KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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2. KAYECTBEH Ml KOJMYECTBEH CBCTAB (000t y

Bcska Tabnerka cpabppka 36,90 mg nexckeronpoden Tpomeramon (dexketoprofen trometamol),
eKBHMBAJICHTEH Ha 25 mg nexckeronpoden (dexketoprofen).

3. JEKAPCTBEHA ®OPMA

dunmupana TabieTka.
bemm 1BOIHO M3MBKHATH KPBITIH TAaOJETKH C ICJIUTENHA YepTa OT ABETE CTPAHH.

TaGneTkara Moxke a 6'b/ie pa3/jeneHa Ha iBe PABHH JO3H.

4. KJIHHWYHHU JAHHHA
4.1 TepaneBrHuHM NOKAIAHAA

CuMIToMaTHYHO JIEYeHHE Ha JieKa 10 yMepeHa 60Jka, HAlp. B MyCKYJIHO-CKEJIETHATA CHCTEMA, TIPH
JucMeHopes U 366000m.

4.2 Jl03HpPOEKA M HAYHMH HA NPUJIOKEHHE

ﬂosnpomca

Bwspacmnu

B 3aBHCHMOCT OT BHJIa U TeXeCTTa Ha Gonkarta, penopsunTenHara a03a ¢ 12,5 mg Ha unrepBanu 4-6 yaca
WM 25 mg Ha BcekH 8 uaca. Obmara nHeBHA 103a He TpAOBa Ja HaABUILABa 75 mg.

Hexenanure peakiyy Morat Aa 6B4aT CBEICHH JO MHHHMYM KaTO 3@ KOHTPOJIMpAaHe HAa CHMIITOMHUTE CE
H3I10/13Ba Hal-HUCKaTa e()eKTHBHA J03a 33 Hal-KpaThK HEPUOA OT BpeMe (BXk. Touka 4.4).

HJexcunan 25 mg He e NpeHa3HAYeH 3a MPOIBIDKUTENHA YIoTpeOa U JIeueHHeTo TpaOBa 1a Ce OrpaHuH B
CUMITOMATUYHHA NIEPHO/I.

Heduampuuna nonynayus
Jexcunan 25 mg He € npoydeH NpH Aelia ¥ FOHOIIH.

Jexcunan 25 mg He TpabBa a ce M3NOA3BA PU ACSLA H IOHOIIH.

CrelHAJTHH IOy IALHHU

Cmapuecka sb3pacm

ITpu naipenTy B crapuecka BB3PacT ce MPernopb4Ba JeUeHHETO /a 3aM0UHe ¢ MO-HICKA /1032 B
oIpeeIeHUTe TPAHUIT Ha Jo3HpoBKara (o0ma geHeBHa qo3a S0 mg ).

Jo3ara moxe fa ObJle yBeM4€eHa 10 NPENOPHUNTETHATA 32 001IaTa MOIyJalis CaMo ClIefl YCTAaHOBABaHe Ha
I06pa MOHOCHMOCT.

Hapvwena yepnoopobna gpynxyus
IManmenTy ¢ JIeKo 0 yMEpPEHO HapylleHa YepHoApoOHa QyHKIMA TpsOBa fia 3
HaMaJleHu 1034 (obla feHeBHa 1032 50 mg ) u a ce mpociiesIBaT BHUMATE
Jexcunan 25 mg He TpaOBa [la ce H3M0JI3Ba IPH NAIIHEHTH C TEXKO HapyIIes




Hapywena 6v6peuna gyuxyus

Ipu naupenTy ¢ 1eko 10 yMepeHo HapymeHa 6B6pevna (yHKIMs (KpeaTHHHHOB KIHpBHC 60-89 ml/min),
ITbPBOHAYANIHATA JI03a TpsA6Ba Aa ce HamMaH 10 50 mg obIa feHerHa 103a (Bk. TOUKA 4.4). Nexcunan 25
mg He TPAOBa ja Ce H3MON3BA IPH MALHEHTH C YMEPEHO JI0 TeXKO HapyieHa 650peuna yHKIms
(kpeaTHHHHOB KIHpPBHC <59 ml/min) (Bx. Touxa 4.3).

Haunn Ha npunoxenne

Iepopanto npunoxenue.

Tabnerkure Tpa6Ba Na ce NpHEMAT ¢ TOCTATEYHO KOTHYECTBO TEIHOCT,

EnnospemennoTo npuioxenue ¢ XpaHa 3a6aBs1 CKOPOCTTa Ha aGCOOPLMA U 3aTOBA B CiTy4ail Ha
ocTpa GorlKa ce IpenopbyBa ia ce priara mode 30 MHHYTH NIpEIH XpaHeHe.

4.3 TIporuBomoKa3aHuu

CBpPBXUYBCTBUTETHOCT KBM aKTHBHOTO BCINECTBO, KbM Hskoe npyro HCIIBC iy kbM HAKOE OT
IIOMOIHUTE BEHIECTBA, M30pOEHH B Touka 6.1,

Hexcunan 25 mg ne Tpa6Ba na ce TpHIIara npw:

- TANHCHTH C aHAMHE3a 3a DPEeaklMH Ha CBPBXUYBCTBHTENHOCT (Hamp. acMaTHYHM OPHUCTHIH,
OpOHXOCIIa3BM, OCTBLD PHHHT, Ha3aiHA TNIOJUII032, YPTHKAPHS WM aHTHOHEBPOTHYEH €leM) KaTo
OTTOBOp Ha JICYCHHE C BEINECTBA C MONOOHO AEHCTBMA (alleTHICATMIMIOBA KUCETHHA WIH JpyTH
HCIIBC);

- H3BECTHH (OTOAIEPTHYHU UMH (BOTOTOKCHYHH peaxkuyi Mo Bpeme Ha JieueHHe ¢ keronpodeH win
¢bubpary;

- TIALHCHTH € aHaMHe3a 32 CTOMAILHO-YPEBEH KPHBOM3IIHNE WM nepdopanus, CBBP3aHH ¢ MPEIXOAHO
Jneyenene ¢ HCIIBC;

- TIaUuMeHTH C aKTHBHA NENTHYHA A3BA/CTOMAIIHO-YPEBEH KPHBOM3IMB MM aHAMHE3A 33 CTOMAIIHO-
PEBCH KPBbBOM3JIMB, YIILEpalis Win nephoparus;

- TIAWeHTH ¢ XPOHUYHA AUCHETILIVS;

- HAlWCHTH C APYT aKTHBCH KPbBOM3IIUB MM HAPYIICHHs, CBBP3aHH C KbPBEHE;

- TamueHTH ¢ Gomect Ha Crohn wiu yJiieposeH KOMuT;

- TaUMEeHTH C TeXKa ChPAEYHA HEAOCTATHYHOCT;

- TIAIMEHTH C yMEPEHO N0 TeXKO HapymeHna 6b6peuna GyHkims (KpeaTHHHHOB KIHpBHC <59 ml/min);

- TalWCHTH C TeXKO HapylieHa YepHoApobHa ¢ywkums ( Child-Pugh score 10-15);

- TanWeHTH ¢ XeMOparu4Ha quaresa U Py KOarylauHOHHH HaPYIICHHS,

- TIAIHMCHTH C T&XKa NEeXHIPATalud (B Pe3yNTaT Ha OBPBLIAHE, TUAPHS HIA HENOCTAThUCH IpHeM Ha

TEYHOCTH);
NocneHUsA TPHMECTEP OT GPEMEHHOCTTA U 10 BpeMe Ha KbpMeHe (BXK. TOUKa 4.6).

44  Coenmajiau mpexynpeKIeHHs H NpeanazHm MEpKH IIpH ynorpeda
IIpyu naupenTH ¢ aHaMHe3a 3a aNeprudHE CHCTOSHHS Hexcunan 25 mg tpsaGBa na ce punara ¢ BHHMaHHe.

HMsnonseanero Ha Jlekcunan 25 mg eanospemeHHo ¢ apyru HCIBC, BrmounTento cenexTHBHR
MHXHOHTOPH Ha IIMKJIOOKCHIeHasa -2, Tps6Ba na ce u3bsarea (BX. TOuKa 4.5).

Hesxenanure nekapcTBenn peakimm Moxe ma GBaar CBENIEHH 10 MHMHHMYM KaTO 3a KOHTPOJIHMpaHE Ha
CHMITOMHTE CE NIPHCMa Hal-HUCKATa e(HKacHa 1033 32 BE3MOXKHO Hali-KpaThk IIEpHOA OT BpeMe (BK. TOUKa
4.2 n Cromamso-upeBHn 1 ChpIeHHO-CHIOBH pHCKOBE).

Cmomawno-upesno xwpeene, yauepayus unu nephopanua

KpbBOM3/MB OT CTOMAWIHO-UpeBHIS TPaKkT, 382 WK nepgopauns ca JoKIagBaHH
Beruky HCIIBC 3a nenus nepron Ha nevenuero. Tesn HexenaHu peakiuu mMorar,
HAJIMIHCTO W/IH OTCHCTBHETO Ha NIPEAyIPEAUTETHH CUMITTOMH KM aHAMHE3a 34
YPEBHU CHOUTHS,



Ilpy mosBa Ha KPBBOMANIMB OT CTOMAIIHO-YPEBHHSA TPaKT WM H3Ba, TNpPH TAIKEeHTH pHEeMAllH
AEKCKETONpPOdeH, JIeueHHeTo TpsaGBa fa 6511e NpeyCcTaAHOBEHO.

PHCKBT OT CTOMAIIHO-UPEBHM KPBBOM3IIHEBH, 3B WM TIepQOpalys ce TIOBHMINaBa ¢ yBEJIMYaBaHe JO3KTE Ha
HCTIBC npu naumenTa ¢ anamMHesa 3a 51383, 0COGEHO ¢ YCJIOXKHEHMsI OT KPBBOH3I/IAB WM niepdopanus (Bxk.
TO4Ka 4.3) ¥ IIpH NAIUEHTH B CTapyecka BE3pacT. TakuBa MaupeHTH TpAOBa 12 3aMov4BaT JICYSHUETO ¢ Haii-
HucKaTa nosa. IIpH naumeHTH B cTapyecka BB3pacT ce HaGONaBa MOBHMIIEHA YECTOTA HA HEKCIAHHTE
peakun kbM HCIIBC, ocobeno kbpseHe u meppopanus Ha CTOMANIHO-YPEBHUA TPAKT, KOMUTO MOXKE Ja
OBnar ¢ ¢araneH xpail (Bx. Touka 4.2). Tesn mauueHTH TpsOBa Ja 3aMOYHAT JICYCHHETO ¢ BH3MOXKHO Hali-
HHCKarTa 7103a.

Kaxro mpr Bcwuku HCIIBC, Tpsa6Ba BHUMaTenHO na ce TBPCH aHaMHe3a 3a €30()arut, racTpuT W/WiId
[ICHTHYHA 1384, € e TAXHOTO MBHJIHO H3/ICKYBaHe MPE/H 3aIl0YBaHe Ha JISYeHHe C eKCKETONPOdEH.

IlatpenT CHC CHMIITOMM 32 CTOMAIIHO-YPeBHO 3aboNfBaHe MM C aHAMHE3a 3a TaKkoBa, TpAOBa Jia ce
Ha0IOAaBAaT 32 XPaHOCMINIATENIHH HAPYIIEHHH, 0cOGEHO 3a CTOMAIHO-YPEBHO KBPBEHE.

HCIIBC 1ps6Ba n1a ce npuaaraT BHHMATEIHO NPH MAalKeHTH C aHaMHEe3a 32 CTOMAIIHO-YPeBHO 3a00JIABaHe
(ymueposen xonur, Gonect Ha KpoH), Thil KaTo TAXHOTO CHCTOSHHE MOKE Ja ce obocTpH (Bk.TouKa 4.8).
IIpy Te3n naupenTH, KAKTO ¥ NPH MALMEHTH, TIPH KOMTO TPsIGBa €IHOBPEMEHHO J1a Ce [IPHIAraT HHCKM JI03H
aCIUpHH HWITH IPYTH NEKapCTBa, KOMTO MOTaT [a YBENMYAT CTOMAIIHO-UYPEBHHS PHCK, TPAGBa a ce obMucIH
KOMOMHHpPAHO J€UeHHe C NMPOTEKTMBHH areHTH (HAID. Ma3onpocToN HJIHM HHXMOWTOPH Ha NPOTOHHATA
nomma) (Bx.Touka 4.5).

IIpenioppuBa ce BHUMAaHHe NPH TALMEHTH NPHEMALIH €AHOBPEMEHHO JIeKapCTBa, KOMTO MOTaT 2 IIOBHIUAT
PHCKa OT yJIlepals MK KbPBEHE, KaTo NEPOPATHE KOPTHKOCTEPOH/IH, aHTHKOATYJIaHTH (HAnp. BaphapuH,
CENEKTUBHH MHXHOUTOPH Ha OGpaTHOTO 3aXBamaHe HA CEpPOTOHHHA WIIH AHTHTPOMOOTHYHH JIEKAPCTBEHH
NPOAYKTH, KaTo alleTHICAMUMIOBA KHCEINHA) (BXK.TOUKa 4.5).

Egexmu ¢vpxy 6vopeunama ynxuyun

Ilpu nampenTy ¢ HapyeHa 6x6peuna GYHKUMA Ce H3KCKBA NOBUIICHO BHUMAHUE. IIpu Te3u marmeHTH
npuwioxenrneTo Ha HCTIBC moxe na AoBeze [0 BIOIIABAHE Ha On6peuHaTa yHKuUMA, 3aphkaHe HA
TEYHOCTH U OTOLUH. BHMMaHKe ce Hanara v IpH IalHeHTH Ha AHyPETHYHA TEPAIHs HIH IPH PHCK OT
XMIIOBOJICMHS NOPa/iy NIOBUIIIICH PHCK OT HeppoTokcuuHoCT. [To BpeMe Ha jieueHreTo TpabBa qa ce
TIpHeMAT TEHHOCTH, 32 /ia C€ NPEAOTBPATH A€XHUIPATAIS WIH BE3MOXKHOCT OT aCOIMHPAaHa [IOBHIIECHA
OBOpeYHa TOKCHYHOCT.

Kaxrto npu seraku HCIIBC, Moske Jia ce MOBHIIAT [UT1a3MEHHTE HHBA HA ypesra u kpeaTuHHHa. KakTo npu
ApYTH HHXUOMTOPH HA CHHTe3a Ha MpPOCTAarjaHIVH, TOBA MOXE Na € CBBP3aHO C HEXETIaHHU PeaKLMH, KOUTO
Aa NPYHYMHAT FIOMEPYNOHE(PHUT, UHTepCTHIHMANEH HedpuT, GBOpedHa ManmuIapHa HEKpo3a, HeQpOTHYEH
CHHZIPOM M OCTpa OBOpeyHa HeOCTaTHUHOCT.

IaupeHTH B cTapyecka BE3PAacT € MO-BEPOATHO Ja CTPAiaT OT HapyieHa OBbOpeyHa GyHKUIMA (BkK. TOUKA
4.2).

Yepruoopoonu epexmu

Buumanue ce u3McKBa NpH DauMeHTH ¢ HapylieHa depHoapobHa dynkums. ITomobHo Ha apyrm HCIIBC,
MOXeE Ja ce HalmomaBa NpPEXOAHO JIEKO YBEJHYaBaHE HA HAKOH TapaMeTpy  XapaKTepH3HpallH
4epHOApoGHaTa (QYHKIMS, KAKTO W 3HAYUTETHO yRelmueHne Ha SGOT u SGPT. Beny4ait Ha 3HaumTenHO
YBEJIMYEHHE Ha TE3U MOKA3ATEIH, JICYCHHETO TPsiOBa Aa ce npeycTanoBy. [lareHTrTe B CTapyecka Bh3pacT e
T10-BEPOATHO Jia CTPAJAT OT HapyIleHa YepHoApoOHa GyHKIus (BX. Touka 4.2).

Cvpoeuno-cv0o6u u Mo3bUHO-Co006U eexmu

HGOGXO,E[I/IMO € IIOBHIICHO BHUMAaHHE NpE€aKr 3alIO4YBaHE JICUCHUE HA TaIde
W/WIH JIEKa A0 YMEpeHa ChpAeYHA HeXOCTATHUYHOCT. Oco0eHO BHUMAaHHE ¢
aHaMHE3a 3a ChPIAEYHO 3a60nsIBaHe, ocobeHo IIpH NpeamecTBalnd CHMIITOM



Thbii KaTO HMa C’BO6IJ.[€HH5[ 3a 3aJpbBXKaHe Ha TEYHOCTH, XHMNCPTOHHA H OTOK, CBBpP3aHM C JICUEHHETO C
HCIIBC.

KiMHWYHE TIPOyYBaHUS M €NMMIEMHOIOrHYHHE JAHHH nokasear, ue ynotpebara na wakon HCIIBC, ocobeno
BBB BUCOKM JIO3H M IIPY NPOABLIDKUTCITHO JIeYeHHE, MOXeE Jia OBbe CBbp3aHA C JIEKO MOBHLIEH PHCK OT
apTepuaTHd TPOMOOTHYHH CHOUTHA (KATO MHOKAapHeH UHOApKT WK uHCYAT). HAMa AOCTaTHYHO HaHHH, 32
A2 ce M3KIIOYH TaKBB PUCK P IEKCKETONPO(PEH TPOMETaMOOI.

IlaudeHTH ¢ HEKOHTPONMpAaHA XMIIEPTOHHS, KOHIECTHBHA CBpAeYHA HEeJOCTAaTHYHOCT, YCTaHOBEHA
HcxemuyHa Gosect, 3a6omBaHe Ha TepudepHUTE apTepHM H/HIH MO3BUHO-CHIOBO 3aGOIABAHE MOTAT Ja
ObIaT NeKyBaHH ¢ JeKCKETONPOMEH TPOMETAMON CaMO CJie]] BHUMATE/IHA TIPEIICHKA HA PUCKOBETE U MOJI3UTE
OT JeyeHneTo. TakaBa NpeneHka TpaGBa Aa Gble HaNpaBeHa MPed 3aroYBaHe Ha MPOIB/DKUTEITHO JIEUCHHE
¢ HCIIBC na mnanmeHTtdH ¢ pHCKOB dakTop 3a MO3BUHO-CHAOBO 3abonABaHe (Hamp. XUIEPTOHHS,
XHNEPTHMHMACMHA, 3aXapeH JuabeT, TIOTIOHOIMyIeHe).

Benukn Becenexrueun HCITBC Morar na MHXHOHMpAT TPOMOOIMTHATA arperanys 1 a yALDKAT BPEMeTO Ha
KBPBEHE 4Upe3 MHXHONpaHe Ha PoCTarIaHIHHOBaTa cHHTe3a. ETo 3amo, He ce IpenopwYUBa NPHEM Ha
JIEKCKETONPO(hEH TPOMETaMOJ OT MAIMEHTH, KOMTO IPHEMAT APYTH JIeKapCTBa TIOBIHABAIIS XEMOCTa3arTa,
KaTo Bap(apHH WM APYTH KyMapHHH WITH XeTIapHH (BX. TOUKa 4.5).

IarpienTrTe B cTapUecka BE3pACT € M0-BEPOSTHO Aa CTpajiaT OT HapylleHa ChbpACYHO-ChA0BA (PyHKLHA (BXK.
TO4Ka 4.2).

Koowcnu peaxyuu

MHoro psaako ca chOGINABAHH CEPHO3HM KOKHH pEaKluy, HAKOM OT KOUTO (aTajiHH, BKIIOYHTEIHO
eKC(OMAaTHBEH IePMATHT, CMHAPOM Ha Stevens-Johnson 1 ToKcHuHa enuAcpMaliHa HeKponu3a (BK. TOUKA
4.8), BBB BpB3Ka ¢ npuema Ha HCIIBC. PHCKBT OT TakuBa peaKlyH € Hali-BHCOK B HAYAJIOTO HA JICYEHHETO,
KaTo peaKlMUTe Ce IOABABAT B MOBEYETO CITyYau IPe3 MbPBHA Mecell OT JiedenneTo. Jleuennero ¢ JlekcHHan
25 mg TpsbBa ma ce MpPeyCTAHOBM NpPH ITHPBATA MOSBA Ha KOXeEH OOpHB, JI€3WH 110 JIMraBHIIATA WU KAKBBTO
H J1a € ApYT NPU3HAK Ha CBPBXYYBCTBHTEIHOCT.

Apyza unpopmayun

Ocobeno BHMMAaHUE Ce M3HCKBA NPH MALHUCHTH C:
- BPOJICHO HapyLICHKE B MeTabo3Ma Ha NOPOUPHHUTE (HANID. OCTPA HHTEPMUTEHTHA TIOPQHPHS);
- AeXuApaTaius;
- Cllefl omiepanus.

AKO JleKyBamus JieKap TPeLeHH, de € HeoGXOIMMO [POXBIDKATENHO JICUSHHE C Jekckerornpoden, Tpsabsa
PEJIOBHO /1a C€ IPOCIIEAABaT YepHOAPOOHAaTa M GBOpeuHa (yHKUMH H KPHBHATA KAPTHHA.

Texkn ocTpy peakiyu Ha CBPEXUYBCTBHTENHOCT (HAMp. aHadWIAKTHYEH IIOK) ca HabNonaBaHu B MHOrO
peaxu ciygan. Omwe npy ITbpBHTE NPH3HALM HA TAKABA PEAKLIMS, JICYEHHETO TpAOBa 1a ce NpeyCcTaHOBH.

IanpeHTr ¢ acTMa, KOMOHMHUpaHa ¢ XPOHIYEH PHHWT, XPOHMYEH CHHY3WT W/WIH Ha3ajHa IIOJIMIO3a ¢4 C
TIOBHINCH PHCK OT aleprus KbM aueTHICATUIwIoBa kucenuna w/mid HCIIBC B cpaBHeHHe ¢ obmata
nonynaius. IIpuioxenreTo Ha TO3W NEKAPCTBEH MPOIYKT MOXE 14 npeausBHKa OpoHXOCNA3bM, 0COGEHO
TIpH NAlHEHTH aJIEPriYHH KbM ynoTpeba Ha aneTHIcaTHIIoBa kucenuHa wii HCIIBC (Bx. Touka 4.3).

Ilo m3kmoueHKe, BapHIea MOJKE J1a JOBEE 10 CEPUO3HO KOXKHO HIIH MEKOTHKAHHO KOXHO ycloxHeHue. J[o
MOMCHTa HC MOXe Aa ce m3kmo4H, ye HCIIBC nonpunacsar 3a pnomasane Ha Te3Hd uH(e . ETo 3amipo ce
NpenopbyBa Ja ce u3bsarsa HpuiIoxkeHueTo Ha Jexcunan 25 mg B Cily4aid Ha BapHLe

Ilomo6ro mHa mpyrm HCIIBC, AECKeTONPO(EH MOXKe Ja MacKMpa CHM
3a0oABaHH.



4.5

BsaumopeiicTBHe ¢ NPT JleKAPCTBEHH NPOXYKTH H APYTH GOpMHE Ha B3aumofelicTBHe

o npuHipm 3a HCIIBC ca xapakTepHH clIETHHTE B3aMMONESHCTBHS:

Kom6unamum, xouro He ce NpenopL4BaT:

¢ apyru HCIIBC, BrkmouMTeNHO BHCOKM JIO3M CaTMUAIATH (>3 g/NeH): eJHOBPEMEHHOTO
npwiokeHne Ha Hikonko HCIIBC moxe na NOBHUINM PHCKA OT CTOMAINHO-UYPEBHA S3Ba MM
KPBBOM3IIHE IIOCPEACTBOM CHHEPrHYeH eexT;

¢ antukoaryyanTd - HCIIBC morar na 3acHaT edexTa Ha aHTHKOAryJaHTHTe, KaTo BapdapuH (BK.
Touka 4.4), IOPaj| BACOKATA CTENEH HA CBBP3BAHE C ILTA3MEHMTE TIPOTEHMHM Ha JEKCKETONpOdeH,
KaKTO M TOpajgH MHXUOWpaHe Ha TpoMOOIMTHATa (YHKIMA HA yBpeXnaHe HAa CTOMANIHO-YpEBHATA
TMTaBHLA. AKO KOMOMHHMpDAaHOTO NedeHHME He MOe Ja ce u3berne € HeoOXOJMMO CTPHKTHO
KIHHIYHO HaOIOACHKE H NPOC/IeAIBaHe Ha KIMHAIHHTE IAPAMETPH;

C XeapuH — NOBUINCH PHCK OT KbpBEeHE (mOopany MHXHOHpane Ha TpoMOGOLMTHaTa (QYHKIMS U
YBpEeXJaHe Ha CTOMAIIHO-YPEBHATA JIMTaBHIa). AKO KOMOMHMPAaHOTO JICUEHHE HE MOXE Ja Ce
usberse € HeOOXONMMO CTPHMKTHO KIMHHYHO HaGMIONICHHE M IPOCIENBaHE HAa KIMHUYHHTE
napameTpH;

¢ KOPTHKOCTEPOM/IH — HATUILIE € TIOBUIIEH PUCK OT CTOMAIIHO-UPEeBHA A3Ba MIIH KPbBOH3IHBH (BXK.
Touka 4.4);

¢ JiTuii (onmmcaHo e ¢ Hakonko HCITIBC) - HCIIBC nmoBumagar IiasMeHHTe HHBA HA JIMTHI, KOUTO
MOraT Aa JOCTUTHAT TOKCHYHHM CTOMHOCTH (TIOHIDKaBa GBOpeHATa eKCKpELlMs Ha JIHTH).
CrnenoatenHo To3u napaMeTsp TpsiGBa 1a ce POCIESBA IPH 3arloYBaHe, aNANTHPAHS H
NPEyCTAHOBSBaHE Ha JICYEHUETO C JeKCKEeTOnpodeH;

€ METOTpeKcaT U3MOJ3BaH BEB BUCOKH JI03H OT 15 mg/ceaqMuiia WiIH IOBeYe: 3aCHICHA
XEMaTOJIOrH9Ha TOKCHYHOCT HA METOTPEKCAT IIOCPEACTBOM MOHIKEHKE HA GEOpeYHHs My KITHPBHC
OT MPOTHUBOBB3NAHTEHH CPEICTBA 10 MPUHIIHIL.

KOMGPIH&III’IH, KOHUTO U3UCKBAT NMPEATIA3HY MEPKH.:

Kom6unarmm, kouto TpsOBa Aa ce MMaT MpeBUn;

¢ muypetuu, ACE mEXHOMTOPH, aHTHOAKTEpHAIHA AMHHOTIMKO3HIH M aHrHOTeH3uH 11
PELENTOPHH aHTArOHHUCTH - IEKCKETONPO(EH € BB3MOXKHO /12 IIOHIKH e(peKTUTE Ha JUYPETHLIUTE H
Ha aHTHXHUIEPTCH3UBHUTE JiekapcTa. [Ipy HAKOM MalMeHTH ¢ KOMIpoMeHTHPaHa 6E6peYHa
$yHKIpA (HANp. AEXUIPATHPAHH MTALMEHTH WA MALMEHTH B CTApYecka BB3PACT C HapyIleHa
66pedHa ¢yHKIWs) eAHOBPEeMEHHOTO NprioKeHHe Ha ACE MHXHGUTOPH HIH aHTHOTeH3uH 11
PEUENTOPHH AHTarOHUCTH, JICKAPCTBEHH CPE/ICTBA, KOUTO HHXHOMPAT IMKII0-OKCHI€HA3aTa 1
aHTHOaKTepPHATHH AMUHOTITHKOIH/IN MOXKE Jia JoBeJie 0 MO-HATaTHYHO BIOWABAHE Ha GhOpeyHaTa
PyHKIWs, KOETO OBMKHOBEHO € 0GpaTUMO. B cyuaii Ha KOMGHHHPAHO MPE/IHCBAHE HA
JICKCKETONPOYEH U IMyPETHK € BAXKHO NALHEHTHTE 1a GBIAT aeKBATHO XMAPATHPAHH, 12 Ce
HabIIO/aBaT BHUMATEIIHO U CE NPENIOPEYBa MOHHTOPHpAHE Ha GBOpeuHaTa GyHKImMs (BXK. TOUKA
4.4),

C METOTPEKCAT, U3NOJI3BaH B HUCKH JO3H, [T0-MANKO OT 15 mg/ceamura - 3acHIeHa XeMaToJIorM4YHa
TOKCHYHOCT Ha METOTPEKCAT MOCPE/ICTBOM IIOHIDKEHHE Ha OBOpeYHHA My KIHPBHC OT
NPOTHBOBL3NAIMTENHH cpeacTBa. Heo6x0muMo e execeIMIYHO H3Ce[BaHe Ha KPBBHATA KAPTHHA
npe3 MbPBUTE COAMHULIA OT KOMGHHUPAHTO JICYEHHE U MO-aKTHBHO HaG/IFOAEHHE TOPH U TIPH HATMYKE
Ha JIeKO yBpexaaHe Ha 6b6pednaTa QyHKIMA, KAKTO U B CTAPYECKA BB3PACT;

C IIEHTOKCH(HIIUH - IOBHILEH PUCK OT KbpBeHe. Heo6X0MMO € M0-aKTHBHO KJIHHHYHO
HpocIIesIBaHe U [10-4€CTO U3C/Ie/IBAaHE HAa BPEMETO Ha KbPBEHE,

CBC 3UIOBY/IUH - CBHIIECTBYBA IIOBHIIEH PHCK OT XEMATOJNOIHYHA TOKCHYHOCT IOCPEACTBOM
AeHCTBHE BHPXY PETHKYJIOIMTATE C BE3HUKBAHE HA TEMXKA aHEMHA €IHA CEIMHMIA CJIe] 3afi0UBaHe Ha
aegenueto ¢ HCIIBC. Heo6xoaumo e U3BbpIIBaHe Ha [TBJIHA KPHBHA KAPTHHA €[HA IO JBE CEIMMULH
ciex 3amo4ysaHe Ha JedeHdeto ¢ HCTIBC;

cysdanmtypeiinu nekapersa - HCIIBC mMorat /ja 3acHIST XUIIOTTTHKEMHAYHHIS e(exT Ha

CylIdaHwTy peliHuTe JIeKapcTBa MOCPEZICTBOM H3MECTBAHETO MM OT MECTATA 32 CBBp3BaHe ¢
IUIA3MEHUTE IIPOTEHHH.

¢ Gera-6mokepu - neueHuero ¢ HCIIBC Moske Ja IOHMKH aHTHXHITE
WHXHOHpaHe Ha CHHTE3aTa Ha [POCTarIaHHHHTE;




- C IMKJIOCIIOPHH H TaKpOJMMYC - BE3MOXKEH € ITOBUIIEH PHCK OT HEPPOTOKCUUHOCT, OCPEACTBOM
MeMUpaH OT NpocTarnanauaute edext Bppxy 6p6penure. [To Bpeme Ha KOMOHHHPAHOTO JIEYECHHE
TpaOBa Ja ce u3cnenBa 6x0peunata GyHKIMS;

- ¢ TpOMOOJIMTHLIM - IIOBHILIEH PUCK OT KbPBEHE;

- ¢ aHTUTPOMOOLIMTHH JIEKapCTBA M CEJIEKTUBHH HHXMOMTOPH Ha OOPaTHOTO 3aXBalllaHe Ha
cepotoHuHa (SSRI) - HOBHIIEH PUCK OT CTOMAIIIHO-YPEBHO KBPBEHE (BXK. TOUKA 4.4);

- ¢ TpoOeHelH - Ia3MeHHTe KOHLICHTPAluH Ha JEKCKETONpodeH MOXKe Ja Ce IOBHUIIAT, Opay
HMHXHMOMpaHe Ha MACTOTO Ha 6b0peyHaTa Ty0oHa CeKpellns i Ha IMIOKYPOHOBATa KOHIOTAIMS H
H3WCKBA aJlallTHpaHe Ha A03aTa Ha JEKCKETONPOdeH;

- Cb¢ chpaeunH ruko3uau - HCIIBC Morar qa nmoBHINar IJiasMeHHTE HUBA Ha TTTHKO3UANTE;

- ¢ mupenpucros - HCIIBC He Tps6Ba ga ce npmiarat 8-12 quu crieq ynotpedba Ha MUGEPUCTOH,
Thi kaTo HCIIBC Moxe na orcnabar edexra Ha MudenpucToH.

- ¢ XHMHOJIOHOBH 2HTHOHOTHULIM - JaHHUTE OT MIPOYYBAHHS BEPXY KHUBOTHH MIOKa3BAT, Y€ BHCOKH JIO3H
XHHOJIOHH B kKoMbuHamusa ¢ HCTIBC morar fja HOBHIIAT PUCKA OT HOSABA HA KOHBYJICHH.

4.6 @®epTHANTET, GPEMEHHOCT H KbPMEHE

HexcuHan 25 mg e mpOTHBOINOKAa3aH II0 BpeMe Ha TPeTHs TPUMECTHP Ha GPEMEHHOCTTa W IO BpeMe Ha
KbpMeHe (BK.TOuKa 4.3).

Bbpemennoct
HMuxnbupaHeTo Ha cHHTe3a Ha UPOCTAIVIAHOAMH MOXKE [a OKaKe HeONarompHATHO BIMAHHE BBPXY

OpeMEeHHOCTTa W/HWIM €MOPHOHANHOTO/QeTATHOTO pa3BuTHE Ha IwWiona. JIaHHM OT eNMHIeMHONOTHIYHHTE
npoy4YBaHMA MMOKa3BaT MOBHIICH PUCK OT CIIOHTAHEH aGopT M CHpAEYHH MayihopMalliH ciies] ynorpebda Ha
HHXHOMTOPH Ha NPOCTATNIAaHAMHOBMS CHHTE3 B HAYaJOTO Ha OpeMeHHOCTTa. AGCOMIOTHHAT PHCK OT
CBpAEYHO-CHA0BY MasihopManyy ce ypenn4asa ¢ 1% 1o okono 1,5%. Cuura ce, 4e pUCKBT Ce YBeJIH4aBa ¢
yBEJIMYaBaHE Ha J03aTa M NPOINBIDKUTEIHOCTTa Ha JIleueHWeTo. I[IpumokeHHeTo Ha HMHXWUOWUTOp Ha
IIPOCTArIaHAMHOBYA CHHTE3 IIPH XKMBOTHH € J0Ka3alo MOBHWINEHA Tpe- W MOCTHMIUIAHTALIMOHHA 3aryba u
emOpro-deranen neranureT. B jpombiHeHHe, IOBHINEHA YECTOTAa HA pasiMYHUTE MaindOpMaIuu,
BKJIIOYHTEIHO CHPICYHO-CHIOBH, ca OWIM JOKIaJBaHH TPH >KHBOTHH TPETHPaHH C HHXHOHUTOp Ha
[pOCTAarNaHAWHOBYS CHHTE3 M0 BpeMe Ha IISpHOJA Ha OpraHoreHesara.

HeszaBucuMo OT TOBa, Npoy4BaHHATA NPH XHBOTHH C JEKCKETOMPOGhEH He ca MOKA3ald PenpoxyKTHBHA
TOKCHYHOCT (B3K.TO4KA 5.3).

ITo BpeMe Ha MBEPBHA U BTOpHMA TPHMECTBP Ha OpEMEHHOCTTa, JIEKCKeTonmpodeH TPOMETAMOI He TpAOBa 1a ce
MIpHIIara, OCBeH ako He € abCOMOTHO HeOOXOIHUMO.

Axo JekckeTonpodeH TpOMETaMOIN ce H3MON3BA OT EHH, KOUTO Ce ONMTBAT /12 3a0peMeHesT WK 1O BpeMe
Ha ITBPBHA U BTOPHA TPUMECTHP Ha OpeMeHHOCTTa, [103aTa TpAORa Ja ce MOAAbPIKa BE3MOXKHO Hal-HHCKA U
HIPOABIKHATENIHOCTTA Ha JlIeUeHHe TPAOBa J1a € BE3MOXKHO Haii-KpaTka.

ITo Bpeme Ha TpeTHs TpHUMECTHP Ha OpEeMEHHOCTTAa, BCHUKH MHXHOMTOPH HA NMPOCTATTAHIWHOBHSA CHHTE3
MOTaT J1a H3TI0KAT TUIO/Ia Ha:
- KapAWo-ITyJIMOHAIHA TOKCHYHOCT (C MpeskaeBpeMeHHO 3aTBapaHe Ha ductus arteriosus H 6enoapobHa
XUIIEPTOHHS MPU HOBOPOZAECHOTO);
- Onbpeuna auchyHKIMSA, KOITO MOXe Ia MporpecHpa 0 OBOpevHa HENOCTATBYHOCT C OJIUTO-
XUAPaMHHOH;

a MaiikaTa ¥ IUIoJa B Kpas Ha 6peMeHHOC'ITa Ha:
- BB3MOXKHO YABJDKaBAHE HA BPEMETO Ha KEPBEHE, KOSTO MOXKE Jia CC MOsIBA JOPH H IPH MHOT'O HHACKH
JTO3H;
- IOTUCKaHE HA MATOYHHTC KOHTPAKIHH, KOCTO BOIH OO0 3a0aBEeHO HIH YABJDKECHO paKdaHe.

Kspmene
He e u3BecTHO Aanu AekckeTonpodeH ce U3TBYBA C KbpMara.

®eprenuret
Kakro u apyrute HCIIBC, ynorpefaTa Ha aexckeronpodeH Moxe Aa HapyI

CC NPpCIIOpPBHUBA IIPH KCHH, KOUTO CE€ OIIHUTBAT Ja 336peMeHe$IT. HpH Xe



3abpeMeHsABaHe WIH Ce M3CIeJBaT 3a Gesrwionue, TpabBa qa ce OOGMUCIM MpEyCTaHOBsABaHE yrnoTpebara Ha
JeKkcKeTonpodeH.

4.7

Hexcunan 25 mg nosiuABa B MalIka HIH yMepeHa CTeTieH criocoOHOCTTa 3a modupane U pabora ¢ MalIKHH,

TBU KATO MOXKE Aa JoBEAC N0 3aMadHOCT U CBHIIHBOCT.

4.8

Hesxesann NeKapcTBeHH peaKnHH

EdexTn BbpXy cniocofHOCTT2 32 modupaHe i paboTa ¢ MAIIBHH

CrobmasanuTe HEKEIAHH CHOUTHS Ca TIOHE BEPOATHO CBBP3AHH C JICKCKETONPOQEH B KIMHAYHE

IIpoy4YBaHHuA, KaTo B Ta6npmaTa no-aoiry ca I/136pOGHI/I HEXCaHHu peaKkliii, KOUTO ¢a C’BOGI.HGHH 110 BpEME Ha

MOCTMAapKETHHTOBHA HNEPHOL, ITOAPECACHH M0 CHCTEMHO-OPTraHHa KJ'IaCI/I(bI/IKaI.II/ISI H 110 4ECTOTA.

CHcTEMHO- Yecrn HeyecTn Penxn Mmuoro
opraHsau xiacope | (=1/100 xo (=1/1 000 no (=1/10 000 no PeAKH/A30IAPAHA
mo MedDRA <1/10) <1/100) <1/1 000) CHOOHIeHH
(<1/10 000)
Hapymennsa Ha Heytponenus,
KPBBTA H TPOMOOLMTONICHUSA
JamMpHATA
cHCTeMA
Hapywenna Ha Orok Ha napuHKca | AHabHIaKTHYHA
HMYHHATa peaxis,
cucTEMA BKJTIOYHTEITHO
aHaWIAKTHYEH OIOK
Hapymenus na AHopekcust
MeTabomH3Ma B
XpaHEHETO
Icuxugnan Bescrhue,
HapYIIeHAd 0e3moKoicTBO
Hapymenns na I'maBo6omme, IMapactesnun,
HepBHATA 3aMasHOCT, CHHKOII
cHCTEMA CHHITMBOCT
Hapymenns Ha 3aMBIIIeHO BIDKIaHe
ouHTe
Hapymenns Ha Bepruro Tunuryc
yXo0TO H
JabupuHTa
Copaeunn Crpuebuene Taxukapousa
HapyIIeHHs
CrnnoBn 3adepBsaBaHe XuneproHus XWnoToHus
HapYINeHHs
Pecnmparophu, Bpanunses BponxocnazemM,
rpbAHH H JHUCITHES
MeIHACTHHATHH
HApYIIEeHHS
Cromammuo- Tanene w/unu T'actpwr, 3anek, | IlenTuuHa g3Ba, Ilanxkpeatut
YpeBHH MOBpPHIIAHe, CyXoTa B KPBBOM3IHB OT
HAPYIIEHHS KOpeMHa ycrara, MeNITHYHA A3Ba WA
Gonka, quapusd, | GuaTyneHUUA nepdoparus Ha
JUCHIENCcus MenTHYHA 13Ba (BK.
TouKa 4.4)
Xemnaro- Xenmatur
Onmapun /
HapyuieHAs
Hapymienns Ha OGpus Vpukapus, akHe, “




KOXATa H MOBHINCHO Johnson,
HOJKOKHATA H3MOTSBaHE TOKCHYHA
TBHKaH enuaepManHa
HEKPOJNN3a (CHHAPOM
Ha Jlaiien),
aHruoeneM, paunanex
OTOK, peaKLyi Ha
(OoTOUYBCTBHTEITHOCT,
CBpOex
Hapymenns na Bonku B repba
MYCKYJIHO-
cKeJleTHATA
cucTeMa
CheJHHHUTE/HATA
TBKAaH
Hapymenns Ha Ocrtpa 666peuna Hedput
0B0pennTe 1 HEZOCTAaTHYHOCT, He(ppOTHUYEH CHHAPOM
NHKOYHHATE MOy PHS
IbTHIIA
Hapymienns Ha MeHcTpyaHH
Bb3IPOA3BOIH- HapyLIeHUs,
TEJHATA CHCTEMA 3acsiraHe Ha
H r'bpaaTa npocTarara
O6mu VmMopa, 6onka, | [lepudepen orok
HapYIIeHHAs acTeHHs, PUTrop,
H edeKTH Ha ob1ma craboct
MSCTOTO HA
NpHIOKeHHEe
H3zenensanus OTtxoHEeHHE B
qepHOAPOOHHUTE
(bYHKITMOHAIHI
npobu

CromamHO-upeBHH: Hali-yecTHTe HAOMIONIaBaHM HEXEJNaHM PEaKLiMM ca CTOMAIIHO-YpEBHH. Moxe ma ce

HabnmroJaBaT MeNTHYHA 1384, epdopanud WIH CTOMAIIHO-UYpeBeH KPHBOU3IHE, MOHAKOra (aTaiHy,

ocobeHo B cTapuecka Bh3pacT (BIK Touka 4.4).

Cnen nmpunoxeHye ca cboOINaBaHU rajeHe, NOBphINaHe, fUapus, (GraTyneHIHa, KOHCTHIALMSA, AUCTIETICHS,
KopeMHa 0oJIka, MeJieHa, XeMaTeMe3a, Y/ILepo3eH CTOMAaTHT, 000CTPAHE Ha KOJHT ¥
Gomect Ha KpoH (Bwk Touku 4.3 u 4.4). Ilo-psaaxo e Habmopasad ractpur. Mma
choOIIeHus 3a OTOLM, XHMIEPTOHMA H ChpJeYHAa HEJOCTATBYHOCT, KOHTO ca
cBBp3aHu ¢ ynotpebata Ha HCIIBC.

Kaxkro u npu gpyru HCTIBC, Morat fa ce TOSABAT U CIEAHATE HEXXENIAHH JIEKAPCTBEHH PEeaKIIH:

- AcenrriueH MEHHHTHT (0COOEHO TIpH MAIMEHTH CHC CHINECTBYBAIM ABTOMMYHHHM 3a0ONIBaHUA KaTo
CHCTEMEH JIYITyC EPUTEMATO3YC U CMeCeHO 3a00saBaHe Ha CheAMHUTEIHATA THKaH);

- XeMaTONOIMYHY PEaKWH - Myprypa, allaCTUYHA M XEMONHUTHYHA aHEMMS, PAAKO arpaHyJoLHUTo3a WIH
KOCTHO-MO3bYHA XHIIOIUIa3HS;

- Byno3Hu peakiuu, BKIIOUMTENHO CHHApPOM Ha Stevens-Johnson v TOKCHMYHa eNMAEpPMalHa HEKPOJIH3a
(MHOrO pAIKo).

KnuvHu4HM npoy4BaHud M eNUIEMHOJOIHYHHA JAaHHH IOKa3Bart, ue yrnorpebara na Hiaxou HCIIBC, ocobeno
BBB BHCOKH JIO3H M TPH TIPOABIDKHTETHO NPIIONKEHHE, MOXKE /12 € CBbp3aHa C JIeKO INOBUINEH PHCK OT

C1>061.uaBaHe Ha noao3vupaHH HOMXKCJIaHH PeaKIiUun
CrobmaBaHeTo Ha HOJI03MPAHY HEXKEJIAHH PeaKIiH clie]l pa3pelnaBaHe
JIeKapcTBEHUS IPOIYKT € BakHO. ToBa IMO3BOJIIBA Ja IPOIBHIDKA HAOIFO




CHOTHOILICHHETO ITOJI3a/PUCK 32 JIEKAPCTBEHHS TPOAYKT. OT MEIHIMHCKUTE CIEIHATUCTH CE
H3UCKBA Jla ChOOINaBaT BCsKa IOA03HpaHa HEXKelIaHa peaki(is Ype3 HAIHOHAHA CHCTEMA 32
choOIIaBane:

H3meiaHHTENHA areHnus 1o JIeKapcTBaTa

yi. ., Jdamsan I'pyes™ Ne 8

1303 Codpus

Ten.: +359 2 8903417

yebcaiir: www.bda.bg

4.9 IIpeno3upamne

CumrrromMuTe NpH NpeAo3UpaHe Ha JeCKeTONpodeH He ca HIBECTHH.

ITogo6Hu nexapcTBEHH NMPOIYKTH Ca MpPEAW3BHKANN CTOMAIIHO-YPEBHM (MOBpBLIAHE, JIMICA HA ANETHT,
KOpeMHa 00JKa) M HEBPOJIIOTHYHH (CHHIMBOCT, BEPTHIO, A€30PHEHTAIIHS, IT1aBOGOIHE) HApYLICHHS.

B cnyuaii Ha HempeIyMHIIIEHO NpelO3HpaHe WM TPUIOKEHHE HA TO-BHCOKA /1033 C€ Hajara He3aGaBHO
CHMIITOMATHYHO JIEYEHHE B 3aBUCHMOCT OT KJIMHHYHOTO CHCTOSHHE Ha MAIHEHTa.

Axo ca npueTH nopede ot 5 mg/kg oT BBE3pacTeH WIH A€Te B paMKHMTe Ha eMH 4ac TpsAOBa a ce IPHIIoKH
aKTHBEH BBIJIEH.

JlexckeTonpod)eH TPOMETaMOI MOXKeE J1a Ce eTMMHUHUpA C JIMAJIH34.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 <PapmaxoaMHAMHYHH CBONCTBA

(DapMakoTeparneBTHUCH KIac: MPOIMOHOBA KHCETHHA H ITPOMBBOTHH

ATC xom: MO1AEL7

HexckeronpodeH TpoMeTaMol € TPOMETAMHHOBA coll Ha S-(+)-2-(3-benzoylphenyl)propionic acid- nexkapcTBeH NpoayKT
€ aHAJINeTHYHM, TIPOTHBOBE3NATUTETHH U aHTHIMPETHYHH CBOMCTBA, KOSTO NPHHANIEKH KbM HECTEPOHIHHTE
npoTHBOBE3NAUTENHH cpencrea (MO1AE).

Mexanu3eM Ha neiicTere

Mexanm3MET Ha IEfiCTBHE Ha HECTEPOWIHIUTE MPOTHBOBE3IIATIMTETHI CPEACTBA CE CBBP3BA C HAMAJICHHE Ha
TIPOCTAITIAHMHOBMS CHHTE3 4pe3 MHXHONpaHe Ha LMKIIoOKCHTeHa3ara. [10-TouHO ce M3BEpIIBa MHXHOMpaHe Ha
MPEBPBILIAHETO HA apaXHIOHOBATA KHCEIIMHA B IMKIMYHH eHonepokeunazy, PgG: u PgHy, koo obpasyear PGE1,
PGE2, PGF20 1 PGD2, cbino npoctarpkman PG12 u tpombokcans (TxA2 u T,B2). Ocsen ToBa, HHXMOUpPAHETO HA
NPOCTAIIaHIHHOBATA CHHTE3a MOKE Jja TIORIIHSE M HA IPYTH MEANATOPH Ha BE3NAICHHETO, KAaTo KHHUHKTE. TORa € euH
HEHTAYEH eeKT, KOHTO JOITHIBA JUPEKTHOTO JeHCTBHE.

DapmakomHaMIHHH eeKTH
B npoyuBaHuATa MpH XKUBOTHH M XOpa € JIOKa3aHO, Ye ieKCKeTonpodeH HHXHOMpa akTieHocTTa Ha COX-1 1 COX-2.

Knnnnuna edwkacHocT 1 6e30macHocT

Kinigiany npoyusasiit BEpXY paxIi4HH GOTIKOBH MOZIENTH IEMOHCTPHpAT e()eKTHBHA aHANTETHHHA AaKTHBHOCT HA
JEKCKeTOnpOodeH TPOMETaMOIL. B HIKOM MpoyuBaHust , HAYATOTO HA AHATNETHYHOTO AekicTBHE ce nposiesBa 10 30
MBHYTH CJIC]] IIPHIOKEHHETO. AHAUMETUIHHAT eheKT e ¢ MPOIBDKUTENHOCT OT 4 110 6 yaca.

52 DapMaKOKHHETHIHH CBOHCTBA

Ab6copbums
Caen nepopanHo NPHIcKEHHE Ha IEKCKETONpPOodeH TPOMETaMOJ IPH Xopa, Crax Ce moctura Ha 30-rara MuHyTA (B
JuanazoH ot 15 o 60 MuHy™™H).




PasnipeneneHue
BpeMero Ha MoiTy>kMBOT BEB (pa3aTa Ha pasipe/ieSieHHe U Ha e/TMMHHMpaHe Ha JIEKCKETONpogeH TPOMETAMOI €
crotBeTHO 0,35 yaca u 1,65 yaca. Kakto IpH ApyrH eKapcTsa ¢ BUCOKA CTENICH Ha CBBP3BAHE C INIA3MEHHTE MPOTCHHY

(99 %), obembT Ha paznpenenenue e cpenso rox 0,25 kg, Tlpu dhapMakoKMHETHYHY POYYBAHMS ¢ MHOTOKPATHO
TPUNOKEHHME He ca Habmoaasany paxmiky Mexay AUC crief ToceTHOTO NPIIOKEHHE | Ta3H CIIE/ €IHOKPAaTHA 1034,
KOETO MOKa3Ba, Ye HIMa KyMy/IMpaHe Ha IECKETOIPOdeH.

Buorparicdopmarm
Cie PUIOKEHHETO Ha ACKCKETOTpodieH TPOMETaMOJT, B yPHHATA Ce OTIEN camo S-(+)-€HaHTHOMEPET, KOETO
JEeMOHCTpPHpA, Ue MPH Xopa HAMa kKoHBepcHs B R-(-)-eHaHTHOMED.

Emviismpase
OCHOBHMAT ITET Ha EJIMMHHUAPAHE Ha ICKCKETOIPOGeH € TIOCPE/ICTBOM INIIOKY PYHOBA KOHIOr AL, TIOC/ISIBAHA OT
M3ITEUBAHE Tpe3 OROperwTe.

53 Tpencnuamrann JaHaH 32 6e300aCHOCT

TpemoEMEITE JAHHI HE NOKA3BaT CICIAGHYEH PHCK 32 X0Pa, KATO ¢& OCHOBABAT HA KOHBEHLMOHAIHM H3CIICBAHIA
3a 6E30MACHOCT, TOKCHYHOCT MPX MHOTOKPATHO TIPHIIOKEHHE, TEHOTOKCHHMHOCT, PENpPOAYKIUBHA TOKCHYHOCT H
uMyHoapmakororas. IIporeerrTe BEpXY MUIIIKY ¥ MAMMyHH M3CICABAHIA 32 XPOHHYHA TOKCHYHOCT Ca TOKa3aii
HMBO Ha Jirica Ha Hexxenann eexti (NOAEL, No Observed Adverse Effect Level ) npu 3 mg/kg/nen. OcHosHMTE
HEKETTAHH PeaKIH, HaOMIONaBaHH TIPH BHCOKH JI03H, €4 CTOMAITHO-YPEBHH €PO3HH U SI3BH, KOHTO CE Pa3BUBAT B
3aBHCHAMOCT OT JI03aTA.

6. PAPMAILIEBTHYHA TAHHHA
6.1 CroHchbK HAa IOMOIDHHTE BEINECTBA

Muxkpoctannaa ueaynosa PH 101
MuxpocTanna nenryiaosa PH 102
aperuuHO HULIECTE

Harpuer rumecrteH rimkonat (Tun A)
I'muueponor qubexeHat

CobcTaR Ha (QUIMOBOTO MOKPUTHE

Omanpaii KB 6a1 310A180023 cpaspaxan:
Maxkporoia-noiu(BUHAIOB ATKOXO0JI) HPUCaIeH MOIHMED
Kaonmun

Konosugon

Harpues naypuicyndar

Twuranos anokcua (E171)

6.2 HecnrBMecTHMOCTH

Henpumoxxumo.

6.3 Cpok Ha rogHoCT

2 roguHH

6.4 CoenuajiHH ycJOBHA HA CbXPAHEHHE

Ha ce cuxpaHsiBa Ha MACTO, HEJOCTRITHO 32 AeLA.

Ha ce chxpaHsIBa B OPUTHHAIIHATA OMAKOBKA.
Ha ce cvxpanssa nox 25 °C.




6.5 Bua n cbIbpKaHAE HA ONAKOBKATA

Hexcnnan 25 mg ¢pmwimmupann Tabnerku ca onakoBaHu B 6nucTepH ot 6suto Henpospauno PVC/PE/PVDC -

AustymuHHEBO (honvio.

BunoBe onakoBk#:

10 ¢punmupanu TabneTky onakoBaHH B GIHCTEp, ChABPKAM 10 driMupanu TaGIeTKH.

20 ¢unmupanu TabNeTKH ONaKOBaHH B OHCTEpH, ChabpiKall o 10 gpuiMupany TabaeTKu BCSKH.

6.6 CpoenmnajHn HpeANAa3HA MePKH IPH H3XBHPJIsHe

Hsmva CIICHHAJIHY U3UCKBAHHA.

7. IIPUTEXATEJI HA PASPEHNIEHUETO 3A YIIOTPEBA

HOBEJ ®APMA EOOJ
OxonospbcreH mbT Ne36
1415 Codmusa, benrapus
Tel.: +359 2 962 62 80
daxc: +359 2 962 90 36

en.noma: info@nobelpharma.bg

8. HOMEP HA PASPEIIEHUETO 3A YIIOTPEBA

9. JIATA HA ITBPBO PA3SPEHIABAHE/MTOAHOBSIBAHE HA PASPENIEHUETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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