KPATKA XAPAKTEPUCTHUKA HA IMTPOAYKTA

1. UME HA JIEKAPCTBEHMUS ITPOAYKT
®EPBEKC 3A BBb3PACTHMH 500 mg/25 mg/200 mg rpany.in 3a nepopaJjieH pa3TBop

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

V3NbAHWTENHA ATEHLWA NO NEKAPCTBATA

Kpamka xapakmeapucrmuxka Ha npogyxkma - [ Ipusoxwerue 1
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2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Ilapaueramon (Paracetamol).......................500 mg
Oenupamun manear (Pheniramine maleate)....25 mg
AckopOuHOBa kucenuHa (Ascorbic acid). ..... 200 mg
3a €/1HO cawe ot 13,1 g

PaspeuweHue Ne . _
BGMAMP - .. 6. B8T LD .m0

Blae e LT R R, SO

[ loMOLIIHK BELIECTBA ¢ U3BECTHO JICHCTBUE:
Bcesko caine chabpaka: 3axaposa 7,6 g, rimoko3a 195 mg, u ppykro3a 5 mg (OT H3TOYHHK
MaJTOJIEKTPHH ),€TaHOJI 7 mg, 3aXapeH CHPOI B apoOMaTH3aTopa.

3a MbJIHKUA CIIUCHK HA MOMOIIHHUTE BEIECTBA BHKTE TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA

[ paHynu 3a nepopasieH pasTBop.
CeeTno 0€KO0B rpaHyJIMpaH rnpax.

4. KJUMHHUYHU JAHHU

4.1 TepaneBTHYHH NOKa3aHuS

GOEPBEKC 3A Bb3PACTHMU rpanynu 3a nepopasieH pa3TBop € MoKa3aH NpH Bb3pacTHH H
IOHOLIM (Ha ¥ Haj 15 roaMilHa Bb3pacT) 3a CHMIITOMATHYHO JIEYEHHE 110 BPEME HA TMPOCTYHH
3a00/19BaHHS, PHHUT, pUHO(QAPUHTHUT H IPUNONOI00HH CHCTOSHHUA Ha:

- OMCTpa Ha3aJIHa CEeKpELMA U CbJI3EHE OT OYHTE,

- KHXaHe,

. r11aBoOOJIME W/ WK BUCOKA TEMIIEpATYpa.

4.2 Jl03HpPOBKA H HAYHH HA NPHJIOKEHHE

J1lo3upoBKa

Bw3pacmnu u onowu na u nao 15 coounu:

Terso J03HpoBKa 32 €1HH HUuTepBan Ha MaxeﬁﬁWa 103a

SN .
(BB3pacr) npHeM J03HpaHe 7~ e\

Sr—




Bn3pacTHHu H 1 came MuHUMYM 4 yaca 3 camera
IOHOLIH (500 mg napaueramon (1500 mg napaueramon

>1S roagnum, 25 mg (peHupaMHuH 75 mg peHupaMuH
250 kg 200 mg Buramus C) 600 mg Buramun C)

[TauueHTH ¢ ObOPEUYHO YBpEKAAHE
B cnydan Ha ObOpeyYHO YBpEkKAaHE U OCBEH aKO HE € NMPEAINUCAaHO APYro OT JieKap, ce npenopbyBa

[03aTa /1a ¢€ HaMaJli U 1a C€ YBEJIWYH MUHUMAJIHUAT HHTEPBAJ MEXY 2 103U, ChIJIACHO ClleiHaTa
Tabnuua:

KpeaTHHHHOB HNuTepBan Ha
KJHPBHC nosupane |
>50 mL/min 4 yaca
10-50 mL/min 6 yaca
<10 mL/min 8 yaca

CneumManHy KJIMHUYHHU CUTYaLIUK
TpabBa 1a ce iMa npeaBH Hali-HUCKaTa Bb3MOXKHA €()eKTHBHA J103a napaleramoll, 0e3 na HaJBU1IaBa

60 mg/kg/nex (He noBe4e OT 3 g//1eH), B CIIEAHUTE CUTYALIUH:

g Bb3pacTHH ¢ Teryio noxa S0 kg,

g JIEKO 10 YMEPEHO XenaToLeyjlapHO YBpEXKIaHe,

. XPOHHYEH AJIKOXOJIU3bM,

. XPOHUYHO HEJ0XpaHBaHE (HUCKH pPE3€pPBU HA YEPHOAPOOEH IITYyTATHOH),
. JAeXuaparaiLus.

MakcHMAJIHH NPeNnoOpPbYHTEIHH 103H:
[1pu Bb3pacTHU M OHOWM Haa S0 kg ., OBLIIATA JO3A ITAPALIETAMOJI (KATO CE UMA

[TPEJIBUJ]I ITIPUEMA HA BCHUYKHU JIPYI'U JIEKAPCTBA, CBb/IbPXAILU IMTAPALIETAMOJI B
CbCTABA CH), HE TPABBA JIA HA/IBUIIIABA 4 TPAMA HA JIEH (Bx. Touka 4.9)

HayuH Ha NpHIIOKEHHE

[lepopanno
Cawerara TpgOBa J1a ce MpUeMar ¢ JI0CTaTb4HO KOJIMYECTBO CTYJEHA WJIH TOIUIA BOJA.

l'lpennpmwrenno € MMPHITOTBECHHAT Pa3sTBOP Jla C€ CbXpPaHABa HE MOBEYEC OT TPH Haca.

[1pOAB/DKUTEIHOCT HA JICYEHHETO
MakcumaiiHaTa NpoAb/DKUTEIHOCT Ha JICYEHUETO € 5 JIHM.

Korato ce JCKYBart FPHHUHOHOGHH CUMIITOMMH, IIO-,I],OﬁPe € TOBA JICKApPCTBO Ja C€ B3€Ma C TOoIu1a Boaa
BCYCP, BC€HAra HIOM CC IMOABAT IMbPBHTE CUMITTOMM.

4.3 IIporuBonokazanus
JlekapCTBEHHUAT NMPOAYKT € NPOTHBONOKA3aH IMPH:

- CBPBbXYYBCTBUTEJIHOCT KbM aKTUBHUTE BELLECTBA HJIH KbM HAKOE OT IMOMOLLHHTE BELLECTBA,
N30pOeHH B TOYKa 6.1; e
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- yepHOAPOOHA HEAOCTATHLYHOCT;

- 3aKPUTOBIJICHA TJ1IAYKOMa,

- aaCHOM Ha MpOCTaTaTa;

- aeua noa 15 roanxu;

- HEMOHOCUMOCT KBbM (PpYyKTO3a, IIIOKO3E€H/TANaKTO3eH CHHAPOM Ha ManabcopOums win
3aXapo30-H30MaNTa3eH AeQULIMT, NOPaaAH HANTHYHETO Ha NIOKO3a.

4.4 Crneunaign npeaynpexaenns H NPeANna3Hd MepKH npH ynorpeba

Jlewenuero TpsOBa 1a Obe NPEOLCHEHO B CTYYaH HA BUCOKA Y NIEPCHCTHPALA TEMIIEPATYPa WiIH NPy
CHUMITTOMM Ha CYNEPUHPEKLHA UK NEPCUCTHPAHE HA CUMIITOMMTE CJIE/, 5-THA CH.

IIpeoynpescoenun

Puck OT NcHXH4ECKa 3aBHCUMOCT BB3HHKBA CaMO PH NO-BUCOKH OT MPENOphYBAHMTE JO3H N APH

NPOIBIDKUTEHO JICUEHHE,

3a aa ce u3derne pyucka ot nNpeAo3rpaHe € HeoOXOAUMO:

- [a ce MpOBEPH JIUICATA Ha MMapaleTaMmos, PeHUpaMUH WM JpYrH aHTUXMCTAMHMHM B CHCTaBa
Ha MPUEMAHHTE CHITBTCTBALIM JIEKAPCTBEHH NPOIYKTH (NOIY4YEHH ¢ WIH 6€3 IEKapcKo
peANUCaHNe)

- Ja €€ Cna3BaT MaKCHMAJIHUTE NPENOPBYHTENTHH J03U (BIKTE TOUKa 4.2).

JloxyianBaHu ca MHOTO PEIIKH CITy4Yad Ha CEpHO3HH KOJKHH HexKenaHu peakuud. [lanyedTure tpsa6a na
6baaT HHPOPMHPAHH 38 PAHHUTE NPU3HALM HA TE€3H TEXKH KOKHH PeakLiMH, MOABATa HA KOXEH 0OpHB
IWIH BCEKH APYT NMPHU3HAK HA CBPBXYYBCTBHTENHOCT, KOHTO H3UCKBA NPEKPATABAHE HA JIEUCHHETO.

IIpeonaznu mepru npu ynompeba

CBBLp3aHH ¢ DAPANETAMON

[lapaueraMon TpsaOBa Aa c€ U3MOA3BA C MOBHIIEHO BHUMAHWE MPH NALMEHTH C:
. Terno < 50 kg,

. JIEKO 10 YMEPEHO XETIATOLETY/IAPHO YBPEkKIAHE,
. OBOpeuHo yBpexnane (Bxre Tabinuara B Touka 4.2),

- XPOHHYEH ANKOXONN3BM,

. XPOHHYHO HEIOXpaHBaHe (HHCKH pe3epBH Ha 4epHOAPOOEH rIyTaTHOH),

- aexuapartauus (Bx. Touka 4.2).
AKO ce OTKpHE OCThP BUPYCEH XENAaTHT, JIeYeHHeTO TpAOBa Aa ce NpeyCTaHOBH.
He ce npenopsysa ynotpebara Ha aIKOX0JI IO BpEME Ha JICYEHHETO.

CpOoOILCHH ca clTyyad Ha MeTaDoNHTHA auuao3a ¢ rofisMa aHnoHHa npasHuHa (HAGMA), awkaiia
CC¢ Ha NHPOrAyTaMMHOBA allM103a MPH MALHEHTH ¢ TEXKKO 3a00NABaHe KATO TeKKO GHOpeuHo
YBPEXAAHE U CENCHUC, HIIH NPH NaLHWEHTH C HEAOXPAaHBAHE WIM ¢ APYTH H3TOYHHUM Ha Je(ULHT Ha
FIyTaTUOH (HAMP. XPOHUYMEH aNKOXONMH3IBbM), KOUTO ca NeKYBaHH C MapaleTraMo, B TEpaneBTHYHA A03a
3@ NPOABDKHTENCH NEPHOA WIH KOMOHHALIHA OT napaleTaMosl H GIyKIOKCALWTIHH. AKO ¢e NOR03Npa
HAGMA nopaan nupormyTaMHHOBA allHI03a, MPenopbyBa ce He3abaBHO npekpaTaBaHe Ha
napaneTamMon M BHUMaTeNHO HabmoaeHue.® UaMepBaneTo Ha 5-OKCONPO/IHH B yPHHATA MOE Na Oble
MONE3HO 338 HACHTHOHLIHPAHE HA MUPOTTYTAMHHOBA aLIMA03a KATO OCHOBHA NMPHYHHA 34 HAG.MA npy
NMalHEHTH ¢ MHOXECTBO PHCKOBU (aKTOPH.




CBhLp3ans ¢ beHHpAMHAHR MAJIEAT

KoHcyMaumsTa Ha anKOXOJHHM HANTWTKH WK HATPHEB OKCHOAT, KOUTO MOTEHUMPAT CeAaTHBHUA €(DEeKT
Ha AHTUXUCTAMHHHUTE, TpAOBa Na ce u304Area No BpeMe Ha JICUCHHETO (BXK. TOYKa 4.5).

Ceup3anu ¢ Batamun €
Buramnn C tpabBa aa ce H3n013Ba ¢ NOBHILICHO BHUMAHHUE TIPH MALKEHTH C HAPYILIEHHSA B

MEeTab0IU3Ma Ha XKENA30TO U NPH NMAalUEeHTH ¢ JeHLIMT Ha NII0K030-6-ocdat aexuaporeHasa.

CB'I:E?-HIEIH € NIOMOIMHHKTEC BELIECTBA C HIBECTHO QEHCTBHE

Bcako cawe cpabppka 195 mg rmoko3a (195 mg, ceabpkaluy ce 8 MatTogeKcTpHH). IlaunenTy ¢
PEAKH HACAEICTBEHH NpobiieMH Ha HEMOROCHUMOCT KBM (PPYKTO3a, IMI0KO30I'a1aKTO3HA
mManadbcopOLMg WIH 3aXapo30-U30MANTa3eH JePHUMT He TpsaOBa a mpHeMaT TOBa JIEKAPCTRO.

Besxo caue coabpxka 7,6 g 3axaposa. Tosa tpaOBa fa ce uMa NpeaBYA NpH NaUKWEHTH CbC 3aXapeH
anader.

Toea nexkapcTBO chaAbpxka no-mManko ot 1 mmol vaTpu# (23 mg) Ha cawe, T.€. MOXKE J1a CE Kaxe, ye
NpakTHYECKH HE CHABPKA HATPHUH.

He ce npenopsuBa ynotpebaTta Ha aJIkOXOJI 1O BpEME Ha JICHEHHETO.

QepBEKC 3a Bb3PaCTHH ChABPKA 7 Mg ajlKOoXoa (€TaHO) BbB BCAKO caile. KoauyecTBOTO 3a eHO
calle € eKBUBAIEHTHO Ha Clie/id OT O¥pa WM BUHO, KOUTO He OMXxa uMaiu 3abenexxumM edexr.

4.5 B3aamMoaeHCTBHE ¢ APYTH JIEK&PCTBEHH NPOAYKTH H APYrd GOpMH Ha B3aHMOJAeHCTBHE

CBLD32aHO ¢ NAPALETAMO]
Kombunauuu, u3uckeau{il ROGUNUIEHO SHUMAH I

AHTHBHTAMAR K
[NoBuiueH pHck OT edeKTa Ha aHTHBUTAMHH K M pUCK OT KPBBOM3JIUB B CAYHaii, 4e mapaneTaMo ce

npUeMa B MAKCHMATHU 103U (4 g/AeH) B NpOabAXKEHUE HA NMOHE 4 THH.
[To-yecTy korTposn Ha INR. Bs3iMoxHa kopekuua Ha no3ara Ha anTuBuTaMuB K mo BpeMe Ha

JEUYCHUC C NMapalcTaMo]l H CJICA HETOBOTO CITHPAHE.

+ PAYKJAOKCANH/IHH

TpabBa na ce BHMMaBa, KOraTo napaleTaMoll ¢ H3MoN3Ba eJHOBPEMEHHO ¢ (PIYKIOKCALMIIHH, Thif
KaTo MapajeNHUAT MpHEM € CBBLP3aH ¢ METabOINTHa allAo3a ¢ rofisMa aHHOHHA TIpa3HHHA NMopaau
[MUPOTTYTAMUHOBA allMA03a, 0COOEHO NPU NAUMEHTH ¢ PUCKOBH (akTopH (BXK. TOYKa 4.4).

+ B3anmopelicTBas ¢ 1a00pPaTOPHA R3C/I€ABAHNHSA

IIpHeMbT Ha MapaueTaMoJl MOXKE Ja Jaf€ HEBEPHH pe3yJITaTH NPH ONpeacisiHe HUBOTO HA KPbBHATA
3axap, ONpeeeHO ¢ NOMOLITA Ha MTHOK030-0KCHIa3a NEPOKCUAA3EH TECT B clTy4aii Ha abDHOPMHO
NOBHINEHH KOHLEHTpauuH. [IppeMbT Ha NapaueTaMon MOKe Aa Aajic HEBEPHHU pe3yNTaTH NMpH
OnpeleisHE HUBOTO HA NMUKOYHA KUCENIMHA B KPBBTA M0 MeToaa ¢ gocdo-BoidppaMoBa KHCETHHA.

CBLp3aHo ¢ benHEpaMHH MaaeaT
Henpenopvuumennu kombunauuu




+ AJIKOX0J1 (HANTATKA HJH NOMOMIHO BEIECTBO):

AJIKOXONTBT YCWIBA CellaTHBHMSA €deKT Ha H, anTuXucTamMunuTe. HapylueHara GauTenHocT MoXe fa
NMPEACTABJIABA ONACHOCT NpH wIodHpaHe Ha MOTOPHHU NMPEBO3HH CPEACTBA WM paboTa ¢ MALUKHM.
Ha ce uzbsArea nprema Ha aNKOXOJTHY HAITUTKH M JIEKAPCTBA ChABPIKALIH anKOXOJ.

+ HaTrpues okcubar
[loBuaBa nenpecuaTa Ha LEHTpaIHATa HepBHA cucTeMa. HapylueHata GAHTENHOCT MOXeE Aa Harnpasu

Io¢pHUpaHeTo U padoTaTa ¢ MAIMHH OMACHH.

Kombunauuu, koumo mpabea 0a ce ezemam nood eHUManue

+ /Ipyra cefaTHBHE JIeKAPCTBEBH NPOAYKTH: MOPPHHOBH NPOH3BOAHH (AHAITETHIIH,
NOTHCKAIA KANLTHIATA NPOAYKTH H 3aMECTBAIINH JIEYE€HHR) HeBpolenTHIR, GapbuTypaTH,
Gen3onmazcnHHA, AHKCHOIHTHIH Pa3/IHUHE oT Gen3oaHasennHy (nanpamep menpobamar),
XHITHOTHIH, CEAATHBHR AHTHACNPECAHTH (AMHTPHNTH/IHH, AOKCENHH, MEHAHCEPHH, MUPTA3AIIMH,
TPUMHANPaMBAH), CeJATHBHE H) AHTHXHCTAMHHH, HEHTPAJHH AHTH-XHNEPTORHYHH CPEACTBA,
baxioden 1 TANHAOMHS.

3acuneHo notuckane aciHocTTa Ha LIHC. HapyweHara 6AMTENHOCT MOXeE fa NpeacTaBIsgBa ONACHOCT
[pY WOoGHpaHe Ha MOTOPHH NPEBO3HH CPEACTBA WK paboTa ¢ MAILMHM.

+ Apyra aTpONHHOBH JICKADCTBEHR NPOAYKTH: AMHIPAMANOBH RHTH-ACNPECAHTH, NOBEYETO
aTponaHOBH H) AHTHXHCTAMAHH, AHTH-XO/IHHEPrHYHH AHTHHAPKAHCONOBH JIEKAPCTBA,
AHTHCHAIMOJINTHYHH ATPONIAHH, AH3ONHPAMHA, PEHOTHAZHAOBH HEBPOJICNTHRH H KJIO3ANNH.
JIOIMbIHUTETHH aTPONMHOBH HEXENAHH PEaKLIMH KaTo 3aXbpkaHe HA YPHHA, 3aNeK H CYX0Ta B ycTara.

+AHTHXO0THHECTePA3HH JIEKAPCTBEHA NPOAYKTH: Puck OT HamansBaHe Ha e)HKACHOCTTa Ha
aHTHXOJIMHECTEPA3HLMTE NOPAH AHTArOHU3BM Ha aLETHIXOIMHOBUTE PELIENTOPH OT (GEHUPAMUH
Majiear.

+Mop¢ruu: 3Ha4UHTENICH PHCK OT YPEBHA aKHHE3HA, C TEXDBK 3arek.

4.6 PepPTHANTET, HPEMEHHOCT H KLPMERe

bpemeHHOCT

HaMa HaTMYHH KIHHMYHU NaHHH 33 ynoTpe6ara Ha napaleTaMosn B komMGuHaLms ¢ Butamun C n
¢peHHpaMHH.

3HaYHTEHO KOMMYECTBO AAHHH MPH OPEMEHHM KEHH HE MOKa3BaT HUTO MasipOpMaTHBHA, HUTO
(peTo/HeOHATAIHA TOKCHYHOCT, CBBP3aHa ¢ ynoTpebarta Ha napaueramoJi. Pesynrature ot
CIHACMHONOTHYHUTE NMPOYYBaHHA BHPXY HEBPOJOrHYHOTO Pa3BHUTHE Ha AELA ¢ eKCMO3KUIIHA Ha
napaueTamol in utero ca HeyOe TUTETHH.

[Nopaau ToBa, kaTo npennasHa mspka, GepeBekc 3a BL3IPACTHH He ce NpenopL4YBa Npy OpeMeHHH KEHH.

KbpMeRe
[lopaau 1uncara Ha JaHHKW OT NPOYYBAHUA BbPXY XXKHBOTHH U KJIIHHHYHH JaHHHU NPH X0pa,

PHCKDBT 33 KbpMayeTaTa Acua He ¢ u3BecTeH. [lopaan Tosa epBekC 3a BB3PACTHY €
NPOTHBOTIOKAa3aH/He Ce MpenopbyBa /la HE ce U3MO0/3Ba 10 BPEME Ha KbPMEHe.

DepTHINTET




[lopaay noTeHLaleH MEXaHU3bM Ha ACHCTBUE BLPXY CHHTE3A HA UMK/IOKCHI'€HA3A H
NpocTarnianiyH, napaleTaMos MOXe Ja HMa eeKT BbpXy GEepTUINTETA NPU KEHH, Ype3 edekT
BLPXY OBYNauMaTa, KOHTO € oOpaThM npH cniupade Ha TepanuaTa. He ce npenopbuea ynorpebara
MY MPHU KEHH, KOUTO XKeNadT Aa 3adDpeMeHenT.

B u3cneasaHus npy >XKMBOTHU ¢a HabmoaaBaHN €EKTH BbPXY MbXKKHA PEPTHIHTET.
PeneBaHTHOCTTA Ha Te3H eeKTH NpH XOpa HE € U3BECTHA.

4.7 EdexTH BBpXY cnocobHOCTTA 32 WoPHpaHe H paboTa ¢ MANIHAM

[Ipx ynotpebara Ha TOBa JIEKapCTBO MMa PHCK OT CbHIIMBOCT H TpAOBa na ce BHMMaBa ocobeHo npH
Xopa, wogupaiy MOTOPHH NPEBO3HH CPEACTBA WK paboTeniy ¢ MallluHH,

Toea Moxe aa ce 3aciiM ocobeHO 0T ynoTpedaTa Ha alnKoXol, JIEKAPCTBA ChABPIKALIHN AAKOXO0J WK
CEJaTHBHH JIEKAPCTBA

4.8 Hexe1anu 1eKAPCTBEHHA PEAKITHH

B 3aBHCHMOCT OT TAXHATa HYECTOTA, HEXEIAHUTE PeakLMHU ce KNacHPHULHPAT KaKTO ClIeBa;
MHoro 4ectH (>1/10), yectu (=1/100 o <1/10), neuectu (=1/1000 o <1/100), peaxu (=1/10000
a0 <1/1000), muoro peaxu (<1/10000) u ¢ Heu3zBecTHa HeCTOTA (HE MOXKE JIa CE€ OTIPEAETH OT
HAJIHMHHWTE JAHHH).

PEAKITHH CBBP3AHH C PEHHPAMHH

PapMakOoJOrHYHUTE XapakTEPHCTUKH HA MOJIeKYJlaTa NPUUUHABAT HEXeNTaHH eeKTH ¢ pa3ziHyHa
OCTPOTAa, KOMUTO MOTaT Ja 3aBUCAT WIH He OT fo3ata (BHx 1. 5.1):

Hapymenns Ha KPLBTA H JIHMPBRATA CHCTEMA
- JIeBKONeHHA, HEYTPONEHNA,
- TpombounuToneHus,
- XeMOJIMTHYHA aHEeMHA.

Hapymenns HA HMYHHATR CHCTEMA

- OTOK, NO-pAaKO aHTHOCEM,

- AHaunakTHYEH LOK.
ITogBaTa MM Hamara OKOHYATENIHO MTPEYCTAHOBABAHE Ha MPHEMA HA TO3H JIEKaPCTBEH MPOAYKT H
CBBP3AaHHUTE C HErO MEAUKAMEHTH.

HapyuwienHs HA HEPBHATA CHCTEMA
- CenalMsa WIH CbHIWBOCT, KOUTO €a NMO-3a0e1eXUMH B HAYa0TO Ha JICYEHHETO,

- AHTHXONHHEPTHYHH €DEKTH, KATO CYXOTa HAa TUraBULMTE, 3aIleK, HapylUeHHE Ha
aKOMOJaLHATa, MHAPHA3a, NMANMHTALMY, PHCK OT 3aIphKKa HAa ypUHATA,

- OpTocTaTH4Ha XUIIOTOHKA,

- Hapyuienne Ha paBHOBECHETO, CBETOBLPTEAK, HAMANICHA NAMET WIH KOHLEHTPALHA - [0-4eCTO
NpY BB3pacTHU NaLlUEHTH,

- HekoopaHHHpaHH ABKKEHUA, TPEMEPEHE;

- OObpKBaHE, XAMOUHHALIMH,

- B no-peaku ciayyau, Bs30yaa, HepBHOCT, 6€3CBHHE.

HapymieHRS Ha KOXKATA H NOJKOKHATA ThHKAH:
- EputeM, NpypHUTYC, €K3eMa, YPTHKApHA o




[losBaTa UM Halara OKOHYATEHO NPEeYCTAHOBABAHE Ha MPHEMA HA TO3H JICKAPCTBEH MPOAYKT H
CBbP3@HHTE C HEro JIEKapCTBa.

- [Typnypa

[Ios8aTa HA Ta3H HEXENlaHa peaklUd Hanara He3abaBHO npeyCTaHOBABAHE HA MPHEMA HA
NeKApCTBEHHUS IPOAYKT. Tepanusra ¢ TO31 JIeKapCTBEH MPOAYKT MOXe Jia CE BL30OHOBH CaMO CIie]L

NeKapcKo MpeanucaHue.

PEAKIHH CBBPIAHH C ITAPAITETAMO/I

CucTeMo-OpraHeH Kiac YecToTa Hexenanu peakLydn
Hapymenus Ha kppBTa | MHOro peaks TpoMOOLUTONICHHA,
1 JUM(HATA CHCTEMA HEYTPONEHHUA,
NEBKOTICHHS
HapyluieHus Ha Penxy AHahHIaKTHYHA PEAKIHS

HMYHHATa CHCTEeMa

(BKIIFOUHTENIHO XUTIOTEH3H),
aHadHKaNTHYEH LWOK ',
CBPBXYYBCTBHTENHOCT ',
aHrHOEZIEM

CroMauiHO-4YpeBHH

C HeHu3BeCTHAa 4eCToTAa

Jlnapus,

HapYLLeHH A abpomuHanHa 6onka
XenaTobHNHapHH C HeH3BEeCTHA YeCcToTa [ToBulaBaHe HA YepHOAPOOHHUTE
HapyLIEHHUS eH3HUMH
Hapyuienus Ha koxara | Penkw YprHKapus',
U MOAKOXHATA ThKaH eputeMa’,
ob6puB’
_| MHoro penku CepHo3HA KOXKHA PeaKius
C HeHn3BeCTHA YECTOTa prgzpai

Hapywienus Ha
MeTtaboausMa U
XpaHEHETO

C HeusBecTHA 4YecTOTa

MeTabomMTHA auUa03a ¢ rojisaMa
AHHOHHA Npa3HHUHa

' [TosBaTa UM Hajiara OKOHYATENHO CIIHPaHe Ha TOBA JIEKaPCTBO H CBBP3aHHTE C HEro JICKapPCTBA.

2 [TosBaTa Ha TO3H eheKT HIHCKBA HE3aBaBHO CNUpaHe Ha JeKapCTBEHUs NpoAyKT. [IpoaykTbT MOXE Na

C€ BbBEXK 2 CAMO CIICA NICKAPCKO NpEANNUCaHuC.

Onucanue Ha U30pany HeXeENaHH peakiuy

MeTtabonuTHa auMA034 ¢ ronaMa aHHOHHa ITpa3HHuHA

Crnyuan Ha MeTabONUTHA auK/03a C rojisiMa aHHOHHA NPa3HHHAa, Ab/DKALLA CC HA THPOTyTaMHHOBA

alU103a, ¢ HaGMMIOAABAHM NPH NALMEHTH C PHCKOBH (DaKTODH, H3MON3BALUK NAPALETaMON (BX. TOUKA

HHUBA Ha FIIYTATHOH.

C1o61aBaHe Ha OAO3MPAHH HeXeNaHH peaKuuH




CrobiuaBaHeTo Ha MOJO3HPAHH HEXENAHH PeakLMu Cllell paspelLlaBaHe 3a ynorpeba Ha IeKapcTBEHHUA
NPOIYKT € BaXXHO. ToBa No3BoAsABa Aa NMPOAB/DKA HabMIOAEHHETO HA ChOTHOLLIEHHETO MOI3a/PHCK 3
NIeKapcTBEHHA NPOAYKT. OT MEAULIMHCKHUTE CNEUHANTHCTH C€ U3UCKRBA a ChoOIIaBaT BCAKA
NOAO3HpaHAa HEXKENTaHa peaKLHa Ypes:

N3menHUTENHA areHIus o JIeKapCcTBaTa
ya. ,.,Jlamaa I'pyeB” Ne 8,
1303 Codus,

Ten.: +359 2 8903417,
yebcalt: www.bda.bg

4.9 IIpego3npane
PEAKIIHH CBhP3IAHH C PEHHPAMHH

[Ipenosupanero ¢ GpeHUPAMHUH MOXE /1a MPHYMHKU: KOHBYICUH (0COBEHO MpH Jiela), HapYILEHO
CBh3HAHHE, KOMA.

PEAKIIHH CBLP3AHH C HAPAIIETAMO1

CrluecTsyBa pUCK OT MHTOKCHKALMS NPY NAaLMEHTH B CTapyecka BB3pacT H 0co0eHO MPY MAJIKM Aelia
(MECTO ce CIIYYBA KAKTO TEPANEBTUYHO Npeo3upaHe, Taka M CITy4aitHo): nocaeLuTe Morar aa 6saar
¢aTanHu.

Cumnmomu
'aneHe, nospbLIaHE, aHOPEKCHA, 611e10CT, KOpeMHa 60/Ka, KOHTO OGHKHOBEHO C€ NOABABAT Mpe3

MupBATE 24 Yaca.

Cspbxao3a oT napaiieramon (Haja 10 g napanetamon Ha €IMH NPUEM NpH BB3pacTHHU U 150 mg/kg
TEJIECHO TETTIO0 NPH JIeLa) MOXE Ja NPERHU3BUKA YEPHOAPOOHA LIMTONH3a C BEPOATHOCT Ja MPHYHHH
MbJIHA H HeOOpAaTHMa HEKPO3a, KOATO BOJM O HAPYIUEHHA - XENATOLENy/1apHa HEA0CTaThYHOCT,
METabOHTHA aLMA03a, eHLedanonaTis, KOATo MoXe ia JOBeAE 0 KOMa B CMBPT.

EaHOBpeMEHHO ¢ TOBA, NMOBHILIECHHTE HHBA HA YEPHOAPOOHH TPaHCAMHHA3H, JIAKTaTHA AEXMAPOreHasa

1 OMMpYOHH ce HaOMIOAABAT eIHOBPEMEHHO C HAMAIEHOTO NPOTPOMOHHOBO HHBO, KOETO MOXKE A CE
nossu 12 g0 48 yaca cien npueMa. KNHHHYHHTE CUMITTOMM Ha YEPHOAPOOHO YBpE:KaaHe OOHKHOBEHO
ce HaOatonaear cnex | 1o 2 AHM ¥ JOCTHTaT MaKCHMYM caell 3 1o 4 JHH.

HabsronaBanm ca peiky cy4yad Ha OCThP NaHKPEAaTHT.

Cneuinu mepxu

. CnupaHe Ha TEYSHHETO.

. He3a0aBHO npeBexKaaHe Ha NaleHTa B 60NHHLA.

. B3emaHe Ha KpBBHA NpoOa 3a MbPBOHAYATHO ONpeeNIfHe Ha KOHIIEHTPaLHMATA Ha
napaueTamo B IJia3Mara.

. bbp30 OTCTpaHABaHE Ha MOTBJIHATOTO JIEKAPCTBO Ype3 CTOMALHA MPOMHBKA, B C/Tydai Ha
NEPOPATHO MPHWIOKEHHE.

. ObHnuahnoTO NeueHNe Npy Npeo3UpaHe BKIKUBA BE3MOKHO Hall-Obp3 MPHEM Ha aHTHAOTA

N-alleTHIUMCTEHH BEHOZHO WITH NEPOPATHO, 0 Bb3MOKHOCT Npeau Aa ca MHHATH 10 yaca.
CHMITTOMATHYHO JIEYEHHE.
B HauanoTro Ha nevyeHueTo TpAOBa Ja ce H3BBPILAT YePHOAPOOHH U3CIIE/IBAHUA U Aa Ce




HOPMaJH3UpaT 3a | 10 2 CeIMHLIM C MbAHO BL3CTAHOBABAHE HA YEPHOAPOOHATA PyHKLHA.
BbIpekH TOBa, B MHOIO CEPUO3HH CITyMaH MOXE Ja Ce HAJIOKH YepHOApOOHa
TPAHCIUIAHTALIHA.

PEAKIIHH CBBP3AHH C BHTAMHH C

[1penosupanero ¢ ButamMuB C MOXe Aa NpHYHHK CTOMALUHO-YPEBHH HapyILUEHUA { KUCEIUHM, Anapus,
KOpeMHa OoKa).

ITpu ao3n Butamul C, mo-ronieMu o1 1 g/aeH, CbUISCTBYBA PUCK OT XEMOJIH3a MPH NAlUEHTH C
neduuur Ha G6PD.

3. OAPMAKOJOIHYHH CBOUCTBA

5.1 ®apMaKkoIHHAMHYHH CBOHCTBA

(DapmakorepaneBTH4Ha rpyna: [lapaueramon, kKOMOHHALMN C H3KJIFOYEHHE HA MICUXONEITTHLIA,
ATC xon: NO2BES]

DepBeKe 3a Bb3PacTHH NPUTEXKAaBa TpH GapMaKOIOTHYHH OCHCTBUA:

- aHTUXUCTAMHHOBO AcHCTBUE, KOETO HAMAIABA HA3AIHATA CEKPEeLUA U CBI3EHETO, KOETO YeCTO
€ CRLpP3aHO C Hed, U ACHCTRA Cpelly CNACTHYHHU ABJICHHA KATO KHXAHETO;

- aHAJIFETHYHO — AHTHIIUPETHYHO ACHCTBHE, KOeTO 00neK4yaBa 6onkaTa 1 NOHIDKABA
TeMriepatypara (rnaBodonue, MHanrus);

- ONBJIBA HYXXIWTE Ha Opraiu3Ma oT acKOpOUHOBA KHUCEIHMHA.

5.2 PapMaKOKHHETHYHH CBOHCTRA

Abcopbuus
[Tapaueramon 0up30 U HATEIHO ¢ce abcopbupa. [THKOBH fU1a3MEHH KOHLIEHTPALMH ce A0CTHraT 3a 30

A0 60 MMHYTH clieq MOrThIIAHE,

Pasnpenenenue
[lapaneramon 6bp30 ce pasnpenens BLB BCHHKH ThKaHH. KOHLIEHTpalMuTE B KPBBTA, CIKOHKATa U
IJ1a3Mara ca cpaBHUMH. Cnabo ce cBBp3Ba ¢ IUIa3MEHUTE MPOTEHHH,

buotpancdopmanna

[Tapaneramon ce MeTabONMU3Hpa r1aBHoO B yepHHUa ApoO. JIata rinaBHH MeTaboOJIHTHH ITHTA ca
rMOKYPOHHPAHETO H cysdarupaHeTo. Cyndarnpanero ce Hacuia Obp30 NPH K03H, NPEBHIIABALIH
TepaneBTHYHUA AHana3oH. Jpyr no-mManko BaxkeH MetaboNUTeR MbT, KOATO ce KaTanu3vpa ¢ NOMOLITA
Ha uutoxpoM P 450, sonu 1o oO6pa3zyBaHeTO Ha MEXIHHEH NMPOAYKT (N-aLeTHiIOeH30XHHOHHMHH),
KOHTO NpU HOPMAJTHH YCIIOBUS Ha U3MON3BaHE ce 0be3Bpexaa OBp30 OT penyuUHMpaHHs FIyTATHOH H ce
OTJENA B YPHHATA CJIeQl CBLP3BaHE C LUCTCHHA W MEPKAITTOITYPHHOBATA KHCenrnra. Obave npu
MAaCHBHH HHTOKCHKALHH KOJHYECTBOTO HA TO3M TOKCHYEH METabONMT Ce yBENHYaBa.

EnTUMHHUpaHE
EnumuHHpaneTo cTaBa riaBHO npe3 ypuHaTa. 90% ot nornnHarara f103a ce eIMMHHHpa Tpe3
oLOpenuTe 32 24 yaca, OCHOBHO KaTO INIIOKYPOHUAHU koHKoraTu (60 no 80%) u cyndaTHH KoHIOraTH
(20 po 30%).

[To-Manko 0T 5% ce ekCKpeETHpa B HENPOMEHECHO CHCTOAHNE. ENMMHUHALMOHEH NOTY)KHBOT:
NPUOJTM3UTENHO 2 Yaca. '




Hamo@u3uono2uunu cocmoanun

- brOpeyHa HEAOCTATHYHOCT: IPH oCcTpa 6BOpeUHa HEAOCTATHYHOCT (KPEATHHHHOB KIIUPBHC
noa 10 ml/min), enumMuHMpaHeTo Ha napaueTaMon ¥ HeroBHTe MeTaboauTH ce 3abap.
- [lanyeHTH B CTAPYECKA BH3PACT: KOHIOTALMOHHATA CTIOCOOHOCT HE Ce MPOMEHS

Denupamun maneam:
Abcopbupa ce 100pe oT XpaHOCMHUNATENHUS TPAKT. [L1a3MEHHAT NOIY-)KMBOT € 4Yac 0 4ac W

NMONOBHHA. AQHHHTETHT MY KbM THKAHHTE € F'OJIsIM H ce ETHMHHHPA [NIaBHO Nnpe3 6b6peuyTe.

Bumamun C:.
Hma nobpa abcopbuma B XpaHOCMMWIATENHHA TPAKT. U3UIIBEKET MY ¢€ elIUMHUHHPa B ypHHATA.

3.3 IIpeAK/IAHAYHH A2HHH 38 6e30MacHOCT

JIMINICBAT KOHBEHLIHOHAIHU NpoYy4BaHHi, H3NON3BallH NPHECTHTE NMOHACTOALIEM CTAHAAPTH 38 OLICHKA
Ha PCIIPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3BUTHETO.

6. PAPMALHEBTHYHH JAHHH

6.1 CIOHCBK HA IOMOIHHATE BEHIECTBA

be3BoaHa NHMOHEHA KHCENHHA

JaxapuH HaTpH

3axapo3a

AHTHNICKH apoMart *

* CbCTAB Ha AHTHJICKH apOMAaT: MAJITOACKCTPHH (M3TOYHHK Ha III0K03a B PyKTO3a), 3aXapeH
CHpPOI, €TAHON U HATPHH.

6.2 HechBMECTHMOCTH

Henpunoxunmo.

6.3 Cpok Ha roasocr

3 rOAMHH

6.4 Cnennajinn ycJIOBHS HA CLXPRRCHAE

Ha ce ¢cbxpansaBa noa 25°C.

6.5 BH H CLALPXKANAE HA ONAKOBKATA

Kytus ¢ 8 n 12 cawera (xapTus-aTyMHHHH-TIOJIHETIIEH).

6.6 CrnenHa/IHH NpPEeANA3HA MEPKH NPH H3XBhLPJISHE

HamMa cnenManHyi H3HCKBaHHA.




7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
UPSA SAS

3, Rue Joseph Monier,
92500 Rueil-Malmaison,

OpaHLus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA

Peructpaumonen Ne 20011144

9. HJATA HA ITBPBO PA3ZPEINABAHE/MTIOTHOBABAHE HA PASPEIIEHHUETO 3A
YIMOTPEBA

Jata Ha mbpBO pa3pewarane: Mapt 1994 r,
Jara Ha nocneano nogHopaeaHe: 02 Oeppyapu 2012 r.

10. HATA HA AKTYAJINZUPAHE HA TEKCTA

0372025 r.




