b. TJUCTOBKA



JIncroska: uupopmanns 3a norpedurens

3uanexc 180 mg puamupann radaerku
Ziadex 180 mg film-coated tablets
nedepasupokc (deferasirox)

ITpoueTere BHHMATE/IHO UAIATA JIHCTOBKA, NPE/IH 12 3al04YHeTe 1A NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TH ChAbP:KA BakHa 32 Bac undopmannsn.

- 3anasere Tazu 1MCcTOBKA. MOJKe 11a ce HAJI0AKH /1a 5l [IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOMBJIHUTENIHU BBIPOCH, nonuTaiTe Bawus nekap unu gapmauesr.

- Tosa nexapcTBo e npeanucano JiHuHO Ha Bac wiau Ha Bawerto aere. He ro npeorcrbnsaiite Ha
apyru. To Moske /1a UM HaBpe M, HE3aBUCHMO Ye MPU3HALIMTE Ha TAXHOTO 3a00/sSBaHe ca
cbluMTe KaTo Bawure.

- AKO noslyunTe HIKaKBU HEKeJIaHW peakluH, yBeaomete Baius nekap win dapmauest. Tosa
BKJIKOYBA U BCHYKH Bb3MOMKHH HEWKEJIAHW PEaKLIMK, HEOMMCAHH B Ta3W IMcTOBKA. BuskTe
TouKa 4.

W3NLAHKUTENHA ATEHLIRS O NEXKAPCTBATA

KakBo cbabpka Ta3u JIHCTOBKA T Ferp—

KakBo n C/ICTaBJIsIBa BﬁaﬂeKC H 34 KaKBO C¢€ H3I10J13Ba
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4. Bb3MOKHHM HEKENAHH PEaKIIMH 522X, 76-06- 2026
5. Kak na cwxpaunsiBate 3uagekc
6. ChbabpikaHHe Ha ONAKOBKATa M IOMBIHHTEIHA HHOOPM

1.  Kakso npeacrasisiBa 3uajiexc H 3a KAKBO ce H3N0/13Ba

Kakpo npejcrasisBa 3nanexc

3Haﬂ€KC Cb/IbpPIKa AKTHBHO BELLIECTBO, HAPEYECHO ﬂe(pepaanpom. Toe X€J1aTOp Ha IKEJIA30TO, KOCTO
Mpe/ICTaBIIABA JICKAPCTBO, H3I0/13BAHO 33 OTCTPAHABAHE HA W3JTMLIHOTO JKEJIA30 OT OpraHu3ma
(Hapuano ome CBp‘bXOGpeMEHﬂBaHG C }KEJUIBO). To 3axBaina u OTCTpAaHABA U3JIMIIHOTO KEJIA30,
KOCTO CJIC/l TOBA C€ CKCKPETHUPA OCHOBHO B M3NpPaXXHCHHUATA.

3a kakBO ce H3no/3Ba 3uajgexc

Moske 1a ca HeoOXOMMH MOBTOPHH KPLBOMPEIWBAHHS MPH MALMEHTHTE C Pa3IHYHKA BH0BE aHEMHS
(Hanpumep TanaceMus, CbproOBHIHO-KIIEThYHA AHEMHS WIIH MHeJoAUCIIacTHYeH cunapom (MJIC)).
[loBTOpHHUTE KpBBONpE/MBaHMs 00aye MOXKe a NMPUUUHAT HATPYIBAHE HA U3/MIULK OT JKena30. Topa
€ TaKa, Thi KaTo KPbBTA Ch/bPiKa 7Ke130, a OpraHu3MbT BH He pa3nonara ¢ eCTecTBEH Ha4YMH 3a
OTCTPAHSIBAHE HA WU3JIMILIHOTO Xe/1530, KOETO NnojlyyaBare ¢ kpbBonpenupanusrta. [1pu naumenrure
CbC CHHIPOMH Ha HETPAHC(Y3HOHHO-3aBHUCHUMA TAJlaCEMHS B TEYEHHE HA BPEMETO MOJKE ChIILO /14 Ce
MOJIY4H CBPBbXOOPEMEHSBAHE € XKEJIA30, MPEAUMHO BCIIEACTBHE HA MOBHIIEHATA aDCOPOLMSA Ha HKeNA30
OT XpaHara, B OTroBOp Ha HaMaleHHs Opoit KpbBHHU KIeTKH. C BpeMeTO M3JIMLIHOTO HKeNA30 MoKe /1a
YBPEM BaXKHH OPraHu Kato YepHus 1pob U cbhpueto. M3nonsear ce jekapersa, HApEUeHH xeaamopu
HA JHCeNsA30Mo, 38 OTCTPAHABAHE HA W3JIMLIHOTO JKENA30 M J1a Ce HaMa/IM PUCKA TO J1a NPUYHHH
YBpeX/JaHe Ha OpraHure.

3uazieKc ce M3MoJI3Ba 3a JIeYeHHe Ha XPOHHYHOTO CBp’bXO6p€MeHHBaHe C JKENS30, NPHYH
YECTHTEC KPbBONPEIHUBAHUA, TIPH MALIHEHTH C OeTa TanaceMus MaﬁOp Ha Bb3pacT Ha




3uanekc ce M3M0/I3Ba CHLIO 34 JIEUEHHE HA XPOHUHHOTO CBPLXOBPEMEHABAHE ¢ KENA30, KOTATO
NEYEHHETO ¢ JeepOKCaAMHH € NPOTHBONOKA3AHO WIH HEJIOCTATLYHO MPH NaudeHTH ¢ 6eTa TanaceMus
MaHop CbC CBpbXOOpeMeHABaHE ¢ KENA30, IPHIMHEHO OT HEYECTH KPbBONPEIHBAHHA, NPH MALHEHTH
C APYTH BMOBE AHEMHA H NPH A€Lla HA RB3PAcT OT 2 A0 5 roAHHH.

3uazexc e mokasaH CbIIO 3a JICUHCHHE HA NaLlHCHTH Ha BB3pacT 10 roguHu 1 NnoBeYe, NpH KOUTO HMa
cspbxoﬁpemeHaBaHe C JKE€NA30, CBPBL3AHO C TAXHATA TaTaCeMHA , HO KOUTO HE Ca T‘paHCbe'.?!HOHHO
3aBHCHMH, KOraTo JICUCHHETO C ned)epoxcaMHH € NPOTHBOMOKA3aHO WK HC3aQ0BOJIHTCHO.

2. Kaxgso Tpa6Ba na 3naere, npean na npuemere 3uanexc

He npuemaiite 3nagexc

- aKO CTe allEPTHYHH KbM edepasHpOKC MM KbM HAKOA OT OCTAHAIHTE ChCTABKH HA TOBA
nexkapcTBo (M36poeHH B Touka 6). AKo ToBa ce 0THacA 3a Bac, kaxere ua Bamns nekap
npean Aa npdemarte 3uajsexc. AKO MHCITHTE, Y€ MOXeE Ja CTE€ ANepruyHH, NoMKTaiTe Bawins
JieKap 3a CbBeT;

- aKO MMaTe YMEPEHO WK TexKo 6bOpeuHo 3abonapane;

- aKO MOHACTOALLEM NPUEMATE APYro IEKAPCTBO XENATOpP Ha KeJA30TO.

3najgekc He ce mpenopbLYBA
- aKO CTC ¢ HarnpeHan cTaaui Ha MHUenoaMcnIacTHYeH cilapom (MDS; namaneno oGpasysane
Ha KJIETKH OT KOCTHHA MO3bK) WM HMATe PaK B HANPeAHAN CTAAMH.

IlpeaynpeskaenHs H NpexNasHH MEPKH

Fosopete ¢ Baurns aexap win dbapMaueBT npeay aa npHemere 3uaaekc:

- ako MMare npobisiem ¢ 6s6peLnTe Wi uepHUs 1pob;

- ako Mmare npobneM che ChpLETO, NOPaAH CBPBLX0OPEMEHABAHETO ¢ KEA30;

- ako 3abeekHTE 3HAUMTENHO HaMaNABaHe HA KOJIMYECTBOTO Ha OTAeNeHaTa oT Bac ypHHa
(npu3Hak Ha 6bOpeuen npobnem);

- NpH NOsBa Ha TEXbK OOPHB HITH 3aTPYAHEHO JHLIAHE W 3aMasHOCT, HIH NOAYBAHE, TNAaRHO B
00,1aCTTa Ha JIHLETO W MbPAOTO (MPH3HALIM HA TEXKa AlePIHYHA PEAKLHS, BIDKTE ChIIO Touka 4
»BB3MOXKHH HelKenaHu peaklunn™);

- aKo MMaTe KOMOHHALHA OT HAKOM OT CIEIHHTE CHMITTOMM: O0pHB, 3aUepBABAHE Ha KOXATa,
MEXYPH N0 YCTHHTE, O4YHTE MITH ycTaTa, felleHe Ha KOKaTa, BUCOKA TeMNepaTypa,
rpunonoaobHH CHMNTOMH, YBETHYEHH TMM(HH BB3NH (NMPH3HALM HA TCKKA KOXKHA PEaKLua,
BHKTE CBILO TOUKA 4 ,,BB3MOMKHHN HEKENaHH peakuun™);

- aKO UMaTe KOMOMHALIHA OT CIEAHHTE CHMITTOMHU: ChHAHBOCT, 0OMIKA B FOPHATA AsCHA MOJOBHHA
Ha KOpema, NOXKBITABAHE WIH 3aCHACHO MOXBITABAHE Ha KOXKATa KW OYHTE H TbMHA YpHHA
(npu3HauM Ha YepHOAPOOHM NpobneMH);

- aKO NOBbPHETE KPbB WHIAH HMaTe YePHH U3TIPAKHCHHA,

- aKo MMmare HecTd 60KH B kopeMa, ocobeHo cnel HaxpaHBahe Wi npuem s#a 3MAJIEKC ;

- aKO MMAaTe 4YECTO KHCE/MHH B CTOMAXxa;

- aKO KMAaTe HHCKH HWBA Ha TpoMOOUHTH Wik Geny KPbBHH KIETKH B KPbRTA;

- aKo UMATe 3aMbIJIEHO 3PEHHE;

- aKO WMaTe AHapHs WIH NOBpbIUAHe.

AKko nikoe oT u3bpoeHuTe ce oTHacd 3a Bac, kakere seanara Ha Bawuua nexap.

IIpociensBane Ha Bamero neuenue ene 3nanexc
Ilo Bpeme Ha nevenueTo e Bu 6bAAT NpaBeHH peaoBHU H3C/IEABAHHUA HA KPBBTA H YPHHAT;
THX 1€ C€ NPOC/eBa KONHYECTBOTO HA XKENA3OTO B OpraHHima Bu (HuBoTO Ha hepum
3a Ja ce BHIH KoJIKo 100pe neiicTa 3uaaekc. MicneapaHuATA e NpoC/IeasBaT ChlUO
dyHKUMA (HHBOTO Ha KpEaTHHWHA 8 KPLBTA, HATHYME Ha GeNTLK B YPHHATa) H YepH
(yHKUHS (HHBOTO HA TPAHCAMMHA3WTE B KPbBTa). Bauuar nekap Moxke na nowcka
616peuna 6uoncus, ako NOAO3MPA 3HAYMMO yBpexaaHe Ha 6ubperuTe. Moske Chilo




yepHHs Bu apo6. Balmar aekap e MMa NpeasHl Te3H HICIEABAHNE, KOraTo ONpeaens Hai-
noaxonsuara 3a Bac 103a Ha 3Hanekc M e ru noJI3Ba ChLIO TaKa, 33 Ja NPeLeHH Janu Tpabea aa
cnpeTte npieMa Ha 3uaznekc.

Karo npeanasHa Mspka BcAka roaMHa no BpeMe Ha e4eHHeTo wwe GbaaT H3cneIBaHH 3PeHHETO H
cnyxa Bu.

Jpyru aexkaperBa H 3nanexc

Hudopmupaiite Baiumns nekap nin ¢papMalieBT, ako npHeMaTe, HacKopo CTe MPHEMATH HIH €

Bb3MOKHO Ja [IpHEMeTe APYTH JekapcTea. Te BKIIOYBAT NO-CNeLMaHO:

- ApYTH XeNaTOpH Ha XKeAA30TO, KOWTO He TpabBa Aa ce npHeMar che 3MajeKc;

- aHTHaLUMIH (JIEKapcTBa, MPHEMAHH 3a JICYEHHE HA CTOMAUIHH KHCEMTHHH), ChIbPiKaIll
aTyMHHHIA, KOMTO He TpAOGBa N3 ce MPHUEMAT MO CHILOTO BPEME Ha AcHA KaTo 3Haiekc,

- UHKNOCTIOPHH (M3M0/13Ba €€ 32 NPeAoTBpaTABaHe HA OTXBbPIAHETO Ha TPAHCIUIAHTHPaH OpraH
OT OpraHW3Ma WITH NPH HAKOH APYTH ChCTOAHUA, KATO PEBMATOMIEH apTPHT WIM aTOMHYeH
JAepMaTHT);

- CHMBACTaTHH (H3MOJI3Ba CE 32 MOHHXKABAHE HA XOJIECTEpoia);

- 60JIKOYCNOKOABALIM HITH MPOTHBOBB3NANMTEIHH CpeacTBa (Hanp. acnupkH, ubynpoden,
KOPTHKOCTEPOHIHN);

- nepopanty GudocdonraT (M3MON3BAT Ce 33 JIeYEHHE HE OCTEONOpo3a);

- aHTHKOAryNaHTH (M3MON3BAT Ce 3a NPeJOTBpPaTABaHE HAH JIEUEHHE HA CbCHPBAHETO Ha KPLBTA);

- XOPMOHANHH KOHTPALENTHBH (IPOTHBO3a4aTh4HH CPEACTRA);

- Genpuiuni, eproTaMuH (M3MoA3Ba ce NpH NE4YEHHE Ha ChpAEYHH IPOONEMH W MUTPEHA);

- penarndHM (H3NoA3Ba ce MpH NeveHHe Ha auaber);

- pHhaMIULMH (W3MOM3RA CE TIPH eveHHe Ha TyOepKyo3a);

- tdennTouH, deHobapbuTan, kapbamazenuH (M3NOA3BA CE NPH JICUCHHE HA CNUENCcHs);

- puTcHaBup (u3nonzega ce npu aeueHue Ha CTTMH undexkuna);

- nakiavrakcen (M3NonN3ga ce Npu Ne4YeHHE Ha pak);

- TeO(HIHH (M3MON3RA CE 3a IEYCHHE HA PECNUPATOPHH 3a00NABaHMA KaTO HANPHMep acTMa);

- KJ103alHH (M3M0N3BA CE 33 ISYEHHE Ha [ICHXHYHH HapyLLeHUs KaTo Wn3odgpenns);

- TH3aHWMH (M3M0I3Ba CE KATO MYCKYJIEH peNaKkcaHT),

- XORECTHPaMHKH (M3N0/138a CC 33 HAMAJIABAHE HA HHBATA Ha XONIECTEpPONa B KPbBTA).

- BycyndaH (H3mon3Ba ce npean TpaHCIUIAHTALMS, 33 Ad pa3pyLid cobcTBeHus rpbGHaYeH MOILK TIpeau
OrnepauMATa)

BbamonkHo e ja ca HCOﬁXOﬂHMH AONBAHUTENHH TECTOBE 3a NPOCICAABAHE HA MNJ1a3MEHHTE HHBA Ha
HAKOHM OT H3OpOeHHUTE NekapeTea.

Xopa B cTapyecka Bb3pacT (Ha BL3pACT HA K HAA 65 rognuu)

3HalieKe MOJKE N1a Ce M3MON3Ba OT XOpa Ha Bb3pacT Haa 65 roJHHH B ChIATA 032 KAaTO 33 OCTaHAIHTE
Bb3pacTHH. [launenTure B cTapuecka Bb3pacT MOraT 1a HMaT MO-4eCTH HEXENaHH peakuuH (o-
CMeUHaNHO AHapud), OTKOIKOTO NO-MIaauTe nauueHTH. Te Tpabea ra GbaaT BHEMATEIHO
Npoc/efaBaHH OT CBOA JIEKap 3a MOABA HAa HCXKENAHH peakuyH, KOUTO MOTaT 1a H3HCKBAT KOPHIrHpaHe
Ha J03aTa.

Jdeua 1 roHowrn

3uajekc Moxe Aa ce ynorpebABa MpH AcUa H IOHOWH HA BB3PACT Hal 2 FOJMHH, NPH KOUTO PEIOBHO
e NPOREKIAT KPBLBOMPENUBAHHA, KAKTO M OPH J€1A W IDHOWH Ha BB3pacT 10 roannu u noeeue, npu
KOHTO He C¢ [IPOBEKAAT PEAOBHO KpbBonpearBaHua. C H3pacTBAHETO HA MAUHEHTA NEKApAT LUe
NPOMEHU Ao3arTa.

3nanekc He ce NpenopbYBa NP ASHA HA BL3PACT N0/ 2 FOJMHH.




bpeMeHHOCT H KLpMeHe
Axo cTe OpeMeHHa WIH KbpMUTe, CMATATE, Ye MOJKe Aa cTe OpeMeHHa WK IaHupare OpeMeHHOCT,
nocbBeTBalTe ce ¢ Bauns nekap npeau ynotpebara Ha TOBa JIeKapcTRO.

3uajekc He ce npernopn4sa NnpH SPCMCHHOCT, OCBCH B CNTY4aHTC HA KaTEropH-Ha HEOGXOJ.IHMDCT.

AKO NOHACTOALLEM H3MOI3BATE NEPOPATHH KOHTPALIENTHBH WIH KOHTPALENTHEEH [UTACTHD 3a
npeanasBade ot 3abpeMeHaBaHe, TPAOBA Na M3NON3BATE JOMBIHMTENHA HAH APYT BHI KOHTpaLemuus
(Hanp. npe3epraTHR), THil KaTO 3HAAEKC MOXKE A2 HaMANH e()EKTHBHOCTTA Ha MEPOPATTHHTE
KOHTPALIENTHEH H Ha KOHTPaLENTHBHHUTE NJIACTHPH.

I1pn neueHHe cbe 3UaZEKC He c¢ IPENOPbYBa KbpPMEHE,

IHo¢upane n paGora ¢ MALIUHH
AKO ce OUYBCTBATE 3aMagHH Clea NpHem Ha 3uanekc, He wodHpaiite U He padoTeTe ©
HHCTPYMEHTH H MALIMHH, JOKATO HE CE MOYYBCTBATE OTHOBO HOPMAIHO.

3. Kak ga npuemare 3nagexc

JleuenuneTo cue 3Ha)1€KC e ce Haﬁmonasa OT NI€KAp C CIIHUT B JIEYHEHHETO HA CBp’bXOSpeMBHHBaHE [
JKCJIA30 BCICACTBHE Ha KPBLBONpPECAHBAHHA.

BuHaru npuemakite TOBa JieKapcTBO TOUHO KakTo Bu € ka3an BawuaT nekap. Ako He CTe CHIYPHH B
Helo, nonuraite Bawua nekap wan papmauenT.

Kakpa no3a 3nagexc 1a npaemare

Hozara Ha 3Hanexc e cBbp2aHa C TEJIECHOTO TErJI0 Ha NalMeHTHTe. BaluuAT Nekap e H34HCITH

Do3ara, OT KOATO ¢e Hy»KaaeTe U e By kaxe konko TabneTkH na npuemare AHEBHO.

. Obuuaiinata nHeBHa A03a 3uanekc ¢unMupaHH TabNeTKH B HA4YAN0TO HA NIEYEHHETO NpH
MALHEeHTH, NPH KOMTO PEAOBHO CE MPOBEXAAT KPbEOTIPENHBaHHA e 14 mg Ha Kuorpam
TenecHo Tersio. Moxke Aa ce npenopb4Ba NO-BMCOKA WIH NO-HUCKA HAYaMHa 1033 ot Bawma
JieKap B 3aBUCHMOCT OT HHAMBHAYAMHUTE BH HY»Kau OT feyeHue.

. O6uyaiinaTa nHeBHa A03a 3HaneKc GHAMHpaHH TabNeTKH B HAYAJIOTO Ha JIEYEHHETO MPH
TIALMCHTH, [IPY KOHTO HE Ce MNPOBEXAAT PEJOBHO KPbBOMpEIHBaHUA € 7 mg Ha KUNorpam
TEJNEeCHO TETJIO.

. B 3apucumoct ot otroeopa Bu kum neuennero, BaiuusaT nekap Moxke no-xbCHO Aa NpoMeHH
NlederdeTo By Ha no-BUCOKa WM MO-HMCKA 1034.
. MakcHManHaTa npenopbYMTENHA AHEBHA 1032 3uaaekc GpUIMHpaHy TabneTkH e:
. 28 mg Ha KHNIorpaM TenecHo TErNo MpH NALKEHTH, NMPH KOHUTO C€ MPOBEXIAT PEIOBHO
KPbBOIPEIHBAHHA;
. 14 mg Ha KWUJIOTPaM TENECHO TErNO MPH BL3PACTHYU NALMEHTH, PH KOUTO He ce
MPOBEXAAT PEIOBHO KPBBOMNPEIHBAHHA;
. 7 mg Ha KWIorpam TefecHa Maca MpM Aeua H IOHOLIH, TPH KOHTO He Ce MpOoBeXkaaT

PE€AOBHO KPBbBONPEINHBAHHA.

Hedepazupoke ce npeanara cbuo noja GopMara Ha AUCNeprypaily ce TabNeTkH. AKo npeMuHeTe OT
JUCNEPrHpallx ce TabneTky KbM PuaMupanu TabneTkH, e Ce HyKAaeTe 0T KOPHripaHe Ha 103ara.

Kora na npuemarte 3nanexc

. Ipuemaiite 3HaaeKe BeAHbK AHEBHO, BCEKH A€H, MPUOIH3HTENHO MO e1HO M ChLIO
Ha JeHsA C MaNKO KOJIHYECTBO BOAA.

. Tlpnemaiite 3nanexc ¢pHaMUpaHH TabNETKH HIIH Ha [NIAHO, MITH C JieKa XpaHa.

[MpnemMbT Ha 3uajeKe MO €4HO H CBLIO BpeMe BCeky AeH uie Bu noMorke cbiuo Taka aal

Kora Az npuemMare Bawunte Tabnerku.



[Ipx nauxeHTH, KOUTO ca HecnocoOHM A8 NOreaHaT uenuTe TabneTku, 3uagekc GUIMHPaHH
TabneTkn MOraT a ce HaTPOLLAT M 1A Ce NPUIIOXKAT 4pe3 MOPBCBAHE Ha LIS/IATA 1032 B MEKa XpaHa,
HAIp. KHCENO MJIAKO WK A6niKkoBo mope. Jozata TpabBa aa ce npueme HezabaBHO ¥ u3usio. [la He
ce chXpaHsBa 3a 6baelna ynorpeba.

Koako abniro aa npHemare 3uagexc

IIpoasmkere 72 npuemate 3naneKc BCeKH en, 10kato Bamns nexap Bu kaxe, Tosa ¢
ABIrOCPOUHO JIEYEHHE, TIPORXBLIDKARAILIO BEPOATHO MECELIM WIH FOAMHH. Bawuat nexap e
npocneassa peaCBHO ChCTOAHHETO By, 3a 1a npoBepsaBa nanu neueHHETO HMa xelanus edekT (BUKTe
cbIo TOYka 2: ,.IIpocneasBane Ha Bawero neyenue cbe 3nagekc ™).

AKO HMaTe BLNPOCH OTHOCHO KOJIKO IBJrO Aa NpHemarte 3nanekc, ropopere ¢ Bawms nekap.

AKo cTe NnpHeaR nopeve oT HeobxoaumMarTa J03a 3uajgekc

AKO CTe MpHenH noseye oT HeoOXoANMAaTa J103a 3HAJEKC MM aKO HAKOMH ApYT npueme Bawwute
TabuieTku no ciyyaiiHocT, He3abaBHO ce CBbpxkere ¢ Baua nexap unu 6onnuua 3a cueer. [okaxere
MM OnakoBkaTa Ha TabneTkute. Moxe Na ce HAIOKH MEIHLMHCKO fieuenue. Moxe 1a umare
CHMIITOMH KaTo KopeMHa 00JIka, AHapH1, rajieHe, MOBpbIlaHe H 6b6pevHH WM YepHOAPOGHH
npobaeMu, KOUTO MOraT 1a ObAaT CepHO3HH.

AKO cTe mponycHa/IH Ja npaeMeTe 3Hadexc

AKO NpomycHeTe 103a, B3EMETE A BeXHAra Clie]l KaTo CH CITOMHMTE 3a ToBa nipe3 aens. [Ipuemere
clenBaiiaTa CH 103a cnopei cxeMara. He 3emaiite apoiiHa A03a Ha crneasaiuys AeH, 34 Aa
KOMIeHcHpaTte nponycHaTata(uTe) Tabnerka(u).

AKO cTe cripeJiH npHeMa Ha 3nagexc

He crninpaiite nprema na 3nazexc, ocsed ako Baurusr nekap He Bu kaxe ToBa. Ako cnipete npuema,
M3JIMLLIHOTO XEA30 HAMa NOBEYE Ja Ce OTCTPaHABa OT opraHi3Ma Bu (BrwxTe cbiio no-rope To4ka
»Konxo abnro na npuemare 3nanekc”).

4. BL3IMOXCHH HEXKeNAHH peakluuu

Kakto Becuuku JICKApCTBa, TOBA JIEKAPCTBO MOXKE Na NPEAM3BHKA HCXKENAHH peaKLHH, BbIIPEKH Y€ He
BCEKH I'H NOJIyYaBa. [ToeeseTo oT HexenaHuTe PCAKLIHH Ca IEKH OO YMEPEHO TEKKH H N0 MpaBuio e
H34E3HAT CNneh HAKOMKO JHH N0 HAKOJIKO CeAMHLUH OT JIEHEHHETO.

HAKon Hexeann peakuuu GHXa MOI/IH 12 OBAT CEPHO3IMM H HANATAT He3a0aBHA MEAHUHHCKA
HaMeca,

Te3u nexceaanu peaxyuu ca nevecmu (Mozam 0a 3aceznam 0o 1 na 100 oyuww) wiu pedxu (mozam oa
zaceznam oo I na 1 000 oyu).

. AKO NOMYYHTE TeXBK OOPHB, HITH 3aTPYIHEHO AHLIAHE H 3aMAAHOCT, HITH NOAYBaHE OCHOBHO
Ha AMLETO H MbpIIOTO (TIPU3HALIM Ha TEXKA allePrHYHA peakums ),
. AKO nMaTe KOMGHHAUMA OT HAKOH OT CJIEAHHTE CHMITTOMH: OGPHB, 3a4epPBABAHE HA KOXKATa,

MEXYPH B 00/1aCTTa Ha YCTHHTE, OUHTE WM YcTaTa, OeNeHe Ha KOXKaTa, BUCOKA TEMIepaTypa,
rpUnonoaocbHU CUMMNTOMM, YBEIMUYCHH JIHMGBHH Bb3NH (MPH3HALIE HA TEXKH KOMKHH PEaKil|H),
. AKO BH € TPYHO 1a MHCITUTE, 1a 3aTIOMHATEe HHPOPMANHS HITH Aa pazpeluasate npobaemy,
aKO CTe HEBHMMATE/IHH MJIH HEJIOCTATHYHO a€KBATHH, WIIH CE YYBCTBATE MHOTO CHHIIMBH, O3
€HepruA (MPM3HaUM Ha BHCOKH HWBA HAa AMOHAK B KPBBTA, KOETO MOXE /18 € CBLP32HO ¢
4epHOAPOOHH KNk 6B6peuny npobnemu U Ja BOIH 10 NpobieMu B MOZbUHATA GYHKUHSA),
. Axo 3abenexuTe 3HaYMTENHO HamMansBaHe Ha obema Ha Bawara ypuHa (npusHak
npobnem),
. AKO HMaTe KOMOHMHALHA OT C/IEAHHTE CHMIITOMH: CbHAWBOCT, 50JIKa B TOPHAT,
MOJIOBHHA HA KOPEMA, TIOKBITABAHE HIIH 3aCHIEHO NOXKBITABAHE HA KOXKATA
TbMHa YpHHA (NpH3HALK Ha YepHoapobHKu npobaeMu),
AKO MOBBLPHETE KPbB W/H/IH UMATe YEPHH H3MPAKHEHUS,
Ako umarte uecT GONKH B Kopema, 0coOEHO cliel HAXpaHBaHE WK NPHEM Ha
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. AKO UMATE YECTO CTOMAITHY KHCEJTHHM,

. AKO MMaTe YacTHYHa 3aryba Ha 3peHHe,

. Axo umare cunHa Gonka B ropHara 4acT Ha KopeMa (aHKpPeaTHT),
cnpere NpEeMa HA JIEKAPCTBOTO H KxKeTe HelabaBHo Ha Bamna sexap.

Hsaxon HexKeNAHH PeAKIHHA MOMAT A2 CTAHAT CEPHO3INH.
Te3u Heocenanu peaxyuu ne cd Yecmu.

. AKO NONYYHTE HESCHO HIIH 3aMbIIEHO BHXKAAHE,

) AKko nomyuuTe oTCIadBaHe Ha CyXa,

KaxkeTe HAa Bamus sexap, KoJKOTO € BL3MOKHO NO-CKOPO.

Jpyru Hexe1aHH peakKnHH
Muoco vecmu (mo2am Oa 3aceznam noeeve om 1 na 10 oywn)
. Hapyiuenue Ha uscneasaHusTa 3a GuOpeunara GyHKIHs.

Hecmu (mozam Oa 3aceznam oo { na 10 oyuu)

. CToMalllHO-UpeBHY HapYLISHH, KATO rafeHe, MOoBpbLUAHEe, AHAPUS, KOpeMHHU BONKH, NodyBaHe,
3anek, HapyIeHO XpaHOCMUAHE;

O6pue;

['nasobonue;

Hapywenus B uepHOnpoOHUTE GYHKUMOHAITHH TECTORE;

Copbex;

Hapyinenns B ypuHHUTE TecTOBe (DeNTBK B ypHHATA).

AKO HAKkQA OT Tax BM 3acerHe Texko, kaxere Ha Bauus nexap.

Heuecmu (mozam oa 3acezrwam oo 1 na 100 oyuu)

3amMasHOCT,

[TopHiueHa TeMrepatypa;

Bosku B repnoTo;

IloxyBatie Ha phueTe W Kpakara;

IlpoMsana B LBETa Ha KOMKATA;

TperoxkHOCT;

Hapywenue Ha chus;

Ymopa.

AKO HAKOA OT TAX BH 3acerte Tekko, kaxere Ha Bawivs aekap.

C Hen3sBecTHA YecToTa (OT HAJTHYHHTE JaHHHU HE MOXe A3 ObJe HarpaBeHa OLIEHKA).

. Ionwnxasane Ha 6pos Ha KIETKHTE, Y4acTBallK B CbCHPBAHETO Ha KpbBTa (TpoMOOLMTONEHN),
NOHHWKaBaHe Ha OposA Ha YEPBEHHTE KPbBHH KIETKH (arpaBHpaHa aHeMus ), NOHKABaHE HA
Opos Ha HGenuTe KPBLBHH KNETKH (HEYTPONEHHA) UK Ha 6pos Ha BCHYKH BUJIOBE KPbBHH KIETKH
{naHuMTONEeHHA);

Koconag;

Kamtuu B 6u6penure;

HamaneHo otaendHe Ha ypHHa,

[Ipobue Ha cTOMaxa WITH YepBara,

HapymagaHe Ha LIen0CTTa HAa CTEHATA HA CTOMAaXa WIIH YepBarta, KoeTo Moke 1a Obae
6one3HeHO U J1a IpEIU3BUKA TAJIEHE;

Cunua 60nKa B ropHaTa 4acT Ha Kopema (NaHKpeaTHT),

OTKNOHEHHE B HUBOTO Ha KHCEMHHHTE B KPBBTA.

CrobmasaHe Ra HeXeJTAHH PeAKUHH
AKO NOJLyYHTe HAKaKBH HEXKEJIaHM JIEKAPCTBEHH peakLyy, yBenoMeTe Baiius nekap unu
BKJIKOYBA BCHYKH BH3MOMCHH HEOMHMCAHH B Ta3HW JIMCTOBKA HEXXENAHM peakUyu. MoxeTe ©
HEKEJIAHH peaKLIMK AMPEKTHO Ha M3nbiaHuTenHaTa areHuMa no nekapcreara (MAJI):




yia. . Jdamsas 'pyes* Ne §
Codmsn 1303
Ten.: +359 2 8903417

yeOcalT: www.bda.bg

Karo c1>061uaBaTe HEXEAHH peaKL{H, MOXKETE J1a 1aJ1€T¢ CBOA NPHHOC 3a Noay4yaBaHe Ha NoBeYye
und)opmauua OTHOCHO De30nacHOCTTa Ha TOBA JIEKapPCTBO,

5. Kak pa coxpanssate 3nuajexc

Ha ce cbxpaHaBa Ha MACTO, HEAOCTLITHO 3a JeUA.
Ha ce cnxpaHasa npu Temneparypa nog 25°C.
Ja ce cbxpaHdBa B OpHrHHAHATA ONAKORKA

He n3non3eaiite ToBa nexapcTBO ciel Cpoka Ha FOHOCT, oTdena3aH BbpXy OaucTepa U
KapToHeHaTa onakoBKa cnel .l oaeH go:/EXP“. CpoksbT Ha rogHOCT OTroBaps Ha MOCNEAHMA A€H OT
NOCOYEHHA MECEL.

He u3nonasaiite onakoBky, KOMTO ca NOBpPeAEHH ild UMaT Gene3u Ha pamunduuupane.

He u3xpbpnaiiTe nekapcTpara 8 KaHAIW3ALMATA HWIH B KOHTEHHEpa 33 JOMalIHK OTNATBLM.
ITonyraiite Baiuus ¢apmaneBT kak Ja H3XBBLPAATE IEKapCTBATa, KOMTO Beve He unonssare. Tesn
MEpKH ILie CIIOMOrHAT 3a ONA3BaHE HA OKOJHATA CpPeAa.

6. C'bjl'bp?l(al'lﬂe HA ONMAKOBKATA H JONBJHHTE/IHA nnqmpmamm

KakBo cnanpxa 3uanekc

AKTUBHOTO BelIecTBo € Jiedepa3upokc.
Beaka dunmupana tabnerka 3uanekc 180 mg ceabpxa 180 mg nedepazupokc.
[TomouiHu BewecTsa:

Anpo ya Tabaerka:

Muxkpokpucransa uenynoza PH 101
Mukpokpucranua uenynoza PH 102
Kpocnosunos (Kollidon ®CL)
[oeunon K30

Ionokcamep 188

Konouaen cunnunes AMokcHa
Maruesues cTeapar

DUIMORO MOKPUTHE:
Onappaii 11 Cuneo 85F20694 (ITonMBHANWA ankoXo/, NOAHETHIICH MHKOI/MaKporo:, THTZHOB AHOKCHA,

Tank, FD&C cuubo #2 / HuaMrokapmuH anyMHHEeB ak)
Kpocnosunon (Kollidon ®CL-SF)

Kak m3riexaa 3uagexc H KAKBO CbABLPXA ONAKOBKATA
@uamMHpaH|Te TAONETKH ca CHHM, ENHIICOBHAHH, BOHHOM3NBLKHANM, OT €1Ha CTpaHa ¢ BATLOHATO
penaedHo obo3HaveHue ,,180” oT eqHaTa cTpaHa, a ot apyrara c aoroto , Nobel*,

PunMHpanHTe TableTKH ca oNaKoBaHH B npo3pa4Hy 6auctepn ot PVC/PE/PVDC/anymu
thonmuo. Beska onakoska cuabpika 30 punmupann tabnerku (3 Gaucrepa).

IIpuTexaTes Ha palpelIeHAETO 32 YyHoTpeda H NPOHA3BOJHTE]
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