KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

M3MbAHUTENHA ATEHLAS 10 NEKAPCTBATA
1. HME HA JIEKAPCTBEHUS TPOAYKT Kpama XapaKTBpUCIILIKE WA NPOgYKMA - TipuAcikeHue 1
IManakTue beiibu 60 mg cynosutopun -i’KbM Peg. N2 vvrecssd °{. 0'9\'903‘5\5\ ........................
Panactiv Baby 60 mg suppositories é B AP SO ¥y )
{ Paspawenue Ne &2 ol i
2. KAYECTBEH H KOJHYECTBEH CHCTAB | 11 -%

Besxka cynoauropus ceabpika 60 mg ubynpoden (ibuprofen).

3a TBIHKA CITHCBK HA MOMOUIHHTE BellleCTra BUHCTE TOUKa 6.1,

3. JIEKAPCTBEHA ©®OPMA
Cynosuropus.

benm win nouTH 6esH cyno3HTOopuH BHE (JOpPMATA HA TOPNEAO C [IIAJKA H HETIOBPEACHA OBLPXHOCT.

4. KIHMHUYHHA JAHHH
4.1 TepancBTHYIHH NOKAIAHAA
3a KpaTKOTpaiiHO CHMITTOMATHYHO JIEUCHHE Ha JIeKa 0 YMepeHa 0OoNIKa M BHCOKA TEMIIEPATypa.

INanakTue Beiibu 60 mg cymozHTOpHK ce NpenopBYBaT 3a ynorpeta, KOraro He € Bb3MOKHO
MEPOPATHO NPHIOKEHHE.

[ManaxTus Beiidov 60 mg cynosuropuu € nokasas 3a Aeua Ha Bbp3pact or 3 Meceua (ot 6 kg TenecHo
tersno) no 2 roaunu (12 kg Tenecuo rerno).

42 Jlo3HpOBKA H HAYHH HA HPHIOKEHHRE

EOSEQOBKa

PHCKET OT Bh3HMKBaHE HA HEMETAHH JICKAPCTBEHH PEAKLHHM MOXKE Ja C&€ MHUHUMH3HDA, KATO C&
M3MOJ3BA Haki-HUCKAaTa eEKTHBHA 1034 32 Hal-KpaTKus [IEPHOA OT BpeMe, HeoOXOIMM 32 OBNa/sBaHe
Ha CUMIOTOMHTE (B#K. TOUKa 4.4).

[HanakTue beiidu e NpoTHBONOKAzaH NPH Je1a HA BR3PACT MoJ1 3 Mecela jtd Nojl 6 kg TesiecHo Terno
(k. Touka 4.3).

Ennnuynara nosa e Tpabpa na napsumaea 10 mg/kg tenecHo Tero.
Makcumannara anesHa goza uGynpoden e 20-30 mg/kg TenecHo Terno, pasaeneda Ha 3 ao 4

SOHHHYHHA J0O3H.

Obuuaiina 103upoBKa:




Br3pact (Tenecno Enuuuyna aoza JIHeBHa Jo3a

TErno)

ot 3 ao 9 Mecena 1 cynosuropus ot 60 mg 3 'ETH JIHEBHO, HA BCEKH

(o1 6 no 8 }wnorpama) 6-8 yaca. He
H3MOJ3BaHTe NoBeye oT 3
CYHOBHTOPHH JIHEBHO.

9 Mecena no 2 rondH | 1 cynoauTopus ot 60 mg 4 vTH JHEBHO, HA BCGKH

{oT 8 no 12 kg) 6 gaca. He wanonseaiite
noseve ot 4
CYTIO3HTOPHH JHEBHO.

B ciyuaii ye ekapcTBEHHAT NPOAYKT ¢€ MPUIAra Ha AeUa Ha BB3pacT 3-5 Mecera, TpaOea ja ce
NOTBPCH JISKAPCKA ITOMOI, AKO CHMOTOMHTE C¢ BJICIIABAT H/IH HE C¢ no,aoﬁpnna'r B pAMKHTE Ha
24 gaca.

B cimyyaii ye JieKapCTBEHHAT NMPOIYKT Ce MpHIAra Ha Aena Ha BE3pAacT Haj 6 Mecelia, TpabBa aa ce
DOTBHPCH KOHCY/ITaLUA € JIeKap, aKo € HeoGXOHMO NNeKapCTBEHHAT MPOAYKT Ja ce TIPHIIATA B
NPOABDKEHHE HA MOBEYE OT 3 THHM HIM CHMITTOMHTE ¢€ BJOWIAT.

MeauUHHCKHAT NPOAYKT € NPeAHA3HAUCH 32 KpaTKoTpaiiHa ynotpeba.
Brbpeuno yBpexaane
Hosure nbynpoden Tpa6Ba Aa ce npuiarat ¢ NOBMIIEHO BHHMAHHE NPH NMAlMEHTH ¢ GE6pedHo

yepexnane. Jlozata Tpabra fa ce nogabpKa Bb3MOXKHO Hali-HUCKA (32 MALMEHTH ¢ TexkKa GEOpeuna
HENOCTATHYHOCT BK. TOUKA 4.3).

YeprogpobHo yepexxaane
Hoswure ubynpoden Tpabra /la ce npunarat ¢ MOBHULIEHO BHUMAHHE NIPH NAUMEHTH ¢ YepHOAPOOHO

yBpexaaune. flosata rpaGea na ce NOITEPKA BE3MOKHO Hal-HUCKA (32 TALIMEHTH C TEXKKA
uepHONPOOHa HEJOCTATEYHOCT BK. TouKa 4.3).

Hauuu Ha npunoxenue
PexranHo npunoxenue.
4.3 IIporHBOomOKaA3anHA

CBpBXYYBCTBHTEIHOCT KbM MOYTIPOQEH WiiK APYTH HECTEPOKIHH NPOTHBOBLINATHTETHH
nexapcteHH cpencta (HCTIBJIC), nin KbM HAKOE OT MOMOLIHHTE BEUECTRA, H30poeHH B Touka 6.1,

TlauuenTs, MOKa3au NpeH TOBA PEAKLMY Ha CBPLXYYBCTBHTEIHOCT (HAMD. 2CTMA, PUHHT, aHTHOCACM
HJIH YPTHKAPHA) B OTTOBOP Ha ALICTIIICATALIMIORA KHCEITUHA (aCIUPHH) WIH APYTH HECTEPOHAHH
MPOTHBOBB3NATHTEIHH JIEKAPCTBEHU CPEACTBEA.

AHaMHe3a 3a KbpPBEHE OT rOPHAaTA HaCT Ha CTOMALIHO-YPEBHES TPAKT WK Nepdopaliud, NLIKAlIA ce
Ha npeaxonno aedenue ¢ HCTIBJIC.

AKTHBHA MITH TIpEIISCTRAIIA PELHINBHpALLA NENTHYHA A3B2/XeMOparus (18a HIH TIOBeUE TIOBTAPAY
Ce eMH30/2 Ha JIOKA3aHa YNLepaLlHs WA KEPBEHE).

lepebposackynapHo Wi APYro aKTHBHO KhpEEHE.

Tesxka yepHonpoGHa, OBOpeuHa Wik Texka ChpAedHa nexoctareanocT (NY
TOuKa 4.4).




Hapymenns B xpbpBocheHpBaHe o (MOypodeH Moxe a MPEAM3BHKA YABDKABAHE Ha BPEMETO Ha
KbpPBEHE).

XEMaTOHOC'I'H‘_lHH HapyImcHHa ¢ HCH3BECTSH MPOH3X0]I, HAIIp. TpOMSOHPITOHEHHﬂ.

IMarmenTH ¢ TeXKa JeXHApaTalms (HPAYHMHEHA OT NOBPHIIAHE, IHAPHA WIH HEJOCTATHYEH NPHEM Ha
TEYHOCTH).

BbpeMeHHOCT B NOC/ICAHHA TPHMECTBP (BXK. Touka 4.6).
He w3nonmseaiire npu 6eberta cbe cpenHo Terao oT 6 kg HIH MO-MANKO (BB3pacT A0 3 Mecena).
4.4 Coeunanum npeIyupexIeHHA H NPEANAIHE MEPKH npH yuorpeba

HeobxonMmo € NoBANIeHO BHUMAHKE NIPH ynoTpe6a Ha HGynpodeH OT NauMeHTH ¢ HAKOH
3a60/1ABAHMA, KOMTO MOTAT /1A C€ BIIOIIAT:
- CHCTEMEH NyTTyC €PHTEMAaTO3yC M CMECEHa CheJMHHTEIHOTEKAHHA GONecT — MOBHIIEH PHCK
OT aceNTHYeH MEHHHIHT (B, Touka 4.8)
- aHaMHe3a 3a XMNEPTOHHs WHIH ChpeYHa HeAOCTATEYHOCT, Thi KaTO HMa ChODIIEHHA 33
3aAbpiKaHe HA TEUHOCTH U efieM, ceBp3ano ¢ neverne ¢ HCIIBJIC (pxk. Touke 4.3 u 4.8)
- On0peuno yspexaane, Thii KaTo GuOpeuHata (GyHKUHA MOKE JOIBLIHUTEIHO Ja Ce BIIOIIH
(Bx. Touks 4.3 u 4.8)
- HapyuleHHe Ha yepHoApobHaTa GyHKIMA (BXK. TOUKH 4.3 1 4.8)
- BeJiHara CIefi rofiAMa XUpyprayHa HHTEPBEHLIHS
~  aHOPeKTaJHH 3a00NABaHHA.

Moxe na HacTBIH 6pOHX0OCNazbM MPH MAIHCHTH ¢ AKTHBHA HIH OT3BY4alla GPOHXHAJIHA ACTMa, HIH
aneprus.

HeoxenanuTe peakiiH MOTAT 1a C&€ MUHHMH3HPAT, KATO CE M3TION3BAT Hal-HHCKUTE eheKTHBHH JO3H
3a Ha¥-KpaTKes [NEepHOJ OT BpeMe, HeoDXOMMM 3a OBNAJABAHE HA CHMIITOMHTE (BX. TouKa 4.2 H
CTOMALIHO-YPEBHH H CBPACYHOCHIOBH PHCKOBE TIO-/IONY).

VnorpeBara na ubynpoden enHospemenno ¢ apyru HCTIBJIC, BKIIOUMTETHO CENEKTHBHH
HHXHOHTOPH Ha IWKIIOOKCHreHasa-2, TpaOBa Ja ce u36area (Bxk. Touka 4.5).

[NaumenTuTe B CTApUCCKa BH3PAcT UMAT MOBHILICHA YeCTOTa Ha HekeNaHH peaxuun kxm HCTIBJIC,
0COOEHO KBPBEHE OT CTOMAIIHO-MPERHIA TPAKT W Nepdopatins, KoATo Moxke 1a 6bae daranHa.

CTOMAIIHO-IPEBRHH
KnpBeHe 0T CTOMaIHO-YPEBHES TPAKT WM nepdoparEs, KOATO Moxe Aa e daraHa, ¢ca Cro0maBaHi

3a ki HCTIBJIC, mo BeAko BpeMe Ha EYSHHETO, C WK 663 NPpeayNpEeHTEHH CHMITTOMH, HITH
aHaMHC34 32 CCPHO3HH CTOMAIIHO-4YPeBHA peaknum,

PHCKBT OT CTOMAILIHO-YPEBHO KbPBEHE, YIUEPALHs HIH Mepgopalis € M0-BUCOK ¢ YBEIHUYaBaHE
Aosure Ha HCTIBJIC npu nmaumpeHTH ¢ aHaMHe3a 3a 1384, 0COOEHO aKO HMA YCIIOKHEHHSA ¢ XeMOparis
WM nepdopauus (Bx. Touka 4.3) H NpH IAUMEHTH B CTapyecka Bb3pacT. Te3H mauxenTH Tpabsa na
3aMOYHAT JICYeHHETO C Bh3MOIKHO Hal-HuckaTa nosa. [lpu Tax Tpabea na ce o6cban KOMGHHHP&HO
JIe4YSHHE CBC 3AUIWTHH CPECTBA (HANP. MHCOTIPOCTON MITH HHXHOHTOPH Ha IIpOTOHHaT

oLy H To4kKa 4.5).



INaupeHTH ¢ aHaMHE3a 33 CTOMAITHO-YPEBHA TOKCHUHOCT, 0COOEHO TAKWBA B CTAPYECKA BH3PACT,
TpsOBa fa crobImABaT 32 BCHYKH HEOOHYaMHKY abIOMHHATHH CHMITOMH (0c00€HO CTOMAILHO-YPEBHO
KbpBEHE)} H 0cO0CHO B HAYAIHHTE CTAZHM Ha JIEYEHHETO.

Tpabea na ce npeaynpexaarat 3a BHAMAHUE ITALMEHTHTE, [PHEMAILH YCTIOPSIHO JIEKAPCTBa, KOMTO
MOJKE JIa IOBHIIAT PUCKA OT YIINEPALMA KK KbPBEHe, KaTO NepOPATHH KOPTHKOCTEPOH/Y,
AHTHKOAryJlaHTH, HanpHMep BapgapHH, CeJICKTHBHA HHXHOHTOPH Ha 00paTHHS 3aXBaT Ha CEPOTOHHHA
H AaHTHTPOMOOLIHTHH CPE/ICTBA KATO ALCTHICAIMUMIOBATA KHCeIHHA) (BXK. To4Ka 4.5).

AKO BE3HHKHE CTOMAIIIHO-IPEBHO KbPBEHe NPH NALMEeHTH, pueMany uGynpoden, teueHrero Tpabea
na ce MpeKpaTH.

HCIIBJIC tpafBa ja ce npunarar ¢ NOBHIICHO BHUMAHKE TIPH TALIHEHTH ¢ aHAMHE3a 33 CTOMALLIHO-
ypeBHY 2a00naBaHMA (YiineposeH KonMT, G6onecT Ha Crohn), Thii KATO CHCTOAHHETO HM MOXE JIA Ce
oboctpu (BK. Touka 4.3).

CepHO3HH KOKHH pPeaKIlHH
Muoro panko ca crobIaraHH CePHO3HH KOXXHH PEaklHK, HAKOH OT KOHTO ()aTallHH, BKIIIOYHTETHO

excOTHATHBEH EPMATHT, CHHAPOM Ha Stevens-Johnson ¥ TOKCHYHA eMUAEPMATIHA HEKPOIH3a, BEB
Bpb3Ka ¢ ynotpebara Ha HCIIBJIC (k. Touka 4.8). Msrnexaa malMeHTHTE ca ¢ Mo-BHCOK PHCK KbM
TA4KHBA peakllHH B paHHHA €TAI HA JIEYEHHETO: NOABATA HA PEAaKLMATA B NOBEYETO Cy4aH € B IbLPBHA
Mecer; Ha nedenneto. Crolimasa ce 3a 0CcTpa reHepainzHpaHa eK3saHTeMaTo3Ha nycrynosa (AGEP)
BB Bpb3Ka ¢ ynoTpebara Ha NpoayKTH, CbabpiKamtH Hoynpoden. Hoynpoter Tpabea aa Gbae cnpsy
TIpA TEPBA [I0ABA HA KOJKEH 00PUB, MYKO3HH JIE3MH MITH BCEKM APYT TIPH3HAK 3a
CBPBXMYBCTBHTEIHOCT.

B M3KII0YHTENHM CllyYad H3TOMHHK HA TEXKKH, YCIOKHCHH HHEKITHH HA KOXATa H MCKHTE ThKaHH
Moxke na obae Bapunena. [ToHacTosIeM, He MOxe Ja ce u3koud BiusaueTo Ha HCTIBJIC repxy
BJIOWIABAHE Ha CBCTOAHKETO [IPH TaKHMBA HHOEKUEH. CleI0BaTElTHO B CTYUaH Ha BApHIIE/A ce
TIpenophYEa Aa ce H30ATBa ynotpebata Ha HOynpodeH.

ChpieyHo-cbA0BH H HepeOpoBackynapuu edekTH

H3mckea ce oaxoaamo npocie9BaHe | ChbBET MIPH MALHEHTH ¢ aHAMHE3a 3a XUIIEPTOHUS W/HTH Jieka
A0 yMEpCHa 3aCTOHHA ChpACYHA HEAOCTATHYHOCT, Thif KATO ¢a ChOOIIEHH CyyaH Ha 3aIbp/KaHe Ha
TEYHOCTH H eIeM, acouuupanH ¢ neuyeHHe ¢ HCITBJIC.

OT KIHHHYHH IPOYYBAaHHA Ce MpeTioNara, Ye ynorpedara Ha uGynpodeH, 0cobeHO BbB BHCOKH AO3H
(2400 mg/nuerHO), MOXKeE 14 € CEBP3aHAa ¢ JIEKO MOBHIICH PHCK OT ApTEPHAIHH TPOMOOTHYHH CHOUTHA
(Hanmpumep MuOKapaeH HHMAPKT WK HHCYAT). Karo nsio, eniaeMHOAOMMMHATE TIPOYYBAHEA HE
TIPEATIONAraT, Y€ HHCKa A03a ubynpodeH (T.e. <1200 mg aHeBHO) MOXE 1A Ce acOLHUPA ¢ OBHIICH
PHCK OT apTepHalHH TPOMOOTHYHH CHOHTHA.

TlanpenTi ¢ HEKOHTPOTHPAHA XHIIEPTOHKA, 38CTOMHA chpAeuna HegoctaTbunoct (NYHA II-II),
YCTaHOBEHA HCXEMHMYHA HonecT Ha ChpIIETO, NepudepHO apTEPHAIHO 3a00aaBaHe WHIH
uepebposackynapHo 3abonsaBaHe TpaOBa na 61aat nekyBaHu ¢ HOYMPodeH camMo cliejl BHUMATENHO
obchaxzane H TPAGBA fa ce H3barBat BUCOKH Aosu (2400 mg/nueBHo).

C‘LH.[O TaKa TpﬂGBa Ja c€ H3BBPIIBA BHHMATE/THA MpELeHKA [OpCaH 3arovYBaHe Ha JBJITOCPOYHO
Jig4eHHE Ha ALHEHTH ¢ PHCKOBH (PAKTOPH 3a CHPAEYHO-CBAOBH CHOMTHA (HAIp. XHIIEPTOHH,
XHIICPJIHINHACMHS, 3aXapcH HHaGGT, TIOTEOHO]'[)'IHGHE), 0CODEHO AKO €€ H3HCKBAT Bncyo L

ubynpoden (2400 mg/nHeRHO).
Jpyru 3abenexk:

TexKH, 0CTpH peaKlHH Ha CBPBXUYBCTBHTCIHOCT (HANp. aHaQWIAKTHYEH LIOK)




npuiaranero Ha ITanaktus bei0u, newenHero TpabBa na ce mpekpaTH. MeqHUHMHCKH NHLA TpsOBa na
TNIPANOKAT HEOOXO\MMHTE MEPKH B CHOTBETCTBHE ChC CHMITTOMUTE.

Hoynpoden Moxie BpeMeHHO Ja HHXHOHPA aKTHBHOCTTA HA TpoMGOLHTHTE {TpOMBOLHTHATA
arperan|s) M € YCTaHOBEHO, Y€ YAB/DKABA BPEMETO Ha KbpPBEHE NPH 3/1paBH vnia. lopanu Tosa
CBCTOAHHETO HA MALMEHTHTE C HAPYIIEHHA Ha KPBBOCHCHPBaHeTo TpAOBa ia 6b/1e CTPHKTHO
OpocaeaaBaHo.

Pesynrature OT eKCNepUMEHTATHH NPOYYBaHHA NMOKA2BAT, Y€ Ce HaManiBa TpoMOOLMTHATA
arperauys, MHXHOHTOpen eekT Ha ANETHIICATHIAIORATA KHCEITHHA TIPH KOMOHHUPAHO JIEYEHHE ©
npsnarade Ha H6ynpoden. ToBa B3aMMOECTBHE MOMKE 4 OTPAHUYH JKENAHHA IPOTCKTHBEH eeKT
Ha AUETHNCATHLMAOBATA KHCEITHHA BEPXY KpBRooOpamenueTo. Cnenosatentno noynpoden Tpabea aa
€€ H3MO/3Ba ChC CIELHATTHO BHYMAHHE IPH NALMEHTH, NpHeMallly aleTHICATHITANOBRA KHCEIHHA 33
HaMasiApaHe Ha TPOMOOLMTHATA arperaiius {BXK. Touka 4.5).

IIpy nearocpouno npunarake Ha IlanakTie BefiGH ce npenopbura peoBeH KOHTPO Ha NOKA3aTe/IHTe
Ha 4epHopobHaTa (pyHKIWMA, 60peunaTa QyHKUMA M KPEBHATE KapTHHA.

I'narobosnie, KoeTo MoXe Ja ce IONY4H NPH ABITOCPOYHa YNoTpeba Ha aHaNreTHIH, He TpAGBa ia ce
JIEKYRa C BUCOKH JIO3H OT TO3H NPOAYKT.

FponemxurentHara ynotpefa Ha aHaJINETHLH, 0COBEH0 B KOMOHHALIHA C HAKOH AKTHBHH BELIECTRA,
KOHTO HaManABaT OOo/KaTa, MOXE Jia MPeIHIBUKA TOCTOAHHO GBOPEUHO YBPEHIaHEe ¢ PHCK OT
610pedHa HeXOCTATHUHOCT (AHANrETHYHA HeponaTHs). TO3M PHCK MOKE Aa Ce TOBMLIH NIPH
(Hu3MUECKH YCHITUA, CBBP3aHH ChC 3aryfa Ha CoNU M AeXuapaTallus, ¥ cliefoBaTenHo TpAGea aa ce
H3GATEa.

CoimecTBYBa prck 0T 650peuHo yBpexnane NpH AcXuapatapany aeua. Tpabsa a ce OIXoaH ¢
MOBHIIEHO BHUMAHKE NPH 3aTI0UBaHE Ha JieueHHe ¢ HOynpodeH NpH NALHEHTH ChC 3HAUMTEIHA
DEXHMApaTaUMA.

Kakto ocrananmire HCTIBJIC, ubynipoden Moxe Jja MACKMPa CHMITOMHTE HA HH(EKLMS H MOBHLIEHA
TeMIepaTypa.

Cpobmasa ce 3a H30JIMPaHU CTYYaH HAa TOKCHYHA aMOMHONKA {HaManeHa 3pHTeTHa OCTPOTA) IPH
ynotpebata Ha H6ynpodeH, cnenoBaTeaHo € HeoOXOAUMO NALMEHTHTE Aa ObAaT YBeIOMEHH Ja
cBOOHIARAT HA IEKAPA 33 BCAKO 3PUTENHO HAPYIICHHE,

4.5 BsaamopeiicTBHE ¢ IPYIH JEKAPCTEEHHE OPOAYKTH H APYrd GOPMH HA B3aAMOICHCTBHE

Tlpu maupenTn, npHeMamy HEynpodeH B KOMOHHALMA ¢ HAKOH OT AOIYNIOCOYEHHUTE JEKAPCTBEHH
NPOAYKTH, TPsAOBa Na ce HMa MPeABUL, MPOCIEAABAHE HA KIIHHHYHUTE H OUOIOTHYHHTE ITapaMETPH.

¥Ynotpebata B KOMOHHAIHA ChC CIEAHUTE ASKAPCTBEHH NPOAYKTH HE CE MPeroprupa

Hpyau HCIIBJIC, 8xniouumenno cenexmuenu unxubumopy Ra yuino0KCUZeHasa-2:
Ha ce u3bsrea eaHOBpeMeHHaTa yriotpeGa Ha iBe uim noeeye HCIIBJIC, Thit kKaTo ToBa MOXE 13
HOBHIIA PUCKA OT HEXKEIIAHH JISKAPCTBEHH PEAKIIHM.

Kopmuxocmepouou:
[TosKIeH pHCK OT CTOMAIHO-YpeBHa yiuepauus win kspeeHe ¢ HCIIBJIC (Bx. Tou

Ayemuncanayunoea kuceruna: ;
EAHOBpeMEHHOTO NPHJIAraHEe Ha AUETWICANMUHIIOBA KHCETHHA H HOYTIPOQCH Kalx
NpenopsUBa, NOPAIH MOTEHIHAIHO MOBHINEH PHCK OT HEKEIAHH JIEKAPCTRCHH



ExcriepuMeHTATHH JaHHH [I0KA3BaT, 4e HOynpodeH Moske KOHKYPEHTHO J1a HHXHOHpa ceKTa Ha
HMCKa 032 aleTHICATHLIMOBA KACEITHHA BBPXY TPOMOOLIHTHATA arperalms, KoTato Te ce ynorpetsapar
€IHOBPEMEHHO. BbIipeky 4e HMa HETOUHOCTH NPH KCTPANIONHPAHETO HA Te3H JaHHH KbM
KIHHHYHATA CUTYalHA, HE MOXKE J1a ¢ H3KIIOYM BEPOSTHOCTTA PeAOBHATA, IBJITOCPOYHA yroTpeba Ha
HOynpoden A2 HamaiaH KapAHONIPOTEKTHBHHUA e(heKT Ha HHCKA 1032 aUEeTHICATHLMI08a KHcemHHa. He
Ce O4aKBa CXOICH KIMHHYEH edekT npH obuuaiiHata ynorpeGa Ha ubympoden (Bx. Touxa 5.1).

Hzuckear ce NPpEAIasHd MEPKH TIDH KOMGHHPI[!&H&T& 3{!!01@63 CEC CNEAHHTS NEKAPCTBEHH MPOIYKTH

Huypemuyu, ACE-unxubumopu, 6ema-tnoxepu u anzuomensun Il peyenmopnu aumazonucmu:
HCIIBJIC morar aa peayimpar edekTa Ha AHYPETHIMTE M APYTH AHTHXHIEPTOHHYHH JIEKAPCTBEHU
cpeacrea. IIpy HAKOH NALKMEHTH C HapylneHa O10pedHa QyHKUHA (HAOp. ASXMAPATHPAHM NALIHEHTH
HJIH TAKHBa B CTapyUecka Bh3pacT ¢ Hapyumena Op0peuna dyHkmus) komOunnpanara ynorpeba na ACE
HHXHOMTOP, GeTa-aIPEeHONMTHHHO CPE/ICTBO HITH AaHTHOTEeH3HH |1 petenTopeH aHTArOHKUCT H
REKapCTBa, MHXMOMpAIH LIMKIOOKCHICHA3ATa, MOKE 1A (IPSAM3BHKA TTO-HATATHINHO YBpeskaaHe Ha
OnOpeuHaTa GyHKINA, BKIIOYHTENHO Bh3MOKHE 0cTpa HBOpeYHa HeOCTATBYHOCT, KOATO
obnkHOBeHO e 00paTuMa. ClienoBaTeliHO TakaBa KOMOHHALHA TPa6Ba 1a ¢e H3MNO3Ba BHHMATENHO,
ocobeHo NpH NALHEHTH B CTAPUYECKA Bh3pacT. TakHEa maupeHTH TpAdEa Aa ObAaT MOAXOAANIO
xunparupany. Tpabsa na ce obesam npocnenapane Ha GLOpeuHaTa (PYHKIHMA B HAYANIOTO HA
KOMOHHHPAHOTO JIEYEHHE H MICPHOJHIHO CAE]] TOBA.

Yenopeasara ynorpeba Ha [lanaktue beiibu i kamMi-ChXpaHABaIH JHYPETHIIH MOXE Ja A0BEAE 10
XHOepKaJHeMHs.

Copoeunu 2nuxo3ucu, drenumoun, numuil:

Kom6unnpanara ynorpeda Ha [Tanaxtus beitbu cbe chpaeusn rUKO3HaH, GEHWTOMH WIH JIHTHH
MOIKE JIa IPEIH3BHKa IOBHIIABAHE Ha TUIA3MEHHTE HHBA HA TE3M JIEKAPCTBCHH MIPOLYKTH.
O6HKHOBEHO HAMA HYK/A OT KOHTPOI Ha I1a3MEeHATa KOHUEHTPALHs Ha JIMTHI, ChbpAeYHH [THKO3IHIH
H (PEHHTOUH, TIPH NOJOKEHHE U€ TIPOAYKTHT Ce YNOTpebsBa CHIIacHO PENOPBLKUTE (HE MO-EBIT0 OT
3 no 4 aunm).

Memompexcam:

HMma noxazatencTsa 3a B3MOKHO NIOBUILABAHE HA ILTIA3MEHKHTE KOHLEHTPALMH HA METOTPEKCAT.
HCTIBJIC uHxuOupaT eHMHHHPAHETO Ha METOTPEKCAT OT OBOpEeUYHHTE KAHAIYETA, KOETO MOXE Aa
JOBeAe A0 peAyUHpaHe Ha KIMpbHCA HAa MeToTpekcaT. B cnyyan Ha nedeHHe ¢ BHCOKH NO3H
MeToTpekear Tpa0Ba Aa ce m3barea ynorpebara Ha wGynpoden (HCIIBJIC). Tpabea na ce Hma
NIpeBH/] PUCKET OT B3aHmoaeiicTeie Mesxny HCTIBJIC u MeToTpeKcar NipH NeucHHe ¢ HHCKH JO3H OT
NOC/e HAA, 0coBEHO NPH MANMEHTH ¢ yBpeaeHa 6u0peuna dyuxuys. Tpabea aa Osae Mpocneassana
OnOpevunata GpyHKUHS Npu koMOHUHHpaHe Ha nedeHne ¢ MeToTpekcar u apyrn HCIIBJIC. [penopwusa
ce MOBHIICHO BHHMaHHe, korato Metotpekcat 1 HCTIBJIC ce npunarat » nepuon o1 24 9aca, nopaau
Eb3MOJKHO MOBHINABAHE Ha IUIa3MEHATa KOHLIEHTPALKA Ha METOTPEeKCaT, KOeTO MOJKe g AOBEAE A0
TIOBHILEHA TOKCHYHOCT.

Taxporumyc:
B cnyuaii Ha koMOHHMpPaHO IPHIOKEHHE Ha JBATA JICKAPCTBEHHA NPOAYKTA CHHIECTBYBA MOBHIICH
PHCK OT He(pPOTOKCHUHOCT.

Luxnocnopun:
IlopMinen puck oT HePOTOKCHYHOCT.

Anmuxoazynanmu;
HCTIBJIC morat Aa NoBHILAT edeKTa HAa AHTHKOATYIAHTHTE, KaTo BapdapuH (k.

AumumpomBoyumH CPEOCMBA U CeNeKmMusHY UHXUOUMOPY Ha OBPAMHUA 3AX6a.
[NoHIIEH pHCK OT CTOMAILHO-YPEBHO KBpPBEHE (BK. TO4Ka 4.4).



Cyadhanunypes:

KoavHuuHH npoyusanus nokaseat BzauMozckicTeua mexay HCIIBJIC u npotHeommabeTHI cpencTtea
(mpou3Bo/iHA Ha cyndanntypesn). Beripexn dakTa, ue ocera He ca ONMCAHH B3AUMONEHCTBAS MEXIY
ubynpogeH 1 cyndaHwIypeiiHi IPOK3BOAHH, NPEMOPHUMTENHO € J4 Ce KOHTPOJIMpPA KPbBHATA
KOHLIEHTPAIMA Ha MJHOK03aTa KaTo Npena3Ha MApKa 1o BpeMe Ha koMOHHHpaHa ynotpeda.

3udoeydurn:

Hma noBMIIeH pHCK OT XeMAaToaorudHa TokeHaHoct, koraro HCTIBJIC ce nprnarar 3aegHo cbe
3UA0BYAHH. IMa mokasarencTea 3a xeMapTposa u xemarom npu XHB-nonokurenHu xeMoQHIHLH,
npreMallli €HOBPEMEHHO JIEYSHHE CRC SHAOBYAHH H HOynpodeH.

Hlpobeneyud u cynpunnupaszon:
JlexapcTReHH NPOAYKTH, ChABPKAILH NPOGCHCIMA HIH CYIPHHITAPA3OH, MOTAT 3 YABKAT
€JIHMUHHPaHeTO Ha HOYTpodeH.

Barnogen:
Mozke 12 HACTBITH TOKCHYEH edekT Ha GaknodeH cie/ 3arno4YBaHe Ha MpHeM Ha HOynpodeH.

Pumonasup:
PuTonassp Moxxe 1a NOBHIIH IU1a3sMeHHTE koHueHTpawid Ha HCIIBJIC.

Amunoznurozuou:
HCIIBJIC morat nia peayHpat cTAMMHHPAHETO HA aMHHOTTTHKO3MJTH.

Xunonrornosu anmubuomuyis;

HaHHE npy kHBOTHH nokazear, 4y¢ HCIIBJIC mMorat Ja NOBHIIAT PHCKA OT MbPUOBE, CBLP3aHH C
XUHOJIOHOBHTE aHTHOMOTHLM. [TanmenTn, npremaniu HCTIBJIC u XHHONOHH, MOTAT Ja ¢a C MIOBHIIEH
PHCK OT MOJNyYaBaHe Ha FbPUOBE.

Bopuxonazon wiu chayronazon:

Puck ot okonc 80 1o 100 % S (+) BnuaHue Ha HOYNPOdEH € OTKPHT NPX NPOYUBAHE C BOPHKOHA30I H
¢uykonazon (HExuOHTOpH Ha CYP2C9 enzuma). Tpsabra na ce NpeIBHAH peIyLIHPaHE HA 103aTa
ubynpoden B ciyqait Ha koMOUHUpaHO mpraoxkenue Ha Momen CYP2CY uuxuburop, ocobeno
KOraro ce npujara BHCOKa No3a ubynpodeH ¢ BOPHKOHA30MT HITH ITyKOHA30]T.

Kanmonpun:

ExcnepuMenTanHH npoy4yBaHus NOKazsar, 4e ubynpoden rnxubupa edeKxra Ha KANTONPHI BLPXY
€NMUMHHHPAHETO HA HaTpHif,

Xonrecmupamun:

llo Bpeme Ha KoMOHHHpaHaTa ynoTpeGa Ha HOYTIpodeH M XOleCTHPaMEH ce 3a6aBd W HaManABa
abcopbumsara Ha uGynpoden (25%). JlekapcTeenune MPOYKTH TpsOBa /1a ce TIPHIATAT Ipe3 HHTEPBAa
OT HAKOJIKO Haca.

Mupenpucmon:
HCIIBJIC ne Tpadea ma ce ynotpeGasar 8 pamkuTe Ha 8—12 M crie npuiaraHe Ha MEQENPHCTOH,

ThH KaTo T€ MOTAT J]a HAMAIIAT NEHCTBHETO My.

4.6 ®epruamTeT, GpEMEHHOCT H KEPMeHE

bpemennocr
HuxubHpaneTo Ha MPOCTArNAHIMHOBHA CHHTE3 MOXE J1a OKAKe HeONaronpHATHO

[POTHYAHETO Ha OPEMEHHOCTTA H/HTH BBHPXY PAIBATHETO HA 3APOAMILA HIIH 10,
ENVACMHONOTHYHM POYYBAHKS MPESANONAraT IOBHIIEH PHCK 0T aGOpTH, BPOJIEH



ManhopMaLMH H TaCTPOCXU3HC cAel yrnoTpeba Ha HHXMOHTOPH HA CHHTE3a HA NMPOCTATIAHAHH 110
BpeME Ha PaHHHA HEepHON OT OpeMeHHOCTTa. AGCOMOTHHUAT PHCK OT CHPASYHOCHAOBH MandopMaliu
€ MOBHIIEH OT No-Maiko oT 1%, no npubnwsurenso 1,5%.

[Iprema ce, Ye PHCKET CE [IOBHILIARA € JIO34Ta H NPONLKUTENHOCTTA Ha JledeHHeTo. [1pu KHBOTHI
NPHIAraHETO HAa HHXHOHTOPH Ha NPOCTATAHIHHOBHA CHHTES IIOKA3BA IOBHILEHO BIHAHHE BEPXY
Opod Ha abopTHTe NpeH U Clied HMILUTAHTHPAHE, KAKTO H CMBPTHOCT Ha 3apOJIHINNTE H Iiofd. OCBeH
TOBa ¢e CLOOIIABA 32 NMOBMIIEHA YECTOTA HA PATIMYHH BPOAeHH ManhOpMaLHK, BKIFOYHTETHO
CHPACYHOCHAOBH MaNGOPMALHH TPH XHBOTHH, I0J1y4aBAIH HHXHOHTOPH Ha MPOCTArNaHIHHOBHA
CHHTE3 IO BPEMC HA OpPraHOTEHEe3aTa.

[fo Bpeme Ha MBPBHA H BTOPHA TPUMECTHP oT OpeMenHocTTa uOynpoden xe TpabBa aa ce npuiara,
OCBEH aKO TOBa He € abcomoTHO HeoOX0aHMO. AKO ce Hanara ynoTpeda Ha HOynpoQeH TpH JKeHH,
KOHTO C€ ONMHTBAT 71a 3a0peMEHEAT WK 10 BPEME Ha TEPBHA H BTOPHS TPHMECTED OT OpeMEeHHOCTTA,
nosata TpabBa na Gb/e PE3MOXKHO Hal-HHCKA, a NPONRIDKHTETHOCTTA Ha TEMEHHETO Hali-Malka.

ITo BpeMe Ha TPETHA TPUMECTEP OT OPEMEHHOCTTa BCHYKH HHXHOHTOPH Ha NPOCTArNMAHAHHOBHS
CHHTE3 MOI'AT /18 OKasKaT BAHAHWE BLPXY [UIOA4, PUYAHABAHKN:
- TOKCHYEH eeKT BBPXY chpLETO i Henure poboBe (C MPEKASBPEMEHHO 3aTBAPSHE HA
botanosus npotok U GenoapobHa XHNepPTOHMS)
- Hapymenus Ha 6bOpevHata QyHKLHs, KOHTO MOTAT Aa A0BeJar 10 6b0pedHa HeJOCTaTHYHOCT ¢
OJIHMOXHIPAMHKUO34.

Ja IPHMHEHAT HA MaiKaTa H HOBOPOJESHOTO B Kpas Ha OpeMeHHOCTTA:
- BBE3MOXHO YIL/UKaBaHE HAa NePHONA HA KbpBEHe, aHTHArpernpanl edeKT, KoiTo MoXe J1a ce
TOABH AOPH NPH YNoTpedaTa Ha MHOTO HHCKH 03K
- TIOTHCKaHe Ha KOHTPaKUHHTE Ha MAaTKATA, KOETO BOJH 0 OT/IOKEHO HIIH YIBDKEHO paaaHe.

B Tasu Bpu3ka ynotpebara Ha HGynpodeH no BpeMe Ha TPeTHA TPHMECTHD OT GpeMEHHOCTTA ©
NMPOTHROTIOKA3aHA.

KepMmene
Camo HesnauMTenHE KoMHYecTBa HOYNPOGEH U HEroBH MeTabOo/UTH Ce CEKPETHPAT B MAHYMHOTO

MisKko. Thi KaTo Aocera He € MO3HAT BpeaeH edeKT BbpXY HOBOPOIEHH, OGHKHOBEHO He Ce Hasrara
NPCKPAaTABAHE Ha KEPMEHETO M0 BpeMe Ha KpaTKoTpaiiHa ynotpeGa Ha nbynpodes B
NPENIOPBUATENIHHTE JO3H.

Qe HTET

HmMa nannu, 4e nexkapcTeata, HHXHOHpaLH MKIOOKCHIEHA3a-PDETYTHPAHNS CHHTES Ha
NPOCTarmaHAHHHETE, MOTAaT 3 IIPHUHHAT YEpEKOaHe Ha (IJB[TI‘HJIHTETa IIPH KCHH, KaTO NOBIIHABAT
osynauuara. EQexrrt € o6paTiuM npH npekparssane Ha JIEYEHHETO.

4.7 Edexra Bbpxy cnocobHOCTTa 32 modupane u paGoTa ¢ MAIANH

Caen npuema na HCIIBJIC ca Bb3MOXKHE HeXeNlaHH JIEKAPCTBEHH PeakLMH KATO 3aMaiBaHe,
CBETOBBPTENK, YMOPA HIIH 3PUTENHH HAPYIISHHI. AKO ca 3aCCTHATH, MalMeHTHTe e TpAbBa aa
modHpaT win Aa paboTST ¢ MaKHH.

4.8 HexenaHH AeKAPCTBEHA PEAKIHA

PeaKIMH;
MHoro yectn: >1/10

Yeern: >1/100 no <1/10
Heuectu: >1/1,000 go <1/100
Penkn: >1/10,000 no < 1/1,000




Muoro peaxu: <1/10,000

C HeHM3BECTHA YECTOTA: OT HATHUHHTE JaHHH HS MOXKE Ja CC HallpaBH OLICHKA.

CIIHCBKET Ha CeIHUTE HEXKENIAHN ISKAPCTBCHH PeaKlHH BKIIOUBRA BCHUKH M3BECTHH HEXKENAHH
JIEKAPCTBEHH PEaKIHH, [IOABHIIH CE MO BpeMe Ha JieueH#e ¢ HoynpodeH, BKIXUHTETHO Te3H NPU
TAIHEHTH ¢ PEBMATONOFHYHH 3200/ BaHHA, TTOYYABAIH XBJITOCPOYHO JICUCHHE NPH BUCOKH JIO3H.
[IpeacraBeHuTe 4ECTOTH, O-BHCOKH OT ,,MHOTO PEIKH®, C¢ OTHACAT JI0 KPATKOBPEMEHHA yNoTpeda Ha
OHEBHM A03H: MakcHMaTHO 1 200 mg nGynpodeH 3a nepopanuu dopmu; makcnmanuo 1 800 mg 3a
cynosuTophH (= 30 ml nepopanHa cycneHsss, KOeTo € MaKCHMAlTHATA JTHEBHA JI03a 33 BE3PAacTHH |

Iielia Ha Be3pacT HaA 12 ToauHH).

CrcTeMBo-opranes Kjiac

YecToTa

Hexkenann peaknuax

Hupeknmn u undecranyn

MHoro peaki

BJIOMIaBaHe Ha ChCTOAHHSA Ha
Eb3NMAJICHHE, CBbP3aHH C
undexnng {Hanp. pazsuTne Ha
HeKpoTH3Hpan] GacLKHT), BBB
BpB3Ka ¢ ynotpedara Ha
HECTEPOUIHH
AOpPOTHBOBL3NAIHTETHH
JEKAPCTBEHHM cpeacTha’

Hapyillenus Ha KpbBOHOCHATS
cucreMa u numdbara

MHoro penxu

XCMATCHOCTHYHH Hapymemmz

Hapyiienns Ha uMyHHaTa Heuectn peaKLiyd Ha
CHCTeMa CBPBXYYBCTBHUTEHOCT ¢
KOXKHH ¢PYIILUMH H IPYpHTYC
Msuoro pemku TEMKH, FEHEPATH3HPAHH
pCaKiyH Ha
CBPBXUYYBCTBHTENHOCT?
HMekxyanu Hapymenuns Mmuoro peaku TICHXOTHYHH PeaKiliH,
Jenpecus
Hapymwenns Ha HepeHata HevecTu pa3cTpoiicTBa Ha IIeHTpaTHaTa
CHCTEMA HEePBHA CHCTEMa KaTo
riaBobonye, 3aMaiigane,
He3chHHE, CHLHIIMBOCT,
pb30Yy/a, pasipa3HHTENHOCT H
yMOpa.
MHoro peaku acenTHYEH MEHHHTHT
Hapyuienns Ha ounTe Heuectn 3PUTEITHH HAPYIICHHS
Hapyumienns Ha yXOTO u Penxu THHHTYC, CBETORBPTEXK
nabupuHTa
Hapymenus Ha csprero MHoro peaku najanuTanyy, ChpAeYHa

HENIOCTATHYHOCT, MHOKApCH
uHdapkr, enem®

ChO0BH HAapylIeHHs

Meuoro peaxu

xunepronus®
BACKYJIHT

PecnMpaTopHM, rpBAHH H
MEIHACTHHANIRA HApYIIEeHWs

MHoro peaku

actMa, GpOHXOCTI \
XPHIIOBE e \mﬂ 550 v

I'actpourTecTHHANHA
HapymicHHA

Heuectn

KHCCJIHHH, K
rajeHe, ras

Penxu

pasgpasHe é_i é




razoBe, 341K, HOBPbIIAHE

MHoro peaxu

NEATHYHA A3Ba HA CTOMAxXa H
AyOAeHyMa, nephopatus HiH
KBPBEHE OT CTOMLIAHO-
YPCBHHA TPAKT, IETKABH
H3NpaXKHEHA, NOBPBILAHE HA
KpbB, nonsxora garaiHo,
0cOD€EHO KOTATO BB3HHKHE MpH
MalHEHTH B CTap4ecKa
EB3PACT; YJILEPO3SH OpasieH
MYKO3HT, FACTPHT, yTlepalys
Ha yCTHaTa JIHTaBHLA,
0BOCTpAHE Ha KOJTUT K GoftecT
Ha Crohn’

XenaroOHnuapHy HapyIleHus

MHoTo peakH

HapymeHHs Ha O6s0peunarta
dymiLps’®

YepHOAPOOHA HELOCTATHLYHOCT,
OCTHP XETaTHT, K BITCHHAIIA

Hapymienua Ha xoxara #
MOJIKOKHATA THKAH

Hewectn

pa3IHYHH KO;KHH OOpHBH

MHoro penku

MOTaT Jd HACTBIAT TEXKH
(OpMH Ha KOJKHH peaKLhi
KaTo epHTeMa MyITHHOpME.
OO0pazyBaHe Ha MEXYpHYeTa,
BKIIIOYMTEHO CHHAPOM Ha
Stevens-Johnson u TokcH4Ha
enuIepMallHa HeKpomH3a.
HacTenBampy 1o H3KnoYeHHe
TeKKH HHEKLIHH HA KOMATa H
MEKHTE TbKaHH KaTO
YCIIOXKHEHHA MPH BapHLIENA

C HeM3BECTHA YECTOTA

JIEKapCcTBEHA peaKHg C
803HHO¢HJ]1[$[ H CHCTCMHH
CHMITOMH {CHHAPOM Ha
DRESS), octpa
reHepalu3HpaHa
SK3aHTEMAaTO3Ha ITYCTyJ103a
(AGEP)

Hapyuienns na 6u6perre u
NHKOYHHTE MbTHIIA

MHuoro peaku

HaMaJiBaHe Ha eKCKperHaTa
Ha ypes H efieM’

6nOpedHa HEOCTATEYHOCT,
Hethpo3eH CHHIPOM,
WHTepcTHUHATeH Hedput',
naniIapHa nekposa'!
MOHIXeH OB0pevdeH KIHPBHC
HA yped

Hscnensanns

Penku

MOHIKEHH HHBA HA
XeMOTIODHH




! — TTamyeATsT TpAGBA Na Gbae NOCHLBETBAM Ja CE CBLPXE C JIEKap MPH IThPBA Bh3MOXHOCT B CITyvail Ha
Bb3HHKBAHE HA CHMITTOMH Ha HHGEKIU HWIH BIOMaBaHe no BpeMe Ha ynotpedara Ha [Tanaxtus befitu. Tpabsa
Aa ce MpoyYIH Jand HMa HHAHKALHY 33 aHTHHHGEKIIHO3HO NedeHHe HiTH aHTHOHOTHYHA Teparud.

? — BKIOYBa aHEMHS, NEBKONEHAS, TPOMOOLMTONICHNA, IAHIHTONICHHS, ArpaHyIoUKTO3a. [ThpsuTe NPH3HALH
4. OBHIICHA TEMIIEPATYPa, BB3NAIEHO I'BPJIO, NOBBLPXHOCTHH A3BH B YCTATA, TPHIIONCAOOHH CHMITTOMH, CHIIHO
HITOLICHHE, HEQOACHHMO KbPBCHC HUIH TIOCHHABAHE.

3 - IlaumenTsT TPa6Ba Aa Ghae yBenoMeH, de ¢ HeoOXoauMa HezaGaBHA MeIMIHHCKA KOHCYITAlKA B TO3H
CIy9aii, KaKTo H NpH npeycTaHoBABaKe ynoTpedarta Ha [lanaxrue belibn.

4 _ Moke 1a ce MPOABU KATO NOIYBAaHE Ha IMLETO, €3HKA U TAPUHKCA C BbTPEIINO CTECHARBAHE HA [HXATE/HITE
ITbTHING, 3a0yX, TAXHKApAHA, DANNMHTALNY, XUIOTOHHA [0 KHBOTO3ACcTpaniaBall] oK.

HeoGxoauma e He3abaBHA MGIHLMHCKS KOHCYATAUMA B CIIy4ail Ha BE3HUKBAHE Ha HAKOH OT TE3M CHMIITOMY,
IOpH clien mspBata ynoTpeba Ha NpomyKTa.

§ — CHMIITOMHTE Ha aCelTHUEH MEHHHTHT CHC CXBAIIAHE HA BPaTa, MIABOGONME, raCHE, TIOBPbILAHE,
TEMIIEPATYPA HWIH HAapyILICHHA HA Ch3HAHHETO ca HAOMHOIABAHU MHOTO PAKC MO BpeMe HA ynoTpedara Ha
ubynpoben. TyBCTBHTEHHTE JIALA BEPOSTHO C2 NAUNEHTH ¢ ABTOHMYHHH HAPYIICHHA {CHCTCMCH YITYC
eputeMato3yc {SLE), cMeceno 3afonaBane Ha CheIMHMTENHATA THKaH).

8- ce chob1aBa BEB BPE3Ka ¢ Aeucnuero ¢ HCIIBJIC.

KiMHHYHATE Npoy4BaHus npeanonarat, 4e ynotpebara Ha ndynpoden, ocodeHo BbB Bitcoka ao3a (2400 mg
IOHEBHO), MOXe ia ObJie CBbp3aHa ¢ J1eKo TOBHIICH PHCK OT ApTEpHATHH TPOMGOTHIHA CHGHTHA (HATIpHMED
MHOKApAeH HR(APKT WIA MHCYIT) (BXK. TOUKa 4.4).

7 — Hali-gecTo HaOMoAaBaHKTE HEXETaHH PEaKLUiH 3aCATaT CTOMALIHO-IpeRHNA TpakT. ToBa MoMe Aa BIOYBA
A3Ba HA CTOMAaxa, iepdopans RIH CTOMALIHO-YPEBHO KEPBEHE, NOHAKOTA HaTakHo, 0COGEHO MPH NaOHEHTH B
cTapyecka Be3pacT (BXK. Touka 4.4). Crobiliaea ce 3a rajeHe, NOBpLUIAHE, THAPUS, FA30B¢, 3a1€K, JUCTICNICHS,
KopeMHa 00K, JICNKABU M3NPaKHEHMA, XeMaTeMesa, YIEPO3eH CTOMATHT, BIOIIABAHE HA KOJHMT H GOJIecT Ha
Crohn (Bx. Touka 4.4) crieq NpMIoKeHHe Ha NpOAyKTa. [To-panko ce ceoblaBa racTpyT.

$ _ 0coBero npH ILITOCPOUHO NeUeHNe,
% - 0coGeHO NP NAUMEHTH ¢ XUIIEPTOHHA.
10_ BepoATHO MpUAPYXeHO 0T GROPEUHA HEHOCTATHYHOCT.

. ocobeHo NpH TBATOCPOYHO JIeTeHHe.

Crob1aBane Ha MQAO3MPAHH HEWENAHH PEAKIMH

Cho0maBaHeTo Ha MOMO3HPAHH HEXKEJIAHH PEAKLMA CiIe)] paspellasane 3a ynorpe6a Ha eKapCTRBCHHA
NPOAYKT € BaxXHO. Toea Mo3BoJiABa 1a NPOAB/KH HaOMOISHHETO HA CHOTHOLIEHHETO NOMI3a/PHCK 32
JIeKapCTBEHUs MPoayKT. OT MeTHIIMHCKHTE CHELMATMCTH C& W3MCKBA J1a chobluasar Beaka
NO/IO3MpaHa HEXKENaHa PEeakLHa 4pes

HM3menHHTEHA areHUus [0 TeKapeTBaTa

yi ,Jdaman I'pyes” Ne 8

1303 Codua

Ten.: +35 928903417

yebeaiit: www.bda.bg.

49 Ilpenosnpane

Ilpk neua normemaHeTo Ha oBeye ot 400 mg/kg MOXKe /1a MPEH3BHKA CHMITTOMH.
A0303aBHCHMHAT OTTOBOP € MO-HEACHO OrpaHH4cH. EJ'[HM]‘IH&I.[I/[OHHPIHT MMOJTYAKHBCY
¢ 1,5-3 gaca.

CuMOToOMH



Ilpx noBetiero narmMenTH, KOHTO ¢a NOrLJIHAAH KIMHHYHO 3Ha4AMHU konnuectea HCTIBJIC, e ce
MPOABABAT NO-CHIHH PEAKLIMH OT [3EHE, I0BPbIaHe, 0ONKA B SIMIACTPHYMA HIIH NO-PAIKO THAPHL.
B1b3mMOMHO € Aa ce NOABAT THHHTYC, I1aBo0oIHe M CTOMAILHO-YpesHO KbpBere. [Ipu mo-cepHosnu
OTpaBAHKUS € HAOMIOaBAHA TOKCHYHOCT B LIEHTPAJIHATA HEPBHA CHCTEMA, M3PA3ABAILA Ce B
CBETORBPTEK, OOHKHOBEHO BB30YAA M JICIOPHEHTAUHA HITH KoMa, OOHKHOBEHO MAIIHEHTHTE
nmoTy4asar repy. IpH cepHo3HH OTpaBAHESA MOXE Jja HACTEIH MeTabONMTHA 2LHAC3A H Ja Ce YIBIIKH
npoTpoMOHHOBOTO BpeMe/INR, BeposTHO nopaay B3aHMOAEHCTBHE ¢ KPBBOCHCHPBaLIKTE GaKTOPH B
kpbBoOGpalleHHeTo. MoxXe a HACTHOSAT oCcTpa GEOPEYHA HEIOCTATEYHOCT H YBPEKIAHE Ha YepHHs
Apo6. Be3MOXKHO € 0B0CTpsiHe Ha acTMATa NIPH ACTMATHITH.

Jeuenue

OrnangpaneTo Tpabpea Ja Gbae CHMITOMATHYHO H MOAABPAKAILO W BKMOYBA OCHTYpABaHE Ha
CBOOOAHM JHXATEHH MbTHINA H MOHHTOPHPAHE HA CHPACYHHTE H MHIHECHHTE NOKA3ATENH I0
CTaOMITM3HPAHETO M. AKO I'bpPYOBETE Ca MO-UECTH HITH NPOJIBIKHTENHMA, Te TPAOBA 13 ¢e TPETHpAT
HHTPABCHOZHO C AHA3eNaM KM nopasenam. [lpu actMa TpaGea Ja ce AaBaT OpPOHXOOHIATATOPH.

5. @®APMAKOJIOFMYHH CBOMCTBA
5.1 PapmaxoIHHAMHYHH CBOHCTBA

®apMakoTepaneBTHYHA IPYNa: IPOTHBORB3MAIHTETHH H TIPOTHBOPEBMATHIHH TIPOAYKTH,
HECTEPOHH; MPOUIBOAHH HA NPONHOHOBATA KHCEIHHA.
ATC kop: MO1AEO]

HoynpodeH e HecTepoHIHO NPOTHROBBAMAIMTENHO Jiekaperseno cpenctso (HCIIBJIC), uuato
CQJHKaCHOCT Aa onnﬁnpa MnpocTarjaHgHHOBHA CHHTES C€ Onpeaeya ¢ OOHKHOBEHO H3ON3BAHHTE
€KCIIEPHMEHTAJIHH MOJIE/IH Ha BB3NANTENIHH CHCTOAHNSA TIPH XHBOTHH. [1pH Xopa uGynpoden
Hamanaea Gonkata, NPHYMHEHA OT BB3NAIEHHE, €AeM U Temriepatypa. OceeH ToBa HOynpodeH
0OpaTHMO MHXHOHpa TPOMGOUHTHATA arperanys.

KnunmiHata edukacHocT Ha HOYNpodeH € yTBEpASHA NPH JISYEHHe HA JIEKA 0 yMepeHa GOk KaTo
300601, rnasoboIHE H CUMITOMATHYHO NeYeHHe HA TEMIEpaTypa.
Hauanoto Ha neficteuero Ha [TaHakTiB Beitbu 3anousa 30 MuHyTH Clie IPHIIOKEHHETO.

ExcriepMenTanHHTe JaHHH JaBaT OCHOBAHHE /1a C€ CMATA, 4 HOYNpodeH MoKe KOHKYPEHTHO 1a
uHxMONpa edexTa OT HHCKA 1038 ALETIWICATUIIIOBA KHCETHHA BhPXY TPOMOOIMTHATA arperaiius,
KOraTo Te ¢¢ ynorpebapar eqsHorpeMenno. Hakou ¢apMakoaMHaMUYHH NPOyYBaHHA [IOKA3BAT, €
Korarto ce npuemaT 400 mg eaHoxparsa no3a HOynpodeH 8 yaca npeaH WiH 10 30 MHHYTH cles
MPHEM Ha 1033 AUSTH/CATHIAIOBA KHCENHHA ¢ HENOCPeACTReHo ocBobmKkaaBane (81 mg), ce
HaManaBa e(ekTa Ha alleTHICANMUMIOBATA KHCEIHHA BBPXY GOPMHpPAHETO Ha TPOMGOKCAH WIH
TpomGouMTHATa arperaius. Brnpexu ue MMa HESICHOTH TIPH EXCTPaNOIEPAHETO HA TE3H JaHHH KEM
KITHHHYHATA CHTYALlHA, HE MOXE JIa C€ M3KIIIOUH BePOATHOCTTa pefloBHATA, ABJIrocpodHa ynorpeba na
HOynpodeH na HaMaJH KapAHONPOTEKTHBHUA eEKT HA HWCKA J03a ALCTHICATMIIOBA KHcenuHa. He
Ce 0YaKBa CXOJEH KITHHHYCH edeKT npu obuuaiinata ynorpeba Ha uGynpoden (8. Touka 4.5).

5.2 ®apmaKoKHHETHYHH CBOHCTBA
Pesynrarure ot npoy4saHuATa 2a GHOHAIMUHOCT [PH BB3PACTHH MOKA3BAT, Y& HANMYMUETO Ha

HOynpodeH e CX0aHO, HE3ABHCHMO OT NekapcTBeHaTa gopma. PapMaKOKWHETHYHNTE TIapaMeEpH Ha
uOynipoheH NpH enia ca CPABHUMH ¢ Te3H NPH Bb3pacTHH. [IperneabT Ha crieupanup#Ag

JAela NpoTHYAT 110 HaA9HH, CXOJEH C TO3H NMPH BE3PaCcTHH.



AGcopbums

Cnen pexranHo npuioxenne ubynpoden ce abeopbupa OBp30 K NIOYTH HATBITHO.
Cpennure MHKOBH HHBA Ha IUIa3MeHa KOHUEHTpauus ce 3abenszsar 0,75 yaca cneg ynorpebara na
60 mg cymosuTOpHA.

Pasnpenesienmne
Han 98% ot n6ynpodeH ce cBbp3Ba ¢ TIa3MEHHTE NIPOTEHHH MO HAYHH, 3aBHCHM OT KOHIIGHTPALIHATA.

buo chopm H eNTHMUHHpAHE

Hbynpoden ce MeTaGonusupa B yepHus Apod; 90% ot qo3aTa ce TparcgopMEpa B IBa HEAKTHBHH
meTabonura: 2-xunpukcu-u6ynpoder 1 kapSokcH-HEYNpodeH.

Hoynpoden ce exckpetupa 65p30 B YpHHATA, OCHOBHO KATO METAGONIHTH H TEXHHTE KOHIOMATH.
ENMMHHaIHOHHHAT NOMY;KHBOT © NpuGnusuTenHo 2 yaca. Exckpeupsata Ha uGynpodeH No chILecTBo
€ 3aBbpIleHa B paMKuTe Ha 24 yaca.

5.3 IlpeaxnannA4HM Faunn 3a GezomacmocT

IIpu npoyupaHusA ¢ 3KHBOTHA CYOXPOHHYHATA M XPOHMUHATE TOKCHYHOCT HA HOYTpodeH e
HabnofiaBaHa F1aBHO 107 (popMaTa Ha Y/IIEpalii H H3MEHEHHS HA CTOMAILHO-YPEBHAS TPAKT. [
Vifro | in vivo Npoy4BaHKA He [OKa3BaT KIMHAYHO 3HAYAMH JaHHH 332 MyTarcHHus edexT Ha
noynpoden. FlpoyuBanus npH IIbX0BE H MHIUKH HE TIOKa3BaT KapipHoreneH edext Ha nbynpoden.
Hbynpoden npHYHHABA MOTHCKAHE HA OBYJIAIMATA [IPH 3aili1 H HAPYIUEHHUS HA MMIUIAHTALIHATA IPH
Pa3NHYHH JKHBOTHHCKH BU10B€ (3aiLM, TUIEXOBE, MUIIKK). ExcriepaMeHTanBn poyyYBaHHs NpH
IUTBXOBE W 3aMlIM NOKA3BaT, e uOynpodeH npeMHHARA Tpe3 TUTAIICHTATA. [IpHnaraHeTo Ha TOKCHYHA

A03a Ha GPEMEHHH JKEHCKH KHBOTHH BOJH J0 MOBMINABAHE HA CTENSHTA Ha BPOAEHHTE MajI(hOPMaLiHK
(MHTEpPBEHTPHKYAAPHH CENTTAITHH MAT()OPMALKMHK) B [IOKOJICHHETO ¥ ILTbXOBE.

6. ©®APMAIEBTHYHH JAHHH

6.1 Cuouchbk HA TOMOLIHETE BemiecTBA
TabpaH MasHHHK

6.2 HecpBMecTAMOCTH

Henpunoxumo.

6.3 Cpox na roagocT

2 roAAnHu

6.4 Coennannm ycJ0OBHA HA ChbXpaHeHHE

Ja ne ce cbxpansra Hax 25°C. [la ce cbXpaHsBa B OPHIHHATHATA OIAKOBKA, 34 J1a C€ NMPEAITA3H OT
CBeTIIHHA.

6.5 Buan chALpPKAHAE HA ONAKOBKATA
PVC/PE 6auicTepn B KapTOHEHa KYTHs
5 win 10 cynmozuropun.

6.6 Chensannnm NpeIna3sHH MEPKH NPH H3XBLPJAHRE A paGoTa




Hensnon3saHuAT NeKapCTBEH NPOAYKT MITH OTIMATEUHATE MATEPHAITH OT HErO TpAGBA [ C€ H3XEBPIAT

B CHOTBETCTBHE ¢ MECTHHTE U3HCKBAHMS.

7. IODPHTEXKATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Pharmacentical Works POLPHARMA S.A.

19 Pelplinska Street

83-200 Starogard Gdanski

ITommua

8. HOMEP(A) HA PASPEIIEHAETO 3A YIIOTPEBA

Per. Ne 20200035

9, JATA HA ITBPBO PA3SPEIIABAHE/NIOTHOBSIBAHE HA PASPEINIEHHUETO 3A
YHOTPEBA

JlaTa Ha mrepBo pazpewasane: (05.03.2020

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




