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KPATKA XAPAKTEPUCTUKA HA TTPOJIYKTA
Z3ov 3 2 8 -09- 2026

1. UIME HA JIEKAPCTBEHMUWUS ITPOJAYKT
CopOudep Hypynec 320 mg rabieTku ¢ yAbHKEHO 0CBOO0XK 1aBaHe

Sorbifer Durules 320 mg prolonged-release tablets

2. KAUECTBEH U KOJIMYECTBEH CbCTAB

Besika TabnieTka ¢ vib/keHo ocBoOok1aBane cbabpka 320 mg depocyindar, uacyiueH
[cborBetcTBall Ha 100 mg Fe(ll)].

34 NI'BJIHUS CITUCHLK HA TOMOLLIHUTE BEleCTBA BUKTE TouKa 6. 1.

J. JEKAPCTBEHA ®OPMA

Tabnerka ¢ yab/nKeHO 0cBOOOK/1aBaHe
OXPEHO KbJITH, JICILOBHAHH, JIEKO KOHBEKCHH (PUIIMHPAHHU TAOJIETKH W ¢ HAANKUC ,,Z™ OT ¢/1HaTa

cTpaHa.

4. KIMHUYHH JIAHHHU

4.1 TepaneBTHYHH NOKA3AHUSA

e [lpodunakTuka u 1eyeHHe Ha Kend30-Ae(PUIIMTHA AaHEMHS.

4.2 Jlo3MpoOBKa 1 HAYHH HA IIPHIIOKEHHE

Ho3upoBka

Bwvipacmuu u ionowu nao 12 coounu

3a BLb3pacTHH H IOHOLWIK (Ha1 | 2-roauiuuHa Bb3pacT), npenopbyBaHara jao3a e 2x 1 tabyiieTka JAHEBHO.
AKO € He0OXOAMMO, NOPaaAH HEXKeIaHUTe ePEeKTH, j103aTa MOXKe Ja Ob/1e HamajlieHa HanoJioBuHa (|
radnerka JHEeBHO). AKO C€ U3MCKBA IPH Keasa30-Ae@UIMTHA aHEMHUS, Jl03aTa MOXKe J1a Obje
yBejinyeHa 10 3-4 tabneTrku AHEBHO, pa3/ie/ieHn B JIBa npuemMa (CyTpuHTa M Beyepra).

[Teduampuuna nonyaayus
Tosa nekapcTBO He TpsAOBa Ja ce npuiara npu 6edera U Manku aeua (noja 12-roanuiHa Bb3pacr).

bpemeHHOCm U KbpMeHe
[Ipn OpemeHHOCT npenopbuMTeHaTa a03a e | Tadbnerka AHEBHO npe3 nbpBuTe 6 meceua u 2% |
ra0dneTKa AHEBHO B MOC/ACAHUSA TPUMECTBP OT OPEMEHHOCTTA U 110 BPEME Ha KbpPMEHE.
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[TpoabmXHTEAHOCTTA Ha ieueHHEeTO TpAbBa Aa ce MHAUBHAYANH3UPA b3 OCHOBA HA H3C/Ie]BaHUA 32
MeTabonM3Ma Ha xena30To. [IpHNOKEHUETO HA TOBA NeKapCTBO TpAOBa Aa ce NIPLYCTaHOBH CJIEA
NOCTHUIaHE Ha HOPMAJIHK HUBA Ha XeMOrjno0KHa, Ho TpsaOBa Ja ce NPOABbJIKH AOKATO CE 3alTbJIHAT
enesHute Aena (oxono 2 Meceua). [Ipu mMaHudpecTeH xene3eH nePUUUT CpeaHaTa NPpoaAb/KUTETHOCT

Ha JleyeHHeTOo e 3 no 6 Meceua.

aiHH H araye

[NepopanHo NpuICKEHUE,
Tabnerkure He TpadBa Aa ce cMyuaT, ALBYAT M AbPXKAT B ycrarta, a TpabBa ja ce mornsulaT uenu ¢

Boaa. Tabnerxkure TpAGBa Aa ce mpUeMAaT NPEaH UM N0 BPEME HA XpaHEHE, B 3aBHCHMOCT OT
CTOMALWIHO-YPEBHATA NOHOCHMOCT.
Tabnetkute HUuKoOra He TpA0Ba Aa Ce NOrABLLIAT B JIEFHANO MONOKEHUE,

4.3 IIpotuBonoxazanus

¢ CBpPbX4YBCTBHTEAHOCT KbM aKTUBHOTO BELLIECTBO MJIH KbM HAKOE OT MOMOLUHHTE BELECTBA,
u3bpoeHn B T. 6.1. ~

¢ (CreHO3a Ha XPaHONPOBOAA WY APYrd OOCTPYKTUBHH HAPYLLUEHHA HA CTOMAIIHO-UPEBHHA
TPAaKT.

o HapyuwieHus, cBbp3aHy ¢ MOBHIIEHO HATPYTIBAHE HA XKeNs30 (Hamp. XeMOXpPOMarTo3a,
XeMOocUaepo3a).

o []OBTOPHU KpbBONpEIKBAHMA.

o JIpyra aHemus, KOSATO HE € CBbp3aHa ¢ eneseH neduunT, OCBEH IIPH HATHYKE HA XKene3eH
nepuumT.

4.4 CneuuanHn npeaynpexgeHHs H NpeAnas’Hn MepKn npx ynorpeba

Tosa nexapcTBo € eeKTUBHO caMo NpH xeneseH aepuuut. Jluardosara xeneseH gepuunt Tpadea na
6Bbae noTebpaAcHA (HHCKH CEPYMHHM HMBA Ha »ENA30TO, BUCOK 0011 )KeIA30-CBbP3Balll KanaluuTeT B
cepyMa) Npein 3anoyBaHe NpyHeMa Ha TOBA JICKAPCTBO. 10Ba IEKAPCTBO HE € OT non3a NPU Apyry
BHIOBE AHEMHH, Pa3NHUHK OT KenaA30-AePUuUUTHA TaKapa (MHPEKUHO3HA aHEMUA, aHEMHUS], CBbP3aHa
¢ XpOHUUHH 3ab0sABaHus, TATaCeMHUR).

[Mopaau pHcka ot ofpasyBaHe Ha yALEpallky B ycTaTa H NIOTbMHBAHE Ha 3b0UTE, TabNeTkuTe He
TpabBa Aa ce CMy4ar, AbBYAT H ABPXKAT B YCTATa, & Aa Ce MOrbIIAT Lenu ¢ BOJA.

Acnupanuata ¢ TabneTkn, ChAbPKAULK Kene3eH cyndar, MoOXe 1a NIPUUYHHA HEKPO3a Ha
OpoRXHANTHATA MYKO38, KOETO 14 C€ NPOSBH Ype3 Kaulnuua, KpbBoxXpak, OpOHX0CTeHO3a H/UH
GenoapobHa HHpeKUMA (JOpH KOraTo aCHHUPUPAHETO CE € CYHYHIO AHN 0 MECELIM NpEaH
MOABABAHETO HA T€3U CUMNTOMH). [Tpy nauueHTy B CTApuecKa Bb3pacT U NPH TE3H, KOUTO HMAT
3aTPYJHEHUA NpPH nperirsillane, TableTky, ChAbPKALM XKefe3eH cyadar Morar Aa OpaaT npunarasy
CAMO ClI¢J BHUMATEIHA HHAHBHAYAJIHA MPELICHKA Ha PUCKA OT 33J4BAHE NPU BCEKH NanyenT. B Tezu
chnyuau TpadBa Aa ce OOMHCIAT anTepHATUBHY NeKapcTreHu opmu. Iauuentute Tpabea na
NOTHPCAT MEIHLUMHCKA NOMOLIL B C/Tyuait, ye NOAO3HPAT 3aJaBsSHE.

BoananurenHure 3abonaBaHna v A3BeHaTa O0NECT Ha CTOMALHO-YPEBHUA TPAKT MOXE fa Ce BAOWAT
[10 BpEME Ha TEPANeRTHYHHUSA KYPC C OPaJIHO XEeNA30.

ToBa JEKApCTBO MOXKE Ra JOBEIE N0 OLBETABAHE HA HINMPAKHEHNATE B YEPHO.

Teduampuuna nonyaayus




Tosa nekapcTso He TpAOBa fa ce Npuiara Npu KbpMaueTa ¥ Majaky Jeiia Ha Bb3pacT rnoj 12 roausHu
(Bx. TOuka 4.2).

4.5 BzaumopeitcTBHe ¢ APYrH JeKaPCTBHH NPOAYKTH M ApYrH GOPMH Ha Bl3auMoacHeTBHe

Tpabsa na ce u3bArea eIHOBPEMEHHOTO MPUNOKEHHE C:

unnpodaokcalMH: eAHOBPEMEHHOTO NpUioxkeHHe HaMansnBa abcopbuuata ¢ okono 30% u
CHILECTBYBA PHCK MNA3MEHHTE KOHLEHTPALMH Ha UMIIPOGIOKCALIKH Aa OCTAHAT NO-HHCKH,
OTKOJIKOTO TEpaneBTHYHHUTE NIa3MeHK HUBA.

nepodIoKcallH: eAHOBPEMEHHOTO NpuaokeHue HaMaisaea abcopOUusTa Ha 1eBOdAOKCaLIHH.
MOKCHDJIOKCALIMH: €AHOBPEMEHHOTO NPHIOKEHHE HaMaNARa OHOHATHYHOCTTA Ha
MoKcuiokcaumy ¢ okosio 40%, nopagu KoeTo ako ce Hasnara eAHOBpeMeHrHa ynotpeba, Tpsbsa
Aa ce oCcUrypH Hall-IbArus Bh3MOXeEH nepuol (MUHUMYM 6 yaca) Mexy NPHEMHUTE Ha
Moxcudnokcauud u Copbngep Hypynec.

HOpGIOKCAUWH: eAHOBPEMEHHOTO NIPHACKEHHE HaManaBa abcopOLuATa Ha HOP(AOKCAUHH C
okono 75%.

o IOKCAlIMH: eIHOBPEMEHHOTO NMPHIOKEHHE HamanaBa abcopOuusTa Ha O(PIOKCALKH C OKOJO
30%.

EnxoBpemenHoTo npunoxetine Ha Copbudep Jdypynec 1 A0NyNOCOYEHHTE NeKapcTBa MOXe Ja
H3HCKBA KOPHTHMpaHe Ha A03aTa 3a Te3H jJeKapcTBa. AKO Ce npujarar eiHOBpeMEHHO, TpsOaa aa ce
OCUTYPH Hali-IbJIr'us BE3MOXEH nepuoa (MHHMMYM 2 vaca) Mexay npuemute Ha CopSugep ldypynec
1 JOnyU3bpoOeHHTE eKapCTBa.

XpaHUTeNHH J06aBKH, ChbABPKALLM KaJLUUEB HIN MarHe3ueB KapbOHAT W aliyMHHHEB XHAPOKCH]L
HJIM AHTHALIMAY, ChABPKALUM KaNnKeB WK MarHesues KapboHar, oOpaszyeaT CheAHHEHHE C
MENe3HHTe COJIH, C KOETO HaMasaBar B3auMHo abcopbuusara cu.

KAITONPKI: €AHOBPEMEHHOTO NIPUIOKEHHE HaMalaBa 001acTTa N0/ KpHBaTa Ha Nnia3MeHarTa
KOHUEHTpaUKA Ha KanTOMNpHII ¢ OK0a0 37%, Hall-BEpOATHO NOpaAl XMMHYHA peaKLys B
CTOMAIIHO-UPEBHHUA TPAKT.

I[MHK: eTHOBPEMEHHOTO NPHIIOKEHHE HaMansBa abcopbuuara HA UKHKOBHTE COMM.

KJIOJIPOHAT: in vitro Npoy4BaHHATA [TOKA3aXA, Y€ KEeJA30-ChAbPXKALLIMTE neKapcTea oOpasysar
KOMILJIEKC C KIOAPOHAT. Bbipeku ye HAMA IPOBEACHH NPOYUBAHHS 33 B3AHMOAEHCTBHUS in vivo,
TpsA6Ba A4 Ce NPeANONOXKH, Y€ ¢AHOBPEMEHHOTO NpHIcKeHHe HaManaBa abcopbunsirta Ha
KJIOAPOHAT.

ne3depoKcaMiH: NPpUAoKeHHeTo B KoMOHHaL K HaMansasa abcopOuuaTa KaKTO Ha
nespepoxcaMiH, TaKa H Ha Ke930TO nopaau obpa3yBaHeTO Ha KOMMACKCH.

JIEBO/IONA: aKO C€ MpUiara €JHOBPEMEHHO ¢ JIEBOAONA HNH KapOUAONa, KEeNe3HUAT cydar
HaMajsiBa OHOHAIHYHOCTTA HA EAHHHUYHHTE A03H NeBojona ¢ 0koao S0% M Ta3u Ha EAHHUYHMUTE
A03u Kapbuapomna ¢ okono 75%, BepoaTHO nopaiu odpazyBaHETO Ha XEJATHU KOMIJIEKCH.
METHAACIA: aKO eJHOBPEMEHHO C€ NMPHAAraT METHILIONA U XENe3HU conu (xeneseH cyndar uau
JKENE3eH IVIOKOHAT), SHOHANUYHOCTTA Ha METHIIIOMNA HAMANABa BEPOATHO opaad oOpa3zyBaHeTo
Ha XEeJIATHH KOMILJIEKCH, KOBTO MOXE Ja J0Bele RO NOHHWKABaHe Ha AHTHXHNEPTEH3NBHUTE
edexTH.

NEHHUUUIAMUH: eAHOBPEMEHHOTO MPUIIOXKEHHE HA NEHHLIMNAMUH M KeJIE3HH COJIH HamaJsaBa
abcopOUHATa KAKTO HA [IEHULIKITIAMHKH, TaKa W Ha XEeJIe3HHWTE COJIH, BEPOATHO TIOPagH
0Opa3yBaHeTO Ha XENATHH KOMNJIGKCH.

DU3EAPOHAT: in Vitro NpOy4YBaHHATA IOKA3BAT, Y€ XKENA30-ChAbpXKallMTE nexkapcrsa obpa3ysar
KOMIUIEKC ¢ pH3eapoHaT. Bbnpeky, ye HiaMa NpoBeAcHH NPOYUBaHHUA BbpXY B3aUMQHR?

in vivo, MOXe Ja ce NPEANON0XKH, e eAHOBPEMEHHOTO ITPHJIOKEHHE HAMANABA /ﬁ:
PH3EApOHAT. |




-  TETPAUMKIMHH: €IHOBPEMEHHOTO NPHUIOKEHHE HamanaBa abcopbLuATa KakTo Ha
TETPALIMKIIMHATE, TAKA H HA KeNA30TO, MOPAJAH KOETO aKO €AHOBPEMEHHOTO NPUIIOKEHHE €
HeoOXoauMoO, TPAOBa 21a Ce OCUTYPH Bb3MOXHO Hai-Abarua nepuos (MMHHMYM 3 yaca) Mexay
npueMuTe Ha Terpaunknuy 1 Copbudep Hdypynec. OpanHo npunoxeHoTo Kea3o HHXubupa
EHTEPOXENATATHOTO KPbBOOOpalieHHe Ha OKCHTETPAUMKIHH (JIOKCHUMKNNH), ZOPH K aKO
MOCIEAHHAT Ce NpHiara BeHO3HO.

~  IUMTOBHUIAHK XOPMOHH: KOMOHHHPAHOTO MPHUIIOKEHHE HA NIEKAPCTBA, ChABPIKALLH XKENAI0 H
THPOKCHH MOXe aa HaManH abcopOuusaTa Ha MOCAEAHHS, KOETO MOXKE J1a H3JIOKH Ha PHCK ycnexa

Ha 3aMCCcTBalLlATa TCPAITHA.

Korato Copbudep dypynec ce npunara eXHOBPEMEHHO C IMMETHAMH, HAMANEHOTO NPOH3BOACTBO Ha
CTOMALLIHA KHCENHHA nopaay edekra Ha UMMeTHIUH HaMansea abcopOuusTa Ha Ke/A30To.
CnenosatenHo Tpa6ea Aa H3MKHAT NOHE ABa Yaca MeXy PHEMHTE HA TE3M ABE JIEKapCTBa.

AKo ce npuemar ¢ yail, kade, afiua, MneyHu NPOAYKTH, MBJIIHOZBPHECT MILUSHHYEH XNA0, 3bpHEHM
XpaHK K XpaHy, Oorary Ha pacTutenHd GudpH, To abcopOumATa Ha HKENAIOTO MOXKE Aa Ce MOHHKH.

EnsoBpemeHHaTa ynoTpeba Ha xopaM(PEeHHKO MOXE /14 NPHUYUHY OTNaraHe B pa3BUTHETO Ha
KIHHHYHHTE ePEeKTH OT TEPANHATA C KENI30TO.

4.6 PepTuiuTteT, 6peMEHHOCT H KbpMeEHe

[Tpu Te3¥ CLCTOAHMA MOrar Aa ce npunarat ofu4aiinute 2034, BrokTe Touka 4.2. ,,JI03MpOBKa U
HauYMH Ha NPHIIOKEHUE™.

4.7 EpexTs BHpXY cniocobHOCTTA 32 110D HpaHe H paboTa ¢ MALIIHHH

Hama aasHHH, KOUTO Aa COYaT, Y€ TOBA JIEKAPCTBO MOBMHABA TE3U CMNOCOOHOCTH.
4.8 HexxenaHu JexapcTBeHH pPeAKIMHA

CreasuTe Hexenany peakunn ca Habnoaasaiu no BpeMe Ha jieueHue. Te ca rpynupasdy no opraHHa
CHCTEMA H Y€CTOTA Ha Bb3HMKBAHE,

OnpeneneHusTa 3a 4eCTOTa, H3NON3BAHH MO-A0JY 38 NMNOCOYBAHE HA YECTOTATa Ha Bb3HHKBAHE Ha
HeXEJIAHHTE peaKkUHH, ca AeUHYPaHK KaKTO Cle/iBa.

Yectu (>1/100 po <1/10)

Peaxu (>1/10 000 no <1/1000)

C Heu3BeCcTHA 4eCTOTA (OT HATMUYHKMTE JAaHHHM He MOXe na Objie HanpaBeHa OLEHKa Ha 4yecToTaTa)

H EHHA HA UM T4 CHCTEMA!
C HeH3BeCTHA 4ecTOTa: Peakuun Ha CBpBXUYBCTBHTENHOCT (Hanp. o6puB, aHahUNaKTHYHA peaKiluA,
aHTHOHEBPOTHYEH OTOK).

CToMALIHO-YPEBHH HApYLIEHKS:
YecTy: rageHe, kopeMHa §onka, RMapHs, 3amex.

Penxy: s3BY Ha XpaHONPOBOAA, CTEHO34 HA XPaHOIIPOBOA.

- OT nocTMapKETUHIOBKS NEepUoOa:
Cnennure HJIP ca cpobunaBaHu npes nepuoja Ha NOCTMapPKETHHIOBO Haﬁnmneuue QI2ag T \
Te3H PEaKklHH Ce CUHMTA 32 HEH3BECTHA (OT HAJIMYHUTE JaHHH He MOXe aa Oble HapPapelty OLek %

4EeCTOTAaTa).




PecnrpaTtopHy, rpbAKK U MEAUACTHANHH YBPEKAAHHUS:
- OpOHXxHanHa CTeHO3a (BHX TOuKa 4.4)

Cr -y EHH S
- ynuepauus B ycrarta*
- TIOBPBILZHE.

¥ B cllyyad Ha HENpaBUAHO MPUAOKEHHE, KOraTo Tab/IeTKUTE Ce NbBYAT, CMYyH4aT HIIH XbPXKaT B
ycTarTa,

[Tpy NauKeHTH B CTAPYECKA Bb3PacT WIH CbC 3aTPYAHEHHS MPU NPEribLiaHe ChLo MOXe Ja HMa
MOBHILEH PHCK OT Bb3HHKBAHE HA JIE3WH B XpPaHOINposoaa iy OpoHXHanHa Hekpo3a, B cnyuyal Ha
HeNnpaBUJICH NbT,

C Ha NOAO3HPAHH HEXENAHH HH

Cbo0uiaBaHETO HA MOKO3HPAHH HEKENIAHH PEeaKuMH cnep paspellaBale 2a ynorpeba Ha eKapCTBEHHUS
NPOAYKT € BAXHO. TOBa NO3BONABA [a NPOALKH HROM0IeHHeTO Ha ChbOTHOLUEHHETO 10A3a/pUCK 38
JeKapCTBEHUA NPOAYKT. OT MEANLIMHCKUTE CIELHANHCTH C€ H3UCKBa a Cbo01IaBaT Beska
NMOJ03KpaHa HEXEeNaHa peaKliua upe3 HauuoHaNaHa CUCTeMa 3a chobiuapane B M3mbaHUTE 1HA AreHLHA
no aexapcrearta yi. ,. JJamsau I'pyes” Ne 8, 1303 Codus, ten.: +35 928903417, yebealit: www.bda.bg

4.9 [Ipeno3upane

CpaBHHUTEMHO MaJIKK KOJTMYECTRA HKENA30 MOrar Ja NPeAH3BUKAT CUMIITOMH HA TOKCHUHOCT,
CpobiiaBaHo €, Y& KOJIMYECTBO Hajl eKBUBANEHTHOTO 32 20 mg/kg xena30 Moxe Aa NoBeAe A0 HAKOU
CUMIITOMU H& TOKCHUHOCT M € NO-BEPOATHA NOABATA HA TOKCUYHOCT IIPH ynotpeda Ha A03H,
ChIBPAKAILH KOTHYECTBO HAZ €KBUBAISHTHOTO 33 npubausntentHo 60 mg/Kg »endaso; KOAHYeCTRO,
expuBaieHTHO Ha 200 po 250 mg/kg xens3o ce cuuTa 3a NOTEHUKHATHO (aTaIHO.

CUMITOMH

CepyMHHTE KOHUGHTPALMH Ha XKEJIA30 MOraT 1a ¢a B TOMOIL MPH OLCHABAHE TEXECTTA HA
OTpaBsAHETO. Bbnpeku ue He BHHArM ca NPOMOPUHOHANIHY HA CHMNITOMMTE, KOHLEHTPaLMHTE,
HIMEPEHH OKOJIO 4 yaca caen npueM 0OMKHOBEHO MOKA3BaT TEXKECTTA Ha OTPABAHETO, KaKTO CleaBa.

- noja 3 mukporpama/mi nexo oTpaBsiHe
- 3 10 5 mukporpama/ml, yMepeHO TEXKO OTpaBsHe
- HaA 5 MUKporpama/ml, T€xXKO oTpassHe

[TikoBHTE KOHUEHTpPALLHM HA xXeNnA30 ¢e HabmoaapaT npubausurento 4 1o 6 yaca ciel NpHeM.

JIEKO 1O YMEPEHO TEXKO OTPABAHE: Moxe A3 Bb3HHKHAT NOBPLILAHE B ANAPHSA B
paMKHTE Ha 6 4aca cnes npuem.

TEXKO OTPABSAHE: Texko noepbluaHe ¥ Auapus, neTaprus, MetabonuTHa aLua03a, Lok,
CTOMAIIHO-YPEBEH KPbBOH3JIHB, KOMA, MPUIaAbLH, XENATOTOKCHYHOCT H KbCHA MOABa HA CTOMALLIHO-
UPEBHH CTPHKTYPH. TexKaTa TOKCHUYHOCT ChUI0 NpeaU3BHKBA HEPHOAPOOHA HEKPO3a H HKTED,
XHIIOrTHKEMHA, KOaryallMOHHY HAPYILICHHA, ONHUTIypHa WK 6e0peuHa HEeJOCTATLYHOCT, U
6enoapobeH oTOK.

[Ipeno3HpaHeTo Ha JKeJIE3HH COJIH € 0COOEHO OMacHO NPK MANKH AeLa.




ITpeno3upane ¢ BHTaMuH C (ackopbruHOBa KHCENHHA) MOXeE 1a NPUYHHH TEXKKa auua03a H
XeMOMTHYHA aHEMHS [1PK NPeApasNoNoOKeHHUTE HHAKBHIHY (C AePUUMT Ha rMOKo30-6-docdar
AEXUApOTreHasarTa).

JleHeHUe
I. [TpueM Ha MASKO H/IH EMETHYHH TEYHOCTH.

2. CtomMallIHa NMPOMHBKaA ¢ 5% HaTpreB OMKapOOHAT M OYHCTHTENHK CpeAcTBa (Hanp. HaTpHEB cyadar
30 g MpH BB3IPACTHH), MIAKO M Afua ¢ 5 g ORCMYTOB KapOOHAT Ha BCEKH Yac KaTo ACMYJILIHpPALIH
cpeactea. CtoMalHaTa npoMuBka TpsaGBa na 6nhe nocneapasa oT WHxekTupase Ha 50-100 ml Boga,
ChABPXKALUA 5 g Ae3depoKkcaMUH, KOUTO ce 0CcTaBs B CTOMaxa. Bb3pacTHHTe Morar 4a HMarT nojiaa,
aKO MUAT MAHHUTON WK CopOUTON, TaKa ye Aa Ce YJIECHH upeBHaTa nepuctantHka. [Ipeau3BHKBaHETO
Ha auapua npu geua Moxke 1a 6bae omacHo, ocobeHo npy no-Manxy aela, nopaiy Koeto Tpadsa aa
6vae n3bareaHo. [NauveHTsT TPsAbBA A2 ce 6bae nocTaBeH NoOJ CTPHKTHO HabmoaeHue 3a
HABPEMEHHO YCTAHOBSBAHE HA BL3MOXHA aCUpaLng.

3. Tabnerkyte abcopOnpar peHTrEHOBH TbYH, KATO M0 TO3H HAYKH PEHTIEHOBOTO H3CIEABAHE MOXKE
na paskpue 6pos Ha punMupanuTe TabneTku, KOKTO Ca OCTAHANU B CTOMALUHO-YPEBHHS TPAKT CAel
MHAYUKPaAHO NOBPBLUIAHE B CTOMALIIHA TPOMHBKA.

4, Moxe Ja ce ONHTA NpUNaraHe Ha XeJaTHpallii cpecTBa (Harnp. AMHaTpues kanuues enerart) (500
mg/500 ml upes HenpekbCHATA HHTPaBeHo3Ha HHGY3us). He 1psabsa na ce M3nou3Ba AHMepKanpon,
Thit KaTO 00pa3yBa TOKCHUEH KOMIIEKC ¢ Xena30. JeadepokcaMuH e cneuudHycH xKeneleH
XeNaTHpalll areHT K TeXKKO OCTPO OTpaBsHe MPH KbpMaueTa Tpa0Ba BUHArH Ja ce NeKyBa C
ne3depoxkcamMut B 103u or 90 mg/kg HHTpaMyCKyHO, nocneasaHo ot 15 mg/kg Ha yac
WHTPABEHO3HO, JOKATO CEpyMHATA KOHUEHTPALIMA Ha XKENA30 NOCTUTHE KAaNaLKTeTa 3a NJ1a3MEHO
CBBLp3BaHe. TBBpAE BUCOKA CKOPOCT HAa HHMY3HUA MOXKE 1a 10BEAe J0 XHNOTOHHA.

5. Ilpu no-jiekH HHTOKCHKaI{MU Ae3(pepOKCAMHH MOXe Aa ce NPUIOoXKHU HHTpaMyckynHo (50 mg/ke,
MakcHManHa ofla n03a ot 4 g).

6. [lp# TeXKa HHTOKCUKALMA: IPH LUOK U/U/H KOM&, U B Cilydall HA BUCOKH CepYMHH KOHUEHTPALHH

Ha xena30 (>90 umol/l npu geua, >142 umol/l npu sB3pacTHH), TpAOBa He3a6aBHO A ce 3aMO4HE
HMHTEH3HBHA NMOJABPIKALLA Tepanus. Jla ce MpUnoxkH TpaHchy3ns Ha KpbB UNH IIA3Ma MPH LLIOK,
KHCJIOPOA NPH 3aTPYAHEHO AHLIAHE.

7. IlpenopruBa ce NpocneAsBaHe HA CEPYMHHTE HHBA Ha XeNA30 MO BPpEME Ha LN NEPHOA Ha
HHTOKCHKALIHATA.

5, DPAPMAKOJOIrMYHY CBOACTBA
5.1 PapmaxkoarHaAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA rpyna: AHTHAHEMHYHHU CPEACTBa, Xene3Hn OMBANIEHTHH, epOpanHu
cpeacrea, ATC xoa: BO3A AQ7

ToBa nexapcTBO € MpeaHa3HaueHo 3a CYOCTHTYLIHA Ha XKens30.

MexaHH3pM Ha ACHCTBHE

3HaueHKe Ha Kens30TO 3a OpraHu3ma:




Karo uacT ot npotonopduprHOoBaTa NpoCcTETHYHA rpyna Ha xeMornobuHa, xenasoro(ll) urpae Baxna
poIsl B CBBP3BAHETO H TPAHCHOPTA HA KUCJIOPOAA U BLIIIEPOAHUSA AHOKCHL.

QggMﬂQﬂHﬂw HYHU EQBEIE

X ensn30T0 B IpoTONOPGHPUHOBATA MPYMa HA LIHTOXPOM EH3KMHUTE UIPae KIOYO0Ba POJIA B NPOLIECHTE
Ha eNeKTPOHEH TpaHcnopt. [IpH TE3U NPoUECH BHOCHT ¥ H3HOCHT Ha ENIEKTPOHH € BL3MOXeEH

nocpeacTsoM o6patumoTo npeobpasysane Ha Fe(1Iy<—> Fe(lII).
BHcoOKO chabpKaHHE HA XKENA30 MOXKE CHUIO Taka Aa ObAe YCTAHOBEHO B MHOIMOOHHOBHTE MOJIEKY U

B MYCKYJIUTE.

5.2 PapMAKOKHHETHYHH CBOHCTBA

AQcopbuua
[TpousBoacTBeHUAT npouec Ha Tabnerkute ocurypsasa 3abaseHo otacnsHe Ha xene3ny (1) Houu. [o

BpeMe Ha laca)ka B CTOMalHO-upeBHUR TpakT xenesnute (1) ionn ce ocsoboxnasar 3abaseHo ot
MOpLO3HATA MATPHLA 33 OKOJO0 6 yaca.

3abaBeHoTO 0cBOOOXK IaBaHe Ha aKTUBHATA cyOcTaHLMA BOAH O TOBA, Y€ JJOKAJIHO He Ce 1oNy4YaBar
BpeJHH BHCOKH KOHLIEHTPALUUH Ha XENAZ0TO, TaKa Ye JPA3HEHETO HA YPEBHUSA eNUTEeN MoXe Ja Orae
u3bernaro upes usnonissaie Ha Copbudup Hypynec.

XKena3oto ce abcopbupa OT AYOAeHYMa M OT FrOPHUsA cerMeHT Ha HetoHyma. Ckopoctra Ha abcopbuus
H& CBBP3aHOTO ¢ XeMorioduHa xena30 e oxono 20% nokaTo TasH Ha HE-CBBPIAHOTO € XeMOorjio0HHa
xens3o e okono 10%. 3a nobpa abcopbuus xens3oro tpsadsa Ovae non popmara Ha Fe(ll).
XHuApoxXnaopHaTa KuceJMHa B cTomaxa M ButaMuH C noanoMarar xenssHara abcopOuus kato
Hamansisa Fe(lll) no Fe(ll).

Kenazoto (Fe(Il) — depo), KoeTo HABNH3a B YPEBHHTE ENTUTENIHH KNETKH ce okucanea ao Fe(lll)-
dbepH xKens30 BLTPe B KIETKHTE H C€ CBbP3Ba ¢ anodepuTH. EqHa yacT oT anodepuTHHA HABAK3A B
KpbBoOOpallieHHEeTO, & ApYra 4aCT OCTABa BPEMEHHO B UPEBHHTE €NUTENHU KNETKU non popmara Ba
depuTHH, KORTO HIIH BIKAA B UMPKYNauuaTa cnen 1 10 2 AHH, UJIM OCTABE B OPraHu3Ma B
H3NPAXXHEHUATA 3a€HO C AECKBAMHPAHUTE EMHTENHH KNETKH.

PaznpesneneHue
Oxo70 1/3 OT %ena30To, KOETO BNH3a B LIMPKYNALMATA € CBBP3aHO C anoTpaHchepuH, cnel KOeTo

MoJieKyata ce TpaHchopMupa B TpaHchepuH. JKea30To ce TpaHCMOPTHPa A0 NPULEIHHTE OPralu
nod ¢opMara Ha TpaHchepuH, KORTO Clel CBLP3BaHE ¢ U3BLHKIETHUHUTE PELICNITOPH HAB/IN2A B
LIUTOMJIa3MAaTa [OCPEACTBOM EHAOLNTO3a. TyK XKeNsA30TO Ce AUcoLMUpa OT TpaHCepHH H ce CBbp3Ba
OTHOBO ¢ ancdepuTHH. JKens30To ce oxucnsea ot anodeputHH K okucaeHata popma (Fe(lll)) ce
peayuupa Ao Fe(ll) oT pnaBonpoTeHHM.

5.3 IlpeaxauHHYHY NAHHK 32 6e30IIACHOCT

o MOMEHTa HAMA 3HAYMMH JaHHHU 10 OTHOMIEHHE HA TOKCHUYHOCTTA HA XEA30TO.

Cnen xaTo OpeMEHHHMTE )K€HH CBLLO NPHEMAT TOBA JICHEHHKE OT AECETUNIETHS 3a TPETHPaHE Ha
Xene3eH AeOUUNHT, YOBELUKHAT ONMKUT HAAAENSABA HALl INTICATA HA €KCNIEPHMEHTANIHY JaHHH, NOJYYEHH
OT MPOYUBaHUA 3a TEPATOrEHHOCTTA IIPH JKUBOTHH.

Bucoku n03u Ha ackopOuHOBa KMCENHHA ca AapaHUu Ha OpeMeHHN MULUKHU. PenpoayKTUBHUTE RAHHH
He MoKa3paT eMOPHOTOKCHUHHE HAH (PETOTOKCHUYHH edeKTH U He ca HaONMKOAaBaHH NPU3HALIM 32
TOKCUYHOCT CIIPAMO Maiikara.

TOKCHYHOCTTA Ha NOAHETUNIEHOBATa NyApa Oelle nNpoy4eHa ciel MOBTOPHO NEPOPANnHO NPUAOKEHHE
IPH [bX0BE 3a TPH Meceua. He e HabnonapaHa KIMHUYHA peakilist BCREACTBUE HA MPHIIOKEHHETO
Ha CHEAMHEHHETO, HUTO ITbK MOXKeE Aa ce 0TOe/IEHH HAKAKBLB €(PEKT BbPXY 'renec S g
XeMaTONOrHYHKTE MOKa3aTe/IH, XHMUMHHUAT KPbBEH aHAJIM3 ¥ U3CNEABAHETO Ha M et
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MPOMEHH, KOHTO /ia CA CBBbP3aHH C MPUAOKEHHETO Ha NONMETHAEHOBATA nyApa. Makpo- u
MHKPOCKONCKH MATOJOMHYHUTE H3CNEABAHUA HE NOKA3BAT HAKAKBH HAXQAKH, CBbP3aHH C NIEYEHHETO
C NOJIMETHICHOBE Ny Apa.

6. PAPMALLEBTUYHH JAHHHA

6.1 CnucbK HA NOMOIKHHTE BEIIecTBA

ChpUEBUEA.:
AckopOHHOBA KHCeHHA (60 mg)

[Mosupou (K-25)
[Tonuerunenosa nyapa

Kapbomep 974 P
Marue3sues creapar

OOBuBxKa:

XunpoMenosa

Maxporoa 6000

Tutanos avoxkcua E 171
Xuat xeneseH oxeun E 172

Teepa napadHH

6.2 HecbBMeCTHMOCTH

Hernpunoxumo.

6.3 Cpox ua rogaocr

3 roAuHHU

6.4 CnneunaJHK yC/JOBHSA HA ChXpaHeHHe

Jla ce cbxpanspa nog 25°C.
6.5 Bua u cpabpkaHne HA ONAKOBKATA

Tabnerku ¢ yasmkeHo ocBoboxknapaHe B Kadsso wiile, ¢ 631a NoJHeTHICHOBA KANayKa B
KapTOHEeHa KyTH4.

OnakoBku ot 30, 40, 50, 60, 70, 80, 90, 100, 110 uan 120 dpunmupanu TabnetkH.
He BCHYKH BHAOBE ONAKOBKH MoraT Aa OpaaT nycsard B npogax6a.

6.6 CnenuajHy nNpegna3sHy MepKH PH H3XBbpJasnHe H pabora
Hsama crieuuanHi U3ucKBaHus,

Heusnon3saHuAT NeKapcTBeH NMPOAYKT UM OTNBABYHHTE MAaTepHanH OT Hero TpaGBa aa ce
M3XBBPJIAT B CbOTBETCTBHE C MECTHHTE H3HCKBAHHA.




7. IPHTEXATEJI HA PASPEIIEHUMETO 3A YIIOTPEBA

Egis Pharmaceuticals PLC

1106 Budapest, Keresztiri ut 30-38.

YHrapus

Sorbifer” e unrenexryanna cobersenoct Ha Ernc. Manonssaderto ua 3anasenata mapka Durules® ot

Eruc e no nuueH3 Ha AstraZeneca.

8. HOMEP(A) HA PAPEINIEHHUETO 3A YIIOTPEBA

Copbudep dypynec 320 mg: Per. Ne: 2000 0500

9. JATA HA ITBPBO PAZPEIIABAHEMTIOAHOBABAHE HA PAIPEINEHHETO 3A
YIIOTPEBA

Jlata Ha MbPBO pa3peluaBaHe 3a ynorpeba: 29.11.1994 r,
Hara Ha nocneaHo nogHopseaHe: 12.08.2011 r,

10. JATA HA AKTYAJIMIAIIMS HA TEKCTA

Maii, 2026 r.




