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JImcroBKa 3a Danpenra

IIpouerere BCHUKO OT Ta3¥ JIMCTOBKA BHUMATEHO, 33IH0TO T8 CHABPKa
BaXHA 33 Bac nHpoOpManms.
To3m nekapcTBEH IPOAYKT ¢ NpoAaBa 0e3 Jexapcko npepmucanme. HesaBucaMo
oT TOBa, Bue 1palbsa ga ro W3NMon3BaTe BEMMATENHO 32 A3 MOJyduTe Hal-KoOpH
PE3YITATH OT HETO.
- Ilazere Ta3u muctoBka. Moxe a ce HAOXKHA /A I HPOUYESTETE OTHORO.
- Iuraiive Bammis dapManesT, ako ce Hy;KHAeTe OT OBede MH(OPMand MK
OT CEHBET.
'~  Bue me TpsOBa ma ce KOHCYNTHpate ¢ Bamms jexap, ako CHMITOMHTE CE
BIIOINAT WM 28KO HE ce moxo0puTe Cles 3 JHy. '

B Tasn gueroBKa: :

Kaxgo e Septolete Apple 1 3a xakBo ce H3H0I3Ba
Ilpemn na 3anounere ma npuemare Septolete Apple
Kax ga mpuemare Septolete Apple

BB3MOKEY HEXCIAHH JIEKAPCTBCHN PCAKITI
Cexpanenne Ha Septolete Apple

3a no-neitHa HEAOPMATIL

AR el

Septolete Apple lozenges 1.2 mg
Cetylpyridinium chloride

Cerrroniere A0wixa Tabnerru 3a emydere 1.2 mg
TieTrmmapEAEE XITOPHT,

ARTHCENITHK 32 YCTA H IbPJIo
C apoMar Ha 3ejeHa a0bJaKa

- AxrueHO BemecTRO: cetylpyridinium chloride.

-  Homomuu BemiecTBa: TeYeH MATTHTON, MAHKTON, JECBOMEHTON, JIHAMOHEHO
Macno, THIHLEPOJi, PHULIEHOBO MACO, HATypaimHO, CAIMIIHEB JHOKCHI,
6e3BoicH, MArHE3AEB CTE3PaT, HOBHAOH, apoMar Ha J0hiKa, OUBCTHTCH:

- E171,E 141, E 100, xarron 600 ¢apma, MarrTHTOI.

IIpomsBoAMTEN U TPHATEXKATEN Ha PaspermieHueTo 3a yrnoTpeda
KRKA, d. d., Novo mesto, SmarjesSka cesta 6, Slovenia.

1. KAKBO E SEPTOLETE APPLE U 2A KAKBO CE H3TIQJL SBA"
Beska TabneTka 3a CMydueHe ChABpKa 1.2 mg cetylpyridinium chlogide

)
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Tesw Tabnerku 3a-cMydene ce mpemnarar B Kytny no 187 Kyrumre chyspxar 2
6mucTEpa o 9 Tabnertxu 3a cMywere. Tabnerxute 3a CMYUCHE Ca 3€JICHH Ha IIBST,
KPBIJIHE ¥ IEKO OMKOHBEKCHH.

Tabnerxure 3a cMyuene Septolete Apple npurexasar joxamEo AHTHMHAKPOOHO
mefictere. Te CBABPXKAT aHTHCENTAKA cetylpyridinivm chloride, xo#ito paspymasa
pemima Oaxkrepus M I'BOW H CEC CHIYPHOCT JO TONSIMAZ CTEHEH IIOATHCKA
PasBUTHCTO Ha HiKOM BUPYcH. TaGJieTkuTe 33 cMyueHe 00IeK9aBaT BEINAICHACTO
B YCTata # TBPHOTO, HO HAW-BEYEe T HPEJUA3BAT OT DAsBHTHE HA TCIKKH
GakrepmamBy BE3DAICHEA. brarogapeswe Ha cBomTe JOOpH  OBIAKHABAITH
CBOHCTBA ¥ HHCKO NOBEPXHOCTHO HATPEXCHHE, cetylpyridinium chloride npormksa

ChIIO IpE3 YACTH HA OpalHATa ¥ (papHHI'ea/iHATA IHTABUIA, KOHTO € TPYJHO Ja ce

AOCTHTHAT ¥ HOATHCKA (aKTEPHANHUA PacTek, '
Tabmerkute 3a cMyuene Septolete Apple amar IOPFSITEH W OCBEXaBalll BKYC Ha
sereHa 20wiKka. Te He CHABPXKAT 3axap, OT KOSTO ce HyXzasT OakTepurTe 3a CBOA
PAcIex, 1o Tasu OpyIHHa Te HE NPHIMHEABAT PaspyllaBaHe Ha 3B0HTE U eGEeKTET

Ha aHTHCCHTHIUTE € MHOFO HO~-A06ED.

Tabnerxure 32 cMyweHe ce npenopsuBar:
+ 3a HoKaNHO IeucHWE Ha NeKH HH(EKIME Ha ycrara U repiaoto (dhapusrur,
TaPHHTHT, HAYATI0 Ha aHTHHA),
- llpu swsnasieHre HA BEHLMTE H YCTHATA JIMTABENA (cToMaTHT, THETHBHT),
+ Ilpm cmvmroME Ha umpocryma m TPHII Karo OOJiKa, CyXOTA W JpPA3HEHE B
FBPIOTO, JIOMI IBX TIPH BESHAIMTEIHY OPONECH B YCTHATA KyXHHA B IEPIOTO,
IMPECUTIHATIOCT.,

2. OPEIU JA 3ATIOYHETE JA IIPUEMATE SEPTOLETE APPLE

He npuematiire Septolete Apple:
= @KO CTC CBPBXUYBCTBHTENHM (anepruduy) xeM cetylpyridinium chloride mmm
RAKOe OT OMONIEUTE BemecTaa Ha Septolete Apple.

ObspHeTe coenpATHO BHIMAHNIE HPK IIPAEM Ha Septolete Apple:
- 2KO HMaTe OTBOPCHH paHH B ycTara, 3amoro cetylpyridinium chloride 3abass
3a30pPaBABaHETO HA PAHUTe.

- Ax0 nmare Texka UHQEKIHA, NOPHADYKEHA C BHCOKA TEMIEPATypa,
IIaBoOonue W HOBphINaHe, TpsabBa ga ce KOHCYNTHpaTe C JeKap ¥ Iio-
CHELMAJIHO, aKO CECTOAHHETO HE Ce MOAOOpH ciex 3 Jium.

- Axo cre mmaGeruk Tpsa0Ba 12 MMarTe IIPCABUA, Y€ BCAKA TaOIEeTKa 33 CMy4cHE
cepppxka 1 g maltitol. Hopamu crmabara cu XUApOM3a u abcopOmms- B
CTOMAIHO-9pEBHMA Tpakr, maltitol nosnmsBa €j1a6o HMBOTO HA KPi
3axap.

He ce mpenopsuBa fa ce mpHEMAT HO-BHCOKH HO3H OT HpeanicaHuTe.,
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- TaOmeTKHTE 32 CMYYEHE HE Ce-TIPeopHYBaT-3a Aela MoK 4 rogHINHA BBE3PACT.

Hpuem Ha Septolete Apple ¢ xpana u TegHocTH:
He tpsabBa ma npaeMare TablEeTKUTE 32 CMyUEHEe HEHOCPEACTBEHO NPEIH XpaHeHe
¥ €THOBPEMEHHO C MIIIKO.

bpeMennoct

Korcyrapatite ce ¢ Bamus nexap wmi (apMameBT npei OpHEMaHESTO HA
KaKBBTO H fja 0o JIeKapCTBEH HPOAYKT.

Tlopagu orpanudeHH AaHHM OTHOCHO 0€30MaCHOCTTA Ha JIGKAPCTBEHHA OPOAYKT IO
BpeMéE Ha OpeMeHHOCT, YHOTpeOaTa My HE c€ NpenopHIBa.

Kbspmene >

Koscynrupaiite ce ¢ Bamma nexap wme (Qapmanesr npenn npﬂemaHeTo HA
KaKbBTO U Jia OMIo HeKapCTBEH MPOXYKT.

ITopamu orparwgeHn aHHK OTHOCHO 0€30MacHOCTTA HA JIEKAPCTBEHHS OPOAYKT IO
BpeMeE Ha KbpMeHe, ynorpebara My HE ce IPenopEIRa.

MMedupane u yOpap/ieHEde Ha MATNAHA:
Hama crolimenn ciiygau 3a BimaHEe Ha Tablerkure 3a cmyqeﬁe Septolete Apple
BEPXY CHOCOOHOCTTA 32 DIO(HAPaHe U YIPaBICHES HA MAIITHHH.

Coemmayny npeynpeRacHIsT A2 HAK0H 0T HOMOIIHITE BeiecTBa Ha Septolete
Apple:

TabneTkure 3a CMy4ECHE CBABPKAT CCTCCTBEH OLBETHTEH, 3aT0BA TE€ MOrar Jia
u30JICAHEAT ¢ TEUCHHE Ha BPEMETO, ak0 €€ ChXpasiBar Ha CBETIO.

Tabnerxure 3a CMyUYeHE CHIBPIKAT TOJIACIH (MaJITUTON, MaBHATON), KOATO MOTaT
A TOpAYHAHAT AHApHA NOPH BHCOKM N03H. BucokwTe AO3W ITMIIEDON MOrar Aa
IPWIHHAT F1a0o00Ee U CTOMAaNIHO-IPEeBHE HAPYINCHHA.

ITprem Ba ApyTH JeKAPCTBEHM HPOJIYKTH:
Mons undopmupaiite Bamms nexap mwm dapManest, ako IPUEMaTe WK BEYE CTE
OPHETH HAKOW IPYTH JEKApCTBeHy MPOAYKTH, NOPH W TAKHBAE, KOUTO C& OTIyCKAT

6e3 penenra.
Hama c¢po0inenms 3a JISKAPCTBSHM B3aHMOACHCTBUA Ha TabneTkmre 3a CMYydEHE

Septolete Apple ¢ npyru JeKapCcTBEHH IPOAYKTH.

3. KAKJA CEIIPUEMAT SEPTOLETE APPLE

Bunaru npaemare Septolete Apple cprimacHoO JieKapCcKuTe TMPEHOPEHKH. ﬁ” TpaGBa

Aa ce KoHCynTupate ¢ Bammus iexkap wid GapMauesT ako He CTe © § Kak fa T

npreMare. Obpyalinara K033 32 BB3PACTHH H jaena Hax 12 rogwmind B _t:ri,zpacr e 8
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TAGMCTKE-38 CMyHeHe JHEeBHO. Pa3teapsiite mwo 1 Tabnetka3a CMydeHE B yOTaTa Ha
BCEKM 2 o 3 gaca.

3a meua Ham 4 rOEMINHA BE3PACT CE€ NPENOPEYBAT O 4 TabNeTKH 3a CMyucHe
FHEBHO, AOKaro npm fena or 10 mo 12 rommmma BE3pact — po 6 tabnerku 3a
cMydeHe nEesHO. PastBapsare o 1 TabGnerka B yera Ha Beek# 3 7o 4 gaca.

He mpuematite TadJIeTKUTE 32 CMyYeHE HETIOCPEACTBCHO IPEAN WM II0 BpEME Ha
XpaHeHe.

Axo uMare Breuarienue, Je eekTET Ha Septolete Apple € tBbpae cren wim
TBEpHE 120, ce KoHcyrTHpaiite ¢ Baimus nekap wim apManesT.

Axo npuemere moseue Septolete Apple orkonxoro Tpadsa

Vimalikd OpefBuj KOMAIECTBOTO HA AKTHBHOTO BEHIECTBO BHB BCSKa TaOIETKa 3a
CMy9Y€HE, BE3MOXKHOCTTZ OT OpEIO3UPAHE € MUEMMANHA. |[pHeMaseTo Ha TOJIM -
‘6poii Tabnerky 3a CMydJeHE MOKe 3 NPHYHHH CTOMATTHO-YPEBHH HAPYHICHHS,:
rajicHe, MOBPHIIaHe W Auapuda. B Takmsa ciaydam TpaOBa Ja clpere mpHeMa Ha
JEKapCTBeHHS MPOAYKT, 3 HpueMere HMO-TONIMO KOIHHEECTBO BOJAA MM MIIAKO H
Jia ce KoHCyaTHpare ¢ Bamms siexap wim (papManest.

Axo 3a06pasure ga npremere Septolete Apple:
He B3umaiite ABOHHA K033, C KOATO A3 KOMICHCHPATE IIPORYCHATATA.

4. BB3IMOXHU HEXEJAHHU PEAKITAN

Kaxto BCHUKE JIEKapCTBCHH NpOAYKTH H Septolete Apple moxe na nprawsam
HEXEIaH! PEeaKIlHiH.

Axo 1ipHeMare JCKAapCTBEHHS IPOAYKT CHITIACHO HPEIHOPBKHTE, HEXEIaHu
peakmuu ce HalGmozasar papko. Ilpm 9yBcTBHTENBEH XOpa, HO-BHCOKH OF
HPEAUHCAHNTe AO3H, MOraT J1a HpUYHHAT CTOMANIHO-9PEBHA HADYIMCHMS NOPagy
ApasHEHE Ha CTOMAINHO-YPCBHHUTC JaraswuHw MeMmOpanm. Ilpmsmarum Ha
CEBPBXIyBCTBHTEIIHOCT (@Nepris) KoM JISKapCTBEHM HPOAYKT ce HalJHoAaBar B
MHOTO PEAKH CHyJaH.

Axo 3a0enexure KAKBHTO ¥ na OHIIO HEXelany peakuH, JOpH K TaKuBka
HECIIOMEHATH B Ta3W JINCTOBKA, nadopMupatite Baimus jrexap i GapManeBt.

5. CBXPAHEHHE HA SEPTOLETE APPLE

Ja ce cpxpaHdaBa Ha MeCTa, HEJOCTHIIHY 32 Jera.
Ja ce na3m ot cBeiHHa W BAara. [a ce cexpanasa mog 25°C.
Jla ce cpXpaniBa B OPUIEHAIHATA OIAKOBKA.

Cpor M2 FONHOCT

\Eggw}?te Apple -
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~He T1pabpa A2 H3MON3BATE JICKAPCTBEHMI—YPONYKT —CAeH CpOKa Ha IOHHOCT,
orhesia3ad Ha ONMAaKOBKAaTA.

ndopmanns 3a npexmicBane
Be3 nexapeko npeancanue.

Jdara Ha mocjenHa KOpeKmus
15 nexemepu 2004

6. IIOAPOBHA MH®OPMAIUSA

3a mo-IEIHA HHMOPMANLS, MO, CBEPIKETE CE ¢ MECTHHS IIPEACTABUTE HA
. HPOM3BOARTEIA H MPHTEIKATENA Ha Pa3PENICHIETO 32 YoTpeda.

IIpencrapurenctso B brirapus
KRXA, Co¢ms, yn “SxyOmua™ 19
Temn. 02 962 34 50

info@krka.bg

Tazu jmcroBKa e 0400pena

Septolete Apple 5



