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1. HAUMEHOBAHHWE HA JIEKAPCTBEHUS ITPOTY
Gabitril 15 mg film-coated tablets
I'abuTpua 15 mg puamupann TadaeTKH

2. KOJIMYECTBEH U KAYECTBEH CHLCTAB
Besika TableTka cpabpxa:
Tuarabun Oe3BomeH 15 mg (kaTo XHAPOXJOpHA MoOHOXMApar) (tiagabine
hydrochloride monohydrate).
3a IIpIHHA CIHCHK HA IIOMOIIIHHTE BEIIECTBA: BHXK T. 6.1.

3. JEKAPCTBEHA ®OPMA
15 mg: Tabnerka. bana, oBanHa, 1eKo H3MbKHANIA GUIMHpaHa TabJIeTKa, MapKupaHa ¢
“253” oT eaHara cTpaHa.

4. KJIAHHWYHHU TAHHH

4.1. Tepane¢eTHYHH TOKA3aHUA
JONBIHATEIHCO JICYCHUE HA NaplyaliHd OpuHnagesim ¢ wuid  0e3 BTOpH4YHaA
reHepanu3anusd, KOHTO He ca JIEKYBAaHM YCICIMHO C JAPYyrd aATHCIHNICIITHYHA
JIeKapCTBEHH NPOILYKTH.

JlexapcTBOTO TpAOBA Z1a ce M3MOI3Ba CaMO IIPH BB3pacTHH H Acna Hal 12 roauHu.

4.2. Jo3upoBKa 1 HAYHH HA HPHJIOKEHHE
Gabitril ce npunara nepopaiHo 1 TpAOBa Ia c€ IIpHEMa [10 BpeME HA XpaHeHe.
CxeMaTa Ha Ao3upaHe tpadBa 1a 05/ie HHAWBHAYaTH3HpaHa cropel 0COOEHOCTHTE Ha
BCEKH HAIMEHT, KAaTO BB3pacT, YepHOAPoOHA PYHKIHA ¥ CHIIBTCTBAIIO JICUCHHUE (BHXK.
4.5 BaauMoeCTBHS C APYTH JCKAPCTBA H APYTH (DOPMH HA B3aUMOICHCTBHS ).
Hawannara aHeBHa Ao32 TpsAOBa Aa Obie NpHeTa €AHOKPATHO WIH paszelIicHa B JBE
nosu. Hoambpxaiiata gHeBHA 7103a TpAOBa J1a € pa3ZiclicHa B ABE WIH TpU €AHMHHYHHA

HO3H.

Tiagabine re ce npellopbuBa 3a ynorpeda npu jgena moj 12 roauHy Topajgy Jdnca Ha
JTAaHHH 3a 6e30macHOCT B eHKacHOCT (BHXK 4.4).

Bw3pacmuu y deya nao 12 2o0unu:

1Ipy €/IHOBpEMEHHO TIpHEMAHE ¢ JICEKApPCTBA, CH3UMHU HHAYKTOPHU:
Hauaymara nB€BHa no3a ¢ 5 — 10 mg tiagabine, mocieaBaHo
IIOBHINIABAHE Ha Z03ara ¢ 5 — 10 mg/naerHo. OOnuaiinaTta moanbpiKamys
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Ilp panmyweHTH, KOHTO HE MpHeMaT JeKapcTBa, MHIAVIIMpAlld Y9EpHOJPOOHHTE
€H3MMHH CUCTEMH:

Havanuara aHesHa go3a € 5 -~ 10 mg tiagabine, mocneasaHO OT CEAMHYHO
IOBHINABAHE Ha nmo3ara ¢ 5 — 10 mg/muesno. Obuuaiinata nojrepXxania a03a IpH
HallHEHTH, KOMTO IIPHEMAT JICKApCTBa, HHAYNHpAIH 4YepHOApOOHHTE eH3UMHH
cucteMu € 15 — 30 mg/aHesHO.

Hayueumu 6 nanpednana _ ev3pacm. Hsama CwINECTBEHA IIPOMSHA  BEB
(hapMakOKHMHETHYHHTE CBOWCTBA Ha tlagabine npH mamueHTH B HapeJHalla Bb3pacT.
Hama nocTtaTpuHO NaHHM OT KIMHMYHATa MpaKTHKA 3a ynoTpebara Ha (Gabitril npmr
[IallHeHTH B HalpeAHana BB3pacT. llpemophuBa ce tiagabine Ja ce HM3MOI3Ba C
BHHMaHHE B Ta3d BB3pAaCTOBA rpyna.

Hayuenmu ¢ 6vbpeuna unedocmamvynocm: brOpeyHara HeNOCTaTHUHOCT He
MOBJHABA (PapMaKOKWHCTHKaTa Ha tiagabine, 3aToBa IpH TE€3H NAlUMEHTH HE €
HeoOX0AUMA IIPOMAHA B JO3HPOBKATA.

Hayuenmu ¢ yspedena yeprodpobna gpyuxyus. Tiagabine ce MmeTaboIM3KUpa B YCPHUS
apob. PapMaKOKMHETHKATA HA JIEKAPCTBOTO € MPOMEHEHA IIPH IAIMEHTH C JIEKO IO
yMEpeHO yBpeleHa depHogpoOHa GyHKIEs (BHK 5.2, PapMaKOKHHETHYHH CBOMCTRA),
3aToBa JO3UpoBKata Ha (Gabitril TpaOBa ga ObAc amanTupaHa 4ype3 HaMaidBaHE Ha
UHIUBUAYAIHUTE AO3H H/HWIH YABKaBaHe Ha HHTCPBATIHTE MCEXIY OTACIHHTE
[IPUEMH.

4.3. IIpoTHBONOKA3AHUS
Gabitril He Tpabra aa ce u3moi3ea Ipu:
- CBPBXYYBCTBHUTEINHOCT KbM tlagabine HIIHM HAKOE OT IIOMOLIHATE BEIIECTBA.
- TEeXKO YBpeJAeHA YepHoApoOHa dyHIHS.

[lopagu nHIICa Ha JaHHM OT KJIMHHYHATA IMpakThka, Gabitril 5 mg oOHKHOBEHO He ce
[IpenopbsYBa [IPH FeHEepAIN3HpaHa enuIeIICHA, 0COOCHO NP UAHONaTHUYHHUTE POPMH C
abcancy M cHHApoM Ha Lennox Gestaut, unu mogoOHH ¢GopMu (BHXK Touka 4.4,
CrenuayiHy OpeaynpexacHus H CIelHalIHA [IPpeAa3Ei MepKkH 3a ynorpebda).

4.4. CnenaJIHy OpeRylpe:KAeHH H CICHHAJIHH OpeanasHi MepKH 3a ynorpeba
Iloct MapkeTHHIOBH HOKJIazyd moKa3BaT, ue ynorpebara Ha (Gabitril € cbp3ana ¢
mossBa Ha HOBH TIpHIaawIu ¥ status epilepticus nmpH mamudeHTH O3 e€NMHICIICHAL
BbOpeKkH, Y€ NpHNaabIH ¢a ChOOLIABaHHM M IpH NANMEHTH, [IPHEeMaIll HOPMAaJIHH
THCBHU JO03H OT tiagabine, moBevero or CHOOIMABAHKHTE Ciiydyau ca OWIH CBBP3AHHU C
npeaosupane (Bux 4.9, IIpenosupane) win ciieAcTBHE Ha OBP30 TUTpPHPAHE HA A03aTa.
JHpyrd ¢axTopH, KOHTO MoraT Oa IONPHHECAT 3a pPasBUTHE Ha IPHIAALIH IIpH
maneHTn Oe3 JaHHM 3a eNWICNCHA, BKIIOYBAT MEIHUIIMHCKHA CBCTOSHHS HIIH

CBIIBTCTBAILLO JICHCHUC, KOUTO MOT'dT A4 ITOHHXKAT IIpala 3a IMOsBa Ha IIPHIIaAbLH.
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T1agabine He ce mpenopwuBa Ha jAeua mod 12 roJUHA DOpaiH JIAIICA HA JAHHH 34
Oe3omacHoCcTTa M epeEKTHBHOCTTA (BHX 4.2).

Ilopagu ¢axra, ge tiagabine neiictea mo GABA-epruycH MeXaHu3bM H BB3 OCHOBA
Ha JAaHHHTEC OT OPOYYBAHHA IIPH EKCNEPUMCHTAJIHM JKUBOTHH, HE MOXE Ja ce
M3KIIOYH PHCK OT BIOIIaBaHE HA a0CaHCHTe NOpH IMANWEHTH ¢ TeHepald3HpaHa
eIMIIENICHA, TeKyBaHM ¢ (Gabitril.

KaxTo npu BCHUKHM INPOTUBOCIHIICHTHUHH JIEKAPCTBA, BHE3AIHOTO NPEKBCBAHE HA
JICYCHUETO MOXKe Ja IPHYKHHK Bb3CTAHOBABAHE Ha rbpuoBeTe. [IpemopryuBa ce go3aTa
J1a ce HaMaIABa MOCTCIIEHHO 3a IEPHOM OT 2-3 CeJIMHUITH.

Ilpy mamweHTH ¢ aHaMHECTMYHHM OAHHH 3a CEPHO3HM IMOBEJICHYECKH IIpoOIIeMH,
BKJIIOYBAIIM TEHEPAM3HPaHO OE3MOKOMCTBO M JEIIpecHus, HMa PHCK OT
BL300HOBABaHE HA TE3H CHMITOMH IO BpeMe Ha jeuenueTo ¢ Gabitril. Tesu edextn
MoraT Ja ce HaOJIoJaBaT ¥ ¢ JPYTH NPOTHBOCHHJICIITHYHH JIeKapcTBa. JICYeHHETO
TpsAOBa a 3al04YHe ¢ HUCKA HavyallHa 034 MPH BHEMATEIHO KIHHHYHO Ha0 IO ACHHUE.

[Ipn ynorpebara Ha tlagabine, nog00HO Ha APYTH aHTHEIMICITHIHU JICKAPCTRA, TPH
HAKOH ITallMeHTH Ou MOIJIO Oa HaONioJaBa yBelHUaBaHe Ha YECTOTATa HA I'BPUOBETE
HIIH [I0JIy94aBaHe Ha HOB BHJ IbpuoBe. 1€3H ABIcHHA OMXa MOIVIK Ja c€ AB/DKAT Ha
[Ipeao3UpaHe, IIOHMXKABAaHE HA TIJIa3MEHHTE KOHHEHTpPaAlHM Ha €EIHOBPEMCHHO
[IpUIAraHu ApPYyrHA aHTHENMMIICEITHYHH JIEKapCTRa, Mporpecupane Ha 3a00nIBaHETO HIIH
mapajJokcaicH eeKT.

JloKnagBaHu ca CIOHTaHHM €KXHMO3H npH ymoTpebara Ha tiagabine. Axko ce
HaOJII0AAaBaT €KXMMO3H, € HeoOXOIMMO H3cleABaHe HAa IbJIHA KpPBbBHA KapTHHA C
IudepeHITHaIHO OPOCHE, BKIIIOYUTEIHO OpoeHe Ha TPOMOOIUTHTE.

OmHrcany ca pegxku ciydan Ha JedekTH B 3paTeHOTO noje. lIpu BBE3HHMKBaHE Ha
3PUTETHHA CHMITOMH, HAIMEHTET Ja ¢€ HAco4YBa KbM O(TAIMOJIOr 3a NOMBJIHUTENHA
OLICHKa, BKIIIQUHTEIHO NEPUMETPUA.

[lopaim HamuuMeTo Ha JAKTO3a B JICKAPCTBCHUS MPOJYKT, MAaUHEHTH ¢ peaKH
HACJICACTBEHH HAPYIICHUA, KATO TralakTo3eMHufA, JaKTO3Ha HEJOCTATHYHOCT WA
[MIIOKO3€H/ TalakTo3¢H CHHAPOM Ha ManabcopOrnus He TpsaOBa Ja mpuHeMar TO3H
NEKAPCTBEH IIPOAYKT.

4.5. BzauMmogeicTBHSA ¢ APYTH JeKAPCTBA U APYrd ¢dopMH Ha B3aHMOAeHCTBHS
[IpoTHBOEIIHAENTHYHUTE JIEKAPCTBA, KOMTO HHAYLHpAT YEPHOAPOOHHTE €H3UMH OT
rpynara Ha CYP450 karo ¢genmTonH, kapbamaszenuH, ¢eHoOapOHTaN B IPUMHIOH,
[IOBHINABAT MeTa0OJIM3Ma Ha Ha tiagabine.

Pudbamounyua (ueaykrop Ha CYP450) nosuimasa MeTtaboau3Ma Ha tiagabine.

[Ipu KOMOMHHpaHe HAa €OHO MM HAKOJIKO OT TE3H JIeKapcTBa (AaHTHEHHICITUYHU
cpeacTBa, pudaMIHIMH), J03aTa Ha tiagabine 6u Morna na Opie ajanTHpaHa Ypes
IOBHIICHHEC Ha JHCBHATA A03a H/HIIH MO-4CCTH MPHEMH, 34 JIa CE MOC
edexr.
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(Gabitril HAMa KIMHHYHO 3HAYHM e(eKT BBPXY IUIa3MEHHTE KOHICHTpallHH Ha
peHuTonH, Kapbamazenus, d¢eHoOapbuTan, Bannpoard, BaphapuH, IHINOKCHH,
TEO(QUIHH U NEPOPATIHHTE XOPMOHAIHHA KOHTPALCIITHBH.

CUMETHIMH HSIMa KIHHUYHO 3HAYHM e(eKT BBPXY IIa3MEHHTE KOHIIEHTPALlMH Ha
tiagabine.

4.6. bpeMeHHOCT H KBPMEHE
[Ipy onmuTH € €KCUEpUMEHTAIHH >XXHBOTHH HE € YCTAHOBEH TEePATOTCHEH edeKT Ha
tiagabine.
[Ipy npunoxernue Ha tiagabine B MHOrO BHCOKM /103H, o0aue, ce HAOIOgaBa IepH- H
[IOCTHATAIHA TOKCHYHOCT IPH SKCIIEPUMEHTATHNTE XXUBOTHH.

Knuanunuar onut ¢ ynorpedara Ha Gabitril npu 6peMeHHH XeHH € OTpaHHYEH,
Hsama nannn 3a ynorpe6a na Gabitril mo BpeMe Ha KEpMeHe.

Ilopagm jamca Ha JOCTATHYHO KIMHHYEH OHMT, HE C€ Mpenoprp4Ba ynorpedbara Ha
Gabitril mo BpeMe Ha OpEMEHHOCT M KEpPMEHE.

4.7. EdexT BLpXY ciocobHOCTTA 3a modHpaHe ¥ pabora ¢ MAITHHE
Gabitril MOXe [a NPHYMHH BHEHE HA CBAT HJIH JAPYTHM HEBPOJIOIMYHHA CHUMIITOMH,
0cOOEHO B HAYANOTO Ha JedeHuero. [IpenmopbuBa ce BHMMaHHE MPH yrorpedara Ha
JIEKapCTBOTO OT CTpaHa Ha NALlHEHTHTE, IPH modupaHe UIx npu pabota ¢ MallIHHH.

4.8. Hexenanu J1eKaApCTBEHH peAKIHH
Hexenanute NEKapCTBEHH peakIUM c¢a OOMKHOBEHO JeKH no yMepeHu. [loBeuero
pEaKIMH ca IPEXOAHH CE U NOABABAT 110 BpeMe Ha (paszara Ha THTpallus.

Henmpanna u nepudepnua nepena ciucmema

Mmuoro vectu (>1/10): BUeHe Ha cBAT, TPEMOD.

Penxu (>1/10000; <1/1000): nHexkoHBYJICHBEH eNMMIENTHYCH cTaTyc, 3abaBeHa EEI,
CBbp3aHa ¢ Obp3a TUTpanuoHHa ¢aza WM [Ip4 MOBHINABAHE Ha Jo3aTa Ha tiagabine.

Busyvannu napyuwtenua
Penxu (>1/10000; <1/1000): nedextu B 3pmTendHoro mone (ux T. 4.4., Cnenuainm
NpeAYNPeXACHUS U CIIELMANIHY NPeANa3sHu MEpPKH 3a yroTrpeba)

Hcuxuampuunu napyutenun

MHuoro 4ectd (>1/10): cEBHAMBOCT, IIOTHCHATO HACTPOEHHe, Oe3MpHUMHHA HEPBHOCT,
3aTpyIHEHHS B KOHICHTPALTUATA.

Yectn (>1/100; <1/10): emounoHanya 1abMIIHOCT.

Penxu (>1/10000; <1/1000): oOppxaHOCT, IIapaHOHOHY peaKlHH (XaTIOHUHALHH,
BB30YIa).

XpanocmMuiamenna cucmema
Yectu (>1/100; <1/10): aunapus.

Kpve u kpwvsomeopua cucmema
Uectn (>1/100; <1/10): exxumozu (Bmxk T. 4.4. CienuanaHH
CIELMATIHY TIPEIITasHu MEPKH 3a YIIoTpeda)
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Apyzeu
Yectr (>1/10): oTnagranocr.

IlocTMapKEeTHHTOBH

[TocTMapkeTHHIOBH CHOOIMICHAA MOKa3BaT, ye ymorpebara na Gabitril, Moxe ja 6bae
CBEp3aHa ¢ IpodBa Ha HOBU I'bpuoBe M status epilepticus mpm namueHTH O3
CIIHIICTICHS, JICKYBaHU ¢ tlagabine 3a HeonoOpeHo mokazanue (Bmx 4.4. Crnennanau
npeAynpexaeHus U CIeNUaJHK NPEANasHd MEPKH 3a yiioTpeda).

4.9. [Ipenozupane
CHMOTOMHTE, KOHTO 4YeCTO CBOBTICTBAT Ipe/o3HpaHero Ha (abitril, npunoxex

CaAMOCTOATENHO WM B KOMOHHAIIMA C JPYTd JeKapCTRa, RKIKOUBAT status epilepticus
OpH MalMeHTH ¢ WIH Oe3 aHaMHe3a 3a CNMIECICH, MBLIYAIUB B 3aTBOPEH B cebe cu
NAIUEHT, KOMa, aTaKCUs HJIM HapyIIEeHWEe B KOOPIHHAIWUATA, CHHIMBOCT, 3aMaiiBaHe,
O0BpKBaHE, HAPYIICHUN B IOBOpa, BH30yaAa, MHOKIOHHYHH I'BPUYOBE, BRJIHOOOpA3CH
CTYIIOD, TPEMOD, OBPBIaHE H BPAXKIAEOHOCT.

B pesynrar ot npunagkinure Moxe ja On/1¢ HabnogaBana pecnupaTopHa JeIpecHs.

HsMa nocTMapKETHHIOBH CHOOUISHHUA 3a (aTalHO Npeao3dpaHe IIPpH CaMOCTOSTEIHO
npunoxenue Ha Gabitril (o3 no 720 mg), BeOpekH uYe NpH OIpeaciicH Opoi
[MAMEHTU C€ € HalokMia HHTYOAIMs M amapaTHa BeHTHJIAIUS, KaTo 4acT oOT
TeyeHHeTo Ha status epilepticus.

B cnydan Ha I1pelno3upaHe ¢€ NpenophyBa CTAHAAPTHO CHMTOMATUYHO JICYCHHE,
Moske a ce npenopbya XOCHHUTAIH3aIHs B CJIYYad Ha TEKKO CBPBXAO3UPAHE.

5. PAPMAKOJIOTUYHU CBOHCTBA
5.1. ®apMakoNHAMUYHH CBOHiCTBA

DapmMakoTepalleBTUYHA Ipyla; aHTHEIHIICIITHYHO JIEKAPCTRO.
ATC xoa: NO3A GO06.

Tiagabine € aKTHMBEH M CENEKTHBEH MHXMOHTOP HA HEBPOHANHMS M INIMalHHA uptake
Ha [ [HC neBpoMeguaTopa ramaammHOMacieHa kucenuna (GABA).

JleuenueTto ¢ Gabitril Bom 10 moBHIIaBa Ha KoHIEHTpanuaTa Ha GABA B Mo3bKa.

Tiagabine He nposiBsiBa 3Ha4MM aUHATET KbM JIPYrH HeBpoMmeanatopd B ITHC, u He
[TOBJIHUABA TAXHOTO PELENTOPHO CRbpP3BaHe HIIH uptake B MO3bKa.

5.2. PapMAKOKHHETHYTHH CBOMCTRA
Abcopbuusn
Tiagabine O0Bp30 ¥ MoYTH HaIBIHO ce abcopOHpa OT raCTPOMHTEL
AOGcomoTHata My OHoHamuuHOCT € 89%. IlpunoxeHuerc Ha tigg
XpaHCHE ITOHPDKABa MakKCHMyMa M 3a0aBs BpEMETO 3a JOCTU
mIa3MeHa KOHUCHTpan|s, Ho 0¢3 npoMsaHa B o01I0TO abcopbupg
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Pasnpeoenenue
ObeMbT Ha pasnperencHe e npumOnuamrenso 1 L/kg. Cebp3BaHeTo ¢ ILIazMeHH
IPOTCHHH € oKoNno 96%.

buompanchopmanus/Enumunupane

IIpn xopa, tiagabine ce MeTaboIH3Hpa OCHOBHO 4pe3 eH3uMHaTa cucreMa Ha CYP3A
B YepHUs apod.

Hama noxaszarencTsa, 4e tiagabine ungymupa mwim uaxubupa CYPP450.

Ilpy egHOBpEeMEHHO MPHIOXEHHE, APYrH aHTHCHHJIENTHYHH NEKapcTBa Karto
¢ennTOUH, KapbaMazenuH, peHoOapOHTaI W NPUMHUIOH, [IOBHINABAT YEPHOAPOOHHS
KJIMPBHC Ha tlagabine,

[Ipp KoMOHHanwd ¢ TE3U NEKAPCTBA, IIa3MEHHAT HONYXHBOT HA tragabine, Ko#To
HOpMaIHO € 7 — 9 4aca, ce moHMKaBa 210 2 — 3 gaca.

Ilo-Manko ot 1% ce ekcKkpeTupa HelNpoMeHEH B YpHHaTa, a 14% ce eKckperupa moj
¢opmara Ha nBa 5-0Kco-THOJICH H3oMepa. OcTaHamara 4YacT €€ €KCKpeTHpa MOJ
¢dopmaTra Ha MerabouTH BBHB (dexamuuTe. He ca waeHTHQHUUpaHd aKTUBHH
MeTabOMUTI HA JICKApPCTBOTO.

Yepnoopobna nedocmanrvuriocm

[IpoyuyBaHe NpH MAIMEHTH C JIEKa 0 CPEOHO YBpEAcHa 4YEepHOApoOHA (YHKIHA €
mokazano 50% mopuilleHHe Ha MaKCHMATHATA TIa3MeHa KOHIIEHTpallua Ha tiagabine
70% yBenuueHue Ha maomra moj kKpuBara (AUC). BpeMeTo Ha HONYXHBOT Ha
tlagabine ce yappKaBa B 3aBHUCHMOCT OT CTEIICHTA Ha YBpEXKJaHE Ha dYepHoaApoOHaTa
byrKius. [lanueHTH ¢ TEXKO yBpeXane Ha dyepHoapobHaTa ¢yHKIHS, odade, He ca
BKJIFOUCHH B M3cNeABAHETO (BHXK T. 4.3., [IpoTHBONIOKA3aHMA).

Jlo3uporkarta Ha tiagabine TpsOBa J1a ce KOpUTrHpa IpH MMAMEHTH C JIEKO A0 YMEPEHO
yBpeXKIaHe Ha uepHoapoOHata ¢pyuxkuus (Bk Touka 4.2., Jlo3MpOBKa H HA4YHH HA
IIPUTOKECHHE ).

3.3. IlpeaxkaMHMYAN JaHHH 32 0€30MACHOCT
IIpOABIKUTENHO OPOVUBAHE 33 KaHICPOTCHHOCT TIpW IUIBXOBE, IIOKa3Ba JICKO
[MOBHINABAHE YECTOTATA Ha CJIYYAWTE C XelaToLENyJapHH aJeHOMH [pPHU XKEHCKHUTE
XXMBOTHHA BBB BHCOKH n03H (200 mg/kg). JIekapcTBOTO HE IPOSABIBa T€HOTOKCHYHHA
e(heKTH.
KIHHAYHOTO 3HAaYCHUE HA TE3H aHOMAIHH € HEU3BECTHO.

6. PAPMAIEBTHYHHU CBONMCTBA

6.1. CnuchbK HA NOMOIIHHATE BEIECTBA
Tab1eTka:
MukpokpHacTanga uenyiosa (E460) (Cellulose, microcrystalline)
AckopbuHoBa kuceymmHa (E300) (Ascorbic acid)
JlakTosa, 6e3soana (Lactose, anhydrous)
[IpexxenarnHuznpado napesnaro HUIICCTE (Starch, pregelatimised (maize
Kpoconoruaon (Crospovidone)
CununueB auokcu;l, KonoazaeH oe3soen (E551) (Silica, colloidal antfydr
Xunporenupano pacturenno Macio (Type I) (Hydrogenated vegetalylgX
CteapuroBa KucelnHHa (Stearic acid)
Marue3sues cteapaTr (Magnesium stearate)
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OuIMOBO NOKPUTHEL:

XunpoMmeosa (Hypromellose)

Xunapokcunponuanenynosa (E463) (Hydroxypropylcellulose)
Turanos nuoxcun (E171) (Titanium Dioxide)

6.2. PH3HKO-XHMHYHH HECHBMECTHMOCTH
He ca u3sBecTuH

6.3. Cpok Ha rogHoct
3 roauHA

6.4. CrienHaJIHM YCJI0BHSA HA CbXpaHeHHE

Ta He ce oxnaxaa (Mexay 2° C u 8° C) niu 3aMpa3sBa.
Jla ce ChXpaHsBa B OPUTHHAIHATA OMTAKOBKA.

6.5. CberaB M chbaABLPKAHHE HA OIIAKOBKATA
benu nonueTuneHOBM IMINEHLA C TIOJIMIIPONHIICHOBA Kalayka Ha BUHT; 00e30naceHu
3a JAcua. BcesKo IMMIOEHIE CBABPKA CHAbPXKA IOJMHIIPONHIEHOB KOHTEHHED C
eKCHKaTopeH aredr, OnaxkoBkute chabpkat 50 mm 100 tabnerke.

6.6. HaynH Ha NpHIOKEHNE HA JICKAPCTBEHHSA NPOAYKT
Hsma cnienqdainy NpenopbKH.

7. IMe 1 aapec Ha NPUTEXKATEIS H2 paspellieHHETOo 3a yiIoTpeta
Torrex Chiesi Pharma GmbH,
Gonzagagasse 16/16, A-1010 Vienna

ABCTpHA

8. Perucrpanuonen HomMep:
20000033

9. Jara Ha MLPBO pa3peieHHe 3a ynoTpeda HJIH MOJHOBABAHE HA PAIPENICHHUETO 3a

ynorpeda
26.07. 2005 r.

10. laTa Ha akTyaJn3anuga HA TEKCTA
HexemBpH, 2007 r.




