JIMCTOBKA: HHOPOPMAIIHSA 3A IIOTPEBUTEJIA
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IIpoyeTeTe BHHMATENHO HAIATA NHCTORKA, NpeAH A4 331104 J:ﬂ %ﬁmmmum
THLH KaT0 CHLALPXKA BAXKHA 32 BaC nHdopMaLus.
Topa nexkapcTBo ce oTmycka 0e3 JIeKapcko NpeanucaHue. BuHard WMON3BATE TOBA JIEKAPCTBO TOTHO
KaKTO € OTUCAN0 B TA3H JIMCTOBKA MM KAKTO BY € Kasa)l Balllug JNeKap MM $apMalesT.
e 3amasere Ta3u AUCTOBKA. Moxe fa ¢e HANOXH Aa A IPOYETETE OTHOBO.
e  AKO Ce HYXJASTE OT NOMBIHUTENHA HHPOPMALHS MM CHBET, NONMTAHTE Balliug dapMaresT.
¢ AKO NONYYWTE HAKAKBA HeXKelIaHM JISKapCTBCHU peakliMH, YBEIOMETE Balllud JieKap WIH
(papmMarieBT. TOBa BKIIOYBA H BCHUKH BH3MOXHH HEXEaHH peaKlHH, HEONUCAHH B Ta3M JIHCTOBKA.
o  Axo cnen 7 AHM HE ¢e HYBCTBaTe Mo-100pe WU ChbCTOSHUETO B C€ BIOIIH, TPAOBA Ja IIOTHPCHUTE
JleKapcKa NoMoLI,
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KakBo cpAbpxa TA3M JHCTOBKA

1. Kaxso npencrasnasa BATA-MEP®EH 1 mg/g + 5 mg/fg + 2000 1U/g Ma3 u 3a KakBo ce U3M0/i3Ba
2. KaxBo Tpabsa na 3Haete, npeay na usnonssare BATA-MEP®EH 1 mg/g + S mg/g -+ 2000 YU/g Ma3s
3. Kak na usnonspare BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas

4. Bb3MOXKHH HeXKeNaHH peaKkLyu

5. Kak ga cexpanasate BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 1U/g Mas

6. Cpabpianme Ha ONAaKOBKATa H JOTBIHMTEIHA HHpOpMaLys

1. Kaxnso npeacraassa BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 u 3a xakBo ce
H30A3BA

BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 cbIbpxKa akTHBHHTE BEIIECTBA XJIOPXCKCHIHHOB
ITIFOKOHAT M O€H30KCOHHEB XJIOPHI, KOMTO MIPUHAAIEXKAT KbM IPyIaTa JeKapCcTBEHU IIPOAYKTH, HApSdeHH
AHTHCENTHIH {IpefOTBpaTARAT UH(PEKIMATA HA pAHHTE).

BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 ce u3non3ea 3a AesvH(peKuHs Ha MalIKi paHy OT
BCAKAKBB THI (OXJIy3BaHe, pa3sKbCBaHEe, MOPA3BAHE), OJIPACKBAHIA, HAITYKBAHUS, JIEKH W3TapAHHS (MAJIKH,
NOBLPXHOCTHM H3rapsaHud 1* creneH 1 2P creneH) ¥ yxanBaHus ot HacekoMd. BATA-MEP®EH 1 mg/g
+ 5 mg/g + 2000 IU/g Ma3 ynecHsBa 3a31paBIBaHETO HA paHUTE.

2. Kaxgso Tpsi0Ba aa 3Haete, upean ga usnoassate BATA-MEP®EH 1 mg/g + 5 mg/g + 2000
IU/g Mas

He nanoaspaiite BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas:

¢  AKO cre ajleprHiHH (CBpPbXYYBCTBUTENHM) KbM dKTUBHUTE BEIIECTBA XJIOPXEKCHIMHOB IIIOKOHAT,

OEH30OKCOHNEB XNOPUA MM IPYIH KBAaTEpHEPHU aMOHUEBH CBEAMHEHMSA [0 NPHUHIMI, KBM
BUTAaMWH A HMIIM HErOBU [IPOH3BOJHM (HAPHMeED PETHHON-KOHIOTHpaAHA KHCENNHA), KEM JIAHONHH
(Ma3, H3BlIeYEHA OT BbJIHATA Ha oBIE WM Adeps lanae) uiM HAKOA OT OCTaHa Ha
TOBa AEKapCTBO (M30pOeHU B TOUKA 6). N

IIpeaynpexaeHns B NpeAna3zHu MepKH
¢ BHTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 e npennasHaueH d:
Mputaratie. “

H Hoca). B ciyuqaif Ha HHI.IHI[EHTEH KOHTAKT C OUYHTE, ,ua Ce M3MHE ¢ OBHIHO § KO %qecmo BOQaY -
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¢ BHTA-MEP®EH 1 mg/g+ 5 mg/g + 2000 IU/g Ma3s se TpabBa aa ce Norwelia.

¢  AKO CHMITOMMTE NpPOABDKABAT HIH CHCTOAHMETO CE€ BJIOLIH (paHaTa e oayTa, Do/e3HeHa Wil €
MPUAPYXEHA C TEMIIepATYpa) UIH cE MOABAT KOXKHH Peakiuy, crupete H3nonisanero Ha BUTA-
MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 1 ce KOHCYJITHpaiTe ¢ BaliUA Jiekap.

« BHTA-MEP®OEH 1 mg/g+ 5 mg/g + 2000 1U/g Ma3 He TpAOBa a ¢e H3MON3BA Y€CTO HIIH 34
TIPOALIDKATENEH 11€pHOJ OT BpeMe De3 Jiekapcka KOHCyITalua.

Hpyru aJekapcrsa H BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3
He ca HabmonaBany KIIMHHYHO 3HAYMMH JICKAPCTBEHH B3aMMOJACHCIBHA mopaly cnabara abcopOius Ha
XIIOPXEKCHUAMHOBUSA TIIOKOHAT M OeH30KCOHMEBNS XIIOPUA.

bpeMeHHOCT, KEpMeHe, GepTHINTET

BpeMensocy
BHTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 MOXe Jla ce H3II0/I3Ba B MAJIKK KOIHIECTBA (BBPXY

MaJIKH paH#{) 110 BpeMe Ha OpeMEeHHOCTTA.

He cpimecTBYBaTr HAOCTAaTBMHO JaHHM 33 U3MNOI3BAHETO Ha XMOPXEKCHIWHOBHA TIMIOKOHAT H
OCH30KCOHUEBUS XNOPHUA, [TpH HpeMeHHH xeHU. [[OTeHIMAaTHHAT PUCK 33 XOPaTa € ¢ HEHIBECTHA YeCToTa,
HO B IIOBEYETO CNYYaH € MHOIQ HHUCBK, TB KaTo XJIOPXEKCUIMHOBMAT IIIOKOHAT U OEH30KCOHHEBHAT
xjopuy c¢ abcopbupar He3HAUMTEIHO MpH NpHIaraHe BepXy koxkaTa. Karo nombiHeHue, NpunoXeHuAT
BBPXY KOXKaTa BUTaMWH A N0-BEPOATHO ¢ BIHAE PH CHCTEMHH 031 Clel HOpMAJIeH JHEBEH HPHEM.
Bnrnpexkn BcHuko, 3a n3non3paneTo Ha BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas3 no BpeMe Ha
OBPBUTE TPH MECELA OT OPEeMEHHOCTTA, MOJIA, OOBPHETE Ce 3a ChBEeT KbM BallliA JIeKap.

Knpmene
BHTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Maz Moxe J1a ce H31013Ba B MAJIKH KOMHYECTBA (BBDXY

MaJIKH paHH) 11O BpeMe Ha KbpMEHE, HO He Tpa0Ba [a ce Ipuaara BppXy I'bpauTe Ha Kbpmadki. O0mo
NpeaynpexieHne — U3TUIAKHETE CTAPATEMHO I'bpANTE ¢ BOJA MpeaH KbPMEHE.,

Hlo¢upane 1 pabora ¢ MaIHHA.
BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 ge noBIKABa cI0COOHOCTTA 3a odupane 1 pabora

C MAIIIHHH.

Baxna aHdpopMamua 3a noMomuuTe BemecTea Ha BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g
Mas

BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 1U/g Ma3s c»aepxka TaHOJIHH (Ma3, H3BIeUYeHA OT BBJIHATA Ha
oBle 1M Adeps lanae), koHTo MOXKe Jia IpUYMHH JIOKaNHA KOXHA peakuus (Harp. KOHTAKTEH JePMATUT).

3. Kak aa wznoiaisate BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas3

Bunaru M3non3eaiiTe TOBa J€KAPCTBO TOYHO KAKTO € OIIMCAHO B TasH JIMCTOBKA UM KaKTO BU € Ka3all
BalIKA AeKap uiK ¢papMalieBT. AKO He CTe CATYPHY B HELIO, NonUTaliTe Bamiua gexap win papManesT.
BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas3 ¢ npensasHadeH 3a OpUilaraHe BpXy Koxara.
Hanecete TouEk crioit or BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 nupexTHO WNH BBEPXY
KOMIIpec Ha NoIexKalaTa Ha qe3uH ek obnact. Macaxupaiite neko, ako HE € MHOIo OONEe3HeHo, 3
fa Ce YIIECHHU [IeHETPALUATA.

AKO CTe H3NOJI3BAIH TOBe4e 0T HeobxoaumaTa goza BUTA-MEP®EH 1 mg/g + 5 mg/g + 2000 1U/g
Mas |

B caydaii Ha HHLMASHTHO NOTIBIIAHE, HHGOPMUpaiiTe BaLINA JeKap He3abaBHO. —

4, BHrIMOKHM HEKETAHN peaKIny

Karo BcHUIKH JeKapcTBa, TOB& NEKapPCTBO MOKE JAa MpeIU3BUKa HEXKeIaHH peamm; hnpem g ¥
Y MO/TyYaBa. {,,] S B
AKO TIONYyYHTE HIKAKBY HEXEAHH JIEKAPCTBEHY peaKiui, YBEJOMETE Balllus nelc
BKTHOYBa BCHYKH BB3MQOXKHH, HCOIMMCAHH B Ta3H JIMCTOBKA HEXCIIAHH pEaKITHHA. . %’7-"":% /-'



Haxod meXejaEl JEKAPCTBEHM pPeaknHH A MHOIO pelKn, HO Omxa Morjam Aa 0Laar CepHO3IHH
(Mozam 0a 3acezram no-manxo om I na scexu 10000 vogexa):
e 3arpyaHeHo nWmaHe, 3aMasdHocT (aHaQHNaKTHYHA peakUus), MOAyBaHE IJIABHO Ha JHLETO H

I'bPJIOTO (AHFHOCAEM).

Hezabasuo CITPETE uznonssanero va BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Mas, ako Bue
WIH BalIETO JETE NOMYIHTE HAKOW OT H30pOSHUTE NO-rope NpU3HALH HAa AICPrHYHa peaKius,
HsxoH Hexe/TaNH JJEKAPCTBEHA PEAKIIAH Ca PENKH {Mozam Oa 3acezram medicoy 1 u 10 na ecexu 10000
yoeexa):

o  KoxXHO pazapasHEHHE.
Hakon HeKeTaHH JeKAPCTBCHH PEAKNMH €3 MHOIC peakH (Moeam oa 3aceznam no-maiko om 1 na
gcexu 10000 vosexa):

e KomnpusHa Tpecka (ypTUKapus).
5. Kax aa cexpanasate BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Maz3

Ha ce cpxpanaBa Ha MACTO, HEAOCTHIIHO 3a Aela.

Ja ce cexpansra noa 25 °C.

CoxpansBaiiTe B OpHrHHAJTHATE ONAKOBKA.

He w3nomssaiite BATA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3s cnen cpoka Ha FOJHOCT,
orbelifA3aH BBPXY omnakopkata. CpOKbT Ha rOAHOCT OTrOBapA Ha MOCIEAHHA ACH OT IOCOYCHHA
Mecell.

« He mxpophsiiTe AeKkapcTBaTa B KaHaIM3al#iTa WIH B KOHTCHHCpa 3a AOMallHHA OTNagbLH.
IonwraiiTe patus gapMalleBT KaK [a H3XBBP/IATE IeKapcTBaTa, KOWTO Beye HE H3nospare. Tean
MEPKH LHE CIIOMOTHAT 34 OMa3BaHE Ha OKOJIHATA Cpena.

6. Copabpxanne HA ONAKOBKATA H AONbJIHHTENHA HHGOpPMALNS

Kaxkso cuanpka BATA-MEP®OEH 1 mg/g + S mg/g + 2000 1U/g Mas
AKTHBHHTE BELIECTRA €A XJIOPXEKCHAHHOB IIFOKOHAT, O€H30KCOHHER XJIOpHA M Butamuu A.
JlpyruTe ¢heTaBKH (IIOMOIMHHA BelecTRa) ca: OsI mueneH BOCHK, JIAHOMHH (Ma3, H3B/IeYeHa OT BbIHATA Ha

osile wiH Adeps lanae), Masiikosa ocnoBa (Protegin® XN, kolTO CBHABPKA TEYHOCT- NApaguH, O30KEPHT
WM MMHEP&TICH BOCHK, IIMIEPOJIOB MOHOOJIEAT), MIIHLEPO)I H MpeYrCcTeHa BOIA.

Kak m3raexxaa BUTA-MEP®EH 1 mg/g + S mg/g + 2000 IU/g Ma3 1 kakBo cbIBbPKA ONAKOBKATA
BHTA-MEP®EH 1 mg/g + 5 mg/g + 2000 IU/g Ma3 ce pa3npocTpaHsaBa B A TyMHHHEBA TyDa ¢
IOKPHBEH JIAKOB BETPEIIEH CJ10i OT (heHOI-eNOKCHAHA CMOJIa, 3aTBOPEHA ¢ MONMIPOMHIICHOBA KANayuka Ha
BHHT H JIaTEKCOBO CheJHHEHHE (B CrbHATATA YacT Ha TyDara, KOSTO He BAH3a B KOHTAKT C JICKapCTBeHHA

IPOAYKT).
Onaxkoska: 20 g.

IIpaTesxkare 1 HA pa3peIICHHETO 3 YHOTp¢0a H NPOH3BOXHTE/]
IIpuTexaTes HA pa3pemEeHHETO 32 yHoTpeba

- SWISS PHARMA GmbH, Rheinzaberner Strasse 8, 76761 Riilzheim, I'epmarus

IIpoussogaren
Novartis Consumer Health GmbH, Zielstattstrasse 40, 81379 Munchen, I'epmanus
JaTa Ha nocJIeHOTO NpepasrieXAaHe Ba JHCTOBKATA
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