JIucroska: Undopmanus 3a norpedureis
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CopOudep Lypy.iec 320 mg 1abieTku ¢ yAbJIKEHO 0CBODOK1aABAHE
F3o0 F
hepocyidar, uicylieH £ 8 -09- 2026

Sorbifer " Durules” 320 mg prolonged-release tablets

ferrous sulfate. dried

[Ipouerere BHUMATEIHO USIJIATA JIHCTOBKA, MPEAN /12 3a110MHeTe /1a IpHemMaTe ToBa
JEKAPCTBO, Thil KATO TS ChAbLPKA Baxkua 3a Bac undopmanns.

3anasere Ta3u IMcToBKa. Moske J1a ce Hal0ZKH J1a g IpoyeTeTe OTHOBO.

AKO UMATE HAKAKBH JIOILIIHUTEIHH BLIPOCH, rnonuranTe Bawus nekap miau hapmallesr.
Toa nekapcTBo e npeanucando auvno Ha Bac. He ro npeorcrbnsaire Ha apyru xopa. o
MOJKE /1a UM HaBpE/IK, HE3aBUCUMO Y€ MPHU3HALIMTE HA TAXHOTO 3a00J19BaHEe ca ChUIMTE KaTO
Bawwure.

AKO 1NOJIYYHTE HAKAKBHM HE)KEJaHM JIEKAPCTBEHW peakluu, yBejomere Bauuus nexkap M
dapmauesT. loBa BKIOUBA M BCHYKH BB3MOKHHU HEKEJAHW PEAKLMH, HEOMMUCAHM B Ta3M
nUCTOBKa. Bukre 1. 4.

Kakso Cbh/IbpPAA TA3H /IHCTOBKA

9 —

1

Chy o Wn e WD

. Kakso npejcrapasisa Copdudep JlypyJiiec 1 3a KakBo ce M3110/13Ba
. Kakso Tpsabsa na 3naere, npeam na npuemere Copoudep Jlypynec
<ak aa npuemare Copougdep JlypyJec

3B3MOIKHH HEIKETaHH PeaKlivi

<ak aa cbxpansare Copoudpep Jlypyaec

. Cbbp/KaHHE HA OMNAKOBKATA U JIONBIHUTE/IHA HHpOpMaLIUS

. KakBo npeacrasasBa Copoudep /lypyiec u 3a KakBo ce H3noJ3na

Copbudpep JlypyJiec cbabpka ak TMBHOTO BelecTBo hepocyidar (ferrous sulfate).
Topa nnekapcTBO € 1noKa3zaHo 3a KeJsi30-3aMEeCTHTE/IHO JICUEHHE.

2

. KakBo TpsidBa na 3unaere, npeau 1a npuemere Copoudep /lypyaec

He npunemaiire Copoudep Aypyaec

e AKO CTe ajlepruiyHu KbMm pepocyiar ik HIKOS OT OCTAHAJIMTE ChCTABKMU HAa TOBA
NeKapcTBO (M30poeHHU B T. 6).

e AKO MMaTe CTECHEHHE (CTEHO3a) HA XPAHOIPOBO/1A MIIH JAPYTIH OOCTPYKTHBHH
HapYLIEHHUS HA CTOMALLIHO-YPEBHHS TPAKT.

e AKO MUMaTe HapyllUeHHs, CBbP3aHH C TTOBUIIIEHO HATPYIIBAHE Ha KeNs30 (Harpumep.
XEMOXpoOMaTosa, XeMOoCcH/1epo3sa).

e AKO CT€ UMA/IH MOBTAPSLILH C€ KPbBOIIPEIUBAHHS.

e AKo aHemusaTa Bu He e cBbp3aHa ¢ kese3eH Ae(HUIHT, OCBEH MPH HAJTHYHUE W HA JKeJIe3eH
NePULMT.

[Ipeaynpexaenuss 1 npenasiy MCpPKH _,
[ oBopete ¢ Bawimns nexkap uiaun papmauest, npeau aa npuemere Copoudep Jlypysgece. -




ToBa nexapcTBO € e)eKTHBHO CaMo MpH xenezeH aedpuunT. Jlnarnolara xene3eH AeQULHT
Tpabpa ga Obae noTBbpACHA NPEaH 3ano4YBaHe Ha MPUIOKEHHETO My. TOBa N€KapCTBO HE € OT
MOJ3a PK APYTH BHAOBE AHEMHH, Pa3/IM4YHHU OT Xen30-acPuUUMTHA aHEMHA (TOBaA € aHEMHS,
CBLP3aHa HAnpUMepP ¢ MHPEKLIMM WK XPOHHYHH 3a00/19BaHHS ).

[Topaau puck oT 06pasysaHe HA paHHUKHM B YCTaTa M MOTEMHABAHE Ha 3L0KMTE, TAbNETKUTE HE
Tpa6Ba Aa ce CMyuaT, AbBYAT U AbpXKAT B YCTaTa, a TpAOBa fa ce MOrTbINAT UEAH ¢ BOJA.
Cebppxere ce ¢ Baiius nekap, ako He MOXETE Ja CNa3BaTe TOBA yKa3aHUE WK HMaTe
3aTPYAHEHHA TPH NPerNbUIaHe,

3aTpyAHEHUS MPHU NperirsllaHe
AKo c/lyuaifHO ce 3aJaBUTe Npy NpernbswadHeTo Ha TabneTka, Bb3MOXKHO Hai-0bp30 norepeere

Bawua nexap. Topa e 3al10TO ¥Ma PHUCK OT pasf3BsiBaHe v cBMBAHE Ha OpOHXHUTE, aKO
tTabnerxkara ronaaxe B AMXaTeNHUTE MbTHLIA. TOBa MOXKE Aa A0BEAE A0 HENMPEKbCHATA KallTHia,
KPBBOXPAK WHIH 3a4YX, NOPM KOraTo 38/JaBAHETO CE € CIYyYM/IO AHH A0 MECELH Npeay nosparta
Ha Te3W CHMITTOMH. 3aToBa cnetuHo Tpabea aa ce pa3bepe nanu Tabnerkara He € yBpeawia
Baniyre AUXATENHHM TETHLIA,

Hndopmupaiite Baius nekap, ako CTpagaTe OT Bb3NANUTENHH WK A3BeHH 3a001aBaHUs Ha
CTOMALIHO-YPEBHHUS TPaKT, Thit KATO T€ MOraT Ja C€ BJIOLIAT [0 BPEME Ha NEPOPATHO JIUEHHE C

HKENA30.
ToBa nekapcTBO MOXE Aa OLIBETH U3NpPaXKHEHHUATA B HEPHO.

Jdena B IOHOLIM
Topa nekapcTeo He TpAOBa na ce npunara npy 6ebera ¥ geua B paHHa BB3pacT (non 12-roguinHa

Bb3IPACT).

Apyru aexapersa H Copbudep dypynec
Hudopmupaiite Bauus sekap uhu GapmanesT, ako NpUeMare, HaCKOpO CTe NpHeMalii Wiy €

BB3IMONCHO 218 NpueMeTe apyry nekapcersa. Tpabsa na ce uzbsarsa enHospeMeHHaTa ynorpeba Ha
CopOudep Aypynec W ekapcTea, ChbAbPHKALLH CIIEIHHTE JIEKAPCTBEHH BElllECTBA:

- TETPAUHMKIHHH, OQNOKCALIKH, HOPPNOKCALMNH, eBOPNOKCALMH, UHNPOPIOKCALMH,
MOKCH(NIOKCALIMH M JIpYrH aHTMOAKTepHATHY JIEKAPCTBA, CbAbPKALLM NOAOOHH AKTHBHU
cyOcTaHLIMA.

- KarTomnpua (M3110138a Ce 33 JISYEHUE Ha BUCOKO KPhBHO HaJIiraHe M ChpaevHa
HEeLOCTATHYHOCT)

- pechepoKcaMHuH

- LMHK

- LMMETHAMH (M3MON3Ba Ce 33 JIEYEHME Ha KUCETMHHM M MENTUYHH A3BY)

- XxnopampeHHKON (M3non3Ba ce 3a JieueHHe Ha OaKTepHaTHH MH(EKLIHK)

- JIEBOAONA-CHABPXKAUIH AHTUNAPKHUHCOHOBH CPEeaCTBa

- METHIIONa-ChbIbpXKallyd AHTUXHIIEPTEH3HBHH CPEACTRA

- JIeKApPCTBA, ChbIbPXKALIM THPEOUAEH XOPMOH

-  MEHULWIAMHH-CHAbPXKaLUy NMPOTHBOBB3INAIUTE/IHY CPEACTBA U IEKAPCTBA, NIPWIAraHy npy
HAPYLIECHUA Ha CheIMHHUTE/IHATA ThKaH K MeTabouTHH HapyiieHHs (abcopOumnara Ha Te3u
NIEKApPCTBA U TA3H Ha XKEeA430TO HAMAABa, AKO Ce NMPUEMAT eAHOBPEMEHHO)

- XpaHUTeNnHH J0DABKH, ChOBPKAIULH KAILIHEB WIH MarHeaueB KApOOHAT ¥ alyMHHHEB
XMAPOKCHI WK AHTHAMAM, ChAbPXKAUIH KATUMEB Wik MarHesues KapOoHaTt, oOpasysat
CheAMHEHHE C KENE3HUTE COMM, C KOETO HaManABaT B3auMHO abcopOumsaTa cu.

- AHTHOCTEONOPOTHYHH JIEKAPCTBA, ChABPKALLM KNoapoHaT unu pusegpoHat (Cop
Hypynec Hamanasa abcopfunsta Ha Te3un nekapcTsa).

Korato enHoBpemeHHOTO npunoxenue Ha Copbudep dypyaec v Te3u nekapcrea
6bae u3bernaro, Tpabsa na ce OCUrypH Bb3MOKHO HaH-ABATHA NEPUOA MEXY I




Cop6udep Iypynec v apyroro nekapcteo. [Tomonere Bamus nexap 3a CbBET MO OTHOILEHHE
" @AHOBPEMEHHOTO NPHIIOXKEHHE HA JIEKAPCTBEHHUTE NMPOAYKTH.

CopbOudep Iypynec c xpana, HANHTKH H ANKOXON

AKo ce npueMar ¢ yaii, kade, aiua, MIEUHH NPOAYKTH, ITbIIHO3bPHECT MLUIEHHYEH X140, 3bpHEHN
XpaHH H XpaHH, foraTi Ha pacTuTenHu Gubpy, To abcopbuuara Ha XKeF30TO MOXKeE Aa Ce
MOHIDKH.

DpeMEeHHOCT H KbpMEHeE
Axo cte 6peMeHHa WM KbPMUTE, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa WM IUIAHHPATE [1a HMaTe

aere, nochBeTsalite ce ¢ Bawua nexap win ¢gapmauerT npeaun ynotpebara Ha ToBa 1€KapCTBO.,
Ilo BpeMe Ha OpemMeHHOCTTa M IO BpeMe Ha KbpMEHE MOXKE [a CE Mpuiara NpenopbuuTeIHaTa

TepaneBTHYHA 1032 (BHX TOUKa 3).

Illogpupane n pabora ¢ MRLINHHA
Hsama gaHHH, KOHTO Ja NOKa3BaT, Y€ TOBA JIEKAPCTBO MOBIHABA TE3HU CIOCOOHOCTH.

3. Kax aa npaemaTte Copbudep dypyaec

BuHary npueMaiTe TOBA NEKApPCTBO TOYHO KakTo BU € Kazan Bawuar nekap WM gpapmauesT.
AKO He CTe CUI'YPHHM B Hello, nonuTaiire Balung nexap unu gapmauesT.

[Tornbuaitre Tabnerkara uana ¢ soaa. He 1 cmyuere, AbBUETE M APBKTE B YCTATA CH.
TabnetkuTe Tpabsa Aa ce NpUEMAT NPEAH WK NO BpeMe Ha XpaHeHe, B 3aBUCUMOCT OT
CTOMAILIHO-4YPEBHATA NOHOCKMOCT.,

Tabnerkure HUKOra He TpAOBA fa C€ NOMNBLUAT B JIETHANO ONOXKEHHE.

[IpenopbuutenHuTe N03M ca:

3a BE3pacTHU ¥ IOHOWM (Haa 12-roauliiHa BB3pacT), MpenopbpYMTe/IHaTa 40323 € 2Xx ] Tabnerka
BHEeBHO. AKO e HeoOX0AKMO, MOpaan HexenaHuTe eQeKTH, 103aTa MOXKe Aa Obae HaManeHa
HanonosuHa (1 Tabnetrka AHEBHO).

AKO c€ B3HCKBA NPH XKeaa3o-aeduunTHa aHemMua, no3ata MoXke aa Obae ysenudeHa 1o 3-4
TabneTku AHEBHO, pa3aesieHH B ABa nNpHeMa (CYTPUHTa U Be4epTa).

ITpu OpemeBHOCT NpenopbuUTenHaTa no3a ¢ 1 rabnerka AHEBHO Npe3 MbpBUTE 6 Mecella U 2x1
TabJIeTKA AHEBHO B NOCNEAHHSR TPUMECTBD OT HpEMEHHOCTTA U NO BPEME Ha KbPMEHE.

[TpoabmKHATENHOCTTA Ha JICHEHHETO ¢a onpenens or Bauius nexap, 853 OCHOBA Ha M3CJIEIBAHMA
HA KPBBTA.

Yoorpeba upu geua (Ha en3pact nox 12 roauHm)
Jlexapcreoro He Tpadpa na ce npunara npu 6edera u Manku aeua (noa 12-roanuiHa Bu3pacT).

AKO cTe npHeay nopeue ot Heobxoaumara no3a Copbudep dypyiaec

AKO cny4aiHO CTe ripuenu Tebpae Muoro TabsieTku, HezabapHo ce cabpkeTe ¢ Baumms nekap
WIH OTHAeTe A0 Hai-Onu3kaTa 6onHKHLA.

[TpenosrpaneTo € 0cobeHO ONMACHO NPy Mallky Aeua.

Axo cte nponycuaau aa npuemere Copbudep dypyaec
He B3emakre nBoiHa 1034, 38 a KOMMNEHCHpATe NPOMyCHATATa f034.

Axo cte cnpenn npuema na Copbudep HAypynec
He crinpa#iTe npHemMa Ha TOBA JIEKAPCTBO, KOraro Obae KOpUrupax HeAOCTH
npeaM Aa ce KOHCynTHpare ¢ Bawna nekap. IIpoabiokere nedeHHETO CHITIAC




Bautya nexap, 3a Ja 3aIbJIHHTE XKENE3HUTE Aena B TAN0TO BU (B NpoAb/DKeHHE Ha
- npubnn3uTenHo 2 Mecena). B ciyuail HA CHMNITOMATHYEH HEAOCTHUT HA ACENA30, JIEHEHHETO

oOMKHOBEHO MPOAB/KABA OT 3 20 6 Meceua.

AKO MMATE HAKAKBH JOITBbJIHUTENHH BLIIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa NeKapcTBo,
nonutaiite Bawna nekap unu papMauesT.

4, Bb3aMOKHN HEXKEJIARH PeaKUHE

KaxTo BCHUKH JIeKapCTBa, TOBA NEKAPCTBO MOXE 11a MPUYHHH HEKENAHH PEAKLIUH, BHNPEKH ue
He BCEKH TH MONyyaBa.

YecTu (Morar aa 3acerHar He nosede ot | Ha 10 gywn):
- rajiese,
-  KopeMHa DoJika,
-  [HapHHA,
- 3anex.

Penku (Morat na 3acerHar He nosede ot |1 Ha 1 000 qymmwu):
- OTBOpEHa paHa B JIMraBuLaTa HA XpaHOMpOBOAAa (S3Ba HA XpaHOMPOBOAA),
- CTeCHEHME Ha XpaHorposoia (CTeHO3a HAa XPaHOIPOBOAA).

C HeW3BecTHA YecToTa (OT HATMYHHUTE JaHHHU He MOxe na Objie HanpaBeHa OLeHKa):

- TEeXKa anepruuHa peakiiud, KOATO NMPUUHHABA 3aTPYAHEHO OHLLIAHE U4 3aMaAHOCT
(anadunakTHyHa peakums). [loTepcere cnewiHa MEIHMLIMHCKA [TOMOLL.

- TEeXKa aNepruyHa peakiud, KOITO NPHYMHABA MOAYBaHe HA JIMUETO WK I'bPJIOTO
(aHrHOHEBpOTHYECH OTOK). IToThpCeTe crieliHa MEAULIMHCKA NTOMOLL,

- obpus,

- MOBpPBILAHE,

-  paHHYKH B ycTaTa (MpH HEMpPaBUIHO NPHIOKEHHE, KOoraTo TabneTkure ce JbBuar,
CMY4Y8T MU Ce OCTABAT B yCTara).

[Tpx BCUYKH NAlLMEHTH, H 0COOEHO Te3H B CTapUECKa Bb3PacT WIH CHC 3aTPYIHEHUS NPH
nperiabliaHe, ChLO MOXKE Ja HMa PHCK OT pass3BsBaHe Ha Mbpia0TO WIH XPaHONpPOBOAA
(TppOaTa, KOATO CBLP3BA YCTaTa CbC cToMaxa). Ako TabneTkara rnonajgHe BbB
OMXATE/IHUTE MBTHILA, HMA PHCK OT pa3a3BABaHe Ha OpOHXHTE (FONEMHTE AUXATEIHH
NbTHILA B Oenute ApoboBe), KOETO Aa NPUIKHH OPOHXHANHO CTECHEHHE,

CrobanaHe HA HeXXe/TaHH PeaAKIHH

AKO NMONy4YHTE HAKAKBH HEXEaHM JIEKAPCTBEHH peakiliy, yeeaomere Bawma nekap, papmauepT
WM MEIULMHCKA cecTpa. ToBa BKIIOYBA BCHUKH BB3IMOXKHH HEOMMCAHM B Ta3d JIMCTOBKA
HexenaHM peakuuu. Moxere c©blo Aa cboOOLIMTE HEXeNaHH peakUWH AHPEKTHO upes
HALMOHAMHATA CHCTEMA 3a cboOlaBaHe, B U3mbHHTENHA areHUMs No gexapersara yi. , Jamsan
Ipyes* Ne 8, 1303 Codus, ren.: +35 928903417, yebeaiit: www.bda.bg. Karo cvrobuiasare
HEeXeNaHH peakLMH, MOXEeTe Aa AaaeTe CBOA NMPHUHOC 3a MOJy4HaBaHe Ha NnoBeve uHpopMaLus
OTHOCHO 6€30MacHOCTTa Ha TOBA NEKAPCTRO.

5. Kaxk ga chxpasgapate Copbudep Xypynec
Jla ce cpxpaHsBa Ha MACTO, HEAOCTBITHO 3a Aeua.

Ha ce cxxpaHaepa non 25°C,




He yanon3BaiiTe TOBA JIEKAPCTBO cliefl cpoka Ha roaHocT (["oneH no:), orbenasaH BbPXY
OIaKOBKaTa. CPOK’ET HA rOAHOCT OTrOBApA Ha nocneanus AcH OT NOCOYECHHUA MECCL.

He usxpppasiiTe nekapcTsaTa B KAHATH3AUWATA WK B koHTeliHepa 3a JOMAaLUHK OTNanbLu.
[Tonuraiire Bawus GbapMaUEsT KaK Ja H3XBbPIIATE JIEKAPCTRATE, KOUTO BEHC HC K3MO/3BATE,
Teau MEPKH LI CTIOMOTHAT 32 Ona3BaHe Ha OKOJIHATA CPEAa.

6. CpAbLPXKAHKE HA ONAKOBKATA K JOMBJIHHTEIHA wHpopManUA

Kaxso chabpxa CopOudep dypynec
. AKTHMBHOTO BellecTBo €: Bcsxa Tabnerka chabpxa 320 mg depocyndar, U3CyLIeH

[choTBercTBaw Ha 100 mg Fe(11)].
. - Jlpyrure CbCTaBKH ca.
CopueBnHa; ackopbuHopa kucennHa (60 mg), MarHe3ues creapar, kapGomep 974 P,
NONMETWIEHOBA MyApa, noBuaoH K-25.
OUNMOBO NMOKPUTHE: XMITPOMENI034, BT KE/ICICH OKCHAL E 172, THTAHOB AHOKCH]L
E 171, maxporon 6000, TBbpa napadkH.

Kak naraexna Cop6uadep JAypyaec H KaKBO CHABPKA ONAKOBKATA

Tabaemxume Copbudbep [Jypynec ¢a OXPEHO JKBITH, JIELUOBUAHH, JIEKO HINTbKHANIH TabNeTKn ¥ ¢
Hapmnue ,,Z° OT €HaTa CTpaHa,

Onaxosxu om 30, 40, 50, 60, 70, 80, 90, 100, 110 wnu 120 TabneTky B kapaBO wiMile, 3aTBOPEHO
¢ 6sa MONHEeTHNIEHOBA Kanauka, B KApTOHCHA KYTHA.

He BCHUKM BAZOBE ONAKOBKH MOFaT Aa GLAAT IyCHATH B npoaaxba.

IIpuTexaTen HA pa3pelIeHHeTo 32 ynorpeda
Egis Pharmaceuticals PLC
1106 Budapest, Keresztiri it 30-38.

YHrapus

Ilpon3BogHTEN
Egis Pharmaceuticals PLC
9900 Kdrmend, Matyas kiraly at 63.

YHrapus

Sorbifer™ e nutesnextyanua cobersenoct Ha Eruc, Hino3sanero Ha 3a0a3¢HATA MapKa
Durules® or Ernc e o suueH3 Ha AstraZeneca.

JlaTa HA NOC/IEAHO NpEpPasrIeKAAHE HA JINCTOBKATA

Maij, 2026 .




