KPATKA XAPAKTEPHCTHUKA HA ITPOYKTA

1. MME HA JIEKAPCTBEHUA IIPOAYKT  \any nuiyenHA ATEHUIAS RO MEKAPCTBATA

Tpaxu3an 0,5 mg/1,0 mg/1,0 mg rabneTk 3a cMy4eHe Kpamea XapaxmepucmuKa Ha npogyxma - lipusoxstiue 1
Trachisan 0,5 mg/1,0 mg/1,0 mg lozenges Kom Pez. Ne 9—;1/5’ 350

----------------------------------------------------------------

2. KAUYECTBEH 1 KOJIMUECTBEH CHCT K"ﬁ:apewe:fue Nv ...........................................................

OgoBpeHUB Ne .....cvcoveeviisseniorerannss Soirrerassusrisassssarinanssrans
Bcsaka TabneTka 3a cMyueHe ChABPKA:

Twuporpunus (Tyrothricin) 0,5 mg
JInpoxaunos xuapoxnopun (Lidocaine hydrochloride) 1,0 mg
Xnopxekcuauaos gurmokonar (Chlorhexidine digluconate) 1,0 mg

3a ITBJIHAS CNTRCHK Ha [TOMOILIHATE BellecTBa BUXKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnetka 3a CMydeHe

4, KJIHHUYHHU JAHHHA
4.1 TepaneBTHYHA NOKA3AHHASA

3a JOKaNHO NleMeHHe Ha Bh3MaNeHNus B yCTHATA KYXMHA H I'bPJIOTO, KaT¢ CTOMATHT, THHTHBHT,
NAPOJOHTUT, TIIOCHT, TOH3WIUT U papurrut; fucdarus. 3a npodunakTHKa Ha HHPEKIHH NIPey |
CJIeJ] XUPYPTrH4Ha HHTEPBEHLUA B YCTHaTa KyXMHA H I'BPJIOTO (€KCTpaxmus Ha 360, XUPYPrA4HO
NIEYEHHUE HA BEHLH, TOH3HICKTOMHA).

4.2 J03ApOBKA H HAYHH HA NPHAOKeHHE

[1pu BB3pacTHu: Exna Tabnetka ce CMyue npe3 HHTEPBAH OT ABA Yaca, 10 8 NbTH JHEBHO, feua
HaJ 6 roAMIIHA BE3PacT — A0 6 IbTH JHEBHO.

Ilpu penoBHa ynortpeba Ha NPOAYKTA ONIAKBAHHATA OOHKHOBEHO OT3BYUYaBAT Clef HAKOJIKO JHH.
3a Ja ce OCHI'YPH TpaeH ycnex Ha MevYeHHeTo, Tpaxu3aH ce IpueMa 3a owe 2-3 OHH, A0PH Cliel
OTIIYMABAHE Ha cuMrTomMute. [IpH nunca Ha 3HauHTenHO nogobpenue cnen 10 nuesHa ynorpeba
€ HeOOXO0AMMAa KOHCYATALHA C JIEKAp.

Tpaxuzan He TpaOBa Ja ce HANOI3BA MOoBeYe OT 2 ceaMULH Oe3 KOHCY/ITALMS C JIEKap.

4.3 IIpoTHBONOKAZAHMS

IIponykTeT HE TpAOBA a Ce M3MOJ3Ba B ClIy4yaH Ha:

e (CBPBXUYYBCTBUTEIHOCT KbM AKTHBHHMTE BEIISCTBA HIHM KBM HAKOE OT MOMOILLHHTE BemeCTBa,
n30poeHH B Touka 6.1, ceabpkalin ce B TpaxusaH; - '

e HexkbpeAlla ZeckBamMalids Ha YCTHATA NHraBiia (€pO3UBHHY H AECKBAMATHB

e Tonemu, NpecHHA paHH B YCTHATa KyXHHa H QapHHIca;




¢ [lpu meua nox 6 roauiHa BB3pacT.

ITopagn ceabpKaHKneTo Ha COpOMTOIN Ja ¢e npuiara ¢ MOBHUICHO BHUMAHHE NPH NallMEeHTH ¢
HETTOHOCUMOCT KBM (PpYKTO34.

4.4 CroeunanHy NpeAynpeiIeHnn H Mpeana3Hd MepKH OpH ynorpeda

Enna Tabnerka cpappxa 691,5 mg copburos, ceoreercrpaio Ha 0,057 xneGHH enHHALH.
Koraro ce nmprema chIVIaCHO NPENOpbKUTE 34 A03UpaHe, BCAKa A03a Habaeq go 691,5 mg
copbuTOJ. JIeKapCTBEHUAT NPOAYKT € MOAXOAA1L 38 AMA0CTHIIH.

Henoaxoasuy mpu NMalMeHTH ¢ BPOIeHA HEMOHOCHMOCT KbM QpyKTO3a. MOXe 13 npHYHHA
CTOMAIIHO Jpa3sHEHE U AHADHA. |

Mopany aHecTe3us Ha opod)apHHKCA € BB3MOXHA HEBOJIHA aCIMpPalts, KOSTO Hajlara NOBHIIEHO
BHHMaHKe NMpH yroTpeba o1 naumMenTy oA 12 roayiHa Bh3pacT.

I[TpeaynpexacHue 3a cnoptucty: [Ipu ynotpe6a Ha Tpaxu3an MOrart Aa ce No3UTHBHpAT
TECTOBETE 3a AOMHHI'OB KOHTPOJL.

4.5 B3auMojeiicTBHe ¢ APYrH JEKAPCTREHH NPOAYKTH H Apyrd QOpMH Ha
B3aHMOJCHCTBHE

Jlocera He ca N3BECTHH HEXENAHH IEKAPCTBEHH PEAKLHM, KAaTO NNPOsBUA Ha JIEKAPCTBEHH
B3aMOICHCTBUA.

4.6 PepTHIATET, OPEMEHHOCT H KbpMeHe

Jlocera HaMa CbOOIIEHHS 3a BpeAHH edekTH Ha TpaxHiaH NpH H3MOM3BaHE IO BpEME Ha
OpeMeHHOCT M KbpMeHe. [Topafu JHncara Ha JaHHHM OT MPHIIOXKEHUE 11O BpeMe Ha OpeMEHHOCT H
KbpPMEHE NMPOAYKTHT MOXKE A4 C€ yHoTpedapa caMo ClIel KOHCYNTALMA C JIEKap.

4.7 Edexkrn Bbpxy cnocobnocTTa 38 wnodupane H pabora ¢ MAIIHHH

Tpaxu3aH He IOBIHABA CNIOCOOHOCTTA 3a WodupaHe H paboTa ¢ MAIlIMHH.
4.8 Hexenanu jJ1eKapcTBeHH peaKiHH

B penxu ciyuan Moxke Aa ce Habmoaasat aneprudHi peakiii KbM THPOTPHLIUH.

Tpaxu3an TabNETKH 38 CMYUYESHE KaTO LAO ce noHacs 100pe, HO NPOAYKTHT MOXe Ja JOBEAE N0
HAMAansgBaHe Ha BKYCOBHTE YCelllaHusl H H3TPBIIBAHE HA €3HKa, KOHTO MO NMPaBHIIO H34e3BaT
HAITBJIHO A0 €/HH 4ac.

XeaToto 10 KaeHUKABO OLBETABaHE Ha 3b0OH, MIOMOH, IPOTE3H H €3HK, KOETO CE MOSBABA B
PEIOKH CIY4aH IIPH NPOALJDKHTENHA ynoTpeba Moxe Aa Obae OTCTPaHEHO Ype3 CTapaTeliHo
NoAnBPKaHe Ha YCTHaTa XurucHa. OupersBaHeTo, obaye, ChIo U34YE3BA CIIOHTAHHO CNEA

CIHpaHe ynoTpedara Ha IPOAYKTA.

Capo0iaBaHe Ha NI0A03MPaHH HeKeNaHH PeaKLuu
CpoblIaBaHeTo Ha MOAO3HPAHH HEXEJIAHH PEaKLHH Clie]l pa3peLlaBaHe 3a Yo

JIEKapCTBEHHA MPOAYKT € BaXkHO. TOBA MO3BOJIsABA A4 POABIIKH HaOMmOAEHH
CBOTHOILIEHHETO 10J133/PHCK 32 JIEKAPCTBEHHS NPOAYKT. OT MEHIIMHCKUTE CTICLEH
M3KCKBA J1a ChOOIABAT BCAKA MOAO3HPAHA HEXENAHA peaKLHs upes: '




H3nbaanTeana Arenuns no JlekapcrBaTa
Codna 1303, ya. Jlamau I'pyes 8

Ten.: +359-28903417
yebcatit: www.bda.bg

4.9 IIpeno3upane

[Topanu ¢papMaxosOriyHrTe CBOMCTBA HA MPOAYKTA HE C€ OYAKBAT TOKCHYHH e(eKTH ACPH NpH

HHUHACHTHO [TOTITEUIAHC HA POJICMH KOJIIHYCCTBA TpﬂXHB&H.
TepanHﬂ Ha HBGOP [IPH ODOITBILAHE HA MHOI'O INOJICMH KOJIHYECTBA € CTOMAIllHA NPOMHBKA.

5. ®APMAKOJOTHYHHA CBOUCTBA
5.1 PapMaKoIHHAMHYHH CBOHCTBA
dapMmakoTepaneBTHYHA rpyna: IIpenapaTtu 3a nedenue Ha rapio, ATC xoa: RO2A

Tpaxuzan ce U3nON3Ba 34 JeUeHHe Ha BB3NaNncHue B YCTHATA KyXHHA H rbpnoTo. Chabpika
KOMOHMHALIMA OT NEKAPCTBEHH BELLECTBA, YHUTO ChCTABKH HMAT AHAJITCTHYHH H aHTUMUKPOOHH
CBOHCTBA.

Tupompuyun ¢ koMOHHAIMSA OT PA3AMUHH WMKNMYHN H NTHHEHHU TOJHNECNITHIN, KOUTO UMaT
aHTHOaKTepHalicH eeKT H KOUTO CE H30MMPAT OT aHaepoOeH criopooldpa3zypall, MUKPOOPraHH3bM
(Bacillus brevis). Kombunanusara coabpa 70-80% THpOLHIHHHE — TPY UUKIAYHM ASKANCHTHIM C
OCHOBEH xapaxtep — ¥ 20-30% rpaMULUHAHHY — HEYTPAJIHH, THHEHHH NEHTAACKATICTITHAH.

CnexTspreT Ha e(heKTHBHOCT IPHMHLUMITHO TOKpHUBA ['paM-NIOIOKHTENHHY KOKH U OAKTepUH H
pa3IM4HH BHAOBE r’bOMYKH, TakuBa Karo Candida albicans.

THpoTpHLHA NpeAn3BAKEA OCBOOOXKAABAHE HA CYOCTAHLUK OT OaKTEpHANHUTE KIICTKH,
ChABPKALIN 230T H HOCHOp, KOHTO AHATIOrHYHO HA KATHOHHUTE ACTEPreHTH, pa3pyLuasat
ocmoTH4HaTa GapHepa Ha OakTepuanHara KneTb4Ha MemOpana. [Topaau aMpexTHa aTaka BhpXY
OakTepuaTHaTa KJIETHbYHA CTEHA e(peKThT HE CE OrpaHHYaBa 0 PacTALIM U AeldluH ce OaKTepuH,
KOETO 00SCHsIBA DAKTEpHIIAHMA €(EKT HA THPOLMAWH.

Or apyra cTpaHa rpaMHUHAMHHUTE oOpa3yBaT KaTHOH-NIPOBEXKAAINHA KaHANH B HakTepHaliHaTa
KNeThYHA MeMOpaHa, KOeTo OCHOBHO NopaaH 3aryda Ha Kauul, BOJH 0 NPOMEHH BbB
BBTPEKACTBYHATA KATHOHHA KOHUSCHTPALHA ¥ HAKpas 10 uutonusa. OcBEH TOBA, TPAMHLIHAAHHTE
BOJSIT A0 CIIUPAHE HA OKUCIIUTENHOTO hochopunupane B AMXaTENHATA BepUra.

ITopagn cneundHYAAs HAYWH HA AelCTBUE HA THPOTPHLHH, KOHTO HE € H3BECTEH NPH 00KM4aiiHO
H3MON3BAHUTE AHTHOMOTHLH, KPBCTOCAHA PE3UCTEHTHOCT HE ¢ HabmoJaBaHa.

Xnopxexcudun e OCHOBA H IOPAJH TOBA € Hali-ctabuneH noa gopmata Ha con. COIHTE MY
AWALETAT H JHXHAPOXAOPH], ca CaMO MHHHMAJIHO pa3TBopumMH BBB Bozaa (0,08 g, 1,0 g H
0,06 g/100 ml)), noxaTo AUrMOKOHATHT € MHOTO pasTBopuM (> 50 g/100 mi).
Ilopann Ta3u MpHYMHA Ce U3MNON3BA OCHOBHO AUMTIOKOHAT NPH Pa3IHYHH MOKa3aHuA.
XNOPXEKCHAUH U HETOBHTE COJIH C€ OTJIHYABAT ¢ IIMPOK AaHTHMHKPOOEH edekT cpé }
MONOXHTENHH H [ paM-oTpHLIATETHH DAKTEPHH. D i
EdexThT cpemty HaAkoM ['pamM-oTpuuaTenHn OakTepru (HAKOU 1aMOBe Pseudomonasl‘

cpelly ILUleceHH, JepMaTOUTH U MUKOOAKTEpHH, € MAHHMAJICH.




HeedexTnpeH € cpeuyy 6akrepHanHy CIIOpH, CHOPH Ha MEOHYKH, BUPYCH H CanpO(PHTHH IbOHYKH.

Cpennnte HEXHOMTOPHH KOHIEHTpamuy ca (pug/mil):

baxmepuu;

Escherichia coli 0,93
Enterobacter 8,33
Serratia marcescens 26,6
Pseudomonas aeruginosa >73
B-haemolytic Streptococci 0,29
Streptococcus faecalis 0,97
Salmonella sp. 4,65
Klebsiella sp. 8,97
Proteus sp. > 67
Streptococcus mutans 0,19
Staphylococcus aureus i,17

I'sOHYKH, 1epMATOMUTH M TIIECCHH:

Candida albicans 11,0
Microsporum canis 18,0
Aspergillus versicolor 75,0

XnopxekcHauH ¢ 1o-epeKTHBEH B FpaHULHTe HA HEYTpalHH H ¢nabo ankamuu pH croiiHocTH. B
KHCENa cpea HeropaTa e(pUKaCHOCT HaMaJisiBa.

EdukacHocTTa Ha XTOpXeKCHAUH HaMaldaBa U B IPHCBCTBAE HA CAallyH, KPLB WM FHOH (KIEThYHH
¢dparmenTH) (Heobxoaumu ca 100-1000 mbTH MO-BHCOKH HHXROUTOPHU KOHLEHTPALIMH).

Pa3TrBOpH 3a ycTa, chabpxamd 10 ml ot 0.2% pa3sTeop Ha XJIOPXEKCHIHH BOAAT A0 3HAYHTENHO
HaMaJIABaHE KOJMYECTROTO Ha OaKTepHH B CAIOHKATA, KOETO MOXKE Ja C€ YCTaHOBH A0 12 vaca.
ToBa cbiO KOpeNHpa ¢ HAMANABAHE CKOPOCTTa Ha oOpa3syBaHe Ha 3bOHA Nnaka.

Koraro ce Hanonssa B IpOXbDKEHHE HA MeCcelld, €(PeKThT HaMaJlsBa [1opaJu 00paTuMO
M3MECTBaHe Ha OaKTepHANHUA CTIEKTHP Ha YCTHATA ¢hnopa U 3p0Ha niuaka. He ca U3BECTHH
TECTOBE 3a OlIEHKA Ha NOCNEACTBHATA OT H3MECTBAHETO Ha OpaliHHs OakTepHaleH CIEKThD.
MexaHu3MBT Ha ACHCTBHE HA XTIOPXEKCHAMH Ce OCHOBABa HAa HETOBHS A(UHHTET KbM
MHKpPOOHATA KJIETHhYHA CTeHa, MHUTO NOBLPXHOCTHH CBOUCTBA € NPOMEHSAT IIPH KOHTAKT C HETO.
JInnoguaHuTe rpynH BOAT 40 AS30PHEHTALMA B JIMIONPOTEHHHATA MEMOpaHa Ha KIEThYHATA
CT€HA N abcopOLUATa HA XJIOPXEKCHIKMH BOAM A0 HApYLIEHHE B OCMOTHYHOTO PaBHOBECHE C
NIOCJIE/IBAIIO pa3pyllaBaHe HA LIMTOIDIA3MeHaTa MeMOpana Ha NaTOreHHAaTa KNeTkKa.

Jdudoxaun xudpoxropud e noKajieH aHeCTETHK OT aMueH THi. To#l npeau3puxea HII0Kaza Ha
HaTPHEBHTE KaHAIH Ha HEPBHHTE KJICTKH, TaKa Y€ HeBpOHHATa MeMOpaHa HE MOXKE MOBeue Ja ¢e
ACTIOMAPH3APA OT AKLHOHHKA MoTeH[Hal. ITo To3u Ha4yKH ce GioKHpa NPEAaBAHETO HA HEPBHUA
HMITYJIC O MPOBSKAAMMUTE O0JIKaTa HEPBHU BRAKHA.

5.2 PapMaAKOKHHETHYHH CBOHCTBA

Tupompuyun

[Ipu nokanAO NPHAOKEHHE HAMA H3MEPHMA Pe30pOLUsa HUTO IIpe3 HApPaHEHa K
nuraeuia. OCBEH TOBA, Thif KATO THPOTPHIIMH Ce pa3pyIlaBa HABJIHO OT cTOL:?lq ;
33I0TO € MenTHz, PapMakoNOTHIHO 3HAYMMH CEPYMHH KOHIICHTPALHH He ce oHgih
NPHIOKEHHE B ChOTBETCTBUE ¢ KpaTkaTa XapakTepHCTHKA HA [IPOAYKTA.

w



XROpxexcuoun

Bucoka aktUBHOCT B XpAaHOCMUJIATETHHSA TPAKT € YCTAHOBEHA CJIC NICPOPAIIHO NPHIOKEHHE HA
XJIOPXEKCHAHH NPH IUThXOBE H MHIIKH. AGcopbups HacTeNBRA OaBHO.

Crnen W3non3BaHe Ha pa3TBOPH 3a YCTA, XJOPXEKCHAUH ¢ aacopOupa ot 3b0HUA eMaiin, NEHTHH,
LIMMEHT, 360Ha OOBUBKA, JTHMaBHLIK H MPOTE3H, KOPOHKH, IIIOMOU H Jp. XNOPXEeKCHANH MOXE Aa
Ce YCTaHOBH B cIOHKaTa 7o 8 yaca (neno-edexT) nopanu ¢nada pezopouus.

Pezop6iusa Ha XNOPXEKCHAHH NIPe3 HHTAKTHA YCTHA JIMFABMIIA HE € H3BECTHA.

Exckpelius Ha XNOPXEKCHAHH NPH pa3siAHYHK €KCIIEPUMEHTANHH XKUBOTHH CE OCBILIECTBABA
OCHOBHO upe3 uanpaxHeHusaTa (90 %). IIpu uzcneaBaHud NpH XOpa MOTYKHBOTA Ha
CIMMUHHDAHE € 4 OHA.

Judoxaun xudpoxaopuo

JIMnOKauHOBHAT XHAPOXAOPHA ce abcopOupa cnea nepopanyHo NpUIokeHHe, Ho Ce HHaKTHBHPA B
50% cnen mbpBUYHO MeTaboNH3upaHe B YepHus Apob (edeKkT Ha MbPBO npeMuHaBaHe {first-pass
metabolism} ). MankoTo KOMHYECTBO AKTHBHO BELIECTBO, ChALPKAIIO ce B T'paxusan TabneTku
NpaKkTHUYECKH U3KIIOUBA CUCTEMEH €(eKT.

5.3 TlpeaxknHHHYMHH JaHHH 33 Ge3onacHocT

Tupompuuyun ¢ ocobeHo 106pe NOHOCUM JIOKaNEeH aHTHOHOTHK, KOWTO HE BOAU HATO AC ThKAHHU
NIE3UH, HUTO A0 JPA3HEHE HA JIMTaBULIATA WK KOKAaTa, KOraro ¢e npuiaara CbOTBETHO.

ITpu uaTpaseHO3HO NpANOKeHHe, LDso Ha THpoTpuunH € 3,7 mg/kg BW 3a Mullka 4 npH
HHTpanepMTOHeaIHO npunokenue ¢ 20-45 mg/’kg KG BW. I1pu nepopanto l]pHJIO)KEI—lHe
THPOTPHLIHH CE MOHAcH 6€3 peakLu.

Jlo MOMeHTa He ca HabMmoaaBaHH MYTArc¢HHH, KAHLEPOreHHH U TEPATOreHHHU e(eKTH Ha

THPOTPHIIHH.

Xnopxexcudurwsm u He2osume COJIM HMAT HHCKa OCTpa H XpOHHYHA TOKCHYHOCT (opanHo LDso
1,8-3,0 g/kg BW 3a mumexoBe 1 2 5 g/kg BW 3a MHIOKH).

TokcnuHOCTTa HAa CBOOOAHATA OCHOBA M COJIMTE € MAJIKO HIIH NMoBede noxobHa.

ITopaau pasTBOPHMOCTTA BbB BOJHH Pa3TBOPH, OCTPO TOKCHYHH KOJMYECTBA MOraT Aa ce
NpHJIAraT caMmo oj (popMara Ha AHITIKOKOHAT,

Kucenute ocTaTbii, KOUTO ¢e OCBOOOKAABAT Cle] CHCTEMHO NpHeMaHe 1 MeTabonu3npane, ca
c1ab0 TOKCHYHH.

KEpBeHe Ha BEHIUTE MOXKE a € MPeAH3BHKA KOraTo XJIOPXEKCHIUH C€ H3N0JI3Ba
NPOABIDKATENHO KATO Pa3TBOP 3a ycra 6e3 MUeHe Ha 3n0uTe.

[1pu npoyuBaHus, NpoOBecHH NPH XUBOTHH, ThKAHHH JIE3HH ¢a Ha0NII0MaBaHH MIPH OTKPUTH
CUYNBAHHWSA HJIH PAHH ¢ HEKPOTHYHA HIIH YIIlepO3HAa THKaH.

HobaBsaHeTo Ha XTOpXeKCUAMH KbM nuTeliHa Boaa (o0 koHteHTpalyy ot 0,2 1 0,02 % ) 3a
nepruoA or 14 nHu oBefe 1o oOpaTuMa AUCIUIAZMS H IEBKONJIA3hA (IpeKaHLepo3t) Ha CIATENA
Ha €3HKa [P [LTLXOBE.

MyTaresnocT
X TOpXEKCHAMH NOKA3a MYTareHHH eeKTH ¢ AHOBPEMEHHO [IPH TECT HA AmeS M TECT 34 MOTIPaBKa

Ha JIHK. Benpeku TOBa, HEraTHBHY Pe3YNTATH ¢a NOMYYSHH NPH XPOMO3OMHHU TECTOBE
MYTAaréHHOCT BhPXY COMAaTHYHU K/I€TKH Ha O0o3alfHULH.

PenpoavKTHEHA TOKCHIHOCT st
- . 'i:'_\h-ﬂh LT ‘x". 3—'""\.'1_,
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Cnen nepopanHo NPUNIOAKEHHE HA XIOPXEKCHIHH NpH OpeMeHHH IIIEX0BE He ca HabmonaBany
OTKAOHEHHA OT HOPMANHOTO NPOTHYAHE Ha OpeMeHHOCTTa, eMOPHOHAHH HIIH (eTalHy
JehopMaLWH, KM HaMalleHA PECPTHITHOCT.

Te3u TECTOBE BEIPEKH BCHYKO HE MOTaT Ja H3KIIOYAT TAKHBA €BEHTYAIIHH e(eKTH NP Xopa.

Juooxaun: TpaxizaH, TabneTkH 3a cMy4YeHe HMaT c1ab oKaleH aHecTeTHYEH edekT, nopaau
MAaJIKOTO KOJHYECTBO aKTHBHO BEllleCTRO B TIX, TaKa Y€ CHCTEMHH H/HIH TOKCHYHH e(heKTH
MPAKTHYECKH MOTaT Aa 0BJaT H3KMOYEHH.

MyTareneH H KaHIEPOr¢HEH MOTEHIHAJ
Hma naHHH TpH IUTHXO0BE, A BEPOATHO H PH X0OPa, 4e NPOAYKT Ha MeTabonH3Ma, a HMEHHO 2,6-

KCHIHIHH, KOUTO ¢€ MOJy4aBa OT JHAOKAHH/CTHAOKAHH, MOXeE Aa HMa MyTareHHU edextH. Tesn
AAHHH Ca PE3yNTaT OT TECTOBE wH 8umpo, KbACTO TO3U METabONUT € OMII H3TION3BaH B MHOTO
BHCOKH, MOYTH TOKCHYHH KOHIeHTpauuHu. [IoHacToALLIEM HAMA OCHOBaHHE 1a C€ TBBhPIH, Ue
M3XOAHHTE BEILCCTBA JHAOKAHH H €THAOKAHH MMAT CaMH No ¢cele CH MyTareHHH egeKTh.

ITpu npoy4BaHK4 32 KAHLIEPOTEHHOCT NPU NIBXOBE ¢ TPAHCIUIALEHTAPHA EKCIIO3ALIHA H
NOCTHATAIHO JICYCHHE HaZl 2 TOJHHH C 2.6-KCHIIMOHH, 3I0KAYECTBCHY H A00pOKauYeCTBEHH
TYMOPH, CICLHAJIHO B HOCHATA KyXHHA (€eTMOTYpOMHAINIUA), Ca HAOMOOABAHH C
BUCOKOYYBCTBUTE/HA TECT CHCTEMA (TPAHCIIALICHTAPHA €KCTIO3MINE M OCTHATAIIHO AEYEHHE
Haj 2 TOAMHM ¢ MHOTO BHCOKH A031). He € HEBBb3MOXKHO TE3H OTKPHTHA JAa UMAT HAKAKBO
3HAYCHHUE NpH Xopa. ClieoBaTeNHo TO3H MPOAYKT He TpAOBa [a ¢e mpujiara BB BHCOKH 034 32
OBJIBC IEPHOJ, OT BpEME.

6. PAPMALNEBTHYIHHN JAHHH

6.1 CnHcbK Ha TOMOIIHUTE BeNIeCTBA

CopOuTon, MarHe3ueB CTeapaT, MEHTOBO MAaco.
Bcesika Tabnerka cpabpika 691,5 mg copburon, orrosapam Ha 0,057 xnebGHu e JHHULH

6.2 HecbBMecTEMOCTH

Henpunoxumo

6.3 Cpok Ha roaHoerT

3 rOAHHH.

6.4 Cnenuanni yejaoBHS 33 CbXpaHeHHe

Ja ce chxpangaBa Ha cyXo MiacTo, o 25° C.

6.5 Bua H cbaAbpaaHHE HA ONAKOBKATA

Kytus c 20 Tabnetku 3a cMyuene — 2 6muctepa mo 10 TabneTks 3a cMydeHe.

6.6 CneuHajing npeana3sHa MEPKH NPH H3XBbPJAHE

Hsama crienuaaai H3UCKBAHUS




7. IPHTEXATEJI HA PASPELHLIEHHETO 3A YIIOTPEBA

Engelhard Arzneimittel GmbH & Co. KG
Herzbergstrasse 3,

61138 Niederdofelden,

['epmanud

ren: ++49 6101 539 300
dakc: +H49 6101 539 315
e-mail: info@engelgard-am.de

8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

Ne 9700350

9. JATA HA ITBPBO PASPEHIABAHE/TIOMHOBSBAHE HA PAIPEINIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBO paspemasaxe: 04 asryct 1997 r.
Jlata Ha nocieaHo nogHoBaBane: 20 anpun 2010 r.

10. JATA HA AKTYANIN3IUPAHE HA TEKCTA

15 romu 2014 r.




