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AT ARUTENRA ATEHLWA N0 NEKAPCTBATA

1. HME HA JEKAPCTBEHHA MPOAYKT

DIMEX 9,96 mg/5 ml + 99,6 mg/5 ml syrup 0OV X
JTUMEKC 9,96 mg/5 ml + 99,6 mg/5 ml cupon
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2.  KAYECTBEH H KOJIMUECTBEH CbCTAB | 5080010 Ne vovrvvsmessoe [ e

BT Y

B 5 ml cupon ¢e ChabPHKAT AKTUBHUTE BEILECTBA AUPEHXHAPAMHHOB XHAPOXJIOPHA (diphenhydramine
hydrochloride) 9,96 mg 1 amonmes xnopua (ammonium chloride) 99,6 mg.

[TomoutHH BelecTBa: eradon 7,68 06.% (0,384 ml B 5 ml cupon), 3axapo3a ¥ ApyTH.

3a MLJINHA CIMCHK HAa MOMOIIHHATE BELECTBA, BWKTE TOUKa 6.1.

3. JIEKAPCTBEHA ©®OPMA

Cupon.
JTuMeKc cHpon € 6/e10-#KBAT 0 XKBITO-KadaB Pa3TBOP CbC CAANBK BKYC H cneH$pHYEH MAPHC HA MaJTHHA.

4. KJIAHAYHHA JAHHU

4.1 TepaneBTHYHH HOKA3AHKSA

JIMMEKC CHpON € MOKa3aH NPH Bb3PacTHH H AcLia Ha BBL3PACT HaA 6 FOAHHH.
CUMIITOMATHYHO JIEYEHHE Ha Apa3Hella U CnacTHYHA KaUUIHLa PH BBL3NANMTENHH 3a0019BaRuA Ha

JUXATCNTHUTE TbTHILIA.

4.2 Jlo3npoBKa H HAYHH HA OPHIOKEHEE

Jo3upoBka

Bu3pacTuu ¥ feua Hag 14 rogunm: no 5-10 ml 3-4 mbTH AHEBHO;
Heua ot 9 go 14 rognsau: no 5 ml 3-4 NsTH AHEBHO,

Teua ot 6 o 8 roguHK: no 2,5 xo 5 ml 3-4 rpTH AHEBHO.

Jlumekc cHpon He TpaGBa Ja ce Npuiara npu jella Ha BB3pact MoA 6 roauuy, nopamy cbobpaxeHus 3a
Ge3onacHOCT.

Hauyud Ha OpHIOKEHHE
CuponsT ce pHeMa NepopaHo.

4.3 JIIpoTHBONOKA3AHHS

CBPBX4YBCTBHTEIHOCT KbM AKTHBHUTE BELIECTBA WIH KBM HAKOE OT MOMOLIHATE BELIECTBA;
OcTpH aCTMATHYHH (IPHCTRIIH,

['naykoma;

XuneprpogHsa Ha npocTarara,

CTeHO3M Ha ypeTepa,

CreHo3upaula nenTHYHA A3BAa;

Texkn OLOPEYHH 4 YEPHOAPOOHH HapYLIEHHS,
MertabGonuTHa ajKanosa;

BpeMEHHOCT H KbpPMEHE;

HMeua nop 6-ronHuIHa BL3PacT.

4.4 ChnensajJHA NpexyIpeKAcHHS H NpeJANa3sHA MEPKH Opn ynorpeda
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[Tpy MankK aeua € HeOBXOAHMO TOYHO Cra3BaHe Ha JO3HPOBKaTA. [Tpr npanojkeHue BbB BUCOKH 03U H
IpH 1yBCTBHUTENIHH NALHCHTH a ITHXMCTAMHHOBHTE TIPOLYKTH MOTaT 1a NpeAn3BuKat BB30Y a4,

XAMOLMHALIMH, TBPYOBE.
Ila ce mpuiara ¢ BHHMaHHe OT [NALMEHTH B HarpeaHala Bs3pacT, THii KATO MpY TAX AHTHXHCTAMUHKTE MOrat

110-4ecTO Ja NpeaAn3BUKaT 3aMatiBaHe, CHHJINBOCT, apTepHa/Ha XHIMOTOHHA.

Heo6x0AMMO € Aa Ce NpHiara ¢ BHUIMaHHE [PH MalMeHT! ¢ GpPOHXHMANHA aCTMA, TIOPAJIH MOBHILIABAHC
RUCKOZNTETA HA OPOHXHAHHA CEKPET, KOSTO BOAH 10 3aTPYAHEHOTO MY OTIE/IAHE.

JleKApCTBEHHAT TPOAYKT ChABPIKA 3aXapo3a. TTauMeHTH C pelKy HaCACACTBCHH npobnaemu Ha
HEMOHOCHMOCT KbM (pyKTO3a, FMIOKO30-Ta/IAKTO3HA manabcopOums Wi CyKpasa-H3oMarTa3Ha

HeJOCTATHYHOCT He TPAOBA ia MPHEMAT TOBA JIEKA .

To3H NeKApCTBEH NMPOAYKT ChALPXKA 7,68 06.% eTaHon (a1K0X0), T.€. 0,384 ml (312 mg) B 5 ml cupon,
eKBUBAIEHTHO Ha 7,8 ml 6upa unu 3,2 ml BuHo. BpenieH 3a cTpajalli OT aJIKOXO/THIBM. Ia ce B3eMe
fipeiBUA IPH GpeMEeHHH H KbPMaUKH, IC1a ¥ BUCOKOPHCKOBH I'PYTIH KaTo MalMeHTH C yepHOAPOOHH
3860 I9BAHKA HJIH CTIHICHCHA.

45 BiaumogelicTBEe ¢ APYrA JeKapCTBEHH NPOAYKTH H apyrun ¢opMu HA B3aAMoO/IcHicTBHE

MAO-UHXHOUTOPHUTE YCWIBAT AHTUXOJIHHEPTHHHHTE e)eKTH Ha aHTHXUCTAMHHUTE NpH eAHOBPEMEHHO
npuiaraHe.

TNudeHxuapaMyH MOTEHLHPA edekTa Ha aNKOXO0s W ApYTH 1THC penpecaHTH (CbHOTBOPHH, CCIATHBHH,
TPAHKBHIM3ATOPH) NPH CAHOBPEMEHOTO UM NpHJIarane.

TNudbeHxuapaMHH MOXeE Na NOTeHUNpa edreKTHTE Ha JPYTH aHTHXOJIHHEPTHIHH cpencTra (TPULIHKIHIHHA
aHTUAENPECAHTH, aTPOTIHH) MPH KOMOUHHPAHO NPWIOKEHHE.

IindeHxuapaMHH HHXMOHMpa H30SH3HMA CYP2D6 ua muroxpoM P450, xoeTo npearnonara Bh3MOxHH
B3aMMOEHCTBHA C JIEKAPCTBEHH MPOAYKTH, MeTaGoMM3Hpally Ce MbPBUYHO OT CBHILHA H3OCHIHM
(MeTOTpONON, BEHIAAKCHH).

4.6 @epraauTer, GpeMEHHOCT H KbPMEHE
He ce mpunara no Bpeme Ha OpeMEHHOCT H B NIEpHOAA HA KbpMEHE.
47 EdexTH BbpXy cnoco0HOCTTA 33 modurpane B pabora ¢ MATIHHH

JluMeKe MOBIHABA CIOCOOHOCTTA 33 modupaHe H paboTa ¢ MalOHHH.
TTpu ynotpeba Ha JlAMeKC CHPOT € Bb3MOJKHA MNOABA Ha ChH/IMBOCT ¥ HapyLleHHe B KOOPAHHALMATA, NIOPAH
KOETO € HeODXOMMMO Aa C& U3MOJ3Ba BHHMATEIHO OT BOAAUHM Ha peBO3HU CPEACTBA K ONEPATOPH Ha

MALLHHH.
4.8 Hexenann JjeKapcTBeHH PCAKIHH

ITpn nedeHue ¢ [[MmMeEKC ca BE3IMONKHH cnequure HIIP:

HapyiueHus #a KPHBTa U IMMQHATE CHCTEMA: B PO/IH CITy4ad XeMOJIMTHYHA aHEMHA, TpOMOOLMTONEHHA.
HapyuieHns Ha HMYHHATA CHCTEMA. cppbex, oOpHBH, dhoToceHCUGHIN3ALMS, YPTHKAPH, AHTHOCAEM,
aHaUNaKTHYEH IHOK,

[TcyxuuHE HApYLIEeHHs: 00bPKaHOCT, 1apaioKcaIHa Bb36yaHMOCT (0cOGEeHO MPH ela U NpH NalUneHTH B
HaTpe/(Haa BB3PacT) - 6e3roKOHCTBO, HEPBHOCT, PA3APASHUTENHOCT, Oe3csHuE, eydopHs,

Hapyiuenus Ha HepBHaTa CHCTEMa: Cealhi, [TOHIDKABAHE HA BHUIMAHHETO, CBETOBbPTEK, CHHANBOCT,
raBoGOoNHe, HapyLIEHHe HA KOOPAMHAUMATA, NHCKHHE3US, TPEMOP, KOHBYJICHH, MTAPECTE3MH.

Hapynienus Ha O4YUTE: HapYECHHA B 3PEHHETO.

Hapyiuenys Ha YXOTO ¥ 1aOHPHHTA: UIYM B YIIHTE.
ChpAcuHH HApYLIEHHA: PHThbMHH HapyLICHHA (MAINUTALANA, TAXHKAPAHA).

ChI0BH HAPYIICHHA: XHITOTOHHA.
PecnuparOopHH, FPhAHH ¥ MCANACTHHAHH HAPYINEHMA: CYXOTa B HOCA K I'BPJIOTO, 3ANyIRSS
crbeTABaHE HA OPOHXHANIHHA CEKPET, JHCTTHOA.

CroMallHO-4pEeBHH HApYIIEHHA: CyXOTa B yCTaTa, rajese, oBphILAHE, 3aMeK, JHApHA.
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HapyiiieHus Ha MYCKYTHO-CKeJICTHATA cHCTEMA M CheJMHUTETHATA THKAH: MYCKY/THH NOTpENBaHkA.
HapyiseHus sa 650 o IMKOUHMTE ITETHLIA: YECTO W/HIIH 3aTPYAHEHO YPHHHPAHC, pereHLus Ha

ypUHATA.
O6uIM HapyLueHya: odma cnabocT, yMOpa.

4.9 Tlpenosrpane

CyuMnTOMH

[1pu npeao3upaHe ce HabMIOAaBaT peakuydl OT CTPaHa Ha LTHC, kOHTO MOTAT Aa Bapupar Ot NOTHUCKAHE N0
sb30yaa. Bp3OyaHHTE pEaKiinH, AKTIOYMTETHO XATIOLMHALIMH H FBPYOBE, Ca NO-4HECTH TpH aeua.
Ha6ionaBar ce aTpoNMHONON00HH eheKTH, KaTo CyXoTa 8 YCTATa, HAPYLISCHUA B AKOMOJALMATA, KOXKEH
epUTEM, CTOMALIHO-YPEBHH HapyICHHA. [TpwiaraHeTo Ha BUCOKM 03 MOXKE 14 noseae A0 KoMa HiTH
CbPACYHO-CHAOB KOJNAIC.

TleueHne: CTOMALIHA POMHUBKA, MPHIOXKEHHUE Ha aKTHBCH BhIJIEH H CUMITTOMATHYHO AEYCHHE MPH
MOHWTOpHpaHE Ha JHLIAHETO H apTepUANTHOTO HaJIAraHe.

5 @OAPMAKOJOIHMYHHA CBOMCTBA
5.1 ®apmMakoIHHAMHAYHH cBoiicTBa

dapmakoTepanesTHHa rpyna: AHTHXHCTAMMHH 32 CHCTEMHA yrnoTpe0a, ATC koa: RO6AAS2

TudeHXHAPaMHHOB XHAPOXJIOPUA € AHTHXHCTAMHH C H3DA3eHO AHTHXONMHEPTrH4HO H CCAATHBHO NEeUCTBHE.
Baokupa Hy_peuenropure B KIETBHHUTE MeMOpaH#y Ha eeKTOPHHTE OpraHH.

AMOHHEBHAT XJIOpHZ HMa CEKPETOMOTOPHA aKTHBHOCT.

dapMakoIWHAMHYHH edexTH

AHTHUXONMHEPrHYHOTO ACHCTBHE HA mheHXHAPaAMHHOBHA XHAPOXJIOPHA obycnaed HaManABaHETO Ha
6pOHXHATHATA CEKPELIHA H 6POHXONUTHYHHA MY €EKT.

AMOHHMEBHST XJIOPHA CTHMYJIUpa ABDKCHHETO Ha PECHHYKHTE Ha AHMXATEIHHA CIIHTCI, fOBHilIaBa
CHKPATHMOCTTA Ha OPOHXHUTE, ofnexuaBa OTXPauBAHETO Ha OPOHXHANHHA CEKPET.

Kayunua ebyuxacHOCT U 0€30M1acHOCT

Jlumexc € KOMOHHUPAH JICKAPCTBCH NPOIYKT C W3pa3eHOo MPOTHBOKAULTHIHO aeiicTBUe, 0c00EHO €PEKTHBCH
fIpK ApasHellla K CTIACTHYHA KalllTHL@.

52 ®apMaKOKHHETHYHH CBOHCTBA

Peso
Cnen riepopaieH npueM CpeaHo 65% OT MpINoKEHATa 1033 andeHXHIpaMHHOB XHPOXJIOPHA CE
pesopbupa B CTOMAITHO-YPEBHUA TpakT. [JeHCTBHETO HA nudeHXHApaMHHA ce NpoABABa OKOIO0 I yac cnen
Mepopa;HO MpHEMaHe H MMa MPOIBJIKATENHOCT OT 4 JIO 6 yaca.

A MOHHEBHAT XJIOPH/ ce pe3opOHpa HalBIHO B HepBata B NpoAb/DKEHHE Ha 3 10 6 Haca.

PazmnpenecneHue

MakCHMATHUTE TUIa3MEHH KOHLIEHTpaLin (81 mo 159 ng/ml) ce gocTurar 2 1o 4 yaca cnell €AHOKPaTHO
npueMaHe Ha 100 mg nudeHXHAPAMHHOB XHIPOXIOPHA. Ceip3ba ce 76 5o 85% c miasMeHHTC NPOTCHRA.
Pasnpenens ce BbB BCHUKH ThKaHU Ha opraHusma.

MeTaGonn3eM

[pubmusurenno 50% ot nudeHxuapamMyH ce MeTabomn3Hupa B HEPHH npo6. UMa 3savuTeneH first pass
effect. TIpi MPOIBIDKATENTHO MPHIIATAHE MOXC 18 MHAYIHpa coBCTBEHHA CH META0O0NH3BM.
Exckpennsi

TnbeHXHapaMHH Ce eKCKpEeTHpa ¢ ypuHaTa nox gopMa Ha MeTaGOAHTH ¥ B HEPOMEHCH B
MeTaGOoIMTHTE HA CheJHHEHHETO C€ CTHMHHHPAT no-6aBHO OT HeMeTaboNH3HpaHATA iy
ce OTKPHBAT B YPHHATa KaTO MPOH3BOIHH Ha mubenunmerana. BpemeTo Ha NoTyKuBC
e okono 2,4-9,3 uaca.




5.3 TpeaxAnHHEYHA IAHHH 34 6e30nmaCHOCT

LDs, Ha arudeHxHapaMuH MpH HHTPANEPUTOHEATHO NIPHU/IOXKEHHE Ha murukH € 480 pmol/kg.

B eKCriepMMEHTAIHH H3CeABaHHATa MPH MULIKH H TUTHXOBE B 1032 5 TbTH NO-BHCOKA OT TEpaneBTHYHATA,
nuM(eHXHAPaMHEH HE NOKa3sa aHHH 34 eMOPHOTOKCHYHOCT M TEPATOrCHHOCT.

[TpoyHBaHus NPH XKHBOTHH 38 BE3MOMKCH KAHLEPOreHEH H MYTareHeH edext Ha AMPEHXHAPAMHH HE CA

6. @APMAIEBTHYHH JTAHHH

6.1 CnEcbK HA TOMOMHHTE BeIlleCTBA

Eranon 96%

3axapo3a

BeH30eHa KHCeTnHa

CopOunoBa KHCENHHA
JIeBOMEHTOJ

Harpues untpar.2H,O

TIuMoOHEeHa KHCeIHHa MOHOXHPAT
I nuiepon

TeuHa eceHuua “Manuna”
[TpeuucTeHa BOJA

6.2 Hech,BMeCTHMOCTH
He ca U3BECTHH,
6.3 Cpox HA rogHOCT

3 roAvHH
Cpok Ha rofHOCT CJIE/L OTBapAHE Ha GyTunkara: 1 Mecel.

6.4 ChnenHajny yCIOBHS HA CHXPAHCHHC

B OpMrHHANHATA ONAKOBKA, IPH TEMNEPaTypa nop 25°C.

6.5 Jlamnd 3a ODAKOBKATA

125 ml cupon B ThMHOKa(ABa CTHIJICHA OYTWIKA THI “ITnndepnpyd” ¢ aATyMMHHEBA WIH NoJMEeTHWICHOBA
karnayka Ha BUHT C YIUTBTHEHHA OT ALKOzell Tun “ITundepnpyd” WiHK B romuoxkadssa [IET Oyrunka THI
“ITundepnpyd” ¢ NONTUETAICHOBA KATIA1KA HA BHHT ¢ YILTLTHEHHA OT ALKOzell Tn “TTundepnpyd”.

ITo 1 6yTHiKa B KAPTOHEHA KYTHA, 3a€AHO ¢ MEpPHUTENTHA Yallika K JIKCTOBKA.

6.6 Croennajsd NpeINa3HH MEPKA NPE H3XBLPJIARE n paboTa

Hsama cnernyaiHy H3HCKBaHHA.

Hen3noM3BAHMAT MPOAYKT HIH OTRATBYHHTE MATCPHAH OT Hero TPAGBa Ja e H3XBBPIIAT B CBOTBCTCTBHE C
MECTHHTE H3HCKBAHHA.

7. TPATEXATEJI HA PASPENEHHETO 3A YIIOTPEBA

CODAPMA A
yi. nnescko oce 16, 1220 Codus, bpnrapus




8. HOMEP(A)HA PASPEIIEHMETO 3A YIHOTPEBA
20010021

9. JIATA HA ITbPBO PA3ZPEIIABAHE/MOAHOBSBAHE HA PASPENIEHHETO 3A

YIIOTPEBA

03.01.2001/15.03.2007

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Ouu 2011




