XOJIECTA 10 mg; 20 mg v 40 mg punmupany tabaetu
Moayn 1.3.1.1 Kparka xapaxrepuctuka Ha mpoaykTa

KPATKA XAPAKTEPUCTHKA HA ITIPOJAYKTA

1. WME HA JJEKAPCTBEHHS NPOJYKT

| NAIJI
XOJECTA 10 mg punmupanu rabneru | OOOBPEHO!

XOJIECTA 20 mg dbunmupanu tabnetu {49/ (540 0F
XOHECTA 40 mg (bHHMHpaHH TElﬁJIETH MTKET’"R% ...... ./ ......

2. KOJHMYECTBEH U KAYECTBEH CBHCTAB

Besika Tabnera ceabpxa 10 mg, 20 mg wiu 40 mg simvastatin.

Bux 6.1. 32 TOMOLIIHHUTE BelleCTBa B ChCTABA.

3. JEKAPCTBEHA ®OPMA

¥ dunmupanu TabrneTku

Kpbrim, 1BOHHO-U3IIBKHAH PO30BO-YEPBEHH (PHIMHPaHK TaGNIETKH C pa3Ae/UTENHA THHHS OT
elHaTa CTpaHa.

4, K/IHAHUYHHN JAHHHU

4.1 TepaneBTHYHM NTOKAZAHHS

o Xunepxoaecmeponemun
JleyeHne Ha IbPBHYHA XUIIEPXOJICCTEPONIEMHUS MK CMECeHa UCITUITHAEMHS KaTO NOIbIIHEHHE KBM

AUETHYHUS PEXHM B CIIy4aUTe, KOTATO AMETATA U APYrO HEJIEKAPCTBEHO JICUCHHE He 1aBar
OYaKBAHUTE PE3YIITATH.

JleueHne Ha XOMO3HIOTHA PaMUITHA XUTIEPXOJIECTEPOIEMHS KATO JOMbIHEHUE KbM IUETHYHUS

PCXKUM H APYI'O JICUCHHC, IIOHHXABAIIO THITUACMHUATA, KAKTO U B CIIY4YaUTE, KOraTO TAKOBA JIeUeHHUE
HEC € ITOAXOIALIIO.

e Ilpesenyun na copoetHO-CHO06U YCAONHCHEHUR
3a moHmKaBaHe Ha 3300JIEBAEMOCTTA H CMBPTHOCTTA OT ChPAEYHO-CHOBH YCIOXKHEHHS NPH
MAHEHTH ¢ MAHA(ECTHA aTEPOCKIEPOTHYHA CHPJACYHO-CHI0BA OONIECT MM 3aXapeH Auaber ¢
HOpMaJiHH, KAKTO U C MOBUIIEHH HUBA Ha XOJIECTEPOJI KAaTO HAYMH 32 HAMAJIIBAHE HA PHCKOBUTE
(paKTOpH ¥ KaTo JONBIIHEHHUE KbM ApYyra KapAHOIPOTEKTHBHA TEPAMHUSL.

4.2 Jlo3upoBKAa U HAYUH HA NIPHJICKEHHE

Xunepxonecmepoaemun
[TanmenTuTe TpabBa Aa cMa3BaT CTaHIapTEH, TOHKWXKABAII] XONECTED
Ha3HayaBaHeTO Ha X0J1eCTa ¥ 1a MPOABIDKABAT JIa C€ TIPHIBPKAT KEHN
aeuyeHueTo. Ilpenoprunrennara craprosa no3a ¢ 10-20 mg JIHeBHd i

-l

no3a. [lanueHTH, KOUTO Ce HYXIAAT OT 3HAYUTESIHO PEAYLIUPAHE Hﬁ EDL—}:ﬁnec‘t‘epqﬂa OBEYE OT
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XONECTA 10 mg; 20 mg u 40 mg prunmupanu tadbnetu
Monyn 1.3.1.1 Kparka xapakTepucTHka Ha npofykTa

45%) morar na 3anoynar ¢ 20-40 mg 1HeBHO, IpHETH €OHOKpaTHO BeYep. Kopexiiuy Ha noszata
MOFaT Ja C¢ NpaBAT HA UHTEPBAIH OT 4 CEAMUITY HITH ITO-IhJITCH.
XOMO3HUTOTHA (PAMHITHA XMIIEPXOJIECTEPOIEMHS

HpenopbunTeaara j03a 3a NAUUEHTH C XOMO3UTOTHa haMuIHa XUIIEpXonecTeponemus e 40 mg

aneBHo Beuep Xonecta win 80 mg IHeBHO, pasaeneHy Ha 3 pueMa, KakTo Cle/IBa: HBPBH [IPHEM
3a aensd 20 mg, BTOpH npHeM - 20 mg U BeyepHa 1032 - 40 mg.

IIpeeenyun Ha CopOeUHO-CHO0BU YCNONCHEHUA

HpH nmanMeHTH ¢ BUCOK PHCK Ha KOpoHapHa Gonect (¢ wiK 6e3 xunepaunuaeMns) o6MyaiiHaTa 1o3a
Xonecta € 20 10 40 mg nHeBHO Beuep. JlekapCcTBEHATA TEPANUA MOXKE Ja 3aOYHE €THOBPEMEHHO C
MOAXOAL AUETUYECH PEXHM B CHOTBETHH (PM3HYECKH YIIPAKHEHHUS.

[Ipy HeOOX0AUMOCT H03aTa MOXKE 1A C€ KOpErupa.

[o3upane npu nayuenmu, npuemawiu nuayun, Gubpamu uru YUKIOCNOPUN

[Ipn maueHTH, MpueMally HHAUKH, GubpaTH WM HUKIOCTIOPHH €AHOBPEMHHO ¢ X0JIECTA,
TCpanuATa 3al04Ba ¢ 5 mg JHEBHO U He OuBa 1a npesumana 10 mg XosnecTa THEBHO.
Jo3upane npu nayuenmu, npueMawiu amMuo0apon uii 6epanamu

[Ipu naiMeHTH, IpHeMAaIlld aMHOAPOH HITH BepallaMuIl eTHOBpeMeHHO ¢ XonecTa, Ao3aTta Xonecra
He OuBa jma HagBumaga 20 mg qHeBHO.

Hozupane npu nayuenmu ¢ 6vbpeyna HedocmanrvuHocm

He ca HeoOX0{IMMU KOPEKIIMH Ha fo3aTa MPH MAllMeHTH ¢ JIeKa A0 cpensa 6p0peyna
HEIOCTATHYHOCT, ThH KaT0 CUMBACTATHH HE C€ EKCKpeTHpa Ipe3 6u0penuTe. Bee nak npu
MMalHeHTH ¢ TeXKa ObOpeYHa HEAOCTATBYHOCT (KpeaTHHHHOB KIUpPBHC <30 ml/min) e HeoOX0aAMMO

BHUMaHMe. 1aKHBa MallHEHTH TpAOBA 1a 3aIl0YHAaT JIEYEHHE ¢ 5 mg JHEBHO U 1a ObIaT BHUMATEIHO
Ha0.TI0JaBaHU.

Ipunoxcenue npu oeua u noopacmeawu

XonecTa HE ce penopbYBa Npy nanuedTn mox 18-roxumya Bs3pacT, Thil KaTo HEroeara
0e30macHOCT U €)EKTHBHOCT HE Ca YCTAHOBEHH IIPH TaKaBa Ipyiia.

4.3 IlpoTuBonokaszauus

CBpBX4YBCTBUTEIIHOCT KBM CUMBACTAaTHH UIIH KbM BCIKO €THO OT IIOMOIITHUTE BENIECTRA.
AKTHBHY YepHOAPOOHY 3a00/1ABaHUA WIH CHCTOSHUS C IOBHIIIEHH HUBA HA YEPHOAPOOHUTE

€H3UMH (HEOOSCHUMO MEPCUCTHPAILO MOBHLICHHE HA CEPYMHUTE TPAHCAMUHA3ZH).
bpeMeHHOCT ¥ KEPMEHE.

4.4 CpneunanH OpexynpexNeHUs U NpeaAna3Hy MepKHE NpPH ynorpeda

CumBacTaTiH, 10100HO Ha ApYrH HEXHOHTOpK Ha HMG-CoA (3-xuapokcu-3-MeTuarnyrapui-
KOEH3UM A) penyKTasara, MOXe MOHSAKOra Ja NpeIu3BHKa MUOIIATHS, KOSTO CE U3Pa3siBa ¢
MYCKYSTHU OO0JIKH, OOJIE3HEHOCT HITH caboCT KaTo HEBOTO HA KPEATUHHH KHHA3aTa MOXKE JIa
JIOCTHTHE JECETKPaTHO MOBHIIEHHE Hajl HopMaTa. MuomnaTusTa moHsIKoTa MOXe 14 IpUEME
dopmara nHa padnomuonuza ¢ Uik 6e3 octpa 6LOpevYHa HEAOCTATHYHOCT B PE3Y/ITAT HA
MHOTIIOOMHYPHS U MHOT'O PSAIKO MOXE J1a C€ CTHIHE 10 CMBPTEH M3X0A. BUCOKH CTOMHOCTH HA
uaxubunng Ha HMG-CoA penykrasara yBennuaBaT pucka OT MHOIIATHS.
Bcpuxky manyeHTH, 3armo4YBaliy JICUEHHE ChC CHMBACTATHH, BKIHOUMTEIHO U TE3U, Ha KOUTO Ce
yBEJIM4aBa 03aTa CHMBACTATHH, TpsAbBa Ja 6baaT NpeaynpekaaBaly 3a pHCKa OT MUOITATHS U Jia
ce HHCTPYKTHpAT Ja CholilaBaT HaBpeMe 32 BCAKAKBH HEOUAKBAHH 00IKH, YYBCTBUTEIHOCT HIIH
ciaboCT Ha MYCKYJIUTE. T
[TauMeHTHTE ¢ MPEUCIIO3UPALIH HAKTOPH 3a PaGAOMUOIIM3A TPAOBa JH ¢ DAL
¢ Ga30BH €10

xiabiroaa:
BHUMATENHO. [Ipeau 3anouBaHe Ha seyeHHe ¢ XoecTa € HeoOxo/ aﬁaéeﬁgé“ﬁ 769 WHBOTO Ha
KpeaTHH KWHa3a B CIIe/IHUTE CIyuau, 3a Ja Ce YCTAHOBAT pedepenffHaTé 633081 ¢roVd
HanpenHasia Be3pact (Han 70 roavan), 6s0peuna HeIOCTATHYHOCH, A

.
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XOJIECTA 10 mg; 20 mg 4 40 mg dunamupanu Tabnety
Monyn 1.3.1.1 Kparka xapaxTepucrynka Ha NpORyKTa

0OPEMEHEHOCT 32 HACNENCTBEHH MYCKYHH 3a60NsABaHuS, IPeIX0KIALIA UCTOPHA 34 IIpOsBa HA
MYCKYJIHA TOKCHYHOCT NIPH NIPUEM HA CTATHHM MM GUOpaTH, aIKOXO0JIHA 3aBUCHMOCT. B TakuBa
CITyan pUCKBT OT JICYCHHETO TPAOBA [a Ce MPELEHU 10 OTHOIEHHE HAa 0YaKBaHATA I10J132 KAaTO ce
NPENopbYBa KIIHHHYHO HaOMOIeHHE. AKO NAMEHTHLT CHOOMUIABA 32 MIPEAX0MIAILIO MYCKYJIHO
Pa3CTPOMCTBO NPH NPHEM Ha CTATHHH WM PHOpaTH, TeYeHHETO ce 3aTI09Ba NPH H3KITIOUHTETHO
BHUMaHHC. AKO 0a30BUTE HHBA HA KpeaTHH KHHA3aTa ¢a 3HAYMTEIHO TIOBHIIEHH, He GHBA Ja ce
3a104Ba JICYCHHE.

AKO B X0/a Ha JICUeHUE CHC CUMBACTATHH C€ MOABAT MYCKYIIHH GOJKH, c1abocT MM KpaMIiH,
HEOOXOMMO € Jla Ce IPOBEPH HHBOTO Ha KPEaTHH KHHA3a. AKO IIPH JIMIICA HA TEKKH Gu3ndeckn
YCHIIHA CTOHNHOCTHTE Ca 3HAYMTENHO NOBHIIEHH (5-KPaTHO NPEBUIIABANIH FOPHATA I'paHulla Ha
HOpMATa), ICYCHHETO Ce NPEYCTaHOBABA. AKO I10 APYTM NPHYMHH CE IIPeAIoara Pa3BUTHE Ha
MHONATHS, ICYEHHETO CHINO TPSOBa 1a ce NPEeyCTaHOBH.

Heobxonumo € BHUMaHKE ¥ IPH TIALIMEHTH ¢ NPEAX0XAAINA HCTOPHS 3a yepHOapobuH
3abonsaBanui. IIpenopbusa ce npeaBapUTENHO H3CNEIBAHE HA YepHOAPOOHHTE PYHKIHU, KAKTO U B
XOZla Ha JICYCHHUETO, aKO TOBA € KNTMHUYHO HHMIHpaHo. CrelHajiHo BHUMAHME Ce OTaeNs Ha
TTAIHEHTH, IIPY KOUTO HUBATA HA CEPYMHHTE TPARHCAMHHA3H Ce [TOBHINIABAT, KATO J1a60paTOPHUTE
H3CJIEIBAaHUS C€ U3BBPIUBAT IIO-YECTO.

[Ipu nauneHTH, ynorpebsaBamy 3HAYUTENHH KOJMIECTRA AJTKOXO0J, €A HEOGXOMMMH IIpeInasHu
MEPKH.

CHMBacTaTHH HE Ce TIPENOpbYBa MPH JIUIA oA 18-ro MIIHa BB3pacT, Thif XaTo 3a Tasu rpyna
HeroBaTa O€30MacHOCT M €PEKTHBHOCT HE Ca YCTAHOBEHH.

Baxcua unghopmayusn 3a naxou om cvcmasxume na Xonecma

Xonecra cpabpxa nakro3a. [anmeHTn ¢ peTKH HaclIeACTBEHH pobieMH Ha raflakTo3Ha

HEIIOHOCUMOCT, Lapp naktasen neuuMT v rroK030-raaxTo3Ha ManabeopOuus He TpsabBa na
IIPUEMAT TORA JICKAPCTBO.

4.5 BsaumoaeficTBHE C IPYTH JIEKAPCTBEHH NPOAYKTH H APYTH ¢opmMH Ha B3aHMoOZelicTBHE

DapMakoOuHAMURHI 63AUMOOCHCMEUR

PHCKBT OT MHOTIATH4, BKJI. pabJlOMHONN3a, C& YBEIMYABA IPH €IHOBPEMHHO TIPUIIOKEHHE C
¢ubpartu u vuauus (>1 g AHEBHO).

DapMaKoKUREMURRU 63AUMO0ERCMEUA

(CHMBacTaTHH € cyocTpat Ha nutoxpom P450 3A4. MomuuTe HHXHOMTOPU Ha IuTOXpOM P450 3A4
YBC/IMYABaT PHCKa OT MUONIATHA U pabiOMHO;IM3a Ype3 NIOBHIIABAHE Ha KOHIEHTpauusaTa Ha HMG-
CoA penykrasa MHXHOHTOPH B ITasMara. TakuBa HHXHOUTOPH ¢a UTPAKOHA30T, KETOKOHA3OI,
€PUTPOMHUMH, KITAPHTPOMUIKH, TEIMTPOMUUMH, HHXHOUTOpH Ha HIV-nipoteaszara u nedazonon.
I'ps0dBa 1a ce BHUMaBa M KOTaTO CHMBACTaTHH CE NPHiIara KOMOMHHPAHO C HIKOH PYTH

no-cinadbu nHxuOHTropu Ha CYP3A4 (umknocnopuH, BepanaMu, AUITHAa3eM). PHCKST oT
MHONaTHs/pabaOMHOIIM3a C¢ yBENIHYaBa 0COOEHO NPH €AHOBPEMEHHO NPIJIOKEHHE HA
UKJIOCTIOPHH M MO-BHCOKH 0O3W CHMBAcTaTHH. [1o Ta3u npuuKnHa A03aTta cMMBAcTATHH He OHBa 14
HaxBuINaBa 10 mg NHEBHO NPH NALMEHTH, NOIOKEHH €IHOBPEMEHHO HA JICUEHHE C UKIOCTIOPHH.
PHCKBT OT MHONATHS 1 PabAOMHUONIK3A Ce TOBHUIABA K DU €AHOBPEMEHHO [TPUIIOKEHHE HA
AMHOJIApOH UJIM BEpanaMuJjl C BUCOKH JO3H CUMBACTaTHH. [Ipu apMakokuHeTHYHH M3CIIEABAHHS €
yCTaHOBEHO, Y€ EAHOBPEMEHHOTO PHUIOKEHHE C BEpanaMil BOAU J0 2.3-KPaTHO YBENUYEHHE HA

IpPEBHIIIABa PUCKA OT MOSIBa HAa MUOTIATHA M pabIOMHOIIN3A.
Hanara ce BHUMaHue U IpH KOMOMHHPAHETO Ha CUMBACTATHH C T'€
ysenn4yana 1.9-xpatno AUC (nnomra nmoji KpHBaTa Ha 1ura3MeHara
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XOJIECTA 10 mg; 20 mg u 40 mg ¢punmupanu tabnetu
Moayn 1.3.1.1 KpaTtka xapakTepscTuka Ha NpoAyKTa

B PABHOBECHO ChCTOSIHUE) HA CHMEBACTAaTUH KHCEIMHA BEPOSATHO MOpANU UHXHOUIIUS Ha
rIIOKOYPOHUIHPALIHA THT. |

Coxsbr oT rpelindgpyr naxudupa nuroxpom P450 3A4. EanoBpeMeHHOTO NPHEMAHE HA TOJIEMH
KOJIH4eCTBa (Hal 1 L THEBHO) HA COK OT rpeindpyT 3aefHO ChC CHMBACTATHH BOJIM N0 7-KPaTHO
yBEJIMYCHHUE HA KOHUEHTpALUsATA HA CHMBAaCTaTHH KHACEIMHA. 3aTOBa CE HAllara MUEHETO Ha COK OT
rpeunn@pyT N0 BpeMe Ha JICYCHUE ChHC CHMBACTATHH Ja ce H30ATBa.

Baumanue € He0OX0IHMO H NpU NAIHEHTH, IPHEMAIK TIEPOPATTHH AHTHKOAryanTH. Ipu
MalUeHTH, IpUeMald KyMapHHOBH aHTHKOAryJaHTH, IIpeH 3a0YBAHE HA JeYEHHE CBC
CUMBACTATHH Tps0Ba Jja ce onpeneny NporpoMOHHOBOTO BPEME B TO Ja C€ IIPOCIEASBA JOCTATHYHO
4eCcTo, 32 J1a HE C€ NONMYCHAT 3HAUYMTENIHH OTKJIOHEHHH.

EaHOBpEMHHOTO NPHIIOXKEHHUE HA PUTOHABHP MOXKE Ja OBUILK CEPYMHMTE KOHIIEHTPallMK Ha
CHMBacTaTHH Nopaau epeKTUTe, CBHP3aHH ChC CHCTeMaTa Ha HuToXpoM P450.

Koraro ce 3aroysa ICYEHUE ChC CUMBACTATUH TIPH IALMEHTH, CTAOUIH3UPaHU ¢ JUTOKCHUH, HUBATA

Ha JIHTOKCHH C€ CIEHST, Thil KATO MOXE Ja Bb3HUKHE ¢1a00 NOBHIIEHHE HA MIa3MEHUTE MY
KOHIEHTPALUH.

4.6 DbpeMeHHOCT H KbpMeHe

CuMBacTaTHH € MPOTHBONOKA3aH B eproaa Ha OpeMenHocTTa. CHMBACTATHH C€ Ha3HAYaBa Ha
)KEHHM B AETEPOAHA BB3pacT, CAMO aKO HE CE€ 04aKBa MPEACTOoNINAa OPeMEHHOCT. AKO MAallMEeHTKATA
3abpeMeHee B X012 Ha IeYEeHHE ChC CUMBACTaTUHH, TepanusaTa TpgOBa aa ce npekbcHe He3abaBHO H
nmanyenTKara aa 6nae nHGoOpMUpaHa 3a MOTEHITHATHES PUCK 33 ILToAA.

He e u3BeCcTHO JaM CHMBACTATUH WU HETOBUTE META0ONUTH CE MRTHLYBAT B MAYMHOTO MIISKO.
Twi KaTo ¢ MAHYMHOTO MISKO CE€ M3THYBAT MHOXKECTBO MEIUKAMEHTH K TIOpaIH NOTEeHIHAIHHS

PHUCK OT CEPHO3HH CTPAHMYHH PEaKIUH MPEeNnopbhiBa ce KEHHUTE, IPHEMAIIH CHMBACTATHH, Aa HE
KBPMAT.

4.7 EdexTn Bppxy criocodHocTTa 32 modupaHe u pabora ¢ MAIIMHH

HsaMa BnusiHue.

4.8 Hexenann ieKAPCTBEHH PEAKIHM

BB3MOXHHTE HEXENAaHH JICKAPCTBEHU peakiiuy, 3a KOWTO € ChOoOIIaBaHo, ca KnacHPHIHpaHn
CBLIVIACHO CHCTEMO-OpraHHa Knacugukanus. Be3npuera e cieHaTta knacupukanus Ha
HEXEJAHUTE JICKAPCTBEHH peakIuu: MHOro dyecTH (>1/10); yectu (>1/100, <1/10); e wectn
(>1/1,000, <1/100); peaxu (>1/10,000, <1/1,000) u muoro peaxu(<1/10,000), (Bxn. nzonupanu
choOIIEeHU ).

Hapywenus na kxpvema u aumpnama cucmema

Peaku: aneMus.

Hapywenua na nepenama cucmema

Penku: rimasofosine, mapecre3us, 3aMasiHOCT, Iepu(epHa HEBPOIIATHS,

CmomawiHo-4ypesHu HapyueHus

Penxu: 3anek, KOpeMHH OONIKH ¥ METEOPH3IbM, IMCIICIICHS, AUapusl, rajicHe, NOBpbIIaHE,
NAaHKPEATHT.

Xenamo-0uauapHu Hapywenus

Penku: xenaTut/UKTep.

Hapyuwenusa na xoxcama u nOOK0ICHAMa myvKaH

Penxu: obpuB, NPYPUTYC, NOHEITUS.

Hapyuenua na MyCKyIHo-ckelemuama cucmema U CbeOuHumenrg
Penxu: Muonaths, pabIOMHOIK3a, MHAITHA, MYCKYJIHH KPaMITH. \l g
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XOJIECTA 10 mg; 20 mg 1 40 mg dpuamupaun Tabaeru
Monya 1.3.1.1 Kpatka xapakrepucTika Ha NponyKTa

Qbwgy napywienus u ehexmu Ha MACMOMO HA NPUNOICEHUE
PeIKu: acTeHUS.

3asiBeH CHHAPOM Ha CBPbXYyBCTBHTEIHOCT ce Cho0mana psaaxo. OnucCany ca CleHNTe peakly:
aHrHoeIeM, TYIyCc-noJo0eH CHHAPOM, PEBMaTHYHA HOJAMHUANTHS, IEPMaTOMHO3HT, BaCKYJIHT,
TPOMOOIHTONEHHA, €003uHOUIHNSA, YeckopeHa CVE, apTpHT ¥ apTpalrus, YPTUKApHsL,

(OTOUYBCTBHTENHOCT, MEAUKAMEHTO3HA TPECKA, 3a4EPBIBAHE, AUCTIHES.
Hzcnedeanus

[loBuiieny HuBa Ha cepyMHuTe Tpancamunasu (ALT, AST, y-GTP), Ha ankxannara gocdarasa, Ha
CEpyMHATa KpECaTHH KHHA3a.

4.9 Ilpenosupane

Jlo cera e ChOOLIEHO CaMO 3a HAKOJIKO CIIydas Ha IpeIo3upaHe KaTo MaKCUMAITHO MOeTaTa 034 €
3.6 g. Bcuuku maliMeHTH ca ce Bh3CTAaHOBHIIM 0e3 nociieACTBUS.

B cnyuail Ha ipeno3upaHe HAMA CIEUH(pUUHO JIEUCHHE.
Hpeanpuema ce CHMITOMAaTHYHO H IIOANBPKAHIO JICUeHHE.

5. GOAPMAKOJOrt4yHU CBOUCTBA

5.1 ®dapMaKoIHHAMHYHHU CBOHCTBA

QapmakotepanesTuyHa rpyna: uExubdbutop Ha HMG-CoA peaykrazara, ATC KOJI: C10AA01

CHMBacTaTHH NPEACTABNIBA HEAKTHUBEH JIaKTOH U ClIeA IPUEM NIpe3 yCcTaTa C& XUAPOIU3Npa

B YepHUA Apo0 A0 CbOTBETHATA aKTUBHA OeTa~XUAPOKCUKUCEIHHHA (opMa, KOSTO NMPHTEXKABA
uHxuOupaiia akTuBHOCT crpsamo HMG-CoA penykrasara, eH3MMBT, KaTallM3HpaIl] IPEBPHIAHETO
Ha HMG-CoA B MeBasiOHAT, KOETO € paHHA ¥ CTCNEH-ONpPEICIsia CTHIIKa B OHOCHHTE3a Ha
XOJIECTEPOIL.

(CuMBacTaTHH NOHHM)KABa KaKTO HOPMAITHUTE, TaKa U MIOBHINCHUTE HUBA Ha LDL- xonectepon. LDL
ce popMupa 0T OENTHIM ¢ MHOI'O HUCKA ILTBTHOCT U Ce KaTaboJIu3Hupa IpeIMMHO 4pe3 BUCOKO-
apuautetHns LDL penenrop. MexaunsmsT Ha LDL. nonmkasaiuus eext Ha CAMBacTaTHH
BEPOATHO BKJIFOYBA KaKTO IMMOHUKCHUE Ha KOHIIEHTpanusaTa Ha VLDL-xonecrepon, Taka
nHaykuus Ha LDL peuenropa, Bojemo 10 HaMajieHO NPOAYKIUA U IOBHIIEH KATA00OJIH3BM Ha
LDL-xonectepon. Husoto Ha anonunporenH B ¢hbIlio cnaza 3HaYHTENHO

10 BpEME Ha JICUCHUE ChC CHMBACTAaTHH. B JONBAHEHUE CHMBACTATHH yMepeHo nmopumasa HDL-
XOJIECTEPOJT ¥ ITOHIDKABA IIJIa3MEHUTE TPUTIIMLEpUIU. B pe3ynrar Ha Te3u IpoMeHH
ceotaomenuaTa 06uy/HDL-xonectepon u LDL-xonecrepon/HDL-xonectepon ce noHuxasar.

5.2 ®apMaKOKHHETHYHM CBOHCTBA

CHMBACTATHH € HEaKTHBEH JIAKTOH, KOWTO OBP30 C& XHAPOJIK3Upa UH BUBO IO CHOTBEeTHaATa OeTa-
XHAPOKCHKHCENNHA, KoATO € MomeH uuxubutop Ha HMG-CoA peayxrazara. Xuaponusata ce
OCBILIECTBABA MPEIUMHO B YCpHHS ApoO; CTEIIeHTa Ha XHAPOJIKH3a B 11azMaTa ¢ MHOIO HUCKA.,

Abcopbyus
CumMmBacTaruH ce adbcopbmpa no0pe U npe3 nupBara (pasa ce noanara Ha
eKCTpaklug. EKCTpakuusira B yepHus Jpod 3aBUCH OT YEPHOAPOOHHUS
IEPBHYHOTO MACTO HA ACHCTBHE Ha aKTHBHATa (OopMa. Y CTAHOBEHO
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XOJIECTA 10 mg; 20 mg u 40 mg dunmupann tabnetu
Moayn 1.3.1.1 Kpatka xapakrepucTHka Ha NpoiyKTa

XHIPOKCHKHCEC/IMHATA B CHCTEMHOTO KpBBOOODBIICHKE Cliel NpHeM Ha CUMBaCTaTUH npe3 ycrara e
no-Manko oT 5% ot gozara.

EQHOBpEMCHHUSAT NPHUEM HA XpaHa HE OBIMABA abcopOuusTa.

Pasznpeodenenue
CBBpP3BaHETO HA CUMBACTATHH M HETOBUSA AKTHBEH MeTalONHUT ¢ 6enThUuTe € >95%.

Enumunayus

CumeacraruH e cyderpar Ha CYP3A4. OcHoBHHTE MeT200IATH Ha CUMBACTaTHH, IPHCHCTBAIIHN B
YOBEIIKATa Iia3Ma, ca 0eTa-XHIPOKCHUKHCEIMHATA H oule 4 NOMBIHUTEIHY aKTUBHH MeTaboJHTa.

Cnen npueM [pe3 ycTara Ha paHOaKTHBHO Oelf3aH CHMBAcCTaTHH € YCTaHOBEHO, Y€ 3a CPoK 0T 96
yaca nnpe3 ypuHara ce ekcKperupar 13% oTakTHBHOCTTA, a npe3 dexanuute - 60%.

5.3 IIpeaxknHHHYRHN IaHHH 32 6e3omacHoCT

B13 0CHOBa Ha KOHBEHIIHOHAJIHU H3CNEIBaHUA BBPXY )XHBOTHHM MO OTHOMICHHE Ha
(apMakoAMHAMHKATa, XPOHUYHATA TOKCHYHOCT, TeHOTOKCHYHOCTTA W KAHIEPOreHHOCTTA €
YCTAaHOBEHO, Y€ HE CHIICCTRYBA PHCK 3a NMALMEHTa, pas3jIMyeH 0T OYaKBaHHA N0 OTHOIICHHE Ha
(hapMakoTOTUUHKSI MEXARU3EBM HA JICHCTBHE.

[Ipunaran B MaKCHMaJTHO TOHOCHMH JIO3Y Ha IUTHXOBE U Ha 3ai1lM, CHMBACTaTHH HE € IIPeXH3BUKAI

MahopMatiuK BBB eTyca, He € OKasaln edeKT BhpXy depTiimTeTa, PENpPOLYKTHBHUTE (HYHKUHH
WJTH 3apOJUIITHOTO pa3BUTHE.

6. GPAPMAIEBTHYHH JAHHH

6.1 CnuchK Ha NOMOIHHUTE BeHIecTBa

Tabaemno a0po

Llenynosa, MUKPOKpPHUCTAITHA
JlakT03a MOHOXHMOpAT

JInMOoHEeHa KUCETHHA MOHOXHApAT
AckopOHHOBA KUCEIHHA

by THIXUAPOKCUTONYEH
Marne3ues creapar

Huimecre, npexenaTHHH3ZHPAHO
[loBuaoH
.
[Tonu(BUHHUIOB ANKOXOJ)— YaCTHYHO XHAPOJIU3UPAH
TurtanoB nuoxkcua (el71)

Tank

Makporon

Yepsen xelne3zeH okcu (el72)

JXonT xeneseH okenn (E172).
6.2 HechLBMeCcTHMOCTH

HenpunoxumMmo.
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XOJHECTA 10 mg; 20 mg 4 40 mg dunMupaHu Tabnetw
Moayn 1.3.1.1 Kparka xapakrepucTika Ha npoaykra

6.3 Cpox Ha rogHocT

JIBe (2) ronuHu.
6.4 Chneuna/JiHH YKa3aHHA 338 ChbXPaHEHHE

Jla ce chxpansBsa npH Temnepatypu nox 25°C.

6.5 JlanHM 32 OMaKOBKATA

XOJIECTA 10 mg: 30 punmupann tabnern 8 PVC/TE/PVAC /Al 6imucTep ocTaBeHH B KApTOHEHA
KYTHA.

XOJIECTA 20 mg: 30 dpunmupanu tabretn B PVC/TE/PVAC /Al 6imctep nocTaBeHM B KapTOHEHA
KYTHA. |

XOJIECTA 40 mg: 30 dbunmupanu tabnetn 8 PVC/TE/PVAC /Al 6nuctep nocTaBeHy B KapTOHEHa
KYTHS,

6.6 CroennajiHN NpeANasHU MEPKH NPH ujxn'hp.lmﬂe H padora

HsiMa crielyajigy U3UCKBaH KA.

Hewnznon3saHUAT NPOAYKT HIHM OTHANBbUHHTE MATEPUAIN OT HETO TPAORA J1a Ce U3XBBPIAT B
CHOTBETCTBHE C MECTHHTE H3NCKBAaHHUA

7. TIPUTEXATEJI HA PAZPEIIIEHHUETO 3A YIIOTPEBA

"Ankamoun' EOO

x.K. "Motomnucrta” 2,

yia."Pukapno Bakapunu" Ne 2, er.3, an.10
rp.Codus 1404, P. benrapus

tel. +359 2 80 81 081

fax. +359 2 95 89 367

e-mail: office(@alkaloid.bg

8. HOMEP HA PAZPEIHEHHUETO 3A YIIOTPEBA

9. JATA HA ITBPBO PA3ZPEHIABAHENTOIHOBABAHE HA PA3PEIIEHMETO 3A
YIIOTPEBA |

10. JATA HA AKTYAJINZBUPAHE HA TEKCTA
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