l'[poqueTe BHHMATE/IHO LAJIATA JIHCTOBKA, NPEAH 1A 3all0YHETE Ja IpHEMATE TOBA JEKApPCTBO,

JIncroBka: HHopmalHa 32 NOTpedHTE IS

Tpuaentan 60 mg/ml nepopaina cycneHzus
Trileptal 60 mg/ml oral suspension
okckapba3enuH (oxcarbazepine)

ThH KaTo TH ChAbPKa BaxHa 3a Bac nundpopmanns.

- 3anasere Ta3u JUCTOBKA. MOXe 1a ce HaJIOXKH J1a 1 MPOYETETE OTHOBO.
- AKO MMaTe HAKAKBH JOIMMbJIHUTEIHH BBIPOCH, nonuTanTe Bawuns nexkap, papMaueBT HiIH

Me/IMLIMHCKA CecTpa.

- ToBa NekapcTBO € NpeanycaHo auuHo Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe
71a UM HaBpPe/IM, HE3aBUCHUMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a60/sBaHe ca chluTe Kato Bawure.

- AKO MOJIyUHTE HAKAKBH HEXeJlaHW peaklnH, yBeaomere Baiuus nekap, papmauest Hiu
MeIMLIMHCKA cecTpa. ToBa BKJIIOUBA M BCHUKH Bb3MOXHH HEXKEJIJaHW peakiiii, HEOIMUCaHH B

Ta3u JTUCTOBKA. BukTe Touka 4.

KakBo chbAbpxa Ta3H JIHCTOBKA

Kakso npeacrasnspa Tpuienrtan v 3a KaKBO C€ H310/13Ba
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1. Kakso npeacrassiBa TpriaenrtaJ H 3a KaKBO ce H30/13Ba

Kakso npeacrasasBa Tpuienran

TpunenTan cCbabpika aKTUBHOTO BELLECTBO OKCKapOa3enuH.

TpHJ’IEI’[TﬂJI NMpHHAJIEKH KbM I'pyT1ia JeKapcTBa, HAap€4Y€HH aHTHKOHBYJICAHTH HJIH AHTHEITHWJICTITHLIH.

3a kakBo ce u3noia3sa Tpuienta

Jlekapctsa karo TpunenTtan ca CTaHAApTHOTO JIEYEHHE HA €MUJICNICHATA.

[TauMeHTHUTE C MOCTABEHA JIMarHo3a ernuiencyus UMaTt NnoBTapALIH Ce MPUCTBITH K IbPUYOBE.
[IpycTBNMTE HACTBIIBAT NOPAJM BPEMEHHO Pa3CTPOMCTBO B MO3bYHATA €/IEKTPONPOBOAMMOCT.
HopMaHO MO3bYHHUTE KJIETKH KOOPAHHHPAT JIBUWKEHHUATA HA TAJIOTO 4pe3 M3MpallaHe Ha
OpPraHU3HUPaHH H MOJPEIEHH CUTHAIIH N0 HEPBUTE 10 MyCKYyJIHTE. [1pH enuniencHs Mo3bUHHTE KIIETKH
M3MpaaT NPEeKaJeHO MHOrO HEOPraHU3HMPaHH CUrHAK. Pe3ynTaTbT MOXe 1a Ob/ie HEKOOPIMHHPAaHH
MYCKYJIHH JIBHKEHHS, KOUTO C€ HapH4aT eMUIeNnTHYEH MPHCTDII.

TpuienTai ce U3M0/13Ba 3a JIeYEHNE HA NAPLMATHHU TIPUCTBITH ChC HIIH €3 BTOPHUHO
reHepaIH3HPaHH TOHWYHO-KIOHHYHH bpuoBe. [lapUnanHuTe NPUCTBIM 3acsraT orpaHutieHa o61acT
OT MO3bKa, HO MOTaT /1a Ce pa3NpOCTPAHAT B LEJIMS MO3bK H J1a NPEJIM3BHKAT reHepav3HpaH
TOHUYHO-KJIOHHYEH rbpy. ChllleCTBYBAT [Ba BU/A NaplUHAIHH IPHCTBIK: NPOCTH U KOMIUIEKCHH.
[Tpu NpOCTUTE NapLMAIHH MPUCTBIH NALMEHTHTE OCTABAT B Cb3HAHHE, 10KATO MPH KOMIUIEKCHHTE

Cb3HAHHUETO HA NalUCHTaA € MPOMCHCHO.

TpunenTan aeiicTBa KaTO AbPHKH MO KOHTPOJ “CBPBXBB30YyAMMUTE” HEpBHHU KiIeTKH. [1o TO3M HaumnH

NOTUCKA UK HAMAJIgBa YeCcToTaTta Ha NpPUCTBITHUTE.

TpunenTan MoxXe J1a ce U3MOJI3Ba CAMOCTOATETHO HIIK B KOMOMHALIUS C IPYTH aHTHENHIENTHYHH.

CpeAcCTBa.

o
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B Haii-00LIMs c1yyai JeKapaT e ce ONUTA J1a HAMEPH €/1HO JIEKApCTBO, KOETO JCHC aﬂﬂu noﬁpe

Ha Bac unu BaweTto aeTe, HO NpH Mo-TEXKHTE HOPMH Ha EMUIIENCHs 33 KOHTPOI HE pﬁ;:rumm
MOJKE J1a € HeoOX01MMa KOMOMHALMA OT JIBE MJIH MOBEYE JIEKapCTBa. | = | 3




TpunenTan e npeaHa3HayeH 3a ynorpeda npu Bb3pacTHH H JIelia HaJl 6 TOANHH.

AKO MMaTe HAKAKBH BBIIPOCH OTHOCHO JAEHCTBHETO HA | pHiienTain WM 3all0 TOBa JIEKapCTBO €
npeanucaHo Ha Bac, nonuraiite Bawus nekap.

2. Kakso Tps6Ba /1a 3HaeTe, npeaAH Aa npuemere Tprienrta

Crie/1BaiiTe BHUMATETHO BCHYKH UMHCTPYKLIMH, 1a/ieHH Bu oT Bauus nekap, 10pH ako Te ce
pa3/iMyaBat OT MHHPOPMALIMATA, ChAbpXKalla ce B Ta3W JIMCTOBKA.

IIpocieasiBane Ha jJedeHHeTo ¢ Tpriaenral

[Tpeau 1 no BpeMe Ha jeuyenneto ¢ Tpuientan, Bawusar nekap moxe 1a Bu HanpaBu KpbBHH
W3CsIe1BAHMA, 3a J1a ce ONpeieM noaxoasuara 3a Bac 103a. BawuaT nekap wie npeueHu kora 1a Bu
ObJaT HaNpaBEeHHW Te3H HU3CJIEIBAHUA.

He npuemaiite Tpuaenran

® aKo CTe aJIepriYHH KbM OKCKapOa3ernuH HJIM KbM HAKOS OT OCTAHAJIMTE CbCTABKH HA TOBA
nexapcTBo (M36poeHH B TOYKA 6), HIIH aKO CTe aJlePrHYHH KbM ecIMKapOasenyH.

AKO TOBa ce oTHacs 3a Bac, kaxxere Ha Bawms nekap npeau aa npuemere Tpuienran. AKO MUCHTE,

ye MOXKE J1a CTe aJlepruuHu, oObpHeTe ce 3a CbBeT KbM Bailins nekap.

IMpeaynpexieHHs H NpeANa3HH MepPKH

[oBopete ¢ Bawus nekap win ¢papmalieBT, npeau aa npuemere Tpunenra:

® aKO CTE UMaIM HeoOHualiHA YyBCTBHTEAHOCT (OOPHB MM APYIH NPHU3HALM 32 alleprus) KbM
kapGaMa3enuH WK KbM JpYTH JeKapcTBa. AKO CTe a/leprHyHH KbM KapOamasenuH, 1aHCoBeTe
/1a CTe anepruyHu kbM okckapbasenus (TpunenTan) ca npudausuTento 1 kbM 4 (25%);

® ako umare 0bOpeuHo 3abo1IaBaNE;

® aKO UMAaTe TEKKO 4epHOAPOOHO 3a00/19BaHE;

@ aKO mpHeMaTe AHYPeTHIH (JIeKapCTBa, U3M0/I3BAHHU 3a NoAnomarade Ha ox0peumTe J1a
OTZAEJIAT COJIM M BOJIa Ype3 NMOBULIEHO 00pa3yBaHe Ha YPHHA),

@ aKo CTpajiaTe OT ChbpAeuHo 3ab0.1ABane, 3a/1yX W/WIIHM N0lyBaHe Ha XO/MJ1aTa U KpakaTa
Mopajay HaTpyrnBaHE Ha TEYHOCT,

® aKO 3HaeTe, Ye HABOTO HA HATPHII B KPpbBTA BH e HHcKO (BkTe TOUKA 4 ,,BbH3MOKHH
He)KeJIaHU peaKkLMHu™);

- aKko npuemare Apyru nekapcrsa (Bwxkre ,,JIpyru nekapcrea v Tpunenrtan™);

@ aKO CTE JKE€HA H MpHeMAaTe XOPMOHAJIHH KOHTPANENTHBH (Hanp. ,,xan4e npoTHs

3abpemensBaHe’), Tpuienrtan MOXe Ja HarpaBH T€3H KOHTPALIENITHBH HeedekTUBHH. [1o Ta3u
[PUUMHA 10 BpeMe Ha npuema Ha TpunenTan TpsAOBa /1a U3M0/13BaTe Pa3IMYEH HITH
JOIbJIHMTE/IEH HEXOPMOHAJIEH METOJ1 32 KOHTpaLlernuus (Harp. BbTPEMaTOYHH CPE/ICTBA 3a
npeanasBaHe ot 3abpeMeHsBaHe). 10H 1€ CIOMOrHe 3a Npea0TBpaTiBaHe Ha HEXE/1aHa
6pemenHocT. Kakete BeiHara Ha Baiuus nekap, ako nojly4yure Hepe10BHO BarMHAIHO
KpbBOTEYEHHE WM 3aLianBaHe Ha 6€1b0TO. AKO HMaTe HAKAaKBH BBIIPOCH BbB Bpb3Ka C
M3JI0)KEHOTO M0-rope, nonurante Bauus ekap WK 3/IpaBeH CINELIHATHUCT.

PHCKBT OT CEPHO3HH KOKHH PEAKLIMHU MPHU NMALMEHTH C KHTaHCKH H TaHIaH/ICKH MPOU3XO0J1, CBbP3aH C
kapOGaMa3enuH WM XHMHYECKH NMOJJOOHH CTPYKTYPH, MOXKe J1a Objie Npe/icKa3aH upe3 TECTBAHE Ha
KpbBHH NMPOOH OT Te3u nauueHTH. Bawuat nekap tpsadsa n1a By nocheeTsa, ako € HeO0OX0/IMM KpbBEH
TeCT Npe/y MpHeM Ha OKCKapOa3ernuH.

é

AKO cJie] 3ano4YBaHe HA jJedyenHero ¢ TprienTan pasBHeTe HAKOH OT H30pOeHHTe snumumn, ‘

uadopmupaiite He3abaBHO Bamus jiekap HJIH OTH/ETE B CHEIIHOTO OT/1€/IEHHE uaﬁ- A1y,
0.1m3kaTa 10 Bac 0o.1HHIA: / & :
@ aKO MMATe AJIEPrHYHA peaKkmHs CJIe/] 3a1I04YBaHe Ha JIECYEHHETO C Tpnnemaﬁ Cnmmom:u"tc

BKJIIOYBAT M10/lyBaHe HA YCTHUTE, KJIENA4yUTE, JIMLETO, I'bPJIOTO, yCTaTa HIH Bnﬂ?.anﬂu



npobJeMH NpH JIMllIaHe, BUCOKA TeMIepaTypa H NoJyBaHe Ha nuMdHHTE BB3IH, OOPUB HIIH
MEXYPH M0 KOXKaTa (BHAKTe TOYKA 4 ,,Bb3MOKHH HeKe/IAHH PeaKknHu‘’),

® aKO pa3BHETE TEKKH KOKHH PeaKIHH KaTo 0OpHB, 3a4epBeHa KOXKa, MEXYpPH I10 YCTHHTE,
OUMTE WJIH YCTATa, JIOLIEHE HAa KOXKATa, ChIIPOBOJIEHO C TpeCKa (BHXKTe To4Ka 4 ,,Bb3MOKHH
HexeNaHH peakuuu®). Te3n peakuuu Morat aa ObAaT no-4€CTH MNpH NaLMEHTH B HAKOH
azpaTcku ctpanu (Hanp. TaiiBan, Manaii3us 1 OWIHNHHKTE) K NPH NALIMEHTH C KHTAHCKH

MPOU3XO/;
® aKO 4ecTOoTaTa HA npHcThiHTe B ce noBumH. ToBa € 0c00€HO BakHO 32 /1ena, HO MOXe J1a
Ce CJIy4H M NMPH Bb3PaCTHH,
® aKo 3abesie)KUTe CHMNTOMHM Ha XeMATHT KAaTO X bJITEHULA (MMOXKBJITABAHE HA KOXATa HJIH
O4JI0OTO HA OYMTE);
e aKo 3a0esie)KUTe CUMIITOMH MPH HAPYIIEHHsl HA KPBLBTA KaTO YMOpa, HEIOCTHUT HAa Bb3yX

npy pu3MYecKo HaToBapBaHe, 6,1€10CT, I11aB000/INE, BTPHCAHE, 3aMasHOCT, YECTH HH(DEKLHH,
BOJIELIM 10 BUCOKA TEMIIEPATYPA, 3a4€PBEHO I'bPJIO, pa3s3BABAHUA M0 YCTaTa, M0-J1€CHO
KbpBEHE HJIM HACHHSABAHE OT HOPMAIHOTO, KbPBEHE OT HOCA, YePBEHHKABH HJIH MOPABH IE€THA,
WJIK NOSIBA Ha METHa Mo Koxara 0e3 sCHa NpHYHHa,

& MaJIKa 4acT OT XOpaTa, JIEKYBaHH C aHTHENMWJIENTHLIM KaTO OKCKapOa3enuH, ca MMali MHCJIH 32
caMoHapaHsiBaHe HJIH caMOYGHICTBO. AKO Ce NOSABAT TAKKBA, HE3a0aBHO ce 00ObpHETE KbM
Bawuus nekap,

@ AKO UMATE YCKOpEHA HIH HeoOH4aiHo 3a0aBeHa Cbp/Ae1HA 1eHHOCT.

He cninpaiite neuenueto ¢ Tpuientan npeax mMbpBo Ja ce KOHCy THpare ¢ Baius nexap. 3a na
ce MpeI0TBPATH BHE3AMHO BJIOIIABAHE HA NPUCTHITMTE, HE NPEYCTAaHOBABAHTE NPHEMA Ha
JIEKapCTBOTO PA3KO.

Jlena H IOHOIIH
JlexapsaT MOXe 1a npenopbya MOHMTOpPUpaHe (PyHKUMATA HAa LIMTOBM/HATA JK/€3a Ha Bamero nere
Mpe/d U Mo BPEME Ha TeparMsiTa.

Jdpyru aekapcersa H Tpuiaenrtain

Tpsa6Ba na Kaxxere Ha Baluus nekap win papmalieBT, ako NpHemMarte, HaCKOPO CTE MPHEMAH WK €
Bb3MOXKHO J1a IpHemare JIpyry JeKapcTaa.

ToBa ce oTHacs cneLHaIHoO 3a:

& XOPMOHAJIHH KOHTpALIENTHBH (Hamp. Xanye NpoTHB 3a0peMeHsBaHe) (BHKTE
JIIpeaynpexaeHus 1 npena3sHi MEpKU™);

o JAPYrd aHTHENWIENTHYHH JIEKapCTBaA H JIEKApCTBA, HHY LIMPALLKH €H3UMHTE KaTo kapOamasenuH,
penobapbouTan, GeHUTOMH H PUPAMITHLIHH,

@ dbenoaunuH (1eKapcTBO, M3MOJ3BaHO 32 JICYUEHHE HA BUCOKO KPBBHO HAJIAraHe);

® JIeKapCcTBa, KOMTO NMOHWKABAT HUBATA HA HATPUs B KpbBTa BH, Hanp. 11ypeTHiM (J1eKapeTsa,

W3I10J13BaHH 3a noArnoMarade Ha ObOpenuTe 1a OTAENAT COJIM U BOJIa Ype3 MOBULLECHO
obOpa3yBaHe Ha ypHHa);

& leKapcTBa, KOUTO KOHTPOJIMPAT UMYHHATa CMcTeMa Ha Baluus opraHn3bM KaTo Hanp.
LIMKJIOCTIOPHH.

TpuaenTan ¢ XpaHa H HANIHTKH

TpunenTan Moxe Ja ce NpUeMa CbC WK 0e3 XpaHa.

AJIKOXOJTBT MOJKE J1a MOBULIM ceaaTuBHuTe edpekTu Ha Tpunenrtan. U30arsanTe KOJIKOTO € Bb3MOKHO
noseye ynorpedara Ha aJIkOX0J1 M ce 00bpHeTe KbM Baluus jiekap 3a ChBET.

Xopa B cTap4yecka Bb3pacT T ——
TpuaenTtan Moxe /1a 6b/1€ H3MOJI3BaH MPH XOpa HAa Bb3PacT HA U Ha/l 65 roauHH, npnnbpxﬁgugeﬁmy,fx
MHCTPYKLIMMTE Ha JIeKaps. 72 e N Dk N
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BpemMeHHOCT, KbpMeHe H pepTHIHTET

bpeMeHHOCT

AKko cTe GpeMeHHa MW KbPMHTE, CMATATE, Y€ MOXKE Aa cTe OpeMEeHHa WIIK NilaHupaTe OpeMEHHOCT,
nochBeTBaiiTe ce ¢ Baluuns 1ekap npeau ynorpedara Ha TOBa JIEKapCTBO.

BaxkHO € 1o BpeMe Ha GPeMEHHOCTTA J1a KOHTPOJIMpaTe eNWIENTHYHUTE NPUCTBIH. Bee nak, ako
pHeMaTe aHTHENWIENTHYHH JIEKapCTBa Mo BpeMe Ha OpeMEHHOCTTa, MOXKeE /1a HMa PHCK 32 Bawero
nere.

Bponenu nedexru

[TpoyuBaHMATA He MOKA3BAT YBEJIHHYEH PHCK OT BPOJIEHH 1edeKTH, CBbP3aH ¢ ynorpedara Ha
okckap6asenuH no BpemMe Ha GPEMEHHOCT, BLIIPEKH TOBA, PUCKBT OT BPOACHH AE(EKTH NPH JIETETO, C
KOeTO cTe OpeMeHHa, HE MOXKE HAIBJIHO J1a C€ H3KJIIOYH.

HapyiueHus Ha HEBPOJIOTHYHOTO pPa3BUTHE

HskoM Mpoy4yBaHHUs MOKA3BaT, Y€ U3JlaraHe Ha OKckapba3enuH B yTpodara BlHse HEraTHBHO BbPXY
pa3BMTHETO HA MO3bYHATA (YHKLMA (HEBPOJOTHYHOTO Pa3BHTHE) NPH J€La, 10KATO B IPYTH
NpOy4YBaHUs TaKbB e(EKT He € YCTaHOBEH. Bb3MOXKHOCTTA 3a MOBJIMABAHE HA HEBPOJIOTHUHOTO
pa3BUTHE HE MOXKE J1a C€ H3KITKOUH.

Terno npu paxjaaHe

Axo n3non3eate Tpunentan no Bpeme Ha OpeMeHHOCT, Bawero nete Moxe 1a Ob/ie no-Majko U 1a
TEKH MO-MAJIKO OT OYAKBAHOTO MPH PakJaHETO [pOJIEHO MAJIKO 3a reCTallHOHHATA CH Bb3pacT
(MI'B)]. Cpen *eHHTe ¢ enuierncHs B eHO npoyusaHe okono 15 or Bceku 100 neua, poaeHu ot
MaiKH, KOUTO ca NpHEMaTH OKCKapOa3enuH no BpemMe Ha OpeMEHHOCTTA, Ca M0-MaJIKH U TEXKaT M0-
MAJIKO OT OYAKBAHOTO MPH Pa’kJaHeTo B cpaBHeHHe ¢ okono 11 ot Beeku 100 aeua, poaeHH OT HKEHH,
KOMTO HE Ca MPHEMaIH NPOTHBOIbPYOBO JIEKAPCTBO M0 BpeMe Ha OPEMEHHOCTTA.

BawusT nekap e Bu uHdopMupa 3a NoJ31Te U Bb3MOXKHHMTE PUCKOBE, H Liie B1 noMorHe aa pelure
nanu tpadsa ga npuemare Tpunenral.

He cnupaiite neuenuero cu ¢ Tpuienran no Bpeme Ha GpeMeHHOCTTa Oe3 npe/in ToBa J1a ce
KoHCynTHpaTe ¢ Bawus nekap.

[TochBeTBaiiTe ce ¢ Bamms nexap win ¢apmaueBT npead ynorpedara Ha KOETO M /1a € JIEKapCTBO M0
BpeMe Ha OpeMEHHOCTTA.

KbpmeHe
AKO npHemare TOBa JIEKapcTBO, NOChBETBaHTe ce ¢ Baluus iekap npeu /a 3ano4Here 1a KbpMHTE.

AKTMBHOTO BelllecTBO Ha TpuiienTai npeMHHaBa B KbpMara. Bbrnpeku ye HalMYHUTE 1aHHH Covar,
ye KoaMuecTBOTO TpHienTa, KOeTo NMpeMHHABa B KbpPMaveTo, € MaIKO, PHCKBT OT HEXKE/IaHH
peakiMu npu 6e6eTo He MOXe 1a ce H3KMouH. Bawmsr snekap we 00¢bvau ¢ Bac nonsute u
NOTEHLIHAIHUTE PUCKOBE OT KbPMEHETO, 10KaTo npuemare TpuienTan. AKO KbPMHTE, 10KaTo
npuemare Tpunenrai, u Mucaure, ye Bawero 6ebe nMa HexKelaHH peaklnK KaTo NpeKoMepHa
CHHJIMBOCT MM c1ab0 Ha/1aBaHe Ha Terso, Kaxkete Ha Baiuns nexap He3abaBHo.

XKenu B 1eTepo/iHa Bb3pacT

AKO npHeMaTe XOPMOHAJIHH KOHTPALENTHBH (Harp. NpOTHBO3a4aThb4HH Tabnetku), | punenrtan Moxe
/la HampaBy TO3M BHJ KOHTpauenuus HeepekTHBHa. [lopaau ToBa 1o BpeMe Ha NpHEM Ha Tpunenran
Tpsa6Ba /1a U3M0J13BaTe Pa3jiMuy€H WM JOMbIHUTEIEH HEXOPMOHAJIEH METO/L HAa KOHTPALICTILIHA (Hamnp.
BBTPEMATOYHH CPEJICTBA 3a Mpe/na3BaHe OT 3a0peMeHsBaHe).

[llopupane n padora ¢ MAIIHHH

BaykHo e na obchauTe ¢ Bauius nekap aanu Moxere ja wodupare Wik paboTUTe ¢ MalLWHH, ThH
kaTo TpuienTal MOXe Ja NpeAH3BUKa ChHIMBOCT WIH 3aMasHOCT, WIH MOXKE Jla NPHUYHEH 33M'h£‘ﬂﬁ:ﬂ0f \
BHXK/IaHE, ABOMHO BHXK/aHE, JIMIICA HA MYCKYJ/IHa KOOPIMHALMSA WJIH NMOHWKEHO HUBO HanBBHaHHe :
0coOEHO MpH 3aroyBaHe Ha JICYEHHETO WM NPH NOBHUILIABAHE Ha 103aTa. i LA W



Tpuaentan cbabpxa copouroa (E 420), nponnaenrankon (E 1520), napaxnapokcnden3oars,
HATPHH H €TAHO.I
TpunenTan nepopajiHa CyCrieH3us CbAbpiKa:

D

Cop6uron (E 420): Tosa nekapcTo chabpxa 175 mg cop6uton BB Bceku | ml nepopanta
cycnensus. CopOMTONBT € M3TOUHHMK Ha (pykTo3a. Ako Bawmsr nekap Bu e kasan, ye Bue nim
Baiero aere umaTe HEMOHOCUMOCT KbM HAKOM 3aXapH WK BH € nocraBeHa qHarHo3a
HaCJ1e/ICTBEHA HEMOHOCUMOCT KbM (PYKTO3a, PSAKO reHETUYHO 3a00/1BaHe, NpU KOETO XopaTa
He MOorar Ja pasrpakjaaT ¢ppykros3ara, ropopete ¢ Bawus nexap npeau Bue win Bawero nere
na npuemeTe Wi a1a Bu Gbe npuinoxkeHo Toa jiekapcTBo. COpOMTONIBT MOKE 112 IPHUHHH
CTOMAILIHO-YPEBHO HEPA3IOI0KEHHE U ¢/1ab0 W3pa3eHOo CIa0MTETHO JIEHCTBHE.
[Mponunenraukon (E 1520): Toa ekapcTBO ChAbpxKa 25 mg MPONHIEHITIUKON BbB BCekH | ml
repopasiHa CyCreH3H4.

[Tapaxuapokcuben3oaTu: nponuanapaxuapokcudensoar (E 216) u
meTunapaxuapokcubensoar (E 218), kouto Morat 1a NpUYHHAT aJI€prUuHH peaKkiuH
(BepOATHO OT 3a0aBeH TH).

Hatpuii: ToBa 1€KapcTBO ChAbPIKA MO-MAIKO OT | mmol HaTpuii (23 mg) Ha 1 ml, T.e. MOke n1a
ce Kaxke, 4e NMPaKTHYECKH HE Ch/IbpXKa HaATPHH.

Eranon: Toea nekapcTBo chabpska 0,8 mg ankoxon (eraHosn) BbB BecekH | ml nepopanta
cycnensus. KonuuectBoto B 1 ml oT TOBa JIeKapcTBO € EKBUBAJIEHTHO Ha no-mMaiko ot 0,02 ml
6upa wiu 0,01 ml BHHO. ManKOTO KOJIHYECTBO AJIKOXOJ1 B TOBA JIEKAPCTBO HAMA Jla MMa
HSAKaKBH 3a0es1eXkuMH ePeKTH.

Kak n1a npuemare Tpuienral

BuHaru npuemaiite ToBa JIEKapcTBO TOMHO KakTo Bu e ka3an BawmsT nekap uiu hapmanesT, 10pH
aKO TOBa c€ pa3jiHyaBa OT HHpOpMaLMATa, ChAbPIKALIA CE B Ta3H JIMCTOBKA. AKO HE CT€ CHIYPHH B
Hello, nonuTaiTe Baluus nekap Wi gapmauesrT.

He npeBuinaBaiite npenopbYHTeIHATA 103HPOBKA, NpeAnucaHa ot Bawus nekap.

He npexkparsBaiite BHe3anHo npuema Ha Tpurientan, 6e3 1a cre ro o0cwanau ¢ Bauus
nekap. Bawusr nekap ue By kaxe a4 M Kora MOXKeTe /1a CripeTe npHema Ha ToBa JIEKapCcTBO
(Brxre ,Jlpexynpexaenuss H npeanas’Hd MepKH®).

Jlo3aTta, kosTo Bu npeanucsa Bawusar nekap, TpsaGsa na 6bz1e JajaeHa B MHJIHJAHTPH (ml), a He B
muaurpamu (mg). ToBa e BaxkHO, ThH KaTO J03MpalllaTa CpUHLIOBKA 3a NEPOPAJIHO MPHIIOKEHHE,
KOSTO Ce W3MO0JI3Ba, 3a Ja Ce W3TEer/IM TOYHAaTa /103a OT OyTH/IKaTa, € rpajyvpaHa B ml. Ako Bamara
1032 e mpeNHCcaHa B Mg, He NPHeMaiiTe JIeKAPCTBOTO H ce CBbpikKeTe KOJIKOTO € Bb3MOKHO MO-
ckopo ¢ Bamus ¢gapManeBT HJIH JieKap 3a CbhBeT.

Koako Tpuaenran aa npHemMare
JI03HpOBKA NPH Bb3PaCTHH

O6nualinaTa HavaHa 032 Ha TpuienTtan 3a Bb3pacTHH (BKIKOYHUTEIHO MALIMEHTH B
crapuecka Bb3pact) € 10 ml nepopanna cycnensus (600 mg) Ha ne.

[Tpuemaiite no eaxa go3a ot 5 ml nepopanna cycnensus (300 mg) 1Ba MbTH Ha JIEH.
BalwumsT Jiekap MOKe J1a NOBHILK J103aTa BH nocreneHHo, ako ce Hajlara, 10 NOCTHraHe Ha HaH-
no6pute pesyatarti. ToBa 0GHMKHOBEHO cTaBa npu 1034 Mexkay 10 ml nepopaiHa cycrneHsus
(600 mg) 1 40 ml nepopanna cycnensus (2 400 mg) Ha aeH.

Jlo3ara e cbluara, ako Tpuienrai ce npHema 3aeJHO € ApYro aHTHEMKWJIENTHYHO JIEKApCTBO..
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Jlo3HpoOBKA NPH Jena

TpunenTan MOXe a ce npueMa oT Jiela Haj 6 rojinilHa Bb3pacT.

J103MpOBKATa NpH JIeLia 3aBUCH OT TEIJIOTO UM, KaTO HeoOX0uMaTa J103a e Ob/1e H34HCIeHa OT
JIeKyBalllUA JIeKap.

e Hayannara n03a e 8 10 10 mg/kg TenecHo Terso Ha JieH, pasjeneHa B ase 1034. Hanpumep
e/1HO 30-KWI0rpaMoBoO JeTe 6M 3ano4Haso JieyeHHe ¢ eAMH1YHa 103a o1 150 mg (2,5 ml
repopasiHa CyCreH3Hs) /1Ba bTH Ha JICH.

e AKO e HeoOXxoauMo, BammsT tekap Moxe Ja NOBULLIABA Ta3H 71032 MOCTENEeHHO /10 NOCTUraHe
Ha Haii-106puTe pe3ynratu. ToBa OGMKHOBEHO ce nocTura npu ao3a ot 30 mg/kg TenecHo
TerJ10 Ha JieH. MakcuMasiHara 103a 3a jieua e 46 mg/kg TesecHo Terjio Ha JAeH.

Kak na npuemare Tpuienran

Pasknarere OyTuikara g00pe npeau ynorpeda. BenHara cieji ToBa NpUroTBeTe 103aTa OT
nepopajiHara cycnensus. JlozaTa Moxe J1a ce npuema JMPEeKTHO OT CMIPHHLIOBKATA HIIH
HEMOCPEeICTBEHO Npe/Iu ynoTpeda /1a ce CMECH B Yallia ¢ MaJko Boja. Pa30bpkaiTe v Be/iHara
W3MUitTe Ls1aTa cMec (BHOKTE TovKa ,,YKaszaHus 3a yrnorpeba™ B Kpas Ha JINCTOBKaTa).
TpunenTan Moxe J1a ce npHema cbhe uiH 0e3 XpaHa.

Kora u KoJIKO ABbJro Aa npuemare Tpunienra

TpunenTan TpsOBa aa ce npHeMa /iBa IMbTH AHEBHO, BCEKH JICH, 110 €/IHO U ChLLO BPEME Ha JICH4,
ocBeH ako Baumsar nekap He Bu kaxe npyro. [Ipuemanero Ha TpunenTa no €1HO U ChLIO BpeMe
BCEKH JIEH L1ie JIONPHHECE 3a Haii-100bp KOHTPOJI Ha enuiencusTa. Taka cbiio e By nomorte na
3alIOMHMTE Kora Ja npyeMare | puienral.

BawusT Jiekap e By kaxe KoKo Abro uie npoabbku Bawero neyenue/nedennero Ha Baero
nere ¢ Tpunentan. [poab/KMTENHOCTTA Ha JICYEHHETO 3aBHCH OT BHJa Ha Bawure
NPUCTHNH/NPUCTBINTE Ha Bawero aeTe. Bh3MOKHO € 1a e HAJIOKH JIEYEHHE, MPOAb/IKaBallo C
FOJIMHM, 3a J1a Ce MOCTHIHE KOHTPOJ Ha npucTbnuTe. He npoMensiite n03aTa v He CriMpanTe
neueHueTo 6e3 MbpPBO J1a ropopuTe ¢ Baiuuns nekap.

AKO cTe MpHEJIH noBevye oT HeoOxoaumara a03a Tpuiaenrai

AKO CTe MpHeH MoBeye NepopaiHa CycrneHsus, 0TkoikoTo Bu e npeanucan Bamusar nexap,
CBbpIKETE Ce He3a0aBHO ¢ Hero Wi Hai-61mu3kara OosiHHIa. CHMNTOMHTE Ha MPEea03HpaHe ¢
Tpunenrtan MoKe 1a BKJIKOYBAT:

e CBHH/JMBOCT, 3aMasHOCT, MPOOJIEMH C KOOPAHHALIUATA U/ MM HEBOJIHHM JIBHKEHHS HA OYMTE,
MYCKYJIHO MOTpPEnBaHe WM 3HAYMTEITHO BJIOLLABaHE HA NPUCTBITUTE, I1aBodosIMe, 3aryba Ha
Cb3HaAHHE, KOMA,

rajeHe, MOBpbllaHe, MOBULIEHA YECTOTa HA HEKOHTPOIUPYEMH JIBHKCHHA,

leTaprus, 1BOMHO BHXK/aHe, CTECHSIBAHE HA 3€HHLIMTE, 3aMbIJIEHO 3pEHHE,

yMoOpa,

[o-ps/IKO M MOBbPXHOCTHO JMIlIaHe (HamalisiBaHe Ha AMXaTe/IHaTa 4yecToTa),

HApYILEHHS Ha CbpJeYHHUs PUTHM (yabkaBaHe Ha QTc uHTepBana),

Tpenepene, riaBodosive, KoMa, HaMaJleHO HHBO Ha Chb3HAHWE, HEKOHTPOJIMPYEMH IBUXKCHHA
Ha ycTaTa, €3UKa U KpanHHLIMTE,

arpecus, TPEBOXKHOCT, OOBPKAHOCT,

® HHUCKO KPbBHO HajisiraHe,

®  3aTPY/JAHEHO JHIlaHe.

AKO cTe nponmycHa/u Aa npuemere Tprienran
AKO cTe 3a0paBHIIM 1a IpHEMETe CaMO €/1Ha /103a, MPHEMETE i KOJIKOTO €€ MOXE M0-CKOpO, CJIE/L KaTo
cu cnoMHHUTE. AKO 0Daue e Bpeme 3a ciieaBallaTa 103a, He IpHeManTe MpoIryCHaTara 103a. Hp;}cm
ce BbpHETE KbM peloBHHs rpaduk Ha no3uTe. He B3emaiiTe 1BOHHA 11034, 32 /1 Komngjcﬁpam M
npomycHarara /103a. ,,

Cebpkerte ce ¢ Bawuus nexap, ako He CTe CUI'YPHH HJIH CTE 3a0paBHIIM J1a npueme’quHIOﬁ'lm _anm_..\
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AKo cTe cipesin npuema Ha TpuaenTad

He cniupaiite npueMa Ha Baweto nekapcTBo, ocBeH ako Bawuar jiekap He By kaxe.

3a 1a ce Npe0TBPATH BHE3AIMHO BiIOLIaBaHe HAa BauinTe npucTbnM, HUKOra HE NPEKPaTABaHTE
BHE3aINnHoO npyeMa Ha BaueTo nekapcTBo.

AKko neuenneTo Bu ce cnmpa, ToBa TpsaGBa j1a CTaHe MOCTENEHHO CNOpe/l HHCTPYKUMHTE Ha Baluus
nekap.

AKO UMaTe HSKAKBH JOMbJIHUTEIHA BBIIPOCH, CBbP3aHH ¢ ynorpedara Ha TOBA JIEKapCTRBO,
nonuraiTe Balus nekap Wi ¢apmauenT.

4. Bb3MOKHH HeXKeJIAHH PpeaKlHH

KakTo BCHYKH JIeKapCTBa, TOBa JICKApPCTBO MO2Ke Ja MpeJH3BHKa HEXKEJIAHH PECAKILIHH, BBIIPCKH HC HE
BCECKH I' MNMOJIy4aBa.

Huopmupaiime nezabasno Bawiua nexkap uru omudeme ¢ cneuwHomo omoejenue Ha Hau-
Gauzkama 00 Bac 601nuua, ako noaydume HAKOA Om C1eOHUme HeXNce1anu peaKkyuu:
U36poeHnTe HexKeNaHH PeakLMH ca NPH3HALIK Ha MOTEHLHATHO CEPHO3HH HEXKENAHH PEaKLIMH, KOMTO
MOJKe J1a M3UCKBAT He3a0aBHA MeIHLIMHCKA noMolll. JIekapAr wie peld CblUlo Taka Jajii MPUEMBT Ha
Tpunentan Tps6sa na 6bjie cnpsaH He3a0aBHO W KaK LIE NMPOAb/IKH NO-HATATBIIHOTO JIEYCHHE.
HeuecTn (Morar ja 3acerHat a0 | Ha 100 qywn):

e HaJUIaBaHe Ha Terjo, yMopa, Kocomnaj, MyCKyJHa ciabocT, 4yBCTBO Ha CTyA (MPU3HALM Ha
NMOHWXeHa (PyHKLMS Ha LIIMTOBH/IHATA XKJ1€3a),

® [aJlaHe.

Peaku (Morar aa 3acersar qo |1 Ha 1 000 qywn):

® MOJYBaHE Ha YCTHHUTE, KJIEMNavuTe, JIMLETO, bPJOTO WIH yCTaTa, ChIIPOBOACHO OT 3aTPY/IHCHHA B
JMLIAHETO, FOBOPA WM MPErIbLIaHeTo (CHMNTOMH Ha aHa()MIAKTHYHH PEAKLIMK U AHTHOC/IEM ),

e KOXeH OOPHB W/HW/IM BUCOKA TEMIEpaTypa, KOHTO Moxke /1a ca nposisu Ha DRESS (nekapcTeen
o6puB ¢ eo3uHodUIMs 1 cucTeMHH cumnToMu), AGEP (ocTpa reHepaln3HpaHa €K3aHTEMHa
MycTyJ103a);

e  yMOpa, HEJOCTHT Ha Bb31yX NpH PHU3UUYECKO YCHITHE, O6neqHOCT, rnaBo0OJIME, BTPUCAHE,
3aMaAHOCT, YECTH MH(EKIIMM BOJELIH 10 BUCOKA TEMIIEpaTypa, 3a4e€pBEHO I'bpJ/10, pa3a3BABaAHHS
B yCTaTa, Mo-JeCHO OT HOPMAJTHOTO KbPBEHE WIIH HaCHHABaHE, KbPBEHE OT HOCA, YEPBEHHKABH
WIM BHOJIETOBH METHA WM HEOOSCHUMH METHA 10 KOoXKaTa (MpU3HaLM Ha NOHWKeH Opoi Ha
TPOMGOLIMTHTE B KPbBTa HJIM Ha NOHWKEeH Opoi Ha OenTe KPbBHHU KIIETKH);

e jeraprus, 0ObPKAHOCT, MOTPENBAHE HA MYCKYJIMTE HJIK 3HAYMTE/THO BJIOLIABAHE HA MPHUCTBITUTE
(Bb3MOXKHH CMMITTOMHM Ha HMCKM HMBA Ha HAaTpUs B KpbBTa) (BIxkTe , IIpeaynpexaenus u
Mpeana3sHi MEPKHU™).

Muoro peakn (Morar ja 3acerHar 10 1 va 10 000 ayuun):

e CHMITOMH Ha PEaKLMH Ha CBPbXYYBCTBUTEIHOCT KaTO KOJKEH OOpHB, BUCOKA TeMIMepaTypa H
00J1Ka B MYCKYJIMTE H CTaBHUTE,;

®  TEXKO M3NPHLIBAHE HA KOXKATa W/MJIH JIMFaBULIMTE HA YCTHHUTE, OYHTE, YyCTaTa, HOCHHTE NPOXOAH
WM FEHHUTAIMUTE (CUMIITOMHM Ha CEPHO3HA aJlepruyHa peakuus, BKIIOYUTETHO CHHIPOM Ha
Lyell, cunapom Ha Stevens-Johnson u erythema multiforme);

e 006puB noja popmaTa Ha YEPBEHH METHA MO JIMLIETO, KOHTO MOXKE /1a € CHIIPOBO/IEH OT yMOpa,
[MOBHLLEHA TEMIEpaTypa, raJieHe WiH 3aryda Ha aneTuT (MpU3HaLK Ha CUCTEMEH JIyIyC
€pPUTEMATO/IEC);

e rpunonoA0OHH CHMIITOMH C JKbJITEHHLA (MOXKBJITABAHE HA KOXKATa HJIK Ha OSJ10TO HA OUMTE)
(MpU3HALIM HA XENaTHuT); i

e  TEXKKH CTOMALIHH (KOpeMHH) 6ONIKH, NOBpbLUaHe, 3aryda Ha aneTHT (NMpU3Hauu Ha 2~ plth
Bb3MaJieHHe Ha NaHKpeaca). ///‘,
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Tpab6Ba 1a kaxkere HAa Bamus j1ekap Bb3MOXKHO HAH-CKOPO, KO NMOJYYHTEe HAKOSA OT C/I¢/IHHTE
HEKeJIAHH PeaklHH, ThH KaTo MOXE /1a CE HAJIOXKH MEIMLIMHCKA MOMOLIL.
Yectn (Morar ja 3acerHar a0 | Ha 10 aywm):
e Tpenepene, NpobIeMH C KOOPAMHALIMATA, HEBOJIEBH JIBWKEHHUS HA OUHMTE, TPEBOKHOCT H
HEPBHOCT, JEMPeCHs, MPOMEHH B HACTPOEHHETO, OOPHB.
Muoro peaksn (Morat aa 3acersar 10 1 Ha 10 000 gyuin):

® HenpaBWJIHA Chp/ECYHA AEHHOCT MWJIH MHOIO YCKOPEHA HJIH MHOI'O 3a0aBeHa Cbp/e4Ha
NEHHOCT.

JIpyru HexkeJIaHH PeaKIHH, KOHTO MO’Ke 1a Bb3HHKHAT:
Te ca OOMKHOBEHO JIEKH /10 YMEPEHH HexenaHu peakuuH. [loBeyeTo oT TAX ca NpexoaHH
OTLIYMSIBAT C BPEMETO.
Muoro yecTn (Morar aa 3acerHar noseue ot | Ha 10 qywm):

e  yMopa, raBobosIHe, 3aMasiHOCT, CbHJIMBOCT, I'a/IEHe, MOBpPbILlAaHE, IBOHHO BUXK/AHE.
Yecru (Morar ja 3acerdar 10 1 Ha 10 qyum):

e cnaboCT, HApYlIEHHs Ha NAaMeTTa, HaMaJleHa KOHLIEHTpaLMs, anaTus, npesb30ya,
0ObpKBaHE, 3aMbIJIEHO BWK/1aHE, HAPYILEHHUS Ha 3pEHHETO, 3arleK, AHApUs, CTOMALIHH
(kopeMHH) OONKH, aKHe, Koconajl, npo0JeMH ¢ paBHOBECHETO, Ha/UlaBaHe Ha Tero,
HapyllI€HHs Ha roBOpa.

Heuecrn (Morar aa 3acerHar a0 |1 Ha 100 gyum):

¢ BHCOKO KPbBHO HaJIsraHe, ypTUKapus,

e jokaTo npuemare TpwuienTa, MOXKE CbILO TaKa /1a KMaTe NOBUILIEHH HUBA Ha
YEPHOAPOOHHUTE EH3HMH.

Peaxn (Morat na 3acersat a0 1 Ha 1 000 gywn):

e HMa ChOOLIIEHHS 3a NOBIUABAHE HA KOCTHUTE, BKJIIOYHTEIHO OCTEOINEHHS W OCTEONopo3a
(HaMaJleHa MMHEpaJiHa UTbTHOCT Ha KOCTUTE), U ppakTypH. ['oBopere ¢ Bawuus nekap,
aKO CTE€ Ha JBJrOCPOYHA TEPaNnHs C aHTHENMWJIENTHYHH JIEKapcTBa, HMaTe aHaMHe3a 3a
OCTEONOpPO3a WK NpUEeMaTe CTEPOU/IH.

CrolOmaBaHe HA HeXKeJIAHH PeaKIHH

AKO TOJIy4HTE HAKAKBH HEXEJIaHH JIEKapPCTBEHU PeaKlnH, yBeaoMeTe Baiuus nexap win GpapmanesT.
ToBa BKJIIOUBA BCHUKH Bb3MOXXHH HEOINMCAHH B Ta3M JIMCTOBKA HEKeJIaHH peakUuH. MoxkeTe Chlio
1a chOOLIMTE HEXKEeTaHU PeaKLMH JAMPEKTHO Ypes:

M3nbiHUTEIHA areHLHs 110 JieKapCcTBaTa
yi. ,,Jlamsn ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiT: www.bda.bg

KaTo choOluaBaTe HeXelaHH peakiMi, MOJKeTe /1a J1aJieTe CBOA MPHUHOC 3a M0JIy4aBaHe Ha MoBeye
uH(OpMaLMs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na coxpansBare Tpuienrai

Jla ce cbXpaHsiBa Ha MACTO, HEJIOCTBITHO 3a Jiela.

Jla ce cbxpansBa noa 25°C.

He u3non3BaiiTe TOBa JIEKapCTBO CJIEJl CPOKA Ha FOJIHOCT, 0TOENA3aH BbpXy OyTH/IKaTa H
KapTOHeHaTa onakoBka. CpOKbT HAa FOIHOCT OTrOBaps Ha MOC/IEAHHS JIEH OT MOCOYEHHA MECEHL
H3nonzeaite Tpuienrtajl B paMKHTE Ha / CEIMHMLIK CJIe/l MbPBOTO OTBAPSAHE HA OyTHAKARA. , ' i,
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Cnen 7 ceIMULIM BbPHETE aKO € OCTAHAJI0 HEU3M0JI3BaHO KOJIMYECTBO MepopaiHa cyc HOWSL BBB .
Baiuara anteka, 3a 1a 6bJe YHHLIOXKEHO No 6e30MaceH HauuH. /’; R %
He u3non3BaiiTe TOBa J€KapCTBO, aKO 3a0e/exHTe, Ye OMaKOBKaTa € MoBpe/eHa WK hma Genesu
3a MOJANpaBsHe. | 2 |5 s



He u3xBbpasiiTe JekapcTBaTa B KAHAJIM3aLMATA WK B KOHTEHHEpa 3a I0MalIHK OTIalbLH.
[Tonuraiite Baiusg dapMaleBT Kak /1a M3XBbpJIsTE JIEKApCTBaTa, KOUTO Beye He u3noszeare. lesun
MEPKH Liie CIIOMOrHAT 3a OMna3BaHe Ha OKOJIHATa cpea.

6. Cbabp/KaHHE HA ONAKOBKATA H A0NbJIHHTE/IHA HHPOPMALIHHA

KakBo chabpxa Tpuaenran

AKTHBHO BellecTBO: OkckapOaszenuH. Eaun ml nepopanua cycnensus cbabpxa 60 mg
OKCKapOa3ernuH.

JIpyru CbCTaBKH: MPEYUCTeHa BOJA, TeueH copouron (Hekpuctanusupai) (E 420),
nponuienraukon (E 1520), MHKPOKPHCTa/IHA LIeTy/103a H KapMesi03a HaTpHii, acKopOHHOBA
kucenuna (E 300), CIMBOBO-TMMOHOB apoMart (ChAbpaKalll €TaHOI), METHJINapaXuapoKCcHOeH30atT
(E 218), makporosios creapart, copbuHosa kucenuHa (E 200), 3axapuH HaTpHH,
nponuinapaxuapokcubensoar (E 216).

Kak n3riiexaa Tprienrtaa H KakBO CbAbpPKa ONAKOBKATA

TpuJienTaj nepopajiHa CyClieH3Hsl € NouTH Os1a 10 JIEKO KadsiBa WM JIEKO YepBeHa CYCNEH3HS.
[TpomsHaTa B OLBETABAHETO HA NEPOPAIHATA CYCNEH3Us /10 KapsBO-YEPBEH LBAT € HOPMAJIHO H
HE NMPOMEHs KaueCTBOTO Ha MPOJYyKTa.

TpunenTan ce gocrass B GyTHIKa OT KagaBO CTHKIIO, ChAbpakalla 250 ml nepopanHa CycneHsus.
ByTHJIKaTa € ChC 3alMTEHA OT Jiela Karnayvka U € ONnakoBaHa B KapTOHeHa KyTHsl, 3ae/iHo ¢ 10 ml
7103Mpallla CIPUHLIOBKA W azanTtop. Beska onakoBka chbpxka 1 OyTuika.

IpuTexkaTes HA pa3pemeHHETO 32 yNnorpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HUpnanaus

IIpou3BoanTE
Novartis Pharma GmbH

Roonstrasse 25
90429 Nuernberg
['epmanHus

3a NOMbIHUTENIHA HHPOPMALIH OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBbPKETE CE C JIOKAIIHHS
Mpe/CTaBHTE!l Ha MPUTEXKATEs Ha Pa3peLIEHHETO 3a yrnoTpeda:

Novartis Bulgaria EOOD

oya. ,,Hukona Banuapos™ Ne 55

EKCIIO 2000, crpana 4, et. 4

Codus 1407

ten.: 02/489 98 28, ¢akc: 02/489 98 29

JlaTa HA MOCJIEAHO Npepasraexaane Ha aucropkara: 07/2025 / : |



YKA3AHMUS 3A YIIOTPEBA

Mons npoyeTeTe CJIEAHHTEC YKA3aHHA BHUMATEJIHO, 34 Ja 3HAeTE Kak Jia U3MnoJI3BaTeE MNMpaBHJIHO

J1034MpalllaTa CpHHLIOBKA (pa3npeienuTens).

‘ OTHOCHO cCHCTEMATA 34 A03H pPaHe HA JIEKAPCTBOTO

Cucremara 3a JO3HpaHE HMA TPH 4acCTH.

2. byTHjka,
CbAbprKallia
JIEKapCTBOTO, C
npejanasHa Karna4ka
3a neua. BuHaru
MoCTaBsanTe
oOpaTHO Karnaykara
cnen ynorpeoa.

:ﬂ m—

OCTaBSiHE HA NJIACTMACOBHSA 2/1aNTOP B HOBa OYTHJIKA OT JIEKAPCTBOTO

1. [LnacTmMacoB axanTop, KOWTO H30yTBATE B I'bPJIOTO HA
OyTHIKATa, KOrato oTBopuTe OyTH/IKaTa 3a MpbB MbT.
AnanTopbsT TpSOBa BUHAru 1a ocraBa B OyTHJIKaTa.

ot 10 ml, KOSTO CHOTBETCTBA HA

npearnuMcaHara 103a JeKapcTBO OT
OyTuikara.

3. llepopa.ina 103Hpama CNpHHNOBKA

rmjiacrMacoBHi aaarnTop, 3a 1a C€ U3TCIJIN

. Pasknartere OyTHJIKaTa C JIEKapCTBOTO B
npo/ab/hkeHHe Ha noHe 10 ceKyHaH.

9

OrcTpaHere npe/na3HaTa Karnayka 3a Jieua Karo

CHJIHO 1 HATHCHETC HAAO0Y H A 3aBbPTHTC B
NMoCoOKa OﬁpﬂTHD Ha 4aCOBHHUKOBATa CTpPCJIKA

(KaKTO € MoKa3aHO Ha Karna4ikara).

3abesexkKa: 3anasere Kanaykara HeBpeaAUMa, 3a
3aTBapsTe OyTUKaTa ciiell Bcsika ynorpeoa.

Ja



3. 3aapmkTe OTBOpeHaTa OyTH/IKAa U3MPaBeHa BbPXY
maca U u30yTalTe CHJIHO TU1acTMAcoOBHA a1anTop

B I'bPJIOTO HA OyTHUIKATa, JOKBAETO YCIeeTe.

4. [IlocraBeTe OTHOBO Karaykara 3a /1a C€ YBEpHTE,
ye MIaCTMACOBHUAT aJalTOP € HAMBbJIHO BJIA3bJ1 B

rbPJIOTO Ha OyTHIKATA.

3abenexka: Moxe n1a He ycneere a1a u30yrare

a1lanTopa U310 HAJI0Ty, HO TOM 111e Ob/ie H3TIacKaH

B OyTHJIKaTa, KOrato OTHOBO 3aBMETE Karavkara.

5. Cera OyTunkara e rotTosa 3a ynorpeoda c
n034dpaiiara cnpuHuoska. I iacrmacoBusaT

ajianTop TpsOBa BUHArM /1a CTOM B OyTHIIKaTa.

3a J1a NPUroOTBUTE €JIMHUYHA /1034, MOJIS ClIeIBaHTe

yka3zaHusaTa 3a [IpurorssiHe Ha 1032 OT
JIEKApCTBOTO.

[IpurorBsiHe Ha 1032 OT JIEKAPCTBOTO

))

JlekapcTBOTO MOXe J1a Ob/1e MOETO HAnpaBo OT

N103MpallaTa CpUHLOBKA WM Aa Ob/le CMECEHO B

MaJiKa 4daula ¢ BoJa.

1. Pasknarere nobpe Oyrwikara. Beqnara cinen
TOBA MPUIrOTBETE /103aTa.

2. HarucHere u 3apbpTeTe MpeanasHaTa Kanavika

3a Jeua, 3a 1a OTBOpUTE OyTHIIKaTA.
(3abenexka: BuHaru nocrassaire oOpaTHO
Karaukara cnej ynorpeba)

LIMJIHH/IbPa HAa NepopaiHaTa CIpHHLIOBKA.

4. 3anpwxre OyTHIKaTa U3NpaBeHa U NMbXHETE

3|paBo NepopaiHaTa CIpHHLIOBKA B
MJ1aCTMaCOBHS aanTop.

VBepere ce, ye OyTaJloTO € Halb/JIHO U30YTaHO B



Bamara

5. 3aapbxTe nepopasjiHaTa CIpHHIIOBKA Ha MACTO H
BHMUMAaTEJIHO 00BbpHeTe OyTHIIKaTa 0OpaTHO.

6. baBHO u3rernere OyTanoTo Haa0Jy, TaKa ye

CMPHHLIOBKATA J1a C€ U3ITBbJIHM C JIEKAPCTBOTO.
HUstnackaiite 6yranoTo oOpaTHO J0KpaH, 3a 1a
W3rOHMUTE FOJIEMHTE MEXYPH, KOUTO MOXKeE /1a ca
[ornajHajii B NepopajaHaTa ClpHHLIOBKa.

7. W3rernsHe Ha npeanucaHara 103a: 0aBHO
usrerJjere OyTanoTo Haj0Jy, A0KATO FOPHUAT
pb0 Ha NPbCTEHA JOCTUIHE TOYHO A0
MapKHPOBKATa Ha CMIPMHIIOBKATA, KOATO MOKa3Ba
rnpe/nycaHara 103a.

3abesexxka: AKO NpeanucaHara 03a € noeye ot
10 ml, uie TpsaOBa Aa HAMMBJIHUTE CMIPHHLIOBKATA 10
oesiera 3a 10 ml, a cien ToBa 1a HaMbJIHKUTE OTHOBO
nepopaJiHata CpHHLIOBKa /10 HEOOXOAMMOTO HHUBO,
3a /1a HanpaBuTe MbjHa 103a. [lonuraiTe Baiius
¢dapMaLieBT, aKO HE CTE€ CHI'YPHH.

8. BuumarenHo oObpHeTe OyTHIIKATA C
otBopa Harope. OTcTpaHeTe nepopajiHara
CNPHUHLIOBKA OT IJIaCTMACOBHA a/1aNTop
ype3s JIEKH BbPTE/IMBH JIBHKEHHS.

9. Jlo3ara OT JIEKApCTBOTO MOXeE Jla Ob/ie npHeTa
HAIpaBO OT MepopajHaTa CliPpHHLIOBKA
(nauMeHTHT TPAOBA 1a CEM U3NpPaBEH U
6yTanoro TpsOBa aa Obae HATHCKAHO DaBHO, 3a
Aa ce aaje Bb3MOXKHOCT Ha MalyeHTa /Jia
nperyibiia). Bb3aMoXkKHO € 103aTa J1a ce CMECH B
MaJiKa 4aila ¢ BoJa HernocpeACTBEHO Ipe/iu
npujioxeHue. Beanara pasObpkaiTe U U3MHHTE
LAJIOTO KOJIMYECTBO OT CMECTA.

10. INocraBeTe 0OpaTHO Nnpeana3HaTa Karnayka 3a
7€l KaTo OCTaBUTE ajlanropa Ha MACTOTO My.

11. MouncrBane: Caexa ynorpeda U3dbpLIETE
BbHILIHATA TIOBBPXHOCT HA CIIPUHLIOBKAA Cpo! =11, -
CyXa M YMCTa MaTepus. 4y



