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HME HA JIEKAPCTBEHHA MPOJXYKT e A/12122022

OKJIMC @OPTE 600 mg rpasyim 3a IepopalicH pa3TBop B camie
OKLYS FORTE 600 mg granules for oral solution in sachet

KAYECTBEH H KO/IMMECTBEH ChCTAB

Beaxo camre chaspxka: Ibuprofen L-arginine, exBusanenTo na 600 mg Usynpoden (Ibuprofen)
Tlomomuy BemecTea ¢ M3BECTHO ACHCTEAE — 3aXapo3a, aCIAPTaM,

3a mLaHRg CIHCHK H3 NOMOINHHTE BeLECTRA BHXKTE TOuKa 6.1,

JIEKAPCTBEHA ®OPMA

I'panynu 3a mepopaneH pa3reop B came.
Bemu 10 nowTH G rpaHyfiH ¢ MHPHC HA MEHTA.

KJIMHAHHA TAHHH
TepaneBTHYHE NOKAIAHHS

- JledeHHe Ha MYCKyNHU (HABAXBAHWA U Pa3Te;KEHHA) ¥ KOCTHH 3abonaBanus ¢ Gonxa ¥ BpTaNCHHUE.

- Jleuenue Ha neka Ao ymepeHa Ooska, Hanpumep mpu 3B0o0on, cnemonepatBua Gonka u
CHMITOMATHYHO JIEYEHHE HA rAaBoboane.

- JleueHue Ha PeBMATOMICH APTPHT (BKIOYHTE/NHO IOBEHHIIEH DEBMATOMACH ApTPHT), AHKUNO3Mpan)
CIIOHIWIWT, APTPO3a M IPYTH OCTPH HITM XPOHHTHH PEBMATHYHH IIPOLIECH, MEKH THKAHU ITPH HABAXBAHHUSA
H pazTeXEeHAS

- CuMITOMAaTHYHO JICUEHKE HA BUCOKA TEMIIEPAaTYpa MPH CHMIITOMHE Ha BHCOK2 TEMIIEPaTypa
¢ pazIyu9Ha €THONOrHA,

- CumMnroMaTiuHO ofNexuasaHe Ha GONKA, BHCOKA TEMNEPATYPa M BH3MANCHHA, KOHTO ChHITHTCTBAT
CBCTOSHUA KATO (hapHHIHT, TOHIWINT, YiiHH HHbeKkumu 4 ap.

- Ob6aexvyaBane CHMITOMHT® [IPH ITEPBHYHA AMCMEHODEA.

III)S!IPOBICR H HAYAH HA NDAJIOKEeHAS

TlosBara Ra CTPAHIHY HeXENAHH PEAKUMH MOXE 112 OB/ie CBE/OHA 10 MUHEMYM TIPH eEeKTHBHA YTIOTpeta Ha Ho-MasTK
LO3H 32 BE3MOKHO HaF-KpaThK IEPHOM 22 KOHTPOIT Ha CHMITTOMITE (X, Touka 4.4)

Br3pacThu:

Hozara TpaGea 1a Gbae pery/mipana, Criopell CEPHO3HOCTTA Ha 3260/ABAHETO H HEPA3NOIOKEHHETO Ha NalkeHTa. Hail-
o0mmo npenophuuTensata THeska 103a € 1200 mg uGynpodeH, KosTo ce TIpHeMa HAKOIIKO ITHTH HPe3 ACH.

B cryuaii Ha XpoHHIHA J0SHPORKA, T3 TPiAOBa a OB pery/mpaHa criope/i MMHUMATHATA MOITLKAIIE 038, KOTO
OCHTYp:Ba CTaCMIICH KOHTPOJT HA CHMITTOMHTE.

1Ipu pesmamoudern apmpum moraT 1a ca HeOSXOMMHE NO-I'OIEMH JO3H, HO BEB BCOKH Ciydaii €
TIPETIOPBYMTENHO 13 HE C€ HaTBHINARA MAKCHMATHATA JHEBHA A03a oT 2400 mg ubynpodeH.
IIpu ev3nanumennu npoyecu NpenopkINTENHATA NHeRHA Ko3a ¢ 1200-1800 mg ubymnpoden,
HAKONKO IMsTH mpes aerd. Hoaaspxamara no3a o6uknoseno e 800-1200 mg. MakcumanHa
Tpabpa Na Hansumaea 2400 mg,

IIpu bonesnenu npoyecu cvc crab 4o ymepen uUHMEHIUMEM U HPU CUMAMOMYU HA 8




4.3.

npenopbuHTeNHATA IHEBHA A03a ¢ 800-1600 mg, koATO ce MpHeMa HAKONKO ITBTH NPE3 J6H3A, B 3aBHCHMOCT OT
HHTEH3HTETa HA CHMITTOMHTE 1 OTTOBOpa Ha JIEYSHHETO.

IIpu nvpsuyna ducmenopes ce npenopsua fosa ot 400 mg wSynpoden, okato 6oNkaTa He OTUIYMH, H
MaKCHMaJHa HeBHA no3a ot 1200 mg.

Hena:

Ynorpetara sa OKJTMC OOPTE 600 mg rpaHyrH 32 nepopareH pasTBOp He ce TPeTopsHBa 1pH IeHa 0 14 rofue,
Thil kaTo Ao3ata ueyTpodeH, KOSTO ce CHIBPYKE, He € NOIXOIALIA ACTHPOBKA 30 eI,

TIpu 10BeHITIEN PEBMATOMACH APTPHT € BESMOKHO Ja ce Tiprema 1o 40 mg/kg TellecHo Terio Ha JeH, PAsICTICHH HA
OTHENEHH JOGH.

TlatmpenTii B cTapuecka BLIpacT:

DapmaxorureTiraTa Ha WOYNPODEH He ce MPOMEHA NPH MAUHSHTH B CTAPYECKA BH3PAcT, TIOpaIH KOETO He ce Hanara
NPOMSHA B 03ATA FITH IECTOTATA Ha NpHeMA. BuIpers T0Ba, xaxto H nipn octanamrre HCTIBC, 1psfiea na 6ae npossero
0co0CHO BHHMAHKE KEM JIEYEHMETO HA Te3H NALHEHTH, KOHTO KATO LU0 Ca NO-1YBCTBHTEITHA KbM HEYKEJIAHHTE PEAKIIH
H IPH KOHTO € TI0-BCPOATHO 14 Ca HAMLIE NIPOMEHH B GBOPEdHITTE, ChPETHOCKIOBATE WK YPHOAPOSHH (YHKLIHH WIH
ITHK 13 IPHEMAT CHITETCTBALLM JICKAPCTRE. [ [0-KOHKPETHO MpH Te3H NALMEHTH Ce NPENIOPHEYBA A3 06 K3TIONT3BA Hal-HUCKATa
edexrena sioza. Jlosara Moxke ia Glie yBesHaeHa O HOCTHTAHE HA OGIIOTPHETATA 11033, CaMO CTIe| YCTAHOBABAHE HA
A00pa NOHOCHMOCT.

Brbpeuna vegoctareynoct: Heobxommo e fa 653 npeipHeTy NpeaTasHA Mepki ripH yriotpeGara sa HCTIBC npu
naupeHTH ¢ 6u0pedna HenocTaTeuHocT. FlpH natperTHTe ¢ Nleka 1o ymepeHa 66peuna MpchyHKIpa ITHPBOHARATTHATA
acsa Tpadea 1a Obne samanena. Hoynpoder He Tpatea 1a ce npuema OT NALHEHTH ¢ ToKKA GHOpPeYHa HEAOCTATHUHOCT
{Bx. TouKa 4.3),

Hepronpobua HenocTaTrumocT: Benpeiu ye ne ce Habmonasar pasmim Bue dapMakOKMEETMHMHUA Tipodan Ha
uGYNpodeH TPH NalKeRTH ¢ HepHOpoSHA HEAOCTATHLYHOCT, NpH ynotpeSara Ha HCTIBC ot To3H Bij NaileHTd ce
NpenopsaRa Ja GBIaT NpeAnpHeTH NPemaHy Mepks. [TalpeHT e ¢ NeKs WIH YMepeHa YEPHOAPOOHS HEJOCTATEYHOCT
TpiGRa /13 3ATIOYHAT NEYCHHETO C TIO-HHCKH JIOSH | 1 GBIAT NOCTaBeH O BHMMaTEMHo BaGmonente. Hoympoder e
TpAGRa 2 Ce PHEMA OT MAUHEHTH C TEKKA YePHOAPOGHA HENOCTATLIHOCT {(Bok. Towka 4.3).

Hayum Ha pprijoxeHHe: NepopaliHo

IIpormBonoxkazanus

OKJIUC ®OPTE 600 mg rparyIns 3a nepopalieH pasTBop € POTHBOMOKA3CH TIPH NALMCHTH ¢ NaHHH 34;

- CepsxyyescrsurenHocT kbM mbynpotden, apyrn HCIIBC mnu HAKOE OT MOMOIIHMTE BEIIECTEA HA

¢dopmynaimaTa.

- TaipieHTH, KOUTO ca MMANH TIPACTHIH HA ACTMS, OCTHD PHHHT, YPTHKADHA, aHTHOHCBPOTHYEH OTOK HITH
JpYTH aNepruHM PEaKIMH CJIE/ KaTO ¢a H3NON3BANH BELIECTRa ¢ noaoGHO nelicTaue (HANPUMED, aCTIHPHH
wm apyru HCITBC).

- AHAMHETHYHH J2HHH 33 CTOMAIIHO-YPEBHO KbPBEHe UK Nephopanya, CBEP32HO ¢ MPENHLIHO JEYCHHE ¢
HCMBC. ITenTivHO/ AKTHBHO CTOMANIHO-YPEBHO KBPBEHe WM PeLAuB (IBa WIH moBede YCTAHOBEHH
OTIE/HH €MU30/1a HA YILICPHPAHEe WK KPBEOHAIUB).

- BramanurenHo 3abonssade Ha uepsara.

- Cepnosna 6b6pedHa THCHYHKIHA.

- Cepuosna yepHoapoOHa quchyHKuus.

- Tlaumentn ¢ xemMoparvuHa JHATE3a WIH APYTH KOATYJAUUOHHHY YBPE/IH.

- CepHo3Ha CHPAEYHA HEJJOCTATEYHOCT

- TlocnesieR TPUMECTHP OT GpeMeHHOCTTa (BXK. TOUKa 4.6)




44. Cnenwanspr npeayupexeHEs H NpelNa3HH MEPKH NpH ynoTpeba

Prckoge 3a cTOMaMIHO-IPeBHAN TPAKT:

KpbBOW3IHBH HA CTOMAIHO-4PEBHWA TPaKT, #3BH # nepdopaimu: JIpH JeueHMe ¢ HECTEPOMTHK
npoTHeopBInannTenHH cpeactea (HCTIBC), sxmoudrento ubynpoded, ce chofimapa 3a KPHEOM3IHBH Ha
CTOMAIIHO-4PEBHHA TPaKT, A3BH H nepGopaLiuy (KOHTO MOTAT Ja HBJAT XKUBOTO3aCTpAIaBAILM) 110 BCSKO BpeMe
HM 6e3 MpeIBIIEA CHMITTOMH, ¢ WK 0e3 Tpe/MliIHa AHAMHE34 34 CEPHO3HH CTOMAITHO-YPEBHM 3a00/14BaHNA.
PHCKEBT OT KPBBOHIIIHE Ha CTOMAUIHO-IPERHHA TPAKT, 1384 WM Nepdopalis BE3HAKBA, XOTATO MPH NALMEHTH ¢
aHaMHe3a 3a 4383, 0CODEHO aKo 3BATA e ¢ YCIOKHEHHS ¢ KPBBOHAIHB WIH nepdopaim (s Touka 4.3), kakro
¥ TIPH NIAIMEHTH B CTapyecka Bb3pacT, ce Npwiarar no-sucoku xosu HCTIBC.

Te3n naumerTH TpaGBa fa 3aNOYHAT JIeYeHHETO ¢ Hali-HUCKATa BL3MOXKHA no3a. IIpenopeuBa ce HA Te3M
NAIHEHTH 13 Ob1e TPEANHCaHO CHITHTCTBAILIO eYeHHE ChC 3AUIHTHH CPEACTEA (HaNIpHMeED, ME3OIPOCTON HIH
HHXMOHMTOPH Ha NPOTOHHATA [IOMIIA); TOBA KOMOMHMPAHO NiedeHue Tpabaa 1a Gule 0GMECIEHO MpH NAIMEHTH,
KOHTO C¢ HYXKIZAAT OT HHCKA 032 aUeTHICAIMITAIOBA KHCEMHA WIH APYTH JEKAPCTBEHH NPOAYKTH, KOHTO
MIOBHINABAT PHCKA 33 CTOMAIIHO-UPEBHEA TPAKT (BAK. MI0-JOTY H To4kKa 4.5).

Ha nauuenruTe ¢ akaMHe3a 38 CTOMAIIHO-IPEBHA TOKCKYHOCT, 0COGEHO Ha MAMHEHTH B CTAPYECKA BE3PACT, 06
npenoppuBa Aa HHpOPMHpPAT CBOA JleKap HezabaBHO 3a BCeKH HEWecT KOpeMeH CHHApoM (0cobeHO TesH ¢
KbpBeHe HA CTOMAINHO-YPEBHHA TPAKT) N0 BPEME Ha JICUSHHETO H TIO-KOHKPETHO Ha PAHEH €Tl OT HEro.

Cnemmannao BHUMaHWe clefsa Ja 6bae oOBPHATO HA IIALIMEHTH, KOKTO ¢a 00EKT HA CHITETCTBALIO JIEMEHHE,
KOETO MOJXKE A MOBMIIE PHCKA OT A3Ba HIH KLPBEHE Ha CTOMAIIHO-YPEBHHS TPAKT, HANPHMEP ¢ HCPOPATHU
AMKYMAPDHHOBH AHTHKOATYNAaHTH HIM JIeKapcTBa, NOTHCKAINM TpoMOOLIWTHATA arperaums OT BMAa Ha
AUEeTHICATMUMNOBATA KucenuHa (Bxk. Touka 4.5). Ilo noxoben HaumH, cieqsa 53 GbOAT MpeATIPHETH MPeANa3HM
MEpPKH TpH CHIOBFICTBANl NpHEM Ha MepOopPaATHH KOPTUKOCTEPOHOM M AHTHACNPECAHTH — CEACKTHBHHK
HHXHOMTOPH Ha 0OPATHOTO 3aXBamaHe Ha cepoToHHH (SSRI).

Axo 1o Bpeme Ha Jievenue Ha nampeHTd ¢ OKJIHC POPTE 600 mg rpaHysm 3a nepopaieH pastBop BBIHHKHE
KPBROM3IHE OT CTOMBILHO-9peBHIA TPAKT KA 4388, Te4eHHETO TpaOpa fa Obae cripaxo HezabaBHO (BXK. TOUKA
4.3).

HCTIBC Tpsa6sa ma 6bnaT npHeMann BHHMATENHO OT NALMEHTH ¢ aHAMHE34 3a A3BeH KOJIHT Wiv Gonect
Ha Kpon, T kaTo Te MOTAT A2 BIOMAT Ta3H NATOJIOTHA (BXK. TOUKA 4.8).

Puckoge 3a ¢LPAETHOCHI0BATA CACTEMA ¥ MOSbYHHTE CHI0BE:

CnemmanHo pauuMaEHe TpaGea na ce oObpHE HA MAIMEHTHTe ¢ AHAMHE3A 34 XHNEPTOHMA HW/MIH CHpASUHA
HEeJOCTATEYHOCT, Thi KaTO BBB BpE3ka ¢ JeueHHero ¢ HCIIBC ce cpofmara 22 3amqspkaHe HA TEYHOCTH Y
OTOLH.

HauHuTte OT KIHHAYHUTE H3CIEABAHAA NPeAYIONArar, ye yrotpebara Ha uGynpoden B ronems no3u (2,400 mg
Ha JIeN) Y IPOb/DKATENHOTO JIedeHHe ¢ Hero Morar fa GbAaT ACOUHHPEHHE ¢ YMEPEHO NOBHILEHHE Ha PHCKA OT
areporpomGorduny 3abongsanua (nanpumep, HHpAapKT Ha MHOKapRa wim uHCynT). OT Apyra cTpaHa, B
CTMHUICMHONOTAYHHMTE H3C/IEABAHUA HAMA NaHHH, Ye MANKHTe 103K HOynpodeH (HanpiMep < 1,200mg Ha Aen}
€a CBBP3AHHM ¢ NOBHIICHHE HA PHCKA OT HHGOAPKT Ha MHMOKapIa.

CnenopaTeHO, MAIMEHTHTE, KOHTO CTPAAAT OT XHIEPTOHMA, 38CTOHHA ChPAETHA HEAOCTATEYHOCT, YCTRHOBEHA
KopoHapHa fonect, nepudepHa apTepuonaTis WM HEKOHTPOIMpPAHA MO3BYHO-ChIOBA GonecT, TpabRa na
Gppar neKyBaHH ¢ WOYNPodeH, camo ako JEKAPAT CHHTA, Y€ CHOTHOUIGHHETO PHCK-TIOJ3A IIPH TALMEeHTa €
6naronpustrO. Chluarta HpercHka ¢6 H3BEPIIBA H NPEAH 381098aHe HA JBANOCPOYHO IEYEHHE DU NIAITHEHTH ¢
YCTaHOBEHH CHPAECHHOCHAOBH PHCKORH (akTopi (HaNpUMeED, XHACPTOHHA, XHITCPIMITHIEMHS, 3aXapen quaber,

myIaym}

Prackoge ot CCpHOZHH KOKHHE PeaXunH:




Ouncsar ce CepHOIHH KOXKHH PEAKIMH, HAKOH OT KOMTO KHBOTO3ACTPAIABALIH, RIITIOYHTENHO ekeOTHATHBEH
AEPMATHT, CUHIPOM Ha Stevens-Johnson K TOKCHIHA eMMepMANTHA HEKPOMEBA ¢ MHOMO PANKA WeCTOTa, CEH{BAHH C
ynotpeGara #a HCTIBC (81 1oaxa 4.8). Hariiex/(a NAHEHTHTE ¢ RIICKEHH Ha TI0-BHCOK PHEK OT NOJTY4aBAHE HA TE3H
PEAKIMH B HAYANOTO HA JICHEHHETO: TIOABATA HA TIOCOIEHHTE HEKENAHH CTPAHWIHH PEaKilid ¢e HADIONaRa B NOBESETO
CITyvaH Mpes ITspBiA Mecel| Ha iederneTo. [premsT na OKJIHIC ®OPTE 600 mg rparym 3a nepoparnen pasteop Tpatea
Aa Ghle CTpsiH HesaGaBHO CRie TIOABATA HA ITPBHTE CHMITTOMM Ha KOYKHO 2a4epBABAHE (SPUTEMR), JIe3rH HA JTHTABHIATA
WM APYTH IPH3HALH Ha CBPBXIYBCTEHTEIHOCT.

Kaxro 1 npu ocranamre HCTIBC, anepriHi peaxiipy, HApHMED aHADHIAKTHIHN aHAGHIAKTORZHY PeAKLH MOTST
712 BEHHKHAT 1 53 Ie/IMIITHA SKCNOSALFA HA IIEKAPCTESHHS MPOIYKT.

Ho6ynpoder Tpstea /i ¢ MNOIIBE BHAMATENHO [IPH FALWEHTY ¢ YSPHOMPOOHO Wi GEOPETHO 3a00IABAHE H 0COBCHO
0py eJHOBpeMEHEH NPHEM ¢ AMYPETMLM, KATo cé HMAa TPENRHI, 4e MHXHOMPAHETO Ha MPOCTArTIAHIHHH MOXE 1A
TpeIM3BHKA 3TEPAHE HA TSUHOCTH U YBpexiane Ha Or0peunara dyHiams. B cityqaii ue nexapersoro ce mprema o resn
TAIHeNTH, fasata HOynpoden TpaGea 1a Oble MONTLPKAHA BEIMOXKHO Hali-Mamka, 8 GEOpeynats GyHKImMA fa ce
Hal/lionaea peoBHO, ‘

HCTIBC morar fia MacKHpaT CHMITOMHTE Ha MitheKIIHTE,

Creupamio BuiMaHHe TpA0B2 Ja ce 0OBPHE HA NALMEHTH, KOWTO CTPATAT WIH C3 CTPATATH OT GPOHXMATHA ACTMA, Tt
karo HCTIBC morar fia ipe/mspaKar GpoHXOCTIASME TPH TO3H THIT TRLMEHTH (BIDK TOUKA 43).

Kaxro ce caymma u npu mpyrs HCTIBC, uGynpodeH MoXe [a NpEIH3EMKA JIEKO BPEMEHHO 3aBHIIARAHE HA
HepHONPOOHUTE NMOKAATEH, KAKFO M 3HAYWTENHO yBemmierme Ha ACAT m AJIAT. B cIydall HA 3HAYMTEITHO
YBEILTCHHE Ha TEaH TIOKA3ATENH, JTeqeHHETO Tpiabea aa Guie mpeycTaHoBeHo (K. Touka 4.2 M Tovuka 4.3).

Kakto ce cny4sa u npu apyru HCIIBC, HGyrpoder Moxke OOparTHO 48 HHXHOHpa arperaupaTa H TpoMOOLHTHATA
¢hyHIUKA ¥ i YIWDKK BPEMETO Ha KupBeHe. TIPenopLudTento e fa ce OGBpHE CISLMATHO BHMMAHHE ITPH NIPHEM Ha
HOYNpotheH eMHOBPEMEHHO ¢ NEPOPATHH AHTHKOATYJTAHTH.

Hsbarsaiire exHospementns nprem Ha OKJHIC Q®OPTE 600 mg rpany.H 3a nepopaieH pasteop ¢ apyru HCTIBC,
BICTHOYHTEITHO CONCKTHBHI MHXMOHTOPH Ha UMKIOOKCHIeHA3a -2 (KOKCHO).

wammmmmommﬁmﬁmnemmwnpmmﬁmmme@cmnmmmﬁ-m
TICPHOZT OT BpeMe, HeoOXOMAM 3a KORTPQJI HA CHMITTOMuTe (BIDK To9Ka 4.2 H PHCKOBE 32 CTOMAIHO-YPEBHUA TPAKT H
CHPAEIHOCHAOBATA CICTEMA NIO-IQUTY ).

Ynowpeba ot NAIHEHTH B CTAPYecKa BE3PACT: NALMHCHTHTE B CTAPYeCKa BBIPACT II0-HECTO IIONTYHABAT HEKeIAHH DeaKiHy
or HCTIBC, ocobexo kppeene H nepdopatuis Ha CTOMAIIHO-SPEBHHS TPAKT, KOETO MOXKE Ji3 AMa GaTaTHA noCNe MM
(BK. Touxa 4.2),

TIpu naumesTy, KOHTO ca NOITIONKERN Ha THITOCPOHHO JedeHve ¢ HOyTpoten, TpAGBa ia oe NpOBeKIa PeoBeH KOHTpOI
Ha 66peuara Qymants, yeprospobHaTa (YHKIEA, XEeMATONONMHHATA (yHKIHA 1 KPLBHATA KapTiHa.

Iipeaynpexaenne 0THOCHO MOMOLIEATE BEIIECTES

ToBa sekapcTRO CHABPXKA acTapTaM. XOpATa, CIPAJiatiM OT DeHIWIKETOHYPHS, TpRGEA 13 HAAT, 48 Besiko capne OKJC
©OPTE 600 mg rpatty:11 33 nepopaieH pasTBOp CHIBPHA K 0Kono 16,8 mg demiananms.

Tosu JieKapCTBEH NPOAYKT ChXEp#a saxapoaa. [laupeHTy ¢ penx HATIECTBEHE NPOGIIEME, CBE[BaHH C
KBM (PPYKTO38, MATAGCOPOIMA Ha TIEOKO3A TIAKTORE WIH 3aXAPO30-H3OMATTAHA HENOCTATHYH
OPHEMAT TOBA JIEKAPCTEO.

4.5. BsamMopeiicTBHe ¢ IPYrd JNeKAPCTBEHH IPOLYKTH B APYTH ¢$opmu Ba B3anMojelicra



Haii~o6mo HCTIBC Ttpatea na 6baaT npieMaH BHUMATETHO, KOTATO €& WANOIIBAT 3a€/1HO ¢ APYIH JICKAPCTBCHH
CPEeACTBA, KOMTO MOTET O34 MOBMIIAT PHCKA OT YRLICPHPaHE H& CTOMAMHO-YPEBHMA TPAKT, KPHBOMIIMB Ha
CTOMAIIHO-UpeBHNA TpakT WiH 6p6peana aucdyHKma.

He ce npenopvyea ednospemenna ynompeba c:

- Aumuxogeyaaymu: HCTIBC Morar na noviliar edekTa Ha QUKYMAPHHOBHTE aHTHKOAryIaHTH (BK. Touka 4.4).

- Tpomboyumnume anmigzpezqumi TOBHIUABAT PHCKA OT KPhBOHHE HR CTOMAUIHO-YPCBHHY TPAKT (B
TOuKa 4.4),

- Kopmuxocmepoudume MOTaT Ja NOBHIIAT PHCKA OT 5383 HITH KbPBEHE OT CTOMAIIHO-YPESBHIS TPAKT {BOK. TOUKA
4.4).

- Cenrexmusnume uHxubumopu na obpamuomo sgxeawarne g cepomonun (SSRI) Morat ¢riIo Ja MOBHIIAT
PHCKa OT KBPBCHE HA CTOMAMIHO-UPEBHUA TPaKT (BXK. Touka 4.4).

- Jpyeu HCIIBC: EnHospeMerHara yrioTpeGa ¢ npyriu HCTIBC cenpa aa 6b1e m30ArBaHa, TH KATO [PHEMBT HA
pazmrar HCTIBC monice ia TOBKIIH PHCKA OT 4384 H KPBBOMATHEH Ha CTOMAINHO-IPEBHHS TPAKT.

- Memompexcam, npueman 8 doza om 15 mg/cedmuya unu nogeve: Axo HCITBC u MeToTpekcar ce npreMar
B HHTEpRan OT 24 Yaca, MOXe N2 BESHMKHE NOBMILABAHE HA [UIASMATHIHOTO HHMBO Ha METOTPERCAT (HEroBUAT
OBOpeyen KTHpBHE MO N1 Ohlie HaManeH o1 Aeficrarero Ha HCITBC), ¢ nocyierBainio MoBAILABAHE Ha PUCKA OT
TOKCHYHOCT, NpE/MBBHKAHA OT METOTpeKcaT. CienoparenHo, ynotpebara Ha uGynpoden cieapa fa ce w3srea npu
JIEYEHVE ¢ BICOKH JI03H METOTPEKCAT.,

- Xuoaumounu y cyaamudu: ToKCHIHHAT edeKT Ha TesH cyOcTaHIUH Moxke 13 OBJe MOBHILEH.

-~ Tuxponuoun: HCIIBC He TpaGRa ia Gp1aT KOMOMHEPAHH ¢ THKNOMHIME, OPAIH PACK OT JAOTTBAHUTETHO AeHCTRHE
TIPH HHXMOMPAHETo HA TPOMOOLMTHATA (yHKLMA.

- Jupyi: HCTIBC MoraT fa NOBHILAT ITTAMAETHYHHTS HHBA HA JTHTHA, KATO HAMATIABAT HeroBYA OLOpeyeH KIMphHC.
EnsospeMeHBAsT npreM TpatBa Ia Grpae m0MreaH, 0CBeH ako HHBATA Ha Jurrui He Onaar nalmonasanu. TpsGsa fa
ce OOMMCIH BE3MOKHOCT 38 HAMATIIBAHE Ha J033Ta JTHTHA

- Mugenpucmon: Hecteponmu NpoOTHBOBB3IANMTEIHH CPEACTBA HE TPAOBA /1A ce npHeMar 8-12 nHy crien npuema
Ha MIETIPACTOH, THH KATO MOTAT [a MOBUIIAT HETOBOTO AcHCTRIE.

IIpenopvuumento e 0a ce 0bvpHe ChReYUANHO BHUMAHUE HQ!

- Hueoxcun: HCTIBC morat Ia noBUILAT [V183MEHUTE HHUBA HA JUINOKCHH, KATO 110 TO3M HAMHH ¢ yBETHYABA
PHCKBT OT TOKCHYHOCT, IpefH3BHKAHA OT JJUIOKCHH,

- Copdeynu zruxosudu: Hecrepomasure MPOTHBOBL3NAMTEHH CPEACTBA MOTAT Ja RJIOHIAT ChHpAETHATA
HEJIOCTATHYHOCT, 1 HAMAIIIT TJIOMEpPYTHaTa (DUNTPALMs B Ja TIOBHIIAT HUBATA HA CHPACYHH [ITHKOIHIH.

- Memompexcam, npueman & Hucku 003y, nod 15 mg/cedmuya: HUGynpoden nopuIARa HHBATA HA METOTPEKCAT.
Koraro ce #3m0:13pa B KOMOHHAITHA C METOTPEKCAT B HHCKH JO3H, KPHBHHTE TOKA3aTeNH HA NARueHTa TpR6Ba
na Gbaar HabmoJaBaHA BHUMATENHO, 0c00eHO Ipes bPBITE CEIMMLM HA eAHOBpeMeHHHSA npueM. CHIo Taxa
€ HeoOXONMMO Jia ¢e TpOSBH Oco0eHAa GAMTENHOCT B clydaii Ha BiOmaBaHe Ha Onbpeurara Qymxumn,

HE3ABHCHMO OT CTeieHTa i, MpH IIaIHEHTH B CTApHecKa BE3PACT, KAKTO M Ja ce Habmonaea Gnépeunara
¢yrama ¢ 1en npeAoTBpaTABaHE Ha EBCHTYANHO HAMANABAHE HA KIHPBHHCA HA METOTPEKCAT.

- Henwmoxcugunun: PUCKET OT KPBBOMAIME MOXE Aa ObIe NO-BHCOK MPH MALHCHTH, KOHIO CE JIEKYBAT ¢
ubynpodeH B KOMOHHALIMA ¢ NEHTOKCHGWIVH, H CIICIORATE/HO C¢ TPENOPHYRA TPOCTICAIBAHE HA BPEMETO HA
KBpPBEHE.

- Denumoun: [Ipn enroBpeMeHHo JiedeHne ¢ MOyTpodeH MOKe Aa ce HaOTOABA NOBHILCHNHE Ha [UTAMEHHTE HHB2
HA (PEHHTOMH,

- Ilpobeneyud u cyagunnupazon: Te moraT Ja NOBMILAT IviasMeHWTe KOHLeHTpaiy Ha uOynpoder; ToBa
B3aHMOACHCTBHE MOMKE g ce JWDKH HA MEXaHW3Ma Ha MHxHOMpAaHe HA MACTOTO HR KOSTO BR3HMKBAT Gn0pedra
1y6ymia oexpeum H KOHIOraUHs Ha IIOKYPOHH/, M MOXKE 2 HATIO)KH KOPEKLWsA B JJORHPOBKATA Ha uﬁynpocpeﬂ.

HCTIBC morar na npomnoneﬁc’n;a'r H& IMYPETHYHUA eeKT HA Te3u JICKApCTBERH cpe.u
enHoBpeMeHHaTa ynotpeba Ha HCITBC u aameH JHypeTHK MOXKe Ja [TOBHIIE PHCKA OT Off
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HEAOCTaThYHOCT KATO CNIeCTBHE OT HAMANABAHETO Ha Ob0peunna kppBeH notok. Kakro u npu apyru
HCTIBC, easoBpeMeHHOTO evueHHe ¢ KATHH-ChXPAHABALH IHypeTHIM G1 Morno fa Onne o6Bpp3aHo ©
YBeNWYaABAHE Ha HUBATA Ha K, Nopany KoeTo € HeoOXonuMo MIaMeHKTs HABA k4 TO3H HoH fa Geaar
HabmonasanH.

- Cyaghonurypew: HCIIBC Morar Aa CTHMYIMpaT XMIOrMHKeMHIHHA e(peKkr Ha cyndoHWIypeHTe,
OTJACAARKH TH OT TAXHATA BPB3Ka C ILTA3SMCHITE NPOTCHHH.

- Tluxnocnopun, maxponumyc: Exsoppemenmwar mM npueM ¢ HCIIBC moxe ga noBMIORM pHCKAa OT
He(pPOTOKCHYHOCT B pe3yNTaT Ha HamaneHHs OnOpeuer cHHTE: HA mpocrarnaHanHd. B cmywail Ha
€JIHOBPEMEHeH NMpHeM € HeoOX0AUMO BHUMATENHO MpocieApaHe Ha Gr0pednara QyHKips.

- Anmyxunepmenzusny cpeocmeq (sxmovumenno ACE-unxubumopu usu bemabaoxepu): HCIIBC morat na
HaMasAT edekTa Ha aHTHXMNEPTEH3MBHUTE cpedctsa. EanoBpeMensoro neuenwe ¢ HCIMBC u ACE-
MHXHOHTOpH MOxe fa OB/le CBBP3aHO ¢ PHCK OT ocTpa OBipedna HeloCTaTEIHOCT.

- Ipomborumuyu: Te MOTAT Aa NOBHIIAT PHCKA OT KPHBOHIAHE,

- 3udogyoun: To# MOXe Ia NOBHIIM PHCKA OT TOKCHMHOCT HA €PUTPOLIMIHIE 4pes JelCTBHETO CH BBPXY on
PETHKYJIOLINTUTE, ¢ TIOABATA HA CEPHO3Ha AaHEMMA e/IHa CeAMMLIA cJlejy sanousane nmpuema Ha HCIIBC. INpu
enHoppeMeHHOTO NeveHue ¢ HCTIBC Tpabea na 6saaT mpocneaaBaHH KPEBHHTE NOKA3ATE/H, 0CO0SHO B
HAYaoTO Ha IEIEHHETO.

- Xpauu: TpueMbT Ha HOYNpodeH ¢ xpaHUTEIHH NPOAYKTH 3a0aBa cxopocTTa Ha afcopOupane (BIDK TOUKa
5.2).

Depraaarer, GpeMeRBOCT H KbpMERE

Bpemennocr

1) I1nxpeu ¥ BTOPH TPHMECTED OT OpEMEHHOCTTA

HaxubupaneTo Ha NPOCTArTAHAWHOBHA CHHTE3 HAa MOKeE a2 OKaXKe OTpHUATENEH edeKT Popxy OpemenHocTTa
WWIM pPasBUTHETO Ha 3apOAMINA/TINOAA. JaHHHTE OT ENMHAEMHONOTMYHWTE MPOYIBAHHA Tipemoiaray
NIOBHILIABAHE HA PHCKA OT CHIOHTAHeH afopT ¥ chpreyHH MandopMalyi M racTpolwM3Ke cnen ynotpeba Ha
HHXMOMTOPH Ha TPOCTArJaHIHHOBHA CHHTE3 B PAHHHTE eTand Ha OpeMeHHOCTTa. AGCONFOTHMAT PHCK OT
CEpPACIHE MaidopMallHi ce YBEIHRaBa OT Ho-Majiko o1 1% no okono 1,5%. BuIHO e, e PHCKET Ce yRenMuaBa
MpH ypelWdaBaHe Ha A03aTa M NPOXB/DKHTENHOCTTA HA JeueHHeTo. O1 20-Ta ceaMuiia Ha OpeMeHHOCTTa
HaTaThK, ynorpebara Ha mOympodeH Moke Fa NPHUMHH ONHTOXHAPAMHHOH B pesynrar Ha Onfpedna
nucdyHKIMA Ha 11078, TOBa MOXKe /]a HACTHIIH CKOPO Cliefl 3aNI04BaHe Ha TEYEeHHETO K OGHKHOBEHO € 06paTMo
clien npeycTaHOBRABaHE HA npHema. Ocken T0Ba, MM3 CHODIIEHHS 32 CTECHABAHE HAa JVKTYC apTEpHO3YC Cliex
NicueHHe BHE BTOPHA TPHMECTHP, IOBEHETO OT KOHTO €4 OTLIYMeNM clel HpeKpaTARaHe Ha JIEYeHHETO.
Crenoparenso OKJIMC GOPTE 600 mg rpasynm 3a nepopaieH pasTBOp He TpAOBa 1a ¢e MpHeMa TPe3 ThHPBHA U
BTOPHA TPHMECTED OF OPeMEHHOCTTA, OCBEH aKo He € abcomorHo HeoGxoaumo. Axo OKIIMC GOPTE 600 mg rpasyn
32 NEPOPAICH PAzTBOP C€ HINOI3EA OT JKEHH, KOHTO NIPARAT OTMTH 38 3a0peMeHABAHE UM JKEHH, KOWTO Ca B ITHPBH M
BTOPHA TPHMECTBP OT OpeMeHHOCTTa, Aosata Tpsa6sa Ja Obae BBHIMOMKHO Hall-HHCKE M MPOXDKHIEIHOCTTA Ha
NeqeHHETO TPAGBA ia © BE3MOXKHO Hali-kparka. B cynaif Ha ekcnosunys B MPOTBIDKEHHE HA HAKOJIKO [AHH oT 20-
Ta FeCTAlMOHHA CeIMHLa HATATEK, TPAOBa 1a ce obMuCTH HaGFOASHHE 32 OJIMIOXHAPAMHHOH M CTECHABAHE Ha
JYKTYC apTepHO3YC Clel paxnaHeTo. Ynorpebara Ha nbynpodeH tpa6ea ia ce npeyCcTaHOBH, AKO Ce YCTAHOBH
OJIBTOXHAPAMHHOH HITH CTECHABAHE HE NYKTYC apTEepHO3YC.

2) Tpetu TpHMECTRP OT OPeMEHHOCTT

Tipes TpeTs TpHMecThp OT GpeMEHHOCTTa BCHHKH WHXMOWTOPH HA NMPOCTATNTAHNMHOBHA CHHTE3 MOTaT Ja

W30XKAT MI0JA Ha:

- Copoeuno-OenonpobHa TOKCHIHOCT (NPeXKISBPEMEHHO CTeCHABAHE 3aTBapAHe HA AYKTYC apTEpHO3YC M
benonpobHa XHIepTOHNA);

- HapymeHa 6u6peuna dyHKIHA(BK. o-rope);

Ma#iKaTa ¥ HOBOPOJIEHOTO B Kpasi Ha GpeMEeHHOCTTa Ha:
- BBIMOXHO YAL/DKABAHE Ha BPEMETO HA KbPBeHE, AHTHATPETaHTeH e(heKT, KOHTO M
IOPH NPH MHOT'O HUCKH J03H;
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- NOATHCKAHE Ha HAa MATOYHWTE KOHTPAKITHA, KOETO MOXKE Xa NOBEHE A0 3abapdane Ha PAXKAAHETO HITH OO 11O~
NPOABDEATCITHO paXKaaHe.

Cnegorarerao, OKNTAC MOPTE 600 mg rpadysi 3a nepopanieH pasieop € MpOTHBONIOKA3EH M0 BpEME Ha TpeTHA
TPUMECTBP oT OpemeHHocTTa (BoK. TOUKH 4.3 1 5.3).

3) ®epranurer

Vrorpebara va OKJIHC POPTE 600 mg rpany/H 33 Nepopanies pasteop MOXKE 1a JIOBEIe IPOMEHH BHB hepTHHTeTa
TIpH >KEHHTe M HE Ce TIpenopbdra 3a jkKeHH, KOHTO [PaBAT ONMHMTH 2a 3aGpeMeHarane. IIpenopruiresino e Ja ce
oOMHCITH TIpeyCTAHOBABAHE Ha IIPHEMA HA TOBA JICKAPCTBO OT JKEHH, KOHTO MMAaT TPYAHOCTH Jia 3a0peMeHesT WiH
KOMTO Ce NIOJIAraT Ha TECTOReE 33 (hepTHIATET.

Knpmene
Brnpeku ¢axra, de KoHLEHTpaiEHuTe Ha HOYNpoeH, KOUTO NONAIAT B KbPMATA C2 HE3HAYMTE/THY H HE ¢€ OVAKBAT

HeXKeNaHH PeaKiHH B JIaKTaHTa, ynotpebaTa Ha uOynmpodeH Mo BpeMe HA KbPMEHE He € IPEeNOphUHTEHA [OPagH
TIOTEHUMATHHA PHCK 0T HHXHOHpPAHE HA CHHTE3a HA MPOCTAIIaHAHNH B HEOHATA.

Bimnnne pupxy cnocofHocTTa 33 modupane B patora ¢ MAINAAN

flaupenTy, KOHTO M3MMTBAT HEPA3NONOKEHHE, CBETORBPTENK, IPHTENHH HAPYIICHHA WIH APYTH pascTpoiicrea
Ha UERTPATHATA HEPRHA CHCTEMa, ACKATO mpHeMar AGynpodeH, ne Tpabpa na wodupar wiH aa paborar ¢
MAauIHHA.

He ¢ neolxomiMo na OLaaT NpempHeMaHH CIICLUMATHH 1peTa3Hy MepKH NPH NPHeM Ha eIHOKPETHH 031 uynpoden
WIH [IPH KPATKOCPOYEH TPHEM.

Hexerann JeKapCTReny PEaknun

Haii-vecTiTe HekeIaHH PEAKIIME €A CTOMANIHO-4PEBHH 0 Xapakrep. MoraT Aa ce NOABAT NenTHIHK 138K, nepdopaims
WIH KPBBOMINE HA CTOMAIIHO~PEEHIS TPAKT, KOUTO B HAKOH CJIyHaM ¢a JKHROTO3ACTPAILABAIIH, OCODCHO B CTAPUECKa
BB3pact (Bipk To4Ka 4.4). Hamonapar ce W rajeHe, NoBphiliate, SHAPHA, IOAYBAHE HA KOpeMa, 3allex, QHCTIENCHA,
KkopeMHa GO/IKa, MENIeHa, XeMATEMERa, YIIIIEPATHBEH CTOMATHT, 000CTpAHe Ha KovMT M Gonect Ha KpoH (Bibk Touka 4.4).
To-panko ce HaOMOKaBA TACTPHT.

Cmomaiuto-vypestu:

Mpuoro gecru (>1/10): muenencus, auapns.

Yectu (>1/100, <1/10): ragexe, noepuiiane, Kopemua Gonka.

Hegectn (>1/1.000, <1/100): KpBLBOHINMBH H CTOMAIIHO-YPEBHH A3BH, Y/ILIEPATABEH CTOMATHT.

Penxn (<1/1.000): cromamHo-9pebRa nephopalps, DOJyBale HA KopeMa, 3anek, esoharut, esodareanta CreHo3a,
ofocTpsiHe HA AMBEPTHKY/THE GONECT, HEYTOYHEH XeMOparudeH XeMOKOIHT, YALEPaTiseH KONMHT WiH Gonect Ha
Kpon.

TTpu BE3HHKBAHE Ha KPHBOHIMB HA CTOMANIHO-IPEBHMS TPAKT, MOYKe 3 GhlIe IOPOICHA AHEMHSA H XeMATEMESa,

Koorcnu peakyuy u peaxyuiu Ha CEPbXYYECINBUINEIROCHT,

YecTw: koxxeH oOpHB.

Heuectd: yprukapwsa, cbpbex, mypnypa (BIROMHTENHO ajleprhdHa IIypllypa), aHTHOEOEM, DHHUT,
6poHxocna3zbM.

Penxu: aHagiakTHYHa peakims.

Muoro peaxu: (<1/10.000): MyamubopmeH epiteM, emEAepManHa HEKPOIIM3a, CHCTEMEH NyITyC epHTeMaToec,
anonenys, peakiiiA Ha (OTOUYBCTRHTETHOCT, AICPrHNHH PEaKUHH, BICTIOMMTENHO CHHAPOM Ha Stevens Jonson
Syndrome 1 TOKCHYHA eMMAepMAaTHa HeKpoI3a (CHHIpOM Ha Lyell) i aneprvueH BacKy HT.

B noeetero irydau, 8 KOHTO c& CHOOIMARA 33 ACEITTHIEH MGHWHTHT NpH ynotpeGara Ha HG Hormmtiri
CTpaZaT OT HAkakea GopMa Ha aBTOHMYHHO 3aboiABaHE (HANPUMEp, CHCTEMEH JIYNYC epHTeMATOmEH
3a00NABaHKMA HA CHSIMHWTENHATA THKAH), KOSTO € MPEJCTARIBAIO PHCKOB dakrtop. B
TEHEPATH2MPAHH XUTICPTOHUYHH PEaKLMH MOXKE A BB3HHKHE MOXYBAHE HA JTHLETO, €3HKA i &
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GPOI{XOCIIB.?.'I:M, acT™Ma, TaxXHKapHi, XUIIOTOHHA H MICK.

EHIMPATHA HEPEHA CHCMEMA:
YecTn: yMopa WM CHHIMBOCT, IAR0GOIHE, HEPa3NONOKEHHE, CBETORBPTEXK.

Heuectu: GeachHue, TPEBOXKHOCT, HECTIOKOHCTBO, 3PUTENHH HAPYILEHHA, IIYM B YIOHTE (THHHTYC).

Penxu: neMxoTHYHa peakiys, HEBPOTH3IBM, Pa3ApasHUTENHOCT, ACTIPECHL, OOBPKAHOCT HITH NE30PHEHTALIHA,
PEBEPCHBHA TOKCHYHA aMOTHOIKA, CTyXOBH pascTpoiicTaa.

Mmuoro penxy: acenTHYeH MEHUHTHT (BIDK PEAKILMHTE HA CBPHXYYBCTBHTENHOCT).

Xemamonozuunu:

Yavmkasa ce BpeMero Ha knpsene. Habmopapanure peaxu ciiy4ad Ha XeMATOJIOTHYHH HapyUIeHHS
BKTIOYRAT TPOMOOLIMTOTNICHHA, IeBKOTICHHA, TPaHYIOLMTONCHHS, NAHOHTONEHHA, arpaHyiouuTosa,
anyIaCTHYHA AHeMMs HIIH XeMOJHTHYHA AHeMHA.

CrpoeunocyOosu:

Bee mpe3ka ¢ Jeweniero ¢ HCIIBC ce cpobmaRa 3a OTOK, apTepHMaina XHNOEPTOHMA M ChpAeYHa
HEROCTATBYHOCT,

JanuauTe OT KMMHAYMHKTE HPOY4BAHIA Npeanonarar, de ynorpebara Ha ubynpoden sep pucok no3# (2,400 mg
IeH) ¥ TIPOTBDKHTENIHO NedeHue MOXKe Ja € CBBP3aHO ¢ YMEPCHO OOBHINEHHE HE PHCKR OT apTEpHANIHH
TPOMOOTHIHH CBHCTOSHMS (HanpHMep, HMHOAPKT Ha MuOKapoa waM HHCyat). Ot apyra crpaHa, B
eNHICMHOIOTHYHHTE H3CNeABAHMA HAMA JAHHH, 4e MankuTe 1031 nbynpodeH (Hanpumep < 1,200mg Ha geH)
ca CBBP3aHM C [IOBHILECHHE HA PHCKA OT HH(ApPKT Ha MEOKap/a (Bik To9Ka 4.4),

Morar Aa BE3HHKHAT XMIEPTOHHA MM ChPAEYHA HEAOCTATHYHOCT (OCOGEHO MpH IMALMEHTHTE B CTAPYECKR
BB3IpacT).

Devbpeunuy:
Omurer ¢ HCIIBC nokasea, 9e Haif-06mio He Morar fa 6bIaT HIKIOYeHH WHTepCTHIHANEH BepHT, HepozeH
CHHZIPOM H 6b0peuna HelOCTaTEYHOCT.

Yeprnodpobuu:

Pemxcn: VepexnaHe Ha 9epuua Apob

Tpu pauemyraHig #OYNpodeH B peaxH cTysaH ce HabMmoaaBar HepHOAPOGHA Jle3Hs, aHOMAITHH Ha YepHOAPOSHATA
yHKIMS, XETIATHT H HKRITCHHLA.

Hpveu:
B MHOrO pesKi cirydan MOxe Nla ce Halmonaea KIoliasaHe Ha BH3NANeHHSATA, CEBPAaHH ¢ WH(pEKLHA,

QBQ@LH&B&HG Ha NOROSHPAHH HEIKEIAHH NEKAPCTECHH DEAKIIHE

Cr001jaBaHeTO Ha MONO3MPAHA HeXelTaud ICKAPCTBEHN Ppeakiyy cie]] paspemasane 3a ynoypeba Ha
JEKAPCTBEHUA NPOAYKT € BakHO. TOBA NO3ROMABA 3 NPOABIDKH HAOMIOACHHOTO HA CHOTHONIEHHETO
N0Ji38/PHCK 33 IEKAPCTBEHIA MPOAYKT. MeARIMHCKHTE CeLManuCTH TPSOBa fa choBIaBaT 3a NOA03HPaHHTE
HEKENAHN TEKAPCTBEHH Peakuun 0

WapsianarTenna Arennus no Jlexapereara

Cotpua 1303, yn. Jamar I'pyes 8

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

E-mail:bda@hbda.bg

Iipexosapane

IloBeueTo oOT coywyaHTe Ha INpeAo3Hpane He ce mnpossaaT cumnromu. C
CHMITOMATONIOTHS ¢ fKo3u HOynpodeH Hag 80-100 mg/kg.
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Cren npenosupale CHMOTOMATE OOMKHOBEHO Ce NIOABABAT B paMk#Te Ha 4 uaca. Hail-qectn ca nexure
CHMIOTOMH, KOHTO BIUTIOYRAT KOpeMHa 0Oonka, rajeHe, NOBpBIaHE, OTNANHANOCT, CHHIMBOCT, IMaBoGonue,
HHCTATEM, I0yM B YOIMTE W aTaKcHA. PAIKO ce MpOYBARAT yMEpEHH MW HHTCHIMBHH CHMIITOMH, HalpHMep
KPBROH3NMBE HA CTOMAITHO-UPEBHUA TPaKT, XMIOTOHHH, XWIIOTEPMHst, MeTaboNMTHA al|puo3a, KOHBY/ICHH,
yBpesxaane Ha 6uOpeunara QyHkima, koMa, PECIHPATOPHM YBPEXKARHMA NPH BE3PACTHH H TIPEXO/IHE ETH3O0AH
Ha anHes (TIpH Aella cJie/i NOrTbllaHe HA FoeMH KOJHIECTRA).

Jle4eHHETO ¢ CHMIITOMATHIHO H HE CHILIECTBYBA KOHKPETEH aHTHAOT. JIpH NOTNBIIAHE HA KOMAYeCTBA, IPH
KOHTO He € BEPOATHO Jia Ce NMPOABST CHMITTOMHE (mmo-mManko ot 50 mg/kg ubympoden) ce npenoptusa npHeM
Ha BOJa, 33 A3 e HaMalAT JOKOIKOTO € BB3MOKHO CTOMAIIHO-YpeBHHTE YRpekaaHud, [ipu mornsillaHe Ha
3HAYMTEHH KONHHecTBa TpaGBa Ja ce MpHeMe aKTHBEH BLITieH. CTOMaxX®T Moxe Na Obie H3OpasHEH Upe3
NOBPEIIaHE caMo fIpe3 MspBHTE 60 MuHyTH cies nprema. CToMaliHa NPOMHBKA HE C€ IPaBH, OCBEH ako
NauMeHTHT He € TOThJIHAJ TAKOBA KOMHYECTBO OT JIEKAPCTBOTO, KOSTO MOXKe ia 3acTpalasa JKHROTA MY K CTiel
NpHeMa He ¢a u3TexyH nosede or 60 MuHyTH. IipenuMcTRaTa Ha MepKH KATO NPHHYAWTONHA JHYype3a,
XeMOAHANU3a HTH XeMonepdy3Hs ca ChMHMTENTHH, Thif KaTo HOynpodeRsT @ 3XpaBo ChBLPIAH C IIa3MeHUTE
NPOTeHHH.

G®APMAKQJOTHYHU CBOMCTBA
PapMaxoIgaHAMHYEH CBolicTBA
Papmarxomepanesmuuna 2pyna: HecTepOHAHE NPOTHRORBINATHTENHHA CPEICTBA

ATC KOI: M01 AEQ!

Hbynpodpes € HecTepoMAHO ChOmMHEHHE, NPOM3BOOHO HA [IPONMOHOBATA KMCENHHA, C  M3paZeHH
TIPOTHBOBB3NAIMTE/IHH, aHANTETHHMHHE M aHTHITHPETHYHH CBOHCTRA.

MexaHmmbT My Ha JeficTBHE MOXE [a Ce TH/IKH HA HOTHCKAHETO Ha APOCTarnanAMHOBWA CHHTe3. [IpocTarnanmemTe
HIrPasT BOXKHA POJIA TPH NOABATA HA BHCOKA TEMIIEPaTYpa, G0lTKa H Bp3NajieHse.

PapmaxoxpueTHIBE CBOHCTBA

Hoynpoen e nexapeTso ¢ mureiiHy dapMakoKMHETHIHM cBOMCTBA.

Abcopbyus:

Cnen nepopanio npunoxenue, HoympodeH ce abcopbupa 6up3o 1 npubmisurento 80% B croMamHO-YpeBHHS
tpakTt. HO6ynpodeH (apruHuH) rpaHynu 3a MepopaieH pa3Teop NO3BONSBa NOYTH HANOCTHA H Oup3a aGeopbuma
Ha MOynpodeH, nopas¥ HaJHMHETO HA AMWHOKMCeNMHATa JI-aprHHHH, KOATO COOMAra 3a HEroBaTa
PasTBOPHMOCT H MOZOOPABA GHOHANMMHOCTTA My, ROCTHIaliKi Hai-ro/AMa KOHUEHTPAIMA B I1a3sMara camo 20
MuHYTH cnen nipuema. Ilpn nprem Ha HOynpoden (apriurmy) rpasynu 3a nepopaney pastsop He ca J0KazaHu
NAHHH 33 HATPYNBaHE HUTO HA JIGKAPCTBOTO, HHTO HA HETOBHTE MeTAGOMUTH.

Paznpegenenue:
Bunumuat obem 3a pasnipeaenenne Ha HGynpoden caen nepopanes nprem e 0,1 10 0,2 L/kg, ¢be cunHo
CBBP3BAHE ¢ IA3MaTHIHKUTE TIPOTEHHH JIo OKOJI0 99%.

Memaboauzonm:

Hbympoden ce MeTabomK3npa OCHOBHO B 9EPHHA P00 Hpe3 XHAPOKCHIHPaHe H KapGOKCHIHpane Ha H300yTwIHaTa
Tpyna ¥ TexHuTe MeTaboTTu HaMaT (apMaKoIoriiyHa aKTHBHOCT.

Envwmunupane:
V6ynipoder ce emaMHEMpa OCHOBHO B GHOpelre H €& CUMTA 3a HAITLIHO €TMMHHHDAH B PAMKH
Tpubmusirensio 10% ce efruMHHHpaT HeltpomeHeHo, a 90% ce emmvirMpat o (opMaTa HA HekSiA
TJIABHO KATO IIIOKY PORUIIH.
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IpuemsT Ha WGynpodeH no Bpeme Ha Xparere 3a6asa Tmax (ot 2 waca ¢ yckoperde a0 + 3 daca ciaen
XpaHese), BRIPEKH € TOBA He OKa3Ba BIIMAHME BEPXY CKOPOCTTa Ha abcopOiHa.

TpepxkNHHAYHYA JAHHYE 33 Ge30MacCHOCT

Hoynpoden ne nposes ‘TepaToreHeH edekT BrPXY paymyHu ¥HBOTHH. CBitlo TaKa, HPOyUBaHMATa 38 MYTareHHOCT K
KARLIEPOreHHOCT NOKA3aXa OTPHIATEIHH Pe3y/ITaTH.

Tlpn npoyuBanKsTa BEPXY PENpOXYKIHATA P HAKOM XKMBOTHH Ce HAbmONABA 3aCHIIBAHE HA JIMCTOKHMATA H 3a0aBsHe
TIpH PAKIAHETO, CBBP3aHH ¢ NoTHCKamoTo AeficteHe Ha HCTIBC Bupxy MpOCTANTAMIMHOBHS CHHTES,
DOAPMATIEBTHYHN JAHHIA

CnHcbK HA NOMOIHMTE BEHIECTBA

OKNTUC ®OPTE 600 mg rpaHynd 3a nepopaicH pasTBop:

Aprunnu,

Acmapram (E-951),

3axaposa,

Hatpres 6Bkapbonar,

3axapuH HaTpHi, :

Hatpuep naypui cyndar,

Menronora ecerrp (10.86.4580),

Menrosa ecerign (306041 TP0O504) csabpoka H napeBMuHo HHIecTe (3 rIyTeH.
HecnBmecTAMOCTH

He e npunoxnamo.

Cpox Ha rogaoct

3 roawam.

Coenmanns yci0BHS 38 ChXpanReHue

IIpw Temneparypa nion 30°C.

Bua r ChALPRKAHNE BR ONAKOBKATA

OKJINC ®OPTE 600 mg rpary:;u 3a mepopanieH pa3TBop ce Mpeiara B caureTa (XapTHa/aryMuHui/
noauverwtied) B kytuu ¢ 10, 20, 30 u 40 cawera.

Crenaajnn gpeInashy Mepxs IPpH 43XBLPIAAE ¥ paloTa

H3cunere ¢babpkaHHeTo Ha CAIETO B [OJOBHH 9auia BOAA K H3MHIATE, Clie KATO NPHTOTBHTE HATHTKATA,

IMPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

“becra Mex” EOOJL, ya. “KisH4o Cropuen” Ne§, 5350 TpssHa, bunrapus




- 8. HOMEP HA PAPEIIEHUETO 3A YIIOTPEBA

Per. Ne 20200023

9. JHATA HA ITbPBO PA3PEINABAHETIOAHOBSIBAHE HA PASPENIEHMETO 3A YIIOTPEBA

JlaTa Ha THEpEO paspemasane: 21/02/2020

10. [ATA HA AKTYA/IMBUPAHE HA TEKCTA
11/2022




