KPATKA XAPAKTEPHCTHRA HA OPOAYKT

1. HUME HA JEKAPCTBEHHA NPOAYKT

Beprumen 8 mg Tabnerkn
Vertimed 8 mg tablets

Beprumen 16 mg rabneTkn
Vertimed 16 mg tablets

Beprumen 24 mg Tabnetkn
Vertimed 24 mg tablets

2. KAYECTBEH 1 KOTMMECTBEH Cbh(CTAB

Beprumen 8 mg tabnerkn: Bedka Tabnetka chabppka 8 mg GeraxucrunoB amxuapoxnopun /betahistine
dihydrochloride/.

Beptumen 16 me Tabaerxu; Beska tabnerka chabpxa 16 mg GeraxuctiHoB quxuapoxaopnj /betahistine
dihydrochloride/.

Beprumen 24 mg Tabnerxn: Beska tabneTka ceabpxa 24 mg GeraxucTUHOB AUXUApoxnopua /betahistine
dihydrochloride/.

[loMOIHO BEMECTBO C H3BECTHO AeHCTBHE: NAKTO3a MOHOXU/PAT.

Beptumen 8 mg tabnerkn: Beaka Tabnerka chbabpxka 50 mg nakTo3a MOHOXHApPAT.
BeptuMmes 16 mg tabnetku: Beaka TabneTka chabpka 100 mg nakro3a MOHOXHApAT.
Beprnmen 24 mg Tabnetku: Beska tabnetka chabpaxa 150 mg nakTo3a MOROXHApPAT.

3a NBIHHA CNHCHK Ha MOMOIIHUTE BellecTBa BHXKTe Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka.

Beprumen 8 mg tabGnetku: Bsna, xperia, miocka, ckoceHa Tabnerka, ¢ JCNHTE/NHA YepTa OT €HaTa
cTpaHa, ¢ AMameTsp 6.6 mm.

HenurenHata uepra € MpelHA3HAYeHa eJMHCTBEHO 3a pa3zjensiHe Ha Tabnerkara ¢ LN NMO-NeCHOTO H
NperTbIiaHe, 8 He ¢ LieTl paszendHe Ha IBE PABHH JO3H.

Beprumen 16 mg tabnerkn: bana, kpwria, nnocka, ckoceHa TaOJieTKa, ¢ JENIHTENIHA Y€pPTa OT €aHATa
crpana, ¢ guamersp 9.0 mm, Tabnerkara Moxe fa Obxe paszfesncHa HA BE PABHH JO3H.

Beptumen 24 mg Tabnerku: Bana, kpbpraa, mnocka, ckoceHa Ta0JNeTka, ¢ JETMTENHA YepTa OT €JHATa
crpana, ¢ auaMerbp 10.0 mm. Tabnerkara Moxe aa Opae pasaeneHa Ha ABe paBHR JO3H.

4. KAHUYHHA JAHHH

4.1 TepanerTHYHH NOKA3AHHA




o CHMITTOMATHYHO JiedeHHe Ha bonectra Ha Menunep (Meniére’s disease).
o CHMITOMATHYHO JISYeHHE HA BECTHOYIAPHO BEPTHUIO.

4.2 lo3upoBKA H HATHH HA UPHJOKEHHE

Jo3HpoBka
Bv3pacmnu

24 mg — 48 mg 6eTaXHCTHHOB IH XJIOPHJ JHEBHO, pa3/iCieH Ha JO3H.

8 mg TabneTKn 16 mg Tabnerku 24 mg TabneTkn

1 —2 TabneTky 3 MbTH JHEBHO Y2 - 1 Tabnetka 3 MbTH JHEBHO 1 Tabnerka 2 MLTH AHEBHO

Jo3ata ce uMHOMBHUAyanusupa. [lonsxora mMoke Aa ce Habmogasa noaoOpeHHE B CHCTOAHHETO CIEH
HAKOJIKO CeIIMHLIU IEUYEHHE,

Hali-no0bp pe3yaTaT OT JIe4eHHETO C€ NOCTHIA CIeA HAKOJIKO MeceLa.

CBoeBpeMEHHOTO 3aI0YBaHE HA JICUEHHETO B paHHHTE CTaJHH MOXE N1a MPEeNOTBpATH MPOrPECHPAHETO HA
3a0onaBanBeTo W/ MM 3arybaTa Ha ClyXa B KbCHHMTE CTaJHH Ha 3a00NABaHeTo.

Ileduampuuna nonyrayus
BepruMen He ce mpenoppuBa 3a ynorpeba npu aemia nox 18-roaminHa BB3pACT MOPANH JIMIICA HA
AOCTAaTRYHO JAHHH 334 Oe3omacHOCT U eeKTHBHOCT.

Ilayuenmu 6 cmapuecxa 8v3pacm
JlaHHHTE OT KIHHHYHHTE NPOYYBaHHMA NPH Ta3H Ipyna NAUUEHTH ca orpaHuyeHd. BB3 OCHOBa Ha
NOCTMAPKETHHIOBHS OIIHT He ¢ HeoOX0AUMO ajanTHpaHe Ha J03aTa.

Bvbpeuno yepesxcoane |
He ca nposexnaHd crnequHYHH MNPOYYBAaHHMA NpPH Ta3H rpyna nauHesTd. BB ocHoOBa Ha
NOCTMAPKETHHIOBHA OIHT He & HeOOXOAKMO ajJanTHpaHe Ha A034aTa.

Yepnoopobro yspeacoane
He ca mnpopexnaann crneuudHYHA MNPOy4YBAaHHMA NpH Tasd [pyna nanmEeHTH. BB3 OCHOBa Ha
MOCTMAPKETHHIOBHSA OIHT He € HeoOX0oMuMO afanTHpaHe Ha Ao3aTa.

HauuH Ha OpUIOKEHHE
TabnetkuTe TpAOBaA A8 6BAAT MOTIILINAHH NENH € AOCTATHYHO KONHYECTBO TEYHOCT IO BPEME Ha WIH Clie],

XpaHeHe.
[IpOABIDKHATETHOCTTA HA ICYCHHETO 3aBUCH OT CTPYKTYPATa H Pa3BHTHETO HA 3abongsaHero. OOHKHOBEHO
ce MpHIara JeHCHHE 3a NPOABLIDKHTEIEH NIEPHO]L OT BpeMe.

4.3 IIporasonoKa3auas

o CBpBX4YYBCTBHTEIIHOCT KbM AKTHBHOTO BeLIECTBO HIH KbM HAKOE OT NMOMOINHHMTE BCINCCTBA,
n30poeHH B To4uka 6.1.
. DeoxpoOMOLUTOM.

4.4 Cilenpajnn npegynpe:xaeHus H NpeANasHA MEPKHA Opr ynorpeda

[TanuenTuTe ¢ aHamHe3a 33 OpoOHXMalHAa acTMa H NENTHYHa A3Ba TpRb _BHAMAaTENHO
NpoCHAeASBaHH MO BpEME Ha JIEYEHHETO. | \




Beprumen cbabpxka nakro3a. [lauHeHTHTe ¢ pejikd HAcIeACTBEHH NpoOneMu xaro rajJakTo3Ha
HENOHOCHMOCT, Lapp-nakrazeH Ae(HUMT MIH TIIOKOZHO-TANAKTO3HA ManabGcopOmms He Tpabsa na
IpHeMaT TO3H JICKAPCTBEH NPOAYKT.

4.5 BaanmoaeicTBHE ¢ APYTH JeKAPCTBCHE NPOAYKTH H APYrR opMH HA B3aHEMoAcHicTBHE

He ca npoBexaaHH in vivo mpoy4BaHHA 3a B3aUMOJCHCTBHE.
B3 ocHOBa Ha JaHHHUTE OT in vifro MPOYYBAHHATA He Cce ovakpa GeTaxMCTHH Aa AHXHOHMpa LMTOXPOM
P450 ensumure.

In vitro naHHHTE MOKA3BAT MOTHCKAHE Ha MeTabonn3Ma Ha GeTaXHCTHH OT JIEKapCTBa, KOHTO HHXHOHpar
MOHOAMHHOOKCHRa3aTa (MAO), sxnountenso MAO cyotun B (nanpuMep cenerunun). [Ipenopbysa ce
BHHMaHAE, Korato OeTaxucTuH ce npuaara ceBMecTHo ¢ MAQO nrxuburopn (Bxmouutenso MAO-B
CENEeKTHBHH).

BeTaxHCTHH € XHCTAMHHOB aHANOr, NOPaAH KOETO CBBMECTHOTO NPHJOKEHHE Ha OeTaxMCTHH H
AHTHXHCTAMMHH MOXe TEOPETHIHO J1a NOBNNAE e(peKTa Ha BCAKO OT JIEKApPCTBATA.

4.6 PepraanTer, GpeMeHHOCT H KbpMeHe

BpemennocT
Hsama nocrarsuno uHGopMaLud 3a ynotpebara Ha OeTaxHCTHH IpH O PEMEHHOCT.

[IpoyuBaHHATa NPH XKUBOTHH He TOKA3BaT NMpPEeKH WIH HENMpekd BPEeAHH €(eKTH MO OTHOLIEHHE Ha
eMOpHOHANHATA TOKCHIHOCT fIPH KJIHHHYHO 3HAYMMATA TepaneBTHYHA EKCIO3HMLHA (BHXTe TOYKa 5.3).
Karo npeanasHa mspka ¢e npenopbisa O€TaXiCTHH Aa HE ce MpHiara no BpeMe Ha OpeMeHHoCTTA.

KbpMeHe
He e m3pecTHO sand OeTaXMCTHH ce KCKPETHPa B KbpMata npd Xopa. beTaxMCTHH ce €KCKPETHpa B

MJIAKOTO IIpH nabxoBe. Edexture, Habmonapanyn cnes pakaaHero NPH NMpOYYBAHHATA NPH XWBOTHH Ca
OrpaHHvYeHH IO MHOI'O BHCOKH A03H (BHXTe TouKa 5.3). BakHocTTa Ha JeKapcTBOTO 3a Malikata TpaOsa
Aa Obje CHIIOCTABEHA € NMOM3NTE OT KbPMEHETO ¥ NOTCHIMANIHAA PRCK 33 NETETO.

QepTHAHTET
[IpoyuBaHHATA NPH XKHBOTHHY He ca NoKa3aiH edexTH BbpXY (PepTHAHTETA NPH IUTHXOBE.

4.7 EdexTn Bbp1xy cnocobBOCTTA 38 IIGpHpane H paboTa ¢ MAIIHHA

BeTaxucTHH € IOKA3aH 33 CHMITOMATHYHO JicueHHe Ha Bonectra Ha MeHuep n secrubynapro sepruro. U
nseTe 3ab0NABaHAA MOTaT A MOBMHAAT HETaTHBHO cnocobHOCTTa 3a WodHpane ¥ paboTa ¢ MALIMHH.

Br3 ocHOBAa Ha KIHHHYHHTE JAHHH OeTAXMCTHH He TIOBNMABA MM TMOBIHMABA NpeHeOpeXHMO
criocoOHOCTTa 328 modupade unu pabora ¢ MaLIHHA.

4.8 HexenaHn JeKAPCTBeRN PeAKIHE

ITpn nnanebo KOHTPONMpPaHHTE KIMHHYHH NMPOYUBAHHA NpPH MAlLMEHTH, KOHTO NMpHeMaT 6eTaxMCTHH, ca
chOOIABAHN CNEAHNTE HEXENaHH NeKaPCTBECHA PEaKIUi, YHATO YeCTOTA € ONpeAe/icHa KakTo Cle/ABa:

Meuoro uecti (> 1/ 10)

Yectu (>1/100p0< 1/ 10)
Heuect (> 1/1 000 no <1/ 100)
Penxu (> 1/10000 no <1/ 1 000)
Muoro peaxu (< 1/ 10 000)




¢ C Heu3sBecTHa uecTOTa (OT HANHYHHTE AAHHH HE MOXe Aa ObJe HampaBeHa OLeHKa)

Hapyruuenun na nepgnama cucmema
YecTH: rmasobonue

CMoMauHo-upesHY Hapyulenus
YecTH: rageHe H JUCIEICHS

B nomenHeHWe NpH MNOCTMApPKETHHIOBHTE KIWHHYHM NpoyuyBaHHA W HaydvyHara JHTEparypa ca
cbOOIIaBaHH ClIeAHATE HEXEJIAHH peakiii. YecToTara Ha TE3H pPeakUMH HE MOXKe Aa Obae yCTaHOBEHa OT
HalTHYHHTE JAaHHH, MOpagM KOETO T¢ ca KIACHPHUIUPAHH KATO HEXKENaHH peakuHH ,C HEH3IBECTHa
YecToTa™,

Hapywenun na umynnama cucmema
C HEeH3BECTHA HECTOTA: PEAKIIHY HA CBPBXYYBCTBUTENHOCT KATO aHAQHIIAKTHYEH IIIOK.

CmoMawino-ypesrit HapYeR U

C HEeH3BeCTHAa YeCTOTa: JIEKH CTOMAlIHO-UpeBHH HapylleHHs (HAampHMep NoBpwIuaHe, OoJka B KOpeMa,
rasoBe). Te Morat aa 6baar H30ErHATH Ypes MpHeM Ha OeTaXHCTHH MO BpEME Ha HIH CJICSA XpaHeHe, HIlH ¢
NOHM)KABaHe Ha 03aTa.

Hapywenus na xosxcama u nooxoNCHama muvray
Peakiud Ha CBPBXMYBCTBHTEIHOCT HA KOXAT4 WIH [OAKOKHATA TBKAaH, H [O-CICLHATHO
aHMHOHEBPOTHYEH OTOK, YPTHKAPHS, OOPHB H NPYPHTYC.

CbobniaBane Ha TOAO3KHPAHH HeXeNaHH peakiiiy

Cro0manpaneTo Ha NMOZO3MPAHH HEXKENAHH pEaKIMH Clej paspellaBaHe 3a ynoTpeba Ha JeKapCTBEHHA
NPOAYKT € BakHO. ToBa Mo3BonARa Ja NpOILDKH HabMiOAEHHETO HA CHOTHOWMICHHETO Ion3a/ pPHCK 3a
NIEKAPCTBEHHA NPOAYKT. OT MEeAHUHHCKHTE CIEHHAIHCTH C& H3HCKBA Ja cHOOINABaT BCAKA MOAO3UpaHa
HEXEJIaHa PeaKUAs 4pe3 HallHOHANHATA CHCTEMA 3a ¢hoDinapaHe:

H3nmbaHWTEeNIHA areHIHs 10 IeKapeTBaTa

yi. «damss I'pyes» Ne 8,

1303 Cotns,

Ten: +359 2 8903417

yebcaiit: www.bda.bg

4.9 IIpepoznpane

CHMIITOMH
Chayvan Ha npegosupane ca cbhobuaBaiu panko. Ipy HaAxoH mailMeHTH, NMpHeIH Ao 640 mg deraxucThH,
ca ChOOIIABAHM JIEKH OO YMEPEHH CHMIOTOMYM (HampHMep raieHe, CbHIHBOCT, 6bonka B cromaxa). Ilo-
CEPHO3HH YCNOXKHEHHs (Hampumep I'bpuyoBe, GenoapoGHH HNM CHPASYHH YCIIOKHEHHA) ¢a ChOOIABAHH
NpH LENeHACOYeHO TNpefo3upane Ha OeraxucTHH, ocofeHo B KOMOMHALHA ¢ MPEeAO3HPaHE ¢ ApYTH
JIEKapCTBa.

OpnagaBane
JleueHuero TpadBa aa 01 MpoBeASHO YPE3 CTAHAAPTHH NOAABPKAMM MEPKH.

5. GAPMAKOJOI'MYHH CBOHCTBA

5.1 PapMaAKOAHHAMHATHE CBOHCTBA



PapMakoTepaneBTHYHA rpyma: Npenapary 3a nedeHue Ha pepruro, ATC xoa: NOTCAO]

MexaHu3MbT Ha AelicTBHe Ha OETAXHMCTHH € camMo0 YaCTHYHO H3BECTCH.
ChlecTBYBAT HAKONIKO XMIIOTE3H, KOATO €A NOAKPENeHH OT NpOoy4YBaHUATA NPH XKHBOTHH H KIHHHYHHTE
DAHHH:

o DBeraxucTHH noBiHABa XHCTAMHHEPrHYHAaTa CHCTeMa: DeraxucTHH JAeiicTBa KAaTO YaCTHYEH
xHcTaMHH H 1-penienTopeH aroHUCT, KAKTO H KaTo XucTaMuH H3-penenTopeH aHTaroHHCT H HAMA
3HAYHTENHA aKTHBHOCT B HEBpPOHANHWTE ThKaHM Ha H2 peuenropHrte. beTaXWCTHH MOBHINABA
0CBOOOXKIABAHETO H LMPKYJIAllHATAa HA XHCTAMHH upe3 OnokupaHe Ha npecHHanTHUHUTE H3
penenropy, npeaussukpalixn H3-peuentopsa obpaTHa peryJaius.

e DBeraxucTdn Moxe JAa M[OBHIOH KPBBOTOKA KbM MO3bKa H KoXieapHata oOnacr:
¢bapMaKoNOrHYHHTE NPOYUBAHMA [IpH KUBOTHH II0Ka3BaT, 9Y€¢ KPbLBHATA LMPKY/NaliMd B
aHTHOHAHHTE MBHHM (Striae vascularis) Ha BBTPELIHOTO YXO ¢€ MOAOOpsABa, BEPOATHO MOPalH
MUKPOIHPKYJALMATa HA BBTPEIIHOTO YXO M pelaKkcaluaTa Ha mpe-KamuaapHus cpuukrep. Tol
CHIIO MOBHINABA LiepeOpatHuA KPBBOTOK [IPH XOpa.

¢ Beraxuctan noanoMara BecTHOyNapHaTa KoMmneHcanua: beraxucTuH 3acunBa BeCTHOYRapHOTO
BBH3CTAHOBABaHE CIEJl YHHIATepalHa HEBPEKTOMHA MNpPH XHBOTHH 4pe3 noxobpsasaHe H
NOAMOMArane Ha NEHTPATHATA BECTHOYJIapHa KOMIEHCAlHA; To3H edieKT Ce XapaKTepH3Hpa C
ocBobOXKjaBaHe Ha XHCTAMHH H MOBHIIEHA peryjiaiHs Ha uMpKynauusata upes H3-penenropeH
AHTArOHM3BM. ToBa CBHIIO ¢€ IPOABABA NMPH XOpa ¢ HAMANCHO BpeMe Ha BH3CTAHOBABAHE CJIEH
BeCTHOYNapHA HEBPEKTOMHA.

¢ DBeraxuctur npomeHs BecTHOynapHata HeBPOHHA AKTHBHOCT: YCTaHOBEHO € CBIIO, 4e
GeTAXMCTHH NPHTEKABA A030-3aBHCUM HHXHOHTOpEH edekT BEpXy 00pasyBaHeETO HA H3PACTHIHUTE
HA HEBPOHHTE B JIATEPaNHOTO H MEAHAITHOTO BECTHOYIApHH spa.

[TpoyuyBaHHATA MPH KMBOTHH NOKA3BaT, e (apMakoAHHAMHYHHTE CBO¥icTBa Ha GEeTaxHCTHH Morar ja
JDOIIPUHECAT 3a TEpaneBTHUYHKA MY e(eKT BppXy BecTHDYNapHaTa cucreMa.

[lpH KIHHHYHHTE NpPOydYBaHHA OCTAXMCTHH MMa AOKa3aHa e(HKacHOCT, KOATO BKJIOYBA MHAIHEHTH C
BeCTHOYNapHO BepTHro ¥ Bonecrra Ha MeHuep, npH KOUTO € HabmoAaBaHO NOHHXEHHE HA YeCTOTaTa H
TEXKECTTA Ha BEPTIDKHUTE MPHCTHIIH,

5.2 DapMaKOKHACTHIHA CBOHCTBA

Abco A

Crnea nepopaneH npueM GeTaXHCTHH ce pesopbupa 6bp30 M moytd H3nAn0. Ciex ToBa OBP30 M NOYTH
H3UATIO ce MeTabonu3upa 40 2-MApHAHIoLeTHA KuceanHa (2-PAA). [InasmeHnTe HHBa Ha OETAXHCTHH Ca
mHoro HuCKH. [Topagn ToBa, PApMAKOKHHETHYHHAT aHANH3 cé OCHOBAaBa HA H3MepBaHeTo Ha 2-PAA B
YPHHATa H O1a3MaTa.

B ycnoBua Ha xpaHene Cmax e Mo-HHCKa B CpaBHEHHE ¢ YCIOBHATa Ha riazHo. Benpeku ToBa, odmara
abcopbius Ha OeTaXHMCTHH € CXOJHA NpPH ABeTe YCIOBHSA, KOETO NOKa3Ba, Y¢ NPHEMBT HA XpaHa CaMo
3a0aBa abcopOuMATA HA OeTaXMCTHA,

Paznpenenenue
[IponenThT GeTAXHCTHH, KOMTO Ce CBBP3Ba C MIa3MEHHTE NPOTEHHH B KPBBTA € MO-HACHK OT 5%.

brorpanchopManus

Cnen abGcopbuma OGetaxmcThH OBp30 H NOYTH HM3lAN0 ce Merabonusupa A0 Z-PAA—GROXI0 HAMA
¢(hapMaKoNOrnyHa aKTHBHOCT). NERLIT S

Cnen nepopalHo NMPHAOKEHHE HA OeTaxueTuH nnasMeHuTe (M B ypuHATa) KUHEHTDaLME IV




EnuMuHupane
2-PAA ce exckpernpa B ypHHaTa. B no3oeus auanazon 8 mg — 48 mg oxono 85% or npuerara no3a ce
OTKpHBaT B ypHHaTa. Exckpenuara ypes 6n6peunTe u H3npaXHEHHATA He € OT CHIIECTBEHO 3HAYCHHC,

JluHelHOCT
CTenmenTa Ha €NMHMHHHpaHe € TOCTOsSHHa B J030BHA auanasoH 8 mg — 48 mg, xoerTo nmokassa, ue
¢apMakokuHeTHKATA Ha OETAXHCTHH € NHHEHHA H Ce [IPeAmnoara, de MeTADONUTHAAT MbT HE € HACHTEH.

5.3 llpeaxnuan4Hn JaRHE 34 6e30nacROCT

XPOHWYHA TOKCHYHOCT
HabmopaBanu ca HexenaHH peakilHH OT CTpaHa HAa HEPBHATA CHCTEMA NPH KydeTa H NaBHAHH Clel

HHTPABEHO3HO NPHIOKEHHe HA 1034 oT H HaA 120 mg/ kg.

Tpoy4paHuaTa HA XPOHHYHA TOKCHYHOCT NPH MEPOpaiHO NPWIOXKEHHE, NMPOoBeNeH: 3a nepuox or 18
Mecella IpH rurbXxoBe npH go3u 500 mg/kg M 3a nepHox oT 6 Mecela NpH KydeTa npH Ao3H 25 mg/kg,
MoKa3BaT nodpa MOHOCUMOCT Ha DeTaxnCeTHRE Oe3 KaTeropHyHa TOKCHYHOCT.

M!]:RFBHEH N KaPIIHHOT'CHEHR TMOTECHILIHAI

beraxHCcTHH HAMA MyTareHeH MOTeHLHA.
[Tpu 18-Mece4yno npoyypaHe Ha XPOHHYHA TOKCHYHOCT IpH IUTbX0Be OeTaxHCTHH NpH Ao03H Ao 500 mg/kg
HE NMOKa3Ba HHKAKBH JOKa3aTeCTRa 38 KapLUHUHOTCHEH MOTCHIHAI.

PenpoiYKTHBHA TOKCHYHOCT
Edextn npy npoyuBaHMATa 38 PEAPOAYKTHEBHA TOKCHUROCT ca HabmogaBaHu ¢aMO NpPH €KCIIO3HLME, 33

KOMTO C€ CUMTA, Y€ 3HAYMMO MPEBHINABAT MAKCHMAJIHATA €KCITOSHIHA NMPH X0pa, KOETO NOKa3Ba MAJIKO
3HaAYE€HHe 3a KIHHHYHAaTa ynorpeba.

6. GAPMAINEBTHYHH JAHHH
6.1 ConachKk B IOMOIHATE BEIHECTBA
JlakT03a MOHOXHIpAT

lapeBuuHO HRIOECTE

Muxpokpucransa uenynosa, E 460 -
JIaMoHeHa kucennHa, 6easonna, E 330
IMorrpon K 25, E 1201

Kpocnoeugon Tan A, E 1202
XKHAPOTEHHPAHO PACTHTENHO MACHO

6.2 HecnBMeCTHMOCTH
Henpunoxumo.

6.3 Cpox sa roaaoct

3 roauHA.

6.4 CoennanHu yc/I0BAS HA ChXpaHeHHe

To3n JNeKapCTBEH NMPOAVKT He H3HCKB2 CIIeLHANHH YC/OBHA HA ChXPAaHCHUE.




6.5 BaancLALPAKALEE HA ONAKOBKATS

bmacrepun onakopkn PVC/PE/PVDC — anyMunuii.
HanmunaH ca onakosku ¢ 20, 24, 30, 48, 50, 60, 90, 96 u 100 TabneTku.

He BCHYKH BHAOBE ONaKOBKH MOTAT /ia Ob/AT IyCHATH B mpoaax0a.
6.6 CoennanHu npeana3sHA MepKH OPH H3XBLpASHE H pabora
HaMa cnennanny H3CKBaHHUA.

Henznon3sauusT JekapcTBeH NPOAYKT HAH OTNAABYHMTE MaTePHAlH OT Hero TpadBa Aa ce U3XBBpIAT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHMA.

7. ITPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Medochemie Ltd., 1-10 Constantinoupoleos str., P.O. Box 51409, CY-3505, Limassol, Knmep

8. HOMEP(A) HA PAZPEILIEHHUETO 3A YIIOTPEDBA

Beprumen 8 mg:
Per. Ne 20110547

Beprumen 16 mg;
Per. Ne 20110548

Beptumen 24 mg:
Per. Ne 20110549

9. JATA HA ITBPBO PA3ZPEHIABAHE/ NOJHOBABAHE HA PA3PEINEHHETO 3A
YHOTPEBA

JlaTa Ha mbpBO paspemasane: 19 cenremBpu 2011 r.
JlaTa Ha nocneano nogHoBasaHe: 24 oxkToMBpH 2016 .

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

01/2018




