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Cymamen 500 mg npax 3a umpytmuﬂeii pa:tfﬁnp__é‘é’ 5’}0 01 -1- 1

Sumamed 500 mg powder for solution for infusion

a3UTPOMHULIMH (azithromycin)

“pﬂ‘IETETE BHHMATEJIHO ISJIATA JIHCTOBKA, NpPeAH 1A 3aMN04YHETE /1a NIpHEMATE TOBA JIEKAPCTBO,

Thil KATO TS ChAbPKA BaxkHa 3a Bac undopmanus.
E 3anazere Ta3M JUCTOBKA. MOke 1a ce HallOXKH /1a 1 MPOYETETEe OTHOBO.
- AKO UMaTe HAKAKBH JOMbJIHUTEIHH BBIIPOCH, nonuTaiTe Bawuus nekap, papMaueBT WiH

ME/IHLIHHCKA CCCTpaA.

- Tosa nekapcTBo € npeanucaHo au4Ho 3a Bac. He ro npeorcroipaiite Ha 1pyru xopa. To Moxke

/1a UM HAaBpPE/H, HE3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00J1sBaHe ca chlMTe KaTto Bawure.

- AKO TNOJIYYHTE HIKAKBH HEJKEJIaHHW JIEKAPCTBEHH peakLMH, yBeaomere Bausa sekap,
dapmaneBT UM MeauUMHCKa cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOXKHH HEXKEJIaHH PEaKLIHH,
HEONMUCAHH B Ta3u JIUCTOBKA. BuxkTe TOUKa 4.

KakBo cbabpka Ta3H JIHCTOBKA:

KakBo npejcrapispa Cymame/l M 3a KaKBO Ce H3I10/13Ba
KakBo TpsAOBa J1a 3Haere, npeau aa npuemere Cymame

Kak na npuemare Cymame/

Bb3MOXKHHM HEXKEJTaHH peakLuM

Kak na ¢cexpansare Cymamen

ChbabprKaHWe Ha ONAKOBKATa W JI0IMbJIHUATEIHA UH(OpMALIMS

_C!'HLJ'I-IE-LAJI'\J_

1. KakBo npeacraBassa Cymamea H 3a KAaKBO e H3M0JI3BA

Cymame] Chabprka a3uTPOMHLIMH, KOHTO NPHHAUIEAKH KbM I'pyrnaTta Ha aHTHOAKTEpHAJIHHTE
JIeKapCTBEHH MPOAYKTH 32 CUCTEMHO MPHJIOKEHHE, MAKPOJIH/IEH AaHTHOHOTHK.

Cymamen 500 mg npax 3a HHQY3HOHEH pa3TBOP Ce NMpHJiara 3a JICYeHHE Ha Bb3PACTHH NALHEHTH C
HH(DEKLIUH, MPUUUHEHH OT YYBCTBHUTE/IHA Ha a3HTPOMHLIMH MUKPOOPIraHHW3MH, KOUTO C€ HYXKIasT OT
MbPBOHAYAIHA MHTPABEHO3HA TEPATIHA B CJIE/IHUTE ClIyUYaHu:

. [MHEBMOHHMS 1pua00MTa B 0011eCTBOTO;
- Ta30BO-Bb3NajuTesiHa 0osecT.

2. KakBo TpsiOBa aa 3Haere, npean aa uinojssare Cymamen

He npuemaiite Cymamen:

- aKO CTe aJIepriyHi KbM a3UTPOMMLIMH, EPUTPOMHLIMH, MAKPOJIMHH H KETOJIM/IHH
AHTHOMOTHIIA MJIM KbM HAKOS OT OCTaHAJIMTE CbCTABKH HAa TOBA JIEKAPCTBO (M30POEHH B TOYKA
6).

- 3a€/1HO C JIEKAPCTBEHH MPOJAYKTH, ChAbpKalllH €proTaMMHOBH MPOU3BO/IHH, NOpPaIH
TEOPEeTHYHATA Bb3MOXKHOCT OT MOSIBA HA €ProTU3BM.

[IpeaynpexaeHuss 1 npeAnasHu MepKH
["loBOopeTe ¢ Baiuus nekap, npem j1a npuemMeTe ToBa JIeKapCcTBO, aKO UMare:

= ﬂpOﬁﬂBMH C HEPpHHUA ,[l,p061 Bawusar JICKAp MOKE J1a MOHUCKa Ja NnpocjcasaBa (I]}’Hl{uyﬂa ::';:'-L;:;}
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yepHusa Bu 1pod wim aa cnpe nevyeHuero; WA 0
- yBpeKJaHe Ha YepHOApoOHaTa DYHKLIMA: s
- nauapus npu ynorpebara Ha aHTUOMOTHLIM:
: yBpexaaHe Ha ObOpeuHara pyHKUHUS;

- CbpACHHO ZHﬁﬂﬂﬂEﬂHE, Nnopajii yBEJIH4YCH PHCK OT HAPYLIEHHE Ha CbpPpACYHHHUA D
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BesonacHocTTa ¥ ePEKTUBHOCTTA MPH HHTPABEHO3HO NpuaoxkeHre Ha CyMaMe/ NpH Acla He ca
YCTAHOBEHH.

Cymameqa cbpaAbLpKa HATPHH

Tosa nekapcTBo chabpxka npubnusurento 108 mg HaTphit BbB BcekH PNakoH, KOHTO Ca
eKBUBAJIEHTHH Ha 5,4% OT NpenopbyYHTEIHHA MaKCHMaNeH JHEBEH NpHEM OT 2 g HATpHii 3a
pe3pacTed. Toea TpabBa na ce Mma npeaBHA NPY NALHUEHTH HA IHETA C KOHTPOJHPAH NMPHEM Ha
HaTpHi.

Jpyrn aekapersa 1 Cymamen

Tpadpa na kaxere Ha Bauma nekap wim gapMauLeBT, aKko NpHEMATe, HACKOPO CTe MPHEMATIH WITH €
BB3MOMHO J1a MPHEMATE APYTH JIEKapCeTBa, BKIIOMHTENHO H TAKHBA, OTIyCKaHH Oe3 pelienra:

- JINFTOKCHH (M3N0N3Ba Ce 3a JIE4YCHHE Ha ChPACYHH HApYILEHHA );

- KOAXHLMH {(M3N0Ji3Ba ¢€ 3a noaarpa H haMuiHa CpeIH3eMHOMOPCKA TPECKa);

- XHIPOKCHXJIOPOXHH (M3N0I3Ba CE 3a NeYeHHE Ha ManapHs).

Bb3MOXKHO € NOBHIlIaBaHE HA KOHUEHTPALMATA Ha LHMKIOCNOPHH, NPpH KOMOHHHPAHETO MY ChC
Cymame/, nopaay KOeTo € HeoOX0AMMO BHMMATENHO J1a ¢€ NPELeHH TepaneBTHYRATA MoJ13a OT

CBbBMECTHOTO UM TIpHIIAraHc.

VcTaHOBEHA € MOBULISHA TEHAEHLUMA KbM N10ABa HA KPbBOMIIUBH B pPe3yJITaT HA CbBMECTHO NPHEMAHE
Ha Cymame] ¥ BapdapyH Win NepopaiHi KyMapHHOBH aHTHKOArylaHTH (IPOTHBOCHCHPBALIN).

B13MOXHO € NOBHIlLIaBaKE HA KOHLEHTPALIUATA HA IMTOKCHH, MPpH kKoMOKuHEUpaHeTo My ¢be CyMamen,
MOpagH KOETO Ce {IPenopbyBa KOHTPOJI Ha CTORHOCTHTE MY B IJ1a3MarTa.

[Topanu TeopeTHYHATA BL3MOXHOCT OT NOABA Ha EProTH3IBM HE CE MpEenopbyBa €AHOBPEMEHHOTO
npuiaraHe Ha eproraMud U Cymamen.

EanoBpeMenHoTo npunoxkeHue Ha Cymamen ¥ HeUHABUP BOIM A0 YBEITHYEHHE HA KOHLIEHTPALIMATA
HA A3UTPOMMLHH.

bpemMeHHOCT, KbpMeRe H QEPTHIHTET
He cbliecTBYBAT JOCTATBbYHO NaHHH 33 H3MOA3BAHETO Ha 83UTPOMMUKH NMPH OpEMEHHH KEHH. B
NPOYYBaHUATA € YCTAHOBEHO, Y€ a3UTPOMHLIMH NPEMHHABA NPE3 NialeHTaTa, HO HE ¢a HabnoaaBaHH

eheKTy BbPXY Pa3BUTHETO HA IIOAA.
[To Bpeme Ha 6GpemenHocT Cymamen TpaGBa na ce npwiara camo No NPELEHKa Ha IEKYBALIKA JieKap.

Mma nannHy, ue CyMamen ce ceKpeTupa B KbpMara, no Tasu npuurHa Cymames Tpsbsa aAa ce npunara
NPy KbPMEIIHX KEHH CaMO M0 NMPELECHKA HA NEKYBaUlHA JIEKap. |

Hsma naHHu 3a savsHuero Ha Cymamen BbpXy hepTHIKTETA.
[locbBeTRANTE ce ¢ Baiina nekap win cl)apmaueu'r npeay Ja B3EMETE KaKBOTO U na e NeKapcTBO.

[Ho¢pnpane r pabora ¢ MalDuHH

He ca u3BecTHH OaHHH 32 BIugHHe Ha CyMamen BupXY crniocoOHOCTTa 3a WwodupaHe U npH paboTta ¢
MallHHH.

3. Kaxk n1a npuemate Cymamen

Bunars npHemaiitTe ToBa 1€KapCTBO TOUHO, KaKTO BH € kazan Bauius nekap. Ako He cptm L TIRN

Hello, nonuTakTe Baluua nekap win gpapMauesT.
To3u nexapcrtBen npoAyKT wie Bu 6bae npunaraH oT cneuHalin3upal MEAULIHHCKH
OonHHUHH ycnosusg. CymaMe He TpaOBa Aa ce Ha3HA4aBa KaTo HHTpaBeHO3€H bony
MHTPaMYCKYJTHa HHKEKLIHA.
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[IpenopbunTenHaTa no3a €:

ITneemonus npudobuma e obwecmeomo
500 mg kaTo eAMHHYHA AHEBHA N03a, BbBEXKJAHA HHTPABEHO3HO B MPOABKEHHE Ha HAW-MaJKO

2 nHH. UurpaseHosnaTa Tepanung 64 cneasano Aa ce npoAwDkH ¢ nepopanta ¢ 500 mg asuTpoMuLiuH
K4aTO €IHOKPATHA NHEBHA [j03a, 1O 3aBbplUBaHe Ha Kypca Ha Tepanus ot 7 1o 10 aHu.

MOMEHTLT 3a IpeMHUHABaHe KbM NepopaiHa Tepanus TpsaOBa na 6bae NpeueHer oT NeKyBallys JIeKap,
B 3aBUCUMOCT OT KJIHHHUYHHSA OTTOBOP.

Tazoeo-sv3nanumenna borecm

500 mg xaTo eAMHUYHA NHEBHA /1033, BbBEXK/1aHa HHTPABEHO3HO B NPOABb/KEHHE HA €AHH WIH ABa
aHK. UaTpaBeHo3HaTa Tepanus O cneasaio Aa ce NPOAL/IKH ¢ nepopanya ¢ 250 mg a3uTpOMHLIKH
KaToO €JHOKpaTHa AHEBHA J03a A0 3aBbLPLUBAHE HA 7-AHEBEH KYpPC TEpanus.

MOMEHTST 3a MpeMHHaBaHEe KbM nepopaliHa Tepanys Tps6Ba Ja 6bAe NnpeleHeH OT AEKYBaIMs JIeKap,
B 3aBUCHMOCT OT KJITHHUYHHA OTrOBOP.

Hpunoowenue -
To3u nexapcTBeH NPOAYKT Ce Npuilara KaTo HHTPaBEHO3Ha HHQY3HA B NPOABLIKEHHE Ha 3 Yaca npu

KOHLeHTpauus | mg/ml M B npoaw/keHre Ha 1 Yyac npH KOHLEeHTpauus 2 mg/mil.

Cymamen 500 mg npax 3a HHQY3MOHEH pa3TROP He TpsOBa Aa ce npuiara KaTo OoJyC WK K4TOo
HHTPaMYCKY.1Ha WHDKeKLUA!

Yka3zaHuaTa 3a NPUroTBIHE HA pa3TBOpa 3a MHPY3UA BHXKTE B TOUKA 0.

XOPH 8 CIAapRecKd 8v3pdcm
He ce Hanara NMpoMAHa Ha J03aTa NpH NauxucHTH B CTapyeCKa Bb3pacT. ﬂpenopbqaa C€ CIICLIHANHO

BHUMAHHE NPH NAUMEHTH CbC ChpACUHM 3a00NsaBaHHA, NOPaAH PHCK OT HAPYLIEHHE HAa CbpAeYHHS
PHTBM H YCKOPEH CHPACHEH PHTHM. |

Hayuenmu ¢ 6v0peunu uru 4eproOpobHu npobremu
Mons, nHdopmupaiite Bauuma nekap, ako uMate 6s0peuHd WIH YEPHOAPOOHH NPOONEMH, Thit KATO
MOXKE JIa Ce€ HATOXKHM KOpEeKUHA Ha oOduyaiHaTa q03a.

Yeproopobra HeoocmamsyHocm
A3MTPOMHLMKH ce MeTabonusupa B YepHHa Apob M ce OTAeNA Ype3 ¥abuKaTa U He OHBa Ja ce npuiara
MpH NaLUKHEHTH, CTPAAALUHU OT TEXKKa 4epPHOAPOOHA HEAOCTATBYHOCT.

AKO cTe NpHeJH MoBe4e 0T HeobxoanMaTa R03a Cymamen

TBit KaTo TORA JIEKAPCTBO CE NpUJIAra OT MEAHLIMHCKH CMELHATHCT € MANKO BEPOITHO Ja IPHEMETE
NOBEYE OT HEOOXOAUMOTO KOTHYECTBO a3UTPOMHULIKH.

JlekyBainuaT nekap ilie ce YBEpH, 4e e npunoxkeHa Heobxoaumarta 3a Bawero 3abonsasaue nosza. B
cnydali Ha nNpeao3UpaHe, MOXKE ia NOJYYMTE HEXKENAHU peakUHK. JIeKyBallHAT Iekap MOXE 1a
Ha3HaYH NMOAXOAALIO JieYeHHE Ha TE3U HEXEIAHH PeakLMH.

AKO ¢€ NPHUTECHABATE, Y€ CTE MPHEM NMOBeYe OT HEOOXOAUMAaTa A03a HIIH HMATE BLIIPOCH, CBBP3aHH C

npuioxeHara Bu no3a, nonuraiite Bawuna nexap.

Axo cte nponycraau aa npremere Cymame/
AKO MHCJINTE, Ye CTE NPOMYyCHAIH 4033, K&XKETE TOBA HA MEAHLIMHCKATA CECTPa WIH JIEKYBalllUs

neKap.

AKO BMaTe HAKAKBH JAONBJHUTENIHH BLIIPOCH, CBLP3aHH ¢ ynoTpebaTa Ha TOBa fieKapCT
nonuraiite Bawna nekap nunu apMauesT.
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4, Bu3MOKHH HEXeJTaHH peakulH

KakTo BCHYKH JIEKapCTBa, TOBa JICKApPCTBO MOXE Ja NPEAH3IBHKAE HEXKE/IAHH pEakKLHH, BBIPCKK Y€ HC
BCE€KH I'l NOJTYy4aBa.

[Tpy MHTPABEHO3ZHOTO W NEPOPATIHOTO NPHIIOKEHHE HA a3UTPOMHLIMH 32 NleUeHHe Ha THEBMOHKA
npuaocOHTa B 001IECTBOTO Haii-ueCcTO JOKNAABAHMTE HEXKENTaHH DECAKLIHH Ca [IHaphd, rajicHe,
cToMaluHa 60Jika U nospbliaHe. JloxanHo Bp3naneHue/0onKka Ha MACTOTO HAa HHY3HS ca NOKIaBaHH

NMPpH HHTPABEHOZHOTO IPHIIOKCHHC Ha a3HTPOMHLIHH.

[Ip1 MHTPaBEHO3HOTO U NEPOPATHOTO NPHIIOKEHHE HA a3HTPOMHULIMH 32 JICUECHHE Ha Ta30BO-
BBL3NAIMTENHa OONECT NPH MEeHH HAK-4YeCTO QOKIaABAHUTE HEXKENaHH peakLMK ca JHapus, raacHe,
BarHHWT, CTOMallHa Oonka, 3aryba Ha aneTuTt, oOpHB U Chpbex.

Csnpxere ce He3abaBHO ¢ Jiekap, ako NOJYUHTE CEPHO3HA KOXKHA PEAKIIMA: YEPBEH, JIFOCNECT OOpHB ¢
NOAYTHHH MO/ KOXaTa ¥ MexypH (eKk3aHTeMaTO3Ha MycTyno3a). Hectorara Ha Ta3H HexeNlaHa
peaKlMi HE € W3BECTHA (OT HATMYHNUTE NAHHH HE MOXKE Aa Oblie HanpaBeHa OLEHKA).

A3UTPOMHLIMH Ce floHaca 100pe ¥ YeCTOTATA Ha HEeXENIaHUTE PEAKLIHH € HHUCKA.

Muoro uyectn (Morar Aa 3acersar noseve ot 1 Ha 10 nannenTH):
. JuapuA.

YeceTn (Morar aa 3acernar 50 1 na 10 nanuenTn):

° rnapobonue;

NoBpbIIAHE, CTOMauUIHa O0onka, raaene;

peakiMd Ha GOTOYYBCTBHTENHOCT;

6oKa Ha MACTOTO Ha NPHUIOXKEHHE, BB3NAICHHE HA MACTOTO Ha NPHAOKEHHE;

npomsHa B OpoA Ha HenuTe KPLBHU KIETKH W KOHLIEHTpaLUATa Ha OMKkapOoOHaTH B KPLEBTA.

HeuecTn (Morar aa 3acerHart A0 1 Ha 100 nanneHTH):

- reOuuHa HHQeKUUs, BaruHaiHa HHQEKUHA, MTHEBMOHMA, OaKTepUanHa uHGEKLMA, CTOMALIHO-
YpPEeBHO Bb3najeHue, GapHHruT, AUXAaTEHY HAPYLICHHA, XpeMa, MbOHYKH B yCTaTa),

. TE€XKa aJlepruiHa peaxkuHs, KOSTO NPHYMHIABA MOAYBaHE Ha JIMIETO KK I'bPJIoTO,

CBPBXYYBCTBHTENHOCT;

3aryfa Ha aneTur;

HEePBHOCT, OC3CHHHUE,

3aMagHOCT, ChHIHMBOCT, NPOMAHA Ha BKYCAa, H3TPBLIIBAHE W MPABYUKAHE,

HAPYLOCHO 3PEHHE,

HapyillEH CIIYX, CBETOBbLPTEXK;

HaMa.eH Opoii Oenu KPpbBHH KNETKH (JIEBKONEHHS ), KOETO YBEITHUABA BEPOATHOCTTA OT

Bb3HHKRAHE Ha HHPEKUHH; HaManeH Opoid Ha HeyTpoPHIIH (HEYTpONEHuUs ), yBenrueH 6poii

€03HHODUIH (€OIUHOPHINA);

o chpueduene;

o ropeulyd Bb/IHM;

° 33J1yX, KPBBOTECHEHHE OT HOCA,

. 3aneK, NnosBa Ha razose (METEOPH3IBM), JIOUIO XPAHOCMWIAHE, Bb3NAJCHHE HA CTOMAXxa,
Oone3HeHOo NperyTbliale, pa3lyBaHe Ha KOPEM, CyXOTa B yCTaTa, adTH, CAIOHYEHA
CBPbXCEKpeLIHA,;

. 06puB, CLpOeX, KONPHBHA TPECKa, AEPMATHT, CYX0Ta Ha KOXKaTa, NOBHIIEHO H3MOTABAHE;

. OCTEOApPTPHUT, MYCKYJIHH Gonku, Gonku B rupba v Bpara;

. bonezHeHo YpUHHpaHe, OBLOpeuHa Honka;

. OOHITHO MaTOYHO KPbBOTEUEHHE, HapyuIeHHs Ha (PYHKLMATA HA TECTHCHTE;

. oTOK, cnabocT, GH3HUECKO HEPA3NONOKEHHE, OTOK Ha nuueTo, bonka B 006
NOBHUICHA TeJlecHa TeMniepaTypa, 60ka, nepudepeH OToK,

. KPBBHM TECTOBE, KOMTO MOKa3BaT NPOMEHH BbLB QYHKLIMMTO Ha YEPHUR Jp

. OTKNOHEHHS B CTOHHOCTHTE Ha APYIH Aad0paTOPHH U3CICABAHHS;

4
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. yCIOKHEHMA clie] Npoileaypara.

Peaxu (MoraTt Aa 3acerdat 2o 1 Ha 1 000 naunenTH):
Bb30YAa;

XKBLATEHHUA BCASACTBUE HA 3aCTOH HA XKIbYKA
HapylleHa YepHOoApodHa GyHKLUSA

peakUHM Ha GOTOUYBCTBHTEITHOCT

C wen3BecTHA 4ecTOTA (OT HATHYHHTE JAHHH YECTOTATA HE MOXKE IR ¢€ ONpeNesin)

. fiIceBAOMEeMOpPaHO3€eH KOJIHT;

o HaManaBaHe Ha 6pog Ha TPOMOOLIMTHTE, KOETO NOBHLLIABA PHCKA OT KbpBeHE WiH obpasyBaHe
Ha CHHHHH, HamaaBaHe Ha Opos Ha YEPBEHHTE KPbBHU KIETKH, KOETO MOXE Aa A0BEAE 110
OJ1eIHOCT, WIH NMOXKKITABAHE Ha KoXaTa, cnabocr WM 3aayx;

. TEXKKa ANepruyHa peakuMa, KOATO NPUYKHABA 3aTPYAHEHHE B IHIIAHETO WIH 3aManBaHe,

. arpecHs, 6e3NoKOHCTBO, AENUPHYM, XATIOUMHALIMH;

3ary0a Ha Cb3HaHHe, KOHBYJICHM, HAMANICHA YyBCTBHUTENTHOCT, MNOBHIIICHA IBUTATE/1HA

aKTMBHOCT, HapyilleHo oGoHAHME WK nunca Ha oOoHAHuUe, 3aryba Ha BKYC, MYCKYyIHa ¢nabocT,

HApPYLICHHA Ha CAYyXa, BKIIIOYWTEIHO H NIYyXOTa H/HIH CBETOBBPTEK,

YKMBOTO3ACTPaliaBalll0 HAPYLIEHHWEe Ha ChPACYHHA PHTHM C MPOMEHH B €NEKTPOKAPANOrpaMara;

HHCKO KPbBHO HalATaHe;

BB3MNaJICHHE Ha NaHKpeaca, KOSTO NPHYKMHABA chiiHa H0Ka B KopeMa ¥ rbpba, NnpoMsiHa B LiBeTa

Ha e3UKa; |

° yepHOApPOOHA HEJOCTATLUHOCT, PYIMHHaHTeH XxenaTut (6bp30 pa3BHBalIO ce YEPHOAPOOHO
Bh3NaJIEHHE), YEPHOAPOOHA HEKPO3a;

. Texkko 3adonsBaHe, CHNIPOBOACHO ¢ 00pazyBaHe Ha MEXYPH M0 KOXKaTa, yCTaTa, OUHTE U
NonoBUTE oprany (CuHApoM Ha CTHBBHC-JPKOHCEH);

. TEXKO 3a00JigBaHe, ChIIPOBOAECHO ¢ 00pa3lyBaHe Ha MEXYPH N0 KOXaTa (TOKCHYHA enuaepMaiHa
HEKPOJIN3a);

o oGpMBY NO KoXaTa W TMraBuLuTe (eputeMa MyaTugopme); |
KOKeH OOpHB, BUCOKA TEMIIEpATYpa, MOAYTH *AE3H, YBEJTHYaBaHe Ha BHA 0€1M KPLBHH KIETKH
(e03MHOGWINS) H BLINAIeHHe Ha BLTPEUIHUTE OpraHy (depeH Apob, Genv npobose, cuple,
6L6peun u nebeno uepso), Toil KaTo Te Morat Aa ObAaT NPU3HALM HA PeaKLUs Ha
CBPBXYYBCTBUTEIHOCT (JIEKAPCTBEHA peaKLis ¢ €O3HHOPHIHA U CHCTEMHH CHMITTOMM
(DRESS)), ocTpa reHepaiM3npana ek3aHTemaro3Ha mycrynosa (AGEP);

. ocTpa 6b0peyHa HeQOCTAaTBUHOCT; Bh3NAJICHHE Ha OLOpenUTe, KOETO MOXKE Ja NPUYHHH |

NOAYBAHE HA MIE3€HUTE KM BHCOKO KPBLBHO HaNAraHe (HHTEpCTHLHANEH HepHT).

® OOIKH B CTABUTE

HesxenaHun nexapcTBEHH peakLiMi Bb3MOXKHO WK BEPOSTHO CBBLP3aHH C JeucHueTo Ha Mycobacterium
Avium Complex (HHc]JeKuH'H NpHYHHEHH OT €JIMH WIH JBa HETYOEpPKYJIO3HH MUKODAKTEPHATHH
BUAOBE ) {TE3U HEXKEIIAHH JICKAPCTBEHH PEAKLMH ca pa3iItyHKU OT TE€3H, JOKNaABaHH 32 c]mpMHTe C
He3a0aBHO WIIH YABDKEHO 0CBOOMKAABAHE WK 10 BH] HITH MO 4YE€CTOTA):

Muoro YyecTs (MOraT Aa 3aceraar nosede OT 1 Ha 10 nanuenTH):
. auapus, abnomuHanHa Gonka, rajieHe, METEOpH3bM, abAOMHHANIEH AHCKOM(OPT, AHAPHYHH
H3NPAKHEHHUA.

Yectn (Morar aa 3aceruat 10 1 na 10 naunenTH):

3aryba Ha aneTHr,

3aMasHOCT, rnaBoOoTHe, MATPBNBAHE U MpaByUKaHe, MPOMAHA Ha BKYycCa;
SPHUTEJTHH HApYILIEHHUS; |

rnyxora;

odpuBe, crpdexk;

fonka B CTaBHTE;

ymopa.
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HeuectTn (Morar 2a 3acerHat 20 1 Ha 100 naunenTH):

. HaMa/leHa YYBCTBUTEHOCT;

- HapyLUEeHHUA Ha ClyXa, LIYM B YLIHTE;

. cbpuebueHe;

. XEenaTHT;

° CunapoM Ha CtuBbHC-/[PKOHCBH (TexkKO 3abongBaHe, CHIPOBOJEHO C 00pa3yBaHe Ha MeXyp#H

MO KOXKaTa, ycTaTa, OYMTE H MOJIOBUTE OPTaHH);
peakilMH Ha POTOYYBCTBUTEIHOCT;
o cnabocT, GU3NYECKO HEPA3ION0XKEHHE.

Cho0maBane HA HeXKeIAHH PeaAKIHH

AKO MONy4yuTe HAKAKBH HEXENAHH JIEKAPCTBEHH peakLiny, yBeaomere Bauua nekap, papmauesT Hiau
MEJHLMHCKA cecTpa. TOoBa BKJIIOYBA BCHYKH Bb3MOXHH, HEOTTUCAHH B Ta3W JIMCTOBKA HEXENAHH
peakuuyu. Moxere CbLIO 1a CHOOLIUTE HEXENAHH peakLMK AMPEKTHO Ype3 U3nsnHuTEeNnHa areHuus no
neKapcTsara, yia. ,,JlamaH I'pyes™ Ne 8,1303 Codmua, ten.: +359 2 8903417, yebcaiT: www.bda.bg.
Karto cboburaBaTe HexeNnaHy peakudH, MOXeTe Aa AaJeTe CBOA MPHHOC 3a NOJy4YaBaHe Ha MOBEYe
HH(OpMaLMi OTHOCHO 0e30NacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na crxpanssare Cymamen

Jla ce cbxpanasa noa 25°C.
Jla ce cbXpaHABa HaA MACTO, HEZOCTBLIIHO 3@ Aeua.

He n3noaspaite TORA JICKApCTBO CNCA CPpOKa Ha rogHOCT, oTOena3aH BbPXY OIAKOBKAaTa. CPOI{'I:-T Ha
rogqHocT oTropapia Ha noCiaCiHua ACH 0T NMOCOHYCHUAT MCCCL.

[TonyyeHnuaT cnen pasreapaHe KOHLEHTPAT 3a HH(YIUOHEH pa3TBOp € ctabunel 24 vaca npu
TemMneparypa noa 25°C.

[TonyueHuaT cnen paspexxaane HHQY3HOHEH pa3TBop € cTtabuneH 24 yaca npu Temneparypa nog 25°C
w4 7 AU npH Temneparypa 5°C.

He w3xpbpngiite nekapcTBara B KaHAJAM3AUMATA WIM B KOHTEHHEPA 38 AOMAlLIHK OTNaBbLH.
[lonuTaitiTe Balua dapmMauesT kax 1a H3XBbpAATE JEKAPCTBATA, KOMTO BEYE HE H3MNoJ3BaTe. Te3u
MEPKH Llie CIIOMOTHAT 34 Ofa3BaHe Ha OKOJIHATa cpeja.

6. Cobabpiande HA ONAKOBKATA H JONBbINHTE HA HHGOPMALHR

Kakpo cnanpxa Cymames

- AKTHBHOTO BELUECTBO € a3HTPOMULMH (KATO LIMTpAT).
- Hpyrute checTaBki (NOMOLLHHA BELLECTBRA) Ca: IMMOHEHa KUCEJTHHA H HATPHEB XHAPOKCHA.

Kax naraexaa CymMaMel H KAKBO ChLAbLPXKA ONAKOBKATA
Cymamen nipeAcTaBiisBa NMpax 3a HHPY3HOHEH pa3TBOP, ONMAKOBAH B CTHKIEH (JIAKOH.
5 (bnakoHa B KAPTOHEHA KYTHS.

Yka3lanng 32 NPHroTBaHe HA HAQY3IHOHHHA Pa3sTBOp

Pasmeapsne.
[IprroTBeTe KOHLEHTpAT 3a HHQY3HOHEH pa3TBOp upe3 npudasste Ha 4,8 ml cTep
HHXeKUHH KbM akoHa Cymamea 500 mg npax 3a uHQY3MOHEH pa3TBOP H pa3

NPUIroTBEHHUS KOHLEHTPAT C'b,[l’bp'ﬂ{a 100 mg a3UTPOMHLIMH.
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[MonyueHMAT KOHUEHTpAT 32 HH(pY3HOHEH pa3Teop € cTabunen 24 yaca npH Temneparypa noa 25°C.

Pazpeoxcoane: |
Paspeaerte nonyyenute 5 ml KOHUEHTPAT 33 HH(Y3HOHEH pa3TBOP ChC ChBMECTHM HH(Y3HOHE
pa3TBOP, 32 Ja MONYyYHTE roTOB Pa3TBOP 3a HHPY3UR C KOHUEHTPALMA Ha a3uTpOMHUUMH | mg/ml uiu
2 mg/ml (Bx. Tabnuua 1) |

Tabauua |:IIpuroresHe Ha MHQY3HOHHHA pa3TBOP

KoHnueHTpals Ha a3HTPOMHLUH B Konuuectso paspeanten
HHY3MOHHHS pa3TBOP

1,0 mg/ml 500 ml

2,0 mg/ml 250 ml

KoHLIeHTpaTHT 32 MH(Y3HOHEH pa3TBOp MOXe Jia Oble pa3peneH c:
- dpusnonoruuen pasreop (0.9 % Hatpues xsiopua)
- 5% raloko3a
- pa3TBOp Ha PuHrep

[MonyuenuaT nudy3HoHeH pa3TBop € cTtabuneH 24 yaca npu Temneparypa noa 25°C wau 7 a4 npu
Temneparypa 3°C.

[Mpeau npuaoKEHHE PAa3TBOPEHUTE M pa3pelcHH pa3TBopH TpAOBa Aa 6bAaT NPOBEPEHH BM3YANIHO 3
HaTMYKe Ha BUAWMH yacTHLd. TpaGea aa ce npunarar camo OUCTPH pa3TBOPH O€3 BUIAMMH YACTHLH.
AKO pa3TBOPBT ChAbPXKa BUAWMH 4acTHUN, TpAOBa 1a Cc€ YHHIIIOKH.

To3H MPORYKT € caMO 3a €IHOKPaTHO H3nos3eaHe. Hen3non3sanoTo koanyecTro Tpabsa aa ce
YHHILOXKH. |

OcTaTh4HH KONMYECTBA OT NEKAPCTBEHUA NMPOAYKT, KAKTO H BCHUKH MaTEpHasiv, KOUTO ca OUITH
H3MOA3BaHH TPAOBA [1a Ce YHUIHOKABAT B CHLOTBETCTBHE CbhC ChUIECTBYBALUATE Hapea0H.

l'[pnTe:icaTe.n HA pa3pClIcHHETO 3a }’HDTPE6II H NMIPOH3BOAHTE/IH

IpuTexaTe 1 HA pa3pellieHHETO 33 ynoTpeda
Teva B.V.

Swensweg 5, 2031 GA Haarlem
HuaepnaHans

IIpom3BoauTen -

PLIV A Hrvatska d.o.o (PLIVA Croatia Ltd.)
Prilaz baruna Filipovica 25, 10000 Zagreb
XBbpBaTHA

JaTa HA nocjeAHO npepa3raexkAane Ha JncToBKaTa (09/2024
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