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KPATKA XAPAKTEPUCTHKA HA NPOAYKT A+ -

HUME HA JEKAPCTBEHHUA HPOAYKT

Onurpun Hern 500 mg/60 mg TabaeTkw
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Onurpun Hom 500/25 mg dunmupanu TabneTku 080 e Ay y

Olygrip Day 500 mg/60 mg tablets
Olygrip Night 500/25 mg film-coated tablets
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KAYECTBEH U KOTUYECTBEH CbCTAB

Beaka 6ana (nHeBHa) Tabnerxa chabpxa

Beaka cung (Hotna) Tabnetka cbhaspxa

napauetamon (paracetamol) 500 mg
rneesaoedeApHHOB XMAPOoXJIopHa 60 mg
(pseudoephedrine hydrochloride)

napaneramon (paracetamol) 500 mg
AHdeHXMAPAMUHOB XMAPOXIOPH 25 mg
(diphenhydramine hydrochloride)

3a MBJIHHA CAKMCHK HA MOMOLIHHUTE BELISCTBA BHUKTE ToukKa 6.1

JEKAPCTBEHA ®OPMA

JIHeBHa TabneTka

bsna npoliHoM3nbkHana tabnerka ¢ Ipoabarosara gopma ¢ ibkuHa 15,8-16,1 mm,
wupyHa 8,4-8,7 mm u gedenuvua 6,5-6,8 mm ¢ genurenHa YepTa OT €4HaTa CTpaHa U
rpaBHpaH Haanuc .,A7C* oT ABeTe CTPaHKW HA AenuTenHara 4yepra. JlenurenHara yepra ¢
CaMO 3a yJECHABAHE HA CUYTBAHETO € LC/I MO-NECHO I'bJiTaHe, a HE 3a pasjAciaHe

Ha PaBHH J03H.

Hourna Tabnetka
OunmMupana rabnetka (Tabnerka).

CHHH, KPBITH U IBOWHOM3NbKHATH TabneTku 6e3 Mupuc ¢ anaMetsp 12,6-13 mm u

aeoenusa 5,6 mm.
KIJUHHYHHU JAHHHU

4.1 TepaneBTHYHM NOKA3AHHA

Onurpun Hed v Hoill e nokasaH 3a xpaTkoTpaitHO CUMIITOMATUYHO JIEYCHHE HA HA3AITHA U
CHHYCOB2 KOHI'eCTHA, CBbP3aHa ChC CHMITOMM Ha HACTHHKA U FPHI K&TO Hamp. 0oJka,
rnapodonye WUnK NOBHIIEHA TEMIEpaTypa Npe3 AcHs B KOMOMHALUS CbC CUMITTOMM,
MPHYHHABALLN TPYAHO 3aCUBAHE, NPEAK NaraHe.

Onaurpun Jed n Hont e nokasan npu 8b3pacTHH U FOHOLLW HA Bb3pacT OT 15 10

1 7 roauau,.




4.2 HO3HPOBKA H HAYHH HA NPHJIOKEHHE

Bb3pacTHH 1 oHOIKM Ban 15 roauHK:

Tpaodsa fa ce npreMar yerHpy 1abieTkn IHEBHO.

Enna 0sna Tabnerka (napaneramon 1 ncesnoedenprH) Aa ce npueMa npes 4 g0 6 vaca
rnpe3 AcHs (eHa Tadnetka CyTpHH, Ha 00e U ciiesoden). He nmpuemaiite noseue ot

3 Oenn aHeBHHU Tabnerku 3a 24 yaca.

Enna cuns Tabnetka (napaueraMmon v judeHxuapaMui) TpsSOBa A ce npueMa Bedep.

la we ce npuemar Hownure Ta0AeTKH Mpe3 NeHd.

[TanuenTuTe TpADBA Aa Ce KOHCYNTUPAT CbC CBOA JISKap Wiv PapMauesT, ako
CUMIITOMHUTE MPOABKABAT NOBEYE OT 3 AHHU WK C€ BIOIIABAT (BMKTE TOUuka 4.4).

HauuH Ha npuioxeHHe

3a MepopatHO MPUNOMKEHUE.

Heua v woHoKW nNoa 15 roaMHHU

He ce npenopsusa 3a geua 4 wHOWK nog 15 roavHu.

Crapyecka BB3pacT

OnuTBLT NOKA3Ba, Y€ 0OUKHOBEHO € noaxoanwa odryaiiHaTa n03WPOBKA, KAKTO Npu
BB3PACTHH. [IpH H3TONIEHU, 0ODE3ARMKEHH XOpa B CTAPUECKA BH3PACT, WU [IPH NALMCHTH
B CTAPYECKA Bb3PacT ¢ ObOPEUHO MITH YEPHOAPOOHO YBPEWKAAHE MOXKE fa Obae

HOAXO0AAU0 HAMAJIABAHE Ha GPDH HITH 4€CTOTaTa Ha MpHI0KCHHC.

MakcumaniHara AHEBHA 103a He TpsAOBa xa Haaxebpsa 60 mg/kg/nex (10 MakcumaitHo 2 g
flapaleTaMoll Ha IEH) B CIICIHUTE CHTYaU KK, OCBEH aKO HE € MPeAnucana oT neKap:

¢ Ternonox 50 kg

¢ XPOHHYEH ATKOXOIHU3IbM
e Jlexuaparauus

¢ XPOHHYHO HEJOXPAHBAHE

YeproapoOtHo yBpex1ane

[Ipn naumenTy ¢ YepHoapodHO yBpexkaaHe WU ¢k cuHApoM Ha Gilbert nozarta TpabBa 1a
Ce HAMaT¥ WM HHTEPBATBT HA JO3MPAHE Aa CE YABIDKN.

JnesHaTa no3a He TpsOBa Aa HAOXBEPIA 2 g NApaLeTaMolI/ACH, OCBEH aKO He €
NPEANUCAHO OT NeKap.
bnLOpeuno yBpexkaane

Tpsbea na ce BanMana, koraro Onurpun Jled u Howl ¢ npunara npH naudenTH ¢ Jieka a0
¥MEpPeHa CTerneH Ha HbpOpeyHo yBpekaaHe (BUAKTE Touka 4.4).




[IpenopbuBa ce, KOraTo ce [aBa I1apaLleTaMon Ha MALMEHTH ¢ OBOpeuHo yBpeXaaHe, aad
CE HaMasABa A[03aTa M Aa CE€ YBEIM4aBa MUHHUMAMHUAT HHTCPBAN MCKIY BCAKO
NPUIOKEHUE 10 Hai-Manko 6 4aca, OCBEH aKO HE € MPEeAnUCano Apyro oT Jekap. Buxre
TadnuuaTa No-10Yy;

Bbapactuu:

_ Cxopoct wa rnomepysiaa puntpauns | Mosa

' 10-50 ml/min 500 mg npe3 6 4aca
<10 ml/min ' 500 mg npe3 8 vaca
4.3 [Iporusonoxazanns

Onurpun led n How e nporuponokasad npr nalMeHTH C:

®  CBPLXYYBCTBUTENHOCT KbM NapaLeTaMoil, NCEBROEde APUH,
TUPEHXHIPAMUH WK KbM HAKOE OT MMOMOLHATE BELUECTBA, H30POCHU B
TO4Ka 6.1.EnHoBpeMenHa ynotpeda ¢ Apyrd CUMITaTHKOMHMETHYHH
ACKOHrecTaHTH, DeTa OJ0KepH WY HHXUOUTOPH HA MOHOAMHHO
okcuaazata (MMAQ) unu B paMkUTe Ha 14 AHH OT CIIMPAHE HA JIEUCHUE C
HUMAO {Bmxrte Touxa 4.5). EnnospeMenHara ynotpeta Ha HMAQ moxke
[a Npe/IM3BUKA MOBUHICHUE HA KPBBHOTO HANATAHE MITH XMIICPTOHHYHA
Kph3aa.
ChpIEeYHOCHA0BO 3a00ns9BaHe, BKIIIOUHUTETHO XHCPTOHHA
3aXapen AHadeT
PEOXPOMOLKTOM
XUIIEPTUPESOUNNI LM
3AKPUTOBIBAHA T1ayKoMa
TEXKa CTeNeH Ha ObONEUHO yBpexKaaHe
331pBKKA HA YPHHATA MPU MAUWEHTH ¢ PUCK OT pa3BUTHE Ha AMXATEHA
HEQ0CTATbYHOCT,

4.4 Cneunnainu npeaynpexJaeHns H NpednasHi MEPKH NpH ynoTpeda

[Napaueramos Tpabsa na ce Npunara BHUMATEHO OpY CNEIHHTE 00CTOATENCTBA (BUKTE
TOouKa 4.2)

HepHoapoOHo yBpeKAaHE

XPOHUYEH ANIKOXO0AU3IDBM

beOpeuno yepexnane (GFR < 50 ml/min)

Cunapom Ha Gilbert (paMHNIHa HEXEMOIIMTHYHA KBITEHHULIA)
ENHOBpEMEHHO NeueHUe C TeKapCTBEHHN NPOIAYKTH, 3aCArallu
qyepHoapobHaTa GpyHKLHA

['nroxoz0-6-docdar nexuaporcHassa HEAOCTATBYHOCT
XEMOJIUTUYHA aHEMUSE

| TyTaTUOHOBA HEAOCTATHYHOCT

Hexuapataums

XPOHUYHO HEOXPAHBAHE

Terno noa 50 kg

[TaunenTH B cTapyecka Bb3pacT
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XEenaTOTOKCHUHOCT MPU TepareBTUYHA 4034 NapaleTaMor

C1o01EeHH ca cnyyad Ha HHAYLMPaHa OT NapaleTaMoll XENaTOTOKCHYHOCT,
BKJIIOYUTENHO (AaTaNHU CRyYau, TPy MALHUEHTH, MPUeMally napaueTaMon B 4034 B
PAMKMTE HA TEPaneBTHUUHUA Ruana3oH. Te3H ciyyau ca A0KIAABaHH NTPU NALHEHTH C
eNUH UK TIOBEYE PHCKOBH haKTOPH 33 XeNaroTOKCHYHOCT, BIIHOYHTENHO HUCKO TEIECHO
terno (<50 Kg), 0b0peuHo u uepHoApOOHO YBpekAaHE, XPOHUYEH ATKOXOJAHIbM,
CBIBTCTBALI NPHEM HA XETaTOTOKCUYHH JIGKApPCTBA M NPH OCTPO H XPOHHYHO
HeAOoXpaHBaHe (HUCKY pesepBH Ha uepHoapobeH rnytaruos). [lapaneramon Tpadsa na ce
npunara ¢ noBHILCHO BHHMaHKE TP MalueHTH ¢ TE31 pUCKOBH hakTopH. [Ipenopbyusa ce
MOBHIICHO BHUMAHHKE 1 NPH NAUUEHTH HA CBITBTCTBALLO JIEYCHHE C JIEKAPCTBA, KOUTO
HHIYLUPAT YEPHOAPOOHNUTE EH3UMU M IPU ChCTOSIHNA, KOUTO MOTaT Ja Mpeapasrnoomar
KbM [JIYTAaTHOHOB Je(pHUUT (BHXKTE TOUKH 4.2 1 4.9).

JlozuTe napayeramon TpstOBa Aa C& NPEpazrNekaar Ha KIIMHUYHO TTOAXOARIU UHTEPBATH
H NAUMSHTUTE TpAOBa Aa ce Ha0Al0AaBaT 3a MosBa Ha HOBH PUCKOBH axTOPH 32
XEMaToTOKCUMHOCT, KOETO MOKE Ja HATOXKKU KOPHIMpaHe Ha 103aTa.

He ce npenopbuBa NpoALJUKHTENIHATA WK YECTa YIoTpeoa.

flauneHTHTE TpHﬁBEl Jda C¢ CLBETBAT A4 HE NPUEMAT CAHOBPEMCHHO JPYTH NPOIdYKTH,
CbABP/KAILLH MMaAPalCTAMOM.

[IpenynpexaeHue 3a npejao3dpase ¢ napauetaMmoi: IlpueMaHeTo Ha noge4ye OT
OperopbUYUTEIHAT A03a (Npeao3MpaHe) MOKE a J0BeAE 10 CEPUO3HO YBPCKIAHE Ha
yepHra Apo6. B cnyual na npenosupaHe Tpadsa He3abdaBHO J1a e NOThPCH MEAUIIHHCKA
noMoul. CnewHa MEAMUMHCKA NOMOLL € KPUTHYHA KaKTO 32 BE3paCTHH, TaKa H 34 Aeud,
A0PU aKO He 3a0€1eKNTE HUKAKBH NPU3HALIK WK CHMIITOMH.

[MpHEeMBT HA MHOMKECTBO HEBHH 103U HABEAHBXK MOXKE 02 YBPEIH TEKKO YepHUs Apod. B
TaKWBa clyyaH TpsOBa He3aDaBHO 1a € ThPCH JIEKAPCKA ITOMOLL.

Tpabea na ce BHUMAaBA, KOraTo NPOAYKTHT CE U3MOJI3Ba PN HAIMYWE HA TEXKKA CTENECH Ha
HEPHOAPODHO YBPEXAaHe WIH yMEPEHa 10 TEXKKa CTENEH Ha OLOpevHO yBpeKIaHe
(0coOEHO npU CHLMBTCTBALIO CHPASHHOCHIOBO 3a00/ABaHe ). PHCKOBETE OT MpeRe3MpaHe
ca [O-FOJEMH APU X0Pa ¢ HEUMPOTHUYHO ATKOXONHO 3alosaBane Ha yepHua apob.
[laumeHTute ¢ yepHoApOOHO 3abonaBaHe TpaOBA 1a ce KOHCYJITHPAT ¢ JieKap npeau
yIioTpeda.

[TpeaynpexaeHue 3a ankoxol: XpoHHYHO YITOTPeOABAILMTE ANKOX0 TpAOBA /a NOMUTaT
CBO#A AEKap Jand TpAOBA fla NpueMart napaleTamor (BUKTE Touka 4.5).

[To npuHLMM, NEKapcTBEeHY NPOAYKTH, ChABPKAILM AapaleTamol, TpadBa na ce npuemar
CaMO B NPOIbIKEHHE Ha HAKOJIKO JHH 0€3 ChBET HA AEKAP WM Ha 3bDoNEKap W HE BbB
BHCOKH A03H.

AKO BL3HUKHE BUCOKA TeMiiepatrypa Wid NPU3HALK HA BTOPHYHA WHDEKLIMA HITH aKo
CUMMTOMUTE MPOABILKABAT TOBEYUE OT 3 AHHU, TP40Ba Ja ¢€ HanpaBu KOHCYNTaLMA C
nekap.

Peakunn Ha CBPBXUYBCTBHUTEIHOCT, BKAKYWTENHO KOXKHH OOPUBH, AaHTHOEAEM H
aHadunakcus, ce cbobiaBaT MHOTO PAIKO ¢ Mapaneramo’d (BHxkTe Touka 4.8).

CepHO3HH KOKHH PEaKUKM, KATO HANP. OCTPa FEHEepaTi3ipaHa eK3aHTeMaTo3
nyctynosa (AGEP), cungpom na Stevens-Johnson (SJS) v TokcuuHa emnae



Hekponnsa (TEN), ce chobuiapat MHOMO psjiko MPH MauKeHTH, NoTy4asally
napaueramon. [lauvedTure TpadBa na OwaaT HHPOPMUPAHH 33 IMTPUIHALIMTE HA CCPUO3HH
KOMHM peakuru 1 ynoTpedarta Ha AeKkapcTBOTO TpADBa Na ce NPEYCTAHOBU [TPU IThPBATA
MosABa HA KOKECH OOPUB WU HAKAKLB APYT NPU3HAK HA CBPBXYYBCTBUTCIIHOCT.

TeXKN KOXKHN PEakLy KaTo HAIp. OCTPA reHepanu3upana ex3aHTeMaTo3Ha nyCcTyno3a
(AGEP) moxe xa Bb3HHUKHAT ¢ IPOAYKTH, ChAbprKalLiM ncesnoedenpus. Tasy ocrpa
MYCTYJIO3HA epyNUUA MOXE JIa Bb3HUKHE B PAMKUTE HA MbPBUTE 2 JIHH HA JIEYCHUE C
[IOBHUILIEHA TEMIIEPATYPa U MHOTODPOIHH, MaNKK, NPeIUMHO HEPOTHKYIISIPHU MYCTYIIM,
MOABABALLN CE BLPXY OOLIHPEH €AEMATO3EH EpUTEM, JIOKANH3UPAHU TTIABHO B KOWHUTE
['bHKH, TOpCa U ropunTte kpailhuud. [Tauuventute Tpsdsa aa ce HabmoaaBaT BHUMATEIHO.
AKO C€ NOABAT [IPUIHALIM U CUMIITOMU KATO HAIpP. MUPEKCHUS, EPUTEM HITH MHOKCCTBO
MAJIKH MTYCTYJTH, IPUIIOIKEHUETO HA TOBA JIEKAPCTBO TPAOBa Aa C& NnpeyCcTaHOBH W TIpH
HEOOXOANMOCT Aa CE NPEANPHEMAaT TOAXOASIIU MEPKH.

McxeMHyHa ONTHYHA HeBponaTHA

Cry4an Ha HCXEMUYHA ONTHYHA HEBPONATHA ce CHOOLIABAT [TPH MPHIIMKEHYUE Ha
ncesnoedrenpun. lcesnoedenpun Tpabsa 1a ce NPeyCTaHOBH NPH Bb3HHKBAHE Ha
BHE3AIMHA 3ary0a Ha 3peHue Wiy HaMaleHa 3pUTeAHa OCTPOTA KaTo HAMNp. CKOTOMH.

HMcxeMuueH koaut

[1pn opuema Ha nceBfoceAPHH UMA CHODILEHNS 3a HAKOU C/lydad Ha HCXEMUYCH KOJTUT.
[IceBnoedenpuusbT Tpadna Na ce NPEKpPaTH K [1a ¢e MOThPCH MEAUIHHCKA OMOLIL, KO €€
PA3BUAT BHE3AMHA KOPeMHA B0J1Ka, PEKTATHO KBPBEHE UMH JAPYTH CHUMITTOMH HA
HCXCMHYCH KOJIMUT.

Borpekn ye nceaoedeapuH NpakTHYECKH HAMA NPECOPHHN €EKTH NPH HOPMOTEH3UBHY
NAUHEHTH, TOBA JIEKAPCTBO TpAOBA [a c€ U3MOA3BA BHUMATEAHO NPH MaUUEeHTH,
NpyUeMall aHTHXHUINICPTCHIHBHHE CPENCTRA, TPHUKWKIIWYHH dHTHACNPCCAHTH HITH APpYIA
CUMTMATUKOMUMETHYHH CPEACTBa (KATO Hanp. CPeACTRa, MOTHCKALLY aneTHTa, U
amdeTaMHH-NOA00HH NcUXoCTUMYTanTH ). Tpadea aa ce HabnlogasaT ePEKTHTE HA
CAMHHUYHA 1033 BbPXY KPbBHOTO HA/ATaHE HA TaKWBA NAUUCHTH, IIPEIK A2 Ce npenopbya
MHOTOKPATHO JICUCHHE HITH NieyeHre Oe3 HaONoaAcHHE.

To3u npoayKT € APOTUBONOKA3AH 34 ynoTpeda Npu BauUeHTH ¢ NpeAlLeCTRALIO
ChpACYHO-CBAOBO 3a00anBane, OCOOEHO TakKMBa ¢ KopoHapHa DORECT HAa CBPUETO U
XUNEPTOHMA (BHATE TOUKA 4.3).

To3u npoAyKT € NpOTHBONOKA3AH 3a YIIOTPeba NpH NAUKMEHTH Che 3a00MABaHE Ha

LIMTOBHAHATA XJ1€3a, AHadeT, rmayKkoMa U TeKK0 ObOPEUHO YBpekTaHe (BHKTE TOUKA
4,3).

[TauueHTH Cbe 3aTPYAHEHO YPUHHUPAHE W/WIH YTOJIEMSBAHE Ha TpocTaTara Tpadsa na
ObaaT NOCHLBETBAHM [1a C& KOHCYNTHPAT C Jiekap Mpeau 1a U3ITO3BAT nceBAoeHepuH.

To31 NpoAYKT MOXe Ja IeHCTBa KaTo uepedpaied CTUMYJIAHT, KATO IIPEAU3BHKA
XUTNEPIHPEKCUA, TPEMOp U enuenTH(hOpMeHH KOHBYACHH, TpsOBa 1a ce BHHUMAaBA,

KOrato €€ HW3ll0JI3B4d [MPH NaHCHTH C ENHUICNCHA,

AKO Bb3HHKHE HAKOA OT CAEAHMTE peakUuH, TO3U NPOLYKT TPpsOBa 1a ce Crpe:

® XAMOUMHALMK
® 0e3MoOKONMCTRO
e HapyII€HHA HA CLHA.




Ha ce M3no3sa BHUMATENHO NMPH OXKNY3IKBHO CbAOBO 3aD0/IABAHE.

[lcepnoedeaprt Moke Aa HHAYLIUPA [TOIOKHTEAHU PE3YATATH NPH HAKOU
AHTHOONHHIOBH TCCTORE,

JndesxnapaMut MOKe aa 3aCHITH CEIaTHBHUTE €(DEKTH HA AENPECAHTUTE HA
LUEHTPANIHATA HEPBHA CUCTEMa BKIFOUMTENHO a7K0X0J, CEIATUBN H TPaHKBWUIN3ATOPH.
JlokaTto ce npuema T3¢ NpoaYKT, TPAOBA 4 ¢e M30ArBAT aNKOXOHH HAMUMTKH U CE 14 Ce
KOHCYATHpPaT faUUEHTUTE ¢ METHLIMHCKH CIICUMANMCT NMPelH MPHEMA C IEHPECAHTH Ha
LIEHTpaNnHaTa HEPBHA cHCTEMA (BIDKTE Touka 4.3),

[TatueHTHUTE CBC CIENHUTE ChCTOSHUA TPAOBA Aa OBbJAT MOCHBETBAHH J1a C€ KOHCYNTHpaT
C NIeKap npeay Aa u3non3sar JUpEeHXHIpaMUH; PECTUPATOPHO ChCTOSHUE KATO EM(PH3EM,
XPOHUYEH OPOHXUT WITH OCTPa WIH XPOHUUHA OpOHXHaNHa aCTMa; XKIEpIUIa3Hs Ha
MPOCTATATA CHC 3aAPLiKKa Ha YpUHa (BUKTE TouKa 4.3).

EnHoBpeMenHaTa ynorpeba Ha ApYTH TIPOAYKTH, ChAbPXKALLKM TapaleTamon KM
AekoHrectanTtH, ¢ Onurpun Jen v How Moske Aa RoBeAe 20 NPEeAO3UpaHe M nopaiH ToBa
TpadRa Na ce W3dATRA.

Camo 3a Hownnre tabGnetkn: Moxe na ce npeauiBrka CLHAMBOCT. [lauveHTuTe TpsabBa

Aa ce ChBETBAT 12 He modupar U J1a He paboTsT ¢ MAIIWHH, aKO €4 3aCErHATH ( BUAKTE
Touku 4.7 u 4.8). Tpadsa na ce U30ArBaT aANKOXOAHNUTE HAMUTKH.

Camo 3a Hownure tadnerku: [Taunentnre TpadBa 1a ce CbBETBAT Aa HE I'M YIIOTPeOsABaAT
SIIHOBPEMEHHO € APYT MPOAYKT, ChAbpKA AHPEHXUIPAMHH.

Yxa3zaHara no3a He TpsOBa Xa ce HaJBYIIABA.

Yrnotpebarta npy NauueHTH ¢ BPOAEH CHHAPOM Ha yawmkeH QT uHtepsan Tpadbsa aa ce
H30sArea.

Ennospemennara ynorpeda Ha JICKapCTBEHH MPOAYKTH, KOHTO Chilo yabikasar QT
MHTEPBANA WK BOIAT 10 XUNOKAIUeMUs, TpaOBa aa ce u3dArea (BuwxTe ChLUIO TOMKK 4.5,
4.9 1 5.3).

[Tpenopbusa ¢ MOBKHILEHO BHUMAHHE, aKo napalleTaMos C¢ Nphiara €1HOBPEMEHHO C
QIYKIOKCALMAKH NOpaaH NOBHLUIEH PHCK OT MeTaboNUTHA AUXI03a C BUCOKA aHMOHHA
paznnka (HAGMA), ocobeHo npy mauueHTH ¢ TeKKO ObOPEYHO YBpEkIaHe, CEICHC,
HEIOXPAHBAHE U IPYTH U3TOYHHULN HA TMYTATHOHOB AeQULMT (HANDP. XPOHHYEH
ANMKOXOAW3IBbM), KAKTO M TE3HN, KOHTO H3MOA3BAT MAKCHMMANHH JTHEBKU 103K TTApaueTaMo.
[1penopbuBa ce BHUMATENHO NPOC/cAsBaHe, BKIFOUHTENHO H3MEPRAHE Ha J-OKCOMPONTHH
B ypUHATA.

B cnyvak Ha npegosnpane TpsOBa 0a ce NOThPCH He3abaBHa JIEKapcKa IIOMOLL, A0PH aKo
ce wyBcTBaTe A00pe, Mons npoveTreTe BHUMATETHO MPWIOMXKEHATA TUCTOBKA.

B cny4ait Ha npenosupane TpadBa Aa ce noThpcu He3abaBHA NIEKapcKa MoMOLL [IopaaH
PHCK OT HEOOpaTHMO YepHOAPODOHO YBPEKAAHE (JINCTOBKA).

He npuemaiite e1HoBpeMeHHO ¢ IpyrH MPOAYKTH, ChABPAKALIH NaPaLETaMOl.

He usnonssaiiTe ¢ Apyry NPORYKTH, ChABMKAILKM ANPEHXHIPAMMH, IOPH H
H3MOJI3BAHH BLPXY KOXKATa.



Ha ce ynotpebsBa caMo npH KareropuyHa HeoOX0AUMOCT,

Toea fiekapcTBO ChabpKA 110 MANKo oT | mmol HaTpuit (23 mg) na a03a, T.€. MOKe 1A Ce
KaXKe, Y€ MPaKTHYECKH HE ChAbPXA HaTPHIA.

AKO CUMNITOMHTE NPOab/IKABAT WM CE€ BIOLLAT, UIIH AKO CE MIOABAT HOBH CHMNTOMM,
nauuenTuTe TpAdBa ma capar ynoTpedara M 4a € KOHCYNTUPAT C JICKaPp.

4.5 BiaumonelcTere ¢ ApYrya J1eKapcTBEeHH NPOAYKTH H APYTrH GOopMH HA
B3aHMOAEHCTBHE

[Icespoedenpun

MMAQO n/unu OUMAOQ:

[lceBnoedenprH okazBa CBOMTE Ba30KOHCTPHUKTOPHU CBOFICTBA KATO CTUMYITHPA (-
ANPEHEPTHYHUTE PEUSNTOPH ¥ H3MECTBA HOPAAPEHATMHA OT HEBPOHHUTE Aema. 1bH KaTo
MMAQ Bb3npenarcrsar MeradosnimMa Ha CUMMATUKOMHMETHYHHUTE aMHHE H NTOBULLIABAT
HaTPYIIBAHETO HA OCBOOMICAABALL C€ HOpAAPEHAIMH B apEHEPrHYHATE HEPBHH
oxoHuaHmnst, UMAQ moxke 1a MoTeHIMpaT NpecopHun edexT Ha ncesaoedeapuHa.

B MeaunuMHCKaTa 1UTEpPATYPa ¢ CHOOILABA 38 OCTPU XHIEPTOHHYHHE KPH3H [IpU
eAHoBpeMenuarta ynorpeoa Ha MAOI ¥ CUMAATUKOMUMETHYHH aMHHH, TTOPagd KOETQ
€AHOBpEMEHHATA UM ynoTpeda € npoTrsonokazaHa (BHKTe To4Ka 4.3).

ToBa nexapcTBo He TPAOBaA Na ce NPUAara npu ManueHTH, MpHeMaluy MOHOAMHHOBH
MHXUOMTOPH WIK B paMKHUTE Ha 14 AHY OT CIIMPAHETO HA NEYESHHUETO ¢ TAX, NOpaIu
HATHUYKME HA TIOBUILEH PUCK OT XUIEPTOHHYHA KpK3a (BWxTe Touka 4.3).

CuMnaTMKOMUMETHYHH cpeacTsa: Eanospemennara ynorpeba Ha Ouurpur den n Holl ¢
TPUUMKITNYHH  GHTUOENPECAHTH MAH CHMMATHKOMHMETHYHH cpeactsa (KaTo Hanp.
AEKOHTECTAHTH, CPENCTBd, [OTUCKAIMM RMCTUTA, U aM(peTaMHH-NION00HH CTUMYIIAHTH),
KOUTO BB3NPENATCTBAT KaTabonmw3Ma Ha CUMNATUKOMHMETHYHMTE aMUHH, MOXKE
NOHAKOr4d Ja NpCOW3BUKA MOBHIICHHUE HA KPEBHOTO HAJIATAHC.

AHTHUXHNEPTEH3WBHY cpeacTia: [lopaan cbarp)aHUeTo HA NeesgoedeApuH TOBA
JIEKAPCTBO MOXE A3 AHTArOHW3HPA XMAOTCHIUBHOTO JCACTBUE HA AaHTUXHIIEPTCH3UBHHTE
JNEKAPCTBA, KOHUTO BEIINPCNATCTBAT CUMITATHKOBATA aKTUBHOCT, BKITHOMHTCHHO 6p€THJ’[ HYM
DeTaHua, rBaHETHAMH, PE3EPNHH, AcOPHU3OKBUH, ODIOKEPU HA AAPEHEPrUYHUTE HECBPOHH U
deTa dnoxepw,.

MOKN00eMHA: pUCK OT XHIIEPTOHWYHA KPH3a.

[lopaan cbaAbpKaHUETO Ha TnceBaoedepHH eAHOBpeMEeHHaTa ynorpeba Ha ToBa
NeKapcTBO ¢ OKCUTOUMH WK CbPACYHHU TIHKO3WIK MOXKE Ja MPSAH3BUKA ChOTBETHO PHCK
OT XUMEePTOHUA KK MOBUIIEH PUCK OT PUTBMHH HapylUeHHs.

Koraro ce n3mon3Ba eIHOBPEMCHHO € €Pro aNKalouau (EproTaMuH W METU3EpPrui), TO3H
NPOJAYKT MOXE 1 NOBUIUK PUCKA OT EProTH3ILM.

AHTHUXONMHEPrMUHY JieKapcTBa: TO3M OpPOOYKT MOMKE Ja TOTeHUMpa e(dexkTuTe Ha
AHTMXOJIMHEPTHYHUTE CPEeACTBa, Hanp. HAKOM [CHUXOTPONHH  JieKapcTBa  (KaTo
TPHLUMKINYHHE AHTUACNPECAHTH) U ATPOMNKH, KAaTO MpeAHU3BHKA TaXwKapindA, CyX0Ta B
ycTaTa, CTOMAlHO-UPEBHYW HADYLUCHHA, HAfp. KOAHKa, 33aJpbhXKKa Ha YpUHata H
rnapoboaue.




AHecreTHuM: EnHoBpeMmeéHHaTa ynorpeda ¢ XaloreHHpaHH aHECTETHUH, KaTo Harmp.
X10podOpM, UMKIIONPONAaH, XanoTaH, eHdiypad Wil uM30QIypaH, MOXKE da NMPOBOKWpA
WA BJIOIKR KaMEPHY apUTMHN.

Napaueramoa

XPOHUYHATA KOHCYMaUHA Ha allKOX0]l MOXKe [a NOBHIUKW XCMaTOTOKCHYHOCTTA NpH
Npefo3upaHe Ha NapaueTaMon U MOXKE 1a € NONPHHECAR 3a OCTPUS MAHKPEATUT, ChOOLIEH
Npy eAdH NALMEHT, KOHTO € mpeno3upan napaueramoit. OCTPHAT NpPHEM HA ANKOXOJ
MOXE Aa MOHMXH CNOCOOHOCTTA HA 4OBEK Aa MeTabonIH3KMpa roJieMU JO3H NapaugTaMmol,
YHHTO NIA3MEH NOITYIKUBOT MOKE 1d ObAC VABIKEH.

Ynorpebara Ha Nekapcrsa, KOUTO WHAYUMPAT HEpHOOPOOHM MHUKPO3OMATHH E€H3WMM,
KdTO Hanp. AaHTHUKOHBYJICAHTH H [MCPOpPalIHd  KOHTPAUCIITHEBH, MQXKEC JnNa IIOBHUIHA
METADONIM3MA Ha MapaleTaMo, KOETO BOAU 0 NOHHKEHM IUIA3MEHH KOHUEHTpalLUK Ha
[apaleTamMof H YCKOPEHO ENTUMHHHAPAaHE.

CKODDCTT& Ha aﬁCDDGHHH Ha TMapaueramMoll MOXKE 1da <€ NOBHIIN OT JIEKapCTBa4,
CTUMYIIUPp4AllH CTOMALUHO-UYPCBHHA MOTWIHTET, KdTO HaIp. METOKJTONMPAMHL HITH
AOMNECPHIOH, 4 aﬁcopﬁuuﬂm Aa ¢¢ HaManyw OoT NeKapCTBa, KOHTO 3abaBsT H3Mpa3BaHETO
Hd CTOMAaXxad, 1 OT KOJICCTUPaMHUH.

AHTUKOAryJJaHTHUAT eexT Ha BapdapvH 4 ApYrd KyMapMHH MOXE Ja C¢ 3acCHIIH np#
MPOABLIKUTENHA PEAOBHA yoTpeda Ha napaueTaMoll, KOETO Ce U3pa3fiBa ¢ NOBHILCH PHUCK
OT KbPBEHE; HHUMIACHTHUAT NPHEM HE 0KA3Ba 3HAYMTENIEH CEKT.

Tpabea na ce BHHMARA, KOraro [apaleTamo]l €€ H3N0J3Ba €OHOBPEMEHHO C
(QUy KITOKCALMITHH, Thit KaTO eAHOBPEMEHHHAT NMPHEM € CBbp3aH ¢ MeTabOnUTHA alHa03a

¢ BUCOKA AaHMOHHA paslIHKa, 0CODEHO NP MALMEHTH C PHCKOBH (PAKTOPH (BHAKTE TOUKA
4.4).

AnfpeHxuapamuH
Judenxunpamud Moxe jJa noreHuupa epekrure Ha nenpecanTd Ha [[HC BrrouutenHo
ATKOXOI, CeIaTUBH ¥ TPAHKBUAM3ATOPH (BHXKTE TOHKA 4.4).

TpsOBa na ce u30ArBa €IHOBpEeMEHHaTa ynoTpeda Ha NEKAPCTBEHH MPOIYKTH, KOMTO
cbilo yabmkasar QT uHTepBana (Hanp. aHTHApUTMUYHM NekapeTBa Knac [A u 111, nakou
aHTHOMOTHUN, AHTUMANAPUIHU NEKapCTBa, HEBPOJNENTHUM) HWIM KOWTO BOAAT [0
XUNOKATHEeMs (HATIP. HAKOW adypeThLiH) (BUkTe cbillo To4ku 4.4, 4.9 1 5.3).

4.6 @epTuanTeT, OPEMEHHOCT H KbpPMEHE

bpemenHocT

Juncear unu umMa orpaHUueH IAHHK OT yrnoTpedaTa Ha KOMOWHALMS Ha

MM EHXHAPAMUH, NapaleTaMon U nceBaoeheapurt MpH OpeMEHHH KEHH.

Oumurpun Heu n How He TpaGea aa ce u3non3sa no BpeMe Ha OPEMEHHOCT, OCBEH aKo
NOTEHUMAIHATA NO3a OT JICUEHHUETO 34 MAKaTa He HANXBBPJIA BCEKM Bb3MOXKEH PUCK 32
PA3BUBALLIUA CE MIOI.

[lapaneramon:
[NosaM obem nanHM 3a OPEMEHHW KEeHKH He TToKa3BaT MaIGopMATUBHA HITH
(PETANHA/HEOHATAAHA TOKCHUYHOCT, EMUASMUONOrHYHH NPpOy YBAHHUA BLPXY
HEBPOIIOTHYHOTO PA3BUTHE MPH ACUA, SKCMIOHUPAHK HA NMapaneTamolt in ut




HEeYOeAUTETHU pe3yaTaTh. AKO € KTMHUYHO HeoOX0AUMO, TTapalleTaMoll MOKe J1a ¢e
M3N0JI3BA MO BpeMe Ha OpeMeHHOCT o0aue B Haii-HKCKaTa eeKTHBHA 1034 3a Hall-
KpaTkaTa Bb3MOXKHa NPOALIKUTEAHOCT U ¢ Hal-HUCKATa Bb3MOXKHA 4ECTOTA.

[Ipu npunarane Ha Geng3aHy 1031 Ha MaliKara napaueramos IpeMUHaBa Ipes
(TaueHTara BbB JETATHOTO KphBooOpalucHue owe 30 MUHYTH cilel IpHeMa H ce
MeTabonn3upa eQeKTUBHO OT 102 upe3 cyAdaTHA KOHKO ALK,

[lceraoedeapmH:

Hsama apexBaTHu 1 306pe KOHTPONMHpaHK NpoyuBaHus Npd DPEMEHHH KEHH.
[TpoyuBannsTa NpH KUBOTHH NOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT ( BUXKTE TO4YKA 3.3).
Ynorpedara Ha ncepaoedenpHHOB XUAPOXIIOPUI HaMaIABa NTPUTOKA HA MaH4YlHa KPbB
KbM MaTKaTa, HO KIIMHHYHHMTE JaHHH ca HEJOCTaThYHH MO OTHOILEHHE HA €PEKTUTE
BBPXY OpPEeMEHHOCTTA,

dudeHxnapaMuH:;

Hsma anexksaTHM ¥ 00pe KOHTPOIUPAHH KINHMYHY IpOy4YBaHus Ha nudeHxyapamMut
PN KbPMEUH JKEHH.

B3 0cHOBA Ha Npoy4YBanHATa NMpH KUBOTHY HE C& 0YakBa JUGEHXHAPAMIH A3 NOBUIIH
PYCKA OT BpoAeHH MandopMmauuy (BHxTe Touka 5.3). Jluncsar odaye RocTarbyHo Aodpe
KOHTPOJUPAHK NPOYUBAHUS NPH OpeMeHHH KeHu. H3BecTHO ¢, 4e JueHXMaApaMHH
NpeMUHABA MPE3 MaleHTaTa. Ynorpedarta Ha CeAUpallld aHTUXUCTAMHHH 10 BpEME Ha
TPETOTO TPUMECEUUE MOKE Jla NOBENE 10 HEXENAHH peaKUMH B HOBOPOJAEHOTO.

Kbpmene

[apaueramon

Hsama anexBaTHM u 100pe KOHTPOIHPAHHN NPOYUYBAaHHUA 3a NMapaleTamon npH KbpMeIu
HEHM.

ITapaueramosn ce exckpeTupa B KbpMara B HUCKH koHueHTpauuu (0,1% a0 1,85% ot
a03aTa, NPUEeTa OT MaklKara).

[ [cesnoedeapuH

HsmMa aaekBaTHU H A00pe KOHTPOSUpaHH NpoyyYBaHHs 3a icepaoedeIpHH TpH OpeMeHHH
xedn. Ilceppoedenpun ce pasnpenens ¥ €€ KOHUSHTPHUPa B KbpMaTa H MOXKE J1a 3aCETHE
KbpMauero (pazapa3sHUTEAHOCT, PEeKOMEPEH NNay U NPOMEHEH Mojien Ha ¢bH). Jlo 0,7%
OT €AHOKpaTHa noza 60 mg ncepaoedeapuH MOXKE Ja CE pa3npeneny B KbpMaTa 3a

24 yaca. KonueHTpauunTe Ha nceeaoedeaprH B MASKOTO ¢a OT 2 A0 3 IbTH MO-BUCOKY
OT Te3¥ B mia3mara. I[lpodunsT Ha nekapceTBeHa KOHUEHTpaUMd MIISIKO/TU1a3Ma IToKas3Ba
HUCKA CTEMICH HA CRBP3BAHE C MPOTEHHHUTE, BBNPEKH Y€ IMNCBAT JaHHK 33 CBBP3BAHETO €
NPOTEMHNUTE B NIJ1a3MaTta npu xopa. JlaHHy OT Mpoy4YBaHEe NPU KbPMEILLH MaikH,
npuemawn 60 mg ncesaoedeapun npes 6 yaca, NoKazsar, ue oT 2,2 10 6,7% ot
MaKkcHUManHaTa aHesHa no3a (240 mg) Moxe Aa MoCTHIIK B KbpMaYeTO OT KbpMeELLiaTa
MaiKka.

Hudenxuapamun
HsAma agexkBaThy ¥ 1o0pe KOHTpONUMpaHn npoy4saHus 3a AM(peHXHaApaMuH pH OpEMCHHH
Keun. JudenxuapaMus npeMyuHaBa npes nNaleHTaTa i ce eKCKPETUPA B KbpMaTta, HO
HHBATA HE Ce CbODLABAT. BhIpeku ue ce cuuTa, 4e HMBATA HE €a JIOCTAThYHO BUCOKH
CIEA TCPATICBTHYHHA O03HM, 34 Aa CC 3aCCIrHE KEPMAYcTo, ynmpeﬁa’ra Ha ﬂHq]EfHXHﬂpﬂMHH
MO BPEME Ha KbPMEHE HE ¢e npenope4ea. HoBoponenuTe WM HEAOHOCEHUTE KbpMaucTa
MOKa3BaT NOBUiIEHA YYBCTBUTEAHOCT KbM aHTUXHCTAMMHH.




To3u npoaykT He TpadBa Aa Ce N3IN0A3BA MO BpeMe Ha OPEeMEHHOCT WITH KbPMEHE, OCBEH
aK0 TTOTEHHAIHATA 10J13a OT ICUCHUETO 3a MaWKaTa HaABHIIABA Bb3MOXHHTE PHCKOBE 34
pa3BUBALLKS CE T110] KK KbPMAYETO.

DOeprusnTeT

Jluncea yHdopMaLna 0THOCHO eDEKTHTE HA TOBA JICKAPCTBO BbPXY QEPTHAUTETA NPU
Xopa.

4.7 EdekTH BbpXY cnocobHocTTA 3a modHpaHe 1 padoTa ¢ MauHH

Onurpun Jeu s How nosnussa B 3Ha4YHTENHA CTENICH CIOCOOHOCTTA 32 [WOPHApaHE H
pabora ¢ Mmamnau. Onurpun Jen n Hom Moke fa npean3srka CbHIKMBOCT. AKO CTe
3aCEI'HATH, HE WodupaiiTe U He paboTeTe ¢ MALLIUHH.

4.8 Hexesann JeKapcTBeHH PeaKiuH

KaunuuHH H3nuTBaHus

JInncear nanebo-KOHTPOMpaHy NPoyUBaHUs ¢ 10CTATRUHO AAHHU 34 HEKENaHUTE
CHOUTHS HA KOMOMHALIMATA OT NUQEHXUAPAMHKH, MapaueTaMon U ncesroedeaput.
CreaHuTe HeXenaHd crOUTHA ce ¢hobwanar ot = 1% OT yYacTHUUNTE B paHAOMH3NDAHH,
N1aUe00-KOHTPOIUPAHH KITMHUYHH U3NHTBAHUA C AMPEHXHUAPAMUH KATO €AMHHYHA
CbCTABKA, NMceBROCHEAPHH KATO ETUHKHYIHA CHCTABKA, NUPEHXMAPAMHH/TIApaUCTaMOo.N HIH
napaueTamo/l/nceBaoe(eaput ¥ ca BKIIKUYEHN KaTO HEXENIAHU Peakilik B CbOTBETHATA
UM uHpopmalda 3a O€30NaCHOCT: 3aMaiBaHe, CbHIMBOCT, CYXOTa B YCTaTa, rafcHe,
acTenus, D€3CHHUE U HEPBHOCT,

[locTMAPKETHHIOBY AAHHH!

Hexenanure 1eKapCcTBEHH PEAKUKH, YCTAHOBEHH N0 BPEME HA NOCTMAPKCTHHIOBUA OMUT
¢ AudeHX napaMuH, napaneTaMmon, ncepaoeheapuH WM ¢ KOMOMHALMATA, €& APEICTABCHH
[o-10y. YeCTOTHTE ¢a NpeNCTaBEHU B CHOTBETCTBHE ChC CIEJHATA KOHBCHLIHA!

Muoro uectu >1/10

Yectu =1/100 u < 1/10

Heuectu >1/1 000 u <1/100

Peaxn =1/10 000 u <1/1 000

Muoro peakn <1/10 000

C Heu3BecTHa 4ecTOTa (OT HATNYHUTE JaHHY He MOJKE Aa ObJe HanpaBeHa OUeHKa)
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CucrTeMo-opraseH Kjaac

Hexenano coOuTHE

YecrtoTa

Hapyenus Ha HMMYHHATa CHCTEMA

AnaduiakTHYHA peaKiius,

C "HeusBecTHa

CBPBbXYYBCTBHTEJHOCT 4ecToTa
HM3caeasanus [TOBHILIEHO KPBBHO HAJIAraHe; MOBHILICHH C HeusBecTHA

TpaHCAMHHA3K ' yecToTa
[ICHXHUHHU HApYLIEHUS TpeBokKHOCT, CHCTOSIHHE HA OOBPKAHOCT, C Heu3BecTHa

ey(hopHUYHO HACTPOEHHE., XAJTHOLIMHALIHA, 4yecToTa

3PUTEIHHU XATHOLMHALMH, Oe3M0KOHCTBO
pasJApa3sHUTEIHOCT

Hapymenus Ha HepBHaTa cUCTEMA

AsKuTauMs, Hapy LLIeHa KOOpAHHALIHNA,
KOHBYJICHS, I1aB000IHE, TAPECTE3HH,
MCHXOMOTOPHA XUINEPAKTHBHOCT, CeJlallHs,
HApY LLICHU S HA CbHS, TPEMOP, CbHJIHBOCT,
1epedpoBacKy1apeH HHUMACHTT

C Heu3BeCTHA
yecrora

Hapyuenus Ha ouyure

Pa3smasaso 3pCHHE, HCXEMHUYHA ONTHYHA

C HeusBeCcTHa

HEBPONATHSA 4ecToTa

Hapywenus Ha yxoro v nabupunrta | IllyM B yuiure C Heu3BecTHa
HECTOTA

ChpieyHu Hapy LLICHHS CobpuedueHe, TaxHKapaIus, apuTMHs, C Heu3BecTHa
uHdapkT Ha MHoKapaat 4ecToTa

CbI0BH Hapy IICHUS XHUNOTOHUSA C HeusBecTHa
yecToTa

PecliupatopHu, rpbIHy W Jlnckompopt B rbpaAMTE, CyXoTa B rbpiioTo, | C HEM3BECTHA
MC/IMACTHHAIIHA HAPY ICHH S Ha3aHa CyX0Ta, JHCIHES 4ecToTa

CroManiHo-4peBHH HAPY IIEHUS Kopemua Oouika, 3anek, avapus, C Heu3BecTHA
JUCTICTICHS, MTOBPBILIAHE 4ECTOTa

Hapyienus na koxara v O6pus, copbex, cbposaL 00pus, C Heun3BecTHa
MNOJAKOKHATA ThKaH YPTHKApH$, aHTHOE/1EM, CEPHO3HHU KOXKHH yecToTa

peaKkiMH, BKIIOYUTEIHO OCTpa
reHepalM3upaHa eK3aHTeMaTo3Ha
nycryio3a (AGEP), ¢gukcupana epynuus

Hapyuienus na 0n0peuute u

3a/pbiKKa HA ypHHATA, AU3YpHA

C Hem3BecTHa

MTHKOYHHUTC IMTbTHILLA HECTOTAa
HapylieHus Ha kpbBTa H Hapyuienus Ha KpbBTa, KPbBHH JHUCcKpasHi | C HeM3BeCTHa
numduara cucrema KaTo Hanp. TPOMOOIUTONECHUA H yecToTa

arpaHy.JioumTosa ce chbodasar cie
ynorpeda Ha napaueramoJi, HO HE ca
HEMPEMEHHO ITPUYHHHO-CIIEICTBEHO
CBbP3aHH C JIEKApPCTBOTO

XenaroO1iuapHy Hapy LICHUS

YepnoapoOua aucdyHkuus

C HeusBecTHa
yecToTa

T Ilpu nocrMapkeTuHroBara 0€30MacHOCT Te€3U ChOUTHA Ca IOKJIaABaHH MHOIO PSAKO.
CkopoluHo npoyuBase 3a 0e30nacHOCT el nojiy4aBaHe Ha paspetuenue (PASS) He
MPeAOCTaBH HUKAKBH 10KA3aTEJICTBA 3a MOBUILIEH PUCK OT MH(PAPKT HA MHOKapaa WK
MO3BbYHO-ChI0B MHIIMAEHT, CBbP3aH ¢ yrnorpedara Ha BA30KOHCTPHKTOPH 3a Ha3anHa
JI€KOHIeCTHA, BKITIOUUTENHO nceBaoedeipHH.

He ca ycraHoBeHH pa3ivku Mexay npoduinte Ha 6€30nacHOCT MPH Bb3PACTHUTE U

NEAHATPHYHHTE NALIUCHTH.

T [1pn HAKOM nauueHTH, npuemay Oens3aHu 1034 NapaLleTaMmosl, MoXe J1a ce Habionasa

HHCKO HUBO Ha MOBUIICHHUE HA TPAHCAMHMHA3ZUTE, TC3U NOBHILLICHHA HE CC npuapyxasart oT

YepHOAPOOHA HEIOCTATHYHOCT U OOMKHOBEHO OT3BYYaBarT MPH NMPOABLIKABAHE HA
TEpanuATa WIKU NPU NPEYCTAHOBIBAHE HA MapaueTaMoJia.
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C10011aBAHE HA TOJO3UPAHH HEXKENAHW PEAKIMY

ChobuiaBaHeTo Ha NOAD3MPAHY HEKENAHM PeaKuK Ciel papemapase 3a ynoTpedba Ha

NEeKAPCTBEHUA MPOAYKT € BaxkHO. TOBA NO3BOJIABA 1a MPOALIIKH HaOMOIEHUETO Ha

CHOTHOIICHUETO NOI3a/PUCK 33 JIEKAPCTBEHUSA NMPOoAYKT. OT MEAHLIMHCKHTE CIIEUHANHCTH

CE€ U3UCKBA Jla ChOOLIABAT BCAKA MOA03HpaHa HEKENaHa PEaKUnsd qpes. .

HUanbnHuTenna arenuus no nexapcreara
yi. Jamau I'pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

vebGcalT: www.bda. bg

4.9 [Ipeao3npane

He ca yctaHoBeHY HexKenany CLOHWTHA, CBBP3aHU C IPENO3HpaHe, 3@ KOMOMHHpaRrus
[OPOAYKT OT MPErneaa Ha MOCTMaPKETUHIOBUTE AaHHK U auTeparypara. Mudopmauuira,
PeACTaBEHA TTO-01Y, ONKCRA NPSAO3IMPAHE C OTACIHUTE AKTHBHH ChCTaBKM.

IMapaueramoa

M{JHH, HAMpaBETe CTNIPaBKa ¢ MECTHHUTE PBKOBOACTBA 34 NEYCHHNE HA TTPCAO3HUPAHC Ha
napalucTamon,

[Ipeno3upaneTo Ha NApaneTaMosl MOKE Ja JOBEAE A0 YEPHOAPOOHO YBPEOKIAHE, KOUTO
MOXE /1a Obae NeTanHo,

Hpeno3upanero Ha napaueTamMo MOXKE 4a NPUUYHHHN XenaToLenyiapHa HEKpo3a ¢
BEPOATHOCT 34 MHIAYLMpPaHe HA MbJHA U HECOPaTHMa HEKPO3a, BoJeLla A0
XKENATOLENYIapHa HEAOCTATHYHOCT, META0OIUTHA allMA03a U eHIIEdaNONaTH, KOHUTO
MOKE [1a ZOBEAAT N0 KOMa M cMbPT. ExHOBpeMeHHO ca Habo aBaHi NOBUILIEHY HHBA HA
yepronpobuuTe Tpancamunasm (AST, ALT), nakrat nexuaporeHazara ¥ OUnupyOuna
33€7HO C NOBUILICHN HUBA HA NpOoTpoMOKHa, KOUTO MOKE 114 Bh3HUKHAT 12 no 48 yaca
CIACO NPHIOKECHHETO.

HacrhneateTo Ha YepHOAPOOHO YBpEXAaHe € BEPOATHO NPH Bh3PACTHH U FOHOILUH, KOUTO
ca MpUENH NOBEYE OT MPEMoPhYHTEIHOTO KONUYECTBO napatietaMon. CUHTa ce, 4e
M3MUIUHWTE KOSTMYECTBA Ha €AMH TOKCHUEH METaDONKT ce CBBbP3BAT HEOOPATUMO ¢
4yepHOApPOOHATA ThKaH.

HAakou manMeHTH MOXKE 43 ¢a M3NOXKEHH Ha MOBULIEH PHCK OT YEPHOAPOOHO YBPEHKIAHE
[PH MapaueTamooBa TOKCHYHOCT: .

PuckoBuTe dbakTopH BKIIHOYBAT:
MaUMEHTH € YepHOAPOOHO 3a00sIBaHE
RAUHEHTU B CTAPYECKA Bb3PACT
MaJIKH nela

NalKMeHTH, MONYYaBAIlN MPONBLIDKUTEAHO JiedeHHWe ¢ kapbamazenuH, (enodapOnuToH,
GEHUTOUH, NPUMUAOH, pUdAMOUUMH, KBLAT KAHTAPUOH HAU JIPYTU JIEKApCTBA, KOWTO
WHIY UM paT YePpHOAPOOHH eHIHMH.

MALUKUECHTH, KOUTO PEAOBHO KOHCYMHPAT €TAHOJ HAJ NTPENopbYyaHHTe KOJIWUECTBA
NAKMEHTH C U3YCPIBAHE HA TIIYTATHOHA, HAMP. XPAHUTEAHU HapyIIEHUs, KUCTHYHA
¢udpo3a, HIV undekuns, rnanypane, kKaxekcus.
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Cumnmonmu

CUMOTOMUTE HA NPEAO3MPAHE HA NApPaLcTaMos ODHUKHOBEHO CE MOABABAT B PAMKUTE Ha
NMupBUTE 24 yaca U MOXke 1a C€ ChCTOAT OT ONEI0CT, XMIIEPXHUAPO34a, OOLLIO
HEPA3MOIOKESHIE, HAMAIEH alleTUT, raJeHe, NOBPhINaHe, AaHOPEKCHA 1 KopeMHa bosika
WITH ITbK NAUMCHTHUTE MOKe a Obaar 6€3CHMITOMHU.

KJIHMHAYHH 1 1a00paTOPHHU AaHHU 38 YEPHOAPOOHA TOKCHYHOCT MOXKE Ja HE CC NPOsABH RO
48 mo 72 1aca cnen npueMa. To MOXKe 1a BKAKUBA XeNaToMeranus, yepHorpodHa
OOIe3HEHOCT, XK BATEHUHA, 0CTPa YepHOIPOOHA HENOCTaTHYHOCT U YepHOApoGHa
Hekpo3a. bunnpyOunbLT B KPBBTA, YepHOAPOOHUTE eH3MMH, INR, mpoTpoMOHHOBOTO
Bpeme, GocdaTnTe M TAaKTaTUTE B KPBBTA MOXKE 1a ObIaT NoByileHH. Te3n KITHHU4HY
CLOMTHA, CBBP3AaHU C MPEAO3IUPAHETC HA NAPALIETAMON, CE CHHTAT QUAKBAHH,
BKIFOYUTENHO NETATHH CbONTHA, IRJIKAUIN Ce HA (PYIMUHAHTHA YepHoApobHa
HENOCTATLYHOCT HIH HEHHUTE TTOCIASACTBHA.

Creanure nOCNeacTBUA Ha OCTPaTa YepHOAPOOHA HEIOCTATh4YHOCT, CBBP3aHH C
npeso3upaHe Ha napaueramosn (Bb3pacTHH M IOHOLWN: > 12-rofyIlHa Bu3pact: > 7,5 g B
paMKUTE Ha § yaca), ce CUMTAT OYaKBaHK M MOXe J1a ObAAT JIETANHH.

OuaxBaHK NOCNEACTBUS OT OCTpaTa 4YepHOAPOOHA HEAOCTATHYHOCT, CBBP3aHa C
MPEAO3WpaHe Ha NapaneTaMo:

Hexenanu cuOMTHE
Baxtepuaina uagexyus
MukoTH4HA nHPEKLHS

Cucremo-opraven knae (COK)
Hudekunin v undectanm

Cencuc

HapylieHua Ha KpeBTa M STuMEHATA Koarynonartud

CHCTCMA JIHceMHHHPAHA BETPECEHI0BA KOATYIIALiHA
TpoMOoUHTONEHHS

HapymeHus Ha MeTadoaH3Ma H XUNOTIIMKEMHA

XPAHECHETO Xunogocharemua

JlakTaTHa auua03a

MeTtabonH1THA aUKA034

Mo3bueH oTok

Kosmd (1py MacHBHO NMpEAC3HpaHe HA
(1apALETAMO.T HAK [IPEAO3UPAHE HA MHOKCCTBO

Hapywenus Ha HCpBHATA cHCTCMA

feKkapcTBy)

Enuedatonarus
Cobpieutu HapyueHus Kapanomuonarus

CopacyHH apUTMHH
Ch/I0BM HapyHICHUA XUTNOTOHUS

PCC]’[H[}HTUDHH, I'MLAHH H
MCIHACT HHAIHH HAPDY1IHEHHH

JuxarenHa HeJOCTATBYHOCT

CTOMalHO-YPEBIH HapyHIeH S

CTOMAaUIHO- HYPEBCH KPBEROHIITHB

ITaukpeatur
OcTpa 6pOpeUHA BETOCTATBUHOCT™

Hapyuienus Ha 0b0pennre  nMkouHUTe
NBETUILA

0K HApYIEHHA H edekTH Ha
MHCTOTO HA 1IDH TOXKEHHC

* Mozke j1a ce pasBHe cbio K ocTpa ObOpedHa HEOCTATBYHOCT ¢ OCTPA TYDYIHA HEKpO3a,

{lonuopraHHa HENOCTATBYHOCT

CHo011aBa Ce ChLIO K 33 ChpAeHHH aPUTMHUH H NAHKPEATHT.
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Hapyuwienns Ha kpbBTa v aumdara

XeMomuTHUHA aHeMHA (Npy MAUMEHTH ¢ NeHUHT Ha MIKo30-6-gocdar
aexuaporenasa [G6PD]): Crobiuasa ce 3a XeMONKH3a NPU NAUKUEHTH C JEQHUNT Ha
GO6PD npu yroTpeda na napauetamMon npu npeaosydpate.

Heuwenue
Hezabarno npuematne B GoaHuLA.

KPLBHD U3CIICIBAHC 3a ONPCACIIAHE HA HAYATHATA T13a3MCHA KOHLCHTDALIHA Ha
napateramona. B ciyuail Ha e IMHWYHO OCTPO NPeao3upaHe MJ1a3MEHATa KOHUEHTPALikA
Ha fnapaueraMo’ia Tpaosa na ce usMepu 4 yaca cnen npreMa. TpaOBa ga ce Uma nNpeaBua
MPUI0KEHUE HA AKTUBUPAH BBIAEH, aK0 NMPEA03UPAHETO Ha MapaleTaMot € HACTHITANIO
B PAMKHTE HA NMPSAXOIHUSA YaC.

AHTHIOTHET N-aueTnaumMcrend TpadBa Aa ce NPHII0KH Bb3MOMXHO MTO-CKOPO B
CLOTBETCTBHUE C HRUMOHAIHUTE YKa3aHUA 3a JICUEHHE.

Tpa0Ba 1a ce NPUNCKKU CUMITOMATHYHO JICHEHHE.

[icepnoedenpun

Cumnmomu
[Tpenoszupanero Moxke na 1oBeae no:
HapyitieHus na merabonu3ma ¥ XpaHEHETO; XUTNICPriAUKEMHS, XHITOKTHEM U

IcuxvuHy Hapyuenus: ctuMmynupade Ha LHHC, be3cbHue, pa3apa3sHUTENHOCT,
DE3MOKONCTBO, TPEBOMKHOCT, AKUTALIMA, 0DBPKBAHE, NCJTHD, XaNKUHHALWH, ICHX0O3H

Hapyuwienns Ha HepBHaTa CUCTEMa: IbPUOBE, TPEMOP, BLTPEUEPENEH KPbBOUIITHB,
BKIFQOUHTETHO BLTPEMOILUYECH KPBBOHANKB, CHHIIMBOCT TTPH ACLa

HapylieHnus Ha ouuTe: MyuIprasa

CbpaeyHU HapylieHus: cbepugOreHe, Taxukapaus, peuexkropna Opaaukapius,
HaAKaMepHU W KAMEPHH APUTMHH, PUTHMHK HApPYLUEHHS, MUOKapaeH HHQapKT

CbaoBy HAPYHIEHUS: XUNEPTOHUS, XHNEPTOHHYHA KPU3a
CTOMAILIHO-YPEBHH HaPYIEHHWS, TA€HE, NOBPBLIIAHE, UCXEMHUEH WH(APKT HA YepBaTa

HapylleHUst HA MYCKYJTHO-CKEIETHATA CUCTEMA U CLEAHHUTENHATA ThKaH:
padomMuonn3a

Hapyiiesus Ha 6m0peumTe H MHKQUHKTE TBTHLIA: ocTpa ObOpEeUHa HEOCTAThUHOCT,
3ATPYAHEHO ¥ PUHHPAHE

Jdevenue

TpabBa aa ce npennpuemMar MepKky 3a NNOJIbPHAaHE ¥ NOANOMATaHE Ha JNINAHETO U
KOHTPOJI HAa I'bPUYOBETE. AKO € MOKa3aHo, TpsadBa Aa [1a ¢ U3BbPLIK CTOMAIlHA
npoMuBKa. Moske na ce Hane:Ku KateTepyialna Ha nHKodHuA Mexyp. [1py xenanue
eNMUMHHUPAHETO HA NICEBAOEPEAPUHE MOKE J1a C& YCKOPH C KMCENA JHYPE3a HNH C
AHAITH34.
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Hudenxuapamug

Jlekn no ymepenu cuMnToMHu - CHLHIMBOCT, aHTUXOJIHHEPTHYEH CUHIPOM (MUApHAa3a,
3auepBIBAHE HA KOKaTa, MOBHIICHA TeMIEpatypa, CyXoTa B YCTard, 3aJApbKKd Ha
ypUHaTa, HaMaleHy [UYMOBE B uU€pBaTa), TaXuKaphous, JICKA XHUISPTOHUA, rancHe u
NOBPBILAHE €A YECTH Cliel Mpeao3upaHe. AKUTauus, oObPKBAHE H XANIOUMHALHH MOKE
1A CE Pa3BUAT TIPH YMEPEHA CTEMEH HA OTPaBIHE.

Texkn cumoromn - EdexTure MoXke jJa BKIOYBAT AeNUP, NICAX03a, IbpUOBE, KOMA,
XUMOTOHUS, pazmupasaHe Ha QRS W KaMepHH PUTBMHH HapyLUEHHA, BKIHOYHATCIHO
torsades de pointe, Ho 0OMKHOBEHO TE €€ CHODIIABAT CaMO MPH BB3PaCTHH CNCA MACHBCH
npueM. Padnomuonnsa v 6bpOpedHa HEAOCTATHYHOCT MOKE Ad CC PasBHAT PARKO TIpH
NAUMEHTH C IPOIBLAKHTENHE KUTALMA, KOMa Wi IbpioBe. CMBPT MOKE 12 HACTBITH B
pe3VIITaT Ha IMXATENIHA HEAOCTAThYHOCT MIIH LMPKYIaTOPEH KOJIAnC.

JleyeHHETO HA NPeAO3UPAHETO TpadBa Aa ObAe CUMNTOMATHYHO U NOAAbPXKawo. Moxe
na ObAAT MOME3HU MEPKHU 32 CTUMYJIHpaHe Ha OBbP30TO W3pa3sBaHe HA CToMaxa (KaTo
HANP. WHAYUHAPAHO MOBPBIIAHE WJIM CTOMALIHA [POMHBKZ), a B C/y4au Ha OCTpO
OTpaBsiHE aKTURHpaH BhrneH. MHTpaBeHO3HOTO NPUIOKEHHUE HA (PU3OCTHIMHH MOXKE 1a
Obae  edukacHo 3a  AHTArOHM3MpaHe  Ha  TEKKHA  KHMBOTO3aCTpallaBallM
AHTHXOIIMHEPrHYHH CUMIITOMH, HO ynotpedara My € CnopHa.

5, GOAPMAKOJIOTr'HYHH CBOUCTBA

5.1 PapmMakoARHAMHYHH CBOHCTBA
ATC kon: NO2BESI

MoOHOTEpanuaTa ¢ OTAS/IHUTE AKTHBHH BEWIECTBA MapaleTaMo, NceBroedeprH U
aupeHXHAPAMUH € YTRbPAEHA 3a obnexuyaBaHe Ha DoNKa U NOBULICHA TEMNEpaTypa u
CHMTITOMU HA HACTHHKA W TPHIIL.

[Mapaueramor: [apaneramon € yTBhpaeH eukaceH aHaNTeTHK M AaHTHIIMPETHK, KOUTO
CE W3M0JI3BA 32 HAMAIABAHE HA OOJIKA W MOBHILIEHA TEMEPATYPa, CBbp3aHH ¢ HACTHHKA
1 rpun. Cuuta ce, 4e TepaneBTHYHHTE €PEeKTH HA [1aPALETAMON CA CBbP3AHU C
HHXHOUpPaHe HA CUHTE34Ta HA TPOCTANTAHIARHHTE B PE3YIITAT HA MHXMOUPaHE Ha
LMKIO0KCUreHasaTa. iMa W3BeCTHH NanHK, ue Tok e no-edeKTHBEH HHXHOMTOP Ha
LIEHTPAHATA OTKOJIKOTO Ha nepudepHara IMkIookcKurenasa. [lapaueramosn uma caMmo
ci1abH NPOTHBOBB3NANXUTEIHH CBOHCTBA. AHTHIIMPETHYHOTO ACACTBHE HA MapaueTamo.n
U3TIIEXKNA C€ ABKH HA AHPEKTHO ACHCTBHE BLPXY XUTTOTAIAMHYHHTE
TEPMOPEryIHPALLIH LIEHTPOBE, KOETO BOOH A0 NEepU(epHa Ba30IuiaTalMs U Nocsensaa
3ary6a na Torumua. [Tapaneramos € nekapeTso, KOeTo Ce IOHAcs MHOro no0pe B
TEpaneBTUYHM J03H 10 4 g/NeH npy Bb3pacTHH. HexenaHuTe CbOUTHA ¢ NapaLieTaMon
ca PeaKkKH U OOMKHOBEHO NekH. OCHOBHOTO NMPUTECHEHHE OTHOCHO DE30MacHOCTTA,
CBBLP3aHO C yNoTpeda Ha NmapaleTaMol, € 4epHoAPoGHaTa My TOKCHYHOCT, OCODEHO Ciien
Ipea03rpaHe.

VYnotpebara Ha napaueTamosl B TEPAreBTUYHHU 1030 OOMKHOBEHO CC CHHTA 33
bezonacua, 03 cneuuduunuy pHCKOBe NP NeauaTpuvn naunenTh. Hapaneramon ce
NMPeANOYHTA NpeA CaTUUUIATUTE 3a NEYSHUE Ha OOJIKa 1 NOBHIICHA TeMIIepaTypa NpH
Aena, Thid KaTO ynoTpeGaTa MY HE € CBbp3aHa ¢ NmosiBa Ha cuHApOoM Ha Reye.

[lcepnoedenpun: [lcepaoedenpHt ¢ epeKTUBEH NEKOHFECTAHT, Y€CTO U3IMOI3B
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petenTopu. HEroBUAT 0CHOBEH MEXaHH3bM € HHIHPEKTHO JCHCTBHE BBPXY
aJiPEHEPTHYHATA PELENTOPHA CUCTEMA, B KOATO TICERNOehENPHHBLT H3MCCTBA
HOpEeNUHEPHH OT CKIIAA0BUTE BEIUKYJIM B IPECUHANITHYHHUTE HEBPOHH. MI3MECTCHHAT
HOpPEMUHEPPHH ce OCBODMKAABA B HEBPOHHUA CHHAIIC, KbAETO & CBOOONCH /1a aKTHUBHPA
NOCTCUHANTHYHUTE Q-aapeHepruudy peuentopy. CTUMYIMPAHETO Ha dl-
afApPEHEPrUYHUTE PELENTOPH, PA3NIONMKEHH BbPXY KaaUNTHBHUTE KPbBOHOCHH ChI0BC
HA HOCHATA HUraBHUA (MOCTKATIMAKPHU BEHYIH ), BOAH 10 Ba30KOHCTPUKLNA, HAMANCH
o6eM Ha KPbBTA M HAMAIIBAHE Ha 00eMa Ha HOCHATA JIMraBuua (Ha3amHa JEKOHIECTHS).
CBUTHTE KPLBOHOCHH CHAOBE MO3BOJABAT NO-MAIKO TEYHOCT & HABJIE3E B HOCA,
FbPJIOTO W IMTABULATA HA CHHYCHTE, KOETO BOAY X0 HAMANECHO Bb3NAICHUE HA HOCHHTC
MEMODaHN, KakTo U 10 HAMAIEHO NPOW3BOACTBO HA JMrasvua. 1o TO3H HaYHH, Upe3
CBHBAHE HA KPbBOHOCHHTE CHIORE, [NIABHO TE3H, Pa3nofokKeHH B HOCHUTE MPOX0IH,
ncepoedeAPUHBLT NPUYMHABA HAMAJIABAHE HA Ha3aJIHATA KOHTCCTHA.

INcepacederprit € CbC 3HAYUTENHO No-cnaba MOIIHOCT OT edenprHa 1o OTHOLICHHE Ha
APEAM3BUKBAHE HA TAXMKAPAUS U NOBUINEHHE HA CUCTOJIMYHOTO KPBBHO HAMAIaHE U CbL
3HAUYHTEJIHO [M0-Cjiaba MOLLIHOCT A0 OTHOLISHWE HA CTUMYNIMpaHe Ha UCHTpaaHaTa
HepeHa cucTema. IcepnoedespyH € NeKapeTBO, KOETO ¢e NoHacd MHOro j1odpe B
TEpPaneBTUYHK A03 10 240 mg/nex npu Bb3pacTHH. [ [OTCHUIBANHO
SKMBOTO3ACTPAIIABALINTE eheKTU Ca MHOTO peIKH B HOPMATHH A03H K HE C& ChOoOIaBar
TeXKH WK HeoOpaTUMK Hexelanu ¢bONTHs. Hall-uecture HC BKIOUBAT TAXHUKapaus,
TPEBOKHOCT, 63MOKOICTRO U BE3CHLHUE, TOHAKOTa BH3HUKBAT KOYKHH 0DPHBH U
33/IpbXKKA HA YPHHATA.

KnupbHCLT Ha ncespoedenpuH e no-6ep3 npu Aelia, KOETo OTpasisa Mo-Majlkus 00eM
Ha pa3npeaciicHUe U Mo-0bp3us BLTPELLIEH KIUPLHC.

Hudenxuapamunos XHapoxaopua: JudeHxnapaMuHbT € eTanonamud 1 H1 anTaronnceT
OT MbpBO Nokonenne. Tol e 06paTHM, KOHKYPEHTEH HHXHOHTOP Ha XHCTaAMUH U ¢
cebp3Ba ¢ H1 peuentopa. H1 anTarondcrute, 0cO0€HO €TAHONAMUHUTE, HMAT
3HAYUTENHA AHTHXUCTAMHHOBA aKTUBHOCT H AHTUMYCKApHHOBA aKTUBHOCT #
ChI'BTCTBALIM CEATUBHM CBONCTBRA.

CMmATa ce, Ye CeNATHBHUAT MEXAHUZEM 3a TUPEHXHAPAMHH € PE3YATAT OT AHTArOHU3Ma
HA [IEHTPAAHUTE XMCTAMHHOBH W XOJHHEPIUYHH PELEITOPH OT HENOKBTHATHS

mmdenxnapamun. Bpemero 3a cezaurg cnen nepopansa a03a ot 50 mg € CBbp3aHo ¢ Nno-
BHCOKH MNNIa3MCHH KOHUCHTPAUKMH U € 3HAYHTCITHO Pa3JIHIHO OT Hnaueﬁo npes3 TBPBUTC

TPY Yaca cael npuiockeHeTo. PapmakoIHHAMHKaTa Ha CeJALKMATa KOpeEnupa C
NAKOBUTE KOHUEHTPALMH Ha JIEKapCTBOTO, Bb3HUKBALIM 1O BpeMe Ha abcopbuusra v
dazara Ha andga pasnpeaenenue. OceH ue € H1 cesekTnBeH aHTHXUCTAMMH,
AMPERXHAPAMUHBT € MOLLEH MYCKAPHHOB aHTAroHUCT. CenaTuBHUTE €PEKTH, KAKTO H
AHTUMYCKAPHHOBHTE CBOMCTBA HA NHPEHXUAPAMUH, KOUTO MOXKE [1d €2 OTTOBOPHH 34
NIPOMAHATA HA CEKPETHTE B AUXATEIHUTE IbTULLA, MOTAT Aa JOBEAAT A0 NOTHCKAHC Hd
Kalsmuara.

CmsATa ce, Y€ AaHTUTYCHBHOTO CBOMCTBO HA AM(PEHXUAPAMHH BKJIOUBE LEHTPAICH
MEXaHU3bM, BKIIOUBAIL MeAYNapHUs USHThP 33 KauuTiua. Berpexy ToBa, Ha4anoTo Ha
CTATHCTHYECKH 3HAYMMa aHTHUTYCHBHA AKTUBHOCT HE NMO-KbCHO OT |3 MHUHYTH ClIE]
nprema Ha audenxuapaMuH Npeanoara, ue nepudepeH MEXaHH3LM Ha JCHCTBHE MOXKE
ChILO Ja AOApWHECE 3a ¢PEKTUBHOCTTA HA AMPEHXUAPAMHH.

5.2 PapMaKOKHHETHYHH CBOHCTBA
Mapaueramon

Abcopbuns:
[lepopannuar napaueramon ce abcopbupa ObP30 ¥ NOYTH HANBIHO OT CTOMAIHO-




60 MUHYTH Cnel nepopanHo npuinokeHue. Tlpu oTIEeNHN Bb3PaCcTHH MAKCUMATTHHATE
[UIa3MEHW KOHLUCHTPALIMK C& MTOCTHrAT B pamkuTe Ha | yac ¢yien nornbliade v Bapupar
o1 14,8 no 17,6 ng/mL 3a enurnuHa noza ot 1000 mg.

BLOpeky ye MakCMMATHUTE KOHLEHTPAlMK HA NAPaLeTaMo ce IOCTUraT ¢be 3adasane,
KOraTo ce Npuiara ¢ xpaHa. crernedTa Ha abcopOuus He ce npomend. [lapaueramon
MOJKE Aa Ce Mpunara He3aBuCHMO OT BPEMETO HAa XPaHCHE.

PaznpeneneHue:

M3rnexna, e nmapaueTaMoibT € IWUPOKO PaspoCTPaHeH B [TOBEYETO TCNECHH ThKaHH, C
W3KIHOYEHHe Ha MasHUHETe. [IpBUanRMAT My 00em Ha pasnpeneneuue € 0,7 no | L/kg
npy Aeua v Bhb3pactay. CpasuntenHo maika vacT (10% no 25%) napaueramon ce
CEBP3Ba ¢ MNA3ZMEHNs NPOTEHH.

buorpancdopmMauus:

[TapauetamonbT ce MeTadonH3npa OCHOBHO B YepHMsL po0 U BKJTIOUYBA TPH OCHOBHH
NbTA: KOHIOTHPAHE C TAIOKYPOHU; KOHIOTHpaHe Che CyNpaT, U OKUCICHHE Ypes3
uuToxpoM P450 ensumen muT.

EnuMuHnpaue:

ENMMUHALUMOHHEUAT TIONYXUBOT HA napaneTtamon e okono | go 3,5 gaca. 11pd nauMeHTH
C UMPO3a € NPHOAU3NTEIHO €IMH Yac No-Ababr. llapaneraMoibT ¢€ €TMMHHKPA OT
TANOTO KaTO DIIOKYporun (45-60%) u cyndar (25-35%) kontorarn, THonu (5-10%) kato
LMCTEUH W MEpKanTypaT MeTalonuTH ¥ katexo (3-6%), KOHTO CC SKCKpPETHPAT B
ypUHA. BLOPEUHUAT KIUPBHC HA HEMIPOMEHEHHUS TIapaleTaMon € okono 3,3% 0T no3arTa.

HsxoW AaHH#K MOKAa3BaT, 9€ CEPYMHHAT MTOJNYKUBOT € YAB/DKEH, 2 KIIMPBHCBT Ha
rnapaueraMona € HaMareH fIpH H3TOLWEHH, 00e3IBUWKEHH X0pa B CTapueCcKa Bb3pacT B
CpaBHEHUE ¢ MOJABKIKHH XOpa B CTApYECKd Bb3pacT. KIMHUYHOTO 3HAYEHHUE HA TC3H
paznuku obaue e HeacHo. CumTa ce, ye HabMoaaBaHUTE PasiuKkl BbB
GapMaKOKUHETUUHUTE NOKA3aTeNH MEXKIY 3APaBH MITaAM XOpa W 3ApaBH Xopa B
CTAPUYECKA BB3PACT HE Ca OT KIIMHUYHO 3HAUCHHE.

JIHHEeNHOCT/HETUHEHHOCT:

ﬂepopanHaTa OUOHAIHUYHOCT NPH BB3pAaCTHH M3rJ1€X14 3aBHUCH OT KOJMHYECCTBOTO HA
NPUICKEHUS TIapaLeTaMoJ, KaTo ce yBennyana oT 63% cnen no3a ot 500 mg 10 011130
90% cnea 1 vau 2 g.

Bpb3ka(u) apMakoxMHETHK3-hapMaKkoaiHAMHKA:
Edexrure HACTBMBAT B paMKUTe Ha 30 MHHYTH W MPOTLIDKABAT Meskay 4 u 6 yaca.

Ilcesaoedenpun
AbcopOuums:

IlceBnoedenpun ce abcopdupa OBpP30 U OBIAHO OT CTOMAIIHO-YPECBHHA TPAKT Clien
nepopanie npuaomkeHne. [lepopanrara SHOHATHUYHOCT HAa fCEBRAOCPEAPHH € BHCOKA,
KAKTO ¢e onpeaens oT cwOupane Ha ypuHa Han 96% oT npunoxenure 103H. Korato
ncegaocdepuH ce npyema cliefl XpaHa ¢ BUCOKO CbABPKAHUE HA MA3HUHH, CKOPOCTTA
Ha abcopOLMsA ce HamaIgBa, KOETO BOAW A0 OKONO 4ac 3abaBsiHe MPH AOCTUTaHE Ha
MaKCHUMaNHH KOHUEHTpALMK. XpaHaTa HE BIMAE€ BLPXY CKOPOCTTa WNH CTENEHTA Ha
abcopbuus Ha nceBgoedeapHH OT  Pa3Nnu4yHu  (POPMYIIMPOBKH € YABIDKEHO
ocsofoxaabane. Ciiell NepopanHo NPWIOKEHHE Ha eguHuyHa Tabnetka ot 30 mg
CpeNHa MAKCHMAJIHA TUIa3MeHa KoHuenTpauus ot 104 + 19 ng/mL ce nocrura 3a 1,46 +
0,55 vaca. Cnien nepopanto NpHIGKEHHWE Ha eadHU4Ha no3a ot 60 mg noa gopmara Ha
TaONETKY, CPEeAHY MAKCUMANHH MiasMeHHd KoHuedtpauuu ot 180 + 30 w 232 + 30
ng/mkL ce nocturar ¢boTBeTHO Ha 1,94 £+ 0,86 n 1,96 + 0,62 4aca.
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PasnpeneneHue:

BunuMusat o6eM Ha pasnpeneneHude Ha ncespoefenpdt sapupa ot 2,3 Ao 3,3 kg, o
0,7% ot eaunv4Ha no3a 60 mg ncepaoedenpud MOXKE Oa ¢¢ Pa3npeneiv B KbpMara 3a
24 yaca. Konuentpanunte Ha ncepaoedeapyun B MISKOTO ca OT 2 10 3 bTH 1O-BHCOKH
OT Te3n B mnazmara. To3u npodua Ha JEKapCTBEHA KOHLUEHTpAIMsa MJIAKO/nia3ma
NoKa3Ba HUCKA CTENEH HA CBbp3BaHE C MNPOTEHHUTE, BLIPEKH He JIUNCBAT JAaHHM 33
CBLP3BAHETO € NPOTEMHHWTE B faiMaTta npd xopa. JlaHHM OT €OHO [POYYBAHC HA
KbpMeuy maliku, npuemainn 60 mg ncesnoedenpin npe3 6 yaca, Nokassa, ye ot 2,2 40
6,7% oT MakcumanHaTa AHeBHa go3a (240 mg) Moxe ga I[IPEMHHE B KBhpPMauero OT
KbpMelila Maiika.

buoTpanchopManus;

TTpu BB3IPACTHH CAMO MANKa 4acT OT ncesaoedeapuH ce MeTaboM3npa B HEPHUS Ipod.
Oxono 1% 10 6,2% ot aozara nperbpaspa N-geMeruinpare 10 Merabonra
HopncepaoedenprH, KOHTO Ce eKCKpeTUpa B ypHUHATAa.

EnuMHHKUpaHe:

IlcesaoedenprHHBT C& EAMMUHKAPA IdBHO 4pe3 OROPEUHA EKCKPELIHA KATO

HETIPOMEHEHO iekapeTBo. [lo-ronamara wacT ot nepopannara Ao3a (43% no 96%) ce
CKCKPETUDA HENPOMEHEHA B YPUHATA B paMkuTe Ha 24 yaca. [1py BB3pacTHH
eNMUMHHALMOHHHAT NONYXHBOT (t4) KakTo 3a ncesaoedenpuy ¢ He3abaBHO, Taka U 3a

Y ALIDKEHO OCEODOKAABAHE BApUpa OT 35,5 1o 7,0 yaca.

EnMMHHHMpAHETo ¢ YPUHATa CE YCKOpsBa, a MOAYKHBOTHT CHOTBETHO €€ HaMaliABa,
KOraTo ypuHara ce noakucenssa. OOpaTHO, ¢ NOBMIIaBaHETO Ha pH Ha ypuHata
CNMMHHHPAHETO C YPHUHATA € HaMAJISIBA H NONYKHBOTBT C€ YB/IXKABA.

JInHelHOCT/HeNHHEHHOCT

Crnen nepopasnHo npuloXeHUe Ha eaHa tabnetka 30 mg cpeaHa MakCHMalTHa NJa3MeHa
koHueHTpauws ot 104 + 19 ng/ml ce moctura 3a 1,46 £ 0,55 vaca. Cren nepopanHo
NMPUJIOKEHME HA edHOKpatHa a03a oT 60 mg TadneTky B ABE OTACIHH IpOYYBaAHUA
CpenHy MakKCHMATHW IUIa3sMEHM KoHueHrpauuu ot 180 £ 30 u 232 + 30 ng/ml ce
nocTHrar ciea ¢LoTreTHO 1,94 = 0,86 n 1,96 + 0,62 vaca.

Bpbika(v) ¢papmakokuHeTHKA-(apMaKOINHAMHKA:

CyMnTOMUTE HAa KOHIECTHA ce noaodpsaBaT 3HAUMMMO Clie] €AHOKpPATHA NEepopalHa Ao3a
ncesgoedhenpun (60 mg xkancyna) B cpasHenue ¢ mianebo cnen 60, 90, 120 u
150 MUHYTH OT UPHITOKEHHETO.

AndenxnapamMuHoB XHIPOXJI0OPHA:

AbcopOuus:

Hudenxuapamuu ce abecopbupa n1obpe 0T cToMalIHO-YpeBHUA TPaKT. MakcuMannu
CEpYMHH HABA C& AOCTHTAT ME&KLY 2 — 2,5 vaca cien nepopania nosa. Cnej
MHOTOKPATHU Nepopaiiy 1034 oT 30 mg AudeHXuaApaMuH YCTHPH ITETU AHEBHO
HAa YeTUpH CyDeKTa, MUHHMANHHUTE NJ1a3MEHH KOHLEHTpallHH Ha
AHPEHXHAPAMHRE B CTALMOHAPHO CHCTOSHUE HA TPETHA JIEH Bapupar ot 57-150
ng/ml..

PasnpeneneHue:
HubenxuapaMUuHeT Ce pasrpeacsis UIMPoKO B TAJIOTO, BKITIOUHTEIHO HEHTPANHATa
HEPRHA CUCTEMA.

JIMderxHIpaMuHbT ¢¢ CRbP3BA BHB BUCOKA CTENCH ¢ NPOTEHHUTE, KATO
KOHUeHTpauuuTe Ha cBoboaHOTO nekapeTso ca 24,0 + 1,9% u 14,8 = 1,5%., u3
N143MaTa Ha MPEACTABUTENM HA a3UaTcKa B KaBkaska paca. [1pH Bb3pact
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yepHoApoBHO 3abonaBate, CBLP3BAHETO C IPOTEUHH € MO-HHCKO, BLIPEKH U¢ 00SMbT HA
pA3NPeACNCHUE € CPABHEM ChC 3APABU Bb3PACTHH.

buorpanchopmanms:

JIudenxuapaMuHLT ce NOANAIA Ha MeTaboau3hM ITPU TbPBO NPEMUHABAHE ¢ a0COI0THA
GuonannyHocT oT 72% + 8%. Toil ce MeTabonu3npa eKCTEH3UBHO B YEPHUS APOO 1PEs
nemeTuanpane o N-aemerw jupeuxuaparud (DMDP). Knunuunare
GAPMAKOKUHETUUHU ARHHKW NPEANOAAraT, e AMBEHXUAPAMUHBT MOXKE A Obae
unxuonTop Ha CYP2D6, 6e3 ga ce Merabonuiupa eKCTEH3UBHO OT TO3Y U30CH3HM HA
HUTOX poM P450.

EnvWMHHHUpaHe:

3a AMPEHXUAPAMHH ce ChOOILABAT CPEIHH NOAYKNBOTH Ha §eTa enuMUBEMpane oT 8,5 1
[ 1,5 yaca Mpu BL3PACTHH B NPOYHYBAHM, B KOUTO KPbBHH IPOOH Ca B3EMaHH 0T 24 10
72 vaca. [TonyxkuBoTsT € yawsmked o 13,6 = 4,2 h npH xopa B cTapuecka Bb3pacT H 10
15,2 + 1.5 h npu sb3pacTiy ¢ YepHoApoOHa UMpo3a. Manko KOJTM4eCTBO HETIPOMEHEHO
NEKAPCTBO CE EKCKPETHPA B YPHHATA.

[1py BL3IPACTHU BE3PACTHH cpeaHara ckopoceT Ha kaupsHe ¢ 11,7 + 3,1 mL/min/kg, ot
Apyra cTpaHa, T8 e 23,3 = 9,4 mL npu Mianu BL3pacTHU, A0KATO IpH Aeua € 49,2 + 22.8
ml./min/kg,

JIMHeHHOCT/ HENHHEUHOCT:
Jluncsar nasHu.

Bpb3ka(l) dapmakgkuHeTHKA-(PaPMaKOAWHaMUKA.

CuyTa ce, ue aHTUTYCUBHHTE CBOUCTBA HA JU(EHXUIPAMUH Ce Ab/KAT Ha HEHTPAICH
MEXAHU3bM, BKAKOYBALL MO3LYHNA UEHTHD Ha Kawnanuara. T'ei kaTo obave Ha4anoTo Ha
CTATUCTUHECKH 3HAUMMA aHTHTYCHBHA aKTHBHOCT HACTBHIIBA HE [10-KBCHO OT 15 MHUHYTH
Ce/l npyueM Ha AH(EeHxXUapaMHH, TOBA I0KA3Ba, e Nepru(epeH MEXaHHU3bM Ha ICHCTBHE
MOKE CBILO 13 AoNpuHacyd 3a epeKTUBHOCTTA HA au(peHXHapaMUH.
[1poaAbIDXUTEAHOCTTA HA AKTHBHOCTTA & MexX 1y 4 — 8 uaca.

5.3 IIpeaAKNHHHYHH JaHHH 3a 0e300acHoCT

HeknHuuHuTe NaHHK 38 BCEKN KOMMNOHEHT HE MOKa3BaT 0CODEH PUCK 34 X0PaTad Bb3
OCHOBA HA HANHYHHTE NPOYYBAHHA 32 TOKCHYHOCT TIpH MHOMOKPATHO NPUIATraHe v
FEHOTOKCHYHOCT, HaMa nann 3a ynorpebara na napaneramorn, ncespoedespii 1
AUBEHXHAPaAMUH B KOMOWHAIIWA.

Mpu exexTpodusHoOnOruuHi WicaeABaxns JudenxuapaMuHsT 0s10kupa Onp3us 3adaseH
TOKOM3IIPABUTENCH KAIUCB KAHAN ¥ YBEAKYABRA HPOALIDKHTCAHOCTTA HA NOTEHUMANA HA
aeficreue. JudenxuapaMunbpT MOXES Aa UMA NOTEHLNANA A3 TPEAN3BHKA apuTMHU NIPH

HAJTHYHE HA NOTBIHHTENHU nonpuHacs i gaxropt (BUKTE TOUKA 4.4, 4.5 1 4.9).

Hsima w3BecTHr ChoOLICHS 3a TIPOYUBAHNS 32 KAHICPOTEHHOCT NPH MUBOTHN 32
ncesaoeheapun,

PenpoAyKTHBHA TOKCHYHOCT
[lapateramon

He ¢ca HanWJHE KOHBEHUHOHAIHH H3CISABAHHA, H3N0A3BAILH TMTOHACTOALIEM TPHETHTE
CTARIAAPTH 3& OUCHKA HA TOKCHYHOCTT 34 penpolyKHHATa H PA3BHTHCTO.

[TcepaoedeprH
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[TpoyuBannaTa 32 PENPOAYKTUBHA TOKCHYHOCT NPH MHIIKH M [TJTbXOBE C
ncepaoedeAprHOB xuapoxaopua {15 mg/kg) He nokassar NpH3HaUy HA TOKCUHHOCT 32
MaRKaTa Ui Noaa WK reparorcHHoct. [Ipy 1032, TOKCHUHA 3a MalKara,

neesaoede ApHHOB XHAPOXAOPH IPEAN3BUKRA (PETOTOKCHUHOCT (HAMAICHO TEMMO Ha
MIroja v 3abapeHa OCH(puKauna) npu IIbXose.

Jndpenxuapamud
EMOpuoToxcuuny ediekTy ca Hab04aBaHy NPY 3ARUH W MUILKH NP AHEBHH A03H Hal
1S - 50 mg/kg TenecHo Terno; odade HAMA AOKA3ATEICTRA 32 TEPATOreHHU epeKTH.

PDepTHARTET

FlapaueTaMo:
Hozure. npy xouTo ce Hadaoaapa eekT BuPXY PEeprHauTeTa, ¢a MHOTO BO-BHCOKK OT
MPENOPLUBAHHTE J03H [1PH X0pPa.

JInderxnapamuH

Hsima gocTaThuHo yHpOpMaLKa. 32 1a ¢ onpeaeny Nand ANPeHXUIPaMHHOB
XUAPOXITOPKI MMA NOTEHLMAT A3 YBPEAH (pepTHAHTETA IPU XHUBOTHH. PENPOAYKTHBEH
PUCK 3d XOPATA HE € ¥CTAHOBEH.

0. OPAPMAILEBTUYHHU JAHHH
6.1 CoMcbK HA MOMOLIHHTE BEILECTBA

Bceaka 6ana (JIHEBHA) TabneTxka chabpika:
[IpexcenaTMHU3UPAHO HAPEBHYHO HUILCCTE
[loeraon K30
KpocnoBuaoH
CreapuHoBa KuceANHA
MUKpPOKpUCTANHA LENY1034
Kpockapmenoia narpu
Marnesues creapar

Beaka cnna (HOLLHA) tabnerka cbabpika;
AAPO
MukpokpucTanta Hellyno3a
Llapesuubno HuIecTe
Harpues HuuiecTeH FITHKONAT
XUIPOKCUTIPOTHIT Le1ya03a
HpexxenaTHHWIMPAHO LAPEBUYHO HULIECTE
Kpockapmenosza HaTpuM
CreapyHoBa kncenuna (npax)
Marnesnes creapar

OHUJIIMOBO MOKPHUTHUE
Onagpaii cunbo 02H205000
CbObpXailo;
XUAPOKCHNPOMUAMETHN LIETYN03a
Mnaurokapmun (E132)
Turanos avokcug (E171)
[Tponunen rauvkon
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6.2 HecbBMEeCTHMOCTH

Henpunoxumo.
6.3 CpoK Ha TOAHOCT
)
3 rOIMHH.
6.4 CneunaaHu yCIOBUS HA ChLXPaHeHue

Ja ce cuxpanssa noa 25°C. /la ce cbxpaHaBa B OpHIUHaAIIHATa ONAKOBKA.
0.5 BHa M ¢chaABpKAHHE HA ONMAKOBKATA
Onakoska:

Kaprouena onakoska ¢ 16 tabnerku: 12 6enu npoasnrosaty ,,JJHEBHH™
Tabnerku, mocrasendn B 6aucrep or PVC/PVDC/Anymunueo Gonno u 4 CHHH

kpbrau ,,HOLLIHH“ Tabaerxu, nocraBeHu B OnucTep ot
PVC/PVDC/Anymunuero ¢goauo.

6.6 Cnennaiann npeana3Hd MEPKH [PH W3XBbLPJsiHe <H paboTa>
HsmMa cneuMasiHi Y3ucKBaHUA

7. MPUTEXKATEJ HA PASPEWIEHHETO 3A YIOTPEBA

McNeil Healthcare {Ireland) Ltd.
Offices 5-7

Block 5

High Street

Tallaght

Dublin 24

HMpnangus
D24 YK8N
8. HOMEP(A) HA PASPEULEHHETO 3A YHOTPEBA

Per. nomep: 20200248

9. JATA HA ITBbPBO PA3PEINABAHE/NNOZHOBABAHE HA
PABPEIIEHHUETO 3A YIIOTPEBA

t1.12.2020 r.
10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

09/2023
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