KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA L2201

1. WME HA JIEKAPCTBEHUSI IPOAYKT 7o 320 18- 2025.

Kanues iiogun G.L. Pharma 65 mg Tabnetku
Potassium iodide G.L. Pharma 65 mg tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB
| Tabnerka cpappxka 65 mg kanueB Hoaua (potassium 1odide), ekBuBanieHTeH Ha 50 mg oz (1odine).

I lomoIIHM BellecTBa ¢ U3BECTHO AE€UCTBUE:
| Tabnerka cpabpika 80 mg 1aKT03a MOHOXH/IpAT.

3a NbJIHUA CIIMCBHK HA MOMOILHUTE BELLIECTBA BHXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
JlnameTsp: okos10 8,3 mm
Jlebenuna: 3,2 -3,8 mm

benu 10 kKagABO-0enM, KPbIJIM, U3BUTH TAalJIETKU C YYBCTBUTE/IHA HA HATUCK KPbCTOCAHA JICJIMTE/IHA
4yepTa OT BbTPELIHATA CTpaHa U BUTbOHATHHM OT Jpyrara.
Tabnerkara moxxe 1a Obe pa3/iejieHa Ha €/1HAKBH J1I03M.

4. KJ/IUMHHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHS

Kanuer Hoaua G.L. Pharma e nokazan 3a ynorpeba ciien sApeHH WHIMAEHTH C OCBOOOXK/1aBaHE Ha
paJlMOaKTUBHHM M30TOMNM Ha HOJa, C Orjel NMpeAoTBpaTiBaHe Ha HaTpPyMNBaHe Ha PaJIMOAKTHBEH HOJ B
LLIMTOBHUHATA JKJIe3a Clie/]l TAXHOTO MOITbIIaHe WK BAHIIBAHE.

4.2 Jl03MpOBKA H HAYHH HA NPHJIOKEHHE

Moanure TabieTky MOXe J1a ce mpyeMaT caMO NP U3PUYEH MPU3UB OT BJIACTHTE, HAIIP. 110 PaJIHOTO
WJIK TEJIEBU3USATA.

Bpeme Ha nipujiokeHHe

[IpenoppuBa ce mpueM Ha TaOJNETKUTE BBb3MOMHO HAKM-CKOPO M 3a MpeanoyMTaHe A0 2 4daca Ciel
OYaKBaHOTO H3JlaraHe Ha paJMallMs, BBIIPEKH Y€ BCE Olle MMa Ioj3a OT MpHEM 0 8 yaca cliiel
MPeANnoJaraéMoOTO Ha4al0 Ha M3JlaraHeTo Ha pajavalms.

o3upoBka

Bw3pacTtHu u neua Haa 12 roauiiHa Bb3pacr: 100 mg Hon (2 tabnerkm)

Jleua Ha Bb3pacTt ot 3 10 12 roauHu: S0 mg #Hon (1 Tabnezka), w4 f1o PN
Jleua Ha Bb3pacT ot 1 Mecel 10 3 rOAUHM: 25 mg Hon (72 Ta@ifexie o \\
HoBoponenu u 6edera noa eauH meceu: 12,5 mg (Y4 tabfmRay’ & “atv Q.i} \\
bpemMeHHH U KbpMELIH )KEHU (HA BCAKAKBA Bb3pacT): 100 mg ion (27 103 i E
[1poAB/KHTETHOCT Ha NPHJIOKEHHE e *
EnHokpaTteH npueM 0OMKHOBEHO € JOCTaThYEH. & &




B ciyuaid, ye ocBoOOXKOaBAaHETO Ha paJUOAKTHBEH HOA npoawDKaBa (> 24 4aca), C ITOBTOPHO
M3j1araHe Ha pagHalid, MPUEM Ha PAAUOAKTHBHO 3aMBPCCHH XpaHa WIM HATTMTKY U HEBB3MOXKHOCT 3a

€BaKyaLud, MOxKe Ja € HeoOXOAWM MOBTOPEH MPUEM.

Cneyuannu nonyaayuu

HoBopoaexnute, OpeMeHHHTE H KbPMELOH )KEHH H MAHMEHTUTE B CTapuecKa Bh3pacT (> 60 roqnHu) He
TpAOBa na npHeMmaTr mnosede oT eqHa [o3a (BXK. To4yka 4.6). IlpH HOBOpOACHHTE M MALIMEHTHTE B
crapuecka Bb3pacT (> 60 roguHu) HUMa NMO-BUCOK PHCK OT TIOABA HA HEXENAHHW 33 37IpaBETO €(eKTH,
aKko MpUEMAT NMOBTOPHA A03a cTabuiieH Hoxn (K. ToukH 4.4 1 4.6).

Bw3pacmuu nao 40 zoounu
He ce mpenopnruBa npHeMBT Ha HoaHuU TabneTkw npH aydua Hag 40 rogyiiHa BB3pacT, Thil KaTo € Mo-

MAJIKO BEPOATHO B Ta3H BB3pacToBa rpymna Aa uma OnaronpusTeH e(eKT OT JIeYeHHETO ¢ HOOHH
TabneTKH cllefl M3jiaraHe Ha paaHoakTHBEH Hoxa (Bxk. Touka 4.4).

Yeprodpobro u 6vbpeyuno yspescoane
He ce u3nckBa ananTupaHe Ha A03aTa HPH COCLMAIHYU NOMYNAlllH, KaTo O0NHYU ¢ HapylueHa OpOpeuna

WIH yepHoapoOHa ¢yrkuma. EnMMHHaLMaTa Ha fioga € npeauMMHO npe3 O0n0penuTe; BHIPEKH TOBA,
CTENEHTa Ha OBOpeYHaTa eNMMHHAIINA HE Ce MOBJIMABA OT [IPHEMa Ha HOJ HIH OT CEPYMHUTE My HHBA.

HayuH Ha NPWIOKEHHE
[Iepopanna ynotpeba.
TabneTkHTe MOraT a ce¢ COBBKBAT WM [a Ce MOrTbUIAT HEJH.

Heouampuuna nonyrayus

C ornen mo-TouyHOTO AO3MpaHe NpH Acua, TaOJNETKMTE HMMAT KPBCTOCAaHA AEJIMTENHa 4Yepra. 3a
HOBOpOAEHH MM OedeTa nozara MOXE A C€ CTPHE HJIM Pa3TBOPH BBBE BOAA, CHPON MIH NoaoOHa
TE€YHOCT. BE3MOXKHO € 1a H3MHHAT 10 6 MHHYTH 0 ITBJIHOTO pa3TBapsaHe Ha TabneTkuTe.

4.3 IIpoTHBONMOKA3ZAHHS

. CBpBbXUYBCTBUTETHOCT KBM aKTHBHOTO BELLIECTBO WIH KbM HAKOE OT MOMOIIHUTE BEILECTBA,
H30bpoeHH B Touka 6.1.

. Xepnernugopmen aepmarut van Diihring

° XHUNEPTUPSCOUIUIBM

. XUMTOKOMIUIEMEHTEH BACKYJIHT

4.4 CoenuaJHu UpeAyupexIcHHA H OPeANA3HE MEPKH NPH ynoTpeda

Honnara npodunakTHka npeanassa OT BAWILBAHE WIHM MONTBLLIAHEC HA paJHOAKTHBEH WO M HAMAa
e()eKT 110 OTHOLICHHME HA JIPYTH NOIbIHATH PAXHOHYKITHIH.

[To npuHuun TtpabBa na ce M3d4ArBa npwiaraHeTOo Ha HWOA NPH MOAO3PEHHE 3a KAPLIMHOM Ha
IIMTOBHAHATA *JIe3a. [IpunaraHero Ha HoJl OKka3Ba BIIMSHHE BBPXY JIEUCHHETO C paAHOAKTHBEH HOM H
JHarHOCTHKATA Ha IIMTOBHAHATA JKjIe3a.

HRHHEHTHTE, KOHTO IMPOBCKAAT JICHCHHE C THPCOCTATHUIIH, T‘pﬂﬁBﬂ da Mpoab/DKAT CBC ChIIlATa TC
K HCCTO Aa NMPOBCAKIAT pCIOBHH MCIOHIIHHCKH IIPCTACAH.

[laLMEHTHTE ¢ THPEOTOKCUKO3a, KOUTO MPOBEKAAT JICHEHHE, HAM TE3H C aHAMHECT
[IPOBEKAAHA TepanMa 3a ToBa 3abonsBaHe, HO B MOMEHTa ca 0e3 JleueHue M B peM
ObIOaT M3JIOXKEHH HA PHUCK.



PuckeT oT nogBsa Ha HOQHO NMpeIH3BHKAH XUIEPTUPEOUAUIBM MOXE 4 C€ YBEJIMYH IPH MALMEHTH C
Oe3cHMNTOMHO MPOTHYALla HOAyNapHa rywa wiv fonect Ha Graves, KOHTO He ca MOJA JIeKapcko

HaOTIOAeHUE.

(I}ﬂpMﬂKDI[DFH'{HHTG o34 Hoa Moxke na MMpCAU3IBAKAT YBCIHYABaHC HA IHMUTOBHIAHAT& X34, KOCTO
CBOTBETHO Ad BJIOIH CTCCHCHHUC HA AHXATCIIHHUTC ITETHILA.

Kanuvesure coiu TpaOBa Aa ce MpWiIarar BHHMAarenHO npu O6onHu ¢ OnOpeyHa wim HanbbOpeuna
HeI0CTaThYHOCT, OCTPa AEXHUIPATALNA WIH OPH NOABA Ha OOIC3HCHU KPaMIIH.

HeoOxoaumMo € BHHMATEIHO [MpAJIarad€ Ha Ka/IHWCBHA COJIH MPpH €AHOBPCMEHEH INIPHEM C KaJIui-
CbhXpaHABAlLIH JHYPETHLH NTOpAaH CIIACHOCTTA OT INNOSABA HA XHIICPKAITHCMHA.

B cayyauTe Ha H3naraHe Ha paguoakTUBEH MO NpH AAPEHH HHLHIOEHTH, A03aTa HA KalueB HOAM
TpabBa Aa ce onpeaens OT IUIAHOBETE 38 H3BLHPECAHU CUTYALUM W NMPEABUACHUTE MEPKH 3a JECHCTBHE.
Puckbr M noszata OT NpWiaraHero Ha ¢tabwieH Hon TpaAOBa na ce MpeLeHABRAT 3a pazjIMYyHUTE
PHCKOBH IPYIIH.

['pynuTe, NpH KOKUTO € HAl-BEPOATHO Aa UMA €(EKT OT JICUCHHUETO C HOAHU TabIEeTKH Clel H3/laraHe
Ha paJHoOaKTHBEeH ioja, ca Jeliara, IOHOWMTE, OpeMEHHHTE H KBPMCLUM JKCHH, KaKTO H Xopara,
XKHBeeHnld B 06nacTi ¢ Je@uuMT Ha HoJ (KOHTO € Hali-BepoATHO Aa ObJAT 3aCerHaTH OT U3JIaraHeTo Ha
DANHOAKTHBEH #on). AKO MMa OrpaHWYcHHS B JOCTaBAHETO Ha cTabuaeH #og, Toi TpaOBa aa ce

NpeaoCTaBs ¢ MPHOPHTET Ha AeLaTa H MIagUTe Xopa.

[Ipu BB3pacTHH HAJ 40 roauinHa Bb3pacT, OI3ATa OT JICYCHHETO ¢ TabNIeTKH HOI Ciiel W3JIaraHeTo Ha
PAAHOAKTHBEH HOA, € NIO-MAJIKO BEPOATHA. BBIpekH TOBa € BB3MOKHO, MPH JIMLA C PUCK OT H3JlaraHe
HAa BUCOKHM AO3U pPaJUOAKTHBEH HOJ (Hamp. COCIUHWTE €KWIIM, BKIIOYCHHM B CIACHTE/IHHUTE WIH
pasyMCTBALLM OfEpallMd) [a HMa Moa3a OT JICYCHHETO, HE3aBHCHMO OT BB3pacTTa. Honunata
npo¢HNakTHKA B Ta3u rpyna Tpadea aa 6bae IpHOPUTET.

Hoeoponennte ca ocofOeHO 3acTpallieHH OT H3JlaraHe Ha paluOakTHBReH Hoad M ONoKHpaHe Ha
dYHKUMATA Ha UIMTOBUAHATA JK/e3a MNpe3 IbPBHATE JHH 3apajd IpeToBapBaHe ¢ KajueB HOAHUA.
HarpyneaHeTo Ha paJlOaKTHBHO BELIECTBO € YETHPH NBTH IO-TOJIAMO OTKOJIKOTO HPH BCHUKH JPYTH
BB3pACTOBH TIpynu. llUTOBUIHATA Klle3a HA HOBOPOJAECHHMTE € OCODEHO YYBCTBHTEIIHA KbM
OYHKIHOHANHO OnokdpaHe MNPHYHHEHO OT MNpeAo3dpaHe Ha KamveB #Hoaua. BpeMeHHHAT
XHIIOTUPEOHINU3BM B TO3M paHEH [MEepHON Ha pa3BHTHE Ha MO3IBKA MOXe jaa JoBene no 3aryba Ha
HHTEJICKTYATHH CnocobHoCcTH. B ¢ny4ail, Y€ Ha HOBOPOACHHM C¢ JaBa YCTOWYMB #oa € HeoOXoaumo
CTPUKTHO clieicHe Ha dYHKUMATA HA IMTOBUAHATA )Ki1e3a. IIpu HOBOPOAEHH, MPH KOUTO € MPUIIOKEH
KaJlHEB HOOMA Mpe3 ITLPBHTE HAKOJIKO CeOMMLH CleH pa)kaaHeTo, TpaOBa Ja ce MmpocjeasBar HUBATAa
Ha TSH u npu HeobxogumocT Ha T4 M za ce npuiara ageKkBaTHa 3aMECTUTEIHA Teparius.

To3u nekapcTBeH APOAYKT ChAbpkKa jakroza. [laumMeHTHTE ¢ peaKH HAacACACTBEHH NMpobnemMd Ha
rajlakTo3Ha HEMOHOCHMOCT, TOTAJICH JIAKTA3eH ASPUIMT WIH [IIOK030-TalakTo3Ha Manabcopbums, He
TpAbBa Aa NMpUEMAT TOBA JIEKAPCTRO.

4.5 DB3aHMOJEHCTBHE ¢ APYI'H JeKAPCTBeHH NPOAYKTH H APYIrH GOPMH HA B3aHMOReHCTBHE

[IpunaraHero Ha HoJ OKa3Ba BIMAHHE BBPXY JICYCHHETO C PAAHOAKTHBEH WO H JMArHOCTHKATA HA
INMTOBHAHATA %Ie3a (BXK. Touka 4.4)

Hsakou nekapcTBa, Karo KanTOMpUI M CHAJIANPHJ, MOraT [a [MPEIAM3BUKAT XHICPKANHEMHA H_TQ3k
edeKT MOXe J1a ce YCHITH NPH €IHOBPEMEHEH INPHUEM Ha KaJlHeB HOOu/I.

[Ipyu nosuinaBaHe Ha IUIA3MEHUTE KOHLCHTPAHWH Ha KaJlud ce YCHIBA e(eKThT H
CBHPLETO.




KanueBuTe COJIM, NPHIATAHH €JHOBPEMEHHO ¢ KaNHH-3aabpPKailld AMYPeTHLIH, KaT0O aMWIOPH WIH
TpHaMTEpeH, WM aHTaArOHMCTH Ha AJII0CTEpOHA, MOTAT Aa NPEAM3BHKAT XUIIEpKaJIueMus (BX.
Touka 4.4).

4.6 PepTHAHTET, (peMEeHHOCT H KEPpMeHe

bpeMeHHOCT

[Ip¥ MHOrOKpaTeH MpHEM Ha MOA MO BpeME Ha OpPEeMEHHOCTTa MOXKe [a Ce MOTHCHE (PYHKIMATA Ha
[IMTOBHHATA »€3a Ha IUiofa. PenpoAyKTHBHATA TOKCHYHOCT € MPOY4Y€HA IIPH ONMTHM JKUBOTHH.
Eto 3auto, 6peMeHHHTE KeHH He TpaOBa Ja IpHeMar [oBe4e OT edHa no3a (Bk. Touka 4.2). Ilpu
fpHEeM Ha Hoa No BpeMe Ha HanpeaHana OpeMEeHHOCT, C¢ NPeNnopbYBa MPOC/IeAIBaHe Ha QyHKIHATA Ha
IIHTOBHIHATA XKJIe3a Ha HOBOPOAEHOTO.

KtLpMmeHe

HoasT ce M3ThuBa B FOJIEMH KOHYECTBA B MAHYMHOTO MJISKO, HO T€ Ca TBBPAE MAJIKH, 32 1a OCHIYPAT
NOCTaThUHA 3alIHTa Ha KbpMadeto. [1o Tasu npuduHa, Ha 6e6eTO CcBLIO TpabBa na ¢c€ naBaT HOAHM
taOnetky. [IpH HeoOXOAMMOCT OT HpHEM IO BpEME Ha MEPUOIA HA KBPMCHE, KbPMELIHTE XKEHH HE
TpaOBa Aa MpHeMAaT MoBeYe OT €AHA J03a (BXK. TouKa 4.2).

DepTHANTET
TIpu nasxoBe GepTWIMTETET HE ce nmoBnuABa 4o A03a 150 mg/kg Ha kanues Hoaua (Bx. Todka 5.3).
He ca HanuyHHu AaHHM 33 epeKTa IpH Xopa.

4.7 EdjekTH BBpPXY cnocobHOCTTA 32 modHpane # paboTa ¢ MAIIHHH
HenpunoxnmMo.

4.8 HexeJIaHM JIEKAPCTBEHH PEAKIIHH

MHuoro yectu (=1/10)

Yectn (>=1/100 o <1/10)

Heuectut (=>1/1 000 no <1/100)

Penxu (>1/10 000 xo <1/1 000)

MHoro peaku (<1/10 000)

C HeHn3BeCTHA YeCTOTa (OT HAIMYHUTE JJaHHH HEe MOKe Ja ObJe HalnpaBeHa OLICHKa).

Hapywenud na uMynnama cucmema
C Heu3BecTHa | PeakilMM Ha CBPBLXUYBCTBHTENHOCT, KATO BL3NAICHHE HA CIIOHUCHHTE

4eCTOTa AUIE3H, rapodonue, 6poHXocnasbM M CTOMALLIHO-YPEBHY HAPYILICHUSA, KOUTO
MoraT f1a HBAaT YMEPEHO HIIH CHIIHO M3DA3CHHU H NO303aBUCHMM.

Enooxpunnu napyiuuenun
C Heu3BecTHA EOHHO-HH{[}’HHPB,HH aBTOMMYHHU 3a0onsaBaHus (ot Tuna Ha Grave’s,

4ecToTa Hashimoto), Tokcu4yHa HOAy/apHa Tywla ¥ HOOHO-HHAYLHpaH IIpexXoJieH
XHINEp- WIH XHIIOTHPEOMIH3BM, KATO HEKEIIAHH pPEakUMH BBB BpPBb3Ka C
JIEYEHHETO C HoJ.

MNma cbo0LIeHud Y 3a XMIEPAKTHBHOCT HAa IUMTOBUAHATA Kj1€3a, THPEOUAMT
M YroJIEMsBaHE Ha LIMTOBMIHATA XJIE3a ChC WIH 0€3 pa3BUTHE Ha MUKCEAEM.

C HeH3BeCTHA HPDH'I:J'IH(HTEIIHOTO IIPHAOKCHHEC MOXE Ja JO0BEAE N0 MEHTA/THA ACNTPCCHA,
HECTOTA HCPBHO HAIIPOXCHUE, CCKCYA/IHA HMIIOTEHTHOCT H be3chHUE.

Cmomauiro- UPECGHU HADYVWLEH UA

C HeM3BeCTHA CHEIJID&I[EHHT, raCTpOMHTCCTHHAJIHM CMYUICHHA
HCCTOTA

Hapywernua na xodxxama u noOKONCHAMA Mvkay
Penxu I Bpemened oOpHB Ha KoxaTa




Cro0InaBaHe Ha NOAO3HPAHK HEXENAHH PEaKlIUH
CwobiiaBaHeTo Ha NMORO3HUPAHM HEXeJIaHH PeaKilMHK ciiel pa3peliaBaHe 3a ynotpeda Ha JeKapcTBeHHA

IMPOAYKT € BAKHO. Tosa nmo3sonaBa aAa NpoAbJ/LKH HaOMOIeHHETO Ha CHOTHOLIEHHETO IID.IISBJ’])HCI{ 3a
JICKAPCTBCHHA IIPOOYKT. OT MeaMIMHCKHTE CIelMAJIMCTH Cce H3HMCKBa Ja ChoOlllaBaT BCikKa

MOO3UpaHa HexenaHa peakuus upez MsnbinuTenHaTa areHUMA MO JIEKapCTBaTa, yi. ,.JlaMsaH
['pyes’’Ne 8, 1303 Codmus, Texn.: +35928903417, yebcaitT: www.bda.bg.

4.9 Ilpemnozupane

CuMIIToMH
BB3MOXxHO e, IpH Ipeao3HpaHe ¢ Hod Aa Bb3HMKHAT CUMNTOMH KaTo rnasoboinue, 60JIka U MOXyBaHe

Ha CIIIOHYEHHTE XIJIE3H, TPeCKa WIM JIApHHIHT, MOAYBAHE WM BB3NAJICHHE HA I'bPSIOTO, CTOMALIHO-
YpeBHO Pa3CcTpOHCTBO M auapus. Bu3mMoxHO e U pa3BuTHE Ha OenogpobeH oTox.

HMHTeH3MBHOTO NOTTBUIAHE Ha HOA MOXE 1@ N0BE/e X0 KOPO3UBHO YBPEXKAaHe Ha XPaHOCMMIIATETHUA
TpakT ¥ yBpexxaaHe Ha OnOpeumrre. KapapomyJMOHapHMAT KONArc BCACACTBHE HA LIMPKY/IATOPHA
HEAOCTATHYHOCT TpsAOBa Aa ce TPETHpPa 4pe3 OCHIypABaHE NMPOXOAHMOCT HA JHXATE/THHTE ITBTHINA H
cTabWinu3Mpane Ha KpbBooOpaileHHeTo. OTOKET Ha FIIOTHCAa MOXE J1a ROBEAE N0 3a/yluaBadHe WIK
acnupaluoHHa nHeBMoHus. Ilpu octpo HoaHo otpaBsHe TpAOBa Aa C€ JABAT FOJIEMH KONHUYECTBA
MJISKO M HHIUECTE.

HoBoponenuTe ca ocoDeHO UYBCTBHTENIHM KbM IIPETOBAapBaHE ¢ HOJ, BEPOATHO MOpany HelpAnaTa
peryialHOHHa cucreMa. IIpH HOBOPOACHUTE, IPH KOUTO € MPWIOKEH KanueB HOOU[ Npe3 IThbpBUTE
HAKOJIKO CEOMMLM Cliell paxaaHeTo, TpaOBa Ja MOHATOpHUpAT HUBaTa Ha TSH 1 npu HeoOXxoaAMMOCT Ha

T4 u na ce NPUIOKH NMOAXOAALIO 3AMECTRALLO JICYEHHE (BXK. CBIIO TOYKaA 4.4).

MepkH OpH npeno3upaye
[Ipu oTcheTBHE Ha ¢30(hareanHo yBpexaaHe TpAOBa Ja ce MMaT NpeABd] IPOMHBKA ¢ HUMICCTCHA
CYCIEeH3Hs HWIU aKTHBEH BBIJICH.

TpsabBa na ce 3amecTH 3arybara Ha SMEKTPOJIMTH M BOJAA H J1a e NOAABPXKA KpbRooOpalieHHeTo. 3a
bonkata Moxe Aa ce npunarat neruavH (100 mg) unu MopopuHor cyndar (10 mg). Moxe pa ce

HaJIOXH da CC HAIIPDABHA TPAxXCOCTOMHUA.

MHOro BUCOKMTE CepYMHH KOHLIEHTPALMH Ha HOJ MOXE d C€ HAMAIAT ¢ XEMOAUaTH3A.

5. ©®APMAKOJOI'HYHHA JAHHH

5.1 dQapmaxkoAHHAMHYHH CBOHCTBA
dapmakoTepaneeTidHa rpyna: Autnaoty, ATC kon: VO3AB21

[Ipy sopeH HBUMACHT MOXE Oa ce OCBOOOAT roaeMu Xosumdectsa pamuoaktuBeH uox. Ilopaau
roJAMara My JICTIIMBOCT TOM MOXE JieCHO Aa ¢ce Bauina K abcopOupa upes denmure Apobose.

IMpu u3narane Ha CHIIHA pagualisd, B HIMTOBHOHATA JKJI€3a MOXKE [1a Ce OTKPHAT IojleMH KOJIHYeCTBa
PaAHOAKTHBEH MO, NPH KOETO Ce MOBUILABA PUCKBT OT JIOKATHO YBpekaaHe. PUCKEBT OT HaTpynBaHe
Ha paJJHOAKTHBEH HOJ OT INMTOBHAHATA »JIe3a MOXe Zia ce OJIOKMpa 4pe3 HacHILiaHe C MpeJBapUTEIIeH
NpUeM Ha BHCOKH n03u crabunen woa. Hoza or 130 mg (= 2 rtabnerku) xkanueB AOAMA OCHTYpABa
IThJIHO HacHIaHe. PUCKBT OT KapLIMHOM Ha IMTOBHHATA Jie3a CIIe/ H3JlaraHe Ha PaTHOaKTUBEH HoJ
€ [10-BUCOK NpH No-mMnaaM xopa. [10 npuHUMI ce cYMTa, Y€ PUCKBT € Hak-BUCOK IIPH 3apOAMIIH Hal
12 ceaMMu, HOBOPOAEHH H JEHA, ThH KaTo IIPH TAX LIATOBHAHATA XJle3a BCe OLUE € B NepHoRa Ha

pacTexX.

5.2 ®DapMaKOKHHETHYHH CBOHCTBA

Abcopbuus




[TpueTuaT nepopanHo WO ce NpeBpblla B HEOPraHwdeH AOAUA M FOYTH HambiHO ce abcopbupa ot
racTpOMHTECTHUHANHKMA TpakT. [IpueMbT Ha xpana 3abaea mpoueca ¢ 10-15 MunyTH.Abcopbiuara e

[TBJIHA 2 Yaca CJACA NEepopaHus NMpHEM.
[Ipu mpuemM Ha npaseH cToMax, paiHoakTUBeH Hox '*! ce oTkpuBa B 007acTTa Ha I'bPJIOTO C/I€H OKOJIO

3 MMHYTH.
[Ipu xopa, QU3IHONIOTHYHHTE CEPYMHH KOHLEHTpauuu ca mMexay | u 5 ug/l (40 no 80 nmol/l) npu
JHEeBEH npueM Ha Hog ot 150 a0 250 pug.

Pasnpesenenune
B xpBpBOOOpaiicHHETO HOABLT OBP30 ce OOMEHS MEXKITY EpUTPOLIMTUTE H eKCTpaLleTyIapHaTa TEYHOCT.

O6musaT obeM HeopraHwdeH iox € okono 250 pg.

YCcBOABAHETO Ha HOX OT HIMTOBMAHATA »JI€3a 3aBUCH OT ofeMa, HeifHata (QYHKIIHA, HOXHUTE
[L1a3MEeHH KOHUEHTpallMH ¥ (U3HOJOrHYHATa Bb3pacT. AKTUBHHUAT MONEH TPAHCHOPT B
€KCTPATHUPEOHHUTE TBbKAaHM KaTO CJIOHYEHH DJKIIE3H, CHB3HHU KIEe3H, XOPUOPHIHHA CIUIHT,
PECHHMUECTOTO TAIO HAa OKOTO, KOXKATa, IUIalleHTaTa, CTOMAIHATA JIMraBULia U MNEUYHHWTE HUIE3H 10

BpE€ME Ha KHPMECHC € BTOPOCTECIICHCH.

HonbT mpeMuHaBa npes IUtalicHTapHaTa GapHepa M c¢ YCBOfBa OT ILIMTOBHIHATA *UIe3a Ha IUIONA.
YcTaHOBEHO €, Ye YCBOABAHETO 3arnousa oT TpeTus Mecell. Hal-BHCOKHM KOHLEHTpalMuU ¢a oTOeNA3aHH
Ha LIECTHA Mecell. YCBOSBaHeTO Ha HOJA OT IIMTOBHUIAHATA Jie3a MPH Jela M IOHOIHM € NOo-BHCOKa
OTKOJKOTO TpH Bb3pacTHM. lpy nuua B HampeaHana Bb3pacT ofaue ce HadmoJaBa 3HAYMUTETHO

NOHHKECHULC,

[1pu nipueM Ha #Hoa Ha MpaseH CTOMax, NONOBHHATA OT MAKCHMMAJIHOTO YCBOSBAHE OT LIMTOBHMJIHATA
KJIe3a ce JOCTHra Clie] OKoNo 4 4aca, BBIPEKU Y€ NMPOAB/LKUTENHOCTTA [IPU MOYTH BCHYKH NAlIMEHTH

e MEXAY 2,5 U 6,5 yaca.

buorpanchopmaiin

B wuroBHOHATa X€3a HOOBT ce Moajara Ha OpraHM(QHKauMiA, KaTO ¢ OKMCJISBA H CBBp3Ba C
THpeOorno0ynuHa. XOpMOHMTE Ha LUMTOBHAHATA »Uieza THPOKCHH (T4) u rpuitontupoHun (T3) ce
obpa3yBaT npe3 OKHCIMTENHA KOHJEH3allMd Ha HoAMpaHUTe MEeAAMHHH NPOAYKTH MOHOWOITHPO3UH
(MIT) u guitogtuposun (DIT) B THpeornoOynvHOBHA KOMIUIEKC. XOPMOHATHATA CEKpeLus ce
OCBIIECTBABA MOCPEACTBOM [MHHOLIUTO32 NOCICABAHA OT NPOTCOIHTHYHO ocBoDOXKIaBaHe Ha T4 u T3

OT THpPEOT 10Oy AMHE.

EauMuHupaHe

OcHOBRHAT BT Ha enuMUHMpaHeE (95%) e npes 6KOpeunTe B BB3IM3a H2 0koJ10 30 7o 40 ml/min.
CkopocTTa Ha enuMHHHpaHe Ipe3 OBOpeuTe He ce MOB/AMABA OT HOAHHA IIPHEM MIIH NJIA3MCHHTE
KOHUEHTPAaLMH.

[Ipn OpeMeHHH k€HH € HalHWllie NOBHMUICHO HITLYBAHEC HA HOO, KOETO MOXKe JOoBeRe A0 HomeH
oeQULMT.

B u3nmpaXHeHHSTa C€ OTKPHBAT CaMO MaJIko KojaudecTBO Hoa (okono 1% ot obioTo KOJIHYECTBO
eJIMMUBMPaH Hox).

HonsT ce m3nbuBa B MafYHHOTO MJISKO B 3HAYUTE/IHA CTENEH (10-15% oT ripUeTOTO KONUYECTRO).

5.3 IlpeaxkAnHAYHHA NaHHH 38 6e3omacHoOCT

YCTaHOBEHO €, Y€ eJHOKPATHOTO NpuiaraHe Ha BHCOKM A03M (333-1,667 mg/kg) e TeparoreHHo npu
IUIbXose. IlpyM Opyro npoyusaHe BbPXY IUIBXOBE € YCTAHOBEHO, U€ MPUIIAraHEeTO HA BHCOKH OHEBHH
lI03¥ HOA BOOM RO JeeKTHO paKAaHe, nurnca Ha KbpMa U HaManeHa akKTHBHOCT Ha malikata. [Ipu
3adii MPUEMBT Ha HoA B fo3a 250 mg/kg e qoBes A0 NoBHIIABaHE HA CMBPTHOCTTA HA HOBO

XaMCTepH.
Hpu npoasDKUTenHO npoyuBaHe, NPH KOETO IUTHXOBE Ca NPUEMATIH KAJTMEB MOMUA

CKBAMO3HHTE KICTKH Ha CIIOHYCHHTE JKIIEe3H.
He ca ycraHOBEHH JOKA3aTEICTBA 34 MyTareHeH NOTeHIHAA Ha KaJiMeB HOOMA.




[Tpy HEKTMHHYHO PEeTPOAYKTHBHO Npoy4BaHE ca HabmoaaBaHu €PEeKTH, HO CaMO MPH EKCIIO3MLIMH, 32
KOWTO Ce CUMTAa, 4e ca B JOCTAThYHA CTCMCH NO-BUCOKH OT MaKCHMaIRaTa o3a npy xopa (100, 300, u
500 mg/300 g npu MABXOBE), KOETO MOKA3Ba MAJKOTO TMPAKTHHECKO 3HAYEHHE Ha Te3u eeKTH 3a

KJIMHHUYHATA YIoTpeda Ha e/THO/I030BaTa Tepaltus.

OcBeH MpeaocTaBeHaTa B JAPYTHTe TOYKH HHGOpMAaLMA, HAMA JONMBIHWUTENHA [JOCTOBEpPHA
HH}OpMAIIMK OT NPOYUBAHHAATA HPH ONKUTHH XKHUBOTHH.

6. PAPMAIIEBTHYHU JAHHH
6.1 Cnucbk Ha NOMOMHHETE BeleCTBA
LlapeBHYHO HHILIECTE

JlakT03a MOHOXHOpAT

MHKpOKPHCTa/IHA LEyN03a

OcHOBEH OYTHAMETAKPHNATEH CHIOTHMED
Marue3ueB creapar (E 572)

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha roguocrt

9 roguHU

6.4 ChnennanAH YCJIOBHSA HA ChXpPaHEHHE

Ha ce cpxpansasa nog 25°C.

Jla ce ceXpaHaBa B OPUIMHA/IHATa OMAKOBKA, 3a Ja Ce Mpeana3 OT CBETJIMHA H BJIara.

6.5 Buas cnabpkaHHe HA ONAKOBKATA

bnuctepuu onakosku: PVC-PVAC/ anymuuues 6aucrep, ceabpxkaul 2, 4, 6, 10 4 20 Tabnetkn.

He BcWuKH BHIOOBE OMAKOBKH Morat Aa ObJaT ITyCHATH B npoaaxoda.

6.6 Cuaeunannu npegna3HH MEPKH HPH H3XBLpJidHe

HsaMa cneumuasiHy H3UCKBAHUA.

7. IIPUTEXATEJI HA PABPEILIEHHUETO 3A YIIOTPEBA

G.L. Pharma GmbH, Schlossplatz 1, 8502 Lannach, AscTpus

8. HOMEPHA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. N0 20120412




9. [JATA HA IIBPBO PA3PEHIABAHE/TIIOJHOBABAHE HA PA3PEUNIERHUETO 3A
YIIOTPEBA

Jlara Ha mppBO pa3peinasane: 21.08.2012
Hara Ha nocneaHo noaHossapaHe: 08.06.2016

10. JATA HA AKTYA/IN3HPAHE HA TEKCTA

CemrremMBpr/2025




