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( {‘ ! Iddopmainis 3a panueHTa

IIpouememe enumMamento masyu TUCMOBKA NPeOY Od 3anoyHeme 0a npunazame JeKapCmeeHus
nRpoOyKm.

3anazeme maszu nucmoska. Mooice Oa ce Hanodicu 0a 2 npo4ememe GMHOB0.

Axo umame owe 6wnpOCH, MO nONUMALiMe NEKYSAUUA CU IEKAp Wiy Gapmayesm.

Toea nexapcmeo e NpeonUCano IUYHO HA 6aC U 6ue He mpadea da 2o oasame Ha opyau. To modice
Oa um Hagpedu, JopY U aKe MeXHUme CUMRIMOMY CA CHUUME KAMOo 6quiume.

Macropen® film-coated tablets 400 mg
Maxponen dpuirvmupanu Tadbaerks 400 mg
Midecamycin / MEzeKxaMBIUK

Jlexapcmeeno seugecmso Ha guamupanume maoremxy. midecamycin.

Homowmu sewecmsa Ha Quimupanume wmabnemxu: MUKPOKDUCHIQIRA YeXYRo3a, Kanueg
RORGKPUNUH, MO2ZHE3Ues CIEAPam, MAK, KONORUMED HQ MEMAKPULo8ama KUCERUHA, MAKDO2ON
4000, mumanues ouoxcuo (E171).

Huwue u adpec na npumesicamens HQ PA3PEULEHUEMO 30 ynompeba:
KRKA, d. d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, Slovenia

Hue u adpec Ha npouseooumens:
KRKA, d. d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia
ITpoussederno om nexapcmeeHomo eewecmeo va Gupma Meiji Seika, Tokyo

1. KAKBO IIPEACTABJISIBA MACROPEN H 3A KAKBO CE U3I10JI3BA?

CoeraB
1 umvupana Tabnerxa cpabpxa 400 mg midecamycin (MEAEKAMIIHE).

OnaxoBka
Kyrms ¢ 16 Tabnerku B GimcTepya onakopka (2 dmmerepa oT 8 TafneTxi).

Kakeo npenerasiassa Macropen?
Macropen e aHTHOHOTHK OT Ipynara Ha Maxpomianute. Tol xelicTa karo IONTHCKA PacTeXa Ha
Oaxrepuute.

3a xakBo ce m3noasea Macropen?

Macropen e IpeaHa3sHadeH 3a JieueHue Ha MHEQEKIuE Ha JHXATeIHUTe IBTAMA, HHEKIm Ha
KOKaTa H IOMKOXKHATA THKAH, HIKOM HHMEKIHH Ha IHKOYO-TIONOBHTE NBTHIIA, 38 NeIeHHe U
Ipo(HIAKTHKA Ha Au(Teprs H KOKJFOII H 32 JieYeHNe Ha HIKOM BHIOBE nuapus. To# gecTo ce
IpENAFCEa HA HAHEHTH ChC CBPBXYYBCTBHTENHOCT KbM ICHUAIHH.

2. IIPENA JA ITIPHEMETE MACROPEN
Veedomeme nexyéawus cu Rexap, aKO uUMame HAKAKGO XPOHUMHO 3abonasane, 0OMEHHO
3aB0na6awHe, aKO CHE CEPLXYYECIMEUMENHY Ul KO 83emame Opyeu leKapcmed.,

Koii e TpsioBa na mpuema Macropen?
He Ttpabepa na npmemare Macropen, ax0 C¢Te CBPBXIYBCTBH camycin,
midecamycin acetate HAE KBM IIOMOIMHKTE BENIECTBA Ha JIEKapCTE
TEKKO YBpe)KAaHe Ha YepHHA XpoD.




( {‘ Hadopmamis 3a nanmeETa

IlpegnazEn MEPKHE U IpeNyHpeKIeHns ‘

Axo DnpmeMare IJEKapCTBEHHA IPONYKT NPOABIDKATEHO BpeMe, JICKapsT I¢ IpOBEPSBa
gepHOAPOOHATA BH (YHKIHS Ype3 H3CNeHBaHe Ha KpHBTa. 10Ba € 0C00CHO BayKHO, aKo
dyaxoesta Ha 9epHES Apod ¢ Ouna yBpeAcHa Npejia TOBa.

AuTHOHOTANETE OKasBaT e(deKT BBpXy dUpeBHuTe Oaxrepun, Topa Moxe Ja JOBEAE MO
TIPEKOMEPEH PacTIeX Ha Pe3UCTEHTHH OaKTEPHH, KOUTO NPHYHHABAT CIICIHAICH BH/l BE3MACHIC
Ba fAebemoro dYepBo (mceBaoMeMOpaHO3e€H KONWT), KOETO C€ IIposBSBa C TEXKA H
IEPOIBIKATEIHA HUADKISL )

Hpunem na Macropen ¢ XpaHa ¥ HANATKHA
{IpmeMaiiTe JexapcTBEHHS NIPORYKT IIPEIH XPaHeHe.

Bpemennocr

Hocwveemesaiime ce ¢ Rexysawjus cu Jexap unu apmayesm npedu 0a 63eMeme HAKAKEO
NIeKapcmeo.

Hsma cnobimemma 3a yBpexxpamy e(exid BBpXy IUlofa mpu xopa. TeH Kato obmara
OesomacHOCT 1O BpeMe Ha OpeMeHHOCT He € NOTBBPACHA, JIEKApAT MOXKE Ja BH IPEHTIHINES
Macropen camo, ako 09aKBaHaTa HOJN3a HAOXBEPI PUCKA 3a IIIOAA.

Knpmene

Iocweemeatime ce ¢ nexysawua cu nexap uiu papmayeem npedu 0a 63ememe HAKAKEO
JEKApCMEO0.

JlexapcTBeHUAT IPOAYKT C€ OTAENE B KbpMaTa; HOpagy T0Ba HE C& MpelopbdBa Ja KEPMETE IO
BpeMe Ha JICICHHE.

Edexru Bopxy cnocobrocrTa 3a modupase H padoTa ¢ MAIIHEN

Hmvia AaHHH 32 3HAYATENHO TOBIHSIBaHS Ha crioco0HOCTYIa 2a ModupaHe H paboTa ¢ MAlNMHK OT
NeKAPCTBEHUS IIPOJYKT.

Kakeu qpyra iekaperba Moxxe qa B3auMofeiicrBat ¢ Macropen?

Yeeoomeme nexyeawpua cu nexap uny apmayesm, aKo 63eMAme Wil HACKOPO CHe 63eMaiiu
HAKAKEY Opy2u KeKapcmead, O0pY ieKkapcmea be3 NexapcKo npeonucanue.

EnsoBpeMensara yrorpeda Ha Hsxou Jlekapcersa ¢ Macropen MOXeE Ja JOBEJE [0 IMOBHIIEHH
KOHIIEHTpaliy Ha Te3W JIeKapcTBa B KpEHBTA. llopamu ToBa CHIIECTBYBA NOBHUIEH PHCK OT
Hexenany peaknny. Korcynrupaiite ce ¢ ISKyBallysa CH JIeKap, aKo HpHeMarTe NeKapcTBa CPEmy
CBCHpBaHEe Ha KPHRTA (Hanp. warfarin), IexapcTso, H3IION3BAHO IIPH TPAHCIUIAHTAIIHS Ha OpraHH
(mamp. cyclosporine), nexapcrsa 3a JedeHHe Ha enmiencus (Hamp. carbamazepine) wie epro-
aNKATIOWAH.

Cnennaaan npegynpexaesns 0THOCHO HOMOIKHATE BEMECTBR

TToymormTte (mannitol) MoXxe Aa IpeiA3BHEKAT THAPH.

Azo-onserutenat E110 Moxe Aa IpeAA3BEKA PEAKHWH HA CBPEXIYBCTBHTCIIHOCT, BKIIOTHTEIHO
actMa. Peaxmum Ha  CBPBEXYYBCTBHTENHOCT BB3HHKBAT II0-9ECTC HPHM  TANHEHTH,
CBPBXIYBCTBHTEIHE KbM alleTHICANHIAIOBA KACEIHHA.

3. KAK JA IIPUEMATE MACROPEN

Jo3apoBka 1 HAYHH HA NPHAJIOKEHHE
Craseaiime CHpUKmMHO YKA3AHUAMA HA NEKY6AUUA CU JeKay.
wiy 0a npeycmanoeseame nedeHuemo, be3 0a ce KOHCYN
moea.




{ {‘ KrdopManus 3a DalgicHTa

Jo3npadeTo W IPOIBIDKATENHOCTTA Ha JIGUSHHE 3aBHCAT OF BHIA H MACTOTO Ha HHQEKIHS,
RB3pAacTTa Ha HAllEeHTa H OTTOBOpa My KBM JISUCHUETO,

Bwspacmuu u deya ¢ mezno nad 30 kg: oOHKHOBEHO ce MpreMa exHa Tabnerka ot 400 mg Tpu
IIeTH JHEBHO. MakcAManHaTa JHeBHA [03a 33 Be3pacTHH ¢ 1600 mg midecamycin.

Meya ¢ meano nod 30 kg: moxe ma ce mamatr 20 mo 40 mg/kg TemecHO Teryio NHEBHO OT
NEepOpalHATa CYCIEeHCHd, pasieiieHr Ha TpA NpreMma, wiu 50 mg/kg TenecHO TEINO JHEBHO,
pa3leseHy Ha J(Ba, a IPH TeXKH WHYEKIHH - Ha TPH IPHEMA.

JlegermeTo 0OHKHOBEHO IPOBInKasa 7 qo 14 mHn.

Axo umame uyscmeomo, ue epexmupm HA NEKAPCGEHUA NPOOYKM € MHO20 CUIEH Wil mebpae
cnab, MO KOHCYIMUpaiime ce ¢ neKysawjus cu nexap unu ¢ papmayeem.

Axo npaeMerte nosede Macropen 0TKoJIK0TO TpaGBa

Tlormemanero Ha TO-TONEMH KOJIHWYECTBA OT JICKapCTBEHWS IIPOMAYKT HABETHEBX MOXE Jda
IpPEHU3BHKA IPeIIMHO TaieHE H IOBPHIIaHe.

Aro cme é3enu no-eucoxa 003a om AEKAPCMBEHUSA NPOOYKM OMKOAKOMO mpabea, Hesabasno ce
KOHCYImMUpaiime ¢ IeKy8aujus Cyu Aexap wiy Qapmayesm.

Axo cre 3a0paBrnm Ka B3¢Mere Macropen

AKo 3a0paBuTe A2 B3eMeTe NeKapeTReHHs IPOXYKT B ONPEIENEHOTO BpeMe, B3eMeTe FO BeaHara
CIIeZ KaT0 CH CIIOMHNTE. B3eMere clefBamara £03a B ONPEACIECHOTO BpeMe.

He s3ematime deotina 0034, 3a Od KOMAEHCUPAINE 3a6pagenama,

Edexru npu coapane Ha jJedeHnero ¢ Macropen
AKO npeycTarOBHTE JIEYSHHETO TBEPIE PaHo, G0JIeCTTa MOXE Jia ce Bh300HOBH.

4. Bb3MOXHHU HEXEJAHHU PEAKIINHA

Kaxmo scuuxu nexapcemea, Macropen mooice Coujo 0 UMA HENCERAHU PearKyui.

TTo Bpeme Ha JieYeHHE MOXKE Jd Ce HAOMOKARAT IIeKH CTOMANTHO-IPERHE HapywieHrs (HaMaleH
ameTuT, BE3IalcHNe HA JUraBAIaTa Ba YCTaTa, TafeHe, IOBphIlane H Auapys). J{mapasara MHOXO
PAZKO € TEXKA H TPOXBDKATENHA; TOBa MOXKE Ja € IIPH3HAK Ha B3HaleHne Ha Ae0enoTo Yepso
(nceBoMeMbpano3eH KOMUT), KOETO MOJKe Ja BE3HHUKHE JIPH yroTpedara Ha aHTHOHOTHIIH.
Peaknpy Ha CBPBXIYBCTBHTEIHOCT, KOWTO CE MPOABSBAT CBC CHPOeK, KoxeH oOpHB, YPTHKAPHS
H eosuHOMHIMA, BB3HHKBAT panxko. Moxe JNa ce Habmomasa HOBHMIOECHA AKTHBHOCT Ha
9epHOApOOHATE eH3UMHE (TpaHCAMMBA3H) 1 XKBITCHHIIR.

Aro 3abenescume HAKOU HEJICENaHU PedaKyul, BKMIOYUMENHO U  MAKUea, Koumo He cd
CROMEHaM @ Masy IUCMOBKA, MONs, UHopMupatime NeKYSauus cu Jexap unu papmayesma.

5. CBXPAHEHHUE HA MACROPEN

Cpox Ha rogaocT
Jla ne ce usnonsea cied damama HQ UIMUMAHEMO HA CPOKA HA 200HOCH:, OMOeNsI3aHa 6bpXY
onaxosrxama.

Ycnopus Ha chXpaHeHHe
JTa ce masu or Buara. Jla ce ceXpafsBa OpH TeMIepaTypa 0og 23°C.
Ma ce coxpansea Ha Mecma, HEOOCHIBRHIL 34 0LUd.

Hudopmanus 3a npeAnHcBaBe
Cano no nexapcro npeonucanue.

Pemarmus
22 oxromspH, 2004 r.
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