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1. HME HA JEKAPCTBEHHSA TPOAYKT S 5 fﬂg-_}!&m

KPATKA XAPAKTEPHCTHI{A HA HPGI[YRTA

HuHKOopoT 25 mg TabneTku
Zinkorot 25 mg tablets

2. KAYECTBEH H KOMTUYECTBEH CbCTAB

Enxa Tabietka ChABpHa HHKOR opoTaT quxuapar 157,36 mg (exsuBaneHTHM Ha 25 mg LUHK) ((Zinc
orotate dihydrate 157.36 mg (equivalent to 25 mg zinc))

[ToMOLIHO BEIECTBO ¢ H3BECTHO ACICTBHE: Beska TabueTka chabpa 1,2 mg HaTpH#.

34 MIBIHUA CIIHCHK HA NOMOLIHWTE BellleCcTBa BbKTe Toyka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka
Bana TaGnerka, Gunsianapua, ¢ dacer u peska 3a pasfeisHe Ha IRe NIOJIOBHHU OT €IHATa CTpaHa.

4. KJIVHAYHHA JAHHU

4.1 TepaneBTHYHH NOKAZAHHUA

Jleuesne Ha HeZocTUr (Oe(pHIMT) Ha IMHK, KOraro KOPHTHPAHETO HA TO3M He(ULIMT € HEBRIMOXKHO
ype3 00MYaHHOTO XpaHEHE.,

unxopot 25 mg TaOneTKy e roKa3aH IPH Bh3pacTHH M Aena HaJl 6 TONUHH.

4.2 Jio3mpoBKA H HAMHH HAa NPHIMKEeAHE

EDSHEOBK&

BripacTtau 1 wHowH (12-17 roqusn)
[Ipenopbuutennara 103a € 12,5 — 25 mg nuHk (= Y2 - 1 Tabnetka LluHkopot 25 mg) MHEBHO.

Jlena ya gw3pact 6-11 roannn
IMpenoppunTennara Ao3a e 12,5 mg uunk (= 2 tabnerka LIuHKOPOT 25 mg) THEBHO.

[[uakopor 25 mg Tabnetk He TpsalBa Ja ce Mpumara NMpH Aela Ha BB3pacT 40 6 TOOHHM. 3a
NPHIOKEHAE NIPH Ta3d TMAllHCHTCKA rpyna MoraT Aa 6baT Mo-noAXoisiM APYTH (apMaleBTHYHH

dhopMH,

HaunH HA NPHIOKEHHE
TaGnerkuTe Tpabsa na GbJaT NpHEeMaly ¢ JOCTATBYHO KONMMECTBO TEYHOCT (Hanpyk

B HHTEPBAN MEKIY XPaHEHHUATA.
TIpoALIKATENHOCTTA HA JIEYEHHETO 3aBHCH OT MPHYHHATA 32 LIMHKOBHA Jedl
NeYeHHeTO.



4.3 IIpoTHBONOKAa3AHHA

CRpBbXYYBCTBHTENIHOCT KBM AKTHBHOTO BeIECTBO WIH KbM HAKOE OT IOMOIIHHTE BElIECTBa,
n30pOCHH B To4Ka 6.1.

4.4 ChneunanHu npegylnpexaeHH U NPeANAa3ZHH MEPKH NpH ynoTpeda

[IpoABDKMTENHOTO TIpHIaraHe Ha mepa (MUKpoelneMeHTa Mejn) TpaOBa aa Obae mnpocineAsBaHo B
JIHATHOCTHYHA NabopaTopHs.

JlexapCTBEHUAT MPOAYKT ChABPKa HATPHH.
To3u nekapcTeeH NMPOAYKT ChIbpkKa No-Manko oT | mmol natpuii (23 mg) na tabnerka, T.e. MOKE J1a
ce KaXKe, Y& NMPaKTHYECKH He ChAbpXKa HaTPUH.

4.5 BaammoaeiicTBHe ¢ IPYrH JIEKAPCTBEAH NPOAYKTH H ApYrH GOpMH HA BIaHMOAEHCTBHE

Xenupamu areHtd Kato  D-Penicillamine, Dimercaptopropanesuifonic  acid (DMPS),
Dimercaptosuccinic acid (DMSA) n Ethylenediaminetetraacetic acid (EDTA) Morar aa pegynupar
abcopOuMaTa Ha LIHHEK HIH Ja TIOBULIAT HETOBATA EKCKPELIUA.

A6copbumsara Ha IJHHK MOXKe 1a 6bae pexyuupaHa IIpd ¢IHOBPEMEHEH NpHeM Ha QocdaTH, JKeesHy,
MEJHH H KAJILUEBH COJTH.

[IuHK MOxe ga peayuupa OHOHAIHMHOCTTa HAa MHUKpoelleMeHTa Mel. BHCOKM 034 UMHK Morar ja
penyiupat abcopbiusTa M 3aABPIKAHETO HA KEJIA30.

[luak penyuupa abcopbumsaTa Ha mempayuxiuny, o@rokcayurs W JAPYTH  Xunoaoxu (Hamp.
nophnoxcayun, yunpogaoxcayurn). Ilopagu ToBa ¢ Heobxoaumo BpeMe OT TOHE 3 Yaca MeXTy
MPUEMA HA LIMHK H NTOCOYEHHTE JICKAPCTBEHH [POJYKTH.

XpaHU C BHCOKO ChABPXKAHHE Ha OUTHHM (Hamp. 3bpHEHM NpoAyKTH, GOGOBM pacTeHHs, AIKH)

peayuupar abcopOumsara Ha uUWHK. CbUleCTBYBAT CBMHEHHSA, Y€ KaQero MOXKe Ja TMOBJIHAE
abcopOLMaTa HA LUHHK.

4.6 DepTuaHTeT, (PEMEHHOCT H KbPMEHE

Tobi KATO HAMA AOCTATHYHO ONWT NPH XOpa, 4 SKCHEepHMEHTUTE ¢ XVBOTHHM NOKAIBAT TCPATOreHEeH
eeKT, JIeKapCTBeHH MPOAYKTH ChC ChAbPAKAHHE Ha LMHK TpAOBa /1a ce Mmpularar rnpu OpeMeHHOCT K
KbpMEHE, CaMO aKO © HaJIHlEC KIMHHYHO YCTAHOBEH H AOKa3aH HUHKOB Aeduuut. B TO3W Cityyai He
CHIIECTBYBa OTpaHHMYeHWe B mpHiaradata Ao03a Ha LlMHkopor 25 mg Tabnetku mno Bpeme Ha
OpeMEeHHOCT U KBPMEHE.

4.7 Edexrs Bbpxy cnocofGHOCTTA 32 I0o¢UpaHe H padoTa ¢ MAINHHA

He ca npoBexxIaHy Mpoy4YBaHUs OTHOCHO €(PEKTHTEe BbPXY cnocoOHOCTTa 3a WodHpaHe. Bb3 ocHOBa
Ha ¢apMakoAMHAMHYHMA U (bapMAKOKMHETHYHHA MPOQHI, KAKTO W [OKIAJBAHHTE HEXKEJIAHH
peakuuu, Huakopot 25 mg TabneTku He NOBIHABa cniocofHOCTTa 33 WodgHpaHe H paboTa ¢ MaLKMHH,

4.8 Hexenanu JJeKapCcTBEHH PEAKIHH

Besdxa olleHka Ha CTpaHWYHHTE eheKTH 0OHKHOBEHO C€ OCHOBABA Ha CJACAHMTE cnelmpUKaliH 3a
yecToTA:

Mmuoro uecti: >1/10

Yecti: 21/100 no <1/10
Hevectu: 21/1 000 o < 1/100
Penku: 21/10 000 1o < 1/1 000
Mmuoro peaku: <1/10.000




C Heu3BecTHa YyecTOTa (OT HAJIMYHWTE JIAHHH He MOXe J1a ObJIe HanpaBeHa OLEHKA)

CmomawiHo-upesHU HapyueHUsa
MHoro peaku: B HayanoTo Jie4eHHeTo ¢ LMHKOBH COJTH MOJKE J1a NMpe/Iu3BUKa KopemHa OoJika, Hay3ea,
aucnencus U guapus. Tesu orlakBaHMsA ca MO-Y€CTH, KOraTo LMHKBT € MPHEeT Ha IJIaJIHO, OTKOJIKOTO

Mo BpeMe Ha xpaHeHe. CHMNTOMMUTE M3ue3BaT Obp30 clea MpeycTaHOBABAHE MpUEMa HAa LIMHKOBM
TabJIETKH.

Hapywenusa na memabonusma u xpanenemo

C HeusBecTHa yecrtorta: Crnen NMPOABLJDKHUTEIIHO MNpHJIaraHe BbB BUCOKH N03H, IHHKBT MOXKE 1a OBCJIC
A0 MCJICH ﬂEdJlfll.lHT.

CpoOuiaBaHe Ha 110103MPaHU HEKEJIaHU PEaKLIMK

Cpo611aBaHeTo Ha MOA03HPAHH HEeXKEJIaHU PeakivM Clie/l paspeliaBaHe 3a ynorpeba Ha JieKapCTBeHHUs
MPOAYKT € BaxkHO. TOBa Mo3BOJIABA @ MPOABIDKK HAaOIOJEHHETO Ha ChOTHOIIEHHETO MOJ3a/PHUCK 3a
neKkapcTBeHHs: MpoAyKT. OT MeJUUMHCKHTE CTENMATHCTH Ce M3HMCKBA Jia ¢hoOllaBaT BCsKa
[OI03MpaHa HeXKeJlaHa peaklus upe3 HALMOHAIHA CHCTEMa 33 ChobIaBaHe:

buarapus

HanbiiHUTEIHA areHuus 110 JiekapcTBara
yn. ,,Jlamsn ['pyes” Ne 8

1303 Codus

Ten.: +35 928903417
yeOcaiit: www.bda.bg

4.9 Ilpeno3upane

Camo cien nepopalieH NpyueM Ha J03H, MHOIOKpPAaTHO NMpeBHILaBallld TepaneBTHYHATa /103a, MOrar /a
ce MOSBAT CUMITOMM HA INpeJo3MpaHe, Karo MeTaJeH BKYC BbpPXY €3MKa, rj1aBoboive WIu
OTnaaHaNoCT, Te3u CUMITOMH OTLIYMSABAT ObP30, Cliea NpeyCTaHOBsABaHE IIpHeMa Ha JICKapCTBOTO.
He e n3BecTen cneuunduueH aHTUAOT. [IpenopryBar ce CHMITOMATHYHH MEPKH.

5. ®APMAKOJIOI'MYHU CBOHCTBA
5.1 dapmakoIMHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHa rpyna: MuHepainu no6asku, ATC xoa: A12CB06

[IMHKBT € €CEHILMaJIEH €JIEMEHT, BKJIFOUE€H B MHOI'O €H3MMHH CHCTEMH CbC CTPYKTYPHA, KaTaJIMTHYHA
W peryJiaTopHa poJiu B KiieTb4yHaTa Guonorus. LIMHKBT Mrpae BakHa poJist 3a (YHKUMOHHPAHETO Ha
MMYHHATa CHCTEMa, 3a LeJIOCTTa Ha KOJKaTa, 3a3[paBiBaHETO Ha paHWTe, BKyca M MHpHCa, 3a
GYHKIMATA HA LIMTOBMJHATA »JIe3a, NPH PacTeka U Pa3sBHTHETO, B Ch3PABAHETO HAa TECTHUCHTE,
HeBpOJOruyHaTa GyHKLUMSA U JAeHCTBHETO Ha MHCYJIMHA, [1o OTHOIIeHHe Ha HOPMATHOTO Pa3BUTHE HA
MO3bKa W (u3rosiorusTa npyu 603aliHULMTE € YCTAHOBEHO, Y€ ACHHULIMT WK M3JTHIUIBK HA LIMHK BOJAT
JI0 IPOMEHH B MOBE/IEHHETO, aOHOPMHO pa3BUTHE HA LEHTpaJiHaTa HEPBHA CHCTEMa M HEBPOJIOTHYHO
3a00/15BaHe.

Pedepentnusat npuem upe3 xpanara (RNI) 3a Bb3pacTHM W KeHH € CbOTBeTHO 10 M 7 mg AHEBHO.
ToyHuTE HYXKIAM BapHpaT ¢ Bb3pacTTa U 1o BpeMe Ha OpeMEeHHOCT H KbpMeHe. e
VCTaHOBABAHETO HA LIMHKOB AE(MMIMT ce M3BLpIIBA upe3 NabopaTopeH TeCT 3A
nna3MeHa KOHLeHTpauus Ha UMHK. HykHO e 1a ce B3eme 1oji BHHMaHHe He CaMo
Ha LUMHK, HO MU MapruHaJIHUA HEJOCTHr, ThH KaTO NMpOMsAHaTa Ha TUIa3MEeHUA
JI0KATO MPUEMBT Ha LIMHK HE CTaHEe eKCTPeMHO HUCHK. Taka mauueHT ¢ “HOpM
Bce ole aa uma aepuiur. OnTUMaiHaTa Mia3MeHa KOHLEHTPaluus Ha LMHK ¢ |
150 pg/dl). Knuuuynyu npu3HaUM Ha UMHKOB JAE€QUUMT Morar ja ce nonaa'r:‘-._.r
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KOHLIEHTpALHg Ha LMHK JOCTHIHE HHBA 11ox 9.9 umol/L (65 nug/dl). CrofiHocTH to-BHcKH ot Spmol/L
(33 pg/dl) ce ceBpaBaT cbe 3aryda Ha BKYC M MHPHC, KOpeMHa GOJTIKa, qHapus, KoxKeH o6pHB M 3aryba
Ha aneTHT. PedepenTHusT cepymen UuHK € 10.7 - 22,9 wmol/L (70-150 pg/dl). Konuenrpauuu rog 7
pmol/L (46pg/dl) ca nokaszaren 3a gedumr.

OCHOBHMTS KIMHMYHH DPOABH IPH TEeXBK HHHKOB AehHLUMT MNpH Xopa ca: 3a0aBeH pacTex,
3aKbCHEHHE B CEKCYANIHOTO ch3paBaHe, 3a0aBeHO pa3sBUTHE HA CKelteTa, OpMGHUHAIHH M aKpasiHu
IepMaTHTH, JHapua, anoneuud, 3aryba Ha aneTur, NPOMEHH B INMOBEINEHHETO W NOAATIHBOCT KBM
HHQEKUUH B PE3YATAT HA HAPYIICHNC Ha UMyHHATA CHCTEMA.

CuMniTOMHTE Ha MO-¢1ab AedHUUT BIUTIOYBAT MPOMEHEHH HIIH JTHIICA H2 YCEIUAHHA 33 BKYC M MHpHC,
KaKTO ¥ TPYAHO 3a3/IpaBABAUIH PaHH.

5.2 @DapMakOKHHETHYHM CROICTBA

Abcopbuus

AGcopOumaTra Ha UMHK c€ OCHUIECTEABA B THHKHTE YE€PBA, BEPOATHO NPEACTABIIIBA €IUH KEPHEBP-
MEAMHPAH TPAHCIIOPTEH MpoLEec, KOHTO € HeHacHTeH npy HopManHu Jusnonorudnu ycnosua. Iipu
BHCOKH JI03M LIMHKET ¢BLIO ce abcopOupa nocpeacTBOM HEHACHTEH MPOLIEC WIH MACUBHA IHY3HA.
Be3MokHO € kHHeTMKata Ha abcopbuMaTra na € HacuTeHa, KaTo ce Habmonaasa yBeJIMYEHHE B
CKOpPOCTTA Ha TPAHCIMOpPTa ¢ M3YepNBaHEe Ha UUHKA. OCBEeH TOBA TPAHCNOPTEHT B THHKMTE 4YEPEA € B
CHLOTBETCTBHE C NTPHEMA HA IIHHK ¢ XPAaHATA M HHTECTHHANHATA LIMHKOBA abCopOLMA ce NOBHUIIARA IIPH
NOHMKEH MpHeM Ha LMHK, KOETO BOAM A0 HaMajsBaHe YpeBHaTta 3aryba Ha UMHK. llyHkoBara
XOMEOoCTa3a € CHJIHO peryidpaHa OT IaCTPOMHTECTHHAIHHA TPaKT. Tasd TACHA peryiialds H3HCKBa
MHOroOpOHHHTE TIpeHocuTeNH Aa paboTAT koopauHupaHo. AScopbuMsaTa Ha UHHK OT XpaHara BapHpa
Mexnay 15 u 60 %.

ChIbp)KaHHETO HA LIMHK B ThbKAHUTE H AKTHBHOCTTA HAa UMHK-3ABHCMMHTE MPOLIECH Ce 3ala3BaT Npu
WHPOK AHAala3oH OT MpHeM Ha LMHK ¢ XpaHata. Koraro npHeMbT Ha LIMHK CE YBE/IH4aBa,
¢pakumoHHaTa abcopOuMa HaMandBa H MHTECTHHAIHATA €KCKPELUHA C€ MNOBHWIABA, J10KATO
ypHHapHHTe 3ary0H oCTaBaT NMOCTOAHHH.

Pasnpeaenedue
Hait-BHCOKM KOHIIEHTpPAlWH HMa B KOCaTa, O4MTE, MBKKMTE PENpPOAYKTHEHH OpraH¥ H KocTHTE. [lo-

HHCKH CTOMHOCTH MPHCHCTBAT B YepHHa Apob, 6p0peumte v Myckynute. B kpnera - 80% ce Hamupa
B eputpoluTHre. [L1asMeHUAT UMHK ce CBbp3Ba cBoGomno ¢ anbymuH. Oxono 7 % € CBbp3aH ¢
AMHHOKHCENMHH, 8 OCTATHKLT € CHWIHO CBbp3an ¢ anda 2-MakpornodyinMHA U IPYTH NPOTEHHH.

buorpancdopManys

[{uKLT € METANICH eNleMEHT, KOUTO ce HaMHupa B TANOTO nof ¢opmard Ha ABYBANCHTSH KATUOH.
C1OTBETHO He ce MeTaboIH3Kpa.

EnumMunupade
[To-ronaMaTa 4acT OT UMHKa C€ €KCKpeTHpa B #UThUKATA H €BEHTYalHO BBB (eueca. BepoarHo B
TANOTO HAMA cneUH(pUYHY eNa Ha UMK,

5.3 TlpeakIHHHYHH JAHHH 32 (€30NMACHOCT

B3 ocHOBAa Ha KOHBEHIIHOHA/HM MPOYYBAHHMA MO OTHOLIEHHWE HA OCTPATa M XPOHHYHA TOKCHYHOCT
NpeIUTMHIYHNTE AAHHKM HE TIOKA3BAT PUCK 32 XxopaTa. EdexTHTe B NpeNKIMHMYHHTE NPOYYBAHUA Ce
OCHOBAaBAT CaMO HA MAaKCHMAJTHO BB3JCHCTBHE BBPXY XOpaTa, IMOKA3BAHKM MAJIKO TpPaKTHYECKO
3HAUECHHE MPH KIUHWYHA yrioTpeda.

[pH UNHKOBR JePHLHMT.
[IyHKBT He MpHTEKaBa TEPATOMEHHH CBOMCTBA H MOXE Ja NpefOTBPaTd TepaTdrgH

i
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Macnensanus BbpXy IUIBXOBE ¢ BHCOKH NepopasHu ao3v uuHK (> 25 mg/kg/neH) nokassat
HeONMaronpHATHO BIIMAHHE BEPXY CHEPMATOrEHE3aT4 W BOAM [0 HAPYIIEHWY BLE (IEPTUANTETA
(nomekeH Opoil MMIUIAHTALUMOHHH MecTa W nosumicH Opol pezopOuMM) IIpH TPETUPAHH KEHCKH
MIbX0Be. MHOIQ BUCOKH 03H LIMHK NNOKA3axa pelipodyKTHBHA TOKCHYHOCT IIPH TUTBXOBE.

[[MHKET He npHTEKaBa HUKAKBA TOKCHKONIOTHYHM CBOWCTRA, KOHTO [1a KOMIpoMeTHpar ynotpedata
MY B MpenoOpbYUTETHHTE JO3H.

6. ©APMALEBTUYHH JAHHHU

6.1 CouchK HA NOMOILHHTE BEIIECTBA
CHiUIHeB NHOKCH, KOJIORIEH Oe3BOcH
Llenynoza, MUKpOKpUCTAIIHA

[Toeuaou K 30

Kpockapmenosa HaTpui
Tank
MarHesues creapar

6.2 HechemecTUMOCTH
Henpunoxumo

6.3 Cpox Ha rogHocT

3 TOAVHH

6.4 CreunajHH yCJOBHA Ha CbXPAHEHHE
To3u JexapCcTBeH NPOAYKT HE H3UCKBA CIELHAIHH YCIOBHA 33 ChXpaHEHHE.
6.5 Buau ¢babpkanKe HA ONAKOBRATA

OnakoskH o 20, 50 i 100 TabneTku.
He BCHUKY BUIOBE OTIAKOBKW MOTaT Aa ObAAT MycHaTH B npogaxoia.
6.6 Cnenmaauy NpeANa3HA MEPKH NPH H3XBLPJIAHE H paboTa

Hsama crnenManiy M3HCKBaHHA 33 M3XBbPAAHE.

7. TPATEXATEJN HA PASPEHIEHUETO 3A YITIOTPEBA

WORWAG Pharma GmbH & Co. KG
Calwer Str. 7

71034 Boblingen,

['epmanusg

8. HOMEP(A) HA PAPEHIEHHETO 3A YIIOTPEBA

20130173

9. JIATA HA ITEPBO PA3ZPEMIABAHE/TIOJHOBSIBAHE HA PA3PE
YIIOTPEBA




Hara Ha nupBo pazpemiaBane: 16 Maii 2013 r.
Hata Ha nocnenHo nogHoesaBaHe: 7 FOuun 2018 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

04/2020




