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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUS ITPOAYKT

OKHUTACK 25 mg puamupanu Tabnietku
OKITASK 25 mg film-coated tablets

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

Bceska Tabnerka chabpika akTUBHATa cbcTaBka ketonpogen (ketoprofen) 25 mg (kato keronpoden
nu3uHoBa con 40 mg (as ketoprofen lysine salt 40 mg)) .

3a MbJIHUA CITUCHK HA MOMOLLHUTE BELLEeCTBA, BUXKTE TOUKa 6. 1.

3. ®APMAILIEBTUYHA ®OPMA

Ounmupana tadseTka

M3nbKHaIK, C AHAMETBP 7 MM, CUHU KpbIy TabJIETKH, C JICJIUTE/IHA YepTa OT €/1HaTa CTpaHa.
JlenquTenHara yepra He e rnpejiHa3HayeHa 3a cyynsaHe Ha tadJserkara.

4. KAUHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHS

OKMTACK Cce NnpenopbyBa 3a KPaTKOCPOYHO CUMNTOMATHYHO JIeYeHHEe Ha OCTpa JieKa J10 yMepeHa
OoJlKa ¥ NOBHULLIEHA TEMIIEepaTypa.

OKMTAcCK € noKasaH Nnpu Bb3pacTHH Ha |8 U noBeYe roguHH,

4.2 JIO3HPOBKA H HAYHH HA NMPHJIOKEHHE
Jdo3upoBka
[lokazanmue Bon3pacToBa rpyna Ho3a NPOABJ/KHTETHOCT
CUMNITOMATHYHO Bb3pacTthu Han 18 | Tabnerka karo MuHuManHara

o0OJiekyaBaHe Ha 00JiKa
U NTOBUILLIEHA
TeMmneparypa

NMNOAHUHH

e/IHOKparTHa J03a,
MoBTOpeHa 2 10 3
MbTH HA JIEH, aKoO €
HeoOXxoauMo. *

e(peKTHBHA /1034
TpsdBa Aa ce u3noJi3Ba
3a HAHW-KPaTKOTO




* Tpabra na umMa UHTEPBAN OT MOHE 4 Yaca MeXAY A03UTE.
He npesuilaBanTe npenopb4yBaHaTa HEBHA 1034 OT /3 mg .

AKO CHMNTOMHTE NPOABKABAT NOBEYE OT TPH AHHW NMPU NOBHLLEHA TEMNIEPATYPA UJIW NET JHH TIPH
00JiKa KM aKO CHMITITOMHTE C€ BAOLLAT, TpAOBA 1a C€ KOHCYNATHPATE C MEJUUHHCKH CNEUHATUCT,

[lauMeHTH B CTApYECKa Bb3PacT

KeTonpodeH nu3nHoBa con TpaOBa Aa ce M3N0/A3Ba C NOBHLIEHO BHHMAaHHE MTPH NALKEHTH B
cTapuecka Bb3pacT.

[lpy nauHeHTH B CTAp4ECKa BLIPACT Ce NpenopbyuBa A03a oT | TabneTka JHEBHO.,

[leanaTpuuHa nonyaauns
KeronpodeH nU3WHOBA cOM He TpAOBa Na Ce U3MONA3Ba NPH Aella Ha Bb3pacT noj 18 roanHu.

Hayun Ha npuaokenue
Camo 3a nepopaliHa ynorpeoa.
I reTHETE TabNeTkaTa uiana ¢ 4aa Boja.

4.} IIpornBEOnOKA3AHHSA
JlexapcTBEHHAT NPOAYKT He TPsAOBA Aa Ce U3NON3Ba B CNEIHUTE CIYyUaK:

e pH MAUKWECHTH C aHAMHE3a 3a peakLUUd HA CBPBbXYYBCTBUTEIHOCT, KaTO Hanpumep
OpOHXOCNA3eM, MPUCTBIY HA aCTMA, OCThP PHHUT, YPTHKAPUS, ODPHUBH WK APYTHY alepruysu
peaklud KbM KeTonpodeH Wid KbM BEiLeCcTBa ¢ Noao0eH MEXaHW3bM Ha AcHcTBue (KaTo
aueTuicandunnosa kucenuHa unu apyru HCIIBC). llpu Te3n nauuentu ca nabniopasauu
TEXKH U B PEAKH cliy4au daTaiHu peakyuu (BxkK. Touka 4.8);

¢ [PU MAUHEHTH C YYBCTBHTEIHOCT KbM HAKOE OT NMOMOIUHHTE BELIECTBa, U3OpoeHH B
Tovka 6.1;

® 10 BpEME Ha TpeTHs TPUMECTHP HA OpeMeHHOoCTTA ( BXK, Touka 4.6 );

® IpPH TEXKA CbpPAEYHA HEAOCTATBYHOCT;

e TIPH NALHEHTH C aKTHBHA MENTHYHA A3BA UJIK ¢ AaHAMHE3a 3@ CTOMALLIHO-UPEBHO KbPBEHE,
S3BH WK niepdopalus;

e IpPHY NALMEHTH C A3BA HA CTOMAXA HJIW JBAHALECCETONPLCTHUKA, XPOHHYHA AHCNENCHS H
racTpUT,

¢ TpH NAUUEHTH C NEBKOUMTONEHUA HIAU TPOMOOLUMUTONEHHS, AKTHBHO KbPBEHE WJIM
KBPBALLA AHATE3A [IPH JICHEHHE ¢ AHTHKOATYJIaHTH;

* NpU NALMUEHTH ¢ Texka ObOpeuHa unu YepHOApOOHA HEJOCTATHYHOCT .

4.4 Cneunvanuu npeaynpexieHHs H peanNazHH MepKH npu ynorpeba

CboOLliaBaHu ca MHOTO PEAKH CAYYaH Ha TEXKa, B HAKOW clydyau ¢aTanHa peakuus, BKIIOUNUTEIHO
ekchonuaTuBeH A€PMATHT, CHHAPOM Ha CTHBBHC-IXKOHCHH M TOKCHYHA eNUAEePMATHA HEKPOIH3a
npu ¢ ynotpedara Ha HCIIBC (B8x. Touka 4.8). Ketonpoden nn3unoBa con tpsibea aa ce npekparu
Mpv OBPBUTE NPH3HALKM HA OOpWB, yBpeXJaHe HA JIMTaBHUATa HNK HAKAKbB APYT NPH3HAK Ha
CBPbXUYYBCTBUTEIHOCT, e




Hanonspadero Ha keronpodetn nu3nHosa con enHoBpemerHo ¢ HCTIBC, skmouuTenHo
LM KJIOOKCHI€Ha3a-2 CENEKTHBHH HHXHOUTOPH, TpAOBa fa ce u3bsraa.

HexenauuTte pCaKUUH MOraT aa 0bAaT CBeleHH 10 MM HUMYM 4pe3 U3NOT3BAHC HA MUHHUMAaJTHATA
ECbE!KTHBHa A03a 3a Hﬂﬁ*KPﬂTl{Hﬂ NEPHOA OT BPEMC, HeoDX0AuM 3a KOHTPOJMHPAHEC HA CHMIITOMHTE,

IIpexomepHaTa ynotpeba Ha HCIIBC moxe na noseae ao rnasobonue, npeau3sHKaHO OT
MeavkaMeHTH. Ha nauuentuTte ce npenopbusa Aa NpeycTaHOBAT IeYeHWeTo W 1a Obaar
NpeaAynpeaeHu 3a Bb3AMMKHH CHMINITOMK HA OTHEMAHE, KOWTO MOTAT Ja BKKYBAT BJOLLABAHE Ha
rnasobONUETO, KOETO MOXE J1a NPOABLHKH HAKOIKO JHH.

[TallMeHTH B CTap4ecka BbL3PACT: XOpaTa B CTAapyecka Bb3PaCT MMAT MOBHIIEHA 4eCTOTa HAa
HexenaHd peakuvd kbM HCIIBC, ocobeno cromalino-upeBHO KbpBeHe W nepdopauus, KOUTO
Morar aa 6baar garanuu (Bx. Touka 4.2).

CroMaluHo-4YpeBHO KbpBeHe, A3BH U nepdopauus: npu Bcuuky HCTIBC ce chobiasa 3a xbpBete,
93BH WIH nepPopalus Ha CTOMAUIHO-UPEBHUS TPaKT, KOMTO Morat Aa ObaaT datanuy, no BCAko
BpeMe Ha JICMEHHETO, CbC HIIH O€3 NpedynpeANTENHN CHMATOMH HAHK NPEANLUIHA aHAMHE3a Ha
CEPUO3HH CTOMALLHO-YPEBHH CHONTHA.

Hskou ennaeMHUONMOrMYHY JaHHW Npeanoarar, ye keTonpodeH Moxe a3 ObJie CBbP3aH ¢ BHCOK
PHCK OT CEPHO3HA CTOMALIHO-YPEBHA TOKCU4YHOCT, B cpaBHeHKE ¢ HAxoH apyrH HCTIBC, ocobeno
MpPH BUCOKH A037 (BX. CbILtO TOUukH 4.2 1 4.3).

PvCKDbT OT KbpBEHE, A3BU HIIKM Nepdopauns Ha CTOMAUIHO-YPEBHUSA TPAKT € NO-BUCOK NpH
yBenruyasane Ha 1o3uTe Ha HCTIBC, npu mauuenTn ¢ aHamHesa 3a a3Ba, 0CO0EHO aKo € YCIOKHEHA
C KPbBOH3/UB UIH fiepdopaLius (BK. Touka 4.3), KakTo ¥ IPH NALHEHTH B CTApUECKa Bh3pacT.
Tesn naunenTn TpAOBA Aa 3aM0UHAT NEUCHHKE ¢ Hali-HUCKATa Bb3MOXHA A03a. KomMOuHupanarta
TEPANUA CbC 3aIMTHU CPEACTBA (HAIP. MU3ONPOCTON HAH HHXMOUTOPH Ha NPOTOHHATA NOMIA)
TpAOBa 21a ce 0OMHUCIH NPH TE3W NALKUEHTH, @ CbILIO U NPH NALKEHTH, KOUTO CE HYXIANT OT
€/IHOBPEMEHHO NPUJIAraHe Ha HUCKA J03a aCMUPHH WK IPYTH NEKApPCTBa, KOWTO MOrar aa
NOBULIAT PUCK 32 CTOMALLIHO-UPEBHHUA TPAKT (BX. N0-200ay ¥ Touka 4.5). Ilaunenture ¢ aHaMHesa
33 CTOMALLHO-YPEBHA TOKCHYHOCT, 0CODEHO ako ca B CTapyecka Bb3pacT, TpaOBa Aa cbolblnasar 3a
BCHYKH HeoON4YaliHHi abaoMuHaNHU CUMITOMH (0COOEHO KbPBEHE HA CTOMALIHO-YPEBHUS TPAKT),
0COO€HO B HAYaIHUTE €TanH Ha JieueHueTo. [Ipenopsusa ce NOBUILIEHO BHUMAHWE MPH NALHEHTH,
MoNny4aBallid CbITbTCTBAILM JIEKAPCTBA, KOUTO MOTaT 1a C€ YBENUUYAT PUCKA OT 3B HJIH KbPBEHE,
KaTO NepopaHi KOPTHKOCTEPOHIH, AHTHKOATY/JIAHTH KaTo BapdapuH, CENEKTUBHU HHXHOUTOPH Ha
00OpaTHOTO 3axBallaHE Ha CEPOTOHWUH UNH AHTH-TPOMOOUUTHY CPEACTBA KATO aCNHPHH {BX. TOUKA

4.5).

Koraro npu nauneHTH, nofyvyasaily KeTonpodeH JU3KHOBA COJ, CE MOSBAT KbPBEHE MU 3B HA
CTOMAaLLIHO-YPCBHUA TPAKT, Ne4eHHETO TpsaOBa aa ce npeycradHoBu. HCIIBC Tps6pa aa ce npunarar
BHUMATENHO NPH NAUEHTH ¢ aHAMHE3a 3a CTOMALUHO-YPEBHHU 3a00nABaHH (yJILEPO3EH KOJIHT,
OonecT Ha KpoH), Thii KaTo T€3W CbCTOAHUSA MOraT Aa ce RaolaT {BxK. Touka 4.8). [Mauuenture
TpsibBa Aa ObJaT BHUMATEJIHO IpocnensBaHi, 0cOGEHO 3a CTOMAIIHO-UPEBHO KbPBEHE.

KAuHWYHHTE NpOYYBaHHA W E€NMAEMHONOTMYHWTE JAaHHM MOKAa3BaT, ye ynorpedara Ha HAKOM
HCIIBC (ocobeHo npu BUCOKM J03M W 33 NMPOABLIBKHTENHO NEUEHHE) MOXKE i,

MNOBULIABAHC HA PUCKA OT apTEepHANHH TpPOMOOTHUYHHM CLOMTUA (HanpuMmep
WK HHCYNT). Hama noctaTbuHO RaHHY, 33 A4 Ce U3KIIOUYH NOA00EH pHcK 3




Kakro u npu apyrn HCITIBC, nauueHTH ¢ HEKOHTPOJHpAHA XUNIEPTOHHUA, NOTBLPACHA HCXEMHYHA
KapAHOMHONaTHdA, nepudepHo aprepuanHo 3abonssaHe w/uau uepedposackynaphHo 3abonsBaHe
Morar Aa OwbAaT JeKyBaHHU ¢ keTonpogeH JU3IHHOBA COJl CaMo CASA BHUMATENHA MpeLieHKa.

B Hauanoto Ha jeucHueTo 6bOpevHarTa dyHKUKA TpsaOBa Aa ce clied BHUMATENHO NPU NalHEeHTH
CbC ChPACUYHA HEAOCTATLUHOCT, LHPO3a W Hedpo3a, TEIM HA JiCHEHHE C AUy PeTHLH (BX. TOukKa 4.5)
1 nauueHTd ¢ 0L6peyHo yBpexaaHe, 0CODEHO ako ca B ¢Tapyecka Bb3pacT. [Ipu T€3W mauneHTH
ynotpebara Ha ketonpogeH Moxe Ja A0BeAe A0 HamalisBaHe Ha ObOpe4HOTO KpbBOCHaOAsBaHE,
nopaav WHXHOMpaHe Ha NPOCTariaHAnH, Boaeulo 40 0b0peyHa HEROCTATBYHOCT,

[1o Bpeme Ha neuenue ¢ HCIIBC ca HabniofaBaHy 3aibpiKaHE HA TEUHOCTH, XUNEPTOHUA U OTOK.
HeobOXoauMO € TMNOBUIIEHO BHHMAHME [IpEIH 3anouyBaHe HA JIEHEHHUETO NPH NALMUEHTH C
NOJOXKHTENHA MEAHLIHHCKA AaHAMHE3a 3a TE3H CHCTOAHRMA.

[Ipy nauMeHTH C HAPYyLWIEHW CTOMHOCTH HAa 4JepHoapoOHaTa (YHKUHA HAW aHaMHe3za 3a
yepHOApobHO 3abongBaHe, CTORHOCTUTE HA TpaHCAaMHMHAa3UTe TPsOBa Aa ¢e OLEHABAT MEPHOAHYHO,
OCODEHO 110 BpEMEe Ha NPOABIXKHUTENHO JieucHHe. MMa ChoOlLeHMA 3a pelikd Clly4Han Ha XbATEHHLA
K XeNaTUT, CBbP3aHUu ¢ ynoTtpebara Ha KETOMpodeH.

HeoOXoAHMO € BHHMAaHME, KOraTo JACKAPCTBEHUAT NPOAYKT C€ Nnpuaara npd MauMeHTH C
yepHoApoOHa nopdupus, Thil KATO TOBA MOXE Ja NPEIU3BHKA NPUCTBII.

Kakro u npu apyru HCIIBC, npn nHanuuueTo Ha MHexkuus Tpabsa A2 ce uUMa MpesBHA, ye
MPOTHBOBB3MANIUMTEIHUTE, AHANTCTHYHHTE U AaHTHNUPETHUHHTE CBOHCTBA Ha KETONpodeH Morar 1a
MPUKPUAT CUMIITOMH, HECTO CBbP3aHH C NPOrPECUPAHETO HA MH(EKLINSA, KATO Tpecka.

B cayuau Ha OpEeMEHHOCT, PEPTUIUTET UIH KbPMEHE BHKTE TOUKa 4.6.

[TauenT ¢ acT™Ma, CBbP3aHH C XPOHUYEH WK ANEPrHyYeH PHHHUT, XPOHHUUYEH CHHY3WT W/ WM
HazanHa MOMWNO3a ca MO-CKJIOHHH KbM aJepPrid KbM AUETHICAJMUWJIOBA KHCENUHA W/WIH
HCIIBC, oTkoJKOTO ocTaHanata 4yacT OT HaceleHueTo. [IpueMaHeto Ha ketonpodeH AH3HHOBA
CON MOXE JAa NPHYUHM NPUCTBNM HA acTMa MM OpPOHXOCMasbM NP MALUWEHTH, KOHTO ca
aNepruvyHi KeM auetuncaniuunosa kucennda unu HCIIBC (Bx. Touka 4.3). CnenoBatenHo npu
T€3W NalMEeHTH U NP XPOHHYHA OOCTpyKTHBHA DOenoapobua Gonect nan O6bbpeuHo 3abonsipaHe
IEKAPCTBEHHAT NPOAYKT TpsA0Ba Ja ce U3no3Ba caMo NOR JEKapCKo HaboAeHHeE.

Mackupase Ha CHMOTOMMTE HA noaaexaliure HHpexkuuu: OKATACK MOXe Ja MackKupa
CUMNTOMHTE Ha WHPEKUHS, KOETO MOXE Ja hoBeae A0 3abaBfiHe HA 3ano4BaHe HA MOAXOAALLO
JICYEHWE W IO TO3W HAYMH J[a BJIOWM H3XoJa OT uHQekuuara. Toea ce nHabnmogaea fipw
DakrepHnaHa NHEBMOHHKS, NpYUACOHTA B ODLLECTBOTO, KAKTO M NpU 6aKkTepHaNnHHUTE YCIOKHEHHSA HA
Bapuilena. Korato Okxurack ce mnpunara 3a JI€UEHUE Ha [MOBMILHEHA TEMNepaTypa HWIM 3a
obnekuaBaHe Ha OonKaTa BbB Bpb3Ka ¢ HH(QEKUHA, ce MpenopbuBa HabmoaeHue Ha uHdekunara.

[Ipu 13BBLHOOHUYHH YCNOBMA MAUMEHTHT TPAOBA Ja ce KOHCYNTHpa ¢ NeKap, aKO CHMMTOMHTE
NePCHCTHPAT WM CE BAOLIABAT.

[IpeycTatioBeTe IeUeHHETO B Cayuail Ha npobiieMH € 3pEHUETO, KATO 3aMbIIIEHO BUXKAAHE.

AKO CHMNTOMUTE NPOIBLNKABAT HJIK CE BIAOLLABAT UJIH CE MOABAT HOBU CHMATOMHU
TpsAOBa a ce KOHCYJNTHpAa ¢ nekap.




4.5 B3anmoaeiicTBHe ¢ APYTH AeKAPCTBEHH NPOAYKTH ¥ APYrH GOPMH Ha
B3aHUMOACHCTBHE

KoMbOuHaunn, kouTo TpsadOBa Aa ce Hiddarsart

AJKOX0: ANKOXONbT, KOHCYMHPAH CAMOCTOATENHO, MOXE J1a NPEAM3BHKA Ipa3HEHe Ha
CTOMALLHO-YPEBHUSL TPAKT, MOPAAK KOETO UMa NOBUILEH PUCK OT CTOMALUHO-YPEBHO KHPBEHE U
s34, korato HCIIBC ce npuemar eqHOBpeMeHHO ¢ ankoxo. Ha nauveHTHTE ce nipenopbysa aa
H36arear Ta3zu KOMOMHaLUKA.

AHTHKOAryJauTH (kato xenapuH u Bappaput): HCIIBC mMorart aa 3acunst edexkrure Ha
aHTHUKOAarynaHTHTe (BX. Touka 4.4) . [lopaay noBULLEHUS PUCK OT KbPBEHE NMauHeHTUTE TpROBa /1a
OBJaT BHUMATENHO NPOCNEAABAYH, KOTAaTO € HEOOXOAWMO €1HOBPEMEHHO NPHIOXKEHHE.

LIMKJIOCTIOPHH : MMa YBEJHYEH pUCK OT HedpoTokcu4iHOCT, korato HCIIBC ce npunarar ¢
LHHKJIOCTTOPHUH

JaburarpaH: Bb3MOXKEH NOBHILEH PUCK OT KbpeeHe, korato HCIIBC ce npunarar ¢ gaburarpat.

EpaoTuHu6 : noBuiwueH puck ot kbpBeHe, korato HCIIBC ce npunarar ¢ epaoTuHub.

JINTHH: pUCK OT MOBUILABAHE HA NMNAa3MEHATa KOHLECHTPALUA HA TUTHH, KOATO MOXKE Ja NOCTHTHE
TOKCHYHH HHBA, NOpaau HamansBaHe Ha ObOpevHaTa ekckpeuus Ha MMTHH. KoraTo e npunoxumo,
MNa3MEHUTE HHBA HA IUTUH TpaOBa na ObAaT BHUMATENHO NPOCAEASBaHH H A03aTa HA NHTHI
CNeAaBa 11a ce KOpHIrvpa no speme Ha U caea nedenueto ¢ HCIIBC.

MeToTpekcar, NpH A03H NMO-BMCOKM OT |5 mg/ceaMuua: noBMilieH PHCK OT CBbp3aHa ¢
METOTpPEKCAT KpbBHA TOKCHUYHOCT, OCODEHO KOraTo ce [rpunara BbB BHCOKH JA03H (> 15
mg/CeAMHLA), KOATO HaH-BEPOATHO € CBbP3aHA C MW3MECTBaHE OT MEeTOTPEKCAT-CBbp3aHMTe
npoTeHHH W HamaieH ObOpedeH KaupbHC . [lopaau ToBa naLMEHTHTE, NEKYBAHH C TE3M
JICKApCTBEHH TNPOJAYKTH, TpAOdBa Aa NOTHPCAT JeKapcka MNoMoll, NpeAX Na NpHeMaTr ToBa
JICKapCTRO.

Opyry HCIIBC (BKMOYUTENIHO CeleKTUBHH MHXUOHUTOPH HA LUMKIOOKCHIEHa3a-2) U BUCOKH 103U
CATHUMNATH: NOBHLLUEH PHCK OT FACTPOHHTECTHHAIIHM A3BH U KbpBEHE.

XHHOJIOHH: Bb3MOXEH MOBHLLEH PUCK OT rppuoBe npu npueMaHe Ha HCTIBC n xuHoloHH

BennadakcHH: NOBHILEH PUCK OT KbpBeHe npu npuiarane Ha HCTIBC ¢ BennadakcuH .

KoMOuHALINKM, H3HCKBAIH NPEANAa3THBOCT

AHTU-TPOMOOUMTHH CPEACTBA U CENeKTHUBHH HHXHOUTOPH Ha OOpPAaTHOTO 3axBallaHe HA CEPOTOHUH
(SSRIS): noBHLIEH pHCK OT CTOMALLHO-YPEBHO KbpBeHE (BX. Touka 4.4).

AHTUXWUNEPTEH3HBHY cpeactBa, ACE unxuburopd ¥ aHrHOTeH3uH [l peuenTopHW aHTarOHUCTH :
[Ipy nauuentH ¢ HapyuwieHa O6bOpeyHa QyHKUHS (HaNpUMeEp AEXHAPATHPAHH U TALUEHTH B
CTapuyecka BbB3PaCT), €4HOBPEMEHHOTO npuiokeHue Ha ACE-uHXHOHTOp W
PELENTOPEH aHTArOHUCT ¥ UMKI/IOOKCHIEHa3HH WHXUOUTOPM MOXe Aa Mpeaus
BjlolIaBaHe Ha 6b0peyHa QyHKIUSA, BKRIOUHTENHO MOTEHHANTHA ocTpa Ob6pe




[Topaau ToBa Teau komOuHauuu TpsOBA Aa ce npuiarar ¢ MOBULIEHO BHHMaHWe, 0COOEHO NpH
nalMeHTH B CTapyecka Bb3pacT. [launeHTuTe Tpsbea Aa ObAAT NOAXOAALLC XHUAPATHPAHU H TPsAOBa
na ce odMuUCaH MOHUTOpHpaHe Ha ObOpedyHata (yHKUHMA CleJ 3aN0YBAHE HA €JHOBPEMEHHO
neyenne. HCIIBC morat na aHTaroHu3upar epeKTUTE Ha MOHMKABAHE HA KPbLBHOTO HaNsAraHe Ha
aHTHXUTIEPTEH3HBHATA TEPANHA.

baknodeH: HCIIBC BepoaTHO HaMansBa Ha OTASNAHETO Ha HaknodeH (MOBULIEH PUCK OT
TOKCHYHOCT).

Copaeunu ravkosnay . HCTIBC BepoaTHO noBHILABAT [MNAa3MEHATa KOHLEHTPaUW® Ha ChbpACYHH
FMUKO3H AN, ChIUO BEPOATHO 000CTpAHE HA CHPASHHATA HEJOCTATBYHOCT H HAMAJSRAHE Ha
ObOpeuHaTa GyHKLMA

KopTukocTeponau: [ToBuilLEH pUCK OT raCTPOUHTECTHHANHY 93BH WK KbpBeHe (Bx. Touka 4.4).

Kymapuuu: HCIIBC BeposiTHO NOBULIABAT aHTUKOArYJAHTHHSA €PEKT HA KYMAPUHHUTE

JndeHnnxuaaHTouH 4 CyadoHaMHUAN: Thil KATO KETONPOQEH € CHITHO CBLP3aH ¢ NPOTEUHH, MOXKE
ka € HeoOXOAUMO Aa ce HaMalu 103aTa Ha AUQEHWIXUAAHTOMH UK CyadOHAMHAM, NpUAAraly 1o
BpPEME Ha NCYEHHUETO.

duypetHuy: IlanveHTure, npUeMaLid AUYPETHLH H T€3U, KOUTO CbLUO €A TEXKO ACXHIPATHPAHH,
Ca U3JIOKEHU HA NO-TOJIIM PUCK OT BTOPUUHO pPa3BHTHE Ha ObOpevMHA HEJOCTATLUYHOCT Nopanu
HamassBaHeTo Ha OBpOpEeUHUs KPbLBEH MOTOK, MPUMHHEH OT HHXHOUpaHE Ha NpocTaraadany. Te3u
natueHTy TpAdBa na 0b1aT pexuapaTHpanu npeiu 3anouBaHe Ha €AHOBPEMEHHOTO MPUIOKEHHE K
OBOpeynaTa pyHkuua TpsdBa Aa ce crean BHUMATENHO (BXK. Touka 4.4) ciea HAYal0TO Ha
neuenunero. HCIIBC MoraT na Hamanart edekra Ha AUYPETHLMTE.

Xunoraukemuutu cpenctia (cyndounaypen ). HCIIBC epoatHo 3acunBat eeKTHTE Ha
CYJI(OHUTYPEHTE,

MeToTpekcar B 1034 NO-HUCKH OT 153 mg/ceamMuua

Heobx0anMo € ©xXeceIMHYHO TBIHO NPOCNEAABAHE HA KPbBHATA KAPTHHA NPE3 NbPBUTE HAKOJKO
CeAMUUM OT KOMOWHHPAHOTO npunoxeHue. [1pocnenssaHero TpadBa Aa ce U3BLPLLBA MO-YECTO
Mpy HaNW4YKE HA MPOMAHA B OBOpeyHaTa PYHKUUA U NPU NALUEHTH B CTAPYECKA Bb3PACT.

[Tentokcudunut: [Nosriner puck or kbpeeHe. HeoOxoauMH ca no-4ecTy KIMHMYHY NIpErIean U
KOHTPO. HA BpEMETO Ha KbpBEHE.

[TennunnamuH : BpamoxkeH nosuiuen puck ot HedgpoTokcuuHocT, korato HCIIBC ce npunarar ¢
MEHUUMIIAMHH.

[lemeTpekcesn : HCIIBC BeposaTHo HamansBar 6b0peuHaTa ekckpeunsa Ha neMeTpexces.

Ilpacyrpes : Bhamoxek nosuuien puck ot kbpeeHe npu npunaraue va HCIBC ¢ npacyrpen.

NAa3MEeHHUA KIHPBHC HA KETONPOgEH.




TaxpoanMyc : Bb3MOXEH NOBHWEH PHCK OT HedpotokcuuHocT npy npunaraHe Ha HCIIBC c
TaKpPOJHMYC.

3ua0oBYIUH : [1oBHILLEH pUCK OT XeMaToNoruuyHa ToKCHYHOCT npu npunaraHe Ha HCTIBC cne
3UIOBY AUH.

Puronasup : [1nasmennre koHuentpauun Ha HCIIBC BeposTHO ¢€ mOBULUABAT OT PUTOHABUD.

4.6 PDepTHANTET, OPEMEHHOCT H KbPMEHE

bpeMEHHOCT

MHXxnOupaHeTo Ha NpoCTartaHAMHOBUA CHHTE3 MOXKE Aa NOBJIUAE HeONAronpUAaTHO Ha
OpeMeHHOCTTa /UK eMOpPUOHANHOTO/QETANHOTO pa3BUTHE. JJaHHATE OT eNUAEMHOJIOTHYHNTE
OpOY4YBaHUA NOKA3BAT MOBULUEH PUCK OT CROHTaHeH abopT M cbpAeYHH MaT(POPMaLHK U
racTpoLLK3NC ciie] ynortpeda Ha HHXHONUTOP HA NIPOCTArTaHAWHOBUS CHHTE3 M0 BpEME Ha paHHA
OpeMeHHOCT. ADCOMOTHUAT PUCK 3a ChPACYHOCHA0BA MallpopMaLisl € YBEJIUYEH OT MO-MAJIKO OT
1%, no npubnusurento 1,5%. Cuuta ce, Ye pUCKDT CE yBeJMYaBa € 103aTa ¥ NMPOABHKUTCAHOCTTA
Ha JICYECHHETO.

[Ipy >KMBOTHHU € A0Ka3aHO, Y€ NMPUJIOKEHUETO HA HHXNOMTOP HA NpOCTarjaHIHHOBHA CHHTE3 BOAM
A0 MOBULIEHA Mpe-y MOCT-KMIUTAHTalWOHHA 3aryba u eMOpuo-deranen netanuter. OCBeH TOBA,
NPpY >KHBOTHH, MONYYHIIU HHXHOUTOP HA MPOCTArIaH AUHOBUSA CUHTE3 NO BPEME Ha
OpraHoreHeTHYHHS Mepuoa, ce ¢hodulaBa 3a NOBULLIECHA YeCTOTA Ha pa3nnuHu MandopMalllH,
BKJIIOYUTENHO ChPACYHOCHA0BH.

Ot 20-ata ceamHua Ha OpeMeHHOCTTa HaTaTbk ynoTpebarta Ha keTonpoded Moxe Aa MPHUUHK
OJIMTOXHAPaMHHOH B pe3ynTaT Ha ObOpeyna aucyHkuMg Ha nioja. Tosa MOXe a ¢ CIYYH CKOpo
CJIER 3aMo4BaHe Ha NeHEHUETO U OOHKHOBEHO € 00paTHMO NMPH NMpeKpaTABaHe Ha JeyeHueTo. B
AONBAHEHHE, MMa CHOOLLEHHA 3a cBUBaAHe HA ductus arteriosus cnep Nedexre npes BTOpUs
TPHMECTBP, MOBEHETO OT KOMTO OT3BYYABAT CJIe] [IPSKpaTABaAHE HA AeueHUeTo. Cae0BaTenHO no
BpeME Ha NbpBHUS Y BTOPHA TPHMECTLP Ha OpeMEHHOCTTA, keTonpodeH He Tpadsa Aa ce npuiara,
OCBEH aKo ¢ abcoMmoTHO HeobxoanuMo. Ako keTonpodeH ce H3NoA3Ba OT XKeHA, KOSTO Ce ONWTBA 14
3abpeMeHee, KK N0 BpeMe Ha MbpBUs U BTOPHA TPUMECTbP Ha OpeMeHHOCTTa, Ao3aTa Tpabea aa
ce NoAABLPXKa Bb3MOXKHO HAH-HUCKA M NPOAL/MKHTENHOCTTA HA IEYEHNETO Ja Obe Bb3MOXKHO Haii-
kpaTtka. Chea eKcrno3nLus Ha KeTornpodeH B MPOAbIKEHHE Ha HAKOAKO AHH, CunTaHo ot 20-aTa
recTallHoOHHa ceqMHLa, TPOBa Aa Ce MMa NPEIBU]I AHTEHATAIHO NPOCHeIABaHeE 3a
OJIMTOXHJIpaMHHOH U cBUBaHe Ha ductus arteriosus. [IpuembT Ha keTonpodeH TpsbBa aa ce
NpeycTaHOBH, aKo C€ YCTAHOBH OJIMTOXHAPAMHUOH MK CBHBaHe HA ductus arteriosus.

Ilo BpemMe Ha TpeTHs TPHMECTHP HAa OPEMEHHOCTTA BCHYKH HHXHONTOpH HA NpocTarjiaH AMHOBHS
CUHTE3 MOraT Aa M3N0XKarT:

. JIojAa Ha:
¢ KapIHONyJMOHANHA TOKCHYHOCT (CBWBaHE/3aTBapAHE Ha ductus arteriosus w benoapobHa
XUIMEPTOHUA);

e OBOpeuHa aMCPYHKLUMSA, KOATO MOKE Aa nporpecupa a0 6u0peyHa HelOCTATBYHOCT ¢

OJTUTOXHAPOMUO3a (BHIKTE NO-rope); /—_\ |
1.

. MaKKara ¥ HOBOPOAEHOTO, B Kpasi Ha HpeMeHHOCTTa, Ha!




s Bb3MOXHO YAb/DKABAHE HA BPEMETO HA KbPBEHE, aHTH-arperupail eexkr, KoHTo MoXe aa
HACTBITU JOPH TTPH MHOTO HUCKH JO3H.

e uHxUOMpaHe HA MATOMHHTE KOHTPAKLMH, BOACLLO A0 3a0aBEHO HIY MPOABIKHTENHO
paxkJaaHe.

CnenoBartenHo, KeTONPOMEH AA3MHOBA COM € NPOTHBOMOKA3aH N0 BPEME HA TPETHA TPHMECTBP HA
OpeMeHHOCTTA.

Kbpmere
Hsma goctaThHHO AaHHU 33 €KCKpeluaTa Ha ketonpodeH B kbpMata. KeronpodeH in3unHoBa con

He ce NpenopbYBa NPH KbPMEHE.

DepTUIHTET

[Ipogbvnxutennara ynorpeba Ha Hakod HCIIBC e cBbp3aHa ¢ HamaneHa QepTHAHOCT NPH XKeHHTE,
KOATO € 00paTUMa Mpu CNUpPAHE HA JSYCHHETO. YNoTpedara Ha KeToNnpogEeH, KaKTO BCAKO
JIeKapCTBO, 32 KOETO CE 3HAe, Y€ HHXUOUPA CHHTE3A HA LIMKIIOOKCUI€Ha3a / NPOCTarNaHanH, MOXe
Jla YBpEAH PEPTHIIMTETA U HE CE MPENOPLUBA NPH KEHHU, KOUTO ce onuTBaT Aa 3abpemenedr. [py
YKEHH, KOUTO U3MUTBAT 3aTPpyAHEHHS NPy 3a0peMEHABAHE HIH KOMTO ¢a MOJANOXEHH Ha NPOyvBaHe
3a Oesnnoaue, TpsadBa ga ¢ce OOMHUCIH CIWpaHe Ha KETONpodeH,

4.7 EdexkTu BLpXy cnocobnocTTa 32 tiodpupaHe v paGora ¢ MALIHHH

KertonpodeH 113MHOBA CON MMa HE3HAYUTETHO BIKAHUE BbPXY cnocoOHOCTTa 32 wodupaHe uiv
padoTa ¢ MalllMHY NIPpH NPEeNnoOPLYNTENHATA 4034 U NPOABIDKUTENHOCT HA AeuerueTo. BuiMoxHHU ca
HEXENAHH PEeaKUHH KaTO 3aMbINEHO 3PEHHE, 3aMafgHOCT U CbHMUBOCT (BXK. Touka 4.8). Ako ca
3aCETHATH OT TaKuBa, MalUHCHTHTE He TpAOBa Aa WogrpaT WiK 1a paboTAT C MALLKHH.

4.8 Hexe/laHH peakuHH

Cromamno-ypesnn: Hali-uecTo HabmoAaBaHUTE HEXENAHH PEaKLUMH Ca CTOMALLHO-YPEBHU NO
npupola. Moxe aa ce mogBAT NenTH4YHH 238U, nepdopalns NI KbpBeHe HA CTOMAIHO-YPEeBHHA
TPAKT, MOHAKOra paTanHn, ocobeHO NMpH NallMeHTH B CTapyecka Bu3pacT (BkK. Touka 4.4). Cnen
NPUIOKEHUE Ca IOKNAABAHN FaicHE, NOBPBLUAHE, AHAPH, METEOPH3bM, 3aMeK, JUCNIENCHd,
KopeMHa 00/1Kka, MeaHa, xemareMesa, yJUuepo3eH CTOMATHT, 000CTPsIHE Ha KOAUT H GonecT Ha
Kpou (Bx. Touka 4.4). [To-psako ce HabntoaaBa racTpur.

B MHOro peiku ciydan MOXKe Aa ce MOABW CBPBXUYBCTBHTEIHOCT MOA (opMara Ha TeXKKH
CUCTEMHHM peakUHH (OTOK Ha JIAPHHKCA, OTOK HA TIOTHCA, 3alyX, MNANMUTALHH, CHHAPOM Ha
CTUBBLH-/DKOHCBH), BKKOYMTENHO A0 aHadunakTHYeH wok. B TakuBa ciyyau ce u3Kckea
He3zabaBHa MEAULIMHCKA MOMOLLL.

MedDRA Muoro | Hecrn (Z Heyecetu (=1 | Peaxu Mnuor | C Heu3BecTHA YeCTOTA
CHCTEMHO- YeCcTH 1/100 no / 1000 no (=1/10000 0
opraneH Kiaac | (= 1/10) | <1/10) <1/100) ao <1/1, 000) | peakn
(<1/
10000)
Hapyuienns XeMoparnuta
HA KPLBTA H aHEMUS
JAuM@pHaTa




|

NOJKOAKHATH

MedDRA Muoro | Yectn (2 Heuecth (1 | Peaku Muor | C HeH3IBEeCTHA 4eCTOTA
CHCTEMHO- YEeCTH 1/100 po / 1000 po (=1/10000 0
opraHen kiaac | (= 1/10) | <1/10) <1/100) Ao <1/1, 000) | peaxkn
(<1/
10000)
CHCTEMA HEAOCTATBbYHOCT H
_| xumonnazus
Hmyunn AHapHUNaKTHYHH
HapYILeHHA peakuui ( BKIIOYUTEHO
LLOK),
CBPbXYYBCTBHTENHOCT
TICMXHYHH B [TpoMeKH B
_pa3cTpoHcTBa ] 1 HACTPOEHHETO
Hapywennsn [ 'naBobonue, [lapecte3us [Ipunaabuu, aucreys3us
HA HEPBHATS CBETOBbPTEN,
cHCTEMA CBHAUBOCT
Hapymesxus 3aMBbIJIEHO
HA OYHNTe | | 3peHHe
Hapymenus lllymM B yiIHTE
HA YXO0TO H
JabHpHHTA
Copaeunn | Cbpaecuna
HAPYIICHHS | HEIOCTATHYHOCT
CbaoBn XHUNEPTOHHUA,
HapyileHHA _ _ Ba30AMaaTalund
HnxarteaHn, AcT™a bpouxocnasmm
IPLAHH H (ocoOeHo npu
MEAHACTHHA [HALHUEHTH C
HH NOTBBLPACHA
HapylUeHHs CBPBLXUYBCTBUTCIHOCT
KbM aueTHUICAITHLUIIOBRA
KUCeNUHA U ApYTH
_ | HCTIBC), punur.
Cromammno- Jucnencus, 3arnek, CToMaTHT, OBOCTpSAHE HA KOUT H
YpeBHU raacHe, NHAPHS, NnenTUYHa s3Ba 6onect Ha Kpon,
HAPYIUICHHS KOpeMHa daaTyneHuus CTOMALUHO-4YPEBHO
0onka, U racTpur KbPBEHE U
MOBpPblIaHE nepdopaums,
YIUEPO3EH CTOMATHT,
ME/IEHA , XeMaTeMERa,
nepdopauus 1 A3Ba Ha
| _ | ABaHAAECETONPBHCTHUKA
Xenaro- Xenarur
OnauapHmn
HapYIUeHusl
HapyuieHus Obpus,
HAa KOXKATA H Chphex




A—

MedDRA Mnoro | Yecru (& Heuectn (=1 | Peakn Msuor | C HeH3BeCcTHA YeCcTOTA
CHCTEMHO- YeCTH 1/100 no /1000 o (21710000 0
opraHen kinac | (= 1/10) | <1/10) <1/100) ao <1/1, 000) | peakn
(<1/
10000)
THKAH aHTHOeAeM, OynO3HH
KOXXHU peakuuu,
BKJIIOYMTENIHO CHHAPOM
Ha CTUBBbHC-/DKOHCHH
U TOKCHUHA
€NUAEPMANIHA HEKPO3a,
L OTOK M €K3aHTEM.
Hapyuiennn OcTtpa 6bOpevina
Ha 0n0peumTe HEJOCTATBYHOCT,
H NHKOYMHHTE TYOY NOHHTEPCTHUNANE
ObTHINA H HEQPHUT, HEPPUTEH
CHHAPOM.
O6wn YMopa, 0TOK
HapyLeHHs H
edeKkTH HA
MACTOTO HA
NPHIOKEHHE 1
HiciaeaBanus [TosdliIaBaHe [lpomeHu B 6bOpeuHara
Ha  TeriaoTo, QYHKUHUS.
NOBU1LIABAHE
Ha
TPaHCAMHHA3H
TE W
MOBHLLIEHA
KOHLICHTpAI|H#
HA  CepyMeH
ounupybux
nopaay
YEPHOAPOOHH
HapY LUCHHS.

Chobuiapade Ha NOAO3IUPAHH HEXENTAaHH peakuHH

ChboOLUABAHETO HA NOAO3HPAHH HEXENAHHU peaKUHU Cel pa3pelliaBaHe 3a ynorpeda Ha
NexapcTBEH A NPOAYKT € BAXKHO. TOBa MO3BOAABA Ja CE€ NMPOABL/KH HAOMOAEHHE Ha
CbOTHOLUIEHHETO NMOM3a / pUCK HA IEKAPCTBEHUA NpoaAYKT. OT MEANIIHHCKUTE CNELUHATTUCTH ce
H3HCKBA Ja ChOOLIABAT BCAKA NOJ03MPaHA HEXEIAHA peaKilia Ype3 HALMOHAIHATA CHCTEMA 32
cboOLuaBaHe KbM M3nbanuTenHaTa areHUKa N0 JeKapcTearTa, yi. ., JJamsad [pyes” Ne 8, 1303

Co¢ns, Ten. +35928903417, yebeaiit: www.bda.bg.

4.9

CuMnTomMu

IIpeao3upane




CoobluaBaHy ca Cily4yad Ha NMpeao3upaxe apH 1031 10 2,3 g ketonpodgeH. B noseyeTo cnyvau
HabNroaBaHNTE CHMNTOMH OOHKHOBEHO Ca OrpaHHYeHH A0 JETAaprus, CbHAUBOCT, KOpeMHa OONKa,
rageHe, MoBpblIaHe, KOUTO OOUKHOBEHO Ca 00paTUMHU ¢ NOAABPKALIYN TPHXKH. Pecniuparopua
Jlenpecus, KOMa WK I'bpYOBE Ca HACTBIHIIY ClIe/l rONAMO Npeao3kpate ¢ ketonpodeH. Moxe aa
BB3HHUKHE KbPBEHE HA CTOMALLIHO-YPEBHUSA TPAKT, XUMOTOHUA, XUIIEPTOHHS HIH OocTpa OLOpeuHa
HEJOCTATBYHOCT, HO PSIAKO.

MepkH 33 JeyeHue

Hsma cneuu¢uyHd aHTUAOTH NPH NpenosupaHe ¢ Keronpoden nu3pHoBa con. B cayuyail wa
CbMHEHHE 3a MPEAo3rpaHe, MPEnopbYBaAHOTO JISUEHHE Ce CHCTOM B CTOMALLIHA NPOMHBKA, CBbpP3aHa
C NpUJIaraHe Ha CHMTIITOMAaTHYHO U NMOAABPKALLD EUECHHE 334 KOMNEHCHUPAHE HA AeXUpaTalHAaTa,
MOHUTOPHPAHE HA EKCKPELIMSTA HA YPUHATA U KOPEKLMA HA alH03aTa, aKO HMa TaKasa.

B cnyuyali Ha 6Bb0OpeuHa HEAOCTATHLYHOCT XEMOMANN3ATa MOXeE 1a Obae MONe3Ha 3a OTCTPaHsABAHE
HA JIEKAPCTBEHUA NMPOAYKT OT KPbBHUS NOTOK.

5. GAPMAKOJOI'HYHU CBOUCTBA
5.1 dapvMakoJHHAMHYHH cBolicTBa

dapMmakoTepaneBTHYHA IPyfia: HECTEPOUHHU MPOTHBOBBINAJINTEIHK CPEACTBA, MPOH3BOAHH HA

MPONUOHOBA KUCE/HNHA.
ATC kon: MOTAEQ3.

MeXxaHH3bM Ha JEHCTBUE

Mexannamet Ha aelicteie Ha HCIIBC e cebp3aH ¢ HamMansBaHe Ha CUHTE3a HA NPOCTariaHuH,
NMPHUKHEHO OT HHXHOUpAHE HA CH3HMMa LUHKJIOOKCHIeHasa.

[To-cneunanwo, HCIIBC uHxubupart npeBpbliaHETO HAa apaxHAOHOBATA KHCEJIHHA B LMKAHUYHH
eqponepokcnan, PGG, u PGH. npexypcopure Ha npocrarnanamuu PGE, PGE, PGF., u# PGD.
npocraunkniH  PGL # tpomboxcauu (TXA, u TXBj; Huxubnpanetro Ha cHHTe3a Ha
NpoCTarnaHJvHUTE MOXE CBIWO [Aa [MOBAHAE HA APYrd MEAMATOPH KAaTO XHHHWHH, KOETO
Npeau3BUKBA HEMPAKO ACHCTBHE B JONbJIHEHUE KbM JHPEKTHOTO ACHCTBHE.

Keronpoden nu3MHOBA CON  MMa CUJIeH aHaireTudeH eQexkT, TOpanxu  HEroBHTE
MPOTHBOBBINAIUTENHN €(exTH U edeKkTH PBbpXy LUeHTpanHata cucreMa. bBonesHeHute
BH3NAUTETHH CHCTOAHKSA C€ ENMMHUHHPAT HJIH HAMAJIABAT, KAaTO 1O TO3HW HAYMH Ce BnaronpuaTCcTBa
MOABHM¥KHOCTTA Ha CTABUTE.

5.2 PDapMaKOKHHETHYHE CBOHCTBA

Abcopbuus
KeronpodgeH nn3unoBa con ce abcopbrpa 6bp30 M HanbaHO. BbB HapMaKOKHHETHYHO Npoy4BaHe

BbpXy 30 nauMeHTH, MUKOBH MiasMeHH KoHueHTpauuu ot 3,61 pg / ml (SD 1,172 pg/ml) ca
MOCTUCHATH |5-30 MUHYTH ciie NPUITOXKEHUETO.

Koraro ketonpodeH ce npuemMa ¢ xpaHa, HeroBarta o0wa Suonannuuoct (AUC) He ce NPOMEHS;
obaye ckopocTra Ha abcopbuus ce 3abass. He e HabniopaBano HatpynsaHe
MpUaraHe Ha KeTompogeH.




6.2

Pasnpenenenue
Keronpoden 95- 100% ce cabp3na ¢ niasMeHuTe npoTeuHu (rnaBHo anGyMMH).
[TpuBuaHuaT obeM Ha paznpeneneHue e 0,1-0,4 L/kg.

buortpaHcdopmalns
Keronpoden ce metabonuzupa eKCTEH3IUBHO OT YEPHOAPOOHHTE MUKPO3OMAIHY €HIUMMU,
MpeAMMHO YpE3 KOHIOMMPAHE H CAMO HE3HAYUTENHO Ype3 Xuapokcunrpae. [lonyuenure
MeTabONUTH HAMAT hapMaKONOruyHa aKTUBHOCT.

EnyMnHupane
CroiiHOoCTHTE Ha naasMeHus knupbHe ca Mexay 0,6 u 0,08 L/kg/h. JlekapCTBEHHAT NPOAYKT Ce
eNMMHHEUPA OBP30 U rnaeHo npes Os0penuTe. InazmMeHuaT nonyxusor € npudausnrtenHo 1,5 vaca.
60-80% ot nozata Okutack 25 mg rabnerkyd ce ekCKpeTHpa B ypHHaTa KaTto MetaloJiuT Ha
FMIOKOPOHUA B PAMKUTE Ha 24 yaca.

5.3 [IpeakKnHHHYHHE JaHHH 32 6e30MacHOCT

Hexnnunuuwure AavHd 3a ¢apmakosnoruyHata 6e30nacHOCT, TOKCHMYHOCTTA MPH MHOTOKPATHO
NpHjarale, penpoiyKTHBHATA TOKCUYHOCT M JIOKAJIHATA MOHOCHMOCT Ha KeTonpodeH NH3UHOBa
COJT HE NOKa3BaT 0CO0EH PUCK 3a XopaTa, KOWTO Aa He € 06XBaHar oT Apyru pasaeny Ha tasu KXII.

He ce cbobasa keTonpogeH JU3nHOoBA coNl Aa € Ouna MyTareHHa no BpeMe Ha in vitro ¥ in vivo
TECTOBE 34 TEHOTOKCHYHOCT. [lpoyuBaHus 3a kapuUMHOreHe3a Ha ketonpodeH NpH MULLKH H
NIBbXOBE HE NOKA3BAT KAPLMHOINEHEH €(EKT.

6. OAPMALEBTHYHH JAHHHU
6.1 CnHenbK HA NOMOIHHTE BenIecTRa

Sapo Ha TabneTkara:

ManuTton (E421)

Kpocrnosua0H

Hartpuep naypuncyagar

CunuuuveB OHOKCHA, konouaen 6e3soaeH (ES551)
Hatpues creapungymapar (E485)

IMokputue:

[TonneununoB ankoxon (E1203)
Makporon 4000 (E1521)

Tutanos guokcun (E171)

Tanxk (E553B)

bpunsinTHo cuHbo (E133)

XHHONHUHOB XbAT anyMUHHeB nak (E104)

Hec¢bBMECTHMOCTH

Henpuioxnamo




6.3 Cpok HA roHOCT
3 rOAUHMN
6.4 Cneunanun npeanasHi MEepPKH 38 ChXPAHEHHE

Jla ce ceXpaHsBa B OPUrMHA/IHATA OMaKOBKa, 3a Ja CE NPEeANa3H OT CBETIIMHA W BNara.
To3u nekapcTBEH NPOAYKT HE H3UCKBA CNELHANHH YCIOBHA Ha ChXpaHEHHE.

6.5 Bua # ¢coaBPKAHHE HA ONAKOBKATS

Henpo3spaieH, anyMHHUEBO-NONMAMHACH! a1yMUHUEB/ NOJUBUHUAXAOPKAEH GAHCTED B CAEAHUTE
ONAaKOBKH:

8, 10, 15, 16 u 20 Tabnetku
He BcHUKK BHAOBE ONaKOBKHM Morar Aa Obaat nyCcHaTH B npoaaxba.

6.6 CneuHanuu npeAna3HH MepKH 32 H3XBLPJIAHE

Hama ciennanyiu usHckBaHnd. Her3nonN3BaHuAT NeKapcTBEH NPOAYKT U OTNAaAbYHUTE
MaTepHuain OT Hero TpsAOBa Aa ce U3IXBBPAAT B ChOTBETCTBHE C MECTHHUTE U3IHCKBAHUS.

7. IIPUTEKATEJI HA PAZPEILIEHHUETO 3A YIIOTPEBA

Dompé farmaceutict S.p.A
Via San Martino 12,
20122 Milano

HUtanusa

8. HOMEP (A) HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20190220

9. HATA HA IThbPBO PA3ZPEHIABAHE / ITOJHOBSBAHE HA PASPEUIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBo paspeuiaBaHe: 08/10/2019
JaTa Ha nocneIHO NOAHOBSABAHE:

10. JATA HA IIPEPA3IJIEXKJAHE HA TEKCTA




