KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

1. TBPTOBCKO HBAMMEHOBAHUE HA JJEKAPCTBEHHA ITPEIIAPAT

Nolvadex
Homnmsanexc

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

Tamoxifen Citrate Ph. Eur. 15.2 mg (exsuBanenten #a 10 mg tamoxifen).

3a MOMONIEH BeIecTsa By paszen 6.1. MUHWCTEPCTBO HA 3EPABEONASBARETC

Mpnapziakie Kbl

3. JEKAPCTBEHA ®OPMA nasnemenne sz ynovpebate sl 9.&;03‘ M. 0505} -

Tabnerka. b 74 / 38.00.06 W
4. KA TAHHA

4.1. TepaneBTHIHH HOKA3AHUS
Honsanekc € moKa3aH 3a Ne9cHNES Ha KapOEHOM Ha IbpAaTa.

4.2, o3upoBKa ¥ HAYHH HA TPHI0KEHHE
IIvT Ba BERENNAnE: JIEPOPAJIEH

Bx3pacten

Ilpenoprusanara aHeBHA Ho3a famoxifen ¢ 20 mg. OmmTET ¢ MO-BHCOKH HO3H HE €
HNEMOHCIpHpal NOUBIHWIENHA Toi3a Xaro 3adaBen peOHMB MIH [OBHINCHA
npexuBgeMocT. HsMa chiiecTBeRH FaHEH 32 Nedenne ¢ 30 — 40 mg quesH0, BEIPEKH, Ie
Te3H JO3UMPOBKH Ca H3MON3BAHM IPH HAKOM TAIWeHTKW ¢ HAIPEAHAN CTagui Ha
Oonectra.

IanuenTn B HAIPEIHAJA BH3PACT

Ilonobes pexEM Ha J03MpaHe € NpHIarad HpE IaOHeHTKH ¢ KAPUHHOM HA TBPIaTa B
Hanpensana Bb3pacT, KaTo IpHM HAKOH OT Te3W IAlHCHTH TOBAa € OHIAa eIdHCTBEHaTa
Tepanus.

4.3. llporaBonokasanns

Homsagexc we rtpsbba fa ce mpunara mo BpeMe Ha OpeMeHHOCT. Vima Maimek Opoi
cHOOIMeHHs 33 CIOHTaHNE a00pTH, BpoxeHu Mandopmanus U deTarna cMBPT IPH JKEHH,
geKyBaumu ¢ Honpapekc, BBIpeKH dYe IIPHIAHHO-CIENCTBCHA BpE3K2 HE € Omna
ycrasoBeHa (BX. H paszen 4.6.). S




Homsanexe me 1psbBa ca ce IpHeMa OT HAIWEHTH C H3BECTHA CBPEXYYBCTBHTENHOCT KHM
TIPORYKTA M HIKOE 0T HOMOITHUTE BENIECTRA.

4.4, Coenuansu npefynpexIeHns H cCHeNHaNRE NpeAlazHE MEPKH IpH ynorpeda

ITpu bacT oT KEHHTEe B NpeR MEHONAY3a, IONyJYaBamyd HoJIBajeKc 3a JICYCHHE Ha
KapIHHOM Ha FBpJaTta, C€ IIOTHCKA MEHCTPYALHATA.

ITpu negerme ¢ Homeameke ce cpo0myaBa 3a MOBHINEHA JECTOTA HA PAX HA SHHOMETPHyMa
H M4TOYeH CapxoM (IPEJUMMHO CMECEHH S3IOKadecTBeHH MIONEpOBA TYMODE).
Mexanu3MET Ha BE3HAKBAHETO M € HEH3BECTCH, HO MOXKE OU € CEBP3aH ¢ €CTPOTreHHO
noxobruTe codcTea Ha Hompapmekc. IlanpeHTKHTE, KOMTO NPHEMAT HIMA CA IPHEMANHA
Homnpazeke H 3a TIX ¢a JOKIAIBAHA HECCTECTBCHH IMHEKONOTHIHE CHMIYTOMH, 0COOEH0
BarHHAIHO KEPBEHE, HApyWIEeHWE Ha MCHCTpPyalHWs NHKB], YCEINaHe 334 BardHalga
TeKeCT B OONKH B Ta3a WIIE Hanpe)xeHue TpabBa He3a0aBHO Ja OBIAT Mperieiaym.

Ipu xnuHAYHUTE H3MUTBAHMES, CHel ICYeHye Ha NaMeATKaTa ¢ TAMOKCH(EH IO IOBOL
KapiEHaoOM Ha rbplata, ca HablnofaBaHH HAKOH BTOPHYHE TYMOpPH, HOSBABAINH CE Ha
JpYTH MECTa OCBEH B €HAOMeTpHyMa H Apyrara repaa. He e ycraHOBeHA IPHIHHHO-
cleAcTBeHa Bph3Ka U KIHHAIHOTO 3HAYCHHUE Ha Te3H HaOMIOAeHUS He € SICHO.

Berozern TpoMGoemOonm3sM

e PHCKET OT BEeHO3eH TpoMOoeMOONM3EM Ce € HMOBHIIAN OT ABA AC TPH OBTH IPH
37IpaBH NalfEeHTKH JICKyBany ¢ tamoxifen (Bix pazgen 4.8).

e [lpm m3nmcease na Homeamexc nexapure TpsdBa BHEMATENHO Ja pasmHETBAT 3a
Hammmie Ha ceMeiiHa OOpeMeHeHOCT ¢ BeHO3eH TpoMOoeMOONH3BM. AKO HMa
CEMHEHES 32 IPOTPOMOOTHIEH PHCK, HaNpenTaTe TpAbBa ma O6BAAT CKPHHUpAHH 32
TpomMbopunan (axropu. IlammenTH, YHHATO pPE3yNTaTH Ca NMO3HTHBHE TpiadBa na
O%FaT KOHCYATHPaHA BBE BPB3Ka ¢ TPOMOOTHIHAS DACK. PelmeHUeTo 3a IpHiarane
Ha tamoXxifen NpE Te3d mamEeHTH TpsbBa Za ce chOOpasm ¢ ISINOCTHES PHCK 3a
nanpeHTa. 1Ipy onpenenicHy NanpeHTH ¢IHOBpeMeHHAaTa yroTpebara Ha tamoxifen ¢
npo(hHTaKTHIHA aHTHKOATYIaHTAHA Tepamms Moke Aa Obne onpasaana ( BHX pasgen
4.5).

e PmckeT o BTE ce nosamasa npu Texxa $opMa Ha 3aTIECTIBAHE, ¢ HANpEOBaHe Ha
BB3PacTTa ¥ BCWYKH XpPYrE prickosl (axropn 3a BTE. Pucker 1 nonsure tpadea na
OBIaT B3ETH 07 BHEMAaHEE IIPH gcuyky IAITHEHTH Ipefl JedeHne ¢ tamoxifen. [Ipn
DANAeHTKH ¢ KapliiHOM Ha TBpHAT2 DHCKFT € IOBHMEH H 0T CEOERTCTBANA
xXrMuoTepankd (BIK pasaeln 4.5). IlponsinkaTenta aHTAKOAryIaHTHA HPOQUIaKTHKA
MOXe Ja ObAc OHpaBlaHa 3a HAKOH LANMEHTKH, KOHTO Ca C MHOXKECTBO PHCKOBH
thaxTopu 3a BTE.

e Omnepanua B obe3fBmKBage: NedeHHeTO ¢ tamoxifen Tpadea na 6bae HpeycTaHOBEHO
camMo aKko PHCKBT OT tamoxifen wWHmymmpara Tpom003a siCHO HajIXBEPIA PHCKA OF
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TepamHs 32 Npo(HIAKTAKA Ha TpoOMO3a, KOSTO Ja BKIFOYBA KOMIPECHBHE JOpaIH
uo BpeMe Ha OONHMYHES HpecTolf, HO BR3MOXKHOCT DPAHHO pa3gBENBAHE M
AHTUKOAryHAaHTHO IEYCHHE.

e Axo ce Babmogasa BTE, tamoxifen tps6Ba na Obae me3abaBHO NpeyCTAHOBEH M Aa
Ce IpeAlpHeMe NOIXOAAMO aHTHTPOMOOTHYIHO jeuenre. Pemennero fa ce NogEOBH
TepamuATa ¢ tamoxifen Tp#6Ba na ce B3eMe cIeX ONCHKA HA LSIOCTHES DHCK 32
naguenra. IIpr ompeneneHnH Han@eHTH € ONpaBAaHO NPONBDKABAMQ JIEUCHHE C
tamoxifen ¥ xpofEDKHETENHA IpodunakTaxa ya BTE.

¢ Bcepuku manmenTd TpaOBa fa ObAaT HOCHBETBAHE I@ CE CBBPKAT ¢ JEKYBAIDES CH
nexap, ako 3abenexar cmmuromu Ha BTE.

4.5. BzanmvopelcTBHA ¢ HPYrd JIeKAPCTBEHH NPOAYKTH H Apyrd ¢oOpMH Ha
B3aHEMoneicTBHE

Korato Homeanexc ce mnpunara B KoMOHHaUus ¢ KyMapHHOBH AHTHKOaryJNaHTH,
AHTHKOAryNaHTHOTO OeHcTBHEe MOXe Ja C€ 3aCHIH 3HAUHTENHO. lIpH eTHOBpeMeHHA
ymorpefa Ha TaKkWBa IIpENapard ce IperophbuBa BHUMATICHHO HaOIIOJNEHHE Ha
TIAUHEHTKUTE.

Koraro Homsagexc ce m3monssa B KOMOHHANMS C IUTOTOKCHYHY areHTH, CHIIECTBYBA
IOBHINEH PHCK OT BB3HUKBaHE Ha TpomMOoeMOonmTHI HEIUACHTH (Bx. B paznen 4.8).

Te# karo Homeazmexc ce Mmeraboimzmpa or mutoxpoM P450 3A4, meobxopumo e
BHAMaHUe, KOTaTo TOH ce NpHilara eIHOBPEMEHHO C JIEKApCTBa KaTo pHGaMINIHH, 32
KOHTO C& 3Hae, 4e HHAYNHpPaT TO3H CH3MM M HUBaTa Ha TaMOKCH(EH Ce HOHHKaBAr.
KomemgroTo 3Ha9eHNe Ha TORA HOHKHXEHHE HE € H3CHSHBAHO.

4.6. BpemennocT # KbpMeHe

bpemenroct: Homeaneke He TpsOBa ia ce mpunara no BpeMe Ha OpemeHHOCT. ViMa Mamsk
Opoi#i croOmeHHns 3a CHOHTaHHH ab0pTH, BPoNEeHH Mau(opManuy B (eTanHa CMEPT IpH
XeHH, neKypanu ¢ HonBanekc, BRIpexH ge He € Ouna ycTaHOBeHa NpHYMHEO-CIEICTBEHA
BDPE3KA.

PellpomyKkTHBHNTE TOKCHKOIOIMYHEHA W3CIIeABAHAS IPH ILTbXOBE, 3aliE # MalMyHH He ca
TIOKa3aJid T€PATOTeHEH MOTEHIHAN.

Ilpa mMonemipade Ha Pa3BATHETO Ha (ETANHMA DENPOAYKTHBEH TPAaKT BEPXY IpH3a4YH,
IpAiarageTo HA TaMOKCH(EH & CBEp3Ba C TPOMEHW, HoNOOHH HA NPOMEHHTE,
IPHIBEEHA OT CCTPaHOlN, eTHHUIECTPanuol, KiloMaber B areTHicrandecTpon (DES).
Brupexn 9e KNPHAYHOTO 3HAYCHHE Ha TE3H NPOMEHH € HEH3BECTHO, HAKOH OT TiX,
oco0eHO BargHANHATA aJigHO3a, ca IONOOHA HAa NpOMEHHTE, HaGIHOZABAHH B MIANU
WEHH, KOHTO ca OWmE u3noxenn Ha neficrerero Ha DES in utero H 1py KOATO MMa pHCK
1: 1000 ot pasertHE Ha CBETHOKICTEYCH KapiHHOM HA BIATAUIIETO ¥WIH HA FHKaTa Ha
markara. CamMo Manpx Opoli OpeMeHHH JkeHH ca Ox A3NOXKEeHy-Ha AEHCTBHETO Ha
o - e
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Tamoxcuder. He ce cpobimana 3a mocnenpama BaruHanHa aneHo3a MK CBeTIOKIETRYeH
KapiEHOM HA BIIATANHINETO UITH Ha IMMHAKATa HAa MArkaTa [IPH MIIATH JKeH¥, KOHTO ca
Omm H30XEHY in utero Ba JeifcTBHETO HA TaMOKcHpeH.

Xenute TpaOBa Aa ce CHBETRAT Ja He 3a0peMeHsBaT NoKato ymotpebasar Hommsanexc n
aK0 Ca CEKCYANHO AKTHBHM, TpgOBa [a M3T0N3BAT OapHEepHM MM APYrH HEXOPMOHATHH
KORTpanentasen MeTofd. IlanpmenTknte B mpenMeHomayza Tpabsa Xa ce HperiekKHaT
BHHMATENHO, 3a Ja ce u3Kmouu OpeMenHOCT. TpabBa Jla ce IpeleHsABa NOTCHIIHAIHNES
PHCK 32 INI0Za, aKo JXKeHuTe 3a0pemenesT gokaro ymorpebasar Homneanexe wmm o mpa
Mecena CIe/ IPEKPATIBaHe Ba JICICHAETO.

Krpmepe: He e u3pecTtHO fam HomBageKc ce eKCKpeTHpa B KBPMATA M IOPAIy TOBA HE
ce HpenophYBa yrnoTpebara Ha npenapara 0 BpeMe Ha KbpMeHe. [Ipu pemmasane famm qa
C€ NPEKhCHE KBPMESHETO MM Ja ce IpeycTaHoBH neueHneTo ¢ Hompaneke TpsOBa ma ce
B3eMe TPEABU 3HAUCHHAECTO HA IIpenapara 3a Maiikara.

4.7. EdexT BEPXY cnoco0R0OCTTA 32 IOPHpaHe H padoTa ¢ Manmun
Hmva nansm, 9e HonmBagexe BomE 1o HapymeHHe Ha Te3H JeHHOCTH.
4.8. Hexenann peaxiiu

HesxenanwTe peakiigy MOTAT Ha ce KIACHQHIHpPAT HIIH KaTO Peakiyy, NLIDKAIE ce Ha
$apMaKkonOIHIHOTO NEHCTBHE HAa JIEKApCTBOTO, HAUp. TOPEUld BBIHH, BarWHANHO
KbDBEHE, BATHHAIIHO TE€UcHHE, cEpOexk Ha ByNBaTa M 3aCHNBAHE Ha IPOSBETE HA TYMODa
HIE Xaro T0-00IMM HeXelaH# peaKiiiH, HAlp. CTOMAIHO-YpPEBHA HEMOHOCHMOCT,
riaBoOoue, IIapo3aMaiiBaHe u MOHSKOTa 3aIphKKa Ha TEUHOCTH H aOIeIis.

Korato Te3n HEXEHNAHH PEaKUEH ca TEXKH, MOXe OH IIe MOFarT Aa ce KOHTPOMHpPAT
IIPOCTO 9pe3 HaMaNndBaHe Ha no3ata (A0 He no-mManko ot 20 mg Ha AeH), 63 Ja ce 3arybu
KOHTPOI Haf 3a00issanero. AKO HE)XEIAHUTE PEaKIHA He OTIIyMST CHEX NpPeAIpHETHTE
MEpKH, MOXE JIa C€ HAIOXKH CIIHpaHe Ha JIEYeHHeTo.

Uva cpoOmesud 3a KOXHE OOpDHBH BKIHOYBANY K3ONHpAHE CIydad Ha EpHTEMa
mynradopme, cuaapoma Ha CtupbHC-/KOHCEHH, Oyno3eH neMduryc ¥ penxy peakiuy Ha
CBPBXYYBCTBHTENHEOCT BIIIOYBANH aHTHOSHEM.

Marpk 6p0ﬁ IIaHCHTKH C KOCTHH METAacTa3E pasBHBAT XHICPKA/OIHCMES IIPH 3ali0odBane
Ha JeICHBCTO.

IIpr nammenTIM, ynorpeOssanm HomBazeke 3a cdeHWe Ha KapIHHOM Ha THPAATR,

HabInofaBaHo HaMalleHHe Ha Opos na TpoMmOonuTaTe, o0nkHOBeHO KO 80 000 - 90 000 Ha

MMS, a IOHAKOTa H noBeye.




Ilpu nanwenTxd, Nexysany ¢ Homsageke, ce OMHUCBAT HAKOM HAPYIICHHS HA 3pEHHETO,
BKJHOYHTENHO PEfKH CHOOINEHHS 3a NPOMEHH B KODHEATa, KaTapakTH M PeTHHOHATHS.
HimMa cpobinenrs 3a HOBHINGHA 9ECTOTA Ha KaTapaKTa BBEB BPH3KA ¢ NPHIAraHeTo Ha
Homsagexc,

ViMa cpoOmeHHs 3a MaTOYHM MHOMH, CHIOMETpHO3a H JpYyrd TPOMEHH Ha
€HAOMETPHYMA, BKINOYHTEHO JIONHITH H XHISPIIA3HS.

Tlomaxora c¢e HaGmomapaT KHCTO3HH OBapHATHE o00pasyBaHHS 6OpH JKeHH B
IIpeAMEHOIIay3a, nonydapamy Homsaneke.

HopuimeHa gecToTa Ha paKk Ha eHIOMETPHYMAa H MaroueH capkoM (IPEeRHMHO CMECEHH
370Ka9ecTBeHr MioIepoBH TyMOpH) € O1iTa cBpp3ana ¢ JegcHueTo ¢ Holmazexce.

Cnen npunoxenne Ha HomBagexc e OmHia HaOmojaBaHa JIEBKOIECHMSI, HNOHIKOTA BLB
BpB3KAa ¢ aHeMHs W/mmH TpoMOonuTomeHus. B peaxm ciuyyaw ce chobmara 3a
HEYTPOIICHHS, KATO IOHAKOTa T3 MOXe 7a OB/e TeKKa.

VimMa pmamHmM 3a IOBHIIEHA YECTOTA Ha TPOMOOEMOONHYHH CBOHTHS, BKIIOUHTEIHO
Tpombo3a Ha IpI0OKHTe BeHH u Oenmonpober eMOONH3BM HO BpEMe Ha JIC9EHHE C
Homsanexe (Bui Paszen 4.3, 4.4 m 4.5). Koraro Honeageke ce ¥3non3sa B KOMOMHAIHT C
LIMTOTOKCUYHH areHTH, CBIIECTBYBA NOBHINEH PHCK OT BE3HHKBaEE Ha
TpoMGoeMOONIHY HHITEOEHTH.

Mpxoro psaxo aMa ch00IMenys 3a CIyYad Ha HHTCPCTHIHATCH ITHEBMOHHT.

Hpunoxenrero Ba Hompaneke ce CBEP3Ba ¢ IPOMEHHE B UePHOAPOOHNITE CHIAMHE B PAIKO
C pemdna IO-TEXKE YEepHONpOOHH BapyWeHHs, BKHOYHTENTHO MAacTHA JercHepailusd,
XOHeCcTas3a i XenaraT.

Pamgxo moBumieAMe Ha HHBATA HA CEDYMHHTE TPHUTIHNEDHIH, B HAKOH CIyd9ad C
TAHKPEaTHT, MOXXE Jia ce CBBpiKe ¢ ynorpedata Ha Homsanexe.

4.9. lipenosnpane

TeopeTHEuHO, MOXE fia C& 09aKBa, 9¢ IIPH NPEO3Hpase Ie Ce 3aCHIST rOpecOMEeHATHTE
aHTHECTPOTeHHE HEe)KelaHH peaxiiy. HaOmojeHWs DpH KMBOTHU TOKAa3BaT, de MHOIO
TexKo mpexposmpare (100-200 nerE Han DpenoOpHYBAHMIE MHEBHH NO3H) MOXKE Jia
TPEAH3BHKA €CTPOTEHHH S(EKTH.

¥ivma crobmenns B smreparypara, de Nolvadex npuemar wHan obmdalinata nosa e
BB3MOXKHO 72 foBeOe No yeemddasane Ha QT uuTepsana sa EKT'.

Hsova coemmduued agTHHOT OpH HOPENO3HMpaHe H JiedeHHeTo TpaGea na Obhe
CHMITTOMATHIHO.




5. PAPMAKOJIOI'AYHH CBOMCTBA
5.1. ®apmaxogaRaAMHYHE CBOICTB2
@apMaKOIOrH9HA TPyIa: aHTH-€CTPOTEHH ATC xoz: LO2BA 01

HomBaznexe e HECTEPOHHO JIEKapcTBO, Ha 6a3ara Ha Tpu()CHHIETHIIEH, KOSTO IOKAa3Bsa
CIIO}KEH CIEKTHP OT (hapMakoNorngny e(exty Ha aHTAarOHHUCT U MOAOOMEe Ha aTOHHCT Ha
€CTpOTeHa B pasiuIHuTe ThKann. IIpu nanmreHTKHTE ¢ pak Ha I'Epfiata Ha TYMOPHO HHBO
TaMokcudeHn melicTBa IPeMHO Kar0 ANTHECTPOICH KaTo IpPeJOTBPATIBA CBHP3BAHETO
Ha eCTPOreHa ¢ ecTporeHoBuTe penenropy. Komermgnute usnuteanus 00ade ca Iokasama
H3BECTHA II0N32 MPH €CTPOTEH-OTPULATENHH TYMODH, KOSTO MOXE fa IOKa3Ba APYTH
MeXaHW3MHA Ha fclicTBHE. B KIWHAYHH YCNOBHA ¢ HaMepeHO, Ue NPHICKEHMET0 Ha
TaMOKcH(eH BOJE MO HaMmanspage Ha OOIIME XoNecTepol B KpHBTa H HA
JUNONPOTEHHHWTE C HHCKA IUIBTHOCT OT mopsabkka Ha 10-20% nppm xemw B
mocTMeHOmay3a. OcBeH TOBa MMa CHODINEHHS, Y& TAMOKCHQEH HOITHPIXa MMBEPaIHATA
MIBTHOCT HAa KOCTHTE IIPH JKEHH B IIOCTMEHOIIAY34.

5.2. ®apMaKoKHHETHYIHE CBOiicTBa

Cnen opammo mpmnoxerwme Hompanexc ce pesopbupa OBp30, Karo MaKCHMATHHTE
CepYMHH KOHIEHTpaUudH Ce NOCTHrarT cnefl 4-7 daca. PaBHOBECHUTE KOHTEHTpAmHK
(oxomo 300 mr/mMn) ce mocTHTaT CIeN 9YETHPH CceAMHuUHO Nedenwe ¢ 40 Mr JHEBHO.
JlekapcTBoTO Ce CBBp3BAa BEB BHCOKA CTEHCGH CBC CEPYMHHS anbymun (> 99%).
Merabomusupa ce Tpe3 XHAPOKCHIWpaHe, NEMETHIWpaHe B KOHIOTAHHS, Karo ce
HOJNiy49aBaT HAKOIKO MerabomuTa, KOHTO HMAT cpofeH (apMaxolormee npodmHm ¢
B3XONHOTO CHENHHEHHE H IO TO3H HAYAH JONPHHACAT 32 TEpalleBTHUHHST e(eKT.
Exckpenuara ce H3BLpIIBa IpeflMMHO C (QeKkalRATe ¥ ENEMHHANWOHEH IIONY-)XHMBOT,
H39HCACH 3a caMusd HOpelapaTt, © HpHONH3UTENHO CefjeM JHH, NOKATO TO3H Ha N-
Ze3MeTHNTaMOKcu(eHa, OCHOBHHS ITAPKYIIHPAIT MeTaboNaT, € 14 mum.

5.3. lIpeaxkiaamany (auHy 3a 6€30aCH0CT

Tamoxcu(pernsr He ¢ OMiI MyTarcHeH IPH peNAlla TECTOBE 3a MYTareHHOCT in vitro u in
vivo. TamokcrbeRET € 6UN reHOTOKCHYEH MIPH HAKOH TECTOBE 3a FeHOTOKCHUHOCT BEPXY
rpusaqe in vitro 1 in vivo. Ilpy DpomBIDKATENHO MPHNOKEHHE ce CHOOMaBa 3a TyMopH
H& TOHAJHTE NpPH MHIIKA H YepHOAPOOHU TYMOpPH NIpPH IUTBXOBE, IONyYaBAIH
TamokcH(peH. KITHENIHOTO 3HaYeHIe Ha Te3H HAXOIKH He € H3BECTHO.

TamokcH(er e TeKapcTBO, IPH KOETO € MONy4eH MUPOK KIHHWIeH orwT. CHOTBeTHATA

HAQOpMAalHs 3a OpPEIUECBAIIEA Jekap € JadeHa Ha Jpyro Mscro B Kparkara
XapaKTepHCTUKA Ha NMPoxyKra (pasaen 4.6).

6. ®PAPMAIEBTIYHN TAHAH




6.1. CHHECHLK Ha NOMOXHATE BEINECTBA
Croscarmellose Sodiuvm USNF

Gelatin BP

Lactose Ph. Eur

Macrogol 300 B.P.

Magnesium Stearate Ph. Eur

Maize Starch Ph. Eur.
Methylhydroxypropylcelulose USP
Titanium Dioxide Ph. Eur. (E171)

6.2. HecbBMeCTAMOCTH

He ca m3ecTnn.

6.3. Cpox Ha rogaoct

5 TOOHHH.

6.4. Coenmanug npefnazHu MEPKY NPH ChXPAHEHHE

Jia ce cexpanasa npu nog 30°C.
Jla ce cpxpanspa B OpATAHAIHATA OIIAKOBKA.

6.5. /lannHA 32 0NaKOBKATA

Anymunrersn 6imacrepr o 10 tabnerxu m BTOpHYIHA OHAKOBKA, chIBpXama 30 xwmm 50
Tabnerku. OnaxosruTe oT 50 TabneTkw ce TpaHCHOPTHPAT HO 5 Opost YBUTH B merodan
(250 Tabxerxm).

6.6. Yra3zanusd 3a ynorpe6a / paGora ¢ npenapata

Ja ce ynotpe0ssa cliopes yKa3aHusTa Ha NPSIACBAITES JIEKap.

7. IPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA

AstraZeneca UK Limited,

600 Capability Green,

Luton, LU1 3LU, UK

8. HOMEP HA PASPEINIEHHAETO 3A YIIOTPEBA

20000509




9. JATA HA IbPBO PA3PEIIEHHE 3A YIIOTPEBA/TIOOHOBSABAHE HA
PABPEINIEHUETO

2000-08-15

10. DATA HA AKTYAJIM3HUPAHE HA TEKCTA
2005-01-14



