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trometamol), eKBHBATIEHTEH CHOTBETHO Ha 25 mg nekckeronpoden (dexketoprofen).

3a TBJIHAS CIIMCHK HA MOMOLIHHTE BEHICCTBA BUKTE Touka 6.1,
3. JEKAPCTBEHA ®OPMA
dunMupata TabrneTka

Benu, kpbrid ¢uaMupany Ta0AETKH ¢ JIETHTEIHA 4epTa OT ABETE CTPaHH. TabnerkaTa MOXke Aa Obae
pa3fciieHa Ha ABE PABHH JIO3H.

4. KJIHHHYHH ZAHHH
4.1 TepanesTHUHH MOKAIAHHA

CHMITOMATHYHO NeueHHe Ha JIeKa A0 ymepeHa 0oka, Hanp. B MYCKY/IHO-CKeJICTHATa CHCTEMA, TTPH
THCMeHopes ¥ 3500001

4,2 J1o3mpoBKA H HAYMH HA NMPHJ0XKEHHE

Jo3UpoBKa

Bw3pacmnu

B 33BHCHMOCT OT BHJA U HHTEH3MTETA Ha BONKATa, PeopbuuTeHaTa 403a € 12,5 mg Ha MHTCpBAIM
A-6 9aca WM 25 mg Ha Bcekd 8 yaca, OGmara qHeBHa 1033 He TpAOBA Ja HABHILABA 75 mg.
HesxelaHuTe JIEKapCTBEHH peakiiMH Morar 11a ObJaT HaMasieHH KaTo 3a KOHTPOIMPaHe Ha CUMIITOMHTC
ce M3MOJI3BA Hal-HUCcKaTa epeKTHBHA /1034 33 Hall-KpaThK IIEpUOl OT BpeMe (BXK. TOUKa 4.4).
BecTapeH He € MpeHa3HA4YEH 33 POABJIKHTENHO NMPHWIMKEHHC U ICYCHHCTO TpsOBa Aa ce OTpaHKvH B
CUMITTOMATHYHMS NEPHO.

EnHOBpeMEHHOTO TPHUIOKEHVWE ¢ XpaHa 3abapid CKOPOCTTa Ha pe3opOLuA Ha JIEKapCTBOTO (BXK.
"(MapMaKOKHHETHYHA CBOMCTBA") 1 3aTOBA B ciay4ait Ha octpa foNKka ce npenopbysa fa ce Mmpujiara
roHe 30 MUHYTH NPEH XPaHEHE.

Hayuenmu 6 cmapuecka 8v3pacm

TIpy TALMEHTH B CTAPYECKa BB3PAacT CE NPEnopbhbusa JAEYEHHETO 1A 3anovHe ¢ MOo-HHucka fosa B
OTIpeZiEICHATE rPaHMLM Ha HO3MpoBKaTa (o0ma nHesHa 1o3a 50 mg). Jlo3ara MoXe J1a C€ YBSJIHYH 0
MPENOPhYATENHATA 32 o00UIaTa NonyJalus camo ClIe yCTaHOBABaHE Ha nobpa o0ILa MOHOCHMOCT.

Hapywena weproopobna ghynryus

TTauyMeHTH ¢ JeKo 1O YMEPeHO HapylneHa uepHOApoOHa (yHKLMs TpAOBA fa 3al09HAT JNEICHHETO C
HamaJeHH fo3u (00Ia AHeEHa 1033 50 mg) H Ja ¢ NpoC/ieasBaT BHHMATETHO. Becrapen He TpsaOBa na
ce M3MOJI3Ba IIPU MALMEHTH ¢ TEXKO HapylieHa 4epHOoApoSHa GyHKIHS.

Hapywena 6wbpeuna Qrynxyus
[1pH DaugedTH ¢ ieko HapyuleHa 0p0peuna gy HKIA (XpeaTHHHHOB KIHPBH 50-8
no3a TpaOBa Aa ce Hamanu 1o 50 mg obuia AHEBHa K034 (BX. TOYKA 4.4). be




H3II0NI3BA [IPH NALMEHTH ¢ YMEPEHO 110 TEXKO HapyiueHa Gn0peyHa QyHKIHA (KpeaTHHAHOB KIHPBHC
<50 ml/min) {Bxk. TouKa 4.3).

Heya u ionowin
Becrapes He € IPOYYeH IpH Jelia 4 oHomH, Thil kaTo 6e30MmacHocTTa H ehHKaCHOCTTA He € POy1cHa,
MPOAYKTHT He TpAOBA Ja ce npiiiara npu Jena H IOHOLIH.

4.3 IIpoTHBOMOKA3aHHSA

becTapeH He TpA0Ba Aa ce npuiiara B CISAHUTE CITy4au.

* NALMEHTH ChC CBPHXUYBCTBHTEIHOCT KbM JEKCKeTonpofeH, KbM HAKOS APYTO HECTEPOHIHO
npotHeopb3naymrento cpeactso (HCIIBC) unu kbM HAKOE OT ITOMOLIHHIC BEILIECTBA,
130poeHH B TOUKA 6.1

¢ TAUMEHTH, IPH KOMTO BELIECTBa ¢ MOAOOHO NeHCTBHE (HAND. alMTHICATHLMIOBA KHUCETHHA
und apyri HCTTBC) npenu3BHKBaT aCTMaTHYHH [IPUCTBIIN, OpOHXO0CHA3BM, OCTHD PHHHT HWIH
NPHYKHABAT HA3aAJIHA [IOJIMI03R, YPTHKAPHA HIIH AHTHOHEBPOTHYCH €/1IEM;

e MAlHEHTH ¢ aKTHBHA WM CYCIEKTHa TIENTHYHA A3Ba/KPbBOM3JHB, aHaMHe3a 33 PCKYPCHTHA
IENTHYHA %3Ba/KPLBOM3NME ([[Ba HIIM IIOBEdE OTZENHM €NH30/a Ha JoKasaHa s3sa W
KP'BBOM3JIMB) WM XPOHHYIHA FUCTICICHS;

e TANMEHTY C aHAMHE3a 33 CTOMAILIHO-YPEBEH KPLBOM3IHMB WIX mepdopalius, B pe3ynrar Ha
npeniiecrraito aeuenre ¢ HCIIBC,;

¢ [AlUEHTH CHC CTOMALIHO-YPEBEH KPHBOM3IUB, KPHBOM3NHB OT APYr MPOH3XOA MK APYTH

3a00NABaAHMS, CBHP3AHH C KBPBCHE;

naumerTd ¢ Hoaect Ha Crohn WM yRLEpO3€H KOIHT,

MalMeHTH ¢ aHaMHe3a 3a DpOHXHaNHa acTMa;

NALMEHTH ¢ TEXKa ChpACYHA HEAOCTATHHHOCT,

NALHEHTH C YMEPEHO A0 TEXKKO HapylueHa OnOpeuHa GyHKuus (KpeaTHHHOB KIUPBHC <30
ml/min};

MALMEHTH ¢ TEXKO HapyIieHa qepHonpobua dynkuwas (Child-Pugh score 10-15);

MALMEHTH ¢ XeMOpariyHa Jiare3a ¥ Apyru KoaryJalHOHHH HapyILeHA,

® [I0 BpeMe€ Ha TPETH TPHMECThP Ha OPEMEHHOCTTA H 10 BPEME Ha KbPMCHE (BK. TOUKa 4.6).

4.4 Crensaans npelynpexaeHnsl ¥ NPeANasHH MEPKH pH ynoTpeba
ITpyn aeua 4 HOIH Ge30MaCHOCTTA HE € YCTAaHOBEHA.
[Tpu manMEeHTH ¢ aHAMHE3a 33 allePrHYHH ChCTOAHMA TPAOBa Ja c¢ Npilara ¢ BHUMaHHC.

Tpabpa ga ce H30ATBa EAHOBPEMEHHO NPWIOKEHUE Ha becTapeH ¢ Apyrw HCITIBC, BKAIOYHTEIHO
CEJIEKTHBHM HHXHOMTOPH Ha MKJIO0OKCHUTeHasa-2.

HeskeaHUTE IeKapCTBEHH peakLiii MOTaT fa 6BIAT HAMAICHH KaTO 33 KOHTPONUpaHe Ha CUMITTOMHUTE
ce ynorpe6sBa Bb3IMOXHO Hal-HHCKaTa epeKTHBHA 034 3a Bb3MOXKHO HAH-KPaThK NEPHOJL OT BPEMC
(8. TOuka 4.2 ¥ N0-T0Jy NOCOYCHUTE TaCTPO-MHTECTHHAIHYA H CHPACTHO-CHAOBH PUCKOBE).

CTOMAaIIHO-YpEBeH KPbBOM3NNB, 4384 WK Nepdopalins, KOMTO MOKE Jia ¢a ¢aTanny, ca CrOOMIaBAHH
npu Bewdki HCIIBC mo Bcsxo BpeMe Ha JedeHHETo, ¢ Wi e3 IpeaypennTe/HT CHMITOMU Wl
[pe/IIECTBAIIA aHAMHE3a 32 CEPHO3HH CTOMAIIHO-YPEBHM HApYIICHMA. AKO TpPH NPHJIONEHHC HA
BecTapeH FB3HHKHE CTOMALTHO-YPEBESH KPbBOM3JIMB HIIH A3B4, JICHCHHETO TpsOBa Ja ce MPeyCTaHOBU.

PHCKBHT OT CTOMALITHO-UPEBEH KPhBOU3IIHB, 4383 IWIH nepdopaliys € NO-BUCOK NIPH YBEIHTABAHC 11034Ta
#Ha HCIIBC, npw nmauMeHTH ¢ aHaMHe3a 3a 51383, 0COOEHO ako € YCHOXHEHZ C KPBBOUIIME WIH
nepdopauus (BX. Touka 4.3) 4 B CTapUECKa BB3pacT.

Yuorpe6a B cTapyecKka BB3pacT: MALMEHTHTE B CTapYecKa Bh3PAacT ¢a C MO-BUCOK PUCK 33 HEXe/aHH
peakuuu kbM HCIIBC, ocofeHo cTOMAlIHO-4peBeH KPBBOM3IMB ¥ Nephopanyi, i a ca




Kaxro mpu Berake HCIIBC, Tpsa6sa BHEMATEHO [a Ce THPCH aHAMHE3a 32 e30()arkT, TacTPUT WM
MENTHYHA 384, ¢ HeJl TIXHOTO HAINBJIHO H3NeKYBaHe NPeH 3aN0UYBaHe Ha JICYEHHE C IEKCKET ofpodeH
TpoMmeTaMoA. [JalHeHTHTe ChC CTOMAIIHO-IPEeBHH CHMIITOMU HIH ¢ aHAaMHE32 33 CTOMALIHO-MPEBHO
3a6onsBane TpAGBa 1a ce HaGIIOJABAT 3a XPAaHOCMHIIATENIHO HapylIeHHd, 0COOEHO 33 CTOMALIHO-
4YpPEBHO KbpBEHE.

HCIBC tpsbBa ga ce mpuiaraT BHAMATENHO (pH TaLMEHTH C aHAMHE3d 3a CTOMAIIHO-9PEBHH
3a601BaEMA (YIIUEPO3eH KOMHT, GonecT Ha KpoH), Thil KaTo TAXHOTO 3a00/14BaHE MOXKE Jid €& H30CTPH
(px. Touka 4.8). [Ipu Te3u naHeHTH, KAKTO M HNPH TIAL[UEHTH, IIPH KOHTO TpAGBa €IHOBPEMEHHO Aa C¢
[pHIAraT HACKH JO3H aUETWICAJMIHIOBA KHCEIHHA WK IpyrH JIEKapCTBa, KOHTO MOrar fa yBemHat
CTOMAIIHO-YPEBHUS PHCK, TPA6Ba Aa ce UMa MpeABH/ KOMOMHHPAHO JICUEHHE ¢ MPOTEKTUBHH arcHTH
(HaIIp. MU30TIPOCTON HIH HEXMOUTOPH Ha MPOTOHHATA MoMITa) (B, TOIKA 4.3).

[TALMEHTH ¢ aHAMHE32 33 CTOMAIIHO-IPEeBHA TOKCHIHOCT, 0c00€HO B CTapdecka B3pacT, Tp:AbBa Ja
CHOGIABAT BCHYKH HeoOHYaiiiy KOPEMHM CHMITOMH (0COOCHO CTOMAIIHO-4PEBEH KP'bBOU3/HB),
oco0eHO B HAYATHUTE eTalu Ha JieUCHHE.

[IpenophyBa ce BHHUMAHHE DM NAUHCHTH, KOWTO MPHEMAT €HOBPEMCHHO JIEKAaPCTBA, KOUTO MOTAT 1A
YBEJIHUAT PHCKa OT YIHEPALHs i KbPBEHE, KATO NEPOPaIHY KOPTHKOCTEPOHIH, aHTHKOAry IaHTH, Harnp.
papdapyH, CENEKTHBHY NHXHOUTOPH Ha 00PaTHOTO 3aXBalllaHe Ha CCPOTOHHHA HIIH AHTHTPOMOOLMTHH
NeKapcTBa, KATO alleTHIICANMIMIOBA KHCENHHA (BX. To4Ka 4.5).

Beuuxn Hecenektusan HCTIBC morar ja uHxuMOHpar TpoMOOLMTHATa arperalps # Aa yAb/Kat
BpEMETO Ha KbPBEHE Upe3 HHXHOUpaHe Ha NpOCTarlaninHOBaTa CHHTE3A. Ero 3alo He ce npenopbisa
TIPHIOKEHHETO Ha JEKCKETONpodeH TPOMETAMOI NP MALHEHTH, KOMTO NoNydasaT ApyrH JeKapcTBa,
IOBIHSBAIIN XEMOCTA3aTa, Karo BapGapHH HJx JPYIH KyMapHHH MK XeTapuH (BXK. TOYKa 4.5).

Kakto scuuku HCTIBC, Moxe Aa ¢€ NOBHIIAT IUIA3MEHUTE HHBA HA ypesTa H KpCaTHHHHA. KakTo nmpu
Apyr¥ HHXHOUTOpY Ha IPOCTArIaHHHOBATA CHHTE3d, TOBA MOXKE Aa € CBbP3aHO © HeXKENaHH peaKLun
OT ¢rpaHa Ha OwOpeudre, KOMTO Aa JOOBEIAT 10 rIOMepYJIOHEDPUT, HHTEPCTHLIHAICH He(pHUT,
Gp6peuna NaMIAPHA HeKpo3a, Hed)POTHYEH CHHIPOM M ocTpa 6b0peIHa HEAOCTATBHHOCT.

[Tono6uo na apyrus HCIIBC, mMoke Aa ce mpefu3BHMKA NPEXOQHO JICKO yBENIMHEHHE HA HAKOM
yepHOAPOOHH NapaMeTpH, KakTo H 3HAYMTENHO YBEIWYCHHC HA SGOT u SGPT. B ciydan Ha
3HAYWTEIIHO YBelIMYeHHe Ha Te3H NapaMETPH, JICUCHHETO TpAOBA 1A Ce NPEeYCTaHOBH.

BecTapeH TpsOBa 1a Ce npuiara BEUMATENIHO IPH NALKEHTH C XEeMOTIOSTHHH HapyIICHHA, CHCTEMEH
JYIYC ePHTEMATO/IEC HIIM CMECEHA CheIMHHUTE/IHO-ThbKAHHa OonecT.

[lomo6uo Ha apyr u HCIIBC, gekckeTolIpogeH MOXKe na Mackupa CHMOTOMHTIC Ha WH(EKIMO3HH
3a00JIABAHKS.

BHHMaHKE Ce M3MCKBA IPH MALMEeHTH ¢ HapylieHa YepHoApodta 1/ 6p0peuna QyHKIHI, aHaMHesa
33 XUNEPTOHMA W/HIH ChpAedHa HEROCTaThyHOCT. Ilpy Te3H NAlMEeHTH MNPHIoKEHHETO Ha HCIIBC
MO3KE J1a JOBEAE 10 HApyIeHue Ha Ob0peuHarTa QyHKUYsA, 331pbKKa Ha TCHHOCTH H OTOLH. BHUMaHue
ce Ha/ara v TipH MauyeHTH Ha THyPETHIHA Tepanysa Wik MpH PACK OT XHITOBOJIEMHUS [1OpaiH MOBHIICH
pHCK 0T HedpoTokcuaHocT. OcobeHO BHUMaHHE € HeOOX0AUMO TIPH ITAIIHeHTH ¢ 3HAMHE33 33 ChPHEUHO
3abossBaHe, 0COBCHO MPH TE3M ¢ NPEAIIECTBALIH €NM30/I1 Ha ChPIEUHA HEROCTATHYHOCT, ThbH KaTO €
Ha/1e TIOBHILIEH PHCK OT NPeAH3BUKBAHE Ha ChpAeYHa HEAOCTATHYHOCT.

[TaHmieHTUTE B CTApuecKa Bh3pacT YECTO CTpajaT OT HapylieHa ObOpeuHa, ChbpAe4HO-CBAOBA HIH
uepHoIpoOHa QyHKIHA (BXK. ToUKa 4.2).

Heo6xonuMo € 1a ¢e OCHIYpAT MOAXO/UIe HaOmoxeHHe H CHBET 33 TAIMCHTH C aHaMHe3a 3a
XUIIEPTOHHUS WM JeKka OO0 yMEPeHa KOHI'CCTHBHA CBpAedHa HEAOCTATHUHO TO HMa
CHOOMIEHHA 32 32/IPHKKA Ha TEYHOCTH H OTOLM, CBBP3aHH C JICUCHUETO © HC




KJIHHHYHH TIPOYYBAHHA H eMMAEMHONIOrMYHH JAHHH MOKa3BaT, Y¢ YNoTpedara Ha HAKOW HCIIBC
(0COBGEHO BBB BUCOKW J03M ¥ IIPH TPOTBIKHMTENHO TIPUIOKEHHE) MOXe Ia ObIe CBbp3aHa C JIEKO
[OBUILICH PHCK OT apTepHaHy TPOMOOTHYHA ChOMTHA (HAMPHMEP MHOKApACH uH(APKT WIH HHCYIT).
HsMa TOCTATHYHO JaHHH, 33 N CE H3KIIOUH TAaKbB PHCK NIPH JEKCKETONPOdEH TPOMETAMOIL.

[lauMeHTH C HEKOHTPONMpaHa XHIEPTOHMA, 3acTolHa ChpIEYHa HEAOCTATHYHOCT, AOKa3aHa
MCXeMHYHA GONecT HA chpuero, 3afonsABane Ha TEpPHPEPHATE apTEPHHH HW/HIH MO3BYHO-CHA0BA
Gonect TpaGBa Ja ce JNeKyBar ¢ JEKCKETONpodeH TpOMeTaMol CaMo Cliejl BHUMATEIIHO OOMIUCTISHE.
TakoBa oGMHCIIsHe TpAOBA 1A ce [PABH ¥ TIPEIH 3aM0YBaHe Ha ABJTOCPOUHO JEUEHAE HA NALMCHTH C
PUCKOBH (PAKTOPH 33 ChPASUHO-CB/0BH 3a00nsBaHus (HaMp. XUNEPTOHMA, XUICPAUTHAEMHS, 3axXapeH
nHaber, TITIOHOIYIIEHE).

CepHO3HH KOXXHU PEAKIUH, HIKOH OT TAX (paTaIHH, BRIFOYUTENHO ekchoiHaTUBEH IEPMATHT, CHHAPOM
na CTuBBHC-IKOHCHH ¥ TOKCHYHA ENMACPMalIHa HEKPOJIH3a €a ChOOINABAHK MHOTO PALKO BbE BPL3KA
¢ npioxenneto Ha HCTIBC (Bx. Touka 4.8). PHCKBT 32 Te3 PeakUHH ¢ HaH-BUCOK paHO B Kypea Ha
JIEYEHHMEeTO, KaTo B IIO-TONAMA HACT OT CAyYaWTe HAYaioTO HA PeaKLHMHTE € Ipe3 MbpBHA MECCL OT
neveHrero. bectapen TpabBa Aa ce NPeyCTaHOBH IIPH IThpBAaTa MPOABA HA KOXCH 00puB, MYKO3HH
NE€3HH HITH JIPYT MPH3HAK HA CBPBHXUYBCTBUTEIHOCT.

ITogobHo Ha gpyrute HCIIBC, npuiokeHUeTo Ha JeKCKeTonpodeH TpoMEeTaMoI MOXKe 1a Hapylli
(epTIIIMTETA HA XEHATA U HE CE [IPENOPhYBA NPH KEHY, KOUTO €€ OIIMTBAT Ad 3gOpemeHedT. [1pH KeHH,
KOHTO MMAT MpoGNeMH ChC 3a0peMEHABAHETO HITH KOKTO C€ H3Ceasar 3a Gesruionue, TpabRra Oa ¢ HMa
Ape/iBUI MPEYCTAHOBABAHE Ha JICUEHHETO ¢ JEKCKETONPOQEH TPOMETAMO. HexcketonpodeH HE
TpsaGBa Ja ce MpWiiara Mo BpeMe Ha ITbPBU U BTOPH TPUMECTHP HA fpeMeHHOCTTa, OCBEH aKO HE €
abCOMOTHO HEOOXOAUMO.

4.5 BianmonelicTBHe C APYIrH JEKapCTBEHH NPOAYKTH H APYTH ¢opmna B2 B3auMoneicTBHE

[o npunin 3a HCIIBC ca xapakTepHy CleIHUTE B3aMMOAEHCTBHAL
KoMOHHaLMH, KOUTO HE ¢€ MMpernopbyBaT:
—  Jlpyru HCIIBC, BK/HOYHMTENHO BHCOKHM [03M CAIMIMIATH (>3 g/meH). eIHOBPEMEHHOTO
npiokeHne Ha Hakoiko HCTIBC Moxe na yBemMyH PHCKA OT CTOMAIIHO-HpERHA A3Ba HiIH
KPBBOM3IHB [IOCPEACTBOM CHHEPIUYEH eQeKT;

— Awrtuxoarynapru: HCIIBC Morar fa ycuiat edekTuTe Ha aHTHKOAryJaHTHTE, Hatlp. papdapuH
(Bx. Touxa 4.4), mopaad BHCOKA CTENEH HA CBBP3BAHE C WAA3MCHHTC MPOTEHHH HA

nexcketopoher W MHXuGUpane Ha TpoMOouMTHAT GYHKIMA H YBPEXTane Ha CTOMAlIHO-
ypeBHaTa NHraBrla). AKO KOMOKHHPAHOTO JIEUeHHE HE MOKE Ja CO 130erde € HeOONOIHMO
OMM3KO KJIIMHMYHO HaOIOAEHUE H TIPOC/IeAABaHE Ha KIIHHIYHHTE apaMeTpu,

— XenapuHH: MOBUILEH PHCK OT KbPBEHe (MOpaly MHXHOMpaHe Ha TpoMOOLIMTHATA PYHKLIHUA H
yBpPEX/IAHE HA CTOMAIIHO-9PEBHATA THIaBHLA). AKO KOMOMHHPAHOTO JICUYEHHE HE MOXE J1a CC
u30erHe e HeoOXOAHMO CTPHKTHO KIMHMYHO HaOmoACHUS H MPOCTEAsBaHe Ha KINHAYHUTC
napaMeTpy;

— KopruxocTepouan: HAAMLE € OBHIIEH PHUCK OT CTOMAIITHO-YPEBHA 4384 WIH KPBBOU3INE (BK.
Touka 4.4);

—  Jlurwii (ommcado e ¢ wskonko HCTIBC): HCIIBC nouiiapat HUBATA HA JIMTHI B KPBBTA,
KOMTO MOTAT [1a IOCTHIHAT TOKCHYHH CTOMHOCTH (oHMKeHa OB0pedHa exCKpeLHd Ha JUTHH).
CneoBaTeHO TO3H Tapamerbp TpaGsa da ce NpoC/eassa MpH 3an0o4Bane, afalnTHpaHe u
IpeyCTAHOBABAHE HA IEYEHUETO C JASKCKETOIPOodeH;

— MeToTpeKcar, M3MON3BaH BB BUCOKH JO3M OT 15 mg/CenMulia WM IIOBEHE: 3aCHIICHA
XEMATOJIOTHYHA TOKCHYHOCT Ha MEeTOTPEKcar MOCpPeNCTBOM NOHHKCHHME Ha ObOpEUHHA MYy
KAIMPBLHC OT MPOTHBOBB3MAIHTEIHH CPeACTBA 110 MPHHIHIL;

~  XumaoTOWHH M CyTpOHAMMIH: TOKCHIHUTE eeKTH Ha TE3H BEIIECTBA MOraT 1 ¢e 3acHIAT.

KomMOGHHALMH, KOUTO W3UCKBAT NPEIa3HH MEPKH:
—  Jluyperntn, ACE-uHXHOHTODH, aHTHOAKTEpHAIIHH AMHHOIJIHKO3
anruotensad II penentop: NexckeTonpodeH MoXe Ja NOHWKY ede

APYrd AHTHXMIEPTCH3WBHHTE JeKapcTBa. llpH HAKOM IALMEHT



$yHKUHA (Hanp. AeXUAPATHPAH! NalHeHTH Wil NalMeHTH B CTapdecka BH3pact ¢ HapylcHa
OpOpedta (QYHKLMA), ©JHOBPEMEHHOTO NPHIOKEHUWE HA BEIIECTBA, KOHUTO HHXHOupar
nuknookcHrenasara 1 ACE-uexuburops, anrvorensdH Il penenTopHi aHTaroHHCTH WM
anTHOaKTEpUATHY AMHHOIJIHKO3HAM MOKe N AOBEAE RO JOMBIHHTCIHO HApYIMCHHE HA
oB0peuna yHKImMs, K0eTO 0GHKHOBEHO € o6paTuMo. B cy4al Ha KOMOWHHUPAHO Npe ANHCBAHE
Ha IeKckeTonpodeH U JMYPETHK € BAXKHO 1a CE OCUTYPH aIeKBATHO XHAPATHPAHE Ha NALMCHTA
H A4 ce M3ciielsa OnOpeuHaTa QyHKIHA PH 3aM0UBaHE Ha JICHCHUCTO (8x. 1. 4.4 Crieuuanuy
npesynpexkIeHnd W penna3iy Mepku npu ynotpeda);

~ MertoTpexcar, #3MoA3BaH B HHCKH JIO3H, IO-Majko OT 15 mg/ceaMHLIA: XEMATOJOTHIHATE
TOKCHYHOCT HAa METOTPEKCAT MO NMPHHLMI C€ 3aCHIBa MPH MOHHXECHHE Ha ObOpeyHua My
KITAPBHC OT NPOTHBOBBIMANMTENHUTE CPEACTBAa. EXKeCeAMHMYHO HM3CleaBaHe HA KpbBHATd
KapTHHA Mpe3 MhPRATE CEAMHIIM OT KOMOHHHPAHOTO NedeHHe. BaMMaTesHo Habrogerue Mpu
HAJIAUME JOPH UM Ha JIEKO yBpexaHe Ha ObOpcunara QyHKUMA, KAKTO W [IpH MANMCHTH B
CTapuecKa Bb3pacT;

—  [enTOKCH}MITHH: TOBAILICH PUCK OT KbpBeHe. [10-aKTHBHO KITMHHIHO HaOJIIOAEHHE U TTO-9ECTO
M3CNe/IBaHE HA BPpEMETO Ha KbpPBEHE,

—  3u0BYAMH: PUCK OT 3aCHJIBAHE Ha TOKCHYHOCTTA BbPXY ePUTPOLIMTHATA PEAHLA OCPEICTBOM
nelicTBHE BHPXY PETHKYIOLMTHTE C BB3HHUKBAHE Ha TEXKKA AHEMMA elHa CeAMHIA CIC]
sanoypane Ha HCIIBC. [fposepka Ha IrbaHaTa KpbBHA KapTHHA ¥ Opos Ha PEeTHKYIOLMTHTC
elHa 710 JIBE CeJMHLH clie] 3anourane Ha neyernero ¢ HCTIBC;

—  Cyndauunypesian nekapcrsa: HCIIBC morar ga 3acHIAT XHIOTIHKCMUHHHA edekT HA
cyndaHunypeliHATe AEKAPCTBA TOCPEJACTEOM HU3MECTBRHETO HM OT MECTaTa 34 CBBP3BAHE C
[IA3MEHUTE TIPOTECHHH.

KomOuHaiuu, kouro TpadBa Ja ¢e UMAT MIPE/IBHA:

— Bera-6Gnokepy: neuenuero ¢ HCIIBC mMoxe 1a NOHMKY aHTHXANEPTEHINBHOTO UM NCHCTBHE
ype3 HHXUOUpaHe CHHTE3aTa Ha MPOCTarlaHAHHHTE,

—  LMKJIOCTIOPHH H TakKpOJIMMYC: He(pPOTOKCHYHOCTTa MOXEe Ja C¢¢ 3aCWid OT HCTIBC,
MOCPENCTBOM MEIMHPaH OT MpPOCTarJlaHAHHMTE €(pEeKT BBPXY onbpenmre. [Io BpeMe Ha
KOMOHHHpPAHO JicueHue TpAOBa Ja ce uscneasa OpOpeyHaTa Oy HKIHS;

—  TpomGonuTrHuH: AORKIIEH PHCK OT KbPBCHE;

—  AHTUTPOMOOLIMTHH JIEKAPCTBA M CENCKTHBHH HHXHOWTOPH HA o0paTHOTO 3axBalllaHe Ha
ceporonnna (SSRI): HOBMIIEH PHCK OT CTOMAIIHO-4PEBHO KbPBEeHE (BXK. TOUKA 4.4).

— TlpofeHeln]: IWIA3MENWTe KOHIEHTPALUK Ha JiekCKeTonpodeH MOXe a Ce NOBHILIAT, TOBA
B3aUMOJEEIICTBHE MOXKE 3 CE AB/DKM Ha HHxuOHpaHe Ha MACTOTO Ha OpOpetdHara TyOy/IHa
Cexpellds ¥ Ha TIOKYPOHOBATA KOHIOTAllMs M C€ H3UCKBA aJlaliTHpaHC HAa JI03ara Ha
AEKCKeTONpoPpen;

— Copoeunn rnukosua: HCIIBC morar aa ysennuar IU1a3MeHaTa KOHLCHTPAlHA  HA
TITMKO3UANTE;

—  MudenpucToH: Nopaiy TEOPETHYHHA PUCK 34 ITPOMsiHA B e(PECKTHBHOCTTA HA MH(ENPHCTOH OT
WHXHGUTOPHTE Ha NpocTarnaHyuuoBara ckHtesa, HCIIBC He TpAbpa A2 C€ H3NONM3BAT 34
noseye ot 8-12 aHU el NPUIOKSHHETO Ha MAQENPHCTOH,

~  XHHOMOHOBHM aHTUOMOTHIH: ONWTHTE TIPH KUBOTHHU I10KA3BaT, 4€ BHCOKH J03U XWHOIOHH B
koMOunauus ¢ HCIIBC Morart fa yBemu4ar pucKa OT fposdBa Ha KOHBYJICHUL.

4.6 @epTHIHTET, OPEMEHHOCT H KbpMeEHE

BpeMmeHHOCT
MHXU6MpaHeTo Ha MPOCTArTAHIMHOBATA CHHTE3a MOXKE [ TIOBIMAC HEONArONPUATHO 6peMeHHOCTTa

WM emOpuo/derandoro pasBuTHe. JIaHHH OT eNMIEMHOJIOTHYHY NMPOYYBAHHA MOBAHIAT ChbMHCHHE
33 MOBHILICH PUCK OT abOpTH M ChpleyHa Man(opMauus W racTPOCXH3MC CNE] MPHIOKCHHUE HA
MHEXHOHTOPY HA TNpOCTArTAHAMHOBATA CHHTE3a TP paHHa OpeMEHHOCT. AOCOMIOTHHAT PHCK 34
CHPIEYHO-CHAOBH MAN(OPMALMH Ce YBENHUaBa OT no-manko ot 1 % 1o okono L= 7
PHCKBT Ce YBENHYABA ¢ YBeJU4CHHE Ha A03aTa U NPOABIDKHTETHOCTTA Ha JICHEHA
IEMOHCTPHPAHO, Ye MHXHOMTOPHTE HAa MpOCTarinaHXMHOBAaTa CHHTC3a BOIA
MOCTHMIUTAHTALIMOHHH 3ary6H u emOpuo-¢peraneH neramrer. B 10




PUIOKEHNE Ha MHXHOWTOpH HA MNpPOCTArTAHMHOBATA CHHTe3a NPH JXKUBOTHH TIO BDEME Ha
oprasorese3ata ce HayogaBaT pasIMyHM MaadoOpMalMH, BKIFOMHICAHO H ChPACHHO-CHAOBH.
HezaBHCHMO OT TOBA, NPOYUBAHHATA NPH KHBOTHH € JIEKCKETONPOdEH TPOMETAMOII HE €A TIOKA3ATH
PENPONYKTHBHA TOKCHYHOCT (B%. Touka 5.3). Or 20-ra ceaMuiia Ha OpeMEHHOCTTA HATATHK,
yrnoTpebara Ha AEKCKETOMpodeH MOke Aa NPHYMHH OJMIOXHIPAaMHHCH B DE3yNTaT Ha Oon0peuHa
AMCPYHKIHA Ha 1UToa. ToBa MOXE 1@ HACTBITH CKOPO Clie] 3aN0UBAHE HA NIEIEHHETO 1 OOWKHOBEHO €
0GpaTIMO C/IEJ IPEYCTAHOBABaHE Ha fpHeMa. OCBeH TOBa, MMA CBOOIICHHS 34 CTECHABAHC HA AYKTYC
apTepHo3yC Cllel JIe4eHHe BBB BTOPUS TPUMECTHpP, MOBEUSTO OT KOHMTO €a OTWIyMEIH CICA
npexpaTapaHe Ha JjeueHueto. CnenoBaTeNno, MO BpeMe Ha NMBPBUA W BTOpHA TPHMECTBD OT
OpeMEHHOCTTa, NeKCKeToNpodeH TPOMETAMOI He TpAOBa Ja C& Tipuiara, 0CBeH ako HE © abCONITHO
HeoGxonuMo. AKO fIekckeronpodeH TPOMETAaMON Ce H3MON3Ba OT KEHM, KOMTO C¢€ OIMTBAT Ja
3a6peMEHeAT HiH T10 BPEME Ha [TbPBH HIIH BTOPH TPHMECTHD Ha OPeMEHHOCTTS, 103aTa TpaOea jia Opae
BB3MOKHO Hal-HHCKA ¥ IPOXBIDKHTENHOCTTA Ha JeueHue TpsAbBa Oa € Bb3MOXKHO HaH- KpaTka. B
cTydait Ha eKCHIO3HUMA B TPOAB/DKEHHE Ha HAKOMKO JHH OT 20-Ta recTallHOHHA CEIMULIA HATATBK,
TpabBa Aa ce OOMUCITH HAGMIOACHHE 32 ONMTOXHAPAMHHOH H CTECHSBAHE HAa [yKTYyC apTEpHO3YC CIICA
paxaaHero. YmorpeGata Ha [EKCKeTonpoper TpsabBa Jia ce DpPEeyCTaHOBH, aKO € YCTaHOBH
ONMIOXHIPAMHUOH WIH CTECHABAHE Ha JYKTYC apTepHro3yc.

Tlo BpeMe Ha TPETH TPHMECThP HA OpEMEHHOCTTA, BCHUKH MHXHOWTODH Ha NpOCTAlIAHIAMHOBATA
CHHTE3a MOTAT J4 U3A0XAT IUT0Aa HA
- KapaHOmyJIMOHA/NHA TOKCHYHOCT (TIPEXKICBPEMEHHO CTECHsBaHe/3aTBApsHE HA JOYKTYC
apTepro3yc u 6enopobHa XUIIEPTOHHS );
- HapylieHa O6b0pedHa ¢yHKUMs (BXK. MO-TOPE);

malixata H HOBOPOACHOTO B Kpas Ha OpeMeHHOCTTa Ha:
. BBIMOKHO YIBIDKAaBaHE HA BPEMETO HA KbPBEHE, AHTHATPEraHTeH ehekT, KOHTO MOXe Ja CC
Ha0MOAaBa 10PH NMPH MHOTO HHCKH JO3H,
- [OATHCKAHE HA MATOYHWTE KOHTPAKIHH, KOETO BOOH 0 3a0aBeHO WIH YABIKCHO PakIaHe.

CrieioBaTenHO, BecTapen € NPOTHBONOKa3aH [pe3 TPETH TPUMECTBP OT OPEMEHHOCTTA (BX. TOYKH 4.3
u5.3).

He e W3BeCTHO AAH JeKCKeTOonpoden ¢e U3IbYBa ¢ KbpMmara. bectapen € MpoTUBOIOKA3aH 10 BpEME
HAa KbPMEHE.

4.7 Ejextd BLPXY cnoco6HOCTTa 32 modmpane 4 padboTa ¢ MAHIKHH

BecTapen MOXKe eKO 10 YMEPEHO [ia OBJIHAe CIIOCOGHOCTTa 3a WodupaHe W paboTa ¢ MALIHHL,
TBH KaTO MOXE Ja A0BEIE A0 3aMasHOCT W CHHIIMBOCT.

4.8 HexkenaHn JexKapCTBEHH PeaxkUHH
B TabnuiiaTa ca ONWCAHH HeXeJaHure CBOMTHS, KOWTO C3@ MOHE BEpPOATHO CBBPIHH ¢

NaPCHTEPAIHOTO TPIIOKEHNE Ha AEKCKETONPOQEH TPOMETamOJ, TOAPEICHH 110 CHCTEMO-OpPraHHa
KNacH(GHUKAUNS U 10 YeCcToTa.

CHCTEeMO-OPTaHHH YecTH Hedectn Penxu MHuoro

KIacoBe 1/100 o (=1/1 000 no | ((=1/10 000 no peKH/H30/1HpaHH
<1/10) <1/100) <1/1 $400) chLoOmeHns

(<1/10 600)

HapyweHus Ha - - --- HeyTponexus,

KpbBTa M TUMpHATa TpOMOOUMTONECHHA

CHCTEMA

Hapymenws Ha e - OtoK Ha

MMYHHATa CHCTEMA TApPHHKCA




CucreMo-oprannm Yecern HeyecrH Peaku MHuoro
KJIACOBE (>1/100 xo 1/1000 0 | ((=1/10 000 a0 peaKH/H30aHPAHH
<1/10) <1/100) <1/1 000) CHLOOMEHNS
(<1/10 N)
BIJTHOUUTEITHO
aHa(WIaKTHYEH
IHOK
Hapymenus €a “—n -—- AHOpeKCHA —-
MeTabon3Ma 1
XPAHEHETO
[ fcuxuaam —— BezchHMeE, — —
HAPYUICHHUSA 0e3MOKOHCTBO
Hapyuietus Ha I'nasobomue, | [lapectesun,
HepBHATE CHCTEMA 3aMasHOCT, CHHKOII
ChHJIUBOCT
Hapyimenus Ha o4HTe | --- -—- --- 3aMBIIEHO
BHAX/1aHE
HapylueHUA HA YXOTO | ~-- Beprturo - TuanuryC
u TaOUpHHTA
ChpaedHu - Copuebucne | --- Taxukapaus
HapylieHus
| ChAOBH HAPYHICHHS --- 3auyepBiBaHe | XHIEPTOHUA XHIOTOHUSA
PecriupaTopHH, —-- --- bpanumnes BponxocnaibM,
TPBAHHU H JUCIIHEA
MEAHACTHHATHH
| HapyIHeHHs
CToMalHo-YpeBHH I'anene wwmy | [acrpur, [Terrrirna 513843, [laHkpeaTHt
HapyLOCHHS MOBPBLIAHE, 3amieK, CyXxa KPBBOHU3/IMUB OT
KOpeMHa ycTa, NIelITHYHA A3Ba
foJiKa, drarynenims | Ko nepgopaid
Juapus, Ha TEITHYHa A3Ba
MUCHENCUHS (BX. TouKa 4.4.)
Xenaro-OuanapHu -—- -n Xenatur XeraronueyJjapHo
HapyHeHus YBPCKIABHE
HapylLueHus Ha - Ob6pus Yprukapud, akne, | CHHIPOM Ha
KOXKAaTa U MOBHICHO Stevens Johnson,
MOAKOKHATA ThKaH H3MOTABAHE TOKCHYHA
EMUACpPMAIIHA
HEKpOJIA3a
(CHHOPOM Ha
Lyell), aHrHoenem,

daumaneH 0ToK,
peakLuH Ha POTO

CHCTEMa U I'bpAaTa

JyBCTBHTEIHOCT,
chpphex
Hapymenus Ha --- —- Bonku B repba -—-
MYCKY THO-
CKeJeTHATa CHCTEMa H
CheHHHUTETHATE
| ThKAH
Hapyuienns Ha --- --- Ocrpa 6u0peyna | Hedpur umm
Op0penuTe U HeNOCTATBYHOCT, | HepoTHyYcH
MAKOYHUTE [IbTHIIA TIOIAY pHA
HapyuieHus Ha — --- MencTpyainu
BB3NPOA3BOAUTEAHATA HapyICHWUA,

/




CHeTEMO-OpPrauHH YectH HeuecTn Penkn Mmuoro
KJacoBe >1/100 po (>1/1 000 no | ((=1/10 000 no peaxH/d30HPAHK
<1/10) <1/100) <1/1 000) cpO0meHHs
(<1/10 000)
3aCATaHe Ha
NPOCTATATA
OO01K HApyIISCHWA U —- Ymopa, [lepudepeH OTOK | ---
eheKTH Ha MACTOTO Donka,
Ha NPILIoKEHHE ACTCHMA,
purop, odma
cnabocT
Hscnenpanus —- --- {OTKJIOHEHHE B -
YePHOIPOOHHTE
(byHKIIHOHAJTHH
npoOu

Hati-uecTo HaBJONARAHNTE HEXEAHH PEeaKkLHy ca CTOMAIIHO-IpeBHA. Moxe na ce HabmoAaBar
NerTMuHa A38a, repdopamys Wik CTOMAIIHO-YPeBeH KPBBOK3IIHE, TIOHAKOT2 daransu, ocoOCHO B
crapyecka Bb3pacT (BK. Touka 4.4). Crex MPpHIOKEHHE Ca ¢hoOILaBaHH rajeHe, MoBpblIane,
nuapys, ¢uaTyneHlUMA, KOHCTHOAUMA, IMCICICHA, KOpeMHd OonKa, MelleHa, XeMaTeMesa,
yNIEPATHBEH CTOMATUT, YCIOKHSBAHE Ha KOIUT MM bonecT Ha Kpon (8xk. Touka 4.4). [1o-paaxo
e uabmoaasad racrpur. VMa cpoblieHus 33 OTOLM, XUNEPTOHUA ¥ ChpietiHa HEJOCTATLYHOCT,
cepp3ani ¢ ynorpebara na HCIBC. Knpnpuhu npoydpaHdi M CHHACMHUOJOTHHHH JAHHH
Toka3Bar, ge ynorpebara Ha nskon HCTIBC (oco0eHo BbE BUCOKH JO3H M MPU MPOABIDKHTCRHO
[IPHIIOKEHKE) MOXKE Ja ¢ CBB[IKE C JIEKO NOBHILECH PHCK OT apTCPHAIIHH TPOMOOTHUHY CHOHTHA
(HanpAMEp MIOKapASH MHPAPKT WK WHCYAT) (BXK. TOUKA 4.4).

TMono6uo #a apyrx HCIIBC, morar aa ce MOSBAT ¥ CICAHHTE HOXKCIAhH NeKapcTBEHH PEAKIHU!
acerTHueH MEHHHIHT, KOUTO ce IposBiBa Hali-Bete NPH MAIHEHTH ChC CHCTEMEH JIYTyC epuTeMaToee
WM CMeceHa ChenHHWTe/HO-ThKaHHa GONect; XeMaTONOrHyHH peakuuy (myphypa, amnacTeiHa v
XeMONMTHYHA AaHEMHSA, PAJIKO arpany/IOLMTo3a WIK KOCTHO-MO3BYHA XHIIOTUIa3HA).

Byno3HH peakiliy, BKIIOUHTENHO CHHAPOM Ha Stevens Johnson ¥ TOKCHYHA €ITHACPMaliHa HEKPOJIM3a
(MHOTO PAIKO).

Cp0o011daBaHe Ha 110/103WPaHH HEXEIAHN DEAKIHU

CroliiaBaiero Ha TOAO3INPaHM HEXKENIaHU PEaKIvy ey paspeiiaBanc 3a yrotpeOa Ha NeKaperseHurs
MPOAYKT € BaxHO. ToBa MO3BONABA Ja MPOXbIIKH HaGIIOIEHHETO Ha CHOTHOLIEHUETO MOJI34/PUCK 334
NexapcTBeHus nponykt. OT MeAMIMHCKHTE CIEUMATICTH C& H3UCKBA Nid CHOOIIABAT BCAKA FIOA03UpaHa
HekeNnaHa peakiing ypes:

H3nbJIHATENHA areHIydA No AeKapCTBaTa

yiI. ,,JlamsH I'pyep” Ne 8

1303 Codus

tei.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 Hpexozupane

He ca W3BeCTHUM CHMIITOMUTE NpH Npeaosmpane. IToao0HY JIEKapCTBEHH MPOIYKTH BOMAT A0
CTOMAUIHO-YpeBHYU (TIOBpBINAHE, AHOPCKCHA, KOpEMHA foyka) U HEBPOJIOTHYHHK (COMHOICHTHOCT,
BEpPTHIO, Ae30pHEHTAllNA, [11aB000HEe) HApYIICHHUS.

B ciy4ali Ha HeNMpeIyMHLUIEHO MpeNo3upaHe MM NPHIIOKCHHC Ha MO-BHUCOKa JI03a CE& Hanara
He3abaBHO CHMITTOMATHYHO JIeYeHHE B 3aBHCHMOCT OT KJIMHHYHOTO ChCTOSHHE HA NManieHTa. AKo ca
pueTy rnogede oT 5 mg/kg oT Bh3pacTeH WK [IETe B PaMKWTE Ha CAMH Hac Tpa6Ba Ja cé NPHIoNH
AKTUBEH BBIJIEH.

Nexcxeronpoden TPOMETaMON MOKE Ja Ce CAUMMHIPa ¢ AHaNn3a.




5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 dapMakoIHHAMHYHH CBOHCTBA
(dapMakoTepaneBTHHHA I'pyra: IIPONHOHOBA KUCEIHHA U TPOH3BOIHH, ATC xoa: MO1AE17

HekckeronpodheH TpoMeTaMoJi € TPOMETaMHHOBA COJI Ha S-(+)—2-(3-benzoylphenyl)propionic acid -
JIEKApCTBEH NPOAYKT € AHAJITETHUHH, IMPOTHBOBB3MANUTE/IHA ¥ AHTHIIMPCTHIHH CBOMCTBa, KOETO
MPHHAATIEKH KbM HECTEPOMIHUTE MPOTUBOBL3NATHTEIHN CPEACTRA (MO1AE).

MeXaHH3MET Ha ACHCTBHE HAa HECTEPOMIHHMTE TMPOTHBOBBIMANUTENHH CPEACTBA CC CBBP3BA ©
HAMAJICHHe Ha MpOCTATNAHIWMHOBATA CHHTE3a Ype3 WHXUOMpaHe Ha LMKNOOKCHTCHA3ard. [lo-
CIIELAAIHO € HAlMLe WHXHOMpaHe Ha MpPEeBpHUIAHETO H& apaXHJOHOBA KMCenuHa B IMKAHYHH
enonepokcunasu, PgG2 m PgH2, xowro obpasysar PgEl, PgE2, PgF2a u PgD2 W cbmo
npoctamminas  Pgl2 u tpomGoxcanm (TxA2 u TxB2). OcBeH TOBa. HHXUOMpaHETO HA
[POCTATIAMAMHOBATA CHHTE3a MOXe Ja MOBTWSe W JPYTH MEHaTOph Ha BB3NANCHHETO, KATO
kuHHEYTE, TOBA € equH UHIUpEeKTeH edeKT, KOHTO TONbIBA JUPEKTHOTO ACHCTBHE.

B npoy4BaHHA IPH ’KUBOTHH H XOpa € 10Ka3aHo, e IEKCKETONpOoPeH uaxubupa aktuBHoCcTTa HA COX-
1 u COX-2.

KnWHAYHE TIpOYYBAHHA BBPXY pasnuuHH OOJIKOBH MOZENH ACMOHCTpHpAT e)eKTUBHA aHANTCTUYHA
aKTHBHOCT Ha JeKcKeronpodeH TpoMeramon. B HAKOM MpoyuBaHHWA HAYaIOTO Ha AHAIIETUHHOTO
geficteie ce nNposBsBa A0 30 MHHYTH el DPHICKEHHETO. AHATETHIHHAT ehexr € ¢
MPOXBIKUTETTHOCT OT 4 10 6 Haca.

52 @dapmMakoKHHEeTHYHH CBOHCTBA

Crien mepopaiHO MPUAGKEHHE Ha IeKCKETORPOhEH TPOMETaMOJI IPH XOpa. Cunax €€ HOcTHra Ha 30-TaTa
MHHYTa (B rpaHnnuTe 15-60 MUHYTH).

BpemeTo Ha TIOAYXMBOT BB (pasaTa Ha pasnpefeNeHHe W Ha eIMMHHHPAHC Ha JEKCKeTOIpodeH
TpoMeTamoi € choteerHo 0,35 vaca u 1,65 yaca. Kakro mpu Apyru iekapcrea © BHCOKa CTEIMEeH Ha
CBBP3BaHE C Ila3MeHuTe MpoTedHH (99%), o0eMBT Ha PasHpEIENIEHHE ¢ CPEAHO TOA 0,25 lkg.
OCHOBHEAT BT HA STHMHUHUPAHE Ha JEKCKeTOmpodieH e ¢ IIIIOKYPOHOBA KOHIOTaluA, OCIEBaHa OT
HIbYBaHe pe3 OpOpenure.

Cren NPHIOKEHMETO Ha Jekckerorpoden TpomeTamon, B ypuHaTa ce OTAGHd caMo S-(+)-
EHAHTHOMEPA, KOETO TTOKA3Ba, 4e [PU XOpaTa HiMa KOHBCPCH: B R-(-)-eHaHTHOMEP.

[Tpu hapMakOKUHETHYHM TIPOY4YBaHHA ¢ MHOFOKPATHO MPHIOKEHUC CE nmabnronapa, ye AUC cren
MOCNEAHOTO NPIIMKSHAE He Ce pasiuyaBa OT MOJydeHaTa Clell €HOKDPATHO NMPIIOKEHUE, KOSTO
NOKA3Ba, Y¢ HAMA KyMyJHpaHe Ha IEKapCTBOTO.

[Ipy enHOBpeMEHHO MpUIioXeHHAe ¢ XpaHa, AUC He ¢ IPOMEHA, BBIIPCKH 3¢ Cmax Hat IEKCKETONIPOJEH
TPOMETaMOI C€ TICHIDKABA W CKOPOCTTa Ha pe3opOius ce 3a0aBs (YyBeIMYaBa CE tmax)-

5.3 IlpeakauAHYHH AaHHH 32 Oe301MaCHOCT

TIpenknMHAYHMTE JAHHH HE [OKa3BaT cHclUudHHeH PUCK 32 XOpa, Karo C¢ OCHOBaBat Hd
KOHBEHITMOHAMHY HW3CHENBAHNS 3a OE€30MACHOCT, TOKCHMMHOCT IpM MHOTOKPArHO MPHIAQKCHHC
I€HOTOKCHYHOCT, PENpOLYKTHBHA TOKCHYHOCT H MMyHO(apMakonorid. IIposencHuTe BbpXy MHUIKH 1
MalMyHH H3CIIe[BaHKA 33 XPOHHTHA TOKCHUHOCT Ca MOKa3ail HHBO HA JIMINCA HA HCKCIAHH edexTH
(NOAEL, No Observed Adverse Effect Level) npu 3 mg/kg/neH. OCHOBHWTE HEXeNaHH PEaKIlH
HaGMONaBaHd NPH BHCOKH JIO3M, CA2 CTOMAHIHO-YPEBHH €pO3MM M A3BH, KOHI a3BUBAT B
3aBHCHMOCT OT JI034Ta.




6. OAPMAINEBTHYHH JAHHHU
6.1 CnucbK HA MOMOHIHETE BEIICCTBA

Anpo

[apeBHYHO HHIUECTE
npemenamﬂusﬂpaﬂo HApEBHYHO HHUHLICCTE
MHUKDOKPUCTAIIHA HeJyJ03a
XUAPOKCHIIPOITHILETY 1034

MAarHe3ues CTeapar,

OUIMOBO TTOKPHTHE

onajapait 651 OY-J1-7192 cucTodln ce OT:
XHIPOMENO32

THTAHOB JHoKcua (E171)

mMakporoin 400

6.2 HeCbBMECTHMOCTH

HenpunoxkuMo

6.3 Cpox ua roasocr

2 TOIUHY

6.4 CpnenHaaHH yCJIOBHS HA CHLXPAHEHME

Jla ce cpxpanasa non 30°C. Jla ce CpXpaHfABa B OpUrHHATHAaTa OTNAKOBKA, 33 Na CC npeanasyd or
CBEeTIIMHA - 33 TabneTKH, onakosanu B 6mucrep ot PA/AVPVC/AL donno.
Jla ce chxpaHsiBa nox 25°C - 3a TaGNeTKH, ONAKOBAHH B GIMCTEP OT PVC/PVDC/Al ¢ponuo.

6.5 Bnjg H chaAbPXKAHHE HA OMAKOBKATA

Tabnerkure ce npensarat B Snuctepu (PA/AI/PVC/Al u PVC/PVDC/Al).

[To 7,10, 14 unu 20 TaGnerku B 6aucrep ot PA/A/PVC/AL doawo. Ilo 1 nma 2 OnucTepa B KapTOHCHA
KYTHS.

ITo 10 wu 20 Tabserku B Samctep o PVC/PVDC/Al domuo. Tlo 1 unu 2 6aHCTEpa B KapTOHEHA
KYTHA.

7. OPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA
becta Mexg EOOJ]

yi1. "Ksndo Ckopues” Ne 8

5350, rp.TpasHa

brarapus

8. HOMEP(A) HA PAZPELIEHHETO 3A YIIOTPEBA
Per. Ne: 20180069

9, JATA HA N'HPBO PA3ZPEIMABAHE/MTOJHOBABAHE HA PA3ZPEIIEHHETO 3A
YINOTPEBA

JlaTa Ha ITBPRO paspeliiaBane: 15 mapt 2018 1.

Hara Ha MOCIeAHO TOHOBABAHE!

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
01/2023




