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2. KAUYECTBEH U KOJIMYECTBEH ChCTAB

Besika tabneTka ebabpika akTHBHATA cheTabka keronpoden (ketoprofen) 25 mg (kaTo KeTOnpogeH
nu3uHoBa conl 40 mg (as ketoprofen lysine salt 40 mg)) .

3a MbIHUS CMUCHK HA MOMOLLHHTE BEWECTBA, BHXKTE TOuKa 6.1,

3. DPAPMAILIEBTHYHA ®OPMA

dunmupana tabnerka

FantkHamu, ¢ auameTsp 7 mm, CMHY KPBIJIM TAONETKH, ¢ ACAUTEIHA YepTa OT €HaTa CTpaHa.
Jlenwrennara Yepra He e npeaHa3HaveHa 3a CYYMBaHe Ha TadneTkara.

4. K/IMHAYHHU JAHHHU

4.1 TepanesTuunn nokazanun

OKHTAaCcK ce TIpenopbYBa 32 KPATKOCPOYHO CHMITTOMATHYHO JIEYEHHE HA OCTPA JIeKa [0 YMEPEHa
OOJIKa ¥ TORWIIEHA TEMITEpaTypa.

OKHTACK € MoKa3aH NP Bb3PACcTHH Ha |8 W MoBede TOAMHM.

4.2 Jl03HpOBKA R HAYHH HA NPHIOKEHHE
Ho3npoBxa

ilokazanmne BrapacroBa rpyna | lo3a NPOALITKHTEIN0CT

CUMNITOMATHYHO BtapacTHu Han 18 1 Tabnerka kato MwuHauManHara

o0neKk4aBaHe Ha rOIMHU €IHOKpAaTHA [1034, e)eKTUBHA 1034

O0JIKa v noBu1illeHa MOBTOPEeHa 2 1o 3 TpabBa ma ce u3non3sa

TeMNepaTypa I'TH Ha JEH, aKo e 34 HAW-KpaTKOTO

HeoOXoaumo. * BpEMe, HeOOX0IUMO 32

obnexkuaBaHe Ha
CUMIITOMHTE (BX.
Touka 4.4)..

* TpaOa 1a iMa UHTEPBAN OT TIOHE 4 Yaca MesKILy JIO3UTE.

He npeewninagaiite npenopwusaHara qHeBHa 1033 oT 75 mg .




AKO CHMITTOMHTE MPOILTKABAT MOBEUE OT TPH JIHW TIPH TMOBYILIEHA TEMIIEparypa UIH TIET JHH NMpU
OoJka MW aKO CUMITTOMUTE CE BIOLIAT, TPAOBA A C€ KOHCY/ITHPATE € METULUWHCKH CTICLIMATTHCT.

TTanueHTH B HanmpeHATa Bb3PacT

KeronpodeH musunora con TpaOBa 1a ¢e W3MOIM3BA C TIOBHIIEHO BHHMARHE TIPY TTALIUEHTH B
HalpeaHala Bb3pacT.

[lpy nawpenT B HanpeaHANa BL3PACT ¢€ NPENopbYBa J03a OT | Tabnerka AHEBHO.

[leanaTpuyHa MOMYIALAS
KeTonpoden nu3nHoBa con He TpAORA Aa ce MINON3BA NIPH elia Ha Bb3pacT noa |8 roguHu.

Ha4vuH Ha npAjioKeHHe

CaMo 3a nepopanta yrnotpeba.

I'mbTHETE Tabnerkara nsna ¢ yaiia BoJa.

4.3 IIpornBonokaszanusn

JlexapcTBeHMSAT NpOIOyKT He TpsOBA 14 ce HTOA3BA B CICHHNUTE CYUYaH:

* TIPM MaUMEHTH ¢ aHaMHE3a 3a peakKUWH Ha CBPBXYYBCTBHTEITHOCT, KATO HATIPUMEp
OPOHXOCTIA3LM, TIPHCTENH HA ACTMA, OCTLP PUHMNT, YPTHKAPHA, OOPMBH WM JPYTH AlepriyHi
peakui KM KeTonpodeH WM KbM BEUIECTBA ¢ rMomo0eH MEXaHHM3bM Ha AcHCTBHE (KaTo
aueTUncauuuinosa kucenuia UiH apyru HCIIBC). Tpyu Tesw nmaupentw ca wWaOm0/aBaHy
TCHKKH H B PEIIKH cnyqan (paTaJiHu peakiHH {Bx, Touka 4.8);

*  TIpU NAUUEHTH ¢ YYBCTBHTEIHOCT KbM HIKOE OT MOMOIIHHTE BEUIECTBA, H3OpOEHU B TOUKA
6.1;

® IO BPEME Ha TPETHA TPHMECThp Ha OpeMenHocTTa ( BX. ToUka 4.6 );

® IPH TEXKa CbpAeYHA HEAOCTATBUHOCT;

e TPV MAOUEHTH ¢ aKTHBHA TENTHYHA 938a MITH ¢ aHAMHe3a 38 CTOMAITHO-YpEBHO KbpBEHe,
A3BW HITH Tiepgopand,

° TIPH MAUKEHTH C 'A3Ba Ha CTOMAaxa MM JIBAHAIECCTONMPbLCTHUKA, XPOHWYHA AUCIIENCHA U
TacTPMT;,

¢ [IpH TAUNEHTH C JICBKOUMTONMEHUS MM TpOMOOUHTOMEHHS, AKTHBHO KBPBEHE WITH
KbpBALLA JHaTe3a NMPU NeUEHUE C AHTHKOAryTaHTH;

¢ [pY NAUMEHTH ¢ TekKa OnOpedHa win yepHoapodHa HEIOCTATLYHOCT

4.4 CHenHaIHN upeaynpexicHus H npedNa3zHH MEPKH NpH yrnoTpeba

CLoSlaBalk ca MHOTO PEIKH CITyYa Ha TekKa, B HAKOH ClYdYaH (aTanHa peakius, BKIFOUYHTETHO
EKCHONUATHBEH XePMATUT, CHRIPOM Ha CTUBbLHC-JKOHCHH W TOKCHYHA ermUIepMalTHA HEKPOJTU3a
npH ¢ ymotpedata Ha HCTIBC (Bx. Touka 4.8). KetonpodeH nuzunora con TpAOBA 1a Ce NMpeKpaTH

TPpH MBPBUTE MPU3HALW HA OOpHB, yBpEXKJAHE Ha JIMTAaBULATA WV HAKAKLB JPYT MPW3HAK Ha
CBPBXYYBCTRUTENHOCT.

HM3nomnseanero Ha keTonpoder TH3UHOBA coN enHoBpemenHo ¢ HCTIBC, sxomounTenno
LIWKIOOKCHTEHA3a-2 CENCKTUBHY HHXHOUTOPH, TpAOBa a2 ce u3barea.

Hexenanute peakuuy morat ga 6baat ceeleHH 10 MHUHHMYM Upe3 HWilo
eEKTUBHA 103a 3a HaH-KpaTKUs NMeprom oT BpeMe, HEOOXOIHM 3a KO



IIpexomeprara ynorpeda na HCTIBC moxe 1a goBefe 1o rnagodoiine, Npeau3BUKaHo OT
MeauKkaMeHTU. Ha mauvieHTHTE ce IpenopbyBa a MPEeyCTAHOBAT ICUCHHETO W 1a Obaar
TIpeyNPENeHH 3a Bb3MOKHY CUMITTOMH Ha OTHEMAHE, KOWTO MOTAT Ja BIJTIOYBAT BIIQIIdBAHE Ha
r71aBO0OJIHETO, KOETO MOXKE J1a IPOIBIKU HAKOIKO IHH.

llaupeHTH B HanpeaHana BB3pACT: XOpara B HaNpeJHANA BbL3pacT HMAT TIOBUIUCHA HECTOTAa Ha
Hexenanu peakunn kbM HCITBC, ocobeno cToMalHo-upeBHO KbpBEHE W Aep{opauui, KOUTo MOrar
na 6baar datamku (BX. Touka 4.2).

CToMamHo-YpeRHO KbpBEHE, 138 W niepdopanus: npu Berudku HCITBC ce chodiiasa 3a kbpBeHe,
A3BW WITW NepOpalliid HAa CTOMAILHO-YPEBHUA TPAKT, KOUTO MOTAT jAa ObAar QaraiHu, 1Mo BCIKO
BpeMe Ha NeYeHHeTo, Che WK He3 MpenynpeanTeTHi CHMITTOMU HITK NPEAHIIHA aHaMHE3a Ha
CEPUO3HU CTOMAUIHO-YPEBHU CLOUTHS,

HskoW enuaeMHUOMOTHYHH NAaHHK NPEJItoaarar, 4e keronpotheH Moxe Ja Obae CBbp3aH C BUCOK
PUCK OT CEpPHO3HA CTOMALIHO-YpEBHA TOKCHYHOCT, B cparHenue ¢ Hakou apyri HCTIBC, ocobeno
MPH BUCOKK JO3H (BK. CbIIO TOUKH 4.2 v 4.3),

PHCKDLT OT KbpBeHE, A3RH WK Nepdopalisg Ha CTOMAITHO-YPEBHHS TPAKT € TIO-BUCOK TIPK
ysenndaegade Ha nos3ute na HCTIBC, npu mauwenTy ¢ anaMHe3a 3a 4383, 0COOCHO aKko € YCJIOKHEHA
¢ KPBBOM3IME UM repdopaumst (BK. ToUKa 4.3), KaKTO U NPH MALMEHTH B HANPEIHATA Bh3pacT.
Tesn natmenTtn TpsadBa na 3anouHaT NeyeHWe ¢ Hal-HUCKATa Bb3MokHa J03a. KomOunvpanara
Tepan¥s ChC 3alATHU CpeicTBA (HATPp. MH3ONPOCTON HAW HHXHOHTOPHU HA MPOTOHHATA 1ToMIIa )
TpA0OBa Ja ce OOMUCITH ITPH Te3W NMAUUEHTHA, & CHINO W NIPH NAlKEHTH, KOUTO e HYKIAST OT
CAHOBPEMEHHO TIpUJIaraHe Ha HWCKA J103a acHUPHH FUTH APYTH JIEKapCcTBa, KOUTO MoraT Jia
MOBHILAT PUCK 32 CTOMALIHO-YPEBHWA TPaKT (BxXK. 110-A0My W Touka 4.5). [lauvenTure ¢ aHaMHE3a
3a CTOMAMIHO-4PEBHA TOKCHYHOCT, 0COOEHO aKo ¢a B HarlpeJHaia Bb3pacT, TpA0Ba 1a choOwasar
3a BCHYKH HEOOHYalHW a0 IOMUHATHH CHMITTOMH (0CO0EHO KbpBEHE HA CTOMAIHO-UPEBHUA
TPaKT), OCODEHO B HAYAJIHMTE €TaNnH Ha neyeHHeTo. [lpenopLyBa ce MOBULIEHO BHUMAHHE TIPH
MauUCHTH, TTIOTYYaBalH ChIBTCTBALLK TEKAPCTBa, KOUTO MOTaT Ja € YBENWYAT PUCKA OT s3Ba HITH
KbpBEHE, KaTO NEPOPATHU KOPTHKOCTEPOUIH, aHTHKOATY/TAaHTH KaTo Bap(papyH, CETEKTHBHH
WHXHOUTOPH Ha 0OpaTHOTO 3aXBallaHe Ha CEPOTOHMH WITH aHTH-TPOMBOLUMTHH CpPeIcTBa KaTo
acTiHpHH (BiK. Togka 4.5).

KoraTo npu naureHTH, Tiomy4asaniy keTonpodeH TH3HHOBA COJI, C& TIOSBAT KbPBEHE UJTH A3Ba Ha
CTOMAITHO-YPEBHHA TPAKT, JIcueHHeTo Tpadea Aa ce npeycraHoBd. HCIIBC tpsdsa pa ce npunarar
BHUMATETHO TIPH TIAUWEHTH ¢ aHaMHE3a 3a CToMaIIHo-upeBHA 3abongsatns (yTUepo3eH KOJIUT,
bosrecT Ha KpoR), Thi kaTo 1€3u ¢bCToaHUA MoraT Aa ce Biomart (Bx. Touka 4.8). TlauueHThTe
TpaAOBA Ja ObAAT BHUMATENHO NPOCHENIBAHH, 0COOEHO 332 CTOMAUHO-YPEBHO KbPBEHE.

KAvHuYHUTE TIpOYYBaHHA W eMUICMUOTOTHYHHTE JaHHU TIOKA3BaT, 4Y¢ ymoTpebaTa Ha HAKOW
HCIIBC (ocoberHo npu BHCOKK JO3H W 3a TIPOABLIGKUTENHO JICUEHHE) MOXKE fa ObJe cpbp3aHa ¢
NMOBHUIABAHE HA PHUCKA OT apTepHATHHA TPOMOOTHYHH cHONTHS (HarTpyuMep MHOKapReH UHQapKT UIK
HHCYNT). HAMa nocTaThuHo JaHHH, 32 [a Ce U3KITOYH N0J00eH PHCK 33 KETOMPOdEH .

Kaxro u npu apyru HCTIBC, natienTn ¢ HeKOHTpONMpana XMIEPTOHWS, IOTBbPIEHa HCXeMUYHa
KapHOMHONATHA, NEPHPEPHO apTepUalHO 3adoNABaHE W/WH [epeOpPoBaCcKy! abonsaBaHe
MOTAT Ja DBLAaT IEKYBaHH ¢ KeTonpodeH TH3UHO0BA O caMo CJIel BHUMATE




B navanoro na nedenmnero 6bOpevnaTa ¢hyHKuMs TpaOBa Aa ce CIeId BHUMATEHO NPH MALHEHTH
CbC Chp/i€YHa HEIOCTATLYHOCT, LHPOo3a U Hehpo3a, Te3W Ha JieUeHHe ¢ AUYPETHLIR (BXK. Touka 4.35)
W TauHeHTH ¢ 6L0pevHo yBpexkaaHe, ocobeHO ako ca B HanpegHata BbapacT. [Ipu Tesn nauneHTH
ynorpedara Ha keTolpodeH MoKe JIa moBede N0 HaMandBaHe Ha OLOPEYHOTO KphBOCHAOIsBAHE,
nmopaaH WHXMOWpPaHe Ha TIpocTariaHInH, BOACIIO A0 Ob0pevHa HEAOCTATBYHOCT.

Io Bpeme ra neyenue ¢ HCIIBC ca nabnropaBanu 3agbpikaHe Ha TEYHOCTH, XMNEPTOHHSA KW OTOK.
HeoOxoaumo € moBHMIIGHO BHHUMaHWE TIpeld 3amoYBaHE Ha JICYEHWETO TIpH TTAUMEHTH ¢
MONOXKUTENHA MeIHIIMHCKA AHAMHE3a 3a TE3W ChCTOSHUA.

Ilpy nauBeHTH ¢ HApYIDEHH CTOWHOCTH Ha YepHOApPOOHaTa PYHKLIHA WIH aHAMHESA 32 YepHOAPOOHO
3abongaBaHe, CTOWHOCTHTE Ha TpaHCaMHHA3WTe TpAOBa Na ce OUEHABAT NEPUOIHYHO, OCOOEHO 110
BpeMe Ha MPOIABIDKUTENHO JleueHne. MiMa ChoOLIeHHs 3a peakH cliydad Ha KBITECHHLA H XETaTuT,
CBBLP3aHu ¢ ynoTpedaTa Ha KeTONpodeH.

HeoOxoommo € BHUMaRWe, KOTato [EKapCTBEHWNT TIPOAYKT <€ TpWjiara NpH TauHeHTH <
YepHoApoOHa nopdupus, Tl KATO TOBA MOXKe 1a MPeaH3BHKa TPHCTHIT.

Kakro u npu apyrv HCIIBC, npu wanvunero Ha wndiekuns TpsOBa jga cc KMa NpeaBuR, e
MPOTHBOBBINANHTETHUTE, aHANTCTHIHHTE W AHTHTIMPETHYHUTE CBOIHCTBA Ha KETONIpOdEH Morar ja
TTPUKPHAT CUMNTOMH, HECTO CBBLP3AHH € MPOTPECHPAHETO HA HH(PEKUMA, KaTO TPECKA.

B ciryuan Ha GpeMeHHOCT, hepTUTHTET WITH KEPMEHE BIDKTE TOUKA 4.6.

IlaumeHTu ¢ aCTMa, CBBLP3aHK C XPOHHUEH WITH aiepriyeH PHHHUT, XPOHWYEH CUHY3UT H/WITH Ha3alHa
TIOSTATIO3a Ca TIO-CKJTIOWHW KLM &NEprud KbM auetuicarnuminopa kucenwHa w/unv HCTIBC,
OTKOJIKOTO OCTaHanaTa 4act oT HacelteHueTo. [Ipuemanero Ha keronpoeH NH3HHOBA coN MOXKE aa
MPUYHHA MPUCTBLITH Ha acTMa WIW OpOHXOCNA3bM TIPH TIAUMEHTH, KOWTO CA aleprH4YHU KbM
auctAncatuummora kucemuua Uit HCTIBC (Bx. Touka 4.3}, CnefoBareino tipH Te3X NaUUCHTH H
NpH XpoHW4Ha oOCTpykTHBHA Oesionpodna Gonect wiu OnbOpeuno 3abonsBaHe JIEKApCTBEHUAT
MPOAYKT TpsOBa 1a ce U3MON3Ba CAMO TOJ JIEKAPCKO HADMIONEHHUE.

Mackupane Ha CHMIITOMHUTE Ha NojekaumTe HHdekmn: OKUTACK MOXKE 12 MaCKUPa CHMITTOMUTE
HA HHPEKUHS, KOETO MOXKe Ja I0BEAE 10 3a0aBaHe Ha 3ao4Bane Ha MOAXOMAWO JeUeHHE U 110 TO3H
HauWH [a BJIOWHM W3X0oja OT wH(exkumara. Tosa ce Habmomasa rnpu OaxkTepHaTHA TIHEBMOHUA,
NpUIoOHTa B 00UIECTBOTO, KAKTO M NPH HaKTEpUATHNTE YCIOXKHEHN Ha Bapuuena, Korato OxuTack
CE MpHITara 3a JIeYEHWE Ha NOBHIIEHA TemMriepaTypa WM 3a obyiiekdyapaHe Ha 0OIIKaTa BB BPbL3Ka ©
HH(EKUHS, ce TIpernopbyuBa Habmro/ieHue Ha HRQeKuraTa. [Ipr W3BLHOOTHHYAN YCTOBUS TALHEHT BT
TpaGBa Aa ce KOHCYNTUpa ¢ Jlekap, aKO CHMIITOMHTE MePCHCTHPAT HH Ce RIOWIABAT.

lIpeycTanopere neueHnero B criyuait Ha npoGaeMu ¢ 3PEHUETO, KATO 3aMbIJIEHO BUKIAHE,

AKO CHMITTOMHTE MPOALIDKABAT HITH C€ BIOMIABAT WITH CE TTOABAT HOBH CHMITTOMH, TTALMEHTHT
TpabBa fa ce KOHCYATHpa ¢ Aekap.

4.5 B3anMogelicTBae ¢ APYTH TeKAPCTBERN NPOJAYKTH U APYTH dopMu Ha
B3AHMO/leHCTRBHE

KomOnrnannun, xouro Tpadsa xa ce n36grear




AnkoXxoll: AJTKOXONBT, KOHCYMUPAH CAMOCTOSTEITHO, MOJKE J1a TIPEU3BUKA Apa3HEHE Ha
CTOMAMIHO-YPCBHUS TPAKT, TOPATIH KOSTO HMA MOBHILIEH PUCK OT CTOMALTHO-UYPEBHO KbpPBEHE U
a38H, korato HCTIBC ce npueMar enHoBpemMenHo ¢ ankoxoll. Ha manuentHTe ¢€ NMpenopbysa Ja
H30ArBaT Ta3u KOMOWHAUHS.

AHTHKOArYNaHTH (KaTo XenapuH W Bapdapud): HCTIBC morar na 3acunst edekTiTe Ha
aHTHKoarynantute (Bxk. Touka 4.4) . [lopagu noBHIIEHWA PUCK OT KbPBEHE NTAUMENTHTE TpaOBa Ia
ObJaT BHUMATENHO NPOCIeAIBaHU, KOTAaTO € HeoOX0AUMO eTHOBPEMEHHO NPUITOKEHHE.

Huknocrnopud : uMa ysenmudeH pHck ot HedpoTokensnocT, korato HCTIBC ce npunarar ¢
HWKIOCTIOPUH

Haburarpan: Bb3MoskeH moBuieH puck oT KbpBeHe, korato HCTTBC ce npunarat ¢ nadurarpat.

EpnotrauG : nosumer prck ot kupeene, koratro HCTIBC ce mpunarat ¢ epnoTHHKO.

JInTWii: prck OT NMoBWINABaHe Ha MIa3MeHaTa KOHIEHTPAMA HA JIUTHI, KOATO MOJKe Aa JOCTUTHE
TOKCHYHW HUBA, 1TOpaJn HaMaiaBaHe Ha Ob0OpeyHara ekcKkpenus Ha TMTHH. KoraTo e TTpunoxuMo,
TIa3MEHUTE HHBaA Ha NUTHI TpgOBa 1a ObJaT BHUMATETHO TIPOCIIEANBAHW W 103aTa Ha JIWTHH
CleaBa 1a ¢¢ KOPUrHpa nmo epemMe Ha W ciaed deueHueTo ¢ HCTIBC.

MeroTpekcar, pu 031 MO-BUCOKH OT |5 mg/ceIMHLa; MOBUIIIEH PHCK OT CBLP3aHa C METOTPEKCaT
KpbBHA TOKCUYHOCT, 0COOESHO KOTaTo ce Mpwjlara BLB BHCOKW Ho3u (> 15 mg/cemmuna), KosaTo HaH-
BEPOATHO € CBbP3aHa C W3MECTBAHE OT METOTPEKCAT-CBbP3aHUTE NMPOTEUHH W HaManeH ObOpedeH
KnupbHC . Hopaaw ToBa mauMeHTHTe, TeKYBAHA C TE3W JEKAPCTBCHU TIPOIYKTU, TPAOBA J1a TIOTLPCAT
JIEKAPCKa NOMOLL, NpeaM Ja MpyeMaT ToBA TEKapCTBO.

Hpyru HCIIBC (BRIFOYUTENHO CENEKTHBHU MHXHOWTOPH HA UMKIOOKCHTEHAza-2) W BHCOKH JI03H
CATHLIHJTATH: TIOBUIIEH PUCK OT TACTPOWHTECTHHAIIHU A3BH H KbpBEHE.

XHWHONOHH: BL3MOKEH MTOBHIIEH PUCK OT rbpyose npu npuemade Ha HCTIBC w xunononu

BennadakcuH: moBHIIeH puck oT KbpseHe nipu nipinarade Ha HCTIBC ¢ Bennadakcus .

KombuHauuu, H3HCKBAII K NpeANA3IHBOCT

AHTH-TPOMOOUNTHY cpeAcTBa W CEJICKTHBHH WHXHOWTOPH Ha 00paTHOTO 3axBallaHe Ha CEPOTOHMH
(SSRIs): MoBUIIEH PHCK OT CTOMAUIHO-YPEBHO KbpBeHe (BXK. Touka 4.4).

AHTHXWTIEPTEH3HBHY cpenctBa, ACE wnxuGutopn u aHruorensun {f pelienTopuy aHTaroHUCTy :
Ilpp nauvenTd ¢ HapyweHa OnOpeunHa Qyduxuus (Hanpumep XEXUAPATUPAHW W TIALMEATH B
HanmpeAHama Bb3pacT), eHoBpeMeHHoTo Npunokehne Ha ACE-waxubutop wau aurvotedsux 11
PEUETITOPEH AHTATOHHCT W IHKIIOOKCHTEHA3HW AHXWOWTOPH MOXKE Ja MPenu3BHKa AOMBIIHUTETHO
BJIOlIaBaHE HA ObOpe4YHa PYHKIHS, BKITIOUUTETHO NMOTEHUHANHE ocTpa O660pedna HeTOCTaTBHHOCT.
llopanu ToBa Te3u kOMOWHAUKMK TPAOBA 44 ce MPWIATAT ¢ MOBHIIEHO BHHMAHHE, 0COGEHO TIpH
MALIMEHTH B HanipeiHata Bb3pact. Hanuenture Tpadea ga 6waat noaxoasiio xuapaTtupanu 1 tpadea
Aa ce oOMUCIH MOHWTOpPWpaHe Ha OnOpevnata QyHKOWA Cllefl 3aMOYBane Ha €AHOBPEMEHHO

AHTHXHNCPTCH3MBHATA TCparts.




baknoden: HCTIBC BeposTHO Hamasissa Ha oTaensHero Ha Gaknoden (MoBHIIEH PUCK OT
TOKCUYHOCT]).

Chpaeunu ravkosuay : HCTIBC BeposTHO nosuimaBat miasMeHaTa KOKUEHTPALMS HA ChPACYHH
TJIIMKO3HIH, CHUIO BEPOATHO 0DOCTPAHE HA ChpaeuHaTa HEIOCTATLYHOCT ¥ HAMAIABAHE HA
OBOpeunaTa byHKUMS .

Koprrkocrepouny: [ToruieH pHCK OT racTpOUHTECTHHAIHH 38U WIH KLpaeHe (BAK. Touka 4.4),

Kymapunu: HCIIBC BeposTHO noeuiaBaT aHTRKOATYNIAHTHUS €DEKT Ha KyMapHHHTE

JubeHnnxnIanTorH M cynponamMuad; Thid Kato keTompoieH € CHITHO CBbP3aH C MPOTEHHH, MOKe
Aa € HeOOXOAWMO 1A Ce HaMAIH 03aTa Ha AMQEHHITXHAAHTORH WIH CyI(pOHAMHAN, TIPUIIATAHW TTO
BpEME HA NEYECHUETO.

Huyperwuw: TlaunerTuTte, npreMaiuy quypeTvUM 1 TE3H, KOUTO CHILO ¢a TEAKKO JeXHIpaTHPaHH,
¢4 HITOMCHH HA TTO-TOJIAM PHCK OT BTOPUYHO pa3sBUTHe Ha 0bOpeYHa HENOCTATHYHOCT NIOPaH
HaMaJIABAHETO Ha OLOPEUHUS KPEBEH TOTOK, MPHYUHEH OT HHXUOHpaHe Ha npocTartaHanh. Te3un
MAMHEHTH TPSOBa A2 OBAAT PEXUAPATHPAHH NPEIH 3aANMOYBAHE Ha eHOBPEMEHHOTO NIPHITOXKEHHE H
6BOpeuHata dyrxums Tpsbea na ce clieay BHUMATETHO (BK. Touka 4.4) clie HAYANOTO Ha
neqenneto. HCTIBC morat aa namansT ediekta Ha TAypeTHIIHTE.

XUMOFIMKEMUYHU cpeacTsa (cyndorunypen): HCTIBC BeposTHO 3acuiBat edekTHTE Ha
CyJIPOHHITYpenTe.

MeToTpeKcaT B 1031 NMo-HUCKH 0T |5 mg/ceamuuna:

Heobxoaumo e execeaMHuHO MuITHO NIpocTeAIBaHE Ha KPBBHATA KAPTHHA TIPe3 MbPBUTE HAKOMKO
CEIIMPLY OT KOMOWHMPaHOTO Npunoxenue. [Ipocneaspanero TpatBa na ce M3BLPUIBA HO-YECTO
MPH HATHHE Ha TPOMsIHA B OhOpeunaTa GyHKUWS W NIpH TIAITHEHTH B HANPEIHANA BB3PACT.

[MenTokcudunun: IMoBuweH puck oT kbpeeHe, HeoBXOMMMH ca MO-YecTH KITHHHYHH npernead u
KOHTPOJI Ha BPEMETO HA KbpPBEHE.

IMeHnunnamMuy : Bn3MoxeH NMOBHIIEH pHCK OT HeppoTokcuuHoct, korato HCTIBC ce npunarar ¢
MEHWUHJTAMUH,

Ilemerpekcen : HCTIBC BeposTHo Hamanspar OBLOpEeUHaTa EKCKpeIus Ha NEMETPEKCE.
I Ipacyrper : Bhamoskes noBuieH puck oT KbpseHe npu mpuaarane Ha HCIIBC ¢ npacyrper.

[pobeneunn: EnnoBpeMeHHOTO NPHTIOKEHHE Ha TPOOCHHIM MOKe 3IHAYUTETHO 13 HaMaid
MNa3sMEHUA KIHPBLHC Ha KeTonpoden.

Takponumyc : BBIMONKEH TMOBHIIEH PUCK OT HEQPOTOXCHWYHOCT NpH npunaraHe va HCTIBC ¢
TaKpOIIUMYC.




4.6 PepruanreT, GpeMeHHOCT H KbpPMEHe

bpeMennocT

HNuxubupaneTo Ha NPOCTArIAHAMHOBHA CHHTES MOXE /1A 1TOBIIHSE HeONAaronpHsATHO Ha
OpeMEeHHOCTTa W/HAH eMOPHOHATHOTO/(eTATHOTO pa3BuTHe. JJaHHNUTE OT eNHAEMHONOTHYHHTE
IpOYBAHHA 1OKA3BAT TOBHIIEH PHCK OT CIIOHTAHEH abopT H ChpAeYHH MahopMAaIHK |
FacTPOIM3NC Cie| ynoTpeda Ha MHXHOKUTOP Ha MPOCTArNIAHAHHOBMS CHHTE3 10 BPEMe Ha paHHA
OpeMeHHOCT. AGCOMOTHHAT PHCK 32 ChPACYHOCHIO0BA MAIGOPMALHS € YBEIHYEH OT MQ-Manko OT
1%, no npubnusnrento 1,5%. CuuTa ce, 4e PHCKBT € YBEIHYABA C 103aTa NPOABIKUTEIHOCTTA
Ha JICYEHHETO.

I1pu sk HBOTHH € AOKA3aHO, Y& MPHIIOKEHHETO HA HHXHOHTOP HA MPOCTArNAHAMHOBUSA CHHTES BOJIH
A0 NOBHII€HA NPe-H MOCT-UMIIJIAHTANHOHHA 3ary0a H eMOpuo-deranen neranmurer. OcseH ToBa,
TIpH XHBOTHH, NOJIYYMNIM HHXHOUTOP Ha NPOCTArNaHAMHOBHSA CHHTES 10 BpeMe Ha
OpraHOrCHCTHIHHA MEPHO, Ce ChoO0IaBa 3a MOBHIIEHA YeCTOTA Ha PANIMYHE MAIQOPMALIHH,
BKIIIOYHTEITHO ChPACYHOCHIOBH.

Or 20-ata cenMuna Ha OpeMEHHOCTTa HATATBK yToTpebara Ha KeTronpodeH Moxke 1a NpUYHHE
ONMroxXuapaMHHOH B pe3ynTar Ha Oh0pedna qucdyHknus Ha mioaa. Tosa MOXe J1a ¢e CIYUYM CKOPO
CJIeJl 3aM09YBaHe Ha JICUCHHETO H ODHKHOBEHO € 0DpaTHMO NpH NpeKpaTsBaze HA JeYeHHeTO. B
AONBJIHEHHE, HMa ChOOLUCHHS 3a CBMBaHE Ha ductus arteriosus cjiej| JIeueHHe Npe3 BTOPHS
TPHMECTED, NOBCYETO OT KOUTO OT3BYYABAT CNEA NPEKPATIBAHE HA JicueHHeTo. CreaoBaTesIHO 1O
BpeME Ha TbPBUA H BTOPHsI TPHMECTHP Ha OpeMEHHOCTTA, KeTonpodeH He TpAOBA Aa ce MPHIIAra,
OCBEH ako € abCOMOTHO HeoOXoMUMO. AKO XeTOTIpodeH ce H3MOM3BA OT XeHa, KOSTO e OMMTRA Na
3abpemMeHee, HIIW 110 BpeMe Ha MbPBHs U BTOPHS TPUMECTHP HA GpeMEHHOCTTA, 103aTa TpsadBa fa
CC TOAABPAKA Bb3MOKHO HAH~HICKA U IPONBIDKHTEHOCTTA HA IEUEHHETO 12 6bJe BL3MOKHO Hali-
kpatka. ClAeR eKCIO3HIHA Ha KeTonpodeH B MPOAbIDKCHHE HA HAKOIKO IHH, CYATAHO oT 20-aTta
FeCTallMOHHA CeAMHULA, TPAOBA fa c& HMa MpeJBH/ AHTEHATAJIHO NPOCeABaHe 3a
ONMTOXHAPAMHYOH M CBHBaHe Ha ductus arteriosus. IIpueMsT Ha keTonpodeH TpAGBa Aa ce
NPEYCTAaHOBH, aKO €€ YCTAaHOBH OJIMTOXHAPaMHMOH WM cBHBaHe Ha ductus arteriosus.

[1o Bpeme Ha TpeTHa TpHMECTED Ha GPEMEHHOCTTA BCHYKH HHXUGHTOPH HA TPOCTArNAEHHOBHA
CHHTE3 MOTraT a3 U3JIOKAT:

. IJIOJA HaA:
® KapaAHOMyNMOHAIHA TOKCHUYHOCT (CBMBAHE/3aTBAPAHE HA ductus arteriosus u GenogpobHa
XHNIEPTOHHSA);

* OBOpeuHa AHCOYHKIMS, KOSTO MOXKE N2 NPOTpecHpa 0 60pedHa HelOCTATBYHOCT ¢
O/THTOXHRPOMHO32 {BIDKTE f10-T'OPE);

. Makkata H HOBOPOAEHOTO, B Kpas Ha OpPeMEHHOCTTa, Ha:
¢ BB3MOXHO yIBIKABaHE HA BPEMETO Ha KEpBEHe, aHTH-arperupall €heKT, KOWTo MoKe Ja
HacTBIH JOPH NPH MHOTO HUCKH NO3M.
¢ UHXHOHPAHE HA MATOUHHTE KOHTPAKIKK, BOACIIO 0 3a0aBeR0 UK MPOIBJDKHTENHO

paxaaHe.

CieoBatenso, KeToNpod)eH JIM3HHOBA COM € MPOTHBONOKA3AH MO BpEME Ha
OpeMeHBOCTTA.




KbpMeHe
HsMa gocTaThuHo JaHHM 33 eKCKPElMATa Ha KETONpodeH B kbpMaTa. KeTorpodeH TH3NHOBA CON
HE Ce NMpenopbYBa MPH KbpPMEHE.

MDepTHIHTET

[TpoobmxuTenHara ynotpeda Ha Hakon HCTIBC e csbp3ana ¢ HaManeHa QEpTHITHOCT [P KEHUTE,
KOSTO € obparvma TIpy ciMpare Ha JiedeHHeTo. Y noTpedara Ha KeTOTIpodeH, KAKTO BCAKO
JIEKAPCTBO, 32 KOETO Ce 3Hae, Ye HHXHOWpa CHHTe3a HA IIMKJIOOKCHI€Ha3a / IPOCTarIaHIMH, MOXe
12 YRpeU HepTUIIMTETA B He Ce TIPENOpbUBA MPH XKEHH, KOWTO ce OMUTRAT Aa 3adpemerenT. Ilpu
KEHH, KOUTO U3NMUTBAT 3aTPYOHEHUSA TIpH 3a0pEeMEHNBAHE HITH KOUTO €a IMOJJIOKEHU Ha NPOYUBaHE
3a Gesnronue, Tpadea Aa ce OOMHCIH CHPAHE Ha KeToTpogdeH.

4.7 EdekTn BHpXy ciocoOnocTTa 32 mopupane u padora ¢ MalllHHY

Keronpoden mizunoBa con WMa HEIHAYWTEITHO BITHUSHHE BLPXY CTMOCODHOCTTA 3a WOMHpaHe HITH
padoTa ¢ MallIMHKU [PH NMPENOPBLYHTENTHATA F03a H NPOILILKHTEITHOCT Ha NedenuneTo. BbaMoxHH ca
HEXKENAHW peaKlHu KaTo 3aMBIVIEHO 3peHHe, 3aMasHOCT W ChHJIMBOCT (BX. Touka 4.8). Ako ca
3aCE€THATH OT TAKHBA, NALlMEHTHTE He TPI0Ba Ma mwodupar uiaM aa padoTAaT ¢ MalHHH.

4.8 Hexenann peaknun

CroMamiHo-upesan: Haii-uecto HabmogaBaHHTe HEXKEAaHu peakuy ¢a CTOMALWHO-YPEBHY 110
npupojaa. Moxe Ja ce nosBAT NENTHYHNA A3BH, Nepdopaula UIH KbPBEHE HA CTOMAITHO-YPEBHUS
TPAKT, MOAAKOTa haTalIHK, 0cOOESHO NP MAIMEHTH B HarpeIHana Bb3pacT (BK. Touka 4.4). Caen
TTPUNIOKEHWE Ca NOKIaJABaAHM rajleHe, MoBpbllaHe, THAPHA, METECOPUILM, 3aTIEK, TACTIENCHA,
KopeMmHa D0JIKa, MenaHa, XxeMaTeMe3a, YIIepO3eH CTOMATHT, 000CTpAHE HA KOIAT M GONECT Ha
Kpon (Bk. Touka 4.4). [To-psaako ce HabmogaBa racTpyr.

B MHoOro pefiku cnyuan Moske J1a C€ NOABH CBPbXYYBCTBHTETHOCT Mo1 GOpMATa Ha TEKKH CUCTEMHH
peakUMH (OTOK Ha TAPUHKCA, OTOK Ha IITOTHCA, 3a/IyX, MANUTAUHH, CHHAPOM Ha CTHBBH-/DKOHCEH),
BIJTIOYATEITHO A0 aHauIakTUYeH mok. B TakuBa ciiyyau ce W3McKBa He3a0aBHa MEIUIIMHCKA

TIOMOLI.
MedDRA Muoro | Yectn (> Heuectu (> 1 | Peakn Muor | C HeH3BecTHA 4eCTOTA
CHCTEMHO- YEeCTH 1/100 no / 1000 g0 (=21/10000 0
opramen kaac | & 1/10) | <1/10) <1/100) xo <1/1, 000) | peaxu
(<1/
10000)
Hapymenus XemoparuyHa TpomOouuronenns,
Ha KPBBTA H aHCMUA drPaHyJoOuHTO34,
JaM¢pmnara MeayjlapHa
CHCTeMa HELOCTATHbYHOCT H
XHITOILIA2Ns
HMynnu AHadUITaKTHYHU
HApYIIeHUAd peakuvn (BKIHOUHTEITHO
Henxuunn

L_paaclpuiic*ma




MedDRA Muoro | Yecrn (> Heuectn (> 1 | Penknu Muor | C HenzBecTHA YeCcTOTA
CHCTEMHO- qecTH 1/100 no / 1000 no (=1/10000 0
opranen kiaac | (= 1/10) | <1/10) <1/100) no <i/1, 000) | peakn
(<1/
10000)
Hapymenus ['maBobonne, [Mapecresns [Tpunaxbuu, JucTey3us
Ha HEPBHATA CBETOBBLPTEN,
cHCTEMa CHLHIHBOCT
Hapymennsn JaMbIIEHO
HA OYHTE 3IPEHHE
Hapymenns Iym B ymmTe
HA YXOTO H
JaGnpHATA
Crnpaeunn CwpaedHa
HApYIICHAN HEIOCTATHYHOCT
CrsaoBu XUIEPTOHHA,
HAPYIICHHA Baz0qUNaTAlNS
Jduxarennn, AcTMa bponxocrnasbm
IrPpbAHM H {ocobeHo nipy
MeAHACTHHAJ MalHEHTH C
HH MOTBbPACHA
HaApYIIcHHSR CBPbXUYBCTBUTENHOCT
KbM alleTUICAIIMUMIOBA
KHCENMWHA W APYTH
HCIIBC), pudur.
CromamHo- Hucnencus, 3arnek, CTOMATHT, ObocTpsiHe Ha KOTHT U
YpeBHH raneHe, Auapus, MenTHYHA A3Ba bonecr na Kpon,
HAPYINeHHSA KOpEMHA dbnaTynenums CTOMALIHO-YPEBHO
bonka, W racTput KbLpBEHE U
MOBPBIAHE nepgopaund,
yIEPO3CH CTOMATHT,
MEMEHA , XeMaTeMe3a,
nepdopallng | A3Ba Ha
ABaHAOECETOTIPLCTHHKA
Xenaro- Xenartur
OnHapHu
HAPYIleHHSA
Hapvmenus Obpis, Peakupn Ha
HA KOJKATA M chpOex (POTOYYBCTBHTETHOCT,
NOAKOXKHATA aNoNeUHd, YPTUKAPHA,
TbKaH aHTHoEIeM, OyIo3HH

KOYKHW peaKiIHH,
BKITIOUUTENHO CHHAPOM
ra CTUBBHC-/[KOHCBH




MedDRA

CHCTEMHO-
OpraHeH KJIac

Muoro

HeCTH
 1/10)

Yecu (=
1/100 no
<1/10)

Heuectrn (> 1
/ 1000 no
<1/100)

Penkn
(=1/10000
mo <1/1, 000)

Mmuor
0
peaAKu
(<1/
10000)

C HEeH3BeCTHA YeCTOT2

Hapymenun
Ha 0BLOpenuTe
H MUKOTIHHTE

OcTpa 0BOpeyHa
HETOCTATBhYHOCT,
TyOVJIoOunTEPCTHHHATIE

Cro0iiaBane Ha N0A03UPAHN HEKETAHH PeaKLAN

NbTRINA H HehpHT, HEPPHUTEH
CHHAPOM.

O6mu YMopa, 0ToK

HAPYIIEHWA U

edeKTH HA

MSICTOTO Ha

| IIpHJIOKEeHHE

Hicaenpanns IloBuinaBane [lpomenn B O1,0peuHaTa
Ha  TerJoTO, pyHkums.
noBHIIaBaHe
Ha
TpaHCAMHHA3H
TE W MOBHIIIEHA
KOHLEHTpaLus
HA  CepyMEH
Ounnpyoun
nopaau
HEPHOAPOOHU
HAPYIICHUS.

CboOUuIaBaHETO Ha MOA03HpaHH HEXENnaHui PeakUMH CIIel| pa3pelnasane 3a ynotpeda Ha
JIEKAPCTBEHUS TIPOAYKT € BayKHO, T0Ba MO3BONAMBA Ja €€ MTPOIBLIAM HAOTIOACHHE Ha
CLOTHOIIEHHUETO F10J13a / PUCK Ha JIEKAPCTREHHSA MPOTYKT, OT MEIUUMHCKHUTE CTIELHATHCTH Ce
H3UCKBA Aa cbOONIABAT BCAKA TIOLO3UPAHA HEXKETAHA PeaKIHs Ypes HaAUMOHATHaTa CUCTEMA 3a
cboOUlaBaHe KbM ManmbaHuTEIHATA areHUMS 110 nTeKapeTsara, Y., Jdamsaua 'pye” Ne 8, 1303

Cons, ten. +35928903417, yedcaiit: www.bda.bg.

4.9

Ipenozupane

CuMuromu

ChoOlasanu ca cnyval Ha Mpego3vpaHe TIpu 103u 10 2,5 g kerornipoded. B nosedero crywau
Ha0IO1aBaHUTE CUMNITOMH OOWKHOBEHO ¢a OTPaHUYEHH J10 JIETAPTHS, CHHIMBOCT, KOpeMHa Gorka,
raJieHe, MoBPbINdHE, KOUTO 0OMKHOBEHO ¢a 00paTUMU ¢ NMOAAbPKallH TpHKkK. PecrmupatopHa
JIETIPECHA, KOMa MJTH TbPYOBE Ca HACTBLITHIIH Ciel] TOMAMO NMpeao3upane ¢ Kertorpoper. Moxe na
BBH3HHKHE KbPBEHE HA CTOMALHO-YPEBHUS TPAKT, XUITOTOHHS, XHUITEPTOHUA HITH OcTpa Ob0pedHa
HEZOCTATBYHOCT, HO PSJIKO.

MepkH 3a neyeHne




Hama cneuudruHU aHTHIOTH NpH Mpello3HpaHe ¢ KerornpodeH nm3vHoBa cod. B cmywai Ha
CbMHEHHE 32 TIPeJO3HPAaHE, MPENOPBYBAHOTO JICYCHHE CE CHCTOU B CTOMALIHA NTPOMWBKA, CBLp3aHa
C TIpHIIaraHe Ha CUMIITOMATHUHO M NOAILPKAUIO JIEUEHHWE 3a KOMIIEHCHUpaHe Ha ACXUIpaTanuara,
MOHHTOPUPAaHE HA eKCKPELHATA HA YPUHATA H KOpPEKUNA HA auHA03ara, ake HMa TakaBa.

B cayuait Ha OKOpeuHa HeOCTATHYHOCT XEMOAUANIM3ATa MOXE 1a OBbIe NOe3HA 32 OTCTPAHABAHE
Ha JIEKApCTBEHUS MPOIYKT OT KPbBHHS MOTOK.

g, OAPMAKOJOINMYHH CBOUCTBA

5.1 PapMaKoAHHAMHYHH CBOHCTRA

q)apMaKOTEpaﬂEBTH‘-IHH Tpylia: HCCTCPOWUIHH MPOTUBOBBINAIHUTEIIHU CpCICTBRA, NMPOU3IBOLHHU HA
IMPOIMHOHOBA KHCECJITHHA.

ATC kom: MOTAEODS.

MexanwibM Ha felicTBHE

MexanusMeT Ha geiictee Ha HCTIBC ¢ cBbp3aH ¢ HaMansBaHe Ha CHHTE3A Ha NMPOCTarinaHInH,
NPHYHHEHO OT HHXUOWpaHe Ha eH3HMa UHKITOOKCHTEHA3A.

o-crenuanno, HCTIBC unxufupar npeBphiuaHeTo Ha apaXMOHOBATA KHCEMHMHA B LUMKIHYHH
enaoneporcuan, PGG: v PGH. npekypcopute na npocrarnangnau PGE,. PGE. PGF,, » PGD.
nmpocrauniuiil  PGl: W tpomOoxkecanu (TXA, w TXB; HWrxubupanero Ha cuuTe’a Ha
MpOCTarfaH IMHKUTE MOXKE CBIO Ja IMOBJIMAE HA JPYTH MEJIWATOPH KaTO XUHHWHH, KOETO TPEeIU3BHUKEA
HETPAKO ICHCTBHE B AOMBJIHEHHUE KbM JHPEKTHOTO NEHCTBHE.

Keronpoden nusuHoBa conm  wma cunen  amanreTHUeH edekT, nOpagd  HETOBWTE
MPOTHBOBL3ATHTENIHH €PeKTH U ehexTH BLPXY uenTpanHaTa cicTeMa. bonesHeHuTe BL3NATHTETHN
CBCTOAHHUA CC CITMMUAHUPAT HITH HAMAJIABAT, KATO MO TO3W HAYWH c¢ OnaronpUsTCTBA NOABUXKHOCTTA
Ha CTaBUTE.

5.2 PapmMakoKHHEeTHYHH CBOHCTBA

Abcopbuus
Keronpogen nmusinora con ce abeopbupa 6bp30 1 HambiHo. B (papMaKOKHHETHUYHO TPOYYBAHE
BBPXY 30 TalMeHTH, THKOBU TUTa3MeHH KOHUeHTpauuH oT 3.61 pg / ml (SD 1,17 ng/mi) ca
MOCTUTHATH [5-30 MUHYTH Clieq NMPUITOAKEHHETD.

Koraro keronpoden ce npuema c XpaHa, Heroeara obma duonanuuroct (AUC) He ce npomens;

obade ckopocTra Ha abcopbuws ce 3abad. He e WabGmiomaBaHo HATpyTBaHe cIel MOBTOPHO
MpUiarade Ha KeTonpoden,

Painpenenchue

Keronpogen 95- 100% ce cenp3sa ¢ nnasmenure nporeuntn (T1aBHO anbyMuH ).
HpusnauauaT o6em wa pasnpenencnne e 0,1-0,4 Likg.

buorpancdopmatmsg
Keronpoten ce meraGonHznpa excTeH3NBHO OT YepHOIPOGHHTE MUKPO3OMaTTHU €H3UMM,
MPEANMHO Ype3 KOHIOTUPAHE W CaMO HE3HAYMTEIIHO YpPe3 XHAPOKCHITUPAHE,
METabOIUTH HAMAT (PapMAKOJIOTrHYHA AKTHBHOCT.




6.2

6.3

6.4

6.5

EnuMuHUpaHe
CTOWHOCTHTE Ha TiasMeHHs KIHpBHE ca Mexay 0,6 u 0,08 L/kg/h. JlekapeTBeHUAT npodyxT ce
eTUMHUHKpPa Obp30 W raeHo npes 6uOpeuuTe. [InazMeruaT nonyxupoT e npudiuznTesiHo 1,5 vaca.
60-80% ot mosata Orurtack 25 mg TabneTkH ce eKcKpeTHpa B ypWHaTa KaTo MeTaboauT Ha

FITFOKOPOHU B paMKHTE Ha 24 yaca.

5.3 IHpeKIMHAYHNT JAHHH 32 0€30MACHOCT

Hexmauunvte nanHW 3a dapMakonorHunara 0e30MMacHOCT, TOKCHYHOCTTA TPH MHOTOKPATHO
NpUIarane, PeNpOIyKTHBHATA TOKCHYHOCT W JIOKATHATA TOHOCHMOCT Ha KETOTMPO(EH JIM3HHOBA CO
He TIOKa3BaT 0CODEH pHCK 3a XopaTa, KOHTO Ja He ¢ o0XBaHaT OT apyrH pa3aemu Ha tazn KXTL

He ce crobmasa keronpoden nH3uHoBa co Ja € 6Una MyTareHHa 1o BpeMe Ha in Vitro W in vivo
TECTOBE 33 FeHOTOKCHYHOCT. [IpoyuBaHud 3a KapUHHOreHe3a Ha KetonpodeH NPy MUIITKH H TUTbXOBE
HE TIOKa3BaT KapUHHOTeHeH edeKT.

6. GOAPMAIIEBTHYHHA TAHHHN
6.1 Cancbk HA TOMOLIKRUTE BellecTBa

Anpo aa tabnerkara:

Mawuuron (E421)

Kpocnosnaon

Hartpues naypuiacyndar

Crnmuunes qnokens, konouaen 6essonen (E551)
Harpues creapundymapar (E485)

[TokpuTue:

Iomapnrunos ankoxon (E1203)
Makporoms 4000 (E1521)

Tutanos grokenn (E171)

Tank (ES53B)

bpunsuTro cinbo (E133)

XHHOIHHOB ABAT alryMunnes nak (E104)

HecnBMecTuMocTH
Henpunoxumo
Cpok na reamnocr
3 romvHu
CnennaiHu npeanazun MEPKH 3a ChXpaHeHHe

Ha ce cbxpauspa B OpPHI'MHAJIHATA OTIaKOBKA, 3a J1a ¢¢ MPENa3H OT CBETJIUHA W BJIATA.
Toau nexapcrsen MPONYKT HE W3NCKBA CIEMAIIHH YCTOBUA HA ChXPAHEHHE

Bun u ebanpxanve Ha onakoBkaTa



HenpospayeH, alyMHHHEBO-NIONIHAMHICH/ alTlyMHHHER/ NONMBHHHAXIOpUAEeH ONUCTED B CISAHHUTE
OTIAKOBKH:

10 # 20 Tabnetkn

He BCHYKY BHAOBE ONAKOBKH MOrat Aa Obaat nycHaTH B npoaaxoa.

6.6 CnenHa/IHH OpeINAZHE MEPKH 33 H3XBbPJAHE
Hsma cnienuani H3HcKBaHusA., Hen3non3BaHUAT NeKapcTBEH NPOAYKT WIH OTHAXBYHUTE
MaTepHaad OT HEro TpsabBa 1a ce H3XBLPJIAT B CbOTBETCTBUE ¢ MECTHHTE H3UCKBAHUA.
7. IMPUTEXATEJI HA PASPEHLIEHHETO 3A YIIOTPEBA
Domp¢ farmaceutici S.p.A
Via San Martino 12,
20122 Milano
Hramis
8. HOMEP (A) HA PA3BPEIIIEHHETO 3A YIIOTPEBA
20190220
g, HATA HA IIBPBO PA3BPEILHABAHE / IOAHOBABAHE HA PASPELIEHHETO 3A
YIIOTPEBA
10. JATA HA ITPEPA3IJIEXKJAHE HA TEKCTA

08/2023 r.




