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KPATKA XAPAKTEPHCTHKA HA ITPOJIYKTA
600 /6P

MME HA JIEKAPCTBEHHSA INTPOAYKT
Ayaun 100 mg Tabaerku
Aulin 100 mg tablets

6L A0 14 s

Koaa4YecTBeH H Ka4ecTBEH ChCTaB
Beska Tabnerka chabpxa 100 mg Humesyini (Nimesulide )

IToMmolHH BellecTBa C H3BECTCH CleKTZ JIAKTO34a
3a nbJAHHA CITUCHK TTOMOIIHY BCUICCTEA, Buk 6.1

JlexapcTBena gopma
TabaeTka
Be1n/CBeTI0KBITH KPBIIM Tab/IETKH.

KIuHHYHH IaHHH

TepaneBTHYHH M0KA3AHHA

Jleuenue Ha ocTpa bonika. (BuKTE T. 4.2 ).
IepBryHA AUCMEHOPES.

Humesyanj TpsGBa 1a ce NpeAnncea CaMo KaTo JICHCHHE OT BTOpa JIMHHA.
Pewennero aa ce npeanume Humesyaua TpsibBa 11a ce OCHOBaBA Ha OLICH
NpH OT/C/IHUA NAUMEHT (BUKTE T. 43uT4.4).

Ka Ha OOLIMTE PHUCKOBE

JI03MpOBKA M HAYMH HA IPHJIOAKCHHE
Aysmnn Tabaerkn Tpabsa 1a ce rnpwiara 3a b3

OT KIMHHYHATA CUTYaLus.
Munumannata edheKTBHa 103a TpAOBa /ia ce npuiara 3a Bb3MOKHO Haii-

33 1A Ce HAMAIAT HEKEIAHUTC PEakLH (BUATC 1.4.4).

MO/KHO uaf»’:-xpa’rbx nepuoa OT BpeEME, B 3aBHCHMOCT

KpaTKHud NepHoa oT BpeME,

MaKcHMaTHATA IIPOJLIIKUTENHOCT Ha 1euebHus Kype ¢ Humesynua e 15 anm.

3a Bb3pacTHU:
Humesysmua tabnerky no 100 mg s1pa nbTH AHEBHO CJIC/L XPAHEHE.

[TauuenTy B HANPE/IHANIA BH3PACT: NIPH TAX HE € HEOBXOAMMO /1 CC HaMasABa JHEBHATa 103 (BHKTE
T.5.2).

Jleua (noa 12 rojmuu); Aynut 100 mg Tabsierky ca NPOTHBONOKA3aHH MPH TE3H NAUHCHTH (BHKTE
chlo cekuus 4.3).

Muasesu (or 12 o 18 roauuu): Ha Gazara Ha KMHCTHYHMA npodun npu BbL3PACTHMTC M Ha
(apmakojupamuunuTe  Xapaktepuctuku Ha Humesyann, ue ¢ HeoOXoaMMa TpOMAHA Ha

JIO3UpOBKaTa MNpH TC3U NALACHTH.

IammenTy ¢ yspenena 6u6peuna gynkupns: Ha 6asara Ha GapMakoKHHETHKATA, HE € HeobXoaHMO

OHUAKEHHE Ha [I03MPOBKATA TP MALMCHTH C JICKO JI0 CPe/IHO 616peuHo yBpexiaHe (KpeaTHHHHOB
kinpbc 30-80 ml/min); nokaro Humesynni Tab/IeTKY € NPOTHBOINOKAa3aH B CIy4ad Ha TEKKa
61L.6peyHa HeocTarbYHOCT (KPEaTHHHHOB KIIHPBHC < 30 mV/min) (Buwxkre . 4.3 1 5.2).

Maumenty ¢ napymiena uephosipobua _(Gynkuus: ynorpebara Humes
NpOTUBOIIOKA3aHa NPH MaLM1eHTH ¢ yepHo/pobHa HEAOCTATBYHOCT (BHAKTE T. 4

IlpO'ruBonorcazan HH



e [lanumenrtu cne CBPBbXYYCTBUTEJIIHOCT KbM HMMC3)’JIHII WIH KbM HAKOM OT €KCLIMIMTHEHTHTE.
e [lanueHTH ¢ aHaMHECTMYHM [JlaHHH 3a peakluu Ha CBPBXYYBCTBHTCJIHOCT (Hanp.

GpOHXOCNA3bM, PHHUTH, YPTHKApHs) KbM ALCTH/ICATHLMIOBA KMCE/IMHA WM KbM [IpYrH
HECTEPOM/IHH IPOTHBOBL3NANIMTENHH JIEKAPCTBEHH MPOJIKTH.

e TlauMeHTH C aHAMHECTHYHM JIaHHH 32 XENaTOTOKCHYHH peakiuu kbM HuMesymua.

o EjHOBpeMEHHO NpPWIONKECHHE C JIPYrHd TMOTCHUMAIHO XENaTOTOKCHYHH JIEKAapCTBEHH
BELICCTBA.

e  AJKOXOJIM3bM, JICKAPCTBEHA 3aBHCUMOCT.

e AHaMHe3a 3a CTOMAIHO-YPEBHO KbPBEHE Wi nepdopanms, CBbP3aHH C NPEMIIHA TepanHs
¢ HCIIBC.

e AKTHBHA f3Ba Ha CTOMaxa WM JBaHa/IecETONPbCTHHUKA WK aHaMHE3a Ha peLHAHBHpalla
3Ba/KPHBOM3/IMBH Ha/OT XPAaHOCMHIIATEIHMTE OpraHH (J1Ba WJIM MOBEYE M3ABCHH eMu3ojia
Ha JIoKa3aHOo obpa3yBaHe Ha A3Ba WM KbPBEHE).

e IlepebpoBacKyapHO KbpBEHE MM APYro aKTHBHO KbpBEHE WJIM HApYIICHUA CBBP3aHH C

KbpBEHE.

[MTaumeHTH C TEXKKH CMYLICHHS B KPbBOCHCHPBAHETO.

[TaumeHTH ¢ TeXKA Chp/ie4YHa HE0CTATbYHOCT.

IMauveHTH ¢ Teskka 6b0peuHa HeloCTaTEYHOCT.

YepHoapoOHa HELOCTaTbYHOCT.

e TlauMeHTH C MOBHIIEHA TEMIIEPaTypa |/WiIK FPUNONO00HH CHMIITOMH.

e Jleua nox 12 roguumu.

o TpeTH TpUMeCTHp Ha GPEMEHHOCTTA M NPH KbpPMEHE (BIKTE T. 4.6 n’5.3).

4.4 CrelHa/IHH NpeXyNpe;KIeHHsl M IPE/NA3HH MEPKH IPH ynoTpeda

EnnospemeHHaTa ynotpeba Ha Humesynun ¢ aApyru HCIIBII, BK/IIOYHTENHO LMKIOOKCHICHa3a-2
CeJIeKTHBHM MHXMOMTOpH, HE ce Tpenopbusa. B nombiHeHHe 10 BpeME Ha JICHCHHE C Humesynun
NMauMeHTHTE TpAGBa J1a Bb/1aT ChbBETBAHH /1a CE BB3IbPXKAT OT ynoTpebata Ha Ipyr aHaJIreTHLLH.

HesenanuTe JIeKapcTBEHM peakluH Morar ja OblaT HaMaleHM KaTo 3a KOHTpO/IMpaHe Ha
CHMNTOMMTE ce YnoTpe6sBa BB3MOXKHO Hai-HMCKaTa e()eKTHBHA /1033 33 BB3MOXHO Hall-KpaTbK
cpok oT BpeMe (BHxKTe T. 4.2).

JleyeHueTo TpﬂGBa aa onae MpEeKpaTeHo, ako HE ce Ha0J110/1aBa MOJIOXKHTENIEH ebeKT.

Yeproopobuu peakyuu

B peiku ciiydad € YCTaHOBeHO, e HuMe3synnj e CBbp3aH CbC CCPHOSHH YEpHOJPOOHH peaKLHH,
BKJIIOYHTENIHO MHOIO PE/IkH Ciyuau ¢ datajieH u3xoj (Bwkre cbino cekuus 4.8). Ilaumuenty, npu
KOUTO Ce HabMIoJaBaT CHMIITOMM CBOTBETCTBAllM HA HYEPHONPOOHO YBpEXHaHe MO BpeME Ha
neyenre ¢ Humesynua (Hamp. aHOPEKCHs, rajieHe, NOBpbIUaHe, OONkM B KOpema, ymopa, TbMHa
YpHMHA) WK TalKEHTH, YHUTO TECTOBE MOKAa3BaT aHOPMaJIHA dbyHKUMA Ha vyepHus Apob, Tpsba Ja
npekpataT Jjedennero. Tesu mauueHTH He TpsGBa ja Gbjar noularaHd OTHOBO HA JICHCHHE C
Humesynun. MMma chobuienus 3a yBpexaaHe Ha uepHus Apo0 Ciiel KpaTko NpueMane Ha
JIEKapCTBOTO, B MIOBEYETO Cily4au 06paTHMO.

HPH TMOBHIIABAHC HA TCMIICpaTypaTa W/unu Nnpy nosisa Ha FlelOﬂOlI06Hl’l CUMIITOMH NPH NALUCHTH,
npueMaily HHMB3yﬂH}1, JICHYCHHETO Tpnﬁna J1a CC MPCKpaTH.

Tacmpounmecmunannu peaxkyuu
CTOMallHO-UPEBHO KbpBeHe, obpasysane Ha s3sa M nepdopauus: cbobuiaBa
upeBHO KbpBeHe, 0OpasyBaHe Ha f3Ba M mepdopaius, KOATO MOXe Ja obae ¢
HCIIBC, no BcsAKO BpeMe Ha TepanusTa, ¢ WiaH 6e3 npeyrnpeures i CHMIT
CTOMAIIHO-YPEBHH 3a6011BaHus.




PUCKBT OT CTOMAIIHO-YPEBHO KbpBeHe, oOpasypaHc Ha s3Ba WM repdopaumns ce MoBHIIaBa C
ysennuasare Ha no3ute Ha HCIIBC npw maumenTy ¢ aHamHesa 3a si38a, 0coDEHO aKo € YC/IOXKHEHa C
KPbBOM3NUB WM mephopauns (BHKTE pasjen 4.3) ¥ 1pH NauMeHTH B HamnpeaHana Be3pacTt. Te3u
MaLMEHTH ClIe/Ba J1a 3aMOUHAT JICYCHHE C Bh3MOXHO Hal-HHUCKATa /1032,

KomBHHMpana Tepanus CbC 3AlUMTHM areHTH (Harp.  MHKOMpOCTON  WiIH MHXHOUTOpPH Ha
NPOTOHHATA NOMNA) ¢ MOJXOMAWIA 32 TE3H NALMCHTH, KAKTO M 32 IAUHCHTH, HYX/acIly cc oT
CBITLTCTBAILM MAJNKM JI03W ACTIMPHH WM JIYrH JICKAPCTBEHH CPEJCTBA, KOMTO OHMxa MOriM j1a
[IOBMILIAT CTOMAILIHO-4PCBHHS PHCK (BIDKTE Mo-10i1y M 4.5).

[TalMeHTH ¢ aHaMHe3a 33 CTOMAIIHO-YPEBHA TOKCHYHOCT, 0CO0OEHO B HarpejHala Bb3pacT, crie/iza
112 choOIABAT 3@ BCHYKM HEOOHYAHHH KOPEMHHM CHMIITOMH (0COOEHO CTOMAlIHO-YPEBHO KbpBEHE) U
0co6eHO B HAYAJIHWTE CTAJIUK Ha JIEUCHHE.

CTOMALIHO-4PEBHO KbpBEHE WM obpasyBaHe Ha A3Ba / nepopalus MOXe 1a ce ModABH M0 BCAKO
BpeME Ha JICYCHMETO ¢ Wid 0e3 NpeaynpefMTENHH CHMITOMH HWIH aHaMmHesa Ha
raCTPOMHTECTHUHAIIHH 3a60MsABaHms. AKO Ce NOSBH CTOMAIIHO-4PEBHO KbPBEHE W 382 Humesynua
Tps6Ba na Gbae cnpsH. Humesynua ciiesiga /1a ce npuiara ¢ MOBMIICHO BHUMAHHE NpH MalMCHTH
CbC  CTOMAWIHO-YPEBHH  3a0ONABAHMS, BKIIOYMTEHO — aHamHesa Ha  MICNTHYHA - 4383,
racTPOMHTECTHHAIHO KbpBEHe, S3BeH KOJHMT Wiu Gonect Ha KpoH.

[laumMeHTH, NPUEMAIM CHIBTCTBALM MEIMKAMEHTH, KOMTO OMXa MOIJIM Jia TOBHIIAT pHCKa OT
o6pasyBaHe Ha 53Ba WIM KbpBEHE, KAaTO Hanp. NepOpaHi KOPTUKOCTEPOH/IH, aHTHKOAry/1aHTH KaTo
papdapHH, CeJeKTHBHM MHXMOUTOPH Ha 0OpaTHMs 3aXBaT Ha CCPOTOHHHA IIH aHTH-TPOMOOLIMTHH
arcHTH KaTo aclMpHH, clie/Ba j1a ObaaT NoChBETBAHHK J1a Ca BHHMATC/THH (Buxre paszaen 4.5).

IIpn nosBa Ha CTOMAUIHO-YPEBHO KbLPBEHE WJIH obpasyBaHe Ha A3Ba NpH MaLMEHTH, MPHEMALIH
HuMe3ynua , IeUeHUETO Clie/Ba ]1a ce NpeyCTaHOBH.

HCIIBC cnesa jia ce JaBar ¢ IIOBHILIEHO BHUMaHHE Ha NALMEHTH C aHamMHe3a 32 CTOMAllIHO-4pEBHH
3aGonsBaHus (A3BeH KOJUT, GosecT Ha KpoH), Thil KaTO CHCTOSHMETO UM MOXKE J1a €€ BIIOLIH (BrKTE
paszien 4.8 — HexenaHu peakinH).

[lauMeHTd B HarnpelHaia BB3pacT: MNpH IALMCHTHTC B HAMpejHala Bh3pacT ce Habnionasa
yBe/JM4eHa YECTOTa Ha HEKEJIAHWTE peaklMH KbM HCIIBC, no-crneuqanHo CTOMalllHO-4pEBHO
KkbpBeHe H nepdopaliks, KOHTO MOraT Aa 6baar datanuu (BxTe pasnen 4.2).

Crie/10BaTeIHO € He0BXO0AUMO MOIXOAALIO KIMHHYHO NPOC/E/IsBate.

Kapouosackyaapru u yepeGposackyapiu peakuuu

HeoGX0/AMMO € fia Ce OCHIYpH MOJAXOAAW HabliojeHHe M CBBET 3a MALMEHTH C aHamHesa 33
XMIIEPTOHMA W/WIM Jleka JI0 yMepeHa KOHIECTHBHA ChpACUHA HEJ0CTaThuHOCT, Thil KaTo HUMa
ChODIICHHSA 32 OTOLH M 3a/JIpbXKKa Ha TEYHOCTH, CBBP3aHH C JICYCHHETO C HCTIBC.

K/IMHMYHM NPOYYBaHWS M €NM/ICMHOJIOTHYHH [IaHHH TOKa3Bar, He ynorpe6ara Ha Hikon HCIIBC
(ocobeHO BBB BUCOKH J103W H IPH MPOABL/DKHTETHO NpUIOKEHHE) Moxe Ja Objle cBbp3aHa ¢ JIeKo
NOBMLICH PHCK OT apTEpPUaIHK TPOMOOTHHHH chOUTHA (HanpUMep MHOKApAcH HMHGpapKT HIH
uncynT). Hama 1ocTaTh4HO JIaHHH, 32 /1a €€ H3KJTIO4H TaKbB PUCK TIPH Humesynuu.

TMalMEHTH ¢ HEKOHTPOJIMpPaHa XMIIEPTOHMs, KOHIECTHBHA ChP/ICYHA HEJIOCTATHYHOCT, yCTAHOBCHA
ycxemuuHa 6GosiecT Ha ChplieTo, 3abosBaHe Ha TEpU(pEpHHUTE apTCpHH W/HJIH MO3BYHO-CH/I0BA
Gonecr TpsabBa j1a ce siekysBat ¢ Hume3sysini camMo Cie1 BHUMATEIIHO obmucnsne. Takoa oOMHCsHE
TpaGBa /1a ce NPaBM MPEJIM 3a104BaHE HA JBJIFOCPOMHO JICHEHHE HA MALHEHTH C PUCKOBH (hakropH 3a
CbPACYHO-CHAOBH  ChOMTMA  (HAanp.  XHMNEPTOHMS,  XHNCPIMIHIACMHA,  3aXapcH nnaber,
TIOTIOHOMYIEHE).

Tuit kato Humesyimuji Moxke Jia nopiause na QyHKHusTa Ha TPOMOOUMTHTE
M3MOM3BA BHUMATENHO MPH NAlMEHTH C XEMOparHuHa juaresa (BHXTE C
Humesynuj He € 3aMECTHTE)l Ha  AlCTHICAJMIMIIOBATA  KHCC/IMHA
npodunaKTHKa.



4.5

Bvbpeunu peakyuu

IIpu nauueHTn ¢ 6BLOPEUHO WM CHPACHHO YBpPEX/aHE CE M3HMCKBA 0CODEHO BHMMaHHME, Thi KaTo B
pesynrar Ha ynorpeGara Ha Humesynun moxe na ce nabmoasa BiowasaHe Ha ObOpeyrara

dbynkums. B ciyvaii Ha Biolasane neuenueto Tpsbsa 1a 6bie 1peycTaHOBEHO (BHKTE ChLIO CEKLMA
4.5).

Kosichu peakyuu

MHOrO PAKO ce CHoOLIABa 38 CEPHO3HH KOXKHH PEaKLMH, HAKOH OT TX (aTasiHu, karo ekchompay
nepMaTMT, cHHApPoM Ha Stevens-Johnson M TOKCHYHA enujcpManHa HEKPOJIM33, CBBP3aHH C
wsnonssatero Ha HCIIBC (ewxre pasnen 4.8). Tlo-BHCOK pHCK OT Te3H peakiyu ce Habmosasa B
HAYaI0TO Ha TEPalUATa, KaTO B IOBEYETO ClyYaM peaklMsATa ce MposBiBa B PAMKHTC Ha NbPBHA
mecel| oT JieueHuero. [IpuemsT Ha HuMmesynua ciensa ja ce NpeycTaHOBH MpPH IbpBA MOsSBa HA
KOXEH OOpMB, paHH N0 JIMraB1IIaTa WIK APYTH NPH3HALIM Ha CBPBXYYBCTBHUTE/IHOCT.

Coobuasar ce ciydad Ha JIOKAIM3UpaH KOoXKeH OOpHMB OT JIeKapcTBa M MEJHKAMEHTH MpH
Humesynua. Humesynun He TpsaGBa pma ce npuwiara OTHOBO TNpH MalMEHTH C aHamHesa 3a
JIOKaJIM3UPaH KOXKeH OOPUB OT JiekapcTBa U MEAMKAMEHTH, CBbp3aH ¢ HUME3YJIH (Bx. Touka 4.8).

Penpooyxkmuenu (pynxyuu

Vnorpebara Ha Humesynua moke na yBpead penpojyKTHBHaTa (YHKUMS TpH JKEHH H HE ce
npernopbYBa NpH XKEHH, KOMTO Ce ONMTBAT Ja 3a4eHar. [Ipu >KeHH, M3NHTBALIM TPYAHOCTH INpH
3aueBaHe WIK NOUIOKEHH Ha H3C/Ie/BaHe 3a Ge3ruIozme, ce NpernopbyBa NpeKLCBaHe Ha ynorpedara
Ha Humesynun (Bmxre cexuus 4.6).

Aynun 100 mg TabneTkd CbAbpKA JIAKTO3a, C/EJ0BATE/IHO TMALMEHTH C PEAKH HACIeACTBEHH
npoGeMy Ha TanakTo3Ha HENOHOCHMOCT, Lapp /akTaseH ACHMUMT WM [JIHOKO30-Ta/laKTO3HA
manabcopbums He TpOBa /1a pHEMAT TOBa JIEKapCTBO.

JlexapcTBenu u Apyru GOpMH Ha B3aHMOJEHCTBHE
dapMakoIMHAMUYHHU B3aUMO/IEHCTBUS

JIpyru HecTepOM/IHH NPOTHBOBB3NAJIMTE/IHH CPEACTBA (HCIIBC):

Kombunaums Ha Humesymup Tabnerku (Bwxre cekuus 4.4.) ¢ JApyrd  HECTEPOH/IHHM
[POTHBOBB3NAIMTE/IHM JIEKApCTBA, BKIIOYHTEIIHO AUCTHICATMUMIOBA KHCEAMHA, MPEANHCBAHH B
MPOTHBOBL3NATUTENHN JI03H (> 1g KaTo eIHOKpAaTeH MpUEM MM 2 3g KaTo JIHEBHa /103a) He C€
npernopb4Ba.

Koprukoctepouan:
[ToBHLLEH PHCK OT CTOMALLIHO-YPEBHO KbPBEHE WK 0OpasyBaHe Ha A3BH (BHKTE T. 4.4).

AHTHKOAryJaHTH:

HCIIBC moxe ja 3acuisT edekra Ha aHTMKOAryJlaHTHTE, karo BappapuH (BHXTC pasici 4.4).
INaumenTi TpeTUpanu ¢ BaphaprH, WK Nojlo6HM aHTHKOATYJIAHTH, Ca M3JIONKCHH HA MOBHUICH PHCK
OT YCJOKHEHMs C KbpBeHe npu ynorpeba na Humesynni. 3artoBa Tasu KOMOWHALMA HE C€
npenophysa (BHXKTE ChUIO CeKlUs 4.4.) U € POTHBONOKA3aHA 1PH NAUWEHTH € OCTPH CMYLUCHHS B
KPLBOCBCHPBAHETO (BIXKTE ChILO cekuus 4.3). Ako komOuHaumMsTa ne Moxe Ja Obae mzbernara,
aHTMKOAryJaHTHaTa jeinoct TpsGBa aa Gbjie cesiena 0T0IIM3O0.

AHTH-TPOMOOLIMTHH areHTH 1 CeIeKTHBHH HIXUOHTOPH Ha 00paTiiks 3aXBaT Ha CEPOTOHMHA (SSRI):
MOBHMILEH PHCK OT CTOMAILIO-YPEBHO KbpBeHe (BrxkTe pasaes 4.4).

JldypeTHiH, WHXHOUTOPH HA AHFMOTCH3HH-KOHBEPTHPALUMS  CH3HM (A
anrvorensu 11 antaronuctu (AlIA):
HCIIBC Moxe ja HamalisT euKacHOCTTa Ha JIMYPETHLMTE W Ha JpYrH Jidy
KpbBHOTO Hanarane. [Ipy HAKOM nNaLMENTH ¢ HamMasicHa 6bOpeuna GpyHKLH

(



NaluMeHTH WK XOpa B CTApYecKa Bb3pacT ¢ HapylucHa 6b0peuna pyHKIMs), €/IHOBPEMEHHHAT MPHUEM
Ha ACE MHXMOMTOp W MHXMOMTOPH Ha LIMKJIO-OKCHIEHA3aTa MOraT jia /IOBEAaT /0 MporpecHpauio
BrowaBane Ha OwbOpeuHara (QYHKIMA, BKIIOYMTCIHO JIO BEPOSTHOCT OT ocTpa 6wbpeuna
HEOCTATBYHOCT, KOATO OOUKHOBCHO ¢ obpaTHMa.

[TosiBaTa Ha TE3W B3AUMOJICHCTBMA Clie/iBa 1a CC MMa TNPEBH/L TIPH NALMEHTH, KOWTO Tpsbsa sa
npuemar Humesynun saenqno ¢ ACE unxubutopu wimm AlIA. Eto 3awo Tasu KOMOHMHalUS OT
JIeKapcTBEHH NPOLYKTH TpAOBa Ja ce JlaBa Mpeanasiieo, 0coOeHO Ha MallMeHTH B Haripe/iHaia
b3pact. [lauuenTure ciensa aa 6baat 106pe XMAPATHPAHH M Jla Ce aHAIM3UPa HEOOXOIMMOCTTa OT
npocneassaHe Ha GbOpeuHaTa QYHKIMS NPH 3aM0o4BaHe Ha ChBMECTHATAa TEpalHs W MCPHOIMYHO
cnej ToBa.

dapMaKOKHHETHYHH B3aUMOJCHCTBUA: BIUAHHE HA HHM€3yJ1HII BbpXY (hapMaKOKHHETHKATa Ha
APYIr'H JICKAPCTBCHH NPOAYKTH

dypozemua:

Tpu 3apaBu uHauBuaK Humesynua Hamanspa edekra Ha Dypo3eMu]l BbPXY OT/IC/IAHETO Ha HATPHH,
M B M0-MAJIKa CTeNeH, BbPXY OT/IE/ISHETO Ha KaJIMH M peilyLpa Y PETHIHHS ePeKT.

B pesynTaT Ha eIHOBpeMEHHOTO mnpuemane Ha Humesymua u @yposemua ce Habnmionasa
HamanseaHe (¢ okono 20%) Ha AUC, kakTo M 10 KyMyJIaTUBHOTO OT/I€JIAHE Ha dyposzemus, 6e3 na
ce roBiMse Heropusi 6bOpeueH KIMpBHC.

EnnoBpemennata ynotpeba na ®ypozemup W Humesynun TabneTkn W3HCKBAa BHHUMaHue IpH
MALMEeHTH, TIPEAPA3IIONOKEHH KbM 6hOpeyHH H ChpAeyHHM CMYILICHHS, OTIUCAHH B CeKLMs 4.4.

JIuTuii:

VCTaHOBEHO €, Y€ HECTePOMIHWTE MPOTHBOBL3MAJMTE/IHM CpPe/ICTBa HaMa/lABaT OT/JE/IAHETO Ha
JIMTHiA, B pe3yiTaT Ha KOETO Ce MOBHLIABAT IJIa3MCHWTE HMBA W TOKCHYHOCTTA Ha JIMTHH. AKO
Humesyaua Tabnetku ce NPEanuile Ha MalMeHT, M0AJI0KEH Ha JINTHEBA TepanHus, KOHLEHTpauu1sTa
Ha UTHIH TpsiOBa pe/loBHO /1a CE MpOC/Ie/IABa.

ToTeHuuanHuTe (PApMAKOKMHETHYHKM B3aMMOJCHCTBHA ¢ raubeHwiamui, TEODWIMH, BaphaphH,
JIMFOKCHH, LMMETHIMH W aHTHALWAHH CPelcTBa (Hamp. KOMOMHAUMA HA alyMHHHEB C MarHe3WeB
XMAPOKCH) CHIIO ca W3cieasanu in vivo. He ca HabiojaBaHu HHKAaKBU B3aUMOJCHCTBHA C
KJIMHHYHO 3Ha4Y€HHeE.

Hume3synua nuxubupa CYP2C9. Ina3sMeHHTe KOHLGHTPALIMKM Ha JICKapCTBa, KOMTO ca cyOcTpaTH Ha
TO3M GH3MM, MOTaT /i Ce YBEJIMYaT MPH eHOBpeMeHHara ynotpeba ¢ Humesynua rabnerku.

Tpsabsa 1a ce 06bpHE CrieLMaIHO BHHMaHHKe, ako Humesynun e usnonssan no-majiko ot 24 yaca
Mpean WM cliejl JIeYeHUE ¢ METOTPEKCAT, 3alll0TO CEPYMHOTO HHMBO HAa METOTPEKCAT MOXKE la ce
YBEJIMUH, @ CIEAOBATEIHO M TOKCMYHOCTTA Ha JICKAPCTBOTO ChIIO MOXE /12 HapacHe.

3apaau edekra cH BbpXy GbOpEUHHTE NpocTarjiaHAMHM, HHXHOUTOPHTE HA MPOCTArJIaHIMHOBATA
cuHTe3a, kaTo HuMesynua, Morar 1a yBenuuar He)pOTOKCHYHOCTTA Ha LIWKJIOCTIOPHHHUTE.

@DapMakOKMHETHYHH _B3aMMOJICHCTBUSA: BIMSHHE HAa JPYTM JICKADCTBEHH NPOJYKTH BBLPXY
dbapmakokunernkara Ha Humesynuna

Hscnensanus uMH BUTPO MOKa3BaT HU3MCCTBAHC HA I'lHMCB)’J"IHll OT Mecrara Ha CBbp3BaHe OT CTpaHa
Ha TO.TleTaMM}I, cCaJIMIIMIIOBA KHMCCJIMHA H BaJllpocBa KHCCJIHHA. Ho BBIIPEKH Bb3MOXKCH e(bcxcr
BbpXY IjiasMEHUTC HHUBA, TE3H B3aUMOJICHCTBHA 1IC €a € JIOKa3alo KJIMHHYHO 3HAUCHHC.

4.6 Bbpemennoct H Kbpmene

Vnorpebara Ha Hwumesynuji rtabGnerku ¢ nNpoTHBOIIOKa3aHa 11pe3  TPETOT)
6pemenHoctTa (BrkTe 4.3).

[Nopo6Ho Ha octananure HCIIBC, Humesynun tabnetku e 6Mna aa ce 1pH
ce ja 3abpemeHenT (BuK. 4.4).




4.7

BbanpensTcTBaHeTO HA CMHTE3a HA NPOCTAarjlaHjMH MOXE Ja MMa HeraTuBeH eekT BbpXy
OpeMeHHOCTTA W/HIIM Pa3BHTHETO Ha 1J10Ja.

Pesynrature OT ENMAEMHOJIOTHYHH M3CIIC/IBAHHS NOKA3BAT MOBHLUEH PHUCK OT CIIOHTaHCH abopt # oT
chpieyHa MandopmauMs M FacTPOLIM3MC Clie]l H3M0J3BaHE Ha MHXMOMTOp Ha CHHTE3a Ha
NPOCTATJIAH/MH B HAualHMs CTajuMd Ha OpEeMEHHOCT. AGCOMOTHUAT PHCK OT ChpAEYHH
mandopmauuu ce nopuiasa ot nox 1 % xo okono 1.5 %. Cuura ce, 4e pUCKBLT CE€ YBEJIHYaBa C
yBENIMuaBaHe Ha J103aTa W MPOJBKUTETHOCTTA Ha TEpanusTa.

IIpM XMBOTHWUTE NpPUEMAHETO Ha WHXWOMTOpH Ha CHHTE3a Ha TMpOCTArIAHAMH TPOBOKHPA
[IOBMILIABAHE HA NpeJi- U Cle/l- HMIUIAHTALMOHHATA 3aryba U CMBbPTHOCTTA Ha IJIo/a.

OcBen ToBa ce choblaBa 3a yBeauueH Gpoil ciydan Ha paslIMuHK MaipopMalHH, BKIKOYHTEIHO
Chp/ICYHO-CHOBH, TIPH XKMBOTHH, Ha KOMTO B [IEPHO/IA Ha OPraHONeHe3a ca MpHJIOKCHH MHXUOHUTOPH
Ha CHHTE3a Ha NPOCTariaH/iMH.

M3cie/IBaHMATA Ha 3aiiLii NOKA3BaT ATHITMYHA PENIpOlyKTHBHA TOKCHYHOCT (BHXKTE CeKLys 5.3), HO
HMa Ha Pas3ToNioKEHHe J0CTaThYHO JaHHHU 3a ynotpeGara Ha Humesynua tabnerkH, ot OpeMeHHH
xeHH. Taka ue NOTEHLMATHUAT PUCK 32 XOpa He © YCTAHOBEH C TOYHOCT, 3aTOBA HE CC NPENoph1Ba
NPeANHCBAHETO Ha JIEKApCTBOTO TMpe3 MbPBUTE ABE TpUMeceuus Ha OpeMeHHOCTTa, OCBEH B
cily4auTe, KOraTo e abcomoTHO HeoOX0aUMO.

Or 20-Ta recTauMOHHa CeAMMIA Ha GPEMEHHOCTTa, HAaTaThK ynoTpebata Ha AyiHH 100 mg
TabNeTKH MOXe 1a NPUYMHH OIUFOXMIPAMHUOH B Pe3y/ITaT oT Gh0peuna AMCHYHKIMS Ha IO/
ToBa MOJe ia Bb3HUKHE HErOCPE/ICTBEHO CIIe/l 3a104BaHe Ha JICUEHHETO H OGHKHOBEHO € obpaTumo
clleql TpeKpaTaBaHeTo My. MiMa chobuienus 3a crechsane Ha ductus arteriosus ciefl JeHenme npes
BTOPHS TPMMECTBP, MOBEYETO OT KOWTO OTMHMHABAT CJI¢/| NPEKPaTABAHE Ha JICUCHHCTO. [lo Bpeme Ha
MbPBUS M BTOPH TPUMECTBP Ha GpemMeHOCTTa, Ay/HH 100 mg Tabnerku He TpsOBa 1a ce nmpuiara,
OCBEH aKO He € aBCoIIoTHO HeobX0MMO.

Ako AyauH 100 mg TabieTku ce M3MOoN3Ba OT XKeHa, KOATO Ce ONMTBA /ia 3a4CHE WIIH 110 BPEME Ha
MbPBOTO M BTOPO TpHUMecedds Ha OpeMeHHOCTTa, Jo3aTa TpabBa na Obje HHCKA H
NPOAB/KMTEIHOCTTA HA JICUCHHE Cle]iBa J1a Ob/IC BB3MOXKHO nai-kparka. Tps0Ba na ce obmucnu
ANTEHATAIHO HAbJIIO/EHHE 3a OJIMrOXMIPAMHUOH M 3a CTCCHABaHe Ha ductus arteriosus ciie/l npuemM
Ha Aynun 100 mg TabneTkH B NPOJAB/DKCHUE HA HAKOJIKO HH CICA 20-Ta recraliMOHHa CEJIMMLA.
Tpa6Ba ja ce NpexpaTH npuema Ha AyJIHH 100 mg TabneTkH, ako ce YCTaHOBH OJIMTOXHMIPAMHHOH
WK cTecHsaBaHe Ha ductus arteriousus.

[pe3 TpeToTo TpUMeceuHe Ha GPEMEHHOCTTa, BCHUKHU MHXHOMTOPH Ha CMHTE3a Ha MpocTarjiaHuH
MOrar Jla U3J105KaT

® [UIOABT HA PUCK OT:
- cwhpaeuHo- GenofpobHa TOKCHYHOCT  (TPEXNIEBPEMEHHO crecHsiBaHe/3aTBapsaHe Ha botanosus
KaHan ¥ 6eoapobHa XHIEPTEH3HNS);
- 6B6peuna auchyHKLMA (BXK. M0-Trope);

e  MaiiKaTa ¥ HOBOPOJAEHOTO, B Kpas Ha 6peMEHHOCTTa, Ha PHCK OT:
- BB3MOKHO y/IB/IKABAHE HA BPEMETO 32 KbPBEHE U aHTH-TPOMOOLMTEH E(hEKT, KOHTO MOXC /1a c¢
[POSIBH JI0PH NMPH MHOTO HUCKH JI03H;
- MOTMCKAHE HA MATOYHWTE KOHTPAKLWHK, KOETO BOJIM JIO 3a0aBsHC WIIM YIIB/DKABAHE HA PONMIIHAA
npotec.

Ero 3amo Humesynua Tabnerku ¢ NPOTMBONOKa3aH 110 BpEME HAa TPETOTO TPHUMECEHUHC Ha
OpemMeHHOCTTa.

Hsma paunu pand Humesynug ce otaens B MadiHHOTO MIISKO.
HuMe3yJH € NPOTUBOIOKA3aH MpH KbpMeHe (BHXKTE CeKiH 4.3 H 5.3).

Buausinue BbpXy criocobnocrra 3a wodunpane u padorara ¢ MAIHIH
He ca nposejieH1 u3cie/iBanus oTHoCcHO edekra Ha Humesynmi s1pxy crnocob
u pabora ¢ mammnu. Ho mauwenrty, npu KOWTO ce Habmionasa 3amMasHOCT,




CHHTMBOCT cneft yriotpebara Ha Humesynun tpsbsa ja ce BBIbPKAT OT modupate 1 pabota ¢
MaLIMHY,

Hexenanu JeKapeTBEHN PEAKIMN
) O0wo onucaunune

KAMHVUHA TIPOYUBAHMA W CNUACMHUONOTUYHH [IAHHH NOKa3B
(0co0RHO BB BUCOKM JIO3M M TIPH NIPOIBIKATENHO TIPHIOK

at, ye ynorpebara Ha HIKOH HCIIBC
NOBMILEH PUCK OT apTEPHANHM TPOMOOTHYHH croutusa (

eHue) MoXe fia Obie CBbp3aHa C JIeko
HanpuMep MHMOKapeH MHGapkT WiH

weynT) (BroKTe cexums 4.4).

ViMa CHOBILLCHIS 32 CTIEM, XMIIEPTEH3Ms U Chp/iedHa HEJIOCTATBYHOCT BbB BPB3KA C MPUIOKCHHC Ha

HCTBC.

Iloxnamzann Ca MHOIO peaKH Cryvan Ha KOXXHH peaKuuy,
Johnson v TOKCHUHA enuAepMaliHA HEKPOJIU3A.

BK/TIOUMTENHO CHHIpPOM Ha Stevens-
Haii-uecTo HaOMONABAHMTE HEKEMAHN PEAKIMK € rACTPOMHTECTUHAH

W 10 XapakTep. Moxe na ce
NOfABK TMENTHUYHA #H3BA, nepdpopaum Win FaCTpOHHTCCTMHaIIHO KbpPBEHE, MOHAKOra
TIPSIMMHO TIPY MALUCHTH B Hanpeauaia BbL3pacT, MOX€E J1a Ce€ CITy4H.

darannu,
(Buxcre pasjien 4.4).
Cobobl@asa ce 3a YIUEpaTMBeH CTOMATHT, rajicHe, MOBPBIIAHE, abno

MUHaTHAa OOJIKa, MEJIEHa,
Tapus, GaryneHius, KOHCTUNALWS, AMCTICTICHs, XeMaTemesa, ex3auepbaius Ha KONHT 1 borecT Ha
Crohn cnep nipuem (Biokre pasnen 4.4).
Tlo-psinko ce Habmonasa racTpuT.

©) TaGuuua na HexeaHM JCKAPCTBEHN PeakiMu

HacTosmuaTr CrUChbK C HEXKENNAHW JIeKapCTBCHU peakilHn Ce 6a3upa Ha JaHHU OT KOHTPOJHpaHH

KIMHMuHKM Tipoyuanms (npuGmmsurenno wa 7800 [ALMEHTH), KAKTO W OT MOCT-MapKETHHIOBO
TIpoyuBaKe, KaTo NOTyHeHUTe Pe3y/ITaTH ca KIACH(UMLIPAHK N0 CIIEHMSA HAYHH:

Mioro vectu (>1/10); wectu (>1/100, <1/10), neuectu (>1/1,000, <1/100); peaxu (>1/10,000,
<1/1,000); muoro peaku (<1/ 10,000), BKJIIOUKTENHO W30NIUPAHH CITyUaH.




Hapywenusa na kpvrema \ Penxu \ Anemus*
Eosunodunus*
Mtoro peaxi | Tpombouuroneus
lanumronenus
[lypnypa
Vlapylueuuu Ha uMyHHamMa cucmema | Pekn | CBpbxuyBCTBHTEHOCT*
rMHOI‘O peaKH \ Anabunakcus
\Hapymeuuu Ha Memaboausma u \ Psinko \ Xunepkanemus*
xpaxeHento
ITcuxuunu Hapywenus Penku besnokoicTBo*
UsnepeeHocT*
Kommapu*
Hapywenus na nepgHama cuchiema \ Heyectu \ 3amasHocT*

Muoro peaxu | ['naBobosue
CbHIMBOCT
Enuedanonarus (Cunapom Ha Peit)
Hapywenua na ouume \ Penxu \ 3ambI/ieHO 3peHue™
FMHoro peaKH | Hapyuieno 3penue
VHapymeuua Ha yxomo u nabupunma \ Mmoro peku | Buene Ha cBaT
| Copdeunu napywenus | Penkm | Taxukapaus*
Cv0o8u Hapywerus \ Heuectn ‘ XunepreH3ua*
Penxu KpbBousnus*
Hecrabunuoct Ha KPBBHOTO
Hansraue*
Topeuy BoAHM*
Pechupamopnu napywenun \ Heuectu \ Jlucnues*
K MHuoro peaku \ Actma
bponxocnazsm
Cmomawino-4pesHu HapywieHus Yectn Huapus*
Tapene*
Torpsiuanc*
Heuectu 3anek*
Onarynenuus*

lacTponHTECTHHANHO KBPBEHE
Jyonenanua s3ea u nepgopatms

CromaiiHna s138a ¥ nepdopanis

Mtoro penku | Kopemuu 6onku

Tactput*
Hucnencus

Cromarur

Menena
Xenamobunuapnuu napywienun YectH [loBHiLEHH YepHOAPODHH eH3UMK*
(Bwxre 4.4.”Cneuuaniu
NIPCAYNPEIK/ICHNS U MCPKH 32
ynorpe6a”)

Mtoro peakn | XenaTur

DylIMHUHAHTEH XenaTuT
(BKJI. CMBPTHH CllyHaH)

XKpnrenuua
XoJiectaza
Hapywienusa na kodxucama u Heuectn [pypuryc*
ROOKOJicHama nrvKait

Eemm \ Epurema*

Jlepmarut*

\ OBpus* penlg /70\
FacuicHO U3NOTABAH ,Q‘z}/;‘;\@a
HEE
A




Muoro peaxkn | Yprukapus

AHIHOHEBPOTHYEH OTOK

JInues otok

Myarudopmena epurema

Cunpapom Ha Stevens Johnson
Tokcuuna enuaepmaiia HekposH3a

¢ HeussecTHa | Jlokanusupan — koxken  obpuB  or

yecToTa JIEKapcTBa M MEJIMKAMEHTH (BXK. TOYKa
4.4)
Hapywenua na 6vb6peyume u Penku Husypus*
RUKOMHUmMe nbmuwa Xemarypus*

Muoro penku | brOpeuna HepocTaTbYHOCT
3ajpbkka Ha ypuHa*

Onurypus
WurepcTuumaneH Hehput
Ob6uqu napywenusn Heuecrn Enema*
Penxu Dusnvecko Hepa3noaoxkeHue*

O6ua ¢usnuecka ornagHanoct*
MHoro peaku | XunorepMmus

*yecToTa, GasupaHa Ha KIMHHYHKTE
NPOYYBAHHSA

CwobuiaBane Ha NOAO3HPAHH HEXKEJIAHH pEaKIIUKA

CroblaBaHeTo Ha MONO3MPAHM HEXKENaHH DeaKUMH CJle] paspelliaBaHe 3a ynorpeba Ha
JIEKapCTBEHMSA NPOJYKT € BaKHO. ToBa No3BoIsiBa 1a NPOABIKH HaBIFOICHUETO HA CHOTHOLLIEHHETO
M0J138/PUCK 3a JIEKAPCTBEHHMS NPOAYKT. OT MeJMUMHCKHTE CTICHAIMCTH Ce W3UCKBA [1a ChoBIIaBaT
BCAKA M0/103MpaHa HEXeJlaHa peaklus Ype3 HallHOHAJIHATAa CHCTEMA 3a choblaBane: U3nbiHuTe Ha

areHuus 1o siekapcrsata, yu. Jlaman I'pyes Ne8, 1303 Codwms, Ten.: 359 2 8903417, yeGcaiir:
www.bda.bg.

4.9 IIpeno3upane

CumnToMHTe  Cliel OCTPO MpEelO3HpaHe C  HECTCPOMIHM NPOTMBOBB3NAIMTENHM cpeacTea
OO6MKHOBEHO ce CBEX/AT JIO JICTApTHs, 3aMasHOCT, rajieHe, MOBpbliane, 6ojka B €NUracTpuyma,
KOHTO M0 NpPHHUMI ca OoOpaTWMM Cile/l MeAMUMHCKAa nomow,. Moxe Ja ce Habmonaea
racTpOMHTECTMHANIHO KbpBeHe. M3secTHM ca ciywan Ha Xuneprensus, octpa GbGpeuna
HE/I0CTaTh4YHOCT, PECNMPAaTOPHa JCTIPECHS H KOMA, HO T Ca MHOTO PSJIKO CpellaHu. Y CTAHOBEHH ca
H aHa(UIAKTOMAHM peaKkUMH C/Ie]l TEPANeBTHYEH NMPHEM HA HECTEPOM/IHM NPOTHBOBB3NATHTENIHHU
CPeJICTBa, KaTO T€ MOTaT Jla ce Hab1lo/1aBaT CJie/l npe/lo3upaHe.

Criep npepo3upane ¢ HECTEPOM/IHM NPOTHBOBL3NAIMTEIIHU CPE/ICTBA, HA NALMEHTHTE TPAGBA 12 UM
Obae okasana cuUMNTOMAaTM4MHA M MeEaMUMHCKAa nomow. Hsma cneunduunu antumotd. He
CblUECTBYBa MH(OpMalMs OTHOCHO OTCTpaHsBaHETO Ha Humesynup upes Xemopuanusa, HO
OCHOBABaiKM Ce Ha BMCOKATa My CTEMNEH HA CBBP3BAHE C IUIA3MEHW NpoTeHHH (10 97,5 %), Hama
roJisMa BEpOATHOCT JHaiM3aTa jia € OT MoJji3a Npu npeaosupane. [Ipenu3BHKBAHETO HA MOBPBLIAHE
w/unm aktueen BbrieH (ot 60 10 100 g Npu BL3PACTHX) W/MIM OCMOTHUHK CNAGHTEIIHK CpeiCTBa
morar Jia ObJIaT NpenMcalHk Ha NaLMeHTH 4 yaca ciiel MONILUIAHETO, TPH KOMTO ce HaGniosasar
ChbOTBCTHMTE CHMNTOMH WM KOHTO ca TOCIH roismMa CBpbXJI03a. 3acwienara Jauypesa,
AIKAIM3MPAHETO HA ypHHATa, XCMOJIMAJIN3ATA WK XeMonep(y3us Morat 1a ce okaxat 6e3I1o/e3Hu

NOpajii BUCOKOTO MPOTEHHOBO cBbp3Bate, buOpeunara u uepnoapobiata pynkums tpabea na Gbaar
HabmoaasaHu oTénu30.

5 ®APMAKOJIOTMYHU JAHHH

5.1 PapmakoAHHAMHYHH cBOlicTBA
®dapmakoTepaneBTHYHA Tpyna:
ATC knacuduxauus: MO1AX17




HuMesynua e HecTepouaHo npotusoBb3nanurento cpenctso /HCIIBC/ ¢ aHaireTHyHH H

AHTHIIMPETHYHM CBOWCTBA, KOETO J[EHCTBA KAaTO MHXMOMTOp Ha €H3MMa UMKIOOKCHreHasa Ha
MpOCTAaraaHMHOBUS CHHTE3.

dapMaKOKHHETHYHH CBOMCTBA

Humesynun ce aGecopbupa nobpe, npueman nepopano. Criea e/MHHyHa 032 OT 100 mg
HuMe3y/H MPH BB3PACTHUTE CE MOCTUra BbPXOBO M1a3MEHO HUBO OT 3/4 ml/1 cnen 2-3 yaca. AUC
=20 - 35 mg h/L. He e HabmonapaHa HMKaKBa CTATHCTHYCCKH 3HA4YMMa pasjiMka MENIY
MocoYeHHUTE pesynTaTy 1 Te3u ciea 100 mg, npuemanu 2 MbTH IHEBHO B NPOABIKCHHUC Ha 7 AHH.

Cebp3sate 10 97,5% ¢ niasMeHH MPOTEHHH.

Humesysua ce MeTabo/u3npa eKCTEH3MBHO B YepHHs 1poD, cneiBaiikn MHOrOOpOHHH ITBTEKH, BKII.
Lluroxpom P450 (CYP) 2C9 wusoewsumu.  Taka 4ve uMa MOTCHIHMATHA BB3MOXKHOCT 32
B3aMMOJICHCTBME HA JIEKapCTBOTO MNpH €JHOBpPEMEHHATa ynorpeba Ha JiekapcTBa, KOMTO ce
meraGonusupat upes CYP2CY (Bmwx cexuus 4.5). OCHOBHHAT MeTabOJTUT € MapaxHIpOKCH epUBaT,
KOWTO € ChIll0 HapMaKoJIOrHyHO akTHBEH. BpemeTo /10 mosBaTa Ha TO3H MeTaboJIMT B LIMPKYJ/IaluaTa
e xpatko (okosno 0.8 4ac), Ho GpopMHpalaTa My KOHCTaHTa HE ¢ BUCOKA H € 3HAYMTEJTHO MO-HUCKA OT
abcopOupamara KoHcTanTa Ha Humesynua. XuapoKCHHHMESYJMABT ¢ €JMHCTBEHHAT METabOJIHT,
OTKPMT B IJIa3MaTa 1 € MOYTH M3LAJI0 KOHIOTMpaH. /Ty/ e mexcay 3,2 1 6 4aca.

HuMe3yJIHa ce eKCKPETHpa [IIaBHO B ypUHaTa /Cpeiio 50% ot npueraTa 103a/.
Camo 1-3% ce M3XBBp/sA B HenpoMeHeHa ¢opma. XuAPOKCHHHME3YIIHI, OCHOBEH mMeTaboJuT, ce

OTKpHBA CaMO KaTO TJIIOKYpOHaT. Oxoi1o 29% oT [03aTa ce eTMMHHHpa, cileJl MeTaboIH3HpaHe BbB
dexanuuTe.

KuHeTHuHaTa KapTHHa Ha HHMCByHHIl ocTaBa HEMpOMEHEHa IIpH I0-Bb3pAaCTHH MalMeHTH Cjiean
npujaraHe Ha MHTEH3UBHU U HEKOJIKOKpPATHH 103H.

B MHTEH3MBHO €KCIIEPHMEHTAJIHO M3C/e/iBaHe, NPOBECHO TPH MALMEHTH C JICKH A0 yMEpPEHH
6uOpeury yBpekIaHus (KpeaTHHHHOB KIIMPBHC 30-80 ml/min), cpaBHEHH CbC 3ApaBH AOOPOBOILIK,
BBPXOBHTE IUIa3MCHM HHBa Ha Humesyiua ¥ Ha OCHOBHUS MeTaboNUT He ca TMO-BUCOKM MpPH
MalMEHTHTE C YBPEX/aHHd, OTKOJIIKOTO NpH 3/1paBUTe no6pososiuu. AUC u t1/2 B ca 50% mo-

BHCOKH, HO BUHAT¥ B PAMKHTE Ha KWHETHMHHUTE CTORHOCTH, HaGioasaky npu Humesyun y sapasu
YYaCTHHLH.

[ToBTOPHOTO NpUEMaHe He BOAH 10 KyMyJIHpaHe.

Hume3y.ma € NpOTHBOTNOKA3aH NPH NALMEHTH ¢ YePHOAPOOHA HEOCTATBHHOCT (Brx cexuus 4.3).

33 Ipeaxnuu4ny annu 3a Geonacuoct

Bb3 OCHOBAa HA KOHBEHLMOHAJIHMTE M3MMTBAHMA 3a (papMakonoruyHa 6e30nacHoCT, TOKCHYHOCT
CJief, MHOTOKDATHH JI03H, TEHOTOKCHYHOCT M KAapUWHOTCHEH MOTEHLl, NPEAKIHHHYHNTE aHHH HE
NOKa3BaT HUKAaKbB pUcK 3a 4oBeka. [Ipu M3c/e/BaHMATA 32 TOKCHUHOCT CJIEA MHOTOKPATHIA J03H,
HuMe3ynna noka3a racTpOMHTECTHHAIHA, GhOpeuHa H 4epHOAPOOHA TOKCHUHOCT.

[lpn u3cieBaHMATa 3a PENpOJyKTHBHA TOKCHYHOCT ca HabJiofnaBaHd  €eMOPHOTOKCHYHH W
TepaToreHHH eeKTH MpH 3aifliy, HO HE M TPH IUIBXOBE, HA I03H C HETOKCHHHO 3a Maiikara HMBO.
Ipu nbxoBete ce HabMIojaBa yBEAMUCHA CMBPTHOCT HA HOBOPOJACHMTC B paHHHi CNeApOAMIIEH
nepuos, a Humesysiua okasea otpuuatesiet ekt BhpXy MIOJIOBHTOCTTA.

6 ®APMAIEBTUYHHU JAHHHA

6.1 Chnucbk HA HOMOUIHHMTE BEHICCTBA
Tabnremxu:
HaTpHEB JOKy3ar
XHMIPOKCHIPOINMJILIE/Y 1032
J1aKTO3a MOHOXHAPAT
MMKPOKPHCTAIHA LieJly 1032
HATPUEB HUILCCTEH MJIMKOIAT
XMJIPOreHUPAHO PACTUTEIIHO MAcJIo




MarHe3ueB cTeapart

HechbBMECTHMOCTH
He ca W3BECTHH.

CpoK Ha roaHocT
§ roJIMHU.

CrenHaJIHH yCJIOBHS 3a CbXpancHue
To3u NPOAYKT HC W3UCKBA CIICLIMAJIHH YCJIOBHS 3a CbXpaHCHHC.

JlanHH 32 ONAKOBKATA

Ayaud 100 mg TaGneTku ce nocrass B PVC/anymunui 61MCTEpH, NOCTaBEHH B KapTOHEHa KyTHA,
chabpKaia 6, 9, 10, 15, 20 uau 30 TabneTkwu.
He BCHUKH BMIOBE OTIAKOBKM Morat fia 6bAar ImycHaTH Ha rnasapa.

ChnenMaJjiHi npeana3iu MEPKH NIpH H3XBbpJIAHE
Hsama crielMajiHi H3UCKBaHHA

IPUTEKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Anokenunn ®apma Boiarapus EOO]]
ya. "Hukona Tecna" Ne 3,
6. Bustec Llentsp BCP Codus 1, eT. 4, odpuc 401,
Coo¢us 1574, berirapus

8. PECMCTPAIIMOHEH HOMEP 9600168

9. JIATA HA ITBPBATA PEFHCTPAI_(I/IH/HO}IHOBHBAHE HA PETHCTPALIUSATA
13.08.1996
04.08.2008

10. TIOCJEIHA PEJAKIUS HA TEKCTA
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