KPATKA XAPAKTEPUCTHKA HA ITPOJYKTA

1. HUME HA JIEKAPCTBEHUS MIPOAYKT
OJIY APEKC TUMMU Xot Ipusk 3a Jeua 300 mg/ 5 mg/ 20 mg npax 3a nepopasieH pa3TBop

FLUDREX TIMI Hot Drink for Kids 300 mg/ 5 mg/ 20 mg powder for oral solution

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

AKTUBHHU BEULIECTBA B €1HO calle:

[Tapaueramoun (Paracetamol) 300 mg
Oenunedpunos xuapoxnopua (Phenylephrine hydrochloride) S mg
AckopOuHoBa kucenuHa (Ascorbic acid) 20 mg

[TomolHu BelecTBa ¢ U3BECTHO JekcTBHE: 3axaposa 1,756 g_B €lHa 1103a.
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BbHiIeH BHA - O1€10KBAT Mpax ¢ MUPHC HA MaLlepKa U JIMMOH.

4. KIUMHHUYHU JAHHHU
4.1. TepaneBTHYHH NOKA3AHHSA

To3u nekapcTBeH NPOAYKT € NOKa3aH 3a KPaTKOCPOUHO CUMITTOMATUYHO JIEYEHHE Ha MPOCTYAHH
3a00/1ABaHMs W TPUI MPH AeLa Ha BB3pacT Mexay 6 v 12 roauHu.

OGnekuyaBa cimnTomu Kato pedpunurert, rmaBodonue, 60JIKH B rbpJIOTO, Ha3aJHa KOHIeCTHH,
CHHY3HUT, MYCKYJIHH OOJIKH.

4.2. Jlo3HpOBKa U HAYHH HA MPHJIOKEHHE

Jlo3upoBka

Heya na év3pacm 6 - 12 200unu
3-4 nbTH AHEBHO MO €IHO calle npe3 uHTepBas ot 4-6 yaca.

Makcumansara nqHesHa no3a ot 1,8 g napaueramon (6 cawera) He TpsaOBa j1a Ob/1e NpeBHILIaBaHa, a
MHTEPBAIBT MEXKAY OTAC/IHUTE NMPHEMHU He TpsabBa na Obae no-Mainek OT 4 yaca.

[IpenopbunTeEsIHO € IeHEHHETO Aa ce MPOBEXK/Aa ¢ Hail-HUCKaTa 1034, ¢ KOSTO ¢e MOCTUra OYaKBaHus
edekr.

MaxkcumaliHa NpOABLKUTEIHOCT Ha JIeyeHHeTo 0e3 KOHCYITauus ¢ Jiekap — 3 JHH.
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Heya na ev3pacm < 6 coounu

[IpomyKThT HE € MOAXO/ALL 3a MPUIOKEHHE NPH Aela < 6 rOAHHH, OCBEH aKO H3PHYHO HE €
Ha3Ha4YeH OT JIeKap.

Ilayuenmu ¢ 6vbpeuna neoocmamvynocm

[Tpu maumeHTH ¢ TeXxKa ObOpedyHa HEOCTATBYHOCT HHTEPBATBT MEXKAY OTAEIIHUTE NPHEMH He
TpsabBa aa Obae no-manek ot 8 yaca.

Ha4yuH Ha IMPUJIOKCHHUC

ChIBpIKMMOTO Ha €HO callle ce pa3TBaps B JOCTATHYHO KOJIMYECTBO ropeiia Boja M ce pa3obpksa
nobpe 10 nojiyyaBaHe Ha XOMOI'€HEH pPa3TBOp.

4.3. IlpormBomokazaHusi

. CBpBbX4YYBCTBUTEJIHOCT KbM AKTHBHUTE MJIM HIKOU OT NMOMOII[HHUTE BELLECTBA,;

. YepHoapoOHO wiu Texxko 00peuHo yBpexaaHe;

. BucokocTeneHHa aprepyaniHa XUIepTOHUS;

» HekoMneHcHpaH XUNepTHPEOHAU3BM;

. 3axapeH auader;

. Texku cbpae4YHO-CHAOBH 3a00/IABaHNUS;

» EnHoBpeMEHEeH NnpueM ¢ TPHLUMKIHYHE aHTHAeNnpecaHTH, Oera-0nokepu unu MAO-

UHXUOUTOPH, BKJI. B nocieaHuTe 14 qHu.

4.4. ChnenuajHu npeaynpe;IeHus U NpeANa3sHd MepKH NpH ynorpeda

C ornen npenoTBpaTsBaHe Ha Npeno3upaHe, Mo BpeMe Ha JISYEHUeTO C TOBA JIEKaApCTBO He TpsOBa na
Ce MpHUeMar Apyrd NMpOAYKTH, ChAbPIKALLY NapaLeTamol.

[Ipu neua, npuemaly npu JIe4EHUETO C TO3M MPOAYKT, Napaleramos B AHeBHa ao3a 30 mg/kg,
KOMOMHALMATA C APYr aHTHNHPETHK, ChABPIKALL MapaLeTaMoll He Ce NpernopbyBa.

B cinyyauTe, KOrato He ce nocTura O4aKkBaHUSAT TepaneBTHYeH edeKT B cho0pakeHue TpsbBa na
BJI€3€ U3IIOJ3BAHETO U HA APYr aHTUITUPETHK.

[IponykThbT ce npuyiara ¢ BHUMaH’e MpH MalueHTH ¢ 6s0peunn 3abonsaBanus W/unu 6u0peuHa
HeoCcTaTb4HOCT. [IpH peJOBHO NpUEMaHe Ha aHANTETULIM U aHTHITMPETHLH, OCODEHO TakHBa
ChABPXKALLM Pa3/IMYHH JIEKAPCTBEHH KOMOHHALMH, MOJKE [ja HACTBITH aHAJIreTUYHa HedponaTHs, B
HAKOHM CJIy4aH [0 pa3BUTHE Ha 6b0peyHa HelOCTaThYHOCT.

IIpy npoAB/KUTENHOTO NPUIIOKEHHE HA IOJIEMH 103M MapaleTaMos1, 0COOeHO NpH uua, nprueMally
APYTH XeNaTOTOKCHYHH JIEKapCTBa, € HEOOXOAUMO J1a Biie3e B CbOOpaXKeHHE PUCKBT OT
YyepHOAPOOHO yBpeKaaHe, KOETO B HAKOM ClTyYyaH MOXKE J1a IoBeAe 10 HEOOXOAUMOCT OT
YepHOAPOOHA TpaHCIUTAHTAaUMs MU Aa uMa daraneH usxon. JlatentHure GopMH Ha YepPHOAPOOHO
3a00/11BaHE NMOBULIABAT PUCKA OT CBBP3aHO C MPHEeMa Ha NapaneTamMmosl YepHOAPOOHO YBpeKIaHe.

Mma cbobeHus 3a HacTbnuia YepHOApOoOHa AUChYHKIUSA/HeIOCTATBYHOCT MPH MALUEHTH C

NOHH)XCHH INTYTATHOHOBH HHBA, HAIIPUMEP TaKHBa C TEXXKO HEAOXPaHBAHE, AaHOPEKCHA, HUCBK
HMHACKC Ha TCJICCHaATa Maca, XpOHHYHa BHO)WI‘IOTP'BGH C aJIKOXO0J1, CEIICHC.
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ler‘l MNafgueHTH ¢ HUCKH I1yTaTHOHOBH HUBA, yno'rpeﬁa'ra Ha nmapaueTramMoi MOXKE Na YBCIIHYH PHCKa
OoT MeTaboJINTHA aLK103a.

[Topaau cpabpskaHueTo Ha (heHMNedpUH B ChbCTaBa Ha MPOAYKTA, TOM CJIEABa [ja Ce nmpuiiara ¢
0c00€HO BHUMaHHWE MNPH JIKLA C:

. CBPACYHO-CHAOBH 3a00NaBaHUs, OCOOEHO MPH NMALUEHTH C apTEpPHAJIHA XUIIEPTOHHUS,
. XUNEPTHPEOUAUIBM,

. 3axapeH auader;

. riayKkoma;

. (heoXpoOMOLIUTOM;

o OKJIY3UBHH CBIOBH 3abonsaBaHus (Oonect Ha PeliHo)

[IponyxTeT TpaOBa aa ce ynoTpebsBa caMo B KpaiiHa HEOOXOAUMOCT OT MaLMEHTH, JIEKYBaHH C
JAPYTH JIEKapCTBa ChC CUMITIATOMUMETAYHA AKTHBHOCT, KaTO JAEKOHIME€CTAHTH, CPEACTBA MTOTHCKAIIH
aneTuTa UM aM(peTaMHHOBH NCHXOCTHMYJIAHTH.

[TaupeHTH npueMally Uiy npueManu B nocienuaure 14 nuu MAO-uaxuburopu, 6era-6aokepu Uiu
TPHLIMKJIHYHH aHTHENPECAaHTH TPAOBa 1a U3M0JI3BaT TOBA JIEKAPCTBO C 0COOEHO BHUMAaHHE U NPH
HaJIO)KUTEJIHA HEOOXOAUMOCT.

HenocrarbYHMAT WK NUICBaLY TepaneBTHYeH edekT (nepcucTHpaHe Ha BUCOKATa TeMIepaTypa Ino-
JBJITO OT 3 IHK W Ha APYrUTe CUMIITOMH MOBEYE OT 5 AHH) Hajlara 00ChKIaHe Ha MPOAB/IKABAHETO
Ha JICYEHUETO WJIM HErOBOTO NPEKpaTIBaHe.

JlekapCTBEHUAT NMPOAYKT ChABPKa 3axapo3a (1,756 g B enna nosa). Heobxoaumo € BHMMaHue npy
ynorpeba ot aMua cbe 3axapeH Auader. [TauueHTy ¢ penku HacaeACcTBEHHU NMpoOaeMu Ha
HEMIOHOCHMOCT KbM (PPYKTO3a, INIFOKO30-TaJlakTo3Ha MaslabcopOLMs M CyKpas3a-u3oMaiTa3Ha
HEZOCTaTBYHOCT He TpAOBa Ja npUeMar ToBa JIEKapCTBO.

4.5. B3aumopelcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH U APYrH opmMu Ha B3auMoJelicTBHE

[Tapaneramon
Mertokonpamua U JOMNIEPUAOH yBeNUYaBaT pe3opOLuaTa Ha rnapaueTaMmoll.

XonecTHpaMHH HaMajsiBa Heroeara pe3opOiums, nopaau KOeTo MeXAy NPUEMUTE Ha ABaTa NMPOAYKTa
e HeoOxoaum uHTepBai OT MoHe 60 MUHYTH.

{Denobapburtan U ApYyrd MHAYKTOPH Ha YepHOAPOOHUTE MeTab0IM3HpaLli eH3UMH ((PeHHUTOUH,
kapbamMasenuH, pudamMnuLUMH) B HAYAJIOTO MOTaT Aa 3aCHIAT e(PeKTHTE Ha NapaLeTaMoJ BbPXY
LITHC, Ho cnen ToBa, B pe3ynTaT Ha €H3MMHA MHAYKLKSA, MOraT a YBEIMYaT Herosara
OHoTpaHC(OpMaLMs, 1a MOHWKAT aHAJITETHYHATA MYy aKTHBHOCT M Ja YCHJISAT HEroBara
XeMnaTOTOKCHYHOCT.,

[lapaueramon ycunBa nelcTBUETO HA KyMapHHOBUTE aHTUKOAryJIaHTH (BaphapHH) npu
MPOABJDKUTETHO PEJOBHO NMPUJIOXKEHHE, BCIISACTBHE Ha KOETO Jia C€ MOBHIIM PUCKBT OT

KPBBOTCUYCHHUC. E,H.HOKPHTHHTC, HHOHUACHTHO NMpHJIaraHu 1034 HC BOJOAT [1a TaKbB 8(1)31{'1".

OpanHuTe KOHTpPaLIENTHBHY cpe/icTBa OTciabBar edekTuTe Ha NapaneTaMmosl Ype3 HHAyLUpaHe Ha
HEroBua MeTadOJIM3bM.

L{umeTHaMH HaMasiBa TOKCHYHOCTTA M 3aCH/IBA aHAJITETUYHHUA e()eKT Ha mapaueTaMoll.
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[TapaLieTaMo yBeIM4YaBa IJIa3MEeHUTE KOHLIGHTPaLMK Ha XJ10paM(pEHHKOJ H MOXKe Jia IoBeAe 110
MOBHLLIABAHE Ha PHUCK OT MHEJIOTOKCHYHH €(EKTH.

EnHoBpeMEeHHO NPUJIOKEHHE HA NapaLeTaMoJl C IPYrH XeNaTOTOKCHYHH CPEACTBA U aJIKOXOJI
MOBULLIABA PUCKA OT YEPHOAPOOHO YBpEKaHe.

[TpunaraHeTo Ha mapaueTaMos MOXKe Ja MOBJIMAE Pe3yJTaTHTE OT TECTOBETE 3a ONPEAC/IAHE Ha
MUKOYHA KHCETHHA 1o MeToza Ha ocdo-BondpamMoBa KHCEIHHA, KAKTO H TECTa 3a ONpe/IeNsIHe Ha

NIIOKO03a B KPBBTA MO INTFOK030-0KCHAA3HO-INEPOKCHAA3HHUA METO/.

DenunedpuH

EnHoBpeMeHHOTO npuioxeHue Ha GpeHunedpuH c:

- MAO-HHXMOUTOPH MITH TPHLIMKIIHYHU aHTHAENPECAHTH € MPOTHUBONOKA3aHO, Thil KATO MOXe
Jla JOoBEJE 10 XKUBOTO3acTpallaBallo MMOBUILIEHHE HA apTEPHATHOTO HajIAraHe Wiu JApyrd CbpAeYHO-
CBbAOBH HEXKEJIAHH peaKLIvH,

. B-610KkepH W aHTHUXMIIEPTEH3UBHH CPEACTBAa MOXeE J1a I0BEIEC 1O HAMAJIABAHE HA TEXHHA
edeKT, BCIEACTBHE Ha KOETO J1a ce HabmoJaBaT XUNepPTeH3UBHH PEAKLUH WIH APYTH HEeXKeJlaHH
peakUMH OT CTPaHa Ha CbpPAEYHO-ChAOBATa CUCTEMA;

. JAUIOKCHH H CBPACYHH INTHKO3HIH MOXKE [a NMOBULIH PUCKA OT CbpA€YHA apHTMHA
. CUMIMAaTHKOMHMETHYHH aMHHH MOXKE [1a MOBHIIH PUCKA OT CbpPACYHO-CBAOBH HEXKEJIAHH
PCAKLIHH.

AckopOHHOBa KHCETHHA

AckopOuHOBaTa KMCEJIMHA NMPHETa €THOBPEMEHHO C JISKAPCTBEHH MPOAYKTH, ChABPIKALIH
AUETUICATMLMIIOBA KUCEJIMHA MOXKE J1a JOBEE A0 YBEJIMYaBaHE Ha MUIa3MEHUTE HHUBA HA
CAJIMLIMJIATHTE U 3aCHJIBAHE HA TEXHHUTE TOKCHYHH e(DEeKTH.

4.6. PepruauTeT, OpEeMEHHOCT H KbPMEHE

[IponykThT € npenHa3HaYeH 3a NPUJIOKEHHE B IETCKAaTa Bb3PacT, HO B B CJIy4aH, 4ye ce IpHema oT
BB3PACTHH € HeOOXOAMMO Aa ce MMa Tpel BHJ clieiHaTa HHPOpMaLH:

DepTHIIUTET
Hsama naHHu 3a HeOnaronpuaTHu eekTH BbpXy GepTHIUTUTE OT CTPaHa Ha ChAbPXKALIMTE CE B
MPOAYKTa aKTUBHH BELLECTBA.

bpeMeHHOCT

HsiMa naHHM 32 NOBMLUEH PHCK OT pa3BUTHE Ha MaIpOPMaLIUH MM TOKCHYHU eeKTH BBPXY TJIOJA.
[IponykTsT MOXKE /a ce npuiiara 1o BpeMe Ha OpeMEHHOCT B TePareBTHYHH J03H CaMo Clie/l
JIEKapCKO Ha3Ha4YeHHMe.

KbpmeHe
BximroyeHHUTe B ChCTaBa HA KOMOMHALIMATA AKTUBHH BELIECTBA C€ U3ThYBAT ¢ MAHYHMHOTO MIISIKO.
[IpooykThT MOXE 1a ce nmpuiara rno BpeMe Ha KbpMEHe €JUHCTBEHO CJIE/l JIEKAPCKO Ha3HAYEHHE.

4.7. EdexTn BbpXy cnocobHocTTa 32 modupane u padora ¢ MAIIHHH

Hsma nannu 3a HeOnaronpusTHU eexTH BbpXy cnocoOHOCTTa 3a odHpaHe U paboTa ¢ MaLUIMHH.
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[IpoaykThT € npeaHa3HayeH 3a NPUIoKEeHHe B IETCKaTa Bb3pacT.
4.8. Hexenanu JleKapCTBEHH peaKHH

Morar ja ce HaOnoAaBaT CEAHUTE HEXKENTAHH PeaKIUH, pa3npee/ieHH M0 CHCTEMH H YeCTOoTa
(peaxu - >1/10 000 no <1/1 000; muoro peaxu <1/1 000).

MeDRA SOC

Hexenana JiekapcTBeHA peaknust

IIapaneramon

Hapyiienus Ha kpbBTa U IMMdHATA cUcTEMA
Penku

Tpombormronenus

HapylieHus Ha MMyHHaTa CHCTeMa
MHoro peaku

AHadunakcusi, KOXKHU peakLuy Ha
CBPBbXYYBCTBUTEJIHOCT, BKJI. OOpHBH,
aHruoeneM, CHHApoM Ha Steven-Johnson

PecrniupaTopHH, rpbAHK U MEIHACTHHAIIHH
HapyLUeHUs
MHoro peaku

BpoHxocna3zbM NpH NaLMEHTH ¢
MOBUILIEHA YYBCTBUTEIHOCT KbM
auerwicamuioa kucenuna 1 HCIIBC

Xenaro-OunuapHu HapyILIEHUs
MHoro peaku

YepHoapoOHH QyHKLHOHATHH

HapyLIEeHHs
PennnepHHOB XHAPOXJIOPH
[IcUXWYHU HapyLIeHuUs
MHoro peaku HepBHocT

HapyluieHus Ha HepBHATa cHCTEMA
Penkwu

['naBoOonue, 3amaiiBaHe, Oe3cbHHUE

CbpAEYHH HAPYILICHHUS
Penku

XHHBP‘TOHHH, TaxXHKapaud, najJrmruTaliu

Hapylienus Ha Ko)kaTta W NMoJKOXKHATa ThKaH

Penku

Anepruynu peakuuu (0OpuB, ypTHKapHs,
aJIepruyeH JepMaTHT)

CToMallHO-YPEeBHHU HAPYILIEHHUS
MHoro peaku

I'afiene, noBpbllaHe

Hapywienus Ha 6b0peunTe 1 NMKOYHHUTE

MbTULLA
MHoro peaku

Ju3ypus 1 3aAbp)kaHe Ha ypHHa.
HabnropaBar ce nmo-4ecTo npu nauueHTH
cbC 3a00JIIBaHUSA HA MUKOYHHS MEXYP
WJIM NIPOCTaTHA XUNepTpodus

Hapyuwienus Ha ounre
MHoro peaku

Muapuasza, o00CTpsiHE CHMITTOMHTE Ha
rjlaykoMa

CrobiaBaHe Ha NMOIO3UPAHU HEKEIAHH PEAKLIUH

Cpo0iaBaHeTO Ha MOO3MPaHH HEXKENaHH PeaKLMH Ciie/l pa3peliaBaHde 3a ynorpeba Ha
NIEKapCTBEHHs NMPOAYKT € BaXKHO. TOBa Mo3BOJIABA 1A MPOAB/DKH HAOMOAEHHETO Ha ChOTHOIIEHHETO
MOJI3a/PUCK 32 JIEKapCTBEHHA NMPOAYKT. OT MEAULIMHCKHUTE CIIELMAIIMCTH Ce M3HCKBA J1a ChoOLIaBaT
BCsAKa M003UpaHa HeXKeJlaHa peaKkius Ypes:

M3rb/IHMTEHA areHUMs 110 JieKapcTBaTa
yi. ,Jlamsau ['pyes” Ne 8
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1303 Codus
Ten.: + 359 2 8903417
yeOcaiT: www.bda.bg

4.9. Ilpenosupane

CUMNTOMH

KinvHU4HUTE NPOABH HA Npeao3HpaHe ¢ napaueraMos OOMKHOBEHO Ca raJieHe, rNnoBpblliaHe,
aHopeKcHs, 6ieqHOCT, KOpeMHH OOJIKH, U3MOTABAHE U CHHIIMBOCT, TAXMKAPAUS, [IOBHUIIABAHE HA
apTepHaJIHOTO HansAraHe. Haki-uecTo Te3u nposisu ce Habmoaasar B mepBUTE 24 yaca.

[IpueMbT Ha napaueraMon B KoJiHYecTBO Haj 10 g npeau3BHKBa YepHOAPOOHA LIUTOJIH3A, KOATO
4eCTO NMPEMHHaBa B TOTaJIHA U HeoOpaTHMa HeKpo3a, BOACILA A0 XenaToLeayjiapHa
HHCY(HUMeHLUs, MeTaboNMTHA auKMa03a U eHuedanonaTus, ¢ nociaeAsalla KoMa i CMbPT.
[loBuiuaBaT ce HHUBaTa Ha YepHOAPOOHHUTE TPAHCAMHHA3H, JIAKTATACXUAPOreHa3HTe, OHIHPYOHHBT,
MOHWXaBa ce NMPOTPOMOMHOBOTO Bpeme. Te3n MpOMEeHH HACTHIIBAT OTHOCHTENHO KbCHO (12 1o 48

yaca) cief| rnpuemMa.

Bb3M0xHO e 1a ce pa3Bue Texxko OB0peyHo yBpexxaaHe ¢ ocTpa TyOyJiHa HEKpO3a IOPH U IIpH
OTCBHCTBHE Ha TEIKKO YEPHOAPOOHO yBpexKaHe.

Mma cpoOLueHuns 3a nosia Ha ChpACYHHU APUTMHUH U NTAHKPEATHT.

HaGniopaBaHu ca HHTOKCHKALIMHK C MapaLieTamoJ NMpH Bb3PAaCTHH M MO-4€CTO MpH Aeua
(TepaneBTHYHO NMpeAO3UpaHe MIIM MHLIUACHTH MO HEBHUMAHKE), KOMTO B HAKOM CJIy4yad MOrar Ja
uMar ¢arajieH U3xon.

[Ipenosupanero ¢ penunedpuH npeAu3BUKBa ehekTH NogOOHH Ha U3BECTHUTE HEXKEJIAHH PEaKLvH,
CBBP3aHH C NpueM Ha peHwiedpuH. Morat aa ce HabmoaBaT ChLIO Taka pa3Apa3HUTETHOCT,
0e31oKoICTBO, XUNEPTOHUA U BB3MOXKHA peduiekTopHa Opanukapaus. B 0cO0EHO TEXKKHUTE Ciy4yaH €
BB3MOJKHA M0sIBaTa Ha O0OBPKAHOCT, XaMOLUHALIMH, TPUIMAAbLH, apPUTMHS.

[IpyemMsbT Ha ackopOMHOBA KMCETMHA BB BUCOKH JHEBHH 4034 (> 3 000 mg) moke aa nosene 10
NpexoAHa OCMOTHYHA JHUapHs, raiecHe, CTOMaLleH JUCKOM(DOPT.

JleueHue

H3BbpuiBa ce B MEAMLIMHCKO 3aBeCHHE.

Heobxonumo e B3emaHe Ha KpbBHH NMPOOH 3a OonpejieNsHe Mla3MeHUTe HHBa Ha MapaleTamol,
MPEAU3BHKBA c€ OBP30 CTOMALIHO U3MpPa3BaHe, BEHO3HO WJIM MEPOPATHO C€ BbBEXK/Aa aHTHIOT —
METHOHHH WK N-aleTHJILIMCTEHH, aKo € Bb3MOXKHO npeau 10™ yac or npuema. [Ipunara ce u apyro
MOAXOAAII0 CHMIITOMATHYHO JIYEHHE, HAIPUMEP MPHU TEXKKA XHUIEPTOHUA € MOAXOAALI0
NPHJIOKEHUETO Ha aida-61okepu, KaTo (PEHTOIAMHH.

5. ®APMAKOJIOIT'MYHHU CBOVICTBA
S.1. PapmakoAHHAMHYHH CBOHCTBA

(dapmako-TepaneBTHYHa rpymna: AHaJIreTHLH-AaHTHITUPETHLH, aHWIHIH, KOMOWHALIMK Ha
napaueramos, ATC kon — N0O2 BES|

MexaHH3bM HaA EHCTBUE
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AHTHNUPETUYHUAT €(EKT Ha MapaLeTaMO € pe3yTaT Ha Bb3IeHCTBUE BbPXY XHUIMOTATAMHYHUTE
LICHTPOBE, peryaupauy Temneparypara. [Ipeanonara ce, ye no-cwiHo ce uHxubupar COX-
eH3UMHTe, NMOBIUABAILM O0NKaTa M TeMInepaTypaTta B LEHTpaJHaTa HEpBHa CHCTEMa, a Mo-ciabo Te3u
OT nepudepHaTa HEPBHA CUCTEMA, C KOETO ce 00SCHABA HEMOBOTO I10-C1a00 MPOTUBOBB3MNAIIUTETHO
aevictere. To BEpOATHO € CBBbp3aHO ¢ HHXHOHUpaHe Ha MpocTarjiaHAUHOBaTa CHHTeTas3a H OJIoKHpaHe
Ha OpalMKHH-4yBCTBUTEIIHUTE PELIENITOPH.

CHMNaTHKOMMMETHKBT PEHUIEPPHUHOB XHAPOXJIOPH] € OL1-CENIEKTHBEH arOHUCT, KOHTO BbB BUCOKH
KOHLIEHTPaLMH aKTUBHpA M -apeHepruuyHUTE PeLenTOpPH.

DapMakoJIOrHyHu edexTH

[Tapaueramon npuTexKaBa aHAJINTETUYHO M AHTUITHPETHYHO JIEHCTBHE U B MO-BUCOKH 034 OKa3Ba
W3BECTHO MPOTUBOBB3NAIUTENHO AelcTBHe. OKa3Ba LEHTpaIeH U nepugepeH aHalreTu4eH eQexT,
€JHOBPEMEHHO C TOBa NMOBHLIAaBa OOJIKOBHS Mpar.

OeHUneQppUHOBHAT XUAPOXJIOPU MPEAN3BUKBA apTepUaIHA Ba30KOHCTPHKLIMA, NOPaaH KOETO B
MEMLMHCKATa MPaKTHKA Ce U3MO0JI3Ba OCHOBHO 3a HaMaJIABaHE HA Ha3a/lHaTa KOHIeCTHS,

NPHYHHEHA OT MOBUILEHOTO KPBBOCHAOAsIBaHE HA HOCHATA JIMraBULIA NP MPOCTYAA M IPHIL

AckopOHHOBaTa KMCEJIMHA MOHKWKaBa KaMUISPHUA nepMeabuiuTeT, noaoopsasa KIeTbYHuUs
MeTabO0JIU3bM, OKa3Ba AHTHOKCHIAHTHO W OOLIOYKpPEeNBall0 OpraHu3Ma JeHCTBHE.

5.2. PapMakOKHHETHYHH CBOHCTBA

[Tapaueramon

Pe3opOupa ce 6bp30 U ITBJIHO B CTOMALIHO-YPEBHHUSA TPAKT, JOCTHIAHKH MaKCUMATHH TUTa3MEHH
KoHUeHTpauuu mexay 30 u 60 min. cnen npuema. Cnea nepopaneH npuemM Ha go3a ot 500 mg
nmapateramoJi, Heropata cucreMHa OuoHaM4HOCT € 70%. [1nasMeHusT Noay>KMBOT NpH Aela H
BB3PACTHH € CpeaHOo 2 yaca.

Pasnipenens ce BbB BCHYKH OHOJIOrMYHU TEYHOCTH M ThKaHHW M B 0K0JIO 25% ce CBBp3Ba C
TUIa3MEHUTE MPOTEHHH.

Kontorupa ce B yepHus 1pob M ce eKcKpeTupa HermpoMeHeH B 0KoJ1o 3% 3a nepuoa ot 24 yaca.
KoHrorupa ce 1o cyngarHu v rmokopouaHd Metabonuti. OrpaHHyeH OKCHIATUBEH BT Ype3
nuToXpoM P-450 oxcuaasHa eH3MMHA CHCTEMA Che CMeCeHH QyHKLMH opMHpa eIMH PeaKTUBEH,
NOTEHLHATHO TOKCHYEH MEKAUHEH MeTabonut N-aueTun-06eH30XHHOH HMHH.

brbpeunara exckpeuus e rnaBHoO Ypes riioMepyiHa GUaTpanus ¢bC 3HaYMTEIHA TYOYIIHA
peabcopbuums. [IpeMuHaBa npe3 naLeHTaTa | ce H3Jb4Ba B MAMUYMHOTO MJISKO.

DenunedpuHOB XMAPOXJIOPH/L

Ciea nepopajiHO NMpHIIOKeHHE ce pe3opOupa 6bP30 U MBIHO B racTPO-HHTECTHHAIHUS TpakT. Clen
NMEepOpaHO NMPUJIOKEHHE, MAKCUMAJTHH TUIa3MEHH KOHLIEHTPALUU ce gocturat mexxay 1% u 2P" yac
cnel npueMa.

[lenerpauusra B uepeOpo-CrIMHANIHATA TEYHOCT, MO3bKa U MAHYMHOTO MJIIKO € MUHHMAJIHA.
DenunepuH He NpeMUHABA Npe3 MJIaleHTAaTa.

[IpeTbpnsaBa ekCTEH3MBEH NpecucTeMeH MeTab0nu3bM B YpeBHaTa creHa. [Tognara ce Ha
eKCTeH3MBHa OuoTpaHchopmaLys B YepHus Apod OCHOBHO Ype3 cyadypupaHe U NIIOKYPOHHPAHE.
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EnuMuHMpaHe ce upe3 ypuHaTa OCHOBHO MMoj ¢opMara Ha MeTabOTMTH W B MAJIKA CTETEH B
HEMPOMEHEH BH/I.

AckopOrHOBa KHCENHHA

Pe3opOupa ce 6bp30 U MBIHO B raCTPO-HHTECTHHAITHHS TPAKT, MO-CNIELHATHO B ThHKHTE YepBa
MOCPEICTBOM KHCJIOPOA-H3HCKBALL TPAHCIIOPTEH MEXAHH3bM.

Pasripesienis ce MHTEH3UBHO B TEYHOCTUTE U ThKAHUTE Ha OPraHu3Ma, KaKTO BBTPEKJIETBYHO, TaKa H
U3BBHKJIETBYHO. Hal-BUCOKH KOHLIEHTPALIMHU ca YCTAHOBEHH B HaA0OBOpEeYHUTE JIE3H, peTHHATA,
xunogu3sata, a Hal-HUCKHU B ObOpeLHTe U MYCKYJIHATA THKAH.

Me'raﬁonnznpa CC MOCPEACTBOM OKHCJICHHE O nexmpoacxopﬁtmona KHCCJIMHA, KOATO
BIIOCJIEACTBHE INPETHPINsABA JOMBJIHHUTE/IHA GHOTpaHC(l)OpM&U,HH A0 OKCaJIOoBa H TPCOHOBA KHCCJIHHA.

Hemerabonu3upanuTe KoMYeCTBa OT MPHeTaTa J03a aCKOpOMHOBA KMCEIMHA, KAKTO M
MeTabOJIMTHTE, BKJI. OKCallaTHTe, OaBHO Ce eKCKPETHPAT Ype3 YpUHATA.

S.3. IlpeaKJHHHYHH JaHHH 32 0€30MaACHOCT

IIpuiokeH B 10-BUCOKH 103H M 3a MO-MPOABJDKUTENIEH TIEPHOJ OT BpeMme, NnapaneTamoll
npeau3BHKBa YepHOAPOOHa LeHTposoOynapHa Hekpo3a U O0peyHa KOpTHKaJIHA HEKPO3a NMpU
€KCIIEPUMEHTAIHH JKMBOTHH. Y CTAaHOBEHA € 3HAUYMUTEJTHA BUIOBA Pa3/IMKa B TOKCHYHHSA e(eKT Ha
napaweTramoJi H T KOpejiupa ¢ HUBOTO Ha onpeaeneHu popMu Ha uuroxpom P-450.

B ycnoBusATa Ha MHOMOKPaTHO A03UPaHe NPH MULIKH U TUTbXOBE (peHHIepUH BOAH N0 HAKOH
HW3MCHECHHUA B MAPEHXHMHHTE OpraHyu Ha ONUTHHUTE >KUBOTHHU — IMPOMEHH B TErJIOTO Ha ChPLETO U
Haa0B0peyHHTe HJ1e3H, TpalHAa MHO34, B HAKOM CITy4aH [0 pa3BUTHE HA TYMOPH B afpeHATHHS
KOpTEKC.

AckopOHHOBaTa KMCEIMHA MPUJIOXKEHA B PEXKUM Ha MHOTOKPAaTHO NO3UPaHE MPH eKCTIEPHMEHTAITHH
KUBOTHH (MHLUKH, IUITEXOBE) MPEAU3BHKBAa OCHOBHO MPOMEHH B OOMsIHATa HA BeleCTBaTa,
M3pa3sBalllK C€ B eH3MMHA HHXUOULIMA WK eH3WMHA MHIOYKIKA, 3aryba Ha TerJio WJIH HeraTHBHa
KpHUBa Ha TEJIECHUA MPHUPACT HA €KCIIEPHMEHTAIHUTE JKUBOTHH.

P €3YJITaTUTE OT OABJI'OCPOYHH H3CJICABAaHHUA 3a OLIEHSABaHE Ha KaHUCPOrcHHHUA NnoTCHUHAaJI Ha
napaueTamol, peHunegpuH U acCKopOHHOBA KHUCEJTMHA COYAT, Y€ BEIECTBATA HAMAT KaHIIEPOreHHa
AKTHBHOCT.

Hsama naHnu 3a HeOnaronpuaTHO MOBIHABaHE HAa GEPTHIMTETA H PENPOAYKTHBHHTE CIIOCOOHOCTH B
ONMMTHH XKHBOTHH OT IapaLieTamMosl U aCKOpOMHOBA KHCETHHA.

6. PAPMAIIEBTUYHHA JAHHHA

6.1. ChnuchbK HA NOMOLIHHTE BelllecTBA

3axapo3a

Hartpues uurpar

ManroaekcTpun

Hartpues uuknamar

3axapuH HaTpuii

ApoMar Ha JIUMOH (CMeC Ha apOMaTHH BEILEeCTBA U MAITOAEKCTPHH)
Cyx eKcTpakT Maluepka |
JIumMoHeHa kucenuHa, 0e3BoaHa
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Kypkymun
CunuueB AUOKCHUA, KONoUaeH 6e3BoieH

6.2. HecnbBMeCTHMOCTH

He ca u3BecTHu.

6.3. Cpoxk Ha roguocrt

3 rOAMHH.

6.4, Cpoeuunajnu yc/JIOBHS HA CbXPaHeHHE
[Ipu Temneparypa noa 25 °C.

6.S. Buau cbaABbpKAHHE HA ONAKOBKATA

[Ipax 3a nepopasnieH pa3Teop 2.,7 g B calie OT XapTHA/aTyMUHHNA/TIOJIMETHIIEH.
Enna onakoska cpabpika 10 Gpos cawera.

6.6. Crnennannu npeanaz’HH MEPKH NPH H3XBLPJIsiHE H padoTa

Hsama cneuyaidHu U3UCKBAHUA.

7.  HPHUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
XUMAKC ®APMA EOO/]
ya. I'opuua 8A

1618 Codus
bearapus

8. HOMEP(A) HA PASPEHHIEHHETO 3A YIIOTPEBA

Per. Ne

9. JATA HA ITBPBO PABPEHIABAHE/IIOJJHOBSAIBAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

11/2016
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