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1. HME HA JEKAPCTBEHHA NIPOAYKT

EMnepud 24 mg tabnetku
Emperin 24 mg tablets

2. KAYECTBEH H KOJIMMECTBEH ChCTAB
Bcesaka TabneTka ceappka 24 mg GeTaxMCTHHOB quxuapoxnopufy (bhetahistine dihydrochloride)

[TOMOUIHH BEILECTBA ¢ H3BECTHO ACHCTBHE
Bceaxka Tabnetka chawpaka 210 mg s1axT03a MOHOXHAPAT.

33 DLIHHUA CITHCHK HA MOMOLLHHUTE BEIUIECTBA BaK. TOUYKa 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerxa.

bana wim nodry 6114, KPHIIa, ABOMHO U3ITEKHANA TA0JIETKA, ¢ ACNMTEIIHa YepTa OT €iHATa CTpaHa.
Tabnerkara Mmoxe na OpAe pasaencHa Ha ABE PaBHH 03M.

4, KJIHHHUYIHH JAHHH

4.1 TepaneBTHIHH NOKAIAHUH

BeTaxHCTHH € MOKa3aH 33 JedYeHHe Ha MeHHepOB CHHAPOM, CHMITTOMUTE HA KOHTO MOraT Aa BKOYaT
CBeTOBBpPTEXK (C raaeHe/MoBpLILAHE), IIIYM B YIUIMTE H 3aryda Ha CiyX.

4,2 J{o3HpOBKa H HAMAH HA NPHJIOKEHUE

Ho3upoBka

Buapacmnu

[TpenopbUMTEIHATA 1032 3a BB3PACTHH € 48 mg AHEBHO, NPUIOKEHU B OTAENHH IPHEMH (I TabneTka
2 MBTH JHEBHO),

Jloszara Tpabea ga 6bAe KOPHrHpaHa B 3aBUCHMOCT OT HHAHBHAYATHUTS HYXKIHW Ha NalHEHTA, Cropen
vHAMBHIYasiHug oTrosop. [lonskora noaodpenve Moske aa ce zabenexu ensa ciies ABe CEAMHLIM Ha
neuenne. Haii-noOpu pe3ynTard NoHAKOra c€ [Ony4aBar cnefl HAKOAKo Meceua. CBOeBPeMEeHHOTO
neyeHHe MpeJoTepaTaBa NPOrpecupaneTo Ha 3a60n59BaHETO M/WIK 3arybata Ha CITyXa B NO-KbCHHUTE
thazu Ha Gonecrra.

Croeudaayy nonynauiy

Heouampuurna nonyaayus




betaxucTiH HE ce NpenopbuBa 3a ynoTpeda npH Aetia nojg | 8 roauHKH nopaaH JHNca Ha A0CTATEYHO
JaHHH 3a 0E30MACHOCTTA U €(PEKTHBHOCTTA.

Cmapuecka év3pacm
Benpexy ye UMa OrpaHH4eHH JAHHU OT KJIMHMYHM NPOYYBAHHUA B Ta3H NaLUMEHTCKa rpyna,
MOCTMAPKETHHIOBMAT OIIMT MOKA3BA, Y€ HE CE HAMCKBA AJJaNITUPAHE HA A03ATA B CTAPYECKA BB3PACT.

bvbpeuno yepescoane

He ca mporexaaHH cNeUHaIHH KTHHAYHA [IPOYYBAHMS B Ta3H rpyria, HO Bb3 OCHOBA HA
MOCTMAPKETHHIOB OIMUT He € HEODXOAUMO aJanTHpaHe Ha J1034Ta.

Ueprnoopobuo yepesxcoane
He ca npoeexaaHH cleLHATHA KIIMHAYHYA NPOYYBaHNANA B Ta3H TPyra, HO Bb3 OCHOBA HA
NOCTMAPKETHHIOB OIUT HE € HEOOXOANMO aJanTUPAHE HA A03aTa.

HauuH Ha npunoxeHue
3a mepopaliHO [IPUIOKEHUE.

Tabnerkure TpadBa Oa ce MpUEMAT N0 BpeMe Ha XpaHeHe.
4.3 IlIporuBonoxKazaHuf

CBpBXYYBCTBMTENHOCT KbM aKTHBHOTO BELLECTBO WIH KbM HAKOE OT MOMOLUHHTE BELIECTBA,
w30poeHH B TO4Ka 6.1.

beTraxHcTHH € MPOTHBOINOKA3aH NPH MALUEHTH C PeOXpOMOLIMTOM. Tbi KaTo OETaXHUCTHH €
CHHTETHUYEH AHAJOT HA XMCTaMMH, TOM MOXKE /1a MpeAN3BHAKA OCBOOOK/IABAHE HA KATEXOJIAMHHH OT
TYMOPa, BOACLLO 0 TEXKA XHIEPTOHHS.

4.4 CpnennajIRH npeaynpexieHHs H NpeANa3HA MepKH npH ynorpeba
[TpenopbuBa c€ NOBHIIEHO BHHMAHHKE MPH JIEUCHHE HA MALMEHTH C MENTHYHA A3BA WIKM aHaAMHE3a 32

METTUYHO pa3fa3BaBaHe, MOpaAH PeAKUTE CIyvau Ha [10ABA HA JUCTICNCHS TIPH TALIHEHTH, TNIPUEeMALLH
OeTaXHCTHH.

HeobxoauMo € NOBULLICHO BHUMAHHE MTPH MAUMEHTH ¢ OpOHXHUANTHA acTMa.

[Ipenopbupa ¢€ NOBHILEHO BHUMAHHKE [P NpeANHCBaHe Ha OeTAXUCTHH HA MALUEHTH C YPTHKApPHA,
OOpHBH WK AJIEPTHUESH PHHHT, NOPAIH BE3MOKHOCTTA OT BAOILABAHE HA TE3H CUMIITOMH.

[Tpenopnura ¢€ NOBHILICHO BHUMAHHME NPH NNALIMEHTH C TEXKKA XHITOTOHHS.

[laumeHTH ¢ peAKH HACNEACTBEHH NMPOONEMH Ha HEMOHOCHMOCT KBM ralakTo3a, TOTAMHA JIAKTa3Ha
HE0CTAThYHOCT WM IIIOKO30-ranakro3Ha Manabcopbuma He Tpadea na npuemMar ToBa JIEKapCTBoO.

4.5 BianMoae#icTBHE ¢ APYTH JeKAPCTBEHH MPOAYKTH H APYrd GOPpMH HA B3AUMONEHCTBHE

He ca npoeexxaaHuy in vivo NpOy4BaHUA 3a JIGKAPCTREHM B3auMoeicTBUA. KaTo ce umar npeasu
IJAHHHUTE OT in Vitro, He ce 0YaKBa in vivo HHXHOHWpaHe Ha uuToxpoM P 450 enzumure.
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Ipenoppusa ce NOBHIIEHO BHUMAaHHE MPH €IHOBPEMEHHO H3MON3BaHe Ha OeTaxucTd u MAO-
HHXHOUTOPH (BIITFOUNTETHO CenekTuBHY MAO-B HHxuGutoph).

Trii kaTo GETAXMCTHH € aHaANor Ha XUCTAMUH, B3anMojecTere Ha 0eTaxMCTHH ¢ aHTHXUCTAMHHHU
TEOPETHYHO MOJKE 14 MOBJIUAE E(PSKTHBHOCTTA HA €IHO OT Te3HM JICKapCTRa.

4.6 QepTHINTET, GPeMEHHOCT H KbpMeHe

bpemennoct

Hama noctars4HO JaHHH 3a yrioTpedara Ha OeTaxHCTHH MPH GPEMEHHH XKEHH.

[1poyuBaHusATa TIpU AKHBOTHH HE NMOKA3BAT NPEKH WK KOCBEHH BPEAHH €(PEKTH MO OTHOLIEHHE HA
PeNpOAYKTHBHATA TOKCHYHOCT MPU KIMHHUYHO 3HAYHMA TEpanesTUYHA excnosuiiyg. Kato npeanasua
MAPKa € 3a NpeANnoYMTaHe Aa ce u30area ynorpebara Ha GeTaXWCTHH M0 BpeMe Ha OpeMEeHHOCT.

Kbpmene

He e n3BecTHO ganu GeTaXHCTHH ce OT/ENS B MalYHHOTO MIIAKC. BeTaxuCTHH Ce eKCKpeTHpa B
MIIAKOTO Ha neXose. Edexture, HalmoaaBany ciie paXJaHeTo B POyYBAHHA IIPH )KMBOTHH, ¢4
OTPaHUYCHH A0 MHOI'O BHCOKH A03H. 3HAYEHHETO HA TOBA JIEKAPCTRO 3a MakaTa Tpadpa Ja ce
CBIIOCTABH C [MOJI3UTE OT KbPMEHETO H NOTEHLMATHUTE PHCKOBE 3a JAETETO.

DepTHANTET
Ilpoyusanua npH >KMBOTHHU He TIOKA3BAT €(EeKTH BbpXY (PePTHIMTETA NPH ILUILXOBE.

4,7 EpexTa BupXy cnocofHocTTa 32 modupane u pabora ¢ MallHhn

BeraxucTuH e nokasaH 3a nevyeHue HAa MeHUepoB CHHPOM, CHMITTOMHTE Ha KOMTO MOraT Aa BKJIIOYaT
CBETOBBPTEX, LIYM B YIUHTE W 3aryba Ha cnyX. TO3M CHH/IPOM # HEFOBHTE CHMITTOMH MOTaT Aa C€
OTPa3AT HEraTHBHO BBPXY crocOOHOCTTA 3a wodpane U paborta ¢ mamMHH. [To BpeMe Ha
KIMHHYHHTE H3NHTBaHHA, CELIHANHO NMPEeAHA3HAYESHH [a iPoyjaT cocoOHOCTTA 3a modHpaHe H
padoTa ¢ MalIMHY, (eTaXHCTUH HAMA WK KMA HE3HAUMTENICH epexT.

4.8 Hexkes1aHm JIEKAPCTBEHH PEAKIIHH

[Tpyu mnaue6o-KOHTPONHPAHH KITHHAYHH W3MHTBAHHS [IPH MAL[HEHTH, JIEKYBaHH ¢ BETaXUCTHH ca
HaOMOAaBaHK CREAHITE HEXEelaHu CHONTHA C TIOCOYMEHHTE TTO-/I0Jy YeCTOTH [MHOIo uecTH (=1/10);
yecTH (21/100 no <1/10); Heuectu (=1/1000 po <1/100); peaxu (=1/10 000 go <1/1000); MHOro peaku
(<1/10 000}]; c neuzrecTHa YecToTa (OT HANMYHUTE JaHHH HE MOKe Aa O'bJie HATIPABEHA OLICHKA).

HapylieHHs Ha HEpBHATA CHCTEMA
YecTi: rinagobonme

CToMaillHO-YpEeBHU HAPYIUEHUS
YecTd: rageHe v JUCnencud

B ponbineHHe KbM Te3H CHOUTHA, NOKIAABAHH [0 BPEME HA KIHHUYHH H3NUTBAHHA, CJICIHUTE
HESKE/IAHH PEKALIMM €4 ¢HoOIaBaHH CIOHTAHHO MO BpeMe Ha yNoTpeba cnen myCKaHeTo Ha 1a3apa | B
Hay4HarTa auteparypa. Ot HAJIMYHHTE N3HHM HE MOXKE 112 61:;1:-:: HaNpaBeHa OLIEHKA Ha H4ECTOTaTa
[IOpaay TOBa € Kiacu(pHiMpaHa KaTo “HeM3BECTHa YecToTa™.

HapyuweHusd Ha UMYHHATA CUCTEMA
C HeuspecTHa yecToTA: Peakun Ha CRPbXUYBCTBUTENHOCT, HANp. avadmnaxcus
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CroMawHo-4peBHH HAPYIIEHUA

C HeusBecTHa yecToTa: JIekH CTOMaIIHH OITAKBAHHA (HAIp. NOBpbLIaHe, CTOMALHO-YpeBHA 00JKa,
HanpeKeHHe H noyBaHe B kopema). OOWKHOBEHO TOBa MOXKE 1A C& W30erHe KaTo 403aTa CE NPUEME
Mo BpeMe Ha XpaHeHe WIH A03aTa Obae NOHWKEHa.

Hapyienua Ha KOKaTa ¥ NOAKOKHATA ThKaH
C HeuzsecTHa yecToTa: KOXKHM W NOKOMHM PEAKIIWY HA CBPLXUYBCTBUTEIHOCT, MO-CIEHHAITHO

AHHOHEBPOTHYEH OTOK, YPTHKApHA, OOPHB H MPYPHT.

CroburaBaHe Ha NOAO3UPAHM HEXKEIAHW PeaKlHu

Cbo0lapaHeTo Ha IONO3HPAaHH HEXKEJIaHH PEakiMM ¢aeA pa3pellaBaHe 3a ynorpeda Ha JieKapCcTBeHus
NPOOYKT € BaxkHO. TOBa M03BOJIABA 14 POABILKM HAOMIOAeHHETO Ha ChOTHOLIEHHETO MOI3a/PHCK 3a
nekapcTBeHHd MpoaAyKkT. OT MEAHLIHHCKHMTE CIIEHAIMCTH Ce M3UCKBa A4 ChOOIaBaT BCAKA
MOAO3HPAHA HEXKENaHa Peaklua Ype3 HAUMOHAIHA CHCTeMa 3a chodlasane B M3nmnauurenda arennus
Mo Jekapcrsara yi. .. Jlamas I'pyer” Ne 8, 1303 Codusa, Ten.: +35 928903417, yebcaiit: www.bda.bg.

4.9 Ilpenozupane

JIOKIaaABaHK ca HAKOJIKO CTy4yasd Ha npeAo3upane. HAKOH mallHeHTH NpOosABABAT IEKH A0 YMEPEHH
CUMNTOMHM npy a034 Haa 640 mg (Hamp. rajiede, CbHIMBOCT, KopeMHa Oonka). [1o cepruosHu
YCIIOXKHEHNS (Hanp. KOHBYJICHH, OenoapoOHH UK ChPIeUHH YC/I0KHEHMA) ca HAOMOJABAHH B CIyvau
Ha MpeAHAMEPEHO NMpeJo3upaHe Ha BeTaxHUCTHH, 0CODEHO B KOMOMHALIMA ¢ APYTH [pea03upaHH
nekapcTra. JleueHMeTO NpH NpeAo3Hpane TpadBa na o0Xeaila CTAHAAPTHUTE MOAAbPKALIA MEPKH.

5. DPAPMAKOJOTWYHH CBOMCTBA

5.1 ®apmMakoIHHAMHYHH CBOHCTBA

(DapmakoTepanieeTHYHA rpyna: [Ipenapatu 3a neqenue Ha Bepruro, ATC kox: NO7C AQ]
MexaHH3bM Ha IEHCTBHE

MexaHH3MEBT Ha JeACTBUE HA OeTAXHCTHH AUXHUAPOXJIOPHI € CAMO YACTUUHO H3BecTed. ChpLiecTBYBAT
HAKOJIKO XHIIOTE3H, KOHUTO C€a MOAKPENeHH OT MPOYYBAHUA PU JKHBOTHH U JAHHHM NMPH Xopa:

e  bBeraxmHcrTHH 3acara XMCTaMHHEPruiHaTa CUCTEMA!

beraxucTyH gelcTBa KaTO YacTHYEH XUCTaMuH Hi-pelienTopeH aroHucT v kato xucTaMuH Hs-
PEeLIENTOPEH AHTATOHHCT B HEBPOHAJTHHTE ThKaHH H HMa He3HauuTenHa He-peuentopHa akTHEHOCT.
beraxucTrH NoByIIaBa Npeolbpa3yBaHeTO H OCBODOM¥IABAHETO HA XUCTaMHH 4pe3 OoKkupaHe Ha
ApecHHanTHUHHTe Hi-peuentopu v MHayuupaHe Ha Ha-peuenTtopHa obparHa peryianus.

e DberaxWcTHWH MOXE 712 MOBHILH KPEBHHI TOK KbM KOXJieapHATA ODNIACT, KaKTO W KbM LN
MO3BK:

MDapMakoIOrMuHH TECTOBE MPH XKUBOTHH €a MOKA3a/IH, Ue KPbBHATA LIMPKYJIalHA BbB BACKY/IaPHHTE

CTPHU HA BBTPELIHOTO ¥XO CE€ NMOA0OpABa, MOXKe OH B CMUCHJT Ha peflakcaliis Ha NPEKanUIgpHUTE

chHHKTEPH Ha MHKPOUHPKY1AUMATA HA BBTPELIHOTO yX0. beTaxveTHH nosuilasa uepedbpanius

KPBEEH TOK IPH XOpa. e

e  beraxucTHH MOANOMara BeCTHOYIapHATA KOMIICHCALIUA:




beraxucTHH yCKOpsABa BECTHOYNAPHOTO BH3CTAHOBABAHE CNIEA YHUIATEPATHA HEBPEKTOMHA NMPH
XKMBOTHH 4pe3 NoAoOpABaHe H NOANOMAraHe Ha LUEHTPAIHATA BeCcTHOY1apHA KOKMIIEHCALIHS; TO3H
e(eKT, XapaKTepu3HUPpaLl Ce C TOBHIIEHA peryjauys Ha npepaboTBAHETO W OTAENAHETO Ha XHCTAMHKHa
ce MeguMpa npe3 H3 pevenropeH aHTaroHu3sM. [Ipu xopa, nekysaHi ¢ OEeTAXUCTHH, BPEMETO 32
BB3CTAHOBABAHE Clle/] BeCTUOYTapHA HEBPEKTOMHMSA € CEKPATEHO.

e beTaxucTHH [IpOMCHA B’bBﬁ}ngMOCTTH Hd HCBPOHHTC BbB BBCTHﬁEHapHHTe alipa.

HM3BecTHO €, ue OeTaxUCTHH UMa J0303aBHUCUM MOTHCKAI edekT BLpXy o0pazyRaHeTo Ha Bu30YyaeH
HMITYJIC OT HEBPOHMTE B NIaTEPA/IHOTO H MEAWATHOTO BeCTHOYNApHU sapa.

DapMaKOIUHAMUUHKTE CBOMCTBA, KAKTO € NIOKA3AHO TIPH KMBOTHHU, MOKE 1a AONIPHUHECAT 3a
TepaneRTUYHATA N0J3a HA OeTaXxHCTHH BBB BeCTHOY/IapHaTa CHCTEMA.

KnuunuHa edukacHoeT ¥ GezonacHocT

EduxachocTra Ha HeTaXMCTHH € AEMOHCTPHPaHa B POYUYBAHHA [IPH MALHEHTH C BECTHOYIapeH
CBETOBBPTEXK H ¢ OosecT Ha Menuep ¢ noAoOpeHKe Ha TexkecTTa Ha 3a0014BAHETO H HAMAJIIBAHE Ha
YeCTOTaTa Ha BEPTUIHHOBHNTE KPH3H.

3.2 PdapMaxkoKHHETHYHH CBOHCTBA

AOcopOLma

Cnen nepopaied npreM OETAXUCTHH JUXHAPOXIOPHI Ce pe30pOHpa IECHO U MOYTH HAITBIHO OT
BCHYKH YaCTH HA CTOMamHO-4peBHHs TpakT. Ciea pezopbuyaTa Ha akTUBHOTC BELECTBO OBP30 H
TIOUTH H3LI0 ce meTtabonuzupa Ao 2-PAA (2-nupugunoneTHa kucennHa), IlnazMenure Hipa Ha
OeTaxucTHH ca MHOTO HHCKU. CiienoBaTeTHO (papMaKOKMHETHYHHATE aHaTH3H ce azupar Ha
HWiMepBaHHa Ha 2-PAA B nniasMara u ypuHara. B ycmorusa Ha xpaHedHe Cmax € mo-HHCKO B CPaBHEHHE
C YC/TOBHATA Ha M1aAHO. Bunpeku ToBa, TOTanHaTa pe3opOLMa Ha OETaXHCTHH € N0100Ha pH ABETe
CBCTOAHHA, IOKA3BAKKH, YE MPHEMBT Ha XpaHa camo 3abaea pezopOumsaTa Ha GeTaxXUCTHH.

Pa3znpegenenne
ITpoLieHT®T Ha DeTAXKUCTHH, KOHTO C€ CBbP3Ba C MJ1a3MEHHMTE MPOTEUHH € nof 5%.

buorpancdopmanms

Cnen pe3opbuusd, 6eTaxHCTHH OBP30 U MOHMTH HATBIHO ce MeTabonu3upa no 2-PAA (kosarto HAMa
dhapMaKOIOrHYHA AKTHBHOCT).

Cnen nepopasied npveM Ha GETAXMCTHH NJla3MeHHTe (M YPHUHHHTE) KOHUEHTPAaUuH Ha 2-PAA
AOCTHTAT CBOA IMK | yac ciiea npHeMa M HaMaJIABaT ¢ NOJYKHMBOT OT OKOJIO 3,5 yaca.

EnuMuHHpaHe

2-PAA ce exckperdpa npe3 ypuHarta. [Ipu 103a B pamkuTe Ha 8 mg 10 48 mg okono 85% ot
NOCTEMWIOTO BELIECTBO C€ SIMMUHApPA ¢ YpUHATA. EkckpennaTa Ha HeMpOMEHEH OETaxXHCTHH C
YpUHATA H U3NPAXKHEHHATA € HeChILIECTREHO.

JIMHEHHOCT
CreneHTa Ha eIMMUHHPAHE OCTaBa MOCTOSHHA 34 L[eNuA 00XBaT Ha MEPOPATHH J03UPOBKH OT 8 10 48
mg, KOETO 10Ka3ea, 4e papMaKkOKMHETHKATA HA OeTAXUCTHH € JIHHCHHA M ce NpeAnoara, 4e

YYaCTBAIUIT METADOIHTEH BT HE € HACUTEH,

5.3 IlpeakNTHHHYHH JAHHH 32 6€30NACHOCT

XPOHHYHA TOKCHYHOCT




HaGnionapann ca HeXeslaHH peaKLHH OT CTPaHa HA HEPBHATA CHCTEMA [IPH KYUETa H MABHAHHU ClIe]I
MHTPAaBEHO3HH 103K okono 1 Haa 120 mg/kg.

H3nurBanmsiTa 3a XPOHHYHA TOKCHYHOCT NIpu NIEPOpaneH npueM B npoab/bkerne Ha 18 mecena npu
wrbXoBe B 2034 oT SO0 mg/kg, u 6 MeceLa npH KyueTa B n03a oT 25 mg/kg moka3pa, ye BeTaxHCTHH e
noHaca 1obpe 6e3 fePHHUTHBHA TOKCHYHOCT.

MyTareHeH 4 KApUUHOr€HeH NOTEHIHA

beraxucTHH HAMA MyTareHeH NOTEHIWA.

B 18-Meceuno npoyysaHe 33 XpOHHYHA TOKCHYHOCT MW TUTbXOBE, DeTaxucTHH 8 403K 1o S00 mg/kg
HE 1aBa HHKAKBH JOKA3ATEJICTBA 33 KAHUEPOreHeH NMOTEHUMA.

PenpoayKTHBHA TOKCHYHOCT

B npoyusBanunaTa 3a pepoayKTHBHA TOKCHYHOCT eeKTH ca HabIIOJaBaHU caMo MPH €KCITO3HLIMH,
CUMTAHH 34 3HAYUTETHO HAJABHMILABAINHY MAKCHMANHATA €KCMO3HLMA PH XOPa, KOETO HMA MAaJTKO
3HAYEHHE 3a KIMHWYHATA yroTpeda.

6. PAPMAIIEBTHYHUY JAHHU

6.1 CinHcbK HA NOMOIIHHTE Bel[ecTBa

[ToBumon K90

MuUKpOKpHCTaTHA LEeTyn03a

JIakT03a MOHOXHIpAT

Cuiinues THOKCHI, KOnouaeH Oe3poaeH
KpocnoasnaoH

CreaprHosa KHCeJIHHA.

6.2 HecnBMecTHMOCTH

He e npunoxumo.

6.3 Cpok Ha rognoct

2 FOOHHH

6.4 Cnenuannn ycj10BHS HA cChXpaHEeHHe
Ha ce cexpanssa rnoa 25 °C B OpUrHHa/IHaTa ONaKoBKa, 3a Aa ¢e MpeanasH oT Biara.

6.5 Buau cbabp:kaHHe HA ONAKOBKATA

bauctepu ot PVC/PVDC/AL Tlpennara ce B onakosku ot 20, 30, 40, 50, 60 1 100 Tabnerin.
He BcHukM BUAOBE OTIAKOBKM MOTaT Ja ObJaT NyCHAaTH B Nposaxda.

6.6 Chneunnajsmn BpeinasHH MePKH OPH H3XBLJIAHE

HsimMa cnieuManHi W3MCKBaHHA 32 H3XBbPJIAHE,
Hed3nonzsaHunT iekapeTeeH NPOaYKT WM OTNAALUHHTE MATEPUANIM OT HEero Tpad
B CbOTBETCTBHE ¢ MECTHHTE H3HCKBAHUA ‘



7. IPUTEXATEJ HA PAZPEILIEHUETO 3A YIIOTPEBA
Egis Pharmaceuticals PLC

1106 Budapest, Keresztir: at 30-38
YHrapus

8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

EmnepuH 24 mg tabneTtku: Per. Ne: 20110259

9, JATA HA IIBPBO PA3ZPEHIABAHE/TIOJHOBABRAHE HA PAPEIIEHHUETO 3A
YIIOTPERA

Hara na nupeo paspewasane: 18.04.2011 r.
Iara Ha nocaeaHo noaHoasaHe: (09.01.2014 r.

10. JATA HA AKTYAJHM3UPAHE HA TEKCTA

Cenremspu, 2019 .




