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1. WME HA JEKAPCTBEHUS ITPOAYKT pogyxma it
Jlanepon 120 mg/5 ml nepopanHa cycneH3us

Daleron 120 mg/5 ml oral suspension 6 YA 54 26 -03- 2025

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

5 ml nepopanHa cycnensus (1 crippHuUOBKA 3a NEPOPATTHO npuiokeHue) cbabpka 120 mg
napaueramod (paracetamol).

[IOMOLLIHHU BELIECTBA C U3BECTHO JICHCTBHE:
5 ml ot nepopannara cycriensus (1 nepopanHa CnpuHLOBKA) ChbprKa | 000 mg copbuton (E420) u
3 650 mg manturon (E965).

3a bJIHUS CIIMCHK HAa MOMOLIIHUTE BELLECTBA MHKTE ToUKa 6.1.

3. JIJEKAPCTBEHA ®OPMA

[lepopanna cycneH3us.

4. KJUMHUYHH JAHHH
4.1. TepaneBTHYHH NOKA3AHHS

CycnensusaTta JlanepoH e nokasasa 3a:

- HOHMYKABaHEe HA MOBHILIEHA TeJIeCHA TeMnepaTtypa rnpu 0aKkTepuaaHi U BUPYCHH HH(EKLIMHU; NPH
peakLMH clie]l BAKCMHMpaHe:; 00/1eK4aBaHe Ha JIEKH 10 yMEPEHO CHITHH 00nku (raasodosue,
3600001);

- obnekyaBaHe Ha OOJIKM CJie/l HapaHsABaHHs, MEJIMLIMHCKH WITH 3b00JIEKapCKH XHPYPryu4iHH

MPOLELY PH.
4.2. Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa

[lpenopbuBaHaTa eMHH4Ha 103a € oT 10 mg 10 15 mg napaueramo:n Ha | kg TenecHo TerJo.

3a 10-TOYHO U3MEPBAHE HA 103UTE € NMPHJIOKEHA CMIPUHLIOBKA 3a NEPOPATIHO NPHEMAHE HA
fnekapcTBeHHs MpoayKT. EaHa mbiHa cripuHioBka (S ml) cuabpka 120 mg napaueramosl. U3MepeHoTo
KOJIMYECTBO JieKapcTBO TpsadBa na Obje u3npasHeHo DaBHO OT CINPHHLIOBKATA B yCTaTa Ha ACTETO.
CnpMHIIOBKATa MOXKE /1a C€ U3IPa3HH CbLIO B JILKHLA H JIEKAPCTBOTO /1A Ob/1e Ja1€HO Ha AETeTO C
Hesl.

[Tpenun ynorpeba pasknarere 100Ope OyThiIKaTa.

Cnen ynorpeba u3njakHeTe ClpUHLOBKaTa ¢ BOJA.

Jlo3upane Ha JlasiepoH CycCrieH3us:

Bn3ipacr HA AeTeTo EanoxkparHa 1o3a

noa 3 meceua* 40 mg 1,7 ml (1/3 or crlgnﬁuoamq‘g)
4 — 11 meceua 80 mg 3,3 ml (2/3 UT,c'n’guHubBKa:ra,)
| —2 roanHH 120 mg 5 ml (1 CI‘M!’ITHQB@

3 — 6 rOJAUHH 180-240 mg 7,5-10 ml (1,5/F ”-“o-npuuw;}mmj
7 — 10 ronMHH 240-360 m C R




480 mg 20 ml (4 CIPUHLIOBKH

* U3nos3BaHEeTo [MpH Bb3pacT Mo/ TpH Mecelua € U3KJIIKOYCHHE H CC OTHACH CaMo 3a CJYHAHTC HA
MUPEKCHA CJic] BAKCHHHUPAHC.

EHOKpaTHHUTE /1034 MOTaT /la ce 1aBaT B MHTEpBa/IM Hal-masiko 4-6 yaca. He ce npenopbusa
JlaBaHETO HA noBeye oT 4 J103HM.

4.3. IlpornBonmoKa3saHHs

- CBPBX4YBCTBUTETHOCT KbM AKTUBHOTO BELLECTBO U KbM KOETO H /1a € OT MOMOLLHHUTE
BellleCTBa, U30POEHHU B TOUKa 6.1,

: Te)kka ObOpeUHa WK yepHoApoOHa AUChYHKUMS, BPOIEH JE(PHIIMT HA €H3UMA ITIOK032a-6-
bocdar nexuaporeHasa B EpUTPOLIMTHUTE.

4.4. CnenHa/JHH nNpeIynpexIeHHs H NpPeIna3HH MEPKH NPH ynorpeda

Jleua ¢ neka 10 ymepeHa Ob0peuHa v 4epHoApoOHa HEAOCTATBLYHOCT MOXKE J1a nosiyyasat JlajiepoH
CYCMEH3MsS CaMO MO/ JIEKAPCKO HAOJIIOEHHE.

Ha neua noa 2-rojaudiiHa Bb3pacT MOKeE J1a ce J1aBa JlanepoH cycrieH3us caMo Mo JieKapcka
[penopbKa.

[IpeniopbuBaHUTE 103K HE TpsOBa Ja ce MpeBuIlIaBar.

JlekapcTBOTO He TpAOBa J1a ce 1aBa Ha AETETO noseye OT 3 AHU. JIekapCTBOTO € NMoAXOAs L 32
naLMeHTH ¢ aMaber, ThbH KaTto He chabpika 3axap. /lanepon cycneHsus cbabpxa copouTosn (0,7

¢/5 ml) M nopaau TOBa He € MOAXOAALLA 3a /el ¢ BPOEHA HEMOHOCHMOCT KbM (ppyKTO3a.
[Tpeno3upaHeTo ¢ napaueTamosl MoXe /1a 10Be€ /10 YePHOAPOOHA HEIOCTATbYHOCT, KOSTO MOXKeE Ja
/I0Be/Ie /10 YEPHOAPOOHA TPaHCIIAHTALMS WX CMBPT. JleyeHneTo ¢ aHTHAO0T TpsAOBa /a ce 3anoyHe
Bb3MOKHO Hal -CKOpoO (BkK. Touka 4.9).

OCHOBHO 4epHOAPOOHO 3a001s1BaHE MOJKE J1a YBEJIMYH PUCKA OT YBPEK/1aHE HA YePHHs Apo0,
cBbP3aHo ¢ napaueramol. [launeHTure ¢ AMarHo3a 4epHoOApoOHa WK OBOpeYHa HEIOCTaTbYHOCT
TpsA0Ba /1a NOTHPCAT MEAMULIMHCKA NMOMOLLL MTPEJIM /1a U3M0JI3BAT NMapaueTamod, a rMnoja3uTe 1 pUCKOBETE
TpsAOBa 1a ObAAT BHUMATENHO NPELIEHEHH.

Cho0O11aBaHH ca CJlyyad Ha YepHOAPOOHO yBpekaaHe/YepHOAPOOHA HELOCTATBYHOCT IMPH
MAKCHUMAaJIHU TEPANEBTHUYHH JI03H MapaueTamosl Npy NauueHTH ¢ A€(UUMT Ha IJTYyTaTHOH, KaTo
HarpUMep MpH NaLMEHTH C TEXKKO HE0XPAHBAaHE, ¢ aHOPEKCHs, HUCbK M TM, XpoHH4HM
3710ynoTpeOdsBally € aIKOX0J1 WK cencuc. [1pn Te3u nalMeHTH He ce NpenopbyBa NPOABLIKHTEIHA
ynorpeba U MaKCHMAaJIHU 1031 NMOPaAH PUCK OT TOKCHUYHH YE€PHOAPOOHH peakiiMH U napaueTamor
TpsOBa Ja ce rnpujara c Hai -HUCKaTa epeKTUBHA /103a.

[Ipu naumeHTH ¢ AePUUUT HA MTYyTaTHOH, yrnoTpedara Ha napaueTamo/l MOXKe /1a yBeJIMYH pUCKa OT
MeTadOoJIMTHA aumna03a.

CboOLIeHH ca c1yyad Ha MeTabOoIMTHA aumrao3a ¢ rojasmMa aHwonHa npasiuia (HAGMA), nwipkauia ce
HA MUPOrYTAMUHOBA aLIKM/103a MPH NALKMEHTH € TEKKO 3aD0ssBaHE KaTo TEXKO OLOPEYHO yBpeKAAHE U
CEINCUC, WK NMPH NALMEHTH C HEJIOXPAHBAHE WM C APYTH W3TOUYHMUUM HA A€PHLMT HA FIyTaTHOH (Hanp.
XPOHHYEH AJIKOXO/IM3bM), KOMTO Ca JIEKYBaHH C MnapaieraMosi B TepaneBTHYHa 1032 3a NPOAb/IKUTE/ICH
nepyo/ WiIM KoMOMHaUMs OT napaueramos U duykiokcaumiavt. Ako ce noaosupa HAGMA nopaau
MMPOIJly TAMMHOBA allM1034, NPenopbuBa ce He3a0aBHO NPEKpaTABaHe HA MapaleTamosl H BHUMATE/THO
HaOmoaeHue. U3mepBaHeTo Ha S-OKCOMNPOJIMH B YpUHATA MOXKE 11a Ob/Ie MoJIE3HO 3a l;l,aéHTHq}Hunpaﬁe
Ha MAPOITYTAMMHOBA alK/103a KaTo ocHoBHa npuurHa 328 HAGMA npu naumeHTH ¢ MROKECTBO .
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1eKapcTBOTO). AKO TOBA ChCTOSHHE CE Pa3BHE HIIH CE NO03HPA, JICHCHHETO TpsOBa na ce
[PeyCTaHOBH CJ1€/l KOHCYTAaLMA € JieKap. ["naBoGosiMe NpH rnpekoMepHa ynorpeda Ha JieKapeTsa
TpsibBa /12 Ce M0A03HPa MPH NALMUEHTH C YECTH HJIH €IKEAHEBHH MPHUCTBITH Ha rnaBo00JIMe BLIPEKH
(MM NOpajK) peaoBHA ynoTpeda Ha aHaIreTHLIH.

JlaaepoH CyCIeH3Hsl ChAbP/KA NOJIHO/IH (COPOHTO.I, MAITHTO.1)
Tosa siekapcTBO He TPAOBA /1a ce npujara fpy MaMeHTH ¢ HaCIeACTBEHA HEMOHOCHMOCT KbM

¢pykTO3a.
CopOUTONBT MOXKE /14 NPHYMHH CTOMALLHO-YPEBHO HEPA3MOI0KCHHE U cnabo u3pas3eHo cinabuTenHo

JIEUCTBHE,
4.5 B3aumMoJeiicTBHS ¢ APYIH JEKAPCTBEHH NMPOAYKTH H APYTrH GOPMH HA B3aHMO/1eHCTBHHA

- Koraro ce W3MoJ3Ba peoBHO H MPOABbIKHTE/HO, 1apaleTamMol 3acHiIBa ICHCTBHETO Ha
gapdapuH U MOBHUILABA PUCKA OT KPbBOM3JIUB.

- EAHOBPEMEHHOTO JIeYeHHe C NnapaleTamosl U X0JeCTHPaMHUH BOJIM 110 paly LMPAHE Ha
aGcopOLMATA Ha napaleTamost (peyuupa eexra Ha napaueTamon).

- MeTOKJIOMPaMH/L M IOMIIEPHIOH MOBULLIABAT a0COPOLMATA HA NapaueTamort.

- EaHoBpeMeHHaTta ynorpeba Ha napaleTamosl H HECTEPOM/IHHU NPOTHBOBB3NATHTE/IHH CPEACTBA,
OBMILIABA PUCKA OT OBOPEYHO YBpEKIAHE.

E EHOBPEMEHHOTO MpHJlaraHe Ha napaueTamosl 1 xj0pampeHUKO MOXKE /14 y/Ib/DKH BPEMETO Ha
MOJYKHBOT Ha XJ10paM(peHHKO (A0 5 NbTH).

- BeposSTHOCTTa OT TOKCHUYHH e(heKTH MOKE J1a Ce YBEIHYH MpH €IHOBPEMCHHATA yrnorpeda cbe
cyOCcTaHLMU, KOUTO BOJAT 10 HHYKLHA Ha 4EpPHOAPOOHUTE EH3UMH KATO aHTHETHJIENITHLIH,
GapOuTypaTH, pudGaMnuLKH H KbJIT KAHTAPHOH.

. CajlMUMIaMH/L Y/Ib/KaBa BPEMETO 3a EKCKPETHPAHE Ha NnapaueTaMoll, KOeTo BOAH 10
HAaTpPYIBaHEe HA aKTHUBHATa CyOCTaHLMs M CJ16/10BATEIHO — /10 YBEJIHYABaHE o0pa3yBaHETO Ha
TOKCHYHH METADOJIUTH.

- EAHOBPEMEHHOTO NPHJIAraHe Ha napaueTaMosl U €TaHo/1 MOXKe /1a yBC/HHH
XenaToTOKCHYHOCTTA Ha napaneramo.

- [TpoGeneuna HaMasiBa KJIMPbHCA Ha MapaueTamoli ¢ no4TH 50%. I'lo TO3K HA4YKH, 103aTa Ha
NapaLeTaMosl MOXe /1a Ce HamMaJli HaroJI0BMHA 110 BPEME HA €/IHOBPEMEHHOTO JIEHCHHE.

- HeoGXO0AMMO € MOBHILIEHO BHUMAHHE MPH CITbTCTBALLA yNoTpeda Ha (yKIOKCALHIHH H
napaueramoll, Thbit KaTo €HOBPEMEHHHST NMPUEM CE CBbP3Ba C meTaboMTHA auMao3a ¢ rojismMa
AHMOHHA NPa3HHHA NOPaji NUPOrIYTaMHUHOBA allM/103a, 0COOEHO NPH NMALMEHTH C PUCKOBH
dakTopu (BXK. TOuka 4.4).

4.6. DepTHAHTET, OPEMEHHOCT H KbPMEHE

JlekapcTBenata popma 3a aeua - Jlanepox nepopajiHa CycreHsus — Chbpa napaucramosn B
MOAXO/SLILM 103H 3a AeLa.

bpeMeHHOCT

3HAUYUTETHO KOJIMYECTBO JaHHH MPpH OPEMEHHH KEHH HE MOKa3BaT HUTO masihopmMaTUBHA, HUTO
dbeTo/HeoHaTanHa TOKCHYHOCT. Pe3yaTaTure oT €nUAEMHOJIOrHYHUTE MPOY1BaHHs BHPXY
HEBPOJIOTMYHOTO Pa3BUTHE HA ela C EKCIO3HIMS Ha napaueTamos in utero ca HeyOeMTEIHH. AKO €
HEOOXOIMMO OT KJIMHUYHA IJ1e/1Ha TOUKA, rapaneTaMoll MOXKe Aa c€ npuiara rno BpeMe Ha
GpemMeHHOCT, HO TPAOBA /1a Ce W3MO0/3Ba HAH-HUCKATA e)eKTHBHA 11032 3a Bb3MOKHO HAH-KPAaTKO
BpEME M C Bb3MOXKHO HaH-HHCKaTa 4eCToTa.

KbpmeHe - "
TepaneBTHUYHNTE J103H HA TO3M JIEKAPCTBEH MPO/IYKT MOraT J1a Ce M3M0/13Bat Mo Bpwf?ﬁﬁhpm@%
[lapaueTamon ce OT/eNs B KbpPMaTa, HO He M B KJIMHUYHO 3HAYMMH KOJIM4ECTBa B/ApeopsanTefHyTE

no3u. Cnopea Hanu4yHuTe MyOIMKYBaHH 1aHHH KbPMEHETO HE € np0Tuson0Ka'3&ﬁf£’ ﬁ, '
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He e yctaHoBeHH Bpe/iHU eheKTH BbpXY (epTHanTeTa.
Knacudukaumus no FDA: Kareropus B.

4.7. EdexTH BLPXY cnocodHOCTTA 32 opHpane H padoTa ¢ MAIIHHH

Hsima chOOLLIEHHS 3a BJMSHHETO HA JIEKapcTBOTO BbPXY CNOcOOHOCTTA 3a wodupaHe 1 padoTa ¢
MAaLLIMHH.

4.8. Hexenanu JIeKAaPpCTBEHH PeAKLIHH

HesxenaHuTe JIeKkapCTBEHH PEaKIIMK, KOUTO MOraT /la Bb3HMKHAT M0 BpEMEHa Ha JICHECHHE C
napaieTamos ce Kiacupuumupar B CJI€JIHATE FPyNH B 3aBUCHMOCT OT HYeCTOoTaTa:

- Muoro yectu (=1/10)

- Yectu (>1/100 no <1/10)

- Heuectu (=1/1 000 no <1/100)

- Peaku (=1/10 000 no <1/1 000)

- Muoro peaku (<1/10 000)

- C Heu3BeCcTHA YecToTa (He MOXKe /1a C€ MPEABHAN OT HAJIMYHHTE /IaHHH)

Peaku MHOro pejaku C Heu3BecTHA
4yecToTa

HapylieHus Ha arpaHyJaoLUMUTO3a, JIEBKOTECHHS,
KpbBTa W TPOMOOLIMTONEHHS,
numdHara X€MOJIMTHYHA aHEMMUS
cUcTeMa
HapyiueHus Ha | yMOpa, peakilHH Ha aHruoezeM, aHauiakcus,
MMYHHAaTa CBPbXUYYBCTBHUTEHOCT, | CHHAPOM Ha Stevens-Johnson,
cUCTEMA HaW-Be4ye KOKeH OOpHB, | TOKCHYHA enuaepmaliHa

[PYPHTYC, YPTHKApHU3 HEKpPOJIM3a
Hapyiienus Ha meTabosIMTHA
mMeTabonu3ma M alu/103a ¢ rojsma
XPaHEHETO aHWOHHA Npa3HUHA
PecnupaTtopHH, bponxocna3zbm (aHajareTH4Ha
'PbAHHU H acTMa) npy NnalHeHTH,
MEMACTHHAIHH 4YBCTBHUTE/IHW KbM ACITHPHH U
HapyuIeHH1s npyru HCIBC
CTOMallHO — rajaeHe IMapHsl, MOBPbLAHE
YPEBHH
HapyLLIEHHS
Hapyuienus Ha [lo Bpeme Ha NPOABIKUTEIHO
ObLOpeuuTe M JICYEHHE HE MOXKE J1a ce
MUKOYHHUTE H3KJIOYH Bb3MOXKHOCTTA 34
MbTHULLA ObOpeUHO yBpeKaaHe (BiK.

Touka 4.4).

Xenaro- KbJATEHHULA, MAHKPEATHUT H
OWJIMapHH NOBHIIIEHA AKTUBHOCT HA
HapylIEeHHs YEPHOAPOOHHUTE €H3UMH
Hapyuenust Ha TeKKH KOKHHU peakLHH
KO»KaTa u
MNOAKO)KHATA =
ThKaH ,,/, H‘-E"F *f
HU3cnensanus MOBMILLUEH CEPYMEH /;f,? ﬁ;/"fﬁmﬁﬁ |
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OnucaHue Ha H30paHHU HEXKEJIAHW peaKlUK

Memaooaumua ayuoosd ¢ 20aAmMa AHUOHHA RPAZHUNA

Cnyyan Ha MeTadOJIMTHA allK/103a ¢ rojisima aHMOHHA Mpa3sHUHA, Ab/Kalla ce Ha NHPOrlyTaMHHOBA
alM103a, ca HaOJII0AaBaHH MPH NALMEHTH C PUCKOBH (PAKTOPH, H3MOJI3BALIM NApaleTamMo (BK. TOUKa
4.4). I'lpy T€31 NAUUEHTH € BH3MOXKHO /1a Bb3HUKHE MHPOIJyTAMHHOBA allK/103a BCJICACTBHE HA HUCKH
HUBA Ha IJ1yTaTHOH.

CpoOuiaBaHe Ha 110/103UPAHH HEXKEIAHW PEAKIIMH

ChoOLABAHETO HA NOI03UPAHU HEXKETAHW PEAKLIMK Clle/l pa3pellaBaHe 3a yrnorpeba Ha JIeKapCTBEHUS
NPOAYKT € BakHo. ToBa Mo3BoisiBa 1a NPOAbIKH HAOM0IEHHETO HA ChOTHOLLEHHETO M0J133/PUCK 32
neKapeTBeHUs NpoayKT. OT MEIMLIMHCKHUTE CIELIMAIMCTH C€ M3HCKBA J1a ChoOLIaBaT BCsKa
MoJ103HUpaHa He)KelaHa peakiUms ypes

M3nbaHuTeIHA areHuMs 1o Jiekaperpara

yi. ,,Jlamsan ['pyes” Ne 8

1303 Codus

Ted.: +359 2 8903417
yeOcaiiT: www.bda.bg

4.9. Ilpeanosupane

ChbLIECTBYBa PUCK OT OTpaBsiHe, 0COOCHO NMpH NaLMEHTH B HANpe/Hala Bb3pacT, MaJIKH Aeua,
MalMEeHTH ¢ YepHOAPOOHO 3a00sBaHe, ClIy4aH Ha XPOHHUUYEH AJIKOXOJIM3bM, MALMEHTH C XPOHHYHO
HEeI0XpaHBaHe, NPH NAaLKUEHTH C M34YEPIBAHE HA M1y TATHOH, KAKTO MPH CENICHC W MALHEHTH,
pUeMalllM JIeKapcTBa, HHY LIMPALLH EH3HMMH.

[Tpeo3upaneTo Ha > 6 g napaueramosl Kato e/JHOKpaTHa /103a MpH Bb3pacTHH WK > 125 mg/kg
TEJIECHO TerJ10 KaTo eJIHOKPAaTHA J103a NpH Jelia napaleTaMmos MoXe 1a NpUYHHHA YepHOApOoOHa
HEe10CTATbYHOCT, KOATO MOYKE /1a H3UCKBA YepHOApOOHA TpaHCIJIAHTALIMA HJTH MOXKE /1a 1I0Be/1e 110
cMBPT. [10 ChllMs HAYMH, NPEIO3UPAHETO HA NapaLeTamMmosl MOKe /1a NPUYHHHU HeoOpaTuma
yepHOApOOHA HEJOCTATHLYHOCT NMOpaJAH BUCOKM HMBA Ha o0ulaTa /103a 3a Onpee/ieH NepHoa OT Bpeme.
HaGntonaBa ce ocTbp NaHKpeaTuT, 0OOMKHOBEHO BbB BPb3Ka C YEPHOAPOOHA IUCHYHKLIHSA U
4epHOApOOHA TOKCHYHOCT.

CHUMNTOMH

OnUTHT ¢ NpeIo3upaHe NoKas3ea, Ye KJIMHHYHUTE MPU3HALIM HA YBPEXK/IaHE HA YEPHUS 1pO0
00OMKHOBEHO ce nosassasar 24-48 yaca cie/ norjabllaHe U J10CTUraT MakCUMyM ciiel 4-6 HHM.
CUMNTOMUTE Ha NpPEJO3UPaHE ¢ NnapaieTamos ca rajieHe, NoBpblIaHe, aHOpeKcHs, 0J1eIHOCT U
kopeMHa 60Jsika 1 OOMKHOBEHO ce MOosBsBaT B paMKuUTe Ha 24 yaca ciien npuema. Kopemtara 0onka
MOdKe J1a ObJ1e MbPBUAT CUMITTOM Ha YEPHOAPOOHO YBpEXkAaHE, KOETO OOMKHOBEHO ce HabJIK0/1aBa HaK
cien 24 no 48 yaca, a noHSKora Mosxe J1a ce 3adasu 10 4 10 6 1HU cjie NorjibliaHe. Y BpexJ1aHeTo Ha
yepHHus 1po0 0OOMKHOBEHO € MakCHMaIHO 72 10 96 yaca cJie/l NOrJIbLIAHETO, HO MOXe 1@ MPOAbIIKH,
aKO HE Ce 3arnoyHe a/IEKBaTHO JieueHHe (BHKTE No -107y). Moke 1a ce nosBy aHOpMaJieH IJIloKO3eH
MeTabo1M3bM U MeTabonuTHa auuao3a. Octpa ObOpeyHa HeAOCTaTBLYHOCT ¢ OCTpa TyOy/IHa HEKpo3a
MOYKE 112 Ce pa3BHe JI0PH MPH JIMICA HA TEKKO yBpexkaaHe Ha yepHHs 1pod. CroOiuasa ce 3a CbpieyHa
apUTMHSL.

[loBeaeHHe NpH rpeo3upaHe
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- He3a0aBHaA XOCIMUTAIM3aLIMA, f,_.-;:..-------'-'-; ~
- Npe/iy JieueHHe Ha npe1o3upaHe TpaOBa He3abaBHO Ja ce B3eMe KpbBHA npooa,aa u:mepﬂ&ﬂc Ha‘C\
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- ObP30 OTCTPAHABAHE Ha MOrbLJIHATHA NMPOAYKT YpEe3 CTOMALLHA NMPOMHBKA, cule Baﬂa GT iy P
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- JIEYEHHMETO BKJIIOYBA MnpuUjaraHe Ha aHTHA0T N-alleTHILMCTeHH (NAC), MHTpaBEHO3HO HJIH
NepopasiHo, ako € Bb3MokHO npean 10 yaca cien npuema. NAC Moke 1a OCHIypH OMNpenesieH
saiuTeH edekt nopu cien 10 yaca, HO B T€3H Clydau ce npuiiara npoaAbIXKHTENHO JIEHCHHE,

- CUMITTOMATHYHO JIEYEHHE.

JMiaHeTo W KpbBOOOpalleHHeTo TpsOBa Aa ce HabJl0AaBaT MpH M0 -TEKKO OTpaBsiHe. B ciyyai Ha
MpUNaabLy MOXKE /1a C€ NMPHIIOKH J1Ha3eraMm.

BbB BCHUKH C/Iy4ad Ha MpeanojaraeMo Wi NMpU3HaTo Npeao3vMpaHe ¢ napaueramosl € BaXHO Ja ce
CAeAT YePHOAPOOHHUTE MapamMeTpH, MapaMeTpHTE Ha Koaryjauusara, ObOpeuHHTE rnapameTpH,
e/ICKTPOJIUTHTE, XEMATOJIOMUSATA, KHCEIMHHO-AJIKAIHOTO ChCTOAHME W Kapanorpamara (EKT).
[ToBTapsHeTO Ha Te3W NpoyuYBaHUs TPAOBa Aa CJie/IBa HACTOSALLWTE YKAa3aHHUA H 10 ApYT Ha4YHH Crope/l
aHaAMHECTHUYHATa HHOpMALIMA U KJIMHHYHHKS CTAaTYyC Ha NalMUeHTa.

5. @OAPMAKOJOI'NYHU CBOUCTBA

5.1. ®dapMakoAHHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA rpyna; Apyry aHaareTHun v antunupetuun, ATC kon NOZBEOT.

MexaHu3bM Ha JIEHCTBHE

[lepopannara cycnensus Jlanepon cbabpika napaueramos, KOWTO MNOHWKaBa BUCOKATa TeJeCHa
Temneparypa u obsiekuasa 6osnkute. [lapaueramon HHXHOMpa CHHTE3a Ha MPOCTArJIaHAMHH B
ueHTpasiHaTa HepBHa cuctema. Toil Hama nepudepHr eeKTH U NopaaH TOBa HMA camo €1ado
MPOTHUBOBB3NAIUTEIHO JEHCTBHE H OKA3Ba M0-MAJIKO HEXKEJIAHH PEAaKLHH BbPXY CTOMALUHO-4PCBHUA
TPaKT.

AHTHITMPETHYHOTO JEHCTBHE HA MapaLeTamosl € pe3yaTaT OT MPSIKOTO My Bb31€HCTBHE BbPXY
LIEHTbpa 3a peryjJMpaHe Ha TejlecHaTa Temneparypa B Xurnorajaamyca. Ilapaueramos npeaoTsparssa
NEHCTBUETO HA €H/I0OMeHHUTE NMUPOreHH, BEPOATHO YPe3 MOTHCKAHE CHHTE3UPAHETO Ha
NpocTarjaHJuHH.

5.2. ®dapMAKOKHHETHYHH CBOMCTBA

AbGcopOuums

Cniea nepopajiHoO NpUeMaHe napaiueramos 6bp30 U HambHO ce abcopdHpa B CTOMALLHO-YPEBHHS
TPAaKT.

MakCHMaJIHM KOHLEHTpaluK B KpbBTa ce aqocturar caea 30 10 120 MHH. B 3aBUCHMOCT OT NpHETaTa
nieKkapcTBeHa opma.

AHanreTHUHUAT My edekT HacTbnea ciea 30 MuH. 10 2 yaca v npoab/ikasa 3 10 4 yaca.
AHTHUITUPETHYHHUAT My e(eKT HacTbMBa ciie/l 2 10 3 4aca v npojabibkasa 6 vaca.

PasrnpeaeneHue

buonanuuHocTTa My € 0koJ1o 80%. [Napaueramon ce pasnpesens B opraHuzma Obp30 H OTHOCHTEJIHO
paBHoMepHO. OBembT Ha pasnpesenenue e 0,8 1o 1,36 I/kg. Camo manku KOJIHYECTBA NapaueTamol
(noa 20%) ce cBbp3BaT ¢ MPOTEMHUTE, OCBEH B CilyyauTe Ha npenosupate (20 — 50% ot akTHBHOTO
BELLLECTBO).

buorpanchopmalius
ﬂapaueTamoﬂ os METaﬁanmnpa raBHO B YepHHUS ﬂpoﬁ a MHOI'O MaJIKH KOHH‘-]BCI"B& OT HEro ce _

alleTHII- p-6eH30wH0HHMHH KOWTO € BHCDI{G[JE:E!I{THBE‘:H H TOKCHUYEH 3a qepmmpd py‘re Khm‘m
meTabonurt. Tol 0OMKHOBEHO OBbP30 ce CBbP3BA C KJIE€ThYHATA ChbCTaBKa riyTar |;E M Ce excxpe'mpa
ype3 6bOpenuTe noa popmara Ha chenHeHus. [1pu npenosupane ce odpasysar ﬁof-,mﬂemw :
KOJIMUeCTBA OEH30XHHOHUMHH M KOraTo C€ U34eprar pe3epBHTE OT I1yTaTHOH, nt&hquuTe TOI{CHHHH
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METabO0IMTH C€ CBbP3BAT KOBAJIEHTHO C JKM3HEHOBAXKHHU KJIETHbYHH CbCTABKH H NPHYMHABAT OCTPa
4YepHOApOOHA HEKPO3a.

Eaumupupane

BpemeTo Ha nosy»HBOT Bapupa oT 1.5 10 3 uaca (cpeaeH noayxusor 2,3 yaca).

[Tpu XOpa B HanpeaHasia Bb3pacT, CPEAHUAT MJ1a3MEH NOIY)KUBOT € ChluMAT (2,17 yaca) v nopaau
TOBA HE € HEOOXO0AUMO KOPHUIMpaHe Ha J103HpOBKATa

[Tpu XpOHHYHO YepHOAPOOHO 3adossBaHe NapaleTamosl MOKe /1a ¢e 1aBa B TEpaneBTHYHH 103H 0e3
onacHocT. [IpH nauxeHTH ¢ ieka 10 yMepeHa 4epHOApOOHa He/IOCTaThYHOCT Ce MpenopbyBa
y/Ib/DKaBaHe Ha HHTEPBaAJia MEXKY JI03HUTE.

Camo maska yacT napaueramon (2 — 5%) ce ekckpeTupa HerpomeHeH npes ObOpeunte. Tou ce
eKCKpEeTHpa [1aBHO 10/ opmata Ha ratokopoHuam (55 — 60%) u cyadaru (30 — 35%) B ypuHara.
Oko010 90% napaueTamoli ce eJIMMHHUpAT OT TAN0TO 3a 24 yaca. MHOro mMajika 4act OT HEro ce
eKCKpeTHpa npe3 »*J/1byKara.

5.3. Ilpeak/IMHHYHH JAHHH 32 0€30MACHOCT

[Tepopasninute LDsy cTOHHOCTH Ha napaleramosl npu Muiuku Bapupar ot 295 mg/kg no 1212 mg/kg.
[1pu nabxoBe Te3u cToiiHocTH HaaBHiasat 4g/kg. [IpubinsuTentaTa neTajHa HHTPABEHO3HA 1034
napaueTamos npu kydera e 6una 826 mg/kg; nepopannara LDso croiinocT e Ouna 2404 mg/kg.
[TpOABIHKUTEHOTO MPHIIATAHE HA H3KIIOUMTEHO BUCOKH /1034 napaueramon (1-7 g/kg) npuumnssa
4yepHOAPOOHH M ObOpEYHH YBpEkKAaHHA NPH 1a00PaTOPHH IKHBOTHH.

JIunceBaT KOHBEHLIMOHAIHH NMPOYYBAHUs, H3MOJI3BALUH TPHETHTE MOHACTOSALIEM CTaHAAPTH 3a OLICHKA
Ha PenpoyKTHBHA TOKCHYHOCT M TOKCHYHOCT 3a pa3BuTHeTO.l [apalieTaMos HamMa MyTareHeH Hiu
KaHLepOreHeH e(eKT.

6. PAPMAINEBTHYHHA TAHHH
6.1 ChnucbK HA NOMOIIHHMTE BellleCTBA

CopOuTon

| nuuepon
KcaHnraHoBa ryma
Manturon
MuKpokpUcTa/iHa LIETyJ103a
Kapmenosa HaTpui
HaTtpues Oenszoar
JInMoHeHa kuceMHa
Apomar Ha aHaHac
PubodaBuu
[Ipeuncrena Boaa

6.2. HecbBMEeCTHMOCTH
Henpuiaoxkumo

6.3. Cpok Ha rogHocCT
3 rOAHHH o
6.4. Cneuna/iHH YC/IOBHSI HA CbXpPaHeHHe /X 3 B

Jla ce cvxpansBa noa 30°C.
Jla ce chbXpaHsBa B OpUrMHA/IHATA OMNAKOBKA, 3a /la Ce Npe/inasu OT CBeT/IMHa. || "7 |



Jla ce cbXpaHsiBa Ha MECTO, HEJIOCTBITHO 3a Aeua.
Cnen orBapsiHe Ha OyTWiIKaTa nepopajiHata CycrieHs3us € rojaHa 3a ynorpeda 3 meceua, ako ce AbpiKH
nodpe 3aTBOpeHa.

6.5 Buau cbabpKaAHHE HA ONNAKOBKATA

byTuika, njacTMacoBa 3anyuiajika, CpHHLOBKa 3a nepopanHo npunokenue: 100 ml nepopanna
CYCIEH3HA.

He Bcuuku BU0OBE ONAKOBKM Morar ja Obaar rnycHaTty Ha nasapa.
6.6. CnenHA/IHH NpeANa3sHH MEPKH NPH H3XBbP./IAHE H padoTa
Hsma cnenaiHi M3MCKBAHUSA 3@ U3XBBPJISHE.

Heusnoa3zBaHUAT JICKAPCTBECH NPOAYKT HJIH OTHAABYHHUTE MATCPHAJIH OT HETO TpHﬁBH Aad CC U3XBbPJIAT
B CbOTBETCTBHEC C MCCTHHUTE H3UMCKBAHHA

7. IMPUTEXATEJI HA PASPEILEHHUETO 3A YIIOTPEBA

KRKA., d.d.. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Per. Ne 20030276

0. JJATA HA ITBPBO PA3PEINEHHUE 3A YIIOTPEBA / NIOAHOBSBAHE HA
PASPEHIEHUETO 3A YIIOTPEBA

Jlata Ha nbpBo paspewasane: 07.05.2003 roa
JlaTa Ha nociaenHo noaHossisane: 31.10.2008 roa

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
28 Meppyapu 2025

[MoapoGna uHdopMaLms 3a TO3M JIeKapCTBEH NPOAYKT € NpeocTaBeHa Ha yebcaira Ha M3nbiHuTenHa
Arenums no Jlekapcrsara (MAJI) http://www.bda.bg.



