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KPATKA XAPAKTEPACTHKA HA ITPOJAYKTA

HME HA JEKAPCTBEHHA IPOAYKT

®epeedny AuTHTYCHB JOKYHHBD 250 mg/100 mg/5 mg/10 ml cupon

Ferveflu Antitussive Junior 250 mg/100 mg/5 mg/1 e —
! U3NBAHNTENHA ATERUWA 1O NEKAPCTBATA

Kpan?ﬁa xgﬁaxmapucmuxa Ha npogykma - Npunoxenue 1

Kum Pes. Ne "LJI?O‘?JFG

T sarusFddggaay

KAYECTBEH 1 KOJIMUECTBEH ChCTAB

llllllllllllllllllllllllllllllllllllllllllllllllllllllll

AKTHBHH BemlecTBa B 10 ml cupon (enHa go3a):

[Tapanetamon (Paracetamol) | 250 mg
['Baiidenesun (Guaifenesin) 100 mg
®enunedpun xuapoxnopuz (Phenylephrine chidrochloride) S mg

[ToMOIIHY BEMECTBa ¢ H3BECTHO AciicTrue: copburon 3 g/10 ml, npomunenrmukon 1,5
g/10 ml.

3a TBJIHMA CIHCHK HA MOMOUIHHTE BELIECTBa, BIHKTE To4Ka 6.1.

JIEKAPCTBEHA ®OPMA
Cupor.
bucTEp, Oe31BeTeH BHCKO3€H Pa3TBOP € apOMAT HA MAJIMHA

KIJAHAYHHA JAHHH

TepaneBTHYHH NOKA3AHAS
To3u neKapcTBEH NPOAYKT € NOKa3aH 3a KpaTKOCPOUYHO CHMNTOMATHYHO JICUEHHE Ha
NPOCTYAHM H OCTPH BUPYycHH 3a00JIBaHHMS IpH Aella Ha BB3PAcT HaJx 6 roAHBY,

nporuuamu ¢ ¢ebprimrer, rnapodonme, 0ONKH B IBPIOTO, HaszajJiHa KOHTCCTHA,
MYCKYJIHH OOJIKM U IIPOAYKTHBHA KalLINLA.

Ho3HpoOBKA H HAYHH HA NPHIOKEHHE

EOSH POBKa

Heya na ev3pacm 6 - 12 200unu

10 ml cupon (ezHa no3a) npes MHETEpBaAN OT 6-8 Jaca.

[IpueMBT Ha HoBedye OT 4 Jo3W JHEBHO He Tpsadpa nma 0
MHTEPBATBT MEKAY OTAEHATE NPUEMA He TpAOBa 1a Obae mo-Mal
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Meya na ev3pacm vao 12 zoounu
20 m] cupon (Be NO3K) Npe3 HHTEpBaa ot 6-8 Jaca.

[IpueMBT Ha MoBeYe OT 8 N03M ABeBHO He TpAOBa Aa ObAe¢ NpeBHIIABaH, a HHTEPBaNbT
MeXAY OTACJIHUTE NIpHeMH He TpaOBa fa 6bAe mo-MaJIbK OT 6 qaca.

[IpenopBYMTETHO € JIeYCHHETO Ja Ce IpoBeXKAa ¢ HalW-HHCKaTa 1033, C KOSATO CE
IOCTHIa OYaKBaHAA e(eKT.

MaxcuMalTHa OPOIBIIKUTETHOCT Ha JledeHHeTo Oe3 KOHCYNTal|s ¢ IeKap — 3 JAHH,
Jeya na evspacm < 6 200unu

IIpooyKTBT HE € MOAXO/SAI 33 MPHUIOKEHHE NPH Aelia < 6 FOAHHY MM ¢ Tero mox 20
kg, OCBEH aKo M3PHYHO HE € HA3HAYEH OT JIeKap.

Hayuenmu ¢ 6vbpeyna Hedocmamvynocn

[Tpy mamaeHTH ¢ Texka 6BOpedHa HEAOCTATHYHOCT MHTEPBANBT MEXKIY OTACIHHTC
IpHeMH He TpA0Ba na 6nae no-mManbK OT 8 1aca.

Hauns Ha HpHIOKCHHAE

ITpoAYKTET € mpeARasHa4YeH 3a nepopainHa yrnorpeoa.
MepuTenHaTa TEXHYKA e HAllBIBa CBC CHPON A0 MsapKata. Cnen Beska ymotpeba
TBXHIKATA CC H3IMHBA H OOACYIIARA,

IIpoTHBONOKAZaARHSN

+ CBpBEXYYBCTBHTEIHOCT KBM HIKOE OT aKTHBHHTE HIH OT MIOMOIIHHATE BEIICCTBA,
» Texxu geprOAPOOHH MK 6BOpETHHE YBPEXKAAHHS,

« Texku CHpAeIHO-CHA0BH 3a00/19BaHUA

« BrcoxocTenenHa aprepruania XHIIepTOHNA;

« HexoMrieHCHpaH XunepTUpeOHAN3EM;

» Enunencus,

« 3axapeH amaber;

» EnnoBpeMeHen nipreM ¢ TPHIHKIMYHM aHTHAENpecanTH, Oera-6iokepu wim MAO-
HHXAONUTOPH, BKI. B nocaeauure 14 1OHH, JOpYrH CHMIATOMHMETHIM
(1EKOHTECTAHTHH), AQNETHTO-NOTHCKAIM CpeacTBa M aM(eTaMHH-TIONO0HH
NCHXOCTUMYJIAHTH (BHXKTe TT. 4.4. n 4.5);

o POXPOMOLIHTOM;
« [ 1aykoma;

« BHCOKOCTENCHHA 3apBXKa Ba YPHHA.
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CuensajIny npeaynpekIeHAs B NpeANa3Ha MEPKH IPH ynoTpe6a

[IpenopBYHTENHO € JIEKAPCTBEHHAT MPOAYKT Ja C¢ MpHiara camo NpH Nal|eHTH, MpH
KOMTO C€a YCTAHOBEHM BCHYKM KJIKHHYHH CHMIOTOMH ((peOpwiwrer, CTaBHH H
MYCKYIHH 0OJIKHA, Ha3a/IHA KOHTECTHS U KaIluIa).

B ciaygauTe, KOraTo HE € IOCTHTa OUaKBaHMAT TEPANCBTHYCH €(PEeKT B CHOOpaKeHHE
TpsA0Ba fia BNe3e H3NMOI3BAHSTO U Ha APYT aHTHITHPETHK.

HenocTaThYHMAT WM JIMICBAI TepameBIHUEH edeKT (IepCHCTHpaHe Ha BHCOKATa
TEMIIEpAaTypa MO-ABJr0 OT 3 AHM H Ha JPYTHTEe CHMIITOMH NOBedY€ OT 5 JHM) Hajara
obchrxane Ha MPONBIDKABAHETO HA JIEYEHHETO WM HETOBOTO IIPEKpaTABAHE.

C ornien cHOBPXAHKMETO HA MapaleTaMol B TO3H JIEKapCTBEH MPOAYKT € HEoOX0auMO
Aa ce HMa OPeX BUJA CJICAHOTO:

» EAHOBpEeMEHHOTO NpHIOXKEHHEe ¢ APYrH MapaleTaMoll-ChAbpPKAMM JICKapCTBa
Tpa6Ba Aa 6b1e 30ArBaHO C OrJie]l HaMaIBaHe Ha PHCKa OT MPeJO3HpaHe,

. Tlpu meua, MpHeMAIH ¢ TO3H IPOAYKT, IapaneTamol B AHeBHa go3a 30 mg/ke,
KOMOHMHAIMATA ¢ APYT AHTHUITHPETHK, ChAbPrKalll [apaleTaMON He ce IIPEeNophIBa;

« IlpweMb T Ha DapaueTaMon TpsOBa Ja OblAc OrpaHHYaBaH IIpY NAaUMEHTH,
CTpajalld OT TeXKH ObOpednu H wepHoapoOuu 3abomseanuda. llpu peaoBHO
NpHEMaHe Ha AHANTCTUIW/AHTHIMPETHIH MOXE Ja HacThIH aHaIreTHIHA
HedponaTus, B HAKOM CIy9ad A0 pa3BHTME Ha OBOpedHa HEAOCTaTHIHOCT.
JNatentrETe dopMH Ha uUepHopoOHO 3a00JIBaHE IIOBUMIABAT PHCKa OT

NapaneTaMoJI-AHAYLIMPAHO YEPHOAPOOHO YBpPEKAaHE;

o IIpu NpoABDKUTETHOTO NPUIOKEHHE HA TOICMH JI03H HapaueTamoll, 6coOeHO npH
JIHIA, IpAEMAITH JPYTH XeNaTOTOKCHYHY JICKapCTBa, ChIIECTBYBA ITOBUMICH PHCK
OT HEpHOAPOOHO YBpeXIaHEe, KOETO B HAKOH ClIydal MOXe Ja NoBeAe 10
HeoO6XOMMMOCT OT YePHOAPOOHA TpaHCIUIAHTAIMA HIIH Ja UMa (aTajieH Uu3X0x;

» HWma cpobmenns 3a HacThIMIa 9epHOAPOOHA AUCHYHKIMA/HEAOCTATEIHOCT MPH
NAallMcHTH ¢ MOHHKEHH TIJIYTATAOHOBM HHBA, HANpHMED NpPH JHUA ¢ TEXKO
HeJoXpaHBaHe, AHOPEKCHsA, HUCHK HMHJIEKC Ha TEIECHAaTa Maca, XpOHHMYHA
3710y1I0Tpeda ¢ amKoXoJ, CEICHC.

+ Tlpu manmeHTH ¢ HECKHM ITYTaTHOHOBH HHBa, YNoTpebaTa Ha mapaleTamoll MOXe
1a YBEJIMTHM PHCKA OT METaOOIHTHA ana034.

Iopazy chabpxapHeTo Ha QeHunepUH XUAPOXIOPHI B CHCTAaBA HA MPOAYKTA, TOH
clle/ipa Jia ce mpHiara ¢ 0cobeHo BHUMaHHe NIPH JIHHA C!

« CHPIEYHO-CBHOOBH 3a0onABaRMda, oco0eHO TMpH TAalMeHTH ¢ apTepHajHa
XUIICPTOHNA,

¢ XHNECPTHPECOUTH3IBM,
« 3axapeH Auader;
e TJIAYKOMA;

v (eoxpoMOLHTOM;
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e OKIY3HBHM CHA0BH 3aboyaBanug (Gonect Ha Peiiro);

3apbKKa Ha ypHHA

TEXXKHM CTOMAIIHO-UpeBHA 3a00/19BaHHA

[Ipenu npHIOKEHHETO HA JEKAPCTBOTO € Heo0XoauMOo Ja ce MpoBepH (OT JieKap WM

¢apMmanieBT) 3a €BEHTYAJIEH

NpMeM Ha JApYTH JI€KapcTBa, ChIbPIKalH

CHMIIATOMHMETHITH, HE3aBHCHMO OT HauWHa Ha NPHIOKEHHE (OpalHO HWIH JIOKANHO,
BKJI. OYHM WJIH HOCHM KalK¥, HHXaJaTOPHH mpenapaTd) (BIKTe TT. 4.3. 1 4.5).

IIponykTsT Tpabea Ja ce ymorpebsBa caMo B KpaiiHa HEOOXOJMMOCT OT NMALMCHTH,
NeKyBaHH ¢ JpyrH JieKapcTBa CBbC CHMOATOMHMETa9Ha AKTHBHOCT, Karo

ACKOHTI'CCTAHTH, CpCACTBA

HOTHCKAImM  ameTWTa  WIH  aM(eTaMHHOBH

NICHMXOCTHMYJIaHTH (BIKTE TT. 4.3 1 4.5).

Tosa nexapcTBo TpaGBa Ja ce Mpunara cjel KOHCYATAlMA € JISKap OT JHIA ¢

XpOHHUYHA KalOJTHIa B acTMa.

TakaBa e HeoOxoauMa M IpH INEPCHCTHpaHE Ha

KallJIA[aTa NOBede OT 5 AHW, HellHaTa NMOBTOpHA IOABA CJIEA NpEKpardBaHe Ha
JI€YeHAEeTo WK B CIydamTe, KOraTo € CHITBTCTBaHa OT 3Ha9HM (eOprimTeT, 0OpHB

UM MIEPCHCTHPAIIO IMaBoboNHe.

IMammeHTH IpHEMAIy WK OpAeMand 8 nociegaute 14 auu MAO-uHxnOATOpH, OCTa-
Gnoxepy WIH TPHIMKIMIHH aHTHACNpecaHTH TpAOBa jJa H3MON3BAT TOBA JIEKApCTBO
€JHHCTBEHO IIPH HAJIOXKHUTEIHA Heo0X0AUMOCT (BHXKTE TT. 4.3 14.5).

JlekapcTBEHHAT NPOAYKT ChABPXKA COPOHTON M MPONMJICHIIHKOIN. IlalenTH ¢ peaxu
HAac/eJCTBEHH NpobJeMH Ha HEMOHOCHMOCT KbM (PpyKTO3a He TpsAbBa na mpueMar
TOBa JIeKapcTBO. IIpONMICHITTHKON MOXeE Aa IPeH3BHKA CHMIITOMH Ha ajKOXOIHO

ONHNAHCHHC.

BiaumopeiicTBpe ¢ JApPYrH JIeKAPCTBEHH NPOAYKTH M ApPYrE ¢opMH Ha

B3aHMOAEHCTBHE

ITapaneramoa

MeroknonpaMu 1
JOMIICPHIOH

VBemgaBat pe3opOLMATa Ha apaneTaMmo

XonecTUpaMUH

HaMangsa pe3opOLpsiTa Ha TlapaneTaMo.

Mexay OTHeNnHHTe NpHEMH Ha JBATa MPOAYKTA €
HeO0OXOAUM MHTEpPBAJ OT NoHE 60 MHHYTH.

Qenobapburan ¥ OpYyTH
HHAYKTOpH Ha YepHOApOOHUTE

MeTabOoH3HpaInH EH3UMH
(benuTonH,  KapbaMasenuH,
prdaMITHIMH | AD.)

B mHawanoro MoOrar Ja 3acuidaTr edekTuTe Ha
mapaneramon BepXy IIHC, HO cmex ToBa, B
pe3ynrar Ha €H3MMHA MHAYKUMA, Morar Ja
yBEIHYAT HeropaTa OnoTpaHchOpMZ

[IOHWKAT AHANTeTHYHATA MY AKTHET
YCHJIAT HEroBaTa XenaToTOKCHIHOC

KyMapHHOBH aHTHKOAryJaHTH

IMapaneTamMon  YCHNBA _ JeHCTH




(Bapapun)

IIPOB/DKHATEITHO PEIOBHO IPHIIOKCHHE,
BCIICACTBHE HA KOSTO MOXE Jia C¢ NMOBHINK PHCKBT
OT KpbBOoTeucHHEe. EJNHOKpaTHHTC, HHIAACHTHO
IpHJIATaHY JTO3H HE BOJIAT Jia TAKBB e()CKT.

Opayu konTpanentueHa | OTcnabBar e(ekTHTE Ha DapaneTaMon  Hpes

CpeacTBa HHIYIHpaHe Ha HeroBHs METa00JM3bM.
ITapaneraMon  yBeJM9aBa  IUIA3MCHHUTE MY

XnopaM{eHUKOJI KOHIICHTpAIiMid U MOXe 13 JOBEE 0 [OBMIIIABAHE

Ha PUCKA OT MHETOTOKCHYHH €(EKTH.

XeNarOTOKCHYHH CpeacTsa H
ATKOX O

[IoBMmeH pHMCK OT YE€pHOAPOOHO yBpeXJaHe NpH
e IHOBPEMEHHO IPUIOKCHHE C IIapareTaMol

bapbuTypatn, MAO-
Morar J[Ja IOBHIIAT XeNaTOTOKCHYHOCTIAa Ha

HHEXUOUTOPH U TPHIUKIMIHHTE

napaneTamol, oco6eHO IpH NPEO3NpaHe.
aHTHJENPECAHTH

PeryIapHOTO IpPHIOXKEHHE Ha IapaleTaMos MOXe
3UI0BYAMH Ja H#OBeAE [0 HaMaidBaHe Metabonu3Ma Ha

3HZOBYAHH (NOBHIIEH PHCK OT HEYTPOICHHA).

Morat Oa VARIDKAT IUIa3MCHHA MONYXHBOT HAa
CanununaTi/acIiHpyuH Aa yi

rapaneTaModi.

EqnoBpeMEeHHOTO HIOKEHHE ¢ 1 eTaMoJ
HCIBC JHOBP np apaneTaMm

HOBMIIABA PUCKa oT OB0peuHa JHCHYHKIHA.

JlabopaTopHH TECTOBE

[IpunarareTo Ha MapaneTaMoJl MOXe Ja NOBIHAC
pe3yJTATHTE OT TECTOBETE 32 ONpeAC/AHE Ha
NMKOYHAa KHCEIMHA nNo MeTroma Ha docdo-
poapaMoBa KHCENHHA, KAaKTO H Tecra 3a
olpefielgHe HA TIIOKO3a B KPBBTa TIO IJIIOKO30-
OKCHAA3HO-TIEPOKCHAASHASA METOA.

Dennnedpur XHAPOXIOPH]

MAOQO-nBExubaropu
(BKJ. MOKITOBEMHT)

XunepreH3ABHA PpeakIWH ca HaOmoJaBaHH IIpH
€OHOBPEMEHHO IPHIOKCHUS Ha
CHMIIATOMUMETHYHH aMHBHM, Karo deHuiuedpHH
xpapoxiaopun ¥ MAO-uaxubuTopn (Buxre T. 4.3).

CUMNaTOMHMETHYHY AMUHH

EnHoBpemenHusT mnpHeM Ha  DenmnedpuH
XUAPOXJIOpH] ¢ APYTH CUMIIATOMHAMETHYHH aMHUHH
MOJKE [1a [IOBMIIH PHCKA OT HEXEJIAHH pPeaKkIHH OT

beta-6nokepH H APYTH
AHTUXUINECPTEH3NBHA CPEACTBA
(1eOpH3OKBHH, TBaHETH/HH,

cTpaHa Ha ChpACTHO-CRIOBATA CHCTGM

@eHune@pUH XMAPOXJIOPHI MO 74 e HAM:
e(pHKacHOCTTa Ha oeta epuiver
AHTHXHUIICPTCH3UBHUTE JIEKAPCTB
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pe3epluH, METHILIOIA)

PuckbsT OT XHNEPTECH3HA M JPYFH HCXCIaHH
peakijiy OT CTpaHa Ha CBPACYHO-ChAOBATA CHCTEMA
Mo2Ke J1a O'pJic IOBHIIEH.

BB3MOXKHO € NOBHIIEHHEC HA PHCKA OT HEXeIaH!

(eproTaMHH H METHICEPTHI)

Ipun “ peakIiEi OT CTpaHa Ha ChPACYHO-CHI0BATa CHCTEMA
AHTHACIHPSCAHTH (mamp. 5 P P

IPH €JHOBPEMEHHO NpHIOKeHHe ¢ DeHHICHPHH
AMUATPUIITHIINH )

XHAPOXJIOPH/.
EproraMuHOBHU aKaaIouIu

IToBHIIEH PUCK OT €PrOTH3HM.

JIMroKCHH U ApYIH CHPACYHH
TIHKO3HAN

[Toemmer puCK OT PHUTBMHH HapymleHHMA H
ChpAeYHA aTaKa.

(MDeHoTHAZUIN, H3NOJI3BaHH

KaTO CCAAaTHBH

BE3MOXKHO € MOTEHIHpaHe Ha ¢(exTUTE BBPXY

L{HC.

MYCKYJIHH pejaKkcaHTH

XanoreHupasHu o0mu

aHecTeTMIM  (UHKIOmponaH, | Bp3aMO)XXKHO € NpOBOKHpaHE HIIM BJIOIIABAHEC HA
XaJjoTaH, eH(rypaH, | KaMepHH APHTMHH.

H30¢TypaK)

I'salidenesnn

CenaTuBHH cpeacTBa u

I'patideHe3rH MOTEHIHPA TAXHOTO ACHCTBHE.

JlabopaTopHH TECTOBE

IIp1 KOJMEKIHOHWpaHe HA YpHHA B HPOABIDKCHHE
Ha 24 gaca cJie/l IpHeM Ha rBafi(peHEC3HH, HETOBATE
MeTaGONMHTH Morar Ja TpeAW3BHKAT IBETHA
uaTephepeRIMa py J1abOpaTOPHHTE TECTOBE 3a
onpeesHe HA 5 XHAPOKCHEHIONIONCTHA KHCEMHA
(5-HIAA) n BanuManaenosa kucenuna (VMA).

MepTHIATET, 6peMeHHOCT H KbPMEHE

IIpoAyKTHT € IpeARa3HaucH 3a IPWIOKEH)E B IETCKATa BH3PAcT, HO B B CIIy4ai, 4¢ ce
NpHEMa OT BBh3PacTHH € HeoOX0AMMO Ja ce HMa Mpe]l BHA ClieHaTa HHpOpMALHSAL:

QeprromiTeT

Hsma nanuad 3a HeOnaronpusaTHu eekTH BBPXY (epTHaATHTE OT CTpaHa Ha
CHABPKALIKATE CE B NPOAYKTA aKTHBHH BEIICCTRA.

bpeMeBHOCT

JaHHH OT €MMAEMHONOTHYHY N3C/ICABAHAA MOKA3BAT OTCHCTBHEC HA HCTAaTHBCH eeKT

yOBCKa OpH IPWIOKEHHEe B IpPENOpBYBAHHTE HO3H H CPOKOBE.
$eTOTOKCHYIHOCT ¥ TEPATOTCHEH edeKT.
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BesomacHocTTa Ha rBaiieHesuH W (eHRuacHpHH XHAPOXJOPHA MO OTHONCHHE Ha
OpeMERHBOCTTa IPH JOBEKA HE € YCTaHOBEHA.

IIpoayKTBT MOXE Ja ce NpHara mo BpeMe Ha OpeMEHHOCT CaMo CJIe] JICKAPCKO
Ha3HAYCHHE.

KEpMeEHE

BrmoueHnTe B ChCTABA HAa KoMOMHAIWATa AaKTHBHH BCILICCTBA C¢ H3NBhYBAT €
MaiiuuoTo MiAKko. IIpOAyKTBT MOXe Ja ¢€ Ipuiara no BpeMeé Ha KbpMEHC
€ JUHCTBEHO ClIe] JIEKapCKO Ha3HAYCHHE.

EdexTH BEpPXy cnoco6HocTTa 32 modupane u pabora ¢ MAIIAHA
ITpoayKTHT € npeAHa3Ha4YeH 33 NPHIOKEHNE B ICTCKATa Bh3PacT.

B ciyuaii, ge ce mpweMa OT BB3pPacTHM € HEOOXOAHMO HaUHEHTHTE Ja Opaar
IIOCHBETBARM a He modHpaT WM paboTAT ¢ MAalIMHHU B CHIy4aH, Ye ClIcA OPHEMa Ha
TOBA JIEKAPCTBO CE € MOABUIIO 3aMaHBaHe.

Hexe1aHRA JIeKapCTBEHH PeaKIHH

CrenHaTa TepMEHOIOrMA € GHa M3n0M3BaHA NIPH KNaCH(PHIUpPaHeTo HAa HEXKCIAHUTE
PEaKIMH 0 OTHOMEHHE Ha TAXHATA YECTOTa: MHOrO 4ecTH (1 /10), gectn (>1/100 go
<1/10), "Heuectn (>1/1,000 zo <1/100), peaxs (>1/10,000 g0 <1/1,000), MHOTO pEAKH
(<1/10,000), ¢ HeW3BeCTHA ueCTOTA (YECTOTATa HE MOXe Ja Obie ompeaeneHa OT
HATMIHUTE JAaHHH)

[1apaieTamMox

[IpescTaBeHNTE NO-AOMY HEXEIAHH JIEKAPCTBEHH PeaKiHH ca IOKIA/JBaHK B XOJa HA
OGIMIHPHHSA ITOCT-MAPKETHHIOB KIIHHMYHM ONMMT ¢ YTBBPACHWUTE TEPANCBTHHY NO3H,
HO MOpPaJy OrpaHHYEHHTE JaHHH OT KOHTPONHPAHA KIMHMYHH H3NUTBAHHA, 9€CTOTA
Ha HeXXENaHHUTE JICKapCTBEHH PEakKI{Hu He MOXe Ja O0B/e onpecnena.

JlaHHNTE OT MOCT-MAPKETHHTOBHA ONMMT NI0KA3Ba, Ye HEXKCIAHHTE peaKlHH, CBBP3aHH
C IpHEM Ha mapaleTaMoll ¢a pelkH, a CEPHO3HATE TAKHBA €& MHOIO PEJIKH.

MedDRA SOC HexeaaHa JieKapcTBERa peaKnasg
TpombonuToneHuA
Arpanynonurosa

Hapymenns Ha KpPBBTa K Tpafy o

maMbHATa CHCTEMA Te3sr HexXellaHH peakIHH HAMAT 3aJbDKHTEIIHA
NpUYUHHO-CIIEACTBEHA Bpb3ka ¢ TpHEMa Ha
napaneTaMoll
Anadunakcus .

_ sy
Hapymenus Ha HMYHHAT{ KOXHU peakUMH HA CBPBXUYBCTBHTEIHOCHE RtV

CHCTEMA oOpHBH, aHTHOCAEM, CHHAPOM Ha
TOKCHYHA €NUISpMaTHa HEKPOJIH3a




PecnimpatopHs, TpbAHH

¥
BponxocnazpM*
METHACTCHAIHN HapyMCHMsA

Xenarobunrapan HapymeRud | UepHoapoOHa qucyRKius

CTOMAImHO-9YpeBHI

HapyNICHHAA OcTbp maHKpeaTHT

* Mma cpoOmeHnd 3a cly9ad Ha OpoHXOCna3pM IIpH MNAalHCHTH, IPHEMaN
MapaneTamoli, HO B TE€3M cIydaH IO-CKOpO C¢ Kacae 3a TaKHBa C acTMa, KOMTO Ca
YYBCTBHTENHA KuM acnupnH wma Apyrs HCIIBC.

MdenunedprH XHAPOXIIO

CnenHHTEe HEXENaHH peakumy ca Ha0mozaBaHH B KIHHHYHY H3IHTBAHHA Ha
JIEKapCTBEHH NMPOAYKTH, ChABPXaAmM GeHunepprH XHAPOXTIOPUA H MOrar Aa Obaar
OlicHEHW KaTo Haji-decTo HAaOMIOJaBaHM, HO TAXHATa 4eCTOTa HC MOXKC [a 38 (5

JepuHEpaHa.

MedDRA SOC HexeNana JeKapCcTBEHA PEAKNHSA

HepBuoOCT, pa3Ipa3sHHMOCT, 0e3moKOHCTBO,

I[Icuxyaam Ha eRus
pyLs BB30YANMOCT

Hapymernda Ha HEpBHATa

I"napobonne, 3aMagHOCT, Oe3ChHHE
CHCTeMa

Chpaedunn HapymeHus IToBUIIECHHE Ha APTCPHANHOTO HAJIAraHe

CroMalIHO-9peBHHA

I"'aneHe, NOBpBIIARE, AUAPHA
HapyIucHHA al P ap

YecToTaTa HA HEKEJAaHATE PEaKIHH, YCTAHOBCHH B XoJa Ha ymorpebata Ha
denunepuH XHAPOXIOPHA B NOCT-MAPKETHHIOBUA TIEPHOJ H MPEACTABCHA HO-A0JY
HE € H3BECTHA, HO TE MOraT Aa ObAaT ONpEACIeHH KaTO PeAKH.,

MedDRA SOC He:xenana JeXapcTBeHA PeaAKIHA
Mugpuasa, ocTpa 3aKpHTOBI'BJIHA TIJIAYKOMA, IIO-
HapymeHus Ha O9HTE yecTO H20mMoOJaBaHa MpH JMIA CHC 3aKPHTOBIBIHA
rayKoMa
CrprevyHH HApyLICHHA TaxukapaMs, NaJINATAITHH

AnepruvHy peakiuy (0OpHB, YPTHKApHA, AJICPTHYEH
ICPMATHUT)
Peakiuy Ha CBPBXUYBCTBHTE/IHOCT, BKJI. pCaKiUH HA

KpBeCTOCaHa CBPBEXYYBCTBHTEIHOC
CHMIIAaTOMHMCECTHIINA

Hapymennd Ha KoXara H
TIOAKOXKHATA THKAH

In3ypns, 3aApbXKa Ha YPHHA.
Haii-aecro c¢e¢ HabmonaBaT I
o0CTpYKIMA Ha ypeTpara, Hamp.

Hapymenus Ha 6bnOpenuTe H
NUKOYHKTE THTHINA
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npocTaTara

I nalidpenesun

YecToTaTa Ha HEKEIAHHTE pEakUWH, CBBP3aHH C IIPHEM HA TBai(eHE3HH e
HEHU3BECTHA, HO Te MOTaT Ja 0bJaT OLICHCHH KaTO PEAKH.

MedDRA SOC Hesxenana JekapcTBeHA PeaknHs

Hapymenns Ha HMYHH4Ta | AleprudHg peakiMH, aHIHOEAeM, aHAQUIAKTHIHH
CHCTEMA peakuu

PecnupaTropHd, TpBAHH H

Hucnnes
MeHACTeHATHY HapyIleHUAA

CroMamHo-9peBHA [aseHe, NOBpbINaHe, KOpeMeH JUCKOMMOPT, AUAPHS
HApYHICHHAS

Hapymenns Ha xoxara u | OOpHB, ypTHKapu:
IOAKOXHATA THKaH

Crobmapase Ha NOJO3HPAHH HEXKEJAHH PEeaKIH
Cro6mapaneTo Ha TIOO3MPaHA HEXeNaHH Peaknuu clell paspeliaBane 3a ynorpeba Ha

JIEKapCTBEHHA MPOAYKT € BaxHo. ToBa mo3BoisBa Aa MPOABIDKH HaGMIONEHHETO Ha
CHOTHOIICHHETO MON33/PUCK 33 JIeKapCTBEHHMA IMPOAYKT. OT MeIUHUHCKHTE
CIICIHAIMCTH C¢ H3UCKBa Ja ChoOIaBaT BCAKa IOJ03HpaHa HexXeNaHa peaKus Jpes:

M3neiaHuTeHa areHuysd o JeKapcTBaTa
yi. ,.,Jlaman I'pyep”™ Ne8

1303 Codus

Ten.: + 359 2 8903417

yebcaiiT: www.bda.bg

Ifpexo3mpane

IMapaueramon

Cumnmomu
MuUHMMAaIHATA TOKCHMYHA A03a IpH €JHOKPATHO NPHIOXKCHHE, CBbp3aHa ¢ PHCK OT
TeKa XenaTOTOKCHIHOCT IpH Jena € 150 mg/kg; 200 mg/kg npu 3apaBH nena Ha
Bb3pac 1 — 6 rojunu, a npy Be3pacTHd 7.5 — 10 g.

IIpueMbT Ha TOKCHYHH AO3M IApAaLETAMOJ TPEJM3BHKBA YEPHOAPOOHA LHTOMM3A,
KOSTO YECTO NpEeMHMHABA B TOTalHa M HeoOpaTHMa HEKpo3a, Bojema Ao
XemaTolenyiapHa MHCY(HIMEHIMS, MeTalONHTHA alMao3a W eHledanonarus,
HOCJICABAINA KOMa H CMBPT.

[ToBrImAaBaT ¢€ HMBATAa HAa YEPHOAPOOHHTE TpaHCAMHHAa3H, JAKTaTAC
6BMpyOUHBT, MOHH)XABa ce NPOTPoMOMHOBOTO Bpeme. Te3n mpoMmpr
OTHOCHTENHO KbcHO (12 no 48 qaca) cnea mpuema. |
PucksT OT YepHOAPOOHH YBpEXIaHHS, CBhpP3aHH C IPERO3HPAHE C ITf




LepHOAPOOHHTE €H3MMHH CHCTEMH, 3a00NABAHHA M CBCTOSAHHA, BOACIIM 7O
H3deplBaHe Ha 3alIaCATE HAa IIYTATHOH, KATO XPaHHTEIHM HAapyLICHHA, AMCTH,
ragyBaHe, kaxekcns, kuctidHa ¢pubpoza, HIV audexipms.

B mepBHTE 24 Yaca KMTHHUYHHUTE NPOABH HA MPENO3HPAHE C IapaneTaMol OOHBKHOBCHO
ca rajeHe, NOBpbIaHE, AHOPEKCHA, ONEAHOCT, KOpeMHH OOJIKHM, H3NOTABAHE H
CBHJIMBOCT, TAXHKAPIMA, [IOBHIIaBaHC Ha apTECPHAIHOTO HAJIATAHE.

BL3MOXKHO € Ja ce pa3BHe TeXKo 6GBOpedHO yBpeXKIaHE ¢ OCTpa TyOYNHA HEKpo3a
JOPH U TIPH OTCHCTBHE HA TEKKO YEPHOAPOOHO YBpEHJIAHE.

HMa cH00meRns 3a NOARa Ha CHPACIHN APUTMHHA H IIAHKPEATHT.

Ha0mogagany ca METOKCHKAIIMH ¢ MapalueTaMoll Npy BE3PACTHH H MO-9€CTO NPH ACTIA
(Tepan€eBTHYHO MNpEJO3HpaHE WJIH MHIUACHTH MO HCBHHMaHKe), KOHTO B HSKOH
cJIy9aH MOTaT Jia uMaT paTajieH U3XOA.

Jleuenue

[Ipego3npaHeTo ¢ NapaleTaMol H3MCKBAa He3abaBHO nedeHwe. HesaBucHmo oOT
OTCBHCTBHETO HAa PAHHY CHMIITOMH, MAIMEHTHTE TpAOBa Aa OBAAT XOCIUTATH3UPAHH H
fa 6bJe HpPEANPHETO CEMITOMATHYHO JedcHue. IIpAIIOKCHHETO HA MEAHIHHCKH
BBIVIEH € MOAXOAAIIO B TEPBUA Yac CJIE] IpHeMa.

MOHHTOpHpaHe Ha IUIa3MCHATE KOHUCHTPANMM Ha Tapaleramoi cieisa Aa Osac
H3BEPIIBAHO Clien 4™ dac OT IpHeMa WM N0-KbCHO.

Jlegenne ¢ N-aneTHINUCTEHH, KoifTo MoXe fAa OhAe NPUIOKEH H MapeHTCpanHo, €
MOIXOASIIO N0 24°™ gac cel IpHeMa, BBIIPEKH d¢ MaKCMasleH IPOTEKTUBEH S(EKT ce
Habmonasa 10 8™ uac. EdeKTHMBHOCTTa HA NPHIOKEHHETO HA N-alleTHIHCTECHH
cJiell TO3H IEPHOJ HaMaJIiBa.

Oennnedpun XUAPOXITOPHI
Cumnmomu

[Ipenosupanero ¢ (QeHHUIEDPHH XHAPOXJIOPUA NPEAH3BHKBA epekTH MOAOCOHH HA
M3BECTHHTE HeXEJIAHW PeaklifH, CBhp3aHH C MpHeM Ha (eHHIeppuUH XHAPOXIOPHI.
Morar 512 ce HaGaroJaBaT CHINO TAKa pa3ApasHUTEIIHOCT, O€3MOKONCTBO, XHIICPTOHNA
M BB3MOXKHA pediexropHa Gpaaukapaus. B ocobeHO TEXKHTE CIydaH € BB3MOXHA
nogBaTa Ha 00BPKAHOCT, XAOIMHAUNH, IPUIATBLH, APHTMHIL.

Jedenue
[Ipunarat ce CHAMITOMATHYHA cpeiacTBa. Texkkara XMNEPTCH3WA B HAKOH cCirydau
M3HCKBa NPUIOKEHHE Ha anda-6aokepH, KaTo (PEHTONaMUH.

I'BaiideHe3UH
Cumnmomu
I[TIpreMBbT Ha MHOTO BECOKH JIO3K MOXE [ NIPEe/IU3BHKa raJlcHe H MOBPBIIAHE.

Jevenue

BOAHO-EJICKTPOJIMTHA PEXUApaTaLH].
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®APMAKOJOIHYHHU CBOMCTBA

PapMakoIHEHAMAYHEA CBOiCTBA

dapMaKko-TepanecBTHIRA Ipyla: AHANTCTHIH-AHTHIHPCTHIY, AHHITHIN, KoMOHHAIIH
na napanetamon, ATC xog — NO2 BE 51

MexaHH3EBM HA JeHCTBHE

AHTHIMPeTHIHMAT e€(eKT Ha MapaleTaMoll € pe3yiraT Ha BB3ACHCTBHE BBPXY
XHMOTAJAMAYHATE LEHTPOBE, PeryIMpamu Temmneparypara. Ilpeamonara ce, 9e mo-
cunHo ce muxMOMpar COX-eH3uMHTe, MOBIMABAM OonKaTa M TEMICPaTypaTa B
IleHTpaTHaTa HEPBHA CHCTEMa, 2 Mo-ciabo Te3n OT nepudepHaTa HEPBHA CHCTEMA, C
KoeTo ce OOSCHABA HETOBOTO I0-c1af0 MpOTHBOBB3MATHTENHO JeicTBHE. To
BEpOSTHO € CBHP3aHO ¢ MEXMOMpAKHe Ha MPOCTArNaH/MHOBATA CHHTETa3a H ONOKMpaHe
Ha OpaaukKMH-9yBCTBHTE/IHMTE  penenrtopd. Ilapameramon  okasBa  CBOA
aHTHIHpPETHYEH epeKT B pe3ylrar Ha edeKTH BHPXY LCHTBPA Ha TEPMOPETYIAMATA
OpeAu3BHKBaHE Ha nepadepHa BasoMIaTalld, BOJEma [0 IIOBHIIABAHE HA
KpHBOTOKA B KO’KaTa H CEBP3aHOTO ¢ TOBA HM3NOTABAHE M 3aryda Ha TOILIHHA.

I"BaiidenesnH nopumasa oGeMa, HaMajsBa BUCKO3MTETA Ha OPOHXHMANHMSA CEKPET H
NOBHIIABa MYKOIYMIIHAPHUA KIHPHHC.

CUMIAaTHKOMAMETHKDT (heHmunedpHE XUAPOXJIOPHL € C1-CENEKTUBEH arOHUCT, KOHTO
BbB BUCOKH KOHUEHTPAIMH AKTHBHAPA H B-aJpeHCprHIHATE PEeNCIITOPH.

M apMaKOIOrHYHY eheKTH

[TapaneraMol MMPUTEXaBa AHANTETHIHO M aHTHITHPETHYHO ACHCTBHE H B I0-BHCOKH
MO3H OKa3Ba M M3BECTHO IPOTUBOBB3NAIHTENHO AcHcrBue. OKaspa HEHTpaleH M
nepudeper aHareTHYeH eeKT, EAHOBPEMEHHO ¢ TOBA IIOBAIIABA GOJIKOBUA Npar.

['BaiideHE3HHE yICCHABA EKCNIEKTOPAIMATA.

OenmnedbpyH XHAPOXIOPH IpPEAW3BHKBA APTEpHAHA Ba3OKOHCTPHKIMA, MOpald
KOETO B MEAMLHMHCKATA NpaKTHKA C¢ H3M0J3Ba OCHOBHO 33 HAMAJIABAHC HA HA3aIHATa
KOHI'eCTHs, IPHYMHEHA OT OBHINEHOTO KPHBOCHA0/AABaHEe HA HOCHATA JIMIaBHLA IPH
npocTyda W rpun. HeroBuat edekT BBPXY anda-aApeHCpHIHWTE PELCTITOPH B
JAXATETHATa CUCTEMa BOAH JO Ba30KOHCTPUKIMS, KOATO BpEMCHHO HaMallsiBa OTOKa,
CRBP3aH C BE3NAICHUAETO HA JIRTABAIATa HA HOCA H CHHYCHTE.

[Io chIIMA MEXaHH3BM HaMaldBa NPOAYKUMATa HA MYKYC, KaTo IO TO3M HAYHMH
NPCBaHTHPA HATPYNBaHETa Ha CEKPETH B OKONOHOCHHMTE KYXHHH M II0 TO3H HA9UH
HAMAJIABA HANATAHETO M OONKaTa, CBBP3aHU ChC 33/IPhXKKaATa Ha CEKPET.

PapMaKOKHHETHYHMA CBOMCTBA

IlapanieramMon
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Ha go3a or 500 mg mapaneramMol, HeroBaTa cHcTemHa OHomamuaHocT ¢ 70%.
[17a3MeHNAT NOTYRKMBOT NIPH JeNa ¥ BB3PacTHH € CPeTHO 2 Jaca.

Pasnpesiens ce BbB BCHYKH OHOJIOTMYHA TEYHOCTH H TBKAaHM H B OKkoJo 25% ce
CBBHP3Ba ¢ IJIA3MEHATE IPOTCHHHU.

KoHiorupa ce B depHHs Jpo6 u ce eKCKpeTHPa HEMPOMEHEH B 0KoJIO 3% 3a ISPHOX OT
24 wqaca. KoHlormpa ce 0 cynpaTHH ¥ IIOKOpPOHAHH MeTaboiutd. OrpaHudeHr
OKCHIATHBEH BT Upe3 MHTOXpoM P-450 okcnaasHaTa CH3MMHA CHCTEMA CBC CMECCHN
dyEKOEE GOPMHpPA €JMH PEAKTHBEH, MOTCHINATHO TOKCHYECH MEKIUHEH METaboIHT
N-acetyl-benzoquinoneimine.

BpOpednaTa eKCKpelMs € TIIAaBHO 4pe3 IVIOMepyiHa (HITpalHs CbC 3HA9HTeNHa
TyOynHa peabcopbuus. [IpeMuHaBa mpe3 IIAalICHTaTa ¥ Ce M3/IbYBa B MaHUHHOTO

MJIBIKO.

[ Baiidene3uH

I'aiidene3nH ce pe3opbupa OBp30 ClEH NMEPOPATHO MPHIOKECHAE, KAaTO CPCAHO CIICA
15 min. KocTHra MakCHMAIHH INa3MeHH KOHIEeHTpaiwu. Metabonnsupa ce Opp3o
OCPEeACTBOM OKCHpauus n0 B-(2 methoxy-phenoxy) MicdHa KHCEIHHA, KOATO Ce
eKCKpeTHpa ¢ ypuHaTa. BpeMeTo Ha monyenMMABHpPaHe € NpHOIu3HTeNHO 1 Jac.

QenunedpruH XUAPOXIOPUI

Crnen NepopaHO IPHIOKEHHE c€ pe3opdupa 6Bp30 U MBJIHO B raCTPO-HHTSCTHHAIHHS
Tpakt. Cliell mepopalHO NpHJIOKEHHE, MAKCHMMAlHH MUIa3MEHH KOHLICHTpAalldu ce
pocraraT Mexay 1° u 2P gac cnen npuema.

[lereTpanuara B uepeGpo-ClIMHAIHATA TCYHOCT, MO3BKa H MaiYMHOTO MISKO €
MHUHHMaIHA. PeHunepprH XUAPOXNOpH HE IPCMHUHABA TIPE3 IIANCHTATA.

[IpeTspnsaBa eKCTEH3HBEH MpecHCTEMEH MeTabonm3eM B YpeBHara creHa. Iloanara ce
HAa eKCTeH3MBHA GuoTpaHchOpManus B YepHHA Jpo06 OCHOBHO upe3 CyndypHpaHe H
TIIOXYPOHHUPAHE.

EnaMuMHEEpa ce 4ype3 YpHHATA OCHOBHO moj ¢opmara Ha MeTa0OIMTH M B Majka
CTENeH B HEIPOMEHEH BHJL.

IpenkJIpHAYHA JAHHEH 32 D€30MaCHOCT

[IpHIOXKeH B MO-BHCOKH JO3M M 32 MO-TIPOABJDKHTENCH INEPHOA OT BpEME,
mapaleTaMol IIpeAM3BHKBA UepHOApOOHA IEHTponoOGynapHa HeKposa H OROpeuna
KOPTHKAJIHA HEKpPO3a OPH eKCIEPHMEHTAIHM XHBOTHH. YCTAaHOBCHa € /gg__am'remia

onpeaencHu dopmu Ha nETOXpoM P-450.

B ycnopusTa Ba MHOTOKpaTHO HO3HpaHe NIpPH MMIOKH H ILTb
XHAPOXJIOPHA BOAH A0 HAKOH H3MCHCHHA B IIAPCHXHMHHTC OPRQK
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’KHBOTHH — IPOMEHH B TEIIOTO HA CHPLETO H HafOBOPCUHHTE KIIC3H, TpaiHa MAO34a, B
HSKOH CIydJay JO pa3BHUTHE HA TYMODH B aJIpeHaTHHA KOPTEKC.

PesynTaTHTe OT ABATOCPOYHH H3CICABaHHA 334 ONCHABaHE Ha KaHUCPOICHHHA
MOTCHIMAI Ha NapaleTamol, GeHunedpuH XUAPOXJIOpHA M IeaiipeHesnH coyar, 1€
BEIIECTBAaTa HAMAT KaHIICPOT¢HHA AKTUBHOCT.

Hama masHEM 32 HeGNAronpHATHO MOBAMABaHE HAa (QEPTHIHMTSTa H PCNPOIYKTHBHHTE
CIIOCOOHOCTH NIPH OIMMTHH XHBOTHH.

PAPMAINIEBTHYHHA JAHHHU
CnHchK HA NOMOIIHATE BEINECTBA

Copburon
I'munepon
IIpomuneHr KON
JInMOHEHa KHCEIHHA

HatpueB nurpar
HarpueB nukiamMar

3axapHH HATpHH

Harpues 6en3oar

ApoMaT Ha MaJIHHa, HaTypaJieH (CMec Ha HaTypaJHH apOMATHH BEMIECTBA H IIOK034)
[Tosugon K-30

[IpeaucTena Boaa

HecnhBMecTHMOCTH

He ca n3BeCTHH.

Cpox Ha TOXHOCT

2 TOOHAHH.
Cpok Ha TOAHOCT cJief ITLPBO OTBapsAHe: 3 Mecella IpA TeMuepaTtypa mog 25 °C

CnennajaHa YCJI0BAS HA CHXPAHCHHC

Jla ce chXpaHaBa pH Temieparypa nox 25 °C.
Ha ce ¢hXpaHsBa B OPHIMHAJIHATA OIIAKOBKA.

Buj ¥ ¢chALPXKAHHE HA ONAKOBKATA

Teman cThrIend Oyraakn (tun II1), PP-xanadyka ch¢ 3aliHTEH NPBCTCH M NPO3pavdHa
MEPHTETHA ThKHuKa oT PP ¢ genenns 1,25/2,5/5 ml.

CrnenHaJHH NpeJa3Ha MEPKH IPH H3XBBLPJIAHE H padoTa

HsaMa criellHayiEy N3UCKBAHHUS.
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NPATEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA
«Anudapm» EAJL

byn «Cumeonoscko moce» 130, 1700 Cogpus
brarapus

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

JATA HA TOBPBO  PA3PEIIABAHEMOJHOBSBAHE
PA3SPEIIEHHUETO 3A VIIOTPEBA

JATA HA AKTYAJNIAIAPAHE HA TEKCTA
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