KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



2 UME HA JIEKAPCTBEHMUA ITPOAYKT

Eronun CP 600 mg tabneTku ¢ yab/KEHO 0CBOOOKIaBaHe

Etodin SR 600 mg prolonged-release tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsika Tabnerka ¢ yabmkeHo ocBoOoKnaBaHe chabpxka 600 mg erogonak (etodolac).

[ToMOIIIHH BellEeCTBA C H3BECTHO AEHCTBHE:
JlakTo3a monoxuapart: 105,75 mg

3a MBJIHUA CIIUCHK HA NMOMOILIIHUTE BellleCcTBa, BUXKTE To4kKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnetka ¢ yab/mkeHO 0CBODOXKaBaHe. a/ 9 /Y Of JS5
benu, enUNICOBUAHM, IBOWHO M3MBKHAINA TaOJIETKH.

6 Y6 A~ 15-0k- 7%

4. KJJAHUYHU JAHHH

4.1 TepaneBTHYHH NOKa3aHHA

Eronun CP e noka3aH 3a CHMIITOMaTHYHO JICYUEHHE HA PEBMATOU/IEH apTPUT U OCTEOAPTPHT.

4.2 [Jlo3upoBKa H HAYHH HA NMPHJIOKEHHE

o3upoBka
[IpenoppunTenHarta gHeBHa 103a EtonuH CP e eqHa tabnerka.
be3omacHoCTTa Ha 1034 HaJl e1Ha TabJieTKa JHEBHO HE € YCTaHOBEHa.

HpH BB3PACTHH MALHUEHTH HC CC HAJIara KOpPCKLHA HA 1034T4d.
HPH BB3pPAaCTHH NAIHEHTH ChUICCTBYBA MOBHUICH PHCK OT MMPOABaTa HA CCPHO3HH HCKCIITaHH

JICKAPCTBCHH PCAKLIHH.

[Teouampuuna nonyrayus
Ynorpebara Ha Eroaun CP nipu aeua He ce npenopbusa.

4.3 IlpoTHBONOKa3aHHA

CBP’I:X‘I}’BCTBHTEIIH{}CT KbM €TOA0JIaK HJIH KBM HAKOC OT INMOMOLUIHHUTE BCLIECTBA, HZGPGEHH B TOYKaA
6.1.

Eronun CP He TpsabBa na ce uW3non3Ba IpH MNALUMEHTH C TeXKa CbpJeYHa HENOCTaThbYHOCT,
yepHoApoOHa u/win 6bOpeyHa HeaoCTaTBYHOCT (BXK. TOuka 4.4).

Eronun CP He Tpa0Ba aa ce nmpuiara npd NauMeHTH ¢ aKTHBHA WIM aHaMHe3a 3a peudaMBHpalla
nMenTUYHa A3Ba MJIM aHAMHeE3a 3a A3BeHa OosiecT (C ABa WJIM MOBEYE OTAEIHH €MHU30/la Ha JI0Ka3aHa
A3Ba WU KbPBEHE).

Etronun CP kakto n apyrure HCIIBC He TpsabBa aa ce npuiarar npM rnauydeHTyH, KOMTO ca MoKas3aliu
peaKkiMM Ha CBPbXYYBCTBUTETHOCT (HamNp.acTMa, PUHHT, aHTHOE/IEM WIH YPTHKapHs) Mo BpeMe Ha
nedenue ¢ HGynpodeH, aCIMPHH WIK APYTH HECTEPOHIHH TPOTHBOBB3MATNTEIHH JICKapOTRCHT =
CpeJCTBa.




ETononak He TpaOra Aa ce mpuiara npe3s MociegHOTO TpUMeceuHe Ha OpeMeHHOCTTA (BXK. TOuKa 4.6).

Etononak He TpsbBa ga ce mpHnara NMpH KCTOPHA Ha CTOMALOIHO-YPEBHO KbPBEHE MITH nepdopalmd,
CEBp3aHH ¢ mpeamectsato neuende ¢ HCIIBC.

44 ChnensaiBE npeAynpexacHns H NpeInasHA MCPKE npr ynotpeba

Kakrto apyrure HCIIBC, eromonax Mmoxe aa notucHe TpoMbonuTHaTa pyHxums. Ocobero, nauueHTy
H& AHTHKOAaryJIaHTHA Teparma TpAdRa Ja ce MpocJIeaaBaT 3a raCTpOMHTECTHHAIHY CHMITTOMH H
NegeHHeTo TpabBa a ce MPEKPATH, aKo CE MOABH KbPBEHE.

[Ipy nauKeHTH cbe ChpAcYHa HEAOCTATBUHOCT, LIMpO3a WK HePHT, IPH TAKHBA, KOMTO ynoTpebasar
AHYPETHLY, [TPH NALMEHTH ¢ XpoHuyHa 650peuHa U yepHoApoOHA HeIOCTATHYHOCT U 0COOEHO NpH
BB3PACTHH Xopa, 6b0peuHaTta K yepHOoaApoOHaTa PyHKUMA TpAGBa na 6bOaT NPOCIEACHH B HAYANOTO
Ha JIeYEHHETO.

[TpenopbuBa ce MOBUILIEHO BHUMaHHE IIPH NALHEHTH, MpHeMally eaHoBpeMeHHo ¢ Etoaun CP u
NIEKapCTRa, KOUTO MOTAT J1a MOBMINAT PUCKA OT A3Ba WIH KbPBEHE, KaTO NepopanHu
KOPTHKOCTEPOUIH, AHTHKOATYIIAaHTH KaTo Bap(apuH, CCNEKTHBHH HHXHONTOPH Ha 06paTHOTO
3aXBalllaHE Ha CEPOTOHHHA WM aHTUTPOMOOLIUTHH CPEACTBA KaTO acUpHH (BX. TouKa 4.5).

He ce npenopb4Ba Npu XEHA, KOWTO NPABAT OITMTH Aa 3a0peMEHEedT, 3al10TO eToA0NaK HHXUOUpa
NMpOCTarjiaHANHOBHA CHHTE3 H MOXe /1a JoBeae 10 oOpaTHMO MOTHCKAHE Ha PepTIIHTETA.

Cupleuno-cv008u U MOIBHHO-CBOOBU epexmu

Heo6xonuMo € aa ce OCHIYpH Noaxoadino HabmoneHHe 3a NMalHeHTH ¢ aHaMHeE3a 3a XHITepTOHNY
W/HIH feKa A0 YMEPEHA KOHIeCTHBRHA ChpAeiHa HEAOCTATRYHOCT, Thit KaTO HMa CHOOLIEHHUA 32 OTOUH
M 3abpKaHe Ha TETHOCTH, CBbp3ann ¢ nedeHHetro ¢ HCTIBC.

KnuHH4HN NpoyuBaHKA M eMMACMHONOTHIHH JaHHH NMOKA3BaT, ue ynorpedara Ha Haxon HCIIBC
(ocobeHo BBB BUCOKH JAO3H H NPH NPOAB/DKHTEIHO NPIIOXKEHHE) MOXE A3 Ob4¢ CBBP3aHa ¢ JIEKO
NOBHILEH PHUCK OT APTEPHANHH TPoMOOTHYHH CHOUTHA (Hanp. MHOKapAeH HRGapKT WM HHCYIT).
HsmMa A0CcTaTh4HO AAHHH, 3a 1a C€ H3KIIOUH TAaKbB PHCK NPH €TOA0JAK.

[TapeHTH ¢ HEKOHTPOJIMpaHa XMIIEPTOHM, KOHIECTHBHA ChPAEYHAE HEAOCTATHYHOCT, YCTAHOBEHA
HexXemMudHa 60ecT Ha CBpLETO, 3a00/ABaHe Ha NEpHGEPHUATE apTEPHH B/IWITY MO3BUYHO-CBAOBA fonecT
TpAOBa 1a ce JIEKYBAT ¢ €TOROMAK caMo Cliefl BHUMATENHO oOMucnaHe. Takosa oOMuUcAHe TpabBa Aa
ce MpaBH Npeay 3all0YBaHe Ha ABJITOCPOYHO IEYCHHE Ha NALMEHTH C PUCKOBH (PakTOPH 33 CBPAEYHO-
ChAOBH CLOUTHA (Hanp. XHINEPTOHHA, XUIIEPIMHITHAEMHAA, 3aXapeH AHabeT, TIOTIOHONYLIEHE ).

[lanseHTH ¢ peAKH HaclaeACTBEHH NMpobieMH Ha rajIaKTO3Ha HEMOHOCHMOCT, Lapp nakroseH negHuut
MITH MTIOKO30-TralakTo3Ha ManabcopOuusa He TpAOBa aa NpHeMaT TOBa JIEKAPCTRO.

Cmomauno-4pesHo Kepeere, 2368a U nepopayus

Cbo01aBaHy ca CEPHO3HM CTOMAUTHO-YPEBHH HEXelaHH e(PeKTH KaTo KbpBEHe, A3Ba U nepdopaumus,
KOHTO MOTraT Jia 6baT daTamHH, KaTo MOTaT 2 ce MOABAT IO BCAKO BpEMe ¢ HIH Oe3
NpeIyNPEAUTETHH CAHMIITOMYU, TPH NMALMEHTH JICKYBAHH ¢ HECTEPOUAHH NPOTHBOBRBINANIUTENIHH
CpeACTBa WIH aHAMHE3a 32 CEPHO3HN CTOMALIHO-YPEBHA ChOUTHA.

B nonobuu ciyuan, ynorpebara Ha Eroaun CP tpabsa ga 6nae cnpaHa HezabasHo.

HCIIBC 1psabpa na ce npunaraT BHUIMATEIHO MPH NNaUHEHTH ¢ aHAMHE3a 32 CTOMAIITHO-YPEBHO
3abonaBane (ynueposex konut, bonect Ha Kpon), Thit KaTo Te3H CHCTOAHHMA MOraT fia ¢€ BIoLWaT (BX.
TOYuKa 4.8).




CJIE u cmecena borecm HA CoeOUHUMETHAMA MHKAH

YnotpebaTta Ha Eroaun CP npu naumenty ctpanaum ot CJIE TpsOBa na 661€ BHUMATENHO
npeneHeHa Nopagy NOBHUIIEH PHCK OT pa3BUTHE Ha ACENMTHYCH MEHHUHTHT (BX. TOYKa 4.8).

[Tposira Ha cepHO3HM KOXKHM PEAKLMH, HAKOH OT KOHTO GaTaNHK, BKIIOYHTENHO eKchonHaTHBEH
AEPMAaTHT, CHRAPOM Ha Stevens-Johnson ¥ TOKCHYHA €NHAEPMAaIHA HEKPOJIH3a ¢a A0KIAABAHH MHOTO
paako BbB Bpb3Ka ¢ ynorpebara Ha HCIIBC (Bxk. Touka 4.8). Ilpossara Ha Te3H peakuHH ce

Haf/moaaBa B HA9ANOTO HA Kypca Ha JICueHNE (B paMKHTE Ha ITPBHA Mecel).
Ynorpebara va ETonun CP Tpabsa ga ce npeycraHoBu pH NbpBa NMOABa Ha OOPHB Ha KOXaTa,
JIATAaBHYHH JIE3INHN WIH APYTH NPH3IHAIM Ha CBPBXYYBCTBUTEIHOCT.

4.5 B3aamoaeficTBHe ¢ APYTH JeKapCTBEHE NPOAYKTH B APYIrd GOpMHE Ha B3aEMoJelcTRHE

Toit kaTo eToONAK C& CBBP3Ba B roJIAMa CTENEH ¢ IJTa3MEHHTE NMPOTEHHH ¢ HeoOxoAUMO Aa 6bae
M3BBPIICHAa KOPEKHHS HA JO3HPOBKATa Ha APYTHTE ChBMECTHO NPHIOXKEHH MEIHKAMEHTH
(AHTUKOAr'ynaHTH), KOHTO CBLIO MMaT BHCOKA CTEIEH Ha CRBP3BAHE C TUTA3MEHHTE NMPOTEHHH.

¢ ETomonak MOXe 13 MOTEeHHPA ePeKTHTE HAa NEPpOPAIHATE aHTHKOArYJIaHTH H XenapuHa,
NMPpeaAM3BUKBAHKH KbPBEHE.

ETooonak MoXxe na [IPpCAN3BHKA 3aCHNBAHC Ha XHITOTTIHKCMHYHATC ECbBKT H Ha CYJI(PHMHHHTE.

Tl kaTo eToAOIAK MOXE Ja HHAYLMPA MOBHIIABAHE HA KOHICHTPALMATA Ha JIUTHH B IU1a3MAaTa,
Nno BpeMe Ha CHRMECTHO NMPUIOKEHUE HA TE3H ABa MEIUKAMEHTA IIAa3MEHOTO HUBO HA JIMTHH
TpabBa Ja ce MOHUTOpPHpA.

® Ertoponak MoxXxe fa YBCJIHYH XEMATONOIrH9HaTa TOKCHYHOCT Ha MCTOTPLCKCAT.
® FETononak MOXe Ja HaMallu E(bEKTHBHDC'ITﬂ Ha JHYPCTHLHTE.

® (eneKTHBHU HHXHOMTOPH Ha 0OpaTHOTO 3aXBalUIAHE HA CEPOTOHMHA ~ CBBMECTHOTO UM
NPHJIOKEHHE ¢ €TOAO0AK YBEIHYABA PHCKA OT FAaCTPOHMHTECTHHAIHO KbpBeHe (Bxk. To4ka 4.4).

® B1n3M0OXHO NOBHILEH PUCK 0T HedpoTokcHYHOCT, Korato HCTIBC ce u3nonirar ¢ Taknopumyc.

® 3MA0BYAIMH — MOBHLIEH PMCK OT ITOABA Ha X€MaTONOrnaHa ToxcuvHoct, korato HCIIBC ce
npueMaTt Cbe 3MAOBYANH. MMa nokazarencrsa 3a NOBUINEH PHCK OT 00pa3zyBaHe HA XEMaTOMM TIpH
HIV (+) nmaumeHTH, KOUTO €a JICKYBaHH CBC 3MTOBRYIMH B HOYIPOdeH.

® [Ipu onpenensiHe KoNWYecTBOTO Ha OWMpyonH ¢ peaktrBa Ha Erlich Morar na ce nmomyqar
hanuMBo MONOXKHATENHH pe3yJITaTH (Hanuw4ue Ha PeHOITHN MeTaboNUTH Ha €TOA0JIaK B YPHHATA).

® Mudenpucron - HCIIBC moxe aa ce u3nmonsear cnea kato ca oTMuHaNM 8-12 nxm oT npuemMa Ha
MupenpuctoH, Tei kato HCIIBC Morar na HaManst edexkra Ha MUQETPHCTOH.,

® KopTHKOCTEpOHIH — CBBMECTHHA ITpueM Ha kopTukocTepond u HCIIBC e npennocraBka 3a
DOBHUIEH PHCK OT CTOMAIITHO-YPEBHH SA3BH WM KbpPBEHE (BX. TO4Ka 4.4).

® XHHONOHOBH aHTHOHOTHIM — DPOYYBAHHA BEPXY KUBOTHH nokazeaTt, ue HCTIBC morar na
YBEJTHYAT PHCKA OT IbPYOBE CBBP3aHH C XHHONIOHOBH aHTHOHOTHIM. [TaiMeHTHTE TpHEMaITH
HCIIBC 1 XMHOMOHH MOXX€E a4 ca C NOBHIIEH PUCK OT Pa3BHUTHE Ha I'bpYOBE.

4.6 DepTRARTET, HPEMEHHOCT B KbPMEHE

IIpoyuBaHua ¢ OpeMEHHH XXUBOTHH MMOKa3BaT, Y€ MEAWKAMEHTH, KOUTO NIOTHCKAT NMpOCTarjlaHIHHOBUA
OHOCHHTE3 MOTraT Aa NPeAH3BUKAT AUCTOLHA (3aTPYAHEHO paXxaaHe) Win 3abdaBeHO pakaaHe.
JoKa3aHo e, 4ye HAKOH MHXUOUTOPH Ha MpocTarnananHoBaTa SHOCHHTE3a C¢ HAMECBAT B 3aTBAPAHETO
Ha ductus arteriosus (boTanoBus nNpoTox).

HCIIBC He TpabBa ga ce W3NOM3BAT 10 BPEME HA ITLPBUTE ABA TPHMECTRPA OT OPEeMEHHOCTTA, OCBEH
aKO MOTEHIMA/IHATA [10J13a 32 NIALHEHTa [TPEeBUINaBa NOTEHIMATHHA PUCK 3a IUT04a.




KnpmeHe

B orpalnucHH NpOYYBAHUA NOCETA € YCTAHOBEHO, Y€ HECTCPOHIHH NPOTUBOBBL3NATUTEIHH CPE/CTBa
MOJKE J1a C€ OTKPHAT B KbPMaTa B MHOT'O HKCKH KOHLICHTPALIMH.

Ynotpebata Ha eTofoNaK Mo BpeMe Ha KbpMeHe TpabBa 1a ce n3bdArea.

4.7 EdekxTH BLpPXYy cnocobnocTTa 32 modupate B paboTa ¢ MalIARH

Erognn CP Moxe na MpeU3BHKa 3aMasHOCT, ChHIHBOCT, YMOpa WIH HapYIICHO 3PEHME.
[TauneHTHTE TPAOBA @ Ca HAACHO C TOBA KaK pearupar Ha TOBa JIEKapCTBO, IpeaH Aa WogHpaT WiH Aa
paboTAT C MALLIMHH.

4.8 Hexenann jieKAPCTBEHH peaKkiny

B paMkHTe Ha CHCTEMO-OPTaHHHTE KNIACOBE, HEXEAHUTE peakiHH ca M3OpoeHH cropen udecTorara
(6poa mallMEHTH, NPH KOHTO CE€ OYaKBa Ja Ce NMPOABH peaKUMATa), KaTO ¢a M3MOJ3BAHH CJIEAHHTE
KaTeropum: MHoro dects (= 1/10), wectu (= 1/100 go < 1/10), Hewectn (= 1/]1 000 no < 1/100), peaxn
(= 1/10 000 po < 1/1 000), maoro peaku (< 1/10 000), c Hen3recTHA 9ecTOTA (0T HANMMHATE AAHHH HE
MOXe J1a Opae HalpaBeHa OLECHKA).

Peaxyuu Ha cepexyyscmeumensocm
JloxnanBaHH ca peakiiMy Ha CBpBXIYBCTBHTENHOCT ¢nen geuerdue ¢ HCIIBC. Te morar aa 6baar:

- Hecne|(pUIHH ATEPrusHH peakliii K aHa(pHAaKCHA;

- ACTMa, BNolIaBaHe Ha acTMa, OPOHXOCNAa3IBM WIH AUCITHE,

- pasHooOpa3Hy KoxHU 3a00/aBaHNA, BKIKOYHTEHO OOPHBH OT pa3TudHH BHAOBE, ChpOeX,
YpTHKapHa, Mypiypa, aHruoeaeM (no-panko ekconuataper) # 6yJI03HH AepMaTo3H
(BKITIOUHTETHO €NUAASPMANTHA HEKPOTH3a B epATeMa MynTHpopme).

HHQWEHHH HA Kpbana HHHMQH_Q!HH cucmemMda

TpomGouuroneHns, HEYTPONCHNA, arPaHyIOLIMTO3a, AITACTHYHA aHEMHA U XEMOTUTHYHA aHEMHA.

Hapyuenus na memabonuama u xparexemo
Crobmenure HeXeNaH peaklMK BKMOYBAT raaeHe, H0nka B eNMUracTpuyMa, AMapus, noJyBaHe Ha

KOpeMa M 3anek. Te3u edexty 0OMKHOBEHO Ca JIeKM M nmpexoAHH. Moxe aa ce Habmoaasa pa3BHTHE
Ha A3BA W/ WK FraCTPOHHTECTHHAITHO KbpPREHE.

Hcwxuunu napywenus
Tpecka unau aezopueHTauma (BX. Touka 4.4), aenpecud, oOppKaHOCT, XAOUHHALIMHY, UIYM B YUIHTE,

CBCTOBRBPTCHK, 3aMadHOCT, OTNIANAHAIOCT, YMOPA H CBHITHBOCT.

Hapyvwenus na nepgrama cucmema
3puTesNiHHM HapyLUeHHs, HEBPHT Ha 3pUTENIHUA HEPB, rMaBobonue, napecre3ud, AOKNaiBaHH ¢a CIydau

Ha acenTHYeH MEHUWHTHT (0co0eHO NPH NallHEeHTH ChC CHIIECTRYBAIIM aBTOMMYHHH 3a0019BaHKA
KaTO: CUCTEMEH JTYIIYC €pUTEMATO3EH, CMECeHO 3a00/BaHe Ha CHeAHHMTENTHATA ThKaH).

Copdeuniy u cv008U HAPDVIIEHUS

KiuMHIIHA npoy4YBaHHS U eNMUASMHOIOTHYHY JaHHH NOKa3BaT, Yye yrnotpebata Ha Haxou HCIIBC
(ocobeHo BBRB BHCOKH A03M H IIPH NPOIB/DKHTENHO NPAIOKEHUE) MOKE /14 CE€ CBBPHKE C JIEKO
NOBHIIEH PHCK OT apTepHanHu TPOMOOTHYHH CHOUTHA (Hanp. MUOKap/ieH HHGAPKT KK HHCYAT) (BX.

TOuKa 4.4).
HUma crobmenna 3a OTOLIM, XHNEPTOHMA M ChpAedHa HEJOCTATEYHOCT CBBP3aHH ¢ yroTpebara Ha

HCIIBC.

Xenamoburuapnu HapywieHus
Hapymena sepHonpo6Ha §yHKIMA, XEMAaTHT H XKbIATEHHLIA.




Hapywernun Ha xodcama u NOOKOJNCHAMA MyKaH
bynosnn peakuyuy, BK/IOYHTEIHO CHHAPOM Ha CTHBBHC-/[DKOHCBH M TOKCHYHA €NHAECPMANHa
HeKponusa (MHOro paaxo). PoToOUyBCTBUTENHOCT.

Hapvuernun na bvbpeytime u nukournume romuua
HedpoToKCHYHOCT B pa3jiMiHH HOpMH, BKTIOYHTENHO HHTEPCTHUMAIEH HebpHT, HeGpOTHYEH

CHHApPOM H O6b0pedHa HEAOCTATHYHOCT.

Crofmasane Ha NOJOIHPAHE HEKE/IAHH PeakNAn

CrobiapaHeTo Ha MONOZHPAHH HEXENAaHH peakLMH CJIeH pa3pellaBaHe 3a ynoTpeda Ha
NIeKapCTBeHHA MPOAYKT € BXHO. ToBa N03BOMABA A3 HPOXADKH HAGMOAEHHETO Ha CHOTHOIIEHHETO
N0J133/PHCK 33 JIEKAPCTBEHHA MPOoAYKT. OT MEOHLIMHCKHTE CIICLHANTHCTH C€ M3UCKBa Ra cholImasat

BCAKA NOMAO3HPAHA HEXKEIAHA peaKLiua Ipes:

HansnuurenHa areruua no nexapersara (MAJD):
ya. ,JamaH ['pyep* Ne 8

rp. Copmn 1303,

Ten. +359 2 8903417

en. nowa: bda@bda.bg
yebcaliT: www.bda.bg

4.9 Ilpenosmpane

CHMITTOMHTE Ha Npeo3HpaHe BKIIOYBAT I1aBofbonue, rajicHe, MoBphIiaHe, 60JIKH B eNTUracTpHyMa,
raCTPOMHTECTHHAJIHO KbPBEHE, PAAKO: IHApHA, Ne30pHeHTal A, Bb30ya, KOMa, CHHIIMBOCT, BHEHE Ha
CBAT, LIYM B YLIHTE, 3aryba Ha Cb3HaHue, IOHAKOTA repuoBe. B ciyyanTe Ha 3HAYHTENHO OCTpO

OTPaBiHE € BE3MOXHO YBpexxaaHe Ha Or6peunata » yepHoApoOHa PYHKUMNH.

[IpH ycTaHOBEHO NPEAO3KPAHE HA €TONONAK TPAOBa 1a ce NpeAH3BHKBA NOBPBIIAHE H/WIH C€ HAMPABH
CTOMALIHA NMPOMHBKA (B PAMKHTE Ha ¢IHH 44C OT MPHEMA HA NOTEHIHANHO TOKCHYHOTO KOJIMYECTBO
erogonak). [Ipunara ce akTuseH BeITIeH. CHazpaT c¢ NPHHUIMONATE HA 00LIATA NTOAABPAKALIA TEpaIluA.
ITaumenTTe TPAOBA Na ce NeKyBaT CHMITOMATHYIHO, KaKTO C& H3NCKBA.

Cnenpa na ce ocurypH aodpa auypesa.
Bp6peunara n yepHoapobHaTa pyHKUMH TpxOBa na OBAT BHEMATEIHO MOHHTOPHPaHH.

[Tanmenture Tpadea Aa ObAaT HabGMoOnaRaHK B NMPONR/DKEHHE HA Hali-MAIKO YETHPH 4aca cnejl
NOrThIllaHe Ha NOTEHLUHATHO TOKCHYHK KOJHYEeCTRa.

5. ®APMAKOJIOrHYHH CBOHCTBA
5.1 ®@apmaxkoaHHAMHYHE CBOHCTBA

QapMaKoTepaneBTHYHA I'PYIA; HECTEPOHAEH NMPOTHROBL3MAIHTEICH NPOAYKT OT Ipyilara Ha
NPOH3IBOAHH HA OLIETHATA KHCEIIHHA.

ATC xoa: MO1ABOS

ETononax moTHCKa CHHTE3aTa Ha NMPOCTArJIaHAHHHTE BbB BR3NANICHHTE THKAHH. 1o T03H HaUYWH
HaMaJlaBa H NPEJOTBPATABA TyBCTBHTEIHOCTTA Ka OONIKOBHTE peLIeTOPH KbM MEHATOPHUTE Ha
BL3NANEHHETO, KaTO XHCTAMHH, CEPOTOHHH H T'YHWHHH. -

ETononak moTHcka eH3HMa NEKIookcHreHasza COX-2 (npocTarnaHadH CHHTETa3a)
CHHTE3aTa Ha MPOCTaIJIaHAMHY OT apaxXHOHOBATA KHCENHHA.
Karo nonbiHeHHe, eTON0MaK NPHTEXKABA YPHKO3YPHYHA aKTHBHOCT.




MexaHH3MBT, 110 KOHTO eTOAONAK HHXHOHpa NpoCTarnaHAHHOBUA CHHTE3 C€ pa3jIHdaBa OT TO3H IIPH

apyru HCIIBC.
EXCIIepHMEHTATHO € J0Ka3aHO, Y€ IMPOTHBOBRBL3NAINTEIHATA AKTHBHOCT Ha €TOJOMNAK € MO-CHITHA OT

Tazu Ha Hakon HCTIBC,
5.2 dapMakoKHHETRYHHA cBOlicTRA

[Ipu nepopanto NpUiIOkKeHUE eToAosaK ce abcopbupa nobpe M JOCTHMA BLPXOBA M1a3MEHa
KOHIIEHTpail1a 3a oKosno | qac.

Etononak ce cBbp3Ba 3HAYHTENHO C MAasMeHHTe OeNThLM, KaTO cBOOOAHATA PpaxLus BapHpa MEXIY
1.2% u 4,7%.

buoHanuyHocTTa MY € 68 Lg/ml/hr.

CpegHOTO BpeMe Ha NOMYKUBOT € 7 Jaca.

BHOHANTHYHOCTTA Ha €TOAONAK HE CE BIIMAE OT XpaHa B aHTHAUMIHH MEAHKAMEHTH.

ETononak ce exckpeTdpa ¢ YpUHaTa, rlaBHo 1noj gopMaTa Ha METa0ONUTH.

5.3 IlpeakAMHRYHH JAHHH 33 6e3onacnocT

HexsMHuuHKTE JAHHH He NMOKa3BaT ocodeH PHCK 34 XOpa Ha bazara Ha KOHBEHLIMOHATHHTE

(l)EpMHKDJIﬂF HYHH IIpOYYMBAHHA 34 GCBBHECHUCT, TOKCHYHOCT IIPH MHOTOKPAaTHO MpPHIIaraHe,
FrCHOTOKCHYHOCT, KapLIHHOI'CHCH INMOTCHIHAJ, PENPOAYKTHBHE TOKCHYHOCT H TOKCHYHOCT 34
PAa3BHTHCTO.

6. ODAPMAILIEBRTHYHUA JAHHH
6.1 Chnechk HA DOMOIGBHETE BelleCTBA

HAapo Ha Tabnerkara
Xunpowmenosa (K100 LV-CR)
JIaxT03a MOHOXMAPAT
HuuarpueB gochar aUXAOpaT
ETunuenynosa

Tank

Marnesuer cTeapar

®unmoro nokpHTHe — Onanpn, 641 — YS-1-7003:
TutanoB auoxcuz (E171)

Xnamnpomenosa 3¢cP

Xumpomersnosa 6 cP

Makporon PEG 400

[Tonucopbar 80

6.2 HechrBMeCTEMOCTH

Henpunoxumo.

6.3 Cpok ra rogHoct

3 roauHu

6.4 CnenHa/lHH YC10BHA HA ChLXPAaHEHHE
Ja ce chbxparsBa Ha MACTO, HEIOCTBITHO 3a AELa.

Ha ce cpxpaHABa B OPATMHATHATA OITAKOBKA.
Ha ce cexpanssa noa 25°C,




6.5 BHA R chALpKAHHE HA ONAKOBKATA

Bsn, Henpo3apauer 6nucrep ot PVC/PE/PVDC — Al donno
BuaoBe ONakoOBKH:

10 TabneTka ¢ yappkeHo ocBofoxnasase /1 baucrep

14 TabreTka ¢ yasmkeHo ocBobokaaaHe /1 6imucrep

6.6 CrennajnH EpeANAIHH MepKH NPH H3XBLPIAKEE

HeusnonsBaHuAAT JICKAPCTBECH NPOAOVKT WIH OTNAaAbPYHHTC MAaTCPHANH OT HETO TPHSBH Aa €C HIXBEDIIAT
B ChOTBCTCTBHE C MCCTHHTC H3HCKBAHHA.

7. TIPHTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

HOBEJI ®PAPMA EOCO/]

6yn. ,,burarapua” Ne 109

Codusa 1404, brarapus

8. HOMEPHA PAZPELLIEHHETO 3A YIIOTPEBA

Perucrpaunonen Homep: 20180333

9. JATA HA ITBbPBO PAZPEILIABAHE/TIOMHOBABAHE HA PA3PELHIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepRO pasperuaraHe 3a ynorpeba: 18.12.2018 r.

IlaTta Ha nocneauo noaHosasaHe: 12.01.2024 r.

10. AATA HA AKTYAJIMIUPAHE HA TEKCTA

01/2025 r.




