KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMUSA ITPOAYKT pr /S 03 by,
Komb6orecuk 500 mg/150 mg ¢punmupanu Tabnerku
Combogesic 500 mg/150 mg film-coated tablets 6;2 (O 07 -02- 2025

2. KAYECTBEH H KOJIMMECTBEH CBCTAB
Bcesaka Tabnerka cvabpika [lapaueramon (Paracetamol) 500 mg u UGynpoden (Ibuprofen) 150 mg.

[loMOI1IIHO BELIECTBO C U3BECTHO JIEMCTBHE;
Jlakto3a Mmonoxuapar (Lactose monohydrate) 3,81 mg

3a MbJIHKUA CMHCBHK Ha MOMOILIHKTE BELECTBA BWKTE To4ka 6.1.

3. JIEKAPCTBEHA ®OPMA

PunmupaHa Tabnerka.

benn Ha uBaT TabneTku ¢ popmara Ha Kancyna ¢ Ab/DkMHA 19 mm, ¢ aenuTenHa YepTa OT e/1HaTa CTpaHa
rinajka ot Jpyrara cTpaHa.

JlenurenHara yepra € caMo 3a yJIECHEeHHE Ha CYYTMBAHETO ¢ LeJ1 M0-JIECHO TNperibliaHe, a He 3a pa3/ie/isiHe Ha
pPaBHH J103H.

4. KIMHHYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

3a BpeMeHHO oOsiek4aBaHe Ha 0oJika, cBbp3aHa ¢: rinaBobosiue, MUrpeHa, 60jkH B rbpba, MEHCTpYaTHH
O0skH, 36000011, MYCKYJIHK OOJIKH, MPU CUMNITOMH Ha NPOCTY/1a U I'PHUIL, BH3MAJIE€HO I'bPJIO U BUCOKA
TeMneparypa.

4.2 Jlo3MpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Camo 3a nepopajiHO NPHJIOKEHHE KU KpaTKOTpaiiHa ynorpeba (He noseye OT 3 AHH).
AKO CHMITTOMHTE MPOAB/DKABAT HJIH C€ BJIOLLIABAT, HJIM aKO C€ HaJjlara npoAyKTHbT Ja Ce U3I10JI3Ba MoBeye OT
3 nHHU, NaUMEHTHT TPAOBA 1a ce KOHCYATHpA ¢ Jiekap. ToBa n1ekapcTBO € caMO 3a KpaTKoTpaitHa ynotpeba u

He Ce MpenopbuBa Ja Ce W3MoJI3Ba NoBeye OT 3 JIHM.

Ha#-nuckara edektuBHa no3a TpabBa 11a ce W3MOJI3Ba 3a Bb3MOXKHO HaW-KpaTKO Bpeme, HeoOXOoauMO 3a
obJsiekuaBaHe Ha CUMIITOMHUTE (BXK. TOUka 4.4).

Bw3pacmnu

OO6uuaiiHaTa 103a e e/1Ha 10 JBe Ta0JIEeTKH Ha BCEKH LLIeCT Yaca, T.e MaKCMMYM 10 wecT TabseTku 3a 24
yaca.

Ileouampuuna nonyarayus

To3u npoayKT He ce npenopbuBa 3a aeua noja 18 roauHwu.




Ilayuenmu ¢ nanpeonana e6v3pacm

He ca HeobxoauMH crieLiManHy MoauQUKallMH Ha 103aTa (BHxTe Touka 4.4). [laumenTire B HanpeaHana
BB3PACT Ca HAOXKEHU Ha MOBULLIEH PHCK OT CEPHO3HH NOCNCACTBHA OT HEXEJIAHH PeaKkLHH. AKO €
npeucHeHa HEOOX0AMMOCTTA OT HECTEPOMAHRO NMPOTHBOBB3NANHTENHO cpeacTeo (HCIIBC), Haii-uuckara
edexTHBHA 1033 TpAOBa Aa ce H3MON3Ba 3a BE3MOXKHO HaH-KpaThk cpok. [launeHTsT TpAGBa Aa ce cneau
PEOOBHO 3a CTOMALIHO-YPEBHO KbpBEHE 10 BpeMe Ha jeyeHuero ¢ HCIIBC.

Ilayuenmu ¢ 6v6peunu/veproOpobru yepencoanun

He ca Heobxoaumu crienmanHu MogudHKaLUM Ha qo3aTa (BHKTe Touka 4.4)

HaunH Ha nNpHIOXKEeHHE
[IpenopruBa ce TO3M NPOAYKT Ja ce npHeMa ¢ MTbJIHa Yallia Boja.
4.3 IIpoTEBONOKA3ARAN

To3u NpoayKT € NpOTHBOMNOKA3aH 3a ynoTpeda:

¢ [IpH MaLMEHTH ¢ U3BECTHA PEAKLMA HA CBPBbXYYBCTBUTEIHOCT KbM NapaueraMmorn, Hoynpoden win
APYTH HECTEPOKUAHH NMPOTUBOBB3TIATIUTENIHH CPEACTBA, WIH KbM HAKOE OT MOMOLIHHTE BELIEeCTBa,
w30poeHH B TouKa 6.1.

® [IpH NALMEHTH ¢ AKTHBEH AJIKOXOJIH3bM, Thif KATO XPOHHYHHUA MPEKOMEPEH MPHEM HA aJIKOXOJ MOXe
Aa Mpeapa3nooKH NaLMEHTHTE KbM XEIaTOTOKCHYHOCT (Mopaau KOMIIOHEHTA NapaueTamoi).

® [IpH MALUMEHTH, KOHTO Ca UMAJIH 8CTMAa, YPTHKAPHA WIH ANEPrudHH peakxilu, cel NpHeM Ha
AUECTHICATTMLIMIIOBA KUCEJIHHA HIIH JPYTH HECTEPOUAHH NPOTHBOBBL3NAJHTEIHH CPEACTBA.
NpH NNAUMEHTH C AKTMBHA WK aHaAMHEe3a 338 CTOMAILHO-YPEBHO KbPBEHE, WK NENMTHYHA A3Ba.
NpH MALHEHTH C TEXKKa ChpAc4Ha HeaocTaTb4HOCT (kaac IV no NYHA), uepHonpoOHa
HEeIOCTATBYHOCT WK 6B0peYHa HeaOCTATBUHOCT (BHKTE TOYKA 4.4.)

® [IpH NAUMEHTH C MO3bYHO-CHJOBO WIH JpYro aKTHBHO KbPBEHE
NpH NMaLMEeHTH C HApYLlIeHUA B ChCUPBAHETO HA KPBHBTA
[0 BpeMe Ha TPETHA TPHMECTDBP OT OpeMeHHOCTTa (BIDKTE TOUKA 4.6).

To3u npoxykT He TpAdBa Aa ce npHeMa ¢ APYTH NeKapCTBeHU NMPOAYKTH, ChAbPIKALIM MapaleTaMonn,
ubynpodeH, aleTHNCATUIIWIOBA KHCEIMHA WIH C BCAKAKBH JIPYTH NPOTHBORB3NAIMTENHHA CPEACTBA

(HCIIBC), ocBeH no 1eKapcko npeandcanye (Bikre Touka 4.5).

4.4 CroennajsH npeaynpexieHRsS H NpeiNa3HAE MepKH npH ynorpeba
ToBa nekapcTso € 3a KpaTkoTpaiiHa ynorpeba ¥ He ¢€ npenopb4Ba Ja C€ H3MOJ3Ba MOBeYe OT 3 JHH.
Heproopobuu yepexcoarnus

Ynortpebara Ha napaLUeTaMoA B IO-BHCOKH OT NMPENOPBUHTEIIHATE JO3H MOXKE Aa AOBEAE A0
XENMATOTOKCHYHOCT U JOPH A0 YePHOAPOOHA HEAOCTATHYHOCT H CMBPT. CBILIO TaKa, YepHOApoOHaTa
¢yHKIUS NPH NallHEHTH C HapylIeHa YepHOAPOOHa GYHKIIMA WK ¢ aHaMHE3a 33 YepHOAPOOHO 3abonsrane
HJIM KOMTO Ca Ha ALIroTpadHa Tepanus ¢ HOynpodeH, Wik ne4eHue ¢ napaueramo, Tpabea aa 6vae
PEAOBHO MpOCNeaAABaHa, Thil KaTo HOYNPOQEH € NOKIAABaH, Y& HMa HE3HAYHTENEH H NpeX0o/ieH e(eKT BEPXY
4YEPHOAPOOHHTE CHIUMM.

Texkn yepHOOpPOOGHHU peakLMH, BKIIOYHTEIHO XBITEHHLA H CJTY4aH Ha ¢aTajleH XeNnaTHT, Makap U PAJIKO, ca
HabmopaBaHu npy ubynpogeH, KakTo Npy APYTrHTe HECTEPOHIHH NPOTHBOBB3MANHTE] LR M SRR,
aHOPMAJIHH YepHOAPOOHH TECTOBE NMPOABIDKABAT UJIH C€ BJIOLIABAT, WIH 8KO KJIMHHY W '
CHUMITTOMH Ha 4epHOApoOHO 3abonsBaHe ce pa3BUBaT, WIH aKO C€ NMOABAT CUCTEMHH APE i
eo3uHauinA, 0OpHB H T.H.), ynorpedata Ha HbynpodeH Tpabpa na ce npeycTaHOBH| MBeE




JIeKapCTRa ¢a AOKIAABAHH, Ye NMPUYHHABAT XeMOTOTOKCHMHOCT H JOPH YepHOAPOOHA HEAOCTATHHHOCT,
ocobeHo napaueTamoi.

[TaliieHTH, KOUTO PEAOBHO KOHCYMUPAT ANKOXON NOBEYE OT NPENOPbHUTETHHTE KOJTHYECTBA, He TpsaOBa na
NpPUEMAT TOBA IEKAPCTERO.

IlpenoprpuBa ce HaMalABaHe Ha A03aTa IIPH NMalKHEeHTH, KOUTO MOKA3BAT NPH3HALIM Ha BIOLIABAHE HA
yepHoApoOHaTa pyHKuuA. JleueHueTo TpAbBa Aa 6bae CIPAHO NPH NalUEHTH, KOHTO Pa3BHBAT TEXKKA
JepHOAPOOHA HEAOCTATHYHOCT (BX. TouKa 4.3).

bvbpeuna neoocmamuvurnocm

[TapanieTaMon MOXe a ¢€ M3MO3Ba NPU NALIMEHTH ¢ XPOHHYHO O6BOpeuHo 3abonaBane H6e3 kopeKLHs Ha
ao3ara. ¥iMa MHHHEMAJICH PHCK OT TOKCHUYHOCT OT napalieTaMol NpH NaLMEHTH C yMepeHa 10 TeXKa
610peyvHa HeQOCTATHYHOCT. Beripeku Tora, 3a uOynpopeH KOMNOHEHTa Ha TO3H NPOAYKT TpaOBa aa ce
BHMMAaBa, KOTATO C€ 3ano4sa JiedeHHe ¢ HOynpodeH npu NauueHTH ¢ aexuaparauuda. J[BaTa OCHOBHH
MeTabonuTa Ha OYTIpodeH C¢ EKCKPETUPAT NPEAMMHO B YPUHATA M YBpekaaHe Ha Ob0OpeuHaTa QpyHKUMA
MOJKE [a AOBEE 10 HAaTpyMnBaHeTo HM. BaxkHocTTa Ha To3H dakT He e ussecTHa. HecrepouaHure
NPOTHBOBB3NAIMTEIHY CPEICTBA Ca AOKIABAHH, Y€ NMPEAUIBUKBAT HEPPOTOKCHHYHOCT B paTHYHH POPMH:
UHTEpPCTULIHATEH HepUT, HedhpOTHUEH CHHIApOM H OBOpeyHa HegocTaThyHOCT. brOpeyHaTa
HEAOCTATHLYHOCT B pe3yarar Ha yrnorpebara Ha ubynpodeH, obuxkHoBeRo e obpaTuMa. I1pH nauueHTH ¢
Op6pedHa, chpaAcuHa WK YepHOAPODOHa HENOCTATHLYHOCT, MAHEHTH MpHeMaly anypetuud 1 ACE
MHXHOUTOPH, TNIPH NALMEHTH B HaNPeAHaNa Bb3pacT, C€ H3UCKBA NOBHILIEHO BHUMaHHE, Thil kaTo ynorpebara
Ha HECTEPOHAHH NMPOTHBOBBINANHTEIHH CPEACTBa MOXKE Aa JOBEAE IO BOIIaBaHe Ha ObOpeuHaTa PyHKUMA.
I[Ipu Te3u nalLMerTH no3aTa TpAOBa [1a € Bb3MOXHO Hali-HHCKa U Te TpabBa aa 6baaTr HabnoaaBaHu.
Jleuenuero TpabBa Aa Obae CcNpAHO NPH NaLKMEHTH, KOUTO pa3BHBAT TexKa Ob0pevHa HeAOCTATHLYHOCT (BXK.
To4Ka 4.3).

Kombunupana ynorpeta Ha ACE HHxHOUTOpDH HNH QHrHOTEH3IUH PELICNTOPHH AHTArOHHCTH,
NPOTHBOBB3NAAHTENHH CPEACTBA H THASHAHH AHYPETHLH

Ynorpebata Ha ACE unxubupainn nexaperpa (ACE-HHXHOHTOP WIK aHTArOHUCT Ha aHTHOTEH3HH
peLENTop), NPOTHBOBL3NATHTEIHO NEKApCTBO (HECTEPOUIHH MPOTUBOBB3INANUTENHH cpeacTa v COX-2
HHXHOHTOP) ¥ THa3WAECH AHYPETHK 10 €HO K ChUIO BpeMe, yBesanuyapa pucka ot 6b0peuHo yspexaane. Tosa
BKJIKOYBA H3MOJN3BAHETO Ha PUKCHpaHA KOMOHHALIMA OT NMPOAYKTH, CbAbPKALLH MOBEYE OT EAMH KaC
nexapcTea. KombuHMpaHaTa ynorpeba Ha Te3n nexkapcrsa TpaOBa aa 6bxae npHApy» eHa OT NOBMILEH
MOHHTOPHHI Ha CEPYMHEHS KpeaTHHHH, 0co0eHo NpH 3anoupaHe Ha komOunaumara. KomOGHHaluaTa Ha
JIEKapCTBa OT TE3H TPH Kiaca TpaOBa aa ce U3non3sa ¢ NOBHILIEHO BHHMAaHHE, 0COOEHO NMPH NaLMEHTH B
HaNpEeAHANAa BB3PAcT WM TAKHBA € NPEABAPHTENHO ChillecTBYBaLlo 6BOpeyHO yBpeAaaHe.

Ilayuenmu 8 nanpeonana ev3pacm

He e HeoOxoaHMa KOpEKLMA HAa A03ATA MPH NMO-BE3PACTHH NALMEHTH, KOUTO CE€ HYXKAAAT OT TEPANHA C
napaueraMmon. Te3n, KOHTO ce HYy>KZafT OT JieueHHe no-awaro ot 10 nexa, TpabBa na ce KOHCYNTHpAT ¢
NIEKYBaLIKs JieKap 3a HabnoaeHHE HA CHCTOSHUETO; BBIIPEKH TOBR, HE € HEOOXOAHMMO HaAMAIABAHE Ha
npenopbsbUYKTENHaTa J03a. Brnpeky Tora, Tpabea na ce BHUMAaBa fo OTHOLUEHHE Ha ynoTpedaTa Ha
ubynpodeH, T KaTo ToH He TpaGBa na ce MpHeMa OT BB3PACTHH HajA 65 roauHH, Be3 pasrnexaaHe Ha
CBLITETCTBALLM 3a00/MABaHUA H CHITHTCTBAILM JIEKAPCTBE, MOPAAH NOBHIUCH PHCK OT HEXXENAHH PEakiiMH, B
YaCTHOCT ChpJEeYHA HEAOCTATHEYHOCT, CTOMAUIHO-YPEBHE A3Ba U ObOpEeUHH yBpeXKIaHHA.

Xemamonozuunu ehexmu

KpbaHK OUCKpasuy paaxo ca cxobiaBand. [laiueHTH Ha MPOAB/DKHTENHA Tepanis ¢ HOynpoOCH TIPS
¢a Mo peAOBHO XEMaTOJOTHUYHO HabmoaeHKe. AR
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KoarynaunoHHU aedekTu o\ O

[Tono6GHoO Ha ApYrH HECTEPOUAHH MPOTHBOBL3NAIHTENHH CPEACTBa, HOynpodeHn Moxe p x
tpoMbounTHaTa arperauma. HoynpodeH aokasaHo yab/mkaBa BpeMETO Ha KbpBeHe (HO H P

HOPMAJIHOTO) NTPH 3/IPaBH HHAMBHAH. ThH KaTO TO3H MPOABIDKHTENEH eEeKT HA KbPBEH{\M:
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NPEeKaneHoO ATHI NPH NaUMEHTH ChC ChITbTCTBALIM XEMOCTAaTHUYHH MpobNeMH, MPOXYKTH, ChIbPKALLM
noynpodeH TpadBa na ce U3NOM3BAT ¢ NOBHIICHO BHHMaHHE MNPH JIKLIA C KOAryNTaluMOHHK NedeXTH H TaKHBa,
KOMTO CA Ha QHTHKOAryJIaHTHa TEparnHs.

Cmomawuno-upesru cobumus

['opHH CTOMAIIHO-YPEBHY A3BH, OOHJIHO KbpBEHE WiIH nepdopauns €a OMHCAHHM C HECTCPOHIHHTE
NPOTHUBOBB3NAIMTEHHU CPeACTBA. PUCKOBETE ce yBETHUABAT ¢ 103aTa M NPOAB/DKMTETHOCTTA HA TIEYEHHETO
M Ca MO-YECTH NMPH MAUMEHTH Haa 65 roanHy. HakoH nauyeHTH Le NoTyyaT JUCIENcUs, KHCEIHHH B
CTOMaxa, rajieHe, CToMalIHK OOJIKH WIH aMapHa. Te3H pucKkoBe ca MHHHMAJIHH, KOTaTO TO3H MPOAYKT Ce
M3M0JI3BA B NIPEANUCcaHaTa 4034 3a HAKOJIKO JHH.

[IpoaykTH, coabpkawy HOynpoden Tpabea na ce HINON3BAT ¢ MOBUIICHO BHUMAHHUE Y MPH Hali-HHCKaTa
edeKTHBHA 1033 38 Hal-KpaTKus MEPHOA OT BpeMe, NPH NALMEHTH ¢ aHAMHE3a 33 CTOMAUIHO-YPEBEH
KPBBOMIIMB HIIH A3Ba, Thil KATO TAXHOTO CHCTOAHHME MOXKE JIa CE BJIOLIH.

[lopaau komnoHeHTHT HOYNpOdeH, TpaOBa na ce npwiara ¢ BHUMaHHe MPH NMalHeHTH ¢ aHaMHe3a 3a ['H
3abGongBaHe (yauepo3eH KOMHT, Honect Ha KpoH), KakTo H Npu nalMeHT! ¢ nopdhHpHa 1 BapHliena.

Ynorpebara Ha TO3M NpoAYKT TpAOBa Aa ce IIpeyCTaHOBH, aKO HMa JaHHM 38 CTOMALIHO-YPEBHO KbPBEHE.

EaHoBpeMeHHaTa ynotpeba Ha aLETWICATHIIIOBA KHCENIHHE H HECTEPOHHH NMPOTHBOBB3NANHTENHRH
CPeCTBA CBILO YBEJIHYaBa PHCKA OT CEPHO3HH CTOMALIHO-YPEBHH HEXENIaHH ChOMTHS.

Cwvpoeuno-cv006u mpombomuunu cobumus

KnnHuyHHTE NPOYYBAHHMS NOKA3BAT, ye ynorpebara Ha ubynpoden, ocobeHo BB BUCOKH o34 (2400
mg/neH), MOXKe J1a € CBbp3aHa ¢ NMOBHLLIABAHE HA PUCKA OT apTepHaIHH TpPOMOOTHYHM CBOXTHA (HanpUMep
HMH(APKT HA MHOKapAa WK HHCYIT). KaTo usano enuaeMHONOrHYHHTE POYUBAHHA HE MOKA3BAT BPb3Ka
MEXOYy npHeMa Ha ubynpodeH B HUCKH A03H (T.e. < 1200 mg/neH) 4 nopulllaBaHe HA PHCKA OT apTEPHATTHH
TpOMOOTHUYHH CBOMTHA.

[MauueHTHTE ¢ HEKOHTPOAUpPAHA XUNEPTOHUA, 3acTOMHA chpAeuHa HenoctaTbuHOCT (1I-11I mo NYHA),
yCTAHOBEHa HCXEMHYHA DolecT Ha ChpUETO, nepudepHa apreprania OONecT H/WIH MO3BYHOCHIOBO
3a0onsaBaHe TpA6Ba fa 6baaT neKyBaHH ¢ HOyTNIpodeH camMo ciien BHHMATEIHA NpelieHKa K Aa ce W3barear
BUCOKHKTE A03H (2400 mg/neH).

Tpabsa aa ce U3pbLpIIBA BHUMATEIHA MPELIEHKA H NIPeAH 3aMo4YBaHe Ha JHIFOCPOYHO JICYEHHE Ha NMALUCHTH
¢ PHCKOBH (PAKTOPH 32 ChPAEUHOCHAOBH CHOHTHA (HANp. XUNEPTOHUA, XHIIEPIIHITHAEMHA, 3aXapeH auaber,
TIOTIOHOIMYIlIeHe), ocobeHo ako e Heobxoanm npreM Ha HOynpodeH BB BHCOKH 103 (2400 mg/neH).

[MaumeHTH CBC CHPACHHO-CHAOBHU 3a00NABAHNA WIH ChPAEYHO-CHAOBH PHCKOBH (akTOopy Morart aa Obaar B
NO-TONAM PHCK. 33 Aa ce CBEAE A0 MUHHMYM MOTEHUHAIHHAT PHCK OT HEOMAronpUATHO CLPACYHO-CLAOBO
cbOWTHE NpH NALMEHTH, NpHEeMallli HECTEPOUAHH NPOTHBOBL3NAIMTENHHA CPEACTBa, 0COOEHO NPH TE3U ChC
ChPAEYHO-CBAOBH PUCKOBH (pakTOpH, Hal-HHCKaTa eeKTHBHA 4032 TpabBa Ja ce U3NO0N3Ba 32 Bb3MOXHO
Hal-KpaTbK CPOK.

HaMa enHO3HaUYHH JOKA3ATENCTBA, Ye CAHOBPCMCHHATA ynarpeﬁa Ha aUueTWICATTHHIANIOBA KHCCITHHA
CMEKYaBa Eb3MOXCH INOBHMLICH PHCK OT CCPHO3HH ChHPACHHO-CBAOBH C'LﬁHTHﬂ, CBBP3aHH C yno*rpeﬁa'ra Ha
HECTCPOUIHH NPOTHBOBB3IMAIIHUTCIHHA CPCACTBA.

XHIIEPTOHHS:
HecTeponaHHTe NPOTUBOBL3NANIMTENIHM CPEACTBA MOTraT Aa AOBEAAT A0 1101BaTa Ha HOBF XN
BJIOLIABAHE HA BEYE CHLIECTBYBALIA XHIIEPTOHHUS U NALMEHTH, MPUEMaLY AHTHXHIIE] / RFE
HECTEPOMIHK NPOTHBOBBANANHTENHH CPEACTBA MOXKE 12 MMAT HAPYLIEH aHTHXUNEpTeH3RBEH;

.
Hpenop'bqna C€ NOBUILIEHO BHUMAHHE TIPpH NPEAITUCBAHEC HA HCCTCPOHUIHH NPOTHROBD %
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Npy NalMEeHTH ¢ XunepToHHsa. KpbBHOTO Handrane TpabBa Aa ce el BHUMATEIHO TIPH 3aNOYBAHE Ha
JNieYeHHE C HECTEPOUIHH IMPOTHBOBBINAIINTE/THH CPECTBA H Ha PeIOBHH HHTEPBAIIH Clie/] TOBA.

CobpaeyvHa HEAOCTATBYHOCT

3aaprkaHe Ha TeYHOCTH U OTOK ca HabiroaaBaHu NpH HAKOM NALMEHTH, NPHEMALLIN HECTEPOHUIHH
NPOTHBOBBINAIUTENHH CPEIACTBA; €TO 34110 C¢ NMPENOPbYBA MOBUILIEHO BHHMAaHHE MPH MalLMeHTH CbC
33JJPbXKKa HA TEYHOCTH WIH ChpAeYHa HEAOCTATHYHOCT.

Texcxu xoxcHu peaxkyuu

HecTepouaHuTe MPOTHBOBB3NAIHTE/IHH CPEACTBA MHOTO PAAKO MOXKE 8 MPHYHHAT CEPHO3HH KOXKHH
HEXKeJIaHU peaklMH, KaTo eKkC(]ONHaTHBEH AEPMATHT, TOKCHYHA enHiepmanHa Hekpoau3a (TEN) u cusapom
Ha CTHBBHC-JDKOHCHH (SJS), kouto Morar na 6baaT datanHu U ce nposBaBaT Oe3 npexynpexacHHe. Te3n
CEPHO3HH HEXKENaHH CHOUTHA Ca HEXAPAKTEPHH M ca HE3aBHCHMH OT A03aTa WIH NPOAB/DKHTENHOCTTA Ha
ynorpeba. CroblaBa ce 3a 0CcTpa reHepanu3vpaHa cK3aHTEMATO3HA MycTyio3a (acute generalised
exanthematous pustulosis, AGEP) BbB Bpb3Ka ¢ NpOAYKTH, CbAbpxainy Hoynpoden. [laumenTrre Tpabea na
ObaaT Npe yNPEeacHH 3a NPU3HALIHTE H CHMITTOMHTE HAa CEPHO3HH KOXKHY peakLiMH, KAKTO U Jia ce
KOHCYJITHPAT Cb¢ CBOSA JIekap NMpH TbpBa NOsABa HA KOXKeH OOpHB WK ApYrH IIPH3HALIM Ha
CBPbXYYBCTBHTE/IHOCT.

Beve cviyecmsysawa acmma

[Iponykth, chabpxaly HOynpogeH He TpaOBa Aa ce npusiaraT Npy NALIMEHTH C YyBCTBHTE/IHA KbM
alleTHICATHLUWIOBA KHCE/IHHA acTMa H TpabBa Aa ce U3NONI3BAT ¢ MOBHUIEHO BHHMaHHE TIPH NaLMEHTH C BeYe
CBhUIECTBYBAILA acTMa.

Ogpmanmonozuvunu epexmu

Hexenanu odpranmonoruunu edgext ca Ounu HabonaBaHH ¢ HECTEPOUAHH MPOTHBOBB3TIATIHTEHH
CPEACTBA; CHOTBETHO MallHEHTH, KOUTO pa3sBUBAT 3PUTEIIHW HAPYHICHHSA N0 BpeMe Ha JIeYeHHe C MPOIYKTH,

chabpikainy ubynpodeH, Tpadra na HanpaBAT oG TATMONOTHYEH Nperien.

Acenmuuen menunzum

3a MPOAYKTH, ChbAbpXalld HOynpodeH, acenTHYeH MEHHHTHT ce choOInaBa paako, OOUKHOBEHO, HO He
BHHArd NpH NaLHEHTH ChC CUCTEMEH aymyc epureMato3yc (SLE) wnu apyru 3abongaBanus Ha
ChEAHHUTEIHATA ThKAH.

Homen HUATHU CMYIYERUR NPpU ﬂdﬁﬂpﬂﬂiﬂpﬂ'ﬂ mecm

Hinonssaiky aKkTyalHH aHATTHTHYHH CHCTEMH, NapalieTaMos HE IPUYMHABA CMYILEHHA Npu nabopaTopHu
H3NWTBaHMA. BIIpekH TOBa, CHLLIECTBYBAT HAKOH METOH,NPH KOHTO CHILECTBYBA Bh3MOKHOCT OT
nabopaToOpHH CMYLUEHHA, KAKTO € ONHCAHO NO-J0MTy:

Hacnenranus Ha YpHHATA:
[lapaueraMon B TCPANEBTUYHH JO3H MOXE A MOBJIHAE ONPEAE/IAHETO Ha S-XUAPOKCHUHAONOLETHA

kucenHHa (SHIAA), koeTo BoAH A0 GamuuBH NONOKHTENHH pe3yNITaTH. DanliuBHTE ONpeaeNaHHa MOraT Aa
ObaaT eTMMHHHpaHH 4pe3 H304ArBaHe Ha NOMTbLIAHE HA MapalleTaMon HAKOJIKO 4aca MPeAH U Mo BPEME Ha
CHOMPAHETO Ha YPHHHATA Npoda.

Mackupane na cumnmomume na nodnexcawume ungexyuu

KomborecHk Moxe aa MackKMpa CHMITTOMHTE Ha HH(peKLIME, KOETO MOXKE Ja JoBEAE I
3aMO4YBaHE Ha NOAXOAALIO JIEUeHHME H 110 TO3H HAUMH a BAOIIH W3X0Aa OT HHbeKLUH
npu 6akTepuasHa MHEBMOHHA, NpHIoOUTa B 00LIECTBOTO, KaKTO H NpH OaKkTepuaiH
Bapuuena. Korato Komborecuk ce npuaara 3a ieueHHe Ha NOBMIIICHA TEMIEPATypa



OonkaTa BbE Bpb3Ka ¢ HHQEKLHs, Ce MpenopbuBa HabmoaeHue Ha HHekumaTa. [pu H3BLHOOAHHYHH
YCJIOBHA MALIMEHTHT TPAOBA 11a ce KOHCYJITHUPA ¢ IeKap, aKO CHMITTOMHTE NIEPCHCTHPAT HJIH Ce BJIOLLAT.

Pryxroxcayunun

[Topanu ysenmHueHHsa pHCK OT MeTaboMIMTHA aLMao03a ¢ roisMa aHnoHHa padnika (HAGMA) ce mpenopbuBa
NOBHILEHO BHUMAHHE NPH CHITBTCTBALLIO NPHIOKEHHE HA QUIYKIIOKCALIMIHH M NapauleTamos, 0cobeHo npu
NALHEHTH C TEXKKA CTerneH Ha OBOpeYHO YBpEKaaHE, CETICHC, HEAOXPAHBaHE H APYTH U3TOYHHLIH Ha
AeHUMT Ha FITYTATHOH (HaMp. XPOHHYEH aJIKOXOJIM3BM), KRKTO M MPK Te3H, KOMTO H3NOJI3BAT
MaKCHManHaTa JHEBHA 103a napaueraMod. [Ipenopbysa ce CTPUKTHO NMPOCeaAsBaHe, BKIIOYHTENHO
HU3MEpPBaHEe Ha 5-OKCOMPOJSIMH B YPHHATA.

Cneyuannu npeonaznu mepxu

3a na ce u3berde BnolasaHe Ha zabonsaBane UK HAAOBOPEeUHa HEAOCTATBYHOCT, TIPH NALMEHTH, KOUTO Ca
OWIH Ha NPOABJDKUTENHO NEYCHHE C KOPTHKOCTEPOMH, TepalnuATa TpAOBa Aa ce NpeycTaHOBABA
NOCTENEHHO, KOraTo KbM TEpaneBTHYHATA NMporpamMa ce Ao0aBaT NMpoAyKTH, ChAbPXKALIK HOynpodeH.

ColuecTByBaT HAKOM NOKA3ATENCTBA, Y€ ICKAPCTBATa, KOUTO HHXHOMpAT CHHTE3a Ha LIMKI0-OKCHIeHasa/
NpOCTArnafMH, MOraT a NpHUHHAT YBPEKAAHE Ha )KEHCKHA (epPTHIIHTET, upe3 eQeKT BLPXY OBYNALHATA.
Tosa e oOpaTHMO NMPH CNUpPaHE Ha JIEKAPCTBOTO.

Enna ¢punamupana tabnerka cpabpxka 3,81 mg nakrosa, KoeTo BoaH Ao 22,86 mg nakTo3a B MAKCHMalHaTa
NpenophUUTENIHA AHEBHA 03a. [lalMeHTH ¢ peaAKH HacleACTBEeHH NpobnemMu Ha ralakTo3Ha HENMOHOCHMOCT,
Lapp nakrazHa HEAOCTATLYHOCT HWIH INIOKO30-TanakTo3Ha ManabcopOuna, He TpaOBa xa npHemar ToBa
NIEKapCTRO.

Tosa nekapcTBO ChAbLPAa NO-MaNko oT 1| mmol HaTpuit (23 mg) Ha n03a, T.€. NPAKTHYECKH HE ChABPXKA
HATPMIA.

4.5 BiauMoaelicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H APYTrH GOPMRE HA B3IAEMOAeHCTBHE

OrbenasaHu ca cneAHUTE B3AUMOACHACTBHMA HA NApalleTaMOo C JPYTH JIEKAPCTRA!

¢ AHTHKOArynaHTH (BapdapHH) — no3aTa MOXe fla U3HCKBA HaMAa/IABaHe, aKO NMapaLeTamMos B
AHTUKOATY/IAHTH C¢ MPHEMAT 3a NIPOABLIDKMTENEH NEPUOA OT BpeMe.

e abcopbuuaTa Ha nNapaueTaMoll ¢e yBEIM4ana OT BELUECTBA, KOMTO YBEJIMYaBaT CTOMALIIHOTO H3Npa3BaHe,
HaNpUMEP METOKJIONpaMHA.

e abGcopbumnaTa Ha NapaueTaMoli Ce HAMAIABA OT BELECTBE, KOUTO HAMANABAT H3MPa3BaHETO Ha CToMaxa,
HalpuMep NPOMNAHTEIUH, AHTHAENPECAHTH ¢ AHTUXOMHHEPrHYHH CBOKCTBA U HAPKOTHYHU aHAJIMETHLIM.
napaucTamMon MOXeE Aa NOBHIIM IUTA3MEHUTE KOHLIEHTpallMH Ha XNopaM(peHHKON.

® DPHCKBT OT TOKCHUYHOCT H& NMApaLeTaAMOJI MOXe Ja ObJe YBEJIHYeH MPH NalUHeHTH, TpHeMallld APYTH
NOTEHLMANHO XENAaTOTOKCHUYHH JIEKAPCTBA WIIH JIEKAPCTBA, KOMTO HHIYLIMPAT 4epHOAPOOHH MHUKPO3OMHHU
€H3MMH, KATO aNnKOXO0J H AHTHKOHBYJICAHTH .

® EKCKpeLMATA Ha apaleTamMolt Moxe Ja Obae 3acerHaTta U IU1a3MeHHTe KOHLUEHTPALMH J1a C¢ IMPOMEHAT,
KOraro ¢¢ npuema ¢ npobeHeuu.

® XOJICCTHPAMMH HaMaJIABA pe3opOuMATa Ha napaLeTaMor], aKko Ce npunara B paMKHTE Ha | 4ac cnen npuem
Ha NapaueTamo.

® TeXKa XeNaTOTOKCHYHOCT NPH TEPANeBTHYHH A03H HIH YMEPEHH Npeao3HpaHud ¢ napaueraMon e 6uia
OOKJIAABaHA NPH MALHEHTH, PHEeMAllH H30HHA3U CEAMOCTOSTEIHO HH ¢ APYTH JICKApCTBa NPOTHB
TyOepKyno3a.

® TEXKKa XEeNaTOTOKCHYHOCT € HACTBINWAA ciiel ynoTpeba Ha napaueTaMon NMpH NalHeHTH, IPpHEMAaIlH
3HJOBYAKH H KO-TPHMOKCA30]1. '

» Heobxoaumo € noBHIIEHO BHHMaHME MPH ChITbTCTRALIA yHoTpeba Ha dyKIOKCE
ThH KATO €IHOBPEMCHHHAT NPHEM C€ CBBp3Ba ¢ MeTaboNIMTHA alMa03a ¢ rojiaMa ak
0cobeHO NMpH NALMEHTH ¢ PUCKOBH QaKTOpH (BiK. TOuKa 4.4).

Otbenazanu ca cneJHHTE B3aUMOACHCTBHA Ha HOYTIpOdeH ¢ APYTH N1€KapCTBa:



¢ AHTHKOAryJIAaHTH, BKTIOYHTETHO BapdapHH — ubynipodeH npeun Ha crabunHocTTa Ha INR M MOxe na
YBEJIMYH PHUCKA OT CWIHO KbPBEHE U MOHAKOra QaTaleH KPbBOMIIHB, 0CODEHO OT CTOMAIIHO-YPEBHHSA
TpakT. U6ynpoden Tpabra aa ce H3non3Ba OT NalMeHTH, NpUeMall BapdapHuH, CaMo aKo € abCoMOTHO
HeoOXonuMo ¥ Te TpaOBa aa 6baaT BHUMaTENHO HAbMOLaBaAHH.

e HOynpopeHn Moxe na Hamany HLOpeyHUs KIIMPBLHC M Ja YBEJIHYH IUIa3MEHaTa KOHLIEHTPALMS Ha JIMTHH.

e HbynpodeHn Moxke na HaManu aHTHXHNEpTeH3UBHUA edpekT Ha ACE-HHXHOMTOPH, Oeta-OnokepH H
AHYPETHUH, M MOXE Ja NPUHHHH HATPHYPE3a H XHITEPKAIMEMHA NPH NALMEHTH NOAN0XKEHH Ha TAKHBA
NICYEHHUA.
Hb6ynpoden Hamansea KIHPBHCHT HA METOTpPEKCAT.
HéynpodeH Moke Ja NOBMIIH LUTA3MEHHTE HUBA HA CHPACYHH FTHKO3HIH.
HoynpodeH Moxe fa NOBULIH PHCKA OT CTOMALIHO-YPEBHO KbpBeHe, 0cODEeHO aKo Ce mpHeMa ¢
KOPTHKOCTEPOMAH.

¢ HOGynpodeHn Moxe Aa YABIDKH BPEMETO Ha KbPBEHE NPH MALHEHTH, JIEKYBaHH ChC 3WAOBYIHH.
Hoynpoden Moxe aa B3auMoaeHCTBa ¢ NPOOEHELMA, C JIEKAPCTBA NPOTHE AHabeT H (PeHUTOHH.
NéynpodeH Moxke Aa B3aumoAeiicTBa ¢ TAKPOJIHMYC, LHKJIOCMOPHH, CyAhaHUTypeiHH CpeacTBa U
XHHOJIOHOBH AHTHOMOTHIH.

ALCTHWICANHULIUIIOBA KUCENWHA

EnnopemenHaTa ynorpeba Ha HOynpodeH H aLeTHICATHUKXNOBa KHCETHHA OOHKHOBEHO He €
NpenopbYMTENHA NOPAH NOBHILICHUS PHCK OT HEXENIaHH pPeaKLIMH.

ExcriepuMeHTaNnHH NaHHHU MOKA3BAT, Y€ MIPH €AHOBpEeMEHEH npHeM HbynpodeH Moxe KOHKYPEHTHO Jia
NMOTHCKA eeKTa Ha HUCKH RO3HM ALETHICATMLIMIIOBA KHCEITHHA O OTHOLIEHHE Ha TPOMOOLIMTHATA arperaius.
Bbnpexu 4e uma HEACHOTH OTHOCHO €KCTPAIIONIMpaHeTo Ha Te3M NaHHH KbM KIMHHYHHEA CTy4aH, He Moxe aa
Ce¢ H3KMOYH BB3MOKHOCTTA peAOBHATA AKIrocpoyHa yriotTpeba Ha nbynpodeH na Hamansba
KapAHONMPOTEKTHBHUA €(eKT Ha aLeTWICATHLIAIOBA KHCEMHA B HUCKH 1034, CMATA ce, 4e HIMA rojaMa
BepoATHOCT oOnyvaliHaTa ynotpeba Ha ubynpodeH na goseae 0O KIHHHYHO 3HAHMHM edekT (BIKTe TOuKa

5.1).

To3u npoayKT MOXKe Na B3auMOENHCTBA C HAKOM JiekapcTea, 1€ BKTIOYBAT;

BapdapHH, 1eKkapCTBO, H3NOA3BAHO 3a NMPeAOTBpaTABaHe 06pa3yBaHeTO Ha KPbBHH ChCHpPELIH
NIEKAPCTBA 32 JICYEHHE Ha ENUNENCHA WIH MPUNATbLH

XJ10paMGEeHHKOI, aHTHOHOTHK, U3IOA3BaAH 34 JICYEHHE HA YUIHH W OMHH HH(pEKLHH
npobeHeLMA, 1eKapCTBO, HINOJ3BAHO 34 JICYeHHe Ha nojarpa

3WA0BYAMH, JICKAPCTBO, H3MOJ3BAHO 3a feuyeHre Ha HIV (supychT, ko#iTo nprunnasa CITHH)
JIeKapCTBa, H3MNON3BAHM 3a JIeueHHe Ha TyOepKyno3a, KaTo H30HHa3H/

alEeTHICATHUNWIOBA KHCEJIHHA, CAJTHLIMIIATH WIH APYTH HECTEPOMIHH NPOTHBOBB3NAIHTEHH JIEKApCTBa
NEKApCTBA 3a JICUEHHE Ha BUCOKO KPBBHO HajisraHe WiH APYrH cbhpaevHH 3abongpaHng
OHYPETHLH, HapHUYaHH cbilo GayuaHin TabneTku

JIMTHNA, NEKAPCTBO, U3IMOI3BAHO 34 JICUEHHE Ha HAKOH BUJOBE Jenpecus

METOTPEKCAT, JIEKAPCTBO, HIMON3BAHO 34 JICUCHHE HA APTPHUT U HAKOH BUAOBE Pak
KOPTHKOCTEPOUAH, KATO NMPEeAHH3O0H, KOPTH30H

[locodenuTte no-rope jekapcTBa Morar Ja 6b4aT MOBAUAHMK OT TO3H NMPOAYKT WM Aa NOBJIMAAT Ha
AEHCTBHETO Ha TO3H MPOIYKT.

4.6 depTHAHTET, BpeMEHROCT H KEPMEHE

bpemenHoct
Hsama onuT 3a ynorpebara Ha TO3H NPOAYKT NpH Xopa no BpeMe Ha GpemenHocT. Bpone

OHNHu cHrOOIIABAHH BBB BPB3Ka C MNPUIOKCHHE HA HCCTCPOUAHH NPOTHUBOBBINANTHTCIIH
BBITPEKH Y€ JaHHH 33 HCXC/IAHH PCAKLIHHU NO BpEME Ha GPGMEHHOCT, clen JCUEHHE C



3a nbynpoden
Ot 20-aTa ceamuLia 0T OpeMeRHOCTTa HaTaThbk, ynorpedara Ha ubynpodgen Moxe a2 NPUYHHH

OJIMFOXHAPAMHHOH, bJDKAL ce Ha HapylueHue Ha ObOpevnara ¢gyHkuua Ha deryca. Tora Moxe A8 ce NoABH
CKOpO cJiell 3a10YBaHe Ha JICYEHHETO H OOMKHOBEHO € 00paTUMO NpH npekpaTaBaHeTo My. B nonbiHeRwue,
HMa chOOLIEHNA 3a cTecHABaHE Ha ductus arteriosus criefl ieUeHHE Npe3 BTOPHA TPUMECTHD, NOBEHETO OT
KOHTO OT3BYHaBar CJIE] peKpaTaBaHe Ha neueHyero. [Topann ToBa, npe3 MbPBUA H BTOPHUA TPHMECTBP OT
6peMenHocTTa OynpodeH He TpAOGBa Ja ce npunara, OCBEH ako He € aGCoMOTHO HeobXxoauMo. AKO
nbynpodeH ce mpueMa OT KeHa, KOSTO ce ONHTBa a 3abpemMeHee, Wi npe3 MbPBHA U BTOPHA TPHMECTBP OT
OpeMeHHOCTT], A03aTa TpAOBa Na 6bAe Bb3MOXKHO Hal-HHMCKA, 2 MPONXBDKHTETHOCTTA Ha JIeUeH#e Bhb3MOXKHO
Hali-kpaTka. Cnen HanaraHe Ha HOYTNIpogeH B NPOABDKEHHE Ha HAKOIKO AHM OT 20-Ta recTallHOHHA
CeIMH1la HATATbK, TpAOBa Aa ce 0OMMCIH aHTeHaTANTHO HabMOAEHHE 33 OJIMTOXHAPAMHHOH H CTECHABAHE Ha
OyKTyC apTepHosyc. Jleyenuero ¢ nbymnpoden tpadsa na ce mpeycTaHOBH, AKO C€ YCTAHOBH
OTMrOXMAPaMHHOH WM CTecHABaHe Ha ductus arteriosus.

[1pes TpeTHa TpUMECTBP OT OpEeMEHHOCTTA BCHUKH HHXMOMTOPHTE Ha NMPOCTArIAHAWHOBUA CHHTE3 MOrart Aa
MI0XKAT
e (erycaHa:
- KapAHOIyJIMOHApHA TOKCHHMHOCT (C MpeXxIeBpeMEeHHO CTECHABAHE/ 3aTBAPAHE HA AMKTYC
apTepHO3YyC H ITyJIMOHANHA XHIIEPTOHH),
-  bpOpeuna auchyHKUMA (BHAKTE NO-rope);

e mMmajikaTa U HOBOPOAECHOTO, B Kpas Ha OpeMEHHOCTTa, Ha:
- BB3MOXHO YAB/DKABAHE H& BPEMETO 33 KbPBEHE, KATO MPOTHBOCLCHPBALIMAT €(DEKT MOXKE 213 Ce
NPOSABU JOPH H Cel NMPHIOKEHHE Ha MHOTO HUCKH JI03H.
-  uHXUOHpaHe HA MATOYHHTE KOHTPAKLMH, KOETO BOJHU A0 3a0aBEHO WM NMPOIBJDKHTEHO paXAaHe.
CnenosarenHo HOynrodeH € NpOTHBOMOKA3aH N0 BpeMe Ha TPETHA TPHMECTHP Ha OpeMEHHOCTTa (BX. TOYKH
4.3).

3a napaneramMon

3HAYUTENTHO KONHYECTBO AAHHH NpH OPEMEHHH XEHH, H3MON3BALIM NMAPALETaMOJI, HE MOKa3BaT HUTO
Mas(pOpMaTHBHA, HUTO (ETO/HEOHATATTHA TOKCHYHOCT. Pe3ynraTHre OT enuaeMHONOrHYHHTE NMPOYYBaHHS
BbLpXY HEBPOJOrHYHOTO Pa3BUTHE HA JcLa ¢ EKCNIO3MLIMA Ha MapaLeTaMon in utero ¢a HeYOeUTENHH, AKO €
Heo6X0AMMO OT KIHHHYHA IJie1Ha TOYKa, NMapaleTaMoN MOXe A& Ce MPHIara Mo BpeMe Ha OpeMEeHHOCT, Ho
TpaOBa Za ce H3non3Ba HaH-HHCKATa eeKTUBHA 1032 38 Bb3MOXKHO HAlM-KpaTKO BpEME H C BE3MOXKHO Haii-
HMCKATa 4eCTOTA.

KnpMmene
[TapaueraMon ce eKCKpeTHpa B KbPMATA, HO HE B KIIMHWUYHO 3HAYHMO KO/THYECTBO M HATHYHHTE

nmyOIMKyBaHH JAHHM He MOKa3BaT NPOTHBOMOKA3aHUA MPH KbPMEHE.

H6ynpoden u HeroBure MeTaboAHWTH MOraT 1a MPEMHHAT B MHOTO MAJIKH KOJIMYECTBA B MAWYHHOTO MIIAKO.
He ca n3pecTHH BpeaHH edeKTH NO OTHOLIEHHE Ha KbpMAadeTaTa.

BB BpB3Ka ¢ FOPHHTE AOKA3ATENACTBA, HE € HeOOXOAHMO Jia Ce MPEKbCHE KbPMEHETO 38 KPaTKOCPOYHO
NeYEHHE C NMPENOPBYMUTENHA 1032 OT TO3H MPOAYKT.

DepTUIHTET

YnoTtpebara Ha NPOAYKTa MOXKE [ HAPYLUH KeHCKHA (GepTHIIMTET U He ¢e NMPEenopbyBa NpH KCHH,
OMNMTBAILH ce Aa 3a4eHAT. IIpH keHH, KOHTO HMaT TPYAHOCTH CbC 3a0peMEHABAHETO WM Ca NOJIOKEHH Ha
u3cneapaHua 3a 6esmnnoaue, Tpabea na ce oOMHCAH npekpaTapaHe ynorpebara Ha IPOAYKTA.

4.7 EdexTn Bbpxy cnocolnocTTa 33 modpupane B pabora ¢ MAMHEEH

To31 npoayKT He NOBIHABA WIH NOBJIHABA NMpeHedpekHMOo cnocoOHOCTTA 38 Wwodup
MAILIHHH.

4.8 Hexenann 1eKAPDCTBEHH PEAKIHA




KJIMHHYHH TPOYYBAHHA € TO3M NPOAYKT He €a MOCOYWIM HHKAKBU APYTH HEXEIAHH €(EKTH, PAIHYHH OT
TE3H NPH CAMOCTOATEJIEH NPHEM Ha napatieTamon Wil ubynpodeH.

HexenaHure PCAKLIMH Ca NOAPCACHH CrIopea 4ECTOTaTa, KaTO € H3NO/I3BaHa CneaHaTa KOHBCHLIMA .

1. Muoro yectu ( 1/10);

2. Yectun (= 1/100, < 1/10);

3. Heuectn (= 1/1000, < 1/100);
4. Penxu (= 1/10000, < 1/1000);
5. MHoro peaxy (< 1/10000)

6. C HeusBecTHA decToTa (He MOraT Jda ObJ4aT OUEHEHH CTIOpe] HATMYHHTE JaHHH).

Hapymenns Ha KpbBTA
H JWMOHATS cCHCTeMa

HeuectTn: Hamanenne Ha xemMornobuH # xeMaTokpHuT. Bonpekn 4¢ NpHIHHHO-
CIEACTBEHA BPB3Ka HE € OUna YCTaHOBEHa, eNU30AU Ha KbpBEeHE (HanmpuMep
€NMCTAKCHC, MEHOpArui) ca ChOOMaBaHu 10 BpEME Ha JICYEHHETO ¢ NEKAPCTBOTO.

Muoro Peaku: XeMaTONOCTHYHH HApYILEHHUs (arpaHyNoOUHTO3a, AHEMHS,
annacTHYHa aHEMHS, XEMOJMTHYHA aHEMHMA, IEBKONEHHA, HEYTPOTIEHHA,
NAHUMTONECHHA U TPOMOOLIMTONIEHHA CBC HNH Oe3 nypnypa) ca ¢chroOImaBaHy el
ynorpeba Ha napaueraMo, HO He ca 6WIH HeMPEMEHHO NMPUMHHHO CBbP3aHH C
NIEKapcTBOTO.

CobpaeyHy HapylIeHHs

YeeH: OTOK, 3aabpkaHe HA TEHHOCTH; 33 TbPXKaHETO Ha TEYHOCTH He3a0aBHO
pearupa Ha CIHpaHe Ha JIEKapCTROTO.

Muoro Peaxn: Copuebuene; Taxukapans; apHTMHA H APYTH CbpACYHH apHTMHH
ca JOKNaaBaHH. XHUINEPTOHUA H CHPAEYHA HEAOCTATHYHOCT Ca ChOOIaBaHH BBB
Bph3Ka C JJeYEHHE ¢ HECTEPOMAHH MPOTHBORBINMAHTENIHH CPpeaCTRA.

HapylieHHs HAa YXO0TO H
NabupunTa

Ma#aoro Peaxu: CeeTOBRbpTEXK.

Yectn: LlymM B yiuuTe (3a nekapcTsa, ChAbpaxkaiun Hbynpoden)

HapyuieHHS HA OYMTe

HevecTH: AMOnHONNUA (3aMBbriaeHo BIDKIAHE H/ WIM HAMANEHAa BHAHMMOCT, CKOTOMH
#/ WIH NPOMEHH B LIBETHOTO 3PCHHE) CA Bb3HMKHANH, HO OOHKHOBEHO 00paTHMH
cliel MpeKpaTABaHE Ha neYeHneTo. Beeku manueHT ¢ ouHy onnakBanus Tpadea aa
npeMUHe 0QTANIMONIOTHYEH Nperien, KONTO Aa BKNKOYBA LICHTPAJHH 3PHTENHH
nonera.

CToMalIHO-YpeBHH
HAPYLIEHHA

YeceTu: KopeMHn 60nkH, nuapun, JHCIIENCHA, MraieHe, CToMaller auckoMpopT U
NOBPbLUAHE.

HeuecTn: PraTyneHUHa U 3anek, NENTHYHA 383, nepopaLMa WIH CTOMAILHO-
YpeBEH KPbBOHIIHB, ChC CHMITTOMH Ha MeNIeHa, XeMaTeMesa, NOHAKora (araiHy,
ocofeHo B HanpeaHana Bb3PacT. YJILEpO3eH CTOMATHT H 060CTpAHE HA yaLEpO3eH
KOJIMT H OonlecTTa Ha KpoH ca HabGmonaaBaHH cnel npuiokeHue. [To-paako e
HaboJaBaH FaCTPHT U e choOLIaBAH MAHKPEATHT.

OO0k HapylIeHHs H
e(peKTH Ha MACTOTO HA

Msoro Peaxn: YMopa ¥ oTnaaHanocT.

NPHAOKEHHE
XenaToORAHAPHH Muoro Peaks: Hapyinena uepHoapoOHa QyHKUHA, XENATHT K
HapylleHHd [Ipeno3upaHe Ha napaueTaMo MOXe Ja JOBele 0 OCTpa YepHoAp#

A

HEAOCTATBYHOCT, YepHOAPOOHA HEAOCTATHYHOCT, YEPHOIPOOHE H
YBpexXKAaHe Ha YepHuA Apob.

HapyiueHHs HA




HMYHHARTa CHCTEMA

KOXCH Oﬁpl{B H KpBbCTOCAHA HYBCTBHTC/IHOCT KbM CHMIIATHKOMHMETHILIH.

HeuecTn: [Ipyru aneprimuHy peakiMu ca cbobuieHH, Ho MPUYKUHHO-CIIEACTBEHA
Bpb3Ka He ¢ ycraHopeHa: CepyMHa Gonect, CHHAPOM Ha JIYITYC EpHTEMATO3YC,
Henoch-Schinlein BacKyIMT, aHTHOEREM.

Hicneapanns

YecrH: [TosHieHa anaHHH aMHHOTpaHCc(epasza, NOBUIICHA raMa-
ruyramMmuiaTpaHcepasa i aGHOPMATHH TeCTOBE HAa (PYHKLIMATA HA YepHHs AP0l C
napaueTamort.

[ToBHImEH KPEATHHHH B KPbBTA H NOBHILECHA Ypes B KPhBTA.

Hewectn: [loBHIIEHa acnapTaT aMHHOTPAaHCEpasa, NOBHIICHa AJIKAJIHA
¢ocdaTasa B KpbBTa, MOBUINEHA KpeaTHH pochOKHHAZa, HAMaNEeH XeMOrNoOHR H

yBenuueH 6po#t TpoMOoUMTH.

HapymeHss Ha
merabonnimMa H
XPaHEHETO

Muoro Peaxn: B cnyqalt ka meralonnTHa aumpo3a, MPHYHHHO-CACACTBEHATA
BPB3Ka € HECHI'YPHA, ThH KaTO € MOrbJIHATO NOBEYE OT €AHO JeKapcTBo. CaydasT ¢
meTabonnTHaTa aLMa03a CieaBa NOrTbIIAHETO Ha 75 rpaMa napaueramon, 1.95
rpaMa aleTWICANTHLIWIOBA KHCENHHA M MAIKO KOJHYECTBO TEYHOCT 34 MMOYHCTBAHE,
H3NON3BAHA B JOMAKHHCTBOTO. [TaUMeHTsT € UMaN CHIIO aHAMHE3a 32 I'bPUYO0BeE,
KOHTO Criopel choOLIKnHTEe MOXKE Aa ¢a JONMPHHECIH 34 NOBHINEHO HHBO HA NAKTAT,
KOETO € NoKalaTeNnHo 3a MetabonuTHa auuaosa.

MeTabONnUTHHTE HeXXeslaHH PEaKLMH €a BIITIOYBATTH XHITIOKANHEMHA.
MeTabONHTHHTE HeXXeJlaHH peakLMH , BITIOUHTENHO MeTabOIHTHaTa auHa03a ca
HabmonaBaHH c/ie] MACHBHA CBPBXA03a aLleTAMHHO(EH.

HeudecTH: | HHEKOMACTHA, XHITOTTHKEMHYHa peaxima.

HapymeHun Ha
HEPBHATA CHCTEMA

YecTn: BueHe Ha cBAT, rnasobosine, HEPBHOCT

Hewectw: Jenpecus, be3csnne, c0bpKaHOCT, eMOLIKOHANHA NaOHNHOCT,
CBHIMBOCT, ACENTTHYCH MEHHHTHT C BUCOKA TEMINEpaTypa U KomMa

Peaxu: [Tapectesn, xamounHaluKt, HAPYIIEHHA B CbHA

Muoro Peaxu: [TapagokcaiHo CTHMyNHpaHe, ONNTHYSH HEBPHT, NCHXOMOTOPHH
YBPEXIAHHA, EKCTPANHPAMHAAIHH €DEeKTH, TPEMOP K KOHBYJICHH.

HapyuieHus Ha
Ou6pennTe H NMKOYHHTE
MLETHINA

HeuecTH: 3agbpkaHe Ha ypHHa

Muoro Peakn: HepoTOKCHYHOCT B pa3IMUHH HOPMH, BITIOYHTENIHO
MHTEPCTHIIHANIER HeDPAT, HePPOTHUEH CHHAPOM M OCTPa K XpoHH4YHA ObOpeuHa
HEAOCTATHYHOCT.

Hexenanure 6u6peynn edpexTn Hall-uecTo ce Habmoaasar ciel nNpeao3HpaxHe,
CJiel XpOHMYHA 3n0ynoTpeda (4€CT0 ¢ MHOXECTBO 8HANTETHLIH), WIH B
KOMOMHALMA CbC CBbp3aHaTa ¢ NApALeTaAMOJ XENATOTOKCHYHOCT.

Octpa TyOynapHa Hexpo3a 0OMKHOBEHO Ce N0SBsABA BBB Bpb3Ka ¢ YepHOoIpoOHa
HEAOCTATBLYHOCT, HO ce HabmloaaBa KaTo H30JHPaHa HaxoJKa B peKH CnyJau.
B13MOXHOTO yBENHUaBaHe Ha pucka 0T Hb0peuHo-KiIeThueH KapIiHHOM € CBbP3aH
CBIIO U ¢ XpOHUYHATA ynoTpeba Ha napaleTamon.

Eano mpoyusaHe THN ciy4ali-KOHTpOJIa Ha NALMEHTH ¢ KpaeH ctaauit Ha 6n6peuno
3abonsBaHe, Mpearnoara, Y€ ThJAraTa KOHCYMAaUMs Ha NapaleTaMol MOXKeE
3HAYUTENHO Ja YBEIMYH PUCKa OT KpaeH craauil Ha 6b6pewno 3abonssane,
ocobeHo NpH NalHeHTH, npyeMally noseye oT 10600 mg AHEBHO.

PecnnupaTopHH, TPbAHH
H MEAAACTHHATHH
HAPYILEHHN

HeuecTn: CrbCTEHH CEKPETH Ha AMXATENHHTE IMbTHILA.

Muoro Peakn: ,HHX&TBIIH& PEAKTHBHOCT, BKIIKOYHTCIHO. aCTMa, H30CTPAHC HA
aCTMa, ﬁp{)HKOCIIEE'bM H AHUCIHEA.

HapyuieHHs Ha KOXKATA
H HOJKOXHATA THKAH

YecTr: OOpHB (BKMOYKUTENHO MAKY/IOAMY/IO3€H THI), Chplex.

Muoro Peaku: Xunepxuaposa, mypirypa 4 ¢GOTOYYBCTBHTEITHOCT.
MHOT'0 PEAKH CTYYaH Ha CEPHO3HM KOXKHH pPeakLMH, KaTo ekcdon
aepMaTo3H M OYNI03HH peaKkLui, BRITIIOUKTETHO EPHTEME MYIITH
CtuBbHC JDKOHCHH M TOKCHUYHA EMHICPMANTHA HEKPOJIH3a.

C HeH3BeCTHA 4ecTOTs: Peakius Ha IEKAPCTBOTO ¢ €03HHODHIHSA




camMnromu (cHHApoM Ha DRESS). Octpa reHepanH3dpaHa eK3aHTEMAaTO3Ha
myctyno3a (AGEP).

KnuHHYHHTE NpoyYBaHHA MOKA3BaT, 4e ynorpebara Ha ubynpogeH, ocobeHo BbB BHCOKH 103U {2400
mg/NeH), MOXe a € CBbP3aHa ¢ JICKO MOBHINABAHE HAa PHCKA OT apTepHATHHA TPOMOOTHUYHH CHOUTHA
(vanpuMep HHdapKT Ha MHOKapAa HIH HHCYAT) (BX. TO4YKa 4.4),

CrobulaBate Ha NOAO3UPAHN HEKEJIAHHN DEaKLIHH

CroblaBaHeTo Ha NOAO3UPAHH HEXENaHH PeaKLIHH Cliell pa3pelliapaHe 3a yroTpeba Ha JIeKapCTBEHHS
NpOOYKT ¢ BaxkHO. ToBa no3sonsBa Aa NpOALIDKK HaOGMIOAEHHETO Ha CHOTHOLIEHHETO M0J13a/PHCK 34
NeKapCTBEHHA NPOAYKT. OT MEAMUMHCKUTE CELHANMCTH C€ H3UCKBA Aa ChoOIIaBaT BCAKa MOJ03HpaHa
He)XKenaHa peaklns gpes:

H3mpaHuTEIHA areHUMA No JICKapcTBaTa
yn. ,,JamsaH I'pyes* Ne 8

1303 Codus

Ten.: +359 2890 34 17

yebcaiiT: www.bda.bg

4.9 Ilpenosmpane

Cumnmomu

Ilapaueramon:

[lopaskeHus Ha YyepHus Apod H AOPH HEAOCTATHYHOCT MOXKE 1a HACTHIH CJIe/ NpeAo3HpaHe ¢ NnapaleTaMon.
CuMITTOMHTE HA NPEAO3KPAHE C MapaueTaMoi B MbpBUTE 24 Yaca ca H1eaHOCT, raAcHe, MOBPbLIAKE,
aHopekcusa U abnomunanHa Gonka. YepexaaHe Ha yepHuA Jpob Moxke aa ce Habmoaapa cnen 12 no 48 yaca
cnep norirsliaHe. Moxe fa ce NOABAT aHOMANKHU B MeTaboNH3Ma Ha rIIIOKo3aTa U MeTaboHTHA auHao3a.
[Ipu Texxo oTpaBsaHe uepHOAPOOHATA HEAOCTATLYHOCT MOXE Ja MPEMHHE B eHUeGaIONaTHA, KOMa H CMBPT.
Octpa 610pevHa HegOCTAaTBLYHOCT ¢ OCTpa TYOynapHa HeKpO3a MOXe Ja C€ Pa3BHE B OTCHCTBHETO Ha TEKKO
uyepHOapoOHO yBpexkaaHe. ChoblLueHH ca chpaeHHH apuTMKH. UepHOAPOOHO yBpeKIaHe € Bb3MOXHO NPH
BBb3PACTHH, KOKTO ca npHeny 10 rpaMa unu noseue napauetaMmoll, Nnopaand NpeKOMEPHO KOJIMYECTBO
TOKCHUEH METAbOHT.

Hb6ynpoden:

[ToBeyeTo NaUHEeHTH, KOUTO Ca MOrbJIHAIN KIMHMYHO 3HauYMMH konudectBa HCIIBC, e passuar camo
rageHe, NOBPLLLAHE, enuracTpanHa Honka HiKH No-paaxo AuapHi. BB3MOXHM ca ChLIO LIYM B YILHTE,
rnasobonHe U CTOMALHO-4YPeBHO KbpBeHe. [1pu no-cepro3Ho oTpassHe ce HabMOaaBa TOKCHYHOCT B
LIEHTpaJIHATa HEPBHA CUCTEMA, NPOABABALLA C€ KATO CBETORBPTENK, CHHIHBOCT, NOHAKOra Bb30yaa H
Je30pHeHTalHMa WiIH koMa. [ToHAKkora nauMeHTUTE Ppa3BUBAT KOHBYJICHH. [IpH CEpHO3HO OTpaBsHE MOXe Aa
BL3HHKHE XHMEPKATHEMHA H MeTaboHTHA alHao3a H npoTpoMOUHOBOTO BpeMe/INR Moxe aa ce yXBIKH,
BEpPOSTHO NOpagH HaMeca B NeHCTBHETO Ha LIMPKYNHpaliuTe pakTopH Ha KpbBOCHCUpPBaHeTo. MoXe na
BBb3HHKHE OCcTpa OB0peyHa HeJOCTATBYHOCT, YBPEXAaHe Ha YePHHs APoD, XMNIOTOHMS, pecCnMpaTopHa
aenpecus ¥ unaHosa. [Ipu actMaTHLHTE € BE3MOXKHO 000CTpAHEe Ha acTMAaTA.

[IponawipkuTenHaTa ynorpeba Ha NO-BUCOKH OT NIPENOPBUBAHUTE AO3H HIIH NPEIO3HPAHETO MOXKE Oa AOBENE
no 6x6peuHa TyOynHa auMa03a H XMNOKATHEMMA.

JTeuenue

[lapaueramon:
B1bp30TO NedeHHe € OT ChIUECTBEHO 3HAYEHHE B YITPABJIICHHETO Ha MpeAo3HpaHe ¢ napaleiimo!

KOraToO HAMa BHAHMH CHMITTOMH, NOPaAH PUCKOBETE OT YBpPEKAaHe Ha HepHHA Opob, KOHTY
Ciell HAKOMKO Yaca WK A0pPH clield HAKONKO AHH. [lpenopbusa ce HezabaBHO MeMIIMHGKASIES
BCEKH MALHEHT, KOMTO € norbjHan 7,5 g WM noBeye napayeTaMol B npealiecTrauuTe | g
ce Harpasu cToMallHa npoMUBKa. Tpsabea aa ce 3armouHe Bb3MOXHO HAR-CKOPo creund l@




oOpaTHMO YBPEXIaHe Ha YepHUA Apo0d C aHTHAOT KATO AUETWILMCTEHH (MHTPaBEHO3HO) WIH METHOHHH
(opasiHO).

ALETHNLHCTEHH € Hal-¢peKTHBEH, KOraTo ce npwiara no BpeMe Ha ITbpBHTE 8§ Haca ciie NorirbilaHe Ha
MPEJO3HPAHETO H €¢PEKTHT HAMANABA MPOrpecHBHO Mexay 8 v 16 uaca. CmaTaio ce e, ue 3anouBaHe Ha
NeyeHUe cea noseye oT 135 yaca cnej nNpeaosHpaHe He € OT 10138 M €BEHTYATHO MOJXKE Zia BJIOLUH PHCKA OT
uepHOApoOHA eHlledanonaTus. Brnpexu ToBa, BeYe € IOKA3aHO, Y€ KbCHOTO NMPIIOKEHHE € 6e30nacHo U
M3C/IeIBAHHATA Ha NaLMEHTH, JIEKYBaHK 10 36 uaca cnel NOrTbLIAHE MTOKa3Bar, Y¢ OaronpusTHH pe3ysTaTH
mMorar ga 6baat nosmydeHn cnen 15 yaca. OcBeH TOBa, HHTPABEHO3HOTO MPHIOXKEHHE HAa ALeTUIILIMCTEHH TPH
NMAaLUHEHTH, KOUTO BeYe ¢a Pa3BWIH ¢GyNIMHHAHTHA YepHOAPOOHa HeJOCTAaThYHOCT, NOKA3Ba HAMANABaHE Ha
3a00neBaeMOCTTa U CMBPTHOCTTA.

HauanHa po3a ot 150 mg/kg auermnumcrent B 200 mL 5% rawoko3a ce npuyiara HHTPABEHO3HO B
NpoABLDKEHHE Ha 15 MMHYTH, nocneasaHo ot LV. uudy3us or 50 mg/kg B 500 mL 5% rmokoza B
npoab/bkeHne Ha 4 yaca ¥ cned Toea 100 mg/kg B 1 nurep 5% rmokosa B mpoab/DKEHKUE Ha 16 vaca.
Ob6emsbT Ha 1. V. TeydocTrTe TpaOBa Aa Obae MoaUdHLIMpaH 3a Jela.

MeTHOHHH ce npuiara nepopanHo no 2,5 g Ha Bceku 4 yaca 00 10 g. JleyeHueTo ¢ METHOHHH TpaOBa aa
3ano4yHe B paMkuTe Ha 10 yaca cnen npueMa Ha napaueTaMort; B NPOTHREH Ciy4dail 1o we Obae HeepeKTHBHO
H MOXe aa 000CTpH YBpeKIaHETO Ha YepHHUA Apoo.

ﬂOKﬂS&T’BﬂC’I‘BO’I‘O 38 CCPHO3HHTE CUMITTOMH MOXE Ja HE CTaHE ACHO A0 4 WnH 5 OHH caen npeao3npanc A
NMALHECHTHTE 'I‘pﬂGBa Ia Ob1aT BHUMATENHO HabMORaBaHH 3a NPOABJLDKHTCICH NEPHOA OT BPpEMC.

Ho6ynpoden:

B cmyuaii Ha ocTpo npeao3HpaHe cToMaxksT TpAOBa fa 6bae H3Npa3HEH Ype3 NOBPbIIAHE WK [IPOMHBKA,
BBIPEKH Y€ MATIKO OT NEKAPCTBOTO 1i¢ O6BAC BB3CTAHOBEHO, aKO € W3MHHAJ MOBEYE OT €IMH Hac Ciel
MOTTbLUAHETO. ThH KaTo JIEKAPCTBOTO € KUCEIHHHO H CE€ OTHENA B YPHHATA, TEOPETHYHO € OT NoJj3a
MPHJIAraHe Ha aIKaJIHK CPEICTBA H NpeaM3BUKBaHe Ha AMype3a. KaTo AomMbIHeHHE KbM NOJABPKALIIHTE
MEPKH, ynorpebaTa Ha NepopaieH aKTHBEH BBIVIEH MOXKE Ja NMOMOTHE 38 HaMansBaHe Ha abcopbuuaTa H

peabcopbunsta Ha HOyTnipodeH Tabnerku.

5. ®APMAKOJIOTHYHH CBOHCTBA

5.1 PapMakKoIHRAMHAYHHA CBOHCTBA

ATC xoa: NO2BES] — napaneramon, KOMOUHAUMHY ¢ H3KJTFOYEHHE HA NICHXOJIEITTHLIH

MexaHu3bsM HA JecCTBHe

BunpekH ye TOYHOTO MACTO H MEXaAHH3IbM Ha AHAINETUHHO JefCTBUE HA NApaLeTaMoN He € ACHO
AepHHHPaH, H3TTIEXKAA, Y€ HHAYLMpa aHalre3|s Ypes MopyilasaHe npara Ha 6onkara. [ToTeHUHANHHAT
MEXAHH3BbM MOXE Ja BKIIOYBa HHXHOHMpaHe Ha ITbTHA HAa a30TEH OKCHJ, Ype3 MOCPEAHUYECTBOTO Ha paIH4HH
HEBPOTPAHCMHUTEPHH PELIENTTOPH, BKIOUKTENHO N-MeTun-D-acnaprar u cyGcranuus P.

HbynpodeH e mpou3sBOAHO Ha MPONMHOHOBATA KUCENTUHA C AHANMETHYHU, NPOTUBOBB3MANUTENHH H
AHTHIMPETHYHH ACHCTBHNA. TepaneBTHMHUTE eeKTH Ha JIEKAPCTBOTO KATO HECTEPOUAHO
NPOTHBOBB3NAIHTENIHO CPEACTBO, Ca Pe3yJITAT OT HEroBHA UHXUOHTOpEH edeKT BhpXY €H3HMA LIMKIIO-
OKCHIeHa3a, KOeTO BOAH A0 HAMAJIABAHE Ha ITPOCTArNIaHHHOBUA CHHTES. '

ExcnepumeHTanHuTe NAHHK NOKA3BAT, Y€ NPH €AHOBPEMEHEeH npHeM HoynpodeH Moxe K4
NOoTUCKA €dEKTa Ha HHCKH JI03H ALETHICATHIMIIOBA KHCEJIHHA MO OTHOUIEHHE HA TPOM 1/ %
arperaums. Haxon papmakoanHaMHYHH NpOy4YRaHMA MOKA3BaT, Y€ KOraTo Ca MpHeTH N/ ¥
uoynpoden 400 mg no 8 4aca npeau win 30 MHHYTH clle NPHEM Ha alETHICATHIIWIPB

HENoCpeACTBEHOTO ocBobOXKnaBaHe (81 mg), ce orcnabea edexra No OTHOLUEHHE Ha 00Y




TpoMbokcaH unu TpoMboLMTHaTa arperauys. Benpeku ye UMa HEACHOTH OTHOCHO €KCTPAINOJHMPAHETO Ha
T€3H AAHHH KbM KIMHHYHHSA CITyyald, He MOXe [1a C€ W3KTIOUH BE3MOXKHOCTTA pEOBHATA ABITOCPOYHA
ynotpeba Ha MOynpogeH na HaManaBa KapAHOTIPOTEKTHBHHA €(eKT Ha allSTWICAJIHLIWIOBA KHCEITHHA B
HHCKH A034. CMATa ce, Ye HAMa rojisMa BEPOSTHOCT KpPaTKOCpo4YHa ynorpeba Ha HOynpodeH xa noseae Ao
KIMHHYHO 3HA4YUM edeKT (BIDKTe TOuKa 4.5).

Knunuunu npoyueanus

PannoMH3HpaHH ABOAHO-CIIENH MPOYYBaHHA ca OWIH NpoBeAeHH ¢ KOMOHHALMATA TNIPH NALMEHTH ¢
nocroneparieeH 3p6060.

e B reuenne Ha 48 uaca, To3n npoaykt (Maxigesic® = Komborecuk) e uman no-6up30 Hauano Ha gelcTaHe
OTKOJIKOTO BCSIKA €1H& OT aKTUBHHUTE MY CHCTABKH NOOTAEIHO H € OCHIYPHA NOo-A00bp aHaNreTHuYeH
edeKT OT chllaTa AHeBHa 103a napaueramon (p=0,007 B noxoii, p=0,006 mo BpemMe Ha AKTUBHOCT) H
ubynpodex (p=0,003 B noxo#i, p=0,007 no BpeMe Ha aKTHBHOCT).

¢ M Tpure w3nuTBaHH NO3M (NTONOBHH TabneTka Wau eaHa Tabnerka win ae Tabnerky) ca Ounu
edeKTHBHHU B cpaBHeHMe ¢ rutauebo (p=0,004-0,002) kato Haii-Bucokara go3a (ase TableTkH) e UMana
Hai-BHCOKa cTeneH Ha noBnussane (50%), Baf-HHUcKaTa MakcHManiHa 6onka VAS, Haii-abnro speMe 3a
*KHBOTOCNACABALIO JIEKAPCTBO U HAW-HUCBK % OT NaUMEHTH, H3UCKBALIM CRELIHO NeueHHe. BCHUKY Te3n
MEPKH ca OWIH 3HAYHMTENHO MOo-pa3nHyuHU oT rauebo (p<0.05).

5.2 QPapmMaxkoKRHETHYHH CBOHCTBa

Abcopbuus

U napaueramon, u ubynpodeH ce abcopbupar iecHO OT CTOMAIIHO-YPEBHHSA TPAKT C ITMHKOBATA [U1a3MeHa
KOHLICHTpaLUHs, npoaBaBalla ce okoyso 10 ao 60 MMHYTH chea OpanHo AIMHHHCTPHPAHE.

CkopocTtra Ha abcopbumaTa Ha napaueramon U HOynpodeH ot KoMOHHHpaHUA NPOAYKT € ¢iabo 3abaBeHa
NpH aIMHHHCTPHpPAHE Clieq] XpaHa.

Pasnpenenenue

KakTo BCceku npoAyKT, ChbAbPKALI NapaueTaMo, Toi ce pasnpenens B NOBEYETO THKAHU B TANOTO.
HbynpogeH ce cpbp3Ba 8B BUCOKA cTeneH (90-99%) ¢ nnasMeHHTE NPOTEHHH.

Buorpancdopmauns

[lapaueramon ce MeTabonusupa rnaBHO B yepHHus Apob U C€ OTAESNA B YPHHATA, IVIABHO KaTO HEAKTHBHH
MIIOKYPOHHMA U cyndaTHH cheanHeHus. [1o-manko ot 5% ce oraens HenpoMeReH. MeTabonurwre Ha
napaueTramMoJl BKIIOYBAT HEIHAYUTETHO KOJTHUECTBO XHAPOKCWIMPAHO MEXIHHHO CHeAHHEHHE, KOETO HMa
XenaToTOKCHYHA aKTHBHOCT. TOBa AKTHBHO MEKAWHHO CHEAHHEHHE C€ JAECTOKCH(HLIMPa UpE3 KOHIOTHPAHE C
FITYTATHOH, HO MOXE 1@ Ce HaTpymna ciel MpeAo3MpaHe ¢ NapaueTaMoll H aKO OCTaHE HETPETHPaHO, MMa
NOTEHUMANA Aa PHYHHH TEXKKO U AOPH HEOOpaTUMO YBpeKAaHe Ha YepHus apobd.

[Napaueramon ce MeTabonusnpa no pasnnyer HAYHH OT HEAOHOCEHH, HOBOPOAEHH H MAJIKH IieLia B
CPaBHEHME C BL3PacTHH, Npeobnanasat cynPpaTHHUTE ChEAHHEHHUA.

Hbynpoger ce MeTabonuazupa 10 HEAKTUBHH ChEAKHEHHS B Y¢PHHUA Apo0, NpeJHMHO Ype3 IIIIOKYPOHHPaHeE.

MertaboauTHUTE MbTHIA Ha napaueTaMon W HOynpodeH ca paznuuHHU U He TpaOBa 1a HMa JIEKAPCTBEHH
B3aMMOAEHCTBHA, KOoraro MeTabONH3MBT Ha EIIMHHUA CE OTpa3fBa BLPXY MeTabonu3Ma Ha Jpyrus.
[IpoBeaeHo € OPHUUMATHO MPOYYBAaHE C TIOMOLTA HA YOBCIUKK YEPHOAPOOHH €H3UMH, 3a Aa C&HF
BB3IMOXHOCT M TO HE YCNA Ja OTKPHE NMOTEHLHaN 34 JieKapCTBeHH B3aUMOACHCTBHA Ha M¢ /.#
MpOLIECH.

B apyro npoyusaHe edekTbT Ha HOYNpodEH BEPXY OKHCIHTENHHA MeTabONH3bM Ha NEPR
MpH 31paBy Ao6posonuM Ha rnagHo. PesysrraTHTe OT NpoyuBaHETO NOKA3BarT, e HOyTpaEDe
KOJIMYECTBOTO NAapaLeTaMoi B IPOLEC HA OKCHAATHBHHA METabOMIbM, Thil KATO KOIRYE




napaueTraMos H HeroBuTe MeTabonuTH (ryTaTHOH-, MEPKAIITYPAT-, LHCTEHH-, TIOKYPOHH- H cyndar-
napaueramoJt) ca Owin nogoOHH, KOraTo ce mpunara CaMOCTOATETHO KaTo MapaleTaMo, Wid €JHOBPEMEHHO
npuwnoxeHune ¢ ubynpodgeH (xaro puxkcupana koMbuHalua Komborecuk). Toa npoyuBaHe M34HCTBA
AOITLJIHHTENIHH Y€PHOAPOOHH PUCKOBE OT XenaToTOKCHYHHA Metabonut, NAPQI, ot napaueramon, ako ce

npswiara ¢ HGynpodeH.

EnuMuHupaHe

[TomyXHBOTBLT Ha €THMHHHpAHE Ha napalueTamMon BapHpa ot okoso | no 3 yaca.

KakTo HeakTHBHHTE MeTabONNTH, TAKa H MANIKO KOJIHYECTBO HeNnpoMeHeH HOynpodeH ce eXCKpeTHpAaT
6bp30 U u3uano upes 6bOpeunre, 95% OT NpuUnoXKEHaTa 1034 €€ €TMMHHHPA ¢ YPHHATA B paMKHTE Ha
YETHPH 4aca ciiel NOTTbIIaHeTO. ENUMHHALIMOHHKAT NOTYXHUBOT Ha HOynipodeH € Okono 2 yaca.

Bps3ka(u) papmMakokMHeTHKA-PaPMAKOANHAMHKA

EnHo cnieuugpHuHo NMpoyyBaHe 3a H3cIeNBaHe Ha Bb3MOMKHHTE ¢eKTH Ha NapaLeTaMOJ BEPXY IUTaA3MEHHA
KIIHpBHC Ha HOyTIpodeH ¥ 0OpaTHO HE € OTKPH/IO HHKAKBH JICKAPCTBCHH B3aHMMOACACTBHA.

5.3 IlpeaxnuarvHE JaHHE 33 6e3omacHOCT

ToxcukonoruuHusT nmpodui Ha 6e3onacroct Ha HOYTNIPodEeH ¥ NAPALICTAMON € YCTRHOBEH NPH OTNHTH C
XHUBOTHH. HAMa HOBM NpEeAKIMHAYHY JAHHH OT 3HAY€HHE, KOHTO Ja ca JOMbJIHEHH KbM Beye
NpEeACTABCHUTE B Ta3H KPaTKa XapaKTEPUCTHKA Ha NPOOYKTA.

JIMncBaT KOHBEHUHOHAIHH NPOYYBaHHA, H3NON3BALUH IPHETHTE NOHACTOALLIEM CTAHAAPTH 32 OlIEHKA Ha
PENpPOAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 33 Pa3BHTHETO.

6. OPAPMAITEBTHYHHA 1JAHHH
6.1 ChnBchbk HA NTOMOMHHATE BEMeCTBA

[lapeBHYHO HHILLIECTE
[IpexenaTHHU3UpAHO LIAPEBUYHO HHILIECTE
MuKkpokpucTanHa uerynosa
KpockapmMenosa HaTpui

MarHe3ues cTeapar

Opadry 6an OY-LS-58900 cxaspxan;
e HPMC 2910/ Xunpomenosa 15cP (E464)
o JlakTo3za MoHoxuapaTt

¢ TuraHoB auokcup (E171)
s Makporon/PEG 4000

e Harpues uutpar auxuapar (E331)
o Tank
6.2 HecbBMeCTHMOCTR
Henpunoxxumo
6.3 Cpoxk na rozaocr

3 roguHH

6.4 Cpennansm ycj10BHE HA ChXHAHEHHE

Ha ce cpxpansisa noa 30 °C. la ce cbxpaHaBa B OpHrHHaIHaTa OMAKOBKa, 3a Ja ce Mpeyx



6.5 Bma B chOALpPXAHAE HA ONAKOBKATA

Bcaka onakoBka ceabpxka 8, 10, 16, 20, 24, 30 u 32 dunamupann Tabnerky, onakopahu B 250 pm PVC
¢punmM/amyMuHHEBO Goamo 25 um Oaucrepa

He BcHuKH BHAOBE ONIAKOBKM MOrat aa 6baat nycHaTH B npogaxoda.
6.6 CoenHanHBE npeAna3EN MEPKH NPH H3IXBLPJSHE
Hsama crieunaniy H3ucKBaHUA 3a U3XBBPIISHE.

HeH3non3BaHHUAT JiekapcTBeH MPOAYKT WIH OTHIRABYHHTE MATEPHAH OT Hero TpaORa Ja ce H3XBBPJIAT B
CLOTBETCTBHE C MECTHHUTE H3HCKBAHHA.

7. HNPATEXATEJI HA PASPEIIIEHHETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Constantinoupoleos str., 3011 Limassol, Kunsp
8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 20140373

9. JATA HA ITBPBO PAZPEHIABAHE/TIOJHOBSIBAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

Hata Ha mepBO paspelnaBane:; 05 nekemepu 2014 r.
JlaTa Ha NOAHOBABaHE Ha pa3pelleHHeTo 3a ynotpeba: 24 mapt 2020 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

07/2024




