KPATKA XAPAKTEPUCTHKA HA IIPOJAYKTA

1. AMe HA JIeRaApPCTBEHHA NPOAYKT
Ayau# 100 mg Tabnerku
Aulin 100 mg tablets

2, Konn4ecTBER H KAa4ECTBEH ChCTAaB
Bcesika Tabnerka ceappxka 100 mg Humesynua (Nimesulide )

[IoMOIIHM BEIIECTBA ¢ U3BECTEH eq)GKTZ JJAKTO34

32 MBJIHAS CNUCHK NTOMOIIHH BELECTBA, BHX 6.1 M3NTLITHUTENHA ATEHUMS N0 ﬂEKAPGTBATA

3. JlekapcTBena gopma

Tabnetka Kiw Poe. Mo ,ﬂ,@ OO/{ . Z?

benn/CBETNONKBIITY KPBIJIH TaOJIETKH.
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4, KnuHHYHH NaHHEH

4.1 TepanesTHYHH NOKA3ZAHHSA
Jleuenue Ha ocTpa Oonka. (BikTe T. 4.2).
[IepBUYHa QHCMEHOpES.

. ZLLIJU b ) 07
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Humesynna TpaOBa 1a c€ nNpeanKcBa ¢amo KaTo JIEYeHHe OT BTOpa JTMHHI.
Pemenuero aa ce npeanume Humesynua Tpabea aa ce 0OCHOBaBa HA OLICHKA HA O0IUKTE PHCKOBE NPH
OTIAENHUA TTAUMCHT (BpKTe T. 4.3 u T.4.4).

4.2 No3HpoOBKA H HAYHH HA NPAJIQKEHHE

AynuH TabneTky TpsOBa 1a ce npuiiara 3a Bb3MOKHO Hai-KpaThK NMEPHOJ OT BPEME, B 3aBHCHMOCT OT
KIHHHYHATA CUTYALMA.

MunyMaiHaTa eeKTHBRHA 1032 TPAOBa /1a ce MPUIIAra 3a Bb3MOMKHO HaH-KPATKHA MEPHO/ OT BpEME,
34 4 C€ HAMAJIAT HeXeNaHUTe peakumu (Buxre T.4.4).

MaxcHUMAHATA IPOIB/DKMTENHOCT Ha neveduus kype ¢ Humesymug e 15 anu.

3a BE3pPACTHHU:
Humezynua tabnetku no 100 mg nBa nsTH AHEBHO CIIE] XpaHEHE.,

[TalHEHTH B HANPEIHAIA BB3PACT: NPH TAX He € HeoOXOJHMO Ja Ce HaMaJIABa AHEBHATA 1032 (BIKTE
T. 3.2).

Jeua (ox 12 romgunu): Ayaus 100 mg TabieTku ca MpOTHBOIIOKA3aHU TIPH TE3H NALHEHTH (BIKTE
ChILO CEKiHA 4.3).

Munagexu (ot 12 10 18 ronmnu): Ha 6a3aTa HA KHHETHYHUS PO IIPH B3PACTHHTE M Ha
dapMaKkoIHHAMUYHHTE XapakTepucTHky Ha Humesynun, ne € HEOOXOMMa NPOMAHA HA 103MPOBKATA
NpH Te34 MAllHeHTH.

MauweHTH ¢ YEpeneHa 6b6peuna dyHkrma: Ha 6a3ara HA HAPMAKOKHHETHKATA, HE € HEOOXOAHMO

[TOHIDKEHHE HA JO3MPOBKATA NPH MAIMEHTH C JIEKO A0 cpenHo OBOpeuHO yBpeKaaHe (KpeaTUHHHOB
wmpsie 30-80 mi/min); aokaro Humesynun tabnerku € MpOTHBONOKA3aH B CAYal Ha Te -
616pedHa HEIOCTATEYHOCT (KPEeaTHHHHOB KAKPBHC < 30 ml/min) (BrkTe T. 4.3 11 5.2)

TlaipeHTH ¢ HapyileHa YepHoipobHa byrkuma: ynorpebata Ha Humesynun tabnerk
MIPOTHBONOKA3aHA OPH MALMEHTH C YepPHOAPOOHA HENOCTATHYHOCT (BIXKTE T. 4.3 M 5

4.3 lipornsonokazanus
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o ITaupeHTH CBC CBPBXUYCTBHTEIHOCT KbM HuMesynmua WiiH KbM HIKOH OT €KCLIMITHEHTHTE.

o TlanueHTH ¢ aHAMHECTHYHY AaHHH 33 PEAKIIMH HA CBPBEXUYBCTBUTEAHOCT (Hamp. OPOHXOCTIAZEM,
PHHHMTH, YPTHKAPHA) KbM ALETHIICATMLIUIOBA KMCEIMHA HIH KbM APYTH HECTepOHAHH
MPOTHBOBB3NAIMTEIHH JIEKAPCTBEHM MPOAYKTH.

0 TlauueHTH ¢ aHaMHECTUYHH NAHHHK 33 XeNATOTOKCHYHH peakld KoM Humesynda.

0 EnHoBpeMeHHO NPHIOKEHHE C APYrH [IOTCHUHAIHO XeNaTOTOKCHYHH JICKAPCTBEHH BEILICCTRA.

0 AIIKOXOIM3BbM, JTEKAPCTBEHA 3aBUCHUMOCT.

0 AHaMHE3a 3a CTOMALIHO-YPEBHO KbPBEHE WK niepdopanmsi, CBbP3aHH ¢ MpeXILIHa TEPAIHKA C
HCHBC.

0 AKTHBHA #3Ba Ha CTOMAaxa HIH JBaHaJAeCeTONPhCTHHKA WM aHAMHE3a Ha pelHaHBHpaIIa
A3BA/KPBBOU3IIMBH H&/OT XpPaHOCMMIIATETHUTE OPrany (aBa WIH MOBEYe U3ABSHH €NH3071a Ha
J0Ka3aHo o0pa3yBaHe Ha A3Ba WIH KbpPBEHE),

IepeOporacKyTapHO KBPBEHE WIH APYIO AaKTHBHO KbPBEHE M/IH HapyHICHHS, CBBP3aHU C KbPBCHS.
[TaLueHTH ¢ TEXKH CMYIUCHHA B KPBBOChCHPRAHETO.

[TaumpeHTH ¢ TeKKa ChpAedYHa HEAOCTATBYHOCT,

[TampeHTH ¢ Texkka OpOpedHa HEJOCTATHYHOCT,

HepuoapoOHa HEAOCTATEYHOCT.

[TanMeHTH ¢ MORHILIEHA TEMIEPaTypa WA IPUHONOA00OHH CHMITTOMH,

Jlenia noa 12 roguHm.

Tpetu TpHMeCTEP Ha OpeMeHHOCTTA ¥ NIPH KbpMmere (BrokTe T. 4.6 ¥ 5.3).

C QO 0 0 0 O 0O C

4.4 CnenEa/jiHn NpeAyNpex/IeHAN H Npeana3sHH MEPKH OpH ynoTpeda

EasoBpeMenBarta ynotpe6a Ha Humesynun ¢ apyra HCIIBIL, BRIFOYHTENHO LHK/IOOKCHTeHa3a-2
CeNeKTHBHH HHXHOMTOPH, He ce nperiopbysa. B fombsiHeHue MO BpeMe Ha nedcHre ¢ Humesynua
naupMesTHTe TPsAOBA 12 6BAaT CHBETBAHM JI2 C€ BE3ABPAKAT OT YNOTpedara Ha APYrH aHATCTHIIN.

HexenaHuTe nexapcTBEHH peaKIHH MOTAT Aa OBIAT HAMAJIEHH KaTo 32 KOHTPOIHPAHE Ha CHMIITOMUTE
ce yroTpebiaBa BE3MOMKHO Haif-HHCKaTa eheKTHBHA /1032 33 BB3MOIKHO Hal-KpaTbK CPOK OT BPEMC
(BmxTe T. 4.2).

JleucHueTo TpAGBa 1a Oblie NpeKpaTeHo, aKO He ce HabIIonapa MOJIOKUTENEH EQEKT.

Hepuoopobru peakyuu

B penKH ciiyuad e ycTaHoBeHo, e HuMesyn#a € CBbp3aH ¢be CEPHO3HH YEPHOAPOOHH peakiuy,
BIJTFOUMTEHO MHOTO PEJKM CIydan ¢ ¢aTaneH u3xon (Bikre ChiIo cexuus 4.8). [TauyeHTy, npH KOHTO
ce HaONoJaBaT CUMITTOMH, CHOTBETCTBALIH HAa YepHOAPOOHO YBPEkKIaHE M0 BpeMe Ha JIEYCHHE C
Humesynui (Hanp. aHOPEKCHS, FaigHe, MOBPBIlaHe, BOMKH B KOpEMa, YMOPa, ThbMHA YPHHA) HITH
MALMEHTY, YHUTO TECTOBE NOKA3BAT aHOPMATHA (YHKUMS HA YepHMA pol, Tpadsa Na MPEeKpaTaT
neyernero. Telu nauveHTH He TpAORA fa ObaT HoIaraHu OTHOBO Ha JICUCHUE C Humesynua. Mma
cHOOLICHMS 32 YBPEXKIAHE HA YEPHHA JIpod ClIE] KpaTKO [IPHEeMaHe Ha JIEKapCTBOTO, B IIOBCUETO ClyHan
obpaTHMo.

[Ipu noBuHinaBane Ha TEMIEpaTypaTa W/WIH MPH NOSABA HA TPHIIONOAOOHH CHMITTOMH MPH NALIWCHTH,
npueMainy Humeaynua, nedeHneTo TpabBa Ja ce mpekpary.

TFacmpounmecmunannu peaxkuynu

CToManHo-4peBHO KBPEEHE, 00pasyBaHe Ha 1382 Y nepdopaups: ¢podilaka ce 33 CTOMAIIHO- YPEBHO
KbpBeHe, 0bpasyBase Ha 83Ba U Nepdopalins, Koato Moxe aa Obae aramna npy pewaku HCIIBC, 1o
BCSKO BpeME Ha TepalusTa, ChC WK Oe3 NpeayNpeaHTeIHH CHMITTOMM HIH aHaMHE3a Ha CTOMALLHO-
YypesHH 3a00IIBaHNA. -

PHCKBT OT CTOMALIHO-YPEBHO KBPBEHE, 00pa3yBaHe Ha f3Ba WIH Aepdopailis ce no
yeenuagase Ha no3ute Ha HCIIBC npy naniueHTH ¢ aHaMHe3a 3a A3Ba, ocoDeHo a
KPBbROM3NUE HIH nepdopanys (BIXKTe pa3aen 4.3) U NpH Nau#eHTH B HallpejHala
NALHEHTH CJieIBa Ja 3al04HaT JIeYeHKHe ¢ Bb3MOKHO HAH-HHCKaTa 1o3a.



KoMOunupaHa Tepanus che 3alUTHH areHTH (Hamp. MHKOTIPOCTON WIH HHXUOUTOPH Ha IPOTOHHATA
NoMIIa) € MOJIXO/AIIA 3a TE3H MAallHSHTH, KAKTO ¥ 33 MALMCHTH, HYKIAeIIH ¢€ OT ChIBTCTBAILIN MAIKH
A03Y aCHUPHH WX JPYrd JIEKapCeTBEHH CPEACTBA, KOMTO OMXa MOIH Ja MOBHINAT CTOMAaUIHO-4PEBHHA
PHCK (BHXKTE TIO-A0JY H 4.5).

ITagHeHTH ¢ aHaMHE3a 33 CTOMAUIHO-YPEBHA TOKCHYHOCT, 0CODEHO B HaNpeIHajIa Bb3PacT, C/Ic/1Ba 1a
¢HLOOIABAT 33 BCHUKH HeOOHMYafHU KOPEMHH CHMITTOMHM (0CO0EHO CTOMAaIIHO-UYPEBHO KBPBEHE) H
0coBEHO B HaYAIHHTE CTAAMH HA JICYECHHE.

CToMaIIHO-4YpeBHO KbPBEHE HIHK 00pasyBaHe Ha A3Ba / nmepdopaivs MOXKe Ja C€ MOABH MO BCAKO BPEME
Ha JICYCHHUETO Ch¢ WIH 6e3 npeaynpeAUTeIHH CUMOTOMH WIH aHaMHE3a Ha raCTPOHHTECTHHAIHH
3abonsaeaHng. AKO ce NMOSBH CTOMAIIHO-UPEBHO KEpReHe Wi 13Ba, Humesynun Tpa6Ba na Obae CIipsH.
Humesynua criensa 1a ¢e npuiara ¢ IoBHIIeHO BHUMaHHE TIPH MALMEHTH ChC CTOMAITHO-YPECBHH
3a001ABaHNA, BKIIOYHTETHO aHaMHe3a Ha MEeNTHYHA A3Ba, FACTPOMHTECTHHAITHO KBPBEHE, A3BEH KOJIUT
unu Oonect Ha KpoH.

[TauyeHTy, npUeMallli CHITBTCTRANH MENKAMEHTH, KOUTO OMXa MOTJIH Jja [IOBHIIAT PUCKA OT
o0Opa3yBaHe Ha s3Ba WK KbpBEHe, KaTO Hanp. epopajiHi KOPTHKOCTEPOMIH, AHTHUKOAryJIaHTH KaTo
papQapHH, CEIIEKTHBHH HHXHOHTOPH Ha OOpaTHHS 3aXBaT Ha CEPOTOHUHA HIIH aHTH-TPOMOOLIMTHH
areHTH KAaTO aClHPHH, CNIeABA 13 Oh/aT MOCHBETBAHM 1A Ca BHUMATEIIHU (BIDKTE pasaen 4.5).

[Ipu nosRa Ha CTOMAIHO-YPEBHO KbPBEHE WK 00pasyBaHe Ha A3Ba NPH MAlHEHTH, IpUEeMally
HuMe3ynua, IeUeHHETO CileBa 1a ¢ [PeyCTaHOBH.

HCIIBC cnenga na ce gasar ¢ NOBHILICHO BHHMAHHE Ha IMALHEHTH ¢ aHAMHE32 32 CTOMALIHO-4YPEBHH
3abonsBaHua (A3BeH KonuT, Gonect Ha KpoH), Thil KaTO ChCTOSHHETO HM MOXKE /12 C€ BIIOHIH (BHXKTE
pazien 4.8 — HexenaHu peakUHH).

[TalMeHTH B HATIpEAHANA BB3PACT: IIPH MMAIMEHTHTE B HAMPEAHANA BE3PACT ce Ha0/I01aBa yBe/THUeHa
YecTOTa Ha HexkenanuTe peakuuu kem HCITIBC, no-crieuanHo cTOMAIIHO-4PEBHO KBPBEHE H
nepdopalus, KOMTO MoraT Aa ObaaT hatanau (BikTe pasaen 4.2). CnefoBarestHo € HEOOXOAUMO
MOAXOJAIIC KIHHHIHO ApOocaeadBaHe.

KapanoBacKyJJapHH H nepe0poBacKyJIapHH PeaKiMH

Heobx0onuMo e 1a ¢e OCUTypH MOIXO0IAUI0 HabMoAeHHE H CHBET 34 MallHeHTH ¢ AHAMHE3a 33
XMIIEPTOHHA M/WTH JIeKa 10 YMEPEeHa KOHNeCTHBHA ChPAEYHA HEAOCTATPYHOCT, ThH KaTo UMa
CHOOMIEHHS 33 OTOLM M 3aPHKKA Ha TEUHOCTH, CBbp3aH# ¢ JieveHreTo ¢ HCTIBC.

KnuuvyHy npoydYBaHns B eMBAEMHOJOIHYHH JAHHH NOKa3Bat, ue yroTtpebara va naxon HCIIBC
(0c00eHO BBB BHCOKH [I03H U IIPH MPOAB/DKUTEITHO MPHIIOKEHWE) MOXKe Aa OBJE CBbP3aHa C JICKO
[OBHIIEH PUCK OT apTEPHAIHH TPOMOOTHYHH CHOMTHA (HAIPUMEP MHOKapAeH HHPAPKT WITH HHCYIIT).
HsMa noctaThuHO JaHHY, 3a Ja e W3KJIFOUW TaKbB pUCK NpH HumesynHa.

[TaumMeHTH ¢ HEKOHTPOJIHPAHA XKITEPTOHUA, KOHIeCTHBHA CBPAECYHA HEAOCTATHYHOCT, YCTAHOBEHA
HCXeMHYHa B0NIeCT Ha ChpLIETO, 3a60/14BaHe Ha epu(EePHATE APTEPHUH W/ IIH MO3bYHO-CBAOBA DonecT,
Tpa6Ba 1a ce aexyBar ¢ Humesynun camo cnel sHuMareaHo obmucnsHe. Taxosa oOMucnaHe TpaOBa a
ce MpaBH MpEay 3aMo4BaHe Ha JLANOCPOMHO JICYCHHE Ha MALMEHTH C PHCKOBH (PAKTOPH 3a ChpACUHO-
CBAOBH CHOUTHS (HAND. XUIIEPTOHHA, XHIIEPIMIIMAEMHS, 3aXapeH JHabeT, TIOTIOHOMYIEHE).

Toit kaTo HuMe3yiIHa MOKE 1a NOB/MAC HAa (YHKUHUATA Ha TpOMOOLHTHTE, TOH TpAOBa Aa Ce H3MOI3Ba
BHHMATEJIHO NIPH MAIHEHTH ¢ XeMOparndHa jauaresa (BuwkTe ¢wio cexuina 4.3.). Ho Humesynun He e
3aMECTUTE/T Ha AleTHICATHIMIOBATA KUCEIMHA 33 ChpACYHOCHI0BA NPOPHIAKTHKA.

Bvopeunu peaxiuu
ITpu nauueHTH ¢ OBOpeUHO MK CHPACYHO YBPEXIAHE ¢ W3UCKBA 0COOCHO BHUMAaH
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Koosicuu peaxuuu

MHoOTro psKo ce ¢HoOIaBa 3a CepHO3HH KOXKHH PEaKLMH, HAKOH OT TAX (aTajiHH, KATo eKCpOoIupal
JAEPMATHT, CHHAPOM Ha Stevens-Johnson 4 TOKCHYHA enmuepMaiHa HEKPOJIKM3a, CBbP3aHH C
usnomssaneto Ha HCIIBC (smxTe pazaen 4.8). [To-BHCOK pHCK OT TE3H PeakuMH ce Habarogasa B
HAYAJIOTO Ha TePanuAaTa, KaTo B MOBEYETO CAYYaHl PEeaKiaTa ce NPOsABARA B PAMKWTE HA IBEPBHA
Mecerl oT Jevenueto. [pueMbT Ha HUMe3ynHz cneasa Ja ce MpeyCcTaHOBH MpH IIbPBa [104Ba HA KOXKCH
OOpHEB, paHu MO JUTABULIATA WIH APYTH NPHU3HALY HA CBPBXYYBCTBHTEIHOCT.

Crobmapar ce cnydaH Ha JOKATH3HpaH KoXKeH OOpHB OT JIeKapCTBa H MEAHKaAMEHTH PH HUME3YIHA.
HuMeaynua He TpaOBa 1a ce Npuiiara OTHOBO [PY MAllMEHTH ¢ aHaMHE3a 3a JIOKATW3UPaH KOXKEH
0GpUB OT JIEKAPCTBA M MEAHKAMEHTH, CBBP3aH ¢ HUME3YJTH A (BxK. Touka 4.8).

Penpooyxmuenu pynxynu

Vnorpebara Ha HuMe3yami Moxke 1a YBPEIH PETTPONYKTHBHATA QYHKITHA IIPH XKEHU H HE Ce
NpenopbyBsa IIPH )KEHH, KOUTO Ce ONMMTRAT Aa 3a4eHar. [TpH )KeHH, H3MUTBALLH TPy AHOCTH NIPH
3a4eBAHE FITH TIOZJIOXKCHH HA H3CIICABAHE 3a 6e3I0AMe, ce Npenophyusa NPEKbCBaHe Ha ynoTpedara
Ha Humesynua (Bwkre cexuus 4.6).

Aynus 100 mg TabneTky ChOBpxKA NAKTO34, CJISA0BATETHO NMALHEHTH C PCAKH HACICACTBCHH
npobaeMH Ha TanaKTO3Ha HEMOHOCHMOCT, Lapp fakTazeH ACQHIMT WIH ITFOKO30-TalaKTO3HA
manabcopbums He TpsadBa Ja nmpuemaT TOBA JICSKAPCTBO.

4.5 JlekapcTBeHH # ApYTrH GopMA HA B3aHMOIeHCTBHE
MdapMakoauHaMUYHH B3aHMOICHCTBHA

Ipyru necreporani nporusopn3nanuTe sy cpeacrea (HCIIBC):

KoMmbunauma ra Humesynmun Tabnetku (BuoxTe cexiins 4.4.) ¢ ApYrH HECTEPOUIHH
NPOTHBOBB3MAIIMTEIIHY JICKAPCTBA, BKIIOUHTENIHO alleTHICATHIIMIOBA KHCEMUHA, TIPeANMCBAHH B
MPOTHBOBBL3MATHTENHH 1034 (> 1 g KaTo eqHOKPaTEeH NMpHeM WM >3g KaTo JHEBHA /103a) He ce
npernopbLYBa.

KoprakocTeporan:
[TOBHILIEH PUCK OT CTOMAILHO-YPEBHO KEPBEHE Wy 00pasyBaHe Ha A3BK (BUXKTE T. 4.4).

ABTHKOAryJIaHTH;

HCIIBC mosxe aa 3acuiaT edeKra Ha aHTHKOAry/laHuTuTe, Kato Bapdapun (rkTe pasaen 4.4).
[MauuesTy, TPETHPaHH ¢ BapbapiH, WIH MOJ00HH AaHTHKOArYIaHTH, Ca H3/I0KCHH Ha NOBHINCH PHCK
OT YCIIOKHEHHS ¢ KBPBEHE NpH ynotpeba Ha Humesynua. 3aToBa Ta3H KOMOMHAIIHS HE ce NIPenopriBa
(BHKTe CBIO ceKlHA 4.4.) ¥ e MPOTHBOTIOKA3aHA NPH MAIMEHTH ¢ OCTPU CMYLICHHA B
KPBBOCHCUPBAHETO {BHXKTE ChI0 ceKius 4.3). AKo KOMOMHALIMATA HE MOXKE JIa opae n3berHara,
AHTHKOATYJIAaHTHATA JeiiHocT Tpadea na Ov/e cneaeHa oTOH30.

AHTH-TPOMOOLMTHH areHTH M CEJIEKTHBHH HHXMOMTOPH Ha obpaTHUs 3axBaT Ha cepoToHuHa (SSRI):
NOBUIIEH PHCK OT CTOMAIITHO-YPEBHO KhPBEHE (BIXKTE pasnei 4.4).

HyypeTHIH, HHXHOHTOPH HAa dHTHOTEH3HHB-KOoHBepTHpALIHA cH3HM (ACE nuxuOHWTOpH) H aHTHOTEH3HH
II anraronucru (AllA):

HCIIBC moxe fa HaMaNAT €(UKACHOCTTa Ha AMYPETHLIWTE ¥ HA JPYTH JIEKapCTBa 338 KOHTPOJI Ha
KPLBHOTO Hajdrage, [1py HIKOH MatHeHTH ¢ HamalleHa 6b0peyHa GyHKIHA (Hanp. AeXUNPaTHPAHH
TAMMEHTH WIH X0pa B CTAPYECKA BB3PACT C Hapymeﬂa OnOpeuHa GyHKLYA), eHHOBpeMEHHHHT NpHEM Ha

OOUKHOBEHO € obpaTuMa. o %’g I\
[TosiBaTa Ha TE3W B3aUMOACHCTBUA C/IC/BA Aa C€ MMa MPCABHA NMPH NALMEHTH, KOHY
npuaemat Humeaymua 3aeano ¢ ACE unxuburopu wiu AlIA. Eto 3aiio Ta3n KoMOmH

NeKapCTBEHM MPOAYKTH TPAORa Aa ce JaBa NMPeANas3uBo, 0COOEHO HA ALIHeHTH B ﬁa%pe a:na i ; .
BB3pact. [lauueHTUTE Cepa ga OpaT J00pe XHAPATHPAHK B ia Ce aHATH3HPA Heh‘gkp Hmmﬁ"ra OT -
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npoclieaaBane Ha ObOpednarTa GyHKIHS Mpy 3a0YBaHe HAa CHBMECTHATA TeparHi W IEPHOAHTHO Cle/
TOBA.

dapMakOKHHETHIHY B3aMOIeHcTRHA: BAHAHHE Ha HuMe3ynua BepXy QapMakoKHHETHKATA HA YT
JIEKAPCTBEHH MPOAVKTH

OypozeMu;

Tpu 30paBu HAaAuBKAKM Humesymun HaMansasa edekta Ha OyposeMuI BBPXY OTAE/IAHETO Ha HATPHH, H
B [10-MaJIKa CTENEH, BLPXY OTACSHETO HA KaMHi U peayLHpa IMypeTHYtng epekT. B pesyarar Ha
eJHOBpeMEHHOTO pHeMane Ha Humesymua u @yposemun ce Habmonapa Hamaasate (¢ okono 20%)
na AUC, KaKTo H 0 KyMy/TaTHBHOTO oTensHe Ha OyposzeMuz, 6e3 Ja ce MoBivse Herosus O0s0peyeH
KITHPBHC.

EnnoBpeMentaTa ynoTpeda Ha Gypozemun u Humesymua TabneTKH H3MCKBa BHUMAHWE TIPH
ALHEHTH, IPEAPasNoNoKEHH KbM ObOPEYHH 1 ChpAEYHH CMYIIEHHA, ONKHCAHHK B CeKimd 4.4,

JHutuii:

VY CTAHOBEHO €, 9€ HECTEPOHIHHTE [IPOTHROBB3NANNTEHH CPEACTBA HAMAIABAT OTAC/ISHETO HA JIMTHH,
B PE3YJITAT Ha KOETO c€ OBHIIABAT [LIA3MEHMTE HHBA M TOKCUYHOCTTA Ha JIMTHH. AKo Hume3synun
TalIeTKH ce TIpeANHIIE Ha NAIMeHT, IIOAT0KEH Ha JIMTHEBA TEPal i, KOHIICHTPalMaTa Ha INTHH
TpAOBa PEAOBHO Ja CE MPOCICAdRa.

[ToTeHtmanHuTe GapMaKOKWHETHIHM B3aUMOIEHCTBHS ¢ IHOeHKIIIaMU ], TeODWIHH, BAp(apHH,
JIMFOKCHH, IEMETHWH U aHTHALMAHHK cpencTBa (Harmp. KOMOHHALMA HA aJlyMHHHCB C MarHE3UCB
XUIPOKCH) CHIIO ¢a H3cIeABanH in vivo. He ca HaGmoAaBaHH HUKAKBH B3&MMOACHCTBHA ¢ KITMHHYHO
3HAYEHHE.

Humesynux uaxubupa CYP2C9. [Tna3MeHuTe KOHLUEHTPALMH Ha JIeKapeTsa, KOMTO ca CyOCTpaTH Ha
TOZHM €H3MUM, MOTAT [a C¢ YBEeIM4aT [pH eaHoBpeMennata ynorpe6a ¢ Humesyaun 1abnetxu. Tpadsa
1a ce 06BpHE CIELHaIHO BHUMaHHe, ako HAMe3yIia e H3MOI3BaH No-Manko oT 24 4aca rnpen Wi
ClIEe]T AeUEHHE ¢ METOTPEKCAT, 3alOT0 CEPYMHOTO HHBO HA METOTPEKCAT MOXKE 1a C¢ YBE/IHYH, a
CJIeIOBATEIIHO H TOKCHYHOCTTA HA JIEKapCTBOTO ChHIC MOXKE J1a HapacHe.

3apany edexTa CH BbpXY OBOpednuTe MpocTariaHaHHH, HHXHOUTOPHUTE Ha MPOCTarjaHMHOBATa
cuHTe3a, kato Humesynuz, MoraT Jia yBenu4aT HePPOTOKCHYHOCTTA Ha IIUKIIOCTIOPHHHTC.

dapMaKOKHHETUYHH B3aUMOJICACTBHA: BIWsIHHE HA JIPYTH JTEKAPCTBeHH IPOAYKTH BbPXY
dapMakokHHeTHKaTa Ha HuMe3ymua

HscmenpaHus HE BATPO MOKa3BaT UIMECTBaHe HA HUMe3ynua OT MECcTara Ha CBBP3BaHe OT CTPaHa Ha
TONOYTaMUJ, CATHIIWIOBA KHCEIMHA U BAIPOSBa KHCEIHHA. Ho BBIIpEKH BE3MOXKEH e(peKT BBPXY
JIA3MEHUTE HHBA, TE3H B3aMMOIEHCTBHA HE ¢4 ¢ JOKa3aHO KIIMHHYHO 3HaYCHME.

4.6 bpeMeHHOCT H KbpPMeHe

VYnorpebarta Ha Humesynna tabneTkn € NPpOTHBONOKA3aHa Npe3 TPETOTO TPUMECEHHE Ha
OpemenHocTTa (BIDKTE 4.3).

[Tono6Ho Ha ocrananure HCITBC, Hamesynun TabneTky He OMBa 12 ¢e npydeMa 0T XKEHH, OITUTRalllH
ce ga zabpemenedT (BIK. 4.4).

Bh30penATCTBAHETO HA CHHTE32 HA NMPOCTATIAHIMH MOXKe 12 HMa HETAaTUBEH e(PEeKT BbpX

OpeMEHHOCTTA W/HIH Pa3sBUTHETO Ha IUIOAA. R0
S e
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ce nosHmana oT noxa 1% a0 okoyo 1,5%. Cuudra ce, ye pUCKDBT Ce yBelHYaBa C YBEIHYaBaHE HA 03aTa
1 TIPOALJLKUTEHOCTTA Ha TepanuAra.

[Tpu >KUBOTHUTE NPHESMAHETO HA HHXUOMTOPH HAa CHHTE3a Ha IIPOCTATJIAHIWH MPOBOKHPA MOBHINABAHE
Ha TIpe/l- ¥ CJIE/- MMILTAHTallHOHHAaTa 3aryba M CMBPTHOCTTA Ha moja. OCBeH ToBa ce chOOIaBa 3a
yBenudeH Opol ciydan Ha paziiHIHA MaIQopMalH, BKJIOUHTEIHO ChPACYHO-CBAOBH, TIPH JKMBOTHHY,
Ha KOHTO B IEPHOJA HA OPTAHOTEHE3a Ca MPUIOKEHH HHXHOUTOPH Ha CHHTE32 HAa MPpOCTariaHaAvH.
W3cnenpaHuATa Ha 3aiilld NOKA3BaT aTHIHYHA PEPOAYKTHBHA TOKCHYHOCT (BIDKTE CEKLMA 5.3), HO
HAMA Ha Pa3MoNIoKEHHe NOCTATHYHO JaHHH 3a ynorpebara Ha HuMesynua tabetku oT OpeMEHHH
»eHH, Taka ve MoTeHIHUATHHAT PUCK 3a XOpa HE © YCTAaHOBEH ¢ TOYHOCT, 3aTOBa HE Ce PEnopbiBa
MPeRIUCBAHETO HA IEKAPCTBOTO ApE3 ITHPBUTE JBE TpUMECEUHs Ha OPEMEHHOCTTa, OCBEH B CIIYyUaHTe,
KOTraTo € a0COIFOTHO HEOOXOIUMO.

Ot 20-Ta recTaLMOHHA CeIMHUIIA Ha OPEeMEHHOCTTA HATaThK ynoTpebara Ha AynuH 100 mg tabreTkH
MOXKE J1a IIPUUHHU OJUIOXMAPAMHHOH B pe3ynTar oT Os0peunHa auchyHKuMd Ha ioja. ToBa MOXe a
Bh3HMKHE HETIOCPEACTBEHO CIIE/ 3af0YBaHE Ha TEYSHHETO B OOMKHOBEHO € 00paTHMO Ciiel
npekparaBaneTo My. MMa ¢nobmenus 3a crecHsBane Ha ductus arteriosus el ie4eHHe Mpe3 BTOPHA
TPHMECTBP, TIOBEYETO OT KOMTO OTMHMHABAT Ced peKpaTaBaHe Ha jedennero. [lo BpeMe Ha MEpBHA H
BTOPH TPHMECTBP Ha Opemennoctra, AyiuH 100 mg TabneTtkn He TpsibBa Aa ce MpuUjara, OCBCH ako HE
e abCOMIOTHO HEOOXOAUMO.

Axo Aymun 100 mg TabneTku ce ¥U3noN3Ba OT KEHA, KOATO C€ ONUTBA Ja 3a4€HE HWIIM 110 BpeME Ha
MBEPBOTO M BTOPO TpHMeceUHd Ha OpeMeHHOCTTa, Ho3aTa TpiadBa Aa ObAe HHCKA
NPOIB/DKHTETHOCTTA Ha JICUEHHE cie/IBa Aa Obe Bb3MOKHO Hali-kpaTka. Tpabsa na ce oOMHCIH
aHTEHATAIHO HaGJIOACHHE 3a OAMIOXHIPAMHMOH M 3a cTecHapade Ha ductus arteriosus caell IpHEM Ha
Aynud 100 mg TabeTky B DPOb/DKEHHE Ha HAKONIKO AHM cries 20-Ta recTalonHa ceamuna. Tpsora
1a ce npekparu npueMa Ha Aynul 100 mg TabneTky, ako ¢e YCTaHOBH OJIMTOXHAPAMHHUOH HITH
crecHsBaHe Ha ductus arteriosus.

IIpe3 TpeToTO TpUMECEUHe Ha OpeMEeHHOCTTa BCHIKH MHXHOMTOPH Ha CHHTE3a Ha NpOCTariiaHAxnH
MOTraT Jia H3JI0KAT

* TUIOABT Ha PHCK OT:

- ChpaeYHO-0enoapoOHa TOKCHYHOCT (TIPeKAEBPEMEHHO 3aTBapiHe Ha boTasoBpus KaHal H
OenoipobHa XUMEPTEeH3HA ),

- 6pOpevda AMCPYHKLEHA (BXX. [I0-rope);

* MaiikaTa ¥ HOBOPOAEHOTO, B kpas Ha OPEeMEHHOCTTA, Ha PHCK OT:

- BBE3MOKHO YABLIDKaBAHE Ha BPEMETO 34 KbPBeHe H aHTH-TpoMOoLHTeH €eKT, KOUTO MOXKE a ¢€
MPOfABH JOPH IIPH MHOI'O HUCKH NO3H;

- HOTUCKAHE Ha MATOYHHTE KOHTPAKIHH, KOETO BOAH AC 3a0aBsHe WIH YABJDKABAHE HA POJIMIHHA
mpoLec.

Eto 3amo Humesynun tabieTKH € MPOTHBOMOKA3aH 10 BpEME Ha TPETOTO TPHMECEUHe Ha
OpeMeHHOCTTA.

Hsama nannu gan HUMe3ynua ce oTAeaAs B MAHUMHOTO MJIKO.
HuMesynup € npoTHBOIIOKa3aH npu KbpMeHe (Brkre cekumu 4.3 | 5.3).

4.7 Baasgane BbPXY c0coOHOCTTA 3a o Hpane H paboTaTa ¢ MANIHEH

He ca mpoReaeHy HicieBaHHA OTHOCHO edekTa Ha HuMesyiua Bopxy cniocofHOCTTa 32 1iodupaHe 1
pabora ¢ MamnHd. Ho nauneHTH, MpH KOUTO ce HabJr0aBa 3aMasHOCT, BHCHE Ha CBAT WIH ChHIHBOCT
cnen ynotpebata Ha Humesynun Tpabea Ja ce Bb3abpiKaT OT modupane v padora ¢ MallliHH.

4.8 Hexerand JIeKAPCTBEHH peaKiiH
a) O0mo onucanue

KOMHUIHE NPOYUBAHMS M SMUASMHONONHYHY JaHHH TTOKa3BaT, 4e ynoTpedara Ha
(0ocoBeHO BBB BHCOKH 034 W NIPH NPOSBDKHTENHO [IPIIOKEHHE) Moxe Ja Obae
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MMa cpobuieHHd 3a eaeM, XHIIEPTEHHs H Chp/ieHHa HEJOCTAThYHOCT BEB BPB3Ka ¢ MPHII0KEHUEe Ha

HCIIBC.

HoknaipaHM ca MHOTO PEJIKU CTy4ad Ha KO>KHH PEaKLMH, BKIFOYHTEIHO CHHAPOM HA Stevens-Johnson

H TOKCHUHA CIIHACPMAaiHA HCKPOiid34a.

Haii-uecTo HabMOJaBaHATE HEXKEIAHH PEAKLMH Ca TACTPOMHTECTHHAIHM 1o Xapaktep. Moxke 1a ce
[OABH [EITTHYHA A3Ba, Nepdopallis WiH raCTPOMHTECTHHANHO KbPBEHE, MOHAKOTa (aTasHH,
[peMMHO NIPY TIAIMEHTH B HATIpeAHAIA Bh3PACT, MOXKE Aa Ce CIIyUH (BIDKTE pasfien 4.4).

Crobluana ce 3a yALSPaTHBEH CTOMATHT, raZieHe, IoBphiliaHe, abnoMHBanHa Doika, MeJICHa, Hapws,
praTyneHIHs, KOHCTHIIALMSA, JUCTICTICHS, XeMaTeMe3a, ek3anepbanus Ha KOJMT | 6onect Ha Crohn

ciela npHeM (BUXKTe pasaen 4.4).
Tlo-psaako ce HabMIO1aBa racTpur.

0) Tab.1Hna HA HeXKETAHH JIEKAPCTREHH PeaklEH
HacToAumaT CMcEK ¢ HEXKENIaHK JTEKapCTBEHN Peakiy ce 6asHpa Ha JaHHH OT KOHTPOJIMPpaHU
KIHHHYEH NpoyYBaHus (pubmuzuTtenno va 7800 maupeHTy), KAKTO ¥ OT IOCT-MAPKETHHIOBO
NpoYyYBaHe, KATO TIONYYeHUTE PE3YATATH ca KI1aCHUIMPaHH 10 CAeAHU HAWHH:

mHoro yectu (>1/10); gectn (>1/100, <1/10), Beuectsr (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); muoro peaku (<1/10,000), BRIIOUHTENHO W30AHPAHN CIIyUau.

Hapywienun na xpvema Penxu AHemusa*
Eosunogpunus*
HOI'O PEAKH poMOOUHTONEHHS
] laHuMTOnEHHA
[Iypoypa
Hapyuienun na UMyHHAMA CUCIMEMA PeaKH ICBpbXuyBCTBHTETHOCT™
Muoro peaku Axabunakcus

Hapywenua na memaboauima u
XPAHEHEMO

Paako

XumepkanyieMus *

ITcuxuunu HapyueHun Penku beanokoicTBO*
U3nepBeHocT*
Kommapu™*
Hapyuienun Ha HepeHama cucmema HeuectH 3amasHocT™
MHoro peaxu [ naBobosnne
CBHIMBOCT

Eunedaronatus (CuaapoM Ha Peit)

Hapyuienun na odume Peaxku 3aMbIIeHO 3peHHe™
MHOI0 peiKH HapyumweHo 3peHHe
Hapyuienua na yxomo u aaoupunma MHOro peaxKH Buene Ha CBAT
Copoeunu napyuienun Penku Taxuxapaua™
Cvooeu napyuenus Heuectu Xuneprensua™®
Penxu Kpbeomsnup*
HecTabuiHoOCT Ha KPBBHOTO HaATaHE™
['opentd BbHB*
Pecnupamophu HapyuteH s HeuecTH criHes™*
Muoro peaku AcTMa
bpoHxocnaibm
(Cmomamno-upesru Hapymenun UecTn Muapusa*
["aneHe®
Tospruiane* P
HeyecTH Bamex* gﬁﬁ‘%ﬁiﬂf e
naryneHuus* s - _“_‘:_{fﬂfo
ACTPOMHTECTHHATHO el

O cHAIHA A3Ba U 11
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MHOro peaKu KopeMmuu O0NKH
["acTpur*
Jlucniencud
(CtoMaTut
MeneHa

XenamoOuauapru Hapyuenun (BIOKTE Yectu [TosHILIEHH YEPHOAPOOHH eH3UMHU *
4.4."CrenHanyy NpeIynpexAeHHs i MEPKH MHoro XernaTur

3a ynorpeda') PEAKH @yIMUHAHTEH XENATHT (BKJI. CMBPTHH
CITy4aH)
JKeareHHLa
Xonecrasa
Hapywenun na xoxcama u nookoxcnama |[Hedectu [Tpypuryc*
M Kan Oo6pus*
3acIEHO M3MoTABaHe™
Penxu Epnrema*
epMaTHT™
Muoro penku VpTukapus
AHTHOHEBPOTHUEH OTOK
JTnneB OTOK
MyrtudopMeEHa epuTEMa
ICunapom Ha Stevens Johnson
ToxcH4Ha envacpMaiHa HEKPOJiH3a
IC HeuzBecTHa TToxanu3HpaH KOXKEH oOpHB OT JIEKapCTBa H

4eCTOTA MeJUKAMEHTH (Bx. Touka 4.4)
Hapyuwienua na 0v0peyume u nuxkounume [Peaxu uzypus™*
memuiia Xematypus*

MHOro peaku brOpedHa HeAOCTATEIHOCT
3azipeiKKa Ha ypuHa™*

\Omurypus
HMuTtepcruimancH HepHT
Obuu HapywieHUA HeuecTu Enema*
Peaxu IDHU3HYECKO HEPA3MONoKeHUS™
O61wa ¢pu3HIecka ornagHanocT*
MHoro peaku XHIOTSPMUA

*yecToTa, 6a3UpaHa Ha KITMHHYHHTE
POYUYBAHUA

CpobijaBane Ha MoA03MPaHN HEKE/IAHY PEAKIIHH

CpoOIIaBaHeTo Ha MOA03HPAHH HEXKEIaHH PeakLWH Clie]] pa3pellaBaHe 32 YNoTpeba Ha TeKapCTBeHHA
MPOAYKT ¢ BaKHO. ToBa r103B0NABA Ja IPOARKH HaGIIONEHHETO Ha CHOTHOIIEHHETO MOJI3a/PHCK 38
JeKApCTBEHHA PoaykT. OT MEARLMHCKHTE CIIELHATHCTH C& H3KUCKBa a ¢hoOILaBaT BesKa
[OA03MpaHa HeXKEIaHa peakliHs upe3 HaLMOHAIHATA CHCTeMa 3a chobmaBane: M3nbnHUTCIHAE
areHIMA ITo AckaperpaTa, yi. Jamsaa [pyes Ne8, 1303 Codus, Ten.: 359 2 8903417, yebcatir:
www.bda.bg.

4.9 [1penoszapane
CHMITTOMHTE CJIE] OCTPO NPEJO3UPAHE ¢ HECTEPOUIHM MPOTHBORB3INAMTENHN CPeCTBa OOMKHOBECHO
ce ¢BENIAT [0 JETAPrHs, 3aMasgHOCT, TaeHe, NOBpbIiaHe, 00/IKa B eIIHFaCTPHYMa, KOMTO MO NPHHIHII
ca obparvMu cliel] MeAMIMECKA oMol Moxe a ce HaOJ0aBa raCTPOUHTECTHHAITHO KbPBCHE.
H3BecTHH ¢a CTy4Yad Ha XUMEPTeH3HA, ocTpa Ob0pedHa HeJOCTaTbYHOCT, PECTIHpATOpHa ACHPECHA U
KOM4, HO TE€ ¢a MHOTO PAJIKO CPEIliaHy. YCTaHOBEHH ca M aHadHIaKTOHIHN PCaKLHH ClIE

HaOIONaBaT CCH MPEAo3HpaHe.
Cinell npemo3npame ¢ HECTEPOUIHH NMPOTHROBB3NAIUTEIHH CPEIICTBA, Ha NTAIHEHT
6ble OKa3aHa CUMITTOMATHYHA M MeaHLMHCKa omol. HaMa crietiuHyHn aHTH)
HHOpMaLMsA OTHOCHO OTCTPaHABaHETO Ha HuMesy ML Upe3 XeMOAHaIn3a, HO OC



BHCOKATA MY CTEIIeH Ha CRBP3BaHE ¢ TIa3MEHH ITpoTerHH (10 97,5 %), HAMa ronsMa BEPOATHOCT
AMANHM3ATA A2 € OT MOJ3a [IPH npeaoszupane. [Ipeiu3BUKBaHEeTO Ha MOBPBILIAHE H/HIH AKTHBEH BbIIICH
(o1 60 1o 100 g npy BE3pacTHH) H/WIH OCMOTHYHH cAaGHUTENHH CpeAcTBa Morar Ja obaar
MPEAMHCaHy Ha MAUHEHTH 4 yaca ciieji ONTBIIAHETO, TP KOUTO ce HaIt0AaBaT ChbOTBETHUTE
CHUMIITOMH WIX KOUTO Ca [TOEJIH rojIsMa CBPBX1034a. JacHiieHaTa AHYype3a, aTKaM3HpAHETO Ha
ypHMHATa, XeMOJAHANIU3aTa WK XeMOoTnep(hy3usi MOTaT [1a CE€ OKaKAT O€3MOIE3HH MOPaji BHCOKOTO

IPOTEHHOBO CBbP3BaHe. BrOpeunara i uepHoApoOHaTa GpyHkuEA TpsOea Aa 6baaT HaOIOAaBaHH
OTOTH30.

5 PAPMAKOJIOI'NYHA JAHHH
5.1 ®apMakoIHHAMHYHH CBOHCTBA

PapMakoTepAIeBTHYHA Ipyhnia:
ATC xnacudpuraumus: MO1LAX17

HuMesyaua e HecTepouiHo npoTueosb3naauTenHo cpenactso /HCIIBC/ ¢ aHanreTH4HH H
aHTUITHPETHYHH CBOHCTBA, KOETO AeHCTBA KATO MHXHOMTOP HA €H3WMA LIMKIIOOKCUIeHA3a Ha
MPOCTArjaHIXHOBHUS CHHTES.

5.2 ®apMakOKHHETHYHH CBOHCTBA

Humesynun ce abcopbupa aobpe, npueman nepopaino. Cnen equHuyHa no3a ot 100 mg Humesymun
[IpM BB3PACTHUTE Ce IOCTUra BHEPXOBO IU1a3MeHo HHBO oT 3/4 ml/1 ciex 2-3 gaca. AUC =20 - 35 mg
h/L. He e HabmoaaBaHa HUKAKBa CTATUCTHYESCKH 3HAYHMA Pa3jifKa MENY MOCOUYCHUTS PC3YJITATH H
tesu caea 100 mg, npHeManu 2 ITHTH THEBHO B IIPOABIKEHHE HA 7 THH.

Cepp3Bane a0 97,5% ¢ niaa3MeHsd NpoTeUHH.

Humesynuz ce MeTaboIu3Mpa €KCTEHIUBHO B HePHUA J1poD, creapaiiku MHOrOOpOHHH ITBTCKH, BKIL.
Huroxpom P450 (CYP) 2C9 uzoensumu. Taka qe uMa NOTEHUHAJIHA BH3MOMXHOCT 33 B3aUMOJICHCTBYE
Ha JIEKApPCTBOTO NPH €IHOBpEMEHHATA ynoTpeba Ha JiekapcTBa, KOUTO ¢& META0OMM3MPaT 4peE3
CYP2C9 (Bmx cexling 4.5). OcHOBHHAT MeTa0OJIHMT € Napax|uIpOKCH JCPUBAT, KOHTO € ChILo
dbapmMaxoIOrMuHO aKTHBEH. BpemMeTo 10 MOABATA HA TO3H META0OJHT B IHPKYJIALMATA € KPATKO
(oxono 0.8 uac), HO PopMHUpalIaTa MY KOHCTAHTA HE € BUCOKA U € 3HAYUTEJIHO [10-HUCKA OT
abcopbupaluara KoHcTanTa Ha HumMesynua. XHAPOKCHHHME3YIUIBT € CAMHCTBEHHAT MeTabOIUT,
OTKPUT B [Ta3MATAa | € MOYTH W3LI0 KoHrorupas. /Tin/ e Mexay 3,2 # 6 vaca.

Humesynu ce eKCKpeTHpa [JIABHO B YpHUHaTa /cpeaHo 50% ot npuerata no3a/.

Camo 1-3% ce U3XBBPIIS B HerlpoMeHeHa (opMa. XHAPOKCHHMMEZY )1, OCHOBEH MeTabOJMT, ce
OTKpHBa CaMo KaTo rmokyponat. Oxono 29% ot jo3aTa ce eTHMUHUPA, CAe]] MeTabONU3HPAHE BLB
¢exanuure.

KuHeTHuHaTta KapTHHa Ha HuMe3yama ocTapa HEMPOMEHCHA MPH MO-BB3pacTHH MAHCHTH CJICH
IPHIIAraHe Ha MHTCH3UBHH N HEKONKOKPATHH JO3H.

B HHTEH3UBHO €KCIIEPHMEHTAIIHO H3C/EBaHE, TIPOREACHO NIPH NALMECHTH C JIEKH 10 YMEPCHH
GEOpeutd yBpeskaaHua (kpeaTHHHHOB KIHpbHC 30-80 mli/min), cpaBHeHH cbe 37paBu JOOPOBOIILIH,
BBLPXOBUTE M1a3MeHN HHBa Ha HuMe3ymia M Ha OCHOBHHS METaOOIMT HE ¢a O-BUCOKH NPH
ITANHEHTHTE ¢ YBPEXIAHHA, OTKOIKOTO IpH 3apasute nooposonu. AUC u tl/2 B ca 50% no- BHCOKH,
HO BHHATH B paMKHTE Ha KWHETHYHMTE CTOHHOCTH, HabmoaasaHy npy HumMesynua y 3apaegu
Y9ACTHHIIH.

[foBTOpHOTO IIpHEMaHe He BOAU KO KyMYJIHPaHe.

Humesynua e IPOTHBOIIOKA3aH MPH NALHUEHTH ¢ YePHOAPOOHA HEAOCTATHYHOCT (BIXK Ce

5.3 HpeaxmadvHA JaHHA 32 0€30NaCHOCT

Bb3 0CHORA HA KOHBEHIIMOHAJIHUTE M3NUTBaHKA 32 papMakonorgyHa 6e300acHoCT, goeTCicd
MHOT'OKpPaTHH A03H, TEHOTOKCHYHOCT H KapI{HHOINeHeH NOTEHLUHAN, NPCAKIHHNYHHTE A HH& oy w .,__
[IOKa3BaT HUKAKBB PHCK 32 YoBeKa. HlpH wiciieABaHHATA 38 TOKCHYHOCT CJjiel MHOTO THHERORM,. = 7




HuMesynuj Moxa3sBa racTpOMHTECTHHANHA, OBOpeuta H yepHoaAPoOHa TOKCHYHOCT. 11pu
M3CJIEABAHHUSATA 33 PEMPOAYKTHBHA TOKCHYHOCT Ca HabMoAaBaHH eMOPHOTOKCHYIHY H TEPATOICHHH
e(beKTH FpM 3afiliM, HO HE W NPHM MUTHXOBE, HA [J03H C HETOKCHYHO 3a MaiikaTa HuBo. I1pH mibXoBeTe ce
HabNoAaBa YBENHYEHA CMBPTHOCT Ha HOBOPOJAEHUTE B paHHHSA CIIeAPO/IIEH TIEPHOT, & Humesynun
OKa3Ba OTpULIATENeH e(peKT BbPXY INIOAOBHTOCTTA.

6. DAPMAIEBTHYHN JAHHHA

6.1 Cuuchbk Ha MOMOLOIHATE BEMECTBA
Tabremwu:

HATPHEB JOKY3aT
XHIPOKCUITPONIMIILIEITY103a

MaKTO3a MOHOXMAPAT

MHKPOKPHUCTaIHA [eNy103a

HATPHEB HUIIECTEH [JIMKOIAT
XHIPOreHHPAHO pacTHTETHO MacyIo
MarHe3HeB cTeapar

6.2 HechLBMECTHMOCTH
He ca ussecTHn.

6.3 Cpok na rognocr
3 TOOHHH.

6.4 CnenHaJHH YCI0BHAS 32 CHXPAHCHHE
To3u NpoayKT HE U3UCKBA CIICLIUANTHY YCIIOBHA 3a ChXPAHCHHCE.

6.5 /lannH 32 ONAKOBKATA

Aymuy 100 mg tabnetku ce gocraa B PVC/anyMuuuii OJIHCTEPH, NOCTABCHH B KAPTOHCHA KYTH,
chabpkama 6, 9, 10, 15, 20 unu 30 TabaeTkH.

He scudky BK10BE OMAKOBKH MOraT Jia OBAaT MyCHATH Ha na3apa.

6.6. Cienpajing NpeANA3HA MePKH NPH HIXBHPJIsSHE
Hsama crienpanHy H3HCKBaHHA

7. MIPUTEXATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Aumkenunu ®apma Brirapus EOOJ] 6ya. "Acen Hopaaros” 10, Codus 1592, bearapus

8. IPUTEXATEJ HA PASPEIIEHHUETO 3A TIAPAJIEJIEH BHOC
“Becra Mexn” EOO/, ya. Kpaao Cropues Ne8, 5350 Tpasna, bunrapus

9, PETUCTPAIIHOHEH HOMEP 9600168
10. TATA HA TEPBATA PETUCTPAITHA/MIOAHOBSBAHE HA PETHCTPALIUSATA

13.08.1996
04.08.2008

11. MOCJIETHA PEAAKIINA HA TEKCTA




