NMPHJIOXKEHHE I

KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA
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et ALUTENHA ATEHLWSA N0 IEKAPCTBATA

1. HUME HA JJEKAPCTBEHHSA ITPOAYKT

®nexcucran JHxynusp 40 mg/ml nepopanua cycnensus
Flexistad Junior 40 mg/ml oral suspension

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcexu ml ot nepopannata cycnenzus cuaspxka 40 mg ubynpoden (ibuprofen).

IToMoiHo({K) BemecTro{a) ¢ HIBECTHO ACHCTBHE

1 ml nepopanta cyctieH3us coappxka 0,2 mg HaTpHes mponunxuapokcudensoat (E217),
1,8 mg HaTpueB meTHxHapokcHOer3oaT (E219) u 289,5 mg Teuen Mantuton (E965).

3a O'bJIHHA CIIMCHK Ha NOMOITHHTE BCIICCTRa BUAKTC TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

IlepopanHa CycCIIeH3HA.
bana a0 noutu 6ana cycneHsus.

4, KIHHWYHH JAHHWU

4.1 TepaneBTHYHH NOKAZAHUA

KpaTkocpouHo CHMINITOMATHYHO JICUEHHE Ha!
e Jleka g0 ymepeHa Oonka, Karo rnasobonne, 3506000/, NbpBUYHA AUCMEHOPEA.
¢ Bucoka remMneparypa.

Pdnekcrctan [HKyHUEBp € NMoKasaH 3a ynorpeba npu gena ¢ terno Hag 10 kg (Han 1 roauiiiHa BB3pacT),
NoAPACTBALIH H BH3PACTHH.

4,2 Jo3npoBka H HAMHH HA NPHIOKEHHE
O3HPOBKA

JosupoBkata e nmpezcTaBeHa B Tabnuuara no-gosy. ITpn geua o joHomy No3ara Ha DIEKCHCTAT
JLKYHHBD ce onpenend cnopea TENeCHOTO Terno, o0nkHoBeHo € ot 7 o 10 mg/kg TenecHo Terno,
KaTO ¢AHOKpATHA A034a, A0 MaKcUMaTHa o01ia AHeBHa no3a ot 30 mg/ke.

BbE BCEKH Ctyyaii, HHTEpBaJia Ha PHEM ce OTNpPeAess OT CHMIITOMHTE H MAKCHMA/THATA RHEBHA 71034,
TOH He Tp2OBa Aa e Mo-KpaThK oT 6 uaca. [IpenopbunreHaTa MaKCHMANTHA 1032 He TPAOBa f1a ce
NpeRHIIABA.

[Tpu geua H 10HOLIH, aKO CUMITOMHUTE TIPOABL/DKAT NOBEYe OT TPH OHH WM Ce BIoLuaT, TpaOBa xa ce
KOHCYTHpaTE C JieKap.

AKO NpH Aelia W IOHOLIH Ce HANATA JIeYeHHe 3a NIoBeYe OT TPH AHH NMPHU BUCOKA TeMNEPaTypa WM
[oBeue OT YCTHPH JHH 34 NedeHne Ha Gonka, MW Npu BAOIIABaHE Ha CHMITTOMHTE, TpAOBa Aa ce

KOHCYJITHpATe C JieKap. =
~ <A 77
TenecHo Terno (Bb3pacT) EnmoxparHa 1032 MaxkcumanHa gHedH3 A0~ 6‘{-%
10 kg -15 kg (ot 1 po 3 roauuu) | 100 mg u6ynpoden 300 mg ubynpodes .opditeng,\ O,
(exBHBanenTHO Ha 2,5 ml) (eKBMBAJIE oz 3 _f. ;‘%
» £ B £ R
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16 kg -19 kg (ot 4 no 5 ronuuu) | 100 mg ubynpoden 400 mg udynpoden
(éKBHBaJIEHTHO Ha 2,5 ml) (exsuBanenTHO Ha 10 ml)

20 kg -29 kg (ot 6 no 9 roguun) | 200 mg ubynpoden 600 mg ubynpoden
{eKBHBaNIEHTHO HAa 5 ml) (ekBuBasieHTHO Ha 15 ml)

30kg-39kg(or 10 no 11 200 mg ubynpodeH 800 mg ubynpoden

rOAHHU) (EKBHBaNEHTHO Ha 5 ml) (exBHBaneHTHO Ha 20 ml)

> 40 kg (meua u 1OHOLIH Ha H 200 mg - 400 mg ubynpoden 1200 mg ubynpodeH

Haj 12 roasHn) (exeHBaneHTHO Ha 5 -10 ml) (exksuBaieHTHO Ha 30 ml)

Hexenanute peakiHi MOraT a ce cBeaT A0 MHHHMYM, KATO C€ H3M0J/13Ba Haii-HUCKATa eeKTHBHA
11032 38 Hal-KpaThK NepUo]] OT BpeMe, HeoOXOHM 3a KOHTpoJIHpaHe Ha cHMIToMHuTe (BX. Touka 4.4).

Cneyuannu nonyaayuu

[fatyeHTH B CTapueCKa Bb3pacT
He ce Hanara kopurupase Ha fno3ara. ITopaau opoduna Ha 6e30MaCHOCT (BIKTE TOouka 4.4)

nalHeHTHTE B CTapUecka Bh3pacT TpaOBa na 6baaT BHUMATETHO MPOCICAABaHH.

IManueHTH ¢ 6LOpeUHO YBpEKAGHE
ITpu maLKUEHTH C IEKO A0 YMEPEHO TEXKO YRpexaaHe Ha 6n0peunaTa QyHKIMS, He ce Hanara

KOpHUIHpAaHEe HA A03aTa (3a MauHEHTH ¢ TEXKKO yBpeeHa Ob0peuna QyHKUHS, BHXKTE To4Ka 4.3).

[laupeHTH ¢ YepHOAPOOHO YBpexaaHe (BHKTE TOUKa 3.2)
He ce Hanara kopuryupaHe ga 103aTta NPy NaguedT! ¢ ISKO A0 CPeaHO TEXKO YBPEKIRHE Ha

yepHoApoOHaTa dhyHKIMA (32 MALMEHTH C TEXKO YBpEIeHa uepHOApoOHa QYHKLHA, BIOKTE TOYKA 4.3).

[MexpaTpHuHa nonynauus
3a MpHIOKEHHE NPH JeUa U IOHOLIM, BHKTE TOUKa 4.3,

Hauud U NponbKHTENTHOCT HA NPHAOKEHUE
3a nepopanHo H KpaTKOCPOHHO NPHIOKEHUE,

Bytunkata TpadBa J1a ce pasinaiua godpe npeau ynorpeba. 3a TouHO A03MpaHe, B ONAKOBKATA HMA
HaJTHYHA J03Hpallla CIPHHIOBKA ¢ MepKH oT 1,25 ml, 2,5 ml, 3,75 ml u 5 ml.
Ilepopannarta cycniensus MOske Aa ObAe MpUeMana AUPEKTHO OT CIPHHLIOBKATA HIIH ¢ BOJA HIH COK.

[Tp# malMEHTH ¢ YYBCTBHTENEH CTOMAX, Ce MPENMOpPHYBa JIEKAPCTBEHUA MPOAYKT Aa ¢ MpHeMa o
BpeMe HA XpaHeHe.

4.3 TIlIporHeonokazaHAd

- CRpBEXYYBCTBHTETHOCT KbM aKTHUBHOTO BEIIECTBO, HATPHEB METHII - 4- xuapokcuGensoar (E219),
HATpHEB Tponua - 4- xunpokcubensoat (E217) unu kbM HAKOE OT MOMOLIHUTE BelllecTBa, H3OPOSHH B
ToyKa 6.1;
- MpH aHAMHE3A 33 MPUCTEIM Ha OPOHXOCTIAZEM, ACTMA, PHHKT, AHTHOSAEM WAK YPTHKapus, cien
NPHEM HA AUSTUICATULINIIOBA KHCENHHA HIIH APYTY HECTEPOUIHHN MPOTHBOBL3MAIMTENHH CPEACTRa
(HCIIBC);
- PH HEW3ACHEHH HAPYLICHHA Ha XeMOMOe3aTa;
- MPH MALMEHTH ¢ AKUBHA A3B4 WM aHAMHE3a 3a pelMHBHpaIia nenTHYHA 364/ KPBBOH3JINB,
HCTOPHA 32 TAKHBA (TIOHE 2 KWITH RoBede eNH30/a HA IHArHOCTHIMpPAHA A382 WIH KPbBOH3JHB),
- AHAMHE3a 33 CTOMAIHHO-YPEBHH KPLBOUINMMBH WIH nepdopanus BB Bpb3Ka ¢ NpeAliecTsalla
Tepanusi ¢ HECTEPOUAHU NMpoTuBoBb3nanuteaHu cpeactea (HCIIBC);
- TIPH MALMEHTH ¢ MO3IBYHOCHAOBH WIH APYT# AKTHBHH XEeMOparuH;
- Texka GpOpevHa Wi YepHOAPOOHa HEAOCTATEHHOCT;
- T&XKa ChpAcUYHa HepocTaThbHOCT (Knac IV no NYHA);
- TeskKa ASXHUAPaATALHA (MpHYHHEHA OT NOBPBIAHE, AHAPHA HIH HEAOCTATHYCH TP
- B NIOCJIETHHAT TPHUMECTBP Ha OpeMeHHOCTTa (BIDKTE Touka 4.6);

H nNpu




- Aeua ¢ Terno nof 10 kg vnun noa 1-roguinga BB3PacT, NOPAZM BUCOKO ChALPKAHKE HA AKTUBHOTO
BELLIECTEO 33 Ta3H BB3PACTOBA rpyna.

44 Cheuna/HH DpeAYApeXACHHA H NPEANAIHH MEPKH NpH ynoTpeba

HexenauuTe peakuyiy MOFaT a C& CBEAAT A0 MUHUMYM, KATO CE M3MON3Ba Hali-HHCKaTa eeKTHBHA
N032 33 HAl-KpaThK MEPHOA OT BpeMe, HeoOXOAMM 3a KOHTPOHpaHe Ha cHMIToMuTe (BXK. Touka 4.2 |
CTOMAIUHO-YPEBEH H CHPACYHO-CHAOB PUCK TO-A0NY).

CromamHuo-upesHa 6€30MACHOCT
[TpueMsT Ha uOynpoden eanospemerno ¢ apyru HCIIBC, sxmounTento v cenexktusrn COX-2

MHXUOUTOPH (LIMKNOOKCHIeHas3a -2 HHXHOHTOPH), TpAOBa a ce u3baArea.

ITanuenTH B cTapUecKa BB3PaACT

[TauueHTHTE B cTapueCKa BB3PACT HMAT MOBHLICHA YECTOTA HA HEXKEJIaHH JIEKAPCTBEHH PEaKIMH KbM
HCTIBC, ocobeno racTpo-uHecTHHANHO KbpBeHe | nepdopalimi, KOHTO MOTAT Aa ObAaT daTantu
(BikTE TOUKA 4.2).

CroMalIHo-4YpeBHO KEPBeHE, YINEepAlHA U Nepdopaliis

CroMalllHO-uUpPeBHO KbpBEHE, YLepala B nepdopauit, KOHTO Morar Ja Obaar (araauy, ca
noxnaneanu npu Beruku HCTIBC. Tsaxnara nosisa moxke Aa 6bAe BbB BCEKH €AMH MOMEHT 110 BpeMe
HA JICYCHHETO ¢ WK 6e3 NpeaynpekJapaild CUMITTOMH, HIIH MPEAHLIHA AHAMHE3A 33 CCPUO3HH
racTpo-HHTECTHHANHH ChOMTHA.

PUCKBT OT CTOMALIHO-YPEBHO KBPBEHE, YIILIEPalHa WK nepdopalid € nO-BHCOK NpM NOBHLIaBaHE HA
Aosara ta HCIIBC, npu naimenTH ¢ anamHesa 3a 538a, 0c00SHO aKo ¢ YCIIOKHEHA ¢ KpbBON3ITHE WiH
nepgopauua (BIKTE ToUKa 4.3), KAKTO ¥ NPH MALKWEHTH B ¢Tapyecka Bp3pacT. [Ipu TakHBa nauyeHT™
neYeHHETO TpadBa Aa 3anovHe ¢ HaH-HHCKATa Bh3MOXKHA A034.

3a Te3H MALUCHTH, KAKTO U 33 MALHEHTH, Ha KOUTO € NpeANHUcaHO NCYCHHE ¢ HUCKH JO3H
aneTHIACANMIMNIOBa Kncenuna (ASA) unu apyri nexapcTsa, CBbP3aHi ¢ FACTPOMHTECTHHANCH PHCK
(BHKTE TOUKa 4.5), TpaOBa Aa e 00CHAH Ne¢YEHHE ¢ MYKO30-TIPOTEKTHBHH J€KapcTsa (HalpHMeEp
MHCONPOCTON HAM HHXHUOHTOPH HA MPOTOHHATA NMOMIIA) (BIDKTE TOUYKA 4.5).

[TauenTH ¢ aHaMHE3a 32 CTOMAINHO-4peBHa TOKCHYHOCT, 0CO0OEHO aKo ca B CTapuecka Bb3pacT,
TpaGBa fa JOKNAABAT BCHUKH HeoOHuainy KOpeMHH CHMITTOMM (Hali-Beue CTOMAIIHO-YPEBHO
KbpPBEHE), 0COOEHO B HAYATHHTE €TANH HA JICUCHHETO.

Heo0xoauMo ¢ noBULIEHO BHUMAHNIE [IPH NAUKEHTH, TIpHEMAaLly €{HOBPEMCHHO JIEKapCTBa, KOMTO
MOTAT Aa MOBMINAT PHCKA OT YALCPAaLMH HIH KbPBEHE, KaTO NEPOPAHH KOPTHKOCTEPOHAH,
AHTHKOArYaHTH KaTo BapdaprH, CCHCKTHBHM CEPOTOHMHOBH MHXMOWTOPH Ha OOpaTHHA 3aXBaT WK
AHTUTPOMGOLIMTHH /IEKaPCTBEHH MPOAYKTH KaTo alleTWICAIHIMIOBA KHCE/TUHH (BHXKTE TOYKa 4.5).

Koraro HacThIH CTOMAIHO-YPEBHO KbPBEHE WK yiuepauis NpH NalHMeHTH, MpHeMaii H6ympoden,
ne4eHHETO TpadBa Aa Onle NpeKpaTeHo.

Jleuenuero ¢ ubynpoden TpaGra na ce npeKbCHe aKO MALHUECHTHT CTpaga OT KbpBEHE HIIH YILEPaLHA,

HCIIBC 1patBa aa ce npiiarar ¢ NOBHINEHO BHUMAHHE MIPH NALHCHTH ¢ AHAMHE3A 34 KbPBEHE OT
CTOMALLIHO-UPEBHHA TPAKT (HaNpHMED YILIEpO3eH KoNUT H fonect Ha KpoH), TEH KaTo TE3H
CBLCTOSHUA MOTAT Aa OBbAaT 060CTpenHHy (BIDKTE TOUKaA 4.8).

CopaeuHo-cbA0BH HIH MO3BYHO-CHA0BH CHOHTHSA
Heo6xonumo e BHHMaHKe (00CHKAAHE ¢ JIeKap WIH (apMarleBT) Npeay 3arovYBaHe Ha
MALMCHTH C aHAMHE3a 33 XHIIEPTOHHA B/UAH CBPACYHA HEIOCTATRYHOCT, ThH K4TO BB
HCIIBC Tepanuara ca AOKNAARAHU 3aAPHIKKA HA TEUHOCTH, XUNEPTOHMUA H OTOLM.




KnuHuyHuTE IPpOYYBaHHS MOKA3BAT, ue ynoTpebara Ha HGynpodeH, ocobeHO BBB BUCOKH A03H (2400
mg/neH), MOKe Jia € CBhp3aHa ¢ MOBKUIABAHE HAa PUCKA OT apTepHANHH TPOoMOOTH HU CHOMTHA
(HanpumMep HHQApPKT Ha MHOKapAa WK MHCyNT). KaTo uano enHAEMHONOTHUHHUTE NMPOYYBAHHA HE
nokKassaT BpE3Ka MEXKAY NpHemMa Ha nOynpodeH B HHCKH A03H (T.€. < 1200 mg/neH) u MOBHILIABAHE HA
pHCKa OT apTEPHANHH TPOMOOTHYHH CHOUTHS.

TTateHTHTE ¢ HEKOHTPOJIHPaHa XHOEPTO MU, 3aCTolHA ChpieuHa HeaocTarbuHocT (knac I-I11 mo
NYHA), ycTaHoBeHa HCXeMHYHA GonecT Ha ChpLETO, nepHbepHa apTepraHa 6onect WHiIH
MO3BYHO-CH0BO 3abonseane TpaOBa Aa ObaaT NeKyBaHH ¢ HOYnpodeH caMo ciiel BHUMATENHA
NpeLeHKa M J1a c€ H3bArear BUcokuTe 1034 (2400 mg/nen).

Tpadpa ga ce U3BLPLIBA BHHMATE/IHA TIPELICHKA M MPEAH 3anoyBaHe Ha JEJINOCPOYHO JICUeHHE Ha
MALHEHTH ¢ PUCKOBH (aKTOPH 3a CHPASHHO-CHAOBH ChOUTHA (HANpD. XMIICPTOHHA, XMNICPIUITHACMHUS,
3axapeH anaber, TIOTIOHONYLICHE), 0CO0EHO aKo ¢ HeOOXOAUM NPHEM Ha HOynpodeH BLB BUCOKH
103 (2400 mg/nen).

Koxnu peaknuu

MHOTrO paako € AOKIAABAHO 33 CEPHOZHU KOXHH PEaKLH, HAKOH C IeTaneH U3X0/, BKITIOYUTENHO
eKCPONHATUBEH JICPMATHT, CHHAPOM HA Stevens-Johnson U TOKCHYHA eNHACpMAaJHA HEKPOIK3a
{cunzpoM Ha Jlain) no speMe Ha geuenue ¢ HCIIBC (Buxkre Touka 4.8). Haii-ronsam puck 3a mossa Ha
TaKHBA peakUHH HMA B HAYATOTO HA NEYCHHUETO, THH KaTo CHOMTHATA HACTENBAT Npe3 MLPBHA Mecell B
noBeyeTo cay4dau. IIpH mbpBRH NpH3HALN HA KOXKEH 00pHB, JIe3HH IO JIMTABULNATE WM APYTH
NPU3HALM HA PEAKLHA Ha CBPBbXYYBCTBHTEIHOCT, JIeueHHEeTo ¢ ubynpode Tpadra na Obae
PEYCTAHOREHO.

[To u3kmouenye, BapHueaaTa Moxe Ja Obae NPHYMHA 32 CEPHO3HR KOKHH H MEKO-THEKAHHH
HH$pEKIHO3HK YeaoxHeHns. KM qHeINHa para gonpuHacsinata pons Ha HCIIBC 3a BnomasaHeTo Ha
Te3u HHEKLHH He Moxke Aa Objie H3KMIOYeHa. 3aToBa ce npenopbuBa Aa ce Hidsrea ynorpebarta Ha
uoynpoden B cnydaid Ha Bapylena.

JApyra uudopManns
H6ynpodeH TpabBa fa ce M3m0/138a CaMO Cejl BHEHMATE/THA [TpelieHKa Ha ChOTHOILIEHHETO TTON3a/PHCK
nOpu:
- BpPOAEHH cMYilleHHs B OPpPHPHHOBHA MeTAabOAM3BM (HAPHMEP OCTpa HHTEPMHTEHTHA
nopdrpus);
- cucTeMeH nymyc eputeMatozec (SLE), kakTo H ¢hec cMeceHa GpopMa Ha KoJiareHo3a (Ba.
Touka 4.8).

Heobxoaum e CTPHKTEH MEAHLIMHCKH KOHTPOJ, 0CO0OEHO B CII€AHHTE CIYHaH !

- yBpeneHa OuOpeuna GyHKLMA (KaTO OCTPO BliomiasaHe HA 6bOpeunara pyHkuMa MOXKe Aa
HacTHITH NpH NAUKWEHTH ¢ npealtecTsano 0x0peyHo 3abonaBane);

- [pH AEXUAPATALHA,;

- MpH HapyuleHa yepHOapoOHa GYHKLINUS;

- BeJHAra cref rojisMa XHpypru4yHa HHTCpPBEHLIHA,

- IpH MAUHESHTH ChC CEHHA XpeMa, ¢ HA3AJHH MOJIUIH, ¢ XPOHHUYHO BR3NAJICHHE Ha HOCHATA
JUraBHiia UAM XPOHWYHA O0CTpYKTHBHA OenonpobHa H0oMecT, Thil KaTO MPH TAX PHCKA OT
anepruvHy peaKiiii € Mo-rofiaM. TakuBa peaKilMH MOraT J1a Ce MPOoABAT KaTo aCTMATHYHH
NPHCTHIH /TaKa HapeuyeHaTa aHAUINCTUYHA aCTMa/, aHrHOEAEM MJIH YPTHKapHH;

- TIAUMEHTH, NOKAZAIH ANCPTHYHH PEaKIMH KbM APYTid JIEKapCTBa, THi KaTo NPH TAX HMa
NOBHINEH PHCK OT pa3BHBAHE HA PEaKLH Ha CBPBXYYBCTBHTENIHOCT MpH ynoTpebaTa Ha
HOynpogen;

HaOmogapaHu MHOro paaKko. IIpH MbpBEY NpHU3HALIM HA peakLiMi Ha CBPBXYYBCTB
ynotpeGa/ npunoskerue Ha ubynpoden, Tpa6ra aa ce npeKbeHe JeueHHeTo. B 3apuc

CUMITTOMHTE, CC NPCAAPHUEMAT HﬁOﬁXGﬂHMH MEPKH OT CNICIHAITHCT.



HobynpodeHn Moxke BpeMeHHO 1a HHXUOHpa TpoMOOLMTHATA arperalia. 3aTORA IMALHEHTH C ChC
CMYLIEHHA B KPbBOCHCHPBAHETO TPAOBa Aa Ob/IAT BHHMATEITHO NPOCeAABaAHH.

[Ip1 npoabmKkMTENHO NpUNnoXkeHre Ha ubynpodeH ¢ HeoOX0UM KOHTPON Ha HHBATa Ha
YepHOAPOOHHTE EH3IHMHU, NOKA3aTe/IHMTe 3a Op0peuna QyHKLHA, KAKTO H cliefeHe HAa KpbBHATa
KapTHHA.

ITpu npoabLKUTENHO MPHEMaHE HA BUCOKHM N03H HONKOYCNOKOSBaLIM TEKapCTBA MOXKE 1A ¢ IMOABH
rnaso6onue, KOETO He OTIIYMABA. AKO TOBA c€ € CIYYBa/IO H npeaH WiH Moke Aa 6bae npeABHACHO,
TpAOBA fla ¢e MOTBHPCH NEKAPCKH CHBET U ICYeHUETO Ja ce NMpeycTanoBH. JJuarHo3a MeAuKaMEHTO3HO
HHAYUHpaHo riaBobonmue Tpadea Ja ce MpeABHAH NPH MALHECHTH, KOHTO UMAT Y€CTO HWIH [TIOCTOAHHO
rnaBobosre, He3aBUCHMO OT peoBHAaTa ynorpeda Ha JIeKapeTBa 3a rarobonue.

Hait 06mo peaosHara yriioTpeba Ha aHANCETHLIM, 0c00eHO B KOMOHHALMA, MOXKE J1a IOBEAE A0 TpaiHHO
yBpexaHe Ha OBOpelnTe ¢ prcK oT TpaliHa GEOpevHa HEAOCTATHYHOCT (aHANreTHHHA HedponaTus).

EnxxoBpemennaTa ynotpeba ¢ ankoxoj no epeme Ha teueHnero ¢ HCIIBC Moxe fa 3acHiIM CBbp3aHH
¢ aKTHBHOTO BELIECTBO HEXKETAHHU PeaKLHH, 0COOeHO TAKHBA, KOUTO MOBIHABAT CTOMAILHO-YPEBHHS
TPAKT WIH HEHTPAJIHATA HEPBHA CHCTEMA.

HCIIBC moxe Aa MackHpaT CUMOTOMH Ha HHPEKUHA HWIH TOBHIIEHA TeMIepaTypa.

IleAHaTpHUYHA TIOMYIALIHS
CautecTBYBa PHCK OT OEOpEHHO YBpEKAaHE NPH JEXHAPATHPAHHU A¢LA H JOHOLUH.

3a BAHAHHE BhPXY QepTHAUTETa NP XKEHH, BIDKTE TOUka 4.6.

[peaynpesxneHus OTHOCHO MOMOIIIHHTE BELICCTBA

Onekcucran [JHDKyHusp cbAbpka TeueH ManTuTod (E965). [laudenTH ¢ peiku HacneACTBEHH
npolaeMH Ha PPYKTO3HA HEMOHOCHMOCT TpIOBa a H30ArBAT TOBA IEKAPCTBO.

Onexcucray JLkyHUEp cbAbpKa HaTpHeB MeTHI-4-xuapokcubensoar (E219) u HaTpues nponmn-4-
xuapokcubensoar (E217), kouTo Morar Aa Npeau3BHKaT ajieprivHa peakius ot 3abaBeH THIL.

4.5 BlaumofeilcTBHE ¢ APYIH JEKAPCTBSHE NPOAYKTH R ApYrd GopMu Ha BiauMogeiicTaue

Hbynpogen, kakto u apyrate HCIIBC Tpatea aa ce npusara ¢ mopHileHO BHHMaHHe B KOMOHHaUWA
ChC CNCAHUTE JIEKAPCTBEHHA NPOAYKTH:

Hpyru HCIIBC ¥ aneTHicanuinnoBa KMCETHHA
[Mopanu cuHepruyuHus eeKT, AHOBPEMEHHOTO NpHIokeHUe Ha HOynpodeH u Apyrn HCIIBC moxke

A3 YBEHYH PHCKA OT CTOMALHO-YPEBHU A3BH W KPBHBOU3IHUBH, 3aTOBA €AHOBPEMEHHOTO MPHIIOKEHHE
Ha ubynpodeH ¢ apyru HCIIBC tpabea na ce u3barea (Buxkre TouKa 4.4).

UIrOKCHH, PeHHTONH, TATHH
EnHOBpeMEeHHUAT NpHeM Ha HOynpodeH ¢ AUrokcUH, GeHUTOKH WU JIMTHI MOXe 1a 10BeJe J0
MOBHINABAHE HA CEPYMHATA KOHLUCHTPALHA Ha TE3H JISKAPCTBA. AKO €€ IIPHAraT, KaKTo € MOCOYEHO
(MakCHMYM 3- 4 HH), OOHKHOBEHO He Ce Hajlara Npoclie/IBaHe Ha CTOMHOCTHTE Ha NWTHH, JUMOKCHH
¥ (EeHUTOHH B CEpyMa.

Inyperuun, ACE unxuoutop, Gera perientopHH 6nokepH H anrHoTeH3uH 1 peuentopHu

AHTACOHHUCTH
HCTIBC moxe Aa HaManAT ASHCTBHETO HA AHYPETHLH M AHTHXHIICPTEH3MBHH JieKapcTea, [1Ip
MALMEHTH ¢ yBpeaecHa Ou0peuna GyHKuua (KaKTo W AeXUAPATHPAHU MAIMCHTYH WK nauue
cTap4ecKka Bb3pacT ¢ YBpEACHa YepHOApoOHa QyHKIMA) cAHOBpeMeHHaTa ynoTpeba Ha
HHXUOUTOpH, OeTa BaokepH WM aHrHOTeH3HH 11 penerTOpHH aHTarOHHCTH, € ICKapCTB
UHXMOHTOPHU Ha LIHKIOOKCHTEHA3aTA, MOJKe 1a IoBeiE 10 BiolaeaHe Ha 6x6peunara ¢
BKJIIOUMTENHO 0CTpa 6u0peuna HEAOCTATHYHOCT, KOATO B TIOBSUETO CiTyHaH ¢ obparuma.
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Taxkapa KOMOWHaLwWsa TpaOea ga Obae NpunaraHa ¢ NOBUILLIEHO BHUMAHHWE, 0COOSHO IPH MALIHEHTH B
crapyecka Bb3pact. [lauuenture TpgOBa na 6BAAT CHBETBAHH Aa [PHEMAT JOCTATHYHO KOJIUYECTBO
TEYHOCTH M PEJIOBHO [a HM C€ Ha3HAYABaT H3CJ/ie[BaHUA HA [IoKazaTenure Ha OuOpeunara dhyHxims
C/Ie]] 3a10UBaHE Ha KOMOHHHpaHa Tepanus.

EaHoepeMEHHHAT npHeM Ha HOYNpodeH i Kanuii-ChXpaHaBallli AMYPeTHIM MOXKe Ja JoBeaeE J0
XUMepKATHEMHS.

I AIOKOKOPTHKOHAH
EanoBpeMeHBOTO Npuiarade Ha ubynpodeH d rinoKOKOPTHKOWAH YBENHYaBa PUCKA OT CTOMAIIHO-

YpeBHH A3BH H KPBBOHINHBH (BIKTE TOYKA 4.4).

Huxuburopu Ha TpomBounTaaTa arperaliia H CEICKTHRHUA UHXUOUTOPH Ha oOpaTHOTO 2axsauiade Ha
CEPOTOHVH

ITopHiieH pHCK OT CTOMALUHO-YPEBHH KPBHBOU3NHBH (BHIKTE TOUKa 4.4).

ALIeTHICANULIWIIOBA KHCEIHHA
OOHKHOBEHO HE CE NMpenopbUBa €AHOBPEMEHHO NpUiaraHe Ha HOYNPodieH H aleTIICATHI[HIOBA
KHCENUHA, NOPAAH BEPOATHOCT OT MO-TONAMA YECTOTA HA HEXKEJIAHUTE PEAKLMH.

ExcriepyMeHTaNHH JaHHH CO4aT, Ye HOynpodheH Moxe Aa NoTHCHE eeKTa Ha HHCKUTE JA03H
ALETHACATTHIIMIIOBA KHCE/IHHA BBpPXY TPOMOOLIMTHATA arperauus, Korato ce npueMaT ¢AHOBPEMEHHO.
Bbrpeky TOBa, OrpaHUYEHHATA HA TE€3H JAHHHU U HECHI'YPHOCTTA [IPH EKCTPAMNIIMPAHE HA NAHHUTE €X
VIVO KbM KIMHHYHH CHTYALIMH MOKAa3BaT, Ye He MOXE Aa ce H3Baay TRHPHO 3aKMOYeHHE [0
OTHOLICHHE Ha pefioBHATa ynoTpeba Ha HOynpodeH 1 € MANKO BEPOATEH PENEBAHTCH KIMHMYCH
edekT, BEPOATEH NPH pAAKa ynioTpeda Ha nOynpodeH (Brxre Touka 3.1).

MetoTpekcar
[Ipunoxenuero Ha HOynpodeH B paMKUTE Ha 24 yaca NpeaH WK CleX pUeM Ha METOTPEKCaT, MOXke

Ja NOBEAS N0 yBe/IMYaBaHe HA KOHLEHTPALUATA HA METOTPEKCAT U IO Ta3H IpHYHHA JI0 YBEIHYaBaHE
Ha TOKCHYHHSA MY edekT.

LInKnocnopun

CmATa ce, ue enHospeMeHHo npueMare Ha HCIIBC 1 nMKnOCIOpHH € Bb3MOXKHO Aa IOBUILM PHCKA
oT HepoToKkcU4HOCT. To3H edheKT He MOXKE JIa ce H3KITKOUM IIPH eXHOBpeMEHHA ynotpeba Ha
LMKJIOCTOPHH H HOynpodeH.

AHTHKOATYJIAHTH
HecTeponanuTe BB30ANUTENHH CpeIcTBa MOTAT Ja 3aCH/IAT e()eKTa Ha aHTHKOAryIaHTUTE, HATIPUMED
BapdapuH (BIKTE TOUka 4.4).

CyndoHHIYpeiiHH JEKaAPCTBEHH TIPO H

KyTHHMYHH NpOYyYBaHMA MOKA3BaT JIEKAPCTBEHH B3aHMOACHCTBHS MEXAY HECTCPOUAHH
NPOTHBOBB3MAJIUTENHH JIEKAPCTRBA M NEPOPATTHH NPOTHBOAHAGETHY TEKapCTBEHH ITPOXYKTH
(cyndouunypeiinu nexapersa). Bonpeku, e HamMa JoKasaHa BpE3Ka MEKEKY HOYTIpOdeEH u
cyNGOHITYpetiHH IeKapCTBEHH MPOAYKTH, ce Mpenophusa H3c/ieAsaHe Ha HHBATa Ha KPbBHATA 3axap
KaTo MpeAna3Ha MApKa NMPH €ZHOBPEeMEHEH NpHUEM.,

Takponumyc
ChulecTBYBa NO-BHCOK PHCK OT HePPOTOKCHYHOCT, KOTATO HOYTNpOPEH H TAKPONMUMYC C€ MPHIATAT

eHOBPEMEHHO.,

3unoBYAHH
Hima nopyIlIeH PHCK OT XeMapTposa i XematoM npu HIV nosutHeuM xeModumuiu, KOHY

€AHOBpEMEHHO MpHeMaT 3HAOBYIHH H HOYNpodeH.

IIpoGeneuma u CyIPpHANUPa3OH




JlekapcTBa, ChAbpKALIH NpobeHey WK CYIHUBNUPA30H, MOraT Ja 3a0aBAT eKCKpEeHHATA HA
ubynpodeH.

XHMHOTOHOBH AHTHOHUOTHITH

JadHH OT npoyuBaHUA MpH KHBOTHH codar, ye HCIIBC MoraT ga yBenHuaT pHCKa OT I'bpUOBE,
CBBP3aHW C XHHONOHOBH aHTHOHOTHLUMY. [laiiueHTiTe, npremMain HOynpodeH H XHHONOHH MOXE /13 Ca
M3JI0XKEHH HA NMOBMILIEH PYUCK OT MOABA HA I'bPHOBE.

CYP2C9 unxuduropu
EnHoepeMenHOTO npinoxenre Ha ubynpoden u CYP2C9 uHxuGHTOPH MOKE AOBEAEC A0 NOBHINCHA

excriozulMa Ha ubynpoden (CYP2C9 cyberpar). [Ipoyusane ¢ BOpHKOHA301 H QUIYKOHA30N
(mHxu6uTopu Ha CYP2C9) nokassa 80-100% ysennueHue Ha ekcno3uiMaTa Ha S{(+) ubynpodeH.
Tpabsa na ce HMa npeaBH HaMalABAHE Ha Ao3aTa Ha HOynpoded NPH eAHOBPEMEHHO NPHIMKEHUE C
MouHH HHXHOuTopu Ha CYP2C9, ocobeHo B cnytianTe Ha eAHOBPEMEHHA yrioTpeba Ha BUCOKH IO3H
HOyNpodeH ¢ BOPHKOHA30M K (JIYKOHA30/M.

4.6 Peprunurer, GpeMeHHOCT H KhpMeHe

bpemMenHoOCT

[ToTuckaHeTo Ha NpocTarnTaHAHHOBATA CHHTE3a MOXKE 4 [TOBJIHAE Ha OpEMEHHOCTTA H/HAH
eMOpHOHaAIHOTO/deTanHoTO pasBHTHE. [laHHU OT enUACMHUOIOrHYHH NPOYYBAHHWA NMOKA3BaT MOBHIICH
pHCK OT a0OPT H ChpAcHHH MANGPOPMALIMH H FacTPOCXH3a Clied NPHIOKEHHETO Ha HHXHOHTOD Ha
NPOCTANIAHAWHOBATA CHHTE3a B paHHATA DpeMeHHOCT. ABCOMIOTHUAT PHCK OT CBPAESHHO-CHAOBH
maniopmaLiH € Oun nosuied ot noA 1% no okosno 1,5%. Cmata ce, Ue PUCKBT Ce MOBUILIABA C
A03aTa U OPOIBILKHTENHOCTTA HA JE€YEHHETO.,

[Ipu xHBOTHH NpHEMAaHETO HA HHXHOUTOP Ha MpOCTArlaHAHHOBATA CHHTE3a € NOKa3aJl, 4e BOAH 10
NOBUILIEHH 3aryOH Ha IUI0JA NPEAM H Cled UMILIaHTauuaTa H eMOpHo-deraneH neranurer. Karo
JAONMBJIHEHHE, NOBULICHATA YECTOTA HA PA3IHYHK MapOpMAaLIHH, BRJIFOYHTEIHO ChpASHHO-ChAOBH, Ca
JOKNAABAHU NPH XKUBOTHH, HA KOUTO € OPUIAraH HEXHOMTOP Ha MPOCTarJaHAWHOBATa CHHTE3a Mo
BpEMe Ha OpraHoreHesara.

I[To BpeMe Ha BPBIA H BTOPHA TPUMECTEP Ha GpeMeHHoCTTa, HOYyTIpodeH He TpaGea fa ¢e npuiaara,
OCBEH aKO0 He € abconoTHo BeoOxoauMO. Ako HOYNpodeH ce MPUIATA NPH KEHH, KOMTO ce ONMHTBAT
na 3abpeMeHeaT WIH N0 BpeMe Ha IThpBHUA U BTOPHA TPHMECTBP Ha OpeMeHHOCTTa, Jo3aTa TpaOBa fa
ce MNOAABPXKA BB3MOXKHO Hall-HHCKA H NPOABLIDKUTENHOCTTA Ha JIEYEHHETO - HAH-KPaTKO.

ITo BpeMe Ha TPETHS TPUMECTHP BCHYKH HHXHOHTOPH HA MPOCTAIIAHAHHOBATA CHHTE34 MOTAT A4
NOAJIOXKAT TUToJa Ha:
- KapaHOMYJIMOHATHA TOKCHYHOCT ( C IpeXKaeBpeMeHHO 3aTBapAHe Ha ductus arteriosus U
HenogpobHa XHNEpPTOHHA);
-  OBuOpeuHa NMChYHKIEA, KOATO MOXKeE A porpecHpa B 6b0peuHa HENOCTATEYHOCT C
nocneAsaLy OMHro-XuapaMHHOH. '
Maiikata 1 njiona B Kpad Ha OpeMEHHOCTTA ¢a NOIOKEHH Ha CIISAHHA PHCK:
-  YABJDKAaBaHE Ha BpeMeTO Ha KbPBEHE;
- MOTHCKAaHE HA MATOUHHTE KOHTPAKLUH, KOETO MOXe Ja JOBEAC A0 3a0aBCHO HIIH YABIDKEHO
PAKIAHE;
Cnenosarento ubynpodes € NpOTUBONOKA3aH MO BpeMe Ha TPeTHs TPUMECTEP Ha Gpe

KvpMede
HU6ynpodeH 1 Heropure MeTaboONUTH MpeMHHABAT B HUCKH KORHUMECTBA B KbpMaTa.

MOMEHT HE ¢a U3BECTHH BPEAHH eeKTH BbPXY KBPMAu€eTo, Nopaay KOeTo 0OHMKHOBE
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NpeycTAHORABAHE HA KbPMEHETO MPH KPAaTKOCPOUHO H3MOJI3BaHe Ha HOynpodeH B MpenopbUBaHHTE
AOBH.

Depruurer

[punoxenuero Ha uGynpodeH Moxe na yspeau GepTHIIHTETA U He ce Npenopbyuba NpH :KEHH, KOUTO
ce ONUTBAT J1a 3a0peMeHeAT. [IpH skeHH, KOUTO UMaT TPYJHOCTH Jia 3a0peMeHeAT WiH KOUTO Ce
MOANAraT Ha uscneapatus 3a Gesnnoaue, Tpabea ga ce OOMUCAM NPEKLCBAHE HA NEYSHUETO ©
Hoynpoden.

4.7 EdexTn BBpXy cnocofHoCcTTA 32 modupane H padoTa ¢ MAIIMHK

To3u fiekapcTBEH NPOAYKT HMA HE3HAUHTENHO BIHAHHE BBPXY CIOocOOHOCTTA 3a WodupaHe H paborta
C MalllHHH.

Twit kaTo npuwiaraneTo Ha HOyNpodeH BB BHCOKH 1031 MOXKE Jia JOBEAC A0 CMYIIEHHUA B
LIEHTPATHATA HEPBHA CHCTEMA KaTO YMOpa H CBETOBBPTEXK, TO MPH HAKOH NallHEHTH TOBA MOXKE Nia
O1ae HapyLleHa CriocoGHOCTTa MM 3a y4acTHe B ITbTHHUS Tpaduk u/Mnu cnocoOHOCTTa UM 3a padora ¢
MalIHHKA. TOBA Ba’kH B rofiiMa CTeNeH NpH ¢AHOBpEMEHHATa ynoTpeda Ha alfKoXoll.

4.8 Hexenann JexapcTBeHH peaKUHH

B 1034 pa3aen 4YecTOTa Ha HEXKECHAHMTE NIEKAPCTBEHH peaKLMH € ONPENCIeHA N0 CIIeAHHA HaukH;
Muoro uectd 1/10); yectu (=1/100 no <1/10), wewectn (=1/1 000 no <1/100), penxn (=1/10 000 no
<1/1 000), MHOro peaxu (<1/10 000), ¢ Hew3BecTHA YecTOTa (OT HANHYHHTE JAHHU He MOXe J1a O
HalpaBeHa OUCHKA).

HsbpoeHuTe No-A0My HeKEARHM JICKAPCTBEHH peakuH BXmouBaT BcHuku HJIP, noxnaasany no
BpeMe Ha JieueHHe ¢ HOynpodeH, BKIKOYHTENHO H MIPH ABATOCPOUHO ICUSHHE C BHCOKH JIO3H MPH
NMalMeHTH ¢ PpEBMATHIBM.

[locoueHnaTa 4ecTOTa Ha HEXKEIAHHTE PeaKUHH, B TOBA YHCIIO M Ta3H, KOATO HAAXBBHPIL MHOTO
PEOKHTE HEXENAHH PEakiiMH, C€ OTHACA 33 KPATKOCPOUHO JICUEHHE B JHEBHH RO3H 20 MakcuMyM 1200
mg udynpoden (= 30 ml nepopanya cycneH3na) 3a nNepopaHO NPRIOKEHHE H MaKCHMAaNHA 1034 A0
1800 mg 3a cyno3sHTOpHUTE.

H36poeHHTE No-A00y HeRENaHH NEKapCTBEHH PEaKL|H ca ONMpeAc/IeHo J0303aBHCHMH H 3aBHCAT OT
HHAMBUAYAIHHTE PSAKLIHH HA MALHEHTHTE.

Haii-uecTo HabMOAaBAHHTE HEXKENAHU PeakLMH €A CTOMALIHO-YPEBHHA. MOraT Aa HACTBIAT NENTHYHH
A3BM, NepdopaLms HIH CTOMALIHO-YPEBHO KBpBEHE, NOHAKOra (patantu, ocofeHO NPH NaLMeHTH B
cTapyecka BB3pacT (BHKTe Touka 4.4). Ciell NpUIOKEHHE ca JOKIAABAHH rajeHe, opphLIaHe,
auapus, GRaTyacHUMS, KOHCTUNALMA, JUCTIENICUA, KOPEMHa DOJIKa, MeJIeHa, XeMaTeMe3a, YALEepo3eH
CTOMATHT, ek3aepbalmMa HAa KOMT U Bonectra Ha KpoHn (srxre Touka 4.4). [To-paako e HabmogasaH
racrput. Kato npasmno, nogsaTa Ha CTOMAHO-YPEBHO KbpPBEHE 3aBUCH OT A03aTA U
[POABMKUTENHOCTTA HA GYCHHE.

Otouu, XMNEPTOHHS M ChPACYHA HEAOCTATHYHOCT Ca AoKIagBaHy BHB Bpb3ka ¢ neveHne ¢ HCIIBC.

KIHHHYHHTE H e[IMASMHAONOTHYHH MPOYYBAHHA COYAT, Ye MpHIoKeHHeTo Ha ubynpoden, ocobero
BRBR BHCOKU A03H (2400 mg NHEBHO) U NPOABIDKUTENHO BpeMe MOXKS JISKO 1a NOBHILM PHCKaA OT
apTepuanHe TpoMGOTHURH CHOMTHA (HanpHMep uE(apKT HIH HHCYAT) (BiDKTE TOuKa 4.4),

Hugexuuu u nndecTanum
MHorg peaxu:
OfocTpaHe Ha Bb3NajeHHe, CBRBP3aHO ¢ HHPEKLUHA (HanpHMeEp pa3sBHTHE Ha HEKPO /

neKapcTBa.
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AKo o BpeMe Ha ynorpeda Ha Dnexkcucraj [JpKyHHBD ¢¢ NOABAT WM BIOINAT CHMITTOMH Ha
HH(EKIMA, NPENOpBhYBa ce MANUSHTHTE Aa ¢¢ 00BPHAT KuM Jiekap He3abaeHo, Tpabea aa ce ycTaHORH
Najld UMa NOKA3aHHUA 334 aHTHHHGEKLMO3HO/AHTHOHMOTHYHO JICYEHHE,

Msoro peaku;
CHMNTOMH Ha acenTHYSH MCHHHIHUT OPOTHYALIL ChC CXBAHAT BpaT, IMaBo6onue, rageHe, NosphillaHe,

eOpHAKTET UAW CMYHIEHHA B CB3HaHHeTO. [lalMeHTH ¢ aBTOHMYHHM 3a00NABaHHA (CHCTEMEH YTy
EPHTEMATOAEC, CMECEHH CheAMHUTENHO-ThKAHHHU 3a00NABaHKA) W3rNeKaa ca apeapasnoOKCHH.

Hapymienust Ha KpbBT2 U JUMPHATA CHCTEMA

MHoro peskHm:
Hapyienus B xeMonoesara (aHeMH3, IEBKONCHUA, TPOMOOLMTONCHHUA, NAHUHTONEHHA,

arpaHyJoLuTO3a).

[TepeUTE NpH3HALM MOXKE Ja BKOYBAT: TPECKA, BE3MAACHO I'bPJIO, MOBBPXHOCTHH JIC3HH B YCTaTa,
rpunonogodHd CHMITOMM, M3pa3eHa yMOpa, KbPBEHE OT HOCA H KOXKHH KPBHBOM3NHBU, B TakHBa
cllydad nauMeHTsT TpAbBa Aa 6b/Ae NOCHBETBaH He3abapHO Aa cnpe NpHEMAa Ha IeKapCTBOTO, 1a
U30ATBa BCAKAKBO CAMOJIEUEHHUE C aHANTETHLH B aHTHNUPETHLIM U A4 ce KOHCYJITHpa C JieKap.

KpBBHaTa kapTHHA TpaOBa g2 ObJAE NpoRepPIBaHA PEAOBHO B Cly4ail HA ABITOCPOYHO JICUCHHE.

Hapymenna Ha HMYHHATA CHCTEMA

Heuectn:

Peakuym Ha CBPBEXUYBCTRHTENHOCT € OOPHR, ChPOEkK, KAKTO H MPUCTHIIH HA 4CTMA (B HAKOH CIIyYaH
¢hC CIWIEH CNaZ B KPBBHOTO HAJIATAHE).

B Te3u cnyuyam Ha naipeHTa ¢ 00ACHEHO 1a Ce CBBKE BEHArA C JieKap H [1a He npuemMa HoymnpodeH.

MHOro pezKHu:
Texxxu o0y peakuun Ha CBPHXYYBCTRHTERHOCT. T MOTAT Aa C€ H3Pa3sBAT B OTOK Ha AKLETO,

HaO1OBaHe Ha €31Ka W JAPHHKCA, OTOK Ha TAPHHKCA ChC CTECHARAHE HA JUXATENHUTE MBTHINA, 3ayX,
cbpueOHeHe, NOHMWKABAHE Ha KPBBHOTO HATATAHe J0 TOYKATA HA XXHBOTO3aCTpallapalll oK.

AKO HEKOH OT TE34 NPUIHALM CE NOABAT, NOPH NPH IMPHEM Ha JTEKaApCTBCHHA NMPOAYKT 3a TbPBH BT, €
HeobxoaHMa crielIHA MeHLIKHCKA ITOMOLLI,

Ilcuxn4yan Hapymenns:

MHoro peaku:
[IcuXOTHUHH peakiiHK, Aenpecus

Hapyuienun Ha HepBHATA CHCTEMA

Yecru:

Hapyurenus Ha eHTpanHaTa HEPBHA CHCTEMA, KAaTO MaBobolie, 3aMatHOCT, 6e3chHME, B30y A,
pa3sapazHUTENHOCT H OTIAJHAJIOCT.

Hapymenus na ounre

Heuectu:

3puTennu HapymeHua. B Tosu cayyaii, mauueHTTe TpaGra Aa WHGOPMUpAT CBOA JIeKap U [a ce
NPEYCTAROBAT NpHeMa Ha HOYIIpOhEH,

Hapymwienun Ha YXOTO ¥ Aa0UpunTA
Penku: Tunutyc.

ChpaeuHH HApYHMICHHA
MHOro peikH: chplefHeHe, ChplaeUHa HEAOCTATHYHOCT, MHOKApAEH UHGAPKT.
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CwaoBun HApYIIEHHSA
MHOro peaKH: apTepuanHa XUnepToHUA

CroMamHO-4YpeBHH HAPYIIEHHS

Yectn:

OnnlakBaHis OT CTpaHa Ha CTOMALIHO-YPEBHHA TPAKT KATO KHCEMHHH B cToMaxa, abaomunanHa Gonka,
rafieHe, NOBpblUiaHe, QIATYICHUUA, THAPHA, KOHCTUMALIMA ¥ MAJIKH CTOMALITHO-YPESBHH KPhRO3arydu,
KOETO B H3KJIIOYHTETHO PEIKHA CIIYYad MOXKE J1a IOBEAS X0 aHeMHUA.

Hedectn:
CToMalIHO-YPEBHU A3BH ¢ KBPBEHE H nepdopalusd B HAKOH CITyYaH, YILEpPo3eH CTOMATHT, 0D0CTpaHe
Ha KOAUT H Donectra Ha KpoH (BHKTe Touxa 4.4), racTpur.

Muoro peaku.
Eszodarur, nankpearur, o0pa3zysaHe Ha HHTECTHHAIHH JHadparMonoaoOHH cTpuKrypd. IlauueHTHTe

Tpi6Ba na ObAaT ChbBETBAHM JIa CIpaT NeueHHETO ¢ HOynpodeH U 1a ce KOHCYJITHPAT ¢ IeKap BeaHara
IIOM YCeT4T No-CHIIHA aboMuHaHa O0/ka WIKM NoABA HA MEJICHA M XEMaTeMe3a.

XemaToOMAHAPHH HAPYIIEHHAS

MHoro peaku:

HapymeHue na yepHoapodbHara pyHKLMA, YEPHOAPOOHO yBpexIaHe, 0COOEHO NMPH NPOABLIKHTENHO
NpHIOKEHHE, YepHOAPOOHA HEAOCTATBYHOCT, OCTHP XEMATHT.

HapyweHHs HA KOXKATA H NOJKOXKHATA THhKAH
Heuecty;
Pasnnune no BUA KOXKHU OOpHEH

MHoro peaku:
bynosHa koxXkHa peakLMa KAKBATO € CHHAPOM Ha Stevens-Johnson ¥ TOKCHUYHA EITHICPMAIIHA

HeKponu3a (cHHapoM Ha Jlaiin), anonemus.

[To u3kmouyeHne CepHOIHH KOKHM YHPEKLIHY U YBpEKIaHUA HA MEKMTE ThKaHH MO BpeMe Ha
UH(PEKLHA C BapHLIeNia, MOXKe Ja ¢e noasiaTt (BIKTe cbito ,, HHdexinu u uadecTauun’™).

Hapymenns na 0b0peuure H NHKOYHATE NLTHINA

Penku:

VYepexnaHe Ha 6L0peuHaTa ThKaH (HeKpo3a Ha 0B0petHuTe Namuin), ocobeHo NpH NPOABIDKHTEIHO
JeyeHue, NOBUIIEeHH CTOMHOCTH Ha MUKOYHA KHCEJIHHA B KPbhBTA.

MHoro peaku:

Onuroypua v odpaszysaHe Ha OTOLM, OCOOEHO NMPH NALHEHTH ¢ APTEPHAIHA XWUTNEPTOHHA HIH
6LOpedHa HEOCTATHUHOCT, HePOTHYEH CHHAPOM, HHTEPCTHIHANCH HedpHT, KOiiTo MoXke xa Obae
CBIIPOBOAEH ¢ OcTpa OBOpEUHA HEAOCTATHYHOCT.

TpadBa peaorHo Aa ce npocieasea ObOpeyHara GyHKIHA.

Cro0mapaHe HA MOKOIHPAHH HeXKe/TANH PEAKIIHH
Cro0masaHeTo Ha MOO3IHPAHH HEXKeNlaHH PeaKU|H cliel] pa3pellaBaHe 3a ynoTpeda Ha JeKapcTBeHHA
NPOAYKT € BaxkHo. ToBa No3Bo/IgBa Aa NPOABIDKH HAOMIOAESHHETO Ha ChOTHOIEHHETO NON3a/PHCK 38
fieKapcTeeHHd NpoaykT. OT MEAMLIMHCKHTE CHELMATHCTH Ce H3HCKBaA Aa ChoOIIaBaT BCAKA
NOA03MpaHA HeXeNnaHa peaklus 4pes:
HanmeiiHuTeNHA areHIHA 110 JISKapcTBaTa
yn. ,, Jlaman ['pyep” Ne8

1303 Codms

Ten.: +3592 8903417

yebcaiiT: www.bda.bg
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4.9 IIpeaozupane

CHMITOMH Ha IpeAO3IHpaAHE

CuMOTOMH Ha Mpeno3upaHe MOIaT Ja BKITIOMBAT CMYLIEHHA B LICHTpAJTHATa HEPBHA CHCTEMA, KATO
rnapobonKe, 3amMagHOCT, CBHAHUBOCT H 3aryda Ha ch3HaHMe (NMPH Aeua ChIIO0 H MHOKIOHHYHH
NPUIAALLUNA), KaKTo ¥ abdroMuHanHa Oonka, rageHe v nospoiade. OCcBeH TORa, NALMEHTHTE MOTaT Aa
NOJIYYaT CTOMAIHHO-YPEBHO KbPBEHE H CMYLIEHHA BLE (GYHKLHATA HA yepHud Apob n OuOpennre.
Enxo npenosupaHe MOKe Aa JOBEJE K A0 XHIIOTOHHA, MOTUCKAHE HA JHLIAHETO H LIHAHO3A.

TepaneBTHYHH MepKH NIPH Npeozupane
Jluncea cnewpHueH aHTHAOT.

5., OAPMAKOJIOTHYHM CBOMUCTBA

5.1 ®apMakoaAuHAMHYHH CBoificTBA

dapMakoTepaneBTH4YHA I'Pynia: NIPOTHBORBIMANIHTENHH K AHTHPEBMATHYHH JICKAPCTBEHH NPOIYKTH,
HECTEPOMAHN, NPOUIBOAHNA Ha NPONMOHOBATE KHCEIMHA |

ATC xoa: M0O1AEQ]

HO6ynpogdeH e HecTeporAHO NPOTHROBL3MANUTEIHO JIEKAPCTBO, 3a KOSTO € NOKA34HO, Y€ OCHIKECTRARA
CBOg e(eKT upe3 HHXUOUpPaHe Ha MPOCTANIAHAUHOBATA CHHTE3a B O0HUaliHKTe JKUBOTHHCKH MOJCIH
Ha Be3najieHue. [Ipu xopa ndynpoden HaManaBa NpeH3BUKAHHTE OT BH3NANCHHETO O0NKa, MOAYRAHE
M BUCOKA TeMrniepaTtypa. OcBeH Toa ubynpoder obpatumo nuxubupa AJID u xonared nHaAyuupaHaTa
TpOMOOLIMTHA arperarus.

ExcnepHMMeHTalHUTE JaHHH NOKARBAT, Y¢ MIPH €AHOBPEMEHEH NIpHeM UOynpodeH MOoke KOHKYPEHTHO
Jia IOTHCKA e()eKTa Ha HUCKH 03 ALETHACATHLMIOBA KHCEAUHA 110 OTHOLWEHHE Ha TPOMOOLIMTHATA
arperaupd. Hakou gapMakoAHHAMUYHH [IPOYUBAHKA MOKA3IBAT, Y€ KOraTo ¢e NPHEMAT CAUHWYHH H03H
ubynpoden 400 mg go 8 yaca npean wiH 30 MHHYTH ClIe IPHEM Ha AUSTHACATAIHAOBE KHCETHHA C
HenocpeacTBeHo ocrobokaasane (81 mg), ce orcnabra edexra Ha aueTIICATHIIMIOBATA KHCETHHA
BBpXY POPMHpaHeTO Ha TPOMOOKCAH HAK TPOMOOIIMTHATA arperarus.

BBnpekd ye UMa HEACHOTH OTHOCHO €KCTPAIIOMUPAHETO HA TE3M JAHHHU €X VIVO KbM KJIHHHYHHA
CNy4aii, He MOXKe fa Ce H3KITIOUY BE3MOMKHOCTTA PEAOBHATA AbArocpoyHa ynorpeba Ha ubynpodeH Aa
HaMaNIABa KapAUONPOTEKTHBHHA edekT Ha alleTUNCATUIHAOBA KHCENHHA B HUCKH JO3H.

Hama ronama pepostaocT oduuakinata ynotpeta Ha uGynpodeH Aa uMa KNUHWYHO 3HAUYMM edexT
(BK. TOUKa 4.5).

3.2, PapMaKOKHHEeTHIHH CBOHCTBA

Abcopbums
I[puer nepopanto, ubynpodeH ce pezopbupa OTUACTH Ollle B CTOMAXa, a Mocie H3LLIOo ce pe3opbupa
B TBHKHUTE 4€pBa.

EnviMBHHUpaHe
Cnen yepHoapoOHa OMoTpaHchopManma (XHAPOKCHIMpaHe, KapOokcHMpaHe), GpapMaKoJIOTHYHO
HEeaKTUBHHTE MeTabONINTH ¢¢ eNHMHHHPAT H3LAT0, FIaBHO npe3 6u0peuuTe (90%), KaKTO H MalKH
KOJIMYECTBA Mpe3 bukata. Bpemero Ha nmonyxuBot Ha ubyrpoden e 1,8-3,5 yaca npH 3apasu
MHAMBAIU, KAKTO U NpH NALHCHTH ¢ YepHOAPOoOHH ¥ OpOpeunu 3adonapanus, CBHPIBAHETO ¢
nnasMeHUTe NpoTeunu ¢ Npubausurenno 99 %. BpeMmero 3a jocTHraHe Ha MaKCHMANHATA IUT
KOHLIEHTpalui ¢ 1 -2 gaca cie/l nepopaaHoOTO NpUeMaHe Ha jJeKapcTeeHa ¢popMa ¢ Hesabas
0ocBOGOKIaBaHE.

3.3. [IpeAxITHUAYHH JaHHA 32 Oe30nmacHoCT
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CyOxpoHHUHA ¥ XpOHUYHA TOKCHYHOCT Ha HOynpodheH NpH €KCIEPUMEHTH ¢ KHBOTHH C€ W3pas3apaT
noA popMa Ha NOPLKEHUA U A3BH B CTOMALIHO-YPEBHHA TPAKT.

In vitro ¥ in vivo NpoyuBaHHA 33 MYTareHHOCT HE MOKA3BAT HHKAKBH JJAHHY 34 MyTar€HeH MOTEHIMAT
Ha HOynpodeH. He e nokasan kaHueporeHeH egekt Ha HOynpodeH BbpXy NIBXOBE H MHLLUKH.

HOynpoden e foBen a0 NOTUCKAHE Ha OBYNALMATA OPH 3aiiil{d, KAKTO H OO HapylleHa HMIUTaHTalHA
NpH Pa3IUYHH JKUBOTHHCKH BHAOBE 3aiiliM, ITEXOBE H MHILKH).

ExcnepHMEHTaNHH Npoy4BaHKA MpH TUIBXOBE H 3aifln ca moKasanu, Ye Hoynpoder rpeMuHaBa npes
nnavedTara. Cnel opunarale Ha TOKCHUYHHM 3a MaHKaTa Z03H, ¢ HabMojaBa MOBULLIEHA YECTOTa Ha
BpoaeHHTe MandopMatuH (HanpuMep AedeKTH Ha KaMepHaTa [Iperpasga) rnpH MOTOMCTBOTO HA
TUTbXOBE.

HbynpogeH e nokazan nOTEHUHANCH PHCK 32 OKONTHATa Cpefla, 0coOEHO 3a BOAHATA Cpelia, 3a HAKOM
BUZOBE pubHN.

6. OAPMAIIEBTIHYHU JAHHH

6.1 CnMChK Ha TOMOIIHHTE BEIIECTRR

JluMoHEeHA KHCEAHHA MOHOXHUApAT

Inuepon

Teuen masrruron (E965)

Harpues metun-4-xuapoxcubensoar (E219)
Harpues nponun-4-xuapoxcudensoar (E217)
[lonucopobar 80

3axapHH HaTpHii

[IpeuncTeHa sona

KcaHntora ryMa

ApoMaT Ha uepelua

6.2 HechbBMECTHMOCTH
Henpunoxxumo
6.3 Cpox na rognocr

3 roauH4.
Cpok Ha FONHOCT CJie MBPBO oTBapAHe Ha OyTHiKara: 1 roauHa

6.4 CrnenuannH yc1oBHS HA ChbXpPaHeHHE

Tosu nexapcTBeH MPOAYKT HE U3HCKBA CNICLIHAIHH YCIIOBHA Ha ChXPaHEHME.,
6.5 BHA M chABPKAHHE HA OMAKOBKATA

ByTtunka ot nonueruncH repedranar (PET) wnn xkadara crekneHa 6yrunka (tvn III) ¢ npomunexosa
Kamauka, 3alilUTeHa OT OTBapAHE OT Aelia H NMOJHNPOTHICHOB alIMKATOP, ¢ HAIHYHA NO3Hpala
cnopHHLOBKA ( ¢ Mapka Ha 1,25 ml, 2,5 ml, 3,75 ml u 5 ml).

Paamep Ha onakoskara: 100 ml.

6.6 Coenmanun npeanazHu MepKH NIPH EH3XBLPJIsSHe B paboTa
To3u nexkapcTReH NPORYKT MOKE Aa OKaXKE BIUAHHE BBPXY OKONHATA CpeJia BXK. TOYK:

Heusnos3BaHKAT NekapcTBEH MIPOAYKT WIH OTNAIBYHUTE MaTEPHAIH OT Hero TpOBa A¥
B CbOTBETCTBHE C MECTHHTE H3UCKBAHHA.
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7. IMPUTEXATEJI HA PAZPEINEHHETO 3A YIIOTPEBA
STADA Arzneimittel AG

Stadastrasse 2-18

D-61118 Bad Vilbel, I'epmanus

8. HOMEP(A) HA PASPEHIEHHAETO 3A YIIOTPEBA

9. JATA HA ITBPBO PASPEHIABAHE/TIOJHOBABAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

12/2016
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