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1. HME HA JEKAPCTBEHMA ITPOAYKT | Kpamkia XapasmepuciTiiGa Ha hpogykiig - TIPUADHKSHIE
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JJACHIINII 4 mg dhunmupann TableTku
LACIPIL 4 mg film-coated tablets
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2. KAYECTBEH H KOMIMYECTBEH CBCTAB
Bcsaka rabnerka ceabppaxa 4 mg nacupunus (lacidipine).

3a TBJIHASA CIIMCHK Ha NOMOINHMTE BEIeCTBa, BIDKTE To4ka 6.1.

3. JIEKAPCTBEHA ®OPMA

DunmMupana tabmerka.
Osanuu 6emn GunMupaHy TabneTKH ¢ ASUTENIHA YepTa OT ABETE CTPaHH.

4, KJIHHNYHHU JAHHHU

4.1. TepaneBTHYHH NOKA3AHHSA

JleueHne Ha apTepUaTHA XHIIEPTOHHA.

4.2, 03HpoBKa H HAYHH HA NPHIOKEHAE

Hauanunara go3a € 2 mg BeJHBX AHEBHO.

HozaTta moxxe 1a 6bae yeenmderna oo 4 mg u npyd HE0OX0oAUMOCT Ao 6 mg KaTo €€ 0CTaBs JOCTAaThUYHO
BpeMe 3a NposBgBaHe Ha rbiHMa gapmakonorytier edext. Ha npaktika Topa ne Tpadpa Jia crasa mno-
paHo OT 3-4 ceAMMIIH, OCBEH aKO KIIMHHYHOTO CHCTOSHUE HE H3UCKBA MO-OBP30 NNOBHILICHHE HA
KOHIICHTpAIMATA.

JleueHHeTO Ha XUMNEPTOHHATA TpAOBa 112 ce chOOPa3H ¢ TeXeCTTa Ha CHCTOSHHETO H HHIHBH Y AJTHHA
OTTOBOP Ha MalileHTa KM Tepan#iTa.

JlekapcTaeHUAT NPOAYKT TpAOBa Ja C€ IpHeMa BCEKU JeH 110 €AHO M CBHIIO BpeMe, 3a NPEeAIOUHTAHE
CYTPHH, HE3aBUCHMO OT XPaHEHEeTO.

YepHOAPOOHO HApYTICHHE

[Tpu nauyeHTH ¢ 1€Ko A0 YMEPEHO HepHOAPOOHO HAPYIICHHE HE ce Hajlara NpoMsHa B JO3HpPOBKATA.
Hama nqoctaTh4HO HaTHYHH JAHHH, 34 Ja ¢& HAIPaBH NMpenophka 3a AO3HPOBKA MPH MALUCHTH C
TEIKO HepHOAPoOHO Hapyenue (. Touka 4.4).

bnopeuyno napymenne _
IIpu naumenTH ¢ O6B0peYHO HapylICHHE He ¢e Hallara MpOMsIHA Ha A034Ta, ThH KaTo JJAaCUAMIIHH HE Ce
eKCKpeTHpa upe3 Onhpenmre.

Hena
HsMa ONHT ¢ MPWIOKEHHETO Ha TACHUIIHH [P Jela.

IlagHeHTH E HANPEIHAIA BHIPACT
He ce vanara npomMsaHa Ha J03aTa.
JleyeHueTo MOKe Ja MPOABIHKY HEONIPEAETSHO IBJT0 BpEME.,




4.3. IlporHBONOKa3aHHA

CBpbX4YyBCTBMTETHOCT KbM AKTHBHOTO BEIECTBO WIM KBM HAKOE OT NOMOIHHTE BEILIECTBA Ha
MpOIYKTA.

IopobHo Ha ApyTUTEe MUMXHAPOTTHPUIHHH, IACHTHITHH € IPOTHBOIIOKA3aH MPH HallMEHTH C TEXKKA
aA0PTHA CTCHO34.

4.4. Crhnenuajun mpeaynpexneHAs U IPEAHA3AH MEPKH NIPH ynoTrpeda

IIpu cnenuanu3vpaHy NpoyvYBaHUA JJaCHIHIIHH HE € MOKa3all BB3EHCTBHE BhPXY CIIOHTAHHATA
byHKIEA Ha CHHYCcOBHS Bh3el (SA). He e rpean3Bukan u YIBIKABaHE Ha MPOBEXKAAHETO B
aTpuoBeHTpUKYIapHus (AV) Be3en. Benpeku ToBa, Tp20Ba Ja ¢€ UMa NPEABUL TEOPETHYHATA
BB3MOKHOCT KAJIIHEBHTE AHTATOHUCTH Ja ITOBIMAST BEPXY (DYHKLHATA HA CHHYCOBHA H
aTPHOBEHTPUKYapHUA Bb3esi. [Ipy maMeHTH ¢be CHIUECTBYBALLM BeUe HAPYIUIEHHUA B JIEHHOCTTa Ha
CHHYCOBHS W ATPHOBCHTPHKYJIAPHHA BH3€I1 JTIACHIHATIMH TPAOBa 1a ce npriara BHUMaTeNHO.

Kakto e crobmagaHo M 3a Apyrd JUXHUAPONMPHAHHOBYA aHTAI'OHKCTH HA KANLIMEBUTE KAHANH,
TaCHIWIKH TpsAOBa Aa ce Mpuiiara BHUMaTe/IHO NIPY NALMEHTH ¢ BPOJCHO HIM JOKYMEHTHPAHO
npuaobuTo yaskapane Ha QT uHTepBana. Jlacuaunue Tp4A0Ba na ce nmpHiIara BHUMATENHO M IIPH
IMALAEHTH, IEKYBAHH €JHOBPEMEHHO C JIEKapCTBa, 32 KOMTO © H3BECTHO, Y¢ yAbLkaBaT QT HHTEpBana,
KaTo Kkiac I u kinac 11l antnapUTMUYHY NEKAPCTBEHH NPOAYKTH, TPHIHKIMYHHA AaHTHACIIPECAHTH,
HAKOH aHTHIICHXOTHYHH BEIECTBA, AHTHOHOTULIY (HAIp. EPHTPOMHIIMH) U HAKOM aHTUXHCTAMUHY

(Hamp. TepdeHauH).

[TonoGHo Ha Apyrure KalHeBH AHTArOHUCTH JACHAWIMH TPA0BA Aa ce MIPIWIara BHUMATEHO [IPH
NALMEHTH CBC CHIHO OrPAHHYCH ChPACYCH PE3EPB.

[HogoOHO Ha ApyTHTE AUXHAPOTIMPUAVMHOBH KaJIIHCBH AHTATOHHCTH JACHAHIMH Tps#0Ba Aa ce IMpHiara
BHHMMATEITHO IIPH MalMEeHTH ¢ aHAMHEe3a 33 HeCTaOMITHA CTEHOKapAUs, KAaKTO H NPYU NALHEHTH, KOHUTO
PasBHAT HecTaOMITHA CTEHOKAPAWA N0 BPEME Ha JICUSHHE.

JacugumuH TpaOBa Aa ce npriiara BHUMATENHO [IPH HAlHEHTH ChC CKOPOIIECH MHOKapASH UH(ApPKT.
Hsama nanan, KOUTO A2 NOKa3Rart, 9€ [IPUNOKESHUETO Ha JIAaCHAHINH € YCIIeIHO 3@ BIOpUYHA
NpodHIaKTHKA Ha MHOKapAeH HH]PapPKT.

EdukacHocTTa M 6e30macHOCTTa Ha JIACHAMIIMH 34 JISUEHHE Ha 3/I0KaYecTBCHA XHIIEpTOH S HE ¢a
YCTAHOBEHH.

Jlacununuu TpaOBa fa ce npuiiara BHUMATETHO NPH NAlMeHTH ¢ HapyIleHH Y€pPHOAPOOHH (DYHKIHH,
THH KATO aHTHXUNCPTSHIMBHUAT MY edeXT MOXKe Ja Ce 3acHIu.

IlaumMeHTH © peaKH HacneACTBEHH 3a00JIIBaHUA KAaTO rajlakTO3Ha HEMIOHOCHUMOCT, Lapp JlakTaseH
AeQUUIIT WIH [TFOK030-TalIaKTO3HA ManabcopOims, He TpaOBa Ja MpHeMaT TOBa JIEKAPCTBO.

4.5. BiaumMogeHCTBHE ¢ JPYIH JCKAPCTBCHA HPOIYKTH U APYIrH GOpMU HA BIANMOACHCTEHE

ENHOBPEeMEHHOTO HPUIOKEHHE HA TACHMANITUAH H OPYrd BELUECTBA ¢ YCTAHOBEHO XHIIOTEHIHBHO
ASHCTBHE, BKIHOYHTEHO AHTHXHITEPTEH3HBHY IEKAPCTBEHHU TIPOAYKTH (HAIp. IHYpeTHLH, J-0nokepn
anu ACE uHxuburopu) Moxxe A2 J0Bee A0 aAMTHBEH XHIIOTEH3HBEH e(eKT. BbIpek TOBA B
APOYUYBaHHA HE CA YCTAHOBEHH CleumbHUHU B3aUMOAECHCTRHA ¢ aHTHXUNCPTSHIUBHY [IPORYKTH KATO

B-OnmokepH H THYPETHLH, KAKTO K C IHTOKCHH, TONOYTaMK KM Bap(apHH. //’—_\
nlit:Sae

I InazMeHuTe HHBA Ha JIACHUIINH MOTAT Aa C€ [IOBHINAT NMPH €AHOBPEMEHECH IIPHEM C

JlacuyunuH ce CBBP3Ba BBB BUCOKA CTeneH (oBeue oT 95 %) ¢ npotennure anbymu
ITIMKONIPOTEHH. |




[TogoGHO Ha APYrHTE AUXMAPONTHPHIHHH, NACHIHITMH He TpAOBa Jla ce NIPHEeMa ChC COK OT IpedndpyT,
TBH KaTO TOBa MOKE Jia IpOMeHH OHOHAIMYHOCTTA MY.

B KIHMHUYHH H3ATBAHWA IPH HALHEeHTH ¢ 6b0peyuHa TpaHCIIIaHTaLMA, JIEKYBaHH C LHKJIOCIIOPHH,
JIACHIHTIHH BB3CTAHOBIBA HAMANIEHHTE OT IMKIOCIIOpHH Ob0peyer miIasMeH OTOK H CTENICH Ha
IIIOMEpYIHa QUITPALIHSL.

WzBecTno €, 1e nacuaunus ce metabonusupa ot uuroxpoM CYP3A4 H cnefoBaTeTHO MOIIHH

HHXMONTOPH H HEAYKTOpH Ha CYP3 A4 (Hamp. puthaMnMIyH, KTpakoHA301), [PUIIOKEHH
€HHOBPEMEHHO C JTACHIHITHH, MOTAT [1a MOBNHAAT MeTab0/IM3Ma U ETUMHHUPAHETO MY.

EIIHOBPQMGHHDT O TIPUIOKCHHE HA TACUAUNWH ¢ KOPTUKOWIHW WITH TCTPAKO3aKTHA MOKS Na HaMalll
AHTHXHIICPTCH3HBHHMA E!li)GI{T Ha JACHIHIIHH.

4.6. bpeMenHOCT H KbpMEHe

bpemeHHOCT
HsaMa gaHHuM 3a Oe30macHOCTTa Ha JIACHIMITHH 10 BpeMe Ha OpeMEHHOCTTa MPH Xopa.

[IpoyuBaHWd HpH XKMBOTHH He ¢4 NOKA3AIH TEPATOreHeH eeKT Wi HapyIIeHHd B PacTexa (BxK.
TouKa 5.3).

HaCH,[[Hl'IHH MOXKE na ce [Ipuiara 1o BpeM< Ha GPGMGHHOCT caMoO, Korato noTeHUHAITHHTE ITOJ3H 3a
MaiKaTa HaABHIIABAT Bh3MOMXHOCTTA OT MOIBA HA HEXXEJIaHH PCaKIHH IIpH IN10aa UWIH HOBOPOACHOTO.

Tpabpa ga ce ima npeABHI BB3MMKHOCTTA JTACUAMIIMH 44 [IPEAU3BUKBA pENaKcalya HAa MaTOYHAaTa
MYCKYJIaTypa Mo BpEMe Ha paXKiaHe (BiK. ToUKa 3.3).

KxpMmene

PesynraTuTe oT Npoy4YBaHHA 3a [IPEMUHABAHE HA JJACHAUIIMH B KEpMAaTa [IpH JKHBOTHYM HOKa3BaT, ue
HacHARNMH (MM MeTabOIHTHTE MY) BEPOATHO NPEeMHHABAT B MAHYMHOTO MITAKO.

JlacupvmuH MOKe 1a Ce€ MpKUJIara 1o BpeMe Ha KbpPMEHEe caMO, KoraTo MOTEHUHATHHTE [I0JI3H 34
MaiiKaTa HAABHINABAT Bb3MOXHOCTTA OT NIOABA HA HEKENAHH PEAaKIIMH TIPA HOBOPOAEHOTO.

4,7. EdexTr BLpXY cHoco0HOCTTA 32 IodApane H padoTa ¢ MAINHHH

JlacuUNHH MOKe Ja IpUYHHHE 3aMagHocT. [lamenture TpaOBa Aa 6p2aT peayIpeicHH Ja He
modHpaT H Aa He paboTAT ¢ MALIKHHHE, 4K0 € IIOYYBCTBAT 3aMasgHU WM MOMy4aT MOAOOHM CHMITTOMH.

4.8. Hexenann JJeKapCTBEHH PeaKIHH

3a onpeciiaHe Ha YECTOTaTa Ha HEXENaHUTe JIEKapCTBEHH peakuuy (OT MHOTO YeCTH 0 HEYeCTH) ca
M3IOI3BAHA JAHHUTE OT OOIIUPHHI KIHHAYHA NPOYYBaHHA (BPTPEIIHA H ITyOITHKYBaHH).

Hexenanure peakiuu ce KTacHGHLHpPAT 0 4€CTOTa 110 CISAHMI HAUHH: MHOTO 4eCTH (= 1/10), yecTtr

(= 17100 1 < 1/10), mexectu (= 1/1 000 u < 1/100), pegxu (= 1/10 000 1 < 1/1 000), MaOrO peaxH
(< 1/10 000), c HeH3BeCcTHA YecTOTA (OT HAJIMYHHTE JAHHH He MOXe a ObJie HATIpaBEHA OLIEHKA).

JlacHauIHH 0OHKHOBEHO Ce rmoHACH A00pe or opraHu3Ma. [Ipy HAKOH NalHeHTy MOTaT Ja ¢e 'D.DH.BET\
cna®o U3pa3eHH HEKEMAHH pPeakiMM, CEBP3aHu ¢ GapMakONOrHYHOTO ZCHCTRHE HA J1ac '
nepuepHa BazoaunaTanus. Te3d HexxelaHH peaxiuH, o603HaueHH ¢ 14e3 (#), ca 00H
MPEXOHM M M349e3BAT MPH NPOAB/DKHTEICH MPUEM Ha JJACHIHITMH B eJlHa H Chilla A0

[IcMxuJyHH HAPYITECHHA
Mnoeo peoru: Jlenpecus




HapyiiieHrs Ha HepBHaTa CHCTEMA
Yecmu: # I'naBobosne, # 3aMastHOCT
Mnozo pedxu:. Tpemop

ChpraeuHy HapyIIeHHs
Yecmuy: # ammvrauuy, Taxukapinsg
Hevecmu: BrioluaBaHe Ha ChLICCTBYBAINA anging pectoris, CHHKOI, XHIIOTOHHA

Kakro ¥ npu ipyrure THXHOPOTTHPKHAKHY, TIPU MRTEK Opoii MauueHTH € HaO/NoAaBaHO BIONIABAHE HA
CBCTOSHHUETO B CIy4aif Ha ChIIECTBYBAlIa Beve angina pectoris, 0COOCHO B HAYAIOTO HA JICYEHHETO.
Toga BioIIaBaHe € 10-BEPOATHO MPH MALHEHTH ¢ KIKHNYHO [IPosABEHa HCXEMHUYHa 6omecT Ha
CBPLETO.

CoA0BH HAPYIIEHHA
Yecmu: # 3aueppaBaHe

CToMaliHO-YPEBHH HAPYLIEHHs
Yecmu: CromMaileH TUCKoMQpOpT, rafeie
Hevecmu: Xunepruiazus Ha BEHUKTE

HapyineHus Ha KoXxarta M NOAKOKHATA ThKaH
Yecmu: Koxen oOpHB (BJI. epuTeM H ChpOexk)
Peowxu: AnrnoeneM, ypTHKApHS

Hapyienus Ha 6p0penuTe ¥ NHKOYHHTE MBTHIIA

Hecmu: 1omuypus

O6mu HapyineHua ¥ ekt Ha MACTOTO Ha IPHIOKESHHE

Hecmu: AcTerus, # OTOK

Hacnenpanus

Yecmu: OOpaTHMO MOBHIIABAHE HA CTOHHOCTHTE Ha ajKkaiHata gocdaraza (KITMHHYHO 3HAYHMHTE
MIOBHIICHNS Ca HEMECTH)

4.9. Ilpesosupane
He ca moxnanBanu cilyyan Ha Npe03UpaHe ¢ JTACHAUIIHH.
[ IpM3sHauy ¥ CUMITTOMUA

Haii-pepoatausaTt npodinem OH G1 yab/DKkeHaTa NepruepHa Ba30AHIATALHS, CBBP3aHa ¢ XHIIOTOHUS H
TaXHUKApIUs.

Teopernuno Morar aa ce HabmoAaBaT OpasuKapausa WIH YARDKCHO aTPHOBEHTPHKYJIAPHO
MpOBEX/IAHE.

JleueHue
Hsama coeimaduues antHaoT. TpaOBa Aa ce mpHlaraT CTAHAAPTHHTE OB MEPKH 3a IIPOCIeNABAHE Ha
chpAevHaTa PYHKLHS, KAKTO U NOAXOAIA MOAAbPIKaIA U NeucOHa Tepanysl.

5. @GOAPMAKOJOI'MYHHA CBOUCTBA
5.1. ®apMakoIHHAMHYHH ¢BOHCTBA

ATC xon: CO8CA09




JlacumunuH ¢ crrenM(pUYEeH H MOIIEH KATUHEB aHTArOHMCT ¢ JOMHHHPANa CeIEKTUBHOCT 110
OTHOIIEHHE HA KAJIIHEBHTE KAHAJTIETA B CHAOBATA IaKa MyCKyNaTypa.

OCHOBHHAT MEXAHHM3HM Ha JEHCTBHETO MY € pasUIHpABAHE HA NepH(PEPHUTE APTEPHOIH, HAMAJIIBAHE
Ha MEpUPEPHOTO CHAOBO CHIIPOTHRJICHHE H IIOHWKABAHE HA KPBBHOTO HallAraHE.

Crnen nepopanHo NpuiokKeHue Ha 4 mg JacHIHIHH rpy J0OpoBONLM € HabNoaaBaHO MHHHMAITHO
yabs/kaBaHe Ha QT uaTepRana.

[Ip# YeTHpHrOaMIIHO paHaoMm3HpaHo AsoiiHO cmano ELSA (European Lacidipine Study on
Atherosclerosis) H3NUTBaHE, OCHOBHUAT NApaMETHP 3a OIICHKA Ha e(QHUKACHOCTTA [IPY JICYCHHE Ha
aTepoCKIepo3a € 61 H3MepBaHeTo Ha AebenHHaTa HHTHMA - Meaua (intima-media thickness — IMT)
Ha Kapotuca 4dpe3 yJiTpacoHorpadud. PesyaraTture npH NalMedTHTe, JEKYBaHH C JIACHAUIHH, ca
NOKA3aAu 3HauuTeHn edexti Bepry IMT uaMeHennsTa, KOKTO Ca BEB BPH3K2 C aHTH-aTEPOTCHHMNA
e(peKT.

5.2. PapMaKOKHHeTHYHH CBOHCTBA

JacuaummH ce pesopbupa 0bp30, HO ¢nabo OT CTOMAITHOYPEBHUSA TPAKT CIIEH NEPOPATHO
NPHIOKEHHE W IIPETHPNABA 3Ha4MTeNeH first-pass MmeTabonnzbsm B yepHUZ Apod. ABcomoTHATA
OuoHATHYHOCT € cpero okoo 10 %. BrpxopHTe 1iasMeHH KOHLEHTPALHH ¢€ AOCTUTaT MEXTy 30 1
150 MuHYTH.

ChHIeCTBYBAT Y€THPH OCHOBHE MeTA0OIMTH, KOUTO BEpOATHO HPHTEXKABAT MAJIKA HIIM HUKAKBA
dapMakoaMHAMMIHA AKTUBHOCT. JICKapCTROTO C& eNMMHHENMPA TIIABHO Hpes YepHOApoOHIA
MeTtabonnzsM (upes P450 CYP3A4). Hama naHHKM NTacHAHMIIMH Ja HHEYLHPA WX HEXHOHpPa
YepHOZPOOHUTE €H3HMH.

JTacuaHNMH ce CBBP3Ba BLE BUCOKa cTened (> 95%) ¢ mma3sMeHuTe NpoTeHHd alOyMHEH H o-1-
TJTHKOTIPOTEHH.

[TpubnuzuTenHo 70 % oT NpHIOKEHATA J03a c€ eJIHMHENPA NoA GopMaTa Ha METabONIUTH C
dbekanuuTe, a OCTAHAJIIMTE C ypUHATA.

CpeIHMAT KpacH eJIMMHHAIIMOHEH ITONY>KMBOT Ha NacHIMIIAH Bapupa Mexnay 13 u 19 yaca B
PaBHOBECHO CHCTOSHHE.

5.3. Ilpenk/IHHHAYHH AAHHH 33 0€30IACHOCT

EnuHcTBen#Te 3HAYHMH TOKCHKOJIOTHYHH JAHHH 32 JIACHIHITAH ¢a o6paTUMHU H ¢a B CbOTBETCTBHE C
H3BECTHUTE (DAPMAKOIOTMMHHU €(PeKTH Ha KaIHECBHTE aHTArOHUCTH, NPHIaraHd BbB BUCOKH JO3H -
HAMAJICH KOHTPAKTHINTET HA MAOKAPAA U XHOEPIUIa3|sa Ha BEHUHTE NPH INTEX0BE M Ky4eTa, H 3ameK
IpH IUTBXORE,

Hsima jaHHH 3a pasBHTHE Ha TOKCHYHOCT CJICH NPHJIAraHe Ha TACHIAIAH IpH OpeMeHHH IUIBXOBE HIIH
3aiiny. B nmpoy4Bane za ¢epranureTa B penpoAykTrBHaTa QYHKIUHA [IPH ILTEXOBE € HabmoaasaHa
eMOPHMOTOKCHYMHOCT B TOKCHYHH 3a MalikaTa 1031 M B ChOTBETCTBHE C 0YaKBaHATa (papMaKOIOTHIHA
AKTHBHOCT Ha KAJIMEBUTE aHTATOHUCTH BHPXY MHOMETPHYMA, NpH BUCOKH 03U € HabmoJaBaHa
IHOBHIICHA IrecTallHOHHA MIPOXBIDKATENIHOCT M YCIOXKHEHHA IO BpeMe Ha pakziaHne. M3secTHO €, ye
KaMIHEBHTE AHTAIOHHCTH NMOBIHABAT (apMaxoIOrHYHO HOpManHaTa yHKIMA Ha MUOMETPHYMA 10
BpEME Ha PaXkJaHE, KOeTO BOAM A0 NOHWKEH KOHTPAKTHJIHTET.

JlaciOunHH He € NFeHOTOKCHYSH B DaTepHa OT in vifro u in vivo TecTOBE. Hama JaHHH 3a
KapLMHOTEHEH [I0TEHIMAI IPH MUIIKK. 110100HO0 Ha APYTHTE KAIHEBH AHTATOHUCTH [IPYL

MHTCPCTHLUATHOKIIETHYHH TYMOPH B TeCTUCHTE. Bee mak, eHAOKpUHHHTE MEXaHH3MH,
Ipearionara, e ¢a CEbp3aHH ¢ pa3BHTHETO HA HHTEPCTHIMAIHOKIIEThYHA XHITEPIUI
IIpY IUTEXORE, HE Ca OT 3HAYEHHE 32 XOpa.




6. ®APMANEBTHYHHA TAHHA

6.1. Cnucbk HA NHOMOIIHHTE BeIeCTBA

Cwpyesurna na mabaremrama
Jlaxroza MoBOXHApAT

[Tosuson K30
Marne3ues cTeapar

Duamoso nokpumue
Omnappait 6an0 YS-1-18043:
XHIpoMennosa

TwranoB auokcHA
Honuerwnenrinuxkon 400
[omucopbat 80

WA
Onanpaii 6an0 QOY-S-7335:

Turanoe nuokcug (E171)

XHIIPOMENo3a

6.2. HecnBMecTHMOCTH

He ca ycTaHOBeHH.

6.3. Cpok Ha rogHocT

2 TOAWHH.

6.4. CnenHaiHH yCJIOBHS HA CHXPaHEHHE

Ha ce cexpanssa noa 30°C.

Jla ce mazm oT cReTIIHHA.

Tabnerkute He TpsOBa na ce H3BaAKAAT OT GOJIHEBATA OMAKOBKA IIPEIH BPEMETO 32 [pHEM. AKO
A03UPOBKATA Hallara IPHEM Ha TIOJIOBHH TabneTka, HeMpHeTaTa NMOIOBHHKA TpA0Ba Jla ¢ce chXpaHsiBa B
OpHrHHaJiHaTa (OJIHEBA OIIAKOBKA H Ja ce M3II0JI3Ba B paMKuTe Ha 48 yaca.

Ha ce cpxpaHsBa Ha MJACTO, HENOCTHITHO 34 NeUa.

6.5. lanHH 32 OHAKOBKATA

[TopBUvHA OmakoBKa: ONECTEp OT ABOHHO aTyMHHHEBO (JOMMO WIH 3aIMMTEH OT Jela bnucrep.
Bceska onakoBKa chabppka: 28 hmMupany tabieTky, nocTaBeH: B 4 OnucTepa no 7 TabneTkH.

6.6. CnenHaJHH nNpeANa3HH MEPKH Npa H3XBLPJIAHE B padoTa

Jta He ce u3paxaar oT GoJideBaTa ONAKOBKA NMPEAH BPEMETO 38 MPHEM.

7. IIPHATEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

GlaxoSmithKline (Ireland) Limited
12 Riverwalk

Citywest Business Campus

Dublin 24

Hpnangus




8. HOMEP(A) HA PAAPEIIEHHETO 3A YIIOTPEBA

20040337

9. JIATA HA IBPBO PASPEINABAHE/IIOJHOBHABAHE HA PAJPEITEHHAETO 3A
YIIOTPEBA

JlaTa Ha mepBO paspeuiasane: 13 1omu 2004 r.
Hara Ha nocnegHo noguopasane: 04 ¢peppyapu 2010 r.

10. JATA HA AKTYAIN3UPAHE HA TEKCTA




