KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. TBPTOBCKO HAMMEHOBAHHE HA JIEKAPCTBEHHSA ITPOAYKT
TAHTYM 5 % ren
TANTUM 5 % gel

2. KAYECTBEH H KOTHYECTBEH CbhCTAB
AxtHBHO BemectBo: 1 g ren cpanpxa S50 mg OEeH3WAZAMHHOB XHAPOXJIOPHI
(Benzydamine hydrochloride).

3a MBJIHHSA CIIHCBK HA MOMOLIHHTE BEIIECTBa, BHXKTE TOUYKa 6.1.
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4.1. TepaneBTHYHH NOKA3AHUA

- neprdepHa BEHO3HA HEJOCTATHYHOCT H HEHHUTE KIHHHYHH MPOSBH (OTOK, TEKECT
Ha JOJNHHTE KpalHHLM, HOIIHH CIa3sMH, 00NKa H mapecTe3ns, B pe3ylTaT Ha BEHO3HHA
3acTOi).

- CHITBTCTBALIO JICUYCHHUE NPH NoBbpXHOCTEH (neduT B TpoMOophaeOnT;

- YCJIOXKHEHHA OT CKIICpoTepanus WiH capeHEeKTOMMUS.

- HApYIIEHHA B KPBBOOOPBILCHHETO HAa JOJHHTE KpalHULM 1o BpeMe Ha OpeMEHHOCT.

4.2. J03HpOBKA H HAYHMH HA NPUNOKEHAE
JlBa WM TPH NBTH JHEBHO ¢ HaMa3Ra Tantum gel BLPXY 3aCErHATHA YUACTEK ¢ JEKO

BTpHEaHE A0 IbIHO abcopOHpane.
4.3. IIporuBonoxazaHus
He cpmecTByBaT NpPOTHBOMOKA3aHHA 3a M3MON3BaHeTo Ha Tantum gel, ocBeH IpH

NAlHCHTH ¢ JOKa3aHa CBPBXYYBCTBHTCIHOCT KBM JICKAPCTBCHHUA TPOAYKT.

44, CpenuManHu npenynpexA¢HHA H OpeANa3HH MEPKH NPH ynoTpebda

[Ipunaranero Ha Tantum gel BBPXY KOXKHHM HapaHABaHHA CHeABa Ha

IlpoogpmxuTenuara ynotpeda Ha MEIHKAMEHTH 33 BHHIIHO NPWIOKEHHEE n‘; ¥t




MPHUYHHH ceHCHOMMM3anud. B TakeB cnydadl JedeHHero TpaGea ga Owae
IPEYCTAHOBEHO H Ja Ce IIPHJIOKH MOAXOAALIA Tepanus.

Jla ce u304rea AMPEKTHOTO M3/araHe Ha CIbHYEBA CBETJIHHA MO BpeMe HA JICUEHHE C
Tantum gel.

Ha ce nasu oT gena.

4.5. BiaumMoneicTBHe ¢ APYTrH JeKAPCTBEHH NPOAYKTH H ApYry ¢opMH Ha
B3AUMOIeHCTBUEC

He ¢ ycTaHoBEHO B3aHMOACHCTBIE C APYTH JICKAPCTBCHH NPOAYKTH.

4.6. DBpemcHHOCT H KBEpMeHe
beH3uaaMuH He € TepaTOreHEeH M HE BJIHAE HA HOPMAIHOTO Pa3BHTHE HA 3apOAHIIA.
KpbBHHTE KOHUEHTpaUHH Ciie[] TPaHCAEPMAJHO IPHIOKEHHE HE ¢a JOCTAThYHH 33

NpeAH3BHKBAHE HA CHCTEMHH €(eKTH IPH KbpMadeTara.

4.7. Edexy BBPXY cnocobHoCTTA 32 MOodKpane 1 patoTa ¢ MAIIMHH
TpancaepManHoTO TnpHIOXKEHHME Ha OEH3HJAAMHMH HE OKa3Ba BJIHAHHE BBPXY

criocobHoCTTa 3a wodHpane 1 paboTa ¢ MalIHHH.

4.8. HexelaHH JIEKAPCTBEHH PEAKIHH

Haii-uecTute HeXeJaHH JIGKapCTBEHM pEakUHH TNPH JIOKANHO NPHNIOXEHHE Ha
OeH3sugaMuH ca MpOABH HA CBPBXUYBCTBHTEIHOCT (3auepBABaHE, OTOK, ChpOex),
KOUTO ClIie] MpeyCTAHOBABAHE Ha JICYUCHHETO MPEMHUHABAT CIIOHTAHHO.

Cro0IiaBane Ha NMOJO3HpAHK HEXKEJIAHH PEAKI[HH

CrobiuraBaHeTo Ha NOJO3UpPaHH HEXENAHM peaKlLMy Cliel pa3peliaBaHe 3a ynoTpeba
Ha JICKapCTBEHHA NMPOAYKT ¢ BaXHO. 10Ba I03BOJIABA Ja MPOABLIKH HAOIOAESHHETO
Ha CBOTHOLICHHETO IOJ3a/pUCK 3a JIEKApCTBEHHA MpOoAyKT. OT MeAMLMHCKHUTE
CIIELMANTUCTH C€ H3KHCKBa Ja ChoOIIABAT BCAKA MOA03HpaHa HeXelaHa peakHs upes
HaUMOHANHA CHCTeMa 3a cpobinapane: ManbinuTenHa areHnus 1o jexkapersara, yi.
»»1aMsH ['pyeB” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

4.9. [Ipeaosupane

He ca n3BecTHH peakuuH OT nmpeno3upaHe Ha OeH3HIaMHH 32 BBHHITHO TP




LY

5. ®APMAKOJIOTHYHH CBOVICTBA

5.1. ®apMakoauHAMHYHH CBOICTBA

dapMakoTepanesTHyHa Trpyna: [IpoTHROBB3NMANMTENHH MPOAYKTH, HECTEPOHAHM 32
noxanna ynorpeda, ATC koa: MO2AA 035.

beH3ugaMuH € HECTEPOHIOHO NPOTHBOBB3MAIHTENIHO CPEIACTBO C AHAJITETHYHH H

AHTHEKCY/IaTHBHHU CBOMCTEA.

5.2. QapmakokuHeTHUYHM CBOiicTBA

beH3uaaMuH AeHCTBaA 4pe3 cTa0HNH3HpaHe HAa KIETHYHHTE MEMOPaHH H CENEKTHBHO
WHXUOHpaHe Ha CHHTE3a Ha TPOMOOKCAHH H Ha HAKOH MpOCTaIaHAMHH. Toit ChIIo
TaKa 3aAbpKa arperupaHeTo Ha TPOMOOLHTH H HMa JIEKO aHECTETUYHO JCHCTBHUE IPH
TpaHCAepManHo npuiokeHue. OriuuHata abcopOrus Ha aKTHBHOTO BELIECTBO OT
KOXaTa NO3BOMNABA MOCTHIAHE HAa KOHUEHTPALHH B HOHKOH{HHTe TBKaHH, NO-BHCOKH
OT MOJIYYEHHTE Clie] NMpHeMaHe HA CHLIHTe opanHu ao3d. Ho nopaaw mo-GaBHOTO
ocBOOOXAaBaHe HAa aKTHBHATA CyOCTaHIMA OT THKAHHTE, KPBBHUTE KOHLICHTpAIIUH
cliell BBHIIHO NpPUIOKEHHE Ca HEOCTaThYHH 3a [OJNyYaBaHEe Ha CHCTEMHM HJIH

TOKCHYHH TIPOABH.

5.3. HpeaknHHHWYHH JaHHH 33 0€30NMACTHOCT

beHsugaMun ¢ ¢cn1abo TOKCHYCH, KOSTO C€ ABJDKH I'TaBHO Ha ¢dapMakogHHAMHYHHTE,
a4 He Ha NaTOoAHATOMHMYHH H3MEHEHHA. I'paHHna Ha Oe30macTHOCT Mexay LDsg H
cAUHUYHA opanHa go3a e 1 000:1, beH3unaMuH He 3acara CTOMAIHO~-YPEBHHA TPAKT.

Tolt HaMa TepaToreHHH eeKTH H HE BIHAE Ha HOPMaTHOTO Pa3BHTHE Ha 3apOAHLIa.

6. PAPMAILEBTHYHHU JAHHH
6.1. Chnuebnk Ha NOMOINHATE BeINECTBA

W30nponuiioB ajkoxo, DIHNEPOIl, XHAPOKCHETHIIIIENYI03a, apdIOMHO Macio, BOAa.

6.2. HecnBMecTHMOCTH

He e n3BecTHa HECHBMECTHMOCT C APYTH JIEKAPCTBEHH NPOLYKTH.

6.3. Cpox uHa rogHocr

3 rOAMHH pH Temmneparypa nog 23°C.




6.4. CpennaaHu yenoBHS HA CbXpaHeHHe

He ce H3ucKBaT clieHHAIHE YCIOBHS.

6.5. JlaHHH 3a OIaKOBKATA

Ty6a, cpappixaia 50 g ren

7. IIPHTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA
Anpxenund Papma brarapua EOO/J]

Byn. Acen Mopaanos 10,

Codus 1592, Boarapus

Ten.: +35929751395

dakc: + 359 2 971 57 45

8. HOMEP HA PA3PEHIEHHMETO 3A YIIOTPEBA
9700588

9. JATA HA ITBPBO PA3ZPELIABAHE/TIOJHOBsIBAHE HA
PAZPELIIEHHUETO 3A YIIOTPEBA

19/12/1997

08/10/2009

10. HIOCAEOHA PETAKIINSA HA TEKCTA 11/2013

11. HAYAH HA TIPOJIAXKEA

bes nekapcko npennucaHue




