2ot IS/
N 2% 72 3-10- 20

JIncroska: unpopmauus 3a norpedurTeis
TAHTYM BEPJIE ¢ BKyc Ha eBKaJunT 3 mg TadJIeTKH 3a cMy4eHe
TANTUM VERDE with eucalyptus flavor 3 mg lozenges

OceH3ulaMuHOB Xuipoxsiopui (benzydamine hydrochloride)

[Ipoyerere BHHMATEIHO USJIATA JIMCTOBKA, NPE/IH /1A 3aM10YHETE /1A IPHEMATE TOBA JIEKAPCTBO, ThH

KATO T8 Ch/AbLPKAa BaxHua 3a Bac undopmauus.

BuHary npueManTe TOBa JICKAPCTBO TOYHO KAKTO € OIMCAHO B Ta3M JIMCTOBKA WJIM KAakTO BH € Kazau

Bamuusr jiekap wiu gapmalienr.

- 3anasere Ta3u JIMCTOBKA. MOKe Jla Ce HAJIOKH J1a 5 11PoYeTEeTe OTHOBO.

- AKO C€ HYKJ1aeTe OT JIOITbJIHUTE/IHA HH(OPMALIMSA MIIK CHBECT, Ionuraire Baluus jiekap wim
dapmarieBr.

- AKO I10JIYYHTE HAKAKBH HEXKE/IAHW peakiluy, ysejaomere Bauims sekap wiu gpapmanieBr. Tosa
BKJIIOYBA U BCMYKH Bb3MOKHHM HEKEJIAHU peakiiMi, HEOIIMCAHHU B Ta3H JIMCTOBKA. Buikre ToukKa 4.

- AKO ciie/1 7 JIHK HE cC yyBCTBaTe 110-100pe WK cbeTosinueTo Bu ce Biioinun, Tpadsa Jia
[(IOTHPCHUTE JICKAPCKA 110MOLIL.

KakBo ¢bAbpAKa Ta3H JINCTOBKA:

Kakso npescrasisisa TAHTYM BEPJIE Tabnerku 3a cMy4dcHE U 3a KaKBO €€ M3110J13Ba
Kako 1psiOBa s1a 3Hacre, npeiau aa npuemere TAHTYM BEPJIE Tabiierku 3a cmyucHe
Kak s1a npuemare TAHTYM BEP/IE Tabnerku 3a cmyuene

Bb3MOKHN HEXKEJIAHU peaKiIuu

Kak ja cexpausiBare TAHTYM BEPJIE tabnerkm 3a cMyueHe

ChIbpKaHue HA OlIAKOBKATA M JIOI'BJIHUTEIIHA MH(pOpMaLUS

P AN k. Tl B ot

1. Kakso npeacrasiasisa TAHTYM BEP/IE radierku 3a eMy4eHe H 3a KAKBO €€ H3110/13B2

TAHTYM BEPJIE TabisieTku 3a cMyUeHE Ch/IbpiKa AaKTUBHOTO BEUICCTBO OEH3UIAMMHOB XHJIPOXIIOPHIL.
beH3MIAMUHOBHUAT XHUIPOXJIOPHL IIPUTEKABA U3PA3CHH TTPOTHBOBB3NAIMTEIIHU M OOJIKOYCIIOKOsABAIIIN
cBoOicTBa. B3 ocHOBA HA ObP30TO NPOHUKBAHE M JIOKAITHOTO HATPYIIBAHE BLB Bb3llaJicHATA ThKaH Ce
cTura J10 Obp30 o0JieKYaBaHe HA CUMIITOMUTE.

TAHTYM BEPJIE e ¢ jioOpa jiokajiHa HOHOCUMOCT U BOJIH JI0 HACOUYEHA Tepallus Ha CUMIITOMHUTEC Ha
Bb3IAJICHUE U HA OIUIAKBAHUATA 1IPH [IPErIbLlaHe.

TAHTYM BEP/ILE ce npuiara ripu 00J1€3HEHH Bb3lIAJICHHA B YCTHATA KyYXHHA U 'bPJIOTO, BL3IAJICHHS Ha
BCHIIMTE, HA CIAMBUIIMTE, BH3MAJICHUs HA JIMIraBMIlATa Ha I'bPJIOTO M Ha JlapuHKca. OcoOEHO Moaxo,1slll ¢

3d HAMAJIABAHC HA OIUIAKBAHHWATA ITPH ITPOCTYJIHH 3a00J1sIBaH M.

He cbhabpka 3axap.

_—
-

i T
3 ¥ -




2. Kakso Tpnbna jta 3nacre npeau na npuemere TAHTYM BEPJ/IE 1ab6.eYKH 32 cMyuene

He npuemaiite TAHTYM BEPJE TabiieTrku 3a cmydene
- aKO CTe anepruyHu KoM OCH3MAAMHH HIH KbM HAKOSA OT OCTAHAIUTE ChCTABKM HA TOBA
nexkapeTso (M30pPOEHHU B Touka 6);
- @Ko CTe aNepruiuiy KbM CaIMLUMIOBA KUCEIIMHA UITH IPYTH HECTEPOUIHH NPOTHBOBBL3MAIMTCIIHH
cpeacta, Hapuuanu HCTIBC,

Hpeayupex/icHHS M NPeANa3iii MEPKH
[foruuIieno BHUMaHKE € HECOBXOAMMO NP NALMEHTH ¢ OpOHXHWAJIHA aCTMa, Thil KATO ¢ Bb3MOXHO
pasBUTHE Ha OPOHXOCIIA3MHY 11PHU Ta3y rpyna [alueHTH.

Apyru aekapersa u» TAHTYM BEPAE 1atddeTKH 33 CMyUueHe

He ce ouaxsar s3anmoaciicreua na TAHTYM BEPJIE Tabnetky 3a cMyuete ¢ Jipyrv nckapeTsa,
BBIIPEKH TOBA, 2KO HE CTE CUT'YpPHH, 00bpreETE ¢ KbM Baluus aexap wiu dapmauesT B Ciryyai, uc
npHeMaTe ApyTry JIEKapCTRa, BKIIKOUMTENIHO ¥ TAKUBA, OTIYCKAHW 0¢3 IEKapCcKO npeAnucaHmce.

bpemennoct, kKbEpmene H depTHIHTET

AKO cTe DpeMeHHa WKW KbPMUTE, KO CMATATE, Y€ MOXE Aa cTe OpeMeHHa WY rnaHnpare ga umare bebe,
oOBpHeTe ce kbM Batlivg jickap unu dhapmaucisy 3a ChBET, NPCAH Jla 1IpHeMeTe TOBa JICKApCTBO.

He Tpabsa na usnonssare TAHTYM BEPJIE tabneTtku 3a cMyuene 110 BpeMe Ha OpeMeHHOCT, OCBCH 4KO
TOBA HE € aDCOMOTHO HEOOX0/IMMO ¥ HE € NPCNopbUYaHO OT Bauing jiekap. AKO €€ HYKJIACTC OT JICUCHMC,
TPs0Ba Aa ce M3I0JI384 Hall-HMCKaTa J103a 338 Bb3MOXKHO Hal-KpaTKo BpeMme.

i{Hogpupane u pabora ¢ Mamnnau

Jlokannara ynorpeda Ha 6¢H3nAaAMUH B NPETIOPLUATENIHUTE 03U HE 1TOBJIMABA CrIOCOOBOCTTA 32
Inogupane u padbora ¢ MatlKMHHK.

TAHTYM BEP/E radjierku 3a cMy4clie Chibpaxa H30MAJIT U ¢BKAJIMNITOB apoMaT
Ao Bauuat nekap By ¢ kazan, ye uMare HEIIOHOCHMOCT KM HAKOM 3aXapu, CBbPIKETE CC C HEI'O HPCHY
Na IPUEMCTE TO3M JICKAPCTBCH IIPOAYKT.

Tosa nexapcTBo ChaAnLpka apoMar ¢ d-JIMMOHEH, KOWTO MOXKC 1a IPUYMHN &JICPIHUHM PCAKIIMK

3. Kax na npuemare TAHTYM BEPJE Tabnerku 3a cmyuene

Bb3pacTiu M feua najl 6 roaMHK - e/iHa 1adliecTka 3a CMYUCHE 3 11TH Ha JICH.
JleuenneTo He TpAGRaA Jia NPCBUILIIABA [IEPUO/L OT 7 JIHH.

Heua tia pu3pact mexty 6-11 roguny
[ IprnoxenueTo npH acua Mexay 6 u 11 roauiu na &bae noy HabawACHUETO 11a Bb3PACTCH.

Jena noj 6 roJiveu
[Topany nckaperaenara My (popma - TabNETKH 32 CMYUCHE, IPHIIAIAaHETO 11a JICKapCTBCHUS TIPONMYKT [IpY
Jela noJ 6 I'oJIMHM HEe CC LPeHOphYBa.

Axo cael ynorpeda Ha TAHTYM BEP/IE TabiieTku 3a cMy4deHe HC HACTBLIIM OuaKBaHWA CHEKT OT
JICUEHHUCTO, Ce KOHCYJITHpaiTe ¢ Bamuns siexkap wiau gapmaliesr.




HaurH Ha 11pUIIoKEHUC
OpomMyko3Ho npuiicxkenue. Tabnerkara 2a cMmyuchie Tp#OB8a na ce pasrsaps 0asHo B ycrara. Jfa He ce
norawlita. Jla He cc abBuE,

Axo cTe npHe/in noseyde or Heobxoaumarta noza TAHTYM BEPJIE rabaeTrku 3a cMyuene
AKO cnydaliHo cre B3€lH NOBCUE OT Hpenopbyanara Ao3a tadnerky, Bue Tpadaa na ce cenpikere ¢
Baimmusa apMaLesT, iekap K ¢ Hah-0an3kara bonHuua. Bunaru Hocere ¢ Bac onakoska or
JICKAPCTBOTO, HE3ABUCHMO OT TOBA JaJIK C4 OCTaHANM TaDNETKH B HESt UITH HE.

4. B1L3IMOMKHH HEXKENAHH peaKUuUH

KakTo BCUUKH JIEKAPCTRA, TOBA JIEKAPCTBO MOXKE 1a NPEAN3IBUKA HEKCIIAHU PCAaKIIMK, BBITPCKH U e
BCEKM ' NONyYaBaA.
HexenaHu peaklyM ¢ HEM3BECTHA YECTOTA!

- Ancpruyny peakuuu {CBpbX4YBCTBUTEIHOCT);

- Cepuo3iin anepruiii peakiny (anadunakryiyet 110K), pu3Haui Ha KOUTO MOTrar jla BKJouBar
3aTPYAHCHO JMIane, O0JIKY B FBP)UHTE WM CTATAHC B MBPJIMTE W/ UK YyBCTBO 33
3aMalBaHe/MIpHIANLK, TEOXBLK ChLPOCK HAa KOXKATA MY HIOBJAMIHATH DYUKKW/ NOAYTUHH 110 KOXKATA,
OTOK Ha JIMLIETO, YCTUHTE, €3MKa W/ HIIH I'hPIIOTO, KOMTO MOXKE jJa OBLAaT NOTEHUHAIHO
XKHABOTO3acCTpallidaBalily.

B enduuuny ciyyau cica ynorpeba Ha TabneTkuTe 3a CMYUEHE MOXE /la € [I0ABH NapeHe Ha JiMirasuilara
Ha YCTHATa KYXMHA UM CYXOT4 B yCTaTa.

AKO TOBa CC C/IYYH ¢ Bac, u3nimiiTe yauia Bojla Ha riibTKH, 3a Ja HaMauTe edekra.

Psinko HabnionaeaHa peakuus ¢ies cuctemua ynorpebda Ha OeH3MLaMUH ¢ CBETIOYYBCTBUTENIHOCTTA.

Cro0masale Ha HeXKeJlallH pPCaKlLIHH

AKo MONY4YHUTC HAKAKBH HCHKCIaHHK JICKAPCTBCHH pPCaKLIMH, YBEAOMETC Baiuus JICKApP WX (bﬂpMHIJ.CHT.
Topa BKJIHOUBA BCHYKH Bb3MOMXHU HEOMNCAHN B Ta3H JTHCTOBKA HEXENaHu PCaAKiIHH. Moxere cblLO J1a

CHLOOIIMTE HEKENAIHN PEAKUMH JIMPEKTHO YPe3 HallMOHANHATA cucTeMa 3a choliasane: Hairsnunreina
areHIMA no JiekapcTrara, yil. .,Jlaman U'pyen” Ne 8, 1303 Codms, Ten.: +359 2 8903417, yebeair:
www_bda.bg.

KaTto cbobiiaBaTe Hexellaiu peakliii, MOXKETE J1a /1aJiCTe CBOS NIPUHIOC 3a NOJly4aBaHe Ha [10Beue
HHpopMaLMs OTHOCHO D¢30M1acliocTTd Ha TORA JICKApCTRO.

d. Kak ja coxpanasare TAHTYM BEP/AE Tabaerku 3a emyuene
Jla ce chxpalaBsa Ha MACTO, HCJIOCTHIIIO 3a Jiella.

Ja ce chxpansga 1pH reMiicparypa o1 30°C.

JlekapcTBeHHST IIPOIUYKT /12 CC ChXPaHABA 13 OPUIHHAIHATA OlIAKOBKA.

He u3nos3BaiiTe ToBa JieKapcTBO Clie CPOKA Ha FOAHOCT, 0r0c/If3aHa BhpXY ONTAKORKATaA CJiea ,,1 'o/lcH
no:*. CpoKsT Ha FOJIHOCT OTroBaps Ha MoCHEIHMA JIEH OT NOCOUYCHMS Mecell.




He WaxebpiisifiTe JeKkapcTBara B KaHAIM3AIMAIT4 KN B KOHTEHEpa 32 JoMalllHK oTtnanbuy. [lonmraiite
Bauwins dhapMaliCcBT K4K Ja U3XBBPJIATE JICKapcTBard, KOMTO BEUC He u3llonisare. Te3u MepKy Lic
CIIOMOrHAT 34 Ola3BaHe Ha OKOJIHATA Cpe/a.

6. ChAbpxKalHe HA OMMAKOBKATA H JI0IILJHHTE/11a HH(PopMauHse
Kakso cbiabpxa TAHTYM BEP/E rabicrxyu 3a cmyuene

- AKTHUBHO BENIECTBO: OCH3INNAMKHOB XHApoxniopul (benzydamine hydrochloride) 3 mg,
EKBUBAJICHTCH HA 2,68 mg 6cH3uAaMUH.

- Hpyrd cberaBku: uzoMair (L 953), eskanynTopo Macno, TMMOHEHA KMCCIIMHA MOHOXHIparT,
auecyindam kanui, iceoMeHronN, XMHOAUNOBO #baT0 (E 104), nnaurorus (E 132).

Kak nariexia TAHTYM BEPJIE rabsieTku 3a cMyuelne H KaKBO ChAbPiKa ONNAKOBKATA

Tantym Bepne tabnerki 3a CMYUCHC €a ThMHO 3eJieHy TalJIeTKH ¢ KBalparHa gopma..
Tabnerkure 3a cmMyueHe Morar aa Ovj1at onakosaid B PVC/PE/PVDC - ALU 6aucrepy unu

napagpuHOBA XapTHS.
TAHTYM BEPJIE tabnetrku 2a cMyucHe ce nipenarar 8 KyTus cbitbpaxatua 20, 30 unn 40 tabnerku 3a
CMYUEHE C MPpUNIoKeHa JIUCTOBKA 32 [1allUCHTA.

[lputekaTen HA pazpelienneTo 3a ynotrpeba

Anpxenunud Papma buiarapus EOO)]

yn. "Hukona Tecna" No 3,

o11. busnec Llentsp BCP Codwms 1, e1. 4, opuc 401,
Codus 1574, bbnrapus

Ten.: +35929751395

IIpoH3BoHTET

A.C.R.AF. S.p.A., Via Vcechia del Pinocchio 22, 60131- Ancona, Uranus

3a JOirbIHKTE/IHa HHGOpMAlIMA OTHOCHO TOBA JICKApCTBO, MO, CBbpKETE c¢ ¢ | [purexarens na
pazpeuieHHeTo 3a ynorpeOa.

JlaTa Ha nocJICAHO npepasticaiaane na auctoskara (07/2025.




