Jincroska: 4R(GOPMAUKA 32 NOTPedHTER

KJHOTPHAMA3O0J GSK 100 mg parmuanms Tabnerkl — ' . o imefe
CLOTRIMAZOL GSK 100 mg vaginal tablets ? 7 _07_ YTz
KaotpuMason {clotrimazole)
IpoyeTeTe BHHMATENHO NANATA JHCTOBKA HPETH 14 3AMOMHETE 42 HINOI3BATE TOBA IEKAPCTBO,
Thil KATO TH CBALPKA BAXHa 32 Bac mudopmauun.
- 3anaslere Ta3H JMCTOBKA. MoXe Ia Ce HAIOXKH 1A S NPOYETETE OTHOBO.
- AKO IMaTe HAKAKBH JOILAHHTEIHH BBIPOCH, MonpTajite Bannis nekap nnd dapmanesT.
- ToBa dexapcTBo € mpeanncado nrano Ha Bac. He ro npeotcrbnBaiite Ha apyrd xopa. To moxe
12 MM HaBPENH, HE3ABHCHMO OT TOBd, e TEXHUTE CHMITTOMH Ca ChIuTe KaTo Bamuire.
- AKO TIOTYUHTE HAKAKBH HE)KENAHH PeakuyH, yBenomere Bamusg nexap win gapmanest. Tosa
BK/IIOYBA H BCHYKH BLIMOXKHH HEXENaHy Peakifi, HeOTMCAHN B Ta3H JHCTOBKa. Bikre
TO4UKa 4.

Kakso chABPKA TA3H JHCTOBKA:

Kaxeo npeacrasngsa Kiorpumazon GSK sarnHanim TableTRH X 34 KAKBO C¢ M3MION3B2
Kaxzro Tpa6sa ia 3uaete, npeqH Aa winomssate Kinorpumazon GSK Barnmanay rabneTku
Kax na m3nomnseare Knorpamaszon GSK parunansay TabneTkd

Bp3MOKHE HEXETaHd PEAaKIMH

Kax na cnxpausmare Kimotpumaszon GSK parunamsy 1abnerkyu

Chaspikatine Ha ORAKOBKATA H NOITBIIHHTETHA HHPOPMAIMA

G LD

1. Kaxso npeacrasnssa Knorpumason GSK sarnaadnu ab1eTkH o 32 KaKBO c& M3D0.13B2

AKTHBHOTO BemecTso 8 Knorpumazon GSK parunamin TabneTsH e xnotpumason. KiorpuMason
OpHHAIEKY KBM TPYNa NEKapCTBa, HAPCICHH a30/TH H € MPOTHBOIEOMYHO CPEACTRO 32 NEHCHUE HA
AndexiuH, KaTo BarmHansa Kapuxosa. Kiorpumaszon GSK sarunanuu TabneTky ce NOCTABAT BB
BiAra/TMIIETO 3a ICIEHHE HA MACTOTO Ha HHEKIM.

2.  Kaxeo Tpnalpa 1a 3Haete, npean Aa winompare Knorpumazon GSK sarunajing rabaerku

He sanomssaiire Knorpumazon GSK Barunamun tabuerka

- 8KO CTE AJICPCAMERA (COPLXYYECMEUMENHI) KbM KIOTPHMA30/1 MM KBM HAKOS OT OCTAHAITHTE
cheTaBkH Ha Knotpamazon GSK paresanan rabnerku (w3bpoern B Touka 6},

- TIO BpEME HA MEHCTPYALMA, THil KATO MOXKE JIa €A T0-MAIKO eQeKTHBHH.

IIpenynpexnenus ¥ BPEAUAIAN MePKH
Hpeau as nanonssare Kinorpamazon GSK sarnuaaas Tafrerxn, Bamsar nexap 1psbpa a 3Hae:
. AKO CTE HMal¥ NoBeYe OT ke HHGEKLMH Ha KaHIHI03eH BATHHUT HPE3 NIOCTEIHUTE [IecT
Meceila
axo Bue wiM BalmksaT napTysop HAKOTA CTe WMAanH 3a00/748ane, IPEAABAHO 10 NOJ0B TET
axo cte BpeMernHa HIM BPENMoaaraTe, 4e Moxe Ja cre Opementa
axo CTe Ha Bh3pacT Haz 60 roaunu
aKO HAKOT2 CTE MMAIH AcprudHa peakuns kbm Knorpumason GSK sarnnanns TabneTry win
KBM JPYTH NPOTHBOIBOUSTHY JIEKapCTBEHH MPOAYKTH 33 BATHHAIIHO IPHIIQ
. 4KQ MMATe HAKOH OT CICTHHTE CHMITTOMM:
- HEpEAOBHO BATHHAHO KLPBEHE
~ He0OHYaAHO BarHHANIHO KBPBEHE HIH KPLBEHHCTO-0LBETEHO TEYe
- pa3A3BABAHEA, MEXYPUETA WM PAHHYKN HA BEHINHHUTE TI0IOBH Op
- 3auepssBaHe, IpasHEHE MM NOXYBAHE, CBBP3AHU ChC CKOPOMIHO
Knorpumason GSK sardsannu Tabnerku
- DOJIKA HHCKO B KOpeMma




- fonxka B TEpOa

- pamerHa 601Ka

- 3aTPYAHEHO WK 60IE3HEHO YPRHUPAHE

- MOBHILCHA TEMIIEPATYPa HiIl BTPUCAHE

- rajeHe WIiH NOBPLUIAHE

- AHApHA

- BaruHAIHO TEYCHHE ¢ HENPHATHA MHPH3MA,

Heua
Kaorpumazon GSK BarnHanun Tabaerxu ve Tpabpa 1a ce B3NO0I3BAT HPH Aeiia HA BL3PACT MO
12 roanHn.

Cuwcronnansa, 32 KoHTo TpAbBa Na cilenuTe

Kinorpumaszon GSK Barusans TabaeTss MOXe Aa IpHUUEST ANePrHYRnA peaknuu. Tpadsa na
CNEIHTE 33 OOPEACTCHH CHMITTOMH, [0kaTo u3noiseare Knorpumazon GSK armuamay rabnerxy, 3a
I3 HaMallHTe PHCKA OT KaKBUTO ¥ Aa ¢ npobiemy (Bmkre ,,CheToMHMS, 32 KOMTO TpabBa fa cnexure” B
TouKa 4).

Hoxaro manonzsare Knorpumasos GSK BaruHanHu Tabnerkn

. Kaorpamazon GSK sarmuanau TabieTkn Moke 8 HAMAIAT ePEXKTHBHOCTTA HA NATECKCOBM
KOHTPALEnTHBH, KiTO NpelepBaTHel U tuapparmu. CrenopatenHo TpsadBa Ja H3M0A3BATES
aTTEpHATUBHY NPEANAIHM MEPKH TIOHE 32 MeT XHU cieq ipHnoxenne Ha Knotpumazon GSK

BArHHANHH TA0IETRA.

. VisbgraaiiTe NONOB KOHTAKT, A0KaTo M3non3eate Knorpumaszon GSK parunammm TabaeTxu, Toi
KaT0 MHGEKIMATA MOJKE I3 ce mpedasie Ha Bamva napTasop.

. He u3nossaiire TaMIOHA, COEPMUIMIM KM APYTH NPORYKTH 34 BAIHHATHO HPHIOKEHHE,

noxato uanonssare Knorpumason GSK sarunamuy tabierkn.

JApyru nexapcrsa v Kinorpumason GSK sarunaims TabieTku
Hudopmupaiite Bamnn exap Han GpapMalesT, AK0 NPHEMATE, HACKOPO CTE IPHEMAIH, HH €
RBE3MOKHO 1a IPHEMATE APYTH JIeKapeTna, BKIFOTHTEIHO H IEKapCTRa, OTIyckanu Oe3 peuenTa.

Hsxou TexapcTsa MOraT 1a NOBNMAAT Ha HAYHHE, [0 KoiTo Aelictpar Knotpumason GSK aruuanuu
TaGNeTKM WK A3 HAOPABAT NO-BEPOATHO PA3BUTHETO HA HEKENAHM IEKAPCTBEHN PeakiliH.
Knorprmazon GSK parunamem TabneTkn CHIO MOTAT A& ROBMMAAT HA HAYHHA HA ACHCTRYE Ha HAKOH
IpyTH nekapersa. Te BKUOYBAr:

. TAKPOJAMYC WIH CHPOTHMYC (IeKapcTBa 3a IOTHCKAHE Ha HMYHHATA CHCTCMA, M3NON3BARH 32
KOHTPONT HA MMYHHASL OTTOROp Ha opranm3Ma Bu) - Bamuat nekap MoXe 7ia pemu fa
NPOC/EAIBA HIBATA HA TAKPOJUMYC HiIH CHPOAMYC B KphaTa Bu.

<2  Undopmupaiite Baming sexap nian hapmalesT, ako NPHEMATE HAKOE OT Te3N JeKapcTBA.

Bpemennoct, KbpMene K GepTHIRTET

AKo cre GpeMeHHa, CMATATE, Ye MozKe Ja cre OpeMenHa Wik IiaHUpaTe bpemMennocT, He
nm3nomapaiite Knorpumaszen GSK Barunaasu TabneTku 6e3 1a cTe ce KOHCYATHPand ¢ Bautus
Aekap. BamusaT jiexap me npenesu nonsara 3a Bac u prcka 3a Bamreto 6e6e nmpH npHiokeHHe Ha
Krorpumason GSK sarunantu TabneTkd no BpeMe Ha BpeMEHHOCT.

Cheraskpre Ha Knotpumason GSK sargsaims# TabneTks MOrar Aa NpeMUHAT B KhpMaTa, AKO
KBpMHTE, TPAGBA 2 Ce KOHCYnTHpaTe ¢ Bamus nexap, npexu fa uanonssare Knorpumaszon GSK
BarHHAIHA TaONeTKy. —

Iogpupave 1 padoTa ¢ MAIIMHYK )
Maixo sepostao € Kiotpumason GSK parnHanss 1abneTku fa NOBNUAAT HY,
modupane 1 paboTa ¢ MAIUKHHA. 7



3. Kaxk pa manomzsare Knorpumazon GSK parnnaiang rabnerxy

Koaxko 1a g3noa3pare
Bunary minon3saiite Knorpumason GSK sarusannd tabierks Touno KakTo Ba e xaza
Bamnsy Jexap. AKO He CT¢ CHIYPHH B HEIO, ONKTaiTe Bainns nexap win hapMamnest.

Buapacriu ¥ aena pan 12 rongnu
O6maajinaTa nosa e 1 TabneTka npa ILTH AHEBHO, B NPOAL/bKeHMe Ha 3 JuH Wi 1 TabneTka BeaubK
JHEBHO, B IPOXL/DKEHHUE HA 6 — 7 2{HH, 38 NPENOPLYBaNe NpelH NAraHe.

Kax aa wapoassare

. Hamuiite prileTe cH, npeu Aa oOTcTparUTe PoamoTe or OHNHCTEpa M OTHOBO CJIC TOBA.

) 3a Knorpumazon GSK parHHaTHH TabneTkH € Beo6x0/MMa BIaXKHA Cpela BBB BAAraTHmero, 32
A Ce pa3TBOPAT HAIBIHO, B NPOTHBEH CIy4ali HEPA3TRBOPESHH MapdcHNa OT TableTkaTa MOTat
Za HIA3AT OT BIAranumero (0cobeHo NMpH XeHH, KOHTO CTPaJaT OT BIaTATHINHA CyXoTa).

. Knorpumason GSK parunanan Tafierks Tpabsa Aa ce NOCTAaBAT BBIMOXKHO Hal-TBI60KO BB
BIIATATHILETO, 33 MperlophiBaNe BEuep NPeIH JIATaHe, 32 No-ToNAMo yAo6CTRO.
Yeegomere Baurng aekap, ako He ce pabmonara nogoGpenne ciex cexem ARM Ha NeUCHAE.
AKO BAAraJHMIIETO H BLHITHATE NOI0BH Oprand B c¢hp6aT # ca Bh3naneny, Banmar nexap
Moxe Aa By npennuuie JOKaTHO TEICHHE C KPEM 33 BLHIHO MIPHNONKEHHE.

Knorpumasosa GSK Barmnansy Tab/ieTKi cA CAMO 34 BATHHAIHO TPWIOKeHHE.

He caaraiite Ta6lierKuTe B YCTATa cH ¥ He i rejTaiire. Mafarpaiite KORTAKT ¢ 04HTE, AKO
CIIy4aiiHo MOrk/IHETE BaTuHANHA TabneTxa, HedababHo ce canpxkeTe ¢ Bawrna nexap.

AKO cTe npomycHanu aa winoassare Kiuorpumazosn GSK parsnannm Tabnerku

He npunaraiire Agoiiua 1032, 32 a KOMIEHCHPATE NPOMYCHATATA 1033, & POCTO UPHIIOXKETE eHA

BaruHaIHa TabJIeTKa BEAHATA IOM CH CIIOMHHTE.

=  Koncyrrupatite ce ¢ Baurma nexap nin GapMaileBT, AKo He CTe CHrYPHM Kakeo Tpslsa 1a
HANPABHTE.

Axo cte npornycHanmy 3 nanonssare Kinorpumaszon GSK sarmaannu TabneTks 3a noseye OT €N ICH,
undexvaTa Bu Moxe Ja He ¢ HanbiIHO H3neKysasa. Ceppxere ce ¢ Baumsa nekap, ako CHMITOMHTE
Bu npomsiokat cieR 3apbpUIBaHE Ha TO3H KYPC Ha JICUCHHE,

AK0 cTe H3MO/I3BA/M NMoBeue oT HeobxoaumaTa no3a KaoTpumaien GSK sardnannn rafaerkn
AXO TI0 HEBHHMAHKE CTe HIN0A3BaNH npekaieHo muoro Knorpamazon GSK sarsnanau tabuerky,
ofbpHerte ce kpM Banins dekap win GapMaLERT 32 ChBeT.

He cnmpaiite aa n3noassare Kaorpamason GSK sarsnanun rabneTku 6e3 chser o1 Bauna

Jerap

Wznomssaiite Krorpumason GSK Barnmanuy tabneTsy TOAK0BA AB/IT0, KOJKOTO Npenopbysa Bammst

Aekap. BaxXHo e Ia 3a8bpUIMTE IBIHEA Kypc Ha nederne ¢ Knorpumason GSK sarusaniu tabnetky.

He coupaiite qa wsnoassare Knotpumazon GSK parunanuu 1abnerku, ocsen ako Bantnar

Nexap ne Bu mocnBeTBa, fopy aKo cumntomute Bu ce nono6par. AKo He 3aBbpIUTE HLIHNA KyPC

Ha JicqeHuie, HHQEKIMATA MOXKeE Na CE MOKBY OTHOBO.

< Nonurtaiive Bamns gexap uiw GapManesT, aK0 EMaTe HAKAKBH BBIPOCH, CBEP3AHH ©
ynotpe(ara Ha TO3K IPOXYKT.

4, BbaMoKHH HEKETAHK peaxiHn

KaxTo BCHYKH JIEKAPCTRA, TOBA JEKAPCTBO MOXE Ja NPESHIBHKA HEHCIIAH
BCEKM T'H NOTy4aBa,




CheTosHER, 32 KOMTO TpAOBA Na caenuTe

Anepruyns peaknpp. TIpusnaliure sKifoqBaT:

. 3aveppsBaHe, ApeHe, HARUTHAT H chpbam o6pHE {YpTHKapU)

. npobaeMH ¢ THIIAHETO

. [OAYBaHe, OHSAKOTA Ha JINUETO I YCTAaTa, IPHIHASBAILO 3aTPYAHCHNUE IPH NPErThIIAHETO
MY JHII3HETO

. JYBCTBO HA 3aMasHOCT WIIH IPHMA/NEAHE

2  He3a6apHo MOTHPCETe MEARIHHECKS NIOMOI, KO MOMYSHTE HIKOA OT TE3H CHMITOMH.
Cupere aAa uznoassare Knorpamazon GSK sarananuu rabnerxa.

CnepuuTe BexellaHH PeaKiiy ca Ha0mofanany mpi Maask Gpoli xopa, Ho TOYHATA MM YeCTOTa ©
HEeH3BECTHA:

aneprHIHY PeaKitiy (BIDKTE ,, ANICPITHHH PEaKIHA" HO-TOPE B T0UKA 4)
6onxa B 001acTTa Ha KOpEMA HITH Ta3a

AHCKOM(OPT Ha BIATAMIIETO KM BHPHIGHHTE HONOBH OPTaHd
TIOAyBaHE

napeHe

3aTI0INBAHE HA KOMXATa B reHHTannara obnacT

JApa3HeHe

ChpOex

obpus

BarHHANHO KEPREHE

3auepBsBAHEe HA KOXKAaTa HIH JHTaBHIMTE

CpofmaBane HA HEKEIAHNE PeAKIAH

AKO HONydHTe HAKAKBY HEKEaHU JEKapCTBEHH PEaKIHH, yBeAOMeTe Baniuy iekap Wik (apManesT.
ToBa BIUNOYBA BCHUKY BL3MOWHY HEONIHCAHH B TA3Y THCTOBKA HeXXeJaHH peakunu. Moxere chiuo Ja
cHOBDIMTE HEXENAHM PEAKITAY AUPEKTHO Ype3 HaROHANHATA CHCTEMa 3a ChobIaBaHe, IOCoOYCHa
no-gony. Kato chofinaparte HexenaHH Peakiiiy, MOKETE Na HAAETE CROA MPHHOC 38 HOTy“aBaHe Ha
noBeue HH(pOPMALHs OTHOCHO Ge30NacHOCTTA HA TORA JICKAPCTRO.

Hanbnaurenna areRIHAg 1o IEXapeTBaTa

ya. Jamma Ipyes” Ne 8

1303 Cotus

Teir: +359 2 8903417

yeGcaiiT: www.bda.bg

5.  Kax aa cexpanspare Kinorpumazon GSK sarananun rabierkn
Ja ce chxpaHsBa Ha MACTO, HEROCTHIHO 34 ACUA.

Ia ce cuxpaussa nog 25°C.

He m3nonssaitTe TOBa JEKAPCTBO CE CPOKA Ha TOXHOCT, 0TOENA3aH BEPXY ONAKoBKaTa. CPOKBT Ha
TOAHOCT OTTOBAPA Ha TOCHCAHMA NEH OT NOCOUCHHR Mecell.

JlexapcTsata He TpsfBa Ja ce H3XBBDPIAT B KaHATH3AIMATA WK B KOHTeHHEpa 33 AOMAUIHH OTIAbIY.

CIIOMOTHAT 34 QIIa3BaHC Ha OKOIHAaTa CPENA.




6. Cnabpxanue HA ONAKOBKATA ¥ AONBIRHTEIHA WHboOpMALHA
Kakeo coanpxa Kirorpumaszon GSK Barasasnu Tabnerku

- AKTHRHOTO BERIECTRO ¢ KIOTpHMa307L. Besika Barsranta tabnerka cuanpxa 100 mg
KNOTPHMA300.

- Jipyrute ChCTABKH Ca: IaKT03a MOHOXHPAT, KapToheHo BHIIECTE, AAUNHHOBA KHCEIHHA,
HATPHEB XMAPOreHKapGOHAT, MATHE3UER CTEAPAT, CHIMUMER JUOKCHI Kononaes GeaponeH,
HaTpHes naypuicyndar.

Kax myrnexnar Knorpumaizon GSK paruyanny Tabierks U KAKBO ChAbPHKa ONAKOBKATA
Knorpumazon GSK sarmuansu tabnetku ca Genn, qpojiHoM3TbKHANY TaONETKH C I1aK2 IOBLPXHOCT,
¢ oBanna hopMa.

BcAxa onakoBka chxbpka 1 Gnuctep ot PVC/anymunveno ponko ¢ 6 TabIeTKH 8 KAPTOHEHA KYTHA.

IIpaTexarell HA Pa3pelleHUETs 3a yIoTpela
GlaxoSmithKline (Treland) Limited, 12 Riverwalk, Citywest Business Campus, Dublin 24, Hpnasaus

Ipomisonuyen
Delpharm Poznah Spotka Akcyjna, Grunwaldzka Street 189, 60-322 Poznan, Tomuma

Jata Ha mocjeano MpepasriaexIakne Ha aHcToBKaTa: 06/2022




