KAPTKA XAPAKTEPHCTHKA HA ITIPOAYKTA

1. HME HA JIEKAPCTBEHUSA ITPOAYKT

Adnak 100 mg dunmupanm TabneTKH

Aflac 100 mg film-coated tablets

2, KAYECTBEH H KOITUYECTBEH CHBCTAB

Bcesaka punmupana tabnerka ceabpxka 100 mg auexnodenak (aceclofenac)

3a MBAHUSA CMHCHK Ha MOMOIHHKTE BEIUECTBA, BHXKTE TOUKa 6.1.

3. JJEKAPCTBEHA ®OPMA

Vi HWTENHA ATEHUWS 110 NEKAPCTBATA |

QunMmupana Tabnerka. Kpamxa XapaxmapuoiTiuKa 18 NPOgyxme - [Ipusoxerue 1
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4.1, TepaneBTHYHHA NOKA3AHHA | Ogabperue Ne ool ennrrerersssnerassresnreas

CHMNTOMATHYHO JIEYEHHE HA Bb3MAJICHUETO M OOJIKUTE NMPU OCTEOAPTPUT, PEBMATOUIEH apTPHT,
AHKWNIO3Upall] CTIOHAWIHT, KaKTO W NPH ApyrH Dose3HeHH 3ab0nsaBaHus

Ha OTIOPHO-ABUTaTeNHUA anapar. AHANTETHYHO AcHCTBHE NpU Gone3HeHW ChCTOAHUS (BIUTIOUHUTETHO
nymbanna 6oika, 36000051 H MBPBHYHA JHCMEHOpES).

4.2. JIo3apoBKa H HAYHH HA NPHJIOKEHHE
Ho3uposka
Bv3pacmnu:

Maxkcumanuara npenopbuBana 103a € 200 mg qHeBHO, NpHeTa KaTo ABe OTAENHHU A03M oT 100 mg, T.e. enHa
¢rnmupaHa TabieTka CyTpHH H eIHa Beuep.

[Teouampuuna nonyrayus:
besonacHocTTa ¥ €UKacHOCTTa MPH AeLa ¥ NOAPACTBALLM He € yCTaHOBEHa.
Cmapuecka ev3pacm:.

[TanueHTHTE B CTapuecKa Bb3pacT, KOMTO ca ¢ yBpeaeHa 6u0peuHa, chbpaeyHo-ChAOBA WIHM YepHOApOoOHa
(YHKLMA ¥ NOMyYaBar CbN'LTCTBALLO JIEHEHHE 3a Te3H 3a00NBaHUA, Ca HANOKEHH HA NTOBHIIEH PHUCK H
CEePHO3HH nocneaAcTBHA OT HexenaHuTe peakuuu. Ako HCIIBC ce cuuraT 3a HeobxonumocT, TpsabBa na ce
H3M0/13Ba HAH-HUCKATa eEeKTHBHA 033 H 33 Bb3MOXKHO Haii-kpaTko Bpeme. [launenTsT Tpa6Ba penopHO Aa
ce MpociesaBa 3a raCTPOMHTECTHHAIHO KbPBEHE M0 BpeMe Ha nedeHuero ¢ HCIIBC.

QapMaxoKUHETUKATa Ha GHUIMHpaHH TabneTku Aueioderak 100 mg He ce npoMeHa Npy NalUEeHTH B
cTapyecka Bh3pacT, NOpaly KOETO He Ce Hajara NpoMsHa Ha 03aTa WM YeCTOTaTa Ha NpHEM.

bvbpeuna nedocmamvunocm:

He cruiecTByBa A0Ka3aTENCTBO, Y€ 103aTa Ha auewiodeHak Tpabea ga Obae npoMeHsHa NPH NALUEHTH C
neKo HapyuweHa Obp0peuHa QyHkuus, Ho kakTo W nipy apyrd HCIIBC npeanasnuBoctTa e yMecTHa.

Yepnodpobra neoocmamuvunocm:

Jlozara Ha auexnodeHak TpaOBa Ja ce peayLupa NPH NALHEHTH C JIEKO J0 YMEP§
dynuxuus. [IpenopruBanara HayanHa ao3a € 100 mg anesHo.



HayuH Ha npunoxenue

A¢nak 100 mg ¢punmupanu TabneTky ca npeaHa3sHaueHH 3a MEPOPAITHO MPUIOKEHHE U TPAGBa J1a ce
MOTTBLIAT LIENH C JOCTATHYHO TeYHOCT. IIpenopsunrenno e Adnak 100 mg dunmupanu tabnerku na 6nae
IpYEeMaH Mo BPEME WIH CNIEA XpaHa.

Hexenanure peakuuy Morar ja ObaT CBEIeHH 10 MHHHMYM KaTO C€ H3I0/3Ba Hali-HHCKaTa eeKTHBHA
A03a 332 Hal-KPaThK NMEpUOJ OT BpeMe, HE00X0IUMA 33 KOHTPOJIMPaHE HA CUMITTOMMUTE (BiK. Touka 4.4
CneumanHy npeaynpexaeHus ¥ NpeanasHi MepKH npu ynorpeba).

4.3 IIpoTuBOnOKA3aHHUSA
AuexnodeHak e NPOTHBOMNOKA3aH NPHU CAEAHKTE ClyYau:

- CBPBXUYYBCTBHTEJIHOCT KbM 2KTHBHOTO BEILECTBO MJIH HAKOE OT NIOMOLUHUTE BELIECTBA, M30pOeHH B
To4yka 6.1;

-  AKTUBHA WK aHaMHe3a 3a peLUIUBHpALLA NENTHYHA A3Ba/KPBBOM3IIHB (JIBa HIIH NIOBEYE OTAENHU
€NH30Ja Ha J0Ka3aHa %3Ba WIH KbpBeHe);

- IIpH TALUEHTH, NIPH KOHTC BELLUECTBa ¢ NMOROOHO ASHCTBUE (Hanp. alleTHICATHIIAIOBA KHCETMHA,
ubynpoden wiu apyru HCIIBC) npenu3BHKBaT NPUCTHNHK Ha acTMa, GPOHXOCNA3ZEM, OCTBP PHHHUT
WM YPTHKAPHS WM TTALUMEHTH CBPBXUYBCTBUTETHH KbM TE3H JIEKAPCTRA;

- MaLMEeHTH ¢ YepHoApoOHa WK 61HOpeYHa HEAOCTATHLYHOCT (BHX TOYKa 4.4);

- NALUMEHTH C aHaMHe3a 33 FaCTPOMHTECTHHAIIHO KbpBEHE WIH Niepdopalys, CBbP3aHH C NPeInIIHA
tepanua ¢ HCITIBC.

- TNAalUHeHTH C AKTHBHH KPBBOTEYEHHS WM KbpBALIK 3a001aBaHMA (XeMO(HUIHA WIH KOaryJIaLHOHHU
HapyLUeHHs );

- MalHeHTH C YCTAHOBEHA 3aCTOMHa chplieuHa HegoctarpuHocT (knac II-1V mo NYHA), vexemMHuHa
Donecr Ha cppueTo, nepudepHo apTepuanHo 3ab0N9BaHe H/HAH MO3BYHO-

ChA0BA OoslecT;
- OpemeHHOCT, 0cobeHO npe3 NOCIEAHUTE TPH Mecella, OCBEH aKO HAMA OCHOBATE/HHM NIPHYHHHU 3a

H3MOA3BAHETO My. B T03M ciiyuait, Tpabsa na ce u3nonsea Haik-nuckara eeKTHBHA A03a (BXK. TOYKA
4.6).

4.4 CneunaJnH NnpegynpekeHHS H NPeANa3HH MEPKH NPH ynoTpeda

Hexenadure nekapCTBEHH peaKLMK MOTAT fa 6hAaT HAMANIEHH, KATO 3a KOHTPOJHPAHE HA CHMITTOMMTE Ce
ynoTpeda8a BE3MOXKHO Hal-HUCKaTa e(eKTHBHA 1034 32 BL3MOXKHO HaM-KpaThK CPOK OT BpeMe (BHXK TOUKA
4.2 ¥ no-A0y NOCOYEHHTE FACTPOUHTECTHHAIHH H CLPAEYHO-ChJAOBH PHCKOBE).

Eanospemennara ynotpeba na Adnak ¢ apyrs HCIIBC, BriIH0OUHTENHO CeNeKTHBHY HHXHOUTOPH Ha
[IMKJIOOKeureHasa-2 Tpsbra Ja ce u3dsArea.

Cmapuecka svapacm

[TaunenTHTe B CTap4YecKka Bb3pacT ca ¢ MOBMIIEHA Y€CTOTa Ha Hexesianu peakuud kom HCIIBC, ocobeno
racTPOMHTECTHHATTHO KEPBEHE H nepdopaius, KOUTO MoraT Aa 6baar Qatanuu (k. Touka 4.2).

Pecnupamopnu egpexmu

HeobxoamMMo € noBHIIEHO BHUMaHKWe, aKO ce NPUIara npH NalueHTH, CTPAJalliy OT WIK ¢ aHaMHe3a 3a
OpoHxuanHa acT™a, TeH KaTo HMa crobuteHnd, ye HCIIBC sacunBar GpoHXocnazLMa nNpH TAKMBA NAaLMEHTH.

Cypoeunocvoosu, 6vbpeuru u wepnodpobru epexmu

[Ipunoxennero na HCIIBC Moske na npHuMHM 10303aBUCHMO HaMaleHo ofpasyBaHe Ha MPOCTa
1a YCKOPH pa3sBUTHETO HA OBOpEeYHa HEAOCTATHYHOCT, 3HAYEHHETO HA MPOCTArNTAHIUHHTE
Ha OBOpeyHns KpBBOTOK TpADBa Aa ce MMa rpeBK NIPH MALIMEHTH C YBpeIeHA C'bp,[l,e‘i
yHKHUA, yepHOAPOOHA AUCHYHKLHA, NPH TE3H, KOWTO CE JIEKYBAT ¢ JHYPETHLIM HIH C
CepHOo3Ha OnepalMs U NPH JIKLA B CTapYeCKa BB3pacT, Thi KaTO MPH TAX PUCKBT € Haif
bu6peunara pyHxius Tps6Ba Aa ce MOHHTOPHPA NMPH TE3H NALMEHTH.




bvopeunu epexmu

[laupeHTH ¢ nexo Ao ymepeHo OBOpeuHo yBpexiaHe TpabBa Aa 6baaT HabmoaasaHu, Toit KaTo ynoTpebara
Ha HCTIBC mMoxe na nosene fo snomasaHe Ha 6b0peunara ¢pyHkums. Tpabsa aa ce u3nonssa Hal-HUCKaTa
e(eKTHBHA 1032 U PEAOBHO Aa c& MOHHMTOpHpa 6B0peunata dpyHkurs. Edexrure Bupxy 6u6peunara
QyHKLHA OOMKHOBEHO ca obpaTHMu NpH crivMpaHe Ha NpHeMa Ha alleKnodeHax.

Yepnodpobru echexmu

[TpuemMbT Ha aneknodeHak TpadBa 1a ce MpekpaTH, aKO AHOPMATHUTE [IOKA3aTENM Ha YepHoApobHaTa
(yHKLMA IEPCUCTHPAT HMITH C€ RIIOILABAT, KO C€ Pa3BHAT KIMHUYHH NPU3HAUK M CHMITTOMH, OTrOBApAILM Ha
yepHoApoOHOTO 3abonaBaHe UK UMa APYrH Nposeu (€o3uHOGWIHA, 06pHB). Moxe Aa ce MosBH XenaTHT
6e3 rnpoaApOManH1 CHMNITOMH.

Ynorpebara Ha HCTIBC npu naumenTy ¢ YepHoapobHa nopdupus Moxe Aa OTKITIOYH NIPUCTEIL.

Cvpoeurnocvoosu u MOIbYHOCLO06U edhexnu

Heobxonumo e fia ce ocHrypsaT noaxoasuio HabmoaeHue 1 CbBET 33 NALKWEHTH C AHAMHE3a 33 XHIIEPTOHUS
W/WIM JIEKa IO yMepeHa 3aCToHHa ChpAeyHa HEAOCTATBYHOCT, Thil KATO MMAa ChOOIIEHMS 33 OTOLM U
3aJAp1hKKa Ha TeYHOCTH, cBbLp3anu ¢ neyermnero ¢ HCTIBC.

ITauueHTH CBC 3aCTOHHA ChpAcHHa HeqocTaThuHOCT (NY HA-I) U nauueHdTH cbe 3HAUYUTENTHH PHCKOBH
¢akTOpH 3a CLPAECYHO-CBAOBU CHOUTHA (HAIp. XUNIEPTOHUS, XUNIEPIIUIIHAEMUSI, 3axapeH aAuader,
TIOTIOHOITyWEeHe) TpA6Ba Aa OBAAT eKyBaHM C aUeKIo(peHaK caMo cfie BHUMaTeIHa npelieHka. Toit kato
ChPAEUHO-CBAOBHAT PHCK NPH aleKN0eHaK MOXKE J1a HapacHe C J034Ta M MPOAL/DKHTEIHOCTTA Ha
€KCIO3WLHATA, TpADBa Aa ce NpHuiara Hai-HKcKaTa eeKTHBHA 033 3d BE3MO)KHO Hal-KpPATKMAT MEPUOL OT
Bpeme. [Ieproauyno Tpabsa na ce u3pbplIBa NpeoleHKa Ha HeOOXOAUMOCTTA Ha ManKueHTa or obnexyaBane
Ha CHMITTOMMTE U Ha OTrOBOpPa KbM TEpanuATa.

Anewnodenak cpuio TpaOBa 1a ce npunara ¢ MOBHIIEHO BHUMAaHHE M NOJ] CTPOr0 MEAHLIMHCKO HabnioneHune
MpH NalUHeHTH C aHaMHe3a 32 MO3bYHO-ChJ0B KPbBOU3IIHB.

I'acmpounmecmunannu egpexmu

["acTpOHMHTECTHHANIHO KbPBEHE, 13Ba WiH nepdopaiivg, KOUTO Morat a OpaaT gartanHu, ca chobIaBaHy nNpu
Bcruky HCIIBC no Bcaxo Bpeme Ha JleueHHeTo, ¢be WK 6e3 npeaynpeguTesTHH CHMIITOMH WIH PeUMIIHA
aHaMHe3a 3a CEPHO3HU rACTPOMHTECTHHAIIHHY ChOUTHA.

HeobxoqumMo € BHUMATENHO MEAULIMHCKO HabMIOAeHHE NPK MaLHEHTH CbC CHMITTOMH, KOHTO ca
MOKA3aTEIHH 34 CTOMAUIHO-YPEBHHU HAPYIISHHSA, BKIKYBAILW FOPHUA W/ WIH NOJHUS raCTPOUHTECTHHAIEH
TPAKT, ¢ aHaMHE3a 3a TaCTPOMHTECTHHANIHM A3BH, KbPBEHE WM nepdopauui, ¢ yILuepo3eH KOnUT uiu 6onecr
Ha KpoH MJIM XeMaTOJIOrMYHH aHOMAIMH, ThH KaTO TE3H CBCTOAHUA MOraT Aa ce 00ocTpaT (BXK. Touka 4.8).

PHCKBT OT raCTpOMHTECTUHANIHO KBPBEHE, 93Ba HJIH NepdopaLus € No-BUCOK ¢ YBEIHYaBaHE Ha JO3HTE Ha
HCIIBC npu nauMeHTH ¢ aHamMHe3a 3a 9382, 0CODEHO aKo € YC0XHEHA C KPbBOMIMB HIIM nepdopauns (Bix.
TOYKa 4.3), KAKTO M MPH NALMEHTH B CTapUeCKa Bb3pacT. Te3n NalueHTH TpaOBa aa 3aNOUHAT JICYEHHETO ¢
Bb3MOXKHO HaW-HHUCKATa 1034, KoATo € HannuHa. KomOuHupaHaTa Tepanus ¢ nNpoTekTUBHM CpeacTBa (Hamp.
MHM30NPOCTOJ WIH HHXHOMTOPH HA MPOTOHHATA NoMNAa) TpAOBa Aa ce MMa NpeABH/ TIPH Te3W NallUeHTH, a
CBLIO TaKa U NPH NMALHEHTH, HY>KIACLIH CE OT EJHOBPEMEHHO NPHIOKEHHE HAa HHCKA 1034
aueTHNICAITMLIUNIOBA KHCENIMHA WK APYTH JIEKapCTBa, KOUTO MOTAT A& YBEHYAT raCTPOUHTECTHHAIHHA PUCK
(B¥OK NO-1070Yy Y Touka 4.5).

[launeHTHTE C aHaMHe3a 3a FaCTPOMHTECTHHAIHA TOKCHYHOCT, [10-CMELHaIHO T€3H B CTap4ecKa Bh3pacT,

TpaOBa J1a cboDILABAT 32 BCHYKH HeOOWYailtHu abJOMHHATHH CUMNTOMHM (0COOEHO 3a raCTPOMHTECTHHAIHO

KbpBeHe), 0coBeHO B HauaJIHUTE e€Tanyu Ha neyenue. [Ipenopbura ce NOBHILEHO BHUM Qe eHTH

NMOJy4aBallH ChILTCTBALUO JIEYEHHE, KOSTO MOXKE [1a YBENHYHU PHUCKA OT A3Ba HI {fw MHH
0 A 1

KOPTHKOCTEPOHH, AaHTUKOAryJIaHTH KaTo Bap(apHH, CENEKTUBHU HHXHOUTOPH / Ly e Ha
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I1pu nosBa Ha racTPOMHTECTHHANIHO KbPBEHE WIIH A3B2 NIPH NIALMEHTH, PUEMALIH alleKnodeHaK, TeYeHHETO
TpsabBa 1a ce npeycTaHOBH.

CJIE u cmecenu 3abos6anusn na CreOuRumenHama movKoH

[lpu nauneHTH b cucTemeH nymyc eputemarosyc (CJIE) H cMecedH 3a60/19BalMs HA CheAMHHTEIHATA
ThKaH MOX€ J1a HMa NOBHIIEH PHUCK OT aCENTHYEH MEHUHIHUT (BXK. Touka 4.8).

Kooxcnu peaxyuu

Cepro3HY KOKHH PEAKIIMH, HAKOH OT KOHTO (aTallHK, BKIIIOYHTENHO eKC(OTHATHBEH AEPMATHT, CHHAPOM
Ha Stevens-Johnson 1 TokcHYHa enuaepMaTHa HEKPONKH3a, ca ChoBLIABAHM MHOTO PAKO BB BPb3KA C
ynorpedarta Ha HCIIBC (Biwx Touxa 4.8). Marnexna, ue nauueHTuTe ca ¢ Hai-BHCOK PHCK OT TAKHBA
PeaKLMH B HAYAJIOTO HA KypCa Ha NIeYeHHE: NPH MO-TO/IAMATA YacT OT C/TyYauTe NOSBATa Ha PEakUHUA ce
MposBABA Npe3 IIbPBHA MECEL OT ieyeHueTo. [IpueMbT Ha aueknodenax Tpsa6Ba aa ce MpeyCTAHOBH NPH
[TbpBATA NPOABA HA KOXKEH OOPUB, MyKO3HH JIE3UH WIM APYTH NPH3HALM HA CBPBXYYBCTBUTENHOCT.

Kato nskmnioyenue, Bapuuena Moxe Zia NpeaU3BHKA CEPUO3HM YCI0XKHEHHS OT HHAEKLHA Ha KOXKaTa 1
MekuTe ThkaHu. [ToHacToseM, npuroceT Ha HCIIBC 3a BnoluaBaHe Ha Tead HHMEKLIMKM HE MOKE A ce
W3KJIIOYH. 3aTOBa € NPEeNOpBLIHTENHO Jia ce u36araa ynorpebara Ha Adnak 100 mg ¢punimupanu TabneTky B
CJlyday Ha BapHilesa.

Peaxyuu na capwvxuyscmeumennocm

Kakro u npu apyrare HCIIBC, aneprudny peakuuu, BRITIOMHTENHO aHADMNAKTHYHW aHADUIAKTOMIHH
peakuMH, MOXeE J1a e MOABAT 0€3 npeArILIHA eKCITO3ULMS Ha JIEKAPCTROTO.

Xemamonozuunu egpexmu
AnexodeHak Moxe a2 #HXubHpa o6paTumo arperalaTa Ha TpoMGouMTHTE (BXK. TOUKa 4.5)
Hvrzocpouno nevenue

Karo npeanasHa Mapka npa BCUYKH NALKEHTH ¢ AparocpouHo neuenne ¢ HCITBC tpa6ea na um G6baat
npocneadsaiu OuOpeyHara, uepHoapobHaTa QPYHKLMA H KPBBHATA KAPTHHA.

4.5 BzaumopneiicTBHE C APYTH JIeKAPCTBEHH NPOIYKTH H APYrH $OPMH HA B3aMMOZeiicTBHE
ITpoy4BaHus 32 NeKapCTBEHU B3AHMONIEHCTBHA HE Ca MPOBEXKIAHH C H3KTIOYEHHE 32 BaphapHH.

Aueknodenak ce Metabonusupa upes uuroxpom P450 2C9 karo in vitro nauam nokassar, ue aneknodbeHak
MOXKe 1a 6bae MHXHOMTOP Ha TO3M eH3uM. [0 TO31 NpUYHHA € Bb3MOXKEH PHUCK OT (PapMAKOKUHETHYHH
B3aHMOJEHCTBHA C (PEHUTOHH, IMMETHAWH, ToA6yTaMuA, PeHuwOyTasoH, aMHOIapOH, MHKOHA30J1,
cyadadenason. Coluo kaTo NpH Apyrure NpoAykru ot rpynara Ha HCTIBC, chinecTByBa puck ot
(hapMaKOKMHETHYHH B3aUMONEHCTBHA C APYrH aKTHBHH ChCTABKH OTAENAHM Ype3 akTHRHA 616peyHa
CEKPELIUA, KATO METOTPEKCAT M IMTHH. Ha npakTHka, ateriodeHak e HambIHO CEBP3aH ¢ MIA3MEHHUA
anOyMHUH U KaTO NOC/IeACTBUE TPAOBa fa ce MMa NpEIBK] Bb3MOXKHOCTTA OT B3aMMOAEHCTBUS Ha
M3MECTBAHETO C JPYI'H CWIHO CBLP3aHH C MIPOTEHHHTE AKTHBHH ChCTABKH.

opanu nunca Ha npoy4BaHus BLPXY $apMaKOKHHETHYHHTE B3aUMOREHCTBHA ¢ aLeKnodeHakx,
MocJIeIBalOTO H3/I0XKEHHE ¢€ Da3upa Ha Mo3HaHuATA 3a Apyrure HCIIBC.

Apyau HCIIBC: CprpTCTBAINATa TEPANMA C ALETHICATALUIOBA KucenuHa U Apyra HCITBC moxe naa
MOBHILK Y€CTOTAaTa HA HEXEeJaHKM €(HEKTH M NOPaJy Ta3u NPHYHHA MPEANAa3IHBOCTTA € HAJIOXKHUTENHA.

antaronucty ¢ HCIIBC Moxe na noeene no Baowmasade Ha 6p0pednaTa GyHKLMS.

OLOpeuHa HEAOCTATBYHOCT, KOATO OOMKHOBEHO € 06paTHMa, MOXKe J1a CE MOBHILIY TS
HapylleHa 6b0peuna QyHKkuMA (Hanp. JeXHUAPATUPAHH NALMEHTH WIH NaUHEHTY B | afy
[Nopanu Ta3u nprunHa kombunauuara ¢ HCTIBC Tpabea ga ce HasHauaBa ¢ npeiz \




JULa B cTapyecka Bb3pact. [lauuenture TpadBa na ca anexBaTHO XMAPATHPAHH, KAKTO M 12 ce OOMHUCIH
€BEHTYANHO Npocheaasane Ha 6u0peunarTa QyHKIHA cliell 3anouBaHe Ha CHBMECTHATA TEpaIHs H
NEPUOAHYHO Clel TOBA.

He e ycTaHOBEHO BIIMAHYE Ha alleK10¢eHaK BpXY KOHTPOA Ha KPBBHOTO HAJIAraHe NpH eJHOBPEMEHHOTO
MY TIPHJIOXKEHHE C OeHApoQUTYa3HA, BEIIPEKH Y€ B3aHMOEHCTBHE ¢ APYTH JUYPETHILIM HEe Moxe a Obae
M3KJIKOYEHO.

Huypemuyu: Auexnodenax, kaxro apyrure HCIIBC, moxe na penyuupa guypeTuuHus €pexT Ha
¢yposemusi, OyMETaHHA, KAKTO H AHTHXUNEPTEH3UBHHA eeKT Ha THa3uauTe, EQHOBPEMEHHOTO
MPUIOXEHHE C KaTUH 3ana3Ballii AHYpPETULM MOXeE a ObJle CBhp3aHa ¢ MOBUILEHH HHUBA HA KU,
CNeAOBATENIHO CepYMHHUA Kanui TpabBa na 6vae npocnensapaH.

Copoeunu enuxosuou, ouzoxcun: HCIIBC morat na obocTpaT chpaeuHata HejoCTaATBYHOCT, 14 HAMANAT
GFR (ckopoctra Ha rnoMepyiiHa ¢unTpanus) 4 Aa HHXUOMpar Ob0peuHus KIIHPBHC Ha FIIHKO3HINTE, KOETO
Ja NOBHIIK IJIa3MEHHUTE UM HHUBa. KoMOWHaumara Tpabra aa ce W36area, OCBEH ako UMa BE3MOXKHOCT 32
YECTO MPOCNEARBaHe HA HUBATA HA [NIHKO3HINTE.

Jlumuii: Haxon HCIIBC nekapcrsa nHxubupar 660peutHs KIMPBHHC Ha JIMTHH, KOETO BOAH 10 NMOBHILIEHH
CEepYMHH KOHLeHTpaumy Ha nuTtusa. KombuHauusTa tpsabsa aa ce u3barea, oCBeH ako MMa Bh3MOXHOCT 34
YECTO NPOCNEASBAHE HA HUBATA HA JIMTUIA.

Memompexcam: Bramoxnoro B3aumozneiicteue Mexay HCIIBC u metoTpekcat TpsaGBa a ce MMa npeaBHL
M KOraToO C€ U3MOJ3BaT HUCKH JO3H METOTpEKCaT, 0cobeHo npH nalMeHTH ¢ HamaleHa Ob0peuHa dyHKLuS.
Koraro ce Hallara koMmOHHHpaHa Tepanus, TpaOBa ga ce npocnenssa 6xbpeunarta ¢yHkuusa. Tpabsa na ce
noaxoxnaa ¢ nosuiieHo BHUMaHue ako HCIIBC u MetoTpekcar ce npunarat B paMKHTE Ha 24 Haca €i4H OT
Apyr, Tei kato HCIIBC Morat aa nosMinat nia3MeHUTe HUBa Ha METOTPEKCAT, KOETO Aa J0BEAE /10
NOBULIEHA TOKCHYHOCT.

Mugpenpucmon: HCIIBC ne Tpabsa na ce usnonseart 8-12 aHu cnex npHAOKEHHETO Ha MH(ENPHCTOH, Thii
xkato HCIIBC Morar aa HamanaT HeroBHs edexT.

KopmuxocmepouOu: NOBHIIEH PUCK OT raCTPOMHTECTHHAIHA S3Ba WIM KBpBeHe (BXK. TouKa 4.4).

Anmuxoazyranmu. Kaxto gpyrute HCIIBC, auexnodenax Moxe aa ycwi aeficTBHeToO Ha
aHTUKoarynaHTuTe. Tps6Ba 3 ce H3BLPLIBA BHUMATEJTHO NPOCTeiABaHE Ha NMALMEHTH, KOMTO Ca Ha
KOMOMHHpAHA Tepanus ¢ AHTHMKOAry/laHT M alueKi10(eHak.

Tpomboyumuu anmuazpezanmu u ceaexmusHu uHxubumopu Ha obpamnomo 3axsquane Ha CepomoHuHa
(SSRI): NOBHILEH PUCK OT FACTPOUHTECTHHANHO-KBPBEHE {BX. TOYKa 4.4). ‘

L{uxnocnopun, maxponumyc: Cuunra ce, ue ennoBpeMeHHOTO npunoxenue Ha HCIIBC u uuknocnopuH wid
TaKPOJHMYC MTOBHIIABA PUCKa OT HEDPOTOKCHYHOCT MOPAAU IMOHHXKEHA CHHTE3a Ha INPOCTALIMKIIMH B
opOpeka. Ilopaau Tasn npuyKHa NO BpeMe HAa KOMOMHHUPAHO JIEYEHHE, OT 3HAYEHHE € BHUMATEHO /1a CE
npocaeasasa 6s6peuHaTa QyHKIHA.

3uooeyoun: xorato ce gasat HCIIBC 3aeaH0 cbe 3Ma0BYyAMH UMa MOBUIIIEH PHCK OT X€MATONOrMYHA
TokcH4HOCT. IMa nokaszanus 3a moBMILEH PUCK OT XxeMapTpo3a U xemaToM npu HIV(+) xemodmnuny,
flo/ly4aBaliy eAHOBPEMEHHO JIEYEHHE CbC 3UIOBYMH 4 uOyrnpodeH.

Arnmuouabemnu cpeocmea: KIMHWYHY POYYBAaHUA [10KA3BAT, Y€ JUKI0(DEHAK MOXE Ja Ce NpHIara
CbBMECTHO € NEPOPANTHMA aHTHAWAOETHU cpeAcTBa, He3 1a NoBNHABA KIMHUYHHA UM edekT. BonpekH ToBa,
MMa OTAENHH CMy4Yad Ha XHNOTAHMKEMHYHHU K XUNEprivkeMuuHH edekTd. 3aTOBa NpU NPHEM Ha
aneiopeHax, Tpabea na ce 0OMHCIHM KOPEKLIMA HA 103aTa HA CPEACTBATA, KOMTO MOTaT Ja 0k
XUMOrNMHKEMUS.

4.6 @epTHARTET, OPEMEHHOCT H KhpMeEHe

bpeMeHHOCT



Hsama ungopmauus 3a ynorpebara Ha auekiodeHak o BpeMe Ha 6peMEHHOCT.

MuxubuuusTa Ha MpoCcTarjlaHAHHOBATA CHHTE3a MOXE [a Bb3JICHCTBA HEXENATEHO BbPXY eMOPHOHAITHOTO
WY GeTanHoTo pa3suTHE. JlaHHH OT ENMAEMHONOTHYHH NPOYYBAHUA NTOKA3BAT MOBULIEH PHCK OT abopTH,
ChpACYHU ManhopMaLMH M racTpocxusa ciieq ynorpeba Ha MHXHOUTOPH Ha MPOCTAarJaHAHHOBATA CHHTE3a
npe3 paHHaTa HpeMeHHOCT. AGCONMOTHUAT pUCK OT Ma(POPMALIMK € NOBHILIEH OT MO-Manko or 1% 1o
npubmu3urendo 1,5%. Ilpeanonara ce, 4e pHCKbT HAPACTBA C 03aTA U NPOABLIDKUTEIIHOCTTA Ha JIEUEHHETO.

I1pu >kxMBOTHH NPUNOKEHUETO HA HHXUOUTOPH Ha NPOCTArTIAHWHOBATA CHHTE34 € JIEMOHCTPHPAIIO
NOBKLIEHA Ipe- ¥ NOCTUMIVIAHTALMOHHA 3aryba u embpHo-detanHa netanHocT. B nonmbiaHeHKe, NOBHILIEHA
3a001€Ba€MOCT OT pasIHYH{ MAN(OPMALIMH, BKJIIOYHTENHO ChPAEUHO-ChA0BH, ¢a CHOOLIEHH NPU XKUBOTHH,
Ha KOUTO Ca J1aBaHH MHXHOUTOPH Ha MpocTarjiaHMHOBATa CHHTE3a 110 BPpEME Ha MepUoaa Ha opraHoreHesa.
[To BpeMe Ha MBLPBHA U BTOPHSA TPUMECTBP 0T 6PEeMEHHOCTTa alekiodeHak He TpaOBa na ce npuiara, OCBeH
aKo He € HaJIMLE ACHa HeoOX0AMMOCT. AKO aneriodeHak ce yrnorpedsasa oT xeHa, ONUTBaLla Aa 3abpemeHee,
HJIY 110 BPEME HA ITbPBHA H BTOPHA TPHMECTEP OT OpeMEHHOCTTa, A03aTa TpAOBa Ja 6bie BB3MOXKHO Haii-
HUCKA Y NPOABLKUTENHOCTTA HA JIeYeHUe TpAOBa J1a € Bb3MOXKHO Hail-kpaTka.

[lo BpeMe Ha TpeTUs TPUMECTLP HA OPEeMEHHOCTTA BCHYKH HHXHOUTOPH Ha NMPOCTAr/IaHAHHOBATA CHHTE3a
MOTaT Aa U31oxar (deryca Ha:

- KapAHOMy/JIMOHAIIHA TOKCHYHOCT (¢ NPeXAEBPEMEHHO 3aTBapsAHEe HA AYKTYC apTepHO3yC H
MYJIMOHA/THA XUNIEPTEH3HA ),

- OBbOpeunHa quchyHKLMA, KOATO MOXKE Aa nporpecupa Ao OsOpeuHa HEROCTATHYHOCT C OJIHIO-
XUAPOAMHHO3A.

MaiikaTa 1 HOBOPOAEHOTO B Kpas Ha OpeMEHHOCTTA Ha:

- €BEHTYAIHO yAb/DKaBaHe Ha BPEMETO Ha KbPBEHE, aHTHArperaHTeH eekT, KOHTO MoXe Ja ce
NPOSABH JOPH MPH MHOTO HHCKH JIO3H;
- nHxHOHpaHe Ha MATOYHUTE KOHTPAKLMM BOAEUIO A0 YABDKAaBaHe Ha pAXAAHETO.

CneaosarenHo, aueiopeHak € MPOTHBOMNOKAa3aH Mpe3 TPETHS TPHMECTLP Ha OpeMeHHOCTTa (BXK, TOUKH 4.3
u4.4).

KupMeHe

Hsama nHdgopmaums OTHOCHO ceKpeLuaTa Ha aueiiodeHak B kbpmara, MMa obaue HesHaunTeneH TpaHcdep
Ha paguoaxTuseH (C14) anexknodeHak B MISAKOTO Ha KbPMELUH TUTHXOBE,

CnepoBartennHo ynorpebara Ha aueknogdeHak Tpabpa 1a ce n3bsrea no BpeMe Ha GpeMEHHOCT U KbPMEHE,
OCBEH aKO NOTEHIHATHUTE [TOJI3Y 3a MailkaTa He NPEBHILABAT B3MOXKHUTE PUCKOBE 3a IUIOAA.

DepTUanTeT

Ynorpebara Ha Adsak MoxXce 1a BIOILH HEPTHIMTETA M HE C€ NPenophyYBa NPH KEHH, KOUTO CE OTIMTRAT 2
3abpemMenear. [Ipu xeHH U3NKUTRAILH TPYAHOCTH B 3aU€BaHETO WIH TAKHBA KOHTO NpPEANpHEMaT
M3C/IeIBAHKA 3a yCTaHOBABaHE Ha Oearutoauero Tpabsa aa ce odbMucau ripekpaTaBaHe npuema Ha Adnax.

4.7 EdexTH Bbpxy cnocofHocTTA 32 MopHpaHe H padoTa ¢ MAIIAHHK

HexxenaHu peakUuWH KaTo 3aMasHOCT, CBETOBBPTEXK WM APYTH HapyUEHHS CBbP3aHH ¢ LEHTPaNHATA HEPBHA
cucTema ca Bp3MOoxHH cneq rpueM Ha HCIIBC. TlanmeHTrTe, KOMTO I nojTyyapar, TpaOBa ce Bh3AbPHKAT OT
oQHpaHe WM U3MON3BaHE Ha ONMAaCHU MAaLIWHH.

4.8 Hexenanu JNeKAPCTBEHH PEAKI[HH

Cmomawuno-upesnu napyuienus. Hali-4ecTo HabMI0JaBaHUTE HeKelaHU peakL|H ca c*rc}_ﬁ
xapakrep. Morar aa ce nosBAT NENTHYHA A3Ba, nepdopanus WK CTOMALIHO-YPEBHO ’fp'?
(paraneH nixon, ocoOeHO NpH NAalMEHTH B CTapuecka Bb3pacT (BX. Touka 4.4). I'IpH np



XeMaTeMe3a, YILUEPO3EH CTOMATHT, 00ocTpaHe Ha KOMHUT U Gonect Ha KpoH (Brx Touka 4.4). TTo-psaxo e
HaGnmiogaBan racTpurt. [laHkpeaTut € qokagBaH MHOTO PHAKO.

Cepvxuyscmaumennocm: ChoOIaBaHM ca peakLIMH Ha CBPBXUYBCTBUTENHOCT cinen neuenue ¢ HCIIBC. Te

MOTAT Jd CE€ ChCTOAT OT:

- HEeCNneUH(HUYHH alepruyHy peakLMy U aHa(UIaKCH,;

- PEaKTHBHOCT Ha AMXaTe/IHUTE MBTHILA, BKIIOYBALLA ACTMA, YTEKHEHA acTMa, OPOHXOCNAa3bM WiIH
OHUCIIHe;

- pasHOOOpas’sHH KOXHH HApYLUEHHS, BKIIIOUHTETHO OOPUBH OT pasiM4yeH BUJ, ChpOex, ypTHKapHs,
[TypIypa, aHrHOeEM U NO-pAAKo, eKChONHaTHBHI M ByNO3HH NepMaTO3H (BKMOYMTENIHO eNMAEpPMAaTHa
HEKPOJIH3a U MYNTHQOPMEHa epUTEMa).

Cvpoeuno-cv0o6u u mozwvuno-cvoosu: CboblaBa ce 3a OTOK, XHIIEPTOHHA H ChPAEUHA HEJOCTATLYHOCT BhB
Bpb3Ka ¢ nedeHuero ¢ HCIIBC. |

ALexnodeHak ¢ CTPYKTYPHO CBBp3aH U ce MeTabonu3npa 10 AUKIohEeHaK, N0 OTHOLEHHE HA KOUTO
MHOKECTBO KJIMHKYHH H €ITHAEMHONOIHYHH JaHHH €NHO3HAYHO NOKA3BaT NOBHILIEH PUCK OT Bh3HUKBAHE Ha
oy apTepuanHu TPOMOOTHYHH HHLUMAEHTH (MHOKapAeH HH(APKT WAH HHCYIIT, 0COBEHO NPU BUCOKH A03H
M TIPH NMPOIBIDKUTENHO JiedeHue). OT enuaeMHONOTMYHUTE AAHHH ChLIO C€ YCTAHOBSBA MOBUNUIEH PHCK OT
Pa3BUTHE Ha OCTHP KOPOHApEH CHHAPOM K MHOKapjeH WH(]APKT BB Bph3Ka ¢ yroTpebaTa Ha auexyiogeHax
(Bx. Touku 4.3 "Ilporneonoxasanus” u 4.4 "Cneunantu npeaynpexxaeHus U NpeanasHy MEpKH Mpu
ynotpeba").

Kato uskmodeHue ce cbobimaBa 3a noSBaTa Ha CEpHO3HU HH(EKIMH Ha KOXKAT2 H MEKUTE ThKAHH 110 BpeMe
Ha BapuLena, cesp3adu ¢ neueHrero ¢ HCIIBC.

Jpyru HexenaH peakuuy, Cr00maBaHu NO-pAaKo, BKIIOYBAT:

bnOpeuny HapyleHus: MHTEpCTHLKANEH HePHT.

HeBposIOrHuHH ¥ CETHBHH HAapYLICHHUS: ONITHYEH HEBPHT, CHOOIIIEHU 32 aCENTHUEH MEHUHIUT (0coDeHo npw
NaUuMeHTH ChC ChILECTBYBAIUH ABTOMMYHHH 3200/19BaHHA KATO CHCTEMEH JIYITYC EPHTEMATO3YC HIIH CMECEHH
3a00NABaHMA HAa ChEAHHUTENHATA ThKaH), CbC CHMITTOMH KaTO CXBa&IIlaHe Ha BpaTa, riaBobonue, rajexe,
MOBpblliaHe, Tpecka WM AesopucHTauud (Bx. Touka 4.4), 06bpkeane, XxanoMHAIMY, HEPA3NOIOKEHHE H
CHH/TMBOCT.

XeMaTONIOrMYHK: arpaHyJIoOLMTO3a, afUlacTH4HA aHEMHS.

Hepmaronoruyuu: 6yno3Hyu peakiuy, BKIIOUUTENTHO CHHAPOM Ha CTUBRBH-J[XKOHCHH U TOKCHYHA
enuaepMania Hekpoiunla (MHoro peaku). PoToYyBCTBHTENHOCT.

AKO C€ IOABAT CEPHO3HH HEXE/IAHH peaKLUuu, pueMsT Ha Adnax 100 mg punmupanu Tabnerku Tpadea aa
ce NpeyCTaHOBH.

Cnensa Tabnuua ¢ HeXeltaHu JIEKapCTBEHH PeakLMH ChoOIIaBaHK B KJIMHHYHH NPOYYBAHKA M NpH ynorpeba
cliefi pa3pelliaBaHe Ha auekiiodeHak, rpynupaHi Mo KaTerOpUM CUCTEMO-OPTaHHM KIIACOBE H M3YHCJIEHH
yectoTd. MHoro vectu (>1/10); uectu (>1/100 go <1/10); neuectu (>1/1000 mo <1/100), peaxu (>1/10 000
no <1/1000), muoro peaxu (<1/10 000).

Kaacupukauusa no | Yecrn HevecTn Peaxu MHoro peaxku/
MedDRa SOC 17100 po <1/10 | >1/1000 oo >1/10 000 ao <1/1000 | <1/10 000
<1/100

Hapyuwrenus Ha AHemus [loTHCKaHE HA KOCTHHSA

KpbBTA U AUMPHATA MO3bK;

cucTeMa ['paHyNOLUTONEHHA,
TpombouuToneHns;
HeyTtponeHus,

Hapyuwienns Ha AHapuaKTHYHA
HMYHHaTa peakuus
CHUCTEMA (BKJIIFOYMHUTEIIHO LIOK);

CBpBbXUYBCTBHTETHOCT




Hapyumienus Ha
MeTabonmuiMa u

Xunepxanemus

XpAHEHETO
IIcuxHuHH Henpecus;
HapylleHus Heobuuaiinu cbHULIA,
beschHuE
Hapylienus Ha 3aMasHOCT IlapecTtesuu;
HEpBHATA CUHCTEMA Tpemop;
COMHOJIEHTHOCT;
['maBobonue;
Jucrey3us (npoMeHK BbB
BKyCa)
HapyieHus Ha CMYILEHHA B 3PEHHETO
OYHUTE
Hapymenus Ha CreTOBBPTEK;
YXOTO M 1abHpHHTA Tunrutyc
CwpaeuHu Covpaeuna [MTannutauuu
HapyLUEHHA HEAOCTATHYHOCT
CbhAa0BH HapylIEHNA XUNepTOHuS; 3auepBsBaHe Ha JMLETO;
BnomasaHe Ha ["opelyHa;
XHIIEPTOHMA Backynur
PecriupaTopHy, HucnHes bpoHxocnasbMm;
IPLIHM U Xpunosge
MEUACTHHATHU
HApYILUEHHS
CromaniHo- Jncnencus; GdnaryneHums; | Menena; CTOMATUT;
YpEBHH AbpomuHanHa | I'acTpur; ["actpounTectudanHa | YUperna nepdopaums;
HapyllEeHUA Bonka; KoHcTHnanus; | xemoparus; Bnouapane Ha GonecT Ha
["aneHe; [Tosphuwane, ["acTpouHTecTHHANHA | KpOH H y/Uepo3eH KOAUT;
Huapus Ynuepatmu B A3Ba XeMaTemeaa;
ycrara [Tankpearur
XenarobunnaHu [ToBuLLeHH YBpexaaHe Ha 4epHus apob
HapyleHHs YepHOOpOoOHU (BKIIIOYHTENHO XEMATUT),
€H3UMH [loBniraraHe Ha ankanHata
tpocdarasa B kpLBTA
Hapyuenns Ha ITpypuryc; AHTHOEAEM [Typnypa;
Ko)KaTa U Obpus; Ex3eMma;
MOJKOXKHATA ThKAH Hepmatur; TexXKu KOXKHO-THTaBHYHH
YpTukapus KOXXHH peakiuu
(BKTIOMHTENHO CHHAPOM Ha
Stevens- Johnson ¥ Tokcu4Ha
enuaepMalia HeKpon13a)
Hapyluenns Ha [ToBuiueHa HedpoTHUueH CHHAPOM;
6vbpeunTe u yped B KPBBTA; BrOpeuna HeTOCTATBYHOCT
MUKOYHUTE NBTHILA [loBuiLeH
KPEATUHHH B
XpbBTa

Obuu

HAPYLICHHA H
EthI{TH Hda MECTOTO
Ha ITPHRITOKCHHUL

OToK;
YMopa;
MycCKyJIHH

HUscneapagus




CnofuiasaHe Ha NOAO3WPaHH HEXKEAHU DEaKHHH

ChobmaBaHeTo Ha NOAO3UPaHH HEXENAHH PEaKLMH Cllel pa3pelllaBaHe 3a ynoTpeba Ha JIeKapCTBEHHS
NPOAYKT € BXHO. ToBa No3B0/IABA Aa MPOABLIDKH HAOMIOJEHHETO HAa CHOTHOLUEHHETO MON3a/PUCK 3a
NeKapCcTBEHHUA NPOAYKT. OT MEAHLKMHCKUTE CIELIMATHCTH Ce M3UCKBA A1a ChOBILABAT BCAKA IIO03HPaHA
HEXKEJlaHa peaKUHs Ype3 HALMOHANIHATA CHCTEMA 3a ChoblasaHe KkbM U3NMbJIHATEIHATA are UM 11O
nekapcTeara, yi. ,,Jlamsax I'pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebeaiit: www.bda.bg.

4.9 Ilpeno3upane

JIunceaT aaHHM 3a XOpa OTHOCHO NOCIEICTBHATA OT NpPeO3HpaHe ¢ aueKkI0deHak.

CuMnToMHTEe MOraT Jia BKMIOYBaT rnapobonue, rageHe, MoBpollaHe, endracTpHaiHa 6omka, CTOMALIHO
YPEBHO APA3HEHE, raCTPOHHTECTHHAIIHO KbPBEHE, PAAKO AMapHs, Ae30pHEeHTALIUs, Bh30yaa, KoMa,
CBHJTUBOCT, CBETOBBPTEX, THHUTYC, XMITIOTOHKS, PDECIIHPATOPHA AENpeCcUs, IPUMANEK, OT BPEME HA BpEME
KOHBYJICHM. B C/lyuau Ha 3HaAYHMO OTpPABSHE € Bb3MOXKHA OcTpa GbOpeyYHa HEJOCTATHYHOCT H YBpPEXIaHe Ha
qyepHus Apob.

CrieunpuyuHM TEpaNHHX KaTO AHANK3a WIK Xemonepdy3us He Morart Aa enumuHupar HCTIBC nopaau
BUCOKATa CTENEH Ha CBbP3BaHe Ha NMPOTEHHHTE H €KCTEH3IHBHHA META00IH3BM.

Tpabpa na ce ocurypu nobpa npoxyKuUHA HA YPHHATA.
bnbOpeuHara ¥ uepHoapoOHaTa QyHKnMs TpaOBa Aa ce CleasT BHUMATENHO.

[lauuentuTe TpaOBa Aa ce HabmogaRaT Halt-MaNnKo YETHPH Yaca clief] NOMThIIAaHE Ha NIOTEHIIMAIHO
TOKCHYHM KOJIHYECTRA.

B cnyuait Ha 4eCTH WM NPOABIDKUTEHH KOHBYJICHH, NaUMEHTHTE TpA6Ba fa OBAAT JEKYBaHHU C
MHTPABEHO3EH AUa3enam.

TepanusTa Ha OCTPOTO OTPaBAHE C NEepopaneH auekiogeHak ce CCTOM OCHOBHO OT NpeKpaTaBaHe Ha
abcopbumsaTa BEIMOKHO Hal-CKOPO CJIef PEA03HPaHe, NOAABPKALIH M CHMITTOMATHYHH MEPKH 3a
YCJIOXKHEHHS KATO XMIOTOHKA, 6b0peuHa HEIOCTATEYHOCT, KOHBYJICHH, CTOMALIHO-YPEBHO JPA3HEHE H
PECNHPATOPHA JeNpecHs.

5. ®APMAKOJOTIHMYHHU CBOUCTBA
5.1 @apMakoIHHAMHYHH CBOHCTRA

®apMakoTepanesTuyHa rpyna: [IpoTHBoBB3NANHTENHY M AHTHPEBMATHYHK NPOAYKTH, HecTepouan, ATC
xog: MO1AB16

MexaHu3nM Ha nelcreue

AuLeknodeHak € HECTEPOHAHO BELLECTBO C MPOTHBOBB3NATHTENEH M aHanreTHyeH edekT. HauuubT Ha
ACHCTBHE Ha ALICKIIOQEHAK A0 roiiMa CTEMNEH ce OCHOBABA HA MHXMOWUPAHETO Ha NPOCTArTaHAMHOBUSA
CHHTe3. ALeKIOPEHaK € MOLIEH HHXUOHTOp Ha eH3MMa UHKJIOOKCHIeHa3a, KOHTO y4acTBa B MPOM3BOACTBOTO
Ha NpocTarjiaHAHHM.

52 PapMaKOKHHETHIHH CBOHCTBa

Abcopbuus

Crnex nepopasneH npuewm, auexiopeHak Obp3o ce pezopbupa HEMPOMEHEH M HErOBaTa

100%. ITukoBuTe rna3MeHt KOHLEHTPALUMH Ce AoCTUraT npubausuTenso 1,25 go 3 ua

PasnpenenieHue



ALeiiodeHak € CBbp3aH BbB BUCOKA CTENEH C NMPOTEUHHTE (>99,7%). AllewiodeHak LHPKYJIHpa KaTo
HENPOMEHEHO JIEKapCTBO. AUCKIOMEHAK NPOHUKBA B CHHOBHAIHATA TEYHOCT, KhJETO KOHLIEHTPALIMHTE
poctarat npubnuzurenno 57% ot Te3u B azmara. O6eMbT Ha pasnpeneneHue € npubnusurento 30 |.

buoTpaHchopManng

AuewiodeHak BepoaTHO ce metabonusupa upe3 CYP2C9 no ocHOBHUSA CH MeTabONMUT 4-XHAPOKCH
aLeKNoMeHaK, YHHTO NPUHOC KbM KIHHHYHATAa aKTHBHOCT BEPOATHO € HezHauurened. JIuKnogpeHak 1 4-
XUAPOKCH-IUKIOPEHAK Ca OTKPUTH H3MEXIY MHOTOTO MeTaboHTH.

EJWMHHHpaHe

CpeaHMAT eTMMHUHALMOHEH NOITYXHUBOT € 4 yaca. KNUpBLHCET € npubnu3uTenHo 5 TUTpa Ha dac.
[TpubAM3UTENHO ABE TPETH OT MPHIOXKEHATa 1032 Ce EKCKPETHpAT C YpPHHATA, OCHOBHO KATO KOHIOTMPaHH
XHIPOKCUMETabOMUTH.

CnenyanHy NnomyJjiauuu

Cmapuecka év3pacm
Hsama npomeHy BBB papMaKOKMHETHYHUTE CBOHCTBA HA aleKIOoMEeHaK NPY MaUUEeHTH B CTAPUECKA BE3PACT.

Yeproopobro yepescoane

[To-baBHa CKOPOCT Ha €IMMMHUPAHE € OTKPHUTA NPK NaLUHEHTH ¢ HamalleHa YepHOAPOOHA QYHKIKMA Cliek
eIMHHYHa 034 auexnogenak. [Ipu MHOroz030B0 Npoyueane cbe 100 mg auexnodenak, eHOKPATHO
AHEBHO, HAMA Pa3/IvKa BbB (apMaKOKHHETUYHHUTE NIAPAMETPH MEXY MAI[MeHTH C JIEKa 10 YMepeHa
yepHOApoOHa UMpO3a U HOPMAJTHU JHLIA.

3.3 IlpeaknuBHYHH JaAHHH 34 Oe30macHoCT

Pesynrarure OT NpeAKNTMHUYHUTE NPOYYBAHUA MPOBEAEHH € aLUEKIO(EHaK, ChOTBETCTBAT Ha OUaKBAHUATA 34
HCIIBC. OCHOBHHAT LieNIeBH OpPraH € CTOMAaUIHO-YpEBHUA TPAKT. He ca 3anucaHn HEOYaKBaHH pe3yJITaTH.

B Tpu in vitro npoy4Banud 1M €IHO NPOYYBAHE N Vivo NPU MHUILKM HE € OTYETEHO, Ye aleK1o(eHak uMa
HAKaKBa MyTareHHa aKTHBHOCT.

He e ycraHOoBeHO, ue aleiiodheHaK € KaHUepOTeHEH NMPU MULIKH WK ILTLXOBE.

[IpoyuyBaHus NpH KUBOTHH MOKA3BaT, Y€ HAMA JaHHH 38 TEPATOreHHOCT MPH IUTEXOBE, BBIIPEKH Y€
CUCTEMHATa EKCIIO3HLMA e 6uia HUCKa, a NpH 3aiuM neyeHueTo ¢ auekinoderak (10 mg/kg/nen) nosene ao
cepust OT MOPGHOIOrHHHH TPOMEHHK B HAKOH eTyCH.

6. PAPMAIIEBTHYHH JAHHHA

6.1 CnHchbK HA NOMOIHHTE BEIKECTBA
Anpo na Tabnerkara:
Muxpokpucranya uenynosa 101;
Mukpokpuctaitna uenynosa 102;
[ToBujgon K-25;

Kpockapmenosa HaTpmii;
["nuuepun aucteapar.
QUAMOBO MOKPHTHE:!

XHJIPDKCHHPOHHH MCTHII LCITYN03a,




MuxpokpucTaiHa nenynosa,;
Makporon 40 OE creapat Tun I;
TuTaHOB JHOKCHIL.

6.2 HecpBMecTEMOCTH
Henpunoxumo.
6.3 Cpok na rogoct

3 rOfINHH.

6.4 CrnennaiHH yCJIOBHA HA ChXpPaHEHHE

Ha ce cvxpansga nog 30 °C.
6.5 Bua u chabpXkaHHe HA ONAKOBKATA

Admnak 100 mg punmupann Tabnerxy ca npeasarar B KapToHeHH KyTHH ¢ 10 unu 20 dunmupanm
TabneTky, onakosaku B 6nuctepu ot PA/AI/PVC — AVPVC/PVDC, 3aeqHo ¢ IHCTOBKA 3a maudeHTa. He
BCHYKH BHIOBE OMAKOBKY MOTaT a 6bAar nycHatu B npojaxba.

6.6 Cnenunanna npeana3sHH MepPKH IPK H3XBbp/aHe U padoTa
Hsama crieuyanHy U3UCKBAHHA.

Bcexy HeynoTpe©eH NpoyKT Wiy HeroAeH matepyan TpsOBa Ja Ce YHUILOXKABA B ChOTBETCTBHE C
MECTHUTE H3HCKBaHUA.

7.  IIPHTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

YHHUDAPMA OO/
Y. XaH Tepsen 7, Codusa 1517,
brvarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA
20200239

9. 1ATA HA ITBPBO PA3ZPEIIABAHE/TIOJHOBSBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara na mepBo paspemanane: 08 nekemepu 2020
HaTa Ha nocneaHo MOAHOBABAHE:

10. JIATA HA AKTYAJIN3APAHE HA TEKCTA
01.2025




