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1.  WME HA JEKAPCTBEHMSI IIPOXYKT A é‘/}?j//-?,é_tra’@/f’ é

BonrapeH 25 mg cTOMalIHO-yYCTOHYMBH TabneTkH 10-10- 2008
Voltaren 25 mg gastro-resistant tablets

Bonrapen 50 mg cromaiHo-ycToiupBy TabneTku
Voltaren 50 mg gastro-resistant tablets

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

AKTHBHOTO BEIIECTBO € HaTpHeB-[0-[(2,6-auxnopdennn)-amuto]-penun]-auerar (=diclofenac
sodium/muKnodenak HaTpHii).

Besika cromamHo-ycToiunBa Tabnerka chabpixka 25 mg win 50 mg qukiodenak HaTpwii.
3a MBJIHKA CMHUCHK HA MOMOIIHMTE BEILECTBA BHXKTE TOYKa 6. 1.

3. JEKAPCTBEHA ®OPMA
CromamHo-ycroiiunea Taberka.

Boatapen 25 mg cToMaimHo-ycTOHYHBH TaGNeTKH - KBJITH, KPBIJIH, JBOHHO-H3IbKHATH, ChC CKOCEHH
psbose, ¢ rpasupan Haamuc "CG" ot ennara ctpana u "BZ" ot apyrara.

Bonrapen 50 mg cromMamHo-ycToiuiBY TabNeTKH — CBETO KaQABH, KPBIJIH, JBOHHO-M3ITLKHAIH, ChC
ckoceHu prboBe, ¢ rpasupan Haanuce "CG" ot eqnara ctpana u "GT" ot apyrara.

4. KJIMHUYHHA JAHHHA
4.1 TepaneBTHYHH NOKA3AHHSA

Jleuenue Ha:

®  BL3NAIUTENHH M JIereHepaTHBHH (POPMH Ha cTaBHH 3a00/1BaHKs: PEBMATOMIEH apPTPHT,
IOBEHW/IEH XPOHHYEH apTPHT, aHKW/JIO3HPAIIl CIIOHIMIHT, OCTEOAPTPHT M CIIOHJUIAPTPO3a,
GonesHeHH CHHAPOMH Ha rPbOHAYHKMS CTBIO, H3BBHCTABHH MEKOTHKAHHH 3a00/14BaHKA;
NoAarpo3Ha Kpusa;
MOCTTpaBMaTH4HA U NOCTONEpPaTHBHA 60/IKa, Bh3NajeHHe WK MIOAyBaHe, HaMp. el
CTOMATOJIOTHYHA WIH OPTONEIHYHA ONepalys;

e  Gone3HeHH W/MIH BB3MAIMTENHH ChCTOSHNSA B THHEKOJIOTHATA, HAIP. MBPBHYHA AUCMEHOPEs HITH
a/IHeKCHT;

®  KarTo JIOMbJIHEHHE MPH JIeYeHHEeTO Ha Oosie3HeHH HHEKLHK HA YXOTO, HOCA WM I'bPJIOTO, HAMp.
TOH3HIO(QAPUHIHT, OTHT. CnazBaiiki TepaneBTHYHHTE MPUHLIMITH, MOIEXKAIOTO 3abonsgpaHe
Tpa6Ba Ja ce JieKyBa ChC ChOTBeTHaTa Tepanus. OeGpuinrert, cam 1o cebe cH, He € NoKa3aHHe 3a
NPUIOKEHHE;

4.2 J03HpoBKa H HAYHH HA NPHJIOKEHHE

EOSHMBKa




Hexenanure IeKapcTBeHH PeakiMH Morat a GhJaT CBEAECHH 10 MEHMMYM 4Ype3 M3TON3BaHe Ha Hail-
HUCKaTa ePeKTHRHA 1103 33 Hall-KpaTKHA NEPHOJ 0T BpeMe, HeoBXOIMM 33 KOHTPOIHPAHE Ha
CHMOTOMMTE (BXK. TOUKa 4.4 CrieuHanH NpexynpexaeHus U npealasHH MepK# PH YIoTpe6a).

BripacTHH
IIpenioptrBaraTa HayanHa ao3a e 100 1o 150 mg. Ipu no-stexwu cliyyan, KAKTO H TIPH NPOJBL/LKHTEHE
ynotpeba, o0HkHOBeHO ca JocTaThuty 75 no 100 mg 1HeBHO.

Ob6wara AvesHaTa 103a TpadBa na Gbae paznipenenena #a 2 fo 3 npuema. 3a MOATHCKaHe Ha HONHATA
Gonka ¥ IpeACTBPATARAHE HA CYTPEIIHATA CKOBAHOCT, IEYeHHETO ¢ TABNETKH Hpes NeHa Moxe Aa 6bae
KOMOHHHPAHO ¢ MPWIAraHe Ha CYTIO3HTOPHM BeUep TIpelu Jurake (10 MAKCHMAJIHA JHeBHa 033 OT
150 mg)

I[Tpu obpByYHA AHCMEHOpEs AHeBHATa 1033 TpAlGBa Ja Obae ananTHpaHa HHAMBHAYANHO, H 0BHYAlHO &
50 z0 150 mg. [1pn 3amousaHe na nedeHHeTO TPAGBA na ce npwiokat 50 1o 100 mg u npu
HeoOXO0AUMOCT, 103aTa A C€ NOBHIUH B TeHEHHE HA HAKOJIKO MEHCTPYATHH LIMKB/Ia 10 MAKCHMAITHO
200 mg/nnesHo. JleucHuero TpsGea Aa 3aN0UHE NPH TIOABA HA ILPBHTE CHMITTOMH H B 3aBHCHMOCT OT
OILIAKBAHHATA, [1a POAB/IKH HAKOTKO JHH.

CrnenraNHy rpynys nanaenTH

MennaTpuyHa NOMYIANHA

[Ipu neua Ha/Haz 1-ronumina BB3pacT B oApacTeawy Tpabea na ce npuaarar 0,5 go 2 mg/kg Tenecuo
TErJIO JTHEBHO, B 2 40 3 OTAENHH NpHEMa, B 3aBHCHMOCT OT TEKeCTTd Ha ChCTOSHHETO, 3a JICYeHHE ha
IOBEHHJIEH XPOHUYEH apTPHT JIHEBHATA /1034 MOXKE [a Ce TOBUILNH A0 MakcHMyM 3 mg/ Kg, pastipenenenu
B HAKOJIKO NPHEMA.

He TpaGsa na ce npeeHInaBa MakCHManHaTa JHEBHA A03a OT 150 mg.

[opanu BHcokara go3a Bontapen 50 mg ctoManHo-ycTOHUMBH TalIeTKY He ce MPenophYBa NPH Jeua 1
noapacrsaiuy noa 14 rogunn, ITpy Te3n naupeHTH TpAGBa Na ce npwiara Bonraped 25 mg cToMaiuxo-
YCTOHYMBH TaONETKH.

IlanneHTH B cTapuyecka BLipact {Ha 65 u noBedye roauem)

O6uKHOBEHO HEe € HEOOXOIMMO KOpHIHpaHe Ha IThPBOHAYAIHATA /034 NIPH NAlMEHTH B HanpeaHaa
BE3pacT. Benpexs ToBa € HeoOX0AMMO MOBHIIEHO RHHMAHHE MOPAJH OCHOBHH MEIHLUHHCKH
C]:Oﬁpa)l(eHHﬂ, ocobeHo TMPH HEMOINHH IMAHCHTH B CTAPUYECKA BRE3PACT WIH ApH TE€3H ¢ HUCKO TEJECHO
Terno (Bx. T. 4.4 CnenyanHi npenynpexkaesus U NpeanazHH MePKU IIpH yrnorpeba).

IlannenTH ¢ yCTaHOBEHO ChPIeulo-ChA0BO 3a00sIBANE HIIH CHC 3HAYHTEIHH PHCKOBH PaKTOPH 34
CLpaeIHO-ChA0BO 3abo.1aBane

ObuxHOBEHO fedenueTo ¢ BonTapen cToMamuo-ycToduMBN TaONETKA IPH NAIMEHTH C YCTAHOBEHO
CBPASIHO-CBAOBO 3a00/1ABaHE HITH HEKOHTPOIIHPaHa XUIIEPTOHHS He Ce TIpenopsusa. [lpu
HeOOXOJIMMOCT, MALMEHTH ¢ YCTAHOBEHO CBPASYHO-CBAOBO 3a001BaHe, HEKOHTPOIMPAHa XUIIEPTOHHS
AJTH 3HAUMTCIIHH PHCKOBH (aKTOpH 3a ChPAEYHO-CB/I0B0 3a0onaBaHe TpAOBa 1a GBAAT ACKyBAHM C
BonrapeH cToMamHoO-ycToiuMBH TabNeTKH caMo clie]l BHEMATe/IHA NpelieHKa W camo ¢ nosd < 100 mg
JHEBHO, KOIaTo JICHEHHETO MPOIBLIDKABA 33 MoBeue OT 4 ceaMuum (Bx. T. 4.4 Crenuanum
TPeAYTIPEAKICHHA H Npea3Hd MePKH TpH yrnoTpeda).

bnopeuno yspexnane
BonTtapeH cTOMaIHO-YCTOHYHBY TabJETKH € MPOTHROTIOKA3AH NpH NadueHTH ¢ OB0
Hepocrarsunoct (GFR <15 m/min/1.73m?) (Bx. 1. 4.3 TlpotHBonokazanus). ‘/




NpHIaraHeTo na Bonraped ¢ToMalltHO-YCTOHUHRH TabJIeTKH Ha NaLMeHTH ¢ 6h0peuto yepexaane (BK. T.
4.4 CneunanHy mpeTyNpesKIEHH U 11pena3Hu MEPKH IIpH ynoTpeba).

YepnoapolGHo yBpeskaane

Boarapen croMaiso-ycToiunsy TabNETKH € HPOTHBONOKAZaH NPH IALMEHTH C YEPHOAPOGHA
HeNOCTATHYHOCT (BK. T. 4.3 llpoTHBONIOKa3aHMA).

Twii kaTo He ca NpoBeKAaHH CrenM$HIHH NPOYIBAHMA IPH HALHEHTH ¢ YePHOAPOOHO YBPEKIAHE, HE &
HeOOXOAMMO H3BEPIIBAHETO Ha cieHITHH KOpeKUMH Ha aozata. Heo6xoaumo e BHMMaRHe npu
NpHaraHeTo Ha BomTapeH cromMaliHo-yCTOHYHBH TabneTKH Ha TAlHEHTH C JIEKO 10 YMEPEHO
uepHOApoSHO yBpexaane (pixk. T. 4.4 CTiCLMaIHK NpeAyNpPeXACHNHA K [IPSANAa3HH MEPKH NpH yroTpe6a).

Ha4nH HA NPHAGKEHHE
TabneTkure TpAbBa a ce NOTITBIIAT HEJH ¢ TEYHOCT, 33 MPEANOYHTAHE Ipeau XpaHa H He Tpadea na

OpaaT pasapobABaHy WM TEBKAHH.
4.3 IlpoTHBonOKA3aHANA

¢ H3BeCTHa CBPBXYYBCTRUTENIHOCT KbM AKTHBHOTO BELISCTRO HIIK KBM HAKOE OT OMOLHHTE
BEIIECTBA.

¢ AKTHMBHa CTOMAIIIHA MJTH YPEBHA A3Ba, KbPBEHE WK nepdopauus (Bx. T.4.4 CreunaiHy
NpeNyNpexXaeHHA U IPEANAasHH MCPKH rpu ynoTpeda u T. 4.8 Hexxenanu mekapeTBeHd peakuun).

¢ AHaMHe3a 33 KbPBEHE OT CTOMAHIHO-4PEBHHS TPAKT WiH Iep(opaims, CBbP3aHH ¢ NPEIXOIHO

neyenne ¢ HCTIBC. AKTHBHA WIH NOBRTOPHA MOsABA HA NENTHYHA A3BA/KbPBEHE (Ba HITH [TOBEUE

OTAETHH J0Ka33HH €MH3014 Ha A3Ba HIH KHPBEHE).

[Mocneanus TpHMecTLP 0T OpeMEeHHOCTTA (BXK. T. 4.6 MepTHIHTET, GPEMEHHOCT M KBPMeHe).

YepHoapoOHa HEAOCTATEYHOCT.

Brbpeuna Henocrarsunoet (GFR <15 mVmin/1.73m?)

Texka cbpaeuHa HEAOCTATHHHOCT (BXK. T. 4.4 Cneuqansu NpeIyNpeKIeHHA H IPeANa3sHi MEPKH

OpH ynoTpe6a),

¢ VYcraHoseHa 3acToiHa chpzeHa HeocTaThunoeT (NYHA II-1V), Hexemuuna Sonecr Ha
CHPLETO, MEPHMESPHO APTSPUANHO 3a00NBANHE W/WIM MO3LYHO-CHAORA GONECT.

» [lopo6Ho Ha npyrute HecTepoMaHH DpoTHBORB3NATHTENHH cpeacTBa (HCIIBC), BonrapeH
CTOMAUIHO-YCTOHYHBH TaGNETKH € TPOTHBONIOKA3AH H TIPH TMAUHEHTH, [P KOUTO ynoTpebara Ha
aneTancanMIosa kuceTHHa HiH 1pyrd HCTIBC moxke oa nipeu3BuKa MPUCTHIIM HA aCTMA,
AHTHOE/IEM, YPTHKAPHSA HIIH OCTHP PHHMT (Hanp. HCTIBC-HHAyLMpaHH peakiiiy Ha KPbeToCaHa
peakTUsHOCT) (8. T.4.4 CrieLlManHy npeAynpeskaeHus 1 NpeAna3sHi MepKd IpH ynotpeda u T.
4.8 HexenaHu nekapcTBeHH peaklliM).

4.4 Croennansn npeaynpexacHHA H TPEINa3nH MEPKH npu ynoTpeba

O6mn

HesxenaHuTe AeKapoTBeny peakuy MOraT Aa Ob1aT HAMATEHU KATO 3a KOHTPOJIMpaHe Ha CHMITTOMHTE
ce ynotpelbaBa Bb3MOKHO Hali-HHCKATa e()EKTUBHA /1033 38 BB3MOXKHO Hal-KPATLK CPOK OT BpeMe (BiK.
TouKa 4.2 ¥ 110-110/Iy IOCOYEHHUTE raCTPO-HHTECTHHANHH H ChP/ICTHO-CHIOBH PHCKOBE).

BostapeH croMaimpo-yCcToiYHBH TaGNETKH ChABLPIKAT JIAKTO3a H BBB BPE3Ka ¢ TOBA HE CE MIPeTo uBar
JepHUMT WIH ITIOK030-TATakTo3Ha ManabcopOuus.

Ctomammuo-upesnn edexTn

Ipn penuxu HCTIBC, prmrounTenHo H npu AWKIO(EHAK, ca ChOOIAREHH Cllydan

CTOMANIHO-4PEBHUA TPAKT, A3BH HIH Mepdopaums, kouTo Morat aa Osaar garaniu
Ha BCEKN €Tall OT Je9eHHETO, Che KT Be3 Mpey peIMTeHH CHMITTOMHA HUTH JaHHH 3 an




CEPHO3HH CTOMALTHO-YPERHM HHLMASHTH. [locneacTausta ca N0-TeKKY [PH MALMEHTH B HaNpeAHANA
BE3PACT. AKO TIPH TIALIMEHTH, JIeKyRaHH ¢ Bonmaper cToMauHo-ycroiunBy TabAETKH HACTBIIM KbpPBEHE
OT CTOMALLTHO-4PEBHAS TPAKT Wik ce 00pazysa 1383, NPUeMa HA NeKapCTBOTO TPAGBA [a C& NPeyCTaHOBH.

Kaxro npu sewaku HCIIBC, prumountento anknohenaxk, ce Halara cTpor METHIMHCKR KOHTPOJ, M €
HeoOXO0AMO CTIELHANHO BHAMAHHE, KoraTo BonTapen croMaluso-yeToiduBH TabIeTKH ce Mpeanmcra Ha
MAUNCHTA CBC CHMITTOMHM YKA3RAINH CTOMAILIHO-YPEBHH HAPYILIEHAA HIIH ¢ AHAMHECTHYHH AaHHH,
NpeANONAray 13pa Ha CTOMAxa WM YepBaTa, KbpeeHe Wil nepdopanus (Bx. 1. 4.8 Hexenanu
NEKAPCTBSHU peakuyn), Prcka 3a KbpBEHe OT CTOMAIIHO-UPEBHIA TPAKT € MO-BUCOK TIPH MOKAa4BAHE Ha
Aozara Ha HCTIBC u upH nauseHTH ¢ aHAMHE3a 38 1388, 0COGEHO aKO € YCI0KHEHA ¢ KbPBEHE WK
nepdopanwis. TIpu nannenTH B HANpPeAHANa BE3PACT MMA TIO-TOMIAM PUCK OT TIO-4€CTa MOABa HA
HexkenaHu peakiHu mpu nedenue ¢ HCIIBC, ocobeHo Ha KbpBeHe OT CTOMAIIHO-YPEEHHA TPAKT HIIH
nepPopaiing, KOHTO Morar Ja 6baar dataaHu.

HCIHBC, »mounTeiHo AHKT0(EHaK, MOXKE 12 Ca CBLP3aHH C YBEJIMYEH PUCK OT H3THYAHE OT
CTOMALIHO-YPEBHA aHacToMo3a. IIpenophusa ce BHHMATEIHO MEAUHMHCKO HAOIOASHHE H NOBHINEHO
BHHMAHKE 1Y ynioTpedaTa Ha AMKTO(EHAK Clel CTOMAILHO-4PEEHA XUPYPIHYHa HHTEPBEHITHA,

3a HaMaIsBAHE HA PHCKA OT TOKCHYHOCT 33 CTOMALUHO-YPEBHHS TPAaKT NPH NaLMEHTH ¢ aHAMHE3a 3a A38a,
0coDEHO aKO e YCIIOKHEHa ¢ KbPBeHe WM nepdopais ¥ NpH NAIHENTH B HallpeIHaIa BE3pAacT,
NeueHHeTo TpabBa Aa ce 3al104Ba W MOAXbPIKA ¢ Hai-MaiKara e()eKTHRHA J03a.

IIpw Te3n NAUMEHTH, & CBUIO M NPH MALMEHTH HMALLH ¢HOBPEMEHHA HYXKIA OT JIEKAPCTBA ChIbPHALIH
HHCKH J103H AUCTHIICATHIWIOBA KicenHHa (ASA) UMM Apyry OPOIYKTH, 38 KOUTO € Bh3MOXKHO 114
YBE/IHYAT PHCKA 3a CTOMAIIHO-YPEBHHEA TPAKT, TpAOBA fa ce UMa B NpeARHA KOMOHHUpaHa Tepanus ¢
NPOTEKTHBHH TIPOIYKTH (HANP. MH30MOPOCTON WM HHXUOHTOPH HA TIPOTOHHATA OMIIA).

IanmenTn c anAMHE3a 33 TOKCHYHH TIPOSBH OT CTPAHA HA CTOMAIIHO-4PEBHUS TPAKT, 0co0eHO NauuenTH
B HanpejJHaTa BL3pacT, TpAOBa /la ¢hoOLIaBaT 3a BCHYKH HeoOHYAHHH, CHMIITOMH OT CTpaHa Ha KopeMa
(ocobeno kbpeeHe). Ilpenophupa ce BHEMATETHO TPUIIOIKEHIES TIPH NANMSHTH NOAYUABAINM
€IHOBPEMEHHO NPOAYKTH, KOHTO MOraT [a YBEIMYAT PHCKA OT Y/IUEpallHa HIH KbpBEHE, KaTO CHCTEMHH
KOPTHKOCTEPOR/AM, AHTHKOATYNAHTH, AHTU-TPOMOOTHUHY NPOAYKTH WM CENIeKTUBHYA HuxuOHTOPU HA
o6parHoTO 33XBALIaHE Ha CEPOTOHHHA (BX, T. 4.5 BanMopeiicTrHe ¢ APYTH IeKapCTBEHH TIPOAYKTH H
apyrd dopMu Ha BauMoagiicTere).

HeolxomiM e cTpor MEAMIMHCKY KOHTPON ¥ BHUMAHHE TiPH NALMEHTH ¢ YIEePO3eH KOIAT HaH Gomect
Ha Crohn, Thii KaTO CECTOAHMETO HM MOKe [1a ce BilomH (Bx. T. 4.8 Hexenanu 1ekapcTBeHH peaklinm).

Xenatoonnnrapan epexra

HeolxoauM € ¢Tpor METULIMHCKM KOHTPOI, KOTaTO ce Npeanncea BonTapeH CTOMallHO-yCTORYHBH
TaONEeTKH HAa MALMEHTH ¢ YBpeneHa YepHoapoOHa GyHKIHA, ThA KATO CHCTOSHHETO UM MOKE A4 Ce
BNOINM.

Kakto u npu npyrute HCTIBC, sxmountenso qukiodeHak, MOraT Aa ¢e NOBHIIAT CTOMHOCTHTE HA eOHH
HIIH TIoBede yepHoapobHN eH3uMH. KaTo npeanasHa Mapka NPy NpogbKUTENHO NedeHne ¢ Bonraper
CTOMAIHO-YCTOHYHEA TabaeTku (Hanp. noa opmarta Ha TAGIETKY WIH CYIIOZUTOPHH) € HeoOX0auMo
NEPHOHYHO Ja Ce CIIeM yepHoApoOHaTa GyHKuMA. AKO cTOHHOCTHTE HA YepHOAPOOHHTE NOKA3ATENH
NpoAblKaBar 4a O614aT H3BEH HOPMaTa HIIH Ce NOKA4YBAT B MO-TONAMA CTeNeH, aKo ¢e MOSBAT [MPU3
HJIH CUMITOMH Ha YepHoapoOHO 3ab0M4BaHe HITH AKO HACTBIAT APYTH MPOsBH (Harp. €03UE
06puB), npHiIoKeHHeTO Ha Bonrapen cToMaluso-yeToluuen Tabnetku TpaGsa aa ce npeys
XenaTHT Moke 1a HACTBIIH IpH ynorpebara Ha aukiodeHak H 6e3 NpoaPOMAIHH CHMIT

[Topuieno EHUMaHue & HeoOXoauMO TIpH yriotpeda na Boatapen cmmamuo-ycroifrqnn
MAlMEHTH ¢ 9epHOApOOHa nopdHpHs, NOpatH BEIMOXKHOCTTA TOH A2 OTK/IKOYM TIPHCTHIT ‘H ;
3ab0NIABaHeTo. .



BuOpeunn edextn

Tii KaTo ca ZOKITANBAHH C1y4YaH Ha 3aXbpiKaHe Ha TEYHOCTH M OTOLM N0 BpeMe Ha neyenne ¢ HCTIBC,
BKJIFOUHTE/IHO TUKIO(CHAK, HeoOX0AMMO € 0COOEHO BHUMAHHE [IPH NALMEHTH C YBPEICHA ChPAETHa WIH
OBOpeuta GyHKUMS, C AHAMHE3a 32 XHIEPTOHHS, TALMEHTH B HATIPEHANA BL3PACT, TIALIHEHTH
€/IHOBPECMEHHO MPHEMALlH JHYPETHIM HITH IIPOTYKTH, KOUTO MOTAT CePUOIHO Ja TIORTMAAT 616pednara
(YHKLMA, KAKTO M TIPH NIALIMEHTHTE ChC CHIIECTBEHO HAMANABAHE HA eKCTpaLemyIapHHA 00eM,
HE3aBUCUMO OT TIPHYMHATA, HANP. PEAH H ClIe] FoJIeMH XHPYPr#YHH HHTEPBEHIHH (BXK. T. 4.3,
IIporusonokaszanus). B Te3u ciydau, KaTo npenasHa MApKa npH yrnorpeta va Bontape croMarmHo-
ycToiuuBH TabNeTKH ce NpenopsyBa Npocieipade Ha On0peunara Gynkuus. CHPAHETO HA TEPATTHATA
0OMKHOBEHO C€ MOCNENBa OT BL3CTAHOBABAHE HA H3XOAHOTO CHCTOAHHE.

Koxnn edexrn

TesxkH KOXHH PEaKLIMH, HAKOH OT KOUTO (DaTANHK, BKIKOUBAWM excOTHATHBEH ACPMATHT, CUHAPOM Ha
CuBbHC-/[KOHCHH, TOKCHYHA eNMHAEPMATHA HEKPOTH3a ¢a ChOOLIABAHH MHOTO PAIKO BHB BPB3Ka C
npuma Ha HCTIBC, B ToBa uMcino w Bosrtapen croMamHo-ycToiunBy tabnetkn , (8. T 4.8. Hexenanu
nexapcTBeHW peakiuk). Msrnexka, ue Hali-BUCOKHAT PHCK 3 NALIHCHTHTE 1a MMAT TE3H PEaKLHd € PaHo
B XOJ1a Ha JICYCHHACTO, B IOBEYETO CIy4YaH HA4ANOTO Ha PEAKIHATA HACTEIBA B MBpPBHA Mecewl. [TpHeMbT
Ha BonrapeH cromamno-ycroiuueH Tabnerkn TpaGRa Oa ¢e NPeYCTAHOBH TIPH ITHPBHTE NPOSBH Ha
KOXEH OOPHB, JIHTABUYHH IE3HH HIH KAKBUTO H A3 GO APYTH MPOSEH HA CBPHXUYBCTBUTENHOCT.

Kakro mpu npyrure HCIIBC, B peaky cnydad npu edeHue ¢ ARKIO(pEHaK MoraT a HacThIIsT
ANCPrUYHY PeAKIY, BIJHOYHTENHO anadMIakTHHH anadHIakTOMIHH peakuuu, 6e3 npeaxoxHa
€KCMNO3MLKA HA JICKApCTBOTO. PeakumuTe Ha CBPHXYYBCTBHTENHOCT MOJKE ChUIO TAKa A4 TPOrPECHPaT A0
CHHIpOM Ha Kounis - cepHO3Ha aTepriiHa peakiid, KOSTO MOXe Ja 10Bee 0 HHPapKT Ha MHOKap/a.
CHMNITOMHTE HE TAKHBA PEAKLHH MOXE J1a BKTIOUBAT GOJIKa B IBPIHTE, KOATO BL3HHKBA BbB BPB3Ka ¢
arepryHa peakilud KbM JuknodeHak.

Copaeano-cbI0BH eexrs

Jeyenunero ¢ HCTIBC, prnoynTento auknodeHak, 0co6GeHo BuB BHCOKH J03H H IPH MPOBIKHTETHO
JieyeHHe, MOXKE Ja OBbIe CBBP3aHO ¢ J1eKO MOBHIIEH PHCK OT CEPHO3HHA CHPIEYHO-CLAOBH TPOMGOTHYHH
CBOHTHA (BIJTFOUMTENTHO HH(pApPKT Ha MHOKAPA M MHCYT).

ObrkHOBEHO NIeueHHeTo ¢ BonTapen cToMallHo-yCTOHYHBH Ta0NETKH IPH [ALHEHTH C YCTAHOBEHO
CHPIEYHO-CBI0BO 3a001ABaHe (KOHreCTHBHA ChpAevHa HEAOCTATEUHOCT, YCTAHOBEHA HCXEMHYHA GonecT
Ha ChPIIETO, 3a00/11BaHe Ha nepudepHHTE APTEPHH) HITH HEKOHTPOIIMPAHA XHIIEPTOHHS HE C&
npenoprusa. HpH HGOGXOHHMOCT, MAUHCHTH C YCTaAaHOBEHO CEPACHHO-CHAOBO SaﬁoﬂﬂBaHﬁ,
HEKOHTPOHPaHA XHNEPTOHUSA UAH 3HAYHTETHH PHCKOBM (PAKTOPH 3a CBPACTHO-CBA0BO 3a00MIABaHE
Tpabea na 64T NekyBaHH ¢ BonrapeH cTOMaIIHO-YCTOHYHBY TAGNETKH caMo Clie/l BHUMATE/IHA
TIPELICHKA M ¢aMO € 03K < 100 mg [HeBHO, KOTATO TEUEHMETO MPOL/DKA 32 NOBeYE OT 4 CeAMMLIMY {BXK.
Touxa 4.4 CneuMaiH1 NpeTyNpex/eHHA H MPEANazHi MEpKH [pH ynorpeta).

Heo0xonHMoCTTa Ha MalMeHTa 0T CHMITOMATHYHO oONEKUEHHe H OTTOBOPA KEM TepanuaTa, Tpabea
OEePHOIHUHO A4 Ce NPEOLEHABAT, 0cO0EHO KOraTo NeUeHHETO MPONBIDKABA 34 TIOBEYE OT 4 CEeIMMLIA.
MMauuerTHTE TPAORa A3 BT ONHTENHE 32 NPUIHALM H CHMITTOMH Ha CEPHO3HHM aTepOTPOMOOTHYHE
cHOHTHA (Hanp. rpbaHa 00K, HEAOCTHT Ha Bb3LYyX, Cab0CT, HEACEH rOBOP), KOMTO MOTAT Ja BL3HMKHAT
BHe3anHo. B cyvait Ha nogo6Ho cvOHTHE, NanuenTHTe TPaORa 14 6b1aT HHCTPYKTHPAHH A4 IOTLPCAT
Niekap HezabapHO.

Heobxonumo € 1a ce OCHIypaT MOIXOASHIO HAbIIOAeHHE H ChEET 34 NAIIMEHTH ¢ aHaM
XHTIEPTOHHSA HWHIH JIeKa N0 YMePeHa KOHTECTHRHA Chpaeyusa HeOCTAThYHOCT, Thil
33 OTOLM H 3aJIPBKKa HA TEYHOCTH, CBLP3aHy ¢ nedenuero ¢ HCTIBC.

KiuHHYHM npoyYBaHHA U eMHASMHONOTHYHHA AaHHM TIOKA3BaT, ue YnoTpebara Ha numo‘a;c o

BB BUCOKa 1034 (150 mg AHEBHO) M NIPH NPOALIDKHTENHO MPHIOKEHHE Moke aa Obae ¢ ‘u@;iama € ne[(\'g)‘gf’_ i
\"‘\. }a{mﬁb‘) : -



NIOBHILIEH PHCK OT apTepHaTHu TPOMOOTHYHH CROMTHS (HANPHMEP MHOKAPASH MH(BAPKT WM HHCYT)
(ke T. 4.4 CienHaNHN NPEAYNPEKIEHHS W NPEANa3Hy MEPKH TIpH yroTpeta).

Heobx01mumo ¢ BHAMaTETHO OOMMCIISHE NIPH NIEUEHHETO ¢ JMKI0DeHAK Ha MAUHEHTH C HEKOHTPOTMPAHa
XHIEPTOHHSA, KOHFECTHBHA ChPIEYHA HEOCTATBHHOCT, YCTAHOBCHA HCXeMWYHA GOIecT Ha ChpLIETO,
3abo/MBaHe Ha TepAQepHITE apTEPHH W/HIIH MO3bYHO-ChI0BA HOIECT.

[NaupeHTHTE CHC 3HAYHTEIIHH PHCKOBH (PAKTOPH 34 CHPASHHO-CHAOBH CHOMTHS (HAIp. XHIEPTOHMS,
XHNIEPIHNMAEMHA, 3aXapeH AualeT, TIOTIOHOIYINeHe) TPAGRA 1a e JICKYBAT ¢ IMKIOQeHaK CaMo clie]]
BHHMATE/IHA MpeleHKa. Thif KaTo ChpAEHYHO-CHIOBHAT PHCK NMPH HHKNO(eHaK MOXKe A3 HAPacHe ¢ J03aTa
M NPOIBJDKATEIHOCTTA HA €KCIIO3MIMATA, TPAOBA fa ce MpAnara Hal-Huckara edeKTHBHA AHEBHA /1032 3a
BH3MOKHO HaH-KpaTkus nepHoa ot speme. [epHoanuno Tpa6Ba lia ce W3pHpIIBA MPEOLICHKa HA
HeoHX0AMMOCTTa Ha MAIIHEeHTa OT OOJICKYaBaHe HA CHMITTOMMTE H Ha OTrOROPA KBM TepanHsTa.

XemaTonoraukn edextr
ITpu npoawskHTeNHa ynoTpeba Ha BonTapeH cTOMAIIHO-yCTOHYUBH TablIETKH KaKTO MPH OCTAHATHTE
HCIIBC e npenopbyHTenHo, pefOBHO Ja ce NPOcIeIaBa KPbBHATA KapTHHA.

Kakro ocranannre HCIIBC, BonrapeH ¢ToMAmHO-yCTOHUHBA TAGNETKH MOIKE BPEMEHHO [a ORTHCHE
arperaumaTa Ha TpombouyTHTe. INanmenrure ¢ HAPYIIEHUs B KPbBOCHCHPBAHETO TpAOBa Jia 6baaT
Habn0/1aBaHH BHUMATEITHO.

CerbTCTBAIIA acTMa

lpy mauueHTHTE ¢ acT™a, B CPABHEHHE C JPYTHTE MALHEHTH, Ca NO-YECTH CE30HHMUTE ANlepPTHYHH PHHHTH,
OTOKBLT HA HOCHATA TMIaBHIA (T.HApP. HOCHH TIOHITH), XPOHHYAH O0CTpYKTHBHE BenoapobHu
3a060/1:BaHHA WIH XPOHHYHH HHEKIMH Ha IUXATEIHUTE MBTHINA (0COGEHO, aKO Ca CBBP3AHH ChC
CHMITOMH NOACOHH Ha anepruyeH puHut), peakiuu copamo HCIIBC karo ek3auepbalya Ha actMara (T.
Hap. HENOHOCHMOCT KBM AHAJII€THLM/ aHANTETHYHA acT™a), eleM Ha Keunke win yprukapus. [lopaau
TOBA MIPH Te3H MALBECHTH ca HeoOXOAUMH CTIELIHAIHA Npeana3Hi MepKH (FOTOBHOCT 3a CAEUIHA MOMOLI).
ToBa ce OTHACA CHINO Taka H 33 NALMEHTH allePrHiHH KbM APYTH CyOCTaHUMM, HANP. KOXHH PEaKmuH,
CHPOESK WIH YPTHKAPHA.

IIannenTH B cTapuyecka Bu3pacT (HA 65 1 moBeYe FOTHHH)
OcobeHo BHHMaHHE € HeOOXOIHMO MTPH AIHEHTH B HATIPEAHAA BBL3PacT MOpagH OCHOBHH MEIHLIAHCKH
cho0parkeHHd, 0CODEHO NMPU HEMOTIHH NAUMESHTH WIH NPK TAKABA ¢ HUCKO TENECHO TErIo.

Baanmopeiicreue ¢ HCIIBC

Tpabea na ce v3bArea eHOBPEMEHHOTO NpWIGKeHHe Ha BonTapeH CTOMAILHO-YCTONYHBH TabJeTKU Che
cucreMHH HCIIBC, BKTIOUHTENHO CeeKTHRHH HHXMOMTOPH Ha LIMKIIOOKCHTeHa3a-2 mopain
BBIMOXKHOCTTA OT HeXeNaH# eekTH (8. T. 4.5 B3aumonedcTane ¢ npyTH JieKapcTBeHH NPOIYKTH H
ApyT# (OPMH Ha B3aHMOJICHCTBHE).

MackHpaHe IPH3HAINTE Ba HApekUEA
Homo6ro Ha octanankre HCIIBC, nopanu dapMakoarHaMHUYHHTE cH CBOMCTEA BonTapeH cromariHo-

yCTOHYHEY TabNeTKH MOKe 12 MACKHPa NPH3HALMTE H CHMIITOMHTE Ha HHQEKLHH.

4.5 BianmopeiicTBHE ¢ APYTH JeKapcTBEHH NPOAYKTFH H APYTH GOopMH Ha B3anumoAeiicrBue

H3bpoennte no-nony s3auMOeHCTBHA BKJIFOUBAT HalmoaaBaHuTe nps BoarapeH crom.
TabNIeTKH CTOMAIIHO-YCTORYHBH TabIeTKU U/WIH APYTH IEKAPCTBeHU GOPME HA THKJT

Habmonasasn B3anMoaeiicTBHES, KOUTO TPI0BA Aa ¢e B3eMAT 0] BHHMAHHE



CYP2CY unxubumopu: TIpenopsuga c¢ NOBULICHO BHIMAHKE NPH €AHOBPEMEHHATA YTIOTpeSa Ha
auknodenax ¥ CYP2CY unxudurops (kaTo cyN$pHHIMPa30H B BOPHKOHA30I), KOETO MOMKE A JOBEIE 10
ZHAYUTENIHO YBETHUEHHE HA IHKOBHTE IL1a3MEHH KOHLESHTPALHH W EKCIOIHIIHATA Ha HHKIO(eHaK.

Jlumaii. pH €1HOBPEMEHHO NPUICIKEHHE ¢ THTHH, MHKTO(EHaK MOXKe 14 MOBUILH [UIASMEHHTE
KOHUEHTpalMi Ha Ty, [Ipenoprisa ce mpocnengraHe Ha CepYMHHTE HHB& Ha JIHTHA.

Huzoxcun: npy eTHOBPEMEHHO MPHIIOKEHHE NUKI0MEHAK MOYKE 12 MOBHLIH MI23MEHHTE KOHLIEHTPALMH
Ha AHroKcHHA. [Ipenopeusa ce npociie MBaHe Ha CEPYMHUTE HUBA Ha JUTOKCHHA.

Huypemuyu u anmuxunepmensuenu rexapcmea: Kaxro npu ocranamite HCIIBC, ennospeMeHHOTO
NIPHIIOAKEHHE HA TUKNOGEHAK C NHYPETHLIM HITH aHTHXHIIEPTEH3WBHH JlekapeTsa (Hanp. Geta Giaokepu,
HHXHOHTOPH HA aHMHOTEH3UH-KOHBepTHpamna eHzuM (ACE-MHXHOHTOPH) MOXE J1a HAMATTH
aHTHXHIIEPTECH3HBHEAT M edekT. [Topaau ToBa, Ta3u koMOHHaIMA TpAOBa 1a ce npuiara ¢ ocodbeno
BHHMAHHE H NALMEHTHTE, Haii-BeUe TE€3H B HANIPEAHANA2 BBIPACT, NEPHONHYHO TpsOBa Aa Npoc/iensBaT
CTOMHOCTHTE Ha apTePUATHOTO CH Harane. Ilopagyu noBHIIEHHA PHCK OT HEDPOTOKCHUHOCT (BK. TOYKA
4.4, Cneuyanau NpeayNpeKaAcHHA 4 NPeAna3Hu MEPKH NpH yrotpeba) naumeHTHTe TpaGBa fa 6niaT
nobpe xMapaTHpaHH, H 1a uM Obze npocnenssana 6ubpeyunara QyHKUHS IPH 3aNI04BaHe HA
KOMOKHMpaHO NedeHHe ¢ nuyperuun 1 ACE nHxuOWTOpH, KAKTO H TIEPHOAHYHO CJIC] TOBA.

Huxnocnopun u maxponumyc: Kaxro ocrananure HCIIBC, avknodenak Moxe na nopuinH
He()pPOTOKCHYHOCTTA HA UMKJIOCTIOPHH M TAKPOJIUMYC MOPANH NOB/IMABAHE Ha 6LOpe4HKTe
npocrarnasauad. [lopaau Tora Toif TpaGea 1a ce IpHIara B HO-HHCKH A03M OTKOIKOTO NPH NALHEHTH,
KOHTO HE MPHEMAT UHKIOCTIOPHH HITH TAKPOITHMYC.

Jlekapcmea, npuuunasauin xunepxaiuemia: ENHOBPEMEHHOTO IPUIOKEHHE C KATHH-CLXpaHABAIIH
AMYPETHLM, LIMKITOCTIOPHH, TAKPOIHMYC HIIH TPHMETONPUM MOXe 1a Obie CBbP3aHO C TIORHILICHH
CEepPYMHHM HHMEA HA KATHH, KOUTO Clle/1Ba Aa ce nipocneaasar decto (Bx T. 4.5 Crnenyanau
OpeayTIPEKICHAA W PeNasHl MEPKH 32 fipH ynorpeba).

Xunononoeu anmubaxmepuannu aexapemea: CHOOIEHH ca H30MHPAHH C/IYYad HA MbPYOBE, KOHTO
MOXE Ja ca GHIM NpeIu3BHKaHH OT eIHOBPEMEHHOTO IPpHIIOKeHie HA xunomonn 1 HCTIBC.

Ouakxpann B3apMo/leHcTBHA, KOHTO TPAOBA 12 ce B3eMAT N0J BHHMAHHE

Apyzu HCIIBC u kopmuxocmepoudu: EAHOBPEMEHHOTO NPHIOKEHHE HA THKIODEHAK C Apyry
cucteMHH HCTIBC unM KOPTHKOCTEPOMIH MOXKE Ja MOBHIIH YECTOTATA HA HEXKEIAHHTE CTOMALLHO-
YPERHH JICKAPCTBEHH PEakiHy (8. Touka 4.4, CrneunanHy npesynpeKacHUA H MPEANatHH MEPKH [pH

ynorpeda).

Anmuroazyranmu u anmumpomboyumnu rexapecmeeny npodykmu: 1penopstsa ce MOBHIICHO
BHHMaHHE, Thi KaTO ¢IHOBPEMEHHOTO NPHICKEHHE MOXKeE Ja MOBHIIK PHCKAa OT KBEPREHe (BXK. T. 4.4,
CriermHamH NpeIyNpeKIeHda W NpeNia3Hy MepKM NpH ynoTtpeda). Benpekw e KIHHHYHHTE
H3CICABAHHSA He MIOKA3BAT, Ye JTUKIOGEeHaK MOBIMABA JeHCTBHETO HA AHTHKOATYIAHTHTE, HMa
CBOOINEHNA 32 NOBHHICH PHCK OT KPBBOMIIMB [IPH NALMEHTH, KOMTO [IONYYaBAT EAHOBPEMEHHO
TUKno(esak H aHTHKOAryaanT!. 1o Tasu npuymMHa ce npenopbhYBa BHUMATENHO HAOIONEHWE Ha TAKHBa
NAIHEHTH.

Cenexmuenn unxutumopu Ha obpamiomoe 3axeauiane na cepomonuna (SSRIs): Eauos

KBpPBEHE OT CTOMALIHO-IPEBHHAS TpaKT (Bk. Touka 4.4 CHCLIH&J‘IHP] npeaynpexIeHus 3
npH ymorpeba). l/

Anmuduabemnu nexapemeernu npodyxkmu: KIMHWYHNTE MPOYUBaHMA [IOKA3BAT, 4 @1
Ja ce Npujara ¢{HORPEMEHHO ¢ TIEPOPaTHH aHTHAHAOETHH JIeKapeTBa, 6e3 aa HOBJ'[HSIB&oT_



KITHHH4CH eexT. B Xxoaa Ha nevetHe ¢ qMkiodeHak, obade, ce crobilasa 2a M30JUPAHH CJIydaM Ha
XHMOITTHKEMHUA H XHIICPITIHKEMHA, HalaraniHd OpoMCHH B A0o3aTa Ha aHT}l,ElHElGCTHHTe TPORYKTH. Bis
BPB3Ka C TOBA, KATO NPeANasHa MAPKa, C¢ Npenopbysa HabNIOJeHNe Ha HMBATA Ha KPBBHATA 3aXap 1o
BpeMe Ha C/IHOBPEMCHHO MPH/IOHKEHNE Ha ABaTa [ipenapara.

Hma n30/mpatH cho01eHus 3 MeTafoNUTHE aliIoza, KOTaTo Juknodenak ce nphnara eAHOBPEMEHHO ¢
MeThopMHH, 0cobeHo IpH NALMeHTH ¢ npeAmecTsamo 550peuno yppexane.

Memompexcam: nuxnodetak Moxe fja HHXWOHpPa TyGy.1aphus GGpedeH THPBHC HA METOTPEKCAT,
KaTo Taka MOBHIIaBA HUBATA HA METOTpeKcaT. [TOBULIEHO BHUMaHHE € HeOOXOAMMO NPH NPKITOKEHHE HA
HCIHBC, sxaountenno aniviopeHak, B Cpok NO-Marsk OT 24 4aca npeH WIH ciiel NEUeHUE C
METOTPEKCAT, MOPAJH Bb3MOKHOCTTA 33 [IOBUIIABAHE HA I1a3MEHATA KOHIEHTPALHA HA METOTpEKCaT H
yBe/lHYaBaHe Ha TOKCHYHOCTTA MY.

@enumoun: 1Ipenopbusa ce MOHHTOPHPAHE IIA3MEHATA KOHLIEHTDALIMA HA QEHHTOMH IIPH
eIHOBpEMEHHATa My ynotpeba ¢ nuiTodeHax, mopaau OYakBaHO YREIHUEHHE Ha eKIMO3HIHATa Ha
(EHHTOPHH.

Korecmunon u xonecmupamun: Te3n BelllecTra MOXe 18 NpeAM3BHKAT 3a0aBaHe HIH HAMAIABAHE Ha
VCBOABAHETO Ha Auknodenak. [lopaaw TOBA ce MpenoprYRa NPUICKeHWe na WKTogenar Hali-Manko
€IHH 4AC Npe/ly WiH 4-6 4aca cnell IpHIaTake HA KOIECTUHIION/XONeCTHPAMMH.

CYP2CY undyxmopu: Ipenoprupa ce NOBUIIEHO BHUMAHHE (IPH eHOBPeMEHHATA ynoTpeba Ha
mukaodenax ¥ CYP2C9 uugykrops (Kato pudaMIHIUH), KOeTO MOXKe Ja JOBeIe A0 SHAUMTETHO
HaMaABAaHE Ha IUIa3MEHHTe KOHLICHTPALMH W eKCTIORHIHATA HA AuKIo¢eHaK.

4.6 PeprunnreT, GpeMEHHOCT H KhpMene

/Kenn ¢ rereposieH NoTeHNHAN
Hsima nocTaTs4Ho faHHH, 32 4a ¢e HANPAaBAT KOHKPETHH NMPEenophKH 3a NeYeHHe Ha HEHH ¢ JeTepoeH
MOTEHLMAT.

BpemerHocy

MHxubupareTo Ha TPOCTArNAHTHHOBMSA CHHTES MOKE /1A OKaKe HeONATONPHSTHO BINAHUE BBPXY
BpeMeHHOCTTA H/HIH PA3BUTHETO HA EMOPHOHA WIH 1iona. JJaHHU OT eMHAEMHUONOTHYHH MPOYUBaHHSA
HOKA3BaT HOBHIICH PHCK OT CHOHTAaHeH afopT, ChpAeuHH MANGOPMALIMH H racTPOCXHM3HC Cllef
yroTpebara Ha HHXUOMTOPH HA NPOCTArTAHAMHOBHA CHHTEZ B HAYANIOTO Ha OpeMeHHOCTTA.
ABCOIMOTHUAT PHCK OT CHPACUHO-CHACEH Maa(opMaHMy ce nosHmasa ot >1%, qo NMpAbIM3IBTETHO
1,5%.

CmsTa ce, Ue pUCKLT Ce YBelH4aBa ¢ YBEIM4ABAHE HA [O34Ta ¥ NPOXBIKHTENHOCTTA Ha nevenueTo. Ypu
HBOTHH, NIPIICIKESHAETO HA HHXHOMTOPK Ha MPOCTArIAHIMHOBMA CHHTE3 MOXKE 14 JIOBEIE 110
yBeJIHYEHa Mpe/i-H NOCT HMIUIAHTalMOHHA 3aryba H eMOpHO-(eTanHa CMBPTHOCT,

B nomenxenue ce crobiaBa 3a ysenuden 6poii pasiHyun MandopMaLHHe, BKIIOUHTENHO ChPASYHO-
CBIOBH, NIPH KUBOTHH, TPETHPAHH C MHXHOHTOP HA NIPOCTArTIAHAHHOBHS CHHTE3 [0 BpeMe Ha
6pemenHocTTa. Juwiodenak He TpAOBa ja ce np#eMa npes MbPBHEA ¥ BTOPHS TPUMECTBP OT
OpeMeHHOCTTa, OCBeH aKko He e kpaiHO HeoOxonumo. B ciyuail, e quksiodeHak ce puema OT JKeHa,
KOATO Ce ONHTRA Ja 3abpeMeHee HiTH 110 BpeMe Ha ITbPEHA M BTOPHA TPHMECTBP OT OPEMEHHOCTT:
TpAOBa a ce MpHJara BE3IMOKHO Hali-HHCKAaTa 1033 3a Hal-KPAThK NepHo/. /J,\ ~

[lo BpeMe Ha TpeTHA TPUMECTHP Ha OPEMEHHOCTTA, BCHUKH HHXHGHTOPH Ha MpocTa

MOTAT A2 M37I0AT ILTOAR Ha:
- CBPACYHO-TMYIMOHA/IHA TOKCHUHOCT (¢ NPekACBPEMEHHO 3aTBAPIHE Ha Oy

Genonpobua XMNepToHHS), ‘



-  bwbpeuna THcQYHKLA, KOATO MOXE JJa Iporpecupa B GL6peTHa HeTOCTATHYHOCT ¢
ONHTOXHAPAMHHOH;
Morat aa wanoxat Maitkara v 2apoaniLua B Kpas Ha SpeMEHHOCTTA Ha:
- BB3MOXKHO YIAB/DKABRHE HA BPEMETO HA KBPEEHE U ChCHPRAHE, KOWTO MOXE [14 C& NPOABAT AOPH
M NPH MHOT'O HWUCKH J03H.
- HHXWOHpaHe Ha MAaTOYHHTE KOHTPAKLHH, KOETO BOAM A0 3306aBEHO HIIH HPOXBIKHTETHO
paxnaue.
Cnenosarento ynotpefaTa Ha JHKIOGEHAK (10 BPEMe HA TPETHA TPHMECTEp OT OpeMeHHOCTTa e
NPOTHBOMOKA3aHA.

Knpmene

Karo u npyru HCIIBC, muknodenak, npeMuHaBa B KbpMarta B ManKy KonHuecTBa. [lopaau ToBa
Bonraper cromamiHo-ycroiftumex TabneTke , He TpadBa Ja ce NpHeMa 00 BpeMe Ha KhpMeEHe, 38 Aa ce
u30ernar HexenaHHTe EKApCTBEHH eEKTH 3a KbPMaYeTo,

PeprRAHTET

Kakro u apyrure HCIIBC, npunoxenueto Ha BosrapeH croMauiHo-ycToRYMBH TabIeTkH ,, MOKe Ja
YBPELIH JKeHCKHs PEPTHIIMTET H HE ¢ NPENOPHYBA IIPH XKEeHH, KOHTO NPABAT ONHTH A4 3abpeMenest. [Ipu
JKEHH, KOMTO UMAT TPYJHOCTH IIpH 3a0peMEHABaHETO WM Ce U3cenBar 3a Ge3noaue, Tpabea 4a ce
obCB/IH NpekpatsaBane Ha ynoTpebara Ha Bonraped cTOMAluHO-yeTOHYHBH TabneTky.

4.7 E¢dexTn BEpXy cnocolHOCTTA 32 nodHpaHe 0 patoTa ¢ MAITHHH

TaunenTn, KouTO MMaT IPHTENHH HAPYUICHHA, 4YBCTBAT 3aMASHOCT, CBETOBBLPTEK, CHHIHBOCT MK
JpPYTH HapyllieHHs Ha LIGHTpaTHaTa HEPBHA CHCTeMa, 10KaTo MpHeMaTr Bonrapen cTOMAIHO-YCTONYHBH
TabneTky, TpAbBa Aa ce BBIABPKAT OT modhupane Wik pabora ¢ MaLIMEH.

4.8 Hesxedann NeKAPCTBEHY PLAKIINM

JlaHHHTE OT KIHHHYHKTE MPOYUBAHHA W €MUASMHONOTHYHITE IAHHYE €GHAKBO COYAT KbM NOBHIEH PHCK
OT apTepHa/IHH TPOMOOTHIHN CHOUTHA (HAMpHMEpP MuOKapIieH HHGAPKT MNKM HHCYIIT), CBEP3aHH C
ynorpebarta Ha auKIodeHak, ocobGeHo npu Brcoka A03a (150 mg ARSRHO) B NPH NPOLBDKUTSIHO
aeuenne (k. T. 4.3 Ilpoturonokazanus u 4.4 CrelHanHA NpeIynpexXIeHHA U TIPENa3Hi MEPKY NPH
ynorpeba).

Hexenanure nexapcrsenn peakiuH (Tabnuua 1) ca noknaapaHy npH KIMHHYHKW W3NMTBAHKSA H/@AN# OT
CHOHTAHHU CHOOIIEHH HTH JIHTEpATYPHHM H3TOYHHUH U ¢a H30poenH cbriaacHo MedDRA - no cucremo-
OpraHHH KiacoBe. BEB BCEKH CHCTEMO-OPTraHEH Kilac HeXXENaHHTE JIEKAPCTBEHH PeakiHH ¢a MOAPEACHH
criopeA 9ecTotara. [1py Beako Ipynupare B 3aBUCHMOCT OT Y€CTOTATA, HEKEIAHHTE PeaKiuy ca
H30poeH# B HU3XOMA1LL pe/l o OTHOLUCHHE HA TAXHATA CEPUO3HOCT. UecTOTHTE Ca OMpeaeacHH KaTto ¢
W3non3BaHa cneanata kouseHrus {C1OMS TI): muoro yectn (>1/10), sectu (>1/100, < 1/10), HevecTn
(>1/1 000, <1/100), peaxun (>1/10 000, <1/1 000), Muoro peaxu (<1/10 000).

H36poeHnTe 10-107Ty HEXENaHH IEKAPCTBEHH eeKTH, BKTIOYBAT TE3H CHOOIIABaHN NpH yNOTpebaTa Ha
Boataped cToMamno-ycToiuMen TaluieTkH WUy JpyTH NekapceTReHH QopMH HA THKNOdEHaK KaKkTo Ipy

KPaTKOCPOYHA Taka H NPH NPOIBIKHTENHA yroTpeba.

Tabaana 1: Hexenauu JiekapcTBeHH peaKOuH

Hapymenus Ra KPLBT2 H taMuaTa cHCIEMAa

MHoro penxu: TpoMGoIpTOneH=A, TEBKONEHH;
(BKTIOUHTETHO XeMOJIHTHYHA
aHEMMA), ATPaHYIOHHTO3].

Hapyniennsd Ha HMYHHATA CHCTeM3A




Penxu:

CBPbX1YBCTRHTENHOCT, aHAQHNIAKTHYHH K
aHAMHIAKTOMAHH peaKkiiy (BRI, XMIOTOHHA U
LIOK).

Muoro penx:

AHrHoezieM (BEJL. TTHLEB efeM).

IcaxuuHE HApPYHICHH

MHoro penxu:

JesopueHrauns, Aenpecid, Oe3chbuue, HOIIHH
KOIIMAapH, pa3/ipasHHTENHOCT, [ICHXOTHYHH
HAPYLICHUS

HapyuieHHA HA HePBHATA CHCTEMA

Yectu:

I"'mapobonye, 3aMasgHOCT.

Penxu:

CBHIHBOCT

MHoro penxu:

Tlapectesnu, HapylleHHs Ha [1AMETTa, FBPYOBE,
TPEBOIKHOCT, TPEMOP, ACENTHYSH MEHUHIHT,
TpOMsiHA BBB BKYCa (Mcrey3Hs), MO3BYHO-CHIOB
WHUHAEHT

Hapyumennn Ha oMHTe

MHoro penxH:

HapyiueHue Ha 3peHHETO, 3aMBIIIEHO BHAKJIAHE,
JHIUTIONHA,

Hapymenna Ha yXoT0 H 1TaGHPAHTA

Yecn:

CreTOBBpTEK

Muoro peakn:

Bnomwen cryx, THHUTYC.

Cnpaenny® HApYHIeHns

Heuecru: *

HnpapkT Ha MHOKapaa, ChpAedHa
HEJOCTATBYHOCT, MANITHTALINH, I'PhaHa OOJIKA

C HeH3BECTHA YECTOTA:

Cunapom Ha Kounis

Coaonn Hapymens:

MHoro peiiku:

| Xuneprouus, Backynur

PecnupaTopHH, TPBAHH H MENEACTHHRJIHH HAPYIUGHHA

Penku: ActMa (Bl 3a/yX)

Muoro penxu: TTnepmonnT

CToMAIIEO-9peBHN HAPYIIEHA S

Yectn: I'agene, NoBpbLIAHE, AHAPHA, THCTIETICHS, KOPEMHA
Oosika, raTyneHLUMs, HAMANIEH aNeTHT

Penxu: I'acTpHrT, KBPpBEHE OT CTOMALIHO-YPEBHHS TPAKT,

XeMaTeMe3a, MeJIeHa, KhpPBaBa AMapHs, CTOMAIlHA
HIIH YPEBHA A3BA C HITH 0€3 KbPBEHE WITH
nepdopaltas.

MHoro peaku:

Koaut (BKA. xeMOparutieH KONHT U eK3alepbalny
Ha yJIueposeH Koaut uiu 6onect ua Crohn), 3anex,
CTOMATHT (BKJ1. YJILIEPO3EH CTOMATHT), ITIOCHT,
HapylIeHHA Ha XPaHOMpPOROAa, AHadparMa-
noJ0o6HH CTECHEHMS Ha YepBaTa, MAHKPEaTHT.

C HeMZBECTHA YECTOTA:

Hexemuyuen koadr

Xenaro-GuaIHaApHH HAPYIICHAR

Yectu:

Penku:

XenaTuT, AuITEHALA, t{epz-m? ¥
i

MHoOTr0 peaxs:

GynMHHAHTEH XenaTHT, 4epHOEPOG:

Hapymeand HA KOKATA H NOAKMKHATA THKAH




Yecru: Q6puE.

PenkH: YpTHKapHsl.

Muoro peaxs: bynosen nepMaTiT, exieMa, epHTeM, erythema
multiforme, canapoM Ha Stevens-Johnson,
TOKCHYHA €MHACPMaTHa HeKponu3a (CHHIPOM Ha
Lyell}, excironmnaTrueen nepmarur, kocomnal,
peakuMH Ha POTOYYBCTBHTEHOCT, ypITypa,
nyprypa Ha Schonlein-Henoch, cupbex.

Hapymenus na 00peunTe 4 THKOYHUTE NBTHOIA

Mhnoro penxu: Octpo 616peuno yepexaane (octpa Op0peyna
HEJOCTATEYHOCT ), XEMATYPHA, [IPOTEHHYPHA,
He(pozeH CHHAPOM, TYOYIOMHTEPCTHLHATEH
Hedpur, 6EOpeUHa MATHIAPHA HEKPO3a.

O0mn sapymieRnRs A eeKTH ua MACTOTO HA IPRJIOKEHHE

Pengu: Otox

* HecToTaTa OTpasfBa JaHHH OT NPOABIDKHTEINHO NEUCHHE ¢ BHCOKH 1034 (150 mg aHeRHO).
Onncande Ha H36PAEH AeXeJIAHH JIEKAPCTBEHH PeaKkInH

AteporpoMboTHYHY CLOATHS

GapMakOSAHICMHAOIOrHYHHTE TAHHH M TE3H OT META-aHaJIH3a COYAT 3 JIEKO [IOBULIABAHE HA PHCKA OT
aTepOTPOMOOTHYHE CLOHTHS (HanpHMep HHpapKT Ha MHOKapa) CBBP3AHH ¢ ynoTpedaTa Ha
aarnodheHax, ocobeHo npu BUCOKM Ao3H (150 mg AHERHO) H 1O BPEME Ha MPOALIKHTEAHO ICUSHHE (BIK.
Touka 4.4 CrielHalIHH NpeaynpexAcHHA H NpeAnasHH MepKH Mpu yroTpeGa).

Buzyanuu edexrn

BusyanHuTe CMYLUEHHA KaTO 3PHTEITHO YBPEXKAaHe, 3aMBITICHO 3PEHHC Wi JHIUIONHS HITTIEXK AT
erexTH Ha Knaca Ha HCTIBC 1 06HKHOBEHO ca 06paTHMH TIPH NPEYCTAHOBABAHE HA ICUEHHETO,
BepoATHHAT MEXaHM3bM 3a 3PHTEITHH CMYLIECHHS € HHXHOMPAHETO Ha CHHTE3a HA MPOCTarnauguHH H
ApYrd CBBP3aHH CLETHHEHHS, KOMTO LIPOMEHAT PEryIHPaHETO HA KPBBHHA TOK Ha PETHHATE, KOETO BOIH
A0 NOTEHUMATIHA NPOMEHH B 3PSCHHETO. AKO TAKMBA CHMITTOMH C€ MPOSABAT [10 BPEME Ha JIEUEHHETO €
nuKnodeHaK € nobpe aa ce 0OMHCTH OQTANIMONOTHYHOTO H3CAEBAHE, 32 14 Ce HIKITIOYAT APYyTH
HMPHYAHH.

CrofmaBaHe HA IOZ03MPAHH REXKEJAHH PeakUHH

Cboﬁmanaﬂem HA MOA03HPaHH HEXKCIAHH PEaKiiH CIICH paspeinapane 3a }’IIDTPSGB, Ha JICKapCTBCHHA
IPOMYKT € BaxkHO. Topa Mo3BoJidBa Aa NPOIHIKH HA0MIOASHHETO HA ChOTHOLIEHHETO MON3a/PUCK 33
NieKapCTBeHHA MpoAyKT. OT MeHIIWHCKHTE CIICIHATIMCTH Ce HIKWCKBA Ja ChOGIABAT BCAKA TO03HpaHa
HexkeNaHa peaKilid HAIHOHAIHA CHCTEMa 3a choOlaBane:

HanwauuTenHa areHUMA N0 IeKapcTBaTa
yi. . Jaman ['pyes™ Ne 8

1303 Codma

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Hpeaosnpane

CuMuTOMH .
Hsama THIIHYHA KIMHHYHA KAPTHHA, ACOLIMMPAHA ¢ NpeIo3Hpane Ha auknodenak. I1
Ja NpeH3BHKAa CHMITTOMH KaTo: MOBPBILAHE, CTOMAIIHO-YPCBHO KBPBEHE, AHApU, &
Wiy repuoBe. B ¢iiyyali Ha 3naunMo OTpaBsHe € EB3MOXKHO 3 HACTBOAT ocTpa 6u6peurs
HEAOCTATEYHOCT ¥ YEPHOAPOOHO YBPEKIAHE. Wt



TepaneBTHIHH MEPKH

JlewenueTo Ha ocTpoTo otpasane ¢ HCTIBC, BrAOYHTEnHO AHKTOGEHAK, ce H3pa3sABa TIIABHO B
HOUIBPKALIH MEPKH M CHMITTOMATHYHO JledeHue. 3a yCoMHEHHS KATO XHNoToHHs, 660peuna
HEIOCTATBUHOCT, IBPYORE, CTOMAILHO-YPEBHH HAPYIICHUA H MOITHCKAHE Ha AMILAHETO CE MIPIHIATAT
MIOJTBPIKALUM MEPKH H CHMITOMATHYHO JIEYEHHE,

Mailko BepoATHO € CTIENHAIHE MEPKH KaTo (GopcHpana THypesa, JHAIM3A WX XeMonepdysns 1a
nomorsar 3a enumub#apane na HCIIBC, exmouvTenHo AukiodeHak, ThH KaTo CTENEHTA Ha TIXHOTO
CBLP3BaHE ¢ IPOTEHHHTE € BUCOKA H MeTabOAMIMEBT HM € EKCTEH3HBEH.

Moaxe aa ce 06CHKAA NPHIOIKEHHETO HA AKTHBEH BHIVICH NPH [IOTTbINAHE HA HOTEXLHATHO TOKCHYHA
CBPBbXA034, H CTOMAILIHO O4MCTBAHE (HAMp. IPEAM3BUKBAHE HA NOBPbLUAHE, CTOMALIHA MPOMHBKA) NPH
[OrTBLIAHE HA MOTCHIMAIHO XKHBOTO3ACTpAIIaBAINa 1034,

5. DAPMAKOJIOTHYHH CBOMCTBA
5.1 MapmakoaHHAMHAYHE ¢BolicTBa

PapMaKoTepaneBTHYHA TPyna
[IpoTHBOBB3INANMTE/IHH K IPOTHBOPEBMATHUYHH [IPOAYKTH, HECTEPOHIHH, HPOU3BOJHM HA OLIETHATA
kucenuna M cpoanu semiectsa (ATC kon: MO1A B0S).

MexannibMm HA AelicTBHe

Boirrapen croMaHo-ycToiiuney TablleTKH ChABPAKA AMKIO(pEHaK HATPHEH, HECTEPOMIHO BEIIECTRO ¢
H3pa3eHH aHTHPEBMATHYHH, IIPOTHBOBB3AIHTENHH, AHANTETHYHH H aHTH-IIHPETHYHH CBOMCTBA. 3a
OCHOBEH MEXAHHM3BM HA [ICHCTBHE ce CuMTa HHXHOMPAHETO Ha IPOCTAIAHAMHOBATA CHHTE3A, KOSTO &
AEMOHCTPHPaHO ekclieprMeHTanHo. [IpocTarnanaMHuTe HIPAST OCHOBHA PO B NIPOLECHTE Ha
BB3MajgeH#e, G0/IKa ¥ [IOBHILABAHE HA TEMIEpaTypaTa.

In vitro puknodeHak HATPMH He NOATHCKA OMOCHHTE3aTa HA NIPOTEOIIMKAHH B XPYIIsIa B
KOHHEHTPAIHH, CKBHBAJICHTHHA Ha TE3H, JOCTHTHATH NPH Xopa.

PapMaKkoAHRAMHKIHH eeKTR

Ipu peeMaTHYHH 2a00/14BAHHA NPOTHBOBB3NATHTETHATE H AHAINCTHYHH CBoHcTBa Ha Bontapen
CTOMALIHO-YCTOHUHBH TabIeTKH NpeAH3IBHKBAT 3HATHTETHO O0NeKYCHHE HA CHMITTOMHTE H MPH3IHALWTE,
xaTo Gonka mpu moko#, HoiKka NPH NBHKEHHE, CYTPELIHA CKOBAHOCT H OTOKA B CTABHTE, H BOJAT 10
(GYHKUMOHATHO TIOROOpeHHe.

Ilpn nocT-TpaBMaTHYHH ¥ MIOCTONEPATHBHH BE3NANHTEIHE ChCTOSHAA BonTapeH croMamHo-ycToRYMBH
TabaeTkn 6bLp30 yenokossa cnoHTaHHaTa 00/IKa # GoJKaTa [Py JBHIKEHHE M HAMAJISBA TIOLYBAHETO MPH
BB3IANEHHE B OTOKA Ha paHaTa.

B KIMHHYHH NpOyHBaHHA, CBINO TaKa € YCTAHOBEHO, Ye BonTapeH cromamno-ycToiuHeEM 1a60eTKH

NPHTEKABA H3pa3eH aHAINETHYEH e(peKT P YMepeHa 10 Teskka Go/ka OT HepeBMaTHUEH TTPOH3XO/.
KUIHHHUYHA H3cIeIBAHHA NOKA3BAT CBINO, Y€ ITPH TbPBHYHA AHCMeHOpes Bonrapen cToMalHo-
YCTOHUMBH TabNeTKH HMa CITocoDHOCTTA A2 YCHoKoABa OONKATA H 14 HAMA/IABA CTENEHTA HA Kb

5.2 PapmMaKkokEHETAYHH CBOHCTEA
AOcopOung /

npe3 cromaxa. Benpeku, ue abcopbumsara e Obp3a, HeHHOTO Hayano Moxe 1a Onjae saﬁaﬁe
CTOMAIITHO-YCTOAUHBOTO NOKPHTHE HA TAOJICTKHTE. '



CpennaTa MakCHMAaTHA T1a3MEHA KOHTIEHTpaLws ot 1,5 pg/ml (5 umol/1) ce poctura cpearo 2 yaca cien
opHeMaHe Ha eJHa Tabaerka ot 50 mg.

[Ipemunaranero Ha TabneTknTe npes cToMaxa e 3a6aBeHO NPH NPHEMAHE 110 BPEME Ha WIIH CJIek
HAXPaHBAHE B CPABHEHUE C MPHEM HA IMaAHO, HO KOMH4eCTBOTO abcopbHpan aukaodeHak octaBa
ChLIOTO.

Oxono NoNoBHHATA OT MEPOPAITHO HITH PEKTAHO NPUETHR ABKIOMEHAK ce MeTaboMH3Npa N0 BpeMe Ha
MBPBOTO HpeMUHaBaHe npes YepHud apob (“first pass” edekr) 1 3aT0Ba IWIOMTA IO
KOHLeHTpaluHoHHaTa kprBa (AUC) e 0Kou10 B4 ITETH TIO-MasIKa, B CPABHEHHE C TA3H ClIe aPEHTepPaTHO
NPHIOKEHHE Ha EKBHBANEHTHA J03a.

PapMaKoKHHeTHKaTa HE CE IPOMEHA CJIe]l MHOFOKDaTHO Tpiioxetue. He ce Habnonasa kymynupaxe
THIPH CNa3BaHE HA MPENOPBYBAHMTE J030BH HHTEPBATH.

ITnasmeHHTe KOHLIEHTPAIH, TOCTHTHATH LIPH Jeua [PH NPHN0KEHHE HA eKBHBATICHTHH 1031 (mg/kg
TEJIECHO Terno) ca NoA00HH Ha Te3H IIPH BL3PacTHH.

Paznpenesenne
99,7% o1 murnodenak ce cBBP3BA CHC CEPYMHHTE MPOTEHHM, TIIABHO ¢ anbymuHa (99,4%).
YcranoBennar o0eM Ha pasnpeneneHue ce naukcnsea Ha 0,12-0,17 Vkg.

Juxnogenak NpeMMHABA B CHHOBHAITHATA TEUHOCT, KBETO MAKCHMATHH KOHLIGHTPALIHH CE& YCTAHOBABAT
2-4 yaca ¢Jie]| JOCTHIRHE HA MHKOBHUTE MIa3MeHH HuBa. ENMMHHAIHOHHHAT [OMYKHBOT OT
CHHOBHAJIHATA TE€YHOCT e 3-6 vaca. JIBa 4aca e JOCTHraHe Ha MHKOBH ILUIA3MEHH HHBA,
KOHIIEHTpalHATa HA AKTHBHOTO BELIECTBO € BEYE MO-BHCOKA B CHHOBHAIHATA TEYHOCT B CPABHEHME C
nja3Mara H OCTaga Takaea go 12 yvaca.

Huxnodenak ¢ 6wn orkpuT B Hucka koHieHTpanHa (100 ng/ml) B kepMarta Ha eqHa Maiika. OuakBaHOTO
KOJTHYECTBO, IPUEMAHO OT JACTETC IIPH KOHCYMAIlH% Ha MJIAKO € EKBHBACHTHO HA 1033 OT
0,03 mg/kg/nHeBHO.

buorpaschopmanasn/ meTaboIn3bM

buorpancdopmaimaTa Ha AMKIO(EHAK Ce M3IBBPLIBA YACTHYHO YPe3 MMIOKYPOHHPaHe HA WHTAKTHATA
MOJIEKYJ1&, HO TIABHO Ype3 ¢HHHYHO WK MHOMOKPATHO XHAPOKCHIHPAHE 1M METOKCHITHPAHE, B
Pe3YATAT Ha KOETO Ce MONMyYaBaT HAKOJKO (enosioBd Metabonuta (3 -hydroxy-, 4'-hydroxy-, 5-hydroxy-,
4’,5-hydroxy-, u 3'-hydroxy-4'-methoxy-diclofenac), nose4ero ot KOHTO ce KOHBEPTHpPAT 110
TMIOKYPOHOBH KOHIOFaTH. JIBa oT Te3d (heHoNOBH MeTabonuta ca GHONOTHYHO aKTHBHH, HO B MHOTO MO-
ManiKa CTeTleH OT AHKNo(eHaK.

EanMuaunpane

Torannus cHcTeMeH KIAPLHE Ha AMKTOdEHaK OT IW1asMaTa e 263 + 56 ml/min (cpeana croiinoet + SD).
KpaiiHuaT nomyusoT B Anazmara & 1-2 uaca. YeTnpr or metaGoMTiTE, BKIIOYHTETHO BATA AKTHBHH,
CBHIO HMAT KPAaTEK M1a3MeH NoiyXHsoT oT | 10 3 yaca. Eann ot Meraboauntute, 3 -hydroxy-4'-
methoxy-diclofenac, HMa MHOFO TTO-ABJIBT MNAa3MEH onykHBoT. Tozu meTabonuT, obaue, e
MPaKTHYECKH HEAKTHBRCH,

Oxono 60% ot npueTara 1033 ¢¢ HITBYBA C YPHHATA KATO INIIOKYPOHOBH KOHIOTATH Haj
MOJIEKYNIA ¥ KaTO MeTabOHTH, MOBEYETO OT KOHTO CHINO CE MPEEPBIIAT B IVIIOKYPO
Manko oT 1% ce H3NBHBa KATO HENPOMEeHeHOo BelnecTBo, OCTaHANATA JacT OT JO34aT,
dopmaTa Ha METAGOIHTH Upe3 HTLHHUA COK B HATIPAXKHCHHATA.

Jnneinoct/ HeAHREHHAOCT :
PesopOupaHoro KiMuecTBO € B THHEHHA 3aBHCHMOCT OT FOAEMHHATA Ha NPWIOKEHATa



CnennajiEd rpynH NaoHedTH
He ca naGopaBany 3HAYMMH pasiiHiKa B pe3opOIHATa, MeTaboIN3Ma HITH M3TBYBAHETO Ha
MEIHKAMEHTA B 3aBHCHMOCT OT BH3pAcTTa.

[Ipy naumenTH, CTpajaly oT HapylllenHe Ha Ob0peuHara GyHKUMA, OT KHHETHKATA HA €QMHHYHA 1032 He
MOrar Aa ¢e HanpasAT H3BO/AM 33 KYMY/NHPaHe HA HENPOMEHEHO AKTHEHO BEIMECTRO, NPH WRNOA3BAHE Ha
obHualiHHTE TepaneRTHYHH cXeMu. [TpH KpeaTHHHHOB KIHpBHC No-Manbk or 10 ml/min u3ukcaeHoTo
PaBHOBECHO CECTOSHHE HA MNA3MEHHTE HHBA HA XMIPOKCH-METAO0THTHTE € 0KONO 4 IMETH NO-BHCOK
OTKOJIKOTO NpH HOPMAIHUTE NauMeHTH. B Te3H crmyuyali obaue, MeTabo/IMTHTE Ce eNUMHHUDAT upe3
HITBYKATA.

IMpy nagHenTy ¢ XPOHHYEH XENIATUT HIIH KOMTIEHCHPAHa YepHOAPOOHA LIHPO3a KHHETHKATA K
MeTabon3ama HA THKIOPEHAK ca ChIHTE, KAKTO MPH Naiuentd 6e3 yepHoApoSHo 3abonsapane,

53 IIpeaxJHHHTHHE JaHHH 32 Gezonacnoct

HpeﬂKHHHH‘{HHTe JAaHHH OT MPOYYBAHHA 34 TOKCHYHOCT C €TUHHYHA H HOBTAPAIIHA CC JIO3H, KAKTO H OT
Npoy4BaHHATa 38 I'€HOTOKCHYHOCT, MYTAreHHOCT U KaHLEPOTeHHOCT © ,.EllflK.J'lOCbCHaK HEC TIOKA3BaT pHCK 32
XoparTa IIpy onpeiencHara TepanesTHYHa no3a. JIMTICBAaT JOKA3aTeNCTBA OT CTAHJAPTHH NPCIKJIMHAYHHA
H3MMATBa&HHA BLPXY »KHBOTHH, 4¢ ,Z[HKJ'[O(bEHaK HMa TCPATOreHeH MOTeHUHAT MPH MUIIKH, IIEX0BS HITH
3aHIIH.

Huxnodenak ne nosarAsa GepTHIHTETa NPH ITbX0Be. C H3IKOYEHUE HA MHHUMATHY eeKTH BBPXY
TJIOAA B [I03H, TOKCHYHH 3a MaiKaTa, ipe-, IEpH- B MOCTHATAJIHOTO PA3BUTHE Ha MOKOJICHHETO HE ca
3aCETHATH.

[punoxenuero na HCIIBC (B, mukodeHak) MOTHCKA OBYJIALIMATA IPH 3aiLIH ¥ UMIVIAHTALASTA U
IUTALEHTALMATA TIPH IUTBXOBE, KOETO MOMKE JIa JIOBE/IE 10 Mpex/1eBPEMEHHO 3aTBapAHe Ha JYKTYC
apTepuo3yc TpH OpeMeHHH IUrbxoBe. [IpH TUTBX0BE TOKCHYHKTE 33 MAHKATa 03H JuKiIo(peHak ca
CEBP3aHH ¢ JIUCTOKMA, YBEIMYEHA MPOIBKUTENHOCT HA OpeMeHHOCTTA, HaManeHa NPeXHBREMOCT Ha
1012 ¥ BETPEMATOYHO 3abapsHe Ha pacTexa. Jleknte edekTn Ha AMKITO(EHaK BHPXY
PENPOAYKLIMOHHHTE MOKA3ATENH B PAKAAHETO, KAKTO H BRTPeyTPOOHATA KOHCTPHKUMS Ha JAYKTYC
aprepuosyc, ca (apMaKOIOrHYHH OCIEAMLH OT TO3H KJIAC Ha HHXHOMTOPH HA TIPOCTarTAHIAMHOBHSA
cuHTes (BXK. T. 4.3 [porHBonokazanus u T. 4.6 QepTUnuTeT, GPEMEHHOCT H KhpPMEHE).

6. DAPMAHEBTHYHH NAHHH

6.1 CnHachLK HA NOMOIIHATE BEMEeCTRA

Cobpuesusa Ha TabneTkute ot 25 mg 1 50 mg: konouaeH He3ROACH CHIIHKA [e)l, IAKTO3a MOHOXH/PAT,
LapcBHYHO HHINECTE, HATPHER HUINECTEH [MIMKOAAT (TUN A), IOBH/IOH, MHKPOKPHMCTANHA LETYII03a,
MATHE3HEB CTeapar.

O6BHBKa 3a TabneTKHTE OT 25 mg: XHAPOMEN03a, XbAT xKenezeH okcHi (E 172), makporornuuepon

XHAPOKCHCTEAPAT, NONHOKCHETHIEH 40 XHIPOTCHHUPAHO PHUIHHOBO MACO, IPEUUCTEeH TANK, THTAHOB
nrokenn (E 171), kononuMep Ha MeTakpuioBa kucesuHa, Makporos 8000, cuMeTHKOM.

/;.gmum \
O6suBKa 3a Tabnerkute or 50 mg: XHAPOMEIIO3a, XCbAT xenezeH okcHa (E 172), Makp/ﬁ 1 /’&%
XHIPOKCHCTEApaT, NONHOKCHETHNEH 4() XHIPOreHHPaHO PHLIMHORO MAcHo, MPEHHC] é‘"“r _‘ 4 '
anokcug (E 171), xomonumep Ha mMeTakpu/oBa KrcenuHa, maxkporon 8000, cmwem @,lqun ]fr b4, |
oxcug (E 172),. ‘



6.2 HechEmecTuMOCTH

Henpunoxumo.

6.3 Cpoxk na roanocrt

3 roauHK

6.4 Cnenaannd ye/I0BHS Ha CEXpaHeHHe

Ja ce cexpansBa npu Temmeparypa nog 30°C.

BonrapeH cToMauiHo-ycToRMBY TAONETKH CTOMAILIHO-YCTONYHEM TabIeTKU TpabBa na ce ChXpaHaBar Ha
MecTa HEJOCTHIIHH 32 JeLua.

6.5 BHA H cbIBbpkaHAE HA ONAKOBKATA

25 mg cToMamHo-yCcToRYHBH TabneTku X 30
530 mg cTOMaMHO-yCTOHYMBH TaGneTKH X 20

6.6 Cuoennansu npenaHi MEPKH OPH HIXBLPASHE

Hama cretraniy ¥3ucKBaiug

7. NPHTEXATEJ HA PASPEITEHUETO 3A YIIOTPERA

Novartis Pharma GmbH
Roonstrasse 25

90429, Nuemnberg
I'epmatiun

8. HOMEP(A) HA PASPEINEHUETO 3A YIIOTPEBA

20020736 (25 mg cTomalno-ycTORYHBH TableTKH)

20020737 (50 mg cromamHo-yeTOHYMBYA TabneTku)

9. JATA HA I'BPBO PAZPEIIABAHE/MIOJHOBSABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

JlaTa Ha MbpRO pazpellaBaHe:;

20 mapr 1978 r. (25 mg cToMamno-ycToHIHBH TADNETKH)

16 dpespyapu 1981 r. (50 mg cTOMAITHO-YCTOHYMBH TaOIETKH)

Jara Ha nocnenHo nogHossBaHe: 27 centeMepH 2007 r.

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

29.05.2019r.




