KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHHS ITPOJYKT
Hekcunan 50 mg/2 ml unkekuHoHeH/ HHDY3UOHEH pa3TBOp
Dexinal 50 mg/2 ml solution for injection/ infusion

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Beska amnyna ot 2 ml chawspika S0 mg aexckeronpoden (dexketoprofen), kato nekckeronpoden
Tpometamon (dexketoprofen trometamol).

Bcexku ml 0T MHKEKUMOHHHUA Pa3TBOp Cbabpxka 25 mg aekcketonpoder (dexketoprofen), karo
nekckerornpodgeH Tpometamon (dexketoprofen trometamol).

[lomouHH BeulecTBa ¢ u3BecTHO Jeticteue: 100 mg etanon (96 npouenten) u 4,0 mg HaTpUEB XJ0pHA B
1 ml MHKEKIHOHEH pa3TBOP.

3a IbJIHMS CITUCHK HA TTOMOLIIHUTE BEIIECTBA BHKTE TOuKa 6.1,
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4. KJIMHHYHU JAHHM | Ogosperue Mo ..., Frvenessanscsmngarares

4.1 TepaneBTHYHH NOKA3AHHS

CHMNTOMaTHYHO JIEYEHHE Ha OCTPa, yMepeHa /10 cHiiHa Gonika, Hamp. nocrorneparueHa Goska, 6b0peuna
KOJIMKa, O0JIKK B rbpba, KOraTo rnepopasHOTO NPHIIOKEHHE HE € MOAXOAAIIO.

4.2 J/l03MpOBKa H HAYHH HA NPHJI0KEHHE

£03HQOBK3

Buwipacmuu

[TpenopbumTennara no3a e 50 mg Ha unrepsanu 8-12 yaca. [Ipu HEOGXOAMMOCT NPUIOKEHHETO MOKE J1a Ce
MOBTOPH ciiell 6 waca. O6mara nHeBHa 103a He TpaOBa 1a HaaBuiuasa 150 mg.

Hexkeunan 50 mg/2 ml umwkekuoneH/ MHGY3HOHEH Pa3TBOP HE € NMpe/IHa3Ha4YeH 3a POIb/KHTEHA
ynorpeba u jieueHneTo TpsAOBa 1a ce OrpaHHYM B OCTPUS CUMITTOMATHYEH MEPHO/L (HE MOBEYE OT 1BA JIHH).
IIpu BB3MOKHOCT TpsOBa 1a ce NpeMHHE Ha NepopasiHa aHAIreTHYHA Teparius.

Hesxenanure peakuuu morar /1a Ob/1aT CBE/ICHH 10 MHHHMYM KaToO 3a KOHTPOJIMPAHE HA CHMIITOMHTE ce
M3M0.13Ba Hali-HMCKaTa e)eKTHBHA /103a 32 HAH-KPaThK NepHo/ OT BpeMe (BK. Touka 4.4).

[lpu ymepena no cunna nocroneparusHa 6onka, Jlekcunan 50 mg/2 ml unkekumuonen/ undysuonen
pa3TBOp MOe 11a ce KOMOMHHMPA ¢ ONMOMIEH AHANITETHK, AKO € M0Ka3aH, B ChllaTa 103MPOBKa, KOATO ce
NpernopbL4Ba U 3a Bb3pacTHU NALMEHTH (BiK. Tovka 5.1).

lleouampuuna nonynayusn
Hekcunan 50 mg/2 ml uHKeKMOHEH/MHDY3HOHEH Pa3TBOP HE € NPOYUEH NpH Jelia 1 HowM. ETo 3ammo,

TOM He TpaOBa 1a ce W3NOI3Ba MPH JIela U IOHOLLH,

CrieuMajiHy noryJaluuu

Cmapuecka 6w3pacm
[Ipn nauMeHTH B CTapuecka Bb3pacT, ¢ Jieko ObOpeyHo yBpekaHe, ce Npenopbys
ornpejesieHUTe rPaHMLIM Ha 103MpoBKaTa (0bwLa neHeBHa 103a 50 mg ).




Hapywena wepnoopobra ¢yuxyus

ITpH nauMeHTH ¢ NEKO N0 yMEPEHO HapyllueHa uyepHoApobHa QyHKIMA, Jo3aTa TpabBa aa ce HamMaaH 1o 50
mg U Ja Ce NPOCNENsBa peoBHO YepHoapoOHaTa pyHKUHA (BXK. TouKa 4.4).

Hexcunan 50 mg/2 ml uHxKexlHOHEH/ HHPY3HOHEH pa3TBOp He TpAOBa a ce M3MON3BA NPH NMALMEHTH C
TEKKO HapyuieHa yepHoapobHa GyHKkUES (BXK. Touka 4.3).

Hapyuena 6vbpeuna Kyus

[IpH naumeHTH € NEeKo 10 yMepeHo HapylueHa 6bOpeyHa QYHKUHA (KpeaTHHHHOB KavphHe 60-89 ml/min),
NbpBOHavaIHaTa 1032 TpAOBa Aa ce Hamanu Ao 50 mg obiua nexerHa go3a (BxK. Touka 4.4). excunan 50
mg/2 ml HHXEKUHOHEH/HH(Y3HOHEH pa3TBOp He TpsAbBa Aa ce M3MO3Ba NPH MALMEHTH C YMEPEHO J10
TEHKO HapyileHa 6x6peyuHa PpyHKUHS (KpeaTHHHHOB KIHPBHC <59 ml/min) (8x. Touka 4.3).

HauuH na npunoxeHue
Hexcunan 50 mg/2 ml umkexkumoHeH/ HHY3HOHEH Pa3TBOP MOKe /1a C& NpPHIara MHTPaMYCKYJTHO MK

MHTPABEHO3HO!
*  HHTpaMycCKy/HO - CbAbPKaHHETO Ha ammynaTa (2 ml) ce npunara 6aBHO, ABIGOKO MYCKYITHO,
¢ HurpasenosHo bomyc npunoxeHHe — NPH HEOOXOAMMOCT ChIbPKAHHETO Ha amnynara (2 ml) moxe
Aa ce npuiokH 6aBHO MHTPaBEHO3HO G0Ny B NPOIbJXKEHHE HA HE NO-MANKO OT 15 cekyHaM.
* HurpaBeHo3Ha HHGY3US — Pa3TBOPBT CE PA3PEXKAA, KAKTO € ONIMCAHO B TOYKA 6.6 U Ce npuiara KaTo

6aBHa HHTpaBeHO3Ha HHdY3HA ¢ npoawkuTenHocT 10-30 MuHyTH. PazTBopsT Tpa6Ba Aa ce nasm or

€CTCCTBEHA JHEBHA CBCTITHHA.

HncTpykumd 3a npaBuiHa ynorpeba
M npu nsaTa Ha4YHWHA HA NPUIOKEHHE (MHTPaMYCKYJTHO WIIH HHTpaBeHo3HO Gomyc) Ha Jdexcunan 50 mg/2 ml

MHKEKLMOHEH/ HH(Y3HOHeH pa3TBop, pa3TBOPLT TPAOBA & ce NPHIIOKH BeJIHAra Clie ACTTHPHPAHEeTO My OT
amirynara (BX. Toukd 6.2 u 6.6).
IIpH uHTpaBeHo3Ha HHGY3HA, aKO Pa3TBOpA TPAGBA Ja ce pa3pery ce Cna3par MpaBW/IaTa Ha AHTHCENTTHKATA
W npeanasBaHe OT €CTECTBEHA JHEBHA CBETNMHA (BXK. TouKa 6.3 W 6.6). 3a yKa3aHHA OTHOCHO pa3peXKAaHeTo
Ha JIEKAPCTBEHHSA MPOAYKT BHXKTe TOUKa 6.6.

4.3 TIpornBonoxalanus

CBpbXUyBCTBHTEHOCT KbM aKTHBHOTO BelUeCTBO, KbM HAKoe Apyro HCTIBC wunu kuM Hakoe oT
NOMOILLHHTE BELIECTBA, H3bpoeHH B Touka 6.1.

Hexcunan 50 mg/2 ml nkekunoHeH/ HHGY3HOHEH Pa3TBOpP He TPAGBa a ce Npunara npu:

- MalMEeHTH C aHAMHE3a 3@ PEakUMH Ha CBPbLXYYBCTBHTENHOCT (HAmp. acMaTHUHM MNPHCTHIH,
OpoHXOoCNasbhM, OCTbP PHHHMT, Ha3alHa MOJHIO3A, YPTHKAPUA MM aHTHOHEBPOTHYEH eaeM) KATO
OTrOBOP HA JIeYEeHHe ¢ BELIECTBA C NoAOo6HO AEHCTBHMA (ALUETHICATHLMIOBA KHCEJIMHA WIH APYTH

HCIIBC);

- H3BECTHH (l)OTO&J'!CpFH'-IHH HWIH QJOT‘OTOKCH‘IHH PCAKLHHH NO BpEMC HAa ACYCHHE C Keronpo¢eﬂ HITH

¢$ubparm;

- MaLHEHTH C aHAMHE3a 32 CTOMALUHO-YPEBEH KPBbROHIJIHB KHIH nepc])opauuﬂ, CBBbp3aHH C NpeAXOJHO

neuenue ¢ HCIIBC;

- NauUeHTH C aKTHBHA MENTHYHa aasa/c*romamuo—tlpenel-l KPBLBOH3THB WIIH aHaMHC3a 3a CTOMAIIIHO-

4YPEeBEH KPBBOHM3IIMB, yiLepalua wii nephopauus;
- MAaUHEHTH ¢ XPOHHYHA AMCIIENCHA,
- MAUHEHTH ¢ APYr AKTHBEH KPBBOH3IHB HIH HAapYUIEHHA CBhP3aHHA C KbPBEHE;
- nauxeHTH ¢ bonect Ha KpoH WM yluepo3eH KONKT;
- NalMeHTH C TeXKa ChPAEYHA HEIOCTATBYHOCT;

- TNAUMEHTH ¢ YMEPEHO 10 TeXKO HapyilleHa 6b6pevHa GyHKINA (KpeaTHHHHOB KAMpBHC <59 ml/min);

- NAUMEHTH C TEKKO HapyleHa YyepHoapobua dynkuua ( Child-Pugh score 10-15);

e
- NAUMEHTH C X€MOparuyHa aMaTte3a M ApyrH KoaryJauHOHHY HapylueHus; N E"Lu,;-x
- NAaUMeHTH C TeXKKa AeXHApaTalHa (B pe3y/TaT Ha NOBpbIaHe, AMAPHS WK B TaThue &
TEYHOCTH); e, N\ %\
- MOC/IeAHHA TPMMECTBP OT BPEMEHHOCTTA H MO BpeMe Ha KbpMeHe (BK. ToYKER Mo j\\ 1 &



Hexcunan 50 mg/2 ml umkekunoHeH/ HHQYIHOHEH Pa3TBOP € NPOTHBONOKA3aH 32 HEBPOAKCHAITHO
(MHTpaTEeKaIHO WIH ENHIYPATHO) IPUIOXKEHHE, Thil KATO ChABPXKA ETAHO.

4.4 CnennajAH NpeaynpexIeHHs ¥ NpeANa3HH MEPKH npH ynoTpeba
INpu mauneHTH ¢ aHaMHe3a 32 aNepryyHH ChCTOAHMA TPAGBA na ce npuiara ¢ BHUMaHue.

HznonssaHero Ha JlekcuHan 50 mg/2 ml uHAekunoHEH/ HHPY3HOHEH pasTBOP €AHOBPEMEHHO C APYTH

HCIIBC, BxmoyHTENHO CENEKTHBHH HHXMOMTOPH Ha LIMKIOOKCHIeHa3a-2, TpAOBa j1a ce M30ATRa (BXK. TOYKA
4.5).

Hexenanute nekapcTBeHH peakudH Moxe ja 6bJar cBefieHH OO MHHHMYM KaTO 3a KOHTpOJMpaHEe Ha
CHMITTOMHTE C€ NIpHEMa Hali-HHCKaTa edHKacHa 5034 32 Bb3MOMKHO HAH-KPaThK NMEPHOJ OT BpeMe (BXK. TOHKa
4.2 v CroMauHo-upeBHH W CHPaEYHO-CHAOBH PHCKOBE).

Cmomaiuno-4pesHo Kvpsene, yayepayun unu neppopayus

HoknansaHH ca KPLBOH3NHME OT CTOMALIHO-YPEBHHA TPaKT, 3Ba WiH nepdopauus npu ynorpebara va
scHuxky HCTIBC 3a uenua nepuron Ha aedeHueto. Te3u HexxenaHH peakuuH Morar ja 6baaT datanHu M ¢
HaJTHYHETO HH OTCBCTBHETO HA NIPESAYNPEANTENHH CHMITOMH WM aHaMHE3a 32 CEPHO3HM CTOMALLIHO-
YpeBHH CLOUTHA.

Ilpu nosBa Ha KPHBOHINHE OT CTOMALIHO-YPEBHHUA TPAKT WIIH A3Ba, NIPH MaLIWEHTH NpHeMally
AekckeTonpotheH, neucHUeTo TpAGEA Aa 6ble NPEYCTaHOBEHO.

PHCKBT OT cTOMAIIHO-UPEBHH KPBBOH3ITHBH, A3Ba HIH Nepdopalius ce NOBHIIABA C YBEIHYABAHE JO3KTE Ha
HCIIBC npu nauxeHTH © aHaMHe3a 3a 13B&, 0CO0EHO C YCIIOXKHEHHS OT KPBBOUTHB Wik nepdopalius (BX.
TO4Ka 4.3) ¥ NPH NalLMEHTH B cTapyecka Bb3pacT. TakuBa mauneHTH TpAOBa fa 3amo4BaT JeYeHHeTO C Haii-
Huckara Ao3a. [Ipu nauvenTH B cTapuecka Bb3pacT ce HabMoAaBa HOBHLIEHA YeCTOTA HA HEXEIAHUTE
peakuuu kbm HCTIBC, ocobeHo kbpBeHe 1 nepdopalids Ha CTOMALIHO-YPEBHMS TPAKT, KOMTO MOXKE J1a
6baart ¢ daTaneH kpaii (Bxk. Touka 4.2). Te3u nauuenTy TpsOBa 44 3aMOUHAT IEYEHHETO C B3MOXHO HAii-
Huckara Ao3a. Kakro npu euukn HCIIBC, Tps6Ba BRUMATENHO 1a C€ TbPCH AHAMHE3a 3a €30(aruT, racTpUT
H/WJIM NENTHYHA A3BA, C LeN TAXHOTO ITBIIHO M3NEKYBAHE NPEIH 3ali04BaHE Ha JICYeHHE ¢ AeKCKeTOnpoden.

IMaunenTH cbc CHMNTOMH 3a CTOMAlHO-YpeBHO 3a00NABaHE WIY ¢ aHAMHE3a 3a TakoBa, TpAGBa na ce
Habnroaapat 3a XpaHOCMHIIATENIHH HapyLIEeHHs, 0COGEHO 3a CTOMALIHO-YPEBHO KhPBEHE.

HCIIBC Tpafsa ga ce npuiaaraT BHUMATENHO MPH MALMEHTH C aHaAMHE3a 3a CTOMallHO-4peBHO 3abonsapaHe
(ynueposen xonMT, 6onect Ha KpoH), Thi KaTO TAXHOTO CLCTOAHHE MOXe Aa ce 06ocTpH (BIK.TOuKa 4.8).
Ilpy Te3n NaUMEHTH, KaKTO H TIPH NALMEHTH, IPH KOHTO TpAOBa €IHOBPEMEHHO Jia C€ MPIIAraT HUCKH J03H
aCnHMpHH WM JPYTH NEKApCTBA, KOHTO MOFaT Ja YBEIMYAT CTOMALIHO-4YPEBHUA PUCK, TpAOBa na ce oOMHUCTH
KOMOMHMPAHO Jl€YEHHE C MPOTEKTHBHHM areHTH (Hanp. Ma3onpocToNl WIH HHXMOWTOPM HAa NpOTOHHATa
nommna) (BA.TOUKa 4.5).

IpenopsuBa ce BHHMaHHE NPH NMALMEHTH NMPUEMALIH €AHOBPEMEHHO JIEKAPCTBA, KOMTO MOTAT Aa MOBMILAT
PHCKa OT yNLEpallii WiH KEPBEHE, KaTO NEPOPAHH KOPTHKOCTEPOHAM, AHTHKOAryaHTH (Hanp. BapdapuH,
CENIEKTHBHH WHXMOWTOPH Ha 06paTHOTO 3axBalllaHe HA CEPOTOHWHA) WM aHTHTPOMOOTHUYHM /1EKAPCTBEHH
NPOTYKTH, KATO aLETAICANNLWIOBA KUcenHHa (BxK. Touka 4.5).

Edpexmu svpxy 6vbpeunama gynxyun
BHHMaHMe ce H3HCKBA [TPH MaLMEHTH ¢ HapylieHa 6u6peyHa dyHkuua. [Ipy Te3n nauueHTH NPUI0KEHHETO
na HCTIBC mosxe ma noeesie fo BnowapaHe Ha 6b6peuHaTta Gy HKuMA, 3a1phiKaHe HA TEYHOCTH H OTOLIK.
BHUMaHHe ce Halara M NpH NalMeHTH Ha JHYPETHYHA TeParHA WK MPH PUCK OT XHIOBOIEMHS ITIOPAIH
MOBHIULLIEH PHCK OT HedpoTokcHUHOCT. [To Bpeme Ha neyeHneTo TpAGBa Aa ce NPHEMAT TEUHOCTH, 3a /1a Ce
MpENOTBPATH ASXHIPATALMA HITH BL3MOXHOCT OT aCOLIMHPAHA NOBHLIEHa GbOpeyHa TOKCH
scHukd HCTIBC, Moxe fa ce noBuLIAaT MIa3sMEHHTE HHBa Ha ypedTa M KpeaTHHHHa. Ka
WHXHOHUTOPH HA CHHTE3a Ha NMPOCTArIaHAHH, TOBA MOXE /12 € CBbP3aHO C HEXENAHH P
NPHUMHAT FIOMEPYIOHEPHT, HHTEPCTHLMANEH HepHT, GbOpeyHa nanuwiapHa Hekp
CHHAPOM H ocTpa Ob6peyHa HenOCTaATEYHOCT.




ITaumeHTH B cTapuecka BL3PacT € MO-BEPOATHO A3 CTPAJAT OT HapyweHa 6nOpeyHa GyHKUHA (BXK. TOuYka
42).

Yeproopobnu epexmu

BHuMaHHe ce M3HCKBA NpU NMaLMeHTH ¢ HapylueHa yepHoapobua dyukuusa. [Topo6Ho Ha apyru HCIIBC,
MOXe [ia ce Habnmro/1aBa NPexXoHO ASKO YBEIHYABAHE HA HAKOU MapaMeTpH XapaKTepu3HpallH
yepHoApobHaTa dyHKUHA, KAKTO H 3HauuTeNHO yBenuyerue Ha SGOT u SGPT. Bemyyaii Ha 3HauuTeNHO
YBEIHYEHHE Ha Te3M MOKA3aTe)H, IeUeHHETO TpAOBa a ce npeycTaHOBH. [lauMeHTHTe B cTapuecka BB3pacT €
N0-BEPOATHO [ia CTPAfaT OT HapylueHa YepHOApoOHa PyHKIMA (BXK. Touka 4.2).

Copoeuno-cv0oeu u MoIbUHO-CBO08U eexmu

Heo6x0aMMO € MOBHINEHO BHHMaHHE NPE/IA 3allOYBaHE JeUeHHe Ha NALHEeHTH C aHaMHe3a 33 XMIEPTOHHS
H/MIH NeKa 0 yMepeHa cbpledHa HenoctarbyHocT. OcobeHo BHUMaHHe € HeoGXOAMMO NpH MaluMeHTH C
aHaMHe3a 3a cbhpaeuHo 3abonasane, ocobeHO NpU NpelIECTRAlY CHMITTOMH Ha Chp/IEYHA HEJOCTATBYHOCT,
ThH KaTo WMa ChOOLIECHNS 32 3aPbXKa Ha TEYHOCTH, XHIIEPTOHHA M OTOK, CBbp3aHH ¢ neuenneto ¢ HCTIBC.

KnuHHYHH npoyyBaHHA H eNHAEMHONOTHYHH JaHHU MOKa3BaT, ue yrnotpebarta Ha Hakou HCIIBC, ocobeno
BLE BHCOKH JI03H H MpH MPOABLDKHTENHO NEUEHHe, MOxe Aa Obje CBbp3aHa C JIEKO MOBHMLIEH PHCK OT
aprepHanHy TpoMOOTHUEHK cEOMTHA (kKaTo MHOKapaeH HHGApPKT WM MHcyaT). Hama mocrathbuHo gaHHM, 3a
Ja Ce H3KIIOYH TAKbB PHCK NPH JEKCKeTONpodeH TpoMeTaMo.

[TauueHTH C HEKOHTPONHpaHA XHMNEPTOHMA, KOHIECTHBHA CbPACYHA HENOCTATBYHOCT, YCTaHOBEHA
HexeMmHYHa Gonecr, 3abonsBaHe Ha nepudepHHUTE apTepud W/HIH MO3BUHO-CHAOBO 3aGondaBaHe Morart ga
OBnar nekyBaHH C AeKCKeTONpoteH TPOMETaMOI CaMo ClEl BHUMATEHA NPELEHKA Ha PHCKOBETE W MOI3UTE
oT jeyeHHeTo. TakaBa npeneHka TpaGea Aa ObJe HanpaBeHa Npely 3aNoYBaHE Ha NPOIBIKHTEHO JeUeHHe
¢ HCIIBC na nauveHTH ¢ pHcKoB GakTop 3a MO3ZBYHO-CHAOBO 3afongBaHe (Hanmp. XHIEPTOHMA,
XHIEPIHNHAECMHUA, 3aXapeH AHAGeT, TIOTIOHONYLUEHE).

Beuuxn necenextuein HCTIBC morar na nHxubupat TpoMOOLMTHATS arperalms U Ja yab/DKAT BPEMETO Ha
KbpBEHe Ype3 HHXHOHpaHe Ha NpocTarNaHauHoBaTa chHTe3a. ETo 3awo He ce npenopsyBa npHeM Ha
AEKCKETONPOGEeH TPOMETAMOJ1 OT MAlMEHTH, KOHTO TOJY4YABaT APYIH NeKapcTBa, TOBMABALLM XEMOCTA3ATE,
KaTo BapdapuH WK APYTH KyMapHHH WK XenapuH (BX. Touka 4.5).

ITauuenTuTe B cTapyecka BB3pacT € NO-BEPOATHO Ja CTPAJar OT HAPYUIEHa ChPACYHO-ChA0BA PyHKLMS (BXK.
Touka 4.2).

Kosrcnu peaxuuu

Muoro paako ca chofmaBaHW CEPHOZHHM KOXKHHM PEAKLMM, HAKOHW OT KOMTO (aTalHM, BKIFOYHTENHO
eKconHaTHBEH AEPMATHT, CMHAPOM Ha Stevens-Johnson M TOKCHYHA enuAepMaiHa HEKpOJW3a (BX. TOYKa
4.8), BbB Bpp3ka ¢ npueMa Ha HCTIBC. PucKkbT OT TakHBa peakUMH € Hai-BHCOK B HAYAIOTO Ha JIEYEHHETO,
KaTo peakUMHTE CE MOABABAT B [IOBEYETO CJTy4aH NMpe3 MbPRHA Mecell OT JieueHHeTo. JleyeHneTo ¢ Jlekcuuan
50 mg/2 ml uHkekuHoOHeH/ WH(Y3HOHEH Pa3TBOp TPAGBA Aa Ce MPEeyCTAHOBH NPH MBPBATA NOABA HA KOXKEH
0OpHB, JIE3HH NO JIHrAaBKLIATA HIH KAKBLBTO H Aa € APYr NPH3HAK Ha CBPBXYYBCTBHUTENHOCT.

Apyza unpopmayun

OcofeHo BHUMaHHe ¢e U3NCKBA MPH NALIHCHTH:
- C BPOIACHO HapyuleHHe B MeTabonn3Ma Ha NOpPHPHHUTE (HANp. OCTPa HHTEPMHTEHTHA MopgupHa);
- C JeXWaparaLmus;
- IHpPEKTHO CieA ronsaMa ornepaLys.

AKO JIeKyBallUs eKap NpeLeHH, Y€ € HeOGX0JHMO NPOALIDKHTENHO JIeYeHHe C AeKckeTornpodeH, Tpabpa
PEIOBHO J1a Ce npocneaseaT yepHoApoOHaTa n Gb6peyHa GYHKUMH H KPLBHATA KapTHHA.

INauneHTH ¢ acT™Ma, KOMOHHMpaHa C XPOHHYEH PHHMT, XPOHHUEH CHHY3HT W/WiM
MOBHIUEH PHCK OT aneprus KbM alleTHICAIHUMICBA KHcenuHa W/unu HCIIBC !




nonynauus. [IpuaoKEHHETO Ha TO3K JiekapcTBeH NPOAYKT MOXeE Ja npefu3BHka OpoHxocnazsM, ocoGeHo
NPH NAUMEHTH AJIEPruuHy KbM ynoTtpeba Ha aueTHncanHuunora kucenusa ki HCIIBC (Bx. Touka 4.3).

Ilo n3xkmouenue, BapHiiena MOXKE J1a JOBEAE 10 CEPUO3HO KOKHO HIH MEKOTBKAHHO KOXHO yciioxHenue. o
MOMEHTa He Moe na ce H3ktrouH, ye HCIIBC nonprHacsT 3a BAolIaBaHe Ha Te3d mupekunn. Eto 3awpo ce
npenopwysa Aa ce H3bArsa npuioxenreto Ha Jekcunan 50 mg/2 ml vHKeKUHOHEH/ HHDY3HOHEH Pa3TBOp B
¢iryyail Ha papHuena.

[lono6uo wa nmpyrn HCIIBC, peckeronpodeH Moxe [a MacKvpa CHMITOMHTE HAa HH(EKLHO3HH
sabonasauus.

Beska ammyna JiekcHHan 50 mg/2 ml nxexkunonen/ uHdy3HOHEH pa3TBop cbhabpxa 200 mg eTaHomM, KoeTo
¢ eKBHBaNeHTHO Ha 5 ml 6upa wnn 2,08 ml BuHO 32 no3a.

Bpenen e 3a Te3H, KOUTO CTPAJAT OT aJIKOXOJIH3BM.

Ha ce uma npeasun npy GpeMEHHH W KbpMELUM JKEHH, A€LA M BHCOKO-DHCKOBH PYIMH, KaTO HAMp, MPH
NaLMeHTH ¢ YepHoAPOoOHO 3ab0ABaHe WIH ENIIENCHA.

To3u nekapcTBeH NPOAYKT ChABDKA No-Manko of | mmo! Hatpwit (23 mg) Ha 034, T.€. N0 CBHILECTBO € ,,6e3
Harpui®.

Heduampuuna nonyaayun
besonacHara ynotpeba npy Jena ¥ 10HOLIH He € YCTaHOBEHa.

4.5 BiaumoaeiicTBHE ¢ IPYrH JJeKAPCTBEHH NPOAYKTH H APYTrH JOPMH HA B3aNMOAeiCTBHE
TTo npuxumn 3a HCTIBC ca xapakTepHH cae/IHHTe B3aKMOJCHCTBUA:

Kom6HHalHK, KOHTO He ce NPernopLYBaT:

- ¢ apyrn HCIIBC, BKAIOYHTENHO BHCOKH A03H cannuunati (>3 g/meH): eIHOBPEMEHHOTO
npunokeHde Ha Hakonko HCIIBC moxe na nmoBMmK pHCKa OT CTOMALIHO-YPEBHA H3BA MITH
KPbBOH3MHB IOCPEACTEOM CHHEPrHYEH eQeKT;

- ¢ anrukoarynanti - HCIIBC morat na zacunsaT edekra Ha aHTUKOAarynanTure, Karo sapdapvH (Bix.
Touka 4.4), MopaaH BHCOKATA CTEMEH Ha CBbP3BaHE ¢ [UIa3MeHHTE MPOTEMHHW Ha JIEKCKeTonpodeH,
KaKTO H NnopaaH HHXHOHpaHe Ha TpoMOOLMTHATa GYHKUHA Ha YBpe)KAaHEe Ha CTOMALIHO-YPEBHATA
JurasHua. AKo KOMOHHHpPaHOTO nedeHHe He MOXe Aa ce H30erHe, € HeoOXOOMMO CTPHKTHO
KIHHHYHO HABMIOACHHE H MPOCNeadBaHe HA KIIHHHYHHTE NAPaMETPH;

- ¢ XenmapHH — MOBHLIEH PHCK OT KbpBeHe (Mopaal WHXHOMpaHe Ha TpomGouuTHaTa GYHKUHA H
YBPEXKAAHE HA CTOMALIHO-YPEBHATA JIWTABHIA). AKO KOMOMHHUPAHOTO JICUEHHE HE MOXKE Oa Ce
u3berte, ¢ HeoOXOAHMO CTPHKTHO KJIMHHYHO HabilOAeHHE W [NIPOCIEAsBaHE HAa KJIHHHUYHHTE
NapaMeTpH;

- € KOPTHKOCTEPOMAM — HaNHLIE € NOBHLIEH PHCK OT CTOMALLHO-4PeBHA A3Ba WIH KPHBOH3HEH (BK.
TouKa 4.4);

- ¢ nurki# (onucado e ¢ Hakonko HCIIBC) - HCIIBC nosuiiaBar niasMeHHTE HHBA Ha NHTHH, KOWUTO
MOTaT JIa JOCTHIHAT TOKCHYHH CTOHHOCTH (MOHKXKaaa 6b0pedHaTa eKCKpeLps Ha JIMTHHA).
CnepnoBarenHo To3u napameTsp Tpa6Ba fa ce NpocieasaBa NP 3a1I04BaHe, a1aNTHPAHE U
NpeyCTAHOBABAHE Ha JISYEHHETO ¢ NeKCKEeTONPOdeH;

- € METOTPEKCAT, H3MON3BAH BLE BUCOKH JO3H OT 15 mg/ceaMHLia Wi NoBeye: 3acHiieHa
X€MaTOJIOrMYHA TOKCHYHOCT Ha METOTPEKCAT NOCPEICTBOM NMOHIKEHHE Ha OBOpeuHHs My KIHPBHC
OT MNPOTHBOBBANMAHTEIHH CPEJCTBA 10 MPHHLIK;

- XMJAaHTOHHH H cyNPOHAMHH- TOKCHUHHTE edeKTH Ha TE3H BELIECTBA MOTAT Aa CE 3aCHIAT.

KoM6HHaLMH, KOMTO H3HCKBAT NpenazHi MEPKH:
- ¢ avypetHuM, ACE unxubutopn, aHTHOaKTepHANHH AMWHOTIIHKOZH/IH H aHTHOT,

Ha aHTHXHIIEPTEH3WBHUTE neKapeTra. [IpH HAKOU NALIHEHTH C KOMIPOMEHT
OYHKUHA (Hanp. JEXHAPaTHPaHH MaLHeHTH WITH MalHCHTH B CTAPUECKA Bb
616peuna dyHkuHa) efHOBpeMeHHOTO npunokenne Ha ACE unxnburopu



PELENTOPHH AHTArOHKCTH, JIEKAPCTBEHH CPECTBA, KOHTO HHXHOHPAT LUMK/I0-OKCHIEHA3aTa H
aHTHOaKTepHAIHH AMMHOIIMKO3HAM MOXE Ja JoBeae A0 NMO-HATAThYHO BloLIABaHe Ha 61Opeunara
QyHKL#Ms, K0eTe 0OHKHOBEHO € 00paTUMo. B cayuaii Ha koMOHHHpaHO NpeanUCBaHe Ha
AeKCcKeTonpodeH ¥ JMYyPeTHK € BAKHO NAaUHCHTHTE na ObAAT aIeKBATHO XHAPATHPAHH, 14 Ce
HabMo1aBaT BHUMATENTHO H Ce MpeNnopbyuBa MOHHTOPHPaHe Ha Gb6peunara Gpynkums (Bx. To4Ka
4.4);

C METOTPEKCAT, H3MON3BaH B HUCKH J03M, No-Manko otl5 mg/ceaMuua: 3acunena xemarooryyHa
TOKCHYHOCT Ha METOTPEKCAT NMOCPEACTBOM NMOHHKEHHE Ha OBOPeUHHs My KIHPLHC OT
NPOTHBOBB3NAIMTENHH cpeAcTBa. HeobxoauMo e exxeceAMHYHO H3CAEABAHE HA KPbBHATA KAPTHHA
Ape3 MbPBHTE CEAMHLIK OT KOMOMHHPAHTO JICUCHHE H 10-aKTHBHO HabNIoONEHHE JOPH H IIPH HATHYHE
Ha J1eKko yBpexaaHe Ha 6b0peyHaTa (yHKLHS, KaKTO H B CTapyecka Bb3pacrt;

C NEHTOKCHHUIUH — MOBHLUEH PHUCK OT KbpBeHE. [10-aKTHBHO KIIHHMYHO MPOCNEAABAHE H M0-YECTO
H3CIeABaHE Ha BPEMETO Ha KbpBEEHE;

3M0BYJIHH - CBILECTBYBA NOBHIIEH PHCK OT XEMAaTONOrHYHA TOKCHYHOCT TOCPEACTBOM AEHCTBHE
BLPXY PETHKYIOLMTHTE C Bb3HHKBAHE HA TEXKKa aHEMHA eJHA CEIMMIIA e 3a0YBaHe Ha
aevenueTo ¢ HCTIBC. Heob6xoaKMMo e u3gbpluBaHe Ha NpOBEpKa HA MMBJTHA KPhBHA KAPTHHA €Ha 10
ABE CEAMMUM Clie] 3ano4paHe Ha nevennero ¢ HCTIBC,

cyadanunypeitan nekapersa — HCIIBC morat na 3acHiST XHIIOTTMKEMHYHUS edeKT Ha
cyndaHunypeiHUTE TeKapCTBA MOCPEACTBOM H3MECTBAHETO UM OT MECTATA 34 CEBP3BAHE C
TIA3MEHHTE MPOTEHHH.

Kom6unauuu, xonto Tpatea na ce HMaT NpeaBHA;

4.6

Geta-6nokepu — neuennero ¢ HCIIBC Moske na MOHIDKH aHTHXHNEPTEH3IUBHOTO UM AEHCTBHE 4pe3
HHXHOHpaHe Ha CHHTE3aTa Ha [POCTArNaHAMHHTE;

¢ UMKJIOCTIOPHH H TAKPOJIHMYC - BE3MOKEH € MOBHLISH PHCK OT HePOTOKCHUHOCT, MOCPEACTEOM
MEeJMHpaH OT NpocTariaHaMHHTe edekT BrpXy 6b6pennte. [To BpeMe Ha KOMOMHMPAHOTO JieveHHe
TpaORa 1a ce u3cneapa oubpeunara GyHKuus;

TPOMOONIUTHLIH — NOBHIIEH PHCK OT KbpPBeHe;

AHTHTPOMOOUMTHH JIEKAPCTBA W CENEKTHBHH HHXHOMTOPK Ha 06paTHOTO 3aXBAalllaHE HA CEPOTOHHHA
(SSRI) — mosHLIEH PUCK OT CTOMALIHO-YPEBHO KbpBeHe (BXK. To4Ka 4.4);

¢ npoGeHeuna — N1a3sMeHHTe KORLEHTPALKMH Ha IEKCKETONPOodeH MOXKeE Ja ce MOBHILAT, Nopaau
HHXHOHpaHe Ha MACTOTO Ha OBOpeyHaTa TyGONIHA CEeKpELIMA | Ha [JIIOKYPOHOBATa KOHIOMaHA H
H3HCKBIO aJIaNTHPaHE HA 103aTa Ha JeKckeTonpodeH;

cbpaeqny ranko3uam - HCIIBC morar 1a NOBHLIAT MiasMeHUTe HHBA Ha TTHKO3HNTE;

¢ mudenpucTod - HCTIBC ue Tpabea na ce npunarat 8-12 nuu cien ynorpe6a Ha MudenpucToH,
TbH KaTo HCIIBC Moxe na orcnabat edekra Ha MudenpucToH.,

¢ XHHOJIOHOBH AHTHOHOTHIH - JaHHHTE OT MPOYYBAHHI BBPXY JKHBOTHH MOKA3BAT, Y€ BUCOKH A03H
XHHOIOHH B koMOuHaima ¢ HCIIBC mMorat na noBHLIAT PHCKA OT MOABA HA KOHBYJICHH.

D®eprHAnTET, GpeMEHHOCT H KbpMeHe

Hexcunan 50 mg/2 ml umxekunonen/ MHQY3HOHEH pPasTBOP € NPOTHMBOINOKAa3aH MO BPEMEe Ha TPeTHA
TPHMECTBP Ha GPEMEHHOCTTa U 110 BpeMe Ha KbpMeHe (BX.ToukKa 4.3).

BpemeHHoCT
HuxubupaHeTo Ha CHHTE332 HAa NPOCTAMIAHAMH MOXE Ja OKake HEONMarONpHATHO BIIMAHHUE BBPXY

6peMeHHOCTTa W/Mnu eMOpPHOHANTHOTO/GEeTaNHOTO pasBuTHE Ha Muoaa. JJaHHM OT enHAEMHONOTHYHHTE
MPOYYBAHHA MOKA3BAT MOBHIIEH PHCK OT CMOHTaHeH abopT M chpaevyHH MandopMauuu cnea ynorpeba Ha
MHXHOHUTOPH Ha MPOCTAarNaHAWHOBHUA CHHTE3 B HAYaJOTO Ha OpeMeHHOCTTa. AGCOMOTHHMAT PHCK OT
ChPAEYHO-CHAOBH MandopMaLlMu ce yBennuyaea ¢ 1% no okono 1,5%. CuurTa ce, Ye PHCKLT ce YBeHYaBa C
yBE/NHYaBaHe Ha [03aTa M MPOABIDKHTETHOCTTA HA neveHHeTo. lIpHnoskeHHeTO Ha HWHXMOHTOP Ha
NpOCTarNaHAMHOBMA CHHTE3 NPH XKHBOTHH € 10KA3AN0 TOBMIICHA MpE- H NOCTHMILIaHTaLMOHHA 3ary6a u

embpuo-petanen neranuter. B JombiHehwe, NOBHIIEHZ YECTOTA HA PazIHYHHU
BKITIQUHTENIHO CBPAEYHO-CHAOBH, ca OHMM JOKAA/IBAHH [pPH >XHMBOTHH TpeTHpa
NpOCTarfaHAWHOBHA CHHTE3 110 BpeMe Ha NepHOo/a Ha OpPraHOreHe3aTa.
He3zapucumo OT TOBa, NMpPOY4BaHMATA MNPH KHUBOTHH ¢ JEKCKETONpPOdeH TpoM
PErpoIyKTHBHA TOKCHYHOCT (BXK.TOuUKa 5.3).




Ot 20-ta cenmuua Ha OpeMEHHOCTTa HaTaTbk, ynorpebara Ha mekcKeTonpodeH TPOMETAMO MOXKE [a
NpPHYHHH OTHTOXHAPAMHHOH B PE3YJITAT HA HapylleHHe Ha O6b0peuHarta pyHkuMs Ha detyca. Tosa Moxe Aa
€€ CJIy4YH CKOpO Cliell 3anouBaHe Ha Je4eHHeTo W OOMKHOBEHO € oBpaTHMO MpH mpexpaTaBaHeTo My. ITo
BpEME HA MLPBHA H BTOPHA TPHMECTBP HA OPeMEHHOCTTa, AeKcKeTonpodeH TpOMeTaMo He TpAOBa Oa ce
fipHiara, 0CBeH ako He € abcoMoTHO HeoOX0MHUMO.

Ako gexckeTonpogeH TPOMETaMOI CE H3II0/I3Ba OT JKeHa, KOATO ce ONWTBa fa 3abpemeHee, HNH npe3 TbPBHA
H BTOpHA TPHMECTbpP Ha OpeMeHHocTTa, fAo3aTa Tpsabsa Ja ce MOANLPXKA BBL3MOXKHO Hal-HHCKa, a
NPOABL/DKUTETHOCTTA Ha JIGYEHHETO BB3MOXKHO Hait-xpaTtka. Cnen ekcriozuuus Ha Jekcunan 50 mg/2 ml
MHKEKLIHOHEH/ WHQY3HOHEH Da3TBOP B MPOAL/IKEHME HA HAKOMKO AHH OT 20-Ta reCTalMOHHA CEAMHLIA
HataTeK TpsabBa na ce oOMHCIH aHTeHaTanHO NpocheqdBaHe 3a onHroxuapamuuoH. dexcunan 50 mg/2 ml
HHKEKUHOHeH/ HHdy3HOHEH pa3TBOp TpA6Ba Aa ce NpeyCTaHOBH, aKO C€ YCTAHOBU OJIMTOXHAPAMHHOH.

[To Bpeme Ha TpeTHA TPUMECTHP Ha GpPeMEHHOCTTa BCHYKH MHXHOMTOPH HAa CMHTE3aTa Ha MPOCTarfaHIUuHH
MOXe Jia H3noxar geTyca Ha:
- KapAHOIMYIIMOHAlHA& TOKCHYHOCT (C IIpexIeBpeMEeHHO 3aTBapsHe Ha  ductus arteriosus H
MyJMOH&THA XHIIEPTOHHA );
- 6nbpevHa aucdyHkumus (Bx. no-rope),

MaHKaTa H HOBOPOJEHOTO B Kpas Ha 6peMeHHOCTTA Ha!
- BB3MOXKHO YNDKABAHE HAa BPEMETO Ha KbpBEHE, aHTHarperupail edekT, KOHTO MOJKe [a ce NOoNy4d
AOPH 1 FIpH MHOTO HUCKH JO3H;
- MHXMOHpaHe Ha MaTOYHHTE KOHTPAaKLIMK, BOACIIO JO 3a0aBAHE HWIH YAB/KABAHE HA PAXAAHE.

Cneposarento Jekcunan 50 mg/2 ml umkeknnoHeH/ HH(pY3IHOHEH PAa3TBOP € NMPOTHBOMOKA3aH MO BpeMe Ha
TPETHA TPUMECTBP Ha OpemenHocTTa (BIKTe TOUkH 4.3 1 5.3).

Knpmene
He e w3BecTHO Aanu AekckeronpodeH ce u3mpuBa ¢ KbpMata. JlekcuHan 50 mg/2 ml uHxekuHoHen/

MHOY3HOHEH PazTBOP € MPOTHRONOKA3EH MO BpeMe Ha KbpMeHe (BX. Touka 4.3).

Deprenurer
Kakto u npyrure HCIIBC, ynorpebaTa Ha aekckeTonpodeH TpOMETaMoOI MOXeE 1a HapyLiu depTenurTera Ha

JKEHaTa H He Ce MpenopbyBa NpPH JKEHW, KOMTO ce onMTBaT aa 3abpeMenear. IIpH xenu, XOMTO HMaT
TPYAHOCTH NpH 3a0peMeHSABRAHE H/IH KOHTO ce M3cneasar 3a Oesmwioaue, TpabBa na ce oGMHMCIH
NpeyCTaHOBABAHE HA IEKCKETONPOdEH TpOMETaMOoN.

4.7 EdexTs BbpXy cnocodnoctTa 32 moduapane H pafora ¢ MALIAHA

Hexcunan 50 mg/2 ml nkexuroHen HHGY3MOHEH PasTBOP NMOBTHABA B MAJIKA WM YMEPEHA CTETleH
cnocobHoCTTa 3a WodHpaHe U paboTa ¢ MALUKMHH, Thid KATO MOXKE 1 JOBEME A0 3aMasHOCT H ChHJTMBOCT.

4.8 HexeJaHH JleKAPCTBEHH PEAKITHH
CrobiuasannTe HexesaHu CHOHTHA ca TOHE BEPOATHO CBBP3aHH C AEKCKETONPOdEH TPOMETAMOI B

KIHHHYHH NpOYYBaHHA, KATO B TabnuraTa no-1oay ¢a HSGPOCHH HEMXENaHH peakuHH, KOMTO ca choOIeHH
Mo BpeME Ha [IOCTMAPKETHHIOBHA NIepHOA, NOoApPeNeHH 110 CHCTEMO-0praHHa macmbnxaum H N0 4YeCTOoTA.

Cucremo-opranHi | Yeern HeuecTn Peaxn Mpnuoro

K13acoBe Mo =1/100 1o (=1/1 000 no (=1/10 000 no peAKH/H30IHpPAHH

MedDRA <1/10) <1/100) <1/1 000) choOmenus
(<1/10 000)

Hapymienung na AHeMusA Heyrponenus,

KpbLBTA H TpoMbonuToneH1s

Jamgnara

CHCTEMA

Hapymenns Ha Oroxk Ha napuHKca

HMYHHATa




CHCTEMA

BKJTIOYHTENTHO
aHAGHIAKTHYEH HIOK

Hapymenuns HA Xunepriuxkemus,
MeTaGonzMa XHUITOrMHKEMHHA,
XpaHeHeTo XHICPTPHIITHLEPHI
€MHS, aHOpEKCHS
Ilcaxnuns beacbuue
HAPYIIEHHS
Hapymenns Ha I'maBobonue, TlapacTe3nuy,
HepBHATA 3aMagsHOCT, CHHKOMN
CHCTEMa CBHIIHBOCT
Hapymenus Ha 3ambraeHo
OYHTE BMZKJaHE
Hapymenus Ha TuuuT
YXOTO H
JabHpHHTA
Cnpnoeunn Excrpacueronn,
HAPYIIECHHS TaxHKapaHs
Cnaosn XHMOTOHHA, XuneproHus,
HADYIICHHS ropeily BbJIHH | NOBBPXHOCTEH
Tpombodnebur

Pecnnparophmu, BpaaunHes bBponxocnazem,
rPBLAHH H JAHCITHEA
MEAHACTHHAJIHH
HAPYIIEHHS
CtomamHo- lanene wunu | Kopemna 6onka, | IlenTuuna a3ea, [TankpeaTut
YypeBHH NOBpbllaHe IHapus, KPBBOH3JIMB OT
HApYLIeHMS JHCTIETICHS, NENTHYHA A3Ba MUNK

KOHCTHNALMKA, nepdopauus Ha

XeMaTeMesa, MIENTHYHA A3Ba (BXK.

cyxa ycrara Touka 4.4)
Xenato- XenarHr, XenaTouenynapHu
Guanapnn HBITEHHLA HapyLLIeHUs
HApPYLIEHHS
Hapymenuns na HepMmatur, VpuKapusd, aKHe Cunapom Ha Stevens-
KOXKaTa H chbpbex, KoxeH Johnson,
NOAKOXKHATA obpHE, TOKCHYHA
ThKan MOBHILLEHO enHaAcpManHa

HINOTABAHE HEKPOJH3a (CHHAPOM

Ha Jlaiien),
aHruoenem, dauuaneH
OTOK, peaKkLuH Ha

$OTOUYBCTBHTETHOCT

HapymeHnHns Ha MycKynHa
MYCKYJIHO- CKOBaHOCT, CTaBHA
CKeJIeTHaATA CKOBaHOCT,
cHCTeMa H MYCKYJTHH KpaMIy,
CheJHHHTETHATA Bonku B repda
THKAH
Hapymenns na Octpa 6u6peuna Hedput nin
OnOpentHTEe B HeAOCTATHYHOCT, HehpoTHHEH CHHIPOM
NHKOIHHTE nonHypus, 60nka B
TLTHINA 6u6penmte,

KETOHYPHS,

OPOTEHHYPHS
Hapymenns na Menctpyanin
BL3NPOHIBOIH- HApYIIEHHs,

N

Byt M"j':.-




TeJIHATA CHCTEMA 3acAraHe Ha
H rbpaaTa npocrarara
O6mn Bonka B Bucoka Brpucane,
HapyIIeHUus MACTOTO Ha TeMnepaTypa, nepudepeH oTok
H eexTH HA HIDKeKTHpaHe, | obwa cnabocr,
MHCTOTO Ha PEaKLMH Ha Oonka, cTyaeHH
NpPRIOKEHHE MSACTOTO Ha TPBIKH
HHXEKTHpaHe,
BKJL.
Bb3NANEHHE,
NOCHHSABaHe
HIH
KPbBOH3/HB
Hicneasanus OTKnoHEeHHE B
4yepHOApoOHHTE
dyHKUHOHANHH
npobu

Cromamino-upeBHH: Hai-yectuTe HaONIOJaBaHH HEXENAHW PEaKIHH ca CTOMAWIHO-uYpeBHU. Moxe na ce
Hab/0AaBaT NeNTHYHa A3Ba, Nepopalra WIH CTOMALIHO-YPEBEH KPbBOH3IIHB, MOHAKOra (GaTaiHH,

ocobeHo B cTapyecka BbapacT (BHXK TOUKa 4.4).

Cnea npunoxeHHe ca cpoOIABAHHA TajicHe, NIOBPBLUAHE, THAPHA, QNATYICHLMA, KOHCTHNALMS, AMCNIENCHS,
xopeMHa HoJiKa, MesleHa, XeMaTeMesa, YILepo3eH CTOMAaTHT, obocTpaHe Ha KonuT U Honect Ha KpoH (BHK
Touku 4.3 u 4.4). Tlo-paako ¢ HabmonaBaH racTput. Mma cbobuienus 3a OTOUM, XHIIEPTOHMS H ChpJeYHa
HEAOCTaTbYHOCT, KOWTO ca CBbp3aHH c ynoTpebara va HCIIBC.

Kakro v npu apyru HCTIBC, MoraT aa ce nosBAT H CJEIHHTE HEKEAHH JICKAPCTBEHH PeakLInu:

- AcenTHyeH MeHMHTHT (0ocoGeHO MpH MAlLMEeHTH CbC CBIUECTBYBALUM ABTOWUMYHHH 3a00NABaHHA KaTo
CHCTEMEH JIYITyC €PHTEMATO3YC H CMECEHO 3a6oNABaHe HAa CheAMHHUTENTHATA THKAH);

- XeMaToNoTHYHH peakUdH — NYpIypa, allacTHYHA U XCMOJHTHYHA AHEMHA, PAIKO ArPaHy/I0LUMTO3d KITH
KOCTHO-MO2bYHAa XHNOILIA3HA,

- Byno3nn peakusm, BKIOUMTENHO CHHAPOM Ha Stevens-Johnson M TOKCHuYHA enMIepMaliHa HEKpOIH3a
{MHOTO pAOKO).

KnHHHYHH npoyyBaHHA ¥ eMHASMHONOTHYHH /IAHHH TIOKA3BaT, ue ynoTpebara Ha wakon HCIIBC, ocobeno
BbB BMCOKH A03d H MPH MPOAB/DKMTENHO NPHIOKEHHE, MOMKE J1a € CBBbP3aHa C JIGKO NOBHLIEH PHUCK OT
apTepHATHH TPOMOOTHYHH CHOHTHA (HanpHMep MHOKapAeH HHGAPKT UK HHCYNT) (BXK. Touka 4.4).

Cboﬁganaﬂe Ha NOAO3ZHPAHH HEKETaHH PECAKLIHH
CrobiaBaHeTo Ha [NOAC3HPAHH HEXKEMTAaHU peaKLHH Clie] pa3spellaBaHe 3a yn0Tpe6a Ha JICKapCTBCHHUA

NpoAYKT € BaxkHO. ToBa NO3BONSBA Ja NPOIBJIKY HabMIOAEHHETO HA CLOTHOIIEHHETO NMON32/PHCK 34
JIeKapCTBEHHA NMPOAYKT. OT MEOULMHCKHTE CNICLIMATTHCTH Ce H3HCKBa N3 ChOOIUABAT BCAKA NOJO3HpaHa
HeXKeNaHa Peakia ype3 HaLMOHANHA CHCTeMa 32 chobLIaBaHe:

H3mbiHMTENHA areHuus no leKapeTeara
yn. ,,Jlaman ['pyes” Ne 8

1303 Codun

Ten.: +359 2 8903417

yebcaHT: www.bda.bg

4.9 Ilpenosmpane

CuMnToMuTe NpH npenosMpaHe He ca u3BecTHW. [lomoOHu JiekapcTBeHH Npon
CTOMalIHO-4YpeBHH (NOBpbllaHe, HezaneTUTHE, KopeMHa GONKa) U HEBPOJIOTHY
Je3opHeHTauus, rnapofoaue) HapyleHKs.



B cnyuali Ha HelpeayMHUUIEHO NpeAO3HpaHe WM NMPWIOKEHHE Ha MO-BMCOKA [03a ¢€ Hajlara HezabaBHO
CHMNTOMATHYHO JIEYE€HHE B 3aBUCHMOCT OT KJTHHHYHOTO ChCTOAHHE Ha MalHEeHTA.
Hekckeronpoden TpoMeTaMo MOXKe [Ja ce eTAMHHA C JHATH3aA.

5. ®APMAKOJIOTMYHY CBOMCTBA
5.1 PapmakoaHHAMHYHH CBoHcTBa

(apmakoTepaneBTHYEH Kac: TPOMMOHOBA KMCEITHHA H TIPOHBBOIHH

ATC kon: MOLAEL7

JexckeronpodeH TpomeTaman e TpOMETaMHHOBA cait Ha S+(+)-2-(3-benzoylphenyl)propionic acid- nekapcrsen npoayxr
€ aHANTETHYHH, NPOTHBOBB3MNATHTETHH H AHTHITHPETHYHH CBOHCTBA, KOETO NMPHHALIEKH KbM HECTEPOHIHHUTE
ApOTUBOBE3NATHTENHH cpeicTa (MO1AE).

MexanuzsM Ha neficTeie

MexamMBT Ha neHcTBHE HA HECTEPOHIHITE ITPOTHBOBB3NANMTENHH CPECTBA Ce CRbP3Ba ¢ HAMANIEHHE Ha
MPOCTAINIAHAMHOBHS CHHTE3 Ype3 HHXHOHpaHe Ha LMKIoOKcHreHazaTa. [10-TOYHO ce H3BBPILBA HHXHOHpaHe Ha
MPEeBPBLLIAHETO HA APAXHIOHOBATA KHCE/IMHA B LIMKIIHYHH eHaonepokcHaasi, PeG: n PgH; xouro obpazyear PGEI,
PGE2, PGF2au1 PGD2 u cbino npocratmiiii PG12 v tpomGokcatH (TA2 1 TxB2). OcseH TOBA, MHXHOHPAaHETO Ha
NpOCTaITIAHAHHOBATA CHHTE3A MOXKE 13 MOB/MAE M HA IPYTH MEITHATOPH HA BL3MANICHHETO, KATO KUHMHATE. TOBA € envH
MIIEHTHUEH epeKT, KOIMTO NOIMHIBA AMPEKTHOTO AekicTBure.

DapMakoIHHAMHYHH edeKTHa
B npoyuBaHKATa NMPH XHBOTHH U XOpa € A0KA3aHO, ue feKckeTonpodeH HHxMGHpa akmuHocTTa Ha COX-1 1 COX-2.

Knuxnuna edukachoct u 6ezomacHoct

KOTHHIYHH (IPOYYBAHMS BEPXY Pa¥THYHH GQIKOBH MOJIENH JEMOHCTPHPAT epeKTHBHA AHATTETHYHA AKTHEHOCT Ha
JexckeTonpodeH TpomMeTamon. B HAKOH NMpoyYBAHKA HAYANOTO HA AHANMETHYHOTO ACHCTBHE Ce NMpoABsBa A0 30 MMHYTH
el MPUICXKEHHETO, KATO B pPAMKHTE HA IThPBHTE 45 MHHYTH C& JOCTHIa MAKCHMANIEH aHAIITETHUEH e(eKT.

[ IpoaLDKHTENHOCTTA Ha AHATTETHUHHS oeKT NpH nprioxkerte Ha 50 mg aexckeronpoder oGHKHOBEHO € 8 Yaca.

AHanreTH4HMAT eeKT Ha JEKCKETONMpOGheH TPOMETAMOJ, MPAICoKEH HHTPaMYCKYJIHO HJIM MHTPABEHO3HO NPY YMEpeHa
10 cwiHa 607K, € I0KA3aH B HAKOM NPOY4BaHHs — XUPYPTHYHH GQIKOBM MOZETH {OPTONEIMYHH, THHEKOIOMHUHH
/KOpeMHH XHPYPIrHHHH ONEPALIH), KAKTO H IPH MYCKYJTHO-CKeNeTHa Garka (Moziernu nipu octpa 6onka B Kpbora) |
60peuna Konuka.

KIOTHHHYUHM NpOyuBaHUs 34 JISUEHHWE Ha NIOCTONEpaTHBHA Goka IEMOHCTPHPAT, Ye KOMOHHHPAHOTO MPIIONEHHE HA
Hexcunan 50 mg/2 ml HHKeKIMOHEH Pa3TBOP H OTTHOHWIH CHIHH(HKAHTHO HAMANARA JO3ATA HA OMHOMAA. B NpoyusaHms
MPH NoCToNEpaTyBHa HaUTia NaLMeHTHTe MoAy4BaT MOpgMH Ypes anaparT 3a KOHTPOIMPAHA OT NAIMEHTA AHAINe3HS.
TNaupeHTHTE NIEKYBAHH C IEKCKETONPOPEH C€ HYHIAAT OT 3HAUMTENHO [I0-MAIKO MOpGHH (Meskay ¢ 30-45% no-Maitko),
B CPAaBHEHHE C NALMEHTHTE OT ru1ale0o-rpynara.

52 PapMaKoKHHETHIHH CBOiCTBA
Abcopbums

Ipy HHTPaMyCKyTHO NMPHIOKEHHE Ha JEKCKETONpodeH TpoMeTaMon Mpi Xopa, Cma ce nocTura Ha 20-rata MUHy'Ta (oT
15 10 45 MuHyTH). 3a €IHOKpaTHH A03H oT 25 mg 1o 50 mg, noiwra noa kpusara ( AUC) e nponopuMoHanHa Ha
MPWICHEHATA 1032 KAKTO IPH HHTPAMYCKYJTHO, TAKA W MPH HHTPABEHO3HO NMPHIOHKEHHE,

Pasnpenenenye
BpemeTo Ha nanypasnpenenchue e cpeno 0,35 yaca, a BpeMeTo Ha Nomy#uBoT € cpeHo 1-2,7 vaca.
JIeKapCTBa C BUCOKA CTETEH Ha CBBP3BAHE C IUIa3MEHHTE NporenHH (99 %), 0beMbT Ha paznpen
0,25 kg

[Ipu dapMaKoKMHETHIHH NPOYUBAHMA ¢ MHOMOKPATHO NMPIICKEHHE HE Ca HabmonaBaHK
MOTYHEHH ClIEJL. HHTPaMYCKYJIHO W WHTPABEHO3HO IPHIIOKEHHE W TE3H, NOVTYUeHH Cle M
1038, KOETO MOKA3Ba, Y€ He HACTHIIBA KyMyJHpaHe Ha JIEKapCTBOTO.




Buotpancdopmalig ¥ eIMMHHHpaHe

Cren MpHIOKEHHETO Ha JeKCKeTonpodeH TPOMETaMOJl, B YPHHATA CE OTENsA camo SH{+)-eHaHTHOMEPET, KOETO
JEMOHCTPHPA, e NMPH XOpa Hima KoHsepeua B R-(-)-eHaHmiomep.

OCHOBHHAT ITET HA EJTMMHHHPAHE HA IGKCKETONPOQEH € NOCPEICTEOM ITHOKYPYHOBA KOHIOTALIMA, NOC/1eABaHa OT
HTLUBaHe npe3 ObGpelTe.

[laumeHTV B cTapuecka BE3pacT

Tpu 3npaBu xOpa B cTapyecka BB3PacT (65 NOAHHH H NO-BE3PAcTHH), EKCTIO3KLIMATA HA JIEKAPCTBOTO € 3HAMHTEJTHO 1o~
BHCOKA, B CPABHEHHE C MITATH J0OPOBOILIM, CNE/ €IHOKPATHO M MHOTOKPATHO NEPOPATHO NprioaeHHe (10 55 %),
JIOKATO B MAKCHMATHHTE TUTA3MEHH KOHLICHTPALWH H BPEMETO 34 JIOCTHTAHETO MM, JIHTICBAT CTATHCTHYECKH 3HAYHMH
pavikH. CpeIHOTO BpeMe HA MOYKHUBOT C€ YIWDKABA CIIE/ SIHOKDATHO H MHONOKpaTHO npruicskeHue (10 48 %) u
ODLMAT KITHPBHC HAMAIARA.

53 TIpeIIHHHYER JAHHH 32 0e30IMACHOCT

ITpeaKnMHUYHKTE JAHHH HE TIOKa3BaT CIELUM(HYEH PUCK 3a XOpa, KATO C& OCHOBABAT H KOHBEHLIMOHA/IHH H3C/IEBAHHS
3a 6€30NaCHOCT, TOKCHUHOCT TIPH MHONOKPATHO NPUICHEHHE, NeHOTOKCHUYHOCT, PENPOAYKTHBHA TOKCHUHOCT M H
uMyHoapMakanorus. [TposeaeHHTe BLPXY MHLLIKM H MaliMyHH M3CITIEABaHKA 32 XPOHHUYHA TOKCHYHOCT ¢2 NMOKazali
HHMBO Ha Jurica Ha HesxenanH edexms (NOAEL, No Observed Adverse Effect Level ) npu 3 mg/kg/neH. OctoBHure
HEXENAHH PeaKUMH, Hab/TIoNABAHY TIPH BUCOKH J03H €4 CTOMALLIHO-UPEBHH €PO3HH M S3BH, KOMTO C€ Pa3BHBAT B
3aBUCHMOCT OT J03aTa.

6. ®APMAIEBTHYHU JAHHHU

6.1 Chnucbk HA IOMOIHATE BEIMECTBA

Etanon (96 npoleHTeH)
Harpuee xnopun
Harpues xuapokcun
Bopa 3a umxeKkumMH

6.2 HecnBMecTHMOCTH

Hexcunan 50 mg/2 ml nmxexuuoHen/ uHPY3HOHEH pa3TBop He TpAOBA Ja ce cMecBa B Maabk obeM (Hanp. B
CMPHHUOBKA) ¢ PA3TBOPH HA AOIIAMMH, IPOMETA3HH, ICHTA30UMH, NETHAWH HITH XMAPOKCH3HH, Thil KATO TOBA
MOXKE Ja A0Befe N0 NPELHNHTALMS HA pa3TBopa.

PaspenennTe HH(Y3IHOHHN pa3TBOPH CE MIPHTOTBAT, KAaKTO € OMMCaHO B TOuKa 6.6, W He TpaOBa na ce cMecBaT
C NPOMETa3HH WiIH MeHTa30LHH.

To3u nekapcTsen npoayxT He TpAGBa [a ¢e CMECRA ¢ JAPYTH JIEKAPCTBA, OCBEH C TE3H, CIIOMEHATH B TOYKa

6.6.

6.3 Cpoxk Ha rogHoct

3 rOOMHH.

Cnen pa3pexJaHe, B CbOTBETCTBHE C HHCTPYKLIMUTE B TOUKA 6.6, pa3pefileHUAT PasTBOp € MoKasan
XMMHYECKa cTaOMIHOCT B Npoab/keHrHe Ha 24 yaca, npH TeMnepatypa nof 25 °C W 3a1HTeH OT eCTECTBEHA
JHEBHA CBET/IMHA.

Ot MHKpOGHONOTHYHA rIeHa TOHKA, 1eKapCTROTO TPAOGBA Aa Ce MPHIMKH BEAHAra. AKO He C€ NPHIIOKH
BEJIHATA, TO YCIOBHATA M BPEMETO 33 CLXPAHEHHE NPENH NPHIOKEHHETO ca 3aAb/bKeHHe Ha noTpeGuTeNs U
o6HKHOBEHO He TpaGBa Aa ce ChXpaHABa 3a MOBeYe OT 24 yaca npu Temneparypa ot 2-8 °C aKo




6.4 CrHeuHaJnH YC10BHS HA ChXpaHeHHe

AMIynHTe Aa ce ChXpaHABAT B KAPTOHEHATa KYTHA, 3a a Ce NPeANa3Bar oT CBeTIHHA.
Jla ce chXpaHABa Ha MACTO, HEAOCTBITHO 32 Aigla.

Ja ce cpxpaHaBa B OpHIHHAIHATA ONAKOBKA.

Ha ce cexpansea nog 25 °C.

6.5 BujaH chIbPKAHHE HA ONAKOBKATA

Amnyna ot kagaBo cThK0 THE |, ChABLPKalla 2 ml MHXKXEKIIHOHEH PasTBOp.
OnakoBKa cbAbpKaLla 6 aMITyIH.

6.6 CuoenHanuu npeANasHA MEPKH IPH HIXBbPJAHE H paboTa

JHexcunan 50 mg/2 ml HroxeKIHOHEH/ HHY3HOHEH Pa3TBOP € MoKa3an CbBMECTHMOCT NPH CMECBAHE B
Manku o6eMH (Hanp. B CTIPUHLOBKA) C MEKEKLHOHHH Pa3TBOPH Ha XETapHH, TMAOKAaHH, MOp(HH 1
Teo(QUIHH.

3a MpHIIOKEHHE MO HOPMATA HAa HHTPaBEHO3HA HH(Y3HA, CIBPKAHHETO Ha efHa amimyna (2 ml) or
Jlexcunan 50 mg/2 ml umkeKkunoner/ nady3noneH pasteop TpsGea aa ce paspenu B obem ot 3¢ no 100 ml
HOpMAJeH (P3HOJIOTHYEH PA3TBOP, PAITBOD HA MIIOKO3a WM pasTeop Ha PuHrepos nakrat. PasteopsT
Tps6Ba 1a ce pa3pefii aceNTHYHO M A ce Ma3H OT €CTeCTBEeHa JHeBHA CBeTNHHA. PaspeileHHAT pasTsop ¢
npo3payHa TeYHOCT.

Jekcuuan 50 mg/2 ml nrskexuMonen/ MHQy3noHed pasteop paspeneH B obem 100 ml HopmaneH
(H3HONOrHYEH Pa3TBOP WM Pa3TBOP HA IINIOKO34 € MOKa3al ChBMECTHMOCT ChC CITeIHHTE JICKApCTBEHH
TPOIYKTH:I0NAMHH, XeNapHH, XHAPOKCH3HH, JIHAOKaHH, MOPPHH, IETHAHH H TeOPuIHH.

He ce nabmoaapa aGcopOiimsa Ha IEKApCTBEHOTO BELIECTEO MPH ChXPAHEHHETO MY B MUTACTMACOBH CaK4eTa
WM NpHCIOcoBNEHUA 32 NPIUIOKEHHE, H3TOTBEHH OT eTwIBMHKNaueTap (EVA), nenynoseH NpornHoHaT (CP),
nonreThneH ¢ Hucka nsTHOcT (LDPE) 1 nonuesHunxnopua (PVC).

Jexcuuan 50 mg/2 ml umiekuuoner/ undy3uoHeH pasTBOp € NpeaHa3HaueH 33 eJHOKpaTHa ynorpeba u
BCAKO HEH3MON3BAHO KOJIHYECTBO TpAOBA Aa ce YHHIIOkH. [Ipeau npumoxeHneTo, pastbopa TpAOEa Aa ce
NpoBepH BUIYANHO Jaiu e GHCTBP W NPO3payeH M He TPAOBa 1a Ce H3MOM3Ba, aKo ce 3afeNiexH Hello
ocobeHo.

7. NPHUTEXATEJ HA PA3PEINEHHETO 3A YIIOTPEBA
HOBEJ ®APMA EOO/

6yn. “bunrapua” Ne 109

Codua 1404, bonrapus

8. HOMEP HA PA3PEONIEHUETO 3A YIIOTPEBA

PervcTpaumoned Ne: 20210135

9. JIATA HA IIBPBO PA3ZPEIMIABAHE/MTIOJHOBABAHE HA PAPERIEHMETO 3A
YIIOTPEBA

Jata Ha mbpBo paspeitasade: 31.05.2021
Jata Ha nocneaHo NOAHOBSABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

03.2026r.




