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KPATKA XAPAKTEPUCTHKA HA I]POMTA A >. is Y 0 6 -01- 2028

1. UME HA JIEKAPCTBEHMUMS ITPOAYKT

bnoxkMAKC 3a neua 100 mg/5 ml nepopanna cycnensus
BlokMAX for kids 100 mg/5 ml oral suspension

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
5 ml nepopanna cycnensus ceabpka 100 mg ubynpoden (ibuprofen).

[lomouiHo(1) BewecTBo(a) ¢ uzBecTHo AecTeue: copouron (E420) 1500 mg/5S ml, HarpueB Oenzoar
(E211) 0,50 mg/5 ml, nponunex raukon 12 mg/5 ml u acnapram (E951) 0,19 mg/5 ml.

3a MBJIHUA CITUCHK Ha NMNOMOLIHHUTC BCLUCCTBA BHIXTC TOYHKA 6.1.

- JIEKAPCTBEHA ®OPMA

[lepopanna cycnieH3us
[Toutu O6s11a 00 cBeT10 KasiBa XOMOreHHa CYCIeH3Ms C apoMaT Ha Kancusi.

4. KJMHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHUA

bnokMAKC 3a neua e noka3aH 3a ynorpeba npu aeua Ha Bb3pact 3 meceua (¢ Tersio Haja S kg) 1 no-
FOJIEMH.

KpaTkoCcpo4HO CUMNTOMATUYHO JIEYEHHUE HA JIeKa 10 yMepeHa 00J1ka U BUCOKA TeMIeparypa.

KpaTkoCpO4YHO CUMNTOMATUYHO JIeYeHHE Ha Oosika U (pedpuIMTeT, CBBbp3aHH C OOMKHOBEHA HACTHHKA
U TpHII.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIONKEHHE

J1o3upoBKa

Ha#i-Huckara edekTHBHA 103a TpAOBa /1a ce U3MO0JI3Ba 3a Bb3MOXKHO HAW-KpPaTKOTO BpeMe,
He00X01MMO 3a 00J1eKYyaBaHe Ha CUMTOMHMTE (BXX. TOYKa 4.4).

I[leouampuuna nonynrayus
3a KppMayeTra Ha Bb3pacT 3—6 Meceua TpsaOBa Ja ce NoTbpCH MEAHLIMHCKH CBBET, aKO CUMIITOMHUTE Ce

BJIOIAT, HJIKH HC INO-KBCHO OT 24 H4aca, akO CUHMIITOMHTE IMNPpOABL/DKABAT.
AKO INpH A€la Ha Bb3pacT Hall 6 Mecella ce U3UCKBA [MPHUEM HaA TO3H JICKAPCTBEH ITPOAYKT 3a MOBEYC

OT 3 IHH MJIM aKO CUMIITOMMTE C€ BJIOLIAT, TPAOBa /1a C€ MOTBPCH KOHCYJITALUA C JieKap.

Jlosute TpabBa na ce paBar Ha BcekM 6—8 uyaca. OcraBere noHe 4 qaca W;}? :

[IpenopbuuTenHara nHeBHa no3a € 20 mg/kg B pazaenenu 1o3d. CbOTBETHUSAT UH / ’; YU PAL

TpsOBa na Obae u30paH ChbriIaCHO cuMnTOMaTUkara. MakcuMasiHaTta JHEBHA L m‘n 3
X ’-;f%" .“ :

npeBHIIIaBa.
Jlo3uTe ca:




Bnapact (Teruyo) YectoTa EauaH4YHA 1034 ?:::::;ﬁ;a
3(;f ;:gc:;)a 3 NbTH JHEBHO 50 mg (2,5 ml) 150 mg (7,5 m))
6 (‘7’172_“;‘*]‘:;';& 304 v aneBno | SOmg(2,5ml) | 0~ 210003)3 (7,5
1(1_03__F;J ;le:;l 3 ITETH AHEBHO 100 mg (5 ml) 300 mg (15 ml)
‘:1‘66_";6“';‘5’;' 3 MLTH AHEBHO 150 mg (7,5ml) | 450 mg (22,5 ml)
7(;] ?_r;;lig? 3 NMbTH AHEBHO 200 mg (10 ml) 600 mg (30 ml)
I{z?;) 1_2 ;g i:l;u 4 MLTH AHEBHO 200 mg (10 ml) 800 mg (40 ml)

Hexenanure peakiiuyd Morar Aa 6baaT HAaManeHu 10 MHHUMYM Ype3 M3MoA3BaHe Ha Hal-HHCKATa
edekTHBHA 1038, HeoOX0a1MAa 38 KOKTPONIHpAaHe HA CHMITTOMUTE, 33 HAW-KPaTKOTO BpeMe (BXK. TOYKA
4.4).

HauuH Ha mpuaokKeHHe

Camo 3a nepopanHo NPUIOXKEHUE U KPaTKOCPO4HA ynoTpeOa.

Ha ce npremMa 3a MpeaAnoOYMTaHe MO BPEME Ha WIIH Clie]l XpaHEHE.

KaTto noMotin 3a npaBHIHO Jo3UpaHe, ¢ OyTwikara ce rpeaocTass IU1acTMacoBa CIIPHHLIOBKA (5 mi).

Jia He ce naBa Ha Jelia Ha BB3pacT NoAa 3 MeceLla.

4.3 Ilpormpomokazanud

CBpPBLX4YYBCTBUTETHOCT KbM aKTHBHOTO BELIIECTBO WX KbM HAKOE OT IIOMOILHUTE BEIleCTBA,
H30poeHH B TOouKa 6.1.

[fanmeHTH, KOHTO B MMHAJIOTO Ca MOKA3aJIM peaKUMH Ha CBPBbXUYBCTBHTETHOCT (Hanp. acTMa, pHHHT,
AHTHOEEM MIIK YPTHKAPHA) B OTTOBOP HA AUESTWICATHMIIWIOBA KHCEIIHHA HIH APYTH HECTEPOUIHH
NPOTHBOBE3MNAJIUTE/IHU CPEACTBA.

AKTHBHA CTOMAIIIHA HJTH AyOoJeHalHa A3Ba HJIM aHAMHE3a 34 peliIHBHpalla CTOMAIIHO-4YpEeBHA
I3Ba/KbpBeHEe (IBa WIH NOBeYe OTASITHH €MW301a Ha JOKa3aHa A3Ba WIH KbPBEHE).

AHaMHe3a 33 CTOMAIIIHO-YPEBHO KbPBEHE HIIH nepdopauys, CBbP3aHH ¢ NPEAMILIHO TEYEHHE ¢
HCIIBC.

Texxka cbpaedHa HeaocraTbuHocT (NYHA knac IV), 656peuHa HenocTaTb4HOCT HIH YepHOAPOoOHa
HEIOCTaThYHOCT (BX. TOUKA 4.4).

XﬁMDp&FH‘IH& Aunare3ia H KOoaryjiallHOHHH HApYUICHHA.

3HauHTeNIHA AexyuapaTtalud (IIpUYHHEHa OT MOBPhIAHE, AMAPHA WIH HENOCTATHYE
TEYHOCTH).




Mo03BYHO-CBAOBO WM APYTO AKTHBHO KBPBEHE.
Heua Ha BB3pacT noa 3 Mecela.
[TocneaHusT TpuMecThp Ha OpeMEHHOCTTA (BXK. TOUKA 4.0).

44 Coenuanas npeIynpexIeHHs H HpeANasHd MEPKH PR ynorpeba

Hanomssanero Ha biokMAKC 3a aena cee csirsTeTBai npueM Ha HCIIBC, sxmoyntenHo
Ce/leKTHBHH HHXHOWTOPH Ha LIMKAOOKCUIeHasa 2, TpsabBa aa ce n3dbsaraa.

ACTMATHYHUTE NalHeHTH TpAOBa 1a MOTHPCAT CHBETUTE HA CBOA JIEKap MpEeaH 1a U3IoI3BaT
noynpoden (Bx. no-n0my).

Hexenanure peakiMy Morat Ja ObAaT HAMAIEHU 4O MHHUMYM 4pe3 M3NO0A3BaHE Ha HaH-HHCKATA
edexTHBHA 1033, HEOOXOAHMMA 34 KOHTPOIIUPAHE HA CHMITTOMMTE, 38 Hal-KpaTKOTO BpeMe (BX. TOUKA
4.2 ¥ CTOMALIHO-YPEBHHUTE H CHPACYHO-CHAOBHTE PUCKOBE MO-00/y). JI03H, N0-BHCOKH OT
MpenopbYBAHUTE, MOraT Ja NMPEIU3BHKAT CEPHO3HH PHUCKOBE.

brokMAKC 3a nena TpabBa 1a ce npriara camo rpH ¢Tpora npeLeHKa Ha CbOTHOLICHHETO NOJ13a-
PHCK IIPH CIEAHUTE ChCTOSHHA:

- cucTeMeH Jynyc epureMartosyc (CJIE) unu apyru aBTOUMYHHH 3abonsBaHus

- BpPOAEHH HapylleHHs Ha MeTabon3Ma Ha noppUpHH (Hanp. ocTpa HHTEPMHTECHTHA
nopHps )

- ITbPBH 4 BTOPH TPUMECTBP Ha OpeMeHHOCTTa (BX. TOUKa 4.6)

- KbpMeHE (BXK. TouKka 4.6)

CrneuuanHo BEUMaHue TpAOBa J1a ce 0ObpHE B CACOHHTE CAYYaH:

- CTOMALIHO-YpEBHM 3a00/IABaHUS, BIUTIOYATETHO XPOHHYHH BB3NAIUTEIHH YpEeBHH

sabonsBaHus (yiLepo3eH KonuT, fonect Ha KpoH)

- CBhPACYHA HEAOCTATHYHOCT H XUIIEPTOHHA

- HaMasieHa 610peyHa PyHKIMA

- yepHOApOoOHA AMCPYHKUMA

- HapylleHa XeMOormnoesa

- nedeKTH Ha KoaryaluaTa Ha KpbBTa

- aJIEPrMH, CEHHA XpeMa, XpOHHYEH OTOK Ha HOCHATa JIMraBHIa, YBETHYEHH CAMBHLIH,
XPOHHUHO OOCTPYKTHBHO 3a60NsBaHe Ha NUXATEJNHHUTE ITHTHILA KK OPOHXHAIHA ACTMA KaTO
MOBMILEH PUCK OT aflepPrUYHH PEaKLMH, HACTHIBALIY [IPY TE3H NALUKEHTH. Te3u aneprauiy peaklmn
MO Aa ce MPEACTABAT KaTO aCTMaTHYHH aTaky (T. Hap. aHAJNETHYHA acTMa), eneM Ha KBuHke Win

yp'rmcapm
HEMOCPEACTBEHO Cliell FTONIEMH XHPYPTrHUHH HHTEPBEHLIHH

CmoMauHo-4pesHo KbpaeHe, A36a U RepPopayun

MMa choOLIEHHS 32 CTOMALIHO-YPEBHO KbPBEHE, A3Ba Wik nepdopauus, KOUTO MOraT J1a Obaar
datanun, ¢ scuukd HCIIBC no BeAKo BpeMe Ha JieueHUETO, ChC WM 0e3 npeaynpeaHTeNHH
CHMITTOMH WJIH TMpeJMIlIHa aHAMHE3Aa 32 CEPHO3IHH CTOMAIIHO-4YPEBHH CHOUTHA.

PHUCKBT OT CTOMAIIHO-YPEBHO KBPBEHE, A3Ba WIH niepdopaliys € No-BHCOK C HAPaCTBaHE HA 1032
HCTIBC npu naiueHTH ¢ aHAMHE3a 32 A3Ba, 0CODEHO aKo € YC/I0KHEHA C KPBBOH3JIHB WUJT
niepdopaliia (Bxk. Touka 4.3), 4 MpH NALMEHTH B CTapUECKa Bb3pacT. Te3H MalHeHTH TP ! #
3aM0YHAT JCUEHHE ¢ Hali-HHCKAaTa BB3MOKHa 103a. [Ipu Te3u nauneHTH TpAbBa Aa ce of)

KOMOHHHPAHO JIeYEHHE CHC 3AlIHTHH CpecTBa (HAMP. MH3OMPOCTON HIH KHXHOMTOP
MOMMNA), a ChIIO ¥ OPH NALMEHTHTE, TP KOUTO CE H3HCKBA €IHOBPEMEHHO MPHIIOXKEHNE
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7034 alEeTHICATHIIOBA KHCEHMHA WIH OPYTH JIEKapCTBEHH NPOAYKTH, KOHTO MOTaT Ja yBeau4ar
CTOMALLIHO-YPEBHHA PHCK (BXK. [T0-IOY U To4Ka 4.5).

[TaumeHTH ¢ aHaMHe3a 33 CTOMALIHO-YPEeBHA TOKCHYHOCT, 0COOEHO TaKHBa B CTAPYECKA Bb3PACT,
clie/iBa ja cpo0maBaTr BCIKAKBH HEOOHUYAMHN KOpEeMHH CHMITTOMH (0COOEHO CTOMAIIHO-YPEBHO
KbpBeHe), 0COOEHO B HAa4aJIHHTE €TalH Ha JIEUEHHETO.

[Ipenopbyea ¢ NOBHIEHO BHHMAaHHE TIPH NALMEHTH, MOTy4aBalll CBITHTCTBALIO JCUCHUE, KOSTO
MOJXKE 2 YBEJIMYH PHCKA OT 93B3 HWJIH KEPBEHE KaTO NEPOPaIHH KOPTHKOCTEPOHH, AHTHKOAryJIaHTH
KaTo BapdapvH WIH XemapHH, CeleKTHBHH HHXHOUTOpH Ha 0OpaTHOTO 3aXBalllaHe HA CEPOTOHHHA
MJTH AHTUTPOMOOTHYHM CPEACTBA KaTO allETWICATHLIMIOBE KHCENHHA (BX. TOYKA 4.5).

Koraro nput naumeHTH, nomy4apaiy brokMAKC 3a ziena, Bb3HHKHE CTOMAIIHO-YPEBHO KBPBEHE HITH
1384, JeueHHeTo TpAOBa Ja Oble NpeKpaTeHo.

HCTIBC cniensa aa ce AaBaT BHUMATENHO MPH NMAUMEHTH ¢ aHAMHE3a 38 CTOMALIHO-YPEBHO
3abonapane (yILepo3eH KOIHT, OonecT Ha KpoH), Thil KaTo ChbCTOSHHETO HM MOXE J1a ce 000CTpH

(Bx. TO4KA 4.8).

Hayuenmu 6 cmapyecka év3pacm
[Ipu mauyeHTH B CTApP4YECcKa BB3PACT ChIIECCTRYBA MNOBHIICHA YECTOTA HA HEXEJIAHUTE PEaKIliH KbM

HCIIBC, ocofeHo cToMalIHO-UpEBHO KbpBeHe H nepdopals, KOUTO Morar Aa 6paar ¢aTaiHH (BX.
Touka 4.2).

Cbpoeuno-cv008U U MOIBUHO-CHO0BU PEAKYUU

Usnckea ce BHUMaHUE (pa3roBOp ¢ Jiekap Wik papMalleBT) NpeaH 3arnovBaHe Ha IEHEHHE Npy
NAIIMEHTH ¢ aHAMHE3a 33 XMIIEPTOHMS /MM ChpJie4Ha HETOCTATBYHOCT, Thil KATO UMA CHODLIEHHS 32
3aTbp)KaHe Ha TEYHOCTH, XHITEPTOHUS H OTOK BbB Bph3Ka ¢ feveHue ¢ HCIIBC.

KyiHHM4HH npOyYBaHHA NOKA3BAT, Y€ H3MOI3BaHeTO Ha HOynpodeH, oco0eHO nNpH BUCOKA 4032
(2400 mg/nex), Moxe na 6uae CBBP3AHO C JIEKO TOBHILEH PUCK OT apTepPHAaIHH TPOMOOTHYHH
cpOHTHA (Hanp. HHQApKT Ha MAOKApAa WK HHCYNT). Karo 110 €MHASMHOJIOTHYHHTE H3C/IeBAHHUA
He NOKa3BaT, ye HHckKa no3a Hoynpoden (HanpuMep < 1200 mg/neH) e cebp3aHa ¢ MOBULICH PUCK OT
apTepHaiHa TpoMbo3a.

[NaumeHTH ¢ HEKOHTPOIMPaHa XUNEPTOHHA, 3acToliHa chpaeyHa HexoctaTbuHocT (NYHA 1I-111),
yCcTaHOBEHa HCXeMHYHa 6oMecT Ha CBpUETO, NepHdepHa apTepHanta 6onect H/HIH MO3BbYHO-CHO0BH
sabonaBaHua TpAGBa Ja ce JeKyBaT ¢ HOynpodeH caMo cliell BHUMaTeIHa NPELICHKa U TpsaOBa fia ce
H30ArBaT BUCOKH n03H (2400 mg/neH).

Tpabea ¢cHINO 14 ce HANPaBX BHUMATEITHA MPELEHKA MPEOH 3aMo4BaHe Ha ABJITOCPOUHO JICYEHHE Ha
NauMeHTH ¢ pUCKOBH (aKTOpH 3a ChpAEYHO-CHAOBH CHOHTHA (HAMp. XHIICPTOHHUSA, XHUITEPIHITHIACMHS,
1axapeH AHabeT, MyleHe), 0coBeHo aKo Ce M3MCKBAT BUCOKH 1034 HBynpoden (2400 mg/neH).

Cay4au Ha cuHapoM Ha Kounis ca JoknazgBaHy NpH NauMeHTH, JeKyBaHu ¢ HOynpogpeH. CHHAPOMBT
Ha Kounis ce geduHHpa KaTo ChpASYHOCHAOBH CUMITTOMH B pe3yJITAT HA AJICPrHYHa peaKlUus HIH
peakiui Ha CBPBXUYBCTBHTE/IHOCT, CBbp3aHa ¢ KOHCTPUKUMHA HA KOPOHAPHHTE apTEPHU H
NOTEHLUHANHO BOAENA KO HHPAPKT HAa MHOKApAA.

Teorcku xooxcnu neaxcenanu peaxyuu (SCAR)
TeXXKH KOXKHH HEXKENaHH peaKLiuH, BKIIOYHTEIHO EKCPOIHATHBEH JePMATHT, epUTEMa -
cuHApoM Ha Stevens-Johnson (8JS), TokcuuHa enuaepmanta Hekponusa (TEN), u neka Ziﬁf )
peakuus ¢ €o3MHOGMINA U cHcTeMHH cHMIrToMH (DRESS cHHapoM) H ocTpa resepai gy ., g
ek3eMaTo3Ha myctynosa (AGEP), KoHTO MOXKe a ca JKHBOTO3acTpalllaBalllH HITH C JI€ Pxeyt
cpOOIIEHH BEB BpE3Ka ¢ ynoTpeba Ha nbynpodeH (Bx. Touka 4.8). [loseuero or Te3H |



BB3HHKBAT B paMKUTE Ha ITbpBHA Mecell. IIpH nosBa Ha npu3HalH ¥ CUMITTOMH, Npeanoaraliu
NnosBarTa Ha Te3H peakuuH, ubynpoden TpadBa aa Obae He3abaBHO CpsH U Aa ce 0dMHUCIH
aNTEPHATUBHO JIeueHHe (Cropea HeoOXoauMOoCTTa).

B M3KTIOYMTENTHY CITy4au BapHLena MOXKe Ja Oblie B OCHOBATA HA CEPHO3HU UH(EKIMO3HH
yC/IOKHEHHA Ha KOXATa M MEKHTE TbKaHH. KbM JHeIlIHa 1aTa HE MOXKE Ja Ce U3K/IHOUM POJIATa Ha
HCIIBC 3a rnoinaBaHeTO Ha Te3d HHGeKMH. Taka ue e mpenopb4HTENHO Aa ce u3barea ynortpebdara
Ha biokMAKC 3a neua nmpu BapHuena.

Egpexmu evpxy 6vbpeyume

HUOynpoden Moxke a NpeH3BHKA 3abpXKaHe Ha HAaTpHH, KaJldi M TEUHOCTH MPH MNMaLHEHTH, KOUTO
He ca cTpanany ot 6x0peyHH HapyllleHHs, Topaay Herosus €ekT BupXy ObOpeunara nepdysus.
ToBa MoOXxe Aa MpUYMHH OTOK HJIH AOPH Aa AOBeAE A0 ChPACYHA HEXOCTATBYHOCT HIM XHNEPTOHHA
NPH OPEIPasNOOKESHH MAaLMEHTH.

Kaxro npu apyrn HCIIBC, npoaB/DKUTENHO NPHIOKEHKHE Ha HOynpodeH Ha XXHBOTHH € JOBEJIO 10
6p6peutia nanmiaapHa HeKpo3a H IPYTH NaTonoruyHu 6x6peunu npomeHu. [1pu xopa uMma cbobuieHns
33 OCTBp HHTEPCTHLHAIEH HEe(QPHUT C XeMaTypHs, MPOTEHHYPHS U TOHAKOra HeppOTHUYEH CHHIPOM.
Chy4yan Ha 0p0pedHa TOKCHUHOCT Ca HaOI0JaBaHH ChLIO U [TPH NMALHEHTH, IIPH KCGHTO
MpOCTarIaHAHWHHTE HrpadsT KOMIICHCATOPHA POJIA B NOANbpkaHeTo Ha ObOpeuHara nepdy3us. [1pu
Te3u nauueHTd npunoxeHuero Ha HCTIBC moxke aa goseae Ao 10303aBUCHMO HAMAJCHHE BLB
¢opMHpaHeTO Ha NpOCTariaHAHH U BTOPpHYHO B OLOpEeYHHS KPBBEH IOTOK, KOETO MOXKE 13 YCKODH
u3gBeHa 6b0peuHa aexomnencanua. IlanueHTHTE C HAR-TOISM PUCK 32 pa3BUTHE Ha Ta3H peakLua ca
Te3u ¢ OnOpeuHa AucPyHKUMA, ChpAEYHA HEROCTATLYHOCT, YePHOAPOOHa AMCHYHKIHA, OOTHHTE,
npreMaind guypetuid 1 ACE-unxuGuropH, U Te3u B crapuecka Bp3pacTt. [lpexkparasane Ha
neuennero ¢ HCIIBC obMkHOBEHO ce MOCIeBa OT Bb3CTAHOBABAHE HA ChCTOSHUETO ITPEAHM

JACUYCHHUCTO.

Hma puck or O6u0peuHO YBpeXIaHe NpU ACXUAPAaTUPAaHH Jiella, JOHOLLIH U XOpa B CTapueCcka Bh3IpacT.

Anepzuunu peaxyuu

MHoro psako ce HadNIOAaBaT TEXKH OCTPH peakLIMM Ha CBPBXYYBCTBHTENHOCT (HArIp.
aHadwiaxkriyeH wok). [Ipu nbpBHTE NPH3HALIM HA peakLiMA Ha CBPbXUYBCTBHTEIHOCT CJIE
npHeMaHe/mpunoxeHue Ha BnokMAKC 3a neua , neuenuero Tpadsa aa 6bae npexpaTeHo.
Creupanu3upaH nepcoHan TpAOBa Aa 3alovHe HeoOXOMMMHTE MEAHLIMHCKH MEPKH CIIOpeX
CUMIITOMHTE,

Heobxoaumo € noBHIIEHO BHUMAaHKE NPH NMalMeHTH, KOUTO ¢4 UMAaIH CBPbXYYBCTBUTEIHOCT HIH
aJICPrHYHM PeaKLHH, ThH KaTo Te MOXKE Ja ¢a U3/0)KEHH Ha MOBHMINEH PUCK OT peakLiiH Ha
CBPBXYYBCTBUTENHOCT, HacThNBaiud ¢ bnokMAKC 3a neua.

Hpyau npeonaznu mepxu
BpoHxocnazbM, ypTHKApPHI M aHTMOESAEM MOTaT Aa Bb3HUKHAT NPH MalHUEHTH, CTPaJaliH OT WM ¢
MHHaJIa aHaMHe3a 3a OpOHXHAIHA aCTMa, XpOHHUYEH PHHHT, CHHY3HT, Ha3aJHH [TOJIMITH, aACHONAH

WIH ajleprudHu 3a00/19BaHmA.

Hoynpoder Moxke na Mackdpa [MPH3HALIM HIIM CUMITTOMH Ha HHEKUHA (MOBHILIEHA TEMIIEpaTypa,
O0Ka H OTOK).

Mackupane na cumnmomume Ha noonexcawume uHpexyuu
brokMAKC 3a geila MOXKe J1a MAaCKHpa CHMITTOMHTE Ha HHQEKLH, KOETO MOXKE /1a N0Be A
3abaBsiHE Ha 3aMIOYBaHe Ha NMOAXOAAMHIO JIEYEHHE H 10 TO3H HAYHH Ja BIIOLIH H3X0Aa OT fREeiIY 'y
ToBa ce HabmonaBa npu GaKTepHATHA THEBMOHHSA, MPUIOOHTA B 00LIECTBOTO, KakTO U [Ip& [ YN~V
GaKTepHaTHHTE yCIoXKHEHHA Ha BapHuena. Korato bnokMAKC 3a aena ce nprnara 3a pedeNue A
¢
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MOBUINIEHA TEMIIEPATYpa WM 3a obnekuaBaHe Ha O0NkaTa BbB Bpb3Ka ¢ HHPEKIM, CE Npenopbysa
HabmoaeHHe Ha MHGeKIMaTa. [Ipy H3BBHOOIHUYHY YCIOBUS MALMEHTHT TPAOBa Ja ¢& KOHCYJITUpa C
JIeKap, aK0 CUMITTOMHTE NEPCHCTUPAT WM Ce BJIOLLABAT.

[TpoasipkHTENTHaTA YNoTpeOa Ha BCAKakKbLB BHA O0IKOYCIIOKOABAIIO 3a MAaBo0oIHe MOXe 13 ro
BJIOLIH. AKO Bb3HHKHE WK C€ MOA03Mpa TaKapa CUTyanus, TpabRra aAa ce nojryyd MEQUIIMHCKA TTOMOLL
K JieueHHeTo TpabBa na 6bae npekpareHo. JHarHocTHIMpaHeTo Ha [1aBo0O0IHE NOopaaH MpeKalIBaHe
C lekapcTBa TpaOBa Aa ce ¥Ma MpeABUL NPH NMALHEHTH, KOMTO UMAT HEeCTO WIHM €XKEAHEBHO
rnapobonHe BeNpekH (WIH MopaaH) peaoBHaTa ynorpeda Ha iekapcTBa 3a riasodbonue.

Kato usno, xaburyanHuaT npueM Ha 601KOyCnokoaBailH, 0cobeHO KOMOHHAUNS OT HAKOIKO
00e3009BaIH AKTUBHH BELLECTBA, MOXE Ja AOBeAE A0 TpaidHO OBLOpeUHO yBpeKaaHe ¢ PHCK OT
OBp0peuna HeIOCTATHYHOCT. TO3H PHCK MOJKE J1a Ce YBeWYH NpH PHU3UYECKO HATOBAPBAHE, CBHP3aHO
ChC 3arybara Ha conu U Aexuapatauus. [To Tasu npuurHa ToBa TpsOBa Ja ce U30Area.

[To BpeMe Ha euenne ¢ uOynpodieH ca HabaKOAABAHH HAKOH ClTy4al ChC CHMITTOMH Ha aCelTHYCH
MEHHHTHT KATO CXBAaILAHE Ha BpaTa, rnasobonue, rajeHe, NOBphLIAHE, BUCOKA TeMNepaTypa Hid
AC30PHEHTALIHA NPH NALMEHTH ChC ChILECTBYBAIY ABTOHMYHHHM HapyLUCHHS (KaTO CUCTEMEH JNYITyC
€PHTEMATO3YC, CMECEHO 3a00NIBaHE HA CheAHHWTETHATA ThKaH).

Hoynpoden moxxe BpeMEHHO 1a HHXHOKHpa TpOMOOLIMTHATA arperawnus U Ja yAh/DKY BpEMETO HA
KbpBeHe. ClieJoBaTellHO MALMEHTH ¢ JeEeKTH Ha KPbBOCKCUPBAHETO HITH Ha AHTHKOAryJIaHTHA
Tepanus TpsORa ga ce HabArAaBaT BHUMATETHO.

B crryuaii Ha ARITOCPOUHO NeveHne ¢ HOynpodeH € HeoOXOANMO IEPHOIHYHO HAOMIOAEHHE Ha
yepHOApoOHAaTa ¥ OROpeuHaTa QYHKLHMA, KAKTO U Ha OpOA Ha KPBBHUTE KIETKH, OCODEHO MpH
BUCOKOPHCKOBH MALMEHTH.

KoncyManmaTa Ha ankoxon Tps0Ba Aa ce H304rea, Thit KATO TOBA MOXKE A 3aCHJIM HEXKEJTaHHUTE
peaxiu Ha HCITIBC, ocobeHo axo 3acarat cTOMAaUIHO-UYPEBHHA TPAKT WIM LIEHTPATHATA HEPBHA
CHUCTEMA.

[TaumenTH, npueMawny udynpogeH, TpadBa Aa cbOOLUABAT Ha CBOA JICKAP NPH3HANH HIH CHMIOTOMH
Ha CTOMALIHO-YPEBHH A3BU WIH KbPBEHE, 3aMBIJICHO 3pEHHUE WIH OPYIH OYHH CHMIITOMH, KOXHH
oOpHBH, HANNABAHE HA TEr0 WM OTOK.

[To oTHOUMIEHHE HA QEPTHIIHOCTTA NPH KEHHUTE BHXKTE TOUKA 4.6.

baoxkMAKC 3a nena cpanpxa 1,500 mg copburon B 5 ml opanna cycneHsus.

CopOHTONBT € H3TOMHKK Ha $pykTo3a. [TauneHTH ¢ HacAeaACTBEHA HEMMOHOCHMOCT KEM (PpYKTO3aTa
(HFI) ve TpabBa na npyveMar wid Aa ObJaT noJjiaraHu Ha TOBA JIEKAPCTRO.

CopOHTONBT MOXKE 18 MPUUKHHHK CTOMAILHO-YPEBHO HEpa3NoIoxkeHHe | cnabo H3pa3eHo cIabHTeNHO
IEHCTBHE.

Tpabra na ce ¥Ma npeaBHa aAUTUBHUMAT €PEKT Ha CHIIBTCTBALLO NPWIArAHH NPOAYKTH, ChABPXKALIH
copbuTon (WK GpyKTO3a), KAKTO M XpPaHHUTE/IHUAT NpHeM Ha copbuTton (unH ppykrosa).
CbIabpakaHUeTo Ha COPOUTON B IEKAPCTBEHH MPOAYKTH 32 [IEPOPATHO NMPHIIOXKEHHE MOXKE Ja TIOBJIHAC
OMOHANUMYHOCTTA Ha APYTH NEPOPANTHA IEKAPCTBEHH MPOAYKTH, KOMTO C€ IIpHiaraT ChITbTCTBALLLO.

baokMAKC 3a gena coabpxa 0,19 acnapraMm B 5 m! opanHa cycnieHsus.
AcnapramMbT € H3TOMHHK Ha QeHunanaHuH. KoraTto ce rnpueMa nepopanHo, acnapTaMbT CE
XHAPOJIM3HPA B CTOMALIHO-YPEBHHA TPakT. EAUH OT OCHOBHHTE NMPOXYKTH Ha XHIPOIH3aAPE
¢enunanaHuH. Moxe aa Bu HaBpenu, ako umare heHUIKETOHYpHS. -

BaoxMAKC 3a gena cpabppxa no-Maako ot 1 mmol sarpri (23 mg) Ha 10 ml op y ;o)
(MakcUMaliHa eJMHUYHA A038), T.€. MOXE Ja Ce KaXe, Ye NPakTHYCCKH HE ChABPHka Hayp



4.5 BiaamopeiicTBHe ¢ ZpYIH JIEKAPCTBEHH NPOAYKTH H ApYrd ¢opmma HA B3aHMoJeHCTBHE

Hbéynpogen mpsabsa da ce uzbazea 8 xomMbunayusa cue:

ALETHICATIMIMIIOBa KHCEIHHA: EQHOBpEMEHHOTO NpHIOKeHKe Ha HOynpodeH U aueTWICAIHLIKIIOBa
KHCEIHHa OOMKHOBEHO He ce NMpenopb4Ba Nopagy MOTeHUMAaNa 32 NOBHIIIABAHE HA HEXETAHUTE
pPeaKkUHH, OCBEH aKO JIEKap He e MpeAnucal HUCKa 403a aleTHICATHIIMIIOBA KHCE/IMHA (He Han 75 mg
JIHEBHO).

ExcniepyMeHTaIHH AaHHH NOKA3BAT, Y€ KOraTo ce MpHIaraT eHOBpEeMEHHO, u0ynpodeH
KOHKYPEHTHO MOXeE fla HHXHOHpa edekTa Ha HUCKaTa 4033 aleTHICAJIHLIWIOBA KHCE/IHHA BBPXY
TpOMOOLIHTHATA arperaluyi. BbrpekH de MMa HECHI'YPHOCT MO OTHOLIEHHE Ha €KCTParnoJIaliHATa Ha
T€3M JaHHH KBM KIHHHYHATA CHTYALHA, HE MOXKe Ja C& H3KJIKO4YH Bb3MOKHOCTTA PEAOBHATA,
ABIrocpoydHa yrorpeba Ha ubynpodieH na HaMaJId KapAHOTIPOTEKTOPHHUA edeKT Ha HHCKA 032
ALISTHICAHIIMIOBA KHceauHa. He ce cunra BepoaTHO yrorpedaTta Ha HOyNpogeH OT BpeME Ha BPEME
Ja JoBede JO HAKAKBB KIIMHHYHO 3Ha4YuM edekT (BXK. Touka 5.1).

Hpyru HCIIBC, BKIIOMHTENHO CENEKTHBHY HHXHOUTOPH Ha LIMKIIOOKCHTEeHa3a-2: M3barsaifre
eHOBpeMeHHaTa ynorpebda Ha asa win noseve HCIIBC, Tei kaTo TOBa MOXeE a YBEJTHUHM PHCKA OT

HEXEaHK peaKuMK (BX. TOUKa 4.4).

Hbynpoghen mpsbea da ce usnonzea 8HuMamenno 8 KOMOUHAYWL CbC:
Antnkoarynanti: HCIIBC Morar aa 3acinaT epekTuTe Ha aHTUKOaryJiaHTH KaTo BapdapHH (BXK.
To4uKa 4.4).

AuTuxunepreH3nBHH cpeacTea (ACE-unxuburopn, 6era-6nokepu 1 anruoreH3uH-II peuenropun
aHtaroHrcTH) H anyperuun: HCIIBC mMorat na HaMansaT edexra Ha Te3H aekapcetea. JlnyperuunTe
MOTaT Ja yBenuuar pucka ot HepporokcruHocT Ha HCTIBC. EaHoBpeMeHHOTO NMPHIOKEHHE Ha
uoynpodeH B kanui-cbxpaHaBainH auypeTHid Wik ACE-uHxuburopH Moxe 1a noseae no
xunepkaneMusa. Heobxoaumo e BHUMaTenHo HabmoneHHe Ha HHBATA Ha KalHui.

Karrronpun: ExcniepUMeHTaTHH NPOYYBAHHKSA NTOKA3BAT, ye HOYIIpOodeH NpoTHBOACHCTBA HA edeKTa Ha
KAITTOIPILUT HA MOBHIIICHA EKCKPEIMsA Ha HATPHH.

Koptukocrepounu: [ToBHIlIEH PUCK OT CTOMAILIHO-4YPEBHH A3BU UITY KbpBEHE (BX. TOuKa 4.4).

AHTHTPOMOOLIMTHH CPEACTBA H CEJICKTHBHH HHXHOUTOpPH HAa 00paTHOTO 3aXBalllaHE HA CEPOTOHHHA
(SSRIs): moBMIEH PHCK OT CTOMALIHO-YpEeBHO KbpBeHE (BxkK. Touka 4.4). HCIIBC He Tpabsa aa ce
KOMOHHHpAT C aHTHTPOMOOLIUTHYU CPEACTBA KaTO THKIOMMIUH NOpaay aJuTHBHOTO HHXHOHPAHE Ha

TpomboLTHATa GYHKLINA. .

Crpaeunn raukosuan: HCTIBC MoraT ga o0OCTpAT chpAedHAa HEAOCTATEYHOCT, Aa HaMamaT GFR n
14 YBEJIHYAT IUIa3MEHHUTE HHUBA HA CHPACYHHTE INTUKO3UAH (HAIp. AUTOKCHH),

JIwruii: UMa gokasaTeCTBa 38 MOTEHUHMAJIHO TIOBHILEHME HA TUIa3MEHUTE HHBAa HAa JIMTHH.

Merorpekcar: HCIIBC uuxubupar TyGynHaTa cekpeLis Ha METOTPEKCAT U B pe3yJITaT Ha
NMOHWKEHHA KIHPBHC HA METOTPEKCAT MOTAT [1a Bb3HMKHAT HAKOH METabOIHTHH B3aHMOICHCTBHA.
[IprnoxenueTo Ha OynpodeH B paMKUTe Ha 24 yaca nNpeau KIH cnel NpuiaraHe Ha METOTPEKCAT
MOXE JIa JOBEJE N0 MOBHILICHA KOHLIEHTPALUS Ha METOTPEKCAT K YBE/IHYABAHE HA HETOBHTE TOKCHYHU
edextu. CnenoBareaHo eaHoBpeMeHHara ynotpeba Ha HCIBC u BUCOKH 103H METOTpEKCa

[1pH JE€YEHHE ¢ HUCKA 10338 METOTPeKcaT, 0cOOEHO NMPH NMaLMEeHTH ¢ HapylieHa 6s0pey
[Tpu koMOHuHMpaHO NeueHHue TpaOBa aa ce cinenu OpOpeuHara pyHKUMA.

Huxnocnopun: IToBUilIeH PACK OT HEPPOTOKCHHYHOCT.



Mudenpucron: HCIIBC He Tpabea na ce usnonsear 8—12 aHu ¢lie NpUIOKEHHETO Ha
MH(ENPHCTOH, Thii KATO T€ MOTAT Ja HAMANAT edekTa Ha MHQENPHCTOH.

Taxponumyc: Koraro HCIIBC ce naBat ¢ TakpoauMyc, € Bb3MOXKHO NOBHIIIaBaHE Ha PHCKa OT
HE(PPOTOKCHYHOCT.

3ugopyauH: Koraro HCIIBC ce gaBat ¢bC 3MA0BYAMH, HMa MTOBHILCH PHCK OT X€MAaTOJIOrHYHA
TOKCHYHOCT. MMa 10Ka3aTeNCTRO 32 NOBHINIEH PHCK OT XeMapTpo3H ¥ xemaToMy npy HIV(+)
XeMO(WIHLIH, NMOJIy4YaBaillH €AHOBPEMEHHO JICUEHHE ChC 3UAOBYIHH M HOynpodeH.

XHHOTOHOBH aHTHOMOTHLM: JlaHHH npH xkMBOTHHU couart, e HCIIBC Morar na yBesnuar pHcka or
rkpUoOBe, CBHP3aHH ¢ XMHONOHOBH anTHOuoTuuM. [Ipu nammentn, npuemMai HCIIBC v xuHOMOHM,
MOJKE J1a CHIIECTBYBA MOBHIIEH PUCK OT pa3BUTHE Ha KOHBYJICHH.

Cyndanunypeitiu npoaykti: HCITBC moraT aa noBUIIAT XHITOINTUKEMHYHMA eEKT Ha
cynpaHwTypeiiHuTe NPoAYKTH. [IpH eAHOBpEeMEHHO JieueHHe ce NMpenopr4Ba HabloJeHHe Ha
KpBBHATA 3axap.

Amunornukosuau: HCITBC morar fa 3a6aBST eTHMHHHPAHETO HA AMUHOTIMKO3MANTE M 1a YBENUYaT
TAXHATA TOKCUYHOCT.

Huxuburopu Ha CYP2C9 (Hanp. BopHkoHa3on Wil ¢uiykoHazon): EAHOBpeMEHHOTO NpHIoKEeHHEe Ha
nbyrpoden ¢ HuxuGuTopH Ha CYP2C9 Moxke a YBeTHYH eKCro3HLHATA Ha HEGynpodien (CybeTpaT
Ha CYP2C9). B npoyusane ¢ BopukoHa3on U ¢paykoHazon (mHxubutopu Ha CYP2C9) e nokazana
NOBMIIIEHA eKCTIO3HIMA Ka S(+)-ubynpoden ¢ npubnusurenso §0 no 100%. Tpabsa aa ce oOMHUCIH
HaMaJIsBaHe Ha Jo3aTa Ha uOynpodeH, KOraTo ce NpuiaraT ¢HOBPEMEHHO MOLHH HHXHOUTOPH Ha

CYP2C9, ocobeHo xoraro BUCOKH JO3H HOynpodeH ce mpuaaraT ¢ BOPUKOHA30I WIH GTyKOHA30JL.

XonectupamMuH: CBITBTCTBALLO JIEUEHHE C XOJIECTHPAMUH H HOYNpodeH BOIW A0 YIBDKEHA H
HamaneHa (25%) abcopOrus Ha ubynpoden. Jlekapcreenure npogyktu TpaOBa Aa ce NpUIaraT Ha
MHTEPRAJ] OT NNOHE IBa Yyaca.

bunkosu excTpakTi: ['nHKO OMnoba Moxke na yBendud pucka ot kbpeede ¢ HCIIBC.

Aunxoxon: Hanonssanero Ha HOynpodeH NpH IMUA ¢ XPOHHYHA KOHCYManma Ha ankoxon (1420
HallHTKH/ce IMHIIa WIH NMoBede) TpAOBa 1a ¢ce Uu30Area nopaau NOBHUILEHHSA PUCK OT 3HAYHUTEJIHH
HEeXEIaHH PeaKklMM OT CTpaHA HA CTOMAIITHO-YPEBHUS TPAKT, BIUTIOYHTEIHO KhpBEHE.

4.6 DepTHIRTET, )PEMEHHOCT H KbPMEHE

bpeMeHHOCT
HuxuOHpaHeTO Ha CHHTE3a Ha NPOCTArJaHIHHUTE MOXKe 13 MOBIHAEC HEOIaronpuATHO OpEMEHHOCTTA

W/HITH pa3BUTHETO HA 3apoauiua/ioaa. JIaHHH OT enuIeMHOJJOTHYHH NpOYYBaHHAA NOKa3BaT

MOBHIIEH PUCK OT CIIOHTAHEH abopT, chpAeHHH Mal(OpMaLHH H TACTPOCXH3HC CIIEA M3MOJI3BAHETO
Ha MHXUOHWTOD HA CHHTe3a Ha MPOCTArNIaHIMHHTE B HAYAIOTO Ha OpeMeHHOCTTA. AOCOMOTHHAT PHCK

32 CHPASYHO-CHA0OBH Man(opMalluK e YBeIHYeH OT no-Manko oT 1% no npubnusutenHo 1,5%. CMara
ce, Ye PUCKBT Ce YBeJIHYaBa ¢ 103aTa U NPOAL/DKUTENHOCTTA Ha JIeYeHHE.

[lpv JKMBOTHH € JOKA3aHO, Y€ NPHIOKEHHETO HA HHXHOHTOP Ha CHHTE3a Ha NPOCTAMIAHIMBITE T
1O MOBHILIEHH TIPE]i- H CIEAUMIUIAHTAIHOKHH 3ary6y B 110 eMGpHO-(eTalHa CMEpPTHOCT #
NOIILTHEHHE, NPH JKHBOTHH UMa ChOGIICHKS 32 MOBHIIEHA YECTOTA Ha pasIiriii Maqyhges

BKJTIIOYHTETHO CHPACYHO-CHAOBU, IPH MPWIaraHe Ha MHXHOUTOP Ha CHHTE3a Ha MPOCT
O BPEME Ha OpraHoreHe3ara.



Ot 20-ara ceaMuua ot OpeMeHHocTTa HaTaThK ynorpebara Ha biokMAKC 3a gena moxe fa

NPUYHHK OJIMTOXUIPAMHHOH, IBDKAII ¢ce Ha HapyeHue Ha Op6pedHaTa ¢pyHkumd Ha deryca. Tosa
MOJKE JIa Ce MOABH CKOPO Clie]] 3alTOYBaHE Ha JTEYEHHUETO U OOMKHOBEHO € 0OpaTHMO NpH
npekparssade My. B gomeHeHne, vMa ¢hO0IEHNS 3a CTECHABAHE Ha ductus arteriosus CJie]l ICUeHUe

Npe3 BTOpUA TPUMECTEP, IOBEHETO OT KOUTO OT3BYUYaBaT CIE/ [IPpEKpaTIBaHE Ha JICYCHHUETO.
CnenoBaresHo, [0 BpeMe Ha ITBPBHUA H BTOpUA TpuMecThp Ha OpemeHHocTTa biiokMAKC 3a geua He
TpaOBa J1a ce 1aBa, OCBEH ako He e KareropuyHo HanoxkuteaHo. Ako biiokMAKC 3a geua ce
M3M0JI3Ba OT JKEHA, KOATO C& ONMUTBA J1a 3a4CHe, WIH 10 BpeMe Ha bPBHA H BTOPHS TPHMECTHP HA
OpemMeHOCTTa, N03aTa TPAOBA a c¢ MOAOBP)KA HACKA U NIPOABIDKHTEIIHOCTTA Ha JISYEHHETO J1a €
BB3MOKHO HaH-KpaTKa.

Crnen excrio3uniug Ha biokMAKC 3a nena B npoabk/nkeHHe Ha HAKOJKO THH OT 20-aTa recTalfHOHHA
ceMUIIa HATATHK TPpAOBA 11a ce OOMUCIHM AHTEHATAJIHO MPOC/IEAIBAHE 34 OJIMTOXUIPaAMHHOH H
cTecHABaHe Ha ductus arteriosus. Ynotpebara Ha baoxMAKC 3a aeua tpsabsa aa ce NpeyCcTaHORBH,
aK0 ce YCTAHOBH ONMIOXHMIPAMHHOH WIH CTECHABaHE Ha ductus arteriosus.

[To BpeMe Ha TpeTHA TPHMECTHP Ha OpeMeHHOCTTa BCHYKH HHXHOHTOPH Ha CHHTE3a Ha

NPOCTAlJIAHAWHHTE MOTAT [ M3/10XKAT IUI0a Ha:
- CBpaeYHO-CHA0BA TOKCHYHOCT (NMPexAeBpeMEHHO CTECHABAHE/3aTBapsAHE Ha ductus arteriosus

H OenoapobHa XunepToHus)
- bnbpeuna auchyHxumsa(BXK. ro-rope);

MaiikaTa 1 HOBOpPOAEHOTO B Kpad Ha OPEMEHHOCTTA Ha:
- EBeHTyanHO yabaaBaHe Ha BpEMETO Ha KbpBEHE, aHTHarperupall eekr, KOUTo Moxe 1a
BB3HUKHE AOPH IIPU MHOTO HUCKH TO3H
- HuxubupaHe Ha MAaTOUYHHUTE KOHTPAKLIHHU, KOETO BOAH A0 3a0aBEHO WIH NPOABLDKHTEITHO

pakaaHe.

Cnenosarenso bnokMAKC 3a neua ¢ mMpoTHBONOKA3aH MO BpeMe Ha TPEeTHs TPHMECTDP Ha
OpeMeHHOCTTA (BX. TOUKa 4.3).

KbpMene

Hb6ynpodeH ce eKCKpeTHpa B KbpMaTa, HO IIpY TEPANeBTHYHH AO3H 10 BpeME Ha KpaTKOCPOYHO
JeYeHHE PUCKET 3a MOBIMABAHE HA KbPMAadyeTO H3ITIEKa MAJIko BepoaTeH. Ako obaue € NpeaAnucaHo
[10-ABJIro JieueHue, TpabBa ga ce obmucnu paHHO oTOHBaHeE.

DepTUIUTET

HanonzsaHeTo Ha HOYTNIpodeH MOXe 1a yBpean GEPTUWINTETA U HE C€ NPENOPHYBA MPH KEHU, KOUTO
ce OTNMTBAT Ja 3a4eHaT. [IpH »eHH, KOUTO UMAT TPYAHOCTH MPH 3a4€BaHe HIIH KOUTO €a IOJTOXKEHU
Ha u3caenpaHe Ha Oesmioaue, TpabBa ga ce oOmMucau cnupane Ha npueMa Ha biiokMAKC 3a nena.

4.7 EdexTH BLpPXy cnoco0HOCTTA 32 modapane H padora ¢ MANIHHA

H6ynpoden 06MKHOBEHO He MOBIHABA CIOCOOHOCTTA 32 MIodUpaHe ¥ padboTa ¢ MaMHK. THH Kato
MpH BUCOKH JO3H MOTAT J1a Bb3HUKHAT HEXKEJTAHM PEaKIUH KaTO yMOpa, ChHIHBOCT, CBETOBBPTEK
(cho0IIaBaH KaTo YecTa peaklHa) ¥ 3pUTE/THH HapyLIeHHs (CHOOIIAaBaHU KATO HEYeCTa PeaKiys),
CITIOCOOHOCTTA 3a mModHpane WK paboTa ¢ MalIMHK MOXKE a Oblie HApyllIeHa B OTAEIHH CTyJaH.
To3u edekr ce ycuasa OT ¢IHOBPEMEHHATA KOHCYMallHs Ha AIKOXO1.

4.8 HexelaRH NeKapPCTBEHHA PeAKIHH

Haii-gyecto HabmozaBaHUTE HEXENAaHU CHOUTHA Ca OT CTOMALIIHO-UPEBEH XapaKTep.
BBE3HUKHAT MENTHYHH S3BH, epPopaliid Wi CTOMALIHO-YPEBHO KbPBEHE, IMTOHAKOra |
ocoBeHO B cTapyecka Bh3pacT (B, Touka 4.4). Cnen npuioxeHue ce choOHIaBar re



auapus, GnaTyneHluA, 3aneK, AUCNENCcHA, KopeMHa 0onka, MeJlIeHa, XeMaTeMesa, yaLepo3eH
CTOMATHT, 000CcTpHe Ha KOoAUT # 6onecT Ha KpoH (Bxk. Touka 4.4). [lo-psanko ce Habnmonasa racTpur.

HexenanuTe peakiipy ca MPeAUMHO 10303aBUCHMH. OCOBEHO PHCKBT 3a NOABATA HA CTOMAIIHO-
YpPEBHO KbLPBEHE 3aBHCH OT A03aTa U NPOAB/DKUTETHOCTTA Ha JIEYEHHETO. 3a IpYTH H3BECTHH
PUCKOBM (PAKTOPH BMOKTE TOUKA 4.4,

CrobieHd ca peakiiii Ha CBPBEXYYBCTBHTE/IHOCT H T€ MOTaT 4 C€ CBCTOAT OT:

(a) HecmeUM(PHYHH aJIEprUYHH PEaKiMK H aHA(WIAKCHA

(6) peakiiM Ha AHXATETHUTE ITHTHILA, HATTPHMED aCTMA, BJIOLLIABAHE Ha ACTMa, OPORXOCNA3EM,
AUCIHES

(8) paznMUHH KOXKHU peaKlii, HANIpUMEp NPYPUTYC, YPTUKAPHA, MypITypa, aHFHOEIeM # MHOTO
pAAKO exchoTHAaTUBHH H 6YN03HH AepMaTo3H, (BKIIIOYHTEIHO CHHAPOM Ha Stevens-Johnson,

TOKCHYHA eNnuAepMaiHa HEKPOJIH3a).

OnucaHo e 000CcTpAHE HA Bh3NANECHHA, CBBP3aHH ¢ HHQEKILMA (Hallp. pa3BUTHE HA HEKPOTH3HpALLl
dacuumT), ceBnagaoe ¢ ynorpedbara Ha HCIIBC. Axo ce MOABAT HIIH C€ BJIOLIAT NPHU3HALIMTE HA
uHeKLMs 10 BpeMe Ha H3noyssadeTo Ha bniokMAKC 3a neua, npenopruba ce NMalMeHTsT He3abaBHo

Ja MOCETH JieKap.

B U3KMIOUMTENHH CITYUYad IO BpeMe Ha KHOEKLUs ¢ BapHLIe/ia MOraT 1a Bb3HHUKHAT TEXKKH KOXKHH
UHPEKLHH B YCTIOXHEHHS HA MEKHTE ThKaHH.

KnuHuuHM npoy4ysaHMs NOKA3BAT, Y€ M3MO/I3BaHeTo Ha HOynpodeH, 0coOEeHO MPH BUCOKA 034 OT
2400 mg/neH, Moxe a ObJe CBBP3aHO C JIEKO MOBUIIIEH PHCK OT APTEPHATTHH TPOMOOTHUYHH CHOUTHA
(Hanp. HHPAPKT HAa MHOKAPIA WIKH HHCYIT) (BK. TO4Ka 4.4).

Bbs Bpn3ka ¢ neuenue ¢ HCITIBC ca cpo0uienn oronm, XMNEpTOHUA H ChPASYHA HEJOCTATHYHOCT.

Hexenanute peakiyn, NOHE B3MOXXHO CBbP3aHH ¢ HOYNpOdEH, ca MPEACTABEHH M0 CHCTEMO-
opraHeH Kiac H yectora no MedDRA. Hznon3sano e cnegHoro rpynupaHe no yectota: MHoro

yect (21/10), yectn (21/100 ao <1/10), veuectn (=1/1 000 no <1/100), peaxn (=1/10 000 no
<1/1 000), muoro peaxu (<1/10 000) u c Heu3BecTHA YecTOTA (OT HAJIHYHMTE JAHHH HE MOXe [a Obe

HalmpaBeHa OlICHKA).

Crcremo-opranes | Yecrora Hexenana AeKAPCTBEHA PEAKIHS
Kaac - e ) 3
Hudexnun HeuecTH PuHur
nadecrannn MHoro AcCenTU4YeH MEHHUHI HT
pEIKH
Hapymenns HA MHoro JleBkonenus, TPOMOOLIUTONEHMS, HEYTPOIEHHA,
KPbLBTA H peaKH arpaHyJIOLATO33a, aIUIaCTUYHA AHEMMSA U XEMOJIMTHYHA aHEMHMS.
JNEM(pHATA CHCTEMA [TspBHTE CUMITTOMH WIH NPH3HALIM MOTAT Ja BKJIFOYBAT: BUCOKA
TEMIIEPATYpa, Bb3AJICHO I'bPJIO, NOBBEPXHOCTHH A3BH B yCTATa,
I'PHIIONONO0OHH CHMITTOMH, T€KKO H3TOINEHHE, HEOOACHHUMO
KbpBEHE H CHHHHH.
Hapymenus ua HeuectH Peakium Ha CBPBXYYBCTBUTEITHOCT KATO YPTHKApHA, NMPYPHTYC,
AMYHHATA MypIypa 4 eK3aHTeMa, KAKTO B aCTMAaTUYHH aTakH ([TOHAKOra ¢
CHCTEMa XUIOTOHHA)
Penoxu Jlyrmyc epuTeMaTo3yC CHHAPOM
Msoro TeXKHU peaKLHH Ha CBPbXUyBCTBHTEIHOCT /f
peaKH Jla BKJTIOUBAT: OTOK Ha JIMLETO, MNOAYBAHE He
NoJgyBaHE HA JapUHKCA CbC CBHBAHE Ha JI
AMCITHER, TAXHUKapAH4, NajJaHe Ha KPBBHON




TOUYKATa Ha XKHBOTO3aCTpalllaBall IOK.

IIcEXHYHA Heuectn TpesoXxHOCT
HADY ECHHA Peaxu Henpecus, CbCTOSHHE Ha O0BPKAHOCT, XAIKOLIHHALIWH
Hapymenusa Ha YecTH nasofonue, CLHIMBOCT, BH30YAa, 3aMaliBaHe, Oe3CHHHUE,
HEpPBHATA CHCTEMA pa3sApasHHTEIHOCT
Heuecty
[lapecTe3us
Penku HeBpHT Ha 3pHTEIHNA HEPB
Hapymennd Ha HeuecTn 3pHUTEIHH YBpEXAaHHS
OYHTE Penkwy TokcH4Ha ONTH4HA HEBPOTIATHA
Hapymenss Ha YectH CBETOBBPTEK
yxoro u nabupuaTa | Heuectn YBpEIEH CITyX
MHoro Tunutyc
peaky
Cohpnevunn MHoro CopledueHe, cbpaeyHa HEIOCTATBYHOCT, HHPAPKT Ha
HAPYIIEHHA  pelKH MHOKapJa, ocTsp 6enoapoden OToK, OTOK
C Cunapom Ha Kounis
HECU3BECTHBA
4EeCTOTA
Covaosn mapymenns | Muoro XMMEePTOHHUA
PCAKH
PecnapaTopHn, HeuectHn AcTMa, OpOHXOCNAa3bM, THCITHES
rpLAHH
H MEIHACTHHA/IHA
HADYIECHAS
CromMamuo-9ypeBHH YectH JIucnencHs, auapHs, rajese, noBpblilaHe, KOpeMHH DOJIKH,
HAPYIMEHHSA METEOPH3EM, 3aMeK
HeuecTH ["acTpHT, IyoacHalHa 4384, CTOMAIIIHA A3Ba, A3Ba B YCTATA,
CTOMALIHO-UpEBHA Nepdopauus
MHoro E3zodarnT, naHKpeaTHT, YpeBHU CTPHKTYPH, MENCHa,
 peIaKH XeMaTeMesa, CTOMalHO-YPEBHA XeMoparus
C Koaur u 6onect Ha Kpon
HEHU3BECTHA
4EeCTOTA
Xenarobninapuu Heuectn XenarTHT, XbATEHHLA, NATONIOTHYHA YepHOAPOOHa GyHKUHNS
HApYIICHAR Penxu YBpexkaaHe Ha yepHUa Apol
MHoro YepHoapoOHa HEAOCTATHYHOCT
pEAKH
HapymeHug HA HeuectHt O6puB, ypTUKapHud, MPYPUTYC, Mypnypa, peakLuus Ha
KOXKATA B (OTOHYBCTBHTEIHOCT
HOAKOXHATA THKAN MHoro Texku KoxHH HexenanH peakupH (SCAR) (BKMOUHNTENIHO
PEaKH epuTeMa MyatudopmMe, ekcoIHaTHBEH JEPMATUT, CUHAPOM Ha
Stevens-Johnson, TOKCHYHA enUAepMaiHa HEKPOJH3a);
Anoneuums,
Hekporusupail pacuuT
C JlekapcTBeHA peaklHA ¢ €O3HHOQWIHA H CHCTEMHH CHMITTOMH
neussectHa | (DRESS cuHapom) |
4eCcTOTa OcTpa reHepau3HpaHa eK3aHTeMaro3Ha mycryiosa (AGEP)
HapyimeBns Ha Mmuoro Ty6yno-HHTepCTHLHANECH HEQPHT, Heq)pomqe EEAPONH
OnOpennTe B peaxH 610peuHa HeIOCTATHYHOCT, OcTpa ObOpedHa §
NHKOYHHTE nanuMjiapHa Hekpo3a (0cobeHO npu Npoabing
ObTHILA CBBbp3aHa C MMOBHILEHA CepyMHa ypes)
O6mn napymenns B | HYectu Ymopa




epeKTH HA MACTOTO

HA OpHIOKenHe Penku Orok

CrolnaBaHe Ha NOJAO3HPAHH HEXKENAHH peaKLIHY
CrpobmasaHeTo Ha MOAO3ZUPAHH HEXKENAHH PEaKLIMH CJIe] pa3pellaBaHe 3a ynotpeba Ha nekapCTBeHUA

NpOAYKT € BaxHO. ToBa no3BosABa Ja MPOABLDKH HabNMIOAEHHETO Ha CHOTHOLIEHHETO NMOJ3a/pUcK 3a
NIeKapCTBEHUA NPOAYKT. OT MEAMLIMHCKMTE CMELHATHCTH Ce U3HMCKBA a ChoOILaBaT BCAKa
MOAO3MPAHA HexeNaHa peaKiius Yypes:

HanbiauTenHa areHLHA N0 JICKApCTBATa

yiL. ,,Jlamad ['pyes* Ne 8

1303 Codusn

Ten.: 4359 2 8903417

yebcaiT: www.bda.bg

4.9 Ipeno3npane

[Ipu peua normeiaHeTo Ha noeeve oT 400 mg/kg Moxe na npeauspuka cuMnToMH. 1IpH BB3pacTHH
N0303aBHCHMHAT eeKT € Mo-Manko acHo onpeaencH. Ilony:xHBoTHT NpH npenosznpaxe € 1,53 vaca.

CaMnToMu
[Ipu noee4eTo MAMEHTH, KOKUTO ca MOrBIHAIH KIMHUYHO 3HaYuMH Konuectea HCIIBC,

CHMITTOMHTE LlI¢ CE NMPOSABAT B paMKHUTE Ha 4 10 6 yaca. Hali-uecTo ¢H001aBAHHTE CUMITTOMMU
BKJTIOYBAT rafieHe, OBphillaHe, enuracTpanHa 60orka wid no-paako Adapua. Bu3MOXHH ca chiio
LIYM B YILKTE, rnaBobosine, 3aMaiiBaHe M CTOMAaWHO-YPEBHO KbpBeHe. lIpH no-cepHo3HO OTpaBAHEe
¢ce HaOmoAaBa TOKCHYHOCT B LICHTpajiHaTa HepBHa CHCTeMa, MPOABABALLA Ce KATO CHHIIHBOCT,
MOHAKOra Bh30y1a H fie30pHeHTalMa Wi koMa. [ToHsKora nauMeHTUTE pa3sBHBAT KOHBYJICHH. JeuaTta
CBILO MOTAT Ja Pa3BHAT MHOKJIOHHYRH CriasMH. [IpH cepHo3HO OTpaBaHE MOXKE a HACTHIH
MetabonuTHa aippo3a. [IporpombuHOBOTO Bpeme/ INR Morar aa 6baaT yaskeHH, BepOATHO Nopaau
HaMeca B A€HCTBHATa Ha UMPKY/JIHpaliuTe GaKTopy Ha KPBbBOCECHPBAHETO, MOXE 1a HACTBIHK OCTPa
OB0OpeyHa HEAOCTATHYHOCT, YBpEXKAaHe Ha YepHHUA Opob, 3aryba Ha ch3HaHHUE, XHIIOTECH3U,
HHUCTArMYyC, XHITOTEpMHA, HUXaTeTHa denpeckd H uuano3a. [IpogsmkurenHara ynorpeba Ha no-
BHCOKH OT IIpENopbYaHUTE I03H WIH Npeao3rHpaHeTo MoxKe 1a qoeeae Ao 6u6peuna tybynHa auuaosa
H xHokatHeMua. [TIpH acTMaTHIIM € BE3MOXHO 0DOCTpAHE HA aCTMATA.

Jledenne
He cruiiecTByRa cneuudpuieH aHTHAOT. JleueHnero TpabBa na 6bae CUMOTOMATHYHO H MOAOBPIKALIO,

M Ja BKIIOYBA MOAOBPXAHE HA OTBOPEHH AHMXATEJHH NBTHLUA H MOHMTOPHHI HA CBPACYHHMTE H
KUBHEHHUTE mokaszarend no crabwiusupase. [loMucnere 3a MepopalHO MPUIIOKEHHE HA AKTHBEH
BBLIVICH, AKO MALHEHTHT NPUCTHITHE B PAMKHUTE Ha | 4ac OT NOTIBLIAHETO HA MMOTEHHHAIHO TOKCHYHO
KOTHYECTBO. AJITEPHATHBHO, IIPH BH3PaCTHU MOXKE Aa ce OOMHCIIH CTOMAllHa MMPOMHBKa B paMKHTe
Ha eHMH Yac OT NOrTBbLAHETO HAa MOTEHIHAHO JKMBOTO3aCTpalllaBallia CBPbXA03a. AKO €4 4YECTH WIH
NPOAB/DKMTESIHK, KOHBYJICHMTe TpabBa 1a Objar nekyBaHd ¢ JAMasenam WM Jiopasenam

MHTPaBeHO3HO. J{aliTe GpOHXOAWIATATOPH NpPH aCTMA.

Cnensa na ce ocHrypu aobpo oraensHe Ha ypHHa.

Br6peunara u uepHoapoGHaTa pyHkLms Tpabpa na 6baaT BHHMATERHO HAOMIOAaBaHH.

[MTauuenTure TpAbRa ga ce HabmoaaBar Haii-MAIKO YETHPH Yaca cfiel NorfabliiaHe Ha MOTEHLHATHO

TOKCHYHH KOJIHYECTBA.

5. OAPMAKOJOI'NYHH CBOMNCTBA

5.1 dapmMakogHHAMHYHH CBOHCTBA




dapMmakoTepaneBTH4YHa rpyna: [IpoTHBOBL3NAMMTENHA H AHTHPEBMATHYHHM NMPOAYKTH, HECTCPOHIH,
NPOU3BOJHH HA nponHoHoBa kucenuHa, ATC kon: MO AEO]

MexaHu3bM Ha AeHCcTBHE
HU6ynpodeH e NpoH3BOAHO HA NPONHOHOBATa KMceMHa ¢ 06¢3004Ball0, NPOTHBOBB3MATHTENHO U

aHTHNHPETHUHO AelcTBre. CunTa ce, ue TepaneBTHUHUTE edekTH Ha nekapeTBoto Kato HCIIBC ca B
pe3yATaT OT HHXMOUTOPHUA edeKT BBPXY eH3MMa LHKIOOKCHIeHasa, KOEeTO BOJH J0 3HAUYHTESTHO

HAMAUICHHE HA CHHTE3a Ha ITpOCTArJ1IaHAHHH.

Knunnina edukacHocT ¥ 6€30NacHOCT

ExcnepMMeHTaNHH JaHHH [TOKA3BAT, Y€ KOraTo ¢€ NPWIATAT eHOBPEMEHHO, HOynIpodeH
KOHKYPEHTHO MOXe J1a HHXUOHUpa eiexTa Ha HUCKa 1038 aUeTHICATHIIIOBA KHCeITHHA BBPXY
TpoMOoLMTHATA arperaiyia. Hakon ¢papMakoguHaMUYHH NTPOYYBAHHUA MOKA3BAT, Y€ MPH €IHHHYHH
no3u uoynpoden 400 mg, B3eTH B pamxuTe Ha 8 yaca npeau WiH 10 30 MHHYTH Clel 1034
alieTHWICANTMLIMIOBA KHCEMHHA ¢ He3abaBHOo ocBoOmKkaaBaHe (81 mg), ce HamansABa epexTa HA
ALETHWICATHLIWIOBATA KHCEIHHA BEPXY 00pa3yBaHeTo Ha TpoMOOKcaH UK TPOMOOLIMTHATA
arperauui. Benpeks 4e MMa HECUI'YPHOCT MO OTHOLUEHHE HA €KCTParnoJialMaATa Ha Te3U JaHHU KbM
KIHHHYHATA CUTYALHA, HE MOXE Aa e H3KIIOUH BL3MOXKHOCTTA peOBHaTa, ILIr0CpoUHa yrnorpeda
Ha uOynpodeH aa HamManK KapAMONPOTEKTOPHKA €(PEKT Ha HHCKA 1034 ALECTHWICATHLIIOBA KHCEUHA.
He ce cunta BeposTHO ynorpebara Ha ubynpodeH oT BpeMe Ha BpeMe 1a JOBEIE N0 HIKAKLB
KIIMHHYHO 3HAYHUM eeKT (BX. TouKa 4.5).

5.2. PapMAKOKEHETHIHH CBOHCTBA

Abcopbuus
H6ynpoden ce abcopbupa 6Bp30 OT CTOMAWIHO-YPEBHHA TPaKT ¢ 6uoHanuyHocT ot 80—90%. I1nkoBH

CepyMHH KOHLIEHTpAI[HH HaCTHIBAT €0HH 10 ABA 4Yaca C/ie] NPHIOKEHHETO. AKO ce Mpuilara ¢ XpaHa,
MUKOBHUTE CEPYMHH KOHLICHTPALMHU €a NO-HUCKM M C€ MOCTHraT Mo-0aBHO, OTKOJIKOTO IIPH MPHEM Ha
rpa3eH cToMax. XpaHaTa He MOBIHABA 3HAUMTENHO 001naTa GHOHAIMYHOCT.

PasnpenesieHne
H6ynpodeH ce ChBp3Ba B rojaMa CTENEH ¢ mwasMeHuTe nporedHH (99%). Héynpoden e ¢ ManbK
obeM Ha paznpeaencHue ot okono 0,12-0,2 I/kg npu Bb3pacTHH.

buotpaHchopm

HoynpodeH ce merabonusvpa 66p30 B uepHus npob upes uuroxpom P450, npedepeHumaino
CYP2C9, no ABa MEpBHYHH HEAKTHBHU MeTabonnTa, 2-XxuIpokcHHOynpodeH u 3-
kapbokcuubynpodeH. Cnea nepopaiHo NpueMaHe Ha IEKapCTBOTO, Mako no-Maiko ot 90% or
nepopaiHaTa A03a HbynpodeH MoXKke 1a NpeMHHE B YPUHATA KATO OKCHAATHBHH METa0OIUTH H
TEXHHTE TMIOKYPOHOBH KOHIOraTH. MHOr0o Masiko koau4ecTBo uOynpodeH ce eKCKpeTHpa

HeNPOMEHEH B YPHHATA.

EnuMuHMpaHe
Exckpeunsra ot 6u6penure e 66p3a U meiHa. [IomyXMBOTET Ha €MTMMHUHHPaHe € NPUOIH3KTETHO 2

yaca. Exckpeniuara Ha nOynpod)eH € NOYTH IMbJIHA 24 yaca cle] MocjieaHaTa no3a.

Cneuuannu nonyaayus

Hayuenmu 8 cmapuecka evapacm

cTap4ecKa Bb3pact.

Heouampuuna nonynayun




CHcTeMHaTa eKCNno3uuMA Ha UOynpodeH cell KOpUrupasa ClipaMo TErjoTo TepaneBTHYHA 1032
(5 mg/kg 1o 10 mg/kg TesleCHO TErIO) IPU Aelia Ha Bb3pacT 1 roAMHA HITH NOBEUE H3rNexKIa NoaobHa
Ha Ta3H NPH BB3PACTHH.

Jlenia Ha BB3pacT 3 MeceLa A0 2,5 roAMHN U3rNeXaa uMar no-Bucok obeM Ha pasnpeneneHue (I/kg) u
knupeHC (I/kg/h) Ha HOynpodeH oTKOIKOTO AeUa > 2,5 10 12-roauiiHa BE3PACT.

bwOpeuno yepexcoane

[Ipu naumueHTH ¢ nexo 666peuHo yBpexaaHe ca ChoOIIEeHH YBEIHYaBAHE HA HECBBP3AHHA (S)-
nbynpoden, no-sucokd AUC croitHocTH 32 (S)-uOynpodeH U yBeIHYaBaHE HA CHAHTHOMEPHHTE
croTHOmeHHs AUC (S/R) B cpaBHEHuUE CBC 3paBH KOHTPOJIH.

IIpH naiMeHTH ¢ KpaeH ¢Taamit Ha GE6peuno 3aGonsgBaHe, NOTy4YaBallld AHAIH3a, CpeAHaTa cBodoHA
dpaxums Ha nGynpoden e okono 3% B cpaBHeHue ¢ okono 1% npu 3npaBH AoOpoBoaUK. TexKo
yBpexIaHe Ha 6x6peuHaTa QyHKUMS MOXKe Aa AOBEAC A0 KyMYIHpaHe Ha METabONIUTH Ha
ubynpodeH. 3HaueHHETO Ha To3H edeKT € HeusBecTHO. MeTabonuTHTe MoraT 1a ObAaT OTCTPaHEHM ¢
xeMonaHannsa (Bx. Touku 4.2, 4.3 u 4.4).

Yepnoopobno yepesicoane

AJTKOX0JTHO YepHOZpoOHO 3a00/aBaHe ¢ JIEKO 10 yMEPEHO YepHOAPOOHO YBpeKaaHe He BOIH A0
CbIIECTBEHO MPOMEHEHH (hapMaKOKUHETHYHH NapaMeETPH.

[IpH nauMeHTH ¢ Mpo3a ¢ yMepeHo uepHoapoOHo yBpexnaHe (6—10 no Child Pugh), nexyBanu c
paueMuueH H6ynpodeH, ce HabMoRaBa CpetHO 2-KPaTHO YABLKABAHE HA NOJYKHUBOTA H
eHaHTHOMepHOTO choTHoeHHe AUC (S/R) e 3HauuTETHO MO-HHCKO B CP2BHEHHE CHC 31paBH
KOHTPOJIH, KOETO MpeAIonara yspexaaHe Ha MmerabonurHata uHBepcHs Ha (R)-ubynpoden a0
akTUBHMA (S)-eHaHTHOMEP (BX. TOUKH 4.2, 4.3 1 4.4).

5.3 IlpenkIHHHYHH ZaHHH 32 0e30MACHOCT

JInncear NMPCAKIIHHHYHH NAaHHH OT 3HAUYCHHUE 33 OLICHKATa Ha 6330H&CHOCTT3, OCBE€H TC3H, KOHTO BCYC
Cca B3€TH ITOJ BHHMAHHE B Ta3H KpPATKa XapaxTepHCTHKA Ha IPOAYKTA.

6. GAPMANEBTHYHH JAHHU

6.1 Chnackk HR DOMOIIHHTE BEIIECTBA

['nunepon
Copburon, 70% Teuen HekpucTanuupaiy (E420)
KcanraHoBa ryma
MEKpOKpPHCTAIHA LEMYI03a H KapMeno3a HaTpHH
[Tonucopbart kiac 80
JuHaTtpues eaetar
3axapuH HaTpui
JIuMOHEeHa KHCENMHWHA MOHOXHMApAT
Harpues uMtpar auxuapat
Harpues Genzoar (E211)
ApoMaT Ha KaliCHd, ChbObPIKalLLl;:
IMponuneH raukon
ApoMaTH3HMpalIO BELIECTBO
EcTecTBEHO 8pOMAaTHYHO BEIIECTBO
[TopTokanoso Macio, TMMOHOBO MAcJIO

ApoOMaT, MaCKHpalll BKyca, ChAbpKalll:
Kaproden ManToaeKkcTpuH




ApPOMATHYHH KOMIIOHEHTH
AcnapraMm (E951)
Auecyndam-K (E950)

Emyncus cuMeTHKOH 30%

Harpues xnopun
Bona, npeuncTeHa

6.2 HechrBMEeCTHMOCTH

HenpunoxuMo.
63 Cpok Ha rofHOCT

HeoTBopeHa cycnieH3Ha: 3 TOAMHH,
Cnen mepBOTO OTBApSAHE CYCIIEH3HATA MOXE ia C€ CbXpaHsABa 3a 3 MecelLla.

6.4 ChoenHanNHH YCJIOBHS HA CHXPAHEHHE

To3H AeKapCTBEH IIPOAYKT HE HW3HCKBA CIIELIHATIHM YC/IOBHA 38 ChbXPaHEHHE.

6.5 BaraH cHALPKAHHEE HA ONAKOBKATA

[TupBuuHata onakoska Ha 100 m]l nepopanHa cycneH3Hs € kadsaBa OyTHIKA OT HEYTPAJIHO CTHKJIO OT
125 ml ¢ noaunpomnuneHOBa Kana4ka Ha BHHT C [MOJIHCTHIEHOBO 3aneyaTBaHC WIH AITCPHATHBHA

[NOJHINIPONMAIICHOBA Karnayka Ha BHHT 3allHTCHa CpCLLY OTBapAHC OT Aclia C rpaBHpaH NPBLTCH H

3aILHTHA JICHTA.
KaproHeHaTa KyTHs chabpxa eana (1) 6yTriunka, eqHa nnacTMacosa rpaayHpaHa Jo3dpaiua
CMIPMHLIOBKA 3a epopaitHy ¢opmu ot 5 ml 1 nucroeka. ILnactMacopara no3vpaila CripHHIIOBKA 32

nepopanuu ¢opMu ot 5 ml e rpagyupana Ha 2,5 ml ¥ 5 ml 3a H3MepBaHe Ha AO3MTE.

6.6 CoeunHa/JaHn Npeana3’Hd MEPKH NPH HIXBLPJsiHE

Pasiniamaiite 6yTinkara ¢ aexapcrBoro no6pe npeau Beska ynorpeba.
["pamyupana ruiacTMacoBa CIIPHHLIOBKA 3a NEpOpanHi GOPMH Ce W3MOM3Ba 3a H3IMEPBaHE Ha
HeOoOXOIUMOTO KOMHYECTBO Ha cycneH3uaTa. [nactMacoBaTa CIIpHHIIOBKA € BK/IIOYEHE B OMAKOBKaTa.

HsaMa cneuyaiHu U3UCKBaHHA 3a U3XBBPIISHE.
HeH3noN3BAHUAT JIEeKApCTBEH NPOAYKT WM OTNAXbYHWTE MaTEpPHald OT Hero TpiOBa na ce

H3XBBPJIAT B CHOTBETCTBHEC C MECTHHTC H3UCKBaHHA.

7. TPHTEXATEJ HA PASPEOIEHHMETO 3A YIIOTPEBA

ALKALOID-INT d.o0.0., Slandrova ulica 4, 1231 Ljubljana — Crnuge

CnoBeHHA

ren.. + 386 1 300 42 90
dakc: + 386 1300 42 91
uMeiin : info@alkaloid.si

8. HOMEP(A) HA PA3PEIIEHHMETO 3A YIIOTPEFA




Per. No 20160115

9. JATA HA ITBPBO PA3ZPEIHABAHE/TIOTHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Jara Ha mbpBo paspemapase: 05 Anpun 2016
Hata Ha nocneaHo nmoaHoBaBaHe: 3 OxromeBpu 2020

10. JATA HA AKTYA/IM3HPAHE HA TEKCTA

08/2024




