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ITAHAKTHB 100 mg/5 mi nepopanta cycnieHsusa ' 2 l; ﬂl 2023 ,

PANACTIV 100 mg/5 ml oral suspension R PR e ity et

2, KAYECTBEH H KOJIUYECTBEH CBhCTARB

5 ml oT nepopanHata cycnensna csaspxar 100 mg ubynpoden (ibuprofen).
1 ml oT nepopanynaTa cycnensna chabpka 20 mg nbynpoden (ibuprofen).

IToMOIINH BelliecTBa ¢ MIBECTHO neHicTape: HaTpyes Gensoar (E211), Tegen manmaton (E965),
npomreHrinkon (E1520), matpuit.

Bceeku 5 ml ot nepopannata CycrieH3us ChABDKAT 5 mg HaTpHeB Oer30aTt, 2,4 g TeUeH MalTHTON,
4,17 mg nponuieHrnukon, 9,67 mg HaTpHi.

Beeku 1 ml ot mepopannaTa cycrneH3us chAspKaT 1 mg HaTpHeB Gen3oar, 480 mg TeYeH MATTHTON,
0,834 mg npomunenraukoi, 1,934 mg Harpui,

33 ITBJIHMA CITHCHK HA MOMOLIHKHTE BEIECTBA BIDKTE To4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
Iepopanna CyCIIeH3HA.

Bsana 0o mourH 64/1a XOMOreHHa CYCHEH3HA ¢ BKYC Ha ATOJH.

4, KJIHHHYHHA TAHHHA
4,1 TepaneBTHYHH NOKA3ZAHWS

ITAHAKTHB e noxasaH 3a KpaTkoTPaifHO CHMITTOMATIHYIHO ICUCHUE HA:
o Tpecka (BHCOKA TEMIIEpaTypa) C PA3IHYEH TIPOH3X0[ (CHILO [0 BPEME Ha BHPYCHH HHEKININ)
e Jleka no ymepeHa GonKa ¢ pasnH4eH NPOH3XOA!

- rnapobomue, GOJIKH B I'EPAOTO, MYCKY/THH GOJKH B PE3yNTAT HA BUPYCHH HHQEKLHM

- MYCKYNHA, CTABHA H KOCTHA 0ONK& B Pe3yNTAT HAa MYCKY/NHO-CKENETHH HApAHABAHHA

(HaBAXBaHHA, H3KLIIBAHHA)

- DoNKa B pe3yNTaT Ha HADAHABAHUA HA MEKHMTE ThKaHH

- mocromepariBHa Golka

- 38000, Sonka cen excTpakmuA Ha 356

- rnaBo0omHe (Chillo H MUTPEHO3HO)

- ywmsa GolIka NpH PE3NAICHKE Ha CPEAHOTO YXO.

42 HoiHpoBKA H HAYHH HA NPHIGKERUE

gOSHmBKa

Tpatea Aa ce MINON3Ba Hal-HACKaTa edeKTHBHA X033 3a BE3MOMKHO HAH-KPAaTKOTO BpEME,
Ae06XONHMO 2a o0NeKyapaHe HA CHMITOMHTE (BX. TOYKa 4.4).

MaKcHMaJIHa JeeBHa go3a 20-30 mg/kg.




HpPI H3M0/3BAHE Ha HPHIOKEHATa CIIPHHIJOBKA TOBA CC ITIOCTHIa 110 CNIE€IHHA HAYHH:

Tesecno Terao
{Bn3pacT Ha gereTo)

Konuaectso ubynpoden

YecroTa 33 24 yaca (make.
AHeBHa 1032 HGynpoden)

5-7,6 kg (3—6 meceua) 2,5ml (1 x 50 mg) 3 mea {150 mg)
7,7-9 kg (6-12 mecena) 2,5ml (1 x 50 mg) 3 mo 4 et (150-200 mg)
10-15 kg (1-3 rogunn) Sml(l x 100 mg) 3 oeTH (300 mg)
1620 kg (46 roounn) 7,5 ml (1 x 150 mg) 3 ooty (450 mg)
21-29 kg (7-9 roguan) 10 ml (1 = 200 mg) 3 et (600 mg)
3040 kg (10-12 rogunu) 15 ml (1 x 300 mg) 3 meTH (900 mg)

Josara MOXe Aa ce MOBTApA Ha BCekH 6—8 yaca, IIpe3 MHTEPBAT OT MOHE 4 Jaca MeXIy
MOCTEIOBATETHATE A03H. MaKCHMalHKHTe JHEBHHU 034 He TpAOBA 1a ce NPEBHLIABAT.

Camo 3a kpaTKoTpaiina ynorpeba.

3a ngeua, Ha BB3pACT oT 3 1o 5 Mecena TpaiBa Ma ce MOTHPCH IEKapCKa NMOMOIL, aK0 CUMIOTOMHTE Ce
BICIIABAT M IIPHCHCTBAT MOBeYe OT 24 yaca,

3a mema, IO-MANKH OT 6-MECEYHA BB3PACT, JIEKapCTBEHHAT NPOTYKT Moxke a ObJie faBaH caMo clell
KOHCYIITAIHA C JIeKap | Mo IeKapcKa IpenophKa.

AKO JIeTeTo (I0-TOIAMO OT 6 Mecela) Wik IOHOLLATA Ce HyXIAAT OT JIeKapCTBOTO TIOBEUE OT 3 JIHH,
HITH CUMITTOMMTE C€ BJIOILAT, TpA0Ba 1a ce IOTHPCH KOHCYIITal|A ¢ neKap.

He Tpabea na ce napa Ha Iema, O-Mallky OT 3 Mecena.

Criea TePBEOTO OTRAPAHE HA OMAKOBKATE, A e U3TION3BA B PaMKWTE Ha § Mecera.

BrOpedny HapynieHus

HU6ynpoden Tpabpa aa ce ymorpebasa ¢ BHUMAHKE IPH NalMeHTH ¢ 6b0peunH Hapyenus. Jlo3ara
TpAGB2 Na ¢ NOANBLPXA BE3MOKHO Hali-HHCKa (32 NAlHEHTH ¢ Texka Op0pedHa HeOCTAaTPHHOCT
BIDKTE TOuKa 4.3).

YepHompoOHu HapyIIeHHs
UBynpoder Tpafira aa ce ynorpebaBa ¢ BHUMAHHE IIPH TALMEHTH ¢ 1epHOAPOGHH HAPYLISHHUA.

Josara Tps6Ba Aa ce MOAABPKA BB3MOKHO Hali-HHCKA (33 IAUMEHTH C TEAKKA YEPHOLPOOHA
HEIOCTATHYHOCT BH/KTE TOUKA 4.3).

Hauun Ha npunoxkeHse
[MepopalHo TPUIGKEHHE.

3a mo-To9HO 103MpaHe, ONAKOBKATA ChIbpKa MEPHTEITHA CIPHHIIOBKA 34 pHNarase.
Pasknarere 6yTunkara npey ynorpeba.
JlexapcTBOTO TPAGHA 114 ce NMpHeMa IIePOpPalHo, Cled AJeHe, ¢ FOAMO KOMHYECTBO TETHOCT.

4.3 IIpoTuBONOKa3aHHA

CBpBbXYYBCTBHTETHOCT KBM HOYNPO(dEH UIH APYTH HECTEPOHIHH TIPOTHBOBE3NANHTEHH 1CKapCTBa
(HCIIBJI), 114 KbM HAKOE OT OMOLIHUTE BEIIeCTBa, H30poeH: B Touka 6.1.

TTauyenTH, TIOKA3ATH NPeIH TOBA PCAKIIHH HA CBPBX'MYBCTBHTEHOCT {HAND. aCTMA, PUHHAT, AHITHOCAEM
HIH YPTHKApHA) B OTTOBOP Ha ALETHICATHLIMIOBA Kucenusa (acrupun) win apyrd HCTIBJL

AHaMHe3a 33 KbpBEHE 0T FOpHATa YacT Ha CTOMAIIHO-UPeBHHS TPAKT WiH nepdopallis, AHIKAIHa ce
Ha npeaxonHo nedeHue ¢ HCTIBJL

AKTHEHA WIH [PeAIECTBAINA pelMIHBAPAINa TIeITHIHA A3Ba/XeMOParus (ABa Wiy MoBeve [I0BTapALIH
ce eIH30/a Ha J0KazaHa YIEpalHl K KbPBEHE).

LlepebpoBackynapEO HIIH APYTO aKTHBHO KEpBEHE.




Texxa depHonpoOHa, GEOpeuna WK Texka chpAeHHa HenocTaTharocT (NYHA knac V) (Bx.
Touka 4.4).

Hapywenus B KpbBochcupBaneTo (MGympoden Moxke Ja MPeAH3BHKA YAB/DKAaBAHE HA BpEMETO Ha
KBPBEHE).

XeMaTOMOSTHHI HAPYIIEHHMA ¢ HEM3BECTEH NPOH3X0, Halp. TPOMOOUHTONCHH.
BpeMeHHOCT B NOCAEIHHA TPHMECTED (BXK. Touka 4.6).
4.4 CnelHaNHK NpeIyNpeXIeHAN H NPANAIHE MEPKH NPH ynoTpeba

Heo6xoauMo € IOBHIIEHO BHAMAaHKE NPy ynoTpeba Ha HOynpodeH OT NaWHEHTH C HAKOH
3a00;11BaHNg, KOHTO MOTAT Ja Ce BIOWMAT:
- CHCTEMEH JIyNyC epHTEMATO3yC M CMeCEHa ChelHHHTETHOTbKaHHA $ONeCT — IOBHIIEH PUCK
OT acellTHYeH MEHHHTHT (BxK. TouKa 4.8)
- aHaMHe3a 32 XHIEPTOHHA W/ILTH ChPAEUHA HEJOCTATHYHOCT, Thil KaTo HMA CHODIICHAA 32
3abpiKAHe HA TEYHOCTH H €M, CBbp3aHu ¢ nederne ¢ HCIIBJI (mx. ToukH 4.3 1 4.8)
- Hapymenwc Ha GBOpevHaTa GYHKUKA, THH KATO TO MOXE JIa Ce 3abi6oTH (Bxk. Touku 4.3
u4.8)
- HapymeHHe Ha YepHOAPOOHaTa (YHKIMA (BX. TOUKH 4.3 1 4.8)
- BeAHara cief rojaMa XHpYPriuYHa HHTEpBeHIHS.

Mosxe 18 HACTBIH GPOHXOCTIAZLM TIPK NAUMEHTH C aKTHBHA MITH OT3By4ana OpOHXHANHA acTMa HITH
aneprus.

He’kelaHUTe PeaKIHH MOTAT 1 e MHHEMU3HPAT, KaTO Ce M3NOJ3BAT Hail-HUCKUTE epEeKTHBRA 03K
32 Hali-KpaTKHs MepHoz OT BPEMe, HeOGXOIUM 3a ORTAASBAHE Ha CHMITTOMHTE (5. ToUKa 4.2 1
TACTPOMHTECTHHAIHH U CHPLEUHO-CHIOBH PHCKOBE I10-101Y).

Vrorpebara Ha u6ynpodeH eqHoppemenHo ¢ Apyrd HCIIBJL, BKIIOYHTENHO CEIeKTHBHH HHXHOHTOpH
Ha [MKICOKCHTeHa3a-2 TpAGBa na ce H30ATBa.

IManpeHTH B CTAPYECKA BEIPACT:
TMalHeHTHTE B CTApYEcKa BB3PAcT HMAT IOBHIISHA YECTOTA Ha HeXKEIaHH Peakliiy KbM HCIIBM,

0cOBEHO KbpEEHE OT CTOMAILHO-UPEBHUS TPAKT 1 NepdhopaiHs, KOATo Moxe 12 OBae daran=a (Bx.
Touka 4.2).

CroManHo-YpeBHY

KBPBEHE OT CTOMAIIEO-4PEBHUS TPAKT WK nepdOpalins, KoATo Moe Ja € daranHa, ca crobiaBany
13a Bouxy HCTIBJL, o BCAKO BpeMe Ha NEUEHHETO, C MK 6e3 NpeAynpPeANTEIHE CHMITTOMH HIM
aHaMHE3a 3a CEPUO3IHH CTOMAINHO-UPEBHH PeakiiH.

PHCKBT OT CTOMAIIHO-YPEBHO KBPBEHE, YIILepaui HIA nepdopalya e Mo-BHCOK ¢ yBEIHIaBaHe
no3ute Ha HCITBJI npy nauMeHTy ¢ aHaMHesa 33 7383, 0C00CHO aKo MMa yC/I0XHEHHS ¢ XeMOparis
wnu nepdoparnys (B, Tovxa 4.3} ¥ IpH NHAUMEHTH B CTAp4eCKa BB3pacT. Tesu nauuenTn TpsadBa 1a
3ATIOUHAT CYCHHETO ¢ BB3MOKHO Hail-HHCKaTa 1o3a. [Tpy 15X TpabBa aa ce 06ChaM KOMOHHMPaHO
JieYeHre ChC 3ANMTHY CPEACTRA (HANp, MACOTIPOCTON MJTH MHXMOUTOPH Ha NPOTOHHATA [IOMIIA);
CHINOTO TPAOBA Ia C& IPEABMM ¥ 3a [TAIHEHTH, H3HCKBALH eAHOBPEMEHHO HICKH 103K ACTIHPHH HIlk
IPYFH IEKAPCTBA, YBEIHYABAIA CTOMALIHO-YPEBEH PUCK (BX. MO-HOJTY H TOMKA 4.5).

[TanueHTy ¢ aHAMHAE3a 33 CTOMAIIHO-YpEBHA TOKCHYHOCT, 0C00EHO TaKuBa B CTAPIECKA BB3pacT,
Tps6Ba 1a chobwABaT 3 BCHUKH HeoGuvalinu abOMHHAIIHY CUMITTOMK (ocofeHo CTOMANIHO-4YPEBHO
KbpBeHe) H 0c00eHO B HAYATHUTE CTATHH Ha JIEYCHHETO.

Tpsbsa aa ce npexynpeXxaaBaT 32 BHUMAHHE NALHCHTHTE, IPHEMALIH YCIOPeHO 1
MOKE [a [TOBHIIAT PHCKA OT yNLEpalyd Wi KbpBeHe, KaTo NePOpanHl KOPTHKO



aHTHKOArynanTy (Bapdaput, CeleKTHBHH HHXHOUTOPH Ha 06paTHUA 3aXBAT Ha CEPOTOHHHA 1
AHTHTPOMGOLIMTHA CPECTBA KATO AlCTIWICATHITRIOBATA KHCENHHA) (BX. TOYKa 4.5).

AXO NpH TAITHEHTH, TIoTyyaBalm HOynpodeH ce MoIyuH CTOMAINHO-YPEBHO KBPBEHE MK YINEPallys,
Je4eHAETo TpAOBa Aa ce peKpaTH.

HCIIBJI TpaGra Aa ce AaBar ¢ NOBUMICHO BHWMAHME Ha NANMEHTH ¢ AHAMHE32 33 CTOMAMHO-YpEEHN
3aGossiBaHms (YyILeposeH Komut, Gonect Ha Crohn), Thil KaTo CHCTOSHHETO HM MOXeE [a ce 000CTpH
(mx. Touka 4.8),

Texkn KOKHH PeaKIH

MEHOro paaKo ¢a choBIIaBaHH CEPHO3HA KOXKHK PEAKLMH, RAKOM OT KOHTO GaTalHH, BKAOTHTEIHO
excoNHATHBEH IepMATHT, CHHAPOM Ha Stevens-Johnson ¥ ToxcHYHa eMUACPMAIHA HEKPOTH3a, BLB
epb3ka ¢ ynotpebara va HCTIBJI (Bx. Touxa 4.8). Hsrnesxaa nauneHTHTE €A € MO-BUCOK PHCK KBM
TAKHBA PeAKIHH B PAHHHA TN Ha JICHECHHETO: MOABATA HA PEAKILMATA B MOBEYETO CIIyHaK ¢ B MbPBH
Mecell Ha JTeueHnero. OcTpa TeHepanu3HpaHa ekzaHTeMaTo3Ha mycrynosa (OI'El) e noknaneaHa phe
BPB3Ka C MPOLYKTH, KOMTO ChAbpkat uOynpoder. Mbynpoden Tpatea aa Gbae CHpAH NPH MTHPBA
N0ABA HA KOXeH 0BpHB, MYKO3HH JIESHH WIH BCEKH APYT NPH3HAK 33 CBPBXTYBCTBUTETHOCT.

Mackupase Ha CHMIITOMHTE Ha ITOANeKAIUTe HHDSKIHH

TTAHAKTHB Moe fa MacKHPa CHMITTOMHTE Ha HH(EKUns, KOSTO MOJeE [(a 10Bele A0 3a0aBAHE HA
3ar09YBaHe HA MOOXONAIO IEYeHHE U 10 TO3HM HAYHH Ja BIOIIH H3X0Ja OT uHbexunata. Tosa ce
Habmonasa npu Gakrepuanta MHEBMOHUA, TPHAOGUTA B 0OUISCTBOTO, KAKTO ¥ NpH QaKTepUANHNTeS
yenokHeHns Ha papunena. Koraro [IAHAKTHB ce nprmara 3a JieeHHS Ha TOBHINCHA TEMIICpaTypa
WiK 3a 06/leKIaBaHe Ha GONKaTa BhB BPE3Ka ¢ MH(EKIHs, ce npenopbisa HabnoneHyne Ha
uHpekunaTa. [Tpd u3BEHOOTHHYHE YCIIOBHA [TAUMEHTHT Tpalea A3 ce KOHCYNTHpa C JIEKap, ako
CHMITTOMHTE NIEPCHCTHPAT WM CE BIOLIABAT.

CupoeyHo-CBIOBH H uepebposackynapHu edekTi:

H3KcKBa ce NOTXOALIO IPOCNENABAHE H CHBET NPH MALHEHTH ¢ aHAMHE3A 33 XHICPTOHHA W/HUTH JIeKa
10 yMepeHa 3acTolHa ChpAeTHa HEROCTATEYHOCT, Thi KaTo ¢a ChOCILEHH CITyYaH Ha 3aIbpiKaHe Ha
TEYHOCTH ¥ efeM, acouuupanH ¢ nedeHne ¢ HCIIBJL

OT KIMHHYHE TIPOY9BAHKA C& MPEANONara, Ye ynotpebara Ha HGynpoden, 0cobeHo BbB BHCOKH /1031
(2400 mg/IHeBHO), MOXe N € CEBP3aHa C JIEKO [OBHILEH PHCK OT apTepHaNHI TPOMOOTHYHH cBOHTHA
(HanmpuMep MHOKAapAeH MHGAPKT WiK WHCYNT). KaTo wino, ennaeMyonorHIHETS Mpoy BaHHA HE
NpeATioNarar, ue HAcKa Ao3a nGynpodeH (T.e. <1200 mg AHEBHO) MOKE A3 CC ACOTHHPA ¢ NOBHINCH
PMCK OT apTepHaTHH TPOMOOTHYHH CHOUTHA.

[MauueHTH ¢ HEKOHTPOIHPAHA XHITEPTOHKA, 3aC¢TOMHA ChPICYHA HENOCTATEIHOCT (NYHA II-11I),
yCTAaHOBEHA HCXeMH4Ha 60JeCT Ha CHPLETO, nepudepHO apTepHanto 3a00a7BaHE MK
nepebpoBackynapHo 3abonspane TpsGea na ObaT Nexysany ¢ uGynpogeH camo Cles BHUMATCIIHO
obcpxnane u TpAbBa ma ce m3bArsaT BHCOKH 1031 (2400 mg/nHeBHO).

Tpa6Ba Aa ce M3BLPIIBA BHUMATENHA NPELIEHKA CHIIO MPEIH 3aM04BaHe Ha ABIIOCPOYHO NEHCHHE Ha
NMALHEHTH C PHCKOBM (aKTOPH 34 ChPASHHO-CHI0BH ABIEHNR (HAMp. XHNCPTOHHA, XHNEPIHITHACMHA,
3axapeH Auaber, myleHe), ocoBGeHo aKo C¢ H3MCKBAT BHCOKH 103K nGynpoten (2400 mg/aHesHo).

Jpyru zabenexkn:

TesKKH, OCTPH PEeaKLHH Ha CBPBXYYBCTBHTENHOCT (Hanp. aHadHIaKTHYEH 1I0K) ca Hab10aaBaHH
MHOro paznko. Cliell mosiBa Ha MBPBH CHMITTOMH Ha PEaKIUA Ha CBPBXUYBCTBHTEIHOCT, IOCIEREAIIA
npunaradero Ha [IAHAKTUB, nedenuero Tpabba Ja ce NpekpaTH. MeJHUHHCKH JTALA TpAbBa Aa
HpHIOXAT HeOGXOAMMH MEPKH B CHOTBETCTRHE ChC CHMITTOMHTE.

H6ynpoden Moxke BpeMEHHO A3 HHXHOKpa aKTHBHOCTTA Ha TPOMOOLMTHTE {TpomMbO
arperals) U € yCTAHOBEHO, Y€ yAB/IKaBa BpEMETO Ha KEPBEeHE MIPH 31paBH JIHLA.



CHCTOAHHETO HA MALMEHTHTE ¢ HAPYHIEHHS Ha KPBBOCHCUPBAHETO TpAGBa fa Oble CTPHKTHO
ApOCNeaABaHO.

Pesynrarute OT eKCIIEPHMEHTATHK NPOYYBAHKA [IOKA3BAT, Y€ C& HaManasa TpoMOOIMTHATA
arperaums, HHXHGHTOPEH e()eKT HE AUSTIICATHLMIOBATA KUCENWHA IPH KOMOHHHPAHO JIEYeHHe C
npunaraie Ha Hoynpoden. Tora B3anMojeHicTBrE MOXeE 12 OTPAHIYH XENAHHA MPOTEKTHBEH edexr
Ha ALETHICANHIMIOBATA KHCENHHA BBPXY KpbBoobpalleHreTo. Cnefoarentio uGynpodes Tpadésa aa
Ce H3MOJI3B2 ChC CTIELMANHO BHUMAHHAE TPH NALHEHTH, MOTYYaBallH aueTHICATHIMI0Ba KHCEAHHA 33
HAManABaHe Ha TpoMGoLMTHATA arperauud (Bx. Touka 4.5).

TIpu aparocpouso npunarane #a IAHAKTHB ce npenopbusa pefoBeH KOHTPON Ha TIOKA3ATE/IHTC Ha
yepHoApoOHaTa (ynKHa.

TaBoBoTHE, KOSTO MOKe 1a C& [IONyHM MPH ABIra ynoTpeba Ha aHalreTHLH, He TpabBa ja ce JieKyBa
¢ BHCOKH JIO3H Ha NPOIYKTA.

TIporpnamTenHaTa ynoTpeba Ha aHANTETHIM, 0c00eHO B KOMOHHALNA C HAKOH aKTHBHH cyOCTaHLHH,
KOMTO HAMAJIABAT 60JIKaTa, MOKE /1a IPEANIBHKA MOCTOAHHO GBOpeyHO YBPEXKIaHE C PHCK OT
G1OpeyHa HEIOCTATHUHOCT (aHANTeTHYHA HedyponaThs). TO3H PHCK MOKE Jid ¢¢ MOBHILIH IIpH
(HIMIECKH YCHIHS, CBBP3aHH CbC 3ary0a Ha coNH H AEXHAPATALAA, U CleJJOBATEHO TpAbBa 1a ce
H304TBAa.

Br3apacTHH, npreMainy apyrd HCIIBJI, GomkoycnoKOsBaIIY WK AUCTHICANHIIITOBA KHCENHHA C
IHEBHA 1034 HaZ 75 mg, He TpAO0Ba 13 HINOI3BAT TO3H MPOXYKT.

CrluecTByBa PHCK OT OB0pedHO YBpeXaaHe MPH AeXUAPATHPaHH Aerla H IOHOMIH. Tpabsa na ce
MOIXOAM C BHMMAHHE NIPH 3ar04BaHe Ha Jiedenne ¢ HOynmpodeH Npy NanMeHTH ChC 3HAUHTENHA
IEXHIpaTalHs.

Kakro octananure HCTIBJI, uGynpodeH Moxe 12 MacKHPa CHMITTOMHTE Ha MHGQEKIHA H Tpecka
(BuCOKA TeMTIepaTypa).

To3u NeKapCcTBEH NPOOYKT ChIbPKA:

s 5 mg Hatpues OenzoaT (E211) BbB Beeku 5 ml nepopalnHa CyCneH3HA.

e 2,4 g Teven manrruTon (E965) B 5 ml. [TauMeHTH ¢ pAAKOTO HACTEACTBEHO HAPYIUCHHE Ha
HETIOHOCHMOCT KbM (hpykT03a He Tpabpa Aa IpHEeMAaT TOBa JIEKAPCTBO.

e 4,17 mg nponunenrmaxon (E1520) BeB BoekH 5 ml nepopaHa Cy CNEH3NS,
9,67 mg HATPUi (OCHOBHA CHCTABKA HA TOTBAPCKATA CON) BHB BCCKM 3 ml nepopanta
CyCTIeH3HA, KOETO ¢ exBUBaNeHTHO Ha 0,48% ot npenopbaBanua 0T C30 MaxcHManeH JHCBEH
IOpHEM OT 2 g HATPHH 33 BB3PACTHH,

4.5 BiauMoJelicTBHe ¢ APYTH JIeKAPCTBEHH MPOAYKTH H ApYrH (opMH Ha B3anMogeiicTBHe

Tlpu nauuenTH, NoTyYasamy HGYpodeH ¢ HAKOH 0T TOPENOCOUEHATE MEAWIMHCKH POIYKTH TpsbBa
14 ¢e ¥Ma TIpENIBHI TTPOceAABaHe Ha KIIHHHYHY 1 GHONOrMYHY 11apaMeTpy.

Yrorpefata B KOMOHHALAA CHC CISAHATE NCKADCTREHH NPOIYKTH HE C¢ [PEIOPHIBA
Apyeu HCIIBJI, sxmouumenno cenexmusnu unxubumopu Ha YUKADOKCUZEHA3A-2.
M36arsaiite ynorpebara Ha nse unw nosewe HCIIBJI, Thif kaTo ToBa MOXE [a TIOBHIIN PHCKA OT

HEKENAHH NEKAPCTBCHHA PEAKIIHH.

Kopmuxocmepouou:
IMoBrLOEH PHCK OT CTOMAIIHO-YPEBHA Yhllepalllis WIH KbPBEHE C HCIIBJI (B#x. TO4Ka

Ayemuacaruyuiosa Kucenuna:



ENHOBPEMEHHOTO NMPHJIAraHe Ha AUETHICATHLATORA KHCEMMHA M HOYIPOgeH KaTo [AN0 He ce
TIpenopbyBa, NOPAAH TOTEHIMANEH IOBUILEH PHCK OT HEXEIaHH JIEKAPCTBEHH PEAKLIHH.

EXClepHMEHTAIHH JAHHH NOKA3BaT, Ye HOympodeH MoKe KOHKYPEHTHO 12 HHXHOUpa edexTa Ha
HHCKA /1032 aLeTANICANKLIFOBA KHCEMHHA BhPXY TPOMBOLUTHATA arperaluis, KOraTo T¢ ¢ yroTpebsasar
eAHOBpEMEHHO. BBIPEKY Ye MMa HECHTYPHOCT IIPH €KCTPATIOIHPAHETO HA TE3H AAHHU KBM
KJIMHUYHATA CUTYALHS, He MOKE Ja C& H3KMIOHH BEIMOXKHOCTTA PEAOBHATA, TBITOCpOiHA ynorpeta
Ha nGynpoden 12 HaMany KapAHOMPOTEKTHBHIA edeKT Ha HHCKA /1033 AUCTUIICATUIATIOBA KUCCIHHA.
He ce ouaKkea cxOfeH KIMHIYEH edexT npH obHuaiinara ynotpe6a Ha nOynpodeH (BX. ToUka 5.1).

HMsuckpa ce 1 MAa3IMBOCT NpH KOMOHHMpaHaTa ynotpeba ChC CIENHHTE NeKa BeHW MPOAYKTH.

Juypemuyu, ACE unxubumopu, 6ema-6aokepu u anzuomensux Il peyenmopru anmazoHucmu.:
HCIIBJI morat Aa peayuspar edekTa Ha TAYPECTHIIATE ¥ ADYTH AHTHXHITEPTOHMYHHM JICKAPCTBA. [Tpn
HSKOM DALUMEHTH ¢ HapylueHa On0peuHa QpyHKIUHA (HANp. NeXHIpaTAPAHH TalHCHTH WITH TAKHBA B
cTapuecka BB3pacT ¢ Hapywena 6uGpeuna dyHkums) komGuHupanara ynorpeba va ACE HHXHOUTOD,
BeTa-aApeHONMUTHIHO CPEACTBO HITM aHTHOoTeR3KH I penenropeH aHTarOBKCT U JIEKAPCTEY,
MHXHOHPAIIH HKJIOOKCHIeHA3aTa, MOJKE J1a MPEAH3BHKA TTO-HATATHIIHO YBPEXKJaHe Ha 6nbpeyHaTa
dYHKLMA, BRIOYHTENHO BB3MOXKHA 0cTpa O50peusa HEAOCTaTHUHOCT, KOATO OOMKHOBEHO €
obparumMa. CliefoBaTEHO TAKaBa KoMOHHalks TpAOBa Aa ce H3MON3Ba BHUMATEIHO, ocobedo npy
TNIAIMEHTH B CTapuecka Bb3pact. TakHsa MauuenTH TpabBa fa 6baT MOAXOAILO XHAPATHPAHH.
Tps6ea fa ce 06CHAH MOHHTOpUpaHe Ha 6BOpedHaTa dyHKUHA B HAYANOTO HA KOMOHHHpaHATa
Tepanusa H NEPHOTHYHO CIell TOBA.

Ycnopensara ynotpe6a Ha [TAHAKTHB n kanuii-ChXpaHapally A0y pETHLH MOXE 13 A0BEAE 110
XUNepKaTHEMHA.

Copdeunt 2auKo3uy, heHumoun u aumuil:

Kom6uHuupanata ynorpeta na TAHAKTUB ¢b¢ chpredHd IIHKO3HAM, HEHHTOHH 1 JTUTHH MOXE 14
NPEIM3RHKA TIOBAIIABAHE HA MIA3MEHHTE HIBA HA TE3H JIEKAPCTBEHHU NIPONYKTH. OOHKHOBEHO HAMA
HY¥KJa OT KOHTpOA Ha TUIa3MEHATa KOHIICHTpallHA Ha .I'lPITPIﬁ, ChpIACHYHH TTTHKO3H A H ll)eHI/ITOHH, npH
NONOMEHHE Y IPOAYKTDHT Ce YIoTpe6sBa CHITIACHO NPENopBKHUTE (He No-ABAro OT 3 J0 4 num).

Memompexcam:

MMa moKazaTencTBa 34 Bh3MOKHO MOBHINABAHE HA IUIA3MEHHTE KOHUEGHTPALIHH Ha METOTPEKCAT.
HCIIBJ! uaxu6upar eJMMHHHPAHETO HAa METOTpEKcaT oT 6p0peuHnTe KaHan4era, KoeTo MoXke 1a
moBene A0 pedyLHpaHe Ha KIIMPbHCA Ha METOTpekcaT. B cnyyal Ha TeUeHHE C BHCOKH 1031
MeTOTpeKcar TpsbBa 1a ce u3bsarea ynorpebara Ha ubynpoden (HCIIBJI). Tpsabra aa c¢ AMa NPENBHI
pHcKET 0T BaauMoaeicTeue Mexny HCTIBJI u MeToTpekcaT NpH NIEY€HHE C HHCKH NI03H OT
nocaeaHus, 0coGeHo MpH NalKeHTH ¢ Gx6peuno yBpexnane. Tpabea aa Obae npocneiBana
on6peunaTa GyHKIMA IpH KOMOMHHPaHE Ha IEYSHHE ¢ METOTPEKCAT U APYTH HCIIBJL. Hpenopsysa
e TOBMIIIEHO BHHMAaHKe, Korato MeTotpexcar 1 HCIIBJI ce mpuiarar B iepuoa 07 24 4aca, opaiu
BB3MOCHO NOBHIUABAHE HA [UIA3MEHATA KOHIIEHTPALIHA Ha METOTPEKCAT, KOETO MOXKe [a I0BeNC N0
MOBMIIEHA TOKCHYHOCT,

Taxponumyc:
B ciyyaii Ha KoOMOUHHPAHO NPHIOKEHHE HA JBaTA ICKAPCTBEHH NPOIYKTA CHUIECTBYBA MOBUIIIEH
PHCK OT HePOTOKCHYHOCT.

Iuxnocnopun:
TloBHIIEH PUCK OT HEHPOTOKCHUHOCT.

Anmuroazynanmu.
HCTIBJI MoraT ia IOBHIIAT e()eKTa Ha AHTHKOAI'YIAHTHTe, kaTo BapdaphH (Bix. Touka 4.4).

Anmumpomboyumunu cpedcmea U CenEKMuUsHU URXUGUMOopu Ha OBPAMHUA 3aX6am
TToBHLIEH PHCK OT CTOMAUIHO-YPEBHO KbPBEHE (Bik. ToqKa 4.4).



Cynghanunypes:

KIMHUYHHE NpoyYBaHus [I0Ka3BaT B3aAMozeiicTena mexay HCIIBJL 1 npoTueoanabeTHH cpencTpa
(npomsBoauu Ha cyndanumypes). Benpeku pakra, ye focera He Ca ONUCaHH B3aAMOICHCTBAA MEKIY
ubynpoden u cyadaHWIypeHHH NPOH3BOAHH, NPENOPHUUTENHO € a Ce KOHTPOJiNpa KpbBHATA
KOHLICHTPALKA Ha [TF0KO3aTa KaTo NPE/Ia3Ha MApKa 10 BpeMe Ha KOMOWHHpaHa ynorpeba.

3udogydun:

TOBHINIEH PHCK OT XEMATONOTHYHA TOKCHYHOCT uMa, koraro HCIIBJI ce nasa ¢be 3UAOBYIHH. Hma
JIOKA3aTeNCTBA 33 XEMapTpo3a H XeMatoM Tipr XHB-nonoxkuenss xeMoGIHLIY, Moy JaBally
IHOBPEMEHHO JIe9eHHe ChC 3HIOBYANH H UBynpodeH.

Ilpobeneyud u cyrpunnupason.
JlexapCTBEHH TIPOYKTH, ChIBPKALIM NPOGSHELIM/L HITH CyTIGHHITHPA30H MOraT JIa Y Ab/IKAT
eTHMUHUpaHeTo Ha HOyTpodeH.

Bawnogen:
MooKe 3 HACTBIIH TOKCHYEH edexT Ha Oakioden cren 3anouBaHe Ha IPHEM Ha n6ympodeH.

Pumonagup:
PHTOHABHD MOKe Jd TIOBHILY TiasMermTe KonuerTpamy na HCTIBIL

Amunoznuxosudu:
HCTIBJI Morar ga pefyEpaT SMHMHUHHPAHETO HA AMHHOTTIHKO3HIH.

Xunononosu aimutGuomuyu:

JlanH# pH %HWBOTHH MoKa3BaT, e HCTIBJI Morar a mOBHINAT PHCKA OT I'bpY0BE, CBEP3AHN C
XUHONoHoBHTe anTHOroTHIH. [TannenTy, npuemMamy HCTIBJI ¥ XMHOIOHH, MOTaT Ja ¢a ¢ IIOBHLICH
PHCK OT MOTy4aBaHEe HA IHPUOBe.

Bopuxonason wiu gryxonason:

Puck ot oxono 80 g0 100 % S (+) BnuseMe Ha HOynpodeH € HAMEPEeHO NPH POy YBaHE €
BODHKOHA301 ¥ (diykoHa3on (sHxubuTopy Ha CYP2CY ensuma). TpaGRa na ce Npe/IBUAH PERYLHPAHE
Ha fo3aTa uOynpodeH B cay4ail Ha KOMOKHHMPAHO MPUIIOKEHHE HA MOIIECH CYP2C9 upxudyTop,
0co6eHo, KOTaTo ¢ MPHIAra BHCOKA 1032 HEYNIpodieH ¢ BOPUKOHA30/ WK IyKOHa30I.

Kanmonpua.
ExcIiepMMENTaNHM MPOYYBAHKA OKa3Bar, de Heynpoden HHXHOHpa edeKTa Ha KanTOIPUI BBPXY
e/THMUHHPAHETO Ha BaTpHA.

Xonecmupamun.

IMo BpeMe Ha koMGHHHpaHaTa ynoTpeba Ha HOynpodeH ¥ XONeCTHPaMUH ce 3a6apd ¥ HAMaJIABa
abcopbumaTa Ha ubympoden (25 %). llekapcreenure NPOAYKTH TpsORa Ja Ce NPWIATaT Npes
HHTEPBAN OT HAKOJIKO 4aca.

Mugenpucmon:

HCTIBJI 5e Tps6Ba 1a ce H3mon3par 8—12 nHM clel NnpHnarase Ha mudenpHcToH, TRH KaTo T MoTaT
JA HAMANSAT NeHCTBHETO MY.

4.6 @epruaHTeT, GPEMCHHOCT H KLPMEHE

bpemenHoCcT

MHXn6HpaHeTo HA NPOCTANIAHAMHOBKA CHHTE3 MOXKE 13 Okaxe HEONaronpuATHO BIHAHHE BbPXY
NPOTHYAHETO HA GPEMEHHOCTTA W/HITH BHPXy PA3sBUTHETO Ha 3apOMIMILA MK Tiofa. JaK




neproa oT GpeMeHHOCTTa. AGCOMIOTHUAT PHCK OT ChPAEYHO-CLAOBH ManpOPMALHM € NOBULICH OT
no-Manko ot 1 %, no npubauzutento 1,5 %.

TIpueMa ce, Ye PUCKBT Ce MOBHLIABA ¢ 103aTa M [POABIKUTENTHOCTTA Ha JIGYEHHETO. [1pH :KHBOTHH
MPWIAraHeTO HAa MHXHOHTOPH Ha NPOCTArIaHAHHOBHA CHHTE3 NOKa3Ba NOBHLIEHO BIHAHHE BHPXY
6poa Ha aGOpTHTE Npeny 1 CIEA MMIUIAHTHPAHE, KAKTO H CMBPTHOCT Ha 3apoaHLLMTe M 1oga. OcseH
TOBA ¢& CHOOUIABA 3a MOBHIIEHA YECTOTA Ha Pa3IH4Hy BPOACHH Maa(opMaLIiH, BKITKOUHTENHO
ChPAEYHO-CHAOBH MAIDOPMALHH Y )KHBOTHH, MONYHARANH HHXHOMTOPH Ha IPOCTArlaHAMHOBHA
CHHTE3 10 BPEME Ha OpraHoreHesaTa.

Or 20-ata ceaMuLa ot GpeMeHHOCTTa HaTaTek ynoTpebara Ha ubynpodeH Moxie 1a MPHIHHH
ONTUTOXHMAPAMHHOH, ABJKAl Ce Ha HapylueHHe Ha GuGpeynara pyHkuua Ha detyca. Tosa Moxe na ce
MOABK CKOPO CAef 3ano4BaHe Ha IEUeHHETO W 0OMKHOBEHO € 06paTUMO NPH MPEKPATABAHE MY.

B aonbiaHeHKe, MMa CbOOLUESHHS 3a cTecHeHHe Ha ductus arteriosus ¢iefl NeyeHue npe3 BTOPHA
TPHMECTBP, TIOBEYETO OT KOMTO OT3BYHABAT CJIEA NPEKpaTABaHE HA JIEYEHHETO. 3aTOBA, 110 BPEME Ha
[TbPBHS H BTOPMA TPUMECTBP 0T GpemenHocTTa, ubympodeH He Tpabsa Aa ObAe Npuiarax, 0CBeH aKo
TOBA He € abCoNoTHO HeoBXoauMo. Ako ce Hanara ynotpeba Ha nOynpoQeH NpH KeHU, KOUTO
NIaHMparT Ja 3a6peMEHEAT W/IK Ca B ITbPBUA M BTOPUA TPHMECThP HA GPeMEHHOCTTA, TO A03aTa TpadBea
a Obe BL3MOXKHO HAN-HHCKA M IPOIBIKHTENHOCTTA Ha JIeYeHHeTo Had-Madka. Ciea eKkcro3nuHs Ha
ubynpodeH B NPOIL/DKEHHE Ha HAKOIKO AHK OT 20-aTa recTalHOHHA CeMHLI2 HATATELK, TPAOBA 1a ce
OOMHCITH aHTEHATAIHO NPOCIeAsBaHe 3a CTeCHeHHe Ha ductus arteriosus M OIMrOXHIPAMHHOH.
Ynorpebara Ha ubynpoden TpadBa 1a ce NPEYCTAHOBY, AKO C& YCTAHOBY OMUIOXHAPAMHHOH WIN
cTecHeHMe Ha ductus arteriosus.

[lo Bpeme Ha TPeTHA TPHMECTBP OT OPeMEHHOCTTa BCHUKH WHXHOMTOPH Ha MPOCTArlaHAHHOBHA
CHHTE3 MOTAT Aa M3/10KAT, 1101 Ha!
- KApAMOMY/IMOHANHA TOKCHYHOCT (C NPEXAEBPEMEHHO CTCCHEHHe/3aThapaHe Ha ductus
arteriosus H 6enoapobHa XHIIEPTOHHA);
- ObOpeuna pucdyHkuua (BK. Mo-rope);

MaiikaTa H HOBOPOAEHOTO, B Kpas Ha OpeMEHHOCTT], Ha:
- BB3MOXHO YAL/DKABAHE HA MEPHOA HA KbPBEHE, aHTHAIPErnpall eekT, KOHTO MOXE N1a ce
NnoaBH AOPH NPH yncn"peﬁa'ra Ha MHOIQ HUCKH JO3H,
- MOTHCKAHE Ha KOHTPAKLMHTE Ha MATKATa, KOSTC BOAM A0 OTNOKEHO HIH YABIHKCHO paskaaHe.

Cnepoatesino, HOynpodeH € APOTHBOIIOKA3aH 110 BPEMe Ha TPETUA TPUMECTBP Ha GpeMEeHHOCTTa
{BxK. TOuKH 4.3 1 5.3).

Knpmene

Camo He3HAYMTENTHN KONHYeCTBa HOYNPOdeH Wik HETOBU MeTabONMTH ce CEKPETHPAT B MaH1UMHOTO
MIAKkO. TBH KaTo JOCETa He € MO3HAT BPeAeH e(eKT BbPXY HOBOPOAeHH, 0OUKHOBEHO He Ce Hanara
NpeKpaTABaHE Ha KbPMEHETO 10 BPEME Ha KpaTKOTpaiiHo usnonseade Ha HOynpoden npu
[IpEeHOPDHYBAHHTE JO3H.

DepTUinTeT
HMma HAKOH JaHHHM, 4e feKapCTBaTa, HHXHOHpaLlH UMKITOOKCHIeHa3a/CHHTESA Ha TPOCTarIaHIHHNTE,
MOTaT aa NMpH4HHAT pre}maHe Ha d)epTPlﬂﬂTeTa Y KCHH, KaTdo NOBIHUABAT oaynal.mma. ECl)CKTBT e

00paTHM INpK NpekpaTABaHe Ha NEHEHHETO.

47 EdJeKkTH BbpXy c1ocoOHOCTTA 33 IIoPpHApaHe H paloTa ¢ MAIIAHM

Tipy npuema na HCTIBJI ca BR3MOMKHH HeskeNaHH NEKAPCTBEHH PEAKLIMH KATO 3
CBETOBBPTEXK, YMOPA HITH HAPYLICHHE HA 3PEHHETO. AKO Ca NOBJIHAHM, NALMEHT
uodupar uan aa paboTIT ¢ MAWHHK,

4.8 Hexenann nekapcTBeHH DeAKNHH



HemenanuTe NeKapCTBEHH PeaKUHH Ca KATETOPHIUPAHH CHITIACHO CHCTEMO-OPTaHHH KIacoBe, KaTo ce
H3IIOM13BA CIEIHATA KOHBEHLAA:

Mmuoro yecti > 1/10);

Yecru (= 1/100 mo < 1/10);

Heuectu (> 1/1000 mo < 1/100);

Penxu (> 1/10 000 oo < 1/1000);

Muoro peaxu (< 1/10000);

C HeM3BECTHA YeCTOTa (OT HAMHYHUTE AAHHHM HE MOXKE JId € HAIIPABH OLEHKA).

CHHCHKET Ha CENHATE HeKENAHH NEKAPCTECHH PEaKHH BKIMDYBA BCHYKH H3BCCTHH HEKETAHH
NeKapCTBEHN PEaKIMK, MOABIIM C¢ 110 BpeMe Ha edeHue ¢ nGynpodeH, BKIKUHTENHO Te3H MPH
HALMEHTH ¢ PEBMATOIOTHYHE 3a00A1BaHIA, N0y IaBATH JBIFOCPOYHO NeUSHHE NPH BHCOKH I03H.
TIpeACTaBEHHTE HECTOTH, NO-BUCOKH OT ,,MHOTO PEIKH” C& OTHACAT [0 KPaTKOBpEMEHHaA yroTpeba Ha
JHEBHH JI03H: MakcHManHo 1200 mg ubynpoder 3a nepopansu Gopmu; makcumanto 1800 mg 3a
cymosnTopuH (= 60 ml nepopanya cycnensus [IAHAKTHB, xoero e MaKCHMANHATa JHEBHA 1032 33
BB3PACTHH M JeLia Hax 12-roamiisa Be3pacT).

Hudexunn 1 AHpecTanHN

MHOr0 PAAKO ce ChOOLIABA 33 BIOMIABAHE KA CHCTOAHMS HA BB3NANCHHC, CBBP3aHH C HHEKIHA.
(HaIp. Pa3BUTHE HA HEKPOTH3UpAII HacmuuT), cBLp3anH ¢ i3nonspaneto Ha HCIIBJL Tosa BeposTHO
€ CBBP3aHO ¢ MeXann3Ma Ha feiicreue na HCIIBJL [TauueHTsT TpsaGBa fa 651 NOCHRETBAH Aa €
CBBPIKE C JIEKap BB3MOKHO Half-CKOpo B clyuali Ha NOABA Ha CHMITTOMH Ha UH(exIIH Wi
BIIOLIABAHETO i Mo BpeMe Ha ynorpe6a va TAHAKTHB. Tpabpa aa ¢e u3cnenpa Aamd HMa
WHIYKALIHH 34 JIedeHHe Ha MH(EKUHA WK Tepanua ¢ aRTHOHOTHK. CHMITTOMHTE Ba aCenTHYeH
MEHHHTHT ¢BC CKOBABAHE Ha Bpara, rnasobosiue, raaeHe, MoBphllane, TeMIepaTy pa Wik
PasCTpoiicTBa Ha Ch3HAHMETO Ca RAbJII0aBANA MHOTO PANKO npu yroTpeba Ha nbynpoder.
Bp3npHeMMHBH KBM TOBA ¢a BEPOSTHO JiklA ¢ aBrouMyHHu 3abonasanus (CJIE, cMeceHa
ChEVMHHATETHOThKAHHA GONECT).

HapymreHns Ha KPLBOHOCHaTa CHETEMa H JIMMaTa

MHOr0 pefikH: XEMATONOETHYHH Pa3CTPOHCTBA (aHEMHEs, TEBKOTICHHS, TPOMOOLHTONICHHS,
TIAHLATOTIEHHA, arpany/oLuTo3a). [TbpBHTE PH3HALIH Ca: TeMIiepaTypa, DoJKi B
I'BPIOTO, MOBLPXHOCTHH S3BH B YCTATa, IPUNONOA00HH CHMITOMH, TEKKO
H2TOLIEHNE, HeOOACHHMO KbPBEHE H KPBBOHACANAHNA.

Hapymenns Ha HMYHHATA CHCTEMA

Hewecra: peakIvH Ha CBPBXYYBCTBHTEIHOCT ¢ KOYKHU epYIIMH H MPYPHUTYC, KAKTO
ACTMATHYHH aTaKH (¢ BE3MOXHO NOHIWKABAHE HA KPBBHOTO HAJIATAHE).
INauMeHTHT TpiGBa Aa ¢ MHMOPMHpaH, Ye B Te3H CydaH € HeobxoauMa He3abapHa
MEIMIIPHCKA KOHCYNTALIMA, KAKTO W IIPEKpaTaBaHe Ha ynotpefara Ha MAHAKTHB.

MHOTO PeikH: TEKKH, FeHepaTH3UPAHHA PEAKIMY Ha CBPBXTYBCTBUTEIHOCT. Morar 1a ¢a H3pa3eHu
KaTO MOIYBAaHE HA JIMIETO, €3UKa ¥ NApHHKCA, C BETPEIIHO CTECHCHWE Ha
IOHXATENHUTE MBTHILA, TUCTTHES, TAXHKADIHA, TATNHTALNH, XMIOTOHHA 10
KHBOTO3aCTPAIIABALL 10K,
Heo6XomuMa € He3abaBHa MeMLIMHCKA KOHCYJITALMS B CIIyyai Ha M0ABa Ha HAKOH OT
Te3H CHMITTOMH, KOHTO MOTAT Ja Ce CAydaT AOPH Cel MbpBa YoTpeda Ha MPOyKTa.

MenxuyaM HAPYIIeHHA
MHOro peaki: TCHXOTHYHE PEaKLMH, JCTPECHI.

HapyuieHust Ha HEPBHATA CHCTEMA
Heuecrn: pascTpoiicTBa Ha UEHTPANHATA HEPBHA CHCTEMA KaTo INlaBobonne, CBETOBD

fe3cEHNe, CRHAHBOCT, BE30Ya, pasapasHHTEIHOCT U YMOpa.
MHOro pefgkn: acenTH4YeH MEHUHTHT,

HapymeHns Ha ouHTE




Heuecrn: 3pHUTETHH HAPYLIEHHA.

HapyueHns Ha yX0TO H JaGHpPHHTA
Penku: THHHTYC, CBETOBEPTEXK.

HapyureHHs Ha cLpueTo
MHOro peaKH: NANNHTALKH, ChPAEYHA HeOCTATEUHOCT, 4¢M H XHIIOTOHHA Ca CHO0IIaBaHH BBB
BpE3Ka ¢ nevdenne ¢ HCIIBJL

KNMHHYHK Tpoy9BaHHs NOKa3Bart, 9e yrnoTpeba Ha u6ynpodeH, ocobeHo Ipu Brcoka no3a (2400 mg
IHEBHO), MOKE A3 C& ACOLMMPA ¢ JIEKO NOBMILIEH PHCK OT apTepHANHK TPOMOOTHYHH HHUMACHTH
(uanp. MHOKapZeH uudapkT Wi HHCYAT) (Bik. Touka 4.4).

C1I0BH HApYIDEHHH
MHoro pefk#: XHICPTOHUA

lacTpOHHTECTHHAJIHH HADYIHICHHS

Haif-decto HaOmORaBaHyuTe HEXEMAaHH JIEKAPCTBEHH PEaKIHK C& OTHACAT KbM CTOMANIHO-YPEBHHA
tpakT. Te MoraT fia BKMIO4BAT CTOMAIIHA A3BeHa 60/1€CT, nepopauus WiH CTOMALTHO-YPEBHO
KBPBEHe, TNIOHAKOra (paranHo, 0cobeHo TipH MALMEHTH B cTapdecka Bhapact (Bix. Touka 4.4). Fanexe,
HOBpBIIZHE, AHAPHA, TA30BE, 3aMeK, JHCIENcH:, kopeMHa Gonxa, TeNKaBH H3NPaKHEHNA, XeMaTeMe3a,
YIUEPAaTHBEH CTOMATHT, 060CTpsHe Ha konuT 1 Gonecr Ha Crohn’s (BX. Touka 4.4) ca cpoblIABaRK
cJefl IpUIIarane Ha nponykTa. [lo-panko € chodImaBan racTpur.

Yectu: CTOMAIITHO-YPEBHK CMYILICHHA KaTO KHCETHHH, KopeMHa §0/Ka, rajigse, OBPBILAHE,
ra3oBse, JHApHs, 3allEK H IEKO KbPBEHE OT CTOMAIUHO-4YPCBHUA TPaKT, B
M3KITIOYMTENHY CTy4YaH NPeIH3BHKBAII0 AHEMHA.

HeqecTn: yALEpaLns Ha XpaHUTENHKTE IBTHINA C BB3MOKHO KbPBEHE M nepoparis.
VMepaTHBEH CTOMATHT, 0G0CTpAHE Ha yILepariseH komut ¥ 6onect Ha Crohn’s (BK.
TouKa 4.4), racTpHT.

MHoOro penky: e3oharnT, TaHKpeaTHT, MeMOPaHOIoNoGHO CTECHABAHE HA TEHKHTE Uepsaa.

[lauuenTsT TpAGBA Aa GBS MHCTPYKTHPAH 1A IIPEKPATH YIOTpe®ara Ha MPOIYKTa H [a Ce CBBPKE
He3abaBHO C NeKap B ciyyvaii Ha cHJTHA GONKa B EIHTACTPHYMA, XeMATEME3a HIIH JICTIKAaBH
H3NPAKHEHHS,

XenaToOHAHAPHH HapyIIeHHs
MHOTO peikn; HapyrueHve Ha Ox6peanara QyHKUMs, YBpeKIaHe Ha YepHUA apob, ocobeHo npu
NPOABIEKUTENHO JeUeHHe, YePHOZPOBHA HEI0CTATHYHOCT, OCTEP XETIaTHT.

HapyuieHHsi Ha K0XKaTa H NOIKOKAATA ThKaH
Heuecry: DATHYHHA KOXHHM 06pUBH.

MHoro penku:
— MOTAT Ja HACTHIAT TeXKH QOPMH Ha KOKHH PEakiliy KaTo epyTeMa MynTHhopMe
— ofipasyBaHe Ha MeXypueTa, BKIIOUHTENAHO CHHIPOM Ha Stevens-Johnson u ToxcudHa
eTHIePMaNnHa HEKPOIIH3a
— HACTBIIBALIH 10 HIKJITHYCHHE TEXKKH HH(DCKIJ.HH Ha KOXKAara ¥ MEKHTEe ThKaHH KaTo YCJNOXKHEHHA
TIpH BapH1EAa.

C HeH3BECTHA YECTOTA:
- 1eKapcCTBeHA peaKlys ¢ e03HHOQHINS H crcTeMHH cummroMy (DRESS cruy
- 0CTpa, F'eHepaTH3HpaHa, ek3aHTeMaro3Ha mycrynosa (OLEID.
- - peaKkuUHH Ha QOTOTYBCTBHTEIIHOCT.




Hapymenns Ha 6p0peuyTe H MHKOMHHATE ITHTHINA
Mmuoro peaku:

— MOXe JAa HACTHIIH HAMATABAHE Ha eKCKPELIHATA HA ypes W €1IEM, 0COOeHO NPH NALHEHTH C
xunepronus. Como v 656peyHa HeOCTATEYHOCT, HedPO3eH CHHAPOM, HHTEPCTHUMATEH
Hed)pHT, KOHTO MOXE N2 € IPHAPYHKCH ¢ 0cTpa Ob0peYHa HEIOCTATEHHOCT.

- ManWIapHa HEKpo3a, 0coGeHo MPH POABIKITENHA ynorpeba

— MOBHIIEHA KOHUEHTPALKA HA Ypes B CepyMa.

Cro0uiapade Ha TONO3UPAHY HEXENAHH PEAKIMH
C1o61LIIaBaHeTo Ha NIOAO3UPAHH HEXENaHH PEAKLIFH CIe/] PaspeniaBaye 3a ynotpeba Ha 1eKapCTBEHHS

NpoAYKT € BakHo. ToBa M03B0ABA 2 MPOABIKH HaGTIONEHHETO HA CHOTHOWIEHHETO [T07I3a/PUCK 32
JNEKApPCTBEHHSA NPOAYKT. OT MEAMUMHCKHTE CIICLHANNCTH Ce H3HCKBA fa CHOOIABAT BCAKA
TIOAO3NpaHa HEXENaHa PEakuys Ypes

HanbiHATENHA areHUHA 10 IeKapeTBaTa
yi. Jdamsas [pyes” Ne 8

1303 Codpua

Ten.: +35 928903417

yeOcadiT: www.bda.bg

4.9 [Ipexosupane

Tpu aera normemaseTo Ha nosede o1 400 mg/kg Moske Ja NpeAH3BIKA CHMIOTOMH. Ipu BE3pacTHH
I0303aBMCHMHESAT OTTOBOP € MO HEACHO OrpaHiyeH. EMMMUHAIIMOHHUAT MONY>KHBOT IIPH Npelo3HpaHe
¢ 1,5-3 gaca.

CuMnToMH

[Tpn moBe4eTO NALMEHTH, KOUTO Ca MOTBIHAIH KIHHHYHO 3HAYHMH KOAHYECTBA HCIIBJI, ue ce
pOABABAT TIO-CIIHH PEaKLHH OT IajicHe, OBPbIIane, H0/Ka B NUTaCTPHYMa WK MO-PAAKO AHAPHA.
BB3MOXHO € /Ia ce TIOSBAT THHHTYC, [1asobonxe | CToMalHo-4pesHo KbpseHe. [IpH mo-cepruo3Hy
OTpaBAHMA € HaOMOIaBaHA TOKCHYHOCT HA IEHTPATHATA HEPBHA CHCTEMA, H3pasApailla ce B
3aMaiiBaHe, OOHKHOBEHA BRIGYAA M Me30opueHTalna wii koMa, OOMKHOBECHO MAUHEHTHTE MOy iaBat
rup4. [TpH CEpHO3HO OTpaBAHE MOXE 13 HACTBIIM MeTabOMHTHA aukao3a. [IpH CepHO3HO OTpasiHe
CHILO MOJXE Ja ¢e YAk IpoTpoMbrHosoTo BpeMe/INR, BEpOATHO MOpaiH B3aHMONESHCTBHE C
KPBBOCHCHpBALIHTE GakTopu B KpBBooOpaueHreTo. Moxe fa HaCTBIAT ocTpa 6BOpeyHa
HENOCTATHYHOCT M YBPEKIAHE Ha uyepHHs Apo6. BuaMoxHo € 0B0CTpRHE HA ACTMATA NIPH aCTMAaTHITH.

Jlewenue

OpnansasaneTo TpA6GBa 1a Oble CHMNTOMATHYHO H NONTBPKALIO, U 1a BKIHOUBA OCHIYPABAHE HA HHCT
BB3IYX ¥ MOHHTOPHpPAHE HA CHEPACUHHTE ¥ XKH3HCHHTE [IOKa3aTeNu 10 CTAOHNU3HPAHETO HM.
TTepopanHuAT IIPHEM Ha AKTHBMPAH BBIVIEH Ce TIPeNBIKAA 10 1 ¥ac ciel MorTbIIaHeTo Ha
TOTEHIMANHO TOKCHYHOTO KOJMUECTBO. AKO FbPUOBETE €A MO-YeCTH WK NPONEIDKUTENHHY, Te TPibBa
JIa C& TPETHPAT MHTPABEHO3HO C JUA3enaM WM 0pa3enaM. 3a acTMa TpaOBa Ja ce 1aBat
HPOHXOIHAATATOPH.

5,  ®APMAKOJOI'MYHH CBOHCTBA

51 dapmMakonNHHAMHYHH CBOHCTBA

PapMaKkOTEPAIEBTHYHA TPYNA; MPOTHBOBE3NATHTEANH ¥ MPOTHBOPEBMATHIHH JICKAPCTRA,
HECTEPOHIH, IPOM3BOAHHA Ha NponroHosata kucenuHa. ATC kox: MO1AEO]

H6ynpodeH e HecTepoMAHO NPOTHBOBB3NANHTENHO NekapcTso (HCTIBII), uniro e




TIpHYKHEHA OT BB3MAleHNe, eeM 1 TeMIepatypa. OcBeH ToBa ubynpoden obpaTiMo HHXHOHPa
TpOMOOLMTHATA arperatis.

Kimuuuynata eukacHoct Ha. ubynpoden e yTBBpAEHA NPH JIeHSHHE HA JICKA N0 yMEPEHa fonka Karo
3500000, r1apobonKe M CHMITTOMATHYHO IEYEHNE Ha TeMneparypa.

ObexGonapaiara no3a npH fera e 7 no 10 mg/kg Termo 3a A03&, 10 MAKCHMYM 30 mg/kg aHeRHO.
Hauanoto Ha edicreiero ra [IAHAKTHB Hactbnsa 15 MuHyTH ciell npuiaradeto. E¢exTsT Ha
CIaZiaHe Ha TEMIIEpaTypaTa MPoABIKaBa IIpH aeua fo § Jaca.

EKCIICPHMEHTAIHHTE JAHHK 14BaT OCHOBAHNE JIa CE CMATA, Ye HOYNpOdeH MOXE KOHKYPEHTHO 13
HHXAOUpa epeKTa OT HHCKA /1032 ALETHICATHLIIOBA KHCENHHA BEPXY TPOMOOLIMTHATA arperanys,
KOTaTo Te ce ynotpebapar engospeMeHHO. Hikou dapmakofAHHAMHYHK MPOYYBAHHS NIOKA3BAT, 9¢
Korarto ce npueMar 400 mg enHokpaTHa Ao3a uGynpoden 8 yaca npeau Wi o 30 MMHYTH CIIEX
PHEM Ha AIETHICATULANOBA KHCEHHA C HEMOCPEICTBEHO 0CBOGMKIABAHE C 71032 81 mg, ce
HaMaABa eDEKTA HA ALETWICANHLIIOBATA KHCEITHHA BBPXY (POPMHPAHETO HA TpOMOOKCaH WIH
TpOMBOLMTHATA arperalis. Brpeky He uMa HESCHOTH NPH EKCTPANONHPaHETo Ha TE31 JAHHM KeM
KIMHAYHATA CHTYAIMA, He MOXE Ja Ce H3KIIUH BE3MOKHOCTTa PEIOBHATA, ABIrocposHa ynotpefa
Ha uOyrpodeH fa HaManK KaPAKOIIPOTEKTHBHHIA €(EKT Ha HHCKA 1032 ALCTHICATUIINIOBA KHCEIMHA.
He ce 0¥aKBa CXONeH KIMHHYEH edekT npH obudaiinara ynorpeba va nbynpodeH (B, Touka 4.5).

52 dapMaKoKAHeTHYHH CBOHCTBA

He ca npoBexaaHy oTaenHH HapMakOKHHETHYHE MIPOYYBaHHSA Ha IEKAPCTBOTO IIPH CLIA- NpernensT
Ha CreLATH3HpanaTa TMTepaTypa NoTBbpkIana, 4e abcopOuiTa, MeTabonuIMa H ETUMUHHPAHETO
Ha HBynpodeH MpH era MPOTHYAT 1O CXOMIEH ITET Ha TO3H NPH Bh3PacTHH.

AGcopOums:
Cnen nepopaiso npuiIokenre nGynpoden ce abcopbupa YaCTHHHO B CTOMaxa U CIIEN TOBA HAITBITHO
ce aGcopOHpa B TBHKHTE YEPBA.

PasnpeneneHue:
CTereHTa Ha CBLP3BAHE KBbM IUIA3MEHKTE IPOTEHHH € 0KOJIo 99 %.

broTpascdopMaliis B eTHMUHAPGHE:

Crnie Karo ce MeTaGomM3UpaT B YepHES APoD (XUAPOKCIITHPaHE, KAPGOKCIIHPaHe 1 CBBPRBAHE),
{hapMaKOMOTHYHO HEAKTHBHHTE METab0INTH Ce WHAKTHBHPAT HAIIBIHO, [IABHO PE3 GubpenuTe
(90 %) ® xrbukata. [Tony:KHBOTET NPH 30PABU XOPA, KAKTO K NpH MAUMCHTH € JepHORPOOHH H
6p6peunn HapyleHHs1, Bapupa oT 1,8 1o 3,5 vaca.

bBBOpeyHa HeoCTATEYHOCT

Tl karo ubynpodeH 1 HerosuTe MeTabOJIMTH C€ ETHMHHHPAT [MIABHO HPe3 6uOperyTe, NAHSHTHTE ¢
pas/iMuHa cTeneH Ha GpOpevHa HEOCTATHYHOCT MOTAT d HMAT OTKIIOHCHHA OT dapMakoJorHUHHTE
cBolicTBa HA NeKapCcTBOTO.

Tlps naLpeHTH ¢ 656pedHa HeJOCTATEHHOCT Ca ChoOIEHH PeYKIMA Ha CRBP3BAHETO ¢ POTCHHY,
MOBMIIEHH IUTA3MEHN KOHLEHTpaIK Ha o6uus HOynpoder U HeCBBP3AHHA CHAHTHOMED (5)-
nOynpodeH, KAKTO M NOBHILICHH CTOHHOCTH HA ILTOMTA MOA AUC kpusara Ha eHanTHOMEpH (S/R)}, B
CPABHEHHE ¢ KOHTPOJHA FPyNa OT 31pasy foGposori. [TpH kpaiHus cTagné Ha 6u6peyHo
3aGo/ABane, NPH MALMEHTH Ha XeMOIMATH3a, CPEeIHHTE CTOHHOCTH HA ceobonuua HOympodeH ca
oxono 3 % B cpaBHeHHe ¢ 0kon0 1 % mpu 3apasy noOpososiy. TexKH HapyIeH!A Ha 6pOpeunara
(hYHKIHA MOTAT Ja HOBEHAT O aKyMYJIHPAHE Ha MeTabOJIMTHTE Ha uGynpoden. 3HaveHHETO HA TO3H
dakT He ¢ n3BeCTHO. MeTaboNHTHTE MOTAT 1a Ce eTHMMHHPAT Ype3 XeMONHAIH3a (mxk. Touka 4.3).

Hapyimenns na dyepHonpobuara dyHKnys
YeproapoGHUTE HADYIIEHUA BCIEACTBHE HA A7IKOXOII € JICKa HITM yMEpeHa HEpHO
HELOCTATBYHOCT HE IPHYMHABAT 3a0eNe) Myl IPOMEHH Ha GapMaKkOKMHETHYH

YepHonpoGuuTe 3a001ABaRIA MOTAT JIa MOBIEAAT KHHCTHKATA Ha OTCTPAHAB



NALMEHTH ¢ YepHOAPODHA Hpo3a i yMepeHa HepHoApofHa HeloCTaTHIHOCT (cremen 6 — 10 ¢priacHo
cxayata Ha Child-Pugh), ce Ha6mogasa cpeaHo ABYKPaTHO yIB/DKaBAHE HA ETMMUHALMOHHHA

IOy XHBOT 1 ¢ToiHOCTTa Ha AUC Ha CHOTHOIICHHETO HA EHAHTHOMEPHTS (S/R) ¢ 3a0enexuMo 110-
HHCKA B CPABHEHME C KOHTPOIHATA IPYNa 3BPABH 100POBOIILH, KOETO IIpearonara MeTabONRUTHH
HapyuleHus Ha HHBepcuATa Ha (R) eHaHTHOMEpa HA u6ynpodeH KbM akTHBEH (S) eHaHTHOMED (BK.
cbmo Totuka 4.3},

53 TpeaxIHHW4HH JAHHH 38 §e30NaCHOCT

TNpH poyBaHAA ¢ SKHBOTHH CyOXPOHUYHATA H XPOHHTHATA TOKCHTHOCT Ha uoynpodeH ¢
HaOMIIONABAHA TNABHO MO (opMaTa Ha YJILEPAlHH H H3MEHEHHA Ha CTOMAIHO-UPEBHHS TPaKT. In
Vitro W in vivo TIPOyYBAaHUA HE MOKA3BAT KIMHHYHO 3HATHMH JAHHH 32 MyTarcHHHA epexT Ha
u6ynpoden. [IpoyuBaHUA ¢ TUIBXOBE ¥ MHIIKH He II0Ka3BaT KAPUHHOTCHEH edexT Ha nbynpodeH.
H6ynpoden npuuMAABa NOTHCKAHE HA OBYJIALMATA [IPY 3alIN U HAPYLICHHA Ha HMMIUIAHTALAATE TIPH
a3 THIHE KUBOTHHCKH BHIOBE (3aML, TUIbX0BE, MUIIKH). EXCIEpHMEHTATHE MPOY YBAHIA HpH
[LTBXOBE M 33l TTOKA3BaT, e UGympodeH npeminasa npes miareHTara. [IpunaraHero Ha TOKCHHA
032 Ha GpEeMEHHH KEHCKH XHBOTHH BOJH IO NIOBHILIABAHE HA CTENEHTA Ha BPOACHHUTE MandopMalHH
(MHTepBEHTPUKYIAPHH CNTATHH MajiOPMaIiH) B TIOKONCHHETO ¥ TUTEXOBE.

6. OAPMAINEBTHUYHH JAHHH

6.1 CnHcbK HA TIOMOIMHHTE BENIECTBA

Xunpomenosa, KCAHTAHOBA Tyma, riuuepon (E422), HaTphes Henzoar (E211), Tened ManTHTON
(E965), HaTpueB UMTPaT, THMOHEHA KHCeNNHA MOHOXHAPAT, 3aXapHH narpuii (E954), naTpres
XJIOPHJ, apOMaT Ha Aroja (apoMaTH3upally ChCTaBKH, MPONUICHITHKOM (E1520), Bona), IpeyYHcTEHA
BOJA.

6.2 HecbBMECTHMOCTH

HenprnosxxumMo,

6.3 Cpox Ha roaHocT

2 roguHH.
Cien nmepso oTBapsHe: 6 Mecena.

64 Crnelna/JIHH YCJI0BHA Ha ChbXpaHeHRe

Ja ce cexpanssa nof 25°C. Jla He ce oxJiKaa WIH 3aMpa3siba.

6.5 Bua M ChABLPXAHHE HA ONAKOBKATA

KaptoHeHa KyTHA ChABPKAIIA:
6sta mmacrmacosa (PET) 6yTaika ¢ auantop, Che 3alIMTeHa OTKBM OTBapsaHe OT ACLA
KafayKa ¥ 3aneyarsalll MpPBCTEH.
5 ml nonuctapesosa (LDPE) cIpHHIIOBKA 33 EPOPATHO NPUTOKCHHE (rpamyupasa npes
0,1 ml)

JUCTOBKA.

ByTwiku, ceaspkawy 100 ml unn 120 ml mepopaina CycCreH3us.
He BcUKH BMEOBE OTTAKOBKH MOE J1a ¢a MyCHaTH B mpoaaxda.

6.6 Crenua HH NPEANa3HH MEPKH IIPH H3XBBPIAHE U paloTa




Hew3roI3BaHKAT NeKapCTBEH NPOIYKT MM OTHAIBYHHTE MATEPHAIH OT HETO TpAbBa )@ Ce H3XBBPIAT
B CBOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

7. TIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Pharmaceutical Works POLPHARMA SA

19, Pelpliriska Str.

83-200 Starogard Gdariski, [Tonnia

8. HOMEP(A) HA PASPEIHEHHETO 3A YIIOTPEBA

Per. Ne 20140162

9, JATA HA TBPBO PA3PEIIABAHE/TIOJHOBSAABAHE HA PA3ZPEILEHHETO 3A

YIIOTPEBA
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10. JATA HA AKTYAJIH3HPAHE HA TEKCTA




