KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

KINMLHNTENHA A!El'lw'lﬂ HOJ'IEMTBATA
KDRimxa XapairnepuUCTIUKR Na NDOYXT - r‘hmmf

Komt P08, M ... 9430.35’&.‘..

1. HME HA JEKAPCTBEHUSA NPOAYKT

Keronan Murensus 50 mg rpanyny 3a nepopajied pa3TBOp B callEga, 2 Ao
Ketonal Intensive 50 mg granules for oral solution in sachets '. 65330 1 7 -08- 2073
spospone s G364, LT N

2. KAYECTBEH A KOJIHYECTBEH CHCTAB

Besko apoitHo cate cpanpika 50 mg ketonpoden, koeto croTBeTeTBa Ha 80 Mg KETONPOdEH TM3HHOBA
con (ketoprofen lysine salt).

3a N'bJIHHA CITHCBHK Ha NOMOILHUTE BEIISCTBA BUXTe TouKa 6.1,

3. JEKAPCTBEHA ®OPMA
["paHynu 3a nepopaieH pa3TBOp B calle.

ban vny KbLATEHUKAB rpaHyar.

4. K/IHMHHYHHA JAHHHA

4.1 TepaneBTHYHH NOKAZAHES

Keronan MHTEH3HB € noka3aH 3a KpaTKOCPOUHO CHMITTOMATHYHO JICUEHHE Ha JIeKa 10 YMEpeHa oCTpa
oonka:

- rnapodonue;

L 360600071

* MEeHCTpYyanHa 6onka (1HcMeHoped);

. OonKa MpH JIeKH HaBAXBAHHA W Pa3TATaHHA.

Keronan UHTeH3uB € nokasad nNpy YOHOIIM Ha BL3pacT 16 rOAHHHA M NOBEYEe H MPH Bb3PaCcTHH.

4.2 o3HMpOBKA H HAYAH HA ONPHJIOKEHHE

£03H POBKa

Hexenanure peakuus Morat aa 6b0aT HaMalleHH 10 MUHHMYM KaTO ce MpPHIara Hak-HUcKara

epekTHBHA 1032, HeoOXOAHUME 34 KOHTPOJIHPAHE Ha CUMITTOMHTE 3a Hali-KpaTKaTa NPOXBIKHTEHOCT
(BX. TOUKa 4.4).

Bv3pacmuu u onowu na ev3pacm 16 200unu u nogeue
. 25 mg xeronpodeH, 10 TPH IIBTH JHEBHO, HIIH
- 50 mg xeronpodeH, 10 ABA BBTH AHEBHO
(koeto croTBeTcTBa Ha 40 mg keTonpodeH NTM3HHOBA COJI, IO TPH ITHTH AHEBHO, WK Ha 80 m
KeTOpogEH JIM3UHOBA COM, A0 B2 MbTH AHEBHO).

HuTtepBansT Mexay Ao3uTe He TpsAOBa Aa 6bae No-ManwK OT § uaca.

Cmapuecka ev3pacm
Ho3arta Tpabea na Obae onpeAcneHa BHUMATEHO OT JieKaps, KOATO MoxKe J1a Ha
[MOCOYEHA MO-rope, ako € HeoOX0aAHMO (BK. ToUKa 4.4).



Heouampuuna nonyrayus
Keronan HuTeH3HB He ce npemopnyBa 3a yroTpeda npH fielia ¥ IOHOIIH oA 16 roguinHa BE3pacT.

Camo 32 kpaTkocpouHsa ynorpeda.

AXO NpPH I0HOWIH Ha 16 roaMIIHA BBH3PACT HITH MOBEYE ¢€ Haiara ynorpedara Ha TO3H JieKapcTBEH
MPOAYKT 32 MOBeYe OT 3 AHM WIM aKO CHMIITOMMTE C€ BIOIIAT, TPAOBa Ja ce HanpaBH KOHCYNITALMS ¢
neKap.

AKO NpH BB3PAaCTHH ce Hajiara ynorpedarta Ha TO3M NPOAYKT 3a M0Be4e OT 3 THH B CITydaii Ha
NOBHLICHA TEMIIEPaTYpa WM [IOBEYE OT 5 AHM NMPH OoNka Oe3 MOBUIIEHA TEMITEPATYPA, HIIH aKO
CHMITTOMHTE C€ BIOLIAT, TpAOBa Aa & HANPABH KOHCYIITALHSA C JICKAD.

Yeproopobro yepexcoane

Ilpy mMalMEHTH € IEKO N0 YMEPEHO YSPHOAPOOHO YBpEkK jaHe © NPENOPBbYNTENHO J1a CE HaMaiH
TbpPBOHAYANIHATA JO3a H Aa C€ noAXbpPKa MUHMMaTHA eeKTHBHA 032 (BX. TO9KA 4.4).

Ilp#t MalHEHTH ¢ TEXKKO YEpHOAPOOHO YBpEeKAaHe, yHoTpebaTa Ha keTonpogeH e MPOTHRONOKA3aHA
(Bx. TOYKa 4.3)

bvbpeuro yepeacoane

[Ipn natmenTH ¢ 1eko Ko ymepeHo 6x0pedHo yBpexaane € npenopbhYIHTENHO Ja CE HaMallH
MEPBOHAYAIHATA 034 H Jia € NOATbPXKA MUHHMATHA e€eKTUBHA 103a. MHAABHAYaANHOTO no3ApaHe
TpsAOBa Aa ce OOMHMCIH eIMHCTBEHO CJie]] YCTAHOBABAHE Ha J{00pa MOHOCHMOCT KbM MMbPBOHAYATHATA
no3a. beOpeuHara GpyHkuus TpaGea aa ce npocneassa (Bx. Touka 4.4).

Ilpu matMeHTH ¢ Texko OBOpeuHo yRpexKAaHE, YIOTPeOaTa Ha KeTONpodieH € MPOTHRONOKA3aHA { BIK.
TOYKa 4.3).

Hauux Ha opuiaoxkesne
[Iepopanno mpunoxeHue.

IIpu oTBapsHe Ha camieToO IO THHHATA, MAPKHpaHa ¢ ,,[I0JIOBHH J03a”, Ce MoJiy4aBa /1033 OT 25 mg
xetonpodeH (koero cboTBeTcTBa Ha 40 mg keTonpodeH MU3HHOBA COM).
IIpu orBapgHe Ha callleTO IO JIMHAATA, MAPKHpaHa ¢ ,IIa A03a”, ce noiaydaBa aoza or 50 mg
keTonpogeH (koeto choTBeTcTRa Ha 80 mg keronpodes MH3UHOBA CO).

3a IPUroTBAHETO HA NIEPOPAJICH Pa3TBOP BIXKTE TOUYKa 6.6.
PasTsopbT TpsaOBa Ja ce mpHeMa ¢ XpaHa.

4.3 IIpoTHBONOKAZAHHAA

- CBPBXYYBCTBHTCTHOCT KbM aKTHRHOTO BEMIECTBO, KBM atieTunacataipuioBa kucenuna (ACK)
wik apyru HCIIBC, win xeM HAKO€ OT IOMOIIHHTE BeIrecTBa, H30poeHH B Touka 6.1.

Tora BKTIOYBa aHaMHe3a 3a peakiMd Ha CBPEXUYBCTBHTEIHOCT, KaTO OpPOHXOCITIAZBM,
aCTMaTHYHH NPHCTHIHN, PHHAT, YPTHKAPHSA HIM APYrH PEaKIUH OT aJlepruyueH THI KBM
keTonpodgex, anetuncamumaioba kucennna (ACK) wiu apyrn HCIIBC.

[Ipy TakMBa NalHEHTH ca CHOOIABANM TEXKKH, pAAKo daTantH, aHaQHIaKTHIHH peakiiH (BXK.
TouKka 4.8).

AHaMHe3a 3a OpoHxHaIHa acTMa

AKTHBHA NCIITHYHA A3Ba WJTH aHAMHE3a 38 CTOMAIIHO-YPEBHO KBPBEHE, A3Ba WIH Nepdopauns
bonect Ha KpoH Wiy yiueposeH KOJIUT
Texka chpaevHa HEIOCTATHYHOCT
Texka yepHOnpOOHA HENOCTATEYHOCT
Texka O0peuna HegOCTATHEYHOCT
XeMoparuiHa guare3a

TpeTH TpuMecTsp Ha OpeMeHHOCTTA




KetonpodeH He TpabOBa f1a ce U3MoI3Ba MpH MALMEHTH ¢ TTOBHLICH CTOMAIIHO-YPEBEH PHCK KATO:
NALIMEHTH B CTAPY€CKa BB3PACT H MALHEHTH, H3MO/3BALH AHTHKOATYJIAHTH, AaHTHTPOMOOTHYHH,
KopTHKOCTepOHAH, ApyrH HCTIBC wnH cenekTHBHM HHXHOHTOPH Ha OOpAaTHOTO 3aXBalllaHe Ha
cepoToHuHa (SSRIs) (BukTe cBINO TOUKa 4.4).

4.4 CpoenuajJHB nDpesynpexAeHHs H BPEANA3HH MCPKH OpR ynoTpeba

Lpenynpexaennsd
Hexenanure nexapcTBeHH peakilHH MOTaT [a OBbJAT HaMAJICHH KaTo 33 KOHTPOJIHpaHe Ha

CUMIITOMHTE C€ MpHiiara Bb3MOKHO Hai-HHCKaTa epeKTHBHa 033 B3MOXKHO 3a HAH-KpaTbK NEPHON
OT BpeMe (BX. TOUKa 4.2 ¥ r0-A0NY TIOCOYCHHTE CTOMALIHO-YPEBHH H CEPJIEMHO-CHIIOBH PHCKOBE).

ITpunoxxeHueTo Ha keTonmpodeH eaHospeMeHHo ¢ HCTIBC, BRMOYHATENHO B [MKIOOKCHI€HA33-2
CCJICKTHBHH HHXHOUTOPH, TpAOBa Aa ce H30Arsa.

Cmomawuno-upesro xppeene, A368a u nepopayua: CTOMAIIHO-UPEBHO KEPBEHE, A3Ba HITH
riepgopalsi, KOHTO MOXe Za ca ¢aTainHu, ca chobmasanu npu scuukd HCIIBC no Besxo BpeMe Ha
JIEYCHHETO, ChC WIH 6e3 npelrecTBALlM CHMITOMH HIH ¢ IIPEAX0HA aHAMHE3a 3a CEPHO3HU
CTOMALHHO-YPEBHH ChOUTHAL.

HsaxoH enMHaeMHONOrHYHH JaHHH MTOKa3BaT, 4€ JICUEHHETO ¢ KeTonpodeH MoKe JIa € CBBP3aHo ¢
BHCOK PHCK OT CEpHO3HA CTOMALIHO-YPEBHA TOKCHYHOCT, CpaBHAMa ¢ Tasu npu Hakou Apyrd HCIIBC,
0C00€HO BHB BHCOKHM JIO3H (BXK, CBINO TOUKa 4.3).

IpenopbuBa ce NOBHLLIEHO BHIMAaHHE ITPH NMAlHEHTH, MPUEMALIH SHOBPEMEHHO JICKAPCTBA, KOWTO
MOTAaT Ja MOBHIIAT PHCKA OT A3RA WIH KbPBEHE, KATO OpaJIHM KOPTHKOCTEPOHH, aHTHKOAryIaHTH
KaTO Bap(apHH, CeIEKTHBHH MHXHOWTOPH Ha 0OpaTHOTO 3axBauiaHe Ha cepoToHHHa (SSRIs) wmm
aHTHTPOMOOUUTHH JISKAPCTBEHH TPOAYKTH KaTo aueTwicainuanosa KucemuHa (ACK) win
HHKOpaHIWT (BXK. TOYKa 4.5).

PHCKBT OT CTOMAINIHO-YpEBHO KEPBEHE, S3Ba WiH niepdopallii ce MOBHILABA C YBEJIMYaBaHe HA J034Ta
Ha HCIIBC, npu naupeHsTH ¢ aHaMHe3a 3a 1384, 0COOEHO NPH YCIOKHEHHS C XEMOParus Wiy
nepdopaiyas (Bxk. Touka 4.3) ¥ npy NAUKMEHTH B cTapuecka Bb3pact. Te3w nanueHTH TpabBa na
3AM0YHAT JICYEHHE ¢ HAH-HUCKHTE BE3MOXKHH J103H. KoMOuHWpaHa Tepanus ¢ NPOTEKTHBHH NPOAYKTH
(Hamp. MH30TIPOCTOIL HIIH HHXHOMTOPH HA IPOTOHHATA TTOMIIA) TpsiOBa Aa ce OOMMCIN TIPH TE3H
NALMCHTH, 2 CBUIO M [IPH NALUEHTH, HY KA€K ce OT €JHOBpeMeHeH IIPHEeM H HUCKH J03H
AUETHICATHIMIIOBA KHCEJIHHA, WM APYI'H NEKApCTBEHH NIPOAYKTH, MOBHIIABAIH PMCKA OT CTOMAINHO-
YpPEBHH CHOUTHA (BXK. 1TO-A0JIY K TOYKa 4.5).

IlaumeHTH ¢ aHaMHE3a 3a CTOMAIHO-YPEBHA TOKCHYHOCT, 0COOEHO B CTap4yecka Bh3pacT, TpAOBa 1a
CHOOLIABAT BCHYKHA HEOOHYAHHH aGaOMHHAIIHY CHMITOMH (0c00EHO CTOMAILHO-YPEBHO KEPBEHE),
0CO0E€HO B HAYAJIOTO HA JICUCHHUETO,

Crapuyecka Bs3pacT: Ilpn maumenTiTe B crapvecka Bh3pacT 4e€CTOTaTa HA HEXKEITAHUTE JICKAPCTBEHN
peakunn xpM HCIIBC e yBenudeHa, oco0eHO cToMaliiHO-upeBHO KBPBEHE H nepdoparius, KOUTO
MOTaT Jia ca ¢ daTameH H3XOo..

Koraro BE3HHKHE CTOMAINHO-YPEBHO KbPBEHE WIH 1384 MPH MALMEHTH HA JieueHHe ¢ KeTompodeH,
JICYCHHUETO TpAOBa J1a ce MPEeKPATH.

CEepHO3HH KOKHH PEaKIMH, HAKOH OT TIX (paTanHK, BKIIOYHTENIHO eKCPOIHaTHREH :__
CHHApPOM Ha Stevens-Johnson ¥ TOKCH4YHA enHEpMalTHA HEKPOIIH3a Ca ChOOLIaBaHH JH
BpB3Ka ¢ npunoxenuero Ha HCIIBC (Bx. Touka 4.8). ITaipeHTHTE ca M3105KEHH Hé
Ha4aJio Ha IEYEHHETO, KaTO B MO-TOJIAMATA YacT OT CIYHYauTe HadanoTO Ha pee
mecerl oT Tepanuara. Keronpoden Tpadsa aa ce npeycTaHOBY IIPH ITLPBATA NPOYE
MYKO3HH JIe3MH HJIM IpYT NPH3HAK HA CBPBXYYBCTBHTEIHOCT.



KiMHHYHY npoyyBaHUA ¥ enHASMHONIOTMYHHA JaHHH [10Ka3BaT, ye ynorpebara Ha Hakon HCIIBC
(0CO6EHO BBB BHCOKH JI03H H IIPH MPOABDKHTEIHO NPUIOKEHHE) MOXKE Aa OBJE CBBpP3aHa C JIEKO
MIOBHINIEH PHCK OT apTepHaliHE TPOMOOTHYHM CHOMTHS (HapHMEP MHOKAapAeH HH(APKT HIH HHCYNT),
Hsama goctaTe4HO 1aHHH, 32 Ja Ce U3KTIOYH TAKbB PHCK MPH JICYEHHE C KETONPOGeH.

Crofimasa ce 3a NOBUINEH PHUCK OT apTEPHATIHH TPOMOOTHYHHA CHOMTHA MPH MALHEHTH, JIEKYBAHH C
HCTIBC 6e3 aneTuiicanuipuioBa KMce/ldHa 3a IIepHonepaTHBHa 6ojika NMPH NOCTaBsHE Ha KOPOHAPEH
aprepuanes 6aiinac (CABQG).

[lenHarpuyna nomynanus

Ilpu HAKOH MIEAMATPUYHM MALIHEHTH, TEKYBAHH C KeTONpogdeH IH3HHOBA COJl, Ce CHoOIaBa 3a
CTOMAILITHO-YPEBHO KbpBEHe, MOHAKOra TEXKKO, B A3BH (BK. Touka 4.8). CnenosartenHo, NpOAYKTHT
TpA0Ba Jia ¢ MpHJIara Ioj CTpOro MeIHIMHCKO Halmo1eHMe U eKapaT TpA6Ba Ja npeLcHaBa
cXeMaTa Ha MMPpHEM BBB BCCKH OTAECNICH CIIYYai.

To3u nexapcTBEH MPOAYKT He € MpeJHA3HAEH 3a Jella H FOHOMIH 1oA 16 roquHy.

IIpenna3um mepkH npu ynorpeda

B Hayanoto Ha nevenuero, 6bOpedHaTa QYHKIHA TpAOBA BHMMATEIHO Aa ce Habymonasa npu
NALFEeHTH ChC ChpAEYHa HEAOCTATHYHOCT, LIMpO3a H Hedpo3a, pH NalMEHTH Ha JHYpeTHYHA
TEpaNus, NPH NALMEHTH ¢ XpOoHHYHA OB0peyHa HEAOCTATHUHOCT, OCOOCHO B CTapyecKa Bh3pacT. 1ipu
TE3H MAlHEHTH ynoTpedara Ha KerornpodeH Moxke 1a MpeIn3BUKa HaMalnsaBaHe Ha Ob0peuHHs
KPBBOTOK NOpaaH HHXUOHpaHe Ha IPOCTarIaHIHHHTE H BOAH A0 6h0peuHa HETOCTATHHHOCT.

Heobxonmmo e noBuieHo BHHMAHKE NPH NMALMEHTH ¢ aHAMHE3a 332 XUIIEPTOHHA H/IH JieKa J0
yMEpPEHa 3aCTOMHa ChpiedHa HEAOCTATHIHOCT, Thi KaTO HMa CHOOINEHHA 3a OTOLIM H 3apBXKKa Ha
TEYHOCTH, CBBp3aHM ¢ Jeuenneto ¢ HCIIBC.

MackupaHe Ha CHMIITOMHTE Ha TTOJUICKALIU m@eggm

Keronpoden Moxe na MacKupa CHMIITOMH Ha MH(EKIHS, KOETO MOXe Jia IoBee 0 3a0aBeHO
3aN0YBAHC Ha TTOAXOAALIO JIeUSHHE U 1O TO3M HAYMH Jla BIIOIIH pe3yJ/iTaTa oT HHpekuuara. Topa ce
Ha0moaBa pH 6akTepHa/iHa MHEBMOHHS, OIPHACONTA B O0IISCTBOTC H OAKTEPHAIHH YCI0XKHEHHA Ha
BapHnena. Korato keronpoden ce npuiara npH noBHIIaBaHe Ha TeMIepaTypara WiH o0leK4aBaHe Ha
OonKkara BbB BpB3Ka ¢ HHOEKIMATA, Ce IPENopbYBa MOHHTOPHHT Ha HHpEKIHATA. B H3BsHO0THHYHN
YCIIOBHS NALMEHTHT TPAOBa J1a C€ KOHCYJITHPA C JIeKap, aKQ CHMITTOMUTE [IPOALIDKABAT UK Ce
BJIOLLIABAT.

IlpH ManMeHTH ¢ U3pa3eHO HAPYIICHHE Ha YepHOAPOOHHTE PYHKIHMH WIH C aHAMHE3a 3a YSpHOAPOOHO
3aboJsIBane, ce MpenopbyBa EPHOTHYHO HICICIBAHE HHBATA Ha TpaHCAMHHA3HUTE, 0COOEHO [10 BpeMe
Ha MPOABIDKHTEIIHO SICUEHHE. AKO ce€ Habn0aaBa 3HAYUTENIHO YBEIMUSHHE Ha T€3H NapaMeTpH,
TepanusTa TpAdBa Aa ce NPEeKPATH.

Peqxy ciyuan Ha XKBITTEHMIA W XenaTHT ca OHiM onrcaHy ¢ KeTonpodieH.
Ynotpebara Ha HCITBC Moxke a HapyInu depTrinTeTa NpH JKEHH (BXK. TOYKa 4.6).

[TauneHTH ¢ acTMa, KOMOMHHpPaHA ¢ XPOHHYEH PUHHT, XPOHHYECH CHHY3HT, H/IWIH Ha3a/THa TIOJIAIO34
¢a C IIOBHINICH PHCK OT aJieprua KbM aleThncammipaiona kucenida uw/wii HCIIBC B cpaBHeHue ¢
obmara nonynaims. [IpunoskeHHETO HAa TO3M JIEKAPCTBEH IIPOAYKT MOJKE J1a [IPHYHHHA ACTMATHYECH
NPHCTHI WIH OpoHXocna3sM, oco0eHO NpH JIKIA, ATCPrHYHH KBM AllE THICATHIIAIOBA KNCEN
kM HCIIBC (Bk. TOuKa 4.3).

Moke na HacTBHIIM XUMepKalneMHs, 0cobeHO NpH MaHEHTH ¢ JHa0eT, OB0peyHa He
H/HIH €AHOBPEMEHHO JICYSHHE C JISKApCTBa, IIPeIH3BHKBALNM XANEPKATHEMHA (BK.
TE3H 0OCTOATENCTBA HHBATA Ha Kanuii TpabBa Ja 6baaT HabmoaaBaHy.



Kaxto npu Bcwuxn HCIIBC, npu JiedeHHe HA MALMEHTH ChC CHINECTBYBAINA HEKOHTPOIHPaHa
XHMIICPTOHNA, 3aCTOMHA CHPACUHA HEAOCTATHYHOCT, YCTAHOBEHA HCXeMHUYHa 00JIecT Ha CHpIIETO,
3a00/1Bale HA NepHQepHUTE apTepUH WIIH MO3BYHO-CHAOBA Gonect, TpatBa Ja ce HaMpaBK
BHHMATE/IHA NPCLIEHKA, KAKTO U IIPEAH 3all04YBaHe Ha ABITOCPOYHO JICUSHHE NPH NALMEHTH C PHCKOBU
(haxTopH 3a ChpAECUHO-CHAOBH 3a00/ABAHHMA (HATIP. XMIIEPTOHMS, XHIICPIUIHMAEMHEA, 3axXapeH aHaber,
THOTIOHOITYLLEHE).

AKO BE3HUKHAT 3PHTEIHH HAPYIIEHHS, KATO 3aMBINICHO BIDKIAHE, JeYcHHETO TpabBa 1a ce peKparH.

Ketonan HuteHsuB chbappika mo-manko or 1 mmol Hatpuit (23 mg) 3a came KaTo IpakTHYECKH HeE
ChOBbpKa HATPHH.

4.5 BsaamopeiicTBHE ¢ APYIH JIeKAPCTBEHH NPOJYKTH H ApYrH GOpMH HA BIaHMO/eHCTRHE

He ce npenopbhuba KOMOHHMPAHETO CHC CIEHUTE JEKAPCTBEHH NPOAYKTH

Apyeu HCIIBC, (exmiovumento yukiooKCcu2enasa-2 cenekmusru uNXubumopu) u eucoxu 0o3u
canuyuramuy
IloBHmEeH pHCK OT CTOMAIIHO-YPEBHA A3B4 H KhPBEHE.

Aumuxoazynanmu (xenapun u anmazonucmu na eumamun K [xamo eapghapun], unxubumopu na
mpomboyumnama azpezayun [kamo muxnonudun, Kronudozpen], mpombunosu unxubumopu fxamo
dabueampan, oupexmuu unxubumopu na gpaxmop Xa [kamo anuxcaban, pusapoxcaban, edoxcabanj).
IloBHIlIEH PHCK OT KbpBeHE (BXK. Touka 4.4). AKO €JHOBPEMEHHOTO MPHIOKEHHE HE MOXE 14 C€
H30€erHe, MALMEHTHT TpAOBa 1a ObJe BHUMATENHO HAOonaBaH.

Jlumui

PHCK OT MOBHIlIABAHE HUBOTO HA JIUTHS B KPBBTA, IOHAKOTd MOXKE /14 JOCTUIHE TOKCHYHH HHUBA
NopagH HaMa/lABaHe Ha OrOpevunara exckpeima. [Ipu HeoOX0QUMOCT, HHBOTO HA JIMTHA B KphBTa
Tps6Ba BHHMATEITHO [Ia Ce MPOCIENABa, a 03aTa Ha JIUTHA 1 C€ KOPUIHpa [0 BPEME H CIIe], CIIHPAHe
Ha tepanuaTa ¢ HCIIBC,

Memompexcam g 003a om 15 mg/cedmuuno wiu no-eucoka

IlopHIIEH PHCK OT XeMaToJOrHYHA TOKCHYHOCT Ha METOTPEKCAT, 0co0eHo aKo ce IpHiara BB BHCOKH
A03d (15 mg/ceaMHIHO), KOKTO BEPOATHO C€ TRDKH Ha H3MECTBAHE OT CBBP3aHHA C IUIA3MEHHTE
IPOTEHHH METOTPEKCAT H HaMaJieH OB0pedYeH KITHPEBHC.

Xuoanmounu (rnanp. ghenumoun) u cyngponamudu
ToxcHunuTe epeKTH Ha TE3H BEINECTBA MOTAT CE TTOBUIIIAT.

KomOHMHALMH ¢ JiekapcTBeH! NPONYKTH, H3UCKBAIIH MPEANA3HA MEPKH TIpH yrioTpeba
Jlexapcmeaenu npodyxmu u mepanesmuyKu Kamezopuy, Koumo mo2am 0a npeduseuxam
XunepranuemMus (Hanp. karuesu conu, xanui-coxpanseawyu ouypemuyu, ACE wixubumopu u
anzuomen3un Il anmazonucmu, HCITBC, xenapunu (¢ HUCKO MOREKYAHO Me2ll0 Wil Reppaxyuonu),
YUKNOCROPUH, MAKPORUMYC U MPUMEMONDUM)

PUCKBT OT XHNIEpKaTHeMus MOXe /1a C€ YBEIIHUH KOTaTo JICKAPCTBEHHTE NPOAYKTH, CIIOMEHATH Mo-
rope ca NpHeMaHH ¢THOBPEMEHHO.

ACE unxubumopu u awzuomensun Il anmazonucmu
[Ipu nanpeHTy ¢ HapyineHa 660pedHa QyYHKIMA (Hamp. IALHEHTH, KOHTO ¢a ACXHAPAaTHPaHH MIIH B
CTapYecKa BL3PacT), eAHOBPeMeHHOTo npuwioxkeHue Ha ACE uHxubuTop wiH anrdorensus I1

aHTarOHHCT, KaKTO H CPEACTBA, KOUTO HHXHOMPAT HUKIOOKCHTEHA3aTa, MOKE J1a JOBEAE A0

HEAOCTATHYHOCT.

Kopmuxocmepouou
[ToBuilieH PHCK OT CTOMAINHO-YPEBHA A3Ba WIH KbpBEHE (BXK. ToUKa 4.4),



Juypemuyu
IamueHTH, NpUeMalny AMYPETHIM, 0co0EHO aKo c¢a JeXHApaTHPaHH, ¢a H3IMKSHH Ha Hakl-rojiaM pHCK
3a pa3BHTHe Ha OBOpevHa HEOCTATHYHOCT M BTOPHYHO HAMAJIABAHE Ha IIIOMEpPYIHATA punrpaius
NopPaaAM HaMaIZeaHe CHHTe3ara Ha OLOpedHuTe npocTarnanaMey. Takupa nanpeHT! TpAOBa Ma ce

XHIpATHPAaT H aa ce u3ciensa OudpeuHara UM GyHKUMA NpeH 3alI0YBaHe HA JICUSHHETO (BXK. TOYKA
4.4).

Memompexcam ¢ oosu noo 15 mg ceomunino

Ilpe3 nbpBHUTE cCeaAMHLIM HA KOMOHHMPAHOTO JIEU€HAE, BeIHEXK CEAMHYHO C€ M3CIIEABA TBIHA KphBHA
KapTHHA. AKO MMa HAKAKBO OTKJIOHeHHE OT ObOpeuHaTa (PyHKUMA WIH MAHEHTHT € B CTap4yecka
BB3PACT, HAOMIOACHHETO C€ H3BHPILBA [IO-YECTO.

Henmoxcughunun
Hma moBHINEH pUCcK OT KbpBeHe. HeobxomauMo € mo-uecto KIHHAYHO HaOMIOASHNE H MTPOCIEIABaHE
Ha BPEMETO Ha KbPBEHE.

Tenogosup
EnvoBpeMeHHHAT npueM Ha TeHodorHup qusonpokci pyMapat u HCITBC morar a NOBHIIAT pHCKa
oT 6B6peUHa HeZOCTATHYHOCT.

Huxopanoun
[Ipunarasero Ha Hukopad i 1 HCIIBC Moxke 1a HOBHIIM PHCKA OT CEPHO3HH YCIIOXKHEHHS KaTo
racTpo-HHTeCTHHAJIHA A3Ba, epdopanua U KPBBOH3JHB (BX. TOUKa 4.4).

Copoeyunu 2nuno3uou

HCIIBC morar aa o00oCTpAT cheTOgHEE HA CHPACYHA HEAOCTATEYHOCT, Jja MOHWKAT YeCTOTaTa Ha
rIOMEpY/IHA QWITpaLEA H [a [TOBHILAT IIa3MEHUTE KOHLCHTPAHH Ha TITHKO3HAMTE.,

Bernpeku Toea He € HabmogaraHo hapMaKOKHHETHYHO B3aHMOJEHCTBHE Mex Iy KetonpodeH H
IATOKCHH.,

3uooeyoun

PHCK OT MOBMIIEHA TOKCHYHOCT BEPXY YEPBEHHTE KPHBHM KJIETKH, ABJDKALI C€ Ha JICHCTBHETO Ha
PETHKYJIOLIHTHTE, C TEKKA AaHEMHA, HACTRIIBAINA €HA CEAMHLIA CJIE] HAYAIOTO HA JICUSHHUETO C
HCTIBC. ITrnnaTa kpbBHA KapTHHA K OPOAT HA PETUKYJIOLMTHTE TPAOBA Ja ce NPOCIeAsBar 1-

2 CeIMHMLIH CIIE/ 3aMOYBAHE HA JIEYCHUETO ¢ KETONpodeH JIM3UHOBA COJL.

Cyntponunypeu
HCIIBC morat aa ysenM4ar XHNOTTHKEMHYHHA e(eKT Ha Cy/a(OHIIypeHTe, H3MECTBAMKH TH OT
MECTATa HM HA CBBP3BAHE KbM IA3MEHUTE IPOTEHHH.

B3apMONEHCTBHA ¢ IEKAPCTBEHK NPOAYKTH. KOHTO TPAORA Ja ce B3eMaT O] BHHMaHHE

Anmuxunepmensusnu npooyxmu (bema-61a0xepu, uHXUbUMOPU HA GRZUOMEH3IUN KOHGEDMUPAUIUST

EHZUM, OUYpemuu)
PHcK OT HaMalleH aHTHXHTIEPTEH3HBEH eeKT (MHXHOHpaHe Ha ChAOPA3LIMPABAIIHTE MPOCTArIaHAHHH

or HCIIBC).

Huxnocnopun, maxponumyc
PHCK OT 1OITBIHMTETHH HePPOTOKCHYHH edekTH, 0cOOEHO NPH NAIMEHTH B CTAPYECKa BB3PACT.

IIpobeneyuo
EXHOBPEMEHHOTO NPHIOKEHHE Ha npobeneid MOXe 3HAUHMTEIHO Ja HAMAJIM IJ1a3Me
KeTonpodeH.

Cenexmuenu unxubumopu na obpamnomo 3axeawyane na cepomonuna (SSRIs)
IloBHIIEH PHCK OT CTOMALIHO-YPEBHO KbpBeHe (BK. Touka 4.4).

Tpombonumuyu




[lopHIEH PHCK OT KBPBEHE.

4.6 @epTHAHTET, GPEeMEHHOCT B KbpBEHE

bpeMeHHOCT
HuxnbupaHeTo Ha NpocTarIaHAMHOBHA CHHTE3 MO)KE J1a TIOBJIHAE HeGnaronpruaTHo GpeMeHHoCTTa

u/unu emOpHo-deramHOTO pazBuTHE. JIAHHH OT €MHAEMHONIOTHYHH H3CACABAHHA MOKA3BAT [MOBHLICH
PHCK OT CIOHTaHEH abopT, ChpAeYHH MaIPOPMALIMK K TACTPOCXH3MC Clie NPHIOKEHHETO Ha
MHXHOHTOPH Ha NPOCTarNaHAHHOBHA CHHTE3 Npe3 PAHHUTE €TAIH Ha OpeMeHHOCTTa. AGCOMOTHHUAT
PHCK 3a ChPACYHO-CHA0BH Man(opMaLHy ce yBeanuasa ot noj, 1% ao okomno 1,5%. Cuura ce, ge
PHCKBT Ce YBEIHYABa C NOBHINABAHE HA A03aTa H NPOIBJDKHUTEIHOCTTA HAa TepanuaTa. [Ipu xuBoTHH,
NPWIaraHEeTO HA HHXHOMTOPH Ha IPOCTArIaHAWHOBHA CHHTE3 € II0KA3aI0 YBE/THIABaHe Ha Ipe- H
NOCTHMIIAHTALIHOHHH 3aryOH U eMOpHOo-(eTaTHa CMBEPTHOCT. B oIThiIHEHME, TIPH NPWIOKEHHE HA
MHXHOMTOPH Ha IIPOCTAIIAHHHOBHA CHHTE3 PH XKHBOTHH 110 BPpEME Ha OPFaHOTeHE3aTa ce ¢hobIaBa
33 HOBHINCHA 4€CTOTA HA Pa3IMuHU Man¢opMalliH, BKIHOYHTETHO ChpAeYHO-CHIO0BH.

Ot 20-Tata ceaMuua Ha GpeMEeHHOCTTa HATATEK yRoTpebaTa Ha KeTormpoden Moxke a IPHIHHH
OJIMTOXUIPaMHHOH, JhJDKAIll ¢ Ha HapyllleHHe Ha OnOpeunaTa pyHxuma Ha deryca. Topa Moxke aa ce
MOABH CKOPO CJe/ 3aT04YBaHE Ha JICYEHHETO U ODMKHOBEHO € 00paTHMO NpH MpeKpaTABaHeTo My. B
JOIThJIHEHHE, HMa ChOOINEHHA 33 CHCTOAHMA Ha CBHBaHe Ha ductus arteriosus npH JieueHHE BHB BTOPHA
TPUMECTHP, NMOBEYETO OT KOMTO OTIIYMABAT CJIe] MPEKPATABAHE Ha JIEUEHHETO.

Ilo BpemMe Ha TBPBHS M BTOpHA TPUMECTHP OT OpeMeHHOCTTa, KeTonpodeH He TpAOBa 1a ce TIpHIIara,
OCBEH B CJTy4al Ha KaTeropu4Ha HeoOXoAUMOCT. AKO keTonpodeH Ce H3MOM3Ba OT XKEHH, KOHTO ce
OIHMTBAT Aa 3a0PEMEHEAT WK 110 BpeME Ha ITLPBHA H BTOPHS TPUMECTED Ha OpeMEeHHOCTTa, A03aTa
TPAOBA /14 ¢ MOATBPKA BE3MOXKHO HAM-HKCKA M MPOABDKMTEIHOCTTA Ha JIeYeHHeTO TpAbBa fa ¢
BBE3MOXKHO Hail-KpaTka. Cleq eKCo3ULMA Ha KeTonpod)eH B ITPOABIDKEHHE HAa HAKOIKO JAHH oT 20-
TaTa reCTallHOHHA C€MHLIa HATATEK TpA0Ba Ja ce oOMHMCIM aHTEHATATHO NpocieadBaHe 3a
OJTHTOXHIPaMHHOH H cBUBaHe Ha ductus arteriosus. Ynorpebata Ha xeronpoden Tpabpa na ce
NPEYCTAHOBH, aKO C€ YCTAHOBH OJIMMOXHWAPAMHHOH WIH CBHBaHe Ha ductus arteriosus.

[Tpy BCHYKH HHXHOHTOPH Ha MPOCTAIIAHAHHOBHS CHHTE3, aKO C€ MPHEMAT [0 BPEME Ha TpeTHs
TPHMECTBP Ha OPEeMEHHOCTTA, MOXKE Ja HMa PHCK 32
® Inoaa oOtT:
- Kap/IHOITYJIMOHaPHA TOKCUYHOCT (MPEXACBPEMEHHO CTECHEHME/3aTBAPSAHE Ha JYKTYC
aprepuo3yc u OenonpobHa XMIIEpTOHHA);
- HapylleHa Ox0peyHa QyHkums (BXK. mo-Tope);

. MaHKaTa H IETEeTO, B Kpas Ha OpeMEHHOCTTa, OT:
- BHE3MOXKHO YABIDKaBaHe Ha BpeMETO Ha KbPBEHE, aHTHArperanTeH eQexT, KOHToO MoxXxe Aa
ce HabiIroJapa IOpH NPH MHOTO HHCKH JO3H;
- MHXHOHpaHe Ha MATOYHHTE KOHTPAKIMH, KOETO MOXE JIa I0BEHE A0 3a0aBeHO MM
VIABJDKEHO paXKJaHe.

Ilopaau TOBa KeTONPOgEeH € NPOTHBONOKA3aH NMPE3 TPETHA TPUMECTBP Ha OpeMEHHOCTTA.

KspMeHe
HsaMa HaTMYHH JaHHH 332 NPEMHHABAaHETO HA KeTompodeH B KbpMara. KetonpodeH He ce penopetBa
NpH KbPMAaYKH.

QepTHIATET
Vnorpebara Ha HCITBC Moxe na nopmuse >xeHCKHA QEPTHIMTET H HE CE MPENOopPhYBa

KOWTO C€ OTNMTBAT 2 3a0pemenear. IIpH jkeHH, KOUTO HMAT TPYHOCTH NPH 3a0peme
M3cieaBar 3a besmnoaue, TpadBa 1ma ce oOMucu npeycranosasane Ha HCITBC.

47 Edextn BBpxy cioco0BOcTTA 32 mMoupane B pabora ¢ MANIMEH



Ketonan MHTEH3HB HAMa HHKAKBO WIH MMA HE3HAYHTETHO BIMAHME BBPXY CIIOCOOHOCTTA 34
modupane H paboTa ¢ MaLIHHH.

Brnpeku ToBa nauueHTiTe Tpabea Aa 664aT HHGOPMHpPaHH 3a BE3IMOXHOCTTA OT MOABA HA HEXKETTAHH
peakLMH, KaTO CHHIHBOCT, 3aMasHOCT, MbPYOBE WITH 3aMbIJICHO 3peHHe, H Aa OBaT nochBeTBAHM 1
He modHpaT WK paboTAT C MATHHH, AKO TE3H CHMIITOMH C€ MOABAT.

4.8 HexejdanH JeKAPCTBEHH peAKNHA

Haii-gecTo HabmonaBaHUTE HeXXeTaHH PEAKIMH Ca OT CTPaHa Ha CTOMAUIHO-YPEBHHA TPAKT.
BB3MOXKHO € Ja ce [IpOABAT NENTHYHH A3BH, Nephopanys WIH CTOMalIHO-YPEBHO KbPBEHE, MOHAKOTA
¢atamu, ocobeHo npH naupenTH B cTapyecka BB3pacT (BXk. Touka 4.4). Cnen npunoxeHue ce
cboOInara 3a raacHe, MOBPLINAHe, AHAPHA, METEOPH3EM, 3alCK, JHCTIETICHA, KOpeMHa 00Jika, MEJIeHa,
XeMaTeMesa, YJILEepo3eH CTOMATHT, 000CTpsHE Ha KOMHT H 6onecT Ha KpoH (Bxk. Touka 4.4). Ilo-paaxo
ce HabMmoaaBa racTpHrT.

[Io BpeMe Ha KIHHWYHY U3NWTBAHUA [IPH KbpPMaveTa U Je1ia MMa ChOOIEH S 3a NOBPhIIaHE, THAPHA
M PeaKi[HH4 Ha CBPBXYYBCTBHTEIHOCT.

KnacudHkariyuga Ha O4aKBaHHTE YECTOTH:

Muoro gectH (1/10); wectn (1/100 o <£1/10); neyectn (1/1000 no <1/100); peaxu (1/10 000 mo
<1/1000); muoro penxu (<1/10 000), c HeH3BECTHA YeCcTOTA (OT HATMYHUTE JaHHH HE MOXe nia OBae
HanpapeHa OLICHKA).

Crnenpaiure HeXeNlaH| peakii|uy ca ChODIMARAHH C KeTOMPOodeH NPH BE3PACTHH.

CacreMo-opranna | Yecrn HeuecTn Penxn Muoro C Hen3BecTHA
KJIacH(PHKANHA peAKH JecTOTa
Hapyuienus Ha IocTxemMo- ATrpaHynoLHUTO33,
KPbBTa H paru4Ha TpoMOOLIMTONEHHA,
JTUMQHATA CHCTEMa aHCMHA KOCTHO-MO3bYHA aIlIa3Hs
XeMOJIMTUYHA AHEMHA,
NEBKOIIEHUS
Hapymenus na AHaDMNAKTHYHH peaKilyE
HMYHHATA CUCTEMA {BKIIOYUTENHO LIOK),
OTOK Ha ycTaTa
MeTaboau3eM H XHIIOHATPHEMHS,
HapylIeHHUA B XHUIEPKATHEMMA (BXK.
XpaHeHeTO Touka 4.4)
Tcuxuunu O61bpKBaHe, NPOMEHH B
HApPYLICHUA HacTPOSHHETO,
BL30YIHMOCT,
Oe3cEHHE
Hapymienus Ha I'masobonue, | [lapecresns JucxkuHe3us, | ACeNTHYEH MEHHHIUT,
HEpPBHATA CHCTEMA 3aMasHOCT, CHHKOII KOHBYJICHH,
CHHIIHBOCT, THCTEY3HA
BEPTHTO
Hapyiienns Ha 3aMbBriaeHo ITepuopburanen oTok
OYHTE 3peHHE (BXK.
TouKa 4.4)
HapyiieHus Ha 1liym B ymmte
YXOTO K Z P
JIaOHpHHTA ‘ na*'?&, \
Cepaeunu BRI 2\
— | eiiGonati i,
) S AURH, ApEICHPAHC
eué 7 -




CuereMo-opranna
KJIacHPpHKaNHAA

Yecrn

HevecTn

Peaxn

Muoro
peaKH

C Hen3BecTHa
YecToTa

Crn210BH
HapyLIcHUA

XHIIOTOHHSA

XHUIEPTOHHS,
Ba30WJIaTallu,
TAXMKapaHs, BACKYJIUT
(BKIIFOUHTETHO
JIEBKOLIMTOTLTACTHYEH
BACKYJIMT)

Pecniuparopuu,
rpPbAHA H
MEHACTHHAIHH
HapyileHUsA

AcTMa

JlapunreaneH
OTOK

bpouxocnaszsM (ocobeHo
MpH NALHEHTH ¢ H3BECTHA
CBPBXYMYBCTBHTETHOCT
kM ACK u gpyru
HCTIBC),

PHHHT,

IOHUCTIHEA,

NaPUHTOCTIA3bM

CroMamHO-4peBHH
HapymeHHA

Jucrniencus,
rajcHe,
KOpeMHa
bonka,
IIOBPBIHAHE

3anek,
IHapHs,
METEOPH3 LM,
racTpHT

CTOoMAaTHT,
NenTHyHa sA3Ba

O6ocTpsaHe Ha KOUT U
6onmect Ha KpoH,
CTOMAaLIHO-YPEBHA
XeMoparus u nepdopaims
TIAHKPEATHT,

MHPEKCHA

XenaroOunuapHH
HapylIeHHS

XeIaTuT,
ITOBHILICHH
TPaHCaAMHHAa3H,
NOBUUIECH
CEepYMEH
OwIHpyOHH,
nopagH
HapyLICHHA Ha
yepHoapoOHaTa

(O YHKIMA

Hapvmenus ua
KOKaTa 1
IIOAKOXHATa THKaH

Obpus,
crpbex

Peaxkuus Ha
(pOTOUYBCTBHTETHOCT,
AJIOTICLIHA,

YPTHKapui,

aHTHOCTIEM,

Oyno3HH IepMaTo3y,
BKIIOYHATEIIHO CHHAPOM H
Stevens-Johnson,
TOKCHYHA enuaepMaHa
HEKPOJIN3a, OCTpa
reHepalIn3upana
€K3aHTeMaTOo3Ha

MycTYJI034,
epUTEM,

€K3aHTEM,
MaKyJionarynapes oOpHs.
AEPMATHT

Hapyurenns na
OpOperuTe 1
MUKOYHUTE
ITHTHILG

Octpa 6B0Opeuna




CuacreMo-opranna | Yectn HeuecTn Peakn Mpnoro C men3BecTHa
KIacHpHKRANHA peaKH | 1ecToTAa
O61u Hapymeuus O1oK, Acrenus,
" eieKkTH Ha yMopa OTOK Ha
MACTOTO Ha JIMLIETO
TIPHIOXKCHHE
HicnenpaHus | IloBHImarane
Ha TErjoro

JJaHHHTE OT KITHHMYHWTE H3NMTBAHUA H eNUASMHOIOTHYHHTE NIPOYyYBaHHA NIOKa3BaT, ye ynorpebara
Ha HakoH HCIIBC (ocobeHO BLB BUCOKH JO3H M MPOABIIKHTENHO BpeMe) MOXe Aa Ob/e cBbp3aHa ¢
NOBHIIECH PHUCK OT APTEPHATIHH TPOMOOTHYHH CHOUTHA (HAIpHMEP MUOKAPACH HHPAPKT WIH HHCYIIT)
(BK. TOuKa 4.4).

CrobimasaneTo Ha MOAOIHPAHH HEXKENIAHH PEaKIlHH ClIE/ pa3pellaBaHe 3a ynorpeba Ha IeKapCTBEHHA
NpOAYKT ¢ BaKHO. ToBa mo3Bo/sABa 1a NpOXbIDKH HaOMOASHUETO Ha CHOTHOLICHHETO NOI3a/PHCK 34
NEKApCTBEHHA NPOAYKT. OT MEIHLIMHCKHTE CIICLIMATMCTH C€ M3UCKBA J1a CHOOIABAT BCAKA
MOI03MPaHA HEXKENIaHa PeakLv Ypes HaMOHAIHA CUCTEMA 33 ¢hodImaBane KbM M3menHUTEIHATA
areHIMs I10 JieKapcTeara, Y. ,,Jlaman ['pyes® Ne 8, 1303 Cocdus, Ten.: +35928903417, yebcaitt:
www.bda.bg.

4.9 Ilpexo3mpane

CHMOTOMH

Cry4yad Ha npeRo3upaHe ca cho0IABAHM IPU A03M Ha KeTonpoden a0 2,5 g. B noBeuero ciyvan
HaOmogaBaHUTe CHMIITOMH ca OWITH B ieKa popMa U ¢a ce OrpaHHYHIIHY J0 ieTaprus, ChHIKBOCT,
raZieHe, MOBPBIIAHE B GONKH B SMTHraCTPHYMA.

JleyeHue

HaMma cneLidHYHO HEYTpaTH3Hpallo CPEACTRO TIPH NPESO3UpaHe Ha KETonpodeH.

B ciyyaii Ha MacHMBHO npelo3UpaHe, NIAHEHTHT BegHara TpaOBa aa Ouae 3akapaH B 6onauna. Tpadsa
OBp30 Na ce eBaKyHpa CTOMAIITHOTO ChIBPXKHUMO.

Heobxonumo e 1a ce 3amoyHe CUMITTOMATHYHO M NOITEPKAINO JICYEHHE, KOMITEHCHPAILO
AECXUApaTalUsATa, Ja ce HaOMIoAaBa AMype3arta, a ako € HATHLIE AlHA03a, T4 Aa C€ KOPHTHPA.

Tpabsa BHHMaTenHO fa ce Habmonasa 6s6peynHaTa U yepHoapobHaTa GyHxkuHA. B cayuaii Ha
616peuHa HEAOCTATEYHOCT, XEMOHATIM3ATA MOKE Aa OB/ OT MMo/3a, 3a Aa ObJe MpeMaxHaTo
AKTHBHOTO BEIIECTBO OT KPBBOOOpAIEHHETO.

5. ®APMAKOJIOru4dHH CBOUCTBA
5.1 ®PapmaxoIHHAMHEYIHH CBOMCTRA

QapMakoTepanesTHyHa rpyna: [IpoTHROBR3NANMTEHM W aHTHPEBMATHYHN MTPOIYKTH, HECTEPOHIHH,

[Ipoussoann Ha IPONMHOHOBA KHCEJIHHA,
ATC kon: MO1AEO3

MexaHH3bM Ha JeiCTBHE
MexanusmeT Ha aeficterue Ha HCTIBC ce ¢Bbp3Ba ¢ HaMaieHHe Ha TTPOCTArNaHAHHOBHA CHHTE3 4Ypes

HHXHOMpaHe Ha IMKJIOOKCHT €Ha3aTa.
[o-cnermanuo e Hamuue uHXHOUpaHe Ha NPEBPBIAHETO Ha apaxXHOHOBA KHCETHHA B
eHaonepokcunasy, PGG; u PGHa, xouro o6pasypar PGE;, PGE;, PGF; u PGD: u c®
npocTaukmaad PGI; u tpombokcanu (TxA; u TxB:). OceeH ToORa, HHXHOHPAHETO
NPOCTATIAHIHHOBHS CHHTE3 MOXE 14 TIOBJIMSAE U APYTH MEAHATOPH HA BBINAICHH
ToBa € KOCBEH e(eKT, KOHTO JOITBJIBA NPAKOTO JEHCTBHE.

DapMakOIHHAMHYIHH eg]gelcm




KeronpogeH ausuHOBa ¢oN € TH3MHOBaTa coJ Ha 2-(3-6eH3mn (eHH) IPONMHOHOBa KHCEIHHA, ©
aHANITETHYHO, TPOTHBOBL3NANMTEIHO ¥ aHTHIIMPETHYHO JeMCTBHE, KOATO € OT KJiaca Ha
HECTEPOHHUTE NPOTHBOBER3NIanUTENHH cpeactea (HCIIBC). Keronpoden nu3sHHOBA con e ¢ NOo-
no0pa pa3TBOPUMOCT OT KETONPOdEHOBA KHCEIHHA.

Keronpoden nusnHoBa con MMa OTYETIIMBO AHAIFETHYHO AEHCTBUE, KOETO KOPETHpa C
MPOTHBOBB3MATHTEIHHA My €(eKT H ¢ edekTa BbpXy lIeHTpaJiHaTa cucTema. KeronpogeH nH3HHOBaTa
COJIa MPOABABa AHTHIICPHTHYHO ACHCTBHE, 6€3 Na NOBMHABA HOPMATHHTE [IPOLIECH Ha

TEpMOpeTyJarA.

bone3HenHTe NposBH Ha BL3NANCHUATA CE elTHMHHHPAT WIH 00I6K4aBaT, KaTo 10 TO3H HAYMH CE
nogoOpABa NOABIKHOCTTA HA CTABHTE.

5.2 DapMAKOKHHCTHIHH CBOHCTBA
KeronpodeH nmusnHOBA con e ¢ mo-no6pa pa3TBOPUMOCT OTKOJKOTO KETOMPodeHOBA KHCETHHA.

Abcopbuus

Hozopata popMa rpaHyNH 3a epOpalieH pa3TBOP JaBa Bh3MOXKHOCT 3a NPHEM Ha AKTHBHOTO
BEIIECTBO BBB BOACH pasTBoOp. Tora Boau mo 6bp30 moBHIIABAHE HA MMIa3MEHHTE KOHIIEHTPALHH H JI0
0BP30 NOCTHraHe Ha MHKOBH HHBA B IU1a3MaTa. KNHHHUHHAT eeKT OT TOBA ce MpOABABA KATO I10-
OBp30 HAYaNO Ha JCHCTBHETO M MO-TOIIMa MATEH3MBHOCT HA AHANTETHYHOTO H
NPOTHEORBINAIUTEIIHOTO ACHCTRHE,

Pasnpenenenue

MHOrokpaTHOTO NpHIOKEHHE HE BOJM A0 MPOMAHA HAa KMHETHKATA HA JIEKApCTBEHHS NPOAYKT, HUTO
IO HATPYIBAHETO MY.

CreneHra Ha cBbp3BaHE Ha KeTonpodeH ¢ rasMeHnTe Genrsim € 95-99%.

3HayMTETHM HHBA HA KETONPOGEH Ca YCTRHOBEHH B TOH3WIAPHATA THKAH M CHHOBHAJIHATA TEHHOCT
CJIEA CHCTEMHO MPHIOKEHHE.,

buorpanchopMarus

KetonpodeH npemiHaBa eKCTEH3HBEH META0OH3BM: cJIell CHCTEMHO TpwiokeHne 60-80% ot
AKTHBHOTO BEIECTBO C€ OTKPHBa Mo opMaTa Ha METAOOIMTH B YPHHATA.

EnumuHHBpaHe
EmimanvpaneTo e 65p30 H ce OCHHIECTBABA [TIABHO Ype3 6B6penpTe: Cliea CHCTEMHO IIPHIIOKEHHE

50% oT aKTHBHOTO BELIECTBO Ce OT/IEIIs C YPHHATA B pAMKHTE Ha 6 Jaca.

Ienmarpyyna nonmynaims

Kunetnunms npodui Ha JieKapcTBeHHs NPOAYKT TIPH JIelia He Ce pazIHiuaBa OT TO3H [IPU BH3PACTHHTE.
5.3 IlpeaxnHHEYHH AaHHH 33 6e3o0macmocT

Cien nepopalHo NpUIOKEHHe cpeinarta JeranHa qos3a (LDsp) Ha ketonpoded NH3HHOBA O MPH
IWIbX0BE M MHIIKM ¢ 6Mna ceotBeTHO 102 1 444 mg/kg, koeTo crorBeTcTBa Ha 30-120 neTH
AKTHBHATA /1038 K4aTO MPOTHEBOBB3NATHUTEIHO M AHAINETHYHO CPEACTBO NIPH XKUBOTHH. Crien
HHTpaneprUTOHeATHO Npuiokenue LDs; Ha keronpoded NTU3MHOBATA COM IIPH ILTEXOBE ¥ MMINIKY ©
Ouwna ceoreerHo 104 1 610 mg/kg.

IIpoABIKUTETHOTO EPOPATHO JICUSHHE C KETOIPOQEH TH3HHOBA COJ1 IPH ITEXOBE, KyueTa
MaHMyHH, B JO3H PaBHH H M0-BHCOKH OT NPENOPBHYHTEIHATE TEPANeBTHYHH JO3H, He C
HHK2KBH TOKCHYHH CBOHTHA. CrobllaBaHH ca cTOMaIHO-UPEeBHH ¥ GHOpeytH mpoMe
034, KOKTO €a GHITH CBBP3aHU C M3BECTHHTE HEKETAHH e(eKTH, KOUTO HECTEPO
NPOTHBOBB3NATHTENHH CPECTBA IPEAN3BHKBAT IIPH dKHBOTHH.,

B nponbmkuTeHO MpoydBate Ha TOKCHUHOCTTA NPH 3aiiLH, ¢ TIEpOpaHO HIH pe
NPWIOKEHHUE, € YCTAHOBEHO, Y€ KeTONMpod)eH e MOHACIH Mo-A00pe NpH PEKTATHO

NG



IepOPATHO MPpUNoXKeHUe, B NpoydBaHe Ha MOHOCHMOCTTA NPH 3aiLIM C HHTPAMYCKYJIHO HPUIOXKEHHE,
KETOTIpOgEH JIM3HHORA COJT € OHJT 106pe OHACHH.

KeronpodeHn na3uHOBa COJ He € NMOoKa3aa MyTaraHHe eQeKTH B in vitro | in vivo H3cieIBaHHA Ha
FPeHOTOKCHYHOCTTA.

B npoy4BaHis Ha KapIIMHOT€HHOCTTA HA KETOMPO(CH IIpH MHIIKH U IUTHXOBE € HaONIo1aBaHo
OTCHCTBHE HA KAKBUTO M /1a € KAPLHHOTEHHH e(eKTH.

Mo, BIKTe Touka 4.6 33 uHOpMaNHT OTHOCHO eMOpHO-(ETATHATA TOKCHYHOCT H TEPaTOr¢HHOCTTA
Ha HCTIBC npw KMBOTHH.

6. GOAPMAIEBTHYHH JAHHH

6.1 CioHchbk ¢ TIOMOIMHHBTE BEIleCTRA

Manuron (E421)

IloBHaoH

MenToB apoMat (cbaBpkKa MATTOAEKCTPHH U apabcka Tyma)

Hatpuer xnopun

3axapuH HATpHil

CunniueB JHOKCH], KOJIOHJIEH Oe3poaeH

6.2 HecbrBmMecTHMOCTH

Henpunoxumo.

6.3 Cpok na rogaocr

3 ronuHH

ITpHroTBeHUAT pa3TBOp TpAOBa Aa ce H3NOM3Ba BEJIHAra Cjiell pa3TBapsAHe.
6.4 Cpenmajnm yci0oBHS HA ChbXpaHEHRE

To3H nekapcTBeH NPOYKT HE M3WCKBA CIENHAIHH YCIOBUS Ha ChXPaHEHHE.
6.5 Bua H chabpkande HA ONAKOBKATA

Ketonan HuTeH3uB € onakoBaH B [BOHHO calli€ OT ABE€ YaCTH OT XapTHs/aTyMHHHI/IONMETHIEH, B
KapTOHeHa KyTHA.

Bunose onakoBku: 6, 8, 10 u 12 camera or aBe yact.

He BcHYKH BHIOBE OMTAKOBKM MOTaT 1a ObAAT MyCHATH HA [143apa.

6.6 CrnenHanHH DpeaNa3HA MEPKH NpH HIXBLPJISAHE H padora
Hscumete chabpaKaHUETO Ha camieTo B yama Boaa (100 ml) u pastepxaiire nobdpe okono 30 cexyHam,
AOKATO BCHUKMA IPaHyIM ¢ Pa3TBOPAT.

B CHOTBCTCTBHC C MCCTHHUTC H3IHCKBaHHS.

7. NPHATEXATEJI HA PAJPEHNIEHMETO 3A YIHOTPEBA




Sandoz d.d.
Verovskova 57
1000 Ljubljana
Crnosexus

8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per. Ne 20180302

9. JATA HA ITBPBO PASPEMTABAHE/TIOJJHOBABAHE HA PASPEINIEHHETO 3A
YHOTPEBA

JlaTta Ha TepBO paspemaBane: 29.10.2018
JlaTa Ha mocleaHo IMOJHOBIBAHE

10. JATA HA AKTYAJM3APAHE HA TEKCTA

11/2022




