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JJUCTOBKA: HH®OP

..............................................................

FLAMEXIN 20 mgtablets,. one

OJJAMEKCHH 20 mg npax 3a nepopaJied pa3TBEOp
FLAMEXIN 20 mg powder for oral solution

aapoKciikam (piroxicam)

ITIpogerere BHUMATETHO MANATA JHCTOBKA NPEIH A2 3aI09HETe 42 NPHEMATE TOBA JIEKAPCTBO,
THH KATO T CuABPXKA BaKHA 32 Bac nudopmanna.

- 3anaseTe Ta3H JHCTOBKA. MOXe fa ¢ce HAIOKHE Ja i NpoueTeTe OTHOBO.

- AKO HMaTe HAKAKBH AOMBIHHTENIHH BBIPOCH, tonkTaiite Bays nexkap win papmManenT.

- Tosa stekapcTBO € npeamucaHo JIMYHO Ha Bac. He ro npeotcrenBaiite Ha apyru xopa. To Moxke
AJa UM HaBpEIHd, HE3aBHCHMO OT TOBA, Y€ NMPU3HALIMTE HA TAXHOTO 3a00MBaHe Ca ChIIMTE KaTo
Bamure.

- AKO nomy4YHTe HIKaKBH HEXEJAHH JIEKAPCTBEHH peaKiiy, yBeaoMere Bamus nekap HiH
dapmanesT. ToBa BITIOYBA H BCHYKH BB3MOKHH HEJKETAHH PEAKUHH, HEONUCAHH B Ta3H
JTACTORKA. BiokTe TOUKa 4.

Kaxgo ¢habpxa Ta3| JHCTOBKA

Kakso npeacrasnasa GJIAMEKCHH 1 3a kakBo ce H3nonssa
Kaxso Tpa0OBa na 3Hacte, npenu aa npuemere ©JIAMEKCHH
Kaxk na npuemate ®JIAMEKCHH

B13MOKHU HEXKETAHH PEAKITHH

Kaxk na cexpanssare ®JIAMEKCHH

ChabpxaHHe Ha ONAKOBKATA K NOMBIHHTENHA HHBOPMAIHS
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1. KAKBO IIPEACTABJISIBA ®JAMEKCHH H 3A KAKBO CE U3IIOJI3BA

OJIAMEKCHH 20 mg Tabnerkn 1 GJIAMEKCHH 20 mg npax 3a mepopaieH pasTBOpP ChIBLpXaT
aKTHBHO BCINECTBO, HApPEYEHO MNHPOKCHKaM. IIMpoKcHKaM TIIpHHAANeXXH KBM TIpylara Ha
HECTePOHAHNTE MPOTHBOBB3IANUTEIHH H aHTHPEBMATHYHH CPEJICTBA.

OJIAMEKCHH ce u3nomsea 3a o0nek4yapaHe Ha HAKOH CHMITTOMH, KaTO MOMYBaHe, CKOBAHOCT H
CTaBHM OONKM NpH ocTeoapTpuT (apTpo3a, NEreHepaTHBHH CTAaBHH 3a00nsBaHMs), peBMATOMIEH
apTPHT B aHKMUJIO3Hpall CIIOHAWAHT (peBMaTH3bM Ha rphbHauUHMA ¢Tha0). Toit He nekyea apTpuTa, a
MOBJIHABA CHMITTOMHUTE M Il B NOMoOrHe camMo AOKaTo nNpoABKABATE 3 r'o NpHEMAaTe.

Ilpeau na Bu mpeannme mupokcHkaM, BammsT siekap e npeneHH Moa3aTa OT NPHIOKEHHETO Ha
TOBA JIEKAPCTBO CMIPAMO PHCKA OT €BEHTYAJIHO PAa3BHTHE HA HEXKE/TAHH JICKAPCTREHH PEAKLIMH.

2. KAKBO TPSIEBA JIA 3HAETE, IPEJH IA IPHEMETE ®JJAMEKCHH

He npaemaiite PJIAMEKCHH:

- 4K0 cTe OGonexyBalH OT CTOMAINIHA WIH HHTECTHHANHA H3Ba M CT€ HMAlH KbpBeHe HITH
nepdopaLuA;

- 4KO B MOMEHTAa HMaTe CTOMAIUHA UITH HHTECTHHAJIHA T3BA C KBPBEHE MWK nepdopalis;

- axo Bue win unen Ha Bamero ceMeMcTBO HMaTe WIM CT€ HMalH B MH

raCTpOHHTECTHHANIHH  3a0onsABaHud (BB3MAICHUMA HA CTOMaxa WIH




- aKo TIpHeMaTe Apyr" HECTEPOHAHH TNPOTHBOBLIMAJNWTENHM CpPEOCTBA, BKI. CENCKTHBHH
HHXHOUTOPH Ha €H3MMa IHKJIOOKCHIeHa’a-2, WIH aleTHICAIMIIANIOBA KHCEIHHA - JIEKAPCTBEHO
BELIECTBO, KOETO C€ CPElIa B ChCTaBa Ha MHOTO GOJIKOYCTIOKOABAINA K TeMIepaTypOIIOHMKABALIY
JIEKapCTBa;

- @Ko MpHEMaTe aHTHKOATYJIaHTH, KaTo BapdaphH, 3a NPEAOTBpaTABAHE HA KPBEBOCHECHPBAHETO;
aKO B MHHAJIIOTO CT€ MMAJIM CEPHO3HH aJIEPrH4YHH JICKAPCTBEHH peakliA KbM IMUPOKCHKAM, APYTH
HCIIBC u npyrn nexapctsa, 0co0eHO cepHO3HH KOXKHH peaxuuu (6e3 3HAYCHHE OT TEXKECTTA UM,
KaTO HAMp. eKCHOIHATHBEH AEPMATHT (3HAYHTEIHO 3a49€PBABAHE HA KOJKaTa C H3/TIOLIBAHE Ha
MAaKU H CIOEBE), BE3HKYNI0-0YJ103H1 peakiyH (CHHAPOM Ha CTHBBHC — JBKOHCBH — CBCTOAHHE,
XapaKTEPH3IHPAINO CE CHC 3aYEePBEHa, pazpaHeHa, KbPBALIA HJIM HA KPYCTH KOXXA) H TOKCHYHA
eMHACPMAHA HeKponu3a (3abongBaHe ¢ MOogBa Ha KOXKHHA I€THA M M3/TIONBAHE HA FOPHHUSA C0M Ha
KOXKaTa).

AKO nosy4ure 06pUB HIIH KOXHH CUMITTOMH, TPAOBa He3abaBHO Aa COpeTe IIpHeMa Ha
MMPOKCHKAM, a MOTHLPCHTE MEAUIMHCKa IOMOLI H 2 KaxeTe Ha Bainma sekap, dye npuemare
TOBA JICKAPCTBRO;

- 8KO CcTpajaTe OT TeXKa ChPACYHA HEAOCTATHYHOCT {CHPAEeYHO-CHAOBO 3abonaBaHe, KOETO MOXe
22 HOBEAS 10 JIECHAa YMOPAEMOCT, 3aVX, MOXYBaHe HA ITie3eHUTE H Ap.);

- aKo0 HMare TexkKa yepHOoApoOHa 1 OBOpedYHa HEAOCTATHUHOCT,

- He npHeMaiite DJIAMEKCHH, ako cte B nocaeauuTe 3 Mecella oT OpeMEHHOCTTA, Thid KATO TOBa
MOXKE Jla YBpeAM IUIoga WIH JAa TpHYHHA npobsieMd npu pakiaaHero. Moxke na npHIHHHA
OnOpeusr B ChpaedHH npodjeMn npm ome HepoAenotro Bm Gede. Moxke na moBaHge Ha
Bamata cioHHocT H TasH Ha Bamero Gebe xpM KbppBeHe B Moxe Ja Obae NMpHYHHA,
PAKIAHETO AA 3am0YHE NMO-KBCHO HJIH Aa 0bJe HO-mpoab/LKHTEIHO OT 0YaKBaHOTO. He
TpsbBa na npuemare GJIAMEKCHH npes nmupsure 6 Mecena oT GpEMEHHOCTTA, OCBEH aKO HE €
abconioTHO HeOGX0MMO H IO mpenophbka HA Bamasg fgexap. AKO ce Hy:KOaeTe OT JIeUeHHe npes
TO3H TIEPHOA WIH IOKATO Ce OnuTBaTe Ja 3adpeMeReere, TpaOBa Aa H3MON3BATe HAH-HUCKATA 1033
3a BE3MOXKHO HaH-KpaTko Bpeme. Ot 20-ata ceamuna na Opemeanoctra DJIAMEKCHH Moxke
Aa NpEYHEHE 6LOpeTHH NpobieMH npH ome HepoaeHoTo Bu 6ele, ako ce mpHeMa mOBeYe OT
HAKOJIKO AHH, KOETO MO3KE A J0BEAE A0 HAMAJICHO KOJHYECTBO HA OKOJIONIONHATA TEIHOCT,
KOATO 3200HXANa Gefero (ONHrOXHAPAMHEOH). AKO ce HYXKIAETE OT JiedeHHEe HO-ABLJrO OT
HAKO/IKO AHH, BamuasaT jJdexap Moke Aa npenopb4a A0OLJIRHTEANO BPOCACAABAHE.

AKO HAKOH OT Te3H NpU3HALM ce OoTHacd no Bac He TpaGBa jna npueMate mupokcukaM. HeszabarHo
¢cpobmere Ha BaninsT nexap.

O0npHere coenuanino BHAMaHHe npH ynorpebara na PJIAMECKHH
TpaGea nezabaBHO Ja mpeycranoBute npueMa Ha ©®JTAMEKCHH u aa crobummre Ha Bawwms nekap,
4KO MOTYYHTE HAKAKBA anepruvHa peaklus, KaTo Halp. 3a4epBsABaHE Ha KO)kara, MOLYBAHE Ha
JTHLIETO, 38AYIIABAHE WIH 3aTPYAHEHO JHIIAHE.

Tpsabea Hesabasno na mpeycranoeute npuema Ha HCIIBC u ma choOmmre Ha Bawma nexap, ako
novyBCcTBaTe OOJIKA B CTOMAaxa, WM HAKAaKBH NMPH3HALK Ha KbPBEHE B CTOMAaXa H 9epBaTa, KaTo Harp.
H3XOXKNAaHEe HA YEPHH WIH C IIETHA OT KPbB H3NPaKHEHH, Wil MOBPHLIAHE HA KPBB.

Ako cTe Ha Bb3pacT Hax 70 r. Bammar nekap Moxe fja npelleHH M 1a HaMaid NPOIBDKUTEIHOCTTA Ha
JIeYEHHE, KaKTO H 1a Bi Ha0ar08aBa Mo-4ecTo, JOKATO NMPHEMATe MHPOKCHKAM.

Ako cTe Ha BB3pact Haj 70 r., WIH npHeMare APYTH JIEKapcTBa KATO KOPTHKOCTEPOHIH, HSKOM
NICKapCTBa 3a JIEYCHUE Ha AenpeCHs, HAPCYEHH CENEKTHBHY MHXHOMTOPH Ha 00paTHOTO MOEMaHe Ha
cepororsd (SSRI), aumernncammummoBa kucenWHa 3a MpeAOTBpaTABAHE HA KPBBOCHCHPBAHETO,
Bawmuar nexkap moxe na Bu npeamume OJIAMEKCHH eaHoBpeMeHHO ¢ Jieka -
npeanassaT CTOMAXA H YepBaTa. /u%i% 2
He 1psabBa na npueMare ToRa IeKapcTBO, ako CTE NO-BL3PACTHH OT 80 roOAHHM. FRN
HCIIBC morar na 6BaT CBEp3aHH C JIEKO TIOBHIIEH PHCK OT CBPACYEH HH
MH(APKT ) WIH HHCYNT. BCEKH PHCK € Mo-BepoATeH MpH BHCOKH A03H H NIPOA
NpeBHIIABANTE MPENOPBYAHNATE JO03H H NPOBJDKHTETHOCTTA HA ISYCHHETO. 1\
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AKo HMaTe nNpofiaeMH CbC CHPLETO, MpeKapaH HHCYAT HIH MHCIIHTE, Y€ 3a Bac Moxe Ja HMa
PHCK OT NosgBaTa MM (HallpuMep, ako UMaTe BHCOKO KPBBHO HANMraHe, AHAOET, MOBHUIICHHU
CTOHHOCTH Ha XOJIECTEPOJI HIIH CT¢ MylIa4) TpaOBa Aa oO6chauTe NeyeHHero ¢ Bammus sexap
WIH (apMaLIeBT.

Monsd, o6BpHere ce kpM Bainns nexap npeau na npueMete ONaMeKCUH, aKO HMaTe:

¢ CTOMAlllHA A3Ba WIH KbpPBEHE;

¢ yepHOAPoOHO WM OBOpedHO 3a6019BaHE;

¢ KBPBSHE HIH HAPYHICHHA B KPBBOCHECHPBAHETO,
® acT™Ma

B Te3u cnyyan, no npenenka Ha Bamnust iexap MOXe /1a C¢ HAIOKH KOPHTHPaHe Ha 103aTa WiH
ApOBEKJaHe Ha NCPHOIHYEH KOHTPOJI Ha OlpeJeNieHH MoKa3aTei, 0cOOeHO NMpU NPOABIDKUTEIHO
NpUEMaHE.

ITrpoxcHkam MOXe Na MOHHXKHU e(DeKTHEHOCTTA HA BETPEMATOYHHTE CIIHPAJIH.

AKO HMaTe HIKAaKBH 3JpaBOCHOBHH NpobiieMH WIH aNeprHdHH PeakuiH, HIM aKO He CTe CHTYDHH, 9
moxere fAa npueMare PJIAMEKCHH, mons cpoOmere Ha Bammuga nekap npenu fAa 3alovyHeTe
ynorpebara Ha TOBa JIEKapPCTBO.

IIpaem Ba Apyra Jekaperea B PIIAMEKCHH

Moan madopmupaiite Bammaa Jjekap axo DPHEMATE WIH HACKOPO CTe HOPHEMAaJdH APYrH
JIEKAPCTEA, BKIIOYHTENHO B TAKHBA, OTHYCKAHH Oe3 penenra. Bammdar gekap MoXe Ja OrpaHHYH
ynotpebara Ha HAKOH JIEKapCTBa, WIH MOXe 1a Bu npeamume pazmmyno neyenne. OcobeHo BaXHO €
na ce MRGQOpPMHpa AeKapsA, ako npHeMate acnapuH wiM apyrd HCIIBC kato GoKOyCIOKOsBALIM
CpPEACTBA; aKO NPHEMATE KOPTHKOCTEPOHAN, KOUTO €€ H3MOA3BAT 3a JICYCHHETO HA MHOTQ ChCTOAHHA,
KATO aleprus MIH XOpMOHaIEH aucbaiaHc; aKo NpHeMaTe aHTHKOaryJjlaHTH, Karo BapdapHH, 3a
NpeAOTBpaTABaHEe Ha 00Pa3yBaHETO Ha KPBBHH CHCHPELIM; aKO IIPHEMATE HAKOH JTCKAPCTEA 32 JIEUCHHE
Ha JeTIpecus, HApEYEHH CEJIEKTHBHY UHXUOHUTOPH HAa oOpaTHOTO noemane Ha cepoTOoHHH (SSRI); ako
NpHeMaTe JIEKapcTBA KaTo aclUpWH 3a MNpeJoTBpaTABaHe Ha arperalMara (CNEnBaHeTo) Ha
TpobmonaTuTe. HCIIBC, Mekay KOMTO M NHPOKCHKAM MOTAT Jia IOHKXKAT JiedeOHMAT edexr Ha
OAYPCTHIH M AHTHXHIIEPTEH3WBHH JICKAPCTBa, 44 IMOBHIIAT TOKCHYHOCTTA HA JIUTHEBHTE COJIH H
HMYHOCYTIPeCOPHTE (JIEKapCTBA, MOTHCKAIY HMYHHATA CHCTEMA) [IPH eITHOBPEMEHHATA UM YIoTpeda.
AKO KOETO M Aa e 0T H30poeHHTe mO-rope ce oTHacd A0 Bac, chobmiere na Bamus naexap
He3a0aBHO.

DOIAMEKCHH c xpann 2 HANHTKH

EanoBpeMenHaTa ynorpeda ¢ ankoXon NOBHIIABA PHCKA OT HEXKEJaHH peakUWH OT CTpaHa Ha
CTOMALIHO-UPEBHHA TPaxT, 6xOpelre u YepHHI Apoo.

bpemennoct 1 ©JIAMEKCHH, xppmene u deprranrer
Ynorpebara Ha JieKapcTBEHHA NPOAYKT € NPOTHBOMOKA3aHA B CHy4ad HAa YCTAaHOBEHA HIIH

npeanonaraeMa OpeMeHHOCT, MO BpeMe Ha KEPMEHE M Npd Aeua. 1opaay OTAeNMHE B MAHIMHOTO
MJISKO, YoTpebaTa Ha TO3H JIeKapCTBEH NMPOAYKT HE Ce NPENOophYBa B MEPHOAA HA KbPMEHE.

Ilogupane H paGoTa ¢ MAIIAHA
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JlekapcTBOTO MOXKe fa MOBJIMAE AKTUBHOTO BHHMAHKE JI0 TAKABA CTEINEH, Ye od
¢ MallHHH, KOMTO H3HCKBAT OBP3H peakiH MOTAT Aa Ce BIIOINAT.




Baxuaa nHPOPMANHS OTHOCHO HAKOH OT cheTaBkuTe HA ©JIAMEKCHH

OJAMEKCHH npax 3a pepopanen pastBop cbappxka 50 mg acmapraM BBB BCAKO callle.
AcnapraM € H3TOYHHK Ha (eHWIaTaHuH. Moxke na Bu HaBpeau ako AMare PeHWIKETOHYPHA, PAAKO
TCHETHYHO 3a00I9BaHe, MPH KOETO Ce HATPYNBa JeHMIaNaHiH, Thil KATO OPraHM3MET HE MOJXKE JIa Io
OTAENA NPaBHIIHO.

Toea nexkapcTBOo cBAabpxka 2.7 rpaMa copOuron BBE BCako came. COpOMTONBT € HM3TOYHHK Ha
¢pykrosa. Ako Bammsar nekap Bu e ka3zan, ue Bue win Bamero aere HMare HENMOHOCHMOCT KBM
HAKOHM 3aXxapy Wi BW e mocrapeHa AMAarHo3a HacNeACTBEHA HENMOHOCHMOCT KBbM (PpykTo3a, paako
TeHeTHYHO 3a00lMBaHe, MPH KOETO XOpaTa He MOrar Na pasrpakaaT ¢hpykrosara, roBopetre ¢ Bamms
nekap npeny Bue wix Bamero gere aa npuemere unu na Bu 6b4e IIPHIIOKEHO TOBA JIEKAPCTBO.
OJAMEKCHH rabieTkn CBABPXKAT MAIKO KOJTHYECTBO JIAKTO3a. AKo Bammusr nexkap Bu e ka3an,
4Y¢ HMATE€ HEMOHOCHMOCT KBM HAKOH 3axapH, NOCHBETBAHTE C€ ¢ HEro NIpeau IOa B3EMETe TO3H
poayKT. ToBa nekapcTBO ChABpPKA NMO-Manko oT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXeE Aa
Ce K&Xe, Y€ IPAKTHIECKH HEe ChIbpXKa HATPHH.

J. KAK JA IIPHEMATE ®JIAMEKCHH

Bunaru ynotpebasaiite ®JIAMEKCHH TouHo, kakTo BH € nmpeanncaH OT jiekapid. AKO HE CTe
CHTYPHHM B Heillo, Bue Tpabea na ce Koncynrupare ¢ Bamma nexap win papMariesT.

BammaT nexap me Bu HazHauu penoruu HaOmoneHns, 3a na Bu ocurypu npHeM Ha ONTTHMAJIHA 034.
BaurmsaT nekap mie anantupa JeYeHHeTO KbM Haii-HHCKATa 033, NMPH KOATO ¢€ Moay4aBa Hai-100bup
KOHTPO/ BBPXY CHMITOMHMTE Ha 3a0onsBaHeTo Bu. [Ipy mEKakBH 00cTOsTENICTBA HE MPOMEHMAMNTE
no3ata 6e3 nmpeABapHTENHO J1a 4 ChriacyBare ¢ Bamusa nexap.

Bb3pacTHH H DANHEATH B CTAPYECKA Bh3paACT

MaxkcumanHaTa AneBHa jfo3a € 20 mg G®JIAMEKCHH (eana TabmeTka MM efiMH 1pax 3a nepopajieH
pasTBOp), KaTo €QHOKpaTHA AHEBHA No3a. [Ipuemaiite JIeKapcTBOTO ¢ BOJIA, MO BE3MOXKHOCT TIO €IHO H
CBILO BpEME Mpe3 AeHA.

Axko cte Ha BB3pacT Haj 70 roguau, Bamusar nekap Moxe na BH mpeanuine mo-HUCKa 033 WIH Jia
HAMAIH MPOARDKUTEIHOCTTA Ha JICUCHHETO. 32 Ja pasficjiiTe Tabnerkara, TpAaOBa Aa s NOCTaBHTE Ha
[UTOCKA MOBBPXHOCT C JICJIMTEIHATA YepTa Harope. Upes Jiek HATHCK C Najiel] T ¢e pasnens Ha JBe
¢AHAKBH NMOJIOBMHKH. IIpH H3noM3BaHe Ha Mpax 3a MepopajieH pa3Teop, upe3 OTBapAHE Ha cauleTo M0
yeprara “MOJOBHH 103a” ce mojydasa nosza or 10 mg. Upes oTBapaue ro ueprarta “mana aosa” ce
noJry4yasa n03a ot 20 mg,

Bawmust nekap Moxe na Be npeanuine NmMHpoKCHKaM €OHOBPEMEHHO C JPYro JIEKapCTBO, KOETO
npennasea CTOMaxa ¥ 4YepBaTa OT BBE3MOMXHH HeXeTaHH e(eKkTH.

He noBumasaiiTe no03ata. AKO NMOYyBCTBATE, Y€ JIEKAPCTBOTO He € MHOro etheKTHBHO, BHHArd ce
KOHCy ITHpaiTe ¢ Bamus nexap.

AKO cTe npHEeJIH noBede oT HeoOxoaumaTa A03a PJIAMEKCHH
B cnyvyau Ha npeposupane ¢ PJIAMEKCHH e nokasaHo MOAABPKAMO ¥ CHAMITOMATHIHO
JICHCHHUC,

Ako cre nponycaann aa npaemere ®JIAMEKCHH
Ilpuemere ODNIAMEKCHH BeaHara mom cH CIOMHHTE. AKO Beye € TIOYTH BpeMe 3a ClIeABalara J03a,
He NpHEeMalTe NMPOITyCHATaTa A03a, a NPOCTO NMPHEMETE Clie/iBalllaTa q03a B YCTAHOBEH
B3EMaHTe JBOiHA 1034, 32 Ja KOMIIEHCHPATE NMPOITYCHATATA. |
AXO HMaTe KakBHTO M Ja GWNIO Jpyrd BBIPOCH OTHOCHO yrnorpebara Ha TOBA /f
o0BpHeTe ce KbM Bainus nexap win (hapmanesr. f

4. Bb3MOXHH HEKEJAHM PEAKIIAH w j; .; i




Kaxro BcHYKH nekapetBa, DJIAMEKCHH Moxe fa npeqH3BHKA HEXXEITAaHH PEAKLIHH, BBIIPEKH Y€ He
BCEKH ' NOJIyJaBa.

OIIAMEKCHH ce nonacs mo-a06pe or 00HKHOBEHHA, HECBBP3aH B KOMIUTEKC ¢ 0eTa-LMKI0AeKCTPHH
MAPOKCHKAM, 3al0TO MO - KPaTKOTO NPHUCHCTBHE HA AKTHBHOTO BEIECTBO B CTOMALIHO - YPECBHHA
TPaKT MOHKKaBa PHCKA OT Apa3HeHe, NMPUYHHABAHO OT AHPEKTHHA, TPOXBILKHUTENCH KOHTAKT.

Yeern HEXENAHH JISKAPCTBEHH peaklHH (MO3Ke Aa 3acerHar ao 1 Ha 10 pymm):

HaMandaBaHe Ha Opos Ha YEPBEHHTE KPLEHH KJIETKH, IPOMEHH B YEPBEHUTE KPBBHH TEJLA, KOETO MOXKE
Aa AoBee 0 HeoOMYaiiHO KPbBORACANAHE WIH KbpBEHE, MPOMEHH B OeliHTe KPbBHH KJICTKH, KOETO
MO3Ke Jia A0BeAe OO ITOBHILIEH PUCK OT KH(EKIINH, 3aryda Ha aneTHT, MOBUINABAHE Ha HUBATa Ha
KPBEBHATA 3aXapP, BHEHE HA CBAT, IN1aBo0OHe, CHHIMBOCT, IIfYM B YIIHTE (THHHTYC), 3aMaiiBaHe (BHEHE
Ha CBAT), KOPEMEH AMCKOMGOPT, GOJNKH B KOpeMa, 3amneK, JHapua, auckomdopT win Gonka B croMaxa,
METEOPH3bM, raficHe, NOBPBLIAHE, HAPYIIEHO XPAHOCMIUIaHe, KoxKeH 00pHB, chp0ex, MogyBaHe Ha
KpakaTa, PhLETe HIH APYTH YaCTH HA TATOTO (OTOK), NOBHIIABAHE HA YePHOAPOOHHUTE CH3UMU,
NOBHILIABAHE HA TErJIOTO,

HeqecTn HexkenaHu peakiuyn (Moxke Aa 3acernat 1o 1 Ha 100 aymm):
3aMBIJICHO 3pE€HHE, ITOHIDKSHO / HUCKO HHBO HAa KPBBHATA 3axap, 65p30 WiH CHITHO Chplebuere, Oonku
B YCTATA # / WIH YCTHHTE.

Peaxkn Hexenauu peakiu (Moxke za 3acernar o 1 Ha 1 000 mywm):
BB3TIaICHHe Ha 6b6penuTe, 6L6peuHa HeAOCTATEYHOCT, YBpeXKaaHe Ha OL0peLuTe, IPOMEHH B LIBETa
WJIH OTACJIAHETO Ha YpHHA, Oonku B 060peunTe, Wi kopeMHa GoMKa.

MBmEoro peaxn HexxellaHH peakiuy (Moxe Aa 3acersar o 1 va 10 000 myum):

NOTEHIHAJIHO JKMBOTO-3aCTPALIABALIH KOKHH O0pHBH, BKIKOYHTEIHO HATIOWIBAHE HA KOXKATa, 0COOEHO
OKOJIO YCTaTa, HOCa, OYHTE M NOJIOBHATE OpraHu (CHHAPOoM Ha CTHBRBHC-/[PKOHCBH) HNH OOLIMPHO
H3MIOIIBAHE Ha KOXKaTa (TOKCHYHA enMASPMAaiHa HEKPOIH3a) {BIDKTE T. 2).

Hexe1and peaknul, YeCTOTATA HA KOHTO He MOKe Ja Obe OLieHeHa OT HAaJIHYHHTE AaHHH (C
HEH3BECTHA YECTOTA):

OTKJIOHCHHSA B KPBBHHTE NIOKA3ATENIN, HAIIP. HAMaJIeH XeMOTJIOOHH, 3abPKKa Ha TEYHOCTH, BHE3AITHH
XPHIIOBE, 3aTPYAHEHO JHINIAHE, TPECKA, NOAYBAHE HA KIICIIAYMTE, IMLECTO WIH YCTHHTE, 0OpHB WM
cbpOex (MOHAKOra 3acAram WIOTO TANO), AETIPECHS, HAPYLIIEHHA HA ChHS, XAMIOUHUHALNH, [TPOMEHH B
CBHA, YMCTBEHO 0OBpKBaHe, IPOMEHH B HACTPOSHHETO, HEPBHOCT, H3TPBINBAHE HA KPaiiHAMMTE,
BB3MAICHHE HA OYHTE, MOAYBAHE HA OUYUTE, BJOIABAHE HA CTyXa, BUCOKO KPBBHO HAJIATaHE,
BBE3NAJICHHE HA KPBBOHOCHHTE CHAOBE, 3aAyX, OpOHXOKOHCTPUKIMA, KBPBEHE OT HOCA, BH3MAJICHAC Ha
CTOMAHIHATA JINTABHIA (TACTPHT), CTOMALIHO-YPEBEH KPHBOUIINB, BKIIOYHTETHO MOBPBIIAHE HA KPHB
H YEPHH H3NPaXHEHHUA, BL3IIaJICHHE Ha NaHKpeaca {(KOoeTO MOXKe Ja AoBele 0 CHIHA 6oska B ropHaTa
3acCT Ha kopeMa WiId I'bpba), cToMallHa s3Ba, CTOMAITHO Pa3CTPOHCTBO, KOCOTIA/l, AJIEPrUYHH PeaKI{iH,
BIJTIOYBAIIH JIHIABH METHA IO KOXKATA, OONKH B craBuTe, O0MKH B KopeMa H 6p0peyHa
HEeAOCTATBYHOCT, OOPUBH, (DHKCHpaHAa JIEKapCTBEHA epyNnIHA (MoXKe Aa H3MIEMAA KaTo KpbIiH WIH
OBa/THH TUIAKH 3a4epBEHA H NOAYTa KOXa), MeXypH (KOIPHBHA TpecKa), ChpOex, YBpex/IaHe Ha
HOKTHTE, ITOBHILICHA 9yBCTBHTEITHOCT HA KOKATA KbM CIbHYEBA CBETIIMHA ((POTOUYBCTBHTENHOCT),
000 HEPasNONOKeHUE, GOJIKH N0 LIANOTO TAIO0, HAMATABAHE HA TEITIOTO, NOKKITABAHE HA KOKATA H
0410TO Ha OYHATE (KBIITEHHLA), BH3NATICHAE Ha YepHHS Aol (XemaTHT).

Ynorpebara Ha nekapcrsern npoxykTh kato GJIAMEKCHH (oco6eH0 BEE BUCOKH A03H H NIPH
NPOABDKHTENHO NPHAOKEHHE) MOXKe Aa 051 CBBP3aHo ¢ JIEKO MOBHIUEH PHCK OT ChbP

(MHpapKT Ha MHOKAPHA) HIH MHCYIIT. |

Cro0manade Ha HeXeIaHH peaKNHHA




AKO NOITYYHTe HAKAKBH HEXeNaHH JIEKAPCTBEHH peaKilHH, yBeaomere Bamms nekap win Gapmaiienr.
ToBa BrIO4YBa BCHYKH BB3MOXHH HEONMMCAHH B Ta3H JIMCTOBKA HEXENIAHK peakimu. Moxere ¢biio Aa
CHOOWIMTE HEXENAHH PEAKLIMMA AUPEKTHO Ype3 HALMOHATHATA CHCTEMA 33 ChOOINABaHe:

HzmeeuTenHa areHuMs no mekapcrsata yi. «Jlamsan I'pyesy Ne8
1303 Codusd
Ten: +3598903417

Yebcaitr: www.bda.bg

Kato cpobinapate HexeNaHH peakuyH, MOJKETe 1a AaZieTe CBOA MPHHOC 3a MOTyYaBaHe Ha IOBEYe
HHQOPMAIMs OTHOCHO 06€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. KAK JA CBXPAHABATE ®JJAMEKCHH

CrxpaHsBaiiTe Ha MACTO, HENOCTBITHO 3a JACIA.

He usnonspaiiTe JIEKAPCTBOTO CleA CPOKa HA rOAHOCT, OTOENA3aH BBPXY KAPTOHEHATA ONAKOBKA.
CpoOKBT Ha FOZHOCT OTrOBaps Ha MOCAEAHHA JeH OT IMOCOYEHH MeCell.

He ce H3MCKBAT CrICLHAIHH YCIOBHA HA ChXpaHeHHe Ha JIeKapCTBEHHA IPOAYKT.

JlexapcTraTta He Tpg0Ba J1a ce M3XBBYIIAT B KRHATH3ALMATA HWIH B KOHTEHHEpa 3a JOMAIIHHI OTHAABLH.
[Tonuraiite Bamma dapManesr kak ga yHuIoxure HeHykHute Bu nekapctBa. Te3sH MepKH Ime
MOMOTHAT 34 OTA3BaHE HA OKOJIHATA Cpena.

6. CBABPKAHHE HA OIIAKOBKATA H ZOITBJIHHTEJIHA HHPOPMAIIAA

Kakso cpaspxa OIAMEKCHH

PIAMEKCHH 20 mg Tabaerxn

Beaka Tabnerka CBABPIKA aKTHBHOTO BEIIECTBO MHMPOKCHKaM Oera- uukmozekcTpud 191,2 mg
(exBHBaNcHTEH Ha nupokcukam 20 mg). TTomMomHK BelIecTBa Ca: JIAKTO3a, KPOCITOBU/IOH, HAaTPHEB
HAIMECTEH TIJIHKOJIAT, KOJOMAEH O€3BOJEH CHIMLHMEB AMOKCHIA, TNPEXKeJaTHHH3HPAHO HHULIECTE,
MarHesHeB cTeapar.

OJIAMEKCHH 20 mg npax 3a nepopajien pa3rsop

Besko caiue (¢ aenuTenHa yepra) ChAbpAa aKTHBHOTO BELIECTBO [TMPOKCHKAM $6Ta- IHKIIOAEKCTPHH
191,2 mg (exBuBanenTen Ha mupoxcukam 20 mg). TomomHH BelecTBa ca: COPOMTON, LMUTPYCOB
apoMar, acnapraM, KoJIoOuAeH O0e3B0IeH CUIHLIMEB JHOKCHA,

Kak msraexna ®JJAMEKCHH B xakB0 CHALPAKA ONAKOBKATA
©OJIAMEKCHH 20 mg tabnerxn

Kapronena kytus ¢ 10 wim 20 tabnerku

OJAMEKCHH 20 mg npax 3a mepopaJjieH pa3TBop
Kaptonena kyrus ¢ 10 wnu 20 cawera

IIpaTexaTen Ha paipemienneTo 3a ynorpeda
Chiesi Pharmaceuticals GmbH, Gonzagagasse 16/16, 1010 Vienna, AscTpus

Ilpon3Boaure:

PJIAMEKCHH 20 mg Tabaerkn

Chiesi Farmaceutici S.p.A., Via S. Leonardo 96, 43122 Parma, Utams "”1';,'”7,
Fine Foods & Phannaceutlcals N.T.M. S.p.A., Via Grignano, 43, 24041 Brembate, U H\ﬁ?ﬁ

DPIAMEKCHH 20 mg upax 3a nepopaJien parsop
Chiesi Farmaceutici S.p.A., Via S. Leonardo 96, 43122 Parma, Utanns




3a nonbiaHETEeNEA HHEHGOPMAIHS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJS CBBPKETE Ce ¢
NPEACTABATEIS HA IPHTEKATENAN HA pA3pPelICHAETO 32 yuorpeda B brarapns:

“ Kuesu bwarapus EOOI”,

buznec Llentep Cepauka — oduc 104

Yu. “Twetueso” 83

1000 Codus, benrapus

Ten: +359 2 9201205

HaTa Ha DOC/IEAHA PeAaAKIAA HA TEKCTA

ABrycrt, 2023.




