KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

USTTLNTHUTENHA ATEHUNA N0 NEKAPCT BATA
Kpamxa xapaxmepucmura +a npogyxma - ipuscwenue 1
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Pa e
peuistue 18 -08- 2005

BG/MA/MP - 6-92_?6‘/ .............................

1. HME HA JIEKAPCTBEHUS ITPOAYKT

JIACHUIIHUJI 4 mg dbunmupann tabnerku
LACIPIL 4 mg film-coated tablets

2. KAYECTBEH H KOJIYECTBEH CBCTAB
Besika Tabnetka cbabpka 4 mg nacuaunun (lacidipine).

3a ObJAHUA CMUCHK HA MOMOLIHUTE BELECTBA, BUXKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

dunMHpaHa TabneTtka.
Osanuu 6enu puaMupany TabieTky ¢ AeNUTENHA YEPTA OT JABETE CTPAHH,

4. KJIHHHYHH JAHHH

4.1. TepaneBTHYHH NOKA3AHHS

JleyeHue Ha apTepuanHa XMNEpTOHHA.

4.2, /IO3HpPOBKA H HAYHH HA NPHJIOKEHHE

HavanuaTa no3a € 2 mg BeHBLK AHEBHO.

Ho3ata Moxe na 6nae ysennueHa 10 4 mg U NpyU HEOOXOAUMOCT A0 6 Mg KaTo ce OCTABS JOCTATbYHO
BpeMe 3a MPOABABAHE HA MTbJIHUA papmakonorvueH edexr. Ha npaktuka Toea ne Tpsabea 1a crasa no-
paHo oT 3-4 CeIMHLK, OCBEH aKO KITMHHYHOTO ChCTOAHHE HE U3UCKBA MO-GbP30 NOBHILEHHE Ha
KOHLEHTpaLHATA.

JleueHUeTo Ha XUNepTOHHATA TpAOBa Aa ce cbOOPas3K ¢ TeKECTTa HA CHCTOAHMETO H HHAUBHAYANHUA
OT{OBOpP HA NALMEHTA KbM TEPANUATA.

JlekapcTBeHHAT NpoAYKT TpabBa Ja ce NpUeMa BCEKH JieH O €JHO ¥ ChILO BpeMe, 3a NMPEANOYHTaHE
CYTPHH, HE3ABUCUMO OT XPaHEHETO.

Yeproapodno Hapymenne

[1pk nauneHTH ¢ NeKo JI0 yMEPEHO YepHOAPOOHO HapYllleHHE HE Ce Hanara rpoMsHa B 103MPOBKATa.
Hama nocraThuHo HaNMYHH AaHHM, 33 Aa C€ HAaMpPaBH NPENOPHKA 3a JO3UPOBKA NPH NALMEHTH C
TEXKKO YEPHOAPOOHO HapyuweHHe (BxK. TouKa 4.4).

bnOpeuno napymenne
[Tpn naumeHTH ¢ 6BOpevHO HapyllleHue He ce Hanlara NPoMsiHa Ha J03aTa, Thil KATO JIACHAMNIHHE He Ce
eKCKpeTHpa upes ObbpeiiuTe.,

Heua
Hama onuT ¢ NpUnoKeHUETO Ha TACHIWITHH NPH Jeila.

IIanueHTH B HANpEeAHATA BB3pacT
He ¢e Hanara npomMsHa Ha fo3ara.
JleueHHeTo MOXKE 12 MPOABIIKH HEOTIPENEIEHO ABJIFO BPEME.




4.3. IIpoTuBOMOXA3ZaHHA

CBpbXUYBCTBUTESTHOCT KbM aKTHBHOTO BEIIECTBO MITH KbM HAKOE OT NMOMOLLHHTE BEWECTRA HA
[POaYKTA.

[Togo6HO Ha ApYrHTEe AUXMAPONHUPHINHH, JJACHIMIIMH € NPOTHBONOKA3aH NMPH NaUMEHTH C TEXKKa
A0PTHA CTEHO3A.

4.4. Cpeuuaiwm npeaynpexieHHA H HpeANa3sHH MEPKA NPH ynoTpeda

[Ipn cneunannsupasu NpoyysaHHA JACHAMNMH He € NoKa3an Bb3AEHCTBHE BbPXY CHOHTAHHATA
(byHKUHSA Ha CHHYCOBHS Bb3ea (SA). He e npeanssukan ¥ yawKaBaHe Ha NPOBEXKIAHETO B
ATPHOBCHTPHKYNapHHa (AV) Bb3en. Bunpeku ToBa, Tpabea ga ce uMa npeaBHI TEOpPETHYHATA
Bb3MOKHOCT KAJILUHEBHTE AHTArOHHUCTH /1A MOBJIHAAT BLPXY (PYHKLUHATA HA CHHYCOBUS H
aTPUOBEHTPHKYNAapHHsA Bb3eA. [IpH nalyeHTH cbe chlilecTBYBaLY Bede HApYilEHUS B IEHHOCTTA HA
CHHYCOBMA U aTPUOBEHTPHKYNAPHHUSA Bb3eNl NaCUAMIIMH TpaOBa na ¢e npujiara BHUMAaTelHo.

KakTo e ¢to61aBsaHo 1 3a gpyrid AMXUAPONHPHIWHOBY AHTAOHHUCTH Ha KANLHEBUTE KAHAIH,
facuIMNUH TpAOBa Na ce npuilara BHUMaTEAHO NPH NALMEHTH C BPOJEHO WK JOKYMEHTHPAHO
npraoduTo yawmkasae Ha QT unTepBana. JlacuaunuH TpaGBa a ce Npuiara BHUMATENHO U NpH
MaUMEHTH, JIEKYBAaHU €AHOBPEMEHHO C JIEKapCTBa, 33 KOWTO € U3BECTHO, Ye yabkasaT QT uHTepBana,
kaTo knac | u knac Il aHTMapUTMHYHH NEKAPCTBEHH NPOAYKTH, TPHUHKIHYHY aHTHENPECAHTH,
HAKOH aHTUNCUXOTHYHH BEUIECTBA, AHTHOMOTHIHM (HAND. EPUTPOMMLMH) M HIKOW aHTHXHCTAMUHHU

(Hanp. TepdeHaanH).

[TonobHo Ha ApyTHTE KanUMeBH aHTATOHHCTH TACHAMNKH TpAGRa Aa C€ NPUAAra BHUMATEHO NPH
MALHEHTH CBC CUIHO OrpaHHYEH ChPAEHEH PE3EpB.

lMonobHO Ha ApyruTe IMXMAPOTTHPHAWHOBH KallUMEBH aHTATOHHUCTH aCUHNHUH Tpa6Ba na ce npunara
BHHMATE/THO MPH NaLUEHTH ¢ aHaMHe3a 3a HecTabWIHA CTEHOKApIHA, KAKTO U NPH NALUEHTH, KOUTO
pa3BUAT HECTAOHIIHA CTEHOKApAXA N0 BPEME Ha JieHeHHE.

Jlacuannux Tpadea a ce mpuara BAUMATENHO NPH NAUMEHTH ChC CKOPOLLEH MHOKApAEH MHMAPKT.
Hsma naHHu, KOHMTO 1a MOKA3BAaT, Y€ MPHIIOKEHHETO Ha TACHAHITMH € YCNEWHO 33 BTOPHYHA
MPOPHUAAKTUKA HA MHOKaPAEH WH(APKT.

E¢dukacHocTTa M 6€30nMacHOCTTa Ha NACHAMITHH 34 JIEYEHHE HA 3/I0KAYECTBEHA XUMEPTOHUA He ca
YCTAHOBCHM.

JlacuaunuH TpaOBa Na ce Npunara BHUMATENHO MPH NAUKEHTH ¢ HapyLIEHH YEPHOAPOOHH BYHKLMH,
TbH KATO aHTUXHUNEPTEHIUBHHUAT MYy €(PEKT MOXKE 1a CE 3aCHIH.

[areHT! ¢ peikK HacaeCTBEHH 3a00IABaHHS KATO raakTo3Ha HEMOHOCHMOCT, Lapp nakTaseH
AePUUNT WK MIOKO30-MUTaKTO3HA ManabcopOuus, He TpaGBa n1a NpUEMAT TOBA JIEKApPCTRO.

4.5. B3aHMoaeficTBHe ¢ APYrH JleKapcTBeHH BPOAYKTH M APYry JOPMH HA B3aAHMMOJEHCTBHE

ETHOBPEMEHHOTO MPHJIOKEHHUE Ha NTACHIUIIUH H APYTH BELIECTBA C YCTAHOBEHO XHIIOTEH3NBHO
ASHCTBHUE, BIUTIOUMTENHO AHTHXHIIEPTEH3IUBHH JIEKAPCTBEHH MPOAYKTH (Hanp. auypeTuuy, B-61okepu
unu ACE nuxubutopu) Moxe Aa foBesie 10 aIUTHBEH XUNOTEH3UBEH eekT. Brnpeku ToBa B
NpOY4BaHHA HE Ca YCTAHOBEHH CMELIHPHYHH B3aUMOAEHCTBHSA C AHTHXHIIEPTEH3UBHH NPOAYKTH KaTO
p-6nokepy M AMypeTHLM, KAKTO M C AUrOKCHH, TOIOYTaMMA HAK BaphapHH.

JlacuaunuH ce cBbP3Ba BB BUCOKA CTeNeEH (MoBe4e oT 95 %) ¢ NpoTeHHUTE
FIIUKONPOTEHH,




[TonobHO Ha ApyruTe AUXHAPONHPHAMHH, NTACHINMKUH He TPSOBaA 1a ce NPHEMA CbC COK OT rpelndpyT,
TbH KaTo TOBa MOXKE Aa NPOMEHH OHOHANHUHOCTTA MY.

B KAHHHYHHM U3NUTBAHUA NPH NALMEHTH C OLOpeuHa TpaHCIIaHTALMA, IEKYBaHH C LIUKNOCTIOPHH,
NACHMAWINKH Bb3CTAHOBARA HAMAJICHHUTE OT LHKIOCMOPHH OBOpeueH nia3sMeH NOTOK H CTENEH Ha
rnoMepyiHa GUATpaLus.

HM3pecTHO ¢, ue nacuaunuu ce Metabonuzupa ot untoxpom CYP3A4 1 cnenoearenHo MOLUHM
WHXMOUTOPH U HHAYKTOpH Ha CYP3A4 (Hanp. pudaMnuumH, HTpaKoHazon), MPUIOKEHN
€AHOBPEMEHHO C JIACHU/IUITHH, MOTaT 1a NOBAUAAT MeTab0oNu3Ma U ETMMHUHHUPAHETO MY.

ENHOBPEMEHHOTO NPHIIOKEHHE HA NTACHAUITHH ¢ KOPTHKOMIN WIH TETPAKO3aKTHI MOXKE a HAMANH
AHTHXUNEPTEHIUBHUA €PEKT HA JJACUIUITHH.

4.6. bpemeHHOCT H KhpMeHe

bpeMeHHOCT
Hsama naHHHU 3a 0e30nacHOCTTA HA JJACHOMIIUH MO BpeMe Ha OpeMEeHHOCTTa npy xXopa.

[lpoy4BaHHa NpH XKUBOTHH HE Ca NOKa3any TepaToreHeH eeKT WM HAPYIIEHNS B PACTEXa (BK.
Touka 5.3).

JlacnannuH MoOXe Ja ce npunara no ppeme Ha 6peMEHHOCT CaMo, KOraTo HOTEHUHATHHTE MO3H 3a
MaHKaTa HaJBHILABAT BB3MOKHOCTTA OT MOABA HA HEXEJIAaHW PEaKLIMH TPH 171012 WITH HOBOPOAEHOTO.

Tpabsa na ce MMa NpeABUA BL3MOKHOCTTA NaCHAMNKH 12 NPEAM3BHKBA PENAKCALMA HA MATOYHATA
MYCKYJAaTypa no BpeMe Ha paxKaaHe (Bx. To4Ka 5.3).

KbpMeHe
Pe3ynaTaTtute oT Npoy4BaHus 33 NpeMUHABAHE Ha JIACHAHITHH B KbPMATA NPH KUBOTHH ITOKA3BAT, 4e
NAaCUIWUNHH (WX MeTaDONMHUTUTE MY) BEPOATHO NPEMHHABAT B MAHYMHOTO MAAKO.

JlacHOHOKH MOXe Na Ce IpHAAra No BpeMe Ha KbPMEHE CaMo, KOTATO NOTEHLIKANHKTE NON3H 33
MalKkarta HaABHLIABAT Bb3MOXKHOCTTA OT MOSBA HA HEXENIAaHK PEaKLWH TIPH HOBOPOAEHOTO.

4.7. EdexTn Bbpxy cnocofHocTTA 332 modHpaHe H paboTa ¢ MAIHHK

JlacuaunuH Moxe Ja npuuKMHK 3amaanocT. NauuenTrTe TpaGBa na 6bAAT NpeaynpeseHH fa He
WwodHpaT 1 Aa He paGoTAT ¢ MaLWHK, aKO Ce MOYYBCTBAT 3aMASHY MM MOMYYAT MOJOGHH CHMITOMM.

4.8. Hexesann nexapcTsenu peakuHn

3a onpeaeNAHe Ha YECTOTATa Ha HEXENAHUTE JIEKAPCTBEHH PeakLMM (OT MHOTO YECTH 110 HEYECTH) Ca
H3MOJI3BAHH JAHHHTE OT ODIUMPHH KITHHHYHH NPOYUBaHHA (BLTPEILHA U NyGNNKyBaHM).

HexxenaHuTe peakumu ce K1aCHGHLMPAT MO YECTOTA MO CAEAHHA HAYHH: MHOTO YecTH (> 1/] 0), yecTn

(2 1/100 n < 1/10), Heuectn (2 1/1 000 u < 1/100), peaxu (= 1/10 000 u < 1/1 000), MHOrO peakH
(< 1710 000), c HeusBecTHa yecToTa (OT HATMYHHUTE AAHHH HE MOYKe 13 6bIe HarparcHa OLEeHKa).

Jlacnaunuy 06MKHOBEHO ce MoHaca Aobpe oT opranysma. [1py HAKOM MAUMEHTH MOFaT Na ce NOSBAT
cnabo U3pa3eHH HEeXEeNaHH PEaKLUH, CBBP3aHH ¢ apMaKoIOrHYHOTO AeHCTBHE Ha J1ac |
nepudepHa Bazoaunaraura. Te3u HekenaHH peakLuH, 0603Ha4YeHH ¢ aHes (#), ca 00
MPEXOAHU U U3YE3BAT MPH NPOIBILKUTENEH MTPUEM Ha ACHAMIIMH B €AHA M Cbilla

[IcuxH4HHu HApYIUEHHA
Mrnozo peoxu. Jlenpecns




HapylueHus Ha HEpBHATa CHCTEMA
Yecmur: # I’ nasobonue, # zaMasgHOCT
Mrnoeo peoxu: Tpemop

CbpAeYHHU HAPYLUECHHUSA
Yecmu: # TNannuraumu, raxukapans

Heuecmu: BrolnasaHe Ha ChLUECTBYBALNA angina pectoris, CHAHKOIN, XHMOTOHMA

KakTo U IpH Apyrute AMXHAPONUPHAHHH, NPU MATBK Opoii NALIMEHTH € HabNIOAaBAHO BNOLIABAHE HA
CbCTOAHHMETO B C/TYHaH Ha ChUIECTBYBALIA BEYE angina pectoris, 0Co0EHO B HAYANOTO Ha JIEYEHHETO.
Toea eioilaBaHe € MO~BEPOATHO MPH NALMEHTH ¢ KIHHHYHO NPOABEHA HCXEMHUYHA GonecT Ha
CBHPLETO.

CbAOBH HApYLICHHS
Hecmu: # 3auepBaBaHe

CTOMaulHO-YPEBHNA HAPYILUEHHS
Yecmu: CTomaweH AHCKoMAOPT, raaeHe
Heuecmu:. Xuniepiiasus Ha BEHLUUTE

HapvuieHHWsa Ha KOXATa W MOJAKOXKHATA ThKAaH

Hecmu: Koxen oOpus (BKJI. epureM H ChpOex)
Peoxu: Aurvoeaem, ypTHKapus

Hapyuwenusa Ha 6b0peliTe ¥ MMKOYHHUTE NBTHILG
Yecmu: [onuypus

OO611K HapyweHns ¥ epeKTH Ha MACTOTO HA MPUICKEHNE
HYecmu: ActeHus, # OTOK

H3cneapaHus
Hecmu: OOpaTMo NoBHILABaHE HA CTOWHOCTHUTE HA ankanHaTa docdaTasza (KIMHHUHO 3HAYHMHTE
NOBHILIEHHUA CA HEYECTH)

4.9. Ilpeno3upane
He ca OoknaaBaHHW Ciyuyad HA Npego3HpaHe C NACUAHIMHH.
[IpH3HAUK U CUMIITOMM

Haii-BepoATHuaT npobnem 64 6un ynbikeHata nepudepHa Ba3oAMIATALIMA, CBBP3aHa C XMMNOTOHUS H
TaxHUKap/IHs.

TeopeTnyHo Morar aa ce HabmoaaBaT 6pauKapaAns WITH Y IB/DKEHO ATPHOBEHTPUKYIAPHO
NPOBEKAAHE.

JleueHue
Hsama cneunguyen anTupot. Tpabpa na ce npunarat ctangapTHUTE 001U MEPKH 32 NpocieAsBaHe Ha
CbplevHaTa (hYHKLMS, KAKTO U NOAXOAALIA NoAAbpPXKALlA H ieueOHa Teparnus.

5. ©®APMAKOJIOTHYHHU CBOMCTBA
5.1. PapMakoaAHHAMHYHRA CBOHCTBa

ATC xoa: CO8CAQ9




JlacHaunuH € cneuydUYEH U MOLLIEH KaTUUEB AHTATOHUCT C AOMHHHPALIA CEIEKTHBHOCT NO
OTHOLLEHHE HA KANUUEBHTE KAHAHETA B CHOBATA IMajJKa MyCKynaTypa.

OCHOBHHMAT MEXaHH3bM Ha AEICTBUETO MY € pa3liMpABaHE Ha NEPUGEPHUTE aPTEPHOIH, HAMASIRBAHE
Ha NEPUGPEPHOTO CHAOBO CLIPOTHBICHNE W NOHKWKABAHE HA KPLBHOTO HaIATaHe.

Cnen nepopaiHo NpuioKeHHe Ha 4 mg NaCHAUNUH NPU J0OpOBOIILIK € HabMo01aBaHO MUHKHMANTHO
yabpxasaHe Ha QT uHrepana.

[Tpn yeTUpUroanLIHO paHaAOMH3KPaHO ABOHHO casno ELSA (European Lacidipine Study on
Atherosclerosis) H3nUTBaHe, OCHOBHMAT MapaMeThp 3a OlleHKa Ha edHKACHOCTTA NPH ICYEHHE Ha
aTepocKiaepo3a e Hun U3IMEpPRAHETO Ha AebennHara UHTHMA - MeaHa (intima-media thickness — IMT)
Ha KapOTHCa upe3 yaTpacoHorpagHs. Pesynrature npu NauMEeHTUTE, NEKYBAHU C JJACHAMKIHY, ca
NoKa3aiu 3HaUYHTENHH e(ekTH BbpXY IMT namenennaTa, kouTo ca BbB Bpb3ka ¢ aHTH-aT€POreHHHS
edexr.

5.2. PapMaKOKHHETHUYHH CBOHCTBA

Jlacnanunun ce pesopbupa 6bp30, HO c1abo OT CTOMALUHOYPEBHUSA TPAKT CJIEA MEPOPaHO
PUIOKEHHE H NPETLPNABA 3HauYUTeNeH first-pass meTaboau3bM B uepHHUs Apob. ABGcomoTHara
OHoHaNMUHOCT € cpeaHo 0kono 10 %. BupxoBHTE niasMeHH KOHLIEHTPALMH ce N0CTHraT Mexay 30 1
150 MuRyTH.

ChiHecTByBaT YETHPH OCHOBHU METa0OMMTH, KOWTO BEPOATHO MPHTEKABAT MAJIKa WM HAKAKBa
¢apmakoaAHaAMHURA aKTUBHOCT. JIEeKapcTBOTO ce ENUMHHKPA [NIaBHO YPe3 4ePHOAPOOHMS
MeTabosn3bm (upe3 P450 CYP3A4). Hama naHuu nacuaunul aa MHIyuupa HnH HHXubHpa
YEePHOAPOOHUTE EH3UMM.

JlacHAUNHH ce CBbp3Ba BbB BUCOKaA cTeneH (> 95%) ¢ nnasMeHHTe NpOTEeUHH anbymuH u a-1 -
FMTKKOMPOTEHH.

[Tpubnusutenno 70 % ot npunoxeHara 103a ce eNUMUHMPA Noa GOPMATa Ha METAGONTUTH C
(hexanuuTe, a OCTAHAIUTE C YPHUHATA.

CpeaHHsT KpaeH eTMMHHALIMOHEH TMOMYKHBOT Ha JIaCUAHMHH Bapupa Mexay 13 u 19 yaca B
pPaBHOBECHO CbCTOSHHE.

5.3. llpeak/IHHHYHH ZaHHH 3a GelonmacHOCT

EAWHCTBEHHTE 3HAYMMH TOKCHKOJIOTHYHH JAHHH 3a AaCHIUIHUH ¢4 00paTUMU U Ca B CLOTBETCTBHE C
H3BECTHHUTE (apMaKoNOrHYHU eeKTH Ha KATIIMEBHTE AaHTATOHHCTH, NPWIArAHH BbB BUCOKH JO3H -
HaMaJleH KOHTPaKTHUJIHTET Ha MHOKAp/Aa W XHIEpIJIa3ua HA BEHLUTE NPH NIBXOBE U KyUeTa, U 3alieK
NP MIBXOBE,

Hama naHHM 3a pa3BUTHE Ha TOKCHYHOCT CNe/l NPUIaraHe Ha JJAaCHIUMUH NPH OpEeMEHHM IUTLXOBE WH
3aiium. B npoyusane 3a epTHIUTETA M PENPOAYKTHBHATA (PYHKLIMA NPH ABXOBE € HabMIoaaBaHa
eMOPHOTOKCHYHOCT B TOKCHYHH 3a MalikaTa 2034 U B ChOTBETCTBHE C OYAKBAHATA (hapMaKONIOTHYHA
AKTHBHOCT Ha Ka/ILUMEBUTE AaHTArOKUCTH BbPXY MHOMETPUYMA, NPH BUCOKHU 03K € HabmoaaBaHa
MOBHLICHA rECTAMOHHA NPOABIKUTETHOCT H YCAO0KHEHHS NO BPpeME Ha pakaane. M3pecTHO €, ue
KATUMEBHUTE AHTATOHHCTH MOBJIMABAT (PapMaKONOrHUHO HOpMANTHATa PYHKUMA HA MHOMETPHYMa NO
BpeMe Ha paxaaHe, KOETO BOAM 0 NOHWKEH KOHTPAKTHIHTET.

JlacHaUNKHH HE € reHOToKCHYEH B 6aTepus OT in vitro W in vivo TectoBe. Hama naHHu 3a =~

KapUXHOrEHEH NOTEeHUHAT NPH MULIKH. [1o106HO Ha ApYTrHTe KANUMEBH aHTaroHUGHH BE 18%ups g,
332 KapLUHHOMeHHOCT MPH MITbXOBE € HabmoaaBaHO MOBHIABAHE HA NOBpOKaUeCTE a/ |
HHTEPCTHLHATHOKIICTBYHH TYMOPH B TECTUCHTE. Bee nak, eHIOKpUHHKHTE Mexa f
npeanonara, 4€ ¢a CBbP3aHH ¢ Ppa3BHTHETO HA UHTEPCTHLHATHOKIETHYHA XUIIED

NPpH NIBXOBC, HC Ca OT 3Ha4YCHHE 3a XOpa.




6. PAPMAIEBTHYHH TAHHH
6.1. CnHCBK HA NOMOIHKTE BeLIeCTBA

Cwvpyesura na mabaemxama

JlakT03a MOHOXHApAT
[Mosuaon K30
MarHesues cTeapar

Duimoso noxpumue
Onaapaii 6a10 YS-1-18043:
Xunpomenosa

TuTanoB AHOKCHA
[Monueruneurnauxon 400

[Moauncopbar 80
WK

Onagapa#t 6ano OY-S-7335:
TuranoB ouoxkcna (E171)
XHUMPOMESo3a

6.2. HecnBMecTHMOCTH

He ca ycTaHoBeHH.

6.3. Cpok Ha rogHocrt

2 TOAHHH.

6.4. Crnenna,JHHA yc10BHSA HA ChXpaHEeHHe

Ha ce cbxpansea nojg 30°C.

Jla ce nasu oT cBeT/NIMHA.

TabneTknre He TpaGBa a ce H3BaXKAAT OT OJIHERATA ONAKOBKA NMPEU BPEMETO 3a NIPUEM. AKO
AO3UPOBKATa Hanara npUem Ha NnojoBHH TabneTka, HenpueTaTa NOMOBUHKA TpAOBa Ja ce CbXpaHaBa B
OpHMrHHa/HaTa GonueBa ONaKOBKA U A C€ UIMOJI3BA B PAMKHUTE Ha 48 yaca.

Ha ce cbXpaHsBa Ha MACTO, HEAOCTBLITHO 3a AELA.

6.5. /lanHH 33 onaxKoBKAaTA

[IbpBUYHA OmakoBka: 6aKMCTEp OT ABOHO ayMHHHEBO (ONHO MM 3alLMTEH OT Acla GaucTep.
Beska onakoBka chabpika: 28 gunMupaHu TabneTkH, nocraseHu B 4 60 HCTEpa NO 7 TabneTku.

6.6. Crneunajnn npeanazHH MepPKH NPH HIXBLPJIsSHE H paboTa

Jla He ce u3Baxkaat ot (ponuesaTa ONAKOBKa NMpeaH BPEMETO 3a NIPHEM.

7.  NIPHTEXKATEJI HA PABPEIIEBHETO 3A YIIOTPEBA

GlaxoSmithKline Trading Services Limited
2 Riverwalk

Citywest Business Campus

Dublin 24

D24 YKI1

Hpnanaus




8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20040337

9. JATA HA ITBPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PABPEIIEHUETO 3A
YIIOTPEBA

HaTa Ha nepBO pa3spewasane: 13 onu 2004 r.
Hara Ha nocneaHo nogHossasaHe: 04 depyapu 2010 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA




