KPATKA XAPAKTEPHCTHKA HA IPOAYKTA

V3TLAHUTENHA ATERUIS 110 NIEKAPCTRATA |

N———

KPamxe Xapaxmepucmuks na nRagysma - [NpuAgxenus 1
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3,609 20-4- 205

Paspewstiue Ne .07 2. 1 forsesisarreresresnasnssionasns

1. HUME HA JIEKAPCTBEHUS NIPOIAYKT

Kancuden 100 mg/5 ml nepopanna cycnensus
Capsifen 100 mg/5 ml oral suspension

2. KAYECTBEH H KOJIMMECTBEH CHCTARB OgotipeHue Ne ....e.veseovos Srrerenrarvessressnsnresnenseon.

| ml nepopanna cycnenzua crappxa 20 mg ubynpoden (Ibuprofen).

[ToMOIUHK BeLecTBa: TEYEH MAITHTOLL.

3a TBJHKMA CITUCBK Ha MOMOIIHHUTE BEUIECTBA BHKTE TOYKA 6. ).

3. JIEKAPCTBEHA ®OPMA

Ilepopanna cycnensus,
BuckosHa, nouru 6ana cycnensus.

4. KJIHHWUYHHU TAHHH

4.1 TepaneBrHYHH NOKAZAHHS

Temnepatypa ¢ pazinuen npousxon BISTIOYHTETHO MPUYHHEHA OT BHPYCHH HH(EKIIMH U HEXEIaHH
PeaKLUMH OT BAKCHHALIUH.

Jlekn no ymepenu Gonku ¢ pasnuuen MPOU3XOA;
. r1aBobonue;
- OOKH B I'bPOTO M MYCKYITUTE (HAaNp. NPUYHHEHH OT BHPYCHHW HHDeKLMN);

- OOJIKH B MYCKY/IHTE, CTABHTE H KOCTHUTE, IPHYHHEHH OT HAPAHABAHHUS HA CKENETHOMYCKYJIHHA
anapar (pasTeXeHHs, HaBIXBaAHHA);

- OOJIKM NPUYHHEHN OT HAPAHABAHKUA HA MEKHTE TbKaHH, NOCTONEPAaTHBHK OONKH;
3500001, 6onku crex 3u60aeUEHHe, GONKH NPUUHHEHH OT HHKHEHE Ha 350MU;
OOIKH B YLIHTE TIPUUMHEHH OT BB3NAJEHHE HA CPEAHOTO YXO.

4.2  [I03npoOBKA M HAYMH Ha MPHICIKEHHE

3a NepopanHO MPUIoKEHYE.

OnakoBKkaTa ChAbPIKA JO3HPALIA CHPHHLOBKA OT 5 ml 33 HO-IECHO IO3HPAHE.

bonka u Temneparypa: qHesHara no3a Kancugen e 20 1o 30 mg/kg Tenecho rerno, paznenena Ha
OTAC/HH JIO3H,

Karo ce usnonzea NpHJIOKEHATa B ONAKOBKaTa A03HPallia ClIPHHLOBKA, PEXXHUMBT Ha NO3UPAHE MOXKE
ObAe NOCTUIHAT MO CNeNHUST HAYNH:

Kbpmauera o1 3 a0 6 mecena (5-7,6 kg): 2,5 ml 3 nbTu AHeBHO (exBUBaTEHTHY Ha 150 mg

3a 24 yaca). ‘*1:":‘:'&.

Knpmauera ot 6 10 12 mecena (7,7-9 kg): 2,5 ml 3 no 4 nbTH AHEBHO (SKBHBATEHTHH Ha;ﬁéf
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Aena ot 4 no 6 roqunu (16-20 kg): 7,5 ml 3 NbTH AHEBHO (exBuBanenTHu Ha 450 mg nbynpoden 3a
24 yaca).

HAena ot 7 xo 9 rognuu (21-29 kg): 10 ml 3 mbT nHEBHO (ekBMBaIeHTHH Ha 600 mg uGynpoden 3a
24 vaca),

HAena ot 10 g0 12 roguau (30-40 kg): 15 ml 3 nbTHn gHeBHO (ekBHBaNEHTHA Ha 900 mg ubynpoden 3a
24 yaca).

Hosure Tpabea na ce nasar npubnusuTenHo Ha Beekn 6 10 8 vaca.

To3u niekapcTeeH npoaykT Moxe na ce Aapa Ha gela Ha BB3PACT NOA 6 MECELIa CaMO Cllel KOHCYITALMA ¢
neKap.

[la He ce npeBUIaRa npenopburTEnHaTa 1034.
JlexapcTBEHHAT NPONYKT € npeaHa3HaueH 3a JIEYEHHKE, KOraTo € HeobxonuMo.

[Ipu meua Ha BB3pacT 3-3 MECELd, aKO CHMITTOMMTE Ce BAOLIAT TPAOBa J1a ¢e KOHCYJITHpATE ¢ nekap. AKo
CHMIITOMHTE NPOAB/UKABAT, TPAOBA Na Ce KOHCYJITHPATE ¢ NeKap He no-KbCcHO OT 24 yaca.

Ipw neua na Br3pact Hag 6 Meceua, ako CHMITTOMUTE MPOABJIKABAT MOBEYE OT 3 AHHW MM Ce BRIOLIAT,
TPAOBA [a Ce KOHCY/NTHpATE ¢ JieKap.

Pa3sknarete npean ynorpeta. JIeKapCTBEHHAT MPOAYKT MOsKe Oa Ce Jajie HamnpaeO WIH Ja ¢¢ pa3TBOPH
BBB BOJA WK COK. 3a XOpa ¢ YYBCTBUTENICH CTOMALIHO-YPEBEH TPaKT Ce TPENopbYBa Ja MpHEMAT TO3H
JICKapCTBCH MPOAYKT [0 BpEME Ha XPaHEHE HIIH ¢ MJITKO.

4,3 IlporuBonokazauus

l'o3u nexapcreen nponykT e npoTHBonokasex MPH NaLHEHTH:

- CBC CBPLXTYBCTBUTENHOCT KbM HOYNIPOdieH, ApYri HECTEPOMAHH MPOTHBOBB3NANTHTEHH cpeacrea
(HIIBC) un# K6M HsIKOE OT MOMOLLHUTE BELLIECTBA, H3OpoeHH B ToMKa 6.1.

- KOWHTO B MHHATIOTO Ca HMANH aJlepruuiin CHMIITOMM KaTO PUHHT, YPTUKAPUS K OpoHxHanHa acT™Ma
CICA TIPHEM HA ALETHCATMLIMIOBA KHCE/THHA WM APYTH HECTEPOMIHH MPOTHROBB3NAIUTENHH
nekapeTeeHu cpeactea (HITBO),

- C AKTHBHO WJIH MHHaNo 3a00/1BaHe OT cTOMALLHA M (WIH) yOAeHATHA A3Ba, Nnepdopauus HiH
XbPBCHE, BRIKOYHTEIHO CIe/| TEPANHA ¢ HECTEPOHIHH NPOTHBOBb3NANHTENHH cpeacTsa (HIIBC)
(BK. TOuKa 4.4),

- C TEKKa YePHOAPOOHA HENOCTATBYHOCT, TexkKa GLOPeUHa HEIOCTATHYHOCT HITH TEXKKA ChpAEYHA
HEAOCTaTbYHOCT (BxK. TOYKA 4.4),

- KOHTO €/IHOBPCMEHHO NPHEMAT JPYrH HECTEPOHIHHM MPOTHBOBL3NAIMTETHH CPeACTEA,
BKTOUHTETHO COX-2 HHXNOHTOPH (NOBHILIEH PHUCK OT HEXENAHH peaklIvH — BxK. Touka 4.5),

- B TPCTHA TPHMECTBP Ha OPEMEHHOCTTA (BXK. TOUKA 4.6),

- C X€MOparu4Ha quare3a.

4.4 CoenuanHu npegynpexieHus n NpeaNa3in MEPKH NpH ynorpeda

Tpabsa na ce BHUMaBa 0coGeHO MHOIO Mo BpeME Ha ynorpedara Ha IEKapcTBEHUS MPOAYKT MpH
MaLMeHTH:

- CBC CHCTEMEH JIynyC epUTeMAaTO3yC W CMECeHa KONAreHo3a Nopaal MOBHLIEH PHCK OT acenTHYeH
MEHHUHTHT (BX. Touka 4.8),
- C aHaMHe3a 34 3aD0MABAHWS HA CTOMALIHO-YPEBHHA TPAKT ¥ XPOHHUHO Bb3TANNTENHO 3a6011BaHe
Ha 1e0eJ10To uepBo (y/Lepo3eH KOIUT, GolecT Ha KpoH) - BB3MOXKHO € 060CTpaHE Ha
3aboJiaBaHeTO (B3k. TOYKa 4.8),
- ¢ dHAMHE34 32 aprepraHa XUNEPTOHUs M(MNH) ChpaeuHa AUChYHKIHS, f a L
- ¢ 6v0peuHa aucdhyHKuUa - CBIICCTBYBA PUCK OT MO-HATATBIUHO B/OLIABAHE Ha OBOpeuHATa’ AN
dyHKUEA (BX. TouKa 4.3 M TOUKa 4.8), Y
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[lpu naumeHTH ¢ aHaMHe3a WK ¢ aKTHBHA GPOHXMANHA 4CTMa U aePruviHu 3a0019BaHKUS, IPUEMBT Ha
TO3K IEKAPCTBEH NPOAYKT MOXE 212 MPEAU3BHKA GPOHXOCMAa3bM.

[Tprem®T Ha TO3M NexapeTBEH NPORYKT B Hali-MankaTa ehexTBHA 1032 32 BB3MOXKHO Hal-KpaTbK
NEpUOA OT BpeMe 3a 00NEeKYaBAHE HA CHMNTOMHTE HAMATIABA pUCKa OT HEXKENaHU peakumH (BiK. edeKT
BbpXY CTOMALIHO-YPEBHUSA TPAKT H ChPAEUYHOCHAOBATA CHCTEMA T10-A01Y).

Ilpu nmauMeHTH B crapuecka BB3PAacT PHCKDBT OT HEXKENAHH peakuMH, CBLP3aHu ¢ ynorpebaTa Ha TO3M
JICKApCTBEH MPOIYKT € MO-roJIIM OTKOAKOTO NPH MO-MIaau NauMeHTH

YecToTaTa M MHTEH3UTETA HA HEXKETAHUTE PeaKIMH Morart a OpJaT HAMAJIEHH, KATO Ce HU3M03Ba
Bb3MOXKHO HaH-MaJiKaTa TepareBTHYHA 1032 33 BE3MOMKHO Hah-KpaThK NMEPHO OT BpeMe.

TpsbBa na ce u3bArBa ynotpebara Ha neKkapeTBeHus npoayKr KancseH 3aefHo ¢ ApYrd HeCTEPOUIHH
NPOTHBOEL3NATHTETHH CpeaCTBa, BRIOYHTENHO COX-2 HHXHUGHTOPH.

ChIUECTBYBA PHCK OT CTOMAILHO-UPEBHH KPBBOU3NHUBH, yalepauyd 1 nepdopauns, KOWTO MOTaT JIa
ObaT aTanHK M HE3aABLIKUTENHO MPENXONKAAHH OT anapMupallkt CUMNTOMH, HIAK Aa Ce MOSBST MPH
MTALMEHTH C NPOABH HA TaKWBA anapMUpaliid cMMNTOMHK. B cnyyan Ha cToMalso-upesen KPBBOMU3/IHB
HIH yuepauns, pHeMDbT Ha NCKapCTBEHHS NPOAYKT TpabBa 1a Obae He3aGaBHO NpeyCcTaHOBEH.
laumenTs ¢ aHaMHe3a 3a CTOMALIHO-YPEBHH 3200/19BaHMA, 0COGEHO XOpa B CTAPUECKA Bb3PACT, TpsOBa
na 6bAaT NOCHEETBAHM 12 HH(OPMHPAT JIEKAp 33 BCHUKH ATHIHYHY CTOMALUHO-YPEBHH CHMATOMHM (Hali-

BEYC KbPBEHE), NO-CNIEUHATHO B Ha4anHaTa $hasa Ha TepanusTa. Te3n MaLHEHTH TpAOBa Aa U3NON3BAT
BB3MOXCHO Hal-HUCKaTa 1034 OT JIEKAPCTBEHHUS MPOLYKT.

To3n nekapersed npoaykr Tpa6ea na ce ynorpeGsapa BHUMATENIHO MpH NAUMEHTH, KOUTO NPUEMAT
CAHOBPEMEHHO ApYTH JIEKAPCTBEHH [IPOLYKTH, KOHTO MOT&T A NOBHILAT PHCKa OT CTOMALUHO-YPEBHU

HAPYIICHHA UM KbPBEHE, HANPHMEDP KOPTHKOCTEPOMIN M AHTHKOATYJIAHTH KaTo BaphapuH WK
aHTHArperaHTy KaTo aueTWICAIHIHIOBA KHCETHHA.

Criopea KIMHHYHUTE H3NMUTBAHUA H EITUAEMHONOTMYHHUTE NaHHH NPOABJDKHTENHATA YNIOTpeda Ha
HOynpoden, ocobeHo B ronemu aozu (2 400 Mg AHEBHO), MOXxe Aa Oble CBbp3aHa cbe cnabo NoBuiLeH
PHCK OT apTepranHa emO0onua (Hanp. MHOKap/ieH HHAPKT UK HHCyaT). Kato usno,
CIUACMUONOTMYHUTE U3CNEBAHNS HEe MOKA3BAT, He NPHEMBT HA HUCKH 1034 UOYnpoden (Hanp.

<1 200 mg aneBHO) e CBBbP3aH ¢ MOBUILEH PUCK OT MHOKapJEH HH(apKT.

EnnospemenHaTa npoasmkutenta ynorpeta Ha Pa3M4IHKM aHaNTeTHLH MOKE 1a A0BeAe 10 GuOpedHo
YBPEIKAAHE C PHCK OT ObOpeuHa HelOCTATEYHOCT (aHAreTHYHA HedponaTua).

MHoro psako ce cboBiuaBa 3a TEXKH KOKHH PeakLK, HAKOH OT KOUTO (aTanHu, BIJIIOUYUTENHO
CKC(OIMATUBEH AEPMATHT, CHHAPOM Ha CTHBBHC-JDKOHCHH 1 TOKCHYHA €nuaepMaHa HEKpOnH3a BbB
Bpb3Ka ¢ yniorpedara Ha HIIBC. PuckbT OT pasBuTHe Ha Te3u Texku PEaKLIHH € HAH-BHCOK B HAYAJIOTO
Ha JICHCHUETO, B [OBEYETO CITy4aH B paMKHTE Ha [TbPBHS MEceLl OT ynoTpeGarTa Ha TO3H IIPOAYKT.
Ynorpebarta Ha npofykTa TpaGea na 65/¢ npeycTaHOBEHa [PH Pa3BHTHETO HA TbPBUTE CHMIITOMM:;
KOXeH 0OpHB, yBpexIaHe Ha JIMFABHIIUTE UK APYTH CHMIITOMH U NpH3HAUH HA CBPBXUYBCTBHTEIHOCT.

ChINECTBYBAT 0KA3ATECTRA, Ye JICKApCTBECHUTE MPOAYKTH, KOHTO HHXHOWPAT UHKII0OKCUIreHa3aTa
(pOCTarnaHAMHOBA CHHTE3a), MOTraT Aa AOBEAAT 10 HapylLIeHHa Ha QepTHIHTETa MPH XKEHH, KATO
NOB/IHABAT OBYNAUMATA. TO3H edekT € NPexo/eH H N3Ye3Ba ClIE] NPEYCTAHOBIBAHE HA TEpAIMATA,
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HITBC morar aa 3aMackupat cumnToMute Ha HHOEKUMs K Tpecka. OCBEH TOBa, Te MOTaT Ja NPEAH3BHKAT

HapyIICHUA Ha 3peHHETO. B TaksB CiTyyai npueMsT Ha nekapcTeeHus MPOAYKT TpabGBa aa 6sae
NMPEYCTAHOBCH H [a C€ HanpaBH o TaaMONOTHYEH Nperie.

Chbigectsysa puck ot 6u6peuno YBpEKAaHEe TIPpH AEXHAPATHPAaHH Jela.

[auueHTH ¢ peaku HacneacTeeny Npo0/IeMH Ha HEMOHOCHMOCT KbM (PYKTO3a He TpsAOBa Na npueMar
TO3U JIEKAPCTBEH TIPOAYKT.

4.5 BsaumopeiicTBHae ¢ Apyrn JIEKAPCTBEHH NPOAYKTH H APpYTd GopMH HA B3anMoAeiicTBHe

HOynpogden (monobuo Ha apyrn HIIBC) re TpsOBa fa ce ynoTpebaBa 3aeAHO Cbe ClIEAHUTE NIEKapCTBEHH
MPOAYKTH:

- ALCTUNICATHIH/IOBA KHCENWHA MITH APYTH HECTEPOUMIHH TPOTHBOBB3NATHTETHH CPEACTBA: NOpagH
MOBULIEH PHCK OT HEXENAHU PeaKLKH,

- aHTHXunepreH3uBHU cpeacrea: HIIBC Morat fa nosenar no namaneua S(PEKTHBHOCT Ha
XUINOTEH3HBHHTE CPEACTBA,

- AHYPETHLH: CBIICCTBYBAT OCKBAHH N0KA3ATE/ICTBA 38 HaMa/leHa ePeKTUBHOCT Ha IHYPETHLIY,

- aHTUTPOMOOTHYHH CPeACTBa: cnoped ocKbAHH AanHu HITBC morar na YBEJIHYAT JEUCTBHETO Ha
AHTHKOAryTaHTH, KaTo HanpHMep Bapdapue (aueHoKyMaposn) (Bx. Touka 4.4),

~ JIATHH H METOTPEKCAT: ChIIECTBYBAT AOKA3ATEICTBA, Ue HECTCPOHIHHTE NIPOTHBOBB3MATHTEHA
CpeACTBa MOrar JAa I0BeAaT A0 NOBHLICHH TUIA3MEHH HHBA HA JIHTHIL 1 meroTpekcar. [Ipenopbusa
CC 21a CC NPOCNEOABAT CEPYMHHMTE HUBA Ha JTHTHH.

- SHIOBYAMH — CHIECTBYBAT 10KA3ATE/NCTRA 33 YALKABAKE HA BPEMETO Ha KbPBEHE NPH NALHEHTH,

JICKyBaHH CAHOBPEMEHHO ¢ HOYNPOdEH U 3HA0BYANH,

KOPTHKOCTEPOHIH — NOBULIABA CE PHCKBT OT HEMENAHH CTOMALLHO-YPEBHH PeakLiH.

4.6 ®epruaurer, GpemMennocT u KbpMEHe

bpemennocr

Hama nocrarburo aanHu ot ynorpe6ara na nbyrnpoden npu Gpemernu xenu. Toil kaTo edekTbT OT
HHXHOMPAHETO Ha MPOCTArIaHANHOBATA CUHTERA BBbPXY leTyca He € u3secTeH, ynorpebara Ha
HOynpogeH no BpeMe Ha MbpBHUS U BTOpUA TPHMECTBP Ha OPEMEHHOCTTA He Ce npenopbyBa.

[To Bpeme Ha nocieaHuHA TpUMECTHp Ha OpeMeHHOCTTa HOYNPOGEeH € NMPOTHBONOKA3AH, ThI KaTO
HamansBa KOHTPAKTHIHATA (DYHKLIMS Ha MATKATA, IPHYMHABRA NpeXKNCBPEMEHHO 3aTBapsaHe Ha ductus
arteriosus, NpeM3BHKBa MYJIMOHATHA XHIEPTOHHA IPH HOBOPOACHOTO H € CBBP3aH C TMIOBHIIIEH PHCK OT
HPONB/BKUTENHO KBPBEHE NPH MalKaTa U JETETO, H eAeM IIPH MalKaTA.

Kbpmene
H6ynpoden u Heropure metTaGouTy MpEMHHABAT B KbpMATa B Mainku koHUeHTpauny (0,0008% or
NpUIoKeHaTa 103a). He ce Hanara cnupane Ha kbpMeneTo no speme Ha KpaTKOCPO4HO Ne9€HHE ¢

HOynpodeH B 1031, M3NON3BAHM 34 IeUeHMe Ha 6OJIKA 1 TPECKa, TbH KaTo 10 MOMEHTA HAMA ChODLIEHHS
3a BpeAHH eexTH Ha uOynpoder npu kbpMaeTa.

QepTunurer — BUKTE TOYKA 4.4,

4.7 Etdexru Bbpxy cnocobHocrTa 32 modHpane u patora ¢ MAIIHHK

4.8 Hexenann ieKapcTBenn peakmuu

Karo 6a3a 3a oleHKa Ha HeKeTaHnTe PEaKUHY Ca YCTAHOBEHH CNEQHHTE YECTOTH:
MHoro vyectu: >1/10




Yectu: 21/100 a0 <1/10

Heugectu: >1/1 000 no <1/100

Peaku: >1/10 000 go <1/1 000

Muoro peaku: <1/10 000

C HEH3BECTHA YECTOTa: OT HAJIMYHUTE JAHHH HE MOMKE Na Ovjae HampaBeHa OLEHKA.

Hexenannre peakuny onkcanu no-a0ny BKIIOYBAT BCHYKH H3BECTHU HEKETAHM PEAKLIMH, KOUTO Ca ce
HOABHIIN M0 BPEME Ha JieueHue ¢ HOYNpPodeH, KAKTO W NP NMauleHTH ¢ PEBMaTHYHO 3a6oasBane,
JNCKYBaAHH C BUCOKH NO3U MPOABILKHTCIIHO BpeME,

HaICHUTE YECTOTH, H3BBH ,,MHOTO YECTH CHOBLIEHHS", Cé OTHACAT 34 kpaTkoTpaiHa ynotpeGa Ha
MaKCHMAaTHa NHEBHA no3a nOynpoden o 1 200 mg 3a nepopanuu bopMu 1 10 1 800 mg 3a CYNO3HTOPHH

(= 30 ml nepopanna cycnensus Kancnden, makcuManHa aHeBHa 7033 33 BEIPACTHY W Aena Hay 12
TOAWHH),

Hadexnnu u undecranun

MHoro paako ce cvobiasa 3a 0BOCTpAHE Ha BB3MANHTENHHN 3a6019BaHMS, CBbP3aHH ¢ HHdekuma (Harp.
PasBHUTHE Ha HEKPOTHYEH QaCLUMHUT) BbB BPb3Ka C pyYeMa Ha HECTEPOHAHHA MPOTHBOBB3NANHTE/IHU

CpeAcTBa. ToBa BEPOATHO € CBBP3aHO ¢ MEXAHW3MA HA EHCTBHE Ha HECTEPOUIHHUTE
[IPOTHBOBL3NAIMTENHH CPEJICTRA.

[Naupenrare Tpabea ga Gbaat nocseeTBaHH He3a6aBHO 1a ce CBB[OKAT C JIEKAP, aKO 10 BpeMe Ha
JIEHEHHETO C ekapeTBeHUs MpoaykT KancudeH ce pasBUAT WAK BAOLLAT CUMITTOMH Ha HHpeKLHS.
Heobxoauma € ouenka Ha npoTuBONOKa3aHKATA 3a MPOTHBOBB3NAIHTENHO JIEHEHHE HTH AaHTHOMOTHYHA
Tepanus. CHMIITOMH Ha aCENTHYEH MEHHUHTHT C BPATHA PUIMAHOCT, rnaBodoIHeE, rajeHe, NOBpPLILAHE,
TPecKd HiId HAPYUICHAS Ha Cb3HAHHETO ce HabMI0LaBaT MHOTO PAAKO 1O BPEME Ha JIEYEHHETO C

HOynpoten. M3rnexaa, 4e nauneHTHTE C aBTOHMYHHH 3a00JIsIBatus (CHCTEMEH JTyIyC EPUTEMATO3YC,
CMECEHA CHEAHMHHNTETHOTbKAHHA OONeCT) ca MOAaTNHBH.

Hapymenun Ha KpbBTa M IAMPHATA CHCTEMa

MHOro peaky: HapylueH!s Ha XeMaTONOeTHYHATA CUCTEMA (aHEMMsl, NEBKOMEHUS, TPOMOOLIUTONEHHS,
HAHIMTONCHNS, arpaHynouuTo3a). Hananuure cumnromu BrIoUBar; Tpecka, 60/1KH B FbpaoTo,

HOBBPXHOCTHH A3BH B yCTaTa, rPUNONOAOOHH CHMITTOMH, 3HAYHTENHA YMOPA, KbPBEHE OT HOCA H
KOXKara.

Hapymiennsa Ha uMyHHAaTa cucrema

HeuecTu: peakumm Ha CBPLXUYBCTBHTENHOCT ¢ KOMKEH OOpHB 1 ChpBeK, KAKTO U ACTMATHYHH NPHCTBITH
(C BB3MOXHO r1a/1ate Ha apTepHaTHOTO KPbBHO HaNArase),

B takuBa ciiyuan naupenTute tpadea 1a 6LAaT NOCHBETEAHK na nHgopmupar He3abaBHO CBOA Nekap H
Aa NpeyCTaHOBAT npreMa Ha Kancuden.

MHOro pejiky: TexKH CHCTEMHH peaKLliK Ha CBPBXUyBCTBHTENHOCT. Te MOXKE J1a ce NPOABAT KaTo OTOK
Ha JTHUETO, €3HKA, H JIapHHKCA ¢ BBTPEIIHO CTECHSBAHE Ha HXATENHHTE ObTHINA, PECITHPATOPHH
OTINAKBAHAA, CHPACHHU NAIMTAUHHK H NAJAHE B KPHBHOTO HANATARE JI0 AKUBOTO3aCTPALIABALIO LIOKOBO
ChCTOAHHE,

[Tpu pa3BuTHE Ha €AHH OT Te3H CHMITTOMH, KOHTO MOTAT /1a Ce HOABST JOPH chel nupeara ynorpeba Ha
MPOZYKTa, MALMEHTHT TpAOBA He3abaBHO Aa ce KOHCYATHpA ¢ JleKap.
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Hapymenns na HepBHaTa cHcreMa

Hedectu: Hapyurenna na neHTpansara HEPBHA CHCTEMA KaTO rnasodosiKe, CBeTOBBPTENXK, De3CHHHE,
AKHTUPAHOCT (BB30yAa), pa3apasHHTENTHOCT H YMOpa.

Hapymenns na ounre

HeuyecrH: HapyiieHua Ha 3penueTo

Hapywenuas Ha yxoTo u nabupnura

Peaxu: THHHTYC
Cbpaeunu napymenns

MHoro peaku:

. CbpACHHH MANNHTALHHA, ChPACYHA HEJOCTATHYHOCT, MUOKApPAEH UHQAPKT;

. Hma crobiueHus 3a enem, aprepranya XHMMIEPTOHUA H ChPASYHA HEAOCTATEYHOCT, CBBP3aHH C
JeueHuero ¢ HITBC,

K/MHWYHKTE H3NHTBAaHKMA M €MHIEMHOIOrHYHHTE NAHHY NTOKA3BAaT, Y€ MPOABILKATENHATA YnioTpela Ha

ubynpogen (ocobeno BBB BUCOKH 1031 oT 2 400 mg JHEBHO) MOxke Jia Obae CBbp3aHa ¢ue cliabo

MOBHIICH DHCK OT apTepHaiHa eMOOoIMA (Hanp. MHOKapaeH HHDAPKT KK HHCYAT) (BX. TOuKa 4.4).

Cba0BH Hapywenusn

MHOI0 peikH: apTepuanHa XUIepTOHHUS

CroMamBo-ypesnn napymeHns

Hexxenanute peakuun naii-uecto 3acsrar CTOMALUHO-YPEBHUA TPaKT. MoraT ga ¢e noaBaT CTOMAallHA
W/WITH yosieHasHa 138, nepdopauns 1 CTOMALIHO-YPEBHO KbPBEHE, NOHAKOra datanHo, ocobero npu
MaLUHCHTH B CTapHeCKa Bb3pacT, (BXk. To4ka 4.4). iMa chobuieHns 3a rageHe, NOBPLIUAHE, JHAPHA,
raTynenups, 3anex, noLo XpaHOCMHIAHE, aBIOMHHATHHY OOJIKM, MesieHa, XeMaTeMesa, A3BEH CTOMATHT,

obocTpsane Ha koMt u Gonect Ha KpoH (Bx. Touka 4.4) cnen npunoxeHHe Ha TO3H Npoaykr. [To-paako
ce HaboaaBa racTpHr.

HecTH: CTOMAILIHO-YPEBHN HAPYIUESHHMS KATO KUCEeNTMHY, aboMHHanHKu GoNKH, rajieHe, TIOBPBLIAHE,

(rraTyneHuus, AuApUs, 3a1eK U €160 CTOMALIHO-YPEBHO KBPBEHE, KOETC B H3K/IHOUHTE/IHH CIIYYad MOXKE
Aa AOBEAE A0 aHEMMUs.

Heuectn: cromMamHo-upesHa ynepaums ¢ Bb3MoxKHO KbpBeHE H nepdiopauus; Y/ILIepO3eH CTOMATHT,
obocTpsAHe Ha Kot u Gonect Ha KpoH (Bx. Touka 4.4), racTpur.

MHoro pesku: e3odarur, nankpeatur, o6pasysane na MemOpaHonofobHa CTpyKTYpa B uepBara.

[MauuenTure Tpsa6sa 1a ObAAT NOCHBETBAHY A Crpar ynorpedaTta Ha TO3H NPOAYKT H He3aBGaBHO 7a ce
CEBPAAT C NCKap B Cliyyal Ha CUIHA €NMracTpaiHaTa 0onka, XeMaTeMesa Wiy MENeHa.

XenatoOnanapuu napymenus

MHoro penku: yepHoaApoGHa qUCHYHKIMS, YepHOAPOOHO yBpexaaHe (0COOEHO Ipy noﬁnpo,g;;ﬁm@ej;mg = 2 ;w;;_
NIeueHUe), YSpHOAPOOHA HEAOCTATHYHOCT, OCTBP XENaTHT. / g e __ N




Hap}’lﬂEHHH HA KOXKATA H HA NMOAKOXKHATA ThbKaH

MHoro peaku:
o Morart z1a ce pa3sHAT TEKKH GOPMH Ha KOXHM peakLMH KaTo MYATH(OPMEHA epHTEMa;

* OyNO3HH peakuuu, BKIFOUHTETHO CHHIPOM Ha CTHBBHC-/KOHCBH M TOKCHYHA enMAepManua
HEKPON3a;
. B uskmounTenny cayuau Morar aa ce Pa3BHAT TEKKH HHPEKLMK Ha KOXKATA U MEKUTE ThKaHH

(Hamp. yCNoXHEHHs 1o BpeMe Ha BapHLIENa).
Hapywenns na 6n6penure v nukounnTe mbTHmA

MHOT0 pesiku:

* Morar na ce pa3BUAT HaMaNeHO OTACNAHE Ha Yped H eaeM, 0cobeHO NPH NMALMEHTH ¢ apTepHaTHa
XHIIEpTOHHUS. (JCBEH TOBA, MOra Jia ce NoABAT GBOpeyHa HEJOCTATBYHOCT, HEPPOTHUYEH CHHAPOM H
HHTEPCTHLMATICH HEMPHT, KOATO MOKE Z1a ca CHIIPOBOAEHH C octpa ObOpeyHa HEAOCTATHYHOCT,

. MANHIapHa HeKkpo3a (0CO0EHO NpK NPOALIBKUTENHA YIIOTpe6a);

. MOBHIUEHH CEPYMHU HUBA HA yped.

Cbo0IlaBate Ha NONO3MPaHK HekenaHu peaKUMM

CrobLiasaneTo Ha NOJO3IMPAHU HEKENAHH PEAKLMH Cnex paspelliaBaHe 3a ynorpeba Ha JIeKapCTBEeHHS
NPOAYKT € BaykHO. T0Ba NO3BONABA Ja NPOALIKH HAGMIOAEHHETO HA ChOTHOLIEHHETO noJi3a/puck 3a
fICKAPCTBEHMSA NPOAYKT. OT MEANLIMHCKHUTE CNELHATIHCTH CE H3HCKBA A2 CbOGILABAT BCAKA NnoaO3HpaHa

HEkENaHa peakLus upes M3mbaHvTenHaTa areHumns no fekapereara, ya.,,Jlaman ['pyes’’Ne 8, 1303
Cotus, Ten.: +359 2 8903417, yeGeaiir: www.bda.bg.

4.9 Ilpegosupane

[1pu neua npunoxenueTo Ha enuHHYHa 1032 Hap 400 mg MOXe Ja NpeAH3BHKA CHMITTOMH Ha
NpeAosrpane. Toynata a03a, KOATO MOXE 1A NIPEU3BHKA CHMITTOMH Ha NPEA03MPaHe MpH Bb3PacTHH He
¢ ycTaHoBeHa. [lonyxHBoThT N0 BpeMe Ha npenosupane € 1,5 no 3 vaca.

CHMIITOMM

I1pu noseueTo nanyeHTH, NpUeMaly KIHHHYHO 3HAYHMH 1034 HIIBC, morar na ce nossar cnegHure
CHMITTOMH: FajIeHe, IOBPbUIAHE, eITUracTpHaiHa 60IKH W N0-paako Avapus. ChLIO TaKa MOTAT Aa ce
PasBUAT. THHHTYC, IMaBOOOJINE B CTOMAIIHO-YPEBHO KbpBeHe. [10-TexKKaTa MHTOKCHKALMS MOBIHIBA
HUCHTpanHaTa HCpBHA CHCTEMa C MPOABH HAa CHbHANBOCT M MHOIO PAAKO BH3Gyaa K AC30PUEHTALIMA HITH
koma. B MHOro peaku ciiywau morar na ce noasst KOHBYNCHH. [1py TexKa HHTOKCHKALIMA MOXKeE Jid Ce
PasBHE METAOONHTHA aLMAO3a M Ad Ce YOBIIKM MPOTPOMOHHOBOTO Bpeme (MEX1yHAPOAHO
HOpMallM3MpaHo oTHowWeHue, INR). Morar aa ce pazeusr: ocTpa ObOpeuna HEAOCTATLYHOCT HITH
4epHOAPOOHO yBpexnane. [lauMeHTHTE ¢ acTMa MOTaT a2 NoNyvyaT OOOCTPAHE HA CUMITOMHMTE.

JleyeHue

Hama cneunguuen antunor. Jleuennero € cUMITOMATHYHO M MoAABPXKALLQ, KATO BKIIOYBA
ACTOKCHKaLWA Ha opranusma. Tpabsa ja ce npocneassa chpaeuHaTa GyHKUMS | 14 ce KOHTPOJHpaT
KU3HEHHTE QYHKLIUH [IPH YCIIOBHE, Ye ca cTabuiHN. Tpsatba fa ce MOMMCIH 3a MEPOPAIHO NPUITOKEHHE
Ha aKTHBCH BBIUICH B paMkuTe Ha | 4ac cnen npeosupane. B cyuai Ha 4ecTH H OPOXBIKHTETHH

KOHBYJICHH, TPs0Ba A Ce MPHUIIOKH HHTPRBEHO3HO AMa3enaM WK nopasemnam. [Ipy nauveHTH ¢ acT™a
TpsA0Ba Aa ce JagaT GPOHXOAUNATATOPH.

po—am
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Hoynpoden npuHanneku keM rpynara Ha HECTEPOHIHHMTE [IPOTUBOBL3NANUTENHM cpeacTea (HITBC).
MexaHusmsT Ba neficTere Ha ubynpoden BxIoOYBa HMHXHUOHpaHe Ha MPOCTArIaHAMHOBATA CHHTE3A.

Nbynpoden Hamanssa Gonkara, oToka H TEMICpaTypara, NPHIHHEHH OT Bh3naienue, OCBEH TOBa, TOM
MHXHOHpa HeoOGpaTHMO TPOMGOLMTHATA arperaums,

YCTaHOBEHO e, 4 aHAATeTHYHUAT H aHTH NUPETUYHUAT epeKT Ha ubynpodeH ce npoAsasa 15 MUHYTH
CJICA NPUEM Ha JICKAPCTBEHUS MIPOLYKT.

Cropen ekcnepumeHTanHuTe AaHHM, HOYTpOd)eH, IPHET eAHOBPEMEHHO C HUCKM 03K ACTIHPHH, MOXE a
HHXUOMpa NeHCTBHETO Ha acIUpHHa 32 MpCAOTBpaTaBaHe Ha TPOMOOLMTHATA arperauns. B uicneapane,
1IpH KOCTO € NafieHa enuHn4Ha nosa ot 400 mg ubynpoden B pamkure Ha § yaca npean wi 30 Mun.
CNE/l IPMNOKEHUETO Ha aCNIMPHH ¢ Obp30 ocBobokaasane (81 mg), SPEKTBT Ha aLETHICATULIMIOBATA
KHCEANHA BLPXY 00pa3syBaHeTo Ha TpomGoKcaH Wi TpoMGOUUTHATA arperauusita € 6uno orcnabeHo.
Te3u nanum, obave, ca OrpaHUUeHH W HECHTYpHH NPH YCIOBHATE HA EKCTPANONalMA Ha €X VIVO J1aHHH B
WIMHWHHATA KAPTUHA W, CNIEIOBATE/IHO, HE € BE3MOXKHO Ja CE HAMpaBH ACHO 3aKII0YEHHE 3a PeA0BHATA

ynotpeba Ha ubynpoden. [1o ce orHaca no HepeAoBHaTa ynoTpeba Ha HOyNnpodeH, cMATa ce, Ye HAMa
KITHHUYHO 3HaYuUM ekt (BXK. TouKa 5.1).

3.2 (dapMakoKHHeTHYHM CBOiCTBA

Ciien npuem ubynpoden 6up3o ce yeeosna u pasnpeacns B opraHusma. [1MKosa ruiazsmMeHa KOHUEHTpaLMs
C€ NOCTHTa B paMKHTE Ha 45 MHHYTH Clie/l IPHEM Ha riaaHo. M6ynpodeH U HeroeuTe MeTaBbOTHTH e

CNMMHHHMPAT HANTBJIHO ¥ ObP30 OT opraHu3mMa upes 6w6peuure. [ToayXHBOTHT Ha OynpodeH e okono
2 4aca,

5.3 Ilpeakauuuunu Jannm 3a GezonacHocT

Ipu n3cnensanuns Bupxy *uUBOTHYU e HabBIONABAHA CTOMALUHO-YPEeBHA TOKCHUHOCT Ha ubynpoden
(MATONOMMYHM M3MEHEHHUS H YaLEpaLuu). Hoynpoden He nokasea MyTareHHH cBOICTBA in Vitro u
KaHUEPOrCHHHW CBOMCTBA NPH CKCNEPHMEHTH BBPXY NIbXOBE W MULIKM. EkcneprumenTanim NPOYYBaHMs

Nokasear, Ye HoynpodeH NpeMUHaBa NIPe3 NIaleHTaTa. Bbrpeku TORa, HAMA HATMYHY JaHHHK 3a
TEPaTOr€HHH €(EKTH.

6. QOAPMAINEBTHYHH JAHHU

6.1 Crnucebk HA IOMOWIHHTE BEWECTBA

Harpues 6enzoar
be3BoaHa nuMoHena kucenuna
Harpuer untpar
3axapuH HATPHil
Hatpwes xnopug
Xunpomenosa
Kcantanoga ryma
Teuen manTuron
Fnuuepon
Apomar Ha sroja
[Ipeuncrena Boaa

6.2 HecbBMECTHMOCTH

Henpunoxumo.




6.3 Cpok ua roanocr

3 roauHy

Cltenl MbpBOHAYATHO OTBapsaHe: 6 Mecela.

6.4 CneunajHH yCUOBHS 33 ChXpaHERHe
Cnen mepBo oTBapsiHe na ce chxpansea nog 25°C.
6.5 BuaH chappxkanBe HAa omaKoBKaTa

byrtunka (nonuerunen tepedranar, PET) ot 100 ml, 150 m] win 200 ml cbc 3ammTena oT Aeua Kanayka
Ha BuHT oT HDPE.

3a nosupaHe: no3npalla CIIPUHLIOBKA 5 ml.

6.6 Cpeunanus NpeRnazHA MepKy NpH H3XBELPASHE

HaMa cnenqyaiiy U3UCKBaHKH4,

7. IIPHTEXKATEJI HA PASPEHIEHHUETO 3A YIIOTPEEA

US Pharmacia Sp. z. o.0.
Ziebicka 40, 50-507 Wroclaw, ITomua

8. HOMEP(A) HA PAZPEIIEHUETO 3A YIIOTPEEA

20150195

9. JATA HA ITBPBO PA3PE INABAHE/MTOJNHOBABAHE HA PA3ZPEINEHHETO 3A
YIHOTPEBA

11.06.2015

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2015




