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Phmem®mgiem M e e e e e e s
TAHTYM BEPJE ¢ Bryc Ha eBkanunT 3 mg 1abaeTku 3a cMyyene
TANTUM VERDE with eucalyptus flavor 3 mg lozenges
2. KAYECTBEH ¥ KOJIMYECTBEH ChCTAB

Beaxa taGnerka coavpika 3 mg Genzuaamunop xuapoxnopun (benzydamine hydrochloride),
exsuBancHTel Ha 2,68 mg 6ensznaamun (benzydamine).

Homomunu pemecrsa: wzomant 3124,23 mg,

3a MhAHMA CTHACHK HA NOMOLIHWTE BEWIECTRA, BIKTE To4Ka 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka 3a cMydene.
TuMHO 3enenn, ¢ keanparHa (opma TabneTky, © KyXHHA B CPeNaTa U THITHYEH BKYC Ha BRI,

4. KIHHUYHNT TAHHHW
4.1 TepaneBTHYHN NOKAIAHU

CuamnroMatuuHo neyenue 3a obnexyarane Ha GoTkaTa npH Ooe3HEHH BH3NANEHNAS Ha YCTHATA KyXWHA 1
rBpAGTO,

4.2 Jlo3MpoBKa H HAYHH HA NPUIOKEHAE

EOSHQOBK&

BuapacTuy ¥ neua Haj 6 roiHng
Ezana Tabnerxa 3 nbTH Ha aeH. JleuenueTo He TpAGRa fa NpeBuMiNaBa Nepuo oT 7 oHW.

Hetia Mexxay 6 v 11 rogunu

HpunoxeHHeTo Ha NeKkapcTBess NPOAYKT NPH feua Mexay 6 4 11 roasmu aa Guae noa HaBGMOACHUETO
HAa BLAPACTEH.

[lena non 6 roanmy
Hopanu nexapereedara my gopma, npunaranero Ha OeH3MNaMKUH TabAETKK 3a CMYU€He Ha Aeua roa 6
ro1MHK He Ce npernopbyba.

Hauun Ha npunoxkennie

Opomyko3uo npunokesne, TadneTkara 3a CMyUYEHE Ce OCTaBs Ja ce Pa3TsopH 6 .Jla He ce
rejta. Ja He ce absye.




4.3 IlIporusonoxa’anun

CBPBXYYBCTBUTENHOCT KbM AKTKBHOTO BEUIECTBO HITH KbM HAKOE OT IOMOMHWTE BEIIECTBA, H3OpOoeHH B
Touka 6.1,

44 Coeunannu npeynpeRIeHHAA H RPEKIAIHN MEPKE NPU ynoTpeda
flpn marek 6poii nauMeRTH, yCTHO~DapHHreaTHOTO Bb3NIANICHHE MOk 14 Ohae NPHHUHEHO OT CEPHOIEH
MATOIONHYEH npoec. HauMenTH, IPH KOUTO CHMNTOMUTE HE ¢€ NOJ00PABAT CAEA KPaThK NEPHON OT

BpeME, 61 cneasano A2 NOTEPCAT ChBET OT TEXHNA JISKAD WITH CTOMATONOT.

Vnotpebara na GeM3nnaMUH He ce NPeiopbyBa IPH NALHEHTH Che CBPLXYYBCTBHTENHOCT KEM
Ca/IMUMA0OBA KHCEHHA UITH APYTH HECTEPOHAHM TPOTHBOBL3NAIMTENINH CPEACTBA,

Hosuniuero BHUMAHUE € HeobX0aUMO TipH NQUHEHTH ¢ 6poﬂxuanﬂa aCTMA, THH KATO € BE3MONHO aace
noaABAY 6p0HXOCﬂﬂ3MH 1P Ta3H rpyna nalHeHTH.

[Homolldy BeitecTBa

JlexapCTBEHUAT NPOAYKT ChIbPXKA W3OMANT. [TalMeHTy ¢ peaku HacteacTsehn npobieMy Ha
HETMIOHOCUMOCT KbM (PpyKkT03a He TpalBa Ja npHeMar TOBa J1IeKapeTRo.

Tosa nexapeTBo chbpika apomar ¢ d-JIumoHeH, koHTE MOXeE N2 NPHYHHN ANEPTHYHH PEaKilMy.
4.5 BaaumopgeiicTBHe ¢ APYTH JeKAPCTBEHN NPOJYKTH U APYrH GopME Ha B3aHMogcicTBHE
He ca u3sectau.

4.6 PeprHaANTeT, GPEMEBHOCT H KbPMeEHe

Hima orpanvveny nanny or ynorpebara Ha GeH3uaaMiH npy OPeMEHHH 1 KbPMeIuu eHH, ExckpewvsTa
B Mall4¥HOTO MILSIKOTO HE € TIPOYYBAH4.

[TpoyusatinaTa NMpH MHUBOTHH Mpes NepuoAa Ha HPEMEHHOCT B KBPMEHE C3 HEIOCTATEYHY (BUIKTE TOYKA
5.3), nopaan KOETo NOTEHIMAHUAT PHCK 32 DpeMeHHUTE ¥ KbPMEINUTE HEeHW He Moxke Aa Obae
YCTaHOEBEH.

TAHTYM BEPJE we Tpabsa aa ce npunara 110 BpeMe Ha GpeMeHHOCT M KbPMEHE, OCBEH aKO
KIKHHYHOTO ChCTORHHE Ha JKEHATA U3MCKBA NeueHre ¢ GeH3uIaMKH.

4.7 Edexrn pppxy cnocobHocTTa 32 modupane u pabora ¢ MAmMARR

Jlokannoro npunowenve na Tanrym Bepae 8 npenopbaHTeNnHUTe 403K HE BIKAE BhPXY KOHUEHTPANUATA
npu wohrpase W paboTa ¢ MALUAHA.

48 Hexenadu JeKapcTBeHH peakiiuy
Hanog3rana ¢ chegHara kiiackpyKanys 3a YecToTa Ha HEXKCNAHUTE SEKAPCTEEHH PEaKLK;

Mhuoro yectn (= 1/10), Hectu (= 1/100 a0 <1/10), Heuectn (= 1/1 600 no <1/100 =1/10 000;
<1/t 600} u Mnoro peaxs (<1/10 000)




CTOMAITHO-UPEBHY HAPYUICHHS
Peoxu: Tlapene, cyxoTa B ycTara
C reuzeecmua yecmoma: XUNOECTEINA HA YCTaTa

Hapyuienns Ha HMyHHATa cuCTEMA
C neuseecmug wecmoma. AHAQWIaKTHIHY PEaKUMH, PeakUMH Ha CBPBLXYYBCTBHTETHOCT

Pecnyparophu, rpbIHN U METHACTHHATHH HAPYIIEHUA
Muoz0 peoxy: JlapuHrocnazsm

Hapyiueuna Ha xoxara W NOAKOKUATA ThKAH
Hevecmu: CBeTnoYyBCTBUTENHOCT
Muozo pedru Auruoeaem

CrofuiaBane Ha MOAOZMPAHK HeXenahl peakiiuy

CrpofuIaBaHeTo Ha NOMO3UPANH HEKETAHH PeaKLMM LI paspeilaBane 3a yrniotpeba Ha JeKapeTBeH
npoaykr e saxkno. Tosa no3sonssa Aa poALAAH HAOMOIEHNETO HA CHOTHOUIEHHETO MOI3a/PUCK 32
nexkapersenus ponyxT. OT MEAMUMHCKUTE CIIERHATHCTH e M3MCKBA 1a ChoOIIaBaT BCaka NoA03HpaHa
He}KeaHa peakuma Ypes HANKOHAMHA CHCTeMA 3a Chobiuasane: H3nbaHNTEIHA areHUKS [0 IEKapCTRaTA,
ya. .Jdaman Fpyes” Ne 8, 1303 Codwus, Ten.: +359 2 8903417, yeGeaiir: www.bda.bg.

49 IIpexozupaue

He e nasecten puck or npenosdpane ¢ rekapersenara hopma tabnerku 3a cMmydere. Buupexy Tosa,
MHOTO PEIKY CUMIITOMH HA TIPEO3HPAHE, KaTo Bb30ysa, KOHBYIICHH, U3LIOTABAHE, ATAKCHA, TPEMOP,
nOBPBILAHE, ca HAGMONARAHH ITPH JCLA Cile NEPOPANTHO NPUIMKEHHE Ha GEHIUNAMEH B [03H C OKOIO
100 nuTH no-BUCOKKW OT Tasu B TabneTkara.

B cayuaute Ha ocTpo npeao3npare ¢ BRIMOMKHO CAMO CHMIITOMATHYHO neuenne. TpaGea aa ce
NPCAN3BHKE HOBPbIAHE WK CTOMALIHA NPOMKBKA, CIe KOSTO NAUHCHTLT A2 ce Habmonaea
BHUMATEAHO NPH H0AX0AAO Sevenne. HeoGxonmumo € na ce nogappika I0AX0AALA XHapaTalng.

5.  ®APMAKOJOTHYHU CBOMCTBA
5.1 DapMakoIgHAMEMYH CROKCTEA

DapmaxoTepariesTHyHa rpyna: Jiuxarenna cuctema, Apyr npenaparH 3a jeueHHe Ha ropio, ATC kox;
RO2ZAX03.

Kavnnunute npoyysaius 0Ka3paT eeKTHBHOCTTA HA GeH3NIAMUH BLPXY JOKATHOTO OrHUILE Ha
SB3NAICHUETO B YCTHATA KYXHHA H Papuikca. BeMsnnaMus nputexasa yMmeped nokaren obezbonssanl
eeKT.

52 ®apmMaKoKHHeTHYHH CBOHCTBA

AGcopliuaTa ipes aurasuuaTa Ha yeraTa v GapriHKCa e S0Ka3Ba C HAMYHE Ha M3MEPHMM KONMYECTRA
Oemsuziamu B voBedrkus cepym. lipa yaca cneil npuemane Ha Tabnetkn 3 mg, HHBOTO HA DeH3MIAMYH
aoctura 1o 37,8 ng/ml ¢ 367 ng/mi*h AUC. Brnpexy ToBa, CepyMHHTE HUBA €A HUCKH B HE
HPeN3BUKBAT (PAPMAKOSOTHYHI CHCTEMHR eeKTh.
JlexapeTBOTO CE EKCKPETHPA FNABHO YPe3 YPHHATA, KATO HEAKTHBHH METaSONWTH 1




[Tpu nokanHoTo My npunarane BEH3NIAMMH Ce HATPYNIBA BHB Bb3NAACHHTE THKAHH, KBAETO JOCTHIA
eeKTNBHA KOHLEHTPALKS, TOPAAH BHIMOXHOCTTA CU 113 MPOHVKBA B eNUTEIA.

3.3 Hpeaxaunuyny JaHHHA 32 6e300aCHOCT

EmOpuonaniu n neph- 11 NOCTHATANHM TOKCHYHHM eeKTH Ca H3yHaBatH Ype3 PenpoiyKTHBHM
NPOYUBAHHR 3@ TOKCHHHOCT, NPOBEXIAHK BEPXY IUTbXOBE M 3aiUM fPH CCPYMHH KOHIEHTPALMN MHOTO
no-BrCoKH /Han 40 muTH/ or HabmoaasanuTe e NEPOPAIHO NPHEMAse HA EAHOKPATHA TEPANeETHYHA
A03a. Te3n NpOy4RaHUR HE NOKa3BaT TepaToreHuy ek, HannuHuTe KMHETHYHH JAHHH HE TO3BONIBAT
YCTAHOBABAHETO Ha KIIMHUHHOTO 3HAYCHHE Ha IPOYUBAHUNTA 34 PENPONYKTURHA TOKcHuRoCT. [Topaan
HENMBJIHOTA M CAEOBATENHO OrPAHHYEHA 3HAYHMOCT HA NPEIKIMHHUHNTE POYUBAHHA, TE He
IIPEZOCTARAT NOTBAKHTENHA HHQOPMALIKA U3BBH BKMoMeHaTa B KpaTkaTa XapakTepUCTHKA HA MPOAYKTA.

6. GAPMAILIEBTUYHHA JAHHHA

6.1 Cpuchbk HA NOMOLHMTE BeilleCTRA

Hzomant (E 953),

EBKAKHIITOBO Maco,

AMMOHEHA KMCEHHA MOHOXHIPAT,

anecyndam kanu,

JIEBOMEHTON,

xuHonmnoso kbato (E104),

wHauroTn (E132).

6.2 HechBmecTumocTn

Henpunoxumo

6.3 Cpok na rogHocT

4 ropHHH

6.4 ChenHajJdH YCA0BHSA BA CHXPAHEHHE

Jla ce cexpanaBa 1ipu Temseparypa non 30°C B opurHHANNATA ONAKOBKA.
6.5 Bnan ceabpxanue ua ONaKOBRATA

Tabnerkata 3a CMyneHe € ODAKOBasA B NapadHAOBA XaAPTH,

[Iprunire coanpxar 10 TabneTky 33 CMYUEHE ONAKOBAHU B MIOIHETHAESH-XAPTHSA-AIYMHHNEBO
AaMUHHpado Godo.

Tabnertkure 3a cmyueke moraT ga &baaT onakosany B PVC/PE/PVDC — ALU 67auctep.
Onaxosxa c 20, 30 uny 40 Tabnerku 3a cMyHdeHe.

He scuuxm onaxopky morat na 6baar nycHatH Ha nasapa.

6.6 Crnendaann npeanazHn MePKY NPH H3XBLPJIAHE

Hama creupaiiy WisckeaHus.




Heu3nonsaRuaT N€KapcT8eH RPOAYKT MITH OTHAIbYHKTE MaTEPHaTH OT HEro TpaOBa A4 ce WIXBLIAT B

CLOTBETCTBHE C MECTHHTE UBUCKRAHKA.

7. HNPHTEXATEN HA PASPEHIEHUETO 3A YITOTPEBA

Anjpxeniny Papma bearapus EOONL

byn. ,,Acen Hopaanos™ 10

Codus 1592, bunrapus

Tea.: +35929751365

Dakc: + 3592071 5745

8. HOMEP HA PAJPEIHEHUETO 3A YIIOTPEBA

2011037

9. JBATA HA 'BPBO PA3PEHIABAHEMO/THOBABAHE HA PAZPEIIEHHETO 3A
YHNOTPEBA

Hara na nepao pazpewmasane: 15 10Hn 2011 1,

JaTa na nocnenno moasosssane: 05 asrycr 2016 1,

10. JATA HA AKTYAJIMI3UPAHE HA TEKCTA

03/2022




