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2, KAYECTBEH U KOJIMMECTBEH CbCTAB

Bceska punmupaHa tabnerka cbabpxa 200 mg ubynpodeH (ekBuBaneHTHO Ha 340 mg ubynpodeH
au3uH (1buprofen lysine)).

3a MBbJIHUA CIIUCHK HA NMOMOLLHUTE BEILECTBA BHKTE TOUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

dunMupana tabierka
bneno 4yepseHa, kpbria, ABOMHOM3NMbKHANA hUunmMupaHa Tabnerka, rnajaka ot ABeTe CTPaHH ¢
AHaMeTbp Ha aapoTo 11 mm.,

4. KJIMHUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3ZAHHA

[TokasaH 3a cCHMNITOMAaTH4HO OONEKYEHUE Ha JieKa A0 yMepeHa 0oJka KaTto rnasobonue, 300007,
OoNnkM B MYCKYJIMTE B MEHCTpYallHu OONKH, .

Manos3ga ce ¢hlio 3a CHMITTOMaTHYHO JIGYEHHE Ha TEMIIEpaTypa.

Pynanun 200 mg e nokazaH rnpu BBL3pacTHU U IOHOUIM ¢ TenecHo Terno 40 kg v noseye (Ha Bb3pacT
Han 12 roguHH).

4.2 Jo3MpOBKA R HAYMHH HA NPHJI0XKEHHE

Haii-Huckarta edextuBHa nosza Tpabea Aa ObAe HM3NON3BAHA 33 BB3IMOXHO Hait-KpaTkug NEpHO.,
HeoOxoauM 3a objiekyaBaHe Ha CHMNTOMHTE (BHIKTE TO4Ka 4.4).

Ho3nporka

Bw3pacmuu u wnowu ¢ menrecno mezno 40 kg u noseve (Ha ev3pacm nao 12 co0unu)

Hauyanuara noaa e 200 mg 1o 400 mg {1 no 2 tabnerku), cnea ToBa, ako € HeoBXOAUMO, MOXKE J1a ce
NOBTOPH HA BCeku 6 vaca.

Ha He ce npeBM1IABA MaKCUManHaTa AHEBHA A03a oT 1200 mg (6 TabneTkn) 3a 24 uaca.

AKO TO3H JIEKAPCTBEH NPOAYKT € HEOOXOAUM 3a NoBede OT 3 AHMU B CAy4yaidl HA TeMneparypa U 5 IHH
3a JIeHeHHe Ha 00JIKa WM aKO CHMIITOMMUTE C€ BIOLIAT, NallHeHTHT TPAOBA Ja ObAe NOChBETBAH J1a CE
[OCHBETBA C JIEKap.

AKO TO3M IeKapCTBEH NPOLYKT € HEOOXOAUM NPH FOHOIIH (HA BBL3pacT Ha W HaA 12 roguHM) 3a noBeve
OT 3 AHU WM aKO CUMIITOMMTE ¢€ BJIOLLIAT € HeoOX0AuMa KOHCYJITALIMA C JieKap.

HHQHEHTH B CTAp4YCCKA BB3pacT

He ce Hanara cneuuduyHo aganTHpaHe Ha 1034aTa.

[TanueHTy ¢ 6L6peuHo/ YepHOAPOOHO YBpekIaHe




[1pn nauHeHTH ¢ NeKo A0 yMepeHo OBOpeUHO WiK YepHOApoOHO yBpexIaHe TpabBa aa ce€ U3non3ea
Hali-HucKaTa e(eKTHBHA 4033 M € HeODXOAMMO BHUMaHUE (32 MALUEHTH ¢ TEXKO ObOpeUHO HITH

yepHOApOOHO 3a00aBaHe BHXTE TOUKA 4.3).

Hauun Ha npynoxeHue
3a nepopanHo NPUIIOXKEHHE, 3a MPEANOYUTAHE Cle] XPaHEHe, MPHET ¢ yalla Boja.

4.3 IIporuBOnmOKA3AHHA

CBpbX4YBCTBHUTEIHOCT KbM aKTUBHOTO BELIECTBO WIH KbM HAKOE OT MOMOLLHUTE BEILECTBa,
H30poeHHU B TOUKa 6.1,

AHaMHe3a 3a raCTpOUHTECTUHAITHO KbPBEHE MK nepdopalus, CBLP3aHU ¢ NPEALISCTBALLO IEYECHHE C
HCIIBC.,

AKTHBHa WM aHAMHE3a 3a PeKYPeHTHA IENTHYHA 9384/ KPLBOHIIIME (IBA WM NMOBEYE OTAEJIHU
€MU30Ra HA AOKA3aHA yIUepauHs UM KbPBEHE).

[TauneHTH ¢ U3BECTHA AHAMHE3A 33 PEAKLIMM Ha CBPBXUYYBCTBUTEITHOCT (HaMp. acT™Ma, SPOHXOCNA3bM,
PUHUT, aHTHOEEM WIH YPTHKapus ) B OTTOBOP Ha, alleTwicanuuuaosa kucenuHa uan apyru HCIIBC,
Texka yepHOApOOHA HEOOCTATHUYHOCT.

Texxka ObOpeyHa HEAOCTATHYHOCT.

Texka cepaeyHa HegoctaTbuHOCT (Kitac IV no NYHA).

HapyuieHnus B Koarynauuara (Cb¢ CKIOHHOCT KbM MOBHUICHO KBPBEHE), MO3BUYEH KPBBOH3ITHUB HIH
APYT aKTUBEH KPbLBOU3JIMB,

Texka gexupartaums (NMpUYUHEHA OT MOBPbILUAHE, AHAPHSA WK HEAOCTAThYEH NPHEM HA TEHHOCTH).
[TocneaHuTe TpU Mecela oT OpeMEHHOCTTA.

44 CoensajHH npeAyNpexIeHHS H NPeANA3ZHH MEPKH OPH ynoTpeda

Hexenanure peakumy Morat Aa 6baaT cBeA€HH 10 MMHHMYM 4pe3 ynoTpebara Ha HaH-HMCKaTa
eEeKTUBHA /1032 33 Bb3MOXXHO Hal-KpaTKHS NEpHOA OT BpeMe, HEoOXOIUM 3a OBJ1aIfBAHE HA
CHMNTOMUTE (BHXKTE TOYKA 4.2 U CtoMalllHO-uYpeBHU H CbpAeUHO-CLAOBH PUCKOBE 110-A0JTY).

HeobxoauMo ¢ BHHMaHHWE NPH NAUMEHTH C:

- IlauweHTH ¢ aHaMHE3a 3a XUIIEPTOHHA WM KOHMeCTHBHA ChpJcyHa HeAOCTATbYHOCT;
- YcTaHOBEHa UCXeMHYHa D0necT Ha CLPLETO,

- llepudepHa aprepnanHa 0onecT WM MO3bYHO-CbAOBA HONECT;

- YnueposeH KoauT, Sonect Ha KpoH;

- CucremMeH eputeMaroseH nynyc (SLE) win apyrd aBRToMMyHHHM 3a00J19BaHUA.

ChpAeUHO-CHAOBY U MO3BYHO-CHA0BH €PeKTH

KnuHHYHHATE NpoyuBaHUs NOKA3aBaT, ue ynorpedara Ha ubynpodeH, ocodbeHO BbB BUCOKH 103H (2400
mg/ JIHEBHO) MOXKe Aa Obae CRbp3aHa ¢ JIEKO MOBHILEH PUCK OT apTepHaNHU TPOMOOTHYHH CHOUTUSA
(HanpuMep MHGAPKT Ha MHOKapaa v MHCyAT). KaTo uano enuaeMMonOorHuHHTE MPOYYBaHUA HE
npeanoJiarar, 4e HuUCkuTe no3u udynpoden (< 1200 mg/ nHEBHO) ce CBBP3BAT NOBULLEH PHCK OT
apTepyualnHyi TPOMOOTHYHH CHOUTHA.

[lauyeHTHTE ¢ HEKOHTPOJIMPAHA XMIIEPTOHUSA, KOHIECTUBHA ChpaeuHa HegocTaThuHOCT (NYHA II-
III), yctaHOoBeHa HcxeMHYHa DoNecT Ha cbpUeTo, nepudepHa aprepyaiHa 605ecT W/MIH MO3bYHO-
cbaoBa boaect TpsOBa 1a ObAAT NEKyBaHH ¢ MOYNPOgEH caMo ¢le/l BHUMATENHA fIPEUCHKA, a
BUcokuTe A034 (2400 mg/ nneano) TpsadBa na ObAaT U30ATBAHM.

Heobxonuma e BHUMaTeNHA NpeUeHKa Nped 3ano4BaHe Ha NPOJBDKUTENHO JEYCHHE NPH NALHECHTH
C PUCKOBH (DAKTOPH 3a ChPACHHO-CBAOBH CHOMTHA (Hanp. XMNEPTOHUS, XUNECPAHNIHAEMHS, 3aXapeH
anabeT, TIOTIOHOMYILEHE), OCODEHO, aKo ca HEOOXOMMHM BUCOKH 103U HOynipodeH (2400 mg/ S FEEER

AHEBHO). T A RAPST, x:\\\\\
[1pu nauueHnTH, nekyBanu ¢ ubynpodeH, ce ¢hobluapa 3a caiyyam Ha CUMHAPOM Ha Kounis. CHHﬂgomf:T ‘‘‘‘‘ H ‘*\
Ha Kounis ce onpeaens KaTo BTOPUUYHH ChPASYHO-ChIOBHA CHMITTOMH Ha aJleprHyHa peaxuyifl Iﬂm i ;ﬁl' A
peaKLus Ha CBPBXYYBCTBUTEHOCT, CBBP3aHH ¢ KOHCTPHKIMS Ha KOPOHAPHHUTE apTEpPHH, ’!{i v *’*,;: I :
NOTEHIMAIHO BOfIEL]a A0 MHOKapAeH HHapKT. A\ AR ;'//



Heobxonumo € BauMaHue (00CHxKaaHe ¢ Tekap WK (hapMaLeBT) Npeay 3aMo4YBaHE Ha JICYCHHUE NPH
NnaLMeHTH C aHAMHE3a 33 XMNEPTOHUA /MU ChPACUYHA HEIOCTATBYHOCT, Thil KATO 3aAbPXKAaHE Ha
TEHYHOCTH M e1eM ca cboOlllaBaHK BbE Bpb3ka ¢ neueHue ¢ HCTIBC.

CroMaliHO-YpPEeBHHU edeKTH

[Ipn nauyeHTH B cTapyecKka Bb3pacT € HAJTHLE MOBULICHA HECTOTa Ha HEXKEJIAHUTE pEakKLMH KbM
HCIIBC, ocobeno cTtoMalHoO-4pERHO KbPBEHE H rnepdopalus, KOMTO Morat aa Obaat garanHu
(BHXKTE TOUKA 4.2).

CroMallHO-UpeBHO KbPBEHE, A3Ba U rnepdopaiins, Kouro Morat Ja 0baaT gataiHy ca chodbuiaBadu
npu Bcuuky HCIIBC no Bcsiko BpeMe OT JIe4eHUETO, CbC MWK 0€3 MpeaynpeAMTETHH CUHMITOMU WITH
npeaxoJAHa aHAMHE3A 34 CEPHO3HHU CTOMALIHO-YPEBHH CHOHTHSL.

PUCKBT OT CTOMAILIHO-YPEBHO KLPBEHE, A3Ba WM NEpPopalMa € NO-BUCOK NPH MOBHIIABAHE HA A03aTA
Ha HCIIBC, npu nauueHTH ¢ aHaMHe3a 3a 93Ba, 0COOEHO aKo € YC/I0KHEHa OT KbPBEHE WM
nepdopanua (BHxxTe TOMKAa 4.3) U NpH NALKEHTH B cTapyecka Bb3pacT. Te3u nauydeHTH Tpabea na
3ano4Bar JieueHUe ¢ Hal-HUCKaTa Bb3MOXKHa J03a. [1pu Te3n nauMeHT! TpAOBa 1a ce OOMUCIH
KOMOHHHPAHO JICYECHHE C NPOTEKTUBHH areHTH (KaTo MU30MPOCTON WIM HHXHOMTOPH HA NMPOTOHHATA
MoMMa), KAKTO H TNPH MALMEHTH, MTPH KOUTO € HEOOXOAWM NPUEMbT HA HUCKH 1034 aLeTUICANMUUNOBA
KMCEJIMHA WM APYTH NEeKApCTBa, KOMTO MOrar Ja MOBMLIAT CTOMAUIHO-YPEBHHUA PUCK (BUKTE NMO-40JY
H TOMKa 4.3).

HeobxoaumMo € BHUMaHHE NMpH NAUMEHTH, KOUTO [pHeMaT CbBMECTHO JIEKapCTBa, KOMTO MOTaT Aa
[MOBHUILAT PUCKA OT A3BA M KLPBEHE, KATO NEPOPAIHH KOPTUKOCTEPOUAHN, AaHTHKOATYJIAHTH KaTo
BapdapHH, CENEKTHBHH HHXHOUTOPH Ha 0OpAaTHOTO 3aXBalldaHE HA CEPOTOHHHA WIH
AHTHTPOMOOTHYHH areHTH KaTo aUSTUICATUIIMIIOBA KHCENKWHA (BHXKTE TOYKa 4.5).

[1pn nosiBa Ha CTOMAaLUHO-YPEBHO KbPBEHE WM A3Ba MPH NALUEHTH, KOUTO TIpHeMaT UOynpogdeH,
neveHHeTo TpAOBRa Ja ObAe NPeyCTaHOBEHO.

HCIIBC TpsbBa ga Obaat npunaraHd ¢ BHUMaHUue Npy NalMeHTH ¢ aHaMHe3a 3a CTOMalllHO-YPEBHO
3abonsasane (ynuepo3eH Koaurt, Honect Ha KpoH), ThbH KaTO TAXHOTO CHCTOSHUE MOXKE Aa ¢€ 000CTpH
(BHaKTE TOUKa 4.8).

YepHoapobHu edexru
YepHoapobHaTta pyHKUHA TpaOea na Obe BHUMATEIIHO MPOCAeAABaHa MTPH NALKEHTH, IEKYBAHHU C

ubynpodgeH, KOMTO CbOOLIABAT CHMINTOMH, CHbBMECTHMH ¢ HEPHOAPOOHO yBpeKaaHe (AaHOpEeKCHA,
rajeHe, NOBPbLUAHE, XKBJITEHHLA) W/ HIN OTKIIOHEHUA B YepHOApoOHAaTa QyHKLMA (TPAHCAMHUHA3H,
OunupyOuH, ankanHa docdarasa, rama-I'T).

Ipy Hanu4Me Ha CTOMHOCTH NMO-BHCOKH OT 2 IMBLTH HAJl HOpMaJIHaTa ropHa rpaHuiia Ha
TPAaHCAMMHHA3ZUTE, KOHIOTUpaH OunupyObuH unu ankanyda pocdarasa, NeKapcTBEHUAT NMPOAYKT TpsOBa
na 6bae cnpsH He3abaBHO M TpAOBa na ObAAT U3BBPILEHHU U3CIIEABAHUA 32 U3ACHABAHE HA HAXOAKMTE.
Tpabpa na ce n30sArsa NOBTOPHO 3ano4BaHe HA HOYTNpodeH.

b1r6peyHyn edekTH
B Hauanoro Ha neyeHueTo ubynpodeH, kakto ¥ ocraHanute HCIIBC, tpabra na 6bae npunaras ¢

BHHUMAHHE MPH MALKUECHTH CbC 3HAYUMaA ASXUAPATALLHA.
Heobx0auM0 € BHUMaHKE NpH NALIKEHTH ¢ HBOpEeUHO, CHPACHHO WIH YEPHOAPOOHO YBpeXaaHe, Thil
kaTo ObOpevnarta ¢pyHKLMA MOXKE 1a Ce BAOLLMH.

Texky koXHH Hexkenanu peakiinu (SCAR)

Texxkn koxkHH HexelanM peakuum (SCAR), Bxmountento exchonvaTHBReH AEpMATHT, epUTEMA

MynTHhOpME, CUHAPOM Ha Stevens-Johnson, TokCHUHA enuaepManHa HEKpOAU3a, U J1eKapCcTBEHA

peakums ¢ €03UHOPUIHA U CUCTEMHH cUMNTOMH (cuHapoM DRESS) H octpa reHepanu3upaHa

ek3aHTeMaTo3Ha myctyno3a (AGEP), kouro Morart ga 6baar »xMBoTO3acTpallaBally Wik 1a 10Beaar

J0 NeTalieH H3X0J, Ce ChoOILaBaT BB BpbiKa ¢ ynoTpebara Ha nbynpoden (Bx. pazaein 4.8).

[loBeyeTo OT TE3M peakLIMK HACTBINBAT NPE3 NBPBHA MECELL. B
[lpu nosBa Ha NMPU3HALM U CUMIITOMH, NMOKA3aTENHHU 3a T€3U peakuuu, ubynpoden Tpadsa na CE’ cIHﬂJ\AP“r”\\
He3a0aBHO U Ja ce OOMHCIH APYro nedeHne (crnopea HeobXoaUMoCTTa). P D

EdexTu Ha TpoMOOLUWTHA arperauus




HUOynpoden, xakTo ¥ octananute HCIIBC, moxe na nuxnbupa tpombounTHa arperauusa ¥ aa
YABLIKHA BPEMETO Ha KbpBEHE NPH 3APaBH MaLMEHTH.

3puTenHY HApYLIEHUS

B cny4yaH Ha 3pHTESIHH HapYLUEHUS, KOUTO C€ MOABAT N0 BpEME Ha NEeYeHUeTo ¢ HOynpodeH,
NEeKapCTBEHUAT NPOAYKT TpsOBa aa Obae crpsH HezabaBHO M Aa Obje u3BbplIeH noapodeH
o TAIIMOIOTHYEH NMPETTE.

CHcTeMeH epUTEMATO3€eH AYIYC

Tpabea na 6bae H3MON3BaH C BHUMAHKUE NPH NALKUEHTH CbC CUCTEMEH EPHTEMATO3EH JIYIYC M CMECEHO
3a00/I9BaHE Ha CHEAMHHUTENHATA ThKaH, [IOpaJgH NOBHUILEH PHUCK OT aCENMTHYEH MEHHHTHUT ( BUXKTE
ToukKa 4.8).

PecnipaTopHU €deKkTH
BpoHXOCIa3bMBT MOXKE [1a MPEUMITUTUPA MPH NMaUUEHTH CbC CUMNTOMH Ha WM aHAMHE3a 32
OpoHXMaTHa aCTMAa WIH anepruvHu 3abonsBanus.

Hpyru edexTy
CeBMecTHaTa yrotpeda ra udynpoden ¢ aApyru HCIIBC, BKIIOUHTENTHO CENNeKTHBHHA HHXHOHUTOPH Ha

LIMKJIOOKCHFEHAa3a-2, TpAOBa 1a Obae U304ArBaHa nopaayn NOTEHLUMAN 33 aJUTHBHH eDeKTH.

MackHpaHe Ha CHMIITOMHTE Ha NOANEKALA HHPEKLKA

HbynpodeH MOXe 1a Mackupa CHMNTOMUTE HA HHEKLUA, KOSTO MOXE 1a NoBeae 10 3adaBeHo
3aroYBaHe HA NOJAXOJAAIIO0 JIEYEHUE W, TTIOPaAM TOBA, BJIOLIABAHE HA U3X0Ja OT HHGekuusaTa. Topa e
HaOA01aBaHO NpH OaKTepHaNHa MHEeBMOHUA, NPpUA0OUTA B 0OLLIECTBOTO, H OaKTepHAIHM YCI0KHEHUS
oT Bapuuena. Koraro nbynpodgeH ce npunara npy teMnepaTtypa U 3a objiekuaBaHe Ha 60JikaTa BBB
BPB3KA ¢ HH(EKLIMA CE NMPENOPBYUBA NMpocieasaBade Ha nHpekuuara. [Ipy W3BbHOONHHYHH YCIIOBHA
MauueHTsT TPAOBA a ce MOCHBETBRA C JIEKAp, aKO CHMIITOMMTE MPOABLIKAT HIH ce BIOLLAT.

[Io BpeMe He nedeHHeTo He TpabBa na Obae NnpUeMaH anKoXxod.
4.5 DBiaamMoaeHCTBHE ¢ APYIH JIeKAPCTBEHH NPOAYKTH H APYrA GOpMH HA B3aHMOACHCTBHE

HoynpodeH Tpadpa na ce u3baresa B koMOHHalIMA C:

Ayemuicaruyunroea xucenuna: CbBMECTHOTO MPUIOKEHHe Ha nbynpodeH U alleTWICaIHLIUNOBA
KUCeJIHHa 00MYaHHO He ce nNpenopbuea. ExcnepuMeHTaHH JaHHH NMOKAa3BaT, ye HoynpodeH Moxe
KOHKYPEHTHO Ja MOTHCHE e(PeKTa Ha HUCKHU J03U aleTUICATULIWIOBA KHCETTHHA BhpPXY
TpOMOOLIMTHATA arperaums, KOraTto ce npueMar eIHOBpeMEHHO. BLNpeku ue iMa HECUIyPHOCT NpH
€KCTPAINOJIMPAHETO Ha TE3H JaHHHU OT KIIMHHUHH CITy4aH, HE MOXE [a € H3KITIOYH Bb3MOXKHOCTTA
PENOBHHA, NIPOABLIDKHTENEH NPpHEM Ha UOynpodeH n1a HaManu KapAHONIPOTEKTHBHUA €(PEeKT Ha HHCKH
AO3H AUETWICATTHLIMIIOBA KHceanHa. He ce ouakBa KIMHMYHO 3HAYUM €(eKT Npy HepeaoBHa ynoTpeda
Ha HbynpodeH (BHXKTe TOuKa 5.1).

Hpyeu HCHBC: CnBMecTHaTa ynotpeba Ha ase wim noeeue HCTIBC, raounTeNHO CENEKTUBHH
MHXHOHTOPH HA LIMKIOOKCUIreHasa-2, TpAOBa aa 6bae n30Areana nopaad NoTeHUHan 3a aluTUBHH
e(peKTH.

HUbynpodeH TpabBa aa ce npunara ¢ BHUMaHHE B KOMOHHALIHA C:
Hepopannu anmuxoacyranmu: HCIIBC Morar ga 3acunar egekra Ha aHTHKOAryJIaHTHTE, KaTo
BapdapHH (BHXKTE TOUKa 4.4).
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MOJKe 1a NOBeAe A0 AOMBJIHUTENHO BlOLIaBaHe HA ObOpeuHaTa PyHKLNA, BKIIOYHTETHO Bb3MOXKHA
ocTpa OLOpeUHa HEIOCTATBYHOCT, KOATO 0OHuUaiiHo e neobpaTuma. Teazu B3auMoaeiicTeus Tpabea aa
ObaaT OOMHCIICHH NPH NAUKMHTH, KOUTO NpUeMat KOKCHO ¢ ACE HHXMOUTOH MM aHrHOTeH3HH-1]
aHTaroHUCTH. [lopany ToBa, kombnHauusTa TpabBa Aa ce npunara ¢ BHUMaHue, 0cobEHO NpH
NMaLKMEHTH B cTapyecka Bb3pacT. [launenTture TpgadBa na Obaat anekBaTHO XHApPaTUPaHU U TpaOBa Ja
ce oOMHcM npocnenspaHe Ha ObOpeuHaTa GhyHKLMS Cliel 3aTI04YBaHe HA ChbBMECTHO JIEYEHHE, KAKTO H
NEPHOAUYHO CNE] TOBA.

Kopmurxocmepouou: CbBMECTHOTO NPUNOKEHUE HA KOPTUKOCTEPOUIH U HOynpodeH MoxKe aa
MOBHLIH PHCKA OT raCTPO-UHHTECTHHANHU A3BH WIH KbpBeHe (BWKTE Touka 4.4).

Axmumpomboyumnu azenmu u CEAEKMUBHU UHXUDUMOPU HQ 0OPAMHOMO 3aX6aUaAHEe HA CEPOMOHUNHA
(CHO3(C). CpBMecTtHOTO npunokenne Ha HCITBC u aHTHTpOMOOUMTHH areHTH WIH CENEKTHBHH
HHXHOUTOPU Ha OOPATHOTO 3axXBalllaHE HA CEPOTOHWHA MOBHINIABA PUCKA OT CTOMALIHO-UYPEBHO
KbpBeHe (BHxKTe ToYKa 4.4).

Cwpoeunu eruxosuou. HCIIBC morat na o60CTpaT chpievHaTa HEAOCTATHYHOCT, 12 HAMAJIAT
rnoMepyJiHaTa QUITpaLUs ¥ 1a NOBUILAT MJIa3MEHUTE HUBA Ha MNTMKO3UAUTE,

Jlumuii: Uoynpogen, kaxto U octaHanutre HCIIBC, He Tpatea ga 6baat vsnonssadu ¢ nutHii. Uma
NOTEHLMAJ 3a MOBUILABAHE HA I1a3MEHUTE HHUBA HA JIMTHIA.

Memompexcam: HoynpogeH, kakro u octananute HCIIBC, He Tpabea 1a Ob1aT H3N0A3BAHH C
MeToTpekcart. Mma moreHuMan 3a rnosvinaBaHe Ha TU1a3MEeHWTE HHBAa HAa METOTPEKCAT.,

Huxnaocnopun: CheMecTHOTO Nprnoxernne Ha HCIIBC v nuxiiocnopyuH ¢bh3/1aBa NOBHILEH PHCK OT
He(POTOKCHYHOCT.

Mughenpucmon: HCIIBC ne Tpabea na ce H3MoN3BaT B paMKHUTE Ha 8-12 aHu cien MUDENPUCTOH, Thil
kato HCTIBC Morat aa namansaT epexta oT MUGENPHUCTOH.

Taxporumyc: CxBMecTHUAT npHem Ha HCIIBC u takponuMyc cb3gaea NoBHIIEH PUCK OT
HEPPOTOKCHUHOCT.

3uooeyoun: MiMa nokasaresncTsa 3a MOBHLIEH PUCK OT XeMapTpo3a ¥ xeMatoM npu HIV (+)
XEMO(PHWITHLIH, KOUTO IMOJy4aBaT CbBMECTHO JieYeHHE ChC 3UAOBYAHH H HOynpodeH.

AXunononosu anmubuomuyu: JlaHHUTE Npy xUBOTHH Nokaszeat, 4e HCIIBC mMoxe aa noeuiu# pucka
OT I'bPUYOBE, CBBP3aHHU C XUHONOBHTE aHTHOMOTULIM. [Ipu naumeHTuTe, KouTO NpHemar HCIIBC u
XHHOJIOHH, MOXK€E [1a € HAJIMLIE NOBULIEH PUCK OT pa3BHBAHE HAa I'bPYOBE.

MbynpodeH Moxke Na B3aUMOAEHCTBA ChILO H ChC CIEIHHMTE JIEKAPCTBA:
- XOonecTUpPpaMHUH

- Tuxknonuaus

- AMUHOIIIMKO3UHU

- I'mako 6uncba

- CYP2C9 unxuburopu

- Ilepopanuu anHtuaHaOETHH NPOAYKTH (CyndoHHTyped)

-  (DeHMTOHH

- IlpobeHeuun wiM cyinpuHNUApasoH.

4.6 DepruauTeT, OpEeMEHHOCT H KbpPMEHe B -m\
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MOBHILLIEH PHCK OT CMOHTAHEH abopT U CEpACUYHH Man(OpPMALIHK H TaCTPOCXHMIUC Cle] ITPUEM Ha
HHXAOUTOP HA NPOCTarnaHAWHOBUSA CHHTE3 B paHHUTE eTanu Ha OpeMeHHoCTTa. ADCOIIOTHUAT PHUCK
OT CbPACYHO-CHAORH Man(gopmMaLyy € nopuileH oT 1% no npubnusurenno 1,5%. Cunra ce, ye
PUCKBT C€ MOBHilIaBa ¢ MOBULIABAHE HA A03aTa U NPOABLIDKUTENIHOCTTA Ha jieueHue. [1py :KHBOTHH
[PHIOKEHHUETO HAa HHXUOUTOP Ha npocTarfaHIWHOBUA CHHTE3 BOJAM 0 NMOBULLIEHA NPe- H 110CT-
MMILIaHTaLlHOHHA 3aryba H emOpHo-deTanHa cMBPTHOCT. B AoNbIHEHHE, MTPU )KMBOTHH, HA KOHUTO €
NpUiIaraH KHXHOUTOpP Ha NpoCcTarIaHZWHOBUS CHHTE3 MO BPEME Ha OpraHoreHe3ara € choduapada u
NOBHIIEHA YECTOTA HA PasIMuHU MATHPOPMALIMH, BKIFOUYHTETHO ChPAEeYHO-CbAOBH.

Or 20-ta ceqMHLa Ha OpeMEHHOCTTa HAaTaThK yrnotTpebara Ha uOynpodeH MOxe Aa NMPUUYHHH
ONIMTOXMAPAMHHOH, AbJDKALL C€ HA HapylLueHWe Ha Ob0pevHaTa pyHKIUg Ha QeTyca. ToBa MoxXe 1a ce
CJIY4H CKOPO Cllef 3an04BaHe Ha JieYeHUEeTo U 0OOMKHOBEHO € 00paTUMO NpU NMpekpaTaBaHe My. B
NONBJIHEHHE, HMa CbOOLIEHNA 3a CTECHABaHE Ha ductus arteriosus ciiel JedeHue fpe3 BTOpus
TPUMECTBD, NNOBEYETO OT KOUTO OT3BYYABAT Clie] fipeKpaTiaBaHe Ha JieucHHeTo. [lopaau ToBa,
ubynpodeH He TpadBa aa Obe npwiaraH npe3 NbPBHUA U BTOPUS TPUMECTHP Ha OpEeMEHHOCTTA, OCBEH
AKO He € KaTeropuyHo HeoOXoauMo. Ao HOynpodeH ce M3NMOo3Ba OT KEHH, KOUTO €€ ONHUTBAT Ja
3a0peMeHeAT WIH Mpe3 MbPBUA U BTOPUS TPUMECTBP OT OpeMeHHOoCTTa, Ao3aTa TpadBa aa Obae
Bb3MOXKHO HAH-HUCKA, a NPOAbJ/LKUTEIHOCTTA Ha NeHEHHE BB3MOXKHO Hal-KpaTKa.

AHTeHaTanHO HalIOOEHHUE 3a OJTUTOXUAPAMHHOH H CTECHABAHE HA AYKTYC apTepHo3yc TpAadBa na ce
OoOMHCIH cllien H3araHe Ha HOynpodeH B NPOABIKEHHE HA HAKOJKO IHM oT 20-Ta recTaliHOHHA
ceaMula HataThkK, UO6ynpodeH TpadBa fAa ce npekpaTH, aKo ce YCTAHOBH OJIMTOXWAPAMHHUOH HUITH
CTECHABAHE Ha JYKTYC apTepHO3YC.

[Ipe3 TpeTHs TpuMeCTLP OT OPEMEHHOCTTA BCUYKH WUHXMOMTOPY HA NMPOCTArNIaHAMHOBHA CUHTE3 MOTaT
14 W3J10’KAT HA PHUCK:
- (peTyca Ha PUCK OT:
- KapJHOMyJMOHATHA TOKCHYHOCT (MpeXIEBPEMEHHO CTECHABAHE/ 3aTBapAHE Ha JYKTYC
apTepuo3syc u denoapodHa XUNEPTOHHUA);
- 616peyna auchyHkUHS (BIDKTE MO-TOpE);
- Mmaiikara B kpag Ha OpeMeHHOCTTa H HOBOPOAEHOTO Ha PUCK OT:
- BB3MOXKHO YAbJDKABAHE HA BPEMETO HA KbPBEHE, aHTHarperaHTet edekT, KOUTO MoXe J1a ce
NOSBU AOPH U MPH MHOTO HUCKH 103 M;
- NOTUCKAHE Ha MAaTOYUHUTE KOHTPaKLHH, KOETO Ja A0BEAE A0 3a0aBEHO WIH NMPOABIKUTEHO
pakaaHe.
CnenoBarenHo ubynpodeH e NnpOTUBONOKA3AH Npe3 NMOCIEHUS TPHMECTBD OT OpeMEHHOCTTA (BHXKTE
Touku 4.3 u 5.3).

KbpMeHe
B orpann4eHH wanuTeaHua UOynNpodeH ce nposasapa B KbpMaTa B MHOMO HHCKH KOHLIEHTPAUMH H HE
CE€ OYaKBa Ja NTOB/IMAC HETAaTHBHO KbPMAaUeEToO.

QOEepPTUINUTET

HMma nokazarencTea, ue JIEKapCTREH NPOAYKT, KOWTO HHXHOHpaA UMKIOOKCHTeHa3aTa/
NpOCTarJaHIUHOBHSA CHUHTE3, MOXKeE J1a YBpeaH PEepTHINTETA NPH XKEHH KaTo MOBJIUAE BbPXY
osyhauuata. EdextsbT € 0O6paTuM cliex ciupaHe Ha Jieu€HHETO.

4.7 E¢ekTH BLPXY cnocofHOCTTA 32 IodHpaHe H padoTa ¢ MAMHH

PynanuH He NOBAHARA WIH NOBJINUABA NMpeHeOPeKHUMO CocoOHOCTTA 3a WwodHpaHe U paboTta ¢
MALLIMHH.

4.8 HexeJaHH JJeKAPCTBEHH PEAKIIHH

CnUCBHKLT Ha CICAHUTE HEXKENTaHU PCaKLBK € CBbP3aH € TE3U, U3MHUTaHU Npu HdynpodgeH, upuﬂﬂm" €q . f RN
B 1034 6€3 JiekapcKo npeanucanue (MakcuManHo 1200 mg nHeBHO) 3a kpaThbk nepuon,. [pu ﬂeqemk .
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Ha XPOHHYHH 3a00N9BaHUA H AbJAToCpOYHAa ynomeﬁa MOIraT Jla Ce NpOABAT AONMBIHUTCIIHA HEXKE/1aHH

PEAKLIMH.

Hexenanure peakuyn, aCOLMUpaHH ¢ HOyNpodeH ca NOCOYEHH No-10JY, KATETOPH3UPAHH O
CHUCTEMA, OpraH, Knac v yecrora. YectoraTa e nepuHMpaHa KkakTo caeasa: MHoro 4ectu (=>1/10), yectu
(>1/100 no <1/10), veuectu (=1/1 000 o <1/100), peaxku (=1/10 000 o <1/1 000), MHOrO penku
(<1/10 000) u c Her3BecTHa YecToTa (HEe MOXKe Aa Obje HalpaBeHa OlieHKa OT HAJIMUHUTE JaHHH). BbB
BCAKA OT FPYIUTE N0 YECTOTA HEXEJTAHUTE pEaKLMH €a NOCOYEHH B HU3XOAALI PEA MO OTHOLIEHHE Ha

TAXHATA CCPHO3HOCT.

Cucmema opzan xaac

Yecmoma

Heacenana peaxyusn

Hapyiuennsa Ha kpbBTa U nMM$HaTa
CUCTEMA

MHoro peaku

HapyuleHus Ha xemonoesara'

HapyliueHns Ha MMyHHaTa CUCTeMa

HeuecTun

CBpbXYYBCTBHTENIHOCT ¢ YPTUKApHUS H

HpypUTYC

MHoro peaku

TeskkH peakLiiH Ha CBPBXYYBCTBHTETHOCT,
BIUTIOUMTEHO OTOK Ha JIMLIETO, €3UKa,
FbPOTO, AMCNIHES, TAXHKapAKA H
XHNOTOHNA (aHadUNAKCHS, AHTHOENEM WIIH
TEXbK LIOK)’

HapylueHus Ha HepBHATa cCUCTEMa

HeuecTH

I ' naBobonne

Mnoro peaku

AcernTuyeH MEHHHIUT

CbpAcyHH HapyLLIEHHA

C HeMn3BeCcTHa

C"bp,[[eqﬂﬂ HEJOCTATEHHOCT H 6,[[‘3&14,

4ECTOTA cunapoM Ha Kounis
CbJOBH HapyLICHHS C HeussectHa | Xuneprouus®
YeCTOTa
PecniMpaTopHHy, rPbAHHU H C veuspectda | IToBHlleHA peaKTHUBHOCT Ha
MEIMACTHHAIHU HApYUIECHHUS 4ecTOTa PECIIHPATOPHHUA TPAKT, BKIIFOUUTENHO ¢
acTMa, GPOHXOCNA3bM WIH JUCTHES’
CTOMalHO-YPEBHH HAPYLUIECHHSA Heuectn boska B Kopema, raicHe H QUCnencHs’
Penku Huapud, pnatyneHuus, 3aneK 1

[IOBPBLIAHEC

MHoro peaxu

IlenTuuHa A3Ba, CTOMALLIHO-UYPEBHA
nepdopauus Wik CTOMALIHO-YPEBEH
KpPbBOMIJIMB, MENEHA U XemaTeMe3a®. S3su
B YCTaTa Y racTPHT.

C HeMu3BeCTHA

Ex3zauepbaumna Ha konut 1 bonect Ha

4eCTOTA Kpon’
YepHOoapoOHH HapyLIEHHS Mmnoro peaky | Yeproapobno yspexaaHe
HapyuteHns Ha koxaTta U noakoxHara | Heuectu Koxen 06pns’

ThKdH

MHoro peaxku

Bynosuu peakumu %, TEXKH KOKHH
Heskesaun peakuuu (SCAR)
(BKJIIOUHMTENIHO epuTeMa MyaTudopme,
eKCPONUATHBEH AEPMATHT, CHHAPOM Ha
Stevens-Johnson ¥ TOKCHUYHaA enuaepMaiHa
HEKPOJIK34)

C HeusBecTHA

OcTpa reHepaau3vpaHa eK3aHTEMaTO3Ha

YeCcToTa nyctynosza (AGEP)

JlekapcTBEHa peakLMs ¢ €O3HHOMUIIUA H

cucteMHu cuMntoMmu (DRESS cungpom)

Peakuuu Ha GOTOUYBCTBHTENHOCT
Hapyienns Ha 6p6peuute U MHoro penkn | OcTpa 6B0peuna HELOCTATBUHOCT® = {7~
MUKOYHUTE ITBTHLIA - J_fj’:}&
H3cnensaHus Muoro penku | [loHnmxeH xeMorno0HH RS
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'TlpuMepuTe BKIIIOYBAT AHEMHS, NEBKONEHHUS, TPOMOOLIMTONEHHS, NAHUMTONEHHS H arPpaHy10LHMTO34.
[TbpBy npu3HaLM ca BUCOKA TeMnepaTypa, O0JIKH B rbpJIOTO, MOBBLPXHOCTHH A3BH B YCTaTa,
CUMNTOMH, HANMOJOOABAWLY IMPHII, TEXKKO U3TOHIEHHE, HEODACHWMO KbpPBEHE M NOJYyYaBaHE HAa CUHHUHHU.
’PeakLiMM Ha CBPBXYYBCTBUTENHOCT: Te MOraT J1a ¢e ChCTOAT B (2) HeCIeLMPHYHHA aNlepruyHu
peakluH U aHaQunakcua, (0) peakTHBHOCT Ha PECNUPATOPHHUA TPAKT, BKIIOUMTENHO acTMa, 000oCcTpeHa
acTMa, OpOHXOCTA3EM W IMCNHEA WM (B) Pa3jIMUHM KOXKHU PeaKlMK, BKIKOYUTETHO NMPYPHTYC,
YPTHKapus, Myprnypa, aHruoeaeM H No-paako eKchonuaTiBeH U OyIo3eH AepMaTHT, BKIIIOUMTENHO
TOKCHMYHA enuaepMaliHa HeKkponu3a, CuHapoM Ha CTHBbHC-KOHCHH ¥ epUTeMa MynTU(hOpME.
‘[1aTOreHHMAT MEXaHH3bLM HA OTKJIKOUEHHMA OT JIEKAPCTBOTO ACENTHYEH MEHHHIUT COYHM KbM peaKLiMs
Ha CBPBXUYYBCTBHTEIHOCT (NMOpaaH BpEeMEHHATa Bpb3Ka ¢ PUEMA Ha JIEKAPCTBOTO H M3UE3BAHETO Ha
CUMITTOMHTE CJIEA MPEYCTAHOBABAHE Ha JieueHUeTo). Cnepa ga ce oTOENEKH, Y€ €AMHNYHH ClTyUau
HAa CUMIITOMM Ha aC€NTHYEH MEHHHIUT (KaTO CKOBAHOCT BLB BpaTa, riasodonue, rajgcHe, NOBpbhllaHe,
BUCOKa TEMIIEPATYPA HIIM AC30PHEHTALIHA ) ca HabNogaBaHK MO BpeMeE Ha JIEYEHUETO ¢ HOYnpodeH
NPH NMAUHEHTH C MOAIEKALLO aBTOMMYHHO 3a00/1aBaHe (KaTO CUCTEMEH EPUTEMATO3€EH JIYITYC H
cMeceHo 3abonisBaHe Ha CheAMHUTENHATA THKaH).

‘KNMHMYHHTE M3NUTBAHUA M €MUAEMUOJIOMMYHITE MPOYYBaHUA MMOKA3BAT, ue ynorpedara Ha
néynpogeH (ocodeHo BLB BUCOKH A03H oT 2400 mg JHEBHO) H NMPH ABACOCPOYHO JICUEHHE MOXKE J1a CC
aACOLMHPA C JIEKO MOBHMILEH PHCK OT apTEPUATTHUA TPOMOOTHUHH ¢BOUTHS (KaTO HHGPAPKT HAa MUOKapAa
U HHCYJIT) (BHOKTE TOUKA 4.4).

*Haii-uecTo HabI01aBaHHTE HEXENAHH pPeakiiiK ¢a CTOMalIHO-UPEBHH MO NpUpoAa.

“TToHskora paTanHm.

"Buxxre Touka 4.4,

50c06eH0 NPH IBAroCpOdHO NPUAOKEHHE, BLB BPBb3Ka C MIOBELIEHA CEpYMHA ypes U eaeM. Bruousa
CBbLLO NAaNWIapHa HEKPO3a.

CnofiniapaHe Ha NONO3UPAHU HEXKENAHU pPEAKIIMH

Cpofl1apaHeTo Ha NOAO3MpPAHH HEXENAHH PeakLMH clie]], paspeluaBaHe 3a ynorpeba Ha nekapCTBEHMA
NPOAYKT € BaXHO. ToBa NO3BONABa Aa NPOABDKH HAOMIOASHUETO HA CHOTHOLIEHUETO MOJI3a/ PUCK 3a
NEKAPCTBEHUA NPOAYKT. OT MEAMLMHCKUTE CHEeLMaIMCTH C€ M3MCKBA JAa ¢hoOlaBar BedKa
NOAO3IMpPaHa HEXeNlaHa peakuus Ype3 HAUMOHAIHATA CHCTEMA 3a ChOOLIABAHE:

HU3nbnHUTENHA areHuUs No NeKapcTBaTa

yn. ,,JJamsan [ pyes” Ne §

1303 Codus

Ten.: +359 2 890 3417
yebcaliT: www.bda.bg

4.9 Ilpexozupane

[Ip# BB3pacTHH ePeKTLT A03a-0TrOBOP € Mo-cy1ado 3abenen M OTKOJIKOTO OpH Aela, IPH KOUTO
npuemMbT Ha noBeue oT 400 mg/kg Moxe 1a MPUUMHH CHMNTOMM. [10J1y>KHBOTHT NpPH Ipeo3UpaHe €

1,5 — 3 yaca.

CUMIITOMH

[loBeyeTo nalUeHTH, NpUENH KAMHHUUYHO 3Ha4UMH A03W HCIIBC, pa3BuBar He nopeye oT CHMNTOMM,
KOUTO BKJIKOYBAT FaACHE, NOBPBbLUIAHE, 3aMasHOCT, ChbHJIMBOCT, XHIMOTOHUA, O0/Ika B KOpeMa WK Nno-
paaKko auapus. TUHMTYC, 1aBobONHE U CTOMALIIHO-YPEBHO KBPBEHE CHUIO €A BL3IMOXHH. [1pH no-
TEXKO OTpaBAHE € HaONK/aBaHa TOKCUYHOCT OT CTpaHa Ha LieHTpaJlHaTa HEPBHA CUCTEMA, NOHAKOra
BL30yAa U 1e30PHEHTALINA HIIH KOMaA.

[loHsikora nauMEeHTUTE NONYUaBar ropyoBe. [IpH TeXKKO OTparfaHE MOXKe J1a cE MpOsABKH METAOONHTHA
auua03a u nporpoMbuHoBoTo BpeMe/ INR Moxke na 6bje yab/nkeHo, BEpOSTHO Nopagyd HaMeca BbB
(YHKUHWTE HA LUPKYTUpaWINTE PAKTOPU Ha KPbROCHCHPBAHETO. Morar 1a ce nposBAT TEXKKa
0BOpeuHa HeTOCTATLYHOCT W HEPHOAPOOHO yBpexkaaHe. [Ipn acTMaTHUH € Bb3MOXKHO 00OCTPAHE HA o=
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OBnafsBaHETO Ha CUMIITOMHUTE TpAOBa Aa ObAe CHMITTOMaTHYHO, NOABPKALIO, BKIIIOYHTENTHO
MOANBPKaHE NPOXOAUMOCTTA HA AMXATEJIHUTE ITBTHILA, NPOCIEAABAHE HA CHPACUYHHTE U )KU3HEHUTE
NoKa3aTeld H TAXHOTO CTabUIu3UpaHe.

Tpabea na ce OOMHMCIH MPUIOXKEHHUETO HA AKTUBEH BEITICH J0 | Yac ciea NpHeM Ha NOTEeHUMANHO
TOKCUYHA [03a. YeCTHTE U NMPOAB/LKUTENIHH bpuoBe TpAOBA Ja OBbAAT NEKYBAHM € AHA3ENaM WU
nopasenam UHTpaBeHo3HO. [TpH acTMa ce npunarat OpOHXOIUIATATOPH.

S. GAPMAKOJIOTHYHH CBOHCTBA

5.1 dapMakoIHHAMHYHH CBOHCTBA

MdapMaxkoTepaneBTH4HA rpyna; [IpoTUBOBL3INANUTENHH U AHTHAPUTMHYHH NPOAYKTH, HECTEPOUIHH
NpoAYKTH, JlepuBaT Ha npondoHoBaTa kucenuna, ATC kox: MO1AEQO].

Hoynpoden e HecTepouaHo npotreoBs3nanuTenHo cpeacreo (HCITBC), koeto € nokazano
¢(PeKTUBHOCT upe3 HHXHUOUpaHE Ha npocTarnaHaAMHOBUA cuHTE3. [IpH xopa bynpoden HamansBa
OoJikaTa NpU Bb3NalieHHe, OTOKA M BUCOKAaTa TeMneparypa. B gonwnueHue, ubynpoden obparumo
MHXHOMpa TpoMOOLMTHATA arperamus.

UbynpodeH nU3KH € Nu3uHOBA coil Ha ubynpoded. Cnen nepopanHo NpuwioxkeHne udynpodeH NH3uH
ce pasnaja aAc ubynpodeH Kuce/nHa W MM3WH, JIM3UHBT He npuTexaBa ¢papMaKOIOrHYHA AKTHBHOCT.
[Topaau ToBRa hapMakONOrHUHUTE CBOMCTBA HAa HOYNIPOQEH TU3HH Ca CHUIUTE KAaTO TE3U Ha
HOynpogeH KUCENTHHA.

ExcnepyuMeHTaNnHUTE AaHHM Npearnonarar, Y€ HbynpogeH Moxe KOHKYPEeHTHO aa HHXHOuUpa edekra
HA HUCKHTE A03M aUeTUACANHLUIIOBA KMCEJIHHA BBPXY TPOMOOLMTHATA arperaums, Korato ce npunara
eiHOBpeMeHHO. Hakon dpapmMakogMHaMHUUHN NPOYYBAHHUA MOKA3BAaT, Y€ KOraTo €IMHHYHa 103a
nbynpoden 400 mg e npuera 8§ yaca npean UM B paMkuTe Ha 30 MHHYTH Cllef] aUEeTHWICAIMUKIOBA
KHceNnHa ¢ He3abaBHO ocBoboxkaaBaHe (81 mg) e HabmoaaBaH noOHUAKEH edeKT Ha
ALETUIICATTHLIMIOBATA KUCEJIMHA BLPXY 00pa3yBaHeTo Ha TPOMOOKCAH MIIH arperalmnaTa Ha
TpoMOOLIMTUTE. BbNpeku, 4e UMa HECHIYPHOCT NPH €KCTPANOaLHA Ha TE3W AaHHU OT KAMHUYHH
ClyuaH, He Moxe 1a Oble U3KIIIOUeHa Bb3MOXKHOCTTA, Y€ MPH PeAOBHA NPOALDKTENHA yrioTpeda Ha
HOynpodeH MOxe 1a ce HaMaJIM KapJAHONPOTEKTHBHUA €(EeKT Ha HUCKH JO3H AUETUICATMLWIOBA
KucenuHa. He e Bb3MOxHO Aa ce HabmiogaBa KIMHHYHO 3Ha4YUM e(eKT NpH HepeaorHa ynoTtpeba Ha
nbynpodeH (BHKTe TOUKa 4.5).

5.2 (PapMaKOKHHETHYHH CBOHCTBA

Cnea npunoxeHue uOynpodeH JU3KH ce pa3acng Ha ubynpodeH U 1u3uH. JIM3HHORATA CON Ha
nOynpodeH e no-pa3TBOpHMa BbB BOJA OT KUCENUHAaTa uOynpodeH, KoeTo No3poisea no-6bp3a
abcopbuna. PapMakoKHHETHKATa Ha HOYNpOodeEH € NTUHEHHa NpH TepaneBTUYHM J03H.

Abcopbins
HoynpodeHn ce abcopbupa 6bp30 cnen rnpuem U ce pasnpenens 0bp20 B LAAOTO TANO.
XpaHata 3abaBs abcopbuuara Ha ubynpodeH.

PasnpeaeneHue
[IpunoxeHuero Ha HOynpodeH He BOAU A0 HaTpynBaHUA. CBBLP3BAHETO C MNJIA3MEHUTE MPOTECUHH €

99%.

B cuHOoBHANHAaTa TEYHOCT HOYNpodeH 3ana3Ba CTAOWIHM KOHLEHTPaLHY MEXIY BTOPHA H OCMHA 4ac

cne NpHeM, KaTo cuHoBHanHaTa Cmax € npubau3HTeNIHO paBHa Ha e€/1Ha TPETa OT Nna3MeHarTa Cmgx—=\
Cnen npunoxenne Ha 400 mg ubynpodeH Ha BCcekH 6 yaca npy GpEMEHHH KEHH KOJIMYECTBOTO, AEKAP: ”“h\\\,ﬂ

ubynpodeH, KOeTo ce OTKPHBA B KbpMAaTa € 1o-mManko ot 1 mg 3a 24 vaca. n ;ﬁ“f‘“’“ S
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Cnen yepdgoapodHua MeTaboIM3bM (XHAPOIH3HpaHe, KapOOKCUIHpaHe, KOHIOrupane) ubynpodex
HAMAa UHAYLHpall eH3UMUTE edekT. 90% oT Hero ce Metabonusupa rnoa opmMara Ha
hapMaKoIOrHYHO HEAKTHBHU META00NHTH.

EnuMuHupane

EnMMHHHApPaHETO € OCHOBHO vpe3 ypuHaTa (90%), HO ChILO U Npe3 XKiabyKaTa. T npuknousa B
paMKuTe Ha 24 daca B pasmep Ha 10% B HenpoMeHeHa dopma u 90% HeakTHBHH MeTabOJIMTH, NO
CBLUIECTBO INTIOKOPOKOHIOTATH.

EnMMHHALHOHHHUAT NOJYKHBOT IMPH 3ApaBy HHIAWBUAM U MPH TaKKBa ¢ 610peuHo U uepHOApOOHO
3abonsaBase ¢ 1,8 1o 3.5 yaca.

[Mpoaykroeo cnenudruny GapMakKOKHHETHYHH CBOMCTBA

BpemeTo 3a noctrurase Ha rsia3MeHH KOHUeHTpauuu (Tmax) € CWIHO HAaMaIEHO 3a NPOAYKTH,
ChABbPXKAUIN HOYNIPOgEH TU3KHH, B CPABHEHHUE C €KBHBAJICHTHU NPOAYKTH, ChAbpKAIK HOynpodeH
KHCENnHUHa.

MakcuMaHaTa CepyMHA KOHLIEHTPALMA ¢€ AOCTHTra NPUOITU3UTENHO 32 35 MUHYTH Clel NEPOpancH
npueM. Cnen enHOKpaTeH npueM Ha Tabnetka or 200 mg, MaKCUMaNHUTE CEPYMHH KOHLIEHTPALUH
npu Bb3pacTHH ca 48,5 + 3,4 ug/ml. 3a ubynpoden nu3uH, a Tmax e 0,58 yaca 3a uOynpodeH TH3UH B
cpaBHeHHe ¢ 1,33 uaca 3a KucenuHa HOYTIpOQeEH.

5.3 MpeakInHHYHH JaHHH 32 0e30MACHOCT

HsMa Hann4Ha JOMbJIHUTENHA HHPOPMaLIKA, KOATO Aa HE € MOCoUEHA B OCTAHAJIMTE pa3ieny Ha
KpaTkara xapakTepuCTHKA Ha NMPOAYKTA.

6. PAPMAIIEBTUYHH JAHHHU
6.1 CnHchbK HA NIOMOIIHHTE BemecTBa

MukpokpucTtanHa enynosa PH102
KpocnoBuaoH (Tum A)

KonoeuaoH (Plasdone S-630)
[IpeuncTen Tank

MarHesneB creapart

lloxpumue
Onaapai 11 6ano 85F18422:
[TONNBUHUIIOB aNKOXOJI, HACTHYHO XUIAPOAHU3HpaH
Turanos guokcua (E171)
Makporon 4000
[IpeuncTeH Tank
Yepsen xeneseH okcup (E-172)

6.2 HechBMecTHMOCTH
Henpunoxumo.

6.3 Cpox Ha roanocT
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To3u JACKAPCTBCH NPOAYKT HE U3HCKBA CNCLHHAJIHHN YCJIOBHA HA ChXpPaHEHMHEL. i ,.3 ; L
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6.5 Bnaau chabpXkaHHE HA ONAKOBKATA

Henpospauun PVC/PVDC/Alu 6nuctepu, nocraBenu B KyTHH, Cbabpxkawu 2, 4, 6, 8, 10, 12, 15, 16,
20, 24unwu 30 TabneTKkH.

He BCH4YKH BHAOBE ONAaKOBKK Morat aa 6bJaT MycHaTy B npoaaxda.
6.6 ChreunajiHH NpeaNA3HH MEPKH NPH H3XBLP.iAHE B pabdora
Hbynpoden Moxe na NpeAcTaBlisBa PHCK 32 OKOIHATA CPEAA.

Hen3znon3BaHHUAT NEKApPCTBEH MPOAYKT WIH OTNAIbUHUTE MAaTEPUANH OT HETO TPAOBA Ja CE U3XBLPIIAT
B CbOTBETCTBUE ¢ MECHHUTE U3UCKBAHMSL.

7. IIPUTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Medochemie Ltd, 1-10 Constantinoupoleos Street, 3011 Limassol, Knnop

8. HOMEP(A) HA PASPEIIIEHHETO 3A YIIOTPEBA

Per. Neo: 20200252

9. JATA HA ITBPBO PAZPEIIIABAHE/ IIOAHOBABAHE HA PA3PEILIEHHETO 3A
YIIOTPEBA

Hata Ha mbpBO paspewasaHe: 15 nekemspu 2020 r.

10, JAATA HA AKTYAJIHBUPAHE HA TEKCTA

01/2024

11




