KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHHSA ITPOAYKT

@epBeKc 3a Bb3pacTHHU ¢ BKyC Ha MaiuHa 500 mg/25 mg/200 mg rpaHy/iu 3a nepopalieH pa3TBop

Fervex Adults Raspberry 500 mg/25 mg/200 mg granules for oral solutlon_________u -
V3NMBIAKNTETHA AI’EHUHH ﬂ{) IIFKAPCTBATA

Kpamxa XdDHHFTI%DUEmUHﬂ Ha npogykma - Npusoxerue 1

y 4 KAYECTBEH U KOJIMYECTBEH CBHCTAB

Kom Pea. Ne .......... 730(*0516 ......................
[Tapaueramon (Paracetamol)............................500 mg PaspeuweHue Ne
Oennpamu manear (Pheniramine maleate)......... 25 mg %5 7y 1
AckopbuHoBa kucenuHa (Ascorbic acid)..............200 mg SC/MAMP - ool el

34 €1HO Calle

[loMolHK BelecTBa ¢ H3BECTHO JieHicTBHE: 3axapo3a 7,6 g, HaTpuii, 6eH3MI0B alkoxos 1,2 mg, ChHCET KBJTO
(E110), anypa uepseno (E129), cneau ot Hatpue 6ensoat (E211) B apomatuzatopa (BHKTe Touka 4.4).

3a MbJIHKUA CNTUCHK HA MOMOIIHUTE BEILECTBA BHKTE TOYkKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

[ 'paHynu 3a nepopaJjieH pa3TBop
CBeTJIO pO30B 10 CBETIO O€KOB rpaHyIMpaH npax

4. KJIUHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3aHHS

ObsiekuaBaHe Ha CJIEJIHUTE CUMITTOMHU TPH: MPOCTY/1a, aJleprudeH PUHUT, PUHODAPHHIUT U FPUINIONOA00HH
CbCTOSIHHUA NPH Bb3PACTHU M IOHOLIW HA M HaZ 15 roauiiHa Bb3pacrT:

- HaMaJigBa Ha3ajiHaTa CEKPELMsA M ChJI3EHETO,

- KHXaHE;

- MOBHIIEHA TEJIECHA TeMIIepaTypa:

- JIeKa 10 yMepeHa 00JIKa OT pa3jIMyeH MpOU3XO/I.

4.2 JLO3HPOBKA H HAYHH HA NPHJIOKEHHE

J103upoBKa

JlekapCTBEHMAT MPOAYKT € MpeHa3Ha4Y€H 3a Bb3PACTHH W IOHOLIM HA W HaJ |5 roauiiHa Bb3pacr.

Teruo Jlo3upoBKa 3a eAUH HurepBan na MakcumasiHa AHeBHA 1034
(BB3pacr) npHeM A03HpaHe
Bb3pacTHu H 1 came MuHumyM 4 yaca J camera
HOHOIIIH (500 mg napaueramo (1500 mg napauemmon .
>15 roannmn, 25 mg pennpamMuH 75 mg petimpaMun 7 N
>50 kg 200 mg Buramun C) 600 1y mmmg:)

/ -#
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[lannenTH ¢ 0b0peuHo YBpeXKIaHe

B ciyyan Ha ObOpeYHO YBPEKIaHE U OCBEH KO HE € NPEANHCAHO JIPYro OT JIeKap, ce MPenopbyBa 03aTa J1a Ce

HaMaJIKH H 1a C€ YBCJIHYH MUHHUMAJIHHUAT UHTE

KpeaTtununHos HUnrtepBan Ha
KJIHPBHC apo3Hpane |
>50 mL/min 4 yaca
10-50 mL/min 6 yaca
<10 mL/min 8 yaca

pBaJ1 MEXAY 2 103U, ChIVIACHO clie/iHaTa Tabarua:

CoenHaHu KIHHHYHH CHTYALIHH

T'psabBa na ce nma npeaBua Hall-HHCKaTa Bb3MOXKHA epeKTHBHA [103a napaueramoll, 6e3 aa Haasuiasa 60 mg/kg/nex
(He noBeye OT 3 g/NeH), B CIICTHUTE CUTYALINK:

. Bb3pacTHH ¢ Terno noxa 50 kg,

. JIEKO /10 YMEPEHO XENaToLeyJ1apHO YBpeXkIaHe,

. XPOHHYEH aJIKOXOJIU3bM,

. XPOHHYHO HEI0XpaHBaHe (HUCKH pe3epBH Ha 4epHOAPOOEH IMTyTaTHOH),
. AeXuapaTaius.

MaKCHMAJIHH NPenoPbLYHTEIHH J03H:
[1pu Bb3pacTHu u roHowM Haj S0 kg , OBLLIATA JIO3A ITAPALIETAMOJI (KATO CE UMA [TIPEJIBU]]

[TPUEMA HA BCUYKH JIPYTU JIEKAPCTBA, CbIbPXALLM ITAPAIIETAMOJI B CbCTABA CH). HE
TPABBA JIA HAJIBULLIABA 4 TPAMA HA JIEH (Bx. Touka 4.9)

HayuH Ha NpuI0KEHHE

[lepopanno

Caiuerara TpaOBa 1a ce npueMar ¢ J0CTaTb4HO KOJIMYECTBO CTYEHA WIH TOIUIa BOJIA.

Koraro ce niekyBaT rpunonoio6Hu CUMITOMM, 10-100pe € ToBa JEKapCTBO J1a Ce B3eMa ¢ TOIJIa BOJA Beyep,
BeJ/IHAra oM ce nosABAT MbPBUTE CUMITTOMH.

[IpenopbYHuTETHO € NPUrOTBEHUAT Pa3TBOP J1a C€ ChbXPaHABa HE MOBeYe OT JIBA 4yaca.

| IpOABIKUTENHOCT Ha JIEYEHHETO
MaxkcHMaiHaTa NpoOIb/KHTETHOCT Ha JIEYEHUETO € S JIHM.

4.3 IIpornBonokazanus

- CBPBXYYBCTBHTETHOCT KbM aKTHBHUTE BELIECTBA WJIM KbM HAKOE OT MOMOLIHUTE BEILECTBA, W30POEHH B
TO4Ka 6.1;

. YEpHOAPOOHA HEIOCTATbYHOCT;

- 3aKPUTOBIJIEHA IJIayKOMa;

- PHCK OT 3a/Ibp)KaHe Ha ypHHa CBbP3aH ¢ YPETPONPOCTATHH HAPYILIEHHS;

- JeLa v OHOLIM noa 15 roauHu.

4.4 CneunajHu npeaynpexieHns H NpeAna3sHun MEPKH NPH ynorpeda

JleueHuero cienBa j1a Ob/1e NPEOCMUCIEHO NPU BUCOKA WK MEPCHCTHPALLA Temnepmypa,/ ngwrhpn !‘iﬂHBaTa Ha
CUMIITOMH Ha CyNnepuH(QEKLIHs HIN aKO CUMITTOMHTE MO bJKABAT CJIE 5-THUS JEH. / ,gfﬁ *




IIpedynpexcdenun

PHCK OT NCHXHY€eCKa 3aBHCHMOCT Bb3HNUKBA CaMO NPH NMO-BUCOKH OT NPENIOPBYUTENHUTE J03M W NIPHU

APOABIDKUTEIHO JICYEHHUE.

3a 1a ce u30erHe pucka Ot npego3upaHe € HeoOXOoMHMO:

- Aa Ce NPOBEPH JIMICATa Ha NapaleTaMmon, GeHHpaMHUH KK JPYyr¥ aHTUXHCTAMUHY B CHCTaBa Ha NPHEMaHUTE
CBITBTCTBAIIM JIEKAPCTBEHU NMPOAYKTH (NMOTYUYEHH ¢ WM 6e3 Iexkapcko npeanucalue),

- Ja ce Cna3BaT MAKCHMAJIHUTE NPENnOpbYMTENIHHE J03M (BHXKTE TOYKA 4.2).

JloknaaBaHu ca MHOTO PEAKH CJTy4aH Ha CEPUO3HH KOXKHH HexeNnaHH peakuuu. ITauuenture Tpabea na 6baar

HHQOPMHPAHH 33 PAHHUTE NPH3HALIA HA TE3H TEXKKH KOKHH PCaKLHH, MOABATA HA KOXKEH OGPUB MIIH BCCKH APYT
MMPHU3HAK Ha CBPBbXYYBCTBHTEIHOCT, KOHTO U3HCKBa NPEKpATABAHE Ha IEYEHHUETO.,

Ilpednaznu mepxu npu ynompeba
CBbp3aHH ¢ NAPANETAMOJL

[Tapaueramon TpaOBa Aa C€ M3NON3BA ¢ NOBHIIEHO BHUMAHHE ITPH NALHEHTH C:

. Terno < 50 kg,

. JIEKO 10 YMEPEHO XENaTOLETyJIapHO YBPEKIaHe,

o ObOpeuHo yBpexaaHe (BKTe TadaulaTa B To4ka 4.2),

- XPOHUYEH AJTKOXOJIU3IBM,

. XPOHHYHO HeAOXpaHBaHe (HUCKH pe3epBH HA HYePHOAPOOEH IIyTaTHOH),

- aexuaparainus (BxK. Touka 4.2).

AKO C€ OTKPHE OCTBD BHPYCEH XENAaTHT, ICHEHHETO TPAOBA /12 C€ NPEyCTAHOBH.,
He ce npenopbuBa ynoTpedara Ha alkoXon IO BpeMe Ha JIEYEHHETO.

Cr0o0ineHH ca cry4yad Ha MeTabONHTHA aLMI03a ¢ rojiiMa aHdoHHa npasauHa (HAGMA), awkaiua ce Ha
MYPOryTaMMHOBAE allH103a NPH NMALHEHTH ¢ TEKKO 3a00n19BaHe KaTo Texko OBOpeUHO YBpeKIAHE U CENCUC, HITH
MpH NMALMUCHTH C HEAOXPAHBaHE WIH C IPYTH M3TOYHHLM Ha AePULHT HA NTyTaTHOH (Hanp. XpOHHWYEH aJKOXOIAH3bM),
KOMTO Ca JICKYBaHH C MapaLeTaMol B TEPANERTHYHA 1032 38 NPOAb/DKHTENEH NEPHOA WIH KOMOHHALMSA OT
napaueramMon 4 Quyxnokcaipuiud, Ako ce noaosupa HAGMA nopaau nuporiiyTaMMHOBa alMa03a, NPenopbyea ce
He3a0aBHO NpexpaTaBaHe Ha NapaleTaMoll H BHUMaTeHO HabmoaeHye.6 U3mepBaHeTo Ha 5-OKCONPOMH B YPHHATA
MOJe 1a ObJie MONE3HO 33 WASHTHRHUMpPAHE HAa MHPOrTTYTaMHHOBA aliMI03a KaTO OCHOBHa NpuuuHa 38 HAGMA npw
NMALHEHTH C MHOXKECTBO PHCKOBH (DaKkTOpH.

CBLP3aHH ¢ PeHHEPAMAR MAJIEAT

KoHcyMalmaTa Ha allkOXOJTHY HaNUTKH WM HaTpHEB OKCHOAT, KOMTO MOTEHUHPAT CeJaTHBHHA edeKT Ha
aHTUXHCTaMUHHUTE, TPAOBa Aa ce N36Area Mo BpeMe Ha JIeYEHHETO (BX. Touka 4.5).

Cehp3ann ¢ Butaman C

Buramuu C Tpa0OBa na ce H3MON3Ba C NOBUIIECHO BHUMaHHE MIPH MALIKEHTH ¢ HAPYLIEHHA B MeTaboaH3Ma Ha
KEJIA30TO H NPH NMALHEHTH ¢ AePULMT Ha IMIOK030-6-PocdaT AexuaporeHasa.

Crbp3alu ¢ NOMOIIHHTE BENIECTBA ¢ H3IBECTHO aeHcTBHE

[TaneHTH ¢ peikH HACcIEACTBEHHU NpoOIeMH HA HEMOHOCHMOCT KbM GpyKTO3a, IIIOKO30rAIaKTO3HA
Maj1abcopOLms WITH 3aXapo30-U30ManTaseH AedULUHT He TpA6Ba 1a MPHEMaT TOBA N1EKAPCTRO.




ToBa nekapcTBO chabpAka NMo-Maiko or | mmol Harpuii (23 mg) Ha caille, T.e. MOXKE J1a CE KaXKe, 4e
NPaKTHYECKH HE ChIbpKa HATPHIA,

Toea nekapcTBo chAbpXka 1,2 mg 6eH3WIOB AIKOXON Ha cauie. BeH3UNOBHAT ankoxon Moxe Ja Npean3BHKa
aNepruvHH peakLHH.

To3H ekapcTBeH MPOAYKT ChAbPKa azobarpuna, cuHeeT xbaTo FCF (E110) 1 anypa uepseno AC (E129),
KOETO MOXE Aa MpeIu3BUKa alepruyHa peaxius.

4.5 B3anmoaeicTBRE ¢ APYTH JeKAPCTBEHHE NIPOAYKTH H APYrH GopMH Ha B3auMoaelicrBue

CBLP3aHO ¢ napaneTamo.Ji
Kombunauuu, u3uckeauil nOeuLieHo eHuUMAan e

AnTHBHTAMHEH K

IToBHILUCH PHCK OT €(eKTa HAa aHTHBHUTaMHH K H PHCK OT KPBbBOH3/IHMB B CJTy4ait, 4e TapaueTaMon ¢e NpHeMa B
MaKCHUMAaJHH no3M (4 g/neH) B IpOABJDKEHHE HA MOHE 4 JHH.

[To-yecTu koHTpOAH Ha INR. BpamoxkHa kopekLna Ha no3aTa Ha aHTHBHTaMHH K 1o BpeMe Ha JieYeHHe ¢
rnapaneTaMosl U cjieJl HErOBOTO CIUpaHe.

+ QAYKIOKCANKIBH

TpabBa na ce BHMMaBa, KOraTo NapaueTaMos ¢ U3NoJI3Ba eIHOBPEMEHHO ¢ (IYKIOKCALWIHH, Thil KaTo
napane/IHuAT NPHEM € CBbP3aH ¢ MeTabOTHTHaA alua03a ¢ rofisMa AHHOHHA TIPa3HKHA NOpPanH

MUPOrITyTAMHHOBA alHA034d, 0COOEHO NMPH NMALHEHTH C PUCKOBU (akTopH (BXK. TOUKa 4.4).

+ BiaumoneticTeag ¢ nabopaTopan u3caeaBaHAA

[1prieMBT Ha NapaneTaMon MOXe N1a IaJie HEBEPHHU PE3YJITATH NIPH ONpefeisHe HUBOTO Ha KPhBHATA 3axap,
OMpeAeneHo ¢ NOMOLITA Ha MNIIOK030-0KCHIa3a NEPOKCUIA3EH TeCT B CiTy4ali Ha aOHOPMHO NMOBHILIEHH
KOHLIeHTpauyH. [IpHeMBT Ha napaneTamMon MOXe 4a Jaae HEBEPHH Pe3y/ITaTH NPH ONpeaeIsHE HUBOTO Ha MHKOYHA
KMCEJIMHA B KPbBTA NO MeToa ¢ focho-BondpaMoBa KHceIHHa.

CBLp3aHo ¢ heHnPAMAH MAJIEAT
Henpenopvuumennu Kxombunayuu

+ANK0X0J1 (HANHTKA HJIH MOMOIIHO BeIleCTBO)

AJIKOXONIBT 3aCHNIBa celaTHBHHS edeKT Ha H) aHTHXHCcTaMunKTe. HaManeHoTo BHUMaHue MOXe 1a
NpEeACTaBIARA OMACHOCT MpH LogHpaHe Ha MOTOPHU MPEBO3HH CPEACTRBA WK paboTa ¢ MALIMHH.
Jla ce H3ddArsa npHeMa Ha ANKOXOHM HAIUTKY H JICKAPCTBEHH TIPOLYKTH ChIBPXKALIH AJTKOXO.

+ HaTtpHuer okcnbar
llosuinaBa nenpecusTa Ha LEHTpaJIHATA HEPBHA CHCTeMa. HapylieHaTa 6AMTENHOCT MOXeE J1a HanpaBH WOMGUpPAHETO
H paboTaTa ¢ MalllMHU ONACHM.

KombnHanun, kouto TpubBa 14 ¢ce BleMaT Mo BHHMAaHHE

+pyzu ceoamusru 1exapcmeenu npodykmu: MOpPUHOBH NPOH3BOAHU (AHANTETHLM, nqﬁl

NPOAYKTH H 3aMECTBALLK TEYEHHA ) HEBPONENTHLM, 6apOuTYpaTH, 6eH30AHA3ENTHHY, AHKE

OT OeH30Ha3enuHy (Hanpumep menpobaMar), XHIHOTHLM, CeaTHBHH aHTHAETIPECAHT @A
=




AOKCENHH, MMAHCEPHH, MUPTa3aniMH, TPUMHIIPDAMHH), CelaTHBHH Hi aHTUXHCTaMHHH, LEHTPaJHH aHTH-
XMNEPTOHHYHYU cpeacTia, 6aknodeH U TanHIOMHA.

3acHieHo noTrckane aeiHocTTa Ha ITHC. HapymeHarta 6QuTeTHOCT MOJKe Ja NPEACTABAABA ONACHOCT npu
LiohpaHe Ha MOTOPHH TIPEBO3HH CPeCTBa WIH paboTa ¢ MalLIMHH,

+/Apyzu amponurnonodobuu nexapcmeernu npodyxmu (M-xorunonumuyy): IMANPaMHHOBH AHTHIAENPECAHTH,
noseueTo H1-aHTHXHCTaMHHH C aTpONMHONON06Ha (M-XONHHONUTHYHA) AKTHBHOCT, AHTHXONHHEPIHYHH
aHTHNAPKHHCOHOBH JIEKAPCTBA, CMA3MOJMTHYHO AeHCTBALIM aTPONMHONOACOHH MPOAYKTH (M-XOTHHONUTHIIN),
AH30NIUpaMuU, PEHOTHAZHHOBH HEBPOJIEITHLIM H KIO3aIHH.

JIOIBITHUTENIHA aTPONHHOBH HEXENaHH PeaKLMH KaTo 3a0bPXKaHe Ha ypHHA, 3aMeK H CyX0Ta B ycTara.

+tAnmuxonunecmepasiu rexapcmeenu npodykmu: PUcK oT HaMaJIABaHe Ha e(PUKACHOCTTA Ha
AHTHXOJIMHECTEPA3HLIMTE NOPAaAH AHTArOHU3BM HA ALIETUWIXOJIMHOBHTE PELIETITOPH OT eHHpaMuH Masear.

+tMop@unu: 3Ha4uTENEH PUCK OT YPEeBHA AKHHE3HS, C TENBK 3arek.

4.6 PDepTHIHTET, OPEMEHHOCT H KEpMEHe

bpeMeHHoCT
HsAMa HanMYHK KITHHHYHH JaHHH 3a ynoTpe0ara Ha napaueraMon B KoMOuHauns ¢ Butamus C 1 (peHHpaMHH.

3HAYHTEITHO KOJIMYECTBO IAHHYU TIPH OpEMEHHM XKEHH HE T10Ka3BaT HHTO Mal(hOPMATHBHA, HUTO

(heTo/HEOHATANHA TOKCHYHOCT, CBbP3aHa ¢ YNoTpe6ara Ha napauetaMon . Pe3yImaTuTe oT enuaeMHONIOTHYHHTE
Npoy4BaHHA BbPXY HEBPOIOrHYHOTO PA3BUTHE Ha Jelia ¢ €KCMIO3HIIMS Ha NapalleTaMoll in ufero ca HeyGeAUTEITHH.
[Nopaau ToBa, KaTo npeanasHa MApka, Oeprekc 3a BH3PACTHH HE Ce NPenopbyBa NpH OpeMEHHH XkeHu.

KbpMeHe
[NTopaam nuncara Ha JaHHH OT MPOYYBAHMUS BbPXY KHBOTHH H KJINHHYHH JAHHH TIPH XOpa, pPUCKBT 3a
KbpMadcTaTa Ac1a He € U3BECTCH. Ilopann ToBa DepBekc 3a BH3IPACTHH € NMPOTHRBONOKA3aH/He ce npenopLyBa

Ja He C€ H3NO0Ji3Ba MO BpeMe Ha KbpMEHeE.

DEepTHIHTET

[lopanu noTeHUMANEH MEXaHW3BM Ha NEHCTBHE BLPXY CHHTE3a Ha LIMKJIOKCHIEHa3a U npocTarnaHauH,
napaneTamMmos MOXe Ja UMa eeKT BbpXy GepTHIMTETa IIPU XKEeHH, Ype3 eheKT BPXY OBYNALIMATA, KOUTO e
oOpaTHM NpH criupane Ha TepanuaTa. He ce npenopbyea ynotpe6arta My npH skeHH, KOUTO KenasT aa
3a0pEeMEHenAT.

B u3cneaBaHus npH %HUBOTHH ca HabmioaBanK eheKTH BbPXY MBXKKHA ¢epTunurer. PeneBaHTHOCTTA Ha Te3M
epeKTH Npu Xopa He € U3BECTHA.

4.7 E¢exTn Bbpxy cnocobnocTTA 32 modHpane H paboTa ¢ MAIIHHH

[pn ynorpeGara Ha TO3H NEKAPCTBEH NPOOYKT MMa PUCK OT CHHIIMBOCT H TPAOBA Ja ce BHUMAaBa 0cobeHo npH
XOpa, WogHpaIH MOTOPHHA NPEBO3HH CPEACTBA WIM paboTeLy ¢ MAIIHHH.

ToBa Moxe na ce 3acunm ocobeHo OT ynoTpebaTa Ha ankoxosl, IeKapCTBEHH NPOAYKTH CBABPKALLU ATKOXON
WK CENaTHBHH JIEKAPCTBEHH MPOIYKTH.

4.8 Hexenans JiekapcTBeHH peaknHH
B 3aBUCHMOCT OT TAXHATA HECTOTA, HEXEIAHHTE PEAKLUMM CE KIACH(PHLMPAT KAKTO CieaBa; MHOTO HYeCTH

(21/10), wectu (=1/100 po <1/10), Hewectn (>1/1000 no <1/100), peaxu (=1/10000 no <1/1000), MHOT'O peaKH
(<1/10000) u c Hen3BecTHa YecTOTa (HEe MOXKe Oa ce ONnpeney oT HAJIMYHUTE NaHHH). Wl H“\\
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PEAKITHH CBBP3AHH C PEHHPAMHH

DapMaKOJIOTHYHHTE XapaKTEPHCTHKH Ha MOJIEKYJIaTa MPHIHHABAT HEKEIAHH PCAKLIHH C pa3/IiyHa TeXecCT,
KOHTO MOFAT /14 3aBHCHT HJIM He OT Ao3aTa (BX. To4ka 5.1).

Hapymennsa Ha KpbBTA # JHMPHATA CHCTEMA
- NEBKONEHHS, HEYTPOTIEHMHS,
- TPOMOOLIN TONIECHHA,
- XeMOJIMTHYHA aHCMHS,

HapylieHHS HA HMYHHATA CHCTeMa
- OTOK, TIO-PAAKO AaHTHOSAEM
- aHA(DUJIAKTHYEH 1LOK.
[MosiBaTa MM HANATA OXOHYATEIHO NPEYyCTAHOBABAaHE Ha IPHEMA Ha TO3M JIEKapCTBEH MPOAYKT H CBBP3AHUTE € HETO

JNIEKapCTBa.

HapymenHs na HepBHATA CHCTEMA:

- cenallHs WIH ChHIMBOCT, KOMTO ca N0-3a0eNeKHMH B Ha4anoTo Ha JICHEHHETO,

- AHTHXONMHEPTHYHH eeKTH, KaTo CYXOTa Ha JINaBHLIHMTE, 3aNeK, HapylIeHHe Ha AKOMONALNATA,
MHpHAa3a, NAIMHTALHH, PHCK OT 3aJiphXKKa Ha ypHHa,

- OpPTOCTATHYHA XHITOTOHHA,

- HapylIEHHE Ha PABHOBECHETO, CBETOBBPTEXK, HAMAJIEHA MaMET HIM KOHLICHTPALIMA - T0-HECTO NpH
Bb3PaCTHH NMaLUUEHTH,

- HEKOOpAHHUPAHH ABHXKEHHS, TPENCPEHE,

- oObpKBaHe, XamOLHHAUKH,

- B M0-PEAKH CYydaH: peaxuHy oT Bp30yaen THN: Bb30ya, HEPBHOCT, OeschHUE.

HapyiieHHS H& KOXKATA K MOAKOKHATA ThKAH!

- epUTEM, NIPYPUTYC, €K3eMa, YPTHKAPHA,

[MosBaTa UM HANAra OKOHYATENHO MPEYCTAHOBABAHE HA [IPHEMa Ha TO3H JEKApCTBEH NPOAYKT H CBBP3AHHTE C
HEro JieKapcTBa.

- nypnypa

[IosBaTa Ha Ta3u HEXeNaHa peakuus Hajara He3a0aBHO NpeyCTaHOBABAHE Ha MPHEMA HA JICKApCTBCHNA
npoAykT. TepamusTa ¢ TO3H JIEKapPCTBEH NPOAYKT MOXE /1a C€ BL300HOBK CaMO CNIEA IEKAPCKO NPEeANNCaHHe.

PEAKIIHH CBBPIAHH C ITAPALIETAMOJI

CucTeMO-OpraHeH Kiac YecroTta HexxenaHu peakiuuH
Hapymienus Ha kppBTa | MHOr0 peiku TpombouuToneHu4,
1 nuMdHaTa CHCTEMA HEYTPONEHUH,
JIEBKONEHUA
Hapywenus Ha Penkn AHa(HIaKTHYHA peakuus
HMYHHATa CHCTEMA (BKJIIOYHTENHO XHIIOTEH3HA),
aHadUKaNTHYEH WOK',
CBPbXYYBCTBUTENHOCT,
| AHruoezeM’
CroMalluHO-YpEBHH C HeM3BECTHA 4ECTOTa Huapus,
HapYLLCHHS abnoMHHaHa Gonka




XenatoOUnHapHH C Heu3sBeCTHA YECTOTa [ToBuiuaBaHe HA YEpHORPOOHHUTE
HapyIeHHs CH3UMH
Hapyienus na koxata | Peaku Vprukapus ',
H MOAKOXHATA ThKaH epuTeMa’,
o6pus'

MHoro peakH Cepro3Ha KOXHA Eeaxuuﬂ]

C HEM3BECTHA YECTOTa Mypnypa’
HapyiueHus Ha C Heu3BecTHA YeCcToTa MeTtabonuTHa auuzo3a ¢ ronsaMa
MeTabonusma H aHWOHHA MMpa2HKHHA
XPaHEHETO
'TlosBaTa UM Hanara OKOHYATeNIHO CITHPAHE Ha TOBA NEKAapPCTBO H CBbP3aHHUTE C HETO JIEKapCTBa.
?[TosiBaTa Ha TO3H eeKT H3KUCKBA He3a0aBHO CTHpaHE Ha JIEKAPCTBEHHA NpoAYKT. [IpoayxTbT MOXe aa
CE BbBEKAA CAMO CJIEA JIEKAPCKO NPEANHCAHHE.

Onuncanne Ha u3O6paHH HEeKeNaHH peaKiiny

MeTabonHTHA L0323 C ronsgMa aHHOHHA Mpa3HHHA

Cayuan Ha MeTaGoNHUTHA AlM03a C FONAMa AHKOHHA TPa3HHHA, ABJDKALa C¢ HA NMHPOrIYTaMHHOBA

alug03a, ca HabmoJaBaHy NPH NALKHEHTH C PUCKOBH (PAKTOPH, H3MOA3BAIIN NAPALETAMO (BX. TOYKA
4.4). [Ipy Te3d NaLUMEHTH € Bb3MOXHO /12 Bb3HHKHE NHPOrNYTAaMHHOBA aLU/1033 BCJAEACTBHE HA HUCKH

HHWBd Ha I'IYTATHOH.

CrobluaBaHe Ha NOJO3HPAHH HEXEIAHU peaKIIHK
CrobaBaHeTo Ha NMOAO3MPAHH HEXENaHH peakiiuy ciej paspeiliapaHe 3a ynoTpeba Ha NEKapCTBEHHS MPOAYKT

e BaxkHo. ToBa NO3BOJISIBA [a NMPOABIDKM HAGMIONEHHETO HA CHOTHOLIEHHETO NOM3a/PHUCK 33 JieKapCTBEHHSA
npoAyKT. OT MEAMLMHCKHTE CIELIHANHCTH CE€ H3HMCKBA Aa CbOOIABAT BCAKA MOAO3MPAHA HEXeNaHa peakuus

ypes:

UanvnuuTenHa Arenuud no Jlekapcrearta
yn. ,.Jamsn ['pyes® 8,

Cotnsa 1303,

Ten.: +359 28903417,

yebcaiit: www.bda.bg

4.9 [Ipenozupane

Cevpiano ¢ penupamun
TIpenosupaHeTo ¢ PeHHpAMHH MOXE A3 NPUYHHH: KOHBYJICHH (0cODEHO NpH fiella), HApYLIEHHE B Cb3HAHHETO,

KOMA.

Cevp3ano ¢ napayemamon
ChLIeCTBYBA PHCK OT HHTOKCHKALIHS TIPH NAUKMEHTH B CTApUECKa BH3pacT H 0COGEHO NPH MaJIKY jieua (4ecTo ce

CRy4Ba KaKTO TEpaneBTHYHO NMpeao3npaHe, Taka W cly4aiiHo); nocneauuuTe Morar aa Obaar gatanHy.

Cumnmomu
lajneHe, NoBpbLIaHe, aHOpeKCcHs, 61e10CcT, kopeMHa 60MKa, KOHTO OOMKHOBEHO Ce NMOABSBAT Npe3 NbpBUTE 24

yaca.

Cepbx/03a Haj 10 g napauetamMon B €AHH NPHEM NpH Bb3pacTHH ¥ 150 mg/kg TenecHo Ter
[1a MPEAN3BHKA YepHOAPOOHA UMTONK3A C BEPOSTHOCT Ja NPHYMHH N'LJIHA H HeobpaThma
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A0 HapYIUEHHUS - XeNATOLEMYIapHA HEJOCTATBYHOCT, METaO0IUTHA ALMI034, EHUEDATIONATHS, KOATO MOXe 113
AOBEAE A0 KOMa B CMBPT.

EnHOBpEeMEHHO ¢ TOBa, NIOBUILECHUTE HHBA Ha Y€PHOAPOOHH TPAHCAMHHA3H, TAKTATHA AEXHIPOreHasa 1 OunUpyOoHH
ce HabmaaBaT €IHOBPEMEHHO ¢ HAMAIEHOTO MPOTPOMOMHOBO HHBO, KOETO MOKe Aa ce MmoABH 12 1o 48 yaca cien
npuema. KNMHHYHHTE CHMITTOMH Ha YepHOIpoOHO yBpexIaHe 0GHKHOBEHO ce Habmoaasat ciien | 10 2 ARK U
OOCTHraT MaKCHMYM cJieq 3 10 4 JHH.

HabnonaBaHu ca pelku ClTyyau Ha OCTBP NMaHKPEATHT.

Cnewinu mepku

- CnupaHe Ha JI€4YEHUETO

- He3abaBHo npeBexaaHe Ha nanmeHTa B 601HULA.

- B3emaHe Ha KpbBHA Npoba 3a MbPBOHAYANHO ONpPECIAHE Ha KOHLIEHTPALMATA Ha NapaLeTaMo B
Iuia3Mara.

- bbp20 0TCTpaHABaAHE Ha MOTBIHATOTO IEKAPCTBO Upe3 CTOMAIIIHA POMMBKA.

- OOut4aiHOTO NEeYeHHEe NpH NPEeA03HPaHe BIJTIOUBA BH3MOXKHO Hali-6bp3 npHeM Ha aHTHaOTa N-
QUETHWILHCTEHH, BEHO3HO HIH MEPOPATTHO, N0 BL3MOXKHOCT npeau Ja ca MuHanu 10 yaca.

- CHMIITOMATHYHO JICHEHHE.

- B HavanoTo Ha JieueHHeTo TpOBa Aa ce H3BBPIIAT HEPHOAPOOHH UICTEABAHHA M [Ia CE TIOBTAPAT Ha
BCEKkH 24 yaca. B noBeueTo cnyyay HUBaTa Ha YepHOAPOGHHTE TPAHCAMKHAZH C€ HOPMATH3UPAT 3a | 1o
2 CEIMHLIM C MBJTHO Bb3CTAHOBABAHE HA YEPHOAPOOHATa yHKIMA. BbIpeku ToBa, B MHOTO CEPHO3HH
CJIy4an MOXKe J1a C€ HAJIOXKH YepHOAPOOHa TPaHCTUIAHTALHA.

PEAKITHH CBBP3AHH C BHTAMHH C

Ipenosupanero ¢ Buramun C MoXe 1a NPHYHHM CTOMALIHO-YPEBHY HAPYLIEHHS (KHCETHHH, JUaPHA, KOpeMHa
bonka).

Ipu no3n Buramun C, no-roneMu ot 1 g/nen, ChLIECTBYBA PHCK OT XEMOJTH3a TIPH NALHEHTH ¢ AeUUAT Ha
G6PD.

5. GAPMAKOJOINYHHU CBOUCTBA

3.1 PapmMakoAHHAMHYHH CBONCTBA

@apmakoTepaneBTHYHa rpyna: Jpyru komGuHupaHH NpenapaTH 3a Jie4eHHe Ha NpOCTYAHH 3aD0ONABaHHA,
ATC xom: R05X

DepBeKc 3a BL3PACTHHU € BKYC Ha MaslHa NpuTexasa Tpu GapMakoJIOTHYHH JelCTBHA:

- AHTHXHUCTAMUHOBO AEHCTBHE, KOETO HAMANABA HA3AJTHATA CEKPELMA H ChA3EHETO, KOETO YeCTo e
CBBP3aHO C HEA H JEHCTBA CPeLy CIIACTHUYHH SBJIEHHS KaTO KHXAHETO,

- aHaNreTHYHO—-AHTHMHUPETHIHO AEHCTBHE, KOETO 00/cKUYaBa (oJIKaTa 1 NOHIDKABA TEMIIEPATypaTa
(rnasobonue, MHANTHA);

- TOMBJIB2 HYK/IHTE Ha OpraHH3Ma OT aCKOpOHHOBA KHCEHHA.

5.2 PapMaKOKHHETHYHH cBoOlcTBA

Abcopbuus
IlapaueTaMon, npUeT NepopanHo, 6bP30 K HANBLJIHO ce aGcopbupa. [TMKOBH Hna3MeHH KOHuW 't:e-._._-,-\.:\:
aocrurar 3a 30 go 60 MUHYTH ciea npHeMaHe. p/ $ﬁ~"?"'_f‘ ’ J Re,N
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Pasnpenenenue
IlapaneramMon OBp30 ce pasnpeaens BbB BCUYKH ThbKaHH. KOHLUEHTpauWNTe B KpbBTa, CIIIOHKATA W IU1a3Mara ca

cpaBHUMH. Ci1abo ce CBBLP3Ba C IUIA3MEHHTE NIPOTEUHM,

buorpaHnchopMaln

ilapaueramon ce metabonu3npa rnaBHO B 4epHHUA Apod. JIBaTa rnaBHH MeTabOJMTHH MbTA Ca
[JIKOKYPOHHpPAaHETO U cyndarrpanero. CyndatupaHero ce Hacuula 0bp30 NpH 1034, NPEeBHINABALLH
TepaneBTHYHHA AHana3oH. Jpyr no-mManko BakeH MeTabONHTEH IThT, KOMTO Ce KaTaJx3upa ¢ TIOMOIIITa Ha
nuroxpoM P 450, sogu 1o 06pasyBaHeTO Ha MEKAHHEH NPOAYKT (N-aueTunbeH30XHHOHUMHUH ), KOUTO TIpH
HOPMAaJIHH YCJIOBHA Ha W3MOJI3BaHe ce 00e3Bpexkaa 6bp30 OT peAyLIMpaHa ITYTaTHOH U €€ OT/AENA B YpHHATa
CJIE[ CBbP3BaHE C [IHCTEMHAa H MEPKANTOIYPHHOBATA KHUCE/IMHA. B ciry4ait Ha MaCUBHH HHTOKCHKALIMH
KOIMYECTBOTO HA TO3H TOKCHYEH METa0ONHT CE YBE/IHYaBa.

EnuMUHUpaHe
EnMMHHHpaHeTO CTaBa r1asHO Npe3 ypuHata. 90% oT norbiHaraTta n03a ce eMMHHHpa npe3 6u0peunTe 3a 24

4yaca, OCHOBHO KaTo INTIIOKYPOHHAHH koHoratH (60 no 80%) u cyndaruu konroratu (20 no 30%).
[To-manko ot 5% ce eKCKpeTHpa B HENPOMEHEHO CHCTOAHHE. ENTMMHHALMOHEH NOTYKHBOT € MpHOIH3UTENHO 2
Jaca.

Hamogusuonozunnu cocmosnus

- brOpeyHa HEAOCTATLYHOCT: NMpH OcTpa OBOpeHHa HEAOCTATHLYHOCT (KPEAaTHHHHOB KJIHPBHHC NOA
10 ml/min), eAMMHHUPAHETO Ha NMapalleTaMoJ ¥ HErOBHTE METaDOJIUTH ce 3a0aB1.

- [TauMeHTH B CTapyecKa BL3pacT: KOHIOMALMOHHATA CTIOCOOHOCT HE ¢& MpoMeHs.

OeHnpaMHH Maneat: abcopbupa ce nobpe oT xpaHOoCMUAATENHUA TPAKT. [1N1a3MEHUAT MOMYKUBOT € OT €AHH
4ac 10 4ac ¥ NONOBHHA. AQHHHTETLT MY KbM THKAHMTE € MONAM H Ce eIMMHHKPA INIaBHO npe3 Ovbpeumre.

Butamuu C: uma nobpa abcopdbuns B xpanocMunaresiHua Tpakt. UanuursksT oT BuTaMuH C ce eNMMUHKApa B
ypHHATAa.

5.3 IIpeakAHHUEYHHE AaHHH 32 Oe30macCHOCT

JIMNCBAT KOHBEHLIHOHATHM NIPOYYBAHHUA, H3IOI3BALIH [IPUETHTE NOHACTOALIEM CTAHAAPTH 34 OLECHKA Ha
PENpOAYKTHBHA TOKCHYHOCT U TOKCHYHOCT 34 Pa3BHTHETO.

6. DPAPMALEBTHYHHU JAHHHA

6.1 CnachK HA NOMOIIHATE BeMeCTRA

JInMoHeHa KHcelnHa, 6e3BoaHa

3axapuH HaTpuii

3axapo3sa

ManuHoB apomar, cbabpkail CsHEET xKbATO S (E110), 6en3unor ankoxon, narpues Gensoar (E211), amypa
yepeHo AC (E129), nmpomunen rinuxon (E1520) n HaTpHii.

6.2 HecLBMeCTHMOCTH

Henpunoxumo

6.3 Cpok na rogsocr




3 roaguHM

6.4 Cnenuajug ycaoBHS HA ChXpaHEHHE

Ha ce cexpanspa noa 25°C.

6.5 BHA B CBhALPKAHKE HA ONAKOBKATA

KyTus ¢ 6, 8 unu 12 camnera (xaprus/anymuunivVPE).

6.6 CnenHauy npeAnasHy MEPKH HPH HIXBLPASHE

Hama crieliajiHH H3UCKBAHMA.

7. IIPUTEXATEJI HA PAZPEIIEHMETO 3A YIIOTPEBA

UPSA SAS

3, Rue Joseph Monier,

92500 Rueil-Malmaison,

®paHuus

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

Peructpaunonen Ne 20110376

9. AATA HA ITBPBO PASPEITABAHE/NTOAHOBSAIBAHE HA PA3PEIIEHHUETO 3A
YHNOTPEBA

Jata Ha mbpBO pa3peitaBane: 15 FOuu 2011 r.
[ara Ha nocnenHo nogHosspaHe: 16 Cenrremepu 2016 .

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

03/2025 r.




