KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. AIME HA JIEKAPCTBEHMUA ITPOAYKT
DLl QIR

[TapaGon Makc 400 mg meku kancyJiu

2P0 1103 0%
Parabol Max 400 mg soft capsules 2/ & 1 LU

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Beska meka kancyia cbabpxka 400 mg ubynpoden (ibuprofen).

[ToMOIIIHH BelllecTBa ¢ M3BECTHO NCHCTBUE
Besika Meka kancyia cbabpika 72 mg copOuron.

3a MbJIHHA CIOHUCHK HA MOMOLHHUTE BELECTBA BHIKTE TOUKa 6.1.

- 3. JEKAPCTBEHA ®OPMA
Meka kancyna.
I[Tpo3spauHa, MpoaBJIrOBaTa, MeKa jKeJlaTHHOBA KarcyJ/a (okosio 15,8 mm x 9,8 mm), chabpixaia
OucTpa Oe3LBeTHA TEYHOCT.
4. KIMHUYHH JJAHHH
4.1. TepaneBTHYHH NOKA3AHHA

.. Kpa’rkocpoqﬁo CHMIITOMATH4YHO JICYCHHUE Ha JIEKa 10 YMEpPEHa 60m<a, BKJIOHYHTETHO IMbpPBHYHA
JHUCMEHOPEA, H TPECKA H ooska, CBBP3dHH C 00MKHOBEHA HACTHHKA.

* 3a Bpb3pacTHH U toHOWH ¢ Terno Haa 40 kg (12 u noseye roauHy).

4.2 Jlo3upoBKAa H HAYHH HA NPHJIOKEHHE

Losnposka

Haii -nuckara edpekTHBHA 1032 TpaORa Ja ce M3MO0/3Ba 3a Hail-KpaTKaTa NpoJAb/DKHTENHOCT,
HeobxoaMMa 3a obekuaBaHe Ha CHMITOMHUTE (BiK. Touka 4.4).

Bh3pacthy v toHou ¢ Terno ot 40 kg (Ha Bb3pact 12 roJIMHK W noBeye)

Hauannara no3a e 400 mg u6ynpoden (enna kancyna). Cnen Toea, ako € HeoOX0AMMO, MOJKeE /1a ce
pUeme JIoMbJIHATENHA 103a oT 400 mg ¢ HHTEpBa OT WeCT Yaca Mexk 1y Ao3uTe. Obiara 103a ot
1200 mg ubynpoder (TpH Kancysn) He TpsOBa Ja ce MPeBHIIABa B PAMKHTE Ha 24-4acoB MepHO/L.

AKO TpH BB3PacTHH MPOAYKTHT € HeOOX0IMM 3a MOBEYE OT 3 JIHH B CJIy4aid Ha MOBHILIEHA
TeMreparypa U 4 IHH 3a JiedeHHe Ha O0NKa, WK aKo CHMITTOMMTE CE BJIOLIAT, MalMEHTHT C€ ChBETBA
J1a ce KOHCYJITHpa C JieKap.

Cneyuainu zpynu nayuenmu

Bwv3pacmuu xopa




He ce HW3HCKBa CieUHAHa KOpeKUHUs Ha 103aTa. [Topann Be3MOKHHA NPOGhMI Ha HEXENAHHTE eeKTH
(8, Touka 4.4), xopara B crapyecka Bb3pacT TpabBa aa 6baaT HabnoaaBaHH ocoOEHO BHHMATEIHO.

Bvbpeuna nedocmamvunocm
He ce u3nuckBa HaMaNsBaHe Ha 03aTa NPH NALMEHTH C JIEKO 10 YMEPEHO yBpexkaaHe Ha OuOpeyHaTa
byHKkuMA (MALKHEHTH ¢ Tekka 6BOpeyHa HEAOCTATLYHOCT, BXK. TOUKa 4.3).

Yeprodpobra nedocmamuvunocm (6. mouka 5.2)
He ce M3MCKBa HaMaNSBAHE HA [03aTa NPH MALMEHTH C JIEKO 10 YMEPEHO YBPEXKAAHE Ha
uepHoapobHaTa GyHKUMS (NALMEHTH C TeXKa YepHOIpobHa AucyHKINS, BK. To4Ka 4.3).

eya U IOHoWLU

[Mapa6on Makc He e npeaHa3HaveH 3a ynoTtpeba npu roHoWH ¢ Terno noa 40 kg waun feua Ha BB3pacT
noa 12 ronHey.

AKO TIpH FOHOLIH TO3H JEKAPCTBEH MPOLYKT € HeoOXOIKM 3a MOBEYE OT 3-AHH WIH aKO CHMITTOMHTE
ce Bnoluar, TpabBa a ce HaMpaBH KOHCYNTALMA C IeKap.

Hauux Ha npunomeHHe
3a nepopanHo MPHIOKEHHE,

Kancynure TpsabBa aa ce npuema ¢ yallia s0ja.

Kancynute He Tps0OBa Aa ce AbBYAT.

[TpenopBUHTENTHO © NALHEHTHTE C YYBCTBHTENEH CTOMAX 1a NPHEMAT TOBA JIEKAPCTBO € XpaHa.

AKO ce npHeMaT MAIIKO Clel XpaHeHe, HAYanoTo Ha AeHcTBHeTo Ha HOynpodeH Moxe aa ce 3a6aBH.
AKO TOBA Ce C/TY4H, NALMEHTHTE He TpAOBa Aa npuemMar noseye ubynpodeH OT Npenops4aHoTo B
paMKKTe Ha ToYKa 4.2 WK A0KATO HE H3Teue NPaBHIHHAT HHTEPBA 3a IOBTOPHO JI03HPaHE.

[IpoAb/DKHTENHOCT HA JIEYEHHETO
Camo 3a KpaTkocpouHa yrotpeba.

4.3 [TpoTaBONOKA3AHAA

¢  CBpBbXYYBCTBHTETHOCT KbM HOYHpOdEH HITH KbM HAKOE OT NOMOLIHHTE BELLECTBA, H30pOeHH
B TouKa 6.1;

¢ [Ipu nauueHTH C aHaMHE3a 32 PEaKUHH Ha CBPBXUYBCTBHTENHOCT (Hanp. OpoHXocnasbm,
ACTMAa, PHHMT, aHMMOEAEM WM YPTHKAPHA), CBLP3aHH C MPHEeMa Ha aleTHICATHLWIOBA
kHcenuHa (ASA) win apyry HecTepOHIHH MpoTHBOBBL3NanuTenHH cpeacTea (HCIBC);

¢  AHaMHe3a 33 CTOMAILHO-UPEBHO KbPBEHE WK NepdopaLys, CELPIaHH ¢ NPEAHLIHA Tepanys ¢
HCIIBC;

s  AKTHBEAZ WIM aHaMHe3a 33 pelMAHBHPALIA NENTHYHA 13Ba/KPBBOHIHB (ABa HIH NOBEUE
OTAENHH elH30/1a Ha I0Ka3aHa A3Ba HIH KbpBEHE); '

¢ [lanueHTH ¢ TexkKa uYepHOApoOHA HENOCTATHYHOCT, TekKa ObOpeyHa HEAOCTATHYHOCT HH
TexKa cbpaeuHa HepocrarbuHocT (knac IV no NYHA), Brkre cbio Touka 4.4.
[Tpu1 naunHeHTH ¢ MO3BLYHO-CHIOBO HIIH APYrO aKTHBHO KbPBEHE;
[Mpi NailMeHTH C HEU3ACHEHH HApYIUEHH Ha KpbBOOOpPa3yBaHeTo,
[Tpyu nauMeHTH ¢ TEKKA NeXHApaTauus (MpHYHHEHA OT MOBPbLIAHE, IHAPHA WK
HEAOCTATBUYEH [PHEM Ha TEYHOCTH);

e B nocneaHus TpUMeCTbP Ha GpeMEHHOCTTa (BIKTE TO4Ka 4.6).

4.4. CuenHaaHn npeynpexienus d NpeANa3HA MEPKH NpH ynoTpeda
HexenanuTe peakuuu Morat Aa 0bAat cBeieHH 10 MHHHMYM Upe3 W3NOA3BaHE Ha Hai -H

edeKTHBHA 1034 3a Hall -KpaTKaTa NpoXbIKHTENHOCT, He0OX0IHMA 33 KOHTPONAHPAHE H3
(Bk. CTOMALIHO-YPEBHH H ChPIEYHO-CHAOBHTE PHCKOBE MO -0y ).

Heo6xoaMMo € NOBHILIEHO BHAMAHUE NMPH MALIMEHTH ¢ onpeaeaeHH 3abonsapaHus, Ko
BJIOILLAT:



®  CHCTEMEH JYITyC epHTEMATO3YC M cMeceHo 3a00/sBaHe Ha CheJUHHTENHATA ThKaH - NOBHIUCH
PHCK OT ACENTHUYEH MEHHUHTHT (Bx. Touka 4.8);

®  BpOJEHM HapyLIeHHs HA NOPHHUPHHOBHA METAOONH3IBEM (HANp. OCTPa HHTEPMUTEHTHA
nophupHA); :

®  CTOMAIUIHO-YPEBHH PA3CTPOIMCTBA U XPOHHYHH BB3NANHTETHH YPEBHH 3a0019BaAHUS
(ynueposer konut, Gosnect Ha Kpon) (Bx. Touxa 4.8);
XMNEPTOHHA WHITH CBPACYHO YBpexaaHe (Bxk. ToukH 4.3 1 4.8);
O610peuHo yBpexnaHe, Thit kato 6s0peuHata GyHKLHA MOXKeE 1a Ce BIOWIH (BX. TOUKH 4.3 K
4.8);

® HapyLeHa YepHoapoSHa GyHKUMS (B, ToukH 4.3 1 4.8);

HEMOCPeCTBEHO CIIEA TEXKKA ONepalys;

APH NAaLMEHTH, KOHTO MPOABABAT AICPrHuHN PEaKMH KbM APYTH BEIHECTBA, Thif KaTO T¢
CBLLO ¢a HU3NOKEHH HA NO-BHCOK PUCK OT peakLMH Ha CBPBbXYYBCTBHTEIHOCT NMPH ynotpebara
Ha HOynipodeH;

®  [IpPH NALKEHTH, KOUTO CTPAIAT OT CEHHA XPEMa, HA3AJIHH NOIHIMH, XPOHHYHH OOCTPYKTHBHH
PECIUPATOPHH HAPYLUEHHS MITH MMAT aHAMHe3a 3a ajiepruvHo 3a6onsBaHe, Thil KaTo MpH TAX
CHUIECTBYEA MOBHLIEH PUCK OT MOABA HA aNepriyHH peakuuH. Te Morar Aa ce npoABAT KaTo
A4CTMATHYHH MPUCTLNH (T.HAP. AHAINETHYHA acTMa), OTOK Ha KBHHKE HNH YPTHKapHL.

[penna3saHe Ha cToMawHO-4peBHUR TPakT (CYUT)
Vnotpebara na ubynpoden cve chnbTeTBamy HCIIBC, BKIIOUHTENHO CENEKTHBHU
LIHKNOOKCHIeHa3a-2 HHXHOUTOpH, TpabBa na ce u3baraar (Bx. Touka 4.5).

Crapuecka BbIpacT
[Ipk nauMeHTHTE B cTapyecka BL3pacT ce Habmoaapa NOBHILEHA YECTOTA HAa HEXKEIAHHTE PEAKUHH OT

HCIIBC, ocobeHo Ha CTOMALIHO-YPEBHO KbpBeHe M nepdopauus, KouTo Morar aa 6vaat datanHu
(BK. TouKa 4.2).

Cromawno-4peBto (CH) xbpBeHe, A38a HAM nepgopaums

[actpounTtecTHHan#o (I'H) kbpBeHe, 138a WK nepdopalis, KOMTo Morat Ja Obaat (aTanss, ca
noknaasank npu BcHuki HCIIBC no BecAko BpeMe HAa NEUEHHETO, C WiK 63 npeaynpeaHTeHH
CHMIITOMH WITH TipeuiiHa aHaMHe3a 3a ['H crburus.

[Ipu nmosiBa Ha KbpPBEHE OT CTOMALIHO-YPEBHHA TPAKT W/M YILEPALIMS IPA NALMEHTH, NPUEMALIH
HOynpodeH, neveHHeTo TpaOBa Aa Ce NpeyCTaHOBU.

PHCKBT OT CTOMAUIHO-YPEBHO KLPBEHE, 13Ba KK Nepdopauus € No-BUCOK NPH YBETHUABAHE Ha
nosure Ha HCIIBC v npy nauMeHTH ¢ aHaMHe3a 3a A3Ba, OCOOEHO aKo € YCIOXKHEHa ¢ KPbBOH3/IHB
1y nepdopaums (BX. Touka 4.3) ¥ NpH NauMeHTH B CTapyecka Bb3pacT. Te3n naumeHTH Tpa6Ba Ja
3alI0YHAaT JieYeHKe ¢ Half-HHCKaTa Bb3MOXKHa 1033, [1pH Te3u nauueHTH Tpabea na ce obmucnu
KOMGHHHpaHA Teparnis CbC NPOTEKTHBHH CPEACTBA (HAMP. MH3ONPOCTON HAH HHXHOHTOPH Ha
NPOTOHHATA [OMNA), KAKTO H MPH MalKHEeHTH, NPH KOHTO ce Hanara eAHOBpeMeHHa ynoTpeba Ha HHCKa
J103a aLIeTHACATMLMIIOBA KUCETMHA WIH JPyTH JIeKapcTBa, KOWTO MOraT Ja MOBHILAT CTOMAWHO-
4peBHUA PHCK (BXK. MO-A0Y M To4Ka 4.5). -

[MaiiMeHTHTE ¢ aHAMHE3a 38 CTOMALIIHO-YPEBHA TOKCHYHOCT, 0COOEHO T€3H B CTapHecKka Bb3pacT,
TpaGea na cbobluaBar 3a BCAKAKBH HeOOHualiHH KOPEMHH CHMITTOMH (0c00EHO CTOMALIHO-HYPEBHO
KbpBeHe), 0c0GeHO B HAUATTHHTE ETAMM HA JISHEHHETO.

Tpsbsa ga ce npenopbya NOBUIEHO BHHMAHHE MPH NALMEHTH, TIOMyYaBallid € JHOBPEMEHHO
nekapeTsa, KOUTO G1UXa MOT/IH Ja MOBHILAT PUCKA OT A3BA HIH KbPBEHE, KATO NEPOPAITHH
KOPTHKOCTEPOKAM, AHTHKOAryIaHTH KaTo BapdapHH, CENEKTHBHH HHXHOWTOPH Ha obpaTHOTO
3axBaluane Ha cepotoHuHa (SSRI) unu aHTHTPOMOOLIMTHH CpeACTBa KaTo aLeTHICANHLHIOBRE
KHCeNHHA (BxK. TouKa 4.5).

HCIIBC tpabsa na ce npuiaraT ¢ BHHMaHHE NPH NAaLKMEHTH ¢ aHaMHesa 3a CTOMaLl
3abonsBaHe (yNnuepo3eH KoauT, 6osrect Ha KpoH), T KaTo Te3H ChCTOAHHA MOTAT ]
(Bk. TouKka 4.8).



Texku koxHu Hexenanu peakiu (SCAR)

Texkn kOKHH Heskenanu peakuuu (SCAR) BrutounTeIHO ekcONUaTHBEH JePMATHT, EpHTEMA
MynaTHQOpMe, curapom Ha Stevens-Johnson, TokcHyHa enuaepmanta Hekponusa (TEN), n
JIEKapcTBEHA peakUHa ¢ €03MHODWIKA W cucTeMHH cuMnTomH (cHiapoM DRESS) v octpa
reHepany3npaHa ek3aHTeMaro3Ha nycrynosa (AGEP), kouto morar ga 6naar
AKHBOTO3ACTPAIIABAITA HJ¥A A IOBEJAT [0 JeTaleH H3Xol, ce ¢hobluaBar BbB Bpb3Ka ¢
ynotpebata Ha HGynpoden (xk. pa3aen 4.8). [TopeueTo OT Te3H peakLMH HACTBIIBAT MPE3 MBPBHUA
Mecel. ‘

Ilpy nosABa Ha NPU3HAIA # CHMITTOMH, NOKA3aTe/HH 32 TE3H peakuuH, nbynpoden Tpabea aa ce cnpe
He3abasHO M Jia ce oOMKCIH Opyro nedeHue (cropen HeoOXoaHMOCTTa).

B M3 IIOYHTENTHO PEIKH CITydad ca HabmoaasaHW CEpHO3HH HHGEKLIMHA HA KOXKATA H MEKHTE ThKaHU
npu papunena. [penopbunrento e na ce u3barea ynorpebata Ha MGynpodeH npy Bapuuena.

CbpaedyHo-cbAOBH H MOIBYHO-CBAOBH edekTH

Heo6xoauMo e nosuuweHo BHHMaHHe (00chiknaHde ¢ Jekap Wi GapMalieBT) NpeIK 3ano4yBaHe Ha
JIEYEHHETO NPH TIALHWEHTH ¢ aHaMHe3a 3a XUIMEPTOHHA WHITH ChpAedHa HEAOCTATBYHOCT, ThiH KAaTO BbB
Bpb3ka ¢ Tepanuata c HCIBC ce chobinasa 3a sagppkaHe Ha T€HHOCTH, XHMEPTOHHSA H OTOLM.

JlaHHUTE OT KIMHWYHH NPOYYBAHHA NpeAno/arar, ye ynotpebara Ha uGynpogeH, ocoGeHo BbB
BHCOKH 103H (2400 mg pHeBHO), MOxe na ObAe CBbp3aHa C JIEKO MOBHILIECH PHCK OT apTEpHATHH
TpoMGOTHUHK CHOUTHA (Hanmp. HH(pApKT Ha MHOKapAa WITH HHCyAT). KaTo nano enuaeMHONOrHyHKuTe
NpoyyYBaHUA HE NMpeanonarar, ye HUckute ao3u ubynpoden (nanp. < 1200 mg AHEBHO) ca CBbP3aHH ¢
MOBHILUEH PHCK OT apTepHATHH TPOMOOTHUHH CHOHTHA.

IMalMeHTHTE ¢ HEKOHTPONMpaHa XUIEPTOHHA, 3aCTOHHA chpaeyHa nenoctarbuiocT (NYHA 11-110),
YCTAHOBEHA MCXeMHuHa GofiecT Ha chpiieTo, nepuepHa aprepHanHa GonecT WHIH MO3BYHO-CBIORA
Honect TpaOBa Aa ce JEKyBaT ¢ HOYNpodeH caMo cel BHHMATENHO OOMHCNAKE, KATO BHCOKHTE JO3H
(2 400 mg/nen) TpsbBa na ce u3bArear.

Burmarenuo tpabea na ce 0OMUCIH H TTPEAM 3aI10UBaHE HA ABJIFCCPOYHO JIEUEHHE Ha MAUMEHTH C
PHCKOBH (haKTOPH 32 ChPAEHHO-CHAOBH MHLMOEHTH (Hanp. XMNepTOHHs, XHIEPTHIMHAEMHSA, 3aXapeH
nuaber, TIOTIOHOMyLIEHe ), 0coBeHO ako ca HeoOX0IUMH BHCOKH J103H HOynpodeH (2 400 mg/nen).

pH nauneHTH, nexyBanu c ubynpodeH ce crobluasa 3a cnyyad Ha cHHIpoM Ha Kounis. CHHApoOMET
Ha Kounis ce onpenens kaTo BTOPHYHH CHpAECHHOCHAOBH CHMITTOMH Ha allepru4Ha peakLns Wik
peaKiluA Ha CBPbXYYBCTBHTEHOCT, CBbP3aHH C KOHCTPHKIHA HA KOPOHADHHTE apTEPHH,
NOTEHLHANHO BOAELUA /10 MHOKApAEH HHOAPKT.

EQEPH JaHHH

TexXKH OCTPH peaKuUMH Ha CBPbXYYBCTBUTENHOCT (HaNPHMEp aHa(UNaKTHYeH oK) ce HabnofaBat
MHOIO pAaKoO: l'[pu IBPBHTE NMPU3HALIH HA peaKLua Ha CBPEXYYBCTBHTEIIHOCT CNEL
npuemaHe/mpunarade Ha HOynpodeH Tepanuata TpaGea aa ce cnpe. TpaOra 1a 6bAAT NpeaNpHETH
HeOOXOIMMHUTE MEIHLIHHCKH MEPKH, cboOpaleHH ChC CHMITTOMHTE, OT CMELMATH3HPAH Nepcona.

H6ynpodeH, akTHBHOTO BemiecTBo Ha [lapa6on Makc Moxe BpeMEHHO Na NOTHCHE GYHKUHMATA Ha
KPbBHHTE KNleTKH (TpoMbGouuTHa arperauns). Ilopaay ToBa ce npenopbysa BHUMaTENHO HabnoaeH#e
Ha MaUHEHTH C HapYLIEHO KPHBOCHCHPBAHE.

[Tpu npoabaxKTETHO MpHIcKEHHE Ha HOYyTIpodeH e Heo6XOAMMO PEAOBHO [1a CE MPABAT H3C/IeIBAHHA
Ha YyepHHuA Apod, 6BOpeuHaTa GyHKUHA, KAKTO H HA KPbBHATA KApTHHA.

MpoabmwkuTentara ynorpeba Ha aHaNreTHLIM NpH r1asoboNe MoXe 1a IO BIOLWH. AKO CTe 24

npexpatH. CrCTOSHHE NP NpekoMepHa ynoTpeba Ha eKapTCTea 3a r1asoboHe Tpadpa
MOJO3Kpa NpH NaLMEHTH, KOWTO UMAT YECTH HIIH €XeIHEBHH rnaBobonus nopaay peaor
ynotpeba Ha leKkapcTBa 3a raarobonue.



O6HualHUAT OpHeM Ha GONKOYCMIOKOABALLH, 0cO0EHO KOMOKHALIMATA OT HAKOJIKO
6oakoycnokoABalll, MOYKe 1a J0Befe A0 TPaiHO yBpeXkaaHe Ha 6u0penuTe ¢ puck oT 6ubpeyHa
He0CTATBUHOCT (aHanreTH4Ha Hedponatus). Tozu pUCK MOXe Ja ce YBENHYH oT 3arybaTa Ha co U
OeXHOpaTaLUATA.

Upe3 enHospeMeHHaTa KOHCYMALIUs HA AKOXOJl, CBBP3AHHTE C AKTHBHHTE BELLECTBA HEXENAHH
peakuuH, 0co0eHO Te3H, KOHTO 3aCATaT CTOMALUHO-YPEBHHUA TPAKT HIIH LEHTPATHATA HEPBHA CHCTEMA,
MOTAT fa ce yBenu4yar npu yrorpebara na HCIIBC.

CobitecTBYBa pHcK OT 6LOpeUuHO YBpex1aHe NPy AeXHAPATHPAHH JELIa H IOHOWIM,

Macmpaﬂe Ha CUMITTOMHTES Ha NMOICHKALIHTE HHQEKQHH

Ub6ynpoden Moke na MACKHpa CHMNTOMHTE HAa HHQEKLIMS, KOETO MOXe Aa AoBee Ao 3abaBeHo
3aM0YBAHE HA NMOAXOAALIO JIeYeHHE W 110 TO3H HAYHH [a BIOLIM M3Xoaa Ha HHbexuuarta. Toea e
HabJ110AaBaHo npH 6akTepHaiHa MHEBMOHHS, IPHACOHTA B 0011eCTBOTO, KAKTO M MpH fakTepHanH1Te
ycnoxkHeHHs Ha Bapuilena. Korato ubynpoden ce npunara 3a nedeHue Ha NobyilieHa TEMIEpaTypa -
WIIH 3a obnexyaBaHe Ha 601KaTa BbB Bpb3Ka ¢ HHeKLHS, ce npenopriBa HabMIOICHHE Ha
uHdekunata. [Ipy U3BLHOONHHUHH YCI0BUA NALMEHTHT TPAGBa Aa ce KOHCYATHpa C NeKap, aKo
CHMITTOMHTE MEPCUCTHPAT WIIH CE BIIOLIABAT.

[TomorunH BelecTRa
To3u ieKapCTBEH NPOAYKT chAbpika copbuTon. [TanueHTHTe ¢ HacIeICTBEHA HEMOHOCHMOCT KbM
dpykroza (HH®D) He Tpsabea na npHeMat/oa MM ce 1aBa TO3H IEKAPCTBEH MPOAYKT.

4.5. B3aumopeiicTBus ¢ JPYTH JeKapcTBeHH NPOAYKTH HIIH APYTB ¢OpMH Ha BIaHMOAeHCTBHE

AUETHICATHLIMNOBA KHCENHHA(B HUCKA 1034)
EaHoBpeMeHHOTO MpHIIokKeHHe Ha MOyNpodeH H ALIETUICATHLIHNOBA KHCEIHHAa OOHKHOBEHO
He ce MpenopbyBa, NMOpaaH NOPAAH Bb3IMOXKHOCTTA 3a NMOBHILIABAHE HAa HEXKENAHHTE PEaKLIMH.

EkcriepyMeHTAlIHHTE AAHHH MOKA3BaT, Ye¢ HOYNpodeHbT MOXKE KOHKYPEHTHO J1a HHXHOHpa
edyexTa OT HYCKATa 1033 alETHICANHLIMIOBA KHCEIHHA BPXY TPOMOOLMTHATA arperauus,
KOTATO Ce NPHEMAT EIHOBPEMEHHO, Makap ye WMa HECHTYPHOCT OTHOCHO
eKCTPANONMPAHETO HA TE3H JaHHH BbPXY KIMHHYHATA CUTYaLHA, BL3MOXKHOCTTA, UE NPpH
pelOBHATA H NMPOABIKUTENHA yroTpeba Ha ubynpodeH Moke 1a HaMalH
KapA{ONpPOTEKTHBHUA e(ekT Ha HHCKOJO3HPaHa alETANCANHIIMIIOBA KHCETHHA, HE MOXe Jla
6nae vakmoveHa. He ce cuMTa 3a KITMHHYHO 3HAYUM epeKT BEpOATHO NpH CiTyHaiHa
ynotpe6a Ha nOynpodeH (k. Touka 5.1).

Hpyru HCTIBC, BKIIOUUTETHO CENEKTABHH HHXHOMTOPH HA LIMKJIOOKCHIeHa3a-2

EanoepemenHoTo npuiosxkenne Ha Hakonko HCTIBC moxke fa yBenH4H PHCKa OT CTOMALIHO-4PEBHH
A3BH M KbpBEHE MOpaaH cHHepriveH edekt. Usbarealite ennoppeMennara ynotpeda Ha iba HAH
noseuye HCIIBC, Thi kaTo ToBa MOXe 1a yBeNHYH PHUCKA OT HEXENaHH epekTH (B, TouKa 4.4).

JUrokcuH, GeHUTOHH, THTHI

EaunoepeMeHHaTa ynorpeba Ha ubynpodeH ¢ AMroKCHH, GEHATOHH HIH JIHTHEBH NPENapaTH MOXe Ja
NOBHILM CEPYMHHTE HHBA HA TE3H JIEKapCTBeHH NpoAykTy. [lo npasuio He ce H3KMCKBa NIPOBEPKA Ha
HMBATA HA CEPYMHHSA TUTHI, CEPYMHHS TUMOKCHH H CEPYMH#s (JEHHTOHH NMpPH NpaBKiHa ynotpeba
(MakcuMyM nipes 4 HH).

KopTtHkocTeponau




AHTHKOATYIAHTH :
HCIIBC moraT na 3acuast epeKTHTe Ha aHTHKOAryJIaHTH, KaTo BapdapuH (Bxk. Touka 4.4).

[MpoGeneuun u cyNdBHANHPA3OH

JlekapCTBeHH NPOAYKTH, KOMTO ChAbPKAT MpoGeHeUN WK CyNPHHNHPA3OH, MOraT Aa 3a0aBsT
exckpeuusaTa Ha HOynpodeH.

Juvperuim, ACE nuxuOuTopH, Oeta-010KepH H AHTHOTeH3KH 1] AHTArOHHCTH

Toii karo HCIIBC morat oa HaManaT eeKTHTe Ha Te3u nexapcrea. [Ipu HAKOM RALMEHTH ¢
KoMmnpoMmeTHpaHa 6s6pedna hyHKLUKA (Hanp. nexXHIpaTHPaHH MALKEHTH HITH NAUMEHTH B
cTapuecka Bb3pacT ¢ HapyieHa OuOpeuHa dyHKUWS) eaHOBpeMeHHOTO nipunoxkeHue Ha ACE
WHXHOUTOP WITH aHTHOTEH3HH 1] aHTaroHHCT M cpelcTBa, KOHTO HHXHOHpaT
LIMKJIOOKCHIeHa3aTa MOXKE aa JoBe/e A0 M0-HATaThUIHO BlIOIaBaHe Ha 6bOpeiHaTa
GYHKUHSA, BITIOYHTETHO H Bb3MOXKHa 0cTpa 6u0peuHa HeI0CTaTbYHOCT, KOATO OOHKHOBEHO
e obpatumMa. Te3n B3aumoseHcTBHA TPAOBA Ja ce MMAT NPEABUA NPH NALMEHTH, KOHTO
npuemat kokcHO eaHospemMeHHO ¢ ACE HHXHOMTOPH MK aHTArOHMCTH HA aHrHOTeH3uH [l
CrnenoeaTeiHo, koMOuHauMaTa TpaOBa Aa ce Npuiara ¢ NOBHLICHO BHHMaHHeE, 0coBEHO NpH
Bb3pacTHH xopa. [NauuenTure Tpabea na 6baar nobpe XxuapaTHpaHH v TpAdBa aa ce
oOMUC MOHHTOPHHT Ha G61u0peyHara GQyHKUMA ciel 3aMovBaHe Ha CLOBTCTBALLA TEPATHA H
NEepHOAHYHO Clle] TOBa.

Kanuii-chbxpaHasalily AHYpPeTHIH .
EnHoBpeMeHHOTO NpHIoXKeHHe Ha HOynpodeH W KanHii-ChXPaHABAILK AHYPETHLM MOXe Ja JoBeae 10

XHITCpKalTHEMMA.

MetoTpekcar
TMpunararero Ha ubynpodeH B pamkuTe HA 24 yaca [PeaH HIIK CNe/i IpKUAaraHe Ha METOTPEKCAT MOXKe

Jia NoBeAe 10 MOBHILIABaHe Ha KOHLIEHTPALIWHTE HA METOTPEKCAT M 3aCHIIBAHE HAa TOKCHYHHA MY
edexr.

LJ.HKHOCHOQHH

PuckbT 0T yBpexaal 6p0peinTe edekT, ABKALL e HA LIMKIOCTOPHH, CE YBEIHYaBa APH
€IHOBPEMEHHOTO NPHIIOKEHHE HA HAKOH HECTEPOHIHH NPOTHBOBB3NAIHTENHH cpeacTsa. To3u edekr
He MOXKe Ja ObJe H3KNIoYeH U 338 KOMOHHALKHATA Ha LMKIIOCTIOPHH ¢ »Oynpoden.

Takponumyc
B13MoXHO e 1a ce NOBHLUIM pHcKa oT HedpoTokckuHocT, korato HCIIBC ce naear ¢ Takponumyc.

3ua0BYHH
ChbuIeCTBYBAT AaHHH 3a [IOBHLIEH PHCK OT XeMapTposH H xeMaTomu npd XHB (+) xemodunnum,

KOMTO MOJYYaBat €IHOBPEMEHHO NieueHue cbe 3MAOBYAHH U HGynpodeH. [ToBHiueH pHck oT
XeMaTOoNoruyHa TokcHuHocT, korato HCIIBC ce npunarat 3aeaHo ¢be 3HA0BYIHH.

CyndoHunypeiiHi npenapaTu

KNUHHYHK NpoyuBaHHA NOKA3BaT B3aHMOAEHCTBHA MEXAY HECTEPOMIHH MPOTHBOBB3NATHTEHH
cpencTsa W aHTUAHabeTHH cpeacTsa (cyndoHwTypeiiny npenapartH). Bunpexu ye aocera He ca
OMUCaHK B3auMoneHCTBIA Mexay HOYNpodeH H CypaHunypeHaH NpenapaTH, KaTo NpeanazHa Mapka
NpH eHOBPEMEHEH NPHEM ce NpenopbYBa POBEPKA Ha CTOHHOCTHTE HA KPbBHATA INIHOKO34.

XHHOMNOHOBH aHTUOHOTHLIH

JaHHH npu xHBOTHH nokassat, 4e HCTIBC Morar Ja yBenuvat pucka OT KOHBYJICHH,
xukoNoHoBsH aHTHOKoTULM. TTaumenTute, npuemainn HCTIBC u xuHononu, Moxe na
PHMCK OT pa3BHTHE HA KOHBYJICHH.




Mudenpucton

HCIIBC ne TpaGea Oa ce H3MON3BAT B NpoAb/KEeHHE Ha 8-12 qHu cnell npuioxkeHHETO Ha
mubenpucton, Teit karo HCTIBC morat 1a HaManar edekta Ha MHQENMPHCTOH.

Hnxuburopn Ha CYP2CS
EnxoepeMeHHOTO npuiokerne Ha HOynpodeH ¢ nuxuburopn Ha CYP2C9 moxe aa yBeauuu

ekcnosHumsaTa Ha uoynpoden (cybcrpar Ha CYP2C9). [Ipn npoyusane ¢ BOPHKOHA301 H
dykonazon (uHxu6uTopy Ha CYP2C9) e ycraHOBEHO NOBUIUEHO H3naraHe Ha S(+)-
ubynpoden ¢ npudnuzutento 80 no 100 %. Tpabea aa ce o6MHUCTN HamangBaHe HA N03aTa
Ha ubynpodeH, KOraTo eAHOBPEMEHHO C€ NPUAraT MOLIHH HHXHOHTOPH Ha CYP2C9Y,
0COBEHO KOraTo BHCOKH JJ03H HOYNpodeH ce ripHnaraT ¢ BOPHKOHAa30/ H (TyKOHAa30I.

4.6. BpemenHOCT H KbpMeHe

BpemenHocT
MuxubupaHeTo Ha CHHTE3a HA NPOCTarNaHAHHK MOXe J1a MOBNHAE HEONAronpHATHO Ha OpemeHHOCTTa

w/uni emOpHoHanHo/deranHo pa3puTHe. JJAHHHTE OT eMHAEMHONIOTHYHKTE NPOYYBaHHA Npearnonarar
NOBHLIEH PHCK OT CMOHTaHEH A00pPT H chpAeyHa MandoOpMaLHA H TacTPOCXH3a cnel ynotpeba Ha
MHXHOMTOP HAa CHHTE3aTa Ha MPOCTarlaHAMHH B PaHHA GPEMEHHOCT. ADCOMIOTHHAT PHCK OT
ChPAEUHO-CHAOBH MaNpOpMaLIMK HapacHa oT no -Manko ot 1 %, xo npubnuaurento 1,5 %. Cmara ce,
ye PUCKBT CE YBENH4ABa C A03aTa U MPOABL/DKHTENHOCTTA Ha TepanuaTa. [TpH XHBOTHM, NpHIIAraHeTo
Ha HHXHOMTOD Ha CHHTE3aTA HA (IPOCTAarfaHaMH BOIH A0 NOBHLUIEHa 3aryba npeau 1 cien
HMIUIAHTALHATE ¥ eMOpuodeTanHa cMbpTHOCT. Chilo Taka ce HODAKAaBA yBEIHYEHA YECTOTa Ha
PasHYHK ManhopMaLkH, BIJTIOUHTENHO ChP/IeYHO-ChA0BH, KOMTO ¢a JIOKIAJBAaHH MPH *KHBOTHH, Ha
KOWTO € MpUIaraH HHXUOUTOp Ha CHHTe3a Ha NMPOCTArIaHAHHH Pe3 OPraHOreHETHUHHA NEPHOL.

Ot 20-Ta ceaMuua Ha GPeMeHHOCTTA HATATEK ynoTpebara Ha uOynpodeH MoxKe 12 NPHUUHK
ONHrOXUIAPAMHHOH B pe3ynTaT Ha 660peuna ancdyHkuHa Ha nnoga. ToBa MoXe Aa e CyuH CKOpo
C/IEM 3anOUBaHe Ha JleueHHeTo H OOUKHOBEHO € 00paTHMO cnej MpeycTaHOBABAHETO My. B
JOMbIHEHHE, MMa CHOOILEHHA 3a CTECHABaHe Ha apTepHAIHKA KaHal cNel MPHTIOKEHHE NPe3 BTOpHA
TPHMECTDBP, B MOBEUETO CIy4aH MPHIHALMTE OT3BYYABAT CE] NPEKPATABAHE Ha JIEHEHHETO.
CremoBaTelHO Mpe3 MbpPBHSA H BTOPUS TpUMeCTbp Ha GpemenHocTTa nOynpoden He Tpa6Ba ja ce
npuiara, OCBeH aKo He € KpaliHo HeoOxonuMo. Ako HOYNpodeH ce H3MON3Ba OT XKEeHa MPH ONHT 3a
3abpeMeHsBaHe HIH Npe3 TbPRHA H BTOPHA TPMMECTBP Ha GpeMeHHOCTTa, fo3aTa TpaOBa aa ce
NOJAbPKA Bb3MOXKHO Haii-HHCKA H MPOKXB/KHTENHOCTTA Ha NIEHEHHETO /1a € Bb3MOXKHO Hak-KpaTKa.
AHTeHaTaiHO HabNloJeHHe 38 ONHIOXHIPaMHHMOH M CTECHABAHE Ha apTepHaHUa KaHan TpAOBRa Ja ce
obmucau cren ynorpeba Ha ubynpodeH B NPOALKEHHE HA HAKONKO AHH OT 20-Ta recTallMOHHa
ceamuita HaTaTsk. [IpuemsT Ha HOynpodeH TpaGBa Aa ce MpEyCTAHOBH, aKO C€ YCTAHOBH
ONHUrOXUAPaMHHOH HIH CTECHABAHE HA apTePUAIHNA KaHal,

Ipes TpeTus TpuMecTbp Ha GpeMeHHOCTTA, BCHUKH KHXHORTOPH HA CHHTE3A HA MPOCTarnaHAWHY
MOTaT Aa H3JIokKaT
* NJOfa Ha:
- cbpAeuHO-GenoapobHa TOKCHUHOCT (C TIpeskAeBPEMEHHO CTECHABAHE/3aTBApAHE Ha
apTepuanHus KaHan u Genogpobua xuneproHus);
- ObbpedHa DUCPYHKUHA (BXK. MO-TOpE);
® npu MaiikaTa H HOBOPOIEHO, B Kpas Ha OPEMEHHOCTT4, TOBAa MOXKE Aa JoBele A0:
- BBH3MOMKHO YAb/DKaBaHe Ha BPEMETO HAa KbpBEHE;
- aHTHarperupauy etekT, KOHTO MOXE Aa ce fIPOABH JOPH NPH MHOTO HUCKH J03H;
- uHXHOHpaHe HAa MATOYHHTE KOHTPAKLWH, BOAEIIH 10 3a0aBEHO HIH NPOILIDKHTEAHO
paXcaaHe. -

CnenoatreHo, H6ynpodeH € NPOTHBOMNOKA3aH Mpe3 TPETHA TPHMECTLP Ha GpeMeHHOy
5.3).

Kbpmene



HUGynpoden u nerosute MeTabonuTH Morar aa NpeMHHABAT B HUCKW KOHLEHTpALHK B KbpMaTa.
Jocera He ca H3BECTHH BPeIHH ¢(eKTH BbPXY KbPMAYeTaTa, Taka 4e IPH KpaTkoCPOYHO JIEYEHHE ¢
NpenopbYMTENHATA A03a 32 6O/Ka M TPecKa, NPEKBCBAHE HA KbPMEHETO OOHKHOBEHO HE €
HeobX0IUMO.

DeprTUnuTET
HMMa gaHHH, 4ye 1EKapCTBATA, KOMTO NIOTHCKAT CHHTE3a HAa LIMKIOOKCHTEHa3a/IpocTarnaHAHHH, MoraT

[a MPUYHHAT YBPEXKIAAHE Ha HEHCKHA (ePTIIHTET upe3 Bb3AeiicCTBHE BbPXY OBYIaumsaTa. Tosa ¢
0o0paTUMO NpH NpeKpaTIBaHe Ha JICUEHHETO.

4.7. Edrextr BBpXy cnocobaocTTa 32 odHpane n padoTa C MAITHAH

HoynpoteH 0biKxHOBEHO HE 0KA3BA HHKAKBO MIIH 0Ka3Ba HE3HAYMTEIIHO BlIUAHHE BBPXY
cnocoBHocTTa 3a wodupane U paboTa ¢ MaIHHH. Bhnpexy ToBa, Thi KaTO NPH NO-BUCOKH JO3H
MOTAT 2 Ce MOABAT HEXENAHH 3a LIEHTPANIHaTa HEPBHa CHCTeMa eeKTH KaTo YMOpa U 3aMasgHoCT,
cnocoBHOCTTA 38 peakLUs H CIOCOOHOCTTa 3a AKTHBHO YYacTHE B ITbTHOTO ABHKEHHE M 32 paboTa ¢
MallMHH MOTaT Aa 6bAAT HapYLIEHH B OTAENHY C/Iy4aH W Te3H nanueHTH Tpabea na Habsrear
WoGHMPaHETO KITH H3MOI3BAHETO HA MAlKHH. TOBA BAXKH B M0-TONAMA CTCHEH B KOMOMHALHA C
AAKOXOI.

4.8. Hexxenans JeKapcTBeHH PeakiHd

CnHCHKBT ChC CNIENHUTE HeXeNaHH PeakUMH BKIIIOYBA BCHYKH HEKENAHH PEaKIIHH, KOHTO ¢4 CTAHATH
M3BECTHH NpH NeveHHe ¢ ubynpodeH, CbLLO H TE3H NPH NPOABIDKHTENHO NEUEHHE C BHCOKH J03H MPH
TIALMEHTH ¢ peBMaTH3bM. [TOCOUEHHTE YECTOTH, KOMTO HAIXBBPAAT MHOTO PeKHTE ChOGLICHHS, Ce
OTHACAT 3a KpaTkocpovHa ynotpeba Ha AHEBHK A03H 10 MakcHMyM 1200 mg ubynpoden 3a
nepopantH Aexapersery bopmu 1 MakcHMyM 1800 mg 3a cynosuTopHu.

Hexenanure peakius, CBBp3aHu ¢ uOynpodeH, ca janeHH no-a0.y, HIGPOEHH 1o

CHCTEMO-OpPraHeH KJac W 4ecToTa.

an CIICAHHTE HEXKENMaHH NEKAPCTBCHH PeaKiiMHi 'I'pSIGBa Jia C€ HMa NpEABKI, Y€ TE Ca IPEAHMHO
A0303aBHCHMH H BapHpaT HHIHBHAYATHO.

Haii-uecto HaGnoaaBaHKUTe HEXKENAHH IEKAPCTBEHH PEakKLiMy ¢a C XapaKTep Ha CTOMAIHO-YPEBRH
HapyileHrs. Bb3MOkKHO e 1a ce MOABAT MeNTHHHM A3BH, NepdopaLng UNH KbpBeHe OT CTOMAILHO-
upeBHHA TPAKT, NMOHAKOra ¢ araneH H2xoa, ocoBeHO NP NALMEHTH B CTAPHECKA Bb3PacT (BX. TOYKa
4.4). Cnen npunoxeHue ca JOKIaABaHH rafcHe, NOBPEIIAHE, THAPHA, METEOPHIBM, 3aMeK,
JMCnencHs, kopeMHa 00Ka, MENeHa, XeMaTeMe3a, YIILEPO3eH CTOMATHT, 060CcTpSHE Ha KOJIHT H
Gonect Ha KpoH (k. Touka 4.4). ITo-paako ¢ Habmopapas ractput. OcobeHo pUCKBT OT MOsABA Ha
CTOMALIHO-YPEBHO KbPBEHE 3aBHCH OT NO30BHA AMaNa3oH W NMPOAKHTENHOCTTA Ha ynoTpeba.

Bbe BpB3ka ¢ nedenreto ¢ HCTIBC ca chobmaBank OTOLM, XMIIEPTOHHUA H CHpACUHA
HEAOCTATBYHOCT.

KnuHWuHMTE NpoyuBaHHA MOKa3eaT, ye ynotpebara Ha M6ynpodeH, ocofeHo npk Bucoka ao3a 2400
mg/nen) Moe aa 6be cBbp3aHa cbe c1abo NOBULIEH PHCK OT apTepHANHK TPOMOOTHUHH CHOHTHA
(Hanpumep MHokapaeH HHGApPKT UITH HHCYNT) (BXK. Touka 4.4).

Crobuiasa ce 3a peakUMH Ha CBPbXUYBCTBUTEITHOCT, KOUTO MOTAT 18 BKJIIOYBAT:
(a) HecneuM(HUYHK anepruvHY peakUHH H aHabHNaKCcus,;

(6) peakTHBHOCT Ha JMXaTeNHUTe MTbTHLIA, HAMP. aCTMAa, BlOILEHa acTMa, bpoHxocnasbm,
(B) pa3niHuHH KOXKHH PeaKkLHH, Hanp. cbpbesk, YPTHKapHA, aHFHOEAEM H NO-PAAKO ekcdo,
fyno3Hu AepMaTo3H (BIJIFOYMTESHO eNUIepManHa HEKPOTH3a H MyNTH(ROPMEHA epHTeE

=

Maupentst Tpabea aa Obae HHCTPYKTHpaH Aa MHGOPMHPaA He3abaBHO NEKAPs CH H fia ¢
[Mapa6on KoMIuieke, ako Moy4YH HAKOE OT FOPENOCOYEHUTE ChCTORHHA.



Mons, obbpHeTe BHHMaHKE, Ye BLB BCAKA rpyna YeCTOTHTE HA HeXenaHHTe eeKTH ca NpeICTaBeHH B
HH3XOAALL PEA CIIOpe] TAXHATA CEPHO3HOCT.

MHoro uectH (>1/10)

Yectu (>1/100 o <1/10)

Heuectn (>1/1 000 no <1/100}

Peaxn (>1/10,000 no <1/1,000)

MHoro peaku (<1/10 000)

C HeHM3BECTHA 4eCTOTa (He MOke Aa ObAe ONpeaeneHo OT HATHYHHTE JaHHH)

Hughexyuu u ungpecmayuu

Mmnoro penku: JoknazneaHo e 000CTpAHE HA BB3MANCHHA, CBLP3aHU ¢ HHEKLMA (Hanp.
pa3BHTHE HA HEKPOTH3KpaLl (BacLMHT), KOeTO cChBNaja ¢ ynoTpebara Ha
HECTEPOUIHH NPOTHBOBB3NATHTENHH CPEACTBA. TOBA BEPOATHO € CBBP3aHO C
MeXaHH3Ma Ha JeACTBHE HAa HECTEPOUIHHUTE MPOTHBOBL3NATHTENHH CPEAICTRA.

Ako no BpeMe Ha ynotpebara Ha HOynpodeH ce NoABAT WK BIOWAT
npU3HaLUM Ha HHPEKLINA, Ha MALKEHTa ce NpenopbyBa He3abaBHO J1a OTHJIE Ha
nekap. TpaGpa Aa ce oleHH HEOOXOAUMOCTTA OT aHTH-HHPEKLIMO3HO
/aAHTHOHOTHYHO NleueHHe.

CHMNTOMKTE Ha acENTHYEH MEHHHIHT ChC CKOBAHOCT Ha BpaTa, riasobonue,
raieHe, NOBPEIIAHE, NOBHLIEHa TEMIIEPATYpa WIH NOMpayapaHe Ha
cb3HaHMeTO ca HabnrosasasH npu Hoynpoden. [laupenTuUTe ¢ ABTOUMYHHH

" napyuterus (CJIE, cMeceHO CheAMHHTENHO-ThKaHHO 3abonaBane) u3rnexaa
ca npespasnoioKeHH.

Hapymwenun na kpvema u aumprnama cucmema

Meuoro peakn:  Hapywenus B kpeBooGpaszysatero (aHeMMA, TEBKONEHHA, TPOMOOLIMTONEHHKS,
MaHLMTONEHH, arpaHyiounTosza). [TepBuUTe NpU3Haum Morat aa 6baaT Tpecka,
BB3MAJIEHO I'bPIIO, NOBLPXHOCTHH PAHH B YCTATa, FPUNONOROOHU OIUIAKBAHMS, CHITHA
OTMAMHAJIOCT, KbPBEHE OT HOCA W KbpBEHE OT KoxkaTa. B TakuBa cny4an nauneHTsT
TpaGBa na 6bae NnocLBeTBaH He3ab0aBHO [a NPEYCTAHOBYU NpieMa Ha NeKapcTBOTo, Aa
H36ArBa BCAKAKBO CAMOJIEYeHHE ¢ aHANTETHLH WK aHTWIHPETHLIH H J1a ce
KOHCY/NTHp& C JieKap.

KpnBHaTa kapTUHa Tpa0Ba ia ce nMpoBepARa pefOBHO MPU NIPOABL/DKHTETHA TEPATHA.

Hapywenua na umMynnama cucmema

Heuectu: Peakiyiy Ha CBPbXYYBCTBHTEHOCT C YPTHKapHA U ChPOEK, KAKTO H aCTMATHUHH
NPHCTBINK (EBEHTYARHO ¢ ROHKWXKABaHE HA KPBBHOTO Hansrade).

Muoro peaks: Texku o0UM peakUHMK Ha CBPbXYYBCTBHTERHOCT. CHMNITOMHTE Morar na Onaar:
MOIYBAHE HA JIMLIETO, €3HKA W NApHHKCA, 3ayX, TAXHKAPAHSA, XHTIOTOHHS,
(aHatunakcHs, aHTHOSAEM HITH TEXEK LIOK).
OGocTpAHe Ha acTMaTa M OPOHXOCNA3ZbM.

Hcuxuampuunu pascmpoiicmea
Muoro peaku: TICHXOTHYHM peakLMM, AEMPECHS.

Hapywenun na nepsnama cucmema
Heuectu: HapyluieHus Ha LieHTpalHaTa HepBHa CHCTEMA KaTo 11aBobonue, 3amasdH
fescbrue, Br30Yaa, pa3apa3HUTENHOCT HIH YMOpa.

Hapywenun na ouume
Heuectu: 3pHTENTHN CMYLIERHUA.



Hapywenua na yxomo u nabupunma
Penku: HlyM B yiuMTe, HAPYLLEH ChyX.

Copoeunu HapyuieHus
MHoro peaku: Cobpuebuene, cbpleHHa HEA0CTATHYHOCT, HHDAPKT HA MHOKApAA.
C neuspecTHa vecToTa: CuaapoM Ha Kounis.

Croosu HapyuieHun
MHoro peaku: ApTepHanHa XUAEePTOHHSA, BACKYJIHT.

Cmomauino-4pesHu HAPYUIeHUA

Yecrn: CroMalllHo-4peBHH OMNaKBaHHA KaTO AMHCIENCHS, NHpo3a, KOpeMHa Oonka, rageHe,
NOBPLIIAHE, METEOPUIBM, OHAPHA, 3aNEK U IEKH CTOMALIIHO-UPERHH KPHBO3ary0u,
KOHTO B W3KIIOYMTENTHH CJTyHad MOTAT Ja IPHYHHAT aHEMHSA.

HeuecTn: CToMaluHo-4peBHU S3BH, NOTEHLMAIHO ¢ KbpBeHe W nepdopauus. YiueposeH
CTOMATHT, 000CTpAHE Ha KOMHT K Oonect Ha KpoH (. Touka 4.4), racTpHT.

Muoro penku: Esogarur, nankpeatur, o6pasysaHe Ha upesHH avadparMononobiu CTPHKTYPH.
[MauueHTHT TpAGRa Ja Obae HHCTPYKTHPAH 2 CMpe NMpHEMa Ha JIEKapCTBEHHA
MPOAYKT M He3abaBHO 1a OTH/E Ha JieKap, aKo ce NoABH criiHa 6oNKa B ropHaTa 4acT
Ha KOpeMa WIIW XeMaTeMesa.

XenamoOunuapru Rapymenun
Muoro penxn:  YepHoapobHa anchysKuUMs, YepHOAPoOHO yBpesaaHe, OCODEHO NPH NPOALIDKUTENHA
TeparnHs, 4epHoApoOHA HEAOCTATHLYHOCT, OCThP XENaTHT.

Hapyuienun Ha KOHCama u NOOKOMNCHAMA NTbKAH

HeuecTn: PaznHuH1 KOXHH 0OpHBH. ,

MRoro penku: Texkn KoxKHH Hexesanl peakun (SCAR) (BxmoynrenHo epuremMa
MYNTHDOpME, eKCPOoNHaTHREH ASpMaTHT, CHHAPOM Ha Stevens-Johnson u
TOKCHYHA €NKMaepMaiHa HEKpOJH3a), anoneuns. B H3knovuTentu cnyyau no
BpEME Ha BapHUENHA HHPEKUHMA MOTAT Ja Bb3HHKHAT TEXKH KOXXHH
HH(EKLHMH M YCAOKHEHHA HA MEKHTE ThKaHH (BXK. cbiuo "HHpekiyn u
undecranu”).

C HeHzpecTHa uecToTa: JlekapcTBena peakumMs ¢ eo3MHO(HIAA H cHcTeMHH cuMnToMu (DRESS
CHHIpPOM), OCTpa reHepaJJH3HpaHa eK3aHTeMaTo3Ha nycTynosa (AGEP),
peakLuH Ha GOTOMYBCTBHTENHOCT.

Bulpeuru u nUKoYHU HADYUIEHUA

Penku: Panko Morat aa ce noAsAT yBpexaaHHA Ha 6bOpeuHara ThkaH (MamunapHa HeKpo3a) U
NOBUILEHH KOHUEHTPALMH Ha NHKOYHA KHCENMHA B KPBETA. TI0BHLIEHH
KOHUEHTPALMK Ha ypes B KPbBTA.

Muoro peaku:  O6pasysaHe Ha OTOLM, 0COBEHO MPH MALUMEHTH C APTEPHAIHA XHIIEPTOHHS HAH
6bOpeyHa HeAOCTATBHHOCT, HePOTHYEH CHHAPOM, HHTEPCTHLMANEH He(PHT, KOHTO
mMoke na 6bae nprapyxed oT ocTpa 6x0peuna nenocrateuHoceT. [Topaau Tosa
61ubpeunara pyHkuuUa TpAOBA 1a ce NPOBEPABA PENOBHO.

H3cnedsanun
Peaku: IMoHwxeHH HHBA Ha XxeMornoOuHa.

Coobuiapane Ha NOJO3HPAHU HEXKETAHH PeaKH
C'bOGI].IaBaHeTO Ha NNoO03HpaHH HEXKCIIAHH pPEAKLHHA CJI€] pa3pCillaBaHE 3a yncrrpeﬁa H3
NpOAYKT € BaXXHO. Toea nozsonsAea aa NpoaBIHKH HabMOACHUETO HA CHOTHOLLIEHHETO




neKapcTBeHHA POAYKT. OT MEANLIMHCKHTE CIIELIMATMCTH C& U3UCKBA Aa ChoOLUABAT BoAKA
MOA03WpaHa HeXKeNaHa peaKums upes: -

H3meiHUMTE IHA areHUMS [0 JIEKapcTBaTa

ya. ,JJamsau I'pyes” Ne 8

1303 Codus

Ten.;+359 2 8903417

yeGcaiiT: www.bda.bg

4.9, Ilpeno3apane

Ipx noapacTRalli ¥ BB3PacCTHH A03aTa NPeAU3BHKBAINA OTTOBOP € MO-MANKO H3ACHEHa.
[Tony>XHBOTBT NpH npefo3upane e 1,5-3 yaca.

CuMToMu

IToBeueTo NaUMEHTH, KOWTO ¢a NPUENH KIHHHYHO 3HauHMu konuuectsa HCIIBC, we noayyar
rajieHe, MOBPBILAHE, eMMracrpanHa Gonka U no-psaxo auapua. Llym B ywwre, rnasobonue

H FaCTPOHHTECTUHATHO KbPBEHE ChLIO ¢a Bb3MOXHH. [IpH no-cepuo3no oTpaBsHe TOKCHUHOCTTA Ce
HabMo0aBa NpH LEHTPATHATA HEPBHA CHCTEMA, NPOABABALLA CE KATO CHHIHBOCT, MOHAKOra Bu30yaa H
Ae3opueHTalus unH Koma. [loHAkora naumeHTHTE pa3BHBaT KOHBYACHH. TIpoabkuTenHarta ynotpeba
B MO-BHCOKH OT NPENOpBUHTETHHTE A03H WIH NpeAo3npaHe Moxe Ja aosene no 6u6peuna TyOyiHa
aLMAO3a U XUITOKAAMEMHS.

TIpH cepHO3HO OTPABAHEMOXKE A HACTBIH MeTaboAWTHA aumao3a U NpoTpoMOHHOBOTO Bpeme/ INR
Moxe na Obae yIbIDKEHO

NOpajd HaMeca B JEHCTBHATA Ha LIMPKYAMpaLIMTE (aKTOpH HA ChCHPBAHETO. Moxe na HacTbNK OcTpa
6bOpeura HeNOCTATBYHOCT M YepHOAPOOHO yBpexaaHe. OBocTpAHe Ha aCTMATa € Bb3MOXKHO fIpH
acTMAaTHLH.

Jleuenue

JleueHuero TpaGea aa 6bAe CUMNTOMATHYHO H MOAKPENALIO KaTO CE€ MOAABPMKAT YHCTH AHXATENHH
NbTHLIA K ce HabNKOAaBaT ChPASYHHTE H XKH3HEHUTE NOKa3aTeny ao crabunulupaxe. Moxe na ce
0OMHCIH H NEPOPATHO NPHIOKEHHE HA AKTHBEH BBITIEH, AKO MALMEHTDHT IO MPHEME B paMKHUTE Ha |
yac cieq MoMIbLIAHE HA HOTEHUMATHO TOKCHYHO KOTMYECTBO. AKO €a YeCTH WK MPOILKHTENHH,
rbpyoBeTe TPAOBA a Ce JIEKYBAT C MHTPABEHO3EH Ma3enaM WM NopasenaM. TpaGea fa ce npremat
GpoHxOAMNATATOPH 32 acTMA. '

HsaMa cneumaneH aHTHAOT.

5. DAPMAKOJIOTHYHH CBOHCTBA
5.1. ®apmakoAHHAMHYHH CBOHCTBA

dapmMakoTepameeTH Ha rpyna: [IpoTHBOBB3NMANMTENHH H AHTHPEBMATHYHH NPOIYKTH, MIPOH3BOJHO Ha
nponuoHoBa kucenuHa;, ATC kox: MO1A EO1

U6ynpodeHsT € HecTepouaHo NpoTHBoBE3nanHTenHo cpeactso (HCIIBC), koeto B
KOHBEHLIMOHAITHUTE MOZIE/IM Ha BL3NANEHHE MNP ONMUTHH JKHBOTHM € A0KA3all0 CBOATa e(heKTHBHOCT
upe3 HHxuBHpaHe Ha NpocTarnaHauHOBaTa ciHTe3a. [Ipu xopa nbynpodeHsT HaMansBa CBbP3aHHTE C
Bb3nancHHe Honka, oToum M Temneparypa. OcBeH Toga nbynpogeH obparumo HHxHOHpa AJID u
KoJlareH HHAyL#HpaHaTa TpOMOOLMTHA arperaLHs.

HHCKaTa J03a aUeTHICATHUMNOBA KMCENHHA BbPXY TPOMOOLIMTHATA arperauvs, korato ce/Aiqeh
eaHoBpeMeHHO. Hiakou dapMakoAHHAMHYHH NPOY4BaHHA [TOKA3BAT, Y€ NMPH €AHOKPATHH /IR
nbynpodgen 400 mg B pamxute Ha 8 yaca Mpead WK B pamkuTe Ha 30 MHHYTH cien HeF Ol
ocsoBOoKIaBaAHE Ha ALETHICAHLIAIOBA KHCEJIMHA ¢ onpeaenera no3a (81 mg) ce HaMa



ALETHICATMLMIOBATA KHCE/IMHA BbpXY 00pa3yBaHeTo Ha TpoMOOKCaH WIH HaCTbIIBA C/IENIBAHE HA
TPOMBOLIMTH. BBNIPEKH He HMa HECHIYPHOCT OTHOCHO EKCTpanonauMaTa Ha ex vivo aHHH 3a
KJIMHHYHATA CHTYAUKA, BE3MOKHOCTTA, Ye MOCTOSHHATA M NPONB/DKKTEHa YnoTpeba Ha ubynpodeH
HAMAaJiABa KAPAHONPOTEKTHBHHA eheKT Ha HUCKH I03H aLIETHICATHLMIIOBA KHCENTHHA, HE MOXeE 11a
6bae u3kmoueHa. He ce cumTa, ye ChOTBETHHAT eeKT € BEPOATEH NPH Cily4aiiHa ynoTpeba Ha
nbynpodeH (Bx. Touka 4.5).

5.2. ®apmMaKoKHHETHYIHH CBOHcTBA

Abcopbums
IMpu nepopainHo npunoxenue uGynpodet ce abcopbupa HACTHUHO B CTOMAXA H CJIE] TOBA HAITLJHO B

THHKHTE YepBa.

MakcHMaNHH Nna3sMeHy KOHUEHTpauud Ha HOynpodeH ce JocTUraT THIMYHO 3a 1-2 Yaca cnen
nepopaJieH npueM Ha oGUKHOBeHH TabneTkn ubynpoden. Cnen nepopaned npreM HOYNpogdeHsT ce
pesopbrpa Gbp30 Npe3 racTpOMHTECTHHANHUA TpakT. BpeMeTo 3a AocTHraHe Ha MHKOBH MITA3MEHH
koHuenTpauuH (median Tmax) Ha rnaaHo 3a ubynpoden kucenuna obuxHoBeHH Tabnetku e 90
MHHYTH B cpaBHeHHe ¢ 40 MuHyTH 3a W6ynpoden Meku kancynd. UOoynpoden ce oTkpuea B niasmara
noseye oT 8 yaca ciied NpUIOKeHHe Ha HOYTIpOdEH.

Pasnpenenenue
CBBbp3BaHETO C 1a3MEHUTE NPOTEHHH € OKOAO 99%.

EnumunnpaHe
Cnen meTaGonu3upaHe B uepHus Ipod (XHIpoKcHIHpaHe, KapOOKCHIHPaHe H KOHIOTaLHA),

(hapMaKoIOTH4HO HEAKTHBHHUTE METAOO/IUTH Ce eTHMHHUPAT HAITBIIHO, OCHOBHO Ype3 6bOpeuyTe
(90%) 1 OT YACTH Npe3 HIThYKaTa. ENHMHHALMOHHUAT NOMYKHBOT NPH 31paBd HHAHBHAK H NMPH
Takrea ¢ OBOpeuHH H uepHoapobuu 3abonasanua € 1,8 - 3,5 yvaca.

‘5.3, lIpenx1aEHYHHE AaHHH 3a Ge3onacHoCT

CyBXpOHHYHATA H XPOHMYHATA TOKCHYHOCT Ha HOYNpodeH MpH eKCNEPHMEHTH ¢ MHBOTHH ¢
[IPOSBSABA [NIABHO KATO JIE3UH M A3BH B CTOMAWIHO-upeBHUSA TpakT. [Ipoy4BanusTa in vifro v in vivo ne
JaBaT KIHHHYHO 3HAUHMH JIOKA3aTeNCTBa 32 MyTareHHHA MoTeHu an Ha uoynpoded. lpu
Npoy4BaHHs BLPXY TUTEXOBE B MULIKH HE €A OTKPHTH JOKA3aTeNCTRa 33 KAHLEPOreHHH edekTy Ha
 ubynpoden. USynpodeH € noren Ao HHXMOHpaHe Ha OBY/ALMATA MPH 3aALKM, KAKTO H 110 HapyluaBaHe
Ha UMIUIAHTALMATA MPH PasTHYHK XKHBOTHHCKHN BUAOBE (3aeK, IUTbX, MULIKa). ExcnepumenTantu
npoy4YBaHus NMoKa3pat, 4e #OynpodeH NpemMHHaBa 11pe3 MIALEHTATA, KATO MPH TOKCHYHH 33 MadkaTa
JI034 € HabMoJaBaHa MOBHLIEHA YeCTOTa Ha MasiopMaliuu (Hanp. AeleKTH HAa BEHTPHKYIapHaTa
nperpana). pu npoy4BaHHs BbpXY XKHBOTHH € HabmoaasaHo, ye ynotpebara Ha HCIIBC, 3a kouto e
W3BECTHO, Y€ MOTHCKAT CHHTE3a Ha NPOCTarjaHAWHH, MOXKE /2 YBE/WYH HecTOTaTa Ha JHCTOKUA H
3abaBeHO paykaaHe.

Hb6ynpoden Moxe ga NpeaCcTaBIsRA PHCK 3a BOJHATA cpeaa (BHXTe Touka 6.6).

6. PAPMAIIEBTHYHH JAHHH

6.1. CnHCEK Ha NOMOIIHHTE BEIIECTBA

Coabpicanye Ha Kancynara
Makporon 600 (E1521)

Kanues xuapokcua (E525)
Ilpeuncrena Boaa

(OGBHBKA Ha Kancy/arta




Kenatun (E441)

Cop6wuron, TeueH yacTuuHo gexuaparupad (E420)
ITpeuncrena soaa

6.2. HechbBMECTHMOCTH

He ¢ npunoxxumo

6.3. Cpok na roagoct

3 roauHun

6.4. Coeunanun yCJOBHA HA ChXPAHEHHE

To3H nekapcTBeH NPOAYKT HE H3UCKBA CMELHANHH YCIOBHA Ha ChXpaHenHe. CnXpaHaBaiiTe B
OpMIHHAJHATA ONAaKOBKa, 3a /1a MPENa3HTe OT Bjiara.

6.5. /IanHK 32 ONAKOBKATA

Anymunues - 681 Henpospaden 6auctep ot PVC/PE/PVAC.
Bcska kapToHeHa KyTus Moxe aa chabpxa 10, 20 unu 30 mexu kancynu B 6nuctepu.

He BCcHUKH ONakoBxH wie OLIar rycHaTH Ha nasapa.
6.6. CoenuanHH OpeiNA3HK MEPKH MpPH HIXBLPJAHE H paGoTa

BcekH HeW3non3BaH JIEKapCTBEH NPOSYKT WK OTNAAbUYEH MaTepHal TpaOBa Na Ob/ie H3XBhPIEH B
ChOTBETCTBHE C MECTHHTE H3HCKBAHHA.

To3u JlekapcTBEH NPOIYKT MOXKE Aa NPEACTAB/IABA PHCK 3@ OKO/HATa cpesla (BXK. Touka 3.3).

7.NMIPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2-18
61118 Bad Vilbel,

I'epmanus

8. HOMEP HA PAZPEHIEHHUETO 3A YIIOTPEBA

Peructpaunoner Homep: 20220181

9. JATA HA IThPBO PA3PELIIABAHE/MIOXHOBSIBAHE HA PA3PEIIEHUETO 3A
VIIOTPEBA

Jlata Ha mbpeo paspeluaraHe: 16.06.2022

10. AATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2026




