JIMCTOBKA
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JIncroBKa: l/IH(l)OpMalII/lﬂ 3a MalMeHTa

Meaxkcun 100 mg ¢puamupanu TadaeTkn
Meakcun 400 mg ¢puamMupaHu TadJeTKH
MMaTHHHIO

Meaxin® 100 mg film-coated tablets
Meaxin® 400 mg film-coated tablets
imatinib

IIpoyereTe BHUMATEIHO LAJIATA JHCTOBKA, IIPEIH 1A 3all04YHeTe 1a IpUeMaTe TOBA JIeKapCcTBo,
TBHH KaTo TS ChABbP:Ka BaxHa 32 Bac nndopmanus.

3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJ0XH Ja sl IPOYETETE OTHOBO.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, oNUTaiTe Bamus nekap, papmaueBT uin
MEINIHUHCKA CECTPA.

ToBa JIeKapCcTBO € IPEAINCaHO €IUHCTBEHO U JINYHO Ha Bac. He ro nmpeorcrenBaiite Ha npyru
xopa.To Moke 1a UM HaBpeAH, HE3aBUCUMO U€ MPU3HALUTE Ha TAXHOTO 3a00JsIBaHE Ca CHIIUTE
kato Bamwure.

AKO NOJTyYuTe HAKaKBU HEXEJIaHU JIEKApCTBEHM peaKklny, yBegomere Bamms jgexap,
(bapMaueBT WM MEAWIMHCKA CeCTpa. ToBa Bk/II0YBa BCUYKH Bb3MOXKHH HEKEIaHU pcaKkuuu,
HEONMCAaHU B Ta3u JHUCTOBKA. Bikre Touka 4.

Kakso CbAbPiKa Ta3u JIMCTOBKA

ISR .

Kaxgo npencrapnsiBa MeakCHH U 3a KaKBO C€ U3I0I3Ba
Kakso TpsiOBa ma 3Haere, mpeau Aa npruemere MeakcHH

Kax ga mpuemate Meakcun

BB3MOXHU HEeXEllaH! peakiiuu

Kak ga cpxpansiBate Meakcun

ChappikaHie Ha ONAKOBKAaTA U JAOIBJIHUTENIHA HH(pOpMaLIKs

Kakso npeacraBjsiBa MeakcHH H 32 KaKBO ce M3M0JI3Ba

MeakcuH e JICKApCTBO, KOCTO CbABPIKA AKTUBHO BEIICCTBO, HAPCUCHO nmatuau6. ToBa JICKapCTBO
HeﬁCTBa KaTO IMMOTHUCKA pacCTCKa Ha a6HOpMHI/ITe KIJICTKH IIpU I/I36pOGHI/IT€ Io-10J1y 33,60J'I$IBaHI/I$I,
BKJIFOYBAIIX HAKOJIKO BHa pak.

MeakcuH ce H3M0J13Ba 32 JiedeHHe Ha Jela 1 BB3PACTHU IIPU:

Xpounyna muenouana jeskemusi (XMJI). JleBkemusita npecTapisiBa pak Ha OennuTe KPbBHH
kJeTkd. Te3n KIeTKku momarar Ha opranuima B 6op0OaTa My ¢ nHpEeKIuuTe. XpOHUIHA
MUEJIOU/IHA JIEBKEMUS € BUJ JIEBKEMUS, IIPU KOSITO OINPEEIICHH, PAa3IMYHU OT HOPMAJTHUTE,
Oenu KpBBHH KJICTKH (HapEICHN MHUEIIONIHH KJICTKH ), 3a[I09YBAT J1a C€ Pa3MHOKaBaT
HEKOHTPOIIUPYEMO.

IHonoxkutenna 3a @uaaneaduiicka xpomozoma octpa JumdoodaacTHa gekemusi (Ph-
nojoxuteana QJLJI). Jleskemusita npencTaBisiBa pak Ha OennuTe KPbBHU KIETKH. Te3u KIeTKH
romMarat Ha opranusma B 6opbara My ¢ uadpekuuute. Octparta muMdo0IacTHa TEeBKEMUS € BUA
JIEBKEMUS, IIPU KOATO ONPEACIICHU, pa3JIMYHU OT HOPMAJTHUTE, oOenn KPBbBHU KJICTKU (HapequH
mumdoOIacT), 3a10YBaT JAa C€ pa3MHOKaBaT HEKOHTPOIMPYyeMo. MeakcuH HHXUOUpa pacTexa
Ha TE3H KJIETKH.

MeakcHH ce M3M0J13Ba ChIIIO U 32 JIeYeHHe Ha BB3PAaCTHH NPpH:
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- MuegoaucniaacTudeH cHHApoM/Muenonpoaudeparusuu 3adoasasanus (MIC/MII3). Tora
ca rpyrma 3a00sIBaHMsI Ha KPBBTa, IPY KOUTO HIKOW KPHBHH KIIETKH 3aII0YBAT J1a Ce
pa3MHOKaBaT HEKOHTPOJIMPYEeMO. MeakCUH MHXUOUpPA pacTexa Ha Te3U KICTKH TP HIAKOU
MOJITUTIOBE HA TE3M 3a00JIsIBaHUsI.

- Xunepeo3dunodpuiaen cuaapom (XEC) u/uim xpoununa eoznHopuana seskemust (XEJI).
ToBa ca 3a00sIBaHMs HA KPBBTA, IPU KOUTO HIKOU KICTKU (HapEUeHH €03WHO(MDMITN) 3a1mo4Bat
Jla ce pa3MHOXKaBaT HEKOHTPOJIUPYyeMO. MeaKCHH MHXUOUpA PacTeka Ha T€3U KIICTKU TPU
HSKOM TIOATHIIOBE HA Te3W 3a00IISIBAHISL.

- I'acrpo-untectunannu crpomasnu Tymopu ('MCT). T'UCT npexacraBnsBa pak Ha cToMaxa U
yepBarta. To# Mpou3u3a OT HEKOHTPOJIUPYEMHUS KIETHhUYCH PACTEX HA MOIIBPIKALTUTE ThKaHU
Ha TE€3HW OpraHM.

- HdepmaTopudpocapkoma nporpyodepanc (JAPDCII). IDCII e pak Ha TPKaHUTE O] KOKaTa,
P KOHTO HSAKOM KJICTKU 3alI0YBAT HEKOHTPOJIMPYEM pacTek. MeakCH HHXHOUpa pacTexa Ha
TE3H KIIETKHU.

B ocrananara yacT Ha Ta3u JIMCTOBKA III¢ M3I0JI3BaMe CbKpallCHUuATa, KOraTo roBOpuM 3a
CHOTBETHHUTE 3a00/ISIBAHUS.

AKO UMaTe HAKaKBU BBIIPOCU OTHOCHO TOBA Kak JielicTBa MeakcuH uiu 3amo Bu e npeanucano Tosa
JIEKapCTBO, nonuranTe Bammus nekap.

2. KakBo TpsdBa n1a 3HaeTe, npeau Aa npuemMere MeakcuH

Meaxkcun me Bu 6b71e npenmucan oT JeKap ¢ OMUT B JICYEHHETO Ha paK Ha KPHBTA WA COJIUIHU
TYMOPH.

CHCHBaﬁTG BHHUMATCIIHO BCUYKU YKAa3aHUA HaA JICKAPA, JO0PU aKO TC CC pa3jindaBaT OT I/IH(i)OpMaI_[I/IHTa,
KOATO CC€ ChAbpPiKa B Ta3U JIMCTOBKA.

He npuemaiite Meakcun

- aKo CTe aJIePTUYHHU KbM UMATHHUO MM KbM HSKOS OT OCTAHAIINTE CHCTAaBKU Ha TOBA JIEKAPCTBO
(1306poenu B ToUKa 6).

AKo ropeHarncaHoTo ce oTHacs 3a Bac, unopmupaiite Bammus jgekxap, cnpere npuemMa Ha

MeaxcuHs.

AKo cMsITaTe, Y€ MOXKE J1a CTe aIepruvHU, HO HE CTE CUTYPHH, MonuTaiiTe Bammms nekap 3a chBeT.

Ilpexynpesxxaenusi U npeanasHd MepKU

I'oBopete ¢ Bamms nekap, npeau aa npueMere MeakcuH:

- aKO MMaTe WM HAKOra CTe UMaJIM IPOOJIEMH ¢ YepHUs Ipo0, ObOpeIHTe WK ChPIIETO,

- aKo Mpuemare JIEKapCTBOTO JEBOTUPOKCHUH MOPay OTCTPAHsIBaHE HA IIUTOBHJIHATA XKJIE3a,

- aKo HJIKOTa CTE UMalld WK cera uMmare xenaTut B nndeknus. Tosa e Taka, 3amoro Meakcus Ou
MOT'BJI Jia IPEIN3BHKA HOBO aKTHBHPaHe Ha XxenaTut B, koeTo Moxe j1a Obje (paTaiHo B HIKOU
ciydau. [larpienTuTe me ObIaT BHUMATETHO TIPETJICKIaH! OT JIEKap 3a MPU3HAIM Ha Ta3u
WH(EKIYS IPe/I 3ar0YBaHe Ha JICYCHHUETO,

- ako Bu ce mosBAT CHHUHU, IMaTe KbPBEHE, BICOKA TEMIIEpaTypa, yMmopa ¥ 00bpKaHOCT T10
BpeMe Ha JieueHreTo ¢ MeakcuH, cBbpkeTe ce ¢ Bammus nekap. ToBa Moxe J1a € MpU3HaK Ha
YBpEkKJIaHe HA KPbBOHOCHUTE ChIOBE, HAPEUECHO TPOMOOTHYHA MUKPOAHT HOTIATHSI.

AKO HSIKOE OT TOPEHAMICAHUTE C€ OTHACS 3a Bac, kaxere Ha Bamus Jiekap, npeau Aa npueMere

MeakcuH.

BB3MOXkHO € 1a cTaHeTe Mo-4uyBCTBUTEIHHM KbM CITbHUEBATA CBETJIMHA JIOKATO IpuemaTte MeakcuH.
BaxxHo e ga mokpuBaTe U3JI0KEHUTE Ha CIBHIIE YYaCThIM OT KOKaTa M J]a U3I0JI3BaTe
CITBHIIE3ALIUTHH MIPOAYKTH C BUCOK cabHIe3amuTeH Gakrop (SPF). Te3u npennasau Mepku ca
NPUWIOKHUMH U TIPH JeT1a.
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I1o Bpeme Ha JeuyeHueTo ¢ Meakcun nngopMmupaiite He3adbaBHO Bamnus Jiekap, ako 3ario9HeTe
O0Bp30 1a Ha/aBaTe Terao. MeakCHH MOJKe /1a IPeN3BHKa 3aIbpKaHe Ha BOJIa B OpraHU3Ma (TexXKa
3aJpBHKKa Ha TEYHOCTH).

Hoxaro npuemare MeakcuH Bamusar nekap e npoBepsiBa peA0BHO CbCTOSHHUETO B, 3a Aa ycTaHOBU
Jlaju JieKkapcTBOTO NeiicTtBa. OcBeH ToBa 1ie Bu ce u3BbpIIBaT KPHBHU U3CIACABAHUS U PEIOBHO IIIE CE
u3MepBa TeaecHoTo Bu Termo.

Jeua v roHOImIMN

MeakcuH CBIIO Taka € JIEKapCTBO 3a JieueHue Ha aena ¢ XMJL Hama onut npu nena ¢ XMJI Ha
BB3pacT mox 2 roguHu. ChIIecTByBa OrpaHudeH onut npu aena ¢ Ph-moxoxurensa OJIJI u mHOTO
orpanmdeH onut npu aera ¢ MJIC/MIT3, ADCII, TUCT u XEC/XEJL

[pu HsIKOM ena 1 IOHOIIM, TpreMallu MeakchH, MOXKe J1a ce HaOmroaBa n30CTaBaHe B pacTexkKa.
JlexyBamusT jiekap 1€ MpocieAsiBa pacTeka 10 BpeMe Ha PEJOBHUTE MOCCILCHHUS.

JApyru nexkapcrBa u Meakcun

WNudopmupaiite Bamms nexap wim dapmanesT, ako preMaTe, HACKOPO CTe MpUeMalld WA €
BB3MOXKHO J1a IPHEMETe APYTH JIEKapCTBa, BKIIOUUTEIHO U TAKHUBA, OTIIyCKaHM Oe3 perenta (Kato
napareTamMmorn), BKIIOYUTEIHO U OWIIKOBHU MPOAYKTH (KaTo KBJIT KaHTapuoH). Hsikou nekapcTBa Morat
Ja ITOBJIIUAAT e(beKTa Ha MeakcuH Ipyu €AHOBPEMEHCH IIPHUEM. Te morat Ja 3aCUJIAT UJIN HaMaJIsaAT
edexTa Ha MeaKkCHH KaTo yBeJINYaT HeXeJaHUTE PEakUuy WM KaTo HampassIT MeaKkCuH 1o-Majko
edexTrBeH. MeakCHH MOXe Ja UMa ChIIHsI eEKT CIPSIMO HSIKOU APYTH JEKaPCTBEHH MPOAYKTH.
YBenomere Bammst nekap, ako ynotpeodsiBate JieKapcTBa, IPEA0TBpaTIBalld 00pa3yBaHETO HA KPHBHU
ChCHPELH.

BpemenHocT, KbpMeHe U (pepTHINTET
AKo cTe OpeMeHHa MM KbPMHUTE, CMSITATe, Y€ MOXKeE Jla CTe OpeMEeHHa WM [UIaHUpaTe OpEeMEHHOCT,
nochbBeTBaiiTe ce ¢ Bamms nexap npean ynorpebdara Ha TOBa JIEKAPCTBO.

- MeakcuH He ce MpenopbyBa M0 BpeMe Ha OPEMEHHOCT OCBEH B CITydail Ha KaTerOpuvHa
HEOOXOMMOCT, Thil KaTo MOXe J1a yBpenu Barero 6e6e. Bammusar nexap e oochan ¢ Bac
MOTEHITHAIHUTE PUCKOBE OT MpUeMa Ha MeaKkCHH 0 BpeMe Ha OpEMEHHOCT.

- JKenu, KOUTO € BH3MOXKHO JIa 3a0pEeMEHESIT, Ce ChBETBAT JIa U3I10J13BaT S(hSKTUBHU METOIU 32
mpeJina3BaHe 0T OPEMEHHOCT I10 BpeMe Ha JICUEHUETO U B IPObIDKeHNE Ha 15 qHM cien
MpeKpaTsBaHe Ha JCUSCHUETO.

- He xbpMeTe 1o BpeMe Ha JieueHHeTo ¢ MeakCHH U B MPOABDKeHHE Ha 15 mHU ciien
MpeKpaTsBaHe Ha JeUeHNETO, Thi KaTo TOBa MOJKe J1a HaBpeau Ha Bamieto Oebe.

- [larmenTrTe, KOUTO CE MPUTECHSIBAT OTHOCHO (PEPTHUIIMTETA CH, TIO BpeMe Ha IpueMa Ha
MeakcuH, ce ChBETBAT Ja € KOHCYJITHPAT C TEXHUS JICKyBaIl JieKap.

Hlopupane u padora ¢ MAlLIMHK

Bb3M0kHO € Aa MoYyBCTBaTe 3aMasiHOCT WM ChbHIIMBOCT WM J1a IOMYYUTE 3aMbIISIBAHE HA 3PEHUETO
JIOKaTO IprUeMaTe TOBA JICKapCTBO. AKO TOBa CE CIy4H, He IOpHUpaiTe U HE M3M0I3BalTe HUKAKBU
WHCTPYMEHTHU WIIM MAIlIMHY, JIOKaTO HEe Ce TIOYYBCTBATE OTHOBO J00peE.

MeakcHH ChAbPIKa JIAKTO03A.
Ako cTe Omi uHpopMHUpaHH OT Baius ekap, ye iMare HEIOHOCHMOCT KbM HSKOM 3aXapH,
CBBPIKETE CE C HETO, IPEIM J1a 3alI0UHETE 1a IPUEeMATe TO3U JEKAPCTBEH MTPOIYKT.

3. Kak na npuemare Meakcun

Bammst iekap Bu e npeanucan MeakcuH, 3aI0To CTpajaTe OT CEPHO3HO 3a0oiisiBaHe. MeakcHH
Moke 1a Bu momorHe aa ce mpebopute ¢ ToBa 3a00IIBaHE.
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ETo 3a1110, BUHaru npuemMaiTe ToBa JIeKapCcTBO TOYHO KakTo Bu e xazan Bamudar nekap uiu
(dapmarieBT. BaxxHo € 11a TO TIpaBHUTE TOJKOBA IBJITO, KOJKOTO BH e kazam Bammusr nekap wiu
(apmarieBT. AKO HE CTE€ CUTYPHU B HEIllo, onuTaiite Bamus nexap uinu gapmarieBr.

He cniupaiite npuema Ha MeakcuH, 1okato Bammust nekap He Bu kaxke 1a ro HanpaBuTe.

AXo0 HIMATE BB3MOXKHOCT Ja nmpueMarte JICKapCTBOTO, KaKTO Bu ¢ xazan Bammsr JICKap Wjin
IOYYBCTBATEC, Y€ BEUC HE C€ HYKAACTC OT HETO, CBBPIKETE CE€ C Bamms JIEKap He3a0aBHO.

Konko MeakcuH 1a npuemare

Ynorpe6a npu Bb3pacTHH
Bamust nekap me Bu kaxke TouHO Koyiko TabiaeTkn MeakcuH 1a B3eMare:

AKko ce jiekyBate 3a XMJI:

B 3aBucumocT ot Bamrero cherosHue oondaitHaTa HadaiaHa mo3a e 400 mg wm 600 mg:

- 400 mg, xouto ce mpuemar kato 4 tabnerku ot 100 mg UJIN karo exna tadbnetka ot 400 mg
BeJIHbJK THCBHO

- 600 mg, xkouto ce npuemar karo 6 tabnerku or 100 mg UJIM karo enna tabnerka ot 400 mg
noc 2 Tabnerky ot 100 Mg BeAHBIK JHEBHO.

Ako ce siekyBate 3a TUCT:
Hauannara no3a e 400 mg, kouto ce npueMat kato 4 tabnaetku ot 100 My BeAHbK THEBHO.
Havannara no3a e 400 mg, KosTO ce nmpueMa karo eaHa tadietka ot 400 Mgy BeAHbK JHECBHO.

3a XMJI u TYUCT, BamusT nekap Moxe Ja OpeIullle MO-BUCOKA WIH MO-HUCKA 033 B 3aBUCUMOCT
OT TOBa KakK pearupare Ha jieueHneTo. Ako Bamara nHeBHa 103a e 800 mg (8 Tabnerku ot 100 mg),
TpsiOBa J1a B3emMeTe 4 TabueTKu CyTpHuH U 4 TabiIeTKku Beuep.

3a XMJI u T'MCT, Bamusat nexap Moxe Aa OpeAIunIie I0-BUCOKa WK IO-HUCKA 1032 B 3aBUCHMOCT
OT TOBa KaK pearupare Ha jieueHneTo. Ako Bamara qHeBHa 103a e 800 mg (2 Tabnerku ot 400 mg),
TpsiOBa Jla B3eMeTe eHa TabJeTKa CyTpHUH U BTOpaTa TalJIeTKa Beuep.

Ako ce JekyBare 3a Ph-nono:xurenna OJLJI:

Hauannara 103a e 600 mg, kouto ce npuemMaT kato 6 Tabnaetku ot 100 My BeAHbK THEBHO.
Hauvannara no3a e 600 mg u Mo>e a ce nmpreMa kato egHa tadnerka oT 400 mg mwitoc 2 TabaeTKu OT
100 mg BeaHBb:K JHEBHO.

AKko ce gekyBate 3a MJIC/MII3:
Hauwamnara no3a e 400 mg, kouto ce npuemat kato 4 tabnetku ot 100 My BeAHDb:K THEBHO.
Havannara no3a e 400 mg, KosTO ce nmpueMa karo eaHa tadietka ot 400 Mgy BeAHbK JTHEBHO.

Ako ce sexkyBate 3a XEC/XEJI:

Hauwanmnara no3a e 100 mg, kouto ce mpueMart kato enHa tadnerka or 100 Mg BeAHBK THEBHO.
BamusT nexkap Moxke fa pemu aa ysenudn go3ara Ha 400 mg, KouTo ce mpuemar Kato 4 TableTku OT
100 mg BeaHb:K THEBHO, B 3aBUCUMOCT OT TOBA KaK C€ TIOBIUSIBATE OT JICYCHUETO.

BammsT nmexkap Moxe ga pemm Aa yBenndu go3ata Ha 400 mg, KOWTO ce mprueMaT Kato eHa Ta0JIeTKa
ot 400 Mg BeAHBbK THEBHO, B 3aBUCUMOCT OT TOBA KaK C€ MOBJIHMIBATE OT JICUCHUETO.

AKko ce gekysare 3a JJ®CII:

Jo3ara ot 800 mg (8 tabnerku), TpssOBa 1a ce npuema karo 4 tabnerku ot 100 mg cyrpun u 4
tabneTku ot 100 Mg Beuep.

Hozara ot 800 mg (2 Tabnerkn), TpsiOBa 1a ce nmpreMa Kato eana tadynetka ot 400 Mg cyTpuH u egHa
tadserka ot 400 mg Beuep.

Ynorpebda npu geuna u I0HOIIHN
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Jlexapsr me Bu xaxe xoyko TadeTkn MeakcuH TpssiOBa 1a maBate Ha Bamrero mere. KonmmaecTBoTo
Ha MeaKCHH e 3aBHCH OT ChCTOSHUETO Ha JeTeTo By, HeroBoTo Termno u BucounHa. O0mara THeBHA
71032 MpH Jiera He TpsoBa na Haasumasa 800 mg mpu XMJI u 600 mg npu Ph-nonoxutenna OJIL
JledeHueTo MoXke J1a ce JaBa KaTo €AHOKpaTHA JHEBHA /1033 WIH aITEPHATUBHO JHEBHATA 71032 MOXKE
Jla ce pa3feny Ha JBa nmpueMa (II0JIOBHHATA OT J103aTa CyTPUH U MTOJIOBHHATA BEYED).

Kora n xak na ce npuema Meakcun

- IIpuemaiite MeakcuH 1o BpeMe Ha xpaHeHe. ToBa 1e Bu noMorse z1a ce npeanasure ot
CTOMAIITHH MTPOOJIEMH TOKaTO ipreMaTe MeakchH.

- IMorabmaiTe Ta0JETKUTE IEJIN ¢ TLJIHA Yalla BoAa.

AKXO He MOXKETE J1a TIOTBbIIHETe TaOJICTKUTE, MOKE J1a TH pa3TBOPHUTE B Yallla C YHCTA BOJAA HIIH

SAOBIKOB COK.

- W3nonzBaiite okono 50 ml 3a Besika tabnerka ot 100 mg.

5 W3nomsaiite okoso 200 ml 3a Besika Tabiaerka ot 400 mg.

- Paz0wpKBa ce ¢ rpxwuIa, JOKaTo TabJIeTKaTa ce pa3TBOPH HAITBITHO.

- Cren xato TabneTKara ce pa3TBOPH, U3MHUITE MAJI0TO ChAbpKaHKHe Ha Yyamara BegHara. Crnenu
OT pa3TBOPEHUTE TAOJICTKH MOTAT Ja OCTAHAT 110 CTHKIIOTO.

KoJiko npoabxuTeHO Ja ce npuemMa MeakcuH
IIpuemalite MeakcuH BCEKH JIEH, TOJIKOBA ABJIT0, KOIKOTO By e xazan Bamumsr nekap.

AKoO cTe npueJin nopeye 0T HeoOxoauMara 103a MeakcuH
AKO cy4aiiHO IpueMeTe MmoBeue TabJeTKH, KaKeTe Beanara Ha Bamms iekap. Moxxe 1a ce HalloxH
MEIUIMHCKa HaMeca. B3emere onakoBkaTa Ha JIEKapcTBOTO ChC cede CH.

AKO cTe nponycHaiu 1a npuemMere MeakcuH

AKO cTe MpOoIyCHAITU Jla TPUEMETE e/IHa J103a, B3EMETE S BeJ[Hara CJiejl KaTo CH CITIOMHUTE. AKO ¢
JIOIIIIO BpEeME 3a ciie/BaiaTa 703a, MPecKoveTe MpoIycHaTaTa J03a.

Cries1 TOBa MPOIBIDKETE 10 HOPMAJIHATA CXEeMa.

He B3emaiiTe aBoiiHa 032, 32 Jla KOMIIEHCHUpATE MPOIyCHATaTa /103a.

AKO UMaTe HAKaKBH JIOTBJIHUTEIHNA BBIIPOCH, CBBP3aHHU C YIIOTpebaTa Ha TOBa JIEKapCTBO, TOMUTANTE
Bammst niekap, ¢papmaieBT HiIi MEAUIIUHCKA CeCTpa.

4, Bb3MOKHH HeKeJTaHU peakuuun

KakTo BcH4KM nekapcTBa, TOBa JIGKAPCTBO MOKE J1a IPEU3BUKA HEXEIaHH PEaKIiy, BhIIPEKH Ye He
BCEKU Ty nonyyaBa. OOMKHOBEHO Te ca JIEKU IO YMEPEHH.

Hsxon HexxenaHn peaknum Morar Aa 0b1aT cepuosnu. Undopmupaiite HezabaBHo Bamms
JIeKap, aKko NMoJIy4nTe HAKOS OT M30pPOeHNTe MO-A0JIy PeaKIum:

MmHoro 4yectu (Moxe 11a 3acerHaT noBede oT 1 Ha 10 gymm) uiam yectu (Moxe na 3acerHat 1o 1 Ha 10

Aymin):

- bpp30 nmokauBane Ha TErJIOTO. MeakcHH MOXe J1a IpeAn3BUKa 33 JbpKaHe Ha BOJia B OpraHn3Ma
(Texka 3aapBHKKa Ha TEIHOCTH);

- [Ipu3Haiy Ha UHQEKIUS KaTO TeMIIepaTypa, TeKKH BTPUCAHNS, 3a4epPBABaHEe Ha I'bPJIOTO WIH
paHMYKH B ycraTa. MeakCHH MOXe Jia JOBEJIE 10 MOHImKaBaHe Ha Opost Ha OeNuTe KPhBHU
KJIETKH W TaKa Jia CTaHeTe TO-TI0IaTIINBU Ha MHDEKIINH;

- HeouakBanu kpbBOTEUCHHS WM CUHIHH (0€3 J1a CTe Ce HapaHsBalIN).

Heuectu (Moxe na 3acerrar o 1 Ha 100 mymm) wiam peaku (Moxe na 3acersat a0 1 Ha 1 000 qymm):
- I'pbana 6osKa, HepaBUIICH ChPACUYEH PUTHM (IIPU3HALM HA ChPACYHH MTPOOIEMN);
- Kamnuna, 3aTpyqHeHo qumane uiv 0oJKa MpH AuiiaHe (MIpU3HaLK Ha OeI0IpoOHU MPpobieMHu);
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VYcewane 3a npuMasiBaHe, 3aMasHOCT WIM IpUagbUy (IpU3HALM HA HUCKO KPbBHO HAJIATAHE);
l'anene (moBaurane), 3ary0a Ha arneTUT, ThMHO OLBETSIBAHE HA YPUHATA, IIOXKBJITABAHE HA
KO)KaTa WK ounTe (MIPU3HALM Ha YepHOAPOOHH MpobiIeMn);

OO0puB, 3auepBeHa KOKa ¢ MEXYpH 0 YCTHUTE, OUUTE, KOXKaTa WK YCTaTa, JIOIICHe Ha KoXKaTa,
BUCOKa TeMIIEpaTypa, HAAUTHATU YE€PBEHU WM MOPABU KOKHH II€THA, ChPOEK, yCellaHe 3a
napeHe, THOWHa epynuus (MpU3HALY Ha KOKHH MPoOIeMn);

Cunna 6onka B KOpeMa, KpbB B TOBBPHATHTE OT Bac Marepuu, B M3npaXHEHUITa UK ypUHATA,
YEepHH U3MPAXHEHUS (IPU3HAIM Ha CTOMAIHO-YPEBHU HApYLICHU);

CuHO HamMalleHO OT/IENSTHE Ha YPHHA, YCellaHe 3a kaxaa (pru3Hany Ha 060pednu mpobiaemn);
l'agene (moBnuraHe), ¢ AMapus U MOBpbILaHe, 00JKa B KOpeMa MM BUCOKa TeMIlepaTypa
(TIpu3HAIM HA YPEBHU MIPOOIIEMH );

CurHo rnaBoboinre, cnabocT Win nmapain3a Ha KpalHUINTE WIH JIUIETO, 3aTPYIHEH TOBOD,
BHe3arHa 3aryba Ha cb3HaHue (IpU3Hany Ha Ipo0JIeMH OT CTpaHa Ha HEpBHATa CUCTEMa, KaTo
KbPBEHE HJIM BbTPEUEperieH/MO3bueH OTOK);

bnena xoxa, ycemane 3a ymopa 1 3aTpyJHEHO JUIIaHE, TOThbMHIBAHE HAa ypUHATA (IpU3HALU
Ha TIOHW)XKEH OpOil Ha YepPBEHNUTE KPHBHU KIIETKH);

bonka B ounTe niu BiomaBaHe Ha 3pCHUCTO, KbPBCHC B OUUTE;

Bonka B kocTuTe 1 cTaBuTe (IPU3HAIM HA OCTEOHEKPO3a);

Mexypu 110 KOXaTa WIH JUTaBUINTE (TIPU3HAIM Ha IEMUTYC);

W3TpbpnHamym WM cTyeHd NpbCTH Ha KpakaTa U pbleTe (MPU3HALU Ha CHHAPOMA Ha PeitHo);
BHezanHo oTHuaHe U 3auepBsBaHe Ha KoXara (IPU3HAIM Ha KOKHA MH(EKLINs, HapeyeHa
[ETYJINT);

3aTpyIHEHO YyBaHE;

MyckynHa ¢1a0oCT U Cla3MH ¢ HapyIIeH ChbpACYeH PUTHM (TIPU3HAL 3a MPOMSIHA Ha
KOJINYECTBOTO Ha KaJIHMH B KPBBTA);

OO0pasyBaHe Ha CHHUHY,

bonka B cromaxa ¢ ranene (IoBaAuraHe);

MycKyJIHH clla3MH ¢ TeMIIEpaTypa, YepBeHO-KadsBO OLBETIBaHE HA ypUHATA, MYCKYyJIHa 0OJIKa
e cnabocT (MpU3HAIM Ha MYCKYJTHH ITPOOIJIEMHN ),

Bonka B oOnactTa Ha Ta3a, MOHAKOTa NPUIPYKEHA OT raJieHe U MOBPbINaHe, HEOOSICHIMO
KbPBEHE OT BIIAraJIMIIETO, YCeIlaHe 3a 3aMastHOCT WITH MPUIIIBIM OPaJIu CcliajiaHe Ha
KPBBHOTO HalAraHe (MpU3HALM Ha MPOOJIEMH C SIMYHUIIUTE WM MaTKaTa);

FaﬂeHe, HEAOCTUT HAa Bb3AYyX, HEIIPABUIICH CbpACYCH PUTHM, IOTbMHABAHE HA YpUHaTa, yMmopa
W/vim TUCKoM(OPT B CTABUTE, CBBP3aHU C OTKJIIOHEHHS B JJa00PaTOPHUTE MOKa3aTeNn (Harp.
BUCOKM HHMBA Ha KaJIMii, MMKOYHA KHCEIMHA U KUK U HUCKK HUBA Ha (hocdop B KpbBTA);
KpbBHU chCHpelH B MaJIKUTE€ KPbBOHOCHHU ChJ0BE (TPOMOOTHYHA MUKPOAHTUOTIATHSA).

C Hen3BeCTHA YeCTOTA (OT HaJIMYHUTC JaHHU HC MOXKE Ia 6’1:,[[6 HaIlpaBC€Ha OIICHKA Ha IIeCTOTaTa)Z

KomOuHanus oT MHUpOKo pa3npocTpaHeH TEXbK OOpUB, rajicHe, BUCOKa TeMIIeparypa,
MOBHIIIEH OpOi Ha onpesieNieHn O0eny KpbBHU KIETKH WK TIOXKBIITSBAHE HA KOXKATa WA OYUTE
(Ipu3HANM HA )KBITEHHIIA) ChC 33]IyX, TPBIHA O0JIKa/TUCKOM(OPT, CUITHO HaMallsiBaHe Ha
KOJINUECTBOTO Ha OTJeNIeHaTa YprHa, )Kax/1a U T.H. (IPU3HALM Ha aJlepruyHa peaKius,
CBBp3aHa C JICYEHHUETO);

XpoHudHa 0p0pedHa HEMOCTATHYHOCT;

[loBTOpeHue (MOBTOPHO aKTHUBHpaHe) Ha MH(eKuus ¢ xenaTut B, ako cre nmanu xenatut B B
MHUHAJIOTO (YepHOAPOOHA HHEKIHS).

AKO TIOJTyYuTe HAKOS OT M30POCHHUTE MO-TOPE HEXKETIAaH! peakiiy, HH(popMupaiiTe Bamus jgexap
He320aBHO.

I[pyl"l/l HEKEJIAHU pCAaKIIMU MOraT 1a BKJIIO4YBaT:

MHuoro yectu (Mo>xe 11a 3acersat noseue ot 1 Ha 10 gymm):

['maBoGosMe WM ycenane 3a yMopa;
l'agene (moBnurane), NOBpbILAHE, JHAPHUS WU JIOIIO XPAaHOCMUIIAHE;
O6pus;
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MyCKyJTHU cTIa3MH WIH OOJKH B CTaBUTE, MYCKYJIUTE UM KOCTUTE 110 BpeMe Ha JIEYEHUETO C
MeakcuH WM cliesl KaTo CTe CIpesiy npueMa Ha MeakcuH,;

OturyaHe Ha TJIe3EHUTE WIH MOAMYXBaHe Ha KICTaunuTe;

[TokauBaHe Ha Tero.

AKO HSIKOS OT T€3H peakiuy € cepro3Ha, mH(popmupaiite Bamus jgexap.

Yectu (Moxe ma 3acerrar fo 1 Ha 10 mymm) :

AHopexkcns, 3ary0a Ha TETJIO WK HapyIIeHHs Ha BKyCa,

Ycemane 3a 3aMassHOCT WJIH C1a00CT;

Hapymenns Ha cbHs (Oe3chHUE);

ChII3eHE OT OKOTO ChC CHPOEK, 3adepBsIBaHEe M OTOK (KOHIOHKTHBUT), HACHI3sSBaHE HA OUNTE
WY 3aMbIIISIBAaHE Ha 3PEHHUETO;

KspBene ot Hoca;

Bonka nnmm mogyBaHe Ha KopeMa, 00pa3yBaHe Ha Ta30Be, KUCEIMHHU MK 3aIeK;
Copbex;

Heobscuum Kocomas Wik H3THHIBAHE Ha KOCATa;

W3TpbrBaHe Ha [UTAHWUTE WU CTHITANIATA;

Panuuku B ycrara;

boska u noxyBaHe Ha CTaBUTE;

Cyxorta B ycTara, cyxa KoXa, CyX0Ta B OUHTE;

[lormKeHa UITH MOBUIIIEHA YyBCTBUTEITHOCT Ha KOXKATa;

Fopeum BBJIHU, BTPHUCAHC WJIM HOUIHU U3NIOTABAHUA.

AKO HSIKOSI OT T€3U PEaKLUu € Cepuo3Ha, HH(popmupaiite Bamus Jexkap.

Heuectu (Moxe aa 3acernar g0 1 #a 100 gymm):

Bosnesnenu yepBenn Oyuku 1o Koxarta, 00JIKa 10 KoKaTa, 3a4epBsiBaHe Ha KOXKaTa
(BB3MasieHne Ha MacTHATa ThKaH O] KOXAaTa).

Kamunmuia, Tevyany uim 3amymieH HOC, ycelllaHe 3a TeKeCT M 0oJIKa MPH HATHUCK B 00JacTTa
HaJI OYUTE WK OT JIBETE CTPAHU Ha HOCA, 3aIlyllIBaHe Ha HOCA, KUXaHe, Bh3MAJIEHO T'bPJI0 ChC
win 6e3 rmaBoOonue (Mpu3Hay Ha HHQEKIMs Ha TOPHUTE TUXATETHH IHTHINA);

CunHo riaBo0odve, ycelano ce KaTo myJcupaia 0oiKa Win MyJICupalio ycellaxe,
OOMKHOBEHO OT €/THaTa CTPaHa Ha TJaBara ¥ 4YeCcTO MPUAPYKEHO OT TajieHe, MOBPbhIaHe U
YyBCTBHUTEIHOCT KbM CBETJIMHA WM 3BYK (IPU3HALM HA MUTPEHA);

I'punonono6ru cumnromu (MHGITyEHIA);

Bouka wim mapene npu ypuHHpaHe, MOBHUILIEHA TeJIeCHA TeMIepaTypa, 00JIKa B CIIA0OMHUTE WIIN
B 00JIaCTTa Ha MAJIKUS Ta3, ypHHA C YSPBEHUKAB WIIM Ka(siB LBAT, WIX MbTHA ypUHA
(mpu3HaIyM Ha MHPEKINS Ha TMKOYHNUTE THTHUIIA);

Bbonka u moyBane B ctaBuTe (pU3HAILM HA apTPAITHS);

[ocTosiHHO ycelaHe Ha Thra ¥ JIMIICA HA HHTEpeC, KoeTo By npeun /1a U3mbiIHsABaTe
HOpMAaJIHUTE CH ACHHOCTH (MPU3HALM Ha JACTIPECHs]);

UyBCTBO Ha TPEBOXKHOCT U 0€3MOKOHCTBO 3a€JHO ¢ (PU3NUECKU CUMIITOMH KaTo ChpLeOUEHE,
U3IOTSBaHE, TPENepeHe, CyxoTa B ycTara (IpU3HAIM Ha TPEBOKHOCT);

[locrosiHHA HYXAa OT ChH/CHHIMBOCT/TIPEKAJICHO MHOTO ChH;

Tpenepene wiu Tpenepey ABKEHUS (TPEMop);

Hapymenus Ha namerra;

Hempeononnmo xenanue 3a ABIKEHHE HAa KpakaTa (CHHIPOM Ha HECTTOKOWHHUTE KpakKa);
Iym B ymmte (Hamp. 3BbHEHE, OyueHe), KOUTO HAMa BbHIIEH U3TOUYHUK (THHUTYC);

Bucoko KpbBHO HajsiTaHe (XUIEPTOHNUSA);

Opursane;

Bbananenue Ha yCTHUTE;

3aTpyAHEHO NPETTbIIAHE;

IToBHumIeHO M3IIOTSIBAHE;

O0e3uBeTsIBaHE Ha KOXKATa,

UyniuBH HOKTH;
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- YepBeHH NOAYTUHH WIIH ITBIIKH € 05T BpBX OKOJIO KOPEHHUTE Ha KOCaTa, BEPOSTHO OOJIE3HEHH,
HIPUAPY>KEHH OT ChpOeX WM MapeHe (IPU3HALK Ha Bh3MaJIEHHE HAa KOCMEHUTE (DOTIUKYIIH,
HapU4aHO CHIIO QOJIHUKYIHUT);

- KosxeH o6puB ¢ nomieHe win OeJeHe Ha KoxkaTa (ekcolmaTuBeH IepMaTHT);

- VYronemsBaHe Ha I'bpAUTE (MOXKE 1a Bb3HUKHE U IIPU MBXE U IIPH KEHN);

- Tona O6onka u/MiaK ycellaHe 3a TEKECT B TECTUCUTE WM AOJIHATA YacT Ha Kopema, 00JIKa 1o
BpeMe Ha ypUHHPAHE, MTOJIOB aKT WM esSKyJalus, KpbB B ypuHaTa (IpU3HAILN HA OTOK B
TECTHCHTE);

- HeBb3MOKHOCT 3a oJTyyaBaHe WM MOAIbP)KAHE HA epeKuns (EpeKTUIIHA TUCHYHKIMS);

- Texka 1M HepeOBHA MEHCTPYAIHs;

- TpyaHOCT 32 MocTHTaHe/TIOAIbPKAHE Ha CEeKCyaTHa Bb30y/a;

- TIoHMXKEHO CEKCYyaHO KENAHHUE;

- Boska B 3bpHara;

- 001110 HEePa3MOJIOKECHHE;

- BupycHa nundexnus kaTo xepiec;

- bonka B momHaTa yacT Ha rep0a B pe3ynraT Ha ObOpedHO 3a00sSBaHE;

- [To-yecTo ypuHupase;

- IloBumeH aneTwnrT;

- Bonka nnmu mapeHe B ropHaTa 4acT Ha KOpeMma W/WiH TbpAnTe (KUCETUHH ), TafcHe,
MOBpBIIIAHE, BPBIIaHE HA KHCETMHU OT CTOMaxa B XpaHOIPOBO/a, yCEIllaHe 3a CUTOCT U
MoJlyBaHe, YepHH U3MpakHEHMs! (PU3HAIM Ha CTOMAIIHA 513Ba);

- CKOBaHOCT B CTaBUTE U MYCKYJIHUTE;

- OTKIJIOHEHUS B PE3yJITATUTE OT 1a00paTOPHU M3CIICIBAHHS.

AKoO HSIKOSI OT T€3U peakiiuu Bu 3acerne B ceprosHa creneH, uHgopmupaiite Bamus jekap.

Penxu (Moxe na 3acersar g0 1 Ha 1 000 mymm):

- OOBpKaHOCT;

- Enmson Ha criazsM(MH) 1 HaMalneHO HUBO HA Ch3HAHUE (IBPYOBE);
- [IpomsiHa Ha 1[BETa HA HOKTHTE.

C Heu3BeCTHA 4eCTOTA (OT HAIMYHUTE TAHHU HE MOJKe J1a ObJIC HAaIpaBeHAa OIICHKA HA YeCTOTaTa):

- 3auepBsaBaHe W/ UM OTHYAHE Ha JJIAHUTE Ha PBIETE U TIIe3eHUTE, KOETO MOXe 11a Ob1e
CBITPOBOJICHO OT MpaBYYKaHEe WM maperia 00Jka,;

- Bone3Henu n/wim ¢ MEXypu KOXKHHU JIE3UH;

- 3abaBsHE Ha pacTea IpH JIela 1 FOHOIIIH.

AKO HSIKOS OT T€3U PEaKiluy € Cepro3Ha, uH(popmupaiite Bamus jgekap.

Cho0maBaHe Ha HEXKEJIAHN PeaKIUun

AKO TIOITyunTe HIKAKBU HEXEJIaHU JICKApCTBEHU peakiny, yBegomere Bamms nekap, papmaneBT nim
MeIUIMHCKA cecTpa. ToBa BKIIIOUBAa BCUUKU Bb3MOXKHH, HEOITMCAHU B TA3U JINCTOBKA HEXEJIaHU
peakuuu. MoxeTe ChIIOo J1a ChOOIIUTE HeKENIaHU PEaKLUH JTUPEKTHO Ype3

U3meiHUTEIHA areHIys 110 JIeKapcTBaTa

yi. ,,Jlamsa I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaitr: www.bda.bg

Karo cpobiaBare HexxenaHu peakiiy, MOXKETe Jja JaJleTe CBOS MPUHOC 3a MoJydaBaHe Ha TIOBEYe
MH(OPMAIU OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansiBate Meakcnn

CobxpansBaiiTe ToBa JIEKAPCTBO HA MSICTO, HEAOCTBITHO 3 JIeTa.

55


http://www.bda.bg/

He u3non3BaiiTe ToBa JIeKapcTBO Clie]] CPOKa Ha TOTHOCT, KOMTO € 0TOeNsI3aH BhPXY OMAKOBKATa Cle]

,l omeH 10:“. CpOKBT Ha TOIHOCT OTTOBaps Ha TMOCIEAHUS JICH OT IIOCOYCHHS MECEII.

Tona JICKaApCTBO HC M3MCKBA HUKAKBU CIICIIMATIHU YCJIOBHSA 3a CbXPaHCHUC.

He H3XB’BpJ'I$II71T€ JICKapCTBa B KaHAJIM3aluATa UJIU B KOHTCﬁHepa 3a JOMAalIHHU OTIIaAbIIN. Ilonuraiite

Bamus q)apMaueBT KaK J1a U3XBBPJIUTC JICKAPCTBA, KOUTO BEYC HC CC U3II0JI3BAT. Te3n MCPKH 1IC
CIIOMOr'HaT 3a OIra3BaHE Ha OKOJIHaTa cpE€aa.

6. Cobabp:kaHne HA ONIAKOBKATA M IONBJIHUTEIHA HHopManus

KakBo cpabp:xa Meakceun

- AKTHBHOTO BEIIECTBO € UMaTHHUO.

- Bceska punmupana tadmetka cpabppxka 100 mg nmatnHNO (KakTO MMAaTHHHO Me3nar).

- Bcska ¢unvupana tadnetka cpabpxa 400 mg uMaTHHUO (KAKTO MIMAaTHHUO ME3UIIAT).

- Jpyrute cbeTaBKH (MOMOITHATE BEIIECTBA) Ca: JIAKTO32 MOHOXHPAT, HAPEBUYHO HUIIIECTE,
XUJAPOKCHUIIPONIHIIETYI03a, MUKpOKpHrcTanHa nenynosa (E460), kpocioBunoH (tum A),
KOJIOW/IeH O€3BOJICH CHIIMIIMEB JUOKCHT M MarHe3ues creapat (E470b) B siqporo Ha
TabJIeTKaTa 1 MoJu (BUHUJIOB alIKoxod), TuTaHoB auokcua (E171), makporon 3 000, Taink,
yepBeH xkene3ed okeug (E172) u xbat xenesen okcun (E172) BbB GUIMOBOTO MOKPUTHE.
Buxre Touka 2 ,,MeakCHH ChIbpaKa JIAKTO3a".

Kaxk u3rie:xaa MeakcHH H KaKBO ChAbpP:Ka ONAKOBKATa

100 mg: OpamnxeBo-kadhsBu, KpbriH (quamMetsp 11 mm), Jieko TBOWHOM3MBKHAIY (HUIMUPAHU
TabJIETKN ChC CKOCEHH PHOOBE U C JISUTEIHA YepTa OT eqHara cTpaHa. TabmeTkaTa Moxe 1a Obie
pasieneHa Ha paBHU JI03H.

400 mg: OpamxeBo-kadsiBu, OBaIHH (C pasMepu 22 mm X 9 mm), ABOWHOM3IIBKHAIH (HHIMUPAHH
TaOJIETKH.

100 mg gurmupanu madremxu.
MeaxkcuH ce mpeiaraT B KapToOHeHU KyTnd, chabpixantu 20, 30, 60, 90, 120 u 180 dunmupanu
TabNeTKu B OIHcTepy.

400 mg urmupanu mabremxu.
MeakcuH ce npeanaraT B KapTOHEHH KyTuH, chabpskamu 10, 30, 60 u 90 ¢punmupanu TabneTku B
OJUCTEpH.

He Bcuukn BHIOBEC OIMAKOBKH Marart ga 6”[),[[3.T IIyCHATH Ha ma3sapa.

Ipurexkarten Ha pa3spelIeHHETO 32 ynoTpeda:
KRKA, d.d. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrnoBeHus

IIpoussoguresm:

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoBeHus
TAD Pharma GmbH, Heinz-Lohmann-Str.5, 27472 Cuxhaven, I'epmanus
KRKA — FARMA d.o.0., V. Holjevca 20/E, 10450 Jastrebarsko, XbpBaTus

To3m JekapcTBeH MPOAYKT e pa3pelleH B AbpaxaBuTe-4wieHKH Ha EUII mox cneqnnre nmMeHa:

JbpxaBa Hme Ha JiekapcTBeHHUs IPOAYKT
Yemika Penybnuka Meaxin

bparapus MeakcuH

EcTtoHus Meaxin

JlutBa Meaxin

JlaTBUs Meaxin
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ITonma Meaxin
PymbHUS Meaxin
CioBeHus Meaxin
CrnoBaxus Meaxin

IIaTa Ha IOCJCIHO MpepasrjekaaHe Ha JIMCTOBKaTa:

24 Maii 2024

[MompoOHa nHbopMalKs 3a TOBA JEKApCTBO € MpeocTaBeHa Ha yeOcaiita Ha M3nbiIHATeIHA ATCHITUS
o Jlekapcteata (MAJI) http://www.bda.bg.
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