHBH



He ca npopexnans npoyysanus Ha e(eXTHTE Ha XIOPXEKCHAMK/ MHAOKAUH BHPXY Croco0HOCTTa 38
modupase 1 paGoTa ¢ MALUMHH.

48 Hexenann nexapcTBeRH peAKIHE

Habmonasana ¢ no6pa NOHROCHMOCT 1IPH JIOKANHO IPHICKEHHE B yoraTa ¥ hapHHKCa, 38 KPATKH
IEPHOAH OT BpPEME, B NIPENOPhYaHUTE JO3H.

Heaenanure NeKapcTBEHH PeakuMK ca waGPoeHH CpAMO CHCTEMO-OPraHfuTe Kiacose H Ha Gasara Ha
CIIeAHATA KOHBCHLHS 38 YECTOTS:

Mmuoro uect  (=1/10)

YecTn (>1/100 go <1/10)
Heuectn (=1/1000 no <1/100)
Peaxn (=1/10 000 5o <1/1000)

MHoro peaxu  (<1/10 000)
C HeH3BecTHa HecTOTA (OT HAMUHMTE JAHHH HE MOXe 2 Oblle HanpaBeHa OLEHKA)

Hapymenane Ha HMYHHATA CECTEMA

Hecmu: KOKHH PeaKUHH HA CBPBXYYRCTBHTEIHOCT

Pedxu: TexKn peakiy Ha CBPBXYYBCTBUTENIHOCT, BKIIOYHMTEHO aHADHIAKTHYEH HIOK

Mnozo pedxu: ypruxapus

C neussecmua vecmoma: 3a0aBeHa peakivs Ha CBPBXYYBCTBHTENIHOCT (KOHTAKTHA Aeprid, $oto
UYYBCTBMTENHOCT) WIH APYra OKATHA KOKHA PeAKLA HIH peakuna Ha 3u0ure.

IMcuxAann Bapymesus
C neussecmna yecnmoma: 6€3n0KOHCTBO, HEPBHOCT, eydopus

Hapyuienda Ba BepBHATA CHCTEMA

C Heussecmna yecmoma: CEHINBOCT, 3aMASHOCT, IE30PHEHTALHS, OOBPKAHOCT (BITIOYHTETHO
06bpKkana pey), BEPTUTO, TPEMOP, NICHX034, HEPBHOCT, MIAPECTEINS, MpaByUKaHe, KOHBYICHH, 3aryba
Ha Ch3HAHuMe, KoMa

Hapywenus 5a oquTe
C neuzaecmna vecmoma: 3pUTENHH HAPYLIEHHS, BIUTIOUMTENHO 3aMBIIEHO WITH JBOHHO BHXCIAKE

Hapymenrne Ha yxoro u Jabupuanra
C Heuzgecmua vecmoma: THHHTYC

PecnupaTopHH, rPbIRY KA MeJAACTHHANHR HADYUWEHHR
C neuzeecmuna vecrnomaq: acTMa, IMCTIHES, CHHAPOM Ha MOTHCKAHE HA NHINAHETO, AMXATEMHA
Jenpecus, CIUpake Ha AHINAHETO

CromManiHo-upesdn HApymeHust
Hecmu: rageqe, nospuulane, KopemHa Gonka
C neuzeecman wecmoma: 3aTpynHeHo NperTeiuane, adTH

Hapyuenne Aa KOKATA H NOZKOXKHATA THKAH
Pedru; KOHTAKTCH ZEPMATHT
C Heuzeecmua yecmoma: MIOINEHE Ha KOXKATa, NOAYBaHe Ha TAPOTHAHATA HUle3a

Myckyano-CKe/leTHH HApYIIeHHA A HAPYIIEnNs KA CHeIMHATeTHATS THE
C Heussecmua vecmoma: MyCKyY/THH NIOTPENBAHUA WIH TPEMOD

O0mp napyurende ¥ HapyluleRHA Ha MACTOTO HA NPANCKeMHe
C neusgecmua yecmoma: acTeHMA, MPEXOAHO HAPYIUEHUS HA BKYCE HIIH YC
yCeIlaHe 3a TOpeilo WiH CTyAEHO



HapymeRne Ha KPbBT2 R AHM(QHATA CHCTEMA
C Heuzgecmya vecmoma: METXeMOTOGHHEMHS

Tpu npoxbkHTenHa yrnoTpeba Ha XAOPXEKCHAHH (110 HS/IATA MOBLPXHOCT HA YCTHATA KyXHHA) €
BBL3MOJKHO Ja Ce I04BH NPeXOoAHo kadaso ouseTapaHe Ha 3n0uTe. ToBa onBeraBaHe Moxe Aa Oune
noyucTeHo. HaMa noknansaHo ouBeTaBase, KOraTo JeKapcTBOTO € NMPHIAraHo B o61acTTa Ha
tapHHKca.

[Memarpyuta nomynanus
O4axea ce, 4¢ UECTOTATA M TEIKECTTA Ha HEIKEIAHUTE peakliuH [P JeHaTa € ChIHA KaKTo H NpH

BB3PACTHHTE.

CrpobuiabaHe Ha NONO3MPAHM HEXNKENAHYN PEAKIMH
CpobmapaHeTo Ha TIO[03MPAHH HEXKETAHH PEAKLIMH clle/l paspelllaBaHe 3a yroTpeta Ha eKapeTBeHusA

NPOAYKT € BaykHO. ToBa N03B0MABA Ja MPOXKILKA HAOMOACHHETO HA CHOTHOIISHHETO MON134/PHUCK 38
NeKapCcTBEHHA NpoAyKT. OT MEAHLMHCKHTE CTICLMANHCTH Ce H3HCKBA f1a ¢hoOIuaBaT Beaka
MON03UpaHa HekellaHA PeaKius Ype3 HALMOHAHA CHCTEMA 3a ChoOIaBaHe KBM HambaHHTeHa
areHLms No Nekapcreara, yi. ,,Jamau Ipyes” Ne 8, 1303 Codus, ren.: +359 2 8903417, yebeaiit:

www.bda.bg.

4.9 Hpe.uoznpane

Brrpekw, Y€ TO3M JIEKApCTBEH NPOIYKT € NpeAHA3HAMEH 34 JIOKAHA yNoTpe6a, ChLiecTByBa
BEPOATHOCT 3a NPEJO3HPAHE MOPaIH MPEIIKA WIH HEBHHMAaHHe, 0coGeHO NpH Jewa.

XrnopxexcHauH ce abcopbupa B MHOTO MaUTKO KOJMHYECTBO OT CTOMAIHO-UpeBHAA TPaKT. JInnokann
ce abcopbipa 1o-6sp30, Ho GHOHATHYHOCTTA MY € eiBa 35%. TokcHunuTe edeKTH Ha THAOKAUH
BBIHHKBAT NPH IUTa3MEHH KOHLIEHTPALMH NO-BHCOKH OT 6 mg/l.

Crnen npunaraHeTo Ha NpeKOMepHH 103H (nobeue ot 20 TabneTku 3a cCMydeHe IHEBHO) MOTAT Aa
BBIHUKHAT HAPYIIEHHS HA MbITAHETO (TIOHIDKEH KOHTPOI Ha FBATATENHUA pediiekc) o H3KIOUeHHE.

CucTeMHaTa HHTOKCHKALIMS € pesynrar OT NOB/IHABAHCTO HA LCHTPATHATE HEPBHA CHCTEMA H
CBPACYHO-CHAOBATE CHCTEMA. H'LPBHTC ed)ex’m Ha NPERO3IHPAHETO Ca HAPYINCHHA HA LICHTpanHaTa
HEpPBHA CHCTECMA.

Ha 6a3aTa Ha maHHuTE 33 OCTpA, HOJOCTPA H XPOHHYHA TOKCHYHOCT Ha [BETE aKTWBHH BELIECTBa, MPH
NIpaBHIIHA YNOTpeOa U B NPEnopbUAHKTE A03H 32 ciipell, PUCKBT OT CHITHM CHCTEMHH eeKTH Ha
NKAOKAMH € MHOTO HBCHK H OCHOBHO € CBBP3aH ¢ HenpaBHIHa ynotpeda.

CuMnmomu Ha UKMOKCUKAYUAR.
JInaokauH MoKe Ja NPEAM3BHKA CHCTEMHA MHTOKCHKAUMSA (TOKCUYHATA A03a 32 BH3PACTHH € Haj,

0,5 g), kaTo ce 3acara LIEHTPANHATa HEPBHA CHCTEMA W CHPASYHO-CHAOBATA CHCTEMA.

CumMnToMuTe ca:

- rrasofonue, XaliOLMHALMH, 3aMagHOCT, CBHITHEOCT, 6e3n0KOICTBO, MAPECTE3HS, HAPYIIEHHS
Ha ropopa WM ciyXxa, H3TPLIIBaHE OKQJIO YCTaTa, MeTaDONHTHA allME03a, TICHX03a, eMHJIenTHYHA
KOMa2, MOTHCHATO CH3HAHHE, YMOPA, MPO3ABAHE, HEPBHOCT, LIYM B YIIHTE, HHCTArbM, MYCKyTes
TpeMop, KOHBYJICHH, JIETPECHS, AHCITHEA.

- HAMaJieH KOHTPaKTHIHTET Ha ChPAEYHHA MYCKYJI, nepH(pepHa Ba3oaunaTauus,
Gpapuxapans, HapylleH ChpAeYeH PUTHM (CHHYCOB 8PECT, TAXHAPHTMHASA), ChpeYe
LMPKYJIATOPEH KONang,

B nmonenHeHHe HA TE3H CHMITTOMH Ca M3BECTHU €AUHHYHHA CYYaH Ha TPEA03HP
ChC CACAHNHTE CHMITOMH: (papHHTeaneH efeM, HEKPOTHYHH Jie3un Ha ezodaryca,
cepymHuTe TPaHCaMuHasH (30 MBTH Hal HOpMAaTa), NOBPBILAHE, CTOMALIHY H LY



aKTHBeH 8TPOGHUECH TACTPHT, ey(OPHA, SPHTENIHH HapyIEHHs H IThaHa 3ary6a Ha BKyc (K0gTO
npoabkaea 8 uaca).

Jledenue:

Cucmemna unmoxcuxayun.

- HezabasHo cnxpaHe W3NON3BAaHETO Ha IEKAPCTBEHHS TIPOAYKT;

- Ilpunarar ce aHHONHH BEUISCTBA;

- Xocnuranuzauus, 3a a ce OCHIYPH BB3CTAHOBABAHE HA UIIAHETO, OBNANABAHE HA
AeXMAPATALMATA U NOANBPHAHE HA KPLBHATA LIHPKYIaLHA;

- B ciay4an Ha IpUNagbL: AHAIENaM,

5. @©®APMAKOJIOrHYHW CBOMCTBA
5.1 ®apmakonuHaMHYuH cBOMCcTBA
QapMakoTepaneBTHYHa Ipyna: npenapard 3a repino, ATC koa: RO2AA05

Jlugokaus XHAPOXMOPHA € NoKaneH, nepudepHo ASHCTBAIN AHECTETHK OT FPYNATa Ha aMHOHTE, KOWTO
HMa MOBBPXHOCTEH aHANTETHYEH edeKT 63 Ja NoBIUABa MOTOPHATa QYHKLMA Ha MACTOTO Ha
npunoxende. Tol peficTsa nokanHo noa gopMara Ha He-HoHusupaHa 6asa. Jlaokaud UMa
GaronpHsTHO CHOTHOLICHUE €PUKACHOCT/TOKCUIHOCT H MHOTO PARKO MOXE A2 IpeH3BHKBA
aNepruyHy peakLnH.

XnopxexCUAMH C& CMATA 33 OTIHYEH OpaTeH aHTHCENTHK. EHO OT OCHOBHHTE My rpeauMcTBa, B
JNONB/IHEHNE KBM HETOBOTO MOITHO aHTHMHKPOOHO AeHcTBHE, € cnocoGHOCTTa My Jia ce CBLPaBa ¢
pasHooobpasHu cy6GeTpaTH, KaTo 3amassa CBOATA aHTHOAKTEPHANHA AKTHBHOCT, M MOCTENEHHO /1A Ce
0ce060KIaBa, KOSTO BOAH A0 NPOXBIDKHTENHO NOANbPXaKe Ha ¢deKTHBHH KoHueHTpauuy. Tosa
CBOHCTBO C€ HapH4a CyOCTAHTHBHOCT (HOBBPXHOCTHA AKTHBHOCT).

XNOpXeKCHIHH € KaTHHOH-AKTHBEH aHTHCENTHYeH areHT. Toi NpUTeXaBa CHJIEH GakTepRLMACH
ethexT, KaKTO Cpelly rpamM-IO3MTHEHH TaKa ¥ IpaM-HeraTHBHH Gakrepuu (nanp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).
IIpuTesxasa chUIO AHTHMHKOTHYEH eEKT Cpelily AepMaTOGHTH U APOKAH, M H3TNEKAA NIPOIBABA
NIPOTHBOBHPYCEH eeKT cpellly HAKOHM BHPYCH (in vifro axTHBHOCT cpewly influenza, HSV-1, HSV-2).

XnOpXeKCHIMH UMa CHIICH MOA0KHTENSH 3apal; OPaay KOECTO Ce CRBP3BA ¢ OTPHUATENEHO
3apefieHata SaKTepUanHa KNCTBYHA CTEHA H H3BBHKICTHYRH CTPYKTYpH. AacopGuuara e cneyuduuna
H 3acara $ochaT-CrARPKAINATE YaCTH Ha BakTepHanHaTa KNETh4HA CTEHA.

XnopxeKCHAHH ce CBBP3BA C OTPHLATENHO 3apeAeHHTE NOBEPXHOCTH Ha OPANHATA MyKO3a, 356HTe H
HHTpa-OpajIHaTa IJ1akKa, KaTo TOBA CIIOMAra 3a JeIroTpaiiHaTa HaTHYHOCT Ha XJIOPXEKCHAMH B
YCTHATA KyXHHa. B npoyuBaHe npH Xopa e yCTaHOBEHO, Y€ pasTBOpPH, chabpxany 0,2%
XJIOPXeKCH/IHH 3ana3Bar aHTHOAKTEPHAIHOTO cu felicTBHE Ao 7 uaca crie MPIIGKEHHE.

5.2 @apmakoKHHeTHYHH CBOlCTBA

Maiky Konu4ecTsa MOraT A2 ZOCTHIHAT XPAaHOCMMJIZTENHATA CHCTEMA TIPH NOTTTHILIAHE HA MaJIKH
KonuyecTra AHran MenTon Him upes cmoHKaTa. XAOPXeKCHIHH He ce afcopbupa B cTo
4peBHUA TPaKT. CrieA JIOKATHO NPHIOKEHHE BEPXY 3APaBa KOXKa, XIOPXSKCHAHH ¢
FOPHUSA CIIOA HA KOXKATA, KOETO BOAH A0 ARATOTPACH aHTHOAKTepHANeH e(eKT 1o
thapMaKOXMHETHYHY NPOYYBAHHS € YCTAHOREHO, Y€ 0KoN0 30% OT XIOPXEKCHL,
yCTaHaTa KyXuHa clicl H3IUTaKBaHe, KOHTO Clie TOBa MOCTENEHHO ¢¢ OCBOOONKAABED




CHCTEMHATA LHPKyIauus. AHSCTeTHIHHAT eeKT [PH JIOKATHO MPHIONKEHHE HA THIOKAHH Ce
TEPOABABA OT BTOPATa MHHYTA H € ¢ NPOABDKHTENHOCT OT 30 Ao 45 MuH. AHecTe3nATA ©
TIOBBPXHOCTHA H He 06XBata cyGMyKOIHHTE CTPYKTYPH.

5.3 UOpeaxnuumunn gaunu 3a Gezonacuoct

Hybnukypanure HeKIMHHYHH JAHHH MOKA3BAT, Ye XIOPXEKCHIMH H NMAOKAKHH ce NOHacAT nobpe.

6. PAPMAUEBTHYHH JAHHH

6.1 CrhvchLk Ha DOMOI{HHTE BemiecTBa
Eranon

I'nuuepon

Be3aponga nUMOHEHa KHCENHHA
JieroMeHTON

Husaeon

3axapus-HaTpHit

ITpeuncTena sona

6.2 HecsBMecTHMOCTH

Henpunoxumo.

6.3 Cpox na roaHocT

30 meceua

6.4 Croenuansi yc10BHS HA ChXpaHEHHE

Ja ce cpxpanssa Ha MACTO HEJIOCTBITHO 3a Aewa. Jla ce cuXxpausisa noa 25°C. He wsnomssaiire Anran
MeHTon crea cpoka Ha roHoCT, oTOenA3aH Ha KyTHATa/eTHKeTa cned Haanuca "Tones no:". [Tspeute
JBa CHMBOJIA O3HA4ABAT MECELia, CIeBALIMTE ABa HIH YETUPH CHMBOIA-roHHaTa. CpOKBT Ha
TOJHOCT OTrOBaps Ha MOCHEAHHA JEH OT HOCOUEHHd Mecell, AHran MeHTon MoxXe 1a ce H3ton3sa 20 3
Mecelia Cliel IbPBOTO OTBAPAHE,

6.5 BuxH chIbpKadne HA OMAKOBKATA

ByTtunka cue cripei nommna, esabprkaia 30 ml cnpeti 3a yerHa murasyua.

6.6 CnennajHR NpeANAIHH MEPKH NPH MIXBHPJAHE H padora

Hsama crieunaaHy HIHCKBAHHA.

7. IIPHTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

Sandoz d.d.
Verovikova 57,
1000 Ljubljana
Chnopenuns




8. HOMEP HA PASPERQIEHHETO 3A YIIOTPEEBA
Per. No: 20160318
9. JATA HA OIBbPBO PASPEINABAHEMIOAHOBSIBAHE HA PASPENIEHMETQ 3A
YIIOTPEGA

Hara Ha mepBo paspemasane: 01.11.2016r.
Jlata Ha mocnenHo noxHBABaHe: 24.11.202]

10. JAATA BA AKTYAJIM3UPAHE HA TEKCTA

08/2022




