KPATKA XAPAKTEPUCTUKA HA MPOAYKTA

1. MME HA JIEKAPCTBEHUS NNPOAYKT

['pnnexc Xor 3a lena 300 mg/ 5 mg/ 20 mg
Mpax 3a nepopajieH pa3TBop

Gripex Hot for Kids 300 mg/ 5 mg/ 20 mg
powder for oral solution

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

AKTHUBHHM BEIIIECTBA B €1IHO calle:

[Mapaueramon (Paracetamol) 300 mg
Denunedpunos xunpoxaopun (Phenylephrine hydrochloride) 5 mg
AckopOuHOBa kucennna (Ascorbic acid) 20 mg

[ToMoOILIIHO BelIeCTBO ¢ U3BEeCTHO AeiicTBHe

Besika cawe cuabpika:

Manuron — 1,83 g,

I 11oK03a (MOpTOKAJIOB M Ar0I0B OBKycHTe]1) — 46 mg
bensunos ankoxon — 0,005 mg

3a MbJIHUSA CMUCHK HA NMOMOLLHUTE BELLIECTBA, BK. T. 6.1.

3. JIEKAPCTBEHA ®OPMA

[Tpax 3a nepopasieH pastsop.
BbHIIEH BUA - 651 MM noutu 65 pax ¢ UUTPYCOB apomar.

4. KJMHWYHMU JAHHHU

4.1 TepaneBTHYHH MoKa3aHHs

[TponykTbT € nokasaH 3a KPATKOCPOUHO CUMMTOMATHYHO JIeYeHHe HAa ¢edpunurer, rnasobonue,

OOJIKH B I'bpJIOTO W Ha3aJIHA KOHIeCTHS, MYCKYJTHH OOJIKH, OTMAaAHAIOCT NPH MPOCTY AHMU 3a0onsBaHus,

CPUIT K APYTH OCTPH BUPYCHU UH(EKLIMM.
4.2 Jlo3MpOBKA H HAYMH HA MPHJIOKEHHEe
[IpenopbuBana nHeBHa no3a:

[eua Mexcay 6 u 12 roauuina pb3pact
3-4 MbTH IHEBHO M0 €HO calle fpes3 HUHTEpBaJ OT 4-6 yaca.

He TpsibBa na Gbne npeBMinaBaHa MakcuMaTHATA NHEBHA no3a or 1.8 g mapaueramon (6 camera), a
MHTCPBATLT MKy OTIACITHUTE NMPUEMH He TpsAOBa 1a Oble No-Maabk oT 4 yaca.
MakcumanHara npoab/kKHTETHOCT HA JICYeHHETO 6e3 KOHCYATaUMs ¢ iekap e 3 (Tpu) AHM.

[laumenTu ¢ 6b6peyHa HelOCTATLYHOCT

o-MaJIbK OT 8 yaca.




Heua noa 6 ronnHM

[MpoaykTsT HE € MOAXORSALL 32 TIPHAOKEHKE MPH 1eua < 6 rOAWHH, OCBEH aKO He ¢ Npeanyucan
U3PUUHO OT Jiekap.

HauuH Ha npHacxKeHue
ChALPKHMOTO HA €QHO callle Ce pa3TBapa B AOCTATbUYHO KonmuecTBO ropeuna (100 ml) sona u ce

pa30obpKkBa noOpe 20 NOAY4ABAHE HA XOMOTEHEH Pa3TBOp.
4.3 IlporusonokazanHs

CBpbXHYBCTBUTETHOCT KbM AKTHBHHUTE WIIH HAKOM OT MOMOLLHHWTE BELLECTRA;
Jeua ron 6 roguuiHa BL3pacT;

YepHoapobHa HEAOCTATLHHOCT;,

BucoxocTeneHHa apTeprdanHa XUMNEepTOHUS,

HekoMnencupaH XMNEepTHPEOUINIbM,

EnHoBpemeHeH npreM ¢ MAO-HHXUOHTOPA.

4.4 CnenHanau npejynpexacHHs H NPeINa3sHH MEPKR BpH ynoTpeba

C ornes npefoOTBPaTABaHE HAa NPEAO3UPAHE MO BPEME Ha JIEUEHHETO He TpADBa 1a ce NPHeMaT ApyrH
MPOLYKTH, Chabpxawy napaueramon. [pu neua, npuemawiy npy neueHnero ¢ I'panexc Xor 3a lena
30 mg/kg/aHeBHO napaueTaMon, KOMOHHALMATA C APYT aHTHITUPETHK, CHABPXKALL MAPALETAMON HE CE
npenopbYBa.

B cny4auTe, KOraTo He ce NoCTHra O4akBaHHsa TepaneBTHUEH edekT B choGpaxeHue TpaOBa 1a Baese
M3MNOJI3BAHETO U HA APYT aHTHITHPETHK.

[MpoAyKTHT ce NpHnara ¢ BHHMaHHWe NpH naukeHTy ¢ 6b0peunu 3abonsasanng n/uau 6p0peyna
HeAaocTaTbuHOCT. [IpH peIOBHO MPUEMaHe HAa AaHAATETHLIM H AHTHITHPETHLM, 0COOEHO Tak1Ba
ChABPNKALLM PA3THYHHA NEKAPCTBEHH KOMOYHALIMKM, MOXKe Aa HACTLIY aHANreTHYHA HedponaTHi, B
HAKOM C/TyyaH 10 pa3BuTue Ha 6bOpeuHa HeaOCTaTBYHOCT.

CrobluenH ca cnyqyan Ha MeTaboNKWTHA alKrao3a ¢ rosama aHnoHHa npasiuia (HAGMA), nwixawa
ce Ha MUPOrNYTAMHHOBA aLMAO32 NPH MaUMEHTH C TEXKO 3abongBaHe KaTo TEXKO ObOpeyHo
YBPEX/IAHE U CETNCUC, KK NIPH MALMUEHTH ¢ HEOXPaHBAaHE HITH C APYTH H3TOUHHLIN Ha AePHUNT Ha
FYTATHOH (HANp. XpOHHUYEH ANTKOXOJIHW3bM), KOMTO €a NEKYBAHH C MapaieTaMon B TepaneBTHYHA 1034
34 NPOABLDKUTENIEH NEPHOA WM KOMOKWHAUWA OT NapaLeTaMost H QIYKIOKCAUHITHH. AKO ¢e NoAo31pa
HAGMA nopaad MUpOrJyTaMHHOBA allMI03a, NPENOpPLYBa CE NMPEKPATABAHE HA NapaLeTaMon U
BHUMAaTeNnHO HabnroneHue. MisMepBaHeTo Ha S-OKCOMPONIWH B ypUHATA MOXE fa ObaE MOIe3HO 33
WACHTH(HLMPaHe Ha MUPOrTYTaMHHOBA al03a Kato oCHOBHa npuyrHa 3a HAGMA npu nauneHT
C MHOXECTBO PUCKOBH (PaKTOpH.

[Tpx npMeMaHe Ha rofieMH HO3M NapaLeTamol 3a MPOAbIKUTENIEH NEPHOA OT BPEME, OCODEHO NMPH
nvua, ynorpebasaiy peIOBHO ankoxon, Tpadea aAa ce MMa NpeBH/L PUCKa OT YBpEKAAHE Ha YEPHHA

apo0.

[Topaau chabpxkaHueTo Ha eHunedpHuH B CbCTaBa HA NMPOJAYKTa, TOH cieABa Aa ce npunara ¢
ocobeHo BHHMaHue npy SonHK:

- CbC CHPAEHHO-CHAOBH 3a6onsiBaHuA (0COOEHO MPH NAUKEHTH ¢ apTepHaiHa XHIIEPTOHHUS );

- C XUNEPTHPEOUINIEBM,

- npremany B nocneannte 14 a0 MAQO-UHXHONTODK.

HenocTaThbUHHUAT MAY AUICBALY TepaneBTHueH eheKT (nepcucTHpade Ha BHCOKATa TE
ABACO OT 3 AHM M Ha APYTHTE CHMITTOMMK MOBEYE OT 5 AHW) Hanara o0CHKIAAHE Ha T
NEYEHHETO ¢ NMPOAYKTA WIH HEMTOBOTO MpEKpaTaBaHe.
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[1peaynpexaeHHs OTHOCHO MOMOLIHKTE BEIECTBA

Tosa nekapcTBo chabpxa 0,005 mg OCH3UIOB ANKOXON BbLB BCAKO Calle. BeH3WIOBHAT AIKOXOJ MOXe
Ala MpUHHHA anepruiiu peakuuu. Ob6oprere ce kM Bamms nekap wim ¢apMmauesT 3a cueert, ako
WMate 3abonsBaHe Ha 6bOpeunTe HAM YepHuA Apo0, 3aIOTO rONEeMH KOMHYECTBA GEH3IWIOB ATKOXON
MOraT Jla ¢€ HaTpynaT B opraHu3Ma Bu M MOXe a2 MPUUMHAT Hexenaua peakiiua (HapedeHa
»METa00JIUTHA aunao3a‘).

ToBa nexapcTBo chABpXA IMIOKO3a (B CpCTaBa Ha OBKycuTenute). [laumeHTH C pAOKa TCHKO30-
ranakrosHa Manabcopbums He Tpabsa ga npueMar Tosa JIEKapCTBO.
ToBa nexapcTeo chabpka Manuron. Moxe 1a uMa ciabo H3pa3eHO cnabHTeNIHO AeUCTBHe.

ToBa nexapcTBo chABP#a Mo-Manxo o 1| mmol HAaTpHH (23 mg) Ha caure, T.e. MOXe Aa ce Kaxe, de
IPAKTHYECKU He ChABPXKA HATPHIA.

4.5 BsaumoneitcTBHe ¢ Apyru JIEKAPCTBEHH NMPOAYKTH H APYrH GOpPMH HA B3aHMOAEHiCTBHE
MeroknonpamMua 1 AOMNEPHIOH yBenHYaBaT pe3opbuunaTa Ha napauetamon,

XonecTUpaMHH HAMANABA HEMOBATA Pe30pOUHA, MOPAaH KOETO MEXTY MPHEMHTE € HeOOXOIHM
HHTEPBAN OT rnoHe 1 yac.

QeHobapbuTan u Apyru UHAYKTOPH Ha HepHORpoOHMTE MeTabonM3npaILy eH3numu (deHuTomH,
kapbamasenuH, pupaMnULUKMH) B HAYATOTO MOTAT 2 3ACHIAT edexTHTe Ha mapaueramon Bepxy LJHC,
HO CJICR TOBA, 4pe3 CH3UMHA HHAYKUMA fa yBENH4aT MeTaboH3HpaHETO MY, J1a TIOHWXAT
AHANNCTHYHATA My aKTHBHOCT H J1a YCUJIAT HErOBATA XENATOTOKCHYHOCT.

[lapaueramon ycunsa neficTBrero Ha KYMapHHOBHTE aHTHKOArynaHTH (BapdapuH) mpu
MPOABIKHTEHO NIPIITOKEHHE.

Opanuure KOHTPaUECNITHBHH CpeAcTBa oTcnabeaT edexTuTe Ha napaueTaMorn Ype3 HHAYyLUHpaHe Ha
HEroBUA MeTab0MH3BM.

LinMeTuaun HaMansBa TOKCHYHOCTTE M 3aCHIIBA aHANrETHYHUS edexT Ha mapateramon.

[Napaueramon ysenuyasa rutasmenure KOHLCHTPALMK Ha XIOpaM(EHHKON U MOXe Aa A0Bele A0
YBEMH1EH DHCK OT MHENIOTOKCHYHH edeKTH.

EnHoBpeMeHHO NMpuokeHHe Ha napaueTaMon ¢ ankoxos u APYry XenaTOTOKCHYHM Cpe/ICTBA
[MOBMIIABA PUCKa OT YEPHOAPOOHO yBpexaaHe.

(BX. TOuKa 4.4).

IlpunaraHeTo Ha napaLeTaMon MOXe [a TOB/IHSE PE3YNTATUTE OT TECTOBETE 3a ONpPeAC/ISHE Ha
THKOYHA KUCEIHHA MO MeToAa Ha Pocdo-ondpamoBa KHCENNHA, KAXTO H TECTa 34 OnpenensHe Ha
[JII0KO3a B KPBBTA MO MMHOK030~-0KCHOA3HO-MEPOKCHAA3HMS METOL.

IIponyxTbT He Tpabea na ce koMbunnpa ¢ MAO-uuxuburopu win TPHLMKIIHYHH AHTHACNIPECaHTH,

ThH KaTo TOBAa MOXKE 1a AOBEAE A0 ’KMBOTO3acCTpalllaBailto NOBUIIEHHE HA KPBBHOTO HAJATAHE BhB
BPB3Ka ChC ChABPKAUINA C€ B KOMOHHaLMATA (enunedpuH.
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ERHOBPEMEHHOTO NpUnoXeHHe C B-610KepH ¥ aHTHXUIIEPTEH3NBHY CpEeACTBa MOXKE Ja HaManu
TCXHHUA TEPANCBTUYEH SPEKT 3apafy ChABPKAHMETO HA PeHmIeDPHH.

ACKOpOMHOBaTA KHCENNHA, NTpHUeTa CAHOBPEMECHHO C AUETUNCATMLWIOBA KHCENHHA, BOAY 0
YBEINYaBAHE [TA3MEHHTE HUBA HA CANMLIWIATATE W 3aCHIIBAHE HA TEXHHUTE edekTH.

4.6 Depruanrer, GpeMEeHHOCT H KbpMEHe

[MponyxTsT e npenHazHaYeH 33 NIpUNOXKEHME B JeTcKaTa Bb3PACT, HO B Cllyval, 4e ce mpHeMa oOT
BB3PACTHH € HEOOXOAHMO [a Ce HMa MpenBHA CleaHaTa UHbOPMALHA:

3HaYUTENHO KOJIMYECTBO AaHHH MPH GPEMEHHHM KeHH He NMOKa3BaT HUTO MangopMariuBHa, HUTO
(hero/HeoHaTaNHa TOKCHYHOCT, Pe3ynTaTure 0T enuaeMHONIOrHYHHTE MpOYYBaHUA BLPXY
HCBPOJIOrHYHOTO Pa3BUTHE Ha €N ¢ EKCMTO3ULIUA HA NapaLEeTaMoll in utero ca HeyOeAUTETHN. AKO &
HEO0X0AMMO OT KITMHHYHA INIeIHA TOYKA, MApaLEeTAMON MOXKE 113 Ce [punara no BpeMe Ha
OpeMeHHOCT, HO Tpsi®Ba fa ce W3non3Ba Hali-HUCKaTa eheKTHBHA /1033 32 BE3MOKHO Hall-KpaTko
BpEME H C Bb3IMOXHO Hali-HHCKATa 4eCTOTA.

Bx/IFOYEHHUTE B ChCTaBa Ha KOMGHHALIMATA AKTUBHH BELIECTBA CE HATEYBAT ¢ MANYUHOTO MJIAKO.
ITponyKTBT MOXE a Ce npuiara no BpeMe Ha KbpMeHE eOHHCTBEHO el NEKapCKO Ha3HAYEHHUE,

4.7  EdexTn BbpXy cnocoGHocTTa 33 modupane u paboTa ¢ MamIHHK

HsaAMa naHHy 3a HeBnaronmpuATHU edekTH BEPXY crnocobHOCTTa 3a ogupaHe U paboTa ¢ MallIHY,
4.8 Hexenann 1ekapcrBeHH peakuum

Morat na ce HabnIONaBaT CleQHUTE HEeXeNaHH PeakLUH, pasnpenenesHy no CHCTEMHU Y YeCTOTa:
MHOr0 4ecTH (21/10), uectn (21/100 po <1/10), Hewectu (>1/1 000 no <1/100), peaxn { >1/10 000
zo <1/1 000); muoroe peaxu (<1/1 000), ¢ HeH3BecTHA YecTOTa (OT HANMYHUTE DaHHU HE MOXKeE 1A

ObJe HanmpaBeHa OLEHKA):

Ilapaueramon

Hapynienys va kpbsra ¥ tumdHaTa cucteMa

MHoro peaxu —TpoMGouuTONEHHKS

Hapyuienus Ha HMyHHaTa cuctemMa
MHoro penku — aHadpunakcus, KOXKHY PCaKuMK Ha CBPBX4YBCTBUTENHOCT, BK/I. O0OpUB, aHrnoeneMma,
CUHApPOM Ha Stevens Johnson

Pecninparoptu, rpnAHy M MEAHACTHHANHH HapyLIeHUS

MHOro peaku — OpoHXOCNa3sM NpPH NaUHEHTH YYBCTBUTC/IHH KbM ALETUNCATHLIWIOBA KMCENHHA M
HIIBC

Xenaro-OunuapHu HapyuieHus
MHOro penxy — HapylIeHUa BB QYHKLMUATA HA YepHUA Apod

Hapyiuenns na merabonusma u xpaneneto
C HemsBecTHa yecToTa: MeTabOTHTHA AUKMA032 C FOJIAMa AHHOHHA npa3HWHa

DeunnedhpunoB XHaAPOXIOpPHS
Lcuxuunu HapyleHus

MHoro peaku — HepBHOCT
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Hapyuienus Ha HEPBHATA CUCTEMA

MHoro peokn -rnaso6onue, samaiiBaHe, Ge3chHUE

CbpIeyHH HapYyLLEeHUs

MHOr0 pelxy — XHIEPTOHUA, TaAXUKAPANA, MANNHTALNH,

HapvyiueHus Ha koxara u NOAKOM¥HATA ThKAaH

MHoro peaku — aneprudHy peakuuH (O6pUB, YPTHKApHs, alepruyeH IEepPMAaTHT)

CTOMaHO-YpEBHH HADYIICHHS
MHoro penku — raneHe, noBprllaHe

HapyluieHnus Ha 6s0peLTe M nHKoUHUTEe MbTULLIA
MHOr0 peakH — AH3ypUs H 3anbpkaHe Ha ypuHa. Moxe na ce Habnronara rno-uecro MpY MauHeHTH

Cbe 3abonaBaHus Ha MMKOYHUSA MEXYp WM NPOCTaTHA XHneprpodua

HapyuieHus Ha ouuTe
MHoOro penku — MuapHasa, o0OCTpAHE Ha CUMITTOMMTE Ha rnayKkoma

Onucanne Ha H3GPAHU HeXKeJAHH PeaKUHN

MertabonuTHa auua03a ¢ ronsiMa aHUOHHA Npa3HUHA

Cnyuan Ha MeTaGoNIMTHA ala03a C roAMa aHHOKRHA Npa3sHyuHa, AbDKALA CE HA MUPONTYTAMHHOBA
auuno3a, ca HabnOIaBaHU NMPU NAUMEHTH C PUCKOBH DAKTOPH, H3NON3BALIM mapaueraMmol (BX. TOYKa
4.4). Ilpy Te3n NalLMEHTH € Bb3MOMXHO 12 Bb3HUKHE MHPOrIyTaMHHOBA aUHI03a BCIACACTBHE HA HACKH
HHBA HA TNYTATHOH.

Crollliapate Ha NOJO3UPAHN HEXENAHH PEaKLMH
CrobuiaBaHeTo Ha IORO3UPAHH HEXENTAHH PEAKLMH CleN paspeulaBaHe 3a ynotpe0da Ha iekapcTBeHus

MPOAYKT € BaxkHO. ToBa no3BoisiBa Aa NPOABMIKY HAGTOJEHHETO HA ChOTHOLICHHETO TI0N133/pPHUCK 3a
NIEKApCTBEHUA NPOAYKT. OT MEAULIMHCKHUTE CHELHMATNCTH Ce H3HCKBA 1A ChODILABAT BCIKa
MOA03MpaHa HEXXENaHa peakiins Ypes:

M3nbnHuTenHa areHuus No iekapeTeara
ya. ,Jdaman Fpyes” Ne §,
1303 Codusn

Ten.: +359 2 8903417
yebcaliT: www.bda.bg

4.9 Ilpeno3upane

[[posiBuTe Ha Npeno3upaHe OOMKHOBEHO Ca rajeHe, MOBPBbLIAHE, AHOPEKCHS, ONIETHOCT, KOPEMHH
OosKkn, H3NOTABAHE W CHH/IMBOCT, TaXHKapAud, NOBHIIABAHE Ha apTEPUATHOTO HANATaHE, ABABAILM Ce
HaH-4€CTo B IMbpBUTE 24 vaca.

[IpreMsT Ha napaueramMon B KonuuecTso Hag 10 g BOOH 10 YepHOAPOoOHA UHTOMU3A, KOATO YeCTo
MPEMHHABA B TOTA/IHA U HEOOPATHMa HEKPO3a BOJELIA KO XEMATOUETY IapHa UHCY DU LIHEHLHA,
MeTa0ONMTHA aLKA03a H eHledanonaTus, ¢ NOCAeABAILA KOMA 1 CMBPT. [I0BHILIABAT Ce HUBAaTa Ha
4EPHOAPOOHHTE TpaHCAaMMHA3M, NAKTATAEXUAPOTeHa3HTe, G UpYOUHBT, MOHMKABA Ce
NPOTPOMOHHOBOTO Bpeme. Te3H NpOMEeHH HACTBIBAT OTHOCHTEIHO KbCHO (12 no 48 yaca) cnen
[pHeMa.

Habnionapany ca HHTOKCHKALIMY NPM BB3PACTHH H NO-YECTO [PH A€LA (TepaneBTHUHO MPENO3UPaHE
WK MHIKACHTH 110 HCBHUMAHHE ), KOUTO B HAKOH Ciiy4au Morar Aa 6naar daranHu.

JleueHueTO Ce H3BBPILBA B MEAHLIMHCKO 3aBedeHue. HeobXOIUMO € B3eMaHe Ha KPBbBHH Mpobu 3a
ONpEACIAHE NIa3MEHOTO HHBO Ha NapaueTaMoll, NpeAU3BUKBa Ce HBP30 CTOMAILHO H3MP

wf |
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BCHO3HO WITH MIEPOPATTHO C€ BBBEX A AHTHAOT -~ N-aUETHILUCTEHH, aKO € BB3MOMHO NMpean 10 gac
OT npuema. I[1punara ce ¥ Apyro NoaAXxoas1lO CUMITOMATHYHO JIeYeHUeE.

5. ©GAPMAKOJIOrHYHMU CBOHCTBA
3.1 ddapmMakoaHHAMHYHMN CBOICTBA

(PapmMako-TepaneBTHYHA rpyna: AHalreTHUH-aHTUIUPETHIIH, AHUNHIH, KOMOUHALIMK Ha
napavneramon, ATC koa — NO2 BE 51

I'punexc Xor 3a lena npeacrapispa GUKCUpaHA JIEKAPCTBEHA KOMOHHAIINA, KOATO CBABPHKA
NapaneTaMon, GpeHunePpUHOB XUAPOXAOPUL K acKOPOHHOBA KHCETHHA.

[NTapaueramon npurexana aHANTETHYHO M AHTHIHPETHYHO NEHCTBHE U B N10-BHCOKH A03H 0Ka3Ba H
H3BECTHO MPOTHBOBB3NAIHTENIHO ACHCTBHE. OKa3Ba LeHTpaleH U nepudepeH aHanreTHueH ebexr,
CAHOBPEMEHHO C TOBA NMOBMIltaBa 60nkoBHA npar. [purekasa MHOTO ¢1a60 MPOTHBOBD3NATHTEIHO
AeHCTBHE, KaTO UHXUOMpa NPOCTarlaHAMHOBATA CUHTETA3a H ON10KHpa 6paIHKNH-9YBCTBUTEHUTE
PELENTOPH. AHTHIIUPETHYHHUAT MY €(EKT Ce pealn3upa H B pe3y/ITaT Ha Bb3AeHCTBHE BLPXY
XUIIOTATAMUYHHTE LECHTPOBE, perynupaliy TeMneparypara, [Ipeanonara ce, 4e no-CHIHO ce
HHXHOMPAT eH3UMHTE, NOBIHABALUM GOMKATA U TEMIIEPATYPATa B LICHTPa/IHATA HEPBHA CHCTEMA, a T0-
cnabo - Te3u oT nepudepHara, ¢ KoeTo ce 06ACHIBA HEFOBOTO NO-Cabo POTUBOBB3NAIHTENHKO
HNEUCTBHE,

CHMMATUKOMUMETHKBT (peHUNEeHPUHOB XUAPOXIIOPHI € OL)-CEJIEKTUBEH ArOHHCT, AKTHBHPA BLB
BHCOKH KOHUEHTPAaLMK U (-anpeHepruunuTe peuentopn. Boan no aprepuanna BA30KOHCTPHKIIMA,
H3TI0]13Ba C€ OCHOBHO KaTO HalajleH REKOHreCTaHT. To# HaMansaBa Ha3aHATa KOHIeCTHs, IPHYHHEHA
OT NOBHULIEHOTO KPBBOCHAOASIBAHE HA HOCHATA JINTABULIA TPH NPOCTYAa U IDHIL.

ACKOPOMHOBATA KHCENMHA TIOHWKABA KaNWISspHUA nepMeabuiuTeT, [monodpsaBa KJeTbYHHA
METAbONHM3BM, 0KA3BAa AHTHOKCHIOAHTHO M o0L0YKpenBalllo opraHu3Ma AciicTaHe.

3.2 @apMakoKHHETHYHH CBONcTBA

[lapanetamon ce pezopGupa 6bp30 H TBIHO B CTOMALUHO-YPEBHHA TPAKT, AOCTHIAMKY MAKCUMATHH
[UTA3MCHH KOHLICHTpauuK Mexay 30 1 60 min. [1nazsMeHHAT NONy X KMBOT NPH KeUa U BH3PacTHH €
cpenno 2 yaca. IIpn nepopaneH npueM Ha 500 mg HeroBaTta cHCTEMHA GHOHANHYHOCT € 70%.
Pasnpenens ce BbB BCUYKH OHONOTHYHM TEYHOCTH M THKAHU M B OKONIO 25% ce CBBP3Ba ¢ INIa3MEeHHUTE
NpoTeHHH. KOHIOTHpa ce B YePHHA ApoG U Ce EKCKpeTHpa HEMPOMEHEH B OKONO 3% 32 nepuon ot 24
4aca. KoHiorupa ce 10 cyadaTHu v rinokopouaHY MeTaboNuTH. OrpaHiyeH OKCHIATHBEH BT Ype3
untoXpoM P-450 okcuaasHa eH3UMHa cucTeMa Cbe cMeceHH hyHKuMn dopMipa eIHH peaKTHBEH,
MOTEHUHAIHO TOKCHUYCH MEXAUHEH MeTabonuT N-aueTii--6e H30KBHHOHEMHUH.,

bbOpeuHaTa exCKpeLHa e IIaBHO Ypes rJIoMepyJHa (unTpalus cbe 3HaYMTENHA TYOYHA
peabcopbuus. ITpeMunaBa npes naauenTaTa ¥ ce W3ThUBa B MANYHHOTO MIISKO.

GeHunedpur ce pesopbupa 6BP30 1 NBANHO B raCcTPO-MHTECTUHANHHUA TPAKT Clel NMepopaiHo
npunoxenue. IToanara ce Ha eKCTEH3MBEH NpeCUCTEMEH METaG0MU3LM B YypeBHaTa cTeHa. Cren
HEPOPAITHO NPUTIOKCHUE, MAKCUMAIIHY TU1a3MEHH KOHUEHTPAUMNH C& AOCTHIAT MexIy 1™ u 2P¥ yac
caca npuema. [IeHeTpaiuara B 1epeSpo-CIMHANTHATA TEYHOCT, MO3LKA H MAaluYHHOTO MISKO €
MHHMManHa. DeHuedpHH He IPEeMUHABA NPE3 IUTaLleHTATA. Merabonusnpa ce eKCTeH3HBHO B
HpeBHATA CTCHA ¥ OCHOBHO B YepHHA Ap06. OCHOBHUTE MBTHUILA HAa MeTaGOIU3BM Cca cyndypupaHero
W TJIIOKY pOHUPAHETO. EXCKpeTHpa ¢e upe3 ypHHaTa OCHOBHO noj jopMaTta Ha METAG0NHTH U B MaJIKa
CTCMNEH B HEIIPOMEHEH BU].

ACKOpOMHOBATA KHcCeIHHa Ce pe3opbupa 6bP30 H MBAHO B racTpo-UHTECTHHATHHUA TPaKT H 10




XUnogu3ara, a Hal-HUCKH B GBGPELHTE M MyCKYJTHATA THKAH. Merabonu3upa ce nocpeacrsom
OKHCJICHHE 10 N€XHOPOaCKOPOHHOBA KMCENHHA, KOATO BIIOC/IENCTBHE NPETHPIIABA AOMbAHHTENHA
OuoTpaHchOpMaLIMA O OKCANOBA U TPEOHOBA KHMCETHHA. HemeTtabonusupanure xonuyecTsa oT
npHeTaTa 103a aCKOPOHHOBA KHCETMHA, KaKTO U MeTaGONUTHTE, BK/1. OKCANATHTE, GABHO Ce
CKCKPETHpPAT 4pe3 ypUHATA.

5.3 IlpeakNHHHYHM JAHHM 33 5E30NACHOCT

CroitHocTuTe Ha LDso NpH pazsnuyHy BHAOBE €KCNEPUMEHTAIHH XHBOTHH NPH PA3IMUHU TBTHILA Ha
BLBEHK/JAHE 3a OTAENHHUTE IEKAPCTBEHH BEllECTBA CA KAKTO Clle[Ba;
[Tapaizeramon

LDso 38 MUILKH (MBXKH) IPHAOKEHHE per os — 1212 mg/kg (851+1727)
LDso 3a Mumxn (kenckn) npunoxenue per os — 945 mg/kg (622 + 1435)
LDso 3a rurbxose (MBXKH H XEHCKH) NPHIOKEHHE per os — > 4000 mg/kg
Oenunedpun

LDso 3a MULIKK (MBXKH ¥ HEHCKH) IPUIOKEHHE per 0s — 120 mg/kg
LDso 33 nirbxone (MBXKKH H )KEHCKH) NPHIOKEHHE per oS — 350 mg/kg
AckopOuHOBa KHCenHUHA

LDso 32 MHWIKA (MBXKH W SKEHCKH) PHIOKEHHE per 0S — 3367 mg/kg
LDso 3a minXxoBe (MBXKH H 5K€HCKH) NPHIOKEHHE per 0s — 11 900 mg/kg

HsiMa naHHM 32 NOTEHUMPaHE HA TOKCHYHOCTTA Ha JIEKAPCTBEHUTE BEINECTBA NPH € THOBPEMEHHO
NPUITOMKEHHE,

IpunoxeH 8 Mo-BUCOKM A03M M 33 MO-NIPOABIKHTENIEH NepUoA OT BpeMe, NapaueTaMosl Npea3BHKBA
4€pHOAPOOHA LEeHTPoA0OYNapHa HeKpo3a H 6BL6peYHa KOPTUKATHA HEKPO3a IIPH €KCIIEPUMEHTATHH
)KHBOTHH. Y CTAHOBEHA € 3HAYMTENHA BUAI0BA PAINKA B TOKCHYHMS edeKT Ha mapaueraMon u T4
KOpENHpa ¢ HUBOTO HA oNpeneNeHH! GopMH Ha UHTOXPoM P-450. JTUNCBAT KOHBEHUMOHATHH
MPOYHBAHHUA, NINON3BALLHN NPHETHTE NIOHACTOALLEM CTAHAAPTH 32 OLIEHKA HA PENPOAYKTHBHA
TOKCHYHOCT ¥ TOKCUYHOCT 33 Pa3BHUTUETO.

B ycnoBusTa Ha MHOrOKpaTHO A0O3MpPaHe MPH MHUILKY U IUTHXOBE peHnnepprH BOAH 10 HAKOH
H3MCHCHUA B TAPCHXWMHHUTE OPTaHN HA ONMTHHUTE XUBOTHH — IIPOMEHH B TEMNIOTO HA CHPLETO H
HanOwBOpeHNTE XKIIE3H, TPaitHA MHO32, B HAKOH Cyyau [0 Pa3BHTHE HA TYMOPH B aipeHATHHSA
KOpTEKC.

ACKOPOMHOBATa KMCEIHHA MIPHIOXKEHA B PEXUM HA MHOTOKPATHO JO3HPaHEe NIPH EKCIIEPHMEHTANTHH
KUBOTHH (MHMLUKH, LTbXOBE) NPEAM3BMKBA OCHOBHO MPOMEHH B 0BMAHATA HA BELLIECTBATA,
H3pa3iaBaliy C€ B CH3IMMHA HHXHOHMLIMA UM EH3UMHA HHIYKUMS, 3ary6a Ha TEr0 WiH HeraTHBHA
KPHBA Ha TEJIECHUA NMPHPACT HA EKCNEPHMEHTATHUTE >XHBOTHH.

Pesynrarure oT ABArOCPOYHM U3CNEABAHHA 34 OLEHABAHE HA KaHLUEpOTreHHHA MOTEHLMAJ HA
fnapateTamos, QeHuiepprH 0 acCKOpOHHOB2 KUCETHHA COYAT, Ye BEIECTRATA HAMAT KaHUEpOreHHa
aKTUBHOCT.

Hama navHu 3a HeGnaronpuaTHo noBnusBaHe Ha (epTranTETa U PENPOLYKTHBHHTE CHOCOGHOCTH NnpH
OMHTHH XHBOTHH OT NIApaLIeTAMO U aCKOPOHHOBA KUCENHHA.

6. ®APMALEBTHYHHU JAHHH

6.1 Cnucebk HA NOMOLIHHTE BelllecTBA

MaHuton

JIMMOHEeHa KucenMHa
Harpues uutpar
Kanuues rimokoHaT




3axapHH HaTpuii
Harpues uuknamar

Cunnunes quokcun, Konougen be3Bonen

Iloprokanos osxycuren (CbABLPKA: NOPTOKAIOB H JTUMOHOB CKCTPaKT, riioko3a, OEH3HIOB ankoxoi)
AronoB oBkycuten (Chbappxa: rN0K03a)

6.2 HecnbBMecTHMOCTH

He e npunoxumo.

6.3 Cpox na roanocr

3 (TpH) roauum.

0.4 Cheuuajsu ycaosus na ChXpPaHeHHe

[Ipu TeMnepatypa nog 25°C,

6.5 Bua u chabpkanue na onakopxaTa

[Ipax 32 nepopanen pa3TBop 2.5 g B cale ot XapTHs/amyMUHH/ TonHeTwIex.
Enva onakoska ceabpika 6, 10 wiu 12 Opos camrera.

6.6 Cneumannu npeanaszuu MEPKH OpH H3XBBPJIsIHEe H paGoTa

HaMma crieuuanum H3NCKBAHWUA.

7. NIPHUTEXATEJ HA PASPEUIEHHMETO 3A YIIOTPEEA
US Pharmacia Sp.z ¢.0.

ul. Ziebicka 40,

30-507 Wroclaw, Monwa

8. HOMEP HA PA3PEHIEHMETO 3A YINIOTPEFA

Per. Ne 20110721

9.  JATA HA IIBPBO PASPEIIABAHE / IOJHOBABAHE HA PAZPEIIEHHETO 3A
YNNOTPEBA

Hlara Ha mepBo paspeluasane: 08.12.2011 r
Hara Ha nocnenHo noaHoBgRane: 15.02.2017 r.

10. JATA HA AKTYAJIU3HPAHE HA TEKCTA

23/01/2025




