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DANBNpMn: JJ/Jj/fﬁdP

KPATKA XAPAKTEPUCTHKA HA TIPOJIYKTA

1. HME HA JJEKAPCTBEHHUS NPOOYKT

KOHBVYJIEKC 150 mg gastro-resistant capsule, soft
KOHBYJIEKC 300 mg gastro-resistant capsule, soft
KOHBVYJIEKC 500 mg gastro-resistant capsule,soft
KOHBYJIEKC 150 mg croMammHo-ycToRYMBY KanCyHd, MEKH

KOHBYJIEKC 300 mg croManHo-ycTONYMBY KaNCy/IH, MEKH
KOHBYJIEKC 500 mg croManiio-ycToifunBy KarcyId, MeKH

2. KAYECTBEH U KOJIUYECTBEH CHCTAB

I'xanicyna KOHBYJIEKC 150 mg cpaspxa 150 mg Banmnpoepa kucenusa

I kancyna KOHBVYJIEKC 300 mg cpabpxa 300 mg Bannpoena kucenmna
I xancyna KOHBYJIEKC 500 mg cbaspxa 500 mg BanmpoeBa KHceauHa

3a IBJIHUA CITHCHK HA MTOMOIIHHUTE BEIIECTBa - BHXK. T.6.1

3. JEKAPCTBEHA ®OPMA

MeKH CTOMALIHO - YCTOWYHBH KallCYJIH.

OBayiay, EHTEPOCOJIBEHTHH, KEJIATHHOBH KalICYJIH C TBEMHOPO30B UBAT U OTHEYATAHO BBPXY
TaXx ,,150°°, ,,300°, ,.500”°

4. KIHHUYHHU TAHHHU
4.1. IToxkazauus

Ennnencun
o Ilvpeunno 2enepanusupanyu RpURAOLUY U enUICRCUY

o TwunoBe mpucThNH: abcaHCH, MHOKIOHHYHH, TEHEPAM3MPAHH TOHHYHO-KJIOHHYHH,
MH(AHTUIHM Cra3sMu

O l'eHepanu3dpaHH ENWIENCHH W EMHIENTHYHH CHHAPOMH: abCaHCHA eHuJIeNcus,
IOBCHWJIHA MHOKJIOHHYHa enwiencus (CMHApoM Ha Janz), emwiencus c

FCHCPATU3HPAHH TOHUYHO-KJIOHHYHY NPUIAIBLIU IpU ChOyXKIane, GOTOCEH3IUTUBHY
CIIHJICIICHH

o CuHapom Ha Lennox-Gastaut,
o CuHapoMm Ha West

* DoKarHu _(napuuannu) nRpUcCMvRU__ U enuiencuu ¢ uiu  6es
ZeHEDAAUIAUUA




bunoasipao adgeKTHBHO Pa3cTPOICTBO
JleycHHe ¥ IPOPHUIAKTHKA Ha MAHUIHY eNu301u IIpH OUIIOSPHH pa3TPOUCTBa.

4.2./103MpOBKA ¥ HAYHH HA NMPHI0KEHHE

K&HC}UIHTE CC MIpUEMart ik, ¢ MAJIKO TEYHOCT, IO BPpEME HJIH CJICH XpaHCHE.

3a MHAMBHIYATHO OMPeNEssHE Ha J03aTa MOTAT Jia c€ M3MOM3BAT Pa3IHuYHK JO30BH GOPMH Ha
KOHBYJIEKC KarCyJIn.

Enunencust

Karto npaBuiio ce npenopryBa AHEBHATA 4034 Ja C€ pa3jeNid Ha HAKOJKO pHemMa. [1pu
MOHOTEPANUA C BAINPOEBA KUCEIMHA UsllaTa JHEeBHA 1033 MOXKE Aa C¢ MPHIIOKH €IHOKPATHO
JHEBHO - Bevep (10 MakcuMmanHa ao3a 1 Smg/kg/24q)

OrnpeaensaHeTo Ha AHEBHATA [103a 3aBUCH OT BB3PacTTa Ha MMaldeHTa U TeNeCHOTO My TErIO,

OHpeﬂeHHHETO Ha OIITHMAIHATA J03d 3dBHCH OT OBJIAAABaHCTO Ha IIPUCTHIIKUTC, HC CC HAJIAra

PYTHUHHO MU3CJICABAHE HA IIa3MeHUTE HUBA. OT Apyra CTpaHa onpee/isiHeTo UM OH Guio
[M0JIE3HO NPU HE3AJOBOJUTENIEH KOHTPOI Ha IPHCTBIIMTE UM NpPH OYaKBaHE HA CTPAHMYHH
eekTH (BX, TOUKa J5.2. GapMaKOKHHETHUYHU CBOMCTBA).

Monomepanus

Be3pactau: 3anoysa ¢e ¢ HadaiHa jao3a ot 600 mg (5 - 10 mg/kg) nHeBHO, [MOCAEABAHO OT
NOCTENECHHO YBENUYaBaHe Ha go3ata ¢ 5 - 10 mg/kg B 3 - 7 AHeBeH HHTEPBAJ OO0 OBIAJSBAHE
Ha NpucTeINTe. KaTo 1su1o rpaduuure Ha gosara ¢a Mexay 20 - 30 mg/kg/244. Ako B Te3H
FPAHULIA HE CE€ IOCTUTHE 3aJ0BOJIMTENICH KOHTPOJI HA IMPUCTBLIINTE, TO BOOCIECACTBUE A03aTa
MOJXKE J1a CE YBEIUYH.

Jlena: 3anousa ce ¢ HadasiHa f103a 10-20 mg/kg nHeBHO, ITOCIEABAHO OT ITOCTENEHHO
yBEJIM4YaBaHe Ha fo3ara ¢ S - 10 mg/kg 3a 3 - 7 THEBEH NepHoJ JI0 OBJIAAABAHE HA
npucThiuTe. Kato usano rpanmumte Ha go3aTta ca Mexay 20 - 30 mg/kg Ha neH.B
UHAUBUAYAIHH CIy4Yad MOXE J1a C€ HaJIOXKHM IIpHEM Ha 03U No-BUCOKH OT 40mg/kg/244, npu
KOETO € HEOOXOIMMO DPEIOBHO Ja ¢€ HaOMIOJABAT XEMATOJOTHYHUTE KU OUOXUMHYHU
[IOKa3aTeNHy.

Heua Haa 20 kr: [IpenopbunTennara gHeBHA A03d € 300 mg Ha AeH.

ITpu nena morar na ce npujarar U teyHure GopMu Ha KOHBYNEKC Npu HEOOXOOUMOCT OT
TUTPUPAHE HA 4034aTa,

[JaiMEHTH B HANpeAHAAAa Bb3pacT: PapMaKOKHHETHKATA HA BANIPOCBATa KHCEIHHA MOXKE
Jla ce€ IpOMEHs MPH MallMeHTH B HanpeaHata Bb3pacT. Jlo3ara TpsOBa na Opje onpeneicHa B
3aBUCHMOCT OT KOHTpOJia Ha MPUCTBOWTE, (BXK. ChIMO Todka 5.2, DapMakOKWHETUYHH
CBOMCTRA).

[Ipenopvuumennu 003u (opueHmupoévyna mabauya)

Brapact Tenecna maca Cpeana nosa
(kg) (mg/nen)
3-6 Mecena ~3.3-1.3 150
6-12 mecena ~7.5-10 150-300
1-3 roguaU ~10-15 300-450
3-6 roauHU * ~15-20 450-600 o
7-11 roguuu ~20-40 600-1200 / . 10 R ;ﬁf,-a{f.‘:f'\\
12 -17 roquHu ~40-60 1000-150§ RPN
Bb3pacTHH (BKIIOYHTENHO H >60 1200-21¢¢ -
Mal{eHTH B  HalpeaHasa
BB3PaCT)




Aa € HeoOXOoOAMMO penyudpaHe Ha jgo3ara. Tsa TpgOBa Ja ce ompeaens B 3aBUCUMOCT OT
KIMHAYHATA KAPTHHA, TBH KaTO IPOCIEAABAHETO HA MIAa3MEHUTe KOHIICHTPALIHH MOXE 14
AOBeJE 20 3a0nyaa, (BxK. cbiio 5.2. PapMakOKHHETHYHH CBOMCTBA),

Kombunupana mepanus.:

Ilpm 3amoyBane Ha nedeHue ¢ KOHBYIEKC KaICyJIH NpH MPEABAPUTENIHO JIEKYBAHU TAlEHTH
C APYTd aHTHKOHBYJICAHTH, 103aTa HA NPEAUIIHUS aHTHEIMJICITHYICH ~-MEIHKaMeHT TpsaOBa -
NOCTEIIEHHO Ja ¢e HaMaliBa, a Ta3sd Ha KOHBYJIEKC KanCyJiM PECHEKTHBHO Ja Ce INOBMILABA
N0 JAOCTHTaHE Ha XEJaHWUTE CTOMHOCTH 3a MEPUOA OT OK0Jo 2 ceaMmuuy. Axo KoHsynekc
KalCcyay c€ M3MOJ3BAaT B KOMOMHAlUsS ¢ aHTHKOHBYJICAHTH, KOMTO IOBHIIABAT AKTHUBHOCTTA
Ha YEPHOAPOOHUTE eH3UMH (HanpuMmep QeHHTOUH, peHobapburan i KapbaMa3lenuH), MOXKe
Ja € He00X0AUMO 3aBHINaBaHe Ha go3aTta ¢ S - 10 -mg/kg/nen.

[lpp crnupaHe Ha NEYEHUETO ¢ C€H3UMHH HHAYKTOPM, IPOABIDKUTEIEH KOHTPOJ Ha
NPUCTBIIUTE MOXE Ja c€ IIOCTUTHE M ¢ HamaneHa jao03a Koueynekc kancynu. Ilpu
eAHOBPEMEHHa yroTpeda Ha Gapburypatn B komOuHaAUMA ¢ KOHByNEeKke Kancymim, ocobeHo

aKQ C€ MOABAT CHLCTOSIHUA Ha celaunus (Hai-BeUe NPU JCla) € NPENopBYMATEIHO la ¢ HaMaTH
703aTa Ha DapOuTypaTuTe.

bunonapuu pazcmpoucmea

He ca npoBex/1aHy KJIMHUYHO-KOHTPOIHWPAHU NPOYYBAHHKSA ¢ Aclia, IOHOIIM U NallMeHTH Haj
6J ToaAWINHA Bb3PacT 3a UHAUKALHMATA OUNOJISPHU pa3CTPOUCTRA.

bunoaapuu pascmpoucmea: Camo IIpU BE3PacTHH

Hauvanno neuenue: IIpenoppuntennara Hagansa go3a € 600 - 900 mg Ha gen, pasjeneHa B
HaKonko npuema. CHIHO Bb30yaeHH MalHEeHTH MoXKe aa ObAaT JeKyBaHH ¢ 10 1500 mg Ha
aeH. [ [oCTeneHHOTO yBeIMYaBaHe Ha J03aTa Ja C€ H3BLPLIBA B MHTEPBAI OT 2 - 4 JHHU M Ja ce
MpUAPYXaBa 0T MOHUTOPHPAHE HA IJIA3MECHUTE HUBA (00UYailHUTE TEpalleBTHYHY CTOMHOCTH
ca B rpanunuTe 50-125 mg/l) qo nocTurane Ha KJIMHWYHO OI0OPEHUE WIM [0 IIosgBaTa Ha
CTPaHU4YHU €(PEKTH.

[IpereHuus Ha penanc: Juesuute no3u ca Mexay 1000 u 2000 mg.

4.3.IlpoTuBOonoKazaHus

* CBPBXUYBCTBHTEIHOCT KHM BAIIIPOEBA KUCEIUHA, HATPUEB BAIIIPOEBA
KUCEJIMHA HJIH KbM HAKOS OT JIPYTHTE ChCTABKY;

*  HAaCTOSAIO YEPHOAPOOHO 3abossiBaHe;

* (QaMHJIHA aHaMHeE3a 3a HapylLleHa 4YepHOoApoOHA (QYHKUMI CBBp3aHa C
yrioTpeba Ha JIEKapCTBEHO CPEJICTRO;

e yepHOApoOHA NOopPupHs

4.4.Crnienna/JlH1 npeIynpex/IeHus A NpeAnasHi MepKH NPy yuorpeda
Hapywenus eve ynxyuama na yepuua opob: llpenu 3ano4usaHe Ha JieYeHHE H 10 BpEME Ha
NBPBUTE 6 MECEUAa OT CaMOTO JedeHUe TpsOBa Aa C& H3BbPLIBA NEPHOAMYHO CIEACHE HA
napaMeTpuTe Ha YepHoApoOHaTa PYHKIHMS IPH BUCOKO PUCKOBH ITALIMECHTH U IIPH ITAllMCHTH C
peilecTBAll0 YepHOApoOHO 3adoiigBade - Te3u IMalUMeHTH TpAOBa Ja ca Mo HEMPEKLCHATO
KJIMHAYHO HabmoneHue (Bx. cblno 4.8. Hexenanu nexapcTBeHW peakinuu). JlabopaTopHuTe
nokasaTe M  3a H3cnensaHe Ha depHoapoOHara (¢yHKUMS TpaAOBAa ga  BKI
NpPOoTPOMOHHORBO BpeMe, TpaHcaMUHa3u W/ WK OWIMPYOHH W/HJIM NPOLYKTH Ha pa3
bubpunored. IlbpBoHaYamHO MOXe na ce HaOmoaasa INpPEexXOAHO IOBH
TPaHCaMUHA3HTE, KOSTC C€ HOPMAJIM3UPA IIPH peayKiud Ha ao3ata. [lamuentn ¢
B OMOXMMHYHHUTE IIOKA3aTeIH TpAOBa Ja ce MpOoCaeasBaT KIMHUYHO C MMepHOANY
Ha YEPHOAPOOHUTE TMOKA3aTEIH 10 HOPMAIM3UpaHe Ha CTOMHOCTHTE.

[Ipy aOHOPMHO YABIKEHO NPOTPOMOMHOBO BpeMe, 0CODEHO CBBP3aHO C JPYId




NOKA3aTCJIN € XKEJIAaTC/IHO IPEKbCBAHE HA JICYEHHETO.

VIMa ciyyan Ha HapylaBaHe Ha 4epHOApoOHaTa GYHKIMS H YepHOAPOOHA HEAOCTATBYHOCT C
(haTaHY NOCTIEAMUN NIPY NAIMEHTH JIeKyBaHU C BAIIpoeBa KucemHa. Halt-puckoBa rpyna ca
jenata, 0cOOCHO TE3H ITOA 3 TOAMIIHA BE3PACT H TE€3M C BPOASHH OOMEHHH W JereHepaTHBHH
3200/1BaHK, OPraHUYHH MO3BYHH YBPEXIAHHA M TEXKKH EHMWICHTHYHM IPHCTBIH C
YMCTBCHA HM30CTAHAIOCT. | 0jiiMa 4YacT OT Te3d HWHUMIACHTH CE€ CJIYYBAT B ITBPBHTE IIECT
Mecela OT HAYyalnoTO Ha JEYCHHETO, OCHOBHO MeXAy 2-pa wW 12-ra ceaMuIM, KaTo
OOMKHOBEHO Ca CBBP3aHHM ¢ KOMOMHHpaHa aHTHKOHBYJICHBHA Tepamus. IIpu Tasu rpyna
MAUEHTH CE NpEnopbYBa MOHOTEPAITHAITA.

B paHHHTe eTany Ha YepHOAPOOHATa HEAOCTATHUHOCT KJIMHHUHATA KAPTHHA € [0-TIOJIC3HA B
MOCTaBAHETO Ha TMpaBUIHATAa JUArHo3a OT JlabopaTopHUTe nokazaTend. CepHo3HO WM
patanHo 4epHOApOOHO 3ab0ONsABaHE B HAYAIOTO OOMKHOBEHO C€ NpPEAIIECTBA OT
HECMICIHGHYHHE CHMIITOMM C BHE3AIHO HAyalo, KaTo 3ary0a Ha KOHTPOJ Haf NPHCTBIIUTE,
001l1a HEPa3MmOJOKEHOCT, cabocT, BAIOCT, OTOUM, AaHOPEKCHS, NOBPBINAHE, KOPEMHH GOJKH,
CbHIMBOCT, JKBJATEHHLA. [e€3M CHMIOTOMH ca IokasaTen 3a He3a0aBHO CIHpaHe Ha
[IPHEMAHETO Ha JICKapCTBCHHA NpoAyKT. llanuenture TpabBa na 6u1aT HHCTPYKTHPAHH Ja Cce
CBbpXKaT BeHATA C JIEKYBaLlUs I'¥ JICKap NpU nogBaTta Ha monoOHu cuMnToMu. Bee oe He ¢
M3ACHCHO KAKBH H3C/e/ABaHUA OMXa NpeAcKasaad noxoGHO MOBEeACHHE, HO CE cM4Ta, Y€ TOBA
Morar jga ObzaT abOpaTOpPHHTE IIOKa3aTeld OTpassfBallM OeNITBYHUA CHHTE3, KaTo
IPOTPOMOUHOBO BpeMe.

[Ipy nanuenTH ¢ HapylueHa 4yepHoIpoOHA (QYHKIMS BCAKO €IHOBPEMEHHO H3MOJ3BAaHE HA
CAIMUMIIATH K BAJIIIPOCBA KHCEIHHA TPAOBa 1a C€ IPEYCTAHOBH, Thil KATO Ce aHraXKHupa eauy
M CBIl MCTAOOIWUTEH MNBT M TaKa C€ YBENMYaBA PHCKA OT pa3sBUTHE HA 4YepHOAPOOHA
HEJOCTATHYHOCT.

Xemamonoeuunu napywenus. [lpean Hadanoto Ha tepamusTa ¢ KOHBYJIEKC W ChINO TaKa
Npeay XUPYPrudyecka UHTEPBEHIHA € HeoOXOAUMO JIa CE€ MPOBEJAT KPBBHYU H3CJIECABAHUS (
[TbJIHA KPBbBHA KapTHHA, BpEME Ha KbPBEHE U KOaryJlallMOHHH TECTOBE) 3a 1a C€ YCTaHOBHU
CBLUECTBYBA JIH PHCK OT YCNOXXHEHHS B CICACTBUE HA KPBBOH3IHMBH (BXK. Touxka 4.8.
Hexenanu nekapctBeHU peakumu). [lanpeHTH ¢ aHaMmue3a 38 KOCTHO-MO3BYHO 3a00IBaHE
TpsiOBa Aa ObIAT 04 HENPEeKbCHATO HabMIOAEHHE.

Hapywenua na ¢ynxyuama na naukpeaca: PeAxu ca clydaWTe HAa TEXBK NAHKPEATHT C
barannu nocneauuu. PUCKBT OT (aTaneH u3xos e Hal-royiaM IpH MaJIKU Aela 1 HaMaIsiBa C
Bb3pacTra. TeXKUTE SMUICITHYHN NPUCTBIIA U TEXKH HEBPOJOTHYHH HAPYIIEHHS B KOMOHHALVS
C aHTHKOHBYJICMBHA TEpAlMA Ca PHUCKOB (DaKTOp 3a Pa3BUTHETO HAa TEXBK IIAHKPEATHT. AKO
MAHKPEATHTa CE CHIIPOBOXKIA C Pa3BUTUE HA YEPHOAPOOHA HEIOCTATHHHOCT PHCKBT OT (haTaleH U3X0/
ce yBenmnyasa. [ larpienTrre TpaOBa 12 Obaar nOCHBETBAHH Ja ce 0OObpHAT KBM TEXHHUS JIEKAP aKO Ce
NOABST CHMIITOMH MpeIiojiaraiid pa3BUTHETO HA MMaHKpeaTHT (KOPEMHH OOJKH, TajeHe,
noBpbLIade). Te3d nanueHTH TpadBa na ObaaT NOIOKEHH Ha H3cheNBaHHs (BKIFOYMTETHO
cepyMHa aMuiasa). [Ipy ycraHoBsBaHe HA NAHKPEATHUT JICUCHHETO ¢ BATIIPOERa KUCEIHHA TPIOBa
He3a0aBHO Ja ce npekpaty. IlauuenTn ¢ aHaMHesa 3a 3a00J1IBaHe Ha NaHKpeaca TpsadBa aa ca
TIOIOKCHH Ha HENPEKELCHATO KIMHMYHO HabmozcHue (Bx. touka 4.8, Hexenanu nekapcreenu
pEaKIIvm ),

Hanbanseane: JIedeHUETO ¢ BAIIIPOEBA KUCEIUHA MHOTO Y€CTO BOJIH A0 3HAYUMO H IIPOIPECUBHO
HarmeHsiBaHe. | lanvienture TpsiOBa Ja Obaar NpeaynpeacHH 3a TOBa M Ja ObJaT CHBETBAaHH KAaKBH
CTBIIKH JIa IPETIPUEMAT 32 peOyLIMPaHe HA TEJICCHATA Maca.

Cucmemen nynmyc epumemamodec. B peKy cliyuyan BaIpoeBaTa KHCEIMHA MOXe Ja Iper3BHKa
PA3BUTHETO Ha CHCTEMEH JIYITYC €PUTEMATOIEC WITH 14 BIIOIIH ChIIECTBYBALS TAKEB,
Xunepamonemus. 1lpu CbMHeEHHE 3a OedUIMT HA €H3WMH OT LMKLJIA Ha ypeara
NpoBeJaT U3CHEIBAHUA Ipedy HA4YaloTO HA Tepanmvs ¢ BaIIpocBa KUCEIMHA N1
Pa3BUTHETO HA XUIIEPAMOHEMHA,
Tupeouonu xopmoru. B 3aBUCHMOCT OT IUIa3MEHATA CH KOHLEHTPAIMS BAIPOSBATA
J1a M3MECTH THPEOHIHUTE XOPMOHH OT MECTAaTa UM Ha CBLP3BAHE C IUTA3MEHHTE IPOT




XUMOTHPEOHIUIBM.

bpemenrocm: JKeHH B JeTepoaHa Bh3pacT He TpaOBa Ja 3aIiovBaT JICUCHHE C BAMNPOEBA KUCETIHHA
0e3 ChBET OT CrCIMATMCT HeBpoJior. Bampoepata KiceNMHa € aHTHEIMNENTHYCH MeTUKAMEHT Ha
H300p MpH ONpEENEHH THIIOBE CIMMICNTHYHH NPUCTEHIH, KATO I'eHEPAM3UPAHU [IPHCTBIIM C
WM 6e3 MHOKIOHYC M GoToceH3UTHBHOCT. [Ipy emuiencus ¢ napuuaitu IIPUCTHIN BAINPOEBATA
KHCE/MHA € CPCNCTBO 3a JICHYCHHE IIPH  MAUUEHTH IOKA3ATH PE3UCTEHTHOCT KBM JPYTHTE
AHTHKOHBYJICAHTH. JKEHM, KOMTO HMa BEPOATHOCT J1a 3a0peMEHEeAT WK IUIAHHPAT GPEMEHHOCT,

TpsiOBa 1a Ce KOHCYNTHPAT CbC CIENUANHCT MOPagy MOTEHI{HATIHUS TEPATOTCHEH €(EKT 3a
[104a (BK. Touka 4.6. bpeMeHHOCT U KbpMeHE).

llayuenmu ¢ Ouabem: TbHH KaTo BaIIpOEBATa KHCENHHA CE CJIMMHHHUPa OCHOBHO Inpe3

OpOpenute, oT 4vacTM mox ¢opMara Ha KETOTENd, MOXKE Oa Ce MONyYaT damnBo
ITOJIOJKMTEITHU PE3yNTATH IIPH H3CJICIBAHE Ha YPUHATA [IPH ChMHEHME 3a qualer.

Enunencus: BHE3aAIIHO NPeKbCBAHE HA JEIECHHETO ¢ BAINPOCBA KUCEIHHA MOXKE [1a OBEIE 110
YBEINYAaBaHE HA YEeCTOTATA Ha IIPHCTBIHTE,

[lpy nauwedTu, jeKyBaHH ¢ aHTHCIHIENTHLK [0 pPa3NAYHHU MOKA3aHUS ca ChOOLIARAHHU
CYHLH/HA HAealus X NoBeJcHHe. MeTa aHani3 Ha paHIOMU3HPaHH, IAleb0-KOHTPOIHPaHH
H3IMTBARWA HA AQHTHENMMJICHTHUM CBINO [IOKA3Ba MAalTbK, HO MOBHIIEH PUCK OT CYHULHJIHA
Hacalus M noBeaeHue. MeXaHu3MbT Ha TO3H PHCK HE € fCEH M HAJHUYHHUTE JaHHU He
H3K/IIOYBAT BE3MOXKHOCTTA 3a [OBHINEH PUCK IIPH BAJIIPOEBA KUCEIHUHA.

3aToBa MAllHEHTUTE TpsOBa Aa OBAAT NpoCIeasIBaHK 3a MPU3HALM HA CYMIHIHA HAealHs U
NOBENCHUE M TP:AOBA a ce MpeAnpueMe ChOTBETHOTO JieueHue. Ha manmeHTHTe (M X0para,
KOHTO C€ IPHXKAT 3a TAX) Tps#OBa Ja ce 0ObpHE BHHUMAHHE Ja MOTBLPCAT JEKAPCKH CHBET, B
CITyyaw, Ye Ce NOABSIT IPU3HALK Ha CYHLIHHA HUEAlUs U [TOBCICHHE.

4.5. BsanmopeiicTBMe C ApDYrH JeKapCcTBeHH NPOXYKTH M APYrH ¢opMH  Ha
B3aUMOJEHCTBHE

Egpexmu na eannpoesama xuceruna svpxy Opyzu Meduxamenmu

Hesponenmuyu, MAQO-unxubumopu, anmudenpecanmu, beH300ua3enutu

BanmpoeBara KHCENMMHAa MOXE J@ YCWIM JACHCTBHETO Ha JPYTH  HCHXOTDPOIHH
BCIICCTBA ~ KaTO HeBpojenTHud, MAOQO-HHXUOHTOpPH, aHTHICHpECAHTH, OEH301MA3EIIHHY.
Ilopann ToBa ce mnpemophyBa KIMHUYHO HabMIOAEHHE H PEryIUpaHE HA H03aTa KOTATO &
HEOOXO0IUMO.

Anxkoxon

Bannpoaesat KucenrHa Moxe J1a 3aCHIU ePEKTHTE Ha ATKOXOIA.

Denobapbuman

Bannpoepara KuCelHHa yBenH4YaBa IUIA3MEHATA KOHUEHTpanus Ha QenobapduTan
(MOCPeCTBOM HHXHMOHMpaHe Ha 4epHOAPOOHHS MeTaboMU3BM) M MOXKE Ja JOBEIE JIO
CHHIIMBOCT, 0coDeHO npy feua. IlpenopruBa ce MOCTOSIHHO KIMHAYHO HAGTIONEHHE 0COOEHO
B IbPBUTE 15 AHK OT KOMOUHHUpPaHOTO nedeHue. [Ipu mosgsa Ha edexTH Ha ceganya 103aTa Ha
(heHoOapOuTana TpAOBa He3abaBHO Ja ce MOHMKH. AKO € HeOOXO0IMMO MOXKE Ja Ce Onpeeu
MiasMeHaTa KOHIIeHTpalus Ha (peHoGapOuTaia.

Ipumuoon

BanmpoeBata KuceMHA NOBHMINABA IJI23MEHOTO HHBO Ha MPHMU/OHA KATO TAKA YTE)KHSBA
CTPAHHYHUTE MY €(pEeKTH (CemaTHBHOCT). Te3H CUMITOMH OOHKHOBEHO Haqezsﬁa

IpOABIKATENIHO Jicuenue. lIpenoprusa ce KIMHUYHO HaAOMIONEHHE B IIBPBHTE \x s, W Ek g,
KOMOHHUPAHO JICYCHHUE U PEeryJUpaHe Ha JO3UPOBKUTE IIPH HEOOXOAUMOCT. &
Denumoun -

] :: “
BannpoeBata kucennHa HamansBa ofmiaTa MJIa3MeHa KOHUEHTpANMs Ha (QEHUHORHR.L

-

TOBA €€ YBEIMYABA CBOOOAHATA MY (OpMa, KOETO MOXKeE 44 JOBEAE OO MOSBa HA CH) .;"*#h_}: -.
[IPEAO3UpaHe (BaINPOEBATa KHCEIMHA H3MECTBA DEHUTOMHA OT MACTOTO MYy Ha CBRSTRINE L



MIasMEHUTE NPOTEHHM M HaMajsiBa 4YepHOApOOHHS My MerabonnsbMm). [Ipenoprousa ce
KIHHU4YHO npocieassane. [Ipu onpenensHe Ha niasMeHara KOHIEHTpauus Ha (peHUTOHHA e
BaXKHO Jla e Olpencnu ¥ cBobogHaTa My (hpakuus.

Kapbamazenun

MMa cpoOmmenus 3a KIHHHYHA TOKCHYHOCT IIPH €HOBPEMEHHOTO MpHJIaraHe Ha BANIPOCBa
KHCETHHa M KapbamasenmuH, ThH Karo BalnpoeBaTa KWCeIMHAa MOXe Ja IOTEeHLUpa
kapbamasenuHOBaTa TOKCHYHOCT. [IpemoppuBa ce BHHUMATENHO KIHHHYHO NPOCIENSBAHE
0COOEHO B Ha4YaJIOTO Ha KOMOMHMpaHaTa TEpamus W CHOTBETHO PEry/IUpaHE HA IO3UTE NpH
HEOOXOUMOCT.

Jlamompuoicun

BannpoeBara kucenuna MoXke Na NMOHMXKA MeTaboNM3Ma Ha JNAMOTPHMIKMH M Ja MOBMINH
CPCAHUA My NMOIyXuBOT. lipn HeoOxomumocT € ao6pe Ja ce peryndpar Ao3uTe (103ara Ha
JIAMOTPHXKWHA J1a ce Hamayi). KoMOHHaUHATa OT JaMOTPHXKHH U BAJIIPOCBA KUCETIMHA MOXKE
/14 NOBULIN PUCKA OT Pa3BHTHE HA (TEIKKM) KOXKHHU peakiluy ocobeHo npy Jewa.

3ucoeyoun

BanmpoesaTa KHCEJIMHA MOJXKE J1a 3aBHIIH IUTA3MEHATa KOHIECHTPALMs Ha 3UA0BY/AHHA 1 TaKa
1a MOBUIIH TOKCHYHOCTTA MY.

Bumamun K-3asucumu AHMUKOAZYNAHMU U AyemuaCanuyunoea KUCenNuHa
AHTHKOArynaHTHUST e(eKT Ha BapdapuHa, APYIHTE KYMApUHOBH AHTHKOATYIAHTH W
AHTHATPEraHTHHAT e(DEKT Ha aleTHICATHIINNOBATA KHCEIMHA MOraT Ja OBJaT 3acHiIeHH
[TOpajx H3MECTBAHETO OT MECTaTa UM Ha CBBP3BAHE C ILIA3MEHUTE [MPOTEHHM OT BAIIIPOEBA
kucenuua. [IpotpomMOuHOBOTO BpeMe TpsabBa na ObAe HeCTO NMPOCIEAIBAHO MPH IPUEMAHETO
Ha OpaIHU AHTUKOATr'YJIaHTH.

Temozonomuo

En#oBpeMEHHOTO NTpHeMaHe Ha TEMO30JIOMUI H BAIIPOESBA KACEIWHA MOXE A JOBEJE 10
JIEKO TTOHMKABaHE Ha KIHUPBHCA Ha TEMO30JIOMHA, KOETO € 0e3 KIMHUYHO 3HAYCHHE.

Lopexmu na Opyau meQuramenmu 8bpxy 8aiNpoeaq KUCeaund

AHTHKOHBYJICAHTH, JAEHCTBALM KaTO €H3UMHH PEAYKTOPH (BKIIOUMTENIHO perumoun,
penobapbuman, xapbamazenux u NPUMUOOH) TIOHMKABAT IIA3MEHOTO HMBO Ha BAIIIPOERA
KucenuHa. B cnyyan Ha KOMOMHEpaHa TepanMs € XKeNaTeHO J03aTa Ja Ob/e peryjJupaHa B
3aBRCHMOCT OT IIJIa3MeHaTa KOHLeHTpanus. OT Apyra cTpaHa eqHOBPEMEHHOTO MpUIIarane Ha
BAJITTPOCBA KHUCEIUHA U Qenbamam MOXe Ia AOBele X0 MNOBHLIABAHE IIJIA3MEHOTO HHBO HA
BaNNpOCBaTa KUCE/IMHA, IIOpadd TOBA 103aTa Ha BAIIPOEBATa KHCENHWHA TPAOBA BHUMATEIHO
a ce cnenu. Meghnokeun u xn0poxeéun MoraT Ja CHIDKAT mpara Ha Be3Oyaumoct Ha [[HC. B
JOTTBJTHEHHE MepIOKEUH MOKE Ja MOHIKH Ia3MEHUTE HHBA HAa BalIpOEBaTa KUcenuHa. B
TaKuBa CIy4au 1o3aTa Ha BaIIIpoeBaTa KHCeJIHHa TpsaOBa 1a ce peryjinpa Ipyd HeoOXoJuMocCT.
B cnyyanm Ha eqHOBpeMeHHa ynoTpeba Ha BanmpoeBa KHCEIHHA H GeuiecmBd ¢ GUCOK
agunHumem KoM NAAIMEHUME NPOMEUHU (Hanp. AYemuncaruyunoéa Kuceauna), MOXe Ja ce
MOBHIIH PpaKIKgaTa Ha CBOOOIHATA BAJIIPOEBa KUCEIHMHA,

Ilpn ennoBpemenHa ymorpeba ¢ yumemuoun u epumpoMuyuxH MOXE 14 C€ MOBHUIIH
MJa3sMEHOTO HHUBO HA BallpoeBara KHCENHMHA, TMopaiu 3abaBeHHs 4epHOAPOOeH
METab0IUIBM.

Kapbanenemume MoraT Aa TNOHIDKAT IJIA3MEHOTO HMBA HA BWIMPOEBATA KUCEIHHA IO

Hpyau s3aumoleticmeus
IIpenopryBa ce BHUMATENHO H3MON3BAHE HA BAINPOEBA KHCEIUHA C HOBH
aHTHENHJICTITHYHN MEINKAMEHTH, YHATO (PapMaKOIWHAMUKA € BCE OLIE HEM3ACHEHA,




[IOBJINSABa NEHCTBHETO HA OPATTHUTE KOHTPAIETITHBH.

4.6 bpeMeHHOCT H KbpMeHe

4.6.1.bpemennoct: Ot omuTa NpH JIeYeHHE HA MAlKH C EITHIIEIICHS, PHCKOBETE CBBP3AHH C
ynoTpebaTa Ha BalpoeBa KUCEIMHA 110 BpeMe Ha GpeMeHHOCTTA ¢a KaKToO CJIe/IBa;

- PHCK CBBP3aH ¢ eNWIENCUATA H ¢ AHTHEIMJIENTHYHHTE MEIHKAMEHTH
[lpu nmenata poneHHM OT Maliku ¢ eNMANENCHS IONYYABAINM AHTHEMWIENTHUHO JICUEHHE
obwmsT Opoit Ha MandopmanuuTe € 2 - 3 IIBTH M0-BUCOK OT TO3K B o61maTa momytamus (3%).
Benpexn nopuienuns Opod Ha MangopMaruu choOIaBAHN IPY KOMOHHHPAHO JICUeHHE BCE
OIlC HC € H3ACHEHA OTHOCHTEIHATA POJisi HA CaMOTO 3a00NsgBaHE W Ha JICUCHHETO IIpH
pasBuTHeTO UM. Haif-yecro noxnaxsaHm ca ,3aemiKa yCTHA" H  CHPACUHOCHIOBH
ManpopMaInm.
EnuneMruoNnornyHy npoy4BaHus ¢a NOKa3ald BPb3Ka MeXIy BhTPEeMaTOYHA ¢KCIIO3MIMS Ha
BIIIPOEBAa KHCENWHA M 3a0aBsgHE B pa3BUTHETO Ha IUIoga. 3a ToBa, obaue, MOXe Ia
JOTIpHHECE WM MaW4HHATa CNHJIENCHs, H TO3M (hakT NpaBH TPYAHO Ja C€ ONpPeAeiH
a0COMIOTHHUS MPHHOC HA AHTHEIHMICITHYHOTO JIEYCHHE 33 PAa3BHUTHETO HA TO3U PHUCK. Bee nax
BBIIPEKH CIIOMEHATUTE JaHHH, BHE3AIIHO IIPEKBCBAHE Ha JEYeHUETO TpsaOBa na ce u3bsraa,
3a{0TO TOBA MOXE Ja OTKIIOYH HOBH IIPUCTBHIIM, KOUTO MOTaT Ja HAaBpeIAT, KAKTO Ha
MAaHKarTa, Taka ¥ Ha IJI0aa.

- PHCKOBe CBbP3aHH ¢ BAJNIPOEBA KHCE/HHA;

Ilpu excneprMenTH ¢ XXUBOTHH, TEPATOTCHEH epeKT € HabIIONABAH [P MUIIKH, TUTBXOBE M 3aMIIH.
[lpu 1aX e nokasaHa BpB3KaTa ChC CTOMHOCTHTE HA NMHKOBHTE IIJIa3MEHM KOHICHTPALMH M
WMHIMBUAyaIHAaTa £03a, U PasBHTHE Ha Je(PeKTH Ha HeBpaHara TpeOa. [1pH xopa e Habmonagad 1o-
BUCOK MPOLEHT HAa BPOACHM AHOMATMH (CIy4ad HA JMIEB AUCMOPGHU3BM, XMIIOCHAIMSA WM
MHOXECTBEHH MasipopMaliny 0co0eHO B pa3BHTHETO Ha KPAWHHIIMTE) [PY JELIA POLECHH OT Malky ¢
CIJICTICHA HA JICUYCHHE ¢ BAJIIPOEBa KMCC/HMHA. BammpoeBa KucemmHa ce CBBP3BA ¢ JedeKTH Ha
HeBpaHaTa Tpb0a Karo MHUEJIOMEHHHTOLETE U criiHa Guduaa. Te3n MHIMAEHTH ca ¢ YCTaHOBEH
st ot 1 no 2%.

- 3aKkNI04Ye¢HHS BbB BPh3KA ¢ TAKA H3J0KeHUTE JaHHH
Koraro xena raHupa OpeMEeHHOCT TOBa Halara IIPEOHEHKA HA AHTHEIMICIITHIHOTO U JICUEHME,
/KeHd B JeTeporHa BB3pacT TpsOBa Ja Obuar MpeOylpexIABAHM 33 PUCKOBETE W IONBUTE OT
[TPOIB/DKABAHE Ha JICYCHHETO 110 BpeMe Ha OpeMeHHocTTa. Mima gokazareNcTra, ue IpHeMade Ha COJH
Ha (osmieBaTa KHCEMHA MpeM HAYaIoTO Ha OPeMEHHOCTTA OT JKEHM ¢ BHMCOK PHCK, HAMAIABAT
Pa3BHTHETO Ha Ne(eKTH Ha HEBpanHaTta Tphha. Benpek ye He ChUIECTBYBAT IOKA3aTEIICTBA 33 TAKARA
10JI3a 1IPH KECHH TOTyYaBallll aHTHENMIWICTITHYHA MEAUKAMEHTH, Te TpsadBa Ja ObJaT ChbBETBAHU [a
3al04HaTa 12 B3eMar (oMMEBa KHCEIMHA (5mg) BBEIMOXKHO Halff-paHO Cien IPeKhCBaHE Ha
KOHTpatemmsra. iMa nokasarenctsa B Ioakpena Ha (akra, 4¢ MOHOTEPAITHATA € 3a IPEANOUMTAHE
[IpH JICYCHUETO Ha OpemeHHM. TpsAOBa ma ce mpepasriena JO3HMPOBKATA HA MEAMKAMEHTA U 14 Ce
H3MON3BAT BE3MOKHO Hal-HMCKHTE ehEKTUBHH JIO3H, Pa3/elicHH B HAKOJIKO MpHeMA, Thil KaTo
PHCKET OT OHOPMHO ITPOTHYAHE M M3X0J OT OPEMEHHOCTTA Ce CBLP3BA ¢ BHCOKA 001Ia THEBHA /1034,
KaKTO ¥ ¢ MHIMBHIyaTHara 03a. MHIMIEHTHOCTTa 3a pa3sBUTHE Ha Ae(peKTH Ha HeBpanHara Tphoa
pacTe ¢ go3ara ocobeHo npu ao3u Hap 1000 mg/aeH. PaznensHeTo Ha JHEBHATA 10332 B HSIKOJKO
mpyeMa pe3 JICH, KakTo W M3MOMI3BAaHET0 Ha (GOpMyIIM ¢ YALDKEHO OcBOOOXKAaBaHe ca 3a
IPETNIOYMTAHE, 33 Ja Ce M30ErHaT BHCOKATE MHKOBYM CTOMHOCTH Ha IUIasMeHuTe Husa. [1o Bpeme Hg
OpEeMEHHOCTTA aHTHKOHBYJICHBHOTO JICYEHHE C BATNPOSBa KHUCENIHA He TpAGBa Ja ce IIPeKs /..;r: aKe BEKAR,
edexTBHO. [IpenopnuBa ce Ha3HAYABAHETO HA MPEHATATHO MOHUTOPHPAHE OT CLIEHMATHUCH
YCTAHOBSIBAHE Ha JeQeKTH H4 HeBpauHarta Tpe0a ¥ pasBUTHETO  HA Mangjop
bpeMeHHOCTHTE TpaOBa BHHMATENHO Ja C€ CIENAT ¢ YATPasByK WM Apyra i
TeXHHKa (BXK. Touka 4.4. Crienuamu npeaynpex/IeHHs 1 IpenasHi MEpKH TIPH YIIC .--'ﬁ-.- s

- Puckose 332 HOBOpPOAEHOTO '%.-? &

HabmonaBauu ca MHOrO peiky cinydad Ha pasBHTHE HA XeMOparuyeH CHHAPBN ‘f"ﬁpu pf_rﬁ"ﬁ/




HOBOPOACHHM, “MMTO MaWK{ ca OWIM JISKYBaHH C BAlIPOEBA KHMCENMHA 110 BPEME HA
OpeMEHHOCTTA. XeMOparnIHus CHHAPOM CE CBHP3BA C XunopudprHorenemus. JIoknanpaum
Ca Clyyan Ha apuOpuHOreHeMHMs ¢ (aTanieH usxold. Te3n edexTu ce CBBLP3BAaT Hali-Beue ¢
HaMaIBaHETO HA (AKTOPUTE Ha KPBBOCHCHpBane. To3um cHHApOM, obaue, Tpa0Ba Ja ce
AUCTaHOMpa OT HAMAIABAHETO Ha BUTaMUH K - 3aBucumuTe (aKTOpH, NPUYHMHEHO OT
dhenoOapOHTaN ¥ APYTH AHTHEITMIIENITHYHH MEIUKAMEHTH C CH3UMHHIyLHMpaLL eeKT.
Ilopamy Tesu mpuumnm ce MpernopryBa creieHeTo HA 6pos Ha TpOMOONUTHTE, MTA3MEHOTO
HUBO Ha (UOPHHOreHa, KOATYNALMOHHUS CTATYC M (PAKTOPHUTE HA KPbBOCHCUPBAHE ITPH
HOBOPOJEHHUTE,

4.6.2.Kvpmene: B Malf9MHOTO MIIAKO CE OTKPUBAT MHOIO HHCKH KOHLIEHTPAI(UX Ha
Bannpoesa kucenuua (1% - 10% or crofirocture Ha mwiasMenara Kouuentpauns). Jo cera
[POCICIABAHCTO HA NCLA KEPMEHH OT MafKH Ha JICUSHHE C BAIIIPOEBA KUCETHHA HE
[10Ka3Ba KJIMHUYHU e(pekTH. CIIe10BaTEIHO JCIEHHETO ¢ BANMPOESBA KUCETHHA HE Ce CMATa
3a KOHTpaMHAMKaLMs 3a KbpMEHE.

4.7.E¢dexTn BbpXy cnmoco0HocTTA 32 mModHpaHe H PadoTa ¢ MAIIHHH

B ronsama yact ot ciyyauTe OBNaAsSBAHETO HA NPHCTBIMTE B C/ICACTBHE HA JICUCHHUETO C
BaJIITPOCBA KHCE/IMHA [TO3BOJIBA HA ITALMEHTHTE 14 B3eMaT aKTHBHO Y4acTHe B
nsrKeHueTo. llopropure ¥ nanuentute, paboTelms ¢ MamMHH TpAGBa 4a ca
NpeAyNpCaCHH 3a MPEXOAHATA CHHIMBOCT 1P KOMOHHHPAHOTO JIEYCHHE C HIKOJIKO
AHTHKOHBYJICAHTA UIIH TIpH €XHOBPEMEHHATA yIioTpeda Ha OeH301Ha3enuHH.

4.8.HexesaHm 1eKapCcTBEHH peaKIun

Hapywenus na xpvema u aumgnama cucmema: Bannmpoesara kucennoa uHxubupa
BTOpaTa (asa Ha TPOMOOLMTHATA arperallds M Taka BOAU JO YIObIDKABAHE BPEMETO Ha
KBPBEHE, & 4eCTO U 10 TpoMmbouuroneHus. Tesn edextn oGukHOBEHO ce CBBP3BAT C 03K
[10-BHCOKH OT NPCTIOPBYMTENIHUTE U ca o0patumu. TpomOounTonatis nopagn AeQHLIHUT HA
daxrop VIII / paktop Ha von Willebrand / moske ma noBene 20 yambikapae BPEMETO Ha
kbpeeHe. HaOmionaBauu ca m msonupaHu cioyvam Ha Hamanen ¢uGpunoreH. Yecto ce
cboOIIaBa 3a JIeKO 06paTHMO NOTHCKAHE Ha KOCTHHUS MO3BK. 1lofBaTa HA CHOHTAHHY
CHHMHH H KBPBCHE € CHIHAJ 34 NPEYCTAHOBSIBAHE HA JICYEHHETO OO H3ACHSBAHE HA
[IPHYMHHUTE 3a ToBa. MoXe na ce HabmiogaBa arpaHysioMUTO3a W MOHIKOra TUMPOIHUTO3A.
PsaKo ca m0KJIaBAHH CITydal Ha ePUTPOLHATHA XUIIOILIA3MS, ICBKOIEHUS U MAHIUTONEHUSL.
KpBBHATA KapTHHA CE€ Bb3CTAHOBABA B HOPMA CJIE] CIIUPAHE Ha JIEYEHHETO.

Hapyuwienus na umynsama cucmema: Psinxo ce cbo011aBa 3a pa3sBHTHETO Ha BacKyuT. Uma
CITy4ad Ha anepruyHy peakuuu (0T 0OpHB 10 peakiMs Ha CBPbXYYBCTBUTEHOCT). Psko ce
Pa3BHBA CHCTEMEH JIYITYC €PHTEMATOIEC.

Hapywenus na endoxpunnama cucmema: ChlUecTBYBAT H3OJMPAHU CITyYaH Ha JUCMEHOpEs 1
ameHoped. Paako ce Habro/1aBa rMHeKOMAaCTHS.

Hapywenun na memabonusma u xpanernemo: Moxe 1a ce HabmoaBa XUNEPAMOHEMHS

0e3 TpoMsHa B YepHOAPOOHHUTE eH3uMH. M30mupana v HHCKOCTeNeHHa XUIIepAMOHEMHS

MOXE Ja CE [IOSBH 4ECTO, HO € OOMKHOBCHO NIPEXOAHA M HE Halara NpeKsCBaHe Ha
JIEYEHHETO. Bee rak Koraro € nNpuapy)eHa OT CHMIITOMH KaTo aTaKCHs, IIOBPBIIAHE,
3aMBITBAHE Ha Ch3HAHUETO, JICYEHHETO C BA/IIPOEBA KUCEIMHA TPAOBA A3 CE IPEYCTAHORH.
Habmoznasa ce xunepamMoHeMus IpUAPYKEHA ¢ HEBPOJIOTHNHH CHMITTOMH (BX TOYKa 4.4.
Crienyaniy npeaynpex e s U npe/nasHia MEPKH Ipy yriotpeba). B penxu CIIy4aH ¢
Ha0M0,1aBaT OTOLIH.

Hewowunu napyuenua: Jenpecus.

Hapywenua na nepenama cucmema: PAIKo ce HabIOQABAT HEXENAHH DEaKIAH
CBETOBBPTEXK H TPEMOP, KOUTO €a JI0303aBHCHMHL.

Mima fanHu 3a nosiBa Ha cefialiist, OOUKHOBEHO MPH KOMOHHALHS ¢ PYTH AHTUKOHBYJIC
IIpu MOHOTepanus ce NMosABABA W3KIFOYMTENHO PSAKO, B HAYAIOTO HA JCYCHHETO




OOMKHOBEHO € npexomua. JIOKMamBaHH ca peiKH CNy4YaW Ha BSUIOCT W OOBPKBaHE,
TIPOrpeCHpalliy ITOHSAKOra A0 CTYNOP U NPUAPYXKEHH OT XATOLMHAIMY ¥ KOHBY/ICHH. Psako
ca HaOMonaBaHy eHLledaTonaTus ¥ KoMa. Te3H ChCTOZHUS OGHKHOBEHO Ce CBBP3BaT C
H3II0JI3BAHCTO HA rojisiMa CTapToBa 103a U ObP30 TUTpHpaHe Ha MeUKAMEHTa HITH IIPH
CIHOBPEMCHHATA yNOTpeba Ha APYrd aHTUKOHBYJICAHTH, 0CoOeHO (enoGapGuran. Te
OOMKHOBEHO H34€3BaT ¥ ca OOpaTHMM NP HaMaJISBaHe Ha 103aTa WK [IPEKLCBAHE HA
IIpYEMa Ha MeTUKaMEHTA,

MMa penxu cimyyam Ha HabIONABAHM CHMOTOMH OT EKCTpalMpaMHUIHaTa CHCTEMA,
BKTOUTENHO MAPKMHCOHUIEM, KaKTO H 0OpaTHMa NEMEHIIS CBBp3aHa ¢ 0OpaTHMa KOpoBa

aTpoHsl.
[ lorsixora Mosxe a ce Habmoapa nosyIeHa 6yaroCT. ToBa B OB JIMHHIY € IpeUMCTBO,HO

B PEIKH CIIy4an ca HaOJIKO/1aBaHK arpeCHBHOCT, XHIIEPAKTUBHOCT M [IOBEIEHYECKH IIPOMEHH.
JloxnazBaHu ca peaKu clyqaH Ha 3aryba Ha ciryxa (00paTuMO UK HeOGPATHMO), KAKTO U
[I0AB4 Ha IIYM B YIIUTE, BRIIPEKH Y€ HE € JJOKA3aHa HEOCIIOPHMATa UM BPh3Ka ¢ MPHEMaHETO
Ha BaJIIpoeBa KHCeJIHHA.

Psnko ce HabmoaaBa rnaBoGoe H HHCTArbM.

Cmomawno-upesnu napywenus. Cpemar ce peaku CIIy4aH Ha IIAHKPEeaTUT, A0pH ¢ daTaneH
H3XOX (BXK. ToUKa 4.4 CHenuanu npeaynpexaeHus 1 IpealasHu MEpKH IpH yriotpeda). [pu
yrnorpebara Ha BaIpoeBa KUCEIHHA ce HabJIIofaBa TOBUIIEH ANETUT U 3HAYHMO H
[TPOTPECUBHO HANbIHABaHE (BX. Touka 4.4 CHEUHATHH NPENyNPEeXICHHS U TIPeANa3H
MEpKH IpH ynoTpeda ). B Ha4a0To Ha ISYEHHETO MOKE 1A C& NOSIBH Jpa3HeHe OT
CTpaHa Ha cToMaxa. ¥ma ciyuan Ha rageHe, MOBpbIIaHe, TUAPHs, aHOPEKCHS U 3aIeK [pH
yrnoTpeba Ha BAIIPOEBa KHCEIMHA,

Xenamo-6unuapnu Hapywenus: B HaualoTO Ha JIEYEHHETO MOXE 1A CE NOSBM [IPEXOAHO

OBUIIABAHE Ha TpaHCaMHHaszuTe. Psnko ce cpobmaBa 3a 4epHONpoOHO yBpexmaHe c
(baTaNH¥ MOCNEAWLH NPH NPHEMAHETO Ha BAIINPOEBA KHCEIHHA (BX. Toukad4.4. CrennaaHu
PEAYTIPEXKIACHNA U NIPCANA3HU MEPKH Ipu yrotpeba ). Psaxo ce HaGmonasa nopdupus.
Hapywenus na xoxcama u nodrkoosichama mokan: TIpu HAKOY NAlUMenTH cH HaOII01aBa
MPEXOaeH Koconan. To3u edexr He e gozo3aBucuM. Crien oKono 6 Mecela 3aro4Bpa
U3pacTBAaHCTO Ha HOBA KOCA, HO TS MOXKE J1a € MMO-KbApaBa OT IpeaH. Psako ce nabnonapa
rnopdupus. [IpexoMepHO OKOCMABAHE UM OSBA HA AKHE €A NOKIAIBAHE MHOIO PAOKO.

[Ipu ynorpebaTa Ha BampoeBa KUCEIMHA PAAKO ce HabmoaaBa ek3anTeMa. V3KIOueHus ca
PCaKkUHH
KaTo CNHAEpManHa HEKPOM3a, CHHAPOM Ha CTHBBHC-/KOHCBH U eputeMa MyaTrdopMe.
Hapywenus na 6vopeyume u nuxounume nomuwa. [lpu nedenue ¢ BAJINIPOEBA KHCEIHHA
pAnko € HabmonaBaH o6paTuM cHHApoM Ha PaHKoHH (HapylIeHHE BBB GYHKLHHTE Ha
[IPOKCUMAIHHTE OBOPEUHN TyOyIH BOAEILO 0 [IFOKO3YPHSs, AMHHOALUAYPH, hochaTypus u

YPUKYPHSA).

4.9. llpenosupane M3secTHH ca cilyyay HA UHIHICHTHO HMIIH IPEIHAMEPEHO NIPEA03UPaHE HA
MmeaukameHTa. IlpH nnasMenyn KOHIEHTpaUMH S -6 IIbTH MO-BHCOKH OT MAKCHMATHUTE
TCPANeBTHYHH CTOHHOCTH, APYTH CHMIITOMH OCBEH rajieHe, IOBPBIIAHE U 3aMASHOCT, €
MaNKO BEPOATHO Ja ¢e HaboaBar.

llpy npeposupane cne CTOWHOCTM Ha mNiasMeHHTe koHrenTpauun 10-20 neTH Han
TCpali€BTUYHUTE MOTAT 1A C€ NOABAT cepro3Ho notuckane Ha IIHC u mumanero (Bx. Touka
J.2.PapMaKOKHHETHYHH CcBoiicTBa). Te3u CUMITTOMM MOTaT A2 BApHUPAT B 3HAYUTE/HA CTEleH
creneH. ViMa [amHM 3a DPasBHTHETO HA MO3BYEH OTOK CBhC CHMITOMH HA IIOBHIHGHC
MHTPAKPAHHATHO HajsraHe. ChOOIIABAHM ca THPUOBE NPH MHOTO BHCOKH IUTA3MELS &E 467, 5
BAJIIPOCBA KHCeMMHaa. MMa naHHH 3a HSIKONKO CMBPTHH CJTydast el 0COOSHO MoMisMO Hpaky TG

e
[lpy npenosMpaHe ¢ BaMIPOEBAa KHUCENMMHA CE MpPENOpHUBA GOMHHUHO JiedcHue/! ih

<

NPCIM3BUKBAHE Ha MOBPBILIAHE, CTOMAIIIHA [IPOMUBKA, aCUCTHPAHa BEHTHIIALINS W IPYTHE )
MOABPKAHC HA JKU3HCHUTE (DYHKIMH. YCIENIHO MOTaT Ja Ce IPHJIOKAT xel




xemornepysus. M3momsa ce ChINo B HHTPABEHO3HO HATOKCOH H OpaJIHO ITpUJiaraHe Ha aKTHBEH
BBIJIEH.

S.PAPMAKOJOTINYHU JAHHHA

d.1.DapMakoAMHAMHYHH CBOIiCcTBA

bapMmakoTepaneBTHYHA MPYIIa; aHTHETIANETHI, ITPOU3BOAHK HA MAaCTHH KHCE/IMHHA
ATC koa: NO3AGO1

Baympoepara KuceniHa € aHTHKOHBYJICAHT.

Haii-seposTHUST MeXauH3EeM Ha JieiicTBrE e IOTCHLMPAHe HA HHXUOMTOpHATa poJis Ha raMa-aMUHO-
MacnieHara kucermna (ITAMK) upes noemusBade Ha MO-HATATHINHMS CHHTE3 WM METaBOM3EM Ha
I'AMK. AKtiBHpaHeTo Ha IIIyTaMaT AeKapGOKCHIIA3aTa 1 HEXHOHpaHeTo Ha | AMK-Tpascamunrasata
BOAH N0 3HAYWTCIHO YBEIM4ABAHC Ha KOMMYeCTBOTO 'AMK B CHHANTO30MHTE M CHHAITHYHOTO
[POCTPAHCTBO. Karo mHxuOHTOpeH HeBpomemuatop TAMK mnoTHcka mpe- W MOCTCHHAIITHYHUS
PAIPA M TaKd HE II03BOJIBA PAsNPOCTPAHEHHE Ha KOHBYICHBHATA aKTHMBHOCT. IICHXOTPOITHOTO
ICHCTBME Ha BAINpPOCBA KHCEMMHAA BOIM O MOAOOpEHA MOTODHA KOOpAMHANUS H IO-CHIIHA
CIIOCOOHOCT 38 KOHLIEHTPALIMSL.

Hobpara edexruBHOCT H 6530 eiCTBUE HA BAPOEBATA KMCEHHA TP OBJIAJIBAHE HA MAHHHHUATE
(hask NpH NAIMEHTH ¢ MAHHIMHO-IENPECHBHE (GHIIOIapHN) Pa3CTPOHCTBA € AOKa3aHO B MHOMXKECTBO

INALEO0-KOHTPOIIMPaHH KIIMHUYHHM ITPOYIBAHHS.
3.2. PapMaKOKHHETHYHH CBOMCTER

Abcopbyun

PasTBapsHeTO Ha E€HTEPOCONBEHTHMTE KAlCymM U abcopOlMATa HA aKTHBHATA MM CHLCTABKA Co
H3BBPIIBA B TPHKUTE YepBa. AOCOMOTHATA OHOHATMYHOCT Ha nipenapata ¢ noutd 100%. [Tukosu
[IASMEHN HUBA CE JOCTUraT CNEA OKOJO 2 - 3 4yaca Cnel NPUEMaHETo. [THOBPEMEHHOTO
[IPHEMAHC Ha XpaHa HE BOM IO NPOMSHA B KOJIMYECTBOTO Ha abcopbupaiio BelnecTro. B 3aBrcuMocT
C_4epHOApoOHO yBpexaane: [lodyHBOTBT Ha BalIpoeBa KUCEIHHA OpH  OT JIO3OBHS
MHTEPBAT CTAOIIHO IUTa3MEHO HHBO C€ JOCTMIA Ha 2 -4 IeH OT Havyaloro Ha TeparnnATa.
E¢exkTHBHHTE M1a3MEHU HHBA ca B rpaHumTe 40 —100 mg/l (278 - 694 umol/l) npu mauvenTy ¢
emmencusd 1 50 - 125 mg/l (300 - 750 pmol/l) npy nanmenTy ¢ 6uIoAgpHY pa3cTpoHCTBa.
HabmonapaHa e BUCOKA HHTEp-  HHTPaHHAMBHyaTHA BAPHAGHIHOCT HA NIa3MEHHTe HIHBA
Ha BaJIINpPOeBa KHCEMTUHA.

Paznpedenenue

CBBP3BAHETO HA BANIPOEBA KHUCETHHA € [UIA3MEHHTE nporeuHn ¢ 80 - 95%. Ilpm
KOHUCHTpanuy B rurasmara Haj 100mg/l ce ysennyasa ceoGonnata my dpakuus. Bannpoera
KHCCINHA €€ pasmpeneis B OPraHH3Ma OCHOBHO upe3 KpbBTa. KoHueHTpanusra My B
HepeOpoCHUHaNHATa TEYHOCT € CpaBHMMa ¢ Tasd HAa  cBOGOIHATA dpakiuss B

[1a3Mara. Banmpoesa KucenqMHa — NpeMHHaBa AMAINIALEHTADHO H CE €KCKpETHpa B
kppMara. (1- 10% ot obwara cepymMHa KoHUEHTpauns).
Memabonuzom

Bannpoepa krcennHa ce MeTabOJIK3HpA B YEPHUS IPO6G OCHOBHO 4pe3 IIIOKypoHupane. Toi
HHXHOMpa muToXpom P450 exsumua cucrema.
Exckpeyust

OCHOBHATA €KCKpENUs Ha BAIIPOEBA KUCEIHHA € [Ipe3 OBOpeuuTe nox popmara Ha
TTIOKYPOHHIATH.,

[TomyxuBOTET My € 10 - 15 yaca U € 3HAYUTEIHO IO KPATHK IpH aena - 6 - 10 gac

Crneyuannu epynu nayuenmu i
Bh3pacTHH maupentH: PapMakOKUHETHKATd HA BAIMIPOEBA KHUCEIHHA MOXKE Ie CO
[IpH BB3PACTHHU MALUCHTH MOPAJM [IOBULICHUS 00EeM HA TEJICCHUTE TEUHOCTHA M HAMA




KalallHTCT Ha IJIa3SMCHUTE MPOTEHHH, KOETO MOXE Ja JOBEJE IO MOBHINABAHE Ha ¢cBoOOIHATA
(ppakuus Ha rpemnapara.

launentu ¢ Ob6pednu 3abongsanus: ITopanu HapyleHOTO CBBbp3BAHE C ILIA3MEHUTE
POTEMHU TIPH MAUKEHTH ¢ OBOpevYHO yBpexnaHe cBoOomHAaTa (paKIMsA Ha BaIPOCBA
KACCIHHA MOXKE Ja Ce IOBUIIIH.

[laNMEHTH MAUMEHTH C YepHOApOOHA LUpPO3a W TAKHBA, BH3CTAHOBABAILH CE OT OCTBP
XCIIATHT © 3HAYWTC/IHO YAB/DKEH B CPaBHCHHE C KOHTPOJHH T'DYIH, KOETO IIOKAa3Ba, 4e

KIMpbHC2 Ha BAJIIPOCBAaTa KUCENHHA INpPH IALMEHTH ¢ YECPHOOPOOHHM HApyIICHHS ¢
3HAYUTENHO 3a0aBeH.

3.3 IlpeaKIMHAYHN JaHHH 32 (e30MaCHOCT

V3cnensanus Ha XpOHHYHATA TOKCHYHOCT Ha BAIIPOEBA KHUCEIMHA €A YIOKA3alH HaMaleHa
CIICPMAaTOreHe3a U TECTHKYJIAPHA aTpO(Us MPH ILTEXOBE M Ky4YeTa. | eHOTOKCHYHHE TECTOBE HE
OTKPHBAT MYTare¢HEH NOoTCHIHAN. lIpoyuBanus 3a KaHleporeHesa noka3saT MOBHIIABAHE HA
CIIy4auTe ¢ MOJKOKHK (PHOPOCAPKOMH TPH MBXKKH IUIBXOBE. S3HAYEHHETO HA TE3H OTKPUTHS

pd XOpa HE € HU3BCCTHO. lIpM XMBOTHH BalmpoeBaTa KUCEIHHA SCHO € MNOKA3amd
TEPATOr€HHOCT.

6. DAPMALIEBTHYHHU JAHHU

6.1.CnuchbK HA NOMOLIHUTE BeliecTBa

Kapuon 83, ruwuepon 85%, sxenatuH, turanos auokcun (E 171), xenesen OKCHI YEePBEH
(E172), conna kucenuna, mesmak, sxeneseH okeun yepen (E172), kononumep Ha METaKPHJIOBa
KHcenmHa — erakpunar (1:1) — aucnepcus 30%, Tpuetun unrpar, Makporon 6 000, riruepour
MoOHocTeapart 44-55 tun 1l

6.2 HechBMecTUMOCTH
HenpunoxuMmo.

6.3 Cpox Ha rogHoCT
> TOJHHH

6.4 CnelMa/IHH YCJIOBHSA HA CHXPAHCHHE

/la ce cpxpansBa npu Temneparypa noa 25°C.

[la He ce chXpaHsaBa B XJIAJUIHUK U 4 He Ce 3aMpa3sBa.
Jla ce nasu oT NpsiKa CBETIHHA.

Jla ce cbXpaHsABa HAa MACTO, HEOOCTBIIHO 34 Aclia.

6.5 JaHHY 32 ONAKOBKATA
Onakoska ¢ Anymunuesd /PVC/PVDC Gmucrepm winm anymuHueBn PVC 6nmcrepw,
cpappikaiia 40, nnnl 00 kancynm.

6.6 CnenHa/IHi MepPKH UPH H3IXBLPJIAHE H paGoTa
Hsma cenuaniy U3HCKBaHUA

T.MME U AIPEC HA TIPUTEXATEJS HA PASPEHIEHUETO 3A VIIO
Gerot Pharmazeutika Ges.m.b.H
Arnethgasse, A-1160 /
Vienna i
ABCTpHA \



8.HOMEP HA PA3PEIIEHHUETO 3A YOOTPEGA
KOHBYJIEKC 150 mg xancynu: 20000209
KOHBYIJIEKC 300 mg xancynn; 20000210
KOHBYJEKC 500 mg xancynu: 20000206

9.JATA HA ITbPBO PA3SPEIIABAHE /TIOHOBSBSIHE HA PA3PEILEHUETO
3A YIIOTPEBA

06.06.2000 ; IloanopsassHe — 07.10.2005

10. JATA HA AKTYAJIN3NPAHE HA TEKCTA
OxTtomBpH 2008




