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KPATKA XAPAKTEPHCTHKA HA ITPOXYKTA

HME HA JIEKAPCTBEHHA ITPOAYKT

OKJIMC ®OPTE 600 mg rpasy/v 3a nepopasieH pasTsop B calle
OKLYS FORTE 600 mg granules for oral solution in sachet

KAYECTBEH 1 KOJIMMECTBEH ChCTAB
Besko came ceaepxka; Ibuprofen L-arginine, ekpapaneHtHo Ha 600 mg H6ynpoden ([buprofen)
TIoMOWLIHH BelllecTBa ¢ H3BECTHO ASHCTBHME — 3aXapo3a, acllapTaM.

3a eIHHA CHHCHK HA TIOMOIHHTE BEILECTRA BHKTE TOYKA 6.1,

JEKAPCTBEHA ®OPMA W3NLAHNTENHA ATEHLNAA RO NEKAPCTBATA
Kpamxa XBpaXmepUCMUKa HE npogyxma - Mpuomerve 1
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TepANEBTHYHH TOKA3ARHS - OgOOPOHUE N wovovvseescsiony Soveereerane

- Jleyenne Ha MyCKY/JHH (HaBSXBaHHA M Pa3TexKeHHA) H KOCTHH 3a00/MABaHHA ¢ GONKA H BB3NANCHHE.

- Jledyenuwe Ha Neka no ymepeHa Oonka, Hanpumep mnpx 3560604, cnegoneparsBaa Goska H
CHMIITOMATHYHO JICUEHHE Ha T1aBo0oIHe.

- JleyeHHe Ha PEBMATOMACH apTPUT (BKIIOYMTENHO KOBEHWICH PEBMATOMJEH apTPHT), aHKHIO3Mpalll
CIOHIWIHT, apTpo3a ¥ Ipyrd OCTPH WIM XPOHHYHH PEBMATHYHH MPOLECH, MEKH THKaHHM nNpH
HaBAXBAHHA W Pa3TEIKEHHA

- CHMITOMaTHYHO JISUEHHE Ha BHCOKA TeMIlepaTypa pH CHMITOMH H3 BUCOKA TeMIepaTypa
C pa3NIM4Ha €THOIOTHA.

- CuMmnoroMatHiHO obnekdaBaHe Ha OONKa, BHCOKA TEMIIEpaTypa ¥ BB3NANCHHA, KOWTO CHIBTCTBAT
CBCTOAHHA KaTO (apHHTHT, TOH3HIMT, YIHHH WHEKUHH U Jp.

- Obnex4aBaHe CHMITTOMHTE MPH MBPBHYHA JHCMEHOPER.

Jo3dpoBKa ¥ HAYAH Ha NpAICKeRNe

TosiBata Ha CpaHHYHH HEKEITAHK PeaKiini MOKe 3 Onae cBeieHa 10 MMHMMYM [PH e)EKTHBHA YTIOTPpeda HA NO-MATKH
JO3H 23 BBIMOMHO Halt-KpaThK MEPHO 32 KOHTPOII Ha CHMITIOMMTE (BoK. Touka 4.4)

Bo3pacTHu:
Hozara Tpadsa g ObAe perynvpada, Cropes CepHOBHOCTTa Ha 3a00;i9BAHETO M HEPABNONOKEHUETO HA MALHEHTA.

Hati-o6uio npenopsHHTensaTa gHeBHa 1o3a € 1200 mg ubynpoden, KosTo ce npuema HAKOTKO IMBTH [1pe3 JeH.
B crryyait Ha XPOHWYHA JO3UPOBKA, T4 TPEOBA fa Obe perymMpana criopei MAHMMATHATA NOATbP/KALLA 1033, KOATO
OCHIypABa cTabiieH KOHTPOT HA CHMITTOMMTE,

Ilpu pesmamouden apmpum MOTAT Ja ca HeOOXOAUMH 1O-TOJIEMH JO3H, HO BEB BCEKH Cay4ail e
NPENOPHYHTENAHO A HE Ce HAJBHIIABA MAKCHMAIHaTa JHEBHA 1034 0T 2400 mg ubynpoden.
Hpu sv3narumeany npoyecu npenops4uTeENHaTa AHeBHa ao3a e 1200-1800 mg wbynpod
HAKOJKO IY6TH 1ipe3 Aeni. [lonaepxkamara noza obukHoseHo e 800-1200 mg. Maxcrnmany
Tpabea ga HageHmara 2400 mg.
IIpu bonesnenu npoyecu cvc ciab 00 yMmeper UHMEHIWMEmM U NPU CUMRPIOMY HA B




4.3.

npenopeuKMTenHaTa nHeBHa no3a e 800-1600 mg, xoATO ce npHeMa HIKOIKO ITBTH [1pe3 [eHs, B 3aBUCHMOCT OT
MHTEH3IHTETA Ha CHMIITOMHTE W OTTOBOPE HA JIEYEHHETD.

IIpu nvpsuvna oucmenopes ce Npenopwysa no3a ot 400 mg ubynpodeH, mokaro 6o/kata He OTUIYMH, H
MaKCHMaIHa JHeBHa A03a oT 1200 mg.

Jeua:

Vuorpebara sa OKJIHC POPTE 600 mg rpaHy/i 3a nepopasies pasTeop HE ce MPEnopbyBa (IpH Aelia nox 14 rommmy,
Thi KaT0 Jo3ata HOYNpoQeH, KOFTO Ce ChTBPKA, HE € NOAX0AAIA AO3HPOBKA 33 ICLIA.

Tlpy 10BEHWICH PEBMATOMIEH apTPHT € BB3MOMKHO ha ce mpuema 10 40 mg/kg TenecHo Terio Ha ICH, pasiesieHH Ha
OT/IC/HH JO3H.

IlaiMeHTH B cTapyecka Bb3pacT:

DapMakoKuHeTHKaTa Ha uOYTIpodeH He ce MPOMEHS TIPH NALMEHTH B CTAPYECKA BR3PACT, MOpaJH KOSTO HE CE HAnara
TIPOMAHA B JI034TA WM 4ecToTaTa Ha npueMa. Buhpeku ToBa, Kakto u npH octananmure HCTIBC, tpsabsa na 6wae
NPOSBEHO OCOOCHO BHMMAHME KBM JIEYEHHETO HA TE3W TALMEHTH, KOHTO KATO IANO CA NO-YYBCTBHTCIHH KEM
HEKENAHHTE PEAKLMK W TIPH KOMTO € MO-BEPOATHO [a €A HATMLE [IPOMEHW B OBLOpedHHTE, CHPAEUHOCHAOBHTE MIH
YepHOAPOOHW (YHKIMH WIM ITBK [a IPHEMAT ChHITBICTBAIM JiekapeTBa. [Io-KOHMKpETHO NpH Te3u MALKEHTH Ce
NPENOpEYEa Ja Ce HATON3BA Habi-Huckara edekTHBHa go3a. [losara Moxe jJa ObJe yBeHUeHA [0 NOCTHIAHS Ha
obwmorpHerarTa 103a, Camo ciiel YCTaHOBABAHE Ha 100pa MOHOCHMOCT.

Erbpeuna negocrareunoct: Heobxomumo e ia Gb/ar MpempreTd Mpeanasiy MepkH py ynotpeGara va HCTIBC
npn naleHTd ¢ ObOpeuna HemsocTarbuHocT. IpH naipenTiTe C Jexka A0 ymepeHa OwOpedna mHcdyHKms
ITHpPBOHAYAIHATA 1033 TpSOBa 1a Ghie HamaneHa, HGympoden e TpstOBa 1a ce MpHeMa OT MALMEHTH ¢ Tesxka Gpbpeuna
HEZIOCTATRYIHOCT (B, TOUKa 4.3).

YepronpoOua meaocTaTb4HOCT: Bohpeku gYe He ¢e HaOMOJABAT PavIHKH BEB (APMAKOKHHETHYHHMA NpodMi Ha
HOYNpodeH Npd nAIWEHT! ¢ YepHOAPOOHA HEIOCTATHYHOCT, NMpw ynorpebara na HCTIBC or TosH B malmeH™v ce
MIpenopbyBa 13 GHAAT NPEATPHETH PEANA3HH MEPKH. [TAlMEHTHTe ¢ Jieka HIH yMepeHa 4epHOApoOHa HENOCTATBIHOCT
TpAGBA 13 3AMOYHAT JIYEHHETO ¢ [10-HHCKH JIO3H H J1a G/1aT MocTaBeHH o BHUMaTeHo Habmoneame, Hoynpoden re
TpalBa 12 ce pHEMa OT NALHEHTH C TEXKA YepHOAPOOHA HEOCTATEHHOCT (BK. To4Ka 4.3).

HauuH Ha npanoxkeH#e: nepopaiHo

IIporrBonokazannn

OKJIMC ®OPTE 600 mg rpanymH 3a nepopalieH pa3rsop € HPOTHBOTIOKA3EH 1IPH NMALMEHTH ¢ JaHHH 3a:

- CepexuyscreuTenHoct keM HOympogen, apyrn HCTIBC wnM HAkKoe OT NMOMOIIHMTE BelllecTBa Ha
dopMynanusTa,

- [laupenTH, KOHTO ca MMaJM NPHCTBLIA HA ACTMA, OCTEP PHHUT, YPTHKAPHA, AHTHOHEBPOTHYEH OTOK HITH
HpYrd ajeprH4Hi peakl|dM Clejl KaTe ¢a M3INOI3BANH BeliecTsa ¢ NoacbHO aeHcTeHe (Hanpumep,
acrpus unn apyru HCIIBC).

- AHaMHeTHYHH JaHHH 338 CTOMAIUHO-YPEBHO KbPBeHe HIIH nepdopaliks, CBhp3aHo ¢ MPEAMILIHO leYeHHe ¢
HCTIBC. IlenTH4HO/ aKTHBHO CTOMALIHO-YPERHO KBPBEHE WM pelldaus (ABa HIH IIOBEYe YCTAHOBEHH
OT/IEJIHH elTM30/1a Ha yILepHpaHe Wik KPbBOU3IHB).

- Bmsnaymmrenwo 3a6onssane Ha qepBara.

- Cepuoszna 6p0pedna auchyHKIMA.

- Cepuozua yepHoapoOHa ZHCHYHKIHA.

- IlaumenTu c XemoparvvHa A9aTe3a WIH JPYrH KOAry/lallHOHHH YBpedH.

- CepuosHa cppae4Ha HEJOCTATEYHOCT

- Tlocnenen TpuMecTsp 0T OpeMeHHOCTTA (BXK. TouKa 4.6)




4.4, Cuennainu mpeaynpexacHus U NpeINa3HH MePKH IPH ynoTpeba

PHckoBe 3a CTOMAIIHO-4pPeBHAA TPAKT:

KpbBOH3IMBH HAa CTOMAIHO-YPEBHHA TpakT, s3BH M Oephopanmi: Ilpy tedenne ¢  HeCTepouAHH
nporHBoBeanaTHTeNHl cpeactea (HCTIBC), srmountenHo MOynpogeH, ce cpobuiasa 34 KPHBOMIIHBH HA
CTOMAUIHO-YPEBHHS TPAKT, A3BH H mepdopauuy (kouTo Morar ga ObJAT KMBOTO3ACTPAILABAILKM) MO BCAKO
BpeMe wid 063 APEAMILHH CHMITOMH, ¢ WiM 03 npeldllHa aHaMHe3a 34 CEpPHO3HM CTOMAIIHO-4YpPeBHH
3a00/aBaHHA.

PHCXBT OT KpFBOMANIHB Ha CTOMAUTHO-UPEBHUA TPAKT, 4383 HIH niepdopalis Bb3HHKBa, KOTaTO NPH MaUHeHTH ¢
aHaMHe3a 34 383, 0CODEHO aKO A3BATA € ¢ YCI0KHEHHS ¢ KPBBOMAIME Wi Nepdopaiws (Bink Touxa 4.3), KakTo
H IIPH NAIMEHTH B CTAPYECKA RB3PACT, ce Mpunarat no-sucox aozu HCIIBC.

Te3u mamenty TpadBa 4a 3amovHAT EUEHHETO ¢ Hali-HHMCKara BB3MOXHA f103a. Ilpenopbdsa ce Ha Te3H
nmanyeHTa ga 0bAe npeanrcaHo ChHIBTCTBALIO JIeYeHHE ChC 3AMMTHH CPENCTBA (HAPHMEP, MH30TpPOCTON
HJIH MHXHOWTOPHM HAa MPOTOHHATA TOMIa), TOBA KOMOHHHpaHO JjiedyeHHe Tpabea ma 6bae obMHCIeHO mpH
AALMEHTH, KOHTO C€ HYKIafT OT HHCKa /1032 aleTWICAIHIEIIOBA KHCENHHA WIK IPYTH NeKapCTBEHH NpOIYyKTH,
KOHMTO MMOBHILABAT PHUCKA 33 CTOMAITHO-YPEBHHS TPAKT {BK. I0-IONY ¥ TOYKA 4.5).

Ha naumenTHTe C aHAMHE3a 38 CTOMALIHO-UYpeBHa TOKCHYHOCT, 0cO0EHO Ha MAUHEHTH B CTAPYECKa BB3PacT, Ce
npenopsusa Ja HHOOPMUpAT CBOS Jlekap He2abaBHO 3a BCEKH HedecT KOpeMeH CHHApoM (ocobero Tesu
KBPBEHE HA CTOMAUIHO-YPEBHNS TPAKT) I10 BpeMe Ha ISYEHHETO M 110-KOHKPETHO HA PAHEH €Tan OT HETO.

Crietpanto BHEMaHue crienga 2 Obje o0bpHATO Ha MALMEHTH, KOMTO ca 00eKT Ha CBIBTCTBAINO JICUCHHE,
KOETO MOXKE Ja NOBHMINHM PHCKA OT 43Ba HAW KbPBCHE HA CTOMAINHO-YPEBHHA TPAKT, HalIPUMEP C MEPOpaHH
NVKYMapHHOBH AHTHKOAIYJIAHTH WIM JIeKapcTBa, NOTHCKAW TPOMOOUMTHaTa arperauds OT BHA4 Ha
aLeTHNCANMUMIOBATa KHcenMHa (Bk. Touka 4.5). Ilo nomoBen HauvH, cnepea Aa OpJaT NpeAnpHeTH
Npena3He MepKH TMpPH CBIBTCTBALL IIPHEM Ha IMECPOPaiHH KOPTHKOCTEPOHIAM H AHTHACTIPECAHTH —
CeNeKTHBHH HHXUOUTOpH Ha 0OpaTHOTO 3axpamiaHe Ha cepoToHuH (SSRI).

Axo no speme Ha neverde Ha namvermi ¢ OKJIMC ®OPTE 600 mg rpaHy/M 3a nepopaneH pastBop Bb3HHKHE
KPBBOM3JIHB OT CTOMALIHO-YPEBHHS TPAKT WIM A3B4, JieueHueto TpAOea na Obie cnpano He3abaBHO (BiK.
TouKz 4.3).

HCIIBC tpab6ea na 6baaT npueMaHd BHHMATEHO OT NALMEHTH ¢ AHAMHE3a 3a 43B8€H KoauT Wik Gonect
Ha Kpomn, Teii KaTo Te MOraT Aa BIOIIAT TA3W DATONOTHA (BX. Touka 4.8).

PHcKOBe 32 CHPAEYHOCHLAOBATA CHCTEMA H MOIBUHHUTE CHAOBE:

CrienuanHo BHUMaHHe TpAGRa 1a ce o0BpHe Ha MALMEHTHTE C aHaMHe3a 33 XUIIEPTOHHS W/H/H ChpaedHa
HEOCTaTHYHOCT, Thil KaTo BbB Bpb3ka ¢ Neuenneto ¢ HCIIBC ce crobmara 3a 3aapp:kaHe HA TEYHOCTH W
OTOLIA.

JlaHHHTE OT KIMHMYHHTE M3CNe/BaHus npeanonarar, 4ye ynorpeara Ha #OynpodeH B roneMu 203u (2,400 mg
Ha JICH) ¥ DPOXBDKHTENHOTO JeYeHHe ¢ Hero MOrar Aa 65JaT acolHMHpaHH ¢ YMEpeHO MOBHILCHHE HA PHCKa
ot areporpomborruni 2abosBanns (Hanpumep, MHGAPKT Ha MHOKAapAa MAM HHCYAT). OT npyra cTpaHa, B
€TTUAEMHO/IOTHYHITE H3CIEIBAHMA HAMA JIAHHH, Y€ Mankute Jo3n ubynpoden (Hanpumep < 1,200mg na aen)
ca CBBpP3aHH ¢ NOBHIIEHHE Ha pHCKa OT HRGapKT Ha MHOKap/a.

CnepnoparenHo, MAUHEHTUTE, KOUTO CTPAJAT OT XMIIEPTOHHKA, 3aCTOHHA ChPACUHA HEIOCTATHYHOCT, YCTAHOBEHA
KOpoHapHa 60secT, nepudepHa apTepHONIATHA H/WIM HEeKOHTPONMpaHa MO3BYHO-ChAoBAa Oonect, Tpabpa na
6baar nekyBaHH ¢ HOynpodeH, camMo 4KO JeKapAT CYHTA, Y¢ CHOTHOILEHHETO PHCK-NON3a NIPH MalMeHTa €
6naronpuardo. ChillaTa MpeLieHKa ce H3BBPIIBA H [IPE/IH 3aM0YBAHE HA ABJITOCPOYHO JIEHCHHC an NarHeHTH

Auaber, mymaum)




PrckoBe ot CePHOIHN KOXKHH DEAKHMH:

OnMCBaT ce CEPHO3HM KOMKHM PEAKLIHH, HAKOH OT KOKTO XKHBOTO3acTPAIIABALLM, BKITIOUHTETHO eKeONHATHBOH
JepMAaTHT, CHHIPOM Ha Stevens-Johnson H TOKCHYHA eMMAePMATHA HEKPOJIH3A ¢ MHOIO PAIKA YECTOTa, CBBP3AHH C
ynotpebara Ha HCTIBC (Bink Touka 4.8). Harmexna napeHTsme ca H3T0KEHH Ha HO-BHCOK PHCK OT [OTy4aBaHe Ha Te3H
PEAKIAA B HAYATOTO HA JISHEHHETO; TIOSBATA HA TIOCOUEHHTE HEXKENAHH CTPAHMYHH PeakiMH c¢ Habmoaasa B NOBEYETO
Clly4aH mpe3 mbPBHA Mecell Ha jieuenuero. Ipuemtr na OKJIMC GOPTE 600 mg rpaHynH 3a MEpPOpaieH pastBop
TpnGBa Na Gbe COpAH He3aGaBHO CNIEH MOABATA HA ITHPBHTE CMMITTOMH Ha KOXHO 3a4epBsiBaHe (epHmema), JIesHH Ha
JIUraBULIATA WK JPYTH NIPM3HAIM Ha CBPBXIYBCTBHTEITHOCT.

Kaxro u npe ocrasamre HCTIBC, aneprinmu peakipu, Hanpumep aHadriaktvIHK aHA(HTAKTOMIHH PEAKLIMA MOTAT
13 BE3HUKHAT U §e3 NpeJyilIHA eKCTIOZHI WA Ha JIeKAPCTBEHHSA IPOIYKT.

H6ynpoten TpsOBa 1a ce M3NOIHEA BHUMATEIHO TIPH [TALIMEHTH ¢ uepHoapobuo wim 610peuno 3abonasaHe H ocobeHo
NpH ©IHOBPEMEHEH TIPHEM C JMYPETHL[, KATO Ce MMa TpeABHI, Y€ WHXMOMPAHETO Ha MPOCTAIVIAHIMHH MOXE Ja
TIPEIIIBAKA 3aTbAEAHE HA TSHROCTH ¥ yepexane na OuOpeunama pyHxknm. B cnyuail e NekapcTBOTO CE TPHEMa OT
TE3W NAIMEHTH, A03aTa BOynpoden Tpadea 1a Obe NONALPKAHA BEIMOKHO Hali-Mayka, a GBOpeunara Gy kupa na ce
HabmonaBa peaoBHO.

HCIIBC morar ia MACKHPAT CHMITTIOMHTE Ha HHOEKLAUTE.

Crenanto BHMMaHKe TpsOBa 1a ce o0bpHe Ha MALMEHTH, KOUTO CTPajar WIH ¢a CTPajami oT GpOHXMAIHA acTMa, Thi
karo HCTIBC morar ia npeapsBHKAT GPOHXOCTIA3MH OPH TORH THIT MALFEHTH (BIbK To4Ka 4.3).

Kakro ce coyuea u npu apyrm HCTIBC, wGynpoden Moxe N3 NpeIH3BHKA JIGKO BPEMEHHO 3aBHINABAHE Ha
yepHOIPOOHITE MOKA3ATENH, KakTo M 3HauMTemHo yBemHueHMe Ha ACAT m AJIAT. B cmyuaii Ha 3HauWTeIHO
YBE/IA4CHHE HA TE3H NOKa3aTe/IH, ledeHueTo TpsOBa Aa Ghie npeycraHoBEHO (B, TouKa 4.2 1 Touka 4.3).

Kaxto ce cnyysa u npu apyru HCTIBC, uGynipoden Mose oOparHO ia MHXHOMpa arperauusara 1 TpoMOOLMTHaTa
(QYHKLMA H []a YIRDKH BPeMETO Ha Kbpbete. [IpenopbuMTeHo € Aa ¢¢ O0bpHE CIEMATHO BHAMAHHME TPH TIPHEM HA
HOYTpOodeH §THOBPEMEHHO C NIEPOPATHH AHTHKOATY/IAHTH.

HsBarsaiire enpospeMentns npuem sa OKJTUC ®OPTE 600 mg rpasym 3a nepopane pasteop ¢ Jpyrd HCIIBC,
BKIHOMHTENTHO CElEKTHBHE HHXHOMTOPH Ha LIMKIOOKCHTeHa3a -2 (KoKCHD).

HexxenanHre peakiMH MOTaT 12 ObIaT HAMATCHH, KATO ¢e npriara Half-HiuckaTa edekmiBRa 032 33 HAW-KPaTKUAT
TIEPHOJL OT BpeMe, HEOOXOMMM 33 KOHTPOI HA CMMITTOMMTE (BIDK Touka 4.2 11 PHCKOBE 33 CTOMAILIHO-YPEBHHA TPaKT H
CHPASYHOCHAOBATA CHCTEMA NO-IINTY ).

Vnotpeba oT naifeHTH B CTApYecKa BBR3PAcT: NAIMEHTHTE B CTAPYECKA BE3PACT MO-UECTO MOMY4YABAT HEMENZHH
peaxipm ot HCTIBC, ocobero kspeeHe M nepdopalia Ha CTOMANIHO-UPEBHMS TPaKT, KOCTO MOXE 2 WMa (aramm
mocnemALH (BK. Touka 4.2).

IMpu nanpeHTH, KOHTO €3 NIOVIKKEHH HA JWITOCPOYHO Jiedenue ¢ HOympodeH, Tpabea fa ce (POBESKIA peAOBEH
KOHTport Ha GuGpedHaTa QyrRiams, uepHoapobHaTa QyHKLMS, XeMaTOIONHUHATa (JYHKLMSA i KPbBHATA KAPTHHA.

IIpexynpexaenne OTHOCHO NOMOMIHETE BEIIECTBA

Tosa nekapeTBo CrIbPKA acnapram. Xopara, cpasani oT GeHIKeTOHypH, TpAOBa Na 3HaAT, 9e Beako came OKJTAC
@OPTE 600 mg rpanymH 3a epoparneH pasTROp ChALpKa U 0kofo 16,8 mg dbemmananun.

Tozm nekapeTeH NpOAYKT ChIbpika 3axaposa. [laipieHTH ¢ pelKH HaIeICTBEHU / Of
HEMOHOCHMOCT KbM (PPYyKTO3a, ManabeopOLIA Ha FIIOKO33 MalaKTo3a I 3aXapo30- oM de

TpAOBa 1a Ipuemar TOBa JIEKApCTBO.
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B3aumo/ielicTBHE ¢ APYTH JeKapCTBEHH NPOIYKTH H ApyrH GopmMu Ha B3anMojeHcTBHE

Haii-06wo HCTIBC tpabea aa Guaar npreMaHH BHMMATENHO, KOTATO C& W3MO3BAT 3aeHO ¢ JPYTH JICKAPCTBEHH
Cpe/CTBa, KOMTO MOraT Ja MOBMILAT PHCKA OT YJHIEPHPAaHe Ha CTOMALIHO-YpPEeBHHA TPAKT, KPHBOHIIHBE Ha
CTOMAIIHO-YPEBHHA TPaKkT WIH 6b0peuHa AMCOYHKIHA.

He ce npenopvyea edrospemenna ynompeba c:

Anmuxgazynanmu: HCIBC morar fa normar eeKTa Ha JHKyMApHHOBHTE aHTHKOATYTAHTH (BkK. TOUKa 4.4).
Tpomboyumnume azpezanmy NOBHIIABAT PHCKA OT KPBBOHAIHE HA CTOMAIIHO-YPEBHES TPaKT (BK. TOUKA
4.4).

Kopmuxocmepoudume MOTAT 3 TIOBHIIAT PHCKA OT 4382 MY KBPBEHE OT CTOMAIIHO-IPEBHHA TPAKT (BK. TOUKA
4.4).

Cenexmugnume unxudumopu na cOpamunomo 3axeauane na cepomonyy (SSRI) Morar ¢hIilo Aa NMOBHILIAT
PHCKa OT KbPBEHE HA CTOMAIITHO-YPEeBHHS TPakT (BXK. TO4Ka 4.4).

Hpveu HCHBC: EnrospeMennara ynotpeba ¢ apyru HCTIBC crienpa fia Obne H30ATBaHA, Thil KATO MPHEMBT Ha
paymrH HCTIBC Moske 13 IOBUIITY PHCKR OT 384 H KPBROHATHMBH HA CTOMAUIHO-IPEBHHS TPaKT.
Memompexcam, npuemarn ¢ doza om 15 mg/ceomuya um noseve: Axo HCTIBC u MeToTpekcar ce npueMar
B HHTEPBAN OT 24 yaca, MOMe Jia Bb3HMKHE MOBHMILABAHE HA IUIASMATHYHOTO HHBO HA METOTPEKCAT (HErOBHAT
GuOpeueH KIMPBHC MOKe 1a Orae HamaneH ot aelicterero Ha HCTIBC), ¢ nocnenpallo NopHILABAHE Ha PHCKA OT
TOKCHUHOCT, NIPE[M3BHKAHA OT MEeTOoTpekear. CleIoBaTesHo, ynotpebara Ha HOynpodeH clieiBa ia ce M30srea npu
JTICYEHHE € BHCOKH JIO3H METOTPEKCAT.

Xuoanmounu u cyrpamudu: TOKCHYHMAT SPEKT Ha Te3H CYOCTAHLIMM MOxe J1a 6b/le TIOBHILIEH.
Tuxnonudun: HCIIBC ne TtpaGpa ma Omaar xoMOMHMpaHH ¢ THKIOTMOHMH, TOPAgM PHCK OT IOITKIHHTCITHO
JeHCTBHE 1P HAXHOMpaHeTo Ha TPOMOOLIMTHATA (YHKLIHS.

Jlumuti; HCIIBC mMorart 5a IoBHILIAT IDTa3MATHYHKTE HUBA HA JIATHSL, KATO HAMATARAT HeroBHA OBOpedeH KIKpHHC.
E/HOBPEMEHHUAT NpHeM Tpsatsa Aa Gue M30arBan, OCBEH aKo HHBATA Ha AMTHiA e Obaar HaGmonasann. TpaGea
12 ce OOMUCIM BE3MOMHOCT 34 HAMATIABAHE HA O34T IHTHH,

Mudgrenpucmon: HecTepormHu MIPOTHBOBE3NATBATE/HH CPE/ICTRA He TpAOBa fia ce npuemar 8-12 mHu criex npHema
Ha MMQEMPHCTOH, Thil KATO MOTAT 1A TIOBHILIAT HErOBOTO JieHicTRHE.

1penopvuumenno e da ce 06vpHe CheyuanHo eHUMAHYE HA:

Hueoxeun; HCTIBC Morar jga moBmaTr 11asMeHHTe HHBA HA JWTOKCHH, KaTO 110 TO3M HAYHH Ce
YBENH4aBa PHCKBT OT TOKCHYHOCT, MPeAM3BHKAHA OT JHIOKCHH.

Copoeuny_2auxo3udy: HecTeponaHUTe NPOTHBOBBLINATHTEHH CPEACTBA MOTAT A2 BJIOIIAT ChpICYHATA
HEAOCTAaTBYHOCT, 13 HAMATAT IIOMepY/IHATA (PUNTPalHA H [a MOBHINAT HUBATA Ha CHPICYHH ITIMKO3UIN.
Memompexcam, npueman e nucku dosu, nod 15 mg/ceomuya: HOynpoeH nopdillapa HMBATA Ha
merorpekcar. Koraro ce u3nonizea B KOMOMHAIMA ¢ METOTPEKCAT B HACKH [IO3H, KPHBHHTE TIOKA3aTeNlH Ha
naipeHta TpabBa na ObaaT HaGmoJaBaHM BHMMATENHO, OCOOSHO [pe3 ITHPBMTE CEAMHLH HA
eqHOBpeMeHHMs npHeM. CHmo Taka € HeoOxoaumo Aa ce mnposBH ocofeHa OOMTENHOCT B CIy4al Ha
BAOIIaBate Ha OGpOpevHaTa GyHKLHA, HE3aBUCHMO OT CTETIEHTA i, [IPH NALMEHTH B CTAPYECKa BL3PACT, KaKTo
H na ce Habmonasa 6b6peunara GyHKIMA ¢ Lel MPENOTBPATABAHE HA EBEHTYANHO HAMAIIABAHE HA KIMPBHCA
Ha METOTpeKcaT.

Henmoxcugpunun: PUCKBT OT KpbBOMITME MOke 1a ObJe MO-BHCOK NpH MALMMEHTH, KOHTO Ce JIEKYBAT C
HBynpoden B KOMOHHALMA ¢ NEHTOKCH(IIHH, K CIEAOBATENHO C6 NPENOPBYBA NPOCICIABAHE HA BPEMETO Ha
KBpBEHE.

Denumoun: Tpu exHOBpemMenHO neueHye ¢ MOYIpoder Moke Aa ce HadMoNABA NIOBUILICHHE Ha TVIA3MEHHTE HIBa
Ha hEHUTOHH.

Hpobeneyuo u cyadunnupazon.: Te Morar Ja NOBHINAT IVIA3MEHHMTE KOHICHTPALMM Ha uﬁynpoq)eﬂ TOBA
BlauMOJIeliCTBHE MOJKE /3 Ce TB/DKM HA MEXAHH3MA HA WHXHMOMPAHE HA MACTOTO Ha KOCTe-A "

Xunononu: B wsommpanH ciydad ce cbo0LIABA 32 KOHBYJICHH, KOHTO GHXa MOIITH 4
€JHOBpeMEHHaTA yrioTpeba Ha xuHoAoHH 1 Hakod HCTIBC.
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HCIIBC morar g2 NpOTHEOAEHCTBAT Ha AUYPETHYHWA S(eKT Ha Te3H JIEKapCTBEHH CPEICTRA, a
emHoBpemenHata ynotpeSa na HCIIBC u nazen aypeTsk Moke J1a TIOBHIIN PHCKa oT OBOpeyHa
HEeJIOCTaTBYHOCT KATO CNIGACTEHE OT HaManderaHeTo Ha GrOpeyHia KpbBeH NoToK. KakTo B npu ApyrH

HCIIBC, enHOBpEMEHHOTO JleYeH e C Kanuii-ChXpaHaBalls My peTHIM 01 MorIio 1a Gsae o0Bbp3aHo ¢

YBETMYABAHE HA HUBATA HA KANHIA, NOPAJH KOETO € HeOOXOIMMO TUTA3MEHHTE HUBA HA TO3M #ioH na Gbaar

HabmonasaHu.

- Cyngonunypew: HCIIBC morar fa CTHMyIMpaT XWNOITEKEMHYHHA edexr Ha cyadoHWITypewTte,
OTACIANKH rH OT TAXHATA BPB3KA ¢ [U1a3MEHHTE IIPOTEHHH.

- Luxnocnopun, maxpoiumyc: EnnoBpemenHHAT wM npuem ¢ HCIIBC Moxke Ja MOBHMIUM PHCKa OT
He(POTOKCHYHOCT B PE3yITaT Ha HaMajieHus OnOpedeH cuHTe3 Ha mnpocrarnatiuHd. B ciyyail Ha
€IHOBpEMEHEH TIPHEM € HEOBX0HMO BHUMATEAHO NpocneadBaHe Ha ObbpedHaTa dyHKima.

- Anmuxunepmensuenu cpedcmea (sxmovumentio ACE-unxubumopy wiu 6emataoxepu). HCTIBC morar na
HamaAT edeKTa HA aHTHXMNIEpTeH3MBHHMTE cpenctea. Ennoepemennoto neueHne ¢ HCIBC n ACE-
HHXHOMTOPK MOe fia ObAe CBEP3aHO ¢ PHCK OT ocTpa 61n6peuHa HeIOCTATHUHOCT.

- Tpombonumuyu: Te MOraT Aa MOBHILAT PHCKA OT KPLBOH3/HE.

- 3uQosyQus: TOW MOME 13 NOBUILM PHCKA OT TOKCHYHOCT HA GPHTPOLIMTUTE 4pe3 ASHCTBHETO CH BBPXY on
PETHKYJIOLMTHTE, ¢ MOABATA HA CEPHO3HA AHEMHS el[Ha CeaMHLA ciep 3anousaHe mpuema Ha HCIIBC.
IIpu emHoepemernoro nevenne ¢ HCIIBC Tpabea na 6baaT NMpoCneAsBaHW KPbBHHTE MOKa3aTesH,
0CO0EHO B HAYANIOTO HA JIEYEHHUETO.

- Xpanu: TlpuemsT Ha ubynpodeH ¢ XpaHHTEIHM MpoAykTH 3abaBs ckopoctTa Ha aGcopbupane (B
Touka 5.2).

@epTHIATET, GPEMEHBOCT H KbPMEHE

BpemennocT

1) ITbpBH K BTODH TPHMECTDD OT OPEMEHHOCTTA

HHxu6HpaHeTo Ha IPOCTATIAHAMHOBHSA CHHTE3 Ha MOXe [ OKaXKe OTpHUATeNeH eekT BhpXy OpeMeHHOCTTa
WHAH PpazBUTHETO HAa 3apojuiua/ruiofa. JaHHHTe OT eNHAEMHOJIOTHYHUTE [pOY4uBaHHA MNpearnonarar
MOBMIIABAHE HA PHCKA OT CTIOHTaHeH afopT W ChpAeYHM MAIQOPMALHH U TACTPOINM3HC crnell ynoTpeda Ha
MHXMOMTOpH Ha TMPOCTATJIAHIHHOBHS CMHTE3 B PAHHHTE eTand Ha OpeMeHHOCTTa. AGCOMIOTHHAT PHCK OT
CHPACYHH MATKPOPMALIMH Ce YBeIU4aBa OT mo-maiko ot 1% xo okomo 1,5%. BraHo e, 4e pHCKET Ce yBemMasa
TP YBE/IH94BAHE HA 03aTa M NPOTWDKHTENHOCTTa Ha siedennero. OKJIMC GOPTE 600 mg rpaHy/H 3a nepopaieH
pasTBOp He TpAGBa [a Ce MpHEMA MPE3 ITLPBHA H BETOPHA TPHMECTHDP 0T GpeMEHHOCTTA, OCBEH KO TOBA HE € KpaiHO
HanoxurenHo. Ako OKJIHC ©OPTE 600 mg rpaHyiv 3a nepopanieH pasTsop C¢ W3MOIBEA OT JKeHH, KOHTO NpaBsT
OMMTH 3a 3a0peMeHSBAHE KM JKEHHM, KOHTO €A B [THPBMS H BTOpWA TPHMECTBD OT GpeMEeHHOCTTA, A03ata H
NPOABL/DKATETHOCTTA HA TEHEHUCTO TPAGBA 1a ObAT HaMATTCHH BE3MOXKHO HAB-MHOTO.

2) Tpetu TpUMecThp QT OPEMEHHOCTTA

[pe3 Tpetns TpUMeCTBP OT OpeMEHHOCTTa BCHYKH HHXMOMTOPH HA TIPOCTArNAHAHHOBHA CHHTE3 MOTaT Ja

H3NOXKAT IIIOHA Hal

- CopreuHo-6enoapo6Ha TOKCHYHOCT {C TIpeXAeBPEMEHHO 3aTBAPSHE Ha yKTYC apTepuosyc H Genonpobna
XHIIEPTOHHA)

- brbpeuna quchyHKUMA, KOATO MOXKE Ja JoBene fo Or0OpeuHa HEOCTATHYHOCT C OIHI OXHAPOAMHHOH;

- BB3MOXHO yIBDKaBaHe Ha BPEMETO Ha KbPBEHE B Pe3y/TaT HA AHTHATPETHpalIHa eeKT, KOHTO MOXe Na
BB3HUKHE JOPH H IIPH MHOTO HHCKH JO3H.

Cnenopatenno, OKJIMC ®OPTE 600 mg rpaHy/H 3a nepopajieH pasTBop € IPOTHBOMOKA3CH N0 BPEME Ha TPeTHs
TPUMECTBP OT OpeMeHHOCTTa (BIDK Touka 4.3.)

3) deprunurer
Vrorpebara Ha OKJIMC OOPTE 600 mg rpaHy/ M 3a MepopaneH pasTBop MOxe A4/ Aesejc #ciN BLB
dbepriaMTETa NpH SKSHHTE W HE Ce Mpenoph4yBa 3a HKEHH, KOMTO TPaBAT o Q4N Bl
TIpenopeynTeHO ¢ A2 ce OOMMCIH TpEyCTAHOBSBAHE Ha MPHEMa HA TOBA JieKapciBas
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TPYAHOCTH Ja 3afPEeMEHENT WIH KOHTO Ce NIOANAraT Ha TECTOBE 3a (epTHIHTET.

Kupmene

Bruopexs diakTa, 4e KOHUSHTpalMMTE HA HOYNpodeH, KOUTO NONANAT B KLPMATA ¢4 HE3HAWHTENHM ¥ He Ce ovaKsar
HEXENIAHH PeaKLMH B JAKTaHTa, yriotpebara Ha HOYIpodeH 0 BpeMe Ha KBPMEHE HE € HpeliOpbYHTENHA nopaau
NIOTEHLHATHHA PHCK OT HHXHOUpAaHe Ha CHHTE3a Ha [POCTATNTAHIHHY B HOOHATA.

BansAne BLPXY cROCODHOCTTA 3a modHpane H paioTa ¢ MAIAAY

TTauHeHTH, KOHTO H3MHTBAT HEPasMoNOKeH e, CBETOBLPTEN, 3PUTETHH HapYUICHHSA WM APYTH pa3CTpoHCTBa
Ha LEHTPATHATA HEPBHA CHCTEMa, JOKATO MpHeMar Wbynpoden, e Tpabsa na modupaT HIK Oa paborar ¢
MailKHH.

He e Heobxommo 2 Gbaar npeAnpHeMati CIIEUHATHH PENa3HH MepKu PH NMPHeM Ha eTHOKPATHH /1031 HOYnpodex
MITH IPH KPATKOCPOYEH TIPHEM.

Hexke1ann eKapCTBenH peaking

Haji-vectre HexenaHu peaxiLiy ¢a CTOMAILHO-UPERHH O XapakTep. Morar ja ce nosABAT NefTHYHH A3BH, Nepboparms
WM KPEBOH3/IHB HA CTOMAINIHO-YPEBHHS TPAKT, KOHTO B HAKOM C/IyHaH ¢a JKUBOTO3aCcTPaILaBalllH, 0cobeHo B CTapyecka
BE3pacT {(BIok Tovka 4.4). Habmonasar ce U raneHe, TOBpPBIAHE, HapHs, MOAYRAHE HA KOpEMd, 3areK, JHCIICTCHHA,
KopemHa B0nKa, MeNesa, XxeMaTeMesa, YILepaTiBeH CTOMATHT, 000CTpsHe Ha Kanur v GonecT Ha KpoH (Brok Touka 4.4).
ITo-paako ce HaOmIONaBa raCTPHT.

Cmomauino-ypegHu:
Mtore yect (>1/10): nucnencuas, auapua.

Yectu (>1/100, <1/10): raneHe, nospswlliaHe, KOpeMHA GOIKA.

Heuwectu (>1/1.000, <1/100): KpbBOHUZNTHBH H CTOMALUHO-YPEBHH A3BH, YIILIEPATHBEH CTOMATHT.

Penxu (<1/1.000): cromamBo-upeBna nepopaups, noagyBaHe Ha KOpeMa, 3arieK, €30(hardT, esofareaiHa CTeHO3a,
00OCTpAHE Ha JMBEPTHKYNHA GOIECT, HEYTOYHEH XEMOpDArHuYeH XeMOKOJIMT, Y/LEPaTUBEH KOMT HiH OonecT Ha
KpoH.

IIpH pE3HHKBAHE HA KPEBOH3ITHB Ha CTOMAIITHO-UPERHHS TPAKT, MOXE 12 OB/ NOpoeHa aHEMMA H XeMaTemMesa.

Koocnu PEAKYUY U PeaKyul HA CEPBXYUVECINEUME/HOC.

YecTH: KOMXKEH OGPHB.

Hedect: ypruxapusa, cwepOewn, myprypa (BKIOUHTENHO aneprudHa MNyprypa), aHCHOSAEM, pHHMT,
OpoHXOCIATIEM.

Penxu: aHadunakTH4YHA peakuus.

Muoro peakn: (<1/10.000): My;rmgopmen epureM, eiMaepMallHa HEKPOITH3a, CHCTEMEH NYITYC €pHTEMATO/IEC,
ANOTIeLMA, PeakuMH Ha POTOYYBCTBHTENHOCT, AJIEPIHYHM PeakiHH, BRIIOYHTEIHO CHHAPOM Ha Stevens Jonson
Syndrome H TOkCHYHa efaepMaTHa Hekponusa (caaapoM Ha Lyell) u anepriuden sackymir.

B noeedero ciygaH, B KOMTO ce ¢ho0LIABA 3a acellTHued MEHMHTHT Iipu yrioTpedaTa Ha HOYTIpOQeH, MalHeHTHTe
CTpaJaT OT HAKAKBa (opMa Ha aBTOMMYHHO 3aloNfABaHe (HATIPHMED, CHCTEMEH JIYIYC EpPHTEMATOZIEC WIH JAPYTH
3a00nABaHMA HA CHCIHHMTENHATA TBHKAH), KOETO € NpPeACTABRIABaN0 PHCKOB dakTop. B cayualh Ha cepHosam
reHEpalM3HpaHH XHMIIEPTOHHMHH PEakLMH MOJKe /i3 BE3HWKHE MOJYBAHE HA JIMLIETO, €3HKA H JIAPHHKCA, KAKTO H
6POHXOCTIA3BM, 2CTMA, TAXUKAPIHA, XATIOTOHUS U 10K,

Llenmpanmna nepera cucmema:

HecTH: yMOpa HiIH CBHAMBOCT, [MaB000/IHE, HEPA3MOIOKEHHE, CBETOBBPTENK.
Heuectn: Ge3ctHHE, TPEBOKHOCT, HECMOKOHCTBO, 3PHTENHA HapYIIeHHS, IUYM B YUIHTE (THHUTYC).
Penxn: ncuxoTHYHA peakuys, HEBPOTHIBM, Pa3APa3sHHTEHOCT, Jenpecus, oObpKaHOCT HIIH AE30PHEHTALIHA,
peBEPCHBHA TOKCHYHA aMOJIHOIHS, CTYXOBH pa3CTPOHCTRA. :

MHoro peJikH: acenTHYEH MEHHAHTHT (BHAK PeakuMHTE HA CBPBXYYBCTBHTEIHOCT).
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Xemamonozuuny:

Yabiokasa c€ BpeMeTO Ha KbpeeHe. HabnogasaHure peJkH clyuad Ha XeMATONIOTHYHH HAPYINEHHS
BKITKOYBAT TPOMSOHHTOI'IBHHSI, JICBKOITCHHA, TPAHYAOLHTOINCHHA, MaHIUTONCHHA, arpalnyJIonHTO34a,
aITacTHYHA aHEMHS HIH XeMONUTHYHA aHEMHS.

Crvpoeynocuiosy:

Bbe Bpn3ka ¢ neveHwero ¢ HCIIBC ce cbobmaBa 2a OTOK, apTepHANHA XHNEPTOHHA M ChpAEYHA
HEAOCTATBYHOCT.

JlaHHUTE OT KIMHHYHHTE NPOYHMBAHMA NpEANoarar, ve ynorpebara Ha HOynpodeH BLB BHCOKH A03M (2,400
mg [cH) ¥ NPONLKHTENHO JICYUSHHEe MOXKE [1a € CBbP3aHO ¢ YMEPEHO MOBHIUEHHE HA PHCKA OT apTepHATHH
TPOMOOTHYHH CBCTOAHHA (Hampumep, MH(ApKT Ha MHOKapaa WiAH uucyat). OT apyra CTpaHa, B
eMMHIEMHONOTHYHUTE H3CTEABAHUN HAMA [AHHM, 4e Mankute fo3u ubynpoden (danpumep < 1,200mg na nen)
Ca CEBP3aHH ¢ MOBHILIESHHE HA PUCKA OT HHbAapKT Ha MHOKapAa (BIX Touka 4.4).

Morar Ja Bb3HHKHAT XMICPTOHUS WM CHPAEYHA HEJOCTATHYHOCT {0coOeHO NpH MalMeHTHTE B CTapyecKa
BB3pacT).

Kubpeunu:
Omurer ¢ HCIIBC nokassa, ue Haii-06mo He Morar Aa ObaaT M3KMOYEHH HWHTEPCTHUMANECH Hedpur,

HedpozeH cunApoM B OLOpeuHa HEAOCTATHHHOCT.

Yeprodpobri:

Peaxu: VBpexnane Ha dyepuus Apo6

Tpu panemirarisg uOynpodeH B peikH cIydan ce HabonasaT 9epHOIpOOHA le3ns, aHOMaJIMH Ha 4epHONpOOHaTa
(PYHKIDLS, XENATHT U JKEITCHMITA,

QQEEHZ

B MHOTO peaKH ciTydan MOXKe 4 ce Hab,Ti0/1aBa BIIOIUABAHE HA BB3IIANEHHSTA, CEBP32HH ¢ HHOEKIHH.

Crobmapane Ha NONOIMPAHH HENETAHH IEKAPCTBECHH Peakiiny
Cro6IaBaHETO Ha TIOJIO3UPaHH HeXellaHH JIEKapPCTBEHH PEAKIMH ClIeA pa3pelnaBaHe 3a ynorpeba Ha

JIEKApCTBEHUS NPOAYKT € BakHO. ToRa No3BonAeRa [1a MPOIb/KH HabMOAEHHETO HA CHOTHOIUEHHETO
TMON3a/PHUCK 38 JEKAPCTBCHHA MPOAYKT. MEAHIMHCKHTE CneLHaTHCT TpAOBa Ja ¢boOIuaBaT 3a MOA03HPAHHTE
HE)KeJIaHH JIEKapCTBEHH PeaKLuM 10:

Hansanutenna Arennnd no Jlekapcreara

Codus 1303, yn. amsu I'pyes 8

Ten: +359 2 8903555; daxc: +359 2 8903434

E-mail:bdai@bda.bg

IMpeaoznpane

IMopeyero oOT cnydawTe Ha M[peno3MpaHe He ce HApPOABABAT CHMNTOMH. CLINECTBYBA DHMCK OT
cMMOTOMaTonorus ¢ nozu ubynpogen Han 80-100 mg/kg.

Crnen npenosHpare CHMIITOMHTe 00OHKHOBEHO cé NOABABAT B paMKHTE Ha 4 waca. Haii-uecTH ca ekuTe
CHMIITOMH, KOHTO BKIIOYBAT KOpeMHa 0ONika, rafeHe, NOBPBLIAHE, OTNAAHANOCT, CLHIHBOCT, rMiapobonue,
HMCTArbEM, IUyM B YUIMTE W AaTAKCHA. PANKO Ce DPOMBABAT YMEDEHH Kl MHTCH3MBHM CHMITTOMH, HalipUMED
KPBBOH3/IMB Ha CTOMAIIHO-9PEBHHMSA TPAKT, XHIIOTOHHA, XHIIOTEPMHA, MeTabONMTHA aUMa03a, KOHBYJICHH,
yBpexxaaHe Ha 6p0peyHaTa (yHKIHS, KOMa, PECIIHPATOPHH YRPEXKIaHHA NMPH BE3PACTHH H NPEXOAHH EH30AH
Ha anHed (pH fena clel NorblLaHe HAa FONEeMH KOAHYecTBa).

JleqeHHeTo € CHMNTOMATHYHO H He CHIICCTBYBA KOHKpeTeH aHTHAoT. [lpu no
IPH KOMTO HE € BEPOATHO A4 €€ NPOABAT CUMNTOMH {mo-manko or 50 mg/kg u
IPMEM Ha BOAa, 3a Ja Ce HAMAJAT JOKOJIKOTO € BBE3MOMKHO CTOMALIHO-YpRE
NOFBIIAHE HA 3HAYMTENHM KonwdecTsa Tpabsa Ia ce NpHEME aKTHBEH BLINIEH
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W3MPa3HEH upe3 NOBPBILaHe caMo mpe3 mbpeute 60 MHHYTH ciea npHema. CTOMalIHA MPOMHBKA HE Ce MpaBH,
OCBEH aKO [AUMEHTBT HE € TNOrbJIHAT TaKOBA KOJNHMYECTBO OT JIGKapPCTBOTO, KOETO MOXe Ja 3acTpalliasa
KMBOTA MY M ClAe] npUeMa He ca u3reknd hoseue oT 60 MuHyTH. IlpenMMmcTBaTa Ha MEPKM Karo
NpPHHYIMTENHA IMYpPe3d, XeMONHAAM3a MJIH Xemonepysus ca ChbMHHTCIIHM, Thit KaTo MOYNPOPEHBT €
3ApaBo CBBP33H C [LIA3MEHUTE NPOTEUHH.

GAPMAKOJIOTHYHH CBONCTBA
PapMakoIuHAMHYHEH CBOHCTBA
Papmaxomepanesmuvna pyna:; HecTepongHn (IpOTHBOBL3NAIHICIHA CPEACTRa

ATC KOJT: MO1 AEO]

HOynpodes € HecTepOMAHO CheAWHEHHE, TMPOM3BROMNHO Ha MPOINMOHOBATA KHCEIHHA, C  M3paseHH
MPOTHBOBL3NAIMTCIHA, aHANTETHYHM W AHTHITIPETHYHH CBOHCTEA.

MeXxaHM3MET MY Ha JelcTBHe MOKe 3 ¢¢ IJHDKM HA [IOTHCKAHETO HA TNpOCTarfNaHAMHOBHSA CHHTE3.
[IpocrarnasuuuiATe Urpast BayKkHa POIA [PH NMOABATA Ha BICOKA TeMNepatypa, fomka v BLananeHme.

PapMaKkoKHHETHYHE CBOiicTBA

Hoynpoden e nexaperso ¢ nuHeitH (papMakOKMHETHHHH CBOKCTBA.

Abcopbyus:

Criel nepopaidlo npwioxkeHHe, woynpogeH ce abcopbupa Gwpso k mpuOauzurendo 80% B cromaiino-
ypeBHHA TpaxT. UBynpodeH (apruHuH) rpaHy M 3a nepopajieH pasTBOP [O3BOJABA [IOYTH LANOCTHA B Obp3a
abcopbuus Ha HOYNpodeH, NOpangH HATHYAETO HA AMHHOKHCENUWHATA JI-apruHHH, KOATO CIIOMAra 3a Heroeara
PasTROPHMOCT H Nogolpaea GHOHANMYHOCTTA MY, JOCTHralKM HaH-rofiiMa KOHUEHTpalus B 1j1a3Mara camo
20 muHyTH cnen npuema. Tlpu nmprem Ha HOynpoden (apruHuH) TpaHy/H 3a NepopaneH pasTBOp He ca
AOKa3aHH RaHHH 3a HATPYIBAHE HHTO HA JIEKAPCTBOTO, HHTO HA HETOBHTE METabOHTH.

Pasnpedenenue:
Buaumuar ofeM 3a paznpeaenenne Ha ubynpodeHn cnen nepopanes npue e 0,1 a0 0,2 L/kg, cbe cunno

CBBP3BAHE ¢ MIASMATHIHUTE TIPOTEHHH 0 OK0l1o 99%%.

Memaboausvm:

H6ynpoden ce MeTabomH3Mpa OCHOBHO B YEPHHA APO0 upe3 XUIPOKCIIHPAHE H KapOOKCHTHpaHe Ha H300yTHWIHaTa
rpyria H TEXHHTE MeTaboIMTH HAMAT (hapMaKOIOrHYHA AKTHBHOCT.

Enumunupane:
HGynpodeH ce eTHMHHAPA OCHORHO B Grpeumre ¥ ©¢ CUMTA 33 HAITHIHMO CMMMUHUDAH B paMiuTe Ha 24 yaca
Tpubmmurentdo 10% ce emumummpar HenpomeHeHo, a 90% ce eyMMMHMpar noj QopMara Ha HEAKTHBHH

MeTabOMHTH, IMABHO KATO [JIFOKYPOHUIH.
IpuemsbT Ha uGynpoden no speme Ha xpaneHe 3abass Tmax (or + 2 yaca ¢ yckopeHue a0 = 3 4aca ciea
XpaHeHe), PhIIPEKH ¢ TOBA He 0Ka3pa BIHAHHE BHPXY CKOPOCTTa Ha abeopOums.

IlpeAxnRHEYHE NaHHA 3a OezoHACHOCT

Hbynpoden He NPosABH TepaToreHeH eeKT BEPXY PAXTHIHH XXHBOTHH. ChIlO TAKa, NPOYYIBAHHATA 33 MYTar¢HHOCT 1
KaHIEPOTeHHOCT TI0Ka3aXa OTPHLATENTHH PE3yIITaTH.

[Ipy npoyuBaHMATa BbLPXY PeNPOAYKLMATA MpM HAKOM HMBOTHH ce HaOmonasa
3abaBAHe MMPH PAKIAHETO, CBEP3aHH ¢ noTickanioo Aeiicteue Ha HCIIBC BBpXy
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OAPMAIIEBTHYHH JAHHH

CuuchbK H3 NOMOUHHTE BEIeCTRA

OKJIHC ®OPTE 600 mg rpaHyns 3a NepopaneH pasrBop:
Aprafav,

Acnapram (E-951),

3axapo3a,

Harpues Sukapbonar,

3axapun HaTPUH,

Hatpuer naypui cyndar,

Mewronosa eceszp (10.86.4580),

Mewurosa ecermin (506041 TP0504) cxahpika W UapeBHtHO HAuecTe 6e3 rnyreH.
HecbBMeCTRMOCTH

He € npunoxumo.

Cpox HA FOAHOCT

3 roauHu.

Cnenna/jidu YCIOBHR 33 ChXpaHenhe

[py remneparypa noa 30°C.

BRI ¥ coABPAKAHNE HA ODAKOBKATA

OKJIMC ®OPTE 600 mg rpanyid 3a Nepopaied pasTRop ce Npeiara B calle1a (XapTHs/amyMuHHi/
nonuetnieH) B kytam ¢ 10, 20, 30 u 40 camera.

Coennansy npeaiasHyd MepKH npe HIXBLPAsHe B padora

Hacumere chABpKaHHeTo Ha CaWeTo B IOJIOBHH Yalla BOAA M H3NHHATE, ¢lies KaTo IIPUrOTENTE HANUTKATA.
NPHTENKATEJ HA PASPEHIEHHAETO 3A YIIOTPEBA

“Becta Men” EOOZN, yn. “Keuuc Cxopuer™ Ne8, 5350 Tpasna, brarapus

HOMEP HA PASPEHIEHHMETO 3A YIIOTPEBA

Per. No

9.

JIATA HA ITBPBO PA3PEIIABAHETIOAHOBABAHE HA PASPEIHEHHETO 3A YIIOTPEBA

JlaTa Ha MbPRO paspelaBaHe:

10.

JATA HA AKTYAJIMBHPAHE HA TEKCTA




