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KETANI'O 50 mg rpanyimi 3a nepopaieH pasTBop B Calue
KETALGO 50 mg granules for oral solution in sachet

Kradp Pes. Mo el

o BE AT 1P TV

| | 1905 zrm.
2. KAYECTBEH M KOJIMYECTBEH CbCTAB | _ ., ganRey

Beaxo came craspixa 50 mg xerompoden (ketoprofen), koeto choTeTcTBa Ha 80 mg keTompodex
nu3unaT (ketoprofen lysinate).

3a MbITHUS CUCHK HA IOMOIHHTE BEINECTBA, BIKTE TOUKA 6.1,

3.  JIEKAPCTBEHA ®OPMA

I'panysin 3a nepopaneH pasTsop B caue.
benut no noutn Gemn punm rparyH.

4. KJIHMHHAYHH DAHHH
4.1. TepaneBTHUNH NOKAZAHHA

KETAJIT'O e noxasan 3a KparkocpouHo, CHMITOMATHYHO JIEIeHHE Ha GOIKA OT PA3THYeH NPOH3XOS H
ECTCCTBO, Karo Hanpumep:

- riasoGosue (BK/I. MUrpeHa);

- apbobom;

- HEBPAIITHA,

- AHCMEHOPEA,

- MYCKYNHHA Gonka,

- BONKM B KOCTHTE K CTABHTE.

4.2. [l03MpOBKA M HAYHMH HA NPHIOKCHHE

Hozupoera
3a BB3pACTHH H YOHOWH Han 16-rogumma Bb3PacT.
o 1 came a0 3 npTH AHEBHO.

HurepsansT Mexcay ao3uTe He TPs6Ba 42 € MO-MATBK OT 8 yaca.

Heya
YnorpeGara Ha NeKapcTBEHHs MPOAYKT HE CE MPENOPHYBA NPH JEA H IOHOLIH N0Z 16- roamma
BL3IPaCT.

Hayuenmu & cmapuecka ev3pacm
Hosara TpsBa fa ce ONpeEIH OT JeKap, KOWTO ¢ Bh3MOXKHO 13 HAMAIH NPETIOpbaHaTa Mo-TO
JI03a, aKo ¢ HeoOxoauMo.

Hlayuenmu ¢ 6vbpeyna nedocmamuvunocm
Ilpn manuenTy ¢ nexa a0 cpearo Texka 6bGpeuHa HEJOCTATEYHOCT, 0¢ MPEANOYHTA H
A3 €& HAMATH H JICYCHHETO [a c¢ IPOBEK/A IPH H3NOI3BaHE HA Hali-HUCKATa edexTun
¥Ynorpebara va KETAJIT'O e npotusonoxa3ana MpH NALMCHTH ¢ TeXKa G6peaHa Heo



Tayuenmu ¢ yeproOpobina nedocmamvunocm

Ipw NAMEHTH ¢ IEKa 10 CPEAHO TeKKA YEPHOAPOOHA HEAOCTATHHHOCT, C¢ MPEANOYHTA HAYATHATA
1033 A2 ¢ HAMAIH H JISYEHHETO Ja C& MPOBEXKAA NPH M3NON3BAHE HA Hali-HHCKaTa ePEKTUBHA 103,
Ynorpebara va KETAJII'O ¢ npoTisonokazasa npy MalMeHTH ¢ TeXHKa yepHOApoOHa
HEIOCTaThYHOCT.

Hayun na npunoscenue

KETAJIT'O ¢ npeasa3HadeH 3a nepopanHo npunoxerne, ChIspaHHeTo HA 1 camme ce pasTeapa B
gama soza (oxono 100 ml), pazbrpksa ce xo6pe oxono 30 CeKyHAM A0 ITLJIHO PA3TBAPAHE HA
rpasy/IHTC H CC¢ H3HBA.

PasteopbT TpaOBa Aa ce H3MON3BA BEaHArA Clie] MPHTOTBAHETO MY.

4.3. Ilpornponmoxkazanus

. CBPBXUYBCTBHTS/THOCT KbM AKTMBHOTO BEIISCTEO, KbM ALETIICATHLHIOEA KHCETHHA HIH
APYTH HECTEPOMAHH npoThBoBs3nanuTenaH cpeactsa (HCIIBC), unu kM maxoe ot
NOMOINHHTE BEINECTBA, H30POeHH B Touka 6.1,

. AHAMHECTHYHH JaHHH 32 PEaKIHH Ha CBPBXIYBCTBHTEIHOCT (Hanp. acTMa, OPOHXOCMA3EM,
PHHHT, AHTHOCACM, YDTHKAPHS) NPH MPHEM HA KeTonpo(eH, AUeTHICATHIHIOBA KHCEIHHA HIIH
Apyrn HCIIBC. Ilpu TakkBa nauuenTH ca chobINaBaHH CEPHO3HHE, PAAKO (aranHu
aHapunakTHIHE peakuMe (Bx. T. 4.8);

. AKTHBHA HIH aHAMHCCTHYMH QaHHH 33 PCLIHIHBHpPAINA IENTHYHA A382/KPHBOH3IIME HIIH YpEBHA
yIuepanss;

. XEMOParHYHa AHATEIA,

. bonecr na Kpon uny ynueposen komur,

. TCXKA ChPACHHA HEAOCTATHYHOCT, TEKKO OBOpeHO HIH YepHOAPOOHO YBpeXKJaHe;

. NIOCNIEACH TPHMECTRP Ha OpeMenHOCTTa (BXK. T. 4.6).

4.4. Cpoeunannu npeaynpexaeHus H OPeATIASHR MEPKH IPH ynoTpeda

Ilpedynpeowcdenus

Ilossara Ha HeXeMAHH IEKAPCTBCHH PEAKIMH MOKC A4 ¢C CBEJAC IO MHHHMYM IIpH M3TONI3BAHE HA
HaH-HHCKAaTa BH3MOXHA 1032 33 HAH-KPATKHA BE3MOKEH NIEPHOJ OT BPEME, 34 IIOCTHTAHE HA
aNeKBaTeH KOHTPOII HA CHMIITOMHTE.

Ensospemennara ynotpeda Ha keronpoden ¢ HCTIBC, BK/I. ¢ IMKIOOKCHICHA3a-2 CENEKTHBHA
uuxuburopH, Tpadea aa ce u3bGarsa.

Cromamno-upeBsHO KbpBeHe, 1382 K nepdopais; CTOMAITHO-IPEBHO KLpBEHE, 4384 M nepdoparms,
KOMTO MOXe A2 Opaar daranus, ca cbobmasanu npu ecuaku HCIIBC no Besko BpeMe Ha JIEYEHHETO,
Che KM Ge3 NpeamecTBally CHMITOMHM MK AHAMHECTHYHH JaHHM 33 CEPHO3HHA HCXKC/IAHH PCAaKIHH
OT CTPaHA H& CTOMANIHO-YPEBHHS TPaKT,

Hstxon enuzemuonoriany JaHH! N0Ka3BaT, 4e NPHEMBT HA KETONPO(EH Ce CBbP3BA C IOBHITIGH PHCK
OT racTpO-HHTECTHHATHA TOKCHYHOCT, CpaBHMMa ¢ Tazd npH apyra HCTIBC, ocoBeHo rpu BHCOKH
2034 (BK. T. 4.3).

Heobxoxumo e nosuieno BAMMaHie MPA MAUHEHTH, KOHTO MPHCMAT ¢AHOBPEMEHHO IPYTH EKapCTsa,
KOMTO MOraT Aa MOBHIIAT PHCKA OT YAUEPALIMS HIM KBPBEHE, KaTo HAMp. NEPOPATHH
KOPTHKOCTCPOHIH, aHTHKOArY 1anTH (Hanp. sapdapun), cenexTHBHNA HHXUOUTOPH HA 06PATHOTO
3axBa@HE Ha cepoToHuHa (SSRIS) Hnn aHTUHTPOMBOTHYHH NEKApCTBA KATO AUESTHIICATHIHIL
KHCENHHA UM HUKOPaHIuI (BXK. T. 4.5).

PACKST OT racTpo-HHTECTHHAHO KbpBEHE, 4353 HIH nepdopaLks & IOBHIIABA IPH
nozara sa HCIIBC npu nmanmenTy ¢ fasHy 3a 8382 B aHAMHE3ATa, NO-CNIGLHANHO CBB
WK nepdopauus (gx. T. 4.3), KAKTO U NPH MALHCHTH B CTApYECKa BB3pacT. Jleuenn
nauueHTH TpAbBa Ja ce 3amOYHE ¢ Hal-HHCKATa Bh3MOKHA ¢EKTHBHA 032,
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Ipw Te3u naumeHTH € J0OPE Aa Ce M3MON3BA CHITPTCTBALIA TEPANHA ¢ NPOTEKTHBHH IEKAPCTBCHH
TPOAYKTH (HANpP. MECOMPOCTOIN HIH HHXMGHTOPH Ha IPOTOHHATA IIOMIIA), KAKTO H IIPH NALHEHTH,
KOMTQ [PHEMAT SAHOBPCMCHHO HECKH JI03H ALCTHIICATHIHIOBA KHCE/IMHA HITH EKAPCTBA, KOHTO
TNOBHINABAT PHCKA OT MOABA HA HeXXeNaHH eHEKTH OT CTPaHA HA CTOMANTHO-4PEBHHS TPAKT (BX. NO-
zoay uT. 4.5).

IManuenTuTe ¢ aHaMHeE3a 32 racTpO-HHTCCTUMHANIHA TOKCHIHOCT, 0COOCHO B CTapUecKa BB3PacT H B
Ha4aNnoTo HA NEYCHHETO, TPAOBa A3 ChOGIABAT 33 BCHUKH HeoOHYAHH CAMIITOMHM (HATP. CTOMAIIHO-
4YPEBHO KBPBEHE),

Tayuenmu ¢ cmapuecka ev3pacm: TIpy Te3n NALKMCHTH YECTOTATA HA NOABA HA HEXKETAHH PEAKIHH
xkbM HCTIBC e mo-roasma, 0cofleHo CTOMAITHO-YPEBHO KbPBEHE H nopdopaipis, KOHTO MOTAT Ja
Obaar u ¢ haTaneH U3xom.

Ipu nosBa Ha CTOMANTHO-YPEBHO KBPBEHE HITH YIILEpALns, Ie4eHHeTo ¢ ketonpodeH TpaGsa aa ce
TPEKPATH.

Cepro3HH KOXHH PeaKIHH, HAKOH OT KOMTO (haTalH, BKI. eKC(ONMATHBEH ACPMATHT, CHHAPOM HA
CrupbHC-J[KOHCHH H TOKCHYHA EIHAEPMAIHA HEKPOJIH32, €A AOKIAABAHH MHOTO PAAKO BEB BPb3Ka C
npuema Ha HCIIBC (. T. 4.8). PucksT oT nosBaTa Ha T€3u HEXENAHH eEKTH € MO-BUCOK B HA9aIO0TO
Ha NEUCHHETO, 0cobeHo npes mepeus Mecell. [pH noABa HA KOXEH OOPHE, Te3HH HA TMTABHIIATE HITH
ApyTa IpOsSBa Ha CBPBXIYyBCTBHTEIHOCT, JJSUeHHETO TpadBa 13 Obie MpeycTaHOBEHO.

EnuaeMHONOr1a Y JAHHY M JAHHH OT KITMHAYRH U3MHTBAHHA JABAT OCHOBAHME Ja CE NIPETIONONKH, Ue
ynorpebara Ha Hsaxon HCIIBC (no-cneumanuo TIPH BHCOKH JIO3H M MPOABIKATSITHO TPHICKEHHE)
MOXE fa ObZe CBBP3aHa ¢ IOBHIISH PHCK OT aPTEPHATHH TPOMOOTHYHH CHOHTHA (HAmp. MHOXap/IeH
undapkr nH vECyT). He ca Hanuunu gocTarsuHo AaHHH, 32 43 B¢ M3KIIONCH HAITBITHO TAKBB PHCK
NPH JICUECHHE ¢ KETONMPOdeH.

Heduampuuna nonyrayus. Cpobluasany ca cyvau Ha TacTPO-HATECTHHATHO KbPBCHC H S3BH IPH
NEAHATPHYHH NALKHEHTH, JEKyBaHu ¢ keronpoder /maunar (Bx. 1. 4.8). Ilopany Tosa, npe Tazu rpyna
NALKEHTH, IeYeHHETO TpAGBa Aa ce MPOBEkKAa MO/ JICKAPCKO HAGIIOACHHS,

Tosn nexapcTBCH NPOAYKT HE € NpeAHA3HAYEH 3a ACLA U IOHOIMM Hox 16 roauHH.

IIpednazuu mepru

Heobxoaumo e BruMaTe HO npocaeaspate Ha Gx6peanaTa GYHKINS B HAYAIOTO Ha JeYEHHETO NPH
NAUMCHTH CBC CHPAEUHA HEAOCTATHYHOCT, IIMPO3a M HedPO3a, ChIbTCTBALIQ JICUCHHE ¢ JHYPETHLIH,
TAMEHTH ¢ XPOHH4HA ObOpeila HeA0CTATbYHOCT, 0cobeHO B cTapyecka Bbpact. ITpu Tesu naumenTH,
ynotpebara Ha keTonpodieH MOxe Aa IPEAM3BHKA HAMATSBAHE HA OGBOPEUHHS KPBBOTOK HIOPAH
HHxuOHpaHe Ha IPOCTArAHAMHATE, ¢ NoCTeaBama GbOPETHA HEJOCTATHYHOCT.

HeobxoanuMo ¢ noBHINEHO BHHMAaHKE NMPH NALHEHTH ¢ AHAMHE3A 33 XHIIEPTOHMS H/HIIH JIEKA A0 CPEIHO
TEXKKA 33CTOHHA HEAOCTATEYHOCT, Thii KATO MMa CHOBUICHUS 3a 330PBKKA HA TCUHOCTH H EAEM ,
cebp3anH ¢ ynorpebara na HCTIBC.

Kakro 1 npu apyrare HCTIBC, npu samume va undexunosno 3a6oasane Tpabpa fa e MMa IPSABHI,
¢ MPOTHBOBRBIMANHTC/IHHUTE, AHANTETHYHH H aHTHITHPETHYHH CBOMCTBA HA KeTONPOodeH MOraT aa
MaCKHpPaT OOHYAHHKTE CHMNTOMH Ha PA3BUTHE HA HHAICKIVA, KATO HATID, TpecKa.

TIpy maupeHT! ¢ 9€pHOAPOGHO HAPYIUEHKE HIA JAHHH B AHAMHE3ATA 33 YEPHOAPO6HO 3abonsBane, ¢
HEODXOAHMO Aa C& IPOCNCANBAT NEPHOAMIHO HUBATA HA TPAHCAMHHASHTE, OCOBEHO npH p—
NPOABIDKMTCITHO NIEHCHHUE, H IIPH SHAYHTCIHO MOBHIIABAHE HA CTOHHOCTHTE, NEYEHHETO TP
MIPEKPATH.

Onucanu ca pekH CITyuau Ha XKBITEHHIA K XETIATHT TPH TIPHEM HA KETOIPODeH.




ITpu nanpeHTHTE ¢ acTMa, KOMOHHHpaHa ¢ XPOHMUECH PHHHT, XPOHIYCH CHHY3HT W/HIIH Ha3atHa
MOJIHIIO3A, PHCKET OT AICPTHYHA PEakUMA KbM aueTHncanuuunosa kucenuna u/um HCIIBC ¢ no-
BHCOK, B CpasHEHHE ¢ o6mara nonynamms. YnoTpebara Ha NEKapCTBCHHA TPOXYKT MOKE AA TPH-HHH
aCTMATHYEH MPHCTHI HiTH GpoHXOCNasbM, 0COGECHO MPH NALHEHTH, KOHTO ¢4 AICPrHYHH KBM
aueTHncanHUMIoBa kucemHa wm apyra HCTIBC (Bx. 1. 4.3).

CrinecTBYBa NOBHIIEH PHCK OT Pa3BHTHE HA XUTEPKATHEMHAS NIPH NAlMCHTHTE ¢ aHabeT, 6nbpeuna
HEJOCTATEMHOCT H/HJH NPOBEXAAIIH CHITBTCBALIO JICYEHHE C HCKAPCBEHH MPOAYKTH, KOMTO
TIOBHILUABAT PHCKA OT MOABATa Ha xunepkanueMus (Bx. T. 4.5). [Topagu ToBa, HEOOXOAUMO € PEAOBHO
HaOJIIOAEHHE HA HHBATA HA KaJIHi NPY TE3M MALMCHTH.

Kaxro npu scuuxu HCTIBC, nosuimeHo BHUMaHHe & HEOGX0AMMO NPH JEUSHHETO HA MALHEHTH C
HEKOHTPOIIHPAHA XHITEPTOHK, 3aCTOHHA ChPACYHA HEAOCTATHHHOCT, HCXeMHYHA OONECT Ha CHPLCTO,
nepudepra aprepHamHa 6ONeCT M/HIH MOIBLYHO-CHAOBA BOJIECT, KAKTO H MPEIH HAYAIO0TO Ha
MPOXB/DKHTETHO ISIEHHE IPH MAHECHTH ¢ PHCKOBH (aKTOPH 33 ChPAEYHO-ChAOBH 3a001ABaHus (Hanp.
XHMEPTOHHA, XUNCPIHNHAEMHA, THA0ET, TIOTIOHOMYIIEHE).

[Tpu nosaBaTa Ha 3PHTENHH HAPYMEHHA, HaIp. 3aMBIIICHO BIDKJAAHE, IEYEHHETO TpOBa fa ¢¢ nmpeKparH.
KETAJIT'O cbaspka HaTpmii,
Besxo came ceappika 25 mg narpuii. Tosa konmHuecTso ¢ expusaneHTHO Ha 1,2 % oT

NPEMOPPIHTCAHHA MAKCHMANIEH AHCBEH XPaHHTCIICH NPHCM Ha HanIf]ﬁ 3a BB3PacTCH.

4.5 BsaamopeiicTBue ¢ APYrH JeKapCTBEHN NPOAYKTH H APYTH (GOPMH Ha B3auMoaeiicTBHE

Ketonpoden pe ce npenopuysa aa ce npuemMa B KOMGHHAUHA CbC;

Heobxoaumo ¢ xa ce u3barsa ynorpebara Ha aBe
HJIE MOBeue Nexapersa ot rpynara Ha HCIIBC,
Hpyeu HCHBC, exn. yuxnooxcueenasa-2 Tbil KATO TOBa MOME Ja YBEIMMH PHCKA OT
CenexmuaHI uHXUbUmMopu; HEXeJIanH peakiiul {(0co0eHO OT cTpaHa Ha
CTOMAIIHO-4YPEBHHSA TPAKT, KATO HANp. A3B3 HIIH
KEPBEHE) (BK. T. 4.4).

Anmuroazyranmu (xenapun u anmazonucmu na | CHIIECTBYBA IIOBHINEH PHCK OT KBPBEHE (BK. T.
sumanun K, nanp. eapapun; unxubumopu na | 4.4). B cnyuaii, 4e eAHOBPEMEHHOTO MPHIOKEHHE
mpomboyumnama azpezayus, nanp., HE MOJX€ 113 ¢¢ u3DeryHe, MaHeHTET TpabBa na
MUKAONUOUH U KNonudozpen; mpombunoen 6bne HabnionasaH BHUMATETHO.

unxubumopu, nanp. dabuzampan, upexmiu
unxubumopu na Qaxmop Xa, nanp. anuxcaban,
_pusapoxcaba, edoxcabar)

B13MO3KHO € A2 ce IOBHINAT CEPYMHHTE HHB Ha
Jumuii THTHH, HEOOXOAMM ¢ ANEKBATEH KOHTPOI, a NPH
HeoOXOMUMOCT M aflanTHpaHe Ha A03aTa.

INoExwICH PHCK OT XEMATOOIMYHA TOKCHIHOCT Ha
METOTPEKCAT, 0OCOOSHO aKo CE NMPUIara §bB
Memompexcam ¢ 0o3a 15 mg/ceOMuyuno uat no- | BACOKH JO3M (= 15 mg/ceamuuHO), KOTO

8UCOKQ BEPOATHO CC AB/DKH HAa M3MECTBAHE OT CBBP3aHUA
C [ITA3MEHUTS NPOTEHHH METOTPEKCAT H HAMANEH
OE0peyeH KIHpBHC.

Xuoanmounu (wvanp. genumoun) u Bb3MOXHO € NOBHIIABAaHE HA TOKCHIHHTE etl)em

cya@onamudu HA TE3H BEINECTBA.

Keronpoden Tpaésa aa ce n3non3sa ¢ noBHLIEN0 BHHMAHHE B KOMOHHALMSA ChC,

Jlexapcmeenu npodyxmu u mepanesmuuny
KQMEZOPUL, KOUMO MO2am Oa npeoussukam
XuhepKarueMus (Hanp. xarueey conu, Kanuii-

PrcksT OT XHIRpKATHEMHES CE
CAHOBPEMCHHO TPHIIOKEHHE.




coxpansemyu ouypemuyu, ACE-unxubumopu u
anzuomensun H-anmazonucmu, HCIIBC,
XERAPUHYU C HUCKO MOAEKYAHO MEe2R0 Uil
HEPPAKYUOHHY, YUKAOCNOPUH, MAKPOAUMYC U
MpUMEMONDUM)

ACE unxubumopu u anzuomensus Il
AHMAZOHUCIU

HCIIBC Mose na HamansT ASHCTBHETO Ha
JUYPETHLMTE H APYTH AHTHXUTICPTEHH3HH
CpEACTBA M A3 3aCHIAT He(POTOKCHIHOCTTA,
TpHYHHEHA OT HHXHOHPAHETO Ha
OHEKIQOKCHUTEHA3aTa, 0co0SHO NPH MALTUMCHTH ©
koMnpoMeTHpasa oebpeana byHxima

Kopmuxocmepoudu

Moske Ja 3aCHIAT PHCKA OT CTOMAIIHO-YPEEHO
KBPBCHE MIH A3BH (BiK. T. 4.4).

Memompexcam 6 do3a noo 15 mg/cedmuuno

IIpe3 mepeUTE CEAMHLA OT KOMOHHHPAHOTO
TIPRJICIKEHHE TPAOBa Ja ce H3cneABa ITbIHA
KpPBBHA KaPTHHA BEAHBK CEAMHYHO. AKO c&
xabmronasa mpomsiHa Ha 6s0peuHaTta GyHKIHA
H/TH MAIHCHTHT € B CTAPYCCKA Bb3PACT, €
HEOOXO0AHMO A2 C€ YBEMHYH Y€CTOTATa Ha
Ipoc/eAABaHeE.

Henmoxcu@unun

ChIneCcTBYBA NOBHIICH PHCK OT KBPBCHE NPH
caHoBpeMeHHa ynotpeba. Heobxonumo e mo-
YECTO KIHHHYHO NMPOC/ICASBAHE HA BPEMETO HA
KbPBEHE.

Cupdevnu enuxozudu

HCIIBC moxe aa BIOWAT CHIECTBYBAILA
ChPASYHA HCAOCTATHYROCT, Ja IMMOHUXKAT CTCIICHTA
Ha rIoMepyIHa hunTpaums 1 Aa yBenngar
IUTa3MEHHUTE HHBA Ha rukoanaa. He e
Habmoaasano, o6ade, GapMaKOKHHETHHHO
B3aUMOASHCTBHE MEXKAY KeTONMPOMEH H AUTOKCHH.

3ucoeyoun

IMoBuieH PHCK OT XEMATONOTHIHA TOKCHUHOCT
pH enHOBpeMeHeH puem Ha HCIIBC obe
3uAcByAuH. Heolxomnmo e ja ce wacneasa neiaHa
KPEBHA KapPTHHA U Ja ce npocneassa O6pos Ha
peTHKyIOLHTHTE 1-2 ceaMuIm Crex 3anouBaHe Ha
JEYECHHETO C KETOnpodecH MH3UHAT.

Cyngponunypeu

HCTIBC ¢ Bb3MOKHO 3 YBEIHYAT
XHIIOTTHKEMHYHHA eekT Ha CyTQOHRITyPEHTE,
H3MECTBANKH TH OT MECTATa MM HA CBBP3IBAHE KbM
MIA3MEHHTE MPOTCHHH.,

Tenoghosup

EanoBpeMeHHHSAT pHEM HAa TCHOMOBHP H
HCIIBC moxe na noBuiuu pucka ot 6x0peuna
HEAOCTATHYIHOCT.

Huroparnoun

IlopuineH pHCK OT CTOMAIIHO-YPEBHH HEXENAHH
etexTH, KaTo 1363, KPHBOMIIHB MK nepdoparus.

Luxrocnopun, maxponumyc

TloruineH puck 0T HEBPOTOKCHIHOCT

KomOunupano npusioskenne, Koero Tpséea aa

Ce€ B3eMe N0l BHHMAHHE!

Anmuxunepmensuenu rexapcmea (Gema-
baokepu, unxubumopu Ha anzuomensuH-
KOHGEPIUPQUUS eHIUM, OUYDemuyiy)

PHCK OT NOHIDKEH AHTHXMIEPTEHIHBEH e(eKT.

TpombGorumuyu

e —
//// !}S"—Hmm fo

TloBHIneH pUCK OT KEPBEHE

HpobGeneyuo

TIpoBenenua MOKE A2 IOHIDKH 2H; O, N

ITA3MEHHS KIHYBHC Ha KeTONpodess:

Cenexmuenu unxubumopu na oGpamuomo
saxeawane na cepomonura (SSRIs)

VBenHueH pHCK OT CTOMAIITHO- Bof &
(Bxk. T. 4.4).




4.6 PepTHINTET, GPEMEHHOCT H KbpMeHe

BpemenrocT

BpbamMokHO € MHXMOHPAHETO Ha NPOCTArIAHAMHOBATA CHHTE3A Ja TIOBNHAE HEOIATONPHATHO
OpemeHHoCTTa W/HIH eMOpro/peTanHoTo passuTHe. JJaHHUTE OT eNHAEMHONOrHYHH IPOYIBAHHA
NOKA3BAT YBCAMYCH DUCK OT CIIOHTAHEH abopT WK ChPACYHH Man(popMalMH H raCTPOCXH3NC SIS
ynorpebaTa Ha HHXHOHTOP HA NPOCTArIAHAHHOBATA CHHTE3a B PaHHA OPEMEHHOCT. PHCKEBT ce
NOBHIIABA NPH yBCIHYABAHE HA JO3aTa H MPOABIDKHTENHOCTTA HA JICYSHHUE.

Keronpogen ne 1psa6Ba Aa ce H3MON3B2 [Pe3 MbPBHA H BTOPHS TPHMECTEP OT BPEMEHHOCTTA, OCBEH
aKO0 HE € KaTeropuyHo Heobxoaumo. B cayuaii, ye ce H3nom3ea OT KEHH, KOUTO CE ONHTBAT Ja
3a6peMeHEAT, KaKTO H NPE3 IIPBK H BTOPH TPHMECTEP OT GpeMeHHOCTTA, TpsabBa Aa ce cxOmoaaBa
Ao3aTa Aa ObAe Bb3MOKHO HAN-HHCKA W MPOABLIKETETHOCTTA HA IEYSHHE HAH-KPaTKO.

o speme Ha TpeTH TpHMECTEP Ha OpeMEHHOCTTA, ynoTpebara Ha KeTonpodeH € MPOTHBONOKA3AHA,
Thi KaTO BCHYKH HHXHOMTOPH Ha MPOCTArNAHAMHOBATA CHHTE3A MOTAT A4 H3NOXKAT HA PHCK:
¢ NI0AA OT KapPJHOMYIMOHAIHA TOKCHYHOCT (¢ IPSKACBpeMeHHO 3arBapsaHe Ha ductus
arteriosus B My/IMOHATHA XHIIEPTOHHUA), 6b6peyHa ANCPYHKIINS, KOSTO MOKE A3 TPOrpecHpa
A0 6B6peyvHa HENOCTATEYHOCT € OIHMOXHIPAMHHOH,
* MaiiKaTa ¥ HOBOPOJAEHOTO, B KPasi HA GPEMEHHOCTTA, OT Bb3IMOXKHO YABIKABAHE HA BPEMCTO
Ha KBPBEHE HIH [IOTHCKAHE HA MATOYHHTE KOHTPAKLHH, KOCTO A4 JOBEAE A0 3a0aBsiHC HITH
YABIDKABAHE HA POKIAHETO.

KnpMmene

Hama HanmM"HH JaHHH OTHOCHO EKCKpenHsaTa Ha keTonpoden B kbpmara. 06aue, ¢ Ories BE3MOAKHHTE
Hexenant epextd Ha HCTIBC sbpxy xppmadeTara, IPUIOKEHHETO HA JICKAPCTBCHHA IIPOAYKT HE CE
OPENnopsIBa NP MAKKH, KOHTO KBPMSAT.

QepTumrer

Hma pannw, 4e NeKapCeTBERH IPOJYKTH, KOHTO IOTHCKAT IUKIOOKCHTEHA3HATA / NPOCTAr/IaHqHHOBA
CHMHTE3a, MOTAT Ia HOBIUAAT HebaaronpuaTHo GePTHIMTETa NOCPEACTBOM BE3ASHCTEHE BBPXY
oBynammaTa. To3u edexT € 0OpaTHM npe OpeyCTAHOBSBAHE HA JEYCHHETO.

4.7 EdexTn sbpxy cnocobnocTTa 3a wodupaHe n pabora ¢ MalIMHK

KETAJIT'O HsMa HUKAKBB HIH HMa HE3HAIUTENEH edEKT BHPXY cnocoGHOCTTA 32 modHpane |

pabora ¢ Mauuan. Benpexu ToBa, nanpenTuTe Tpabea Aa 6T NPEAYNPEKIABAHH 32 Bh3MOXKHA
NOABA HA CBETOBBPTCXK, CHHIHBOCT, 3AMASHOCT, KOHBYJICHH HIIH 3PHTEIHH CMYILECHHA H Ja Obaart
CHLBETBAHH Jia HE IIOQHPAT HITH A2 HE PABOTAT C MAIIHHHU, aKO CAMH OT TE3H CHMIITOMH CE TIOSBH.

4.8. Hexenann JeKapCTBEHH peaKknnn

Haii-yecto HabmoAaBaHKTe peakuuK ¢a OT CTPala Ha CTOMAIIHO-YPEBHHA TPAKT. BhaMoxkHa ¢ nosea
HA MENTHYHA A3BH, IEPGOPALMA H KEPBEHC, BKIIOUHTENHO (PaTaNHU CIydaH, 0COBCHO MPH MAHEHTH
B CTapuecka Bb3pact (Bx. T. 4.4),

W3noassana ¢ cenaTta KORBCHIMA 33 K1ackUIppane Ha HEKETAHHTE NEKAPCTECHH PEAKUMH B
3ABHCHMOCT OT YECTOTATA:

. Muoro uectu: > 1/10

. Yecru: >1/100 go <1/10,

. Heuectn: 21/1 000 a0 <1/100,

. Peaku: 21/10 000 no <1/1 000 u

. Muoro peaxu: <1/10 000

. C HEH3BECTHA YECTOTA! OT HATTHYHATE JAHHHM HE MOXC A2 GB/e HAIpaBeHa oLe




HapyieHHA HA KPLBTA M JHMGQHATA CHCTEMA

Penxn

AHemus

C HeH3BeCcTHA YeCTOTa

Arpanynoriosa, TpoMOOLHTONECHNA, KOCTHO-MOZBYHA arlIasHs,
XEMOJIHTHYHA QHEMHS, JICBKOMEHIA

Hapyurienns Ha HMYHHATa cHcTeMA

C HeH3BeECTHA 9ECTOTA

| AnadunakTUdHA peakiyy, BRI IIOK, OTOK HA YCTAaTa

Hapymenns Ha MeTabofH3Ma H XPAHEHETO

C HeH3BeCTHA 9eCTOTA

| Xunonarpuemus, XHnepKamHeMus

IlcHxHYHN HApYLIeHHs

C HeH3BeCTHa YecTOTa

| OBnprBane, mpomern B HACTPOCHHETO, BB36YAHMOCT, GE3CHHHAS

Hapyimnenns Ha HepBHAaTA cHeTema

Heuectu

I'nasoboane, 3aMaqHOCT, CHHAHBOCT, CBETOBBDTEK

Penaxn

IMapecreans

MHoOro peaxu

JHCKIHEIHA, CHHKOI

C HeH3BeCTHA YeCTOTA

ACEOTHYCH MEHHHTHT, KOHBYJCHH, JHCTEYIHH

Hapyuenus na ouurte

Peaxu

3aMBIIICHO 3PSHHE

C HeH3BeCcTHA YecToTa

TepropbuTanen oTox

Hapymenun na yxoro v tabupunra

Peaxu

I THHHTYC

CrpaeuHo-CHA0BH HAPYIICHNS

Penxn

XHUnoTorus

C HemsBecTHA YecToTA

Copaeuna HeAOCTATHYHOCT, MAIIMTALMH, IPEACHPAHO MBIKACHE,
XHIIEPTOHHSA, BA30AUNIATAIIS, TAXHKADAHA, BACKYIHT

PecninpaTOpHH, IPLAHH H MEAHACTHHAIHH HApPYLIEHHA

Penxn

ActMa

MHoOTO peaxs

OTOK Ha JapHHKCa

C HewspecTHa yecTOTA

Bponxocnazsm (0coBeHO NPH NaMEHTH ¢ YCTAHOBEHA
CBPBXYYBCTBHTETHOCT KBM ALIETHACATHLHMIOBA KMCCITHHA HITH
apyri HCTIBC), puHuT, AHCIHEA, TADHHTOCHAIHEM

CToMAIUHO-YPEBHN HAPYINEHHST

Yectu Lucnencus, ranene, Gonka B KOpeMa, HOBPbLIAHES
Heuectn 3anek, qHAPHS, MCTCOPHIBM, TACTPHT
Peaku CromarHT, DenTHYHA A3Ba

C HenspecTHa uecToTR

O6octpsane na konut u Gonect Ha Kpon, cromammuo-apesHo
KBpBCcHE M nepdoparvg, MaHKpeaTHT

XenaTo-OHNHADHH HapyuIeHAS

Penxn

XenaTut, NOBHIMECHA TPAHCAMHHA3H, NOBHIIEH CEPYMEH
Ounupy6OuH opaxy HapyIIeHHs Ha YepHOAPOOHaTa GYHKIMS =]

Hapymemm Ha KOKATA H NOAKOKHATA THKAH

Hegectu

O6pue, cupberx

C HewapecTHaA wecToTa

Peakuius Ha GOTOUYBCTBHTENHOCT, ANONELMS, YPTHKAD
auruoeaeM, Oynosnu nepMaTo3n Kato cHHAPoM Ha CT

JLKOHCHH, TOKCHYHA EMUACPMANTHA HEKPOIH3a, 0CTPa




reHEPATHIHPAHA CK3AHTCMATO3HA 1Ty CTY 033, EPHTEM, EK3AHTCM,
MaKyJIONnanyiapeH obpHE, JepMaTHT

Hapywenns Ha 6u0penHre H NHKOYHHTE NBTHINA

MHoro peaxu Xemarypus

C nen3secTHA YeCTOTA Octpa 6B6peusa HeAOCTATEYHOCT, TYOYIYHHTEPCTHIHAICH
HedpuT, HepHTEH CHHAPOM, OTKIOHEHHA B TIOKA3ATC/IHTE MPH
TECTOBETC HAa OnOpeuHaTa QyHKIHs

O6mu Hapywenns H egeKTH HA MACTOTO HA NPHIMKEHHE

Heueern Oroxk, ymopa

Mmuoro peaxu AcTeHus, OTOK HAa TMUETO
Hzcneasanus

Penxkn | VBennuasase na Tenecnoro Terio

JIAHHHUTE OT KITHHHYHH HINMUTBAHKA M eTHAEMHKOIOTHYHH NPOYUBAHHS, AABAT OCHOBAHHE 1A CC
NpeAnoioxH, 4e ynorpebara na nakon HCIIBC (no-cnenuanto npu BHCOKH AO3H M TPOABJKUTENIHA
ynotpeGa) Mowe na Gbie CBBP3aHA € IOBULICH PHCK OT APTEPHATHH TPOMOOTHIHH CHOUTHS, HAMp.
MHOKap/eH MH(APKT HIH HHCYIT (BX. T. 4.4).

Crobmapade Ha OAO3UNAHY HEKENAHH PEAKIIME

Cr0ob11aBaHETO Ha MOA03HPAHH HEXKEJIAHH PEakIHu CIIE/ PaspelIaBaHe 33 YHOTPeOa Ha NeKapCTREHHS
NPOAYKT € BAXHO. TOBA M03BONABA 42 NPOAB/IKH HAGAIOAECHHETO HA CHOTHOIICHHCTO HOI3A/PHCK 3
NCKAPCTBCHHA NPOAYKT. OT MEIHIMHCKUATE CIICLMAHCTH CE H3HCKBA A3 choOINaBaT BCAKa
NOJ03HPAHA HEXKEIAHA PEAKIIHA Ype3;

Hanmennurenna areHuus no nekapersara

va. Jamas I'pyes™ Ne§

1363 Cotpus

Ten.: +35928903417

yebeaiit, www,bda.bg

4.9. Ilpenosupane

CuMnTomu

Cuyuam Ha npeaosupane ca cbo6maBann Npu 103 Ha keTonpode 10 2,5 g. B noBeueto cinyyan,
Hab/MOAABAHKTE CUMATOMM ca OHIH B ieka GOpMa B OTPaHHYISHN JO JICTAPTHS, CHHIHBOCT, TAACHE,
noBpBLIAHE H GONKA B €MUracTpHyMa. '

TepanepTHaHu MepkH

Hama cnenuduen anmunor. B cayvaii Ha 3sHaYHTENHO MPEAO3HPANE, TALKEHTHT TpabBa BeAHara Aa
ObAe 3akapan B GOMHHLA, 1A C¢ HIBLPUIH CTOMAITHA POMHBKA M 4 C& HAZHAYH CHMITOMATHYHO H
MOANBPHKALIO NEICHHE, 32 Ja C& KOMIICHCHPA JEXHAPATALHATA; A4 CC HaOII0AaBa ANype3aTa H Ja ce
ApEANpHEeMaT KOPEKTHBHH MEPKH B Cly4ai Ha alHA03a.

Heobxoaumo e BruMaTeNHO Aa ce HabmoaasaT Gr6peynaTa M YepHoAPoSHaTa (byHKIMA H B CTy4ai
Ha OnOpeHA HEAOCTATEYHOCT XeMOIHAH3ATA MOXE 1A € OT MOJI3a, 33 A2 C€ OTCTPAHH AKTHBHEOTO
BELIECTBO OT KPBBOOOpALICHHETO.

5.  ®APMAKOJOI'MYHH CBOHCTBA

51 PapmakoauHaMHUHM CBOICTBA




®apmaxoTepanesTHyuHa rpyna:; [IpoTHBOBBIMATHTEHA H AHTHPEBMATHYHH NIPOAYKTH, HECTEPOHAH,

OPOH3BOIHH HA NPOIMHOHOBATA KHCEITHHA.
ATC xon: MO1AEQO3

MexanudsM Ha JeficTBHG
Mexannamet Ha geictBre Ha HCIIBC e cepp3an ¢ notuckane Ha npoCTarMaHAHHOBHSA CHHTES upe3

uHxuOHpane Ha eH3uMa nuKIookcHreHaza, Habmonasa ce, mo-crnienuanto, nHxubHpane Ha
TpaHchopMalMATa Ha APAXMAOHOBA KHCEIHHA B LHKMHIHH enaonepokcrau, PGG: u PGHa, kouTo
obpasyear PGE,, PGE;z, PGF, u PGD; u cbino npocrammknsss PGL u tpomGokcany (TxA; u TxBs).

Oceex ToBa, HHXHOHpaHETO HA MpOoCTarIaH AHHOBHA CHHTES MOXKE Ja MOBIMAC H OPYTH MCAHATOPH,
KaTO KMHHUHH, KOETO & KOCBCH G(PeKT U JombiBa IPAKOTO ACHCTEHE.

DapmaxoaumHaMUIHE eQeKTH

Keronpoder musunar ¢ musuHoBa €011 Ha 2-(3-6eH30MI(EHIT) POMMOHOBA. KMCEIHHA, C
AHA/ITCTHYHO, MPOTHEOBBINANHTEIIHO H aHTHIIHPETHYHO ASHCTBHE, KOATO MPHHAJIEKH KbM IPYIIaTa
na HCTIBC. Keronpoden musnnar e no-go6pe pasrsopuM oT KeTonpodeH Mo GopMaTa Ha KHCETHHA.

Keronpoden nusnuar nma H3pazeHo aHanreTHUHO AeHCTBHE, KOETO KOPEITHPA C HETOBHTE
npoTHeoBb3nanuTe iy ¥ LIHC edexrn. Chio Taka, keTonmpodeH MHIHHAT NPoABIBA
AHTHIHPETHYHKTE CH edekTH Oe3 Ja OBIHIBA BHPXY HOPMATHHTE NPOLECH HA TEPMOPETYJIALTHAL
bonesHennTe BB3NATHTENHH IPOABH Ce ENMMHHAPAT HIH 061CKYABaT, MOABIDKHOCTTA HA CTABHTE CC
noaobpsea,

52 PapMaAKOKHHETHYNH CBOCTBA

AbGcopOums

Jlexapcreenara dopma rpanym 3a nepopanes pasTEOp NO3BONABA TIPHEM HA aKTHUBHOTO BEINECTBO
BbB BOAEH pasTeop. ToBa Boau n1o Gbp30 NOBHINABAHE HA IIA3MEHHTE HHBA H A0 OBP30 JOCTHIAHE HA
MHKOBH [L1a3MEHA KOHUEHTpauHH. Kmimirano ToBa ce u3pasasa B no-Gbp30 Hawano Ha ACHCTEHE H
YBETHIEH HHTCHIHTET HA QHANTCTHIHHTE M NPOTHROBHITATHTETHH S(EKTH.

Pasnpeaenenue

MHOrokpaTHOTO NPUNIOKEHHE HE IIPOMEHS KHHETHKATA HA IEKAPCTBEHHA TIPOAYKT H HE BOJH A0
HATPYIIBAHETO MY B OPraHH3Ma.

Keronpoden ce ceppara ¢ mmazmenure nporeymu B 95-99 %,

3HauMTENHN KOHIEHTPALIAN HA KETOMPODEH Ca YCTAHOBCHH B TOH3IMIAPHATA ThKAH H CHHOBHANHATA
TEYHOCT CNEH CHCTEMHO MPHIIOKEHHE.

Bbuorpanicdhopmarua
KeTonpoden npemunasa excTeH3HBeH MeTaBOTHIBM: MPH CHCTEMHO npunoxkenne, 60-80 % ot
aKTHBHOTO BELICCTBO CE OTKPHBAT B YPHHATA N0 GopMaTa Ha METaGONHTH.

Ennmunnpane
EnmmunnpaseTo Ha keTonpodieH € 6bpso, npeaumeo upes GuGpeunte: 50% oT aKTHBHOTO BEINECTBO,

TPHIOKCHO CHCTEMHO, C& EKCKPETHPA € YPHHATA 10 6 uaca clej pHeMa.

Heamatputna nonyaanus

KAHeTHYHHST Npodun Apn e He ce OTIMYABA OT TO3H NPH Bh3PACTHH.
53 Ilpeaxknuuuanu pannu 3a GesonacrocT
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Crea nepopanso npunoxenye, yeranosenara LDso na KeTonpodeH M3MHAT NpH MIBX:

6una cvorsetHo 102 1 444 mg/kg, expuBanenTHa Ha 30-120 mBTH aKTHBHATA 1033 Ka
NPOTHBOBLINANHTETHO H AHATITETHYHO CPEJICTBO NPH XUBOTHH. 164 MHTPANEPHTOHE




npunoxenue, LDso Ha keTonpodeH TM3HHAT IPH TEX0BE H MHINKY, € 6una croteeTHO 104 H
610 mg/kg.

IlpoxbmkHTENHO NEPOPAIIHO NPHIIOKEHHE HA KETONMPOhEH TM3MHAT NPH IUTLXOBE, KyUeTa U MaiiMyHH,
B A03H, KOHTO €2 EKBMBATIEHTHH MIIH NO-BHCOKH OT NPCIIOPHYAHHTE TEPANICBTHYHH J03H, HE € AOBEIO
A0 TIOABATA HA TOKCHYHH edexrn. Crodmasani ca cToMaImHO-4peBHH H GBOpeUHH MPOMEHH MPH
NPHIAraHeTO Ha BHCOKH JO3H, KOHTO HE CE OTIHYABAT OT BEYE H3IBECTHHTE HEXENAHH €EKTH, KOHTO
HCIIBC npeRH3BHKBAT NPH XHBOTHH.

B npoAsmKHTEAHO OPOYUBaHe HA TOKCHYHOCTTA MPH 3aHLIH, BKAOYBALIO NMEPOPATHO HIH PEKTATHO
NPHNOXEHHE, € YCTAHOBEHO, 9e KeTonpodeH e noHaca no-106pe npH PeKTATHO, OTKOIKOTO NPH
1IepopanHo npuiokenne. B npoyusane Ha noHocHMocTTa IpH 3aliH, KeTonpodeH TH3HHAT,
NPHIOKEH HHTPAMYCKYJIHO, € IOoKa3an A06pa NOHOCHMOCT.

Keronpoden nu3unar He € nokasan MyTareHeH NOTCHLMAN IPH i1 Vilro | iR vivo A3IHTBAHKA 32
FeHOTOKCHMHOCT.

M3nuTsarus 3a KApUHHOTEHHOCT MPK MHILIKK M IUTXOBE €4 TIOKA3AIH OTCHTBHE HA KAPIIHHOTEHHU
edekTH.

Ornocro emOpHo-(eTamna ToxcHunocT u Teparorernoct Ha HCTIBC npw sxuBoTau, BHATE T. 4.6.

6. ®APMAIIEBTUYHH JAHHU

6.1 ChnHCeK HA HOMOUHHTE BelECTRA

Manuron

Hosuaon K25

Harpues xnopug
Harpues wuxiamar
3axapHH HaTPHiA

ApoMar Ha MEHTA
CrmiiLpes 1MOKCH, KONOHASH 5e3pocH
6.2 HecnemecTHMOCTH
He ca usBecTHH,

6.3 Cpoxk Ha rogunoct

3 roguHH,

6.4 CrenuanHH yCIOBHSA HA CbXPAHEHHE

To3u niexapcTBeH NPOAYKT He 3HCKBA CIELMAIHH TEMIIEPATYPHE YCIOBUS HA CHXPAHEHUE.
/la ce cbXpaHsBa B OPHIHHAIHATA ONAKOBKA, 3a A CE NPEANasH OT CBETIIMHA H BJIara.

6.5 Bunu coaAbpaHHe Ha ONAKOBKATA

Camnera ot PE/AI/P, 6 u 12 CAIIETa, MOCTABEHH 3aCAHO ¢ MMCTOBKATA 34 NALHEHTa, B KAPTOHCHA
KyTHA.

He BeHikn BHAORE OMAKOBKH MoraT Aa 6b1aT IIyCHATH Ha masapa,
6.6 Cneunannn npeanasHy MepKH NpH HIXBLPASHE H pafoTa

TpuroTscHusT pasTeop TpabBa Aa C¢ UINION3BA BEAHArA CIIE/ PA3TBAPSHE.
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7.  HPHTEXATE]I HA PASPEINIEHHUETO 3A YHHOTPEBA
XUMAKC ®APMA EOO
ya1. 'opuua Ne 8A
1618 Codns, brnrapus
Ten.: 02 955 6298
nmeiia: office@chemaxpharma.com
8. HOMEP HA PA3ZPELIEHHETO 3A YIIOTPEBA
Per. Ne 20210068
9. JATA HA ITbPBO PA3PEIIABAHE/ITOJHOBABAHE HA PASPEHIEHHETO 3A
YIOTPEBA

Jara sa nupeo paspemasaune; 16.03.2021 r.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Mapr 2021 r.
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