KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA,
O3HAYEHHA BhPXY OITIAKOBKATA U JIMCTOBKA



KPATKA XAPAKTEPHCTHKA HA MPOAYKTA
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2, KAYECTBEH H KOMIHYECTBEH ChCTAB

Besaka amimyna ot 2 mi urkekunoscr/nudy3noteH pasteop coabpxa 50 mg aexckeronpoden
(dexketoprofen) (karo gekcketoupodeH TpoMeTaMoN).

[MoMouium BelecTBa ¢ M3BECTHO ASHCTBHE:
2 mi uHReKUHOHEH/HHY3HOHEH Pa3TBOP Chabpxa 3,9 mg HaTpuid,
2 ml nwxexuuores/wHdy3uoHeH pasTeop crappka 200 mg eraHon (96-upouenren).

38 MLIHHS CMHCHK HA NOMOLEHHTE BELISCTBA BIOKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

HruxekunoHe/nudy3noHeH pasTeop (MHKeKLmA/ Mudy3us)

Husie kUHOHHHAT/MH(Y3MOHHUAT PasTBop e OdcTbp, De3useren pa3Teop, npakTHdecky Oe3 YacTHUM
{pH: 7.0 - 8,0, ocmonapurer: 270 - 328 mOsmol/).

4. K/VHWYHM JAHHH

4.1 TepanesTnynu NOKA3AHHA

CvMITOMATHUHO JIEHEHHE Ha oCTpa DoJIKa © yMepPeHa 10 CHIHA HHTEH3IHBHOCT, KOTaTO NepOpatHoTo
NpUICKEHHE He € MOAXOAALILO, KaTO HAaNpHMeEp caenoneparueya Gonka, 6u0peyna komuka ¥ Gonka B
AOTHATA YacT Ha rbpoa.

4.2 Ho3ApoBKa H HAYHM HA NPHIGKEHHE

Hosuposka

Buvipacmnu

Hpenoprunrennara 403a € 50 mg da seekn 8 — 12 yaca. Ako € HeOOXOAHMO, NPHITOKEHHETO MOXKe Na
ce nosTopH cnel 6 vaca. Ofulara nxesta no3a He Tpabea a Haasuinapa 150 mg.

Hexenop 50 mg/2 m) mwxeximonen/MHdy3HOHEH Pa3TBOp € MpPeAHAIHAYEH 32 KPATKOCPOUHA
ynorpeba u neveHneTo TpsaGea 4a ce OrpaHnYM 0 MEePHOfa Ha OCTPAa CHMIITOMATHKA (HE TIOBEYE OF
ABa anu). Koraro € BbaMOKHO, NALHEHTHTE TPAOSA Ja [IPEMUHAT Ha NEPOPATHO AHANTETHYHO
feueHue.

Hesxenanure peakuny Morat 4a GbAat cBelieHd G0 MHHIUMYM, KaTO C& W3NO0/3Ba Hali-HHCKaTa
edexTHBHa NO3a 33 HAH-KPATKATA NPOLBIDKUTETHOCT, HEOGXOAMMA 32 KOHTPOJIMpaH
(B Touxa 4.4).

[lpy ymepena a0 cuiHa caefonepatusHa 60Kd, ako € oKaszaHo, JlexeHop
HHKEeKLHOHEH/ MH(Y3NOHEH Pa3TBOD MOXKeE 4 Ce H3IONA3Ba B KOMOHNAIIMA C
CBHIHHTE NPENOPBLYHTEIHH JO3M MPY BEIPACTHU (BIK. TOUKa 5,1).



Cmapuecka aw3pacm

Tlo npauumn He ce Hanara KOPUrMPAHEe HA 03aTa NTPH MALKUEHTH B CT2PHECKa BB3pacT. Brpexn 1osa,
nopajd GH3HONOrHYHHA cnan Ha OLOpeuHaTa QYHKIMSA NPH NAUHEHTH B CTAPYECKA BB3PACT, C8
[pefophYBa MO-HUCKA 1032 NPH JIEKO yBpexK1aHe Ha ObOpeunata QyHkuus: 50 mg obiua querna no3a
(B, TO4Ka 4.4).

Yeproopobro yepescaane

Tosuposkara Tpatea aa ce Hamatn 10 50 mg o0uia AHEeBHA 1032 (IPM MALMEHTH C JIEKO 0 YMEPEHO
yeproApobHO yBpexnade (oteHka fto Child-Pugh 5 - 9), a uepnonpobrara pyuxuus Tpabsa aa ce
npocsie/iaBa BHUMATENHO (8. ToYKa 4.4). Jlexenop muxeknyoneH/MHdy3noHeH pasTrop He Tpiabsa na
€€ H3NOUI3BA NPy NALMEHTH C TEIKKO YepHORpoDHO yBpexknane (ouenka no Child-Pugh 10— 15) (sx.
Touka 4.3).

Bvbpeuno yapeawoane

Hosupoekara Tpabea na ce Hamany 1o 50 mg ofiwa AHEBHA /1038 HPH NALMEHTH C NEKO HapyiileHa
61,6peuna Qynxuns (kpeaTmHUHOB KIUpBHC 60 — 89 mi/min) (ax. Touka 4.4). Jexenop
MIKEKUHOHEH/ HHQYIHOHEH Pa3TBOP He TPAOBA [1a CE W3NOM3BA PH NAUHEHTH C YMEPEHO O TEKKO
OuOpeuno yapexdaue (KpeaTHHUHOR KMpbHC <59 ml/min) (Bxk. To4ka 4.3).

Heduampuana nonyrayun

Hexkenop kekugoHeH/uHQy3nOHEH PasTROP He € NPOYYBaH Mpy aeud H woHouw. [opagn Toea,
Ge30MacHOCTTa ¥ €PUKACHOCTTA HPH Aelia H IOHOLIM HE CA YCTAHOBEHH U NEKAPCTBEHUAT NPOAYKT He

TpaORa Aa ce M3N0J38a [pU Zelld i FOHOMH,

HauyH Ha NpUIcKEHHE

Hekenop 50 mg/2 ml vikekuMoHeH/ uHdy3HOHEH Pa3TBOP MOXKe /1a Ce NPHAAra N0 HHTPAMYCKYACH
KN N0 WHTPABCHO3EH TbT:

- HHTpaMyCckyaHO NpWIOKEHHE: ChALPIKAHHETO Ha eaua amnyna (2 mi) Jexenop
HHKeKHHOHeH/ HH(y3uoHes pasTeop Tpabea 1a ce NPHIOKH upe3 BABHA HHKEKIMA ABAGOKO B

MYCKYJIa.
- HurpaseHosno npunoxenue:
- Hutpasenosua undysus: paspeleHUsT pasTEOp, PHIOTEEH, KAKTO € ONUCAHO B TOUKA 6.6,
Tpabaa na ce npunoky xato GarHa NATpaseHo3Ha HHY3KA ¢ npoxsbKHTENHOCT OT 10 no
30 mrHyTd. PaitBopbT TpabBa BHHATH A4 ObME 3aMTEH OT ECTECTBEHATA AHEBHA CBETJIHHA.
- HinTpaBeHo3Ha H0AYC-HHMKEKHNA: aK0 & HEOOXO0UMO, ChALPIKAHHETO HA eRua amniyna (2 mi)
Hexenop 50 mg/2 ml urxexuHoHeH/ uHhy210HeEH PAa3TBOP MOKE /1a CE MPHII0KH KaTo GapHa

WHTPaBEHO3HA 0OIYC-HHKEKUUS 38 HE NO-MaNKo 0T |5 cekynau,

Hucmpyruuu 3a paboma ¢ npodyema:

Korato [lexenop nHsexLMOHeH/MHDY3NOHEH PA3TROP C& NPUIIAFa MATPAMYCKYIIHO HIH K3

MY OT OLBETEHATA aMITYJa (RXK. CHILO TOUKHM 6.2 # 6.6).

[lpH MPHACKEHME KAaTO UHTPABEHO3HA UHGY3UA, Pa3TBOPBT TPHbRa 1a ce paspEE 3

3AUMUTH OT €CTECTBEHAT2 AHEBHA CBET/IMHA (BXK. CHIIO TOUKH 6.3 H 6.6). 3a yk4) 4B | it el 2]}
PAIPEATIAHETO HA JIEKAPCTBECHHA IPOAYKT NPENY NPUIOKEHHE BIDKTE TOUKA 6.8, G \7 & ,!/
ey
e 4



4.3 [HpornBonoxaszanusn

Hexenop 50 mg/2 ml urxekunoses/uHdy3uoueH pastaop He TpAbBa 1a ce NpWIara B CENHHTE
Citydau:

- HaupenTn ¢bC CBPLXUYBCTBHTENHOCT KbM SKTHBHOTO BELIECTBO, KbM HEKOE NPYro
HeCTepOHAHO NpOTHROBLINANHTENHO cpeacTso (HCIIBC) wik kbM HAXOE OT MOMOLIHHTE
BELUECTBA, H30POEHH B TOYKa 6.1.

- MNaurenTH, npH KOUTO BELIECTRA ¢ NOAOTHO deiicTare (HAMP. AUETHICATHUMNORA KYCENIHHA 1
Apyru HCITIBC) npeauspuKBaT NpUCTBIM Ha aCTMa, SPOHXOCHATHM, OCTHD PHHUT Wik
[PHYHHABAT HOCHH MONKNH, YPTHKAPHA WK AHMMOHEBPOTHYEH OTOK,

- H3pecThu doToanepruybn niM GOTOTOKCHUHH PEAKIGR (10 BpeMe Ha JieyenHe ¢ keTonpoen
HiIH dubparh. :

- [MaukenTu ¢ anaMHe3a 3a CTOMAIMHO-YPEBHO KLPBEHE HTH NTepdiopalis, CBLP3aHHM C IPeAILInG
Tepamun ¢ HCTIBC.

- HauxerTn ¢ aKTHBHA NENTHYHA A3B2/CTOMALIHO-YPEBEH KPBROHIIME WIH AHAMHE32 32
CTOMALUHO-4PEBHO KhPBEHE, YILiepalns Wik nepgopams,

- TaumeHTd ¢ XpOHMUIHA JHCTIENCHS.

- [laupeHTd ¢ Apyr# aKTHBHH HapYLIEHUS HA KbPBEHETO UITH KPBBOCECHPBAHETO.

- Hauwenty ¢ 6omect #a Crohn uny ynueposed KONUT,

- [MaudenTy ¢ TeMNKKa ChPAEHHA HEZOCTATLYHOCT.

- TMauweHTH ¢ ymMepero 2o Texxo 656peuso yspexnaHe (KPeaTHHUHOB KIHpBbHE <59 ml/min).

- [MaunenTu ¢ TexKo Hapylente Ha YepHoapobHaTa dynkums (ouenka o Child-Pugh 10 - 15).

- [MauuenTy ¢ xeMoparduHa HaTe3a ¥ APYrH HAPYIIEHUA HA KOArylaunsaTa.

- [TaunenTn ¢ Texia gexHapaTauHa (NPYYBHEHAa OT NOBPbLIAHE, AHAPHA MITH HEZOCTATHYHO
(PHEMAHE HA TEYHOCTH).

- [1o BpeMe Ha TPETHA TPUMECTBP HA GPEMEHHOCTTa W NEPHOA HA KbpMeHe (BK. TouKa 4.6).

Hekerop nikeKuHOHeH/ MHGY3HONSH pasTBOP ¢ NPOTHBONOKA3AH 24 HEBPOAKCHATHO (MHTPATEKAIHO
WY SITHAYPAITHO) NPWIOKEHHE, MOPAAKH CHABPKAHHETO MY HA €TAHOI.

4.4 CrhennanHn NperyNpexIeHAT K NPSIHAIHA MEPKH NPy ynorpeda
Jla ce npynara ¢ NOBHILICHO BHUMAHHE [IPH NALHEHTH ¢ aHAMHE3A 38 ANEPTUYHH CHCTORHMA,

Tpatsea na ce m3barea ynotpebara Ha flekeHop UKeKINOHEH/WH(YIMOHEH PAITBOP CBC
cenvrereamin HCTIBC, skmounTeHo cenekTHBHH HHXHOUTOPH HA HUKIOOKCHTeHA3a-2,

Hesxenanure peakiun Morar 1a GhAaT caeleHu 40 MUHHMYM, KATO CE W3NO0T3Ba Half-HHCKaTa
edexTnBHa 1032 32 Haii-KpaTKaTa MPOABLKATENHOCT, HeOOXOMMA 38 KOHTPOJTHPAHE HA CHMITTOMHMTE
(Bx. TOuKa 4.2 ¥ CTOMALIHO-YPEBHUTE H CHPACHHO-CHIOBUTE PUCKOBE NO-1ONY).

Cmomawno-upesnq bezonacrocm

CTOMAUIHO-YPEBHO KbPBEHE, YNLISPALMA WK Mepdopains, KouTo MoraT aa 6baaT garanum, ca
chobwasanu npy seuuxy HCTIBC no Beaxo speMe Ha jreqeHneTo, ¢ue uny 6e3 npenynpeauTeHy
CHMMNTOMH W/IM NPEANIINA AHAMHEZA 34 CEPHO3HY CTOMAUIHO-4peBHU CHOITHA. KOraTo ce rosgu
CTOMAUIHO-UPEBHO KBPBEHS MW YALEPALKs NPH NatHedTy, noydaawn ekenop 50 mg/2 ml
HHXEKIHOHEH/ HHDYINOHEH Pa3TROP, NeUeHUeTo TPAGBA Aa Ce IPEYCTAHOBY,

ey
PHCKBT OT CTOMAILHO-4PEBHO KbPBEHE, YILEPalHs Hid nepdopaius € no-suse m. BRaHE Ha

nosute na HCTIBC, npu naumenTs ¢ aHAMHe3a 32 1384, 0c06eHO aKo € Yol c-pakoRais win
nephopaims (Ba. Touka 4.3), ¥ NpH NANKEHTHTE B CTAPYECKE BBIPACT. D/ alibbrs e\ T\
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HCTIBC tpsabea Ra ce npuraraT BHHMATEIIHO NPU NAUMEHTH ¢ aHAMHE33 a§ o SRl o
sabonaBate (yaueposeH koant, 6onect Ha Crohn), Thil kKaTo TAXHOTO cad@ FN e g E’efg Grpr



(8. Touka 4.8).

Kaxro npu scnuxn HCIIBC, TpaGea na ce noTupesT BCAKaKsH aHAMHECTHYHH JAHHH 32 e30(paryT,
TaCTpHT H/WM NENTHYHA 9384, 33 []a C& OCHTYPH LATOCTHOTO HM H3IEKYBaHe NPeaM 3arousaHe Ha
NeueHneTo ¢ AckckeTonpode TpoMeTamost. TlaukeHTHTe ChC CTOMANIHO-YPEBHH CHMINTOMHU MK
aHaMHe3a 3a CTOMALIHO-4PEBHO 3a00nABaHe Tpa0Ba oa ce NPOCAENABAT 33 XPAHOCMHIIATETHH
CMYILEHHS, 0CO0EeHO CTOMALUIHO-YPEBHO KbPBEHE.

Tpatea na ce o6MucnH kKOMOHHHPAHA TEPalHAR ¢ IPOTEKTREHY CPEACTBA (HATIP, MH3OMPOCTON HAH
MHXHOMTOPH HA NPOTOHHATA NOMIIA) NP TE3H NALMEHTH, KAKTO M NPH NALMEHTHTE, HIHCKBALIM
CBNBTCTRALNA HHCKOAO030Ba AUETH/ICATHUNIIOBRA KHCENHHA WK APYTH JNEKAPCTRA, KOUTO MOraT A8
fIOBHILAT CTOMAIIHO-4PEeBHHA PHCK (BK. O-10Y ¥ Touka 4.5),

{TauvenTuTe ¢ aHAMHE3a 38 CTOMALIHO-YPEBHA TOKCHYHOCT, CTICLUANTHO KOTATO ¢ B CTapyecKa
BL3pacT, Tpabsa aa chobiuasar 32 BeuukH HeOBHMAKHNM KOPEMHH CHMITTOMH (0coBeno cToMalHo-
UPEBHO KbPBEHE), CHCLHATHO B HAYATHMTE €TANH HA JIEYEHHETO.

[Tpenophusa ce NOBHIIECHO BRAMAHHE MPH NAUHEHTH, KOUTO MPHUEMAT CHITHTCTBALIH NEKAPCTBA, KOMTO
MOTAT A& MOBHINAT PHCKA OT Y/ILEPAiMA MK KbPBEHE, KATO TPOPATHH KOPTHKOCTEPOHAH,
@HTHKOATYAAHTH XaTo BAphapHH, CENEKTUBHN HHXUOMTOPU Ha 0BPATHOTO 3aXBAILAHE HA CEPOTOHNHA
HIH 8HTHTPOMOOLMTHY CPEJICTBa KATO ANETWICATHUMIORBA KHCeanHa (BK. TouKa 4.5).

Crapuecka po3pact

TlanpentyTe B cTApUECKa BL3PACT UMAT MOBHILEHA YECTOTA HA HEXENAaHUTe peakukn kem HCITBC,
0coBeHOo CTOMAlIHO-UPERHO KbPBEHE U NMepdopaurs, KOHTO MOraT aa 6baat daranuu (BxK. Touxa 4.2).
Te3n naumenT TpaGra Na 3aM04HAT TEUEHHETO ¢ HAM-HACKATA HATHYHA 11034,

bwvbpeyna 6ezonacnocm

Tpabea na ce Moaxo¥aa ¢ NOBHIEHO BHAMaHYE NPY NALKEHTH C Hapyluena Gx0peuna ¢yuxuus. Ipn
Te3M rfaumenTy ynorpebara sa HCTIBC moxke na fosene no siowasane ua n0peurara dynxuus,
3a0bpPKAHE Ha TEUHOCTH H 0TOK. HeoBXxonumo e NoBHINeHO BHUMAHKE U IpH NALUHEHTH, IPHEMAIH
AMYPETHYHE TepaNnA WK TAKMBA, KOWTO MOTAT [a PA3BUAT XHITOBOIEMHSA, Thil KATO HMA [OBHIIEH
PHCK OT HePPOTOKCHHHOCT,

Tpabna na ce OcUrypH afieKBaTHO NPUEMaHe HA TEYHOCTH N0 BPEME HA ICUEHHETO, 33 Ja Ce
NpenoTepaTH JCXHAPATALMATA 1 BEPOATHO CRBP3aHATA MOBHIICHR G0PeUHa TOKCHYHOCT.

Kakro npu sewikn HCIIBC, To# Moxe [a mOBHIUM (1a3MeHHTE CTOHHOCTH Ha YPEHHUS a30T U
kpeaTHuHa. KakTo upH npyrd uEXUOHTOPH Ha (POCTarNaRAKHOBYS CHHTES, TOH MOXKe aa Obae
CBBbP3aH C Hexenanu epexTy Bopxy 6b0peutara cucrema, KOUTO MOTAT J1a JOBENAT 0 KAOMEpYIeH
He(puT, HHTEPCTULHATICH HedpuT, GbOpewHa namnapHa Hekpo3a, HepPOTHUEH CHHAPOM K 0CTpa
OpbpetHa HeoCTATLYHOCT.

[TaunenTnTe B CTapyECKa BH3PACT € 10-BEPOATHO A2 CTPANAT OT HapylieHa 6b6peuna GyHruHa (BiK.
TOuKa 4.2).

Heproopobua Gesonacwocm

Tpabpa 1a ce M0AX0XKA2 € NOBHIUEHO BHUMBHHUE TIPU NALMEHTH ¢ HAPYIICHHE Ha '-IEPHO,HPOGHHTE
oyuxuuu. Kakro npu zpyru HCIIBC, 1oii Moxe Aa foBefe 10 MPEXOMHN MATKH DO ‘

HAKOH YepPHOXPOGHK NapaMeTpH, KAKTO 1 A0 3HAUHTETHH OBUieHUA Ha SG
Ha 3HaUUMO MTOBUIIEHHE HA T3 IIAPaMETPH, TepanuaTa TpaGea aa ce npey:

IMauueHTHTE B CTapuECKa BE3PACT € NI0-BEPOATHO Ja CTPAAAT OT HAPYIIEH;
{B:K. Touka 4.2).



CypoevHocy006a 4 MOIbUHOCLO06a Oe30NACKOCH

Ilpu nauuenTH C aHamMHe3a 33 XHIEPTOHHS W/HAK JIeKa J0 YMEpeHa 3acTolina chpieyHa
HEOCTATLRHOCT €4 HEOOXOAMMU NOAXOAAWIO MPOCeaasaHe i npenopbky. CrieuynaiHo BHUMaHue
Tpabaa ga ce 00bpHe Ha HANMEHTHTE ¢ anaMKesa 3a cepaeuHo 3abonasane, 0COBEHO Ha TE3H ¢
MpeAHLIHK €MH300H Ha ChPAEYHA HEAOCTATBYHOCT, Thil KATO UM MOBHINEH PHCK OT 3a1e/CTBaNE HA
ChpeYHA HEROCTATBUHOCT, ThH KATO Ce ChoGILABA 33 3aIBKAHE HA TEUHOCTH H OTOK BbB BPB3KA C
teparus ¢ HCIIBC,

KNMHWHHNTE U3MMTBAHKHA H SNHAEMHONOTHYHHTE NAHHN NOKa3BarT, e ynorpebara Ha naxouw HCTIBC
(ocoGeHo BB BHCOKH JO3H H [PH IBJTOCPOUHO JeYeHye) Moxke Na 6bae CBbP3aHa ¢ NeKo [IOBHIICH
pHCK OT apTepHaniiu TPOMOOTHHHM CLOMTHA (HanpuMep, H(APKT HA MUOKAPAA WK HHCYnT). Flama
DOCTATHYHO NAHHM, 33 13 CE H3IUTIOUH TaKbB PHCK 32 JeKCKeTonpodeH TpoMeTaMon.

Caeno8aTento, NAIMEHTHTE ¢ HEKOHTPOAMPAHA XHIIEPTOHKA, 3aCTONHA ChP/ICUHA HEJOCTATBUHOCT,
ycTaHOBEHa HEXeMHYHa GonecT Ha ChpueTo, nepudepHa aprepuanya GonecT WML MOFBYHOCHIORO
3800rBane TpsOBa Na ObAAT NEKYBaHY C JEKCKETONPOgEH TPOMETAMO. CAMO CIIEA BHHMATETHO
obmucnnre, Nonobuo obmuciane Tpia6Ba 1a ce HANPABRH M NPeAH 3aNOYBAHE HA NBATOCPOUHO
JCUEHHE Ha TALMEHTH ¢ PHCKOBH (PAKTOPH 33 CHPAEHHO-CBAOBO 3abonBane (HANP. XUNEPTOHHA,
XHTIEPARTTHICMHAS, 3aXaped nuabeT, TIoTIoOHONy eHe).

Beuuke ecesextusun HCTIBC Morat 12 WHXuOHpaT arperalysra Ha TPOMGOLMTHTE H A3 YIL/DKAT
BPEMETO Ha KbpBEHE 4pe3 HHXHMOHPaHE Ha IPOCTATIARAWHOBHA cutTes. ExnospemensoTo
NPWIOKEHHE HA AEKCKETONPOQEH TPOMETAMON H IPODUNAKTHYHH J03H HUCKOMONEKY/1EH XENAPHH B
CINCAONepaTHBHUA IIEPHOA € OLUEHEHD B KOHT POIMPaH KNHHWYHH W3ITHTBAHHA H HE € Ha6mo,uanaﬂ
e(heKT BBPXY MapaMerpuTe Ha Koary/iauuara. He3agMCHMO OT TOBA, (AUMEHTHTE, NPHEMALIIY Tepanms,
KOSTO NpeYy Ha XEMOCTA3aTa, Kato BapdapiH Uik APYrH KYMapHHY Wil XenapuuH, Tpabea na 6uaar
BHUMATENIHO NPOCTIENABAHH, AKO Ce Ipuiara JexckeronpodeH TpoMeramon (BK. To4ka 4.5).

[lanmenTyTe B CTAPUCCKA BBIPACT € IO-BEPOATHO /13 CTPANAT OT HAPYIUEHA ChPACHHOCHA0BA YHKLMA
(8. TOYKa 4.2).

Koowenu pearyuu

CepuoiHu KOXHH peakumy (HAKOH OT KOWTO (aTanHu), BKIIOYMTETHO eKCthonHaTHBeH IepMaTHT,
cruapom Ha Stevens-Johnson M TokcHMHA enUaepManHa HEKPOIN32, Ca CHOBILIABAHA MHOIO PALKO BbB
Bpb3ka ¢ ynorpebara na HCIIBC. TauvenTHTe M3Tiexaa ca HIA0KEHH HA HAR-BUCOK PHCK OT TE3H
PeaKiliHy B PARHHHTE €TANIM HA IYEHUETO: HAHANOTO HA PEAKUHATA C& IPOABABA B NOBEYETO CAYYAM
npes bLpBrd Mecen OT ievenyeTo. Jexerop 50 mg/2 ml utbkektiHoned/ undysuonen pasteop Tpadea
O3 c€ NPeyCTaHOBY NIPH hPBATa [0ABA HA KOXKeH o0pHs, TUraBHYHY JIe3HH WIH APYFY NPH3HALM Ha
CBPBbXYYBCTBHTEIHOCT.

Mackupane wa cumnmonume na noorexcauyyume unghexyuu

Hexcxeronpoden Moxe ga Mackupa CHMITOMHMTE HA MH(EKLMA, KOETO MOIKE 1a foBeae Ao 3abapane
Ha 3ar104B8aHe HA OAXOAAUIO TEYCHHE W 1O TO34 HAYHH 13 BAOLIN W3Xola ot undiekiwnra. Tosa ce
Habnonapa Npu GaKTepuaiHa MHEBMOHUS, NPHROOUTA 8 00LIECTBOTO, KAKTO U 1iph HaKTepHantiu
ycaoxHeHHs npy sapulena. Koraro tosa iekapcTBo ce npuara 3a odnek4apaHe Ha 60/1kaTa BbE
BPB3Ka ¢ HHEKLHS, CE NPENOPLYBA MPOCTEAABAHE Ha HHBEKUMATA, B H3BBHOONHHSHH YCIOBUSA
[auMERTHT TPAOBa A ¢ KOHCY/ITUPA C JIEKap, AKO CHMITOMHTE NEPCHCTHPAT WK CE BAOLIABAT.

Mo H3kmoveHne, BapuLENaTa MOXKE A3 ObAC B OCHOBATA KA CEPHO3HH HHPEK
KOwaTta H MexHTe ThkatH. Jlo 7031 moMenT ponara va HCHIBC, nonpunacs
Te3H MHGEKIHH, He MOXKe Ja OBIe w3knroueHa. [lopanu Tosa e npenopbuMpy
ynorpeGarta ua Jlexenop 50 mg/2 m! unxekunonen/uudy3uoren pazTeop §

Hpyza undhopmain



Creuxa Ho BHUMaHHE C& W3UCKBA NMPH NAUYEHTH C:

- BPOAEHO HapylIeHHe Ha NOPHUPHHOBHUA METABONHIBM (HANP. OCTPa HHTEPMHTEHTHA
nopdupua)

- AESXRAPATAUHA

- HEMOCPEACTREHO Clie] FoJAMa onepanus

AKO neKapAT CMETHE, He ABIrOCPOYHATA Tepanua ¢ aekcketonpodeH e neobxonuma, Tpabpa penosHo
Na ce npoBepasaT YyepHoRpobHaTa u 6L0peuHaTa HyHKUHA ¥ KPBBHATA KapTuHHA.

[Tpu mHoro peaku cay4ain ca HabMOAABAHK TEXKH OCTPH PEAKUMY HA CBPLXUYBCTBHTEIHOCT
(Hanpumep, anadunakTHteH wWok). JleveHueTo TpOBa 1a ce NPeyCTAHOBH MPH TBPBUTE MPHIHALM HA
TEeXKN PeaKunu Ha CRPBXUYBCTBHTEINOCT cnel npueMane Ha JlekeHop 50 mg/2 ml

HIKEKUMOHEH/ MHDY3MOHEH pa3TBop. B 3aBHCHMOCT OT CHMITTOMMTE, BCHUKH MEIRLMHCKH
HeobxoauMy npolenypH TpaGBa a ce 3aMoYHaT OT NEKAPU-CHELIMATNCTH.

HauuenTute ¢ acTMa, KoMOHHUpPaHa C XPOHWYEH PHHHT, XPOHHMYEH CHHY3UT WK HA3AIHA [OIHII03A,
€a C [10-BRCOK PHCK OT ANEPIHA KbM AUESTHICATHURI0RE kucennta w/win HCTIBC B cpagHenue ¢
0CTaHANaTa NacT OT HacelehneTo. [IpunoKeHHeTO Ha TO3H NIeKapcTBeH NPOoAYKT MOXKe Aa NpeAn3BUKA
acTMaTHYHM APUCTLNN WM OPOHXOCTIAZLM, 0coBeHo NP nHua, alePTHYHH KBM aleTHICANHIHAOBa
wucenyHa und HCIIBC (Bx. Touka 4.3).

Hexenop 50 mg/2 ml wipkekusonen/nAdy3noHeH pasTBop TPAGBA Aa Ce MPUIAra ¢ HOBMILEHO
BHUMAHUE [1pM (TAMENTH, CTPAAALIH OT XeMATONOSTUYHH HAPYIIEHHA, CHCTEMEN JTYITYC
EPUTEMATO3YC WK CMECEHO 3a00riBaHe HA CheJHHUTENHATA ThKAH.

B oTaennu cityuan ¢ OMRCaHO BAOIIABAHE HA KE(EKLMHTE HA MEKHTE ThKAHH BbE BPEMEBA BPL3KA C
ynotpeGara Ha HCTIBC. Ilopaan Topa Ha NaMeHTa ce Npenopsvea He3alaBHo Aa e KOHCYTHPA ©
JeKap, aKko ce MOABAT MIH BIOMAT NPH3HAUHTE Ha DakTepyanHa WHQEKLAMS 110 BpEME Ha JISYEHHETO.

Eranon
To3m nexapcTBeH NPORYKT chabpia 12 vol% ertanon (ankoxon), T.e. vaa 200 mg #a nosa,
eKBMBaNenTHH Ha 5 mi Gvpa vnu 2,08 ml RO Ha no3a.

Bpenno 3a Te3n, KOMTO CTPAAT OT AMKOXOAHIbBM,

Tpabea na ce uma npeRUA MpY OpeMeHiH K KbPMELUH HKeHH, NELa ¥ BUCOKOPHCKORH TPYNH, KATO
[aUHEHTH ¢ YePHOAPOOHO 3a00NABAHE UK SOHICTICHA,

Harpuit
To3u jlekapcTseH NPOAYKT ChAbMKA NO-Manko oT | mmol sarpuit (23 mg) Ha no3a, T.e, MOXE Ja ce

KAKE, ¥€ IpaKTHYECKH HE ChALPIKA HATPRIA.

Henuarpuuna nonynauys

besornacHata ynorpeba npu Geua M IOHOLIM He € YCTAHOBEHA.,

4.5 BiaumopeiicTBre ¢ 2pyra jekapcTBeny NPOAYKTH U ApYrs GOpPMH Ha BIaEMOREHCTBHE

CreanuTe B3aUMOICKCTBUR CE OTHACAT T10 NIPHHLIKA 10 HECTEPOUANUTE MPOTHBOBBANATHTEN RN
cpencrea (HCIIBC):

Kombunayuy, xoumo ne ce npenopvyeam.

- Apyru HCTIBC( BRNIOUMTENHO UHMKAOOKCHTEHA3a-2 CeNEKTHRHH WItRY SO0 Y piaky 2031
canvuMiaTy (> 3 g/aeH): eIHOBPEMEHHOTO fIPUACKEHHE Ha HAKGYRY :
PHCKa OT CTOMALLHO-YPEBHH A3BM M KBPBEHE, Ype3 CHHEPrHue

- Arnruxoarynanti: HCTIBC morar na yeunat edexrure Ha anT,



(B3k. Touka 4.4), NOpanM BUCOKATA CTEIEH Ha CBHP3BAHE HA EKCKETONPOdEH C ILIABMEHKTE
NpoTeHHH W HHXHGKpaneTo Ha TpomGoLxTHATA BYHKUEA 1 yBpeXkiaHe Ha CTOMALHO-UPERHATA
nurapuua. AKo KOMOHHALMATA HE MOXKE Aa ce u3berde, TpaOea a ce MABLPIIBA BHHMATETHO
KITMHHYHO Ha0MOAeHHE # NPOCEAABaHe HA Ta0OPATOPHUTE CTOHHOCTH.

- XenapuHu: NoBHLIEH PHCK OT KPBBOMINUB (NOpau MHxnGHUpaHe Ha TPOMBOUMTHATA (YHKUHA
H YBPEXaHe Ha CTOMAIIHO-YPEBHATA IMTaBULa). AKO KOMGHHALHATA He MOXe Jia ce n30erHe,
TpAGBa [a ce M3BRbPUIBA BHUMATENHO KIHHHHHO HabmoqeH#e ¥ npocheassase Ha
nabopaTopHUTE cTOWHOCTH.

- KoprdkocTrepouag: nosuiieH puck oT CTOMAITHO-UPEBHH YILEPALMA HIH KbpBeHe (BK. TOUKa
4.4).

- Jlumiii (onmcan ¢ Hakonko HCIIBC): HCTIBC norutasar HUBaTa HA AMTHI B KPBETA, KOUTO
MOTAT J1a JOCTUIHAT TOKCHYHY CTOHRHOCTH {HamManeRa OL0peyHa exCKpelna Ha NHTHE).
CneaoBarento, TO3H MapaMeTsbp HIHCKBA NPOCIIENIBAHE IO BPEME HA 3a1104BaHETO,
KOPHTHPAHE ¥ IPCYCTAHOBABAHE HA JIEYEHUETO ¢ JEKCKeTONPOgeH.

- MeroTpexcar, npiuiaraH BbB BUCOKH 03K OT 15 mg/CeMHiAa KK NIOBeYE: NOBHILEHA
XEMaTONOrHYHA TOKCHYHOCT HA METOTPEKCAT YPes NOoHHKaBaHe Ha HEroBUS BnOpeueH KIupbHe
OT NPOTUBOBBLINANMUTENHUTE CPEJCTBA KATO LATIO.

- XHIAHTOUHH H CyIOHaMUIHN: TOKCHUHUTE eeKTH Ha TE3H BEUIECTBA MOFaT Ja C€ YBEIHYAT.
KombGunaruy, Xoumo uzucksam npeonazuu Mepri:

- Auypernun, ACE-nnxuduropu, anrnbakrepuaiay aMHHOIVIMKOZHIN W aHTHOTEH3UH [1
PELENTOPHY AHTArOHHCTH: ISKCKETONPOGhEH MOXE 12 HAMANH eeKTa Ha AUYPETULMTE U
APYTUTE aHTUXUITEPTEH3UBHH eKapcTBa. I1pn HAKON nauveHTH ¢ HapyiueHa Su0peyna
DyHKUHA (HaNp. JEXANPATUPAHH NALMEHTH KNY NALIMEHTH B CTAPUECKA BL3PACT ¢ HAapyleHa
616petina Gynkuna) eAHOBPEMEHHOTO NPHIOKEHIE HA CPEACTBA, KOHTO HHXHOUpAT
usTooxcurerasara 1 ACE-unxuburopu, anruoreHsuH Il penentopHu auTaronneTy uns
aHTHOAKTEPHANHH AMUHOTTMKO3HIN MOXKE 1a AOBEE IO JONBIHUTENHO BIOLIABAHE HA
ObOpeunara dyHxuya, KoeTo oOHKHOBEHO € obpaTHmMo. B cnyuaii Ha xoMOMHKpaHO
NPEANHCBAHE HA ACKCKETONPOMEH M HYPETHK, OT ChbileCTBEHO 3HAUESHHUE € A C¢ rapaHTHpa, He
NALMEHTHT € 84EKBATHO XHAPATHPAH B 1a ce Npocaenaea GnbpedHata QyHKUHA 8 HAYANOTO Ha
Redenneto (Bk. TouKa 4.4 CrieluanHn NpeaynpexKIeHHA | IPeTasHy Mepka npH ynotpeba).

- MeroTrpekcat, npunarad B HUCKH A03H, O-MAIKO OT 15 mg/cenmuLia: NOBHILEHA
XEMaTONOrHYHA TOKCHYHOCT Ha METOTPEKCAT Hpe3 NOHKARaHe Ha Herosysa OndpedeH KnuMphHC
OT NPOTHROBBINATHTCIHHTE CPEACTRa KaTo uino. ExecenMUUHO TIPOCISAABAHE HA KPbBHATA
KapTHHa [pe3 MbpBHTE ceaAMMLM OT koMOnHNpaneTto. [ToBMLIeH HAX30D MPH HATHYHE HA AOPH
neko yepeaeha 6u0peyna pyHKUMA, KAKTO W NPU MAIMEHTH B CTAPYECKA Bb3PaCT.

- HenrokcudunuH: NoBUILEH PUCK OT KbpBeHe. [la ce YeuIH KTUHHUHOTO NPOCAENABAHE U JIa Ce
NIPOBEPABA 110-HECTO BPEMETO HA KBPBEHE.

- 3¥A0BYAHMH: PHCK OT HOBHIIEHA TOKCHYHOCT 33 YEPBEHHTE KNETHYHN /IMHHH Ype3 JcitcTare
BbPXY PETHKYJIOUHTHTE, C TEXKK3 AHEMHA, HACTBIIBALIA S/IHA CEAMHLA CIER HAYATOTO Ha
aeyenneto ¢ HCIIBC. Ja ce npoeepsipa MbiHaTa KPLBHA KAPTHHA H GPOS Ha PETHKYJIOLATHTE
€/1Ha /10 JIBe CeIMHUM Criel HayaloTo Ha nedesineto ¢ HCIIBC.

- Cyndouunypeu: HCTIBC morat aa ysenudar xnnomuxeMuqH ol
4pes HIMECTBAHE OT MECTATA HA CBBLP3BAHE ¢ TUIA3MEHUTE NpQ

Kombunayuy, koumo mpabsa 0a 6x0am ezemu noo eHuManye;



- Beta-Gnoxepu: neuennero ¢ HCTIBC Moxe fa Hamanu TexHus aHTHXHREpTeHIHBEH edekT ypes
uHXHOHpaHe Ha NPOCTArTAaHAUHOBHA CHHTES,

- LHuknocnopus u TakponuMyc: HEPPOTOKCHYHOCTTE MOXe 42 ce noBuM ot HCTIBC upes
npocTarnanaMi-Menuupanu 6u6peynn edexrh. Tlo Bpeme Ha koMOHHUpaHaTa Tepannus TpaGea
na ce u3Mepsa OnOpeddara Gynkuua.

- TpoMOGONIHTHLIM: [OBHIIIEH PHCK OT KbpBEHE,

- AHTHTPOMOOUHTHH CPENICTRA Y CENEKTUBHM MHXHONTOPH Ha 0OPaTHOTO 33XBaILAHE Ha
ceporonuta (SSRI): nosyneH puck oOT cTOMAlUHO-YpeBHO KbpBeHE (B, TouKa 4.4),

- INpobenenyn: nnazMenTe KOHLEHTPALIMK Ha JekckeTonpodieH MOTAT Ja CE MOBKILAT, ToBa
B3aHMOAEHCTBHE MOXE 12 C& Tb/IKW Ha HHXUOKTOpeH MexaHnabM B yuyacTbka Ha Gu0peynara
TyOyJiHa CexpeltHs U Ha MMIOKYPOHOKOHIOTALMATE B R3MCKBA KOPHIHpAHE HA 103aTa Ha
JekcketTonpoden.

- Copneuny rankosuan: HCTIBC morar 1a NOBMILAT NNa3MeHATa KOHUEHTPALUS HA FIHKO3HAA,

- MridenpucToH: CBIMECTRYBA TEOPETUMEH PHCK, Y€ HHXMOUTOPUTE HA TPOCTArNaHIHHOBHA
CHHTE3 MOraT Ja NpoMenaT epHKACHOCTTA HAa MudenpreTon. OrpaHHYEHHTE JaHHy NOKA38aT,
4e eaHospeMerHoTo npwioxenme Ha HCTIBC B nens Ha mpHaaraHe #a npocrarnanguH
TOBAHABAT HEONArONPHATHO eekTHTe Ha MUDENPHCTOH HAM MPOCTREIAHINH DY LUSPBHKAIHO
YIpABaHE MY KOHTPAKTHIHOCT HA MATKATA M HE HAMAIABA ITHHHYHATA ePUKACHOCT HA
MEZHLMHCKOTO NpekpaTaBaHe HA OPEMEHHOCTTA.

- XHHONOHOBU aHTHOMOTULM: AaHHHTE IPH AHBOTHY NOKA3BAT, Ue BUCOKH J03H XMHOIOHU B
komOunauyia ¢ HCTIBC morar aa noBHNaT pucka OT pa3BHTHE HA KOHBYJICHH.

- Tenogosrp: eanospemennara ynorpeba ¢ HCITBC moxe na nOBHUIM MUTASMEHHA YPEEH a30T H
KpeaTuHyHa, ObOpeunara dyHxuns Tpadsa 1a ce Npocnensea, 3a 4a ¢e KOHTPONUpa
MOTEHUMATHOTO CHHEPrUYHO Bh3aeticTBUe BBPXY Onbpeunara dyHkuusa.

- Hedepazupoke: ennospemeitnara ynorpeda ¢ HCIIBC moxe na ysenHuy pucka or
FACTPOHHTECTHHANHA TOKCHYHOCT. HeobX0MMMO € BHUMATENHO KIMHUYHO HAOIIOAESHHE, KOTATO
Jedepazupoke ce KOMOUHMPa ¢ Te3H cyDCTaHUHH.

- lemerpekcen: equospemenHara ynorpeda ¢ HCTIBC moske 1a HaMany eMHMHHUPAHETO Ha
neMETPEKCeN, MOPaaH KoeTo TpabBa Ja ce BHHMABA TP TIPHAATAHE Ha (0-BUCOKH A03U
HCHBC. Mpy naugtentn ¢ nexa po ymepena GrOpeuna HeJOCTATRHHOCT (KpeaTHHHHOB
KNMPBHE 0T 45 20 79 ml/ min) eaHOBPEMEHHOTO NPUNIOKEHHE HA IEMETPEKCEN C A03H OF
HCTIBC tpsabsa aa ce n36srea 2 nuy npenv 1 2 HU CIE NPUIOKEHHETO Ha MEMETPEKCEL.

4.6 Depruaurer, GpeMeHHOCT B KhpPMEHE

Hewkenop 50 mg/2 ml nmkeKIIMOHEH/UHPYZNOHEH PA3TBOD € NPOTHBONIOKAZAH N0 BPEME HA TPeTH
TPHMECTHP Ha OPEMEHHOCTTA 1 NIEPHOIA Ha KbpMEHe (BK. TOuKa 4.3),

bpemenHocT

HuxuupaneTo Ha NpocTariaHaHHOBUI CHHTE3 MOXKeE 1a oBAuse Helnaron )



U CreaHMRanTauHoHHa 3aryba n emGpuo-deranna nerandoct. B pombinenue ce chobulasa 3a
MoBWlIeH2 YECTOTS HA PA3THYHU MATPOPMALMH, BKTIOMHTETHO ChPASYHO-CHA0BH, NPH XHBOTHH, HA
KOHTO € NPHAAral WHXMOUTOP HA NPOCTArTAHAMHOBHA CHHTES MO BPEME HA OPraHOreHETHUHUS
nepyoA. He3aBucyMo 0T ToBA, IPOYHBAHHATA IPH AKHBOTHH ¢ AEKCKETONPOhEH TPOMETAMON He
NOKA3BaAT PENPONYKTUBHA TOKCHHHOCT (Bak, Touka 5.3). Jekckeronpoten TpoMeramon ue tpabea aa
ce Npuara o BpeMe Ha (ILPBKA # BTOPHA TPHMECTHP Ha OPeMEHHOCTTA, OCBEH aKo He € abCoOTHO
HeOGXOAUMO. AKO JEKCKETONPODEH TPOMETAMON C& M3NON3BA OT XKEHA, KOATO CE OTUTBA A8
aabpeMeree, HIH Npe3 NbPBYS H BTOPHA TPUMECTBP Ha GpeMeHHocTTa, fo3ara Tpabea aa ce
NOAABPIKE BHIMOXKHO HAH-HHCKA, 4 NPOIBIHKMTENHOCTTA HA ISUCHUETO — BH3MOXHO Hali-KpaTka.

Tlo BpeMe HA TPETHA TPUMECTBD Ha GPEMEHHOCTTA, BCHUKH HHXHOMTOPH Ha NPOCTANIAHIVHOBHS
CHHTE3 MOTaT [a H3N0KaT deryca Ha:

- KapIHOMYIMOHATHA TOKCHUHOCT (€ NPEeXKIEBPEMEHHO 3aTRApAHE HA AYKTYC apTeprO3YC U
6enoapobna xunepronus);

- 6b0peuno yBpexaane, KOSTO MOKe 1a Nporpecupa 4o Guépedna HeAOCTaTHYHOCT ¢ OJIHIO-
XHAPOAMHHO3a;

MalKaTa ¥ HOBOPOJAEHOTO, B Kpad Ha GpeMeHHOCTTa, HA:

- BBEIMOMKHO YABIKABAHE HA BPEMETO HA KBPRBRCHE - aHTHATPErvpart ed:em', KOHTO MOXKe Oa ce
MoABYH JOPH pH MHOIC HUCKH D034,

- HHXHSHPEH& Ha MaTOYHHTE KOHTPAKLUWH, BOACIO A0 3aGaBeHoO WM TNPOABJDKUTENIHO paXxKIiaHe.

KupMmene

He ¢ ussectno manu aexckeronpoden ce exckperupa B xbpmara. Jlekerop 50 mg/2 ml
MHIKE KUHOHEH/HHQY3HOHEH Pa3TBOpP & NPOTHBOMNOKA3AH (10 BPEME Ha KbpMeHe (Bik. Touka 4.3).

®eprunnreT

Kakro npu apyru HCTIBC, ynorpefara #a aekcxeronpoden TpOMETaMON MOXKE 12 YBPEH JKeHCKHA
(eprunurer 1 ue ce npenopnUBa IPH KEHH, KOHTO ce ONUTEAT Aa 3abpemenent. [Ipy keHH, KoHTO
WIMAT 3aTpyAHeHHA Aa 3a0peMeHeaT WiH KOUTO NOMANEKAT Ha u3cienBane 3a Geswtoaue, Tpabsa aa ce
oOMucIH npeycTaHOBABAHE Ha AeKCKeTONpoeH TPOMETAMOJ.

4.7 EdexT BbpXy cnocobuocTTa 32 wodupane u pabora ¢ MADUEH

Hexenop 50 mg/2 ml vikekimone/undy3noHeH pazTBOP MOYXe Na NPHUMHK HEKENAHH ePEKTH KATO
3aMaiBaHe, IPUTENHU HAPYIICHMA WK ChHIMBOCT. BB3MOXKHOCTTA 33 pearupaHe H criocobHocTTa 33
AKTHBHO YYACTHE B ABHIKEHUETO N0 ITHTHLIATA ¥ 33 paloTa C MALUMHM B Te3d C/Iyuan MOKe ja Hbae
HapyuieHa.

4.8 Hexenann JexapcTBeHH peaxnnn

Hexkenannte peakumn, KOMTO MOrAT /ia CE IOABAT (0 BPEME Ha JISHEHHETO C AEKCKETONpodeH
TPOMETAMOJ1, C& KI1aCHPULIMPAT B CISAHMTE MPYRH MO pelia Ha YecTOTaTa:

- Msoro uvecrtn (2 /1)

- Yeeru (= 1/100 go < 1/10)

- Heuectu (= 1/1 000 g0 < 1/100)

- Peaxu (= 1/10 000 o < 1/1 000)

- Mtoro peaxu (< 1/10 000)

- C HensBecTHA 1ecToTa (OT HAMMUHNTE JAHHH HE MOMe 1a Onje Ha




TPOMETaMON B KIIHHHYHUTE M3NHTBAHKA, KAKTO H HEXKENAHUTE PCaKLiHid, KOUTO & ChoDIaBaT ¢ied
npoaakbara Ha ASKCKETONPOPEH TPOMETAMOI HMIKEKIHOHEH/ HHY3HOHEH Pa3TBOp, Ca NPeacTABeHK
8 TabaHueH BUA NO-A0y, KNACH(PUMUVDAHH 110 CHCTEMO-OPraHed Kiac H MOAPEACHH 1O YeCToTa:

noTeHe

Yectu Hedectu Penxn Msoro penku
Hapywenus na AneMus HeyTtponenus,
KpBBT2 H TpoMOOUHTONSHMS
nHmpHaTa cucTeMa
Hapymenus na Jlapusreanes orok | AvadunaktHuna
HMYHHATA CHCTEMA peaxims,
BKITIOYHTENHO
aHadHIaKTHIeH
0K
Hapyinenns na Xuneprovkemns,
meTabonkaMa XHNOTIYKEMYS,
XPaHEHETO XMIEPTPHINHUE-
punemus,
BHOPEKCHS
Heuxwanu Hucomuus
HapYIIEeHUS
Hapyiuerns ua Tnasobonue, [TapecTesus,
HEPEHATA CHCTEMA 3aMASHOCT, CHHKOIM
COMHOAEGHTHOCT
Hapyurenus tia 3aMurieHo
ouuTe 3peHue
HapyiueHus sa TunuTYC
YXOTO H
nabHpuHaTA
Copaeunn EkcrpacHcTon,
HapYIUCHHA TAXHKAPAHS
CoaoBu XHNOTOHMA, Xuneproxs,
HapyueHus 3a4epBABAHE IOBBPXHOCTEH
TpoMbodnedur
Pecnuparopnny, Bpaauntea bponxocnazbwm,
FPBIAHM 1 THCNHER
MEIHacTHRAIIMH
HapYLICHNS
Cromawno-uperHy | [apexe, Kopemua 6onka, | [lerrrnuna s3pa, [Mankpearur
HapyuieHus NOBpLILAHE OUCNencHA, KPBLBOW3IIME OT
aHapua, NeNTHYHA A3B2 WIK
KOHCTHNALUMA, nepdopauus Ha
XeMaTemena, NeNTH4YHA A3RA (BXK,
cyxoTa B ycTara | Touka 4.4)
XenaroGunuapHu Xenarouenynapna
HapylueHus yBpeaa
Hapymenus Ha JepmarHr, VYpTukaphs, akHe Cuuapou Ha
KOXaT4 NPYDHTYC, Stevens-Johason,
NOAKOXKHATA ThKaH o0pus, TOKCHYHA
YBENIHYEHO

CHHICpMANHA




Hapymmenus na MyckynHa
MYCKYJIHO- CKOBAaHOCT,
CKeJIeTHATA CKOBaHOCT Ha
CHCTEMA W CTABHTE, MYCKYNIHH
CheIMHUTEIHATA kpamn, Oonka B
TBKAH repba
Hapywenng na Ocrpa 61.6peuna Hedpur nnu
6v6peunTe u HEROCTATHYHOCT, He(poTHYCH
MHKOYHUTE HOaHYpHA, CHHAPOM
NbTHLL 616peuHa bonka,
KETOHYDHA,
GPOTeHHYpHS
Hapyuenus Ha Hapymienue ua
BHANPOH3BOIHTEN- MEHCTPYALUATA,
HaTa CHCTEMA H HapyureHHe Ha
rbpaara npocTaTara
OO0y HapyweHds | bonka B INupexcny, Tpenky,
1 edeKTH Ha MACTOTO Ha ymopa, Bonka, nepvgepen oTok
MACTOTO Ha MHJKEKTHpaHe, | HYBCTBO Ha CTYA
OpHIOKEHYe peakuua Ha
MSACTOTO Ha
MHXKEKTHpAHE,
BKJIOYMTEITHO
Bb3NAICHUE,
CMHWHM U
KPBBOW3/IMB
Hscnensanns ABROpMHHK
yepHoapobHH
GYNKLUHOHATHH
H3ceasaHus

Haii-decto Habmonaranure nexenann ¢x0MTHA Ca CTOMALIHO-4PEBHK 110 ECTECTBO. Moske aa ce
TNOABAT MENTHYHH A3BR, NepQopauys HNK CTOMAUIHO-YPEBHO KBPBEHE, ToHAKOra (aTanno, ocobeno
TIPH MALMEHTH B cTapHecka Bh3pacT (Rx. Touka 4.4). Cnen npumoxkeHue ce ¢hobiiaBa 3a ragene,
NOBPhIlaHE, JHAPHS, METCOPH3bM, KOHCTUNALMA, IUCNETICHA, KOpeMHa Dollka, MeleHa, XemMaTemesa,
VILEpOo3eH CTOMATHT, 00ocTpaHe Ha Koyt i Gosectta wa Crohn (e, Touxa 4.4 Cretpanum
NpeqyNpexacHHs  fipeanasHy Mepki npH ynotpeba).

[Mo-psaaxo ce HabMo[ABE raCTPHUT.
Crobimasa ce 3a OTOK, XMMIEPTOHUA ¥ CHPIEUHA HEAOCTATBUHOCT BbE BPL3KA ¢ Niedenuero ¢ HCTIBC.

Kaxkro npu apyrn HCIIBC, moske 1a ce ROSBAT CASAHUTE HEXENAHH PEaKUMM: ACEITTHYCH MEHHHTHT,
KOHTO MOXe 13 Bb3HWKHE MPEIUMMHO MPH NALHEHTH CbC CHCTEMEN NYTYC EPUTEMATO3YC HITH CMECEHO
3206011paHe HA CheTUHUTENHATA ThKAH; W XCMATOROTHMHH PEakuyH (TIypnypa, afnacTUYHAa U
XEMONHTHYHA aHEMU, PAIKO arpaHyIoUMTo3a H MeAY/IapHa XHIonnasus).

byno3un peakumu, BRIIOUMTENHO CURAPOM Ha Stevens-Johnson u Tokcyuna enunepmanua Hekponmsa
{MHoro panko).

KiTMHHUHATE HANMHTBAHWA ¥ ENUASMHONOTUMHHTE JAHHH [T0KA3BaT, 4e ynorpebara
(0cobeHO BBB BUCOKH J0M ¥ NIPU IBArOCPOYHO NEYeHHe) MOKE A2 6bae CBBbp3
PHUCK OT apTepHantH TpoMOOTHYHY cBONTHS (HanpuMep, WHDAPKT HA MUOKap
TOYKka 4.4},

Crobiasare Ha QO03MPAHH HEXEIAHM PEAKIIMW
CrofwiasateTo Ha NOZOIMPAHM HesKelIaHH PEAKLUA ciell pa3petiaRaHe 3a y




NPOAYKT € Baxno. Tosa no3s0nssa Aa NPoABLKM HabMONEHUETO Ha ChOTHOLIEHWETO OJI3a/PHCK 32
NEKapCTBEHUS NPoAYKT. OT MEIHUHHCKHTE CIISUHATHCTH ¢ H3MCKBA 12 ChofluasaT BeAKa
NOAO3MPaHA HEXENaHa Peakiius 4pes:

WsnbnnnTenHa areHuua 1o JlekapeTaara

ya. Jaman I'pyes™ Ne 8

1303 Codnsn

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4.9 Ilpenozupane

CuMnToMH

CHMATOMATONOIMATA CNEL NIPEJOINPaHE He € H3BeCTHa, [Tono0HH AeKapeTREHU NPOAYKTH
NPeaM3BHKBAT CTOMAINHO-4YPEBHY (MOBPBiIaHE, AHOPEKCH, KOpeMHa 00lka) 1 HEBPONIOTHUHH
(cOMHONEHTHOCT, BEPTUIO, AE30PHEHTALIMA, ITaBoGO/IHE) HAPYINEHWS .

Jlevenue

B cnyyaii Ha ciyualiHo HITM PEKOMEPHO TIpUEMaHe HAM NPUIOKeHWe, He3abasHo Ja ce 3ano4He
CHMIOTOMATHYHO JIEHEHUE CHOPe/l KITUHHYHOTO ChCTORHHE HA NALHEHTA,

JekcketonpoeH TPOMETAMON MOXKE A4 Ce& OTCTPAHH 4YPe3 JHANKU3A,

s. PAPMAKQUIOTHYHHA CBOIICTBA

5.1 ®apMaxoHHAMHYHE CBOHCTRA

DapmaxoTepaneETHuHa rpyna: [IpoTHBOBBINATHTENHH H AHTUPEBMATHYHH NPOLYKTH, [POH3EOLAHH Ha
nponmonosara kucenuna, ATC kon: MGIAEL7.

HexcxeTonpoden TPOMETAMON € TPOMETAMHHOBA COJT Ha S-(+)-2-(3-OeHzonnfennn)nponuonosara
KHCE/IHHA — AHANMCTHYEH, IPOTUBOBL3NATHTENEH H AHTHIMPETHYEH JEKAPCTBEH NPOAYKT, KOHTO
APHHAUIOKH KbM [PYTIaTa HA HECTEPOHARMTE NPOTHBOBL3NATIMTENHY CPEICTRA.

Mexann3um Ha peficTere

MexannsmeT Ha JeficTBue Ha HECTCPORAHHATE TPOTHBOBBINANINTCAHHN JICKAPCTBEHH MPOAYKTH €
CBEBP3aH C HAMANABAHE HA NPOCTATTAHZHHOBHA CHHTES YpeEs HHXHGHP&HG HA TIBTH HA
LDHKJIOGOKCHTEHA3aTa,

Io-cneunanno, HacTbnba UHXUOUpaHe Ha TpaHC(OPMALHATA HA APAXHACHOBATA KUCENMHA B
uHKanyHnTe engonepoxcuan PGG2 w PGH2, kowro npomsBexaaT npoctarnanavdure PGE1, PGE2,
PGF2a n PGD2, xakto u npocrauukiuna PGI2 u tpomBoxcanmte (TxA2 u TxB2). Ocsen tosa,
HEXUOMPAHETO Ha CUHTE3A HA NPOCTANTaHAXRHK GH MO0 2 NIOB/MSAE HA APYry MESHATOPH HA
Bb3NAJICHHETO KATO KHHHHUTE, MPEAH3BHKBAIKY HENPAKO AeliCTBHE, KOETO O1 W0 JOMBAHKHTEIHO
KBbM NPIKOTO NEHCTBHE.

PapmakoaMHaMHYEKN edeKkTH

Hoxazano ¢, 4e nekcketonpodes ¢ HHXUOUTOp Ka akThsroctTa Ha COX-1 u CO
EKCTIEPMMEHTANIHH KMBOTHH H XOpa.

Komnnuna eduxacnoct v Ge3onacHocT

KnuHnunKTe NpoyuBaHus, NPOBEIEHH BBPXY HAKOAKC MOAeNa Ha BGonka,
QHAITETHYHA AKTHRHOCT HA JEKCKETONPOdEH TPOMETAMON.



AnanreTnyHaTa eUKACHOCT HA NPUIOKEHUN HHTPAMYCKYJIHO B MHTPABEHO3HO AekekeTotpodeH
TPOMETZMOJ1 NIPH NEUCHHETO Ha YMepeHa K0 cliTHa $OMIKa e MICIeIBaHa B HAKONIKO MOJea Ha
oneparreHa Gonka (OPTONIEANYHA U MHHEKONOTHYHA/KOPEMHA ONEPALUS), KAKTO U NPH MYCKYJIHO-
ckenetna 6onxa (Monen Ha octpa Gonka B zonHaTa 4acT Ha rupba) u GuOpeuna KonmKa,

B nposeaeHHTe NpOy4YBAHNA, HAYANIOTO HA AHANNETHYHHA eeKT € HbP20, 2 MAKCHMATHUAT
AH2NTETHHEH CPEKT HACTHIBA B PAMKUTE Ha BPBUTE 45 MuyTH. TIpoaLIAKATEIHOCTTA Ha
aHanreTHyaMa edekT cnep npunokenne Ha 50 mg aexckeronpoges oBuxHoBeno e § yaca.

Kiutin4HuTe Npoy4BaHKs NpH JIEHEHUE Ha cieqoneparueHa Gonka NoKaIBat, ye KOraTo ¢e H3rionsBea B
KOMOHHRUHA ¢ ONHOHIH, HIDKEKLUHOHHUAT/ NHQY3HOHHUAT PA3TBOD HA ACKCKETONPOMEH TPOMETAMON
3HAUUTETHO HaMaNnABa KOHCYMAaLgTa Ha onHouaa. B npoyusanug va ciegoneparushara 6onka, npu
KOMTO NAUMEHTHTE TONY4aBaT MOP(UH ypes KOHTPOIMPAHO OT MAUHEHTa YCTPOIICTBO 33
obe3bonsasane, TAUHEHTHTE, JEKYBAHN ¢ NeKCKETONPOdEH, ce HYKAAAT OT 3HAYHTENHO [O-MAJIKO
moptus (Mexay 30-45% no-Manko), OTKOIKOTO MAUHEHTUTE B FPYITATA Ha fL1aue6o.

52 @apmakokdHEeTHHUHH CBOHCTBA

AbcopGuua

Cnen MHTpaMYCKYJIHO IPHIOKEHHE Ha IeKCKETONPodeH TPOMETAMON IPH XOPa, MAKCHMATHHTE
KOHUEHTpaUHu ce aocTurar B 20-1a MuHyta (auanason 10 no 45 munytu). TIpu eqdaHYH~R 203H OT 25
1o 50 mg € NOKa3aHo, e IVIOLITa NOA KPUBATA € IPONOPUHOHAIHA HA I03aTa KAKTO c1e]
HHTPaMYCKYJIHO, TAKa W CAEJ HHTPaBEHO3HO NPUAOKEHHE.

Pasnpenenenue

KakTo npn Apyru neKkapCTBEHH (POJYKTH ¢ BHCOKA CTENEH Ha CBLPIBAHE ¢ MUIA3MEHHTE POTEHHH
(99%), oGemnT Ha pasnpeneneuue e che cpeana crofinoct noj 0,25 Vkg. MomyxueoTsT Ha
paznpeaenenne e npubanantenHo 0,35 yaca, a MOMYHKMBOTLT HA EANMHHUPAHE BAPHPA MEACTY
1-2.7 yaca.

Ilpu dapmakoxuHETHYHY NPOYUBAHKUA ¢ MHOFOKpATHH 103H ce Habmonara, ye Cmax 1 AUC cnen
HOCAEAHOTO MYCKYAHO HIIH HHTPABCHOIHO PHIOKEHHE RE €& Pa3NHYaBaT OT Te3N, NONYUYEHH Clie]
eQHHHYHE 4033, KOSTO NOKA3Ba, Ye HE HACTHNBA 4KyMYTHPaHe Ha 1eKapcTBOTO,

Buorpancdopmallys ¥ enMMIHHpane

OCHOBHUAT BT Ha STUMUHHPAHE Ha ICKCKETONPOdeH € KOHIOTAUMATA ¢ [NIOKYPOHNU, NOCIEABAHA OT
616peuHa eKCKpEUMA.

Cnep npunoieHite Ha JEKCKETONPOPEH TPOMETAMON, B YPHHATA C€ YCTRHOBABA CaMO
S-(+) eHaHTHOMEpA, KOETO 110X23BA, Ye NPH XOpa He HacTbiBa ipeobpasysate 8 R-(-) eHaHTHOMepa.

Crapuecka Bb3pact

[lpw 3npasd naugeH ™M B CTapUECKa BB3PACT (Ha 65 1 NOBeYe rOAMHH) CKCTO3HUHATE € 3HAUHTENHO
[0-BMCOKA OT Ta3u NP Miaax 206poBOIUM Cliell €1HHWYHM M MHOFOKPATHH NEPOPAIHH 203K (20
55%), NOKATO MPY MAKCUMATHUTE KOHLIEHTPALNH ¥ BPEMETO 34 JOCTHIAHE HAa MAKCHMATHA
KOHUEHTPAUMs HAMA CTATHCTHYECKH 3HaYHMa paznuka. CpeqHUsT NOAYKHUBOT




[lpoyusaruata 3a XpOHUIHA TOKCHYHOCT, NPOBEACHH NPY MHULUKK M MaiMyHH, 1aBaT HHBO HA
HeHaGnmonasaHn HewenanH edextu (No Observed Adverse Effect Level, NOAEL) npy g03u 2 nemi
TI0-BUCOKM OT MaKCHMATHATA TIpenophybana 1032 npu xopa. [Tpu MaliMyHu, (pu NO-BHCOKK 103H,
HabmoNaBaHHAT OCHOBEH HEXKENAH SEKT € KPLBTA B M3NPAKHEHUATA, HAMAICHOTO TEECHO TEMNO, &
PH HA-BUCOKATA 1033 - EPO3UBHM TACTPOHHTECTHHANHM Ne3ni. Te3u edekTH ce MOABABAT APH JO3H,
Onpene/silily SKCIO3MLMA Ha TeKapcTBoTo 14-18 mbTH No-BUCOKA OT Ta3d NIPH MAKCHMATHATA
APEenopLYBaHA 1023 NPH XOpa.

Hsama npoyusanns 3a KaHUEPOTECHHEH IOTEHUMUAT [IPH JKHBOTHHTE,

Kaxro ce npusnasa 3a nenns dpapmaxonorruet knac na HCIIBC, nekcxeTonpoden TpOMETaMON MOKE
Ja PHUMHA MPOMEHH B eMBpHO-PeTannaTa NpexMBAEMOCT NPH KUBOTHHCKH MOJENH, KAKTO
KOCBEHO, Hpe3 CTOMALIHO-YPEBHA TOKCUYHOCT NP1 GpeMeHHUTe MalKi, TaKa i IPAKO BbPXY
pazeHTHEeTO Ha deTyca.

6. PAPMAUNEBTHYHH JAHHH
6.1 Cuancex Ha NOMOLIHUYE BeNleCTRA

Harpues xsiopua

EraHon (96-npouetTen)

Harpues xiapoxcnn (3a xopekums Ha pH)
Boga 3a urnkekimn

6.2 HecnsmecTumMocTH

Jexenop 50 mg/2 mi ushkekuuoHed/ uudy3noteH pasTeop He TPaGBa ia ce CMecBa 8 MAnBK obem
(Hanp. B CHPHHUORKA) ¢ PA3TROPH HA JOIAMHH, THPOMETA3HN, IEHTA3ONNH, NETHIMH UM
XMAPOKCH3HH, Thil KaTO TOBA ILe JOBEAE A0 YTAABAHE Ha Pa3TBOpa.

Paspeaennre undy3noHRN pa3TBOPY, NONLYUEHH, KAKTO € NOCOUEHO B TOUKA 6.6, He TpabBa aa ce
CMECRAT C MIPOMETA3HH KIH NEeHTa30LHH,

To3H NiexapcTaeH npoayKT xe TpaGBa Na ce CMECBa C NPYrH IEKAPCTBEHH NPOAYKTH, ¢ H3KTIOUEHHE Ha
NOCOYEHUTE B TOUKA 6.6.

6.3 Cpok ma roanoer
3 roavinu

Cren paspexiaHe cniopen yKa3aHUATa, [84€HH B TouKa 6.6, pa3peaeHHsT pasTBOp, KOTATO €
NOAXOAANIO 3ALNTEH OT €CTECTBEHATA AHCBHA CRETIHHA, & JOKA32HO, 4e & XUMUUecku crabuiet B
NPOoAbKEHHE Ha 24 yaca, KoraTto ¢e ebXxpadssa npu 25 ° C,

Ot MHKpOOHONOrMYHA FIIENHA TOUKA, OCBEH KO METOABT Ha PA3PErkAaHe HIKAOUBA PUCKA OT
MHKPOOHO 3aMBbpCcABaHe, NPOLYKTHLT TPAOBa [la ¢e Wanon3ea HezabasHo,

AKO He Ce H3110/138a He3abaBHO, BPEMETO U YCNOBAATE HA ChXPaHeHHE 110 Bpeme Ha ynotpeba ca
OTFOBOPHOCT Ha noTpeGureas.

6.4 CroeusaJnm yCI0BHA HA ChXpalenue

Jla ce chxpausBa B OpUrMHATHATA ONAKOBKR, 34 A4 Ce nPEeANash OT CBeT.
To3u NexapcTBEH NPORYKT HE HIUCKBA ClTELHANHM TEMIIEPATYPHHA YCIO0

3a YCJOBRATA HA CHLXPAHEHHE ClIC pAa3pexIaHe Ha NCKapCcTBEHHA Npo

6.5 Buan coabpxanne Ha OBAKOBKATA
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Ammyna (Tvn 1 oT ThMHO cTBIIO ¢ §821a TOUKA ¥ cunB apbeTen): 1, 5 dnu 10 amnyns or 2 mi
HHKEKUHOHEH/RHQY3HOHEH Pa3TBOp B KyTHA.

He BCHUKK BHAOBE OfaKoBKM MoraT na GbJaT MycHATH Ha nasapa.
6.6 Cnenmannn npeINaINK MEPKH HPA H3XBLPIAHE B paboTa

Hlexenop HIXEKLNOHeH/ MHDY3MOHEH PA3TBOP € ChbBMECTHM, KOTATO C& CMECBA B Malku ofemu (Hanp.
B CITPHHLORKA) ¢ MHXEKLMOHHY PA3TBOPH HA XeNapuR, NHAOKaHH, MOPHUH ¥ Teoduauy,

[Ipu npunokenne KaTo HHTpaBeHO3Ha MHDY3US, ChABPIAHAETO Ha equa amnyia (2 ml) dexewop
HHKSKUHOHEH Wi y3uote pastsop TpsGra na ce paspeau B obem ot 30 go 100 ml Hopmanen
¢uznonorudew pasrsop, pazTBop Ha rOKO3a WM pasTRop Ha PrHrepos naxtar. PasrsopeT Tpabsa na
Ce pa3pend acenTHYHO W & Ce 3aIHMTH OT €CTECTREHATA [THeBHA CRET/IHHA (BIK. CHIIO TOdKa 6.3).
Pazpesnenvnt parreop e Guctsp pasteop.

Hexenop vmxexumoHen/uudy3noHeH pasteop, paspenet s 06em ot 100 ml HopManen drzHonOrHUEH
Pa3TBOP HAH Pa3TBOP HA [MOKO3a, € CHRMECTHM CLC CJIGAHHTE JIEKAPCTBEHH NPOAYKTH: AOMAMUH,
XENapuH, XHAPOKCH3NH, TNIOKAHH, MOPPHH, NeTHAUH U TeodHuH.

He ce yeTaHosasa aGcopbums Ha AKTHBHATA ChCTAaBKA, KOraTO paspencHHTe pasTBopH Ha Jlexenop
MHKEKUHOHEH HHPY3HOHEH Pa3TBOP CE CHXPAHABAT B ILTACTMACOBH TOPOHHKA MM YCTPOHCTBA 33
NPUNOXKEHHE, HANPABEHH OT eTwneH puHun ailerat (EVA), uenynosen nponxonat {CP), nonHerunen ¢
Hucka nnetHocT (LDPE) u nosusuamnxnopun (PVC).

Jexenop nrwkekunoHew/nudy3HoHeH pasTBop € CaMO 33 SAHOKPATHA ynoTpela 4 BCEKH HEeH3NON3BaH
pasTeop Tpabsa na ce u3xsbpiu. [lpean npuaokenne pasTropsT TPIORA Ja O TPOBEPH BHIYRMHO, 32
Aa ce rapaHTHpa, ue € GUCTHp 1 Oe3uBeTeH: Toll ve Tpsbsa na ce W3NON3BA, ako ce HaBnwoaaraT
HACTHLH.

Hewsnonssauust ACKAPCTBCH NPOOYKT AN OTNAABUHHTE MATEPRATH OT HETO TpﬂﬁBa Aa C& H3IXBBPIAT
B CBOTBETCTBHE ¢ MECTHHTE H3NCKBAHUA.

7.  TIPATEXATEJI HA PAZPEIIEHWETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, Crnosenus

8. HOMEP(A) HA PAIPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20180034

9. JXATA HA bPBO PASPEUIABAHE/TIOTHOBABAHE HA PASPEINEHMETO 3A
YHOTPEBA

Hata Ha mepso paspeusasatie: 23.02.2018

10. JATA HA AKTYAJTM3UPAHE HA TEKCTA

18 Hoemepn 2022
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