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KPATKA XAPAKTEPHCTHKAHA IPOAVKTA ... -~

1. HME HA JEKAPCTBEHHUA ITPOAYKT
@®EPBEKC 3A BBIPACTHH 500 mg/25 mg/200 mg rpauy.in 3a nepopajien pasTBop

FERVEX ADULTS 500 mg/25 mg/200 mg granules for oral solution

2, KAYECTBEH H KOJTHYMECTBEH ChCTAB

MNapaneramon ( Paracetamol).......................500 mg
Dennpamun Maneat (Pheniramine maleate)....25 mg
AcxopOunoea kucenana {(Ascorbic acid)...... 200 mg
3a enno came ot 13,1 g

IloMOIHH BEIECTBA ¢ H3BSCTHO AelicTBHE:
3axapo3a (11,6 g/came), HaTpuii. rmoko3a (195 mg/came), ppykrosa (5 mg/came), eranon (7
mg/cae), 3axapeH crpon (10 mg/caue) B apomaTusaTopa (BHKTE ToUKa 4.4).

3a TBAHHA CHIHCEK HA MOMOINHATE BEMECTBA BHKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

I'panynu 3a nepopalieH pasTBOp.

Caerio GesxoB rpaHyNUpPaH npax.

4, KJIHHWYHH JAHHH

4.1 TepaneBTHYHR DOKAAHHY

®EPBEKC 3A BB3PACTHH rpanyny 3a nepopaneH pa3TBOp € NOKa3aH [IPK BL3PACTHH U Aena (Hag
15 rogHITHA BE3PACT) 33 CHMITOMATHYHO JIeYeHHE [TO BpeMe Ha NPOCTYAHH 3a601ABaHHA, PHHHT,
PHHOGDAPUHIHT H FPUNONOROCHH CHCTOAHHA Ha:

- 6HCTpa HazanHa CeKpelHs H CBI3EHE OT OMHTE,

- KHXaHe,

- rmapoboNye H/HIH BHCOKE TEMIIEPATypa
4.2 J03HPOBKE H HAYHA HA NPRICKCHAE

EOSH pOBKa

Buspacmnu u deya na u nad 15 zoounu:




" Temo | Jomposkasacuan | Matepeaima | Maxcawaiua nesa 10
CAnRIpaeY) o F e HipReM i o RORRPENEE ol T e N S e
Bu3pacTan u aena 1 came MunnmMyM 4 yaca 3 camera
=15 rogunn, (500 mg napaueramon (1500 mg napaueTamon
=50 kg 25 mg deHHpaMuH 75 mg eHHpaMHH
200 mg Buramun C) 600 mg Buramun C)

[Maunentu ¢ 6pOpeyuHO yBpeX1aHe
B cnyuan Ha 6p6peyuHo yBpexk/aHe H OCBEH aKo He € NPEeANHCcaHo APYro OT JieKap, ce Npenopb4sa

[103aTa 713 Ceé HAMAJIH H J1a CE VBEeJHYH MHHHMAJIHHAT HHTEPBAJI MKy 2 I03H. ChIIIACHO ClelHaTa
Tabauna:

5 T
___ KJAHDBHC
>50 mL/min

10-50 mL/min

<10 mL/min

CreunanHy KIMHHYHY CHTYaUHH
Tpsa6Ba na ce uMa npeaBu Hali-HHCKaTa Bb3MOXKHA edeKTHBHA /103a napaueTamon, 6e3 J1a Ha/iBHIIABa

60 mg/kg/nen (He noBeye OT 3 g/eH), B CNEAHHTE CHTYALHH:

BB3pacTHH ¢ Terjio noxa 50 kr,

NIeKO JI0 YMepEeHO XenaToLenyJapHo YBpexIaHe,

XPOHHYEH AJIKOXOJIH3BM,

XPOHHYHO HeZoXpaHBaHe (HHCKH pe3epBH Ha YepHOAPOOEH IIyTaTHOH),
AeXHuapaTauus.

. L] . - .

MakcHMAaJHH NPenopbYHTEIHH J03H:

npH Bb3pacTHH  aena Han 50 kg , OBIIIATA JIO3A ITAPALIETAMOIJI (KATO CE UMA
[TPEJIBUJ] TPUEMA HA BCUYKH JIPYTU JIEKAPCTBA, Cb/IbPXKAILHU ITAPALIETAMOIJI B
CBbCTABA CH), HE TPABBA 1A HAJIBUILIABA 4 TPAMA HA JIEH (Bx. Touka 4.9)

HauuH Ha npuioxkeHHe

[lepopanno
Camerara TpaGBa J1a ce MpHeMaT ¢ JOCTaThbYHO KOJHYECTBO CTY/E€Ha HIIM ropelia Boja.

HQOQQDKHTEJIHOCT Ha JICYEHHETO
MakcumanHara NPOABJDKHTEIIHOCT Ha JICYCHHETO € 5 nHH.

Korato ce JIEKyBaT I‘pHHOHOJIOﬁHH CHMIITOMH, HO-,IIOGPC € TOBA JIEKapCTBO Ja Ce B3€Ma € ropeiia soja
BEYEp, B€AHara oM ce nosaBiaT NbpBUTE CHMNTOMH.

4.3 IIporaBonokasanus

JlekapCTBEHHAT MPOAYKT € MPOTHBONOKA3aH NpH:




- CBPBXMYBCTBHTENHOCT KbM AKTHBHHTE BEILIECTBA HIH KbM HAKOE OT NIOMOLIHHTE BEIIECTBA,
H30poeHH B Touka 6.1;

- 9epHOApoOHA HEAOCTATEUHOCT;

- 3aKPHTOBITIEHA MIAYKOMA,

- afieHOM Ha TPOCTATaTa;

- Jenia nox 15 roguuu;

- HENOHOCHMOCT KBM (PPYKTO3a, MIOKO3EH/TATAKTO3eH CHHAPOM Ha Manabcopbuua unu
3axapo3o-H3oManTaseH AeHUMT, TOpany HAIHYHETO Ha ITIIOKO3a.

4.4 Crnenuajun npeaynpexienns B NpeANa3HA MEPKE NpH ynorpeba

Jleuenuero Tpsabpa na 6bje NpeolieHEHO B CTyYal Ha BHCOKA H MEPCHCTHPAINA TEMIIEPATypa HH MpY
CHMITTOMH Ha CYTIEPHH(EKIHA KITH NEPCHCTHPAHE Ha CHMITOMMTE ClIEl 5-THA LeH.

Ilpedynpencoenug

PuCK OT ncHXHYECKa 3aBHCHMOCT Fh3HHKBA CAMO MPH NO-BHCOKH OT NPENophUBAHKTE AO3H H IIPH

NPOARIKHTEHO IEYESHHE.,

3a na ce naberne pucka ot npeAo3HpaHe e HeoGXOMHUMO;

- Aa ce MpOBEPH JTHIICATa Ha napaieTamol, (eHHpaMHH HIH XPYTH AHTHXHCTAMHHH B ChCTaBa
Ha NpHEMaHHTE CHITBTCTBAILH JIEKAPCTBEHH NPOAYKTH (NOIYyYeHH ¢ HiH 0e3 IeKapeko
npeanHcanne)

- Ja ce cna3paT MaKCHMAaTHHTE MPENophUHTETHH 1034 (BHXKTe ToUKa 4.2).

Jloxnansanu ca MHOTO pelIKH CIIy4YaH Ha CEpHO3HH KOXKHH HexenaHu peakuuu. [laupenture Tp6sa aa
6baaT nugopMHpanH 32 paHHHTE NPH3HALA HA TE3N TEXKKH KOKHH PEAKIHH, NOABATA HA KOXKeH 00pus
WJIH BCEKH PYT NPH3HAK HAa CBPBXYYBCTBHTENHOCT, KOMTO H3UCKBa NPEKpaTABaHE HA JICUCHHETO,

IIpednaznu m i ynompeba

CrLp3ann ¢ napaneTamMod
TIapaneramMon Tpabka Aia ce H3NON3Ba C MOBUIOISHO BHHMAHKE NIPH NALHECHTH C:

. Terno < 50 xr,

. NIEKO 0 YMEPEHO XEMATOUENYIapHO YBPeKAaHE,

. 6uOpeuno yBpexaaHe (BxTe Tabnuuara B Touka 4.2),

- XPOHHYEH ATKOXOMAHIBM,

. XPOHHYHO HEAOXpaHBaHe (HHCKH Pe3epBH Ha YepHoApoOeH TIyTaTHOH),

- Jexaaparanus (pix. To4gxa 4.2).
AKO Ce OTKpHE OCTBpP BHPYCEH XEATHT, JieweHHeTo TpaGBa 1a ce npeycTaHOBH.

He ce npenopruba ynotpebaTa Ha ankoxo/ 1o BpeME Ha JIEYCHHETO.

CBbpiaHE ¢ JeHHPAMHE MAJEAT

KoncymaimaTa Ha allkoX0JMHH HAMMTKA KM HATPHEB OKCHOAT, KOHTO NOTEHLMPAT CeAATHBHUA edeKT
Ha aHTHXHCTAMMHHTE, TpAOBa Ja ce H30Area No BpeMe Ha JieueHHeTo {BXK. Touka 4.5).

Ceonp3ans ¢ Baramun C
ButramuH C tpabpa Ja ce n3moa3ea ¢ MOBHILEHO BHHMAHHE NpH MALUEHTH C H

MeTaboTH3Ma Ha KE/F30TO H NP NAUWEHTH ¢ ZeQHLHAT Ha rimoko3o-6-gocd



CB‘I:ESSHII € NOMOIANATE BEMIECTRBA ¢ HIBECTHO EEﬁCT BHE

IManueHATH ¢ pefKH HacNeICTBEHH NpobaeMH Ha HEMOHOCHMOCT KM (pyKT03a, MII0K030TAaKTO3IHA
ManaGcopOlLia HiTH 3aXapo30-H3oManTaseH AeduuuT He TpAOBa Ja TPHEMAT TOBA JICKAPCTBO.

Beaxo came ceabpixa 11,6 g 3axaposa. Tosa TpafBa ga ce nMa npeaBHA NpH NALHEHTH ChC 3aXapeH
auaber.

Toea nekapeTBO ChABpHKA no-Manko oT 1 mmol Hatpuii (23 mg) Ha caine, T.¢. MOXe J1a C€ KaXe, 4
MPAKTHYECKH HE ChABPXKA HATPHHA.

He ce mpenoptusa ynoTpebara Ha aTKOXOI MO BPEME HA IEUESHHETO.

(depBeKke 3a PL3PACTHH ChABPKA 7 Mg AIKOXOJ (€TaHON) BEBB BCAKO caille. KoauuecTBOTO 3a €1HO
caile ¢ eKBHBAJICHTHC Ha ClIe/iH OT 6Mpa KM BHHC, KOUTO He GHxa umanu 3abenexum edexr.

4.5 BaaaMopelicTBRE ¢ APYrA JeRAPCTBEHH OPOAYKTH H ApYrE GopMe Ha p3aEMoneiicTBRE

CBBp3aB0 ¢ TAPAUETAMO

Kombunauuy, UIucKeaui NOSULHEHO CHUMANUE

AntapaTamMud K

IMoBuen pHck oT edexTa Ha aHTUBETAMHH K H PHCK OT KPBBOH3NHB B CTy4aii, He napaueramo ce
NpHEMa B MAKCHMAITHH N03H (4 g/aeH) B IPOALDKEHHE Ha NoHe 4 JHH.

Mo-yect xouTponu Ha INR. BraMoxua kopekums Ha A03aTa Ha anTHBHTaMHH K mo BpeMe Ha
JedeHHe ¢ NapaleTaMon B ¢l HETOBOTO CIIHpaHe.

+ PayknokcannJIRE

IpenopbuBa ce NOBHIIEHO BHHMAHHKE, KOTATO MAPALETAMON CE TMPHIIAra eHOBPEMEHHO ¢
GuIyKIOKCALHIMH, [T0PAZH NOBHINEHHA PHCK OT META0OTHTHA AlHA03a ¢ BHCOKA AaHHOHHA NTPA3sHHHA
(HAGMA), ocobeHo npH NAUMEHTH ¢ PUCKOB (aKTOP 3a TIYyTATHOHOB AeHIHT KaTo Texko 6nopeuno
YBpekAaHe, CETNCHC, HeAOXPaHBaHe H XPOHHYEH ankoxonnseM. [Ipenopsusa ce CTPHKTHO
npocaeniBane ¢ 1eN OTKPHBAHE Ha NMOABATA Ha KHCENMHHO-ANKANHH HapyleHHs, a nMedHo HAGMA,
B TOBA MHCJO0 33 HATHIHE Ha 5-OKCONPONVMH B YPHHATA.

+ BaaamopeiicTBad ¢ 1a60paTopHAR H3cAeABAHHS

IMpueMBT Ha NapaLeTaMo MOXKe JIa AANE HEBEPHU pe3yNTaTH 1P onpejieliaHe HHBOTO HA KPhBHATA
3axap, ofpeAeNieHo ¢ MOMOLITA Ha [OK030-0KCHAA3A IEPOKCHAA3EH TECT B Ciiyyall Ha aDHOPMHO
MOBHIIEHA KOHUEHTpanHy. [IpHEMBT Ha MapaLeTaMos MOXe Aa A€ HeBEPHH Pe3ylITaTH NPH
onpenensHe HEBOTC HA MHKOYHA KACEJIHHA B KPBBTA N0 MeToa ¢ gocdo-BondpamoBa KHCETHHA.

CBLp3ano ¢ hbeHHDSMAH MaJeaT
Henpenopbsuumenni KoMGunayuu

+ AnMkox0/ (RANHTKA AAH NOMOLIAO BEHIECTEO):
AIIKOXONBT YCHIBA cexaTHBHUA edext Ha H; antuxucramunnte. Hapymenara 6uuTesIHOCT MOXKE a
Npe/CTABIABA OMACHOCT HPH IDO(HpaHe Ha MOTOPHHU MPEBO3HY CPeICTBA HIH
La ce n304rsa npueMa Ha ANKOXOJIHH HANTKH H JIEKapCTBA ChABPAKALIH 4K




+ HaTtpuer okcnbar
IloBHIIaBa JeNmpecHaATa HA NEHTPAITHATA HEpBHA CHeTeMa. HapyleHaTa GI#TEMHOCT MOXE Ja HAPABH
mo¢upanero H paboTaTa ¢ MalIHHH OMACHH.

Kombunauuu, koumo mpaea da ce g3emam nod SRUMAHUE

+ JIpYrH ceAaTHBHA JIEKADCTBEHH NPOIYKTH: MOPGHHOBH IPOR3BOIAE (AHAJNNETHIH,
HOTHCKAIE KAILIANATA NPOAYKTH H 3MECTBRLIH JICYCHAN) HEBPOAeNTHOH, GapbuTypaTn,
OeH30AHA3CNHAH, AHKCHOIMTHNA PA3IAYHE 0T GeH301HANANA (Aanpumep Menpobamar),
XHIHOTHOH, CEAATHBHH AHTHACHPECAATH (AMATPHIOTHIHH, JOKCCUHH, MEAHCEPHH, MHDPTA3ANHH,
TPAMHIPAMAH), ceAaTHBYH H; aHTHXHCTAMHHH, NEHTPAIHA AHTH-XHNEPTOHHTHH CPEACTBA,
Gaxnoden B TAXHAOMHA.

3acuneno notnckane AefiHoctTa Ha [THC. Hapymenara 6aHTeNHOCT MoXe Ja MPEACTARIABA ONIaCHOCT
npH modHpaHe Ha MOTOPHU TIPEBO3HH CPEACTRA HIH paboTa ¢ MalIHHM.

+ JIpyra aTpONHHOBH J€KapPCTBEHA NPOAYKTH: HMANPAMHHOBH AHTH-/eNPECRHTH, NOBEYETO
aTponrnosd H; anTEXHCTAMEHE, AHTH-XOJHAEPrATHHE AHRTHOAPKAHCOHOBH JIEKAPCTRA,
AHTHCUAMOJNHTAYHE ATPONHHEHE, AH30NHPAMHA, PeHOTHAIHHOBH HEBPOACITHRR H KI03aRHN.
Jlonb/IHHTE IHM ATPOTIMHOBH HeXelaHH peakliHY KaTo 3aIbpikaHe Ha YpHHA, 3aNeK H CyX0Ta B yCTara.

+ABTHXOIHHECTEPAIHA NeKaPCTBeHH NPOIYKTH: PHCK 0T HamandBaHe Ha eHKACHOCTTA Ha
AHTHXOJIHHECTEPA3HLMTE NOPaAH aHTATOHH3BM Ha aLETHIXONHHOBHTE PELENnTOPH OT (eHHpaMHH
Masnear.

+Mopdunn: 3HaUHTENEH PUCK OT YPEBHA AKHHE3NA, C TEXBK 3alleK.

4.6 PepraanTeT, GpéMeHHOCT H KLpMeHe

BpeMeHHOCT
HamMa HaNH4YHH KIHHMYHH JaHHH 3a YoTpeOarta Ha apaneTamon B komOnHauus ¢ Butamun C n

(peHHpaMHH.

3HAYHTEHO KONHYECTBO JAaHHH NpH GPEeMEHHH JKeHH He MOKa3BaT HHTo MandopMaTHBHE, HHTO
teTo/HeoHaTAIHA TOKCHIHOCT, CRBP3aHa ¢ yoTpebaTa Ha napaneTamon . Pesyntarare ot
ENHAEMHONOTHYHUTE NPOYYBAHHA BLPXY HEBPOMOIHYHOTO Pa3BHTHE Ha JCLa C EKCIIO3HIIHA Ha
niapaleTaMort in ufere ca HeyGeaMTenyy.

Ilopann ToBa, kaTo NpeAnasHa MApka, DepBeKc 32 BB3PacTHH HE c¢ NPenophYBa HpH 6pEMEHHH XKeHH.
KuspMmene

Iopany nancata Ha JaHHM OT MPOYYBAHHA BBPXY )XMBOTHH H KIHHHMHH JaHHH NPH X0pa,

PHCKBT 33 KbpMadeTara Aera He € usBecteH. [Topaan ToBa MepBekc 3a BEIPaCTHH €
TIPOTHRONOKA3aH/He ce Mpenoph4Ba Aa He Ce H3NON3Ba MO BPeMe Ha KbpMEHE.

De urer
Iopams noTeHIHANEH MEXAHN3EM HA JICHCTBHE BLPXY CHHTE3a Ha MNKIOKCHIeHa3a !
NpoCTaraaH/HH, apalleTaMon MOXKE A2 HMa edekT BepXY GepTHINTeTa NPH XKeHH, Upes eeKT
BBPXY OBYJalMATa, kokro e 06paTHM npH ciHpaHe Ha TepanuaTa. He ce npenopraea ynotpebara
MY [pH XKEeHH, KOHTO XenaaT Aa 3abpeMeHenT.
B u3cnensaHus npH KHBOTHH ¢a HaGMmOAABaHH eeKTH BEPXY MBXKHS hepTHIn
PenepaHTHOCTTA Ha Te3H eeKTH MPH XOpa HE € H3BECTHa.




4.7 Edexrn Bupxy cnocobHocTTa 33 mogapane o pabora ¢ MamBnn

Ipu ynoTpeGata Ha TOBA JICKAPCTBO HMA PHCK OT CHHJIHBOCT H TPAOBa Aa ce BHHMaBa 0COOEHO HpH
X0pa, WohHpPAINH MOTOPHH NPEBO3HH CPeACTBA HIH paboTelnH ¢ MallHHH.

Topa Moxe za ce 3acHny ocobeHo ot ynotpebarta Ha ANKOXON, JIEKapcTBa ChABPHKANLH aNKOX0J HIH
CeJIaTHRHH JICKAPCTRA

4.8 Hexensnn JekapcTBeHR peakmal

B 3aBHCHMOCT OT TAXHATA YECTOTA, HEXKENAHATE PEAKIHH e KacH(HIHpaT KakTo c/e/Ba:
MHOTO q9eCTH (>1/10), wectn (>1/100 a0 <1/10), HeuecTn (=1/1000 no <1/100), peaxx (>1/10000
no <1/1000), Maoro peaks (<1/10000) 1 ¢ ren3pecTHa YecToTa (He MOXeE A Ce ONMPEIETH OT
HATAYHHUTE JAHHH).

PEAKIHH CBEP3AHH C PEHHPAMHH

DapMaxoIOTHYHATE XapaxTEPHCTHKA HA MOJIEKYJIATa NIPHYHHABAT HeXelaH!H edekTd ¢ paznyHa
OCTPOTA, KOXTO MOTAT Ja 3aBHCAT HIH He OT Jo3ata (BHK T. 5.1):

Hapymenns Ha KpLBTA H JHM@HATA CHCTEMa
- JleBKONEHHd, HEYTPOIIEHHA,
- TpombouuToneHus,
- XeMONHTHYHA aHeMuA.

Hapymenns Ha AMYHHATA CHCTEMA

- OTOK, NO-pAAKO aHTHOEAEM

- AnapnnaKTHYEH IOK.
IModBara M Hanara OKOHYATENHO MPEYCTAHOBABAHE HA MPHEMA HA TO3H JIEKAPCTBEH MPOAYKT H
CEBP3AHHTE C HETO MEAHKAMEHTH.

HapymeHns HA HePBHATA CHCTEMA

- Cenaums HiIH CBHTHBOCT, KOHTO ¢a N1o-3a0e/1eHMH B HAYANOTO Ha Je4eHHETO;

- AHTHXOQJIHHEPTHYHH eeKTH, KATC CYXO0Ta Ha JINTABHLIATE, 3alleK, HapyLICHHE Ha
AKOMOJAIMATA, MHAPHA3A, TANNNTALNE, PHCK OT 3aAPLKKA Ha YPHHATA;

- OprocraTA4Ha XHIIOTOHHA;

- Hapymenne Ha paBHOBECHETO, CBETORBPTEX, HAMAICHA NIAMET HAH KOHUCHTPAIIHS - NO-YeCTO
TIPH BB3PACTHH NALUEHTH;

- Hekoopaunapann ABHKEHN, TPENEPEHe;

- ObspkBane, XaTIOLHHALAH.

- B mo-peau crywaH, 8530yaa, HepBHOCT, Oe3chrHAE

Hapymenml HA KOKATA H NOAKOKHATR ThKAH:
- EpureM, npypHTYC, €K3eMa, ypPTHKApPHA,;
IMospara HM HaNara OKOHYATENHO NpeyCTaHOBABAHE HA [IPHEMA HA TO3H JICKADCTBCH NPOOYKT H
CHBP3AHHATE C HETO MEJHKAMEHTH.

- Ilypmypa

TMoseaTta Aa Ta3H HeXeNaHa peaKkiiig Hanara He3a0aBHO MpeyCTaHOBABAHE HA NIPHEMAa HA
JIeKapcTBeHNA MpoAyKT. TepanyaTta ¢ TO3H JeKapcTBeH NMPOAYKT MOXKE Ja ¢e
JICKApCKO NIPEANHCAaHHE.

PEAKIIHH CBBP3AHH C HAPAIHETAMOT




CucrteMo-opraHeH Knac HecroTa HexenaHu peakimn
Hapymenus na kppaTa | MHOTO peaxH Tpombonuronesus,
H THMHATA cHCTEMA HEYTPOIEHHS,
JEBKOIEHHA
Hapymenna na Penxn AnadunakTiuna peakuns'
HMYHHATA CHCTEMaA (BIUIIOYATENHO XATIOTEH3HA),
AnaduxanTiuyeH nox’,
CBpBXUyBCTBHTENHOCT,
Anruoesnem!
CromamHo-4peBHA HeuszpecTra yectota HKnapus,
HapylIeHHA AbaoMunansa Gonka
Xenarobanmmapun HewnssecTHa decToTa [Nopuinapane Ha YepHOAPOOHHTE
HapyieHus €H3HMH
HapymeHus Ha xoxara | Peaku VpTukapua’,
o MOAKOKHATA THKAH Eputema',
O6pus’
MHnoro peaku CepHo3Ha KOXHA peakums'
Hen3pecTHa YecToTa [lypuypa’

! TlosBaTa MM Hasara OKOHHATENIHO CIIHPaHE HA TOBA IEKAPCTBO H CBBP3AHHTE C HErO JIeKapCTBa.
2[TosBaTa Ha TO3H eeKT H3MCKDA He3abaBHO CNHPAHE HA NEKAPCTBEHAS MPOAYKT, [TPOAYKTHT MOXKe la
¢€ BBBEXKIA CAMO CIIEN JIEKAPCKO NPEANHCAHEE.

Cnol € Ha O0J03HDAHN HEKENAHH M

CrpobliaBaneTo Ha NOJO3MPaHH HexKellaHH Peakiuy /e pa3pellaBane 3a ynorpeba Ha JekapcTBEHHS
MPOAYKT e BaxkHO. ToBa MO3BO/ABA Ja NPOIbIKH HAGMIOAeHHETO Ha CHOTHOMIEHHETO [TOA3a/PHCK 33
NeKapCTBeHHA NPoAYKT. OT MeAHIHHCKATE CIIEIHATHCTH Ce H3HCKBA Ja choOlLaBar Beaka

MOAC3HpaHa HeXeNaHa peakiHs dpes:

H3msaHHTENHA aTeHIHA TI0 IEKapeTBaTa
yn. ,Jlamsan Fpyes” Ne 8,

1303 Codus,

TelL: +359 2 8903417,

yeOcafiT: www.bda.bg

4.9 pexozapane
PEAKIIHH CBBP3AHH C PEHHPAMUH

ITpenoanpanero ¢ peHHpaMUH MOXKE J1a NPHYHHH: KOHBY/ICHH (ocobeHo npy fela), HapylleHo
Cb3HAHHE, KOMa.

PEAKIUHHA CBLP3IAHH C HAPAIIETAMOJT

ChlIecTByBa PHCK OT HHTOKCHKAIHA IPH NANHESHTH B CTAPYECKa Bh3pacT H OCO!
4ECTO CE CITYUBa KaKTo BTMUHO Mpe/o3Upane, Taka U CIY4aHHOY; oG]
daranuu.
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Cumnmomu
T"aneHe, NoBpEINaHe, aHOPEKCHA, ONeaOCT, KopeMHua Doaka, KOHTO ODHKHOBEHO ¢ MOABABAT NIpe3
mepBHTe 24 Taca.

Ceprxno3a ot napaueramoi/Han 10 g napaueTaMon Ha ¢HH IpHeM MpH Bb3pacTHH u 150 mglkg
TENECHO TEMNIO NMPH AeLia/MOXkKe a npeaH3BHKa yepHoapoOHa IHTONH3A C BEPOATHOCT Ja PHYHHH
MbJIHA H HeoOpaTHMa HEKPO3a, KOATO BOJM A0 HAPYLIEHNA ~ XeNaTOLENy/IapHa HeJoCTaThYHOCT,
MeTaboHTHA anKa03a, eHuedanonaTus, KOSTO MOXE Ja IOBEAE A0 KOMa H CMBPT.

EAnoBpeMesHO ¢ ToBa, NOBHIIEHATE HIBA HA YepHOAPOOHH TpaHCRMHHA3H, IAKTaTHA AEXHAPOTEHAa3a
H 6nnApyOHH ce RabMOAABAT €HOBPEMEHHO C HAMANEHOTO NPOTPOMOHHOBO HHBO, KOESTO MOXE a ce
nosed 12 xo 48 vaca cnea npreMa. KnuHHYRMTE CHMIITOMH Ha YepHOAPoOHO yBpexkaane 0OHKHOBEHO
ce Habmoaasar cnea 1 1o 2 MM M NOCTHIAT MAKCHMYM cliel 3 10 4 aHH.

HaGmonaBany ca peaxs Clyday Ha OCThP NaHKPEaTHT.

Cnewthiu MepKu

. Crapate Ha nevyeHHeTo

. HezabaBHo npepexane Ha nannenTa B GonHUIA.

. B3emane Ha kpbBHa Mpo0a 3a MbPBOKAYAIHO ONpefieste Ha KOHUESHTPalHATa Ha
napaieTamoi B I1a3MaTta.

. Bep30 oTcTpaHABaHe Ha MOrBIHATOTO JICKAPCTBO YPE3 CTOMAILHA IPOMHBKA, B CIIy4al Ha
NEPOPaHo NPHIGKEHHE.

. O6uyalinoTo neyeHNe NpH NpeAo3UpaHe BKNIOYBA Bb3MOKHO Hali-Obp3 NPHEM Ha aHTH/I0Ta

N-aneTHNIMCTEHE BEHO3HO WK NEPOPATHO, MO BEIMOXHOCT NpeIH Aa ca MuHany 10 yaca.
CAMNTOMATHYHO NIEYEHHE.

B Ha4anoro Ha je4eHHETo TPpAGRA A2 ¢ M3RBPILAT YEPHOAPOOHN HACAEIBAHNMS U A4 C&
NOBT2PAT Ha BCEKH 24 yaca. B noeeyeTo ciayvdad HHBATAa HA YepHOAPOOHHTE TpaHCAMHHEA3H ce
HOPMAAH3Hpar 3a 1 0o 2 ceiMALIH € MBJIHO Bb3CTAHOBABAHE HA uepHOAPoOHaTa QyHKIHS.
Bunpeks ToBa, B MHOIO CEpHO3HH CIIyHaH MOXeE [a Ce HAIOXKH YepHOAPoOHa
TPAHCINAHTALIHA.

PEAKIIHH CBEPIAHH C BHTAMHH C

Ipenosupanero ¢ Buramun C Moske 1a MPHYMHHE CTOMAUIHO-YPEBHH HAPYLICHHS (KMCETHHH, JHAPAL,
KopemHa Gonka).

Ipr 71031 Butamun C, no-ronemu ot | g/aed, ChIIECTBYBA PHCK OT X€MOJAH3a NIPH NaLHEHTH ¢
JetpuuuT HA GOPD.

5. DPAPMAKOJOTHYHH CBOUCTBA

51 PapMaKOAHHAMHEYHE CBOHCTBA

®apmakoTepanesTuuHa rpyna: Ilapaneramon, KoOMGHHAAN ¢ HIKTIOMEHHE HA IICHXOJIENTHLH,
ATC kon: NO2BES1

OEPBEKC nputexapa TpH hapMakoNoriuHH ACHCTBHA:
- AHTHXMCTAMHHOBO AEHCTBUE, KOSTO HAMAIABA Ha3a/IHATA CEKPELHA H C
€ CBBP3aHO ¢ HER, H ACHCTBA CPelly CNACTUYHH ARICHHA KAaTO KHXAHETDH;
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- aHANTETHYHO — AaHTHIHMPETHYHO JeHCTBHE, K0eTo 06Nekyara 6onkaTa ¥ MOHKUKaBa
TeMneparypara (rnapobonmne, MHAITHA);
- OOITEJIBA HYXKAHTE HA OPTaHH3Ma OT aCKOpGHHOBA KHCEIRHA.

5.2 PapmMakoKBEHeTHYHH CBOCTBA

AGcopbuus

Tapaneramon 6bp30 1 HamenHO ce aGcopbupa. [IMKOBH NIA3MERH KOHLEHTPALHHE ce JOCTHrAT 3a 30
210 60 MMHYTH clieq, OTABIAHE,

Paanpenencune
[Tapaneramon &bp3o ce pasnpedens BbB BCHUKH ThKaHH. KOHUEHTpaBHATE B KPBBTA, CNIOHKATA K
nnasmMata ca cpaBHUMH, C1abo ce CBBbp3Ba ¢ IIA3MERHTE POTEHHH.

buo OpMALIHS

Ilapaueramon ce MeTaGonusupa rIaBHO B uepHHA Apol. J(BaTa rIaBHH MeTaGONHTHH BT Ca
TTIOKYPOHHMPAHETO H CyadatHpanero. CyndaTHpaneTo ¢e HacHma Oup30 NpH A03M, NPERALIABAILH
TepaneBTHYHHA AHanasoH. Jpyr no-manko BaxkeH MeTaboAHTEH TBT, KOHTO ce KaTanH3Hpa ¢ IOMoUITa
Ha uuToxpoM P 450, Boan fo obpasyraHeTo Ha MexaHHeH NpoAYKT (N-aneTHn6eH30XHHOHHMHH),
KOHTO IPH HOPMAIHH YCIOBHA Ha H3MOA3BaKe ce ofe3ppexa Obp30 OT pedyMpals IIIyTATHOH H Ce
OTAeNA B ypHHATA Clie]| CBBP3BaHe ¢ UCTEHHa H MepKaNToIy pHHOBaTa KucenuHa. Obaue npu
MACHBHH HHTOKCHKXAUMH KOJIHYECTBOTO HA TO3H TOKCHYEH METADONHT C¢ YBCIHYARA,

EnnMunnpane

EnHMHHHpaHeTo CTaBa rIaBHC IIpe3 ypHHATa. 90% OT Mmors/IHATaTa 033 ¢& eTHMHHHUPA Npe3
6nbpermTe 3a 24 Yaca, OCHOBHO KaTO NTIOKYPOHHIHH KoHIoraTd (60 a0 80%) H cyndaTHH KOHIOraTH
{20 no 30%).

[Ho-Manko o1 5% ce exckpeTHpa B HEMPOMEHEHO CHCTOAHHE. ENMMHEHALINOHEH MOJTYXKHBOT:
npuOnuznTenHo 2 yaca,

Hamodwzuenozuunu cocmonnun
- Bn0peuna HexocTaTh4HOCT: Py ocTpa GB0peYna HeAOCTATHUHOCT (KPEATHHHHOB KIMPBHC
noa 10 ml/min), enuMuHEpaHeTo Ha NapaleTaMO/ M HETOBHTE MeTaboNNTH Ce 3a5aBd.

- H@nen‘rn B CTApYeCKa BB3PACT: KOHICTALHOHHATA CNOCODHOCT He ce npoMens

Denupamun Maream :
AGcopbupa ce 1obpe 0T XpaHOCMIIaTENHKS TPakT. [L1asMeHHAT NOMY-XHBOT € Yac A0 9ac U

IOJIGBHHA. A(bHHHTﬁTBT MY KBM TBKAHHTE € I'ONAM U c€ SNHMHHHPA rMaBHO Npes G'bﬁpeume.

Bumamun C:
HMa nobpa abcopOuua B XpaHOCMHIATETHHA TPAKT. M3NHIIBKBT My ce €IHMHHHpA B yPHHATA.

53 IpeaxkaHHHYHHE AaAHH 32 6esonacHoCT

JhnceaT KOHBEHIIHOHANHH MPOYYBAHHA, HANON3BALM MPHETHTE MOHACTOALIEM CTAHAAPTH 33 OLIEHKA
Ha PENpoJyKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3sBHTHETO.

6. PAPMAIIEBTHYHH JAHHH

6.1 CHRCHLK HA DOMOIHETE BEIMECTEA




be3pogHa TMMOHEHA KHCETHHA

3axapHH HaTpHil

3axaposa

Axamms

AHTHNCKA apoMar *

¥ CBHCTAB HA AHTUNICKH APOMAT: MAITOACKCTPHH (M3TOYHMK HA MIH0K03a H GPYKTO3a), 3aXapeH
CHpOII, €TaHOJ H HATpHI.

6.2 HecnBMecTHMOCTH

HenpanoxkHMo.

6.3 Cpok Ba roaHoCT

3 ronuHM

6.4 CnennajiaH ycJIOBHE HA ChXpanenne

HJa ce cexpanssa nog 25°C,

6.5 BHA H CLALPKANHE HA ONAKOBKATA

KyTns ¢ 8 u 12 camera (xapTus-ayMHAHH-TIONHETHIIEH).

6.6 Coennajinue UPEANAZHH MEPKH NPA H3XBbLPINHE

Hama cnennaniy H3HCKBaHHS.

7. IIPHTEXATEJ HA PAIPEINEHHETO 3A YIIOTPEBA

UPSA SAS

3, Rue Joseph Monier,

92500 Rueil-Malmaison,

Dpanmms

8. HOMEP HA PAZPEINIEHHETO 3A YIIOTPEBA

Perncrpammonen Ne 20011144

9, JATA HA TBPBO PASPEMIABAHE/MOJHOBSBAHE HA PAIPEIIEHHETO 3A
YINOTPEBA

Jlata Ha mepBo paspemasane; Maprt 1994 r.
Jara Ha nocnegHo noaHoeasaxe: 02 eppyapu 2012 .




10. JATA HA AKTYAJIH3UPAHE HA TEKCTA

12/2022 r.




