KPATKA XAPAKTEPHCIVHA BATIROTYESN* /o0 747

1. MME HA IEKAPCTBEHHS IIPOXYKT R6/FA7F74- Soo61
H6ynpom Ontuma 200 mg/5 ml nepopanHa cycneH3us 127 -0 nm
Ibuprom Optima 200 mg/5 ml oral suspension

2. KAYECTBEH H KOJIMYECTBEH ChCTAB
1 ml nepopanua cycnensus ceappxka 40 mg ubynpoden (Ibuprofen).
[ToMoILHH BelecTBa: TEYEH MAITHTOIL.

3a NBJIHMA CIIHCEK HA MOMOLIHHUTE BELIECTBA BIXKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

INepopanua cycneHsus.
BHcko3Ha, mouTtH Gsana cycrneHsus.

4. KJIHHHYHHU JAHHH
4,1 TepaneBTHYHH MOKA3AHHS

Temnepatypa ¢ pa3nuyeH MPOH3XOA BKIOYHTENTHO NPHYHHEHA OT BUPYCHH HHEKLMH W HeXKeNlaHH
PeaKkLHH OT BaKCHHALHH.

Jlexu 10 ymepeHH GOJKH ¢ pa3IHyeH NPOU3XO0/:

- rnasobonue;

- GONKM B IBPIOTO M MyCKY/HTe (Hanp. NpUYMHEHH OT BUPYCHH HHEKIHH);

- GONKH B MYCKY/IMTE, CTABHTE H KOCTHTE, IPHYHHEHH OT HAPaHABAHHUA HA CKEJIETHOMYCKY/THHSA
anapar (pasTexeHHs, HABAXBAHHNA);

- GONKH NPUYMHEHH OT HApaHABAHHA HA MEKHTE THKaHH, NIOCTONEPATUBHU GONKH;

- 3660001, Gonku cinen 3p6oneueHHe, GOJIKH NPUUMHEHH OT HUKHEHE Ha 350M;

- OONKH B yIIHTE MPHMYMHEHH OT BB3NaNeHKHe Ha CPENHOTO YXO.

4.2 I03HpOBKA M HAYMH HA NPHJIOXKEHHE

3a NepopaNHO IPHIOKEHHE.

OnakoBkaTa CbABP3Ka JO3Hpalla CIPHHLIOBKA OT 5 ml 3a Mo-IeCHO N03MpaHe.
Bonka u Temneparypa: nHesHara n03a H6ynpom Ontima e 20 no 30 mg/kg TenecHo Terno, pasaeneHa
Ha OTAETHH [03H.

Karo ce u3non3sa npunoxeHara B OI1aKOBKaTa A03Hpalla CIPHHLOBKA, PEKUMBT Ha A03UPaHE MOKE
Ob/ie MOCTHTHAT N0 CNIEAHMA HAYHH:

Kbpmauera ot 3 a0 6 mecena (5-7,6 kg): 1,25 ml 3 msti aHeBHO (ekBUBaneHTHH Ha 150 mg
ubynpodeH 3a 24 yaca).

Kbpmauera ot 6 no 12 mecena (7,7-9 kg): 1,25 ml 3 10 4 neTH 1HEBHO (EKBHBANEHTHH HA

150-200 mg ubynpodes 3a 24 vaca).

Heua ot 1 a0 3 roaunn (10-15 kg): 2,5ml 3 nbTi aueBHO (ekBuBaneHTHH Ha 300 mg uGynpoden 3a
24 yaca).

HMeua ot 4 xo 6 roqunn (16-20 kg): 3,75 ml 3 nbTH AHEBHO (€KBHBANEHTHH Ha 450
24 yaca).




Aena or 7 a0 9 roqunn (21-29 kg): 5 ml 3 meTH AHEBHO (eKBHBANEHTHM Ha 600 mg uGynpoden 3a 24
qaca),

HAena ot 10 xo 12 rogunn (30-40 kg): 7,5 ml 3 nvTH ABEBHO (exsupanenTnn Ha 900 mg ubynpoden
3a 24 yaca).

BunapacThu u nena Hazx 12 roauns: NpenophuMTENHATA 032 32 CHMITOMATHYHO teueHHe Ha GOJIKa 1
Temnepatypa e 10 ml 3 nbTH 32 24 yaca 1o OTIWIYMABaHE HA CHMOTOMHTE.

HanuenTn B cTapuecka BL3pacT: Ko3aTa TpAOBa qa 6bie onpenereHa HHIHBHAYAJHO OT

nekap. Tpabsa fa ce oOMUCHN HaManNgBaHe HA A03ATA.

Ipu naumenTy ¢ rapywena 6s6pedna GpyHkuna nosata Tpatsa a Guae OINPENIENEHA B CROTBETCTBHE C
6x6peunara Gpyuxuma.

Hosure Tpatsa na ce zasar NpAGIHIUTENHO Ha BoekH 6 70 8§ uaca,

To3u nexapcrsen mpoayKT MOsKe Aa ce AaBa Ha AeN2 HA BL3PACT MOX 6 Mecella camo cien
KOHCYNTALHA C JIeKap.

Ma re ce npeuiasa npenopruMTENHATA K03a.

JlexapcTBeHMAT NPOYKT € NPeiHa3HaYeH 33 IEYEHHE, KOTATO € HeoGXOAHMO,

HexenaxnTe peakliyn MOraT Aa ce CBEAAT 10 MHHHMYM, K8TO C€ H3M0M3Ba Hali-HHCKaTa edeKTHBHA
71032 33 Hal-KPaTKUA NIepHO, HeobXoaHM 3a KOHTDONHPAHE Ha CHMIOTOMMTE (B3kK. TOUKa 4.4),

Tlpu neua Ha BB3pact 3-5 Mecena, akO CHMITTOMITE Ce BJIOLIAT TPAGBA A C¢ KOHCYATHPATE C nexap.
AKO CHMITOMUTE NPONLIDKABAT, TPAGBA 12 C& KOHCYJITHPATE C JleKap He N0-KbCHO 0T 24 waca.

I1pu aeua Ha BBIpacT Hag 6 MECEUA, AKO CUMITTOMHTE MPOALIKABAT NOBEYE OT 3 MHH HIH Ce BJIOLLIAT,
TpA0Ba Aa Ce KOHCYJITHPATE C JIEKap.

Pasinarere npean ynorpeba. JlekapcTBeHHAT POTYKT MOXeE 13 ce Aane HaNpPaBso M A3 ¢ PasTBOPH
BEB BOJIA MITH COK. 32 XOpa C HyBCTBHTENICH CTOMAMIHO-4PEBEH TPAKT Ce IIPErIopEYBa 1a OPHEMAT TO3H
JIEKAPCTBEH MPOAYKT N0 BPEME Ha XPaHEHE HITH ¢ MIIFKO,

43 IHporusonoxazanus

Tos3u nexkapcTren mpoayKT € NPOTHBONOKA3EH NPH NALMEHTH:

- CBC CBPBX1YBCTBUTEIHOCT KEM HOynipodien, ApYTH HECTEpOMAHM NPOTHEOBEANANHTENHH
cpeacTea (HIIBC) WM KEM HAKOE OT NOMOILHKATE BEIIECTBE Ha, H3GPOEHH B Touka 6.1.,

- KOHTO B MAHANOTO C4 MMA/IH QNEPrHYHH CHMIITOMH KaTO PHHHT, YPTAKAPHA H GpoHXHaNHa
aCTMa CIEA TIpHEM Ha aUSTHICANHIWIOBA KHCENHHA WK APYTH HECTEPOHIHA
NpOTHBOBB3NAIHTE/IHY JIeKapcTBeHH cpeacrsa (HITBC),

- © aKTHBHO HJIM MHHANO 3a00NABatE OT CTOMAIUHA H (1K) AyOACHATHA A3Ba, IEpdopams win
KBPBCHE, BIIKYUTENHO CEJ TEPAMKA ¢ HECTEPOHAHH NPOTHBORBINANIMTENHH CPEACTBA
(HIBC) (8. Touka 4.4),

- € T¢/Ka YePHOLPOOHA HEAOCTATRYHOCT, TEXKA 6B0peuHa HENOCTATHYHOCT HAH TEXKA
ChPASYHA HEAOCTATEYHOCT (Knac IV no NYHA), (8. Touka 4.4),

- KOUTO €HOBPEMEHHO MIPHEMAT APYTH HECTEPOMIHH NPOTHBOBLAMTANHTENHM CPEACTBa,
BiounTenHO COX-2 nHXHOHTOPH (NOBHILEH PHCK OT HEMXEIAHH PEaKIHH ~ BXK. TOUKA 4.5},

- B TPETHA TPHMECTHP Ha OpeMeHHoCTTa (BXK. Touka 4.6),

- ¢ XeMOparu4ea aquare3a.

44 Coeunanun npexynpeaaeHHs H NPEINA3HA MEPKH opn ynorpeba

Tpadsa na ce BHUMaBa 0coGeHO MHOTO 10 BpeMe Ha ynoTpeGara Ha JIeKAPCTBEHHA POAYKT HpPH

HNauMeHTH:

- CBC CHCTEMEH NIYTTyC ePHTEMATO3YC H CMECEHa KOIIareH03a 0P NOBHILICH PHC S
acenTHYeH MEHHHTUT (BX. TOUKA 4.8), '




- ¢ aHAMHe3a 3a 3260NABaHIA HA CTOMAINHO-YPEBHHA TPAKT ¥ XPOHHYHO BB3NATHTETHO
zabongBane Ha aeGenoro wepBo (yaunepo3en kouaMT, Sonect na KpoH) - BE3MOKHO € 00oCcTpaHe
Ha 3abonsaBanero (BxK. TouKa 4.8),

- ¢ aHAMHE32 32 APTCPHANHA XHIIEPTOHNUA K({HWIH) ChpOeyHa AHCOYHKIHA,

- ¢ Or0peuHa AMchYHKIMA - CHIISCTBYB2 PUCK OT MO-HATATBUIHO BNollapaHe Ha Ga6peunara
yHkunA (Bx. Touka 4.3 u Touka 4.8),

- ¢ uepHonpobHa nuchyHKmEA (BXK. Touka 4.3 1 Touka 4.8),

- ¢ KoarynanuoHHi HapynreHHa (MGynpodeH MOXe Ia yIBIKH BpEMETO Ha KbPBEHE).

[Tpu naumMeHTH ¢ aHAMHE3a WA ¢ aKTHBHA OPOHXHATHA ACTMA H AnepriyHH 3200NIABaHKUA, IPHEMET Ha
TO3H JIEKApCTBEH NPOIYKT MOXe J1a MPeau3BrKa SpOHXOCTaZEM.

[TpHeMBT Ha TO3R JIEKapCTBEH NPOAYKT B Half-Makara epeKTHBHA J03a 33 BB3MOKHO Hall-KpaTeK
NEePHOL OT BPpEME 3a oDieKyaBaHe Ha CHMITTOMHTE HaManABa PHCKa OT HEXKC/IAHH PEAKIWH (B)K. edgelc'r
BBPXY CTOMALIHO-YPEBHHS TPAKT M CHPACTHOCHA0BATA CHCTEMA [O-10.Y).

Ilpr mauMeHTH B CTAPYECKA BB3PACT PUCKBT OT HEXKENAHW PEaKLiM, CBhp3aHy ¢ ynorpebara Ha TO3H
JIEKapCTBEH NPOAYKT € MO-TOJIAM OTKOAKOTO TIPH NO-MIAAH NAlUeHTH

YecroTara A HHTEH3HTETA HA HEXEIAAUTE PEaKLMKE MoraT fa OBJaT HAaMAISHH, KATO CE M3MONI3Ba
BRIMOKHO HA-MANIKATa TepaneBTHYHA 1033 3a BE3MMKAO Hali-KpaThK Nepuo OT BPEME.

Tpabea na ce u3barea ynorpebara Ha nekapcraenns npoayxkT HGynpom OnTHMa 3884HO C APYTH
HECTEPOUAHY [IPOTHBOBBANANNTEIHH CPERCTBa, BKIOUHTENHO COX-2 HHXHOHTODH.

CrInecTByBa PHCK OT CTOMAILUHO-YPCBHA KPBBOU3NHBY, YILEPaIH i nepdopanis, KOHTO MOrar 1a
Gbaar (arantHi ¥ HE3ATBDKHTENHO NPEAX0XKAAHH OT ATAPMHPANIH CHMITTOMH, HITH 1 €& TIOABAT NpU
MalHEATH ¢ POABY HAa TAKHBA AMaPMUpPALH CHMITOMY. B ciryyad Ha cTOMAIMHO-YpeBEH KPBBOHANHB
HIIH ynuepauis, NPHEMET Ha JIEKapcTBEHHA NpoaykT TpAOEa aa Ohae He3abaBHO MIPEYCTAHOBEH.
TTaumenTH ¢ aHaMHe3a 33 CTOMAHIHO-4YPeBHH 3a60MABAHEA, 0CO0EHO XOpa B CTapyecKa BE3pacT,
TpsabBa Ja GJaT MOCEBETBAHH A3 HHOPMHpAT AeKap 33 BCHUKH aTHIMYHHA CTOMANIHO-YPEBHH
CHMIITOMH (Hal-Beue KbPBEHE), N0-CIELHATHO B HAYANTHAT? $a3a Ha TepanuATa. Teau maHeHTH
Tpa6Ba Ja H3N0I3BaT BE3MOKHO Hali-HHCKATa 1034 OT JIEKAPCTBeHHA IIPOAYKT.

To3u nekapcTBEH NPOAYKT TpAOBA fa ¢¢ YroTpedsBa BHHMATEIHO NPH IallMEHTH, KOHTO NPHEMaT
€MHOBPEMEHHO APYTH JEKaPCTBEHU TIPOAYKTH, KOHTO MOTAT Aa MOBHLIAT PUCKA OT CTOMALIHO-YPERHH
HapyIIEHHA HIH KBPBEHE, HApHMep KOPTHKOCTEPOHAH M aHTHKOATYIAHTH KaTo Bap(apHH HIH
AHTHATPETaATH KaTO aueTHACATHUUIOBA KHCENHHA,

KnHRH4HUTE NPOYYBAHKS NOKA3BAT, Y€ YToTpebara Ha ubynpodeH, 0coGeHO BFhB BHCOKH A03N

(2400 mg/nen), Moxke Aa € CBBP3aHA ¢ NOBHINABAHE HA PHCKA OT APTEPHANHE TPOMOOTHYHH CEOHTHA
(Hanpumep URGAPKT HA MUOKAPIA WIH HHCYT). KaTo 110 enmtAeMHOIOTHYHKTE NPOYYBaHHS HE
NOKa3BaT BpE3Ka MeX Ay npHeMa Ha HOynpodeH B HHckH #0234 (1.¢. < 1200 mg/ne) ¥ NOBHINABAHE HA
PHCKa OT apTEpHATHH TPoMOOTHYHH CEOHTHA,

IMaupenTHTe ¢ HEKOHTPOIKPaHA XUMEPTOHHS, 3acToHa chpaeuna Hexoctarsunoct (1I-I11 mo NYHA),
ycTaHOBeHa HcKeMuuna GoecT Ha ChpLeTo, neprdepHa apTepHarHa GONeCT H/HIH MO3BYHOCHI0BO
3abonasane TpaOBa fa GbAaT ekyBaHu ¢ HOYNpodeH caMo Cnelt BHEMATENHA NPEeUeHKa U Ja ce
m36arsar BucokuTe n03u (2400 mg/aen).

Tpabea na ce H3BBPINBA BHHMATENHA NPEUEHKA ¥ MPEH 3aN0YBaHe Ha ABRIrOCPOYHO IeUeH e Ha
NAUMEHTH C PUCKOBH (JaKTOPH 32 CHPACYHOCHIOBH CHOHTHA (Hanp. XMIEPTOHHS, XAICPIHITHAEMHUS,
3axapeH AHaber, TITIHOHONYIUEHE), ocobeHo ako ¢ HeoOXonuM npueM Ha HOynpodeH BBB BHCOKH
no3u (2400 mg/nen).




EaHoBpeMeHHATA NPOABTKHTENHA yioTpeda Ha pasnIHYHH aHAAreTHUR MOKe Aa Joeeae Ao 6upeyHo
YBDEXAAHE C PHCK OT OEOpedHa HemOCTATHIHOCT (aHANTeTHYHA HedpoiaTis).

MHoro panxo ce cbofiiaBa 3a TEXKH KOKHH PEAKLH, HAKOH OT KOHTO iaTanHH, BKIIIOYHTEIHO
excoIHaTHBEH AepMaTHT, CHHAPOM Ha CTHBEHC-JXOHCHH H TOKCHYHA eMHASPMANHA HEKPOTIH3A BEB
BpE3Ka ¢ ynorpebara ua HIIBC. PHCKLT OT PA3BHTHE HA TE3M TEHKKH PEAKUMU € HAH-BHCOK B
HAYaIOTO HA JICYSHHETO, B NOBEYETO CIIy9aH B PaMKUTE Ha IBPBHS MECEI] 0T yIoTpedara Ha TO3H
npoaykr. Crobmana ce 3a 0CcTpa reHEpaIM3HPaHa eK3aHTEMAaTO3HA MyCTY03a (acute generalised
exanthematous pustulosis, AGEP) p5B Bpb3Ka ¢ IPOAYKTH, ChALp:aiH ubynpoden. Ynorpebara Ha
npopykTa Tpabpa ia OBAe HPeYCTAHOBEHA NPH Pa3BHTHETO HA MBPBUTE CHMITOMH: KOXeH o00puB,
YBPEKIaHe Ha JIMrapyIuTe ANA APYTH CHMOTOMH H NPH3HAH HA CBPBXIyBCTBHTENHOCT.

C'I:HIECTBYB&T JOKa3aTeNCTBa, ¢ JICKAPCTBEHUTE NPOAYKTH, KOHTO m{xnﬁnpaT HHUKNOOKCHICHA3aTa
(mpocTarnaHAMHORA CHHTE3A), MOTAT A JOBEAAT A0 HAPYIICHHS HA (PEPTIIHTETA TIPH KEHH, KaTo
NOBAHABAT OBYTALMATA. To3H eekT € NpexoneH u H3de3Ba Clel IPeyCTAHOBABAHE Ha TEpaliaTa.

Cnopen excnepyMeHTANHA NJaHHH, eAHOBPeMeHHaTa ynotpeba Ha nGynpodeH ¢ HHCKH 103H ACHPHH
MOXe 1A WHXUGHpa akTHBHOCTTA Ha aclHpPHHA 3a NPeoTBparapae Ha TpoMOOLMTHATA arperaitd B
kphBTa. Tesn nannu, obade,ca orpaHHYERH H HECHTYPHH IO C€ OTHACA [0 eKCTPanoNalMATa Ha ex
vivo JJaHHH B KIIMHHYHATA KAPTHHA; 3aTOBA HE @ HEBB3MOXKHO [ Ce HAaNpPaBH 3aKIOYEHHE OTHOCHO
penoerara ynotpeba Ha uGynpoden. Illo ce oTraca ao HepeaosHara ynoTpeba Ha uOynpodeH, cMATa
e, 9e HAMA KITHHHYHO 3Ha9HM edekT {BK. To49Ka 5.1).

HIIBC morar Aa 3aMacKHpar CHMITOMHTE Ha HH$eKnua H Tpecka. OCBEH TOBA, TE MOTAT Ja
NPeNIBUKAT HAPYIICHNA HA 3PeHHET0. B Takes crydall NpHEMET HA ICKAPCTBEHHA NIPOAYKT Tpiabra
ha Gble npeyCcTaHOBEH M i c¢ HATIPaBH OQTATMONOTHYEH Nperies.

ChllecTBYBa pHCK OT OLOpEUHO YBpEKIAHE NPH ASXHAPATAPAHH Jela.

[TarHenTH ¢ peiKH HACNEACTBEHH NPoGIeMH Ha HEMOHOCHMOCT KBM ¢pyKTo3a He Tpa0Ba a NpHeMaT
TO3H JIEKapCTBEH MPOLYKT.

4.5 BsaumoaeiicTBHe ¢ APYrH NeKAPCTEEHH NPOAYKTH H ApYrH GopMH Ha BIaHMOAEHCYENE

Hoympoden (noxobuo ua apyru HIIBC) e TpaGpa na ce ynorpebasa 386IHO CBC ClISTHATE

NIeKAPCTEERH NPOIYKTH:

- AleTIWICAN HUANOBA KHCTHHA HIIH JPYTH HECTEPOHAHH IPOTHEOBB3MANKNTENHH CPENCTBa:
HOpaiH NOBHIIEH PHCK OT HEXEIAHH PeaKLIHH,

- AHTHXHNEPTEHINBHH cpeactsa: HIIBC Morar aa aoBeaar A0 HaMaleHa eeKTHBHOCT Ha
XHTIOTEHIHBHHTE CPEACTRA,

- AHYDPETHIHM: CHIIECTBYBAT OCKBHH JOKA3ATEACTBA 32 HAMAIEHA ePeKTHBHOCT HA JHYPETHLIM,

- aHTHTPOMOOTHYHNA CPENCTBA: ¢crope ockbIHH JaHHH HIIBC Morar na yeeaH4aT AeiCTBHETO
Ha aHTHKOAryJIaHTH, kKaTo Hanpumep sapdapuH (aueHoxymapon) (Bx. Todxa 4.4),

- JUTHI B METOTPEKCAT: CHIIECTBYBAT ACKA3ATEICTRA, Ue HECTEPOHAHATE IPOTHBOBE3NATHTEIHH
CpeAcTBa MOTAT JIa ROBENAT A0 NIOBHIIEHH TUTA3MEHH HHBA Ha JIHTHIE H METOTPEKCAT.
Ipenopb4Ba ce Oa ce NPOCNENABaT CEPYMHHTE HUBA HA IUTHIA.

- 3HAOBYIMH — ChINECTBYBAT AOKA3aTENCTBa 32 yABIKABAHE HA BPEMETO HA KBPBEHE NPH
MALHEHTH, JISKYBAHH THOBPEMEHHO ¢ UGynpodieH H 3HAOBYIHH,

- KOPTHKOCTEPOHIH — ITOBHIABRA C¢ PHCKET OT HEXEIAHH CTOMAIIHO-YPEBHH PeakIiH.

- HECKH JO3H UeTHICATHUIOBA KHCETTHHA, H3TOI3BaHA 3a NpodIiakTHKa Ha ChPASYHOCHIO0BH

CBHOHTHA - eKCIIEPHMEHTANHITE JAHHH NOKA3BAT, Y€ MPH eNHOBPeMeHeH npHeM HOYpodeH Moxe

KOHKYPEHTHO A3 NOTHCKA edekTa HA HHCKH RO3H ANEeTHICATHLIOBA KUCEHHA 1T0 OTHOIUSHHE Ha

TpoMOoLMTHATA arperanyi. Benpexy Ye UMa HEACHOTH OTHOCH( EKCTPaNOIHPAHET) Ha




no3u, CMATa Ce, Y€ HAMA TroJIAMa BEpOATHOCT ofnvaiinara ynorpeGa Ha HGynpodeH Ja fosene 1o
KIHHHYHO 3HaYHM edexT (Bx. Touka 5.1).

4.6 DepruanTet, GpeMEHHOCT H KLPMEHe

Epemennoct
Hsma nocrarbyto zaHnm ot ynotpe6ara Ha H6ynpodeH npu 6pemenHu sxenu. Thif karo edeKThT OT

MHXHOMPAHETO Ha MPOCTariaHIHHOBATA CHHTE3a BhPXY (BeTyca He € U3BeCTeH, ynotpebara Ha
u6ynpoder 110 Bpeme Ha MLPBHA M BTOPHA TPUMECTEP Ha SPEMEHHOCTTA HE C€ NPEmOPhBa.

Ilo Bpeme Ha mocAenHHA TPUMECTBD Ha OpeMerHOCTTa HOYNPOQEH ¢ NPOTHBOMOKA3AH, THT KaTO
HAMAIABA KOHTPAKTHAHATA GyHKLMA Ha MATKATa, IPHYHHABA IPEXIEBPEMEHHO 3aTRapane Ha ductus
arteriosus, NpenU3BHKBA My/IMOHA/IHA XHIICPTOHHA [IPH HOBOPOLEHOTO H € CBLP3AH C OBHINEH PHCK
OT NPOABIIKHTEIHO KBPBEHE NPH MalikaTa u AETETO, H eleM NIpH Maifkara.

Knpmene
Hb6ynpoden 1 HerosuTe MeT2GOMTH NPEMHHABAT B KBPMATa B MAKA KOHUeHTpamuu (0,0008% ot

npwiIokeHaTa 1o3a). He ce Hanara criHpasne Ha KPMEHETO IO BpeMe Ha KPATKOCPOYHO JICdeHHE ©
HEynpodeH B 1034, H3MON3BAHY 32 JeueHue Ha GONKa H TpecKa, ThH kaTo Ko MOMEHTA HAMA
crOOweHNs 3a BpenHy edektn Ha uGynpodeH npu KbpMayera.

DepTHIHTET — BHXTE TouKa 4.4.

4.7 EdexTn BbpXy cniocoSHOCTYA 32 modupane n paoTa ¢ MaWHHK

HsaMa naHHM, CBEP3aHM ¢ HeKeNaHH peakuun Ha uGynpodeH, KOHTO NOBIHABAT COCOGHOCTTA 3a
wodupane ¥ paboTa ¢ MALIHHH, H NCHXOPUIIIANTE YMEHYS,

4.8 HexenaHu JeKapcTBeHH peakiHn

Karo 6a3a 3a oLeHKa HA HEXENAHHTE PeaKIMH ca YCTAHOBEHH CISIHHTE YECTOTH!
Muoro yecti:; >1/10

Yecru: >1/100 po <1/10

Heuectu: =1/1 000 oo <1/100

Penku: >1/10 000 no <1/1 000

Mmuoro peakn: <1/10 000

C HeW3pecTHa 4ECTOTA: OT HAMHYHHTE JAHHU HE MOe 1a OBIe HanpaBeHa OLEHKA.

Hesxenanvte peaxiuu onucady no-Zomy BEMIOYBAT BCHYKH H3BECTHH HEIKENAHH peakiHy, KOHTO ¢a
CE€ MOABHIIH IO BPEMe Ha JieueHHe ¢ ubynpodeH, KaKTo H IPH MALMEHTH ¢ PEBMATHYHO 3a00NaBaHe,
JEKYBaHH ¢ BHCOKH A03H HMPOXBIKHUTENHO BPEME.

Hanexute 4eCTOTH, H3BBH ,,MHOTO HECTH CBOGIIEHMS", Ce OTHACAT 32 KpaTKoTpaiiHa yroTpeda Ha
MaKCHMaITHa AHCBHA A03a uGynpoden ao 1 200 mg 3a mepopannu dopmu 1 1o 1 800 mg 3a
cynosuropun (= 30 ml nepopanua cycnensus H6ynpom OnTrma, MAKCHMAIHA JHEBHA 71032 32
BB3PACTHH M Jena Hax 12 ronuHH).

Hudexuun u audecraunn

MHoro panko ce crobimasa 3a 060CTpAHE Ha BE3NATHTENTHH 3200/9B2HHAA, CBLP3AHH C nHexEa
{Hanp. pa3sATHe Ha HEKpOTHYeH (acLMNT) BB BPE3KA C [PHEMA HA HECTEPOHIHH
NIPOTHBOBE3NAMHTEEHH CPpeacTBa. ToBa BEPOATHO € CBBP3aH0 C MEXaHH3Ma Ha AclicThHe Ha
HECTEPONIHHTE [IPOTHROBB3NANHTENHH CPEACTBA.

INaupenTuTe TPAOBA Ia GBAAT MOCHBETBAHH He3abaBHO Ja ce CBEPIKAT C JIEKAp, aKo J1
JICYEHHETO ¢ eKapeTBeHHd nmpoAyKkT Hbynpom OnTHMA ce pa3BUAT WIH BIOLIAT Cji
uHpekmn. HeobxomuMa e olleHKa Ha NPOTHBONOKA3AHHATA 33 NPOTHBOBE3IIAT:
aHTHOHOTHYHA Tepanud. CHMOTOMY Ha ACENTHYSH MEHUHTHT ¢ BPATHA PUTHIH,




rajieHe, NOBPBILAHE, TPECKa HIH HapYLIEHHS Ha Ch3HAHHETO C& HalM0AaBaT MHOTO PAAKO 1O BpeMme
Ha meueHHeTo ¢ ubynpoden. Marnexaa, 4e nanueHTHTe ¢ aBTOMMYHHH 3a00/aBasus (CHCTEMEH Tynyc
€pHTEMATO3YC, CMECEHA CHEAMHHTENHOTHKAHNA (OMIECT) Ca MOJATIHBH,

Hapywenns Ha KpbBT2 H JEMPHATA CHCTEMA

MHoro peziky: HapyuIeHHA Ha XEMATOMOCTHYHATA CHCTEMa (2HEMKA, IEBKOTIEHHS, TPOMGOLIHTONEHHS,
NAHOMTONICHKA, arpaHynOUHT033), Hauankure CHMITTOMH BKTIOYBAT: TPEcKa, GOJIKK B BPAOTO,
TIOBEPXHOCTHH #3BH B YCTaTa, IPUIIONOJO0HH CHMITTOMH, 3HAYHTENHA YMOPA, KbPBEHE OT HOCA H
KO3KaTa,

Hapyuiensn Ha HMyHHATA CHCTEMA

Hedyecty: peakunn Ha CBpBXUYBCTBHTENHOCT C KOeH 0GPHB H chpBeix, KaKTo H aCTMATHYHE
NPHCTHIH (C BB3MOXKHO NMANaHe Ha apTepHANHOTO KPbBHO HAATAHE).

B TakiBa cnyyau nanuenTure Tpabsa Ja GBAAT OCHBETBANK A3 WH(OPMHPAT He3abaBHO cBOL JieKap
H Ja TIpeycTaHoBAT npHema Ha MoynpoM OnTeMa.

MHOr0 penKy; TeXKH CHCTEMHH PeakIii Ha CBPEXUYBCTBHTENHOCT, Te MOMKe 1a Ce IPOsBST KaTo
OTOK Ha JTHUETO, €3HKA, H JIAPHHKCA ¢ BRTPEIHO CTECHABAHE HA AMXATEHNTE ITBTHILA, PECHHPATOPHH
ONNaKBaHKA, ChPASYHH NANNHTALHH H NaJaHe B KPBBHOTO HANATAHE A0 XHBOTO3ACTPALIABAILIO
IFOKCBO CECTOAHHE..

Ilpu pasBuTHE HA €QMH OT Te3H CHMITTOMH, KOHTO MOIAT Aa Ce TIOABAT OPH Ce]l ITbpBata ynotpeda
Ha MPOJYKTa, MAUHEHTHT TpabBa He3abaBHO 1a Ce KOHCY/ITHPA C JieKap.

IlenxavHu HApymeHHs

MHOro peaKH: NCHXOTHYHH peakiyH, Jenpecy.

HapyuwieHus Ha HepBHATA CHCTEMA

Heuecru: HapyweHua Ha NEATpa/IHATA HEPBHA CHCTEMA KATO [J1aBoBONIME, CBETOBBPTEX, Geachuue,
KHTUpaHoCT (BR30y/a), pasnpa3HATENHOCT H yMOpa.

Hapymenus ua ounte
HeuecTn: RapyImeHHA HA 3pEHHETO
Hapyuietinn na yxoro H Ja6HpHHTA

Penxu: Tanuryc

Crupreunn Hapywenust

MHoro penxn:
. CbPACYHH MAMNMHTALAH, ChPAeYHA HEFOCTATHUHOCT, MHOKapAeH HH(apKT;

. Hma crobiueHus 3a efieM, apTepHaTHA XMIEPTOHHA H CHPASYHA HEJOCTATRYHOCT, CBEP3AHH C
JeyeHdero ¢ HIIBC.

KnnuuusnTe npoyybanns nokassar, ue ynorpebara Ha ubynpoden, oco6eso BEB BHCOKH 103u (2 400

mg /AeH) MOXeE /14 € CBBP3aHa ¢ IOBHILRBAHE HA PHCKA OT APTEPUANHH TPOMGOTHYHU CHOUTHS

(HanpuMep HRGAPKT Ha MHOKAPIA WM HHCYNT) (BK. TouKa 4.4).

CbaoBH HapymeHns

MHOro peaks: aprepuansa XHNEPTOHHA




CTOMAMIHO-1PEBHH HADYIICHHA

He:xenaunte peakumu Hali-4€CTO 3aCATAT CTOMALIHO-UPEBHHST TPakT. Morar nia ce nofABAT CTOMALIHA
u/unu gyoaeHanua s3sa, nepdopauus u CTOMAUWHO-4PEBHO KBPBEHE, NOHAKora QatanHo, ocofeHo
pH MAHUEHTH B CTapYecka BB3PacT, (Bxk. Touka 4.4). HMa crobuleHns 3a rageHe, nopphiuaye,
FHapHi, HRAaTyNECHLEA, 3aIIcK, JIOMO XPAHOCMENIAHE, a61oMHHATHH GOIIKY, MeneHa, XeMaremesa,
A3BEH CTOMATHT, 000CTPAHE Ha KOIUT u Gonect Ha Kpow (Bx. Touka 4.4) clle/ IpHIOKERHE HA TO3H
npoayxr. [lo-paako ce rabnronapa racTpur.

HecTy: CTOMAIIHO-YPEBHN HAPYLIEHHA KATO KHCEHHH, aGNOMHHANHH GOMIKH, rajicHe, NOBPBIIANE,
$uatynennus, quapus, 3anex H cnaGo CTOMALIHO-UPESBHO KBPBEHE, KOETO B HIKIIOUUTENHY CAYYan
MOJKe A3 AOBEAE ¢ aHEMHA.

Heuecry; cromMauno-upesHa yIUepaLys ¢ BE3SMOXHO KEPBEHE H nephopalie; yIUEpo3eH CTOMATHT,
oGoctpane Ha koauT 1 GoecT Ha KpoH (Bk. Touka 4.4), TacTpHT.

Muoro peakw: e3odarut, naHkpeatur, o6pasysane Ha membpanononobha cTpyKTypa B yepBara,

Tlaunentrte Tpabea 1a GbaaT NOCKBETBAHR Aa cnpaT yNoTpeSaTa Ha TO3M POAYKT H HE3abaBHO 1a ce
CBBPXKAT ¢ JIEKap B cnyqaﬁ Ha CHNTHA enmHracTpanHara GOJIKEI, XeMATCMEe3a HIIH MEIeHA.,

Xenatobuanaprau Hapymenus

MHore peakn: yepHoapoGHa AuchyHKUMS, YepHOAPOGHO yepexaane {ocobero npu no-
NPONBLKUTENHO NEYEHHE), YePHOAPOOHA HEZOCTATEMHOCT, OCTLP XEIATHT.

Hapymemm Ha KOKaTa W HA NOAK0KHATA ThKaH

MHoro penxu;
. Morar aa ce passuaT TexKy ¢(opmMH Ha KOxHK PEAKLHH KATO MYJTHQOPMEHA EPHTEMA;

. Oymo3Hu peaknyy, BIIIOYHTEIHO CHRAPOM Ha CTHBBHC-JI%OHCHH M TOKCHYHA eIuAepManHa
HeKpOITH3a;

. B M3K1H04MTENAN ClTyyal MOTAT [a Ce Pa3BHAT TEXKH HH(EXLAH HA KOKATa H MEKHTE THKaHH
(Harp. ycnoxHeHHs [0 BPEME HA BapHIUeNa).

C nenssecrHa wecroTa:

. JlexapcTBena peakima ¢ €03MHOGUIHA K cHCTeMHH ciMirroMH {DRESS CHHApOM), OCTpa
TCHEpaNH3HpaHa €K3aHTeMaTo3Ha myctynosa (AGEP)

Hapywenns na 6u6peunre ¥ MHKOYHNTE ILTHIA

MHuoro pengw:
. Morar ha ce passuaT HAMANEHO OTHEIAHE Ha yped H ei1eM, 0co0eHO0 NPH NAlREeHTH ¢

apTepuanta xineproqus. OCBEH TOBA, MOTa Ja ce MOABAT GOPEeYHa HEAOCTATEMHOCT,
HePOTHYEH CHHIPOM H HHTEPCTHIHANEH HebPHT, KOHTO MOZKE Ad €2 CHIPOBOACHH C ocTpa
6e0peyHa HEROCTATEYHOCT;

nanunapHa Hekposa (0co0eHOo npH NpoABIKHTENHA ynoTpea);

AOBHINEHH CEPYMHH HHBA Ha yped.

CwofinaBane Ha MOAOIHPANM HEMENAHUW DeAKNHN

CroblaraneTo HA NOTO3MpPaHH HEXENAHH PEAKLHY ClEl paspeluasaHe 3a ynoTpeda Ha NeKapCTBEHHs
MpOnyXT € pakHO, ToBa Mo3BoNABa A3 NPOABIKY HaGMOAEHHETO HA CHOTHOLICHHETO TIOM3/pHCK 3a
A€KapCTBEHHA NPORYKT. OT MEAHUMHCKHTE CIISLHATHCTH CE H3ACKBA Ja CHOBILABAT BCAKA
Noao3NpaHa HexeNada peakuyd dpe3 M3nnnuurennara areHIws o feKapeTsara, yi.,,Ja
I'pyes’’Ne 8, 1303 Codun, Ten.: +359 2 8903417, yeGcaliT: www.bda.bg.




4.9 IIpeno3upane

[Ipy Aeua npuIoXEHHETO Ha eHHIYHA No3a Hag 400 mg MoXe Aa NpPeaH3BHKA CHMIITOMHA HA
npefo3npane, TouHaTa 7033, KOATO MOMKE Ja NPeM3BHKa CHMIITOMH HA IPENO3KPAHE IPH BB3PacTHH
He ¢ ycraHoBeHa, [lony:xHBOTET IO BpeMe Ha npenosupane € 1,5 0o 3 vaca.

CHMITTOMH

[Tpu nOBeYeTO NALMEHTH, NPHEMALIH KTHHHYHO 3HauuMK A03H HITBC, Morat 1a ce nosBaT clegHUTe
CHMIITOMH: TalleHe, MOBPEIIAHE, €MHracTpaiHa GONKH H No-pAako auapud. Chuio Taka MOTar Aa ce
Pa3BHAT: THHHTYC, IaBoboie ¥ CTOMALHO-YPEBHO KbpBeHe. [10-TeXKKATa HHTOKCHKALIAS NOBIHAEL
LCHTPANHATA HEPBHA CHCTEMA C [IPOABH HA CHHIHBOCT H MHOTO PAZIKO BB30yAa 1 Ae30PHEHTALAA HWIH
KOMa. B MHOro penxy cnyyau MOTar Ja ce NOABAT KOHBY.CHY. [Ipy TeXKa HHTOKCHKALMA MOXe Aa ce
pa3sHe METabONIMTHA alHA03a U AA C¢ YABIOKH NPOTPOMGHHOBOTO BpeMe (MEXAYHAPOIHO
HopManHIupano oTHoineHHe, INR). Morar aa ce passuaT: ocrpa 660peuHa HeA0CTATHUHOCT HITH
uepHoApoOHO yBpexnane. [TalueHTHTE ¢ acTMa MOTAT Ja oy4aT oGocTpane Ha caMrrToMirTe. [pu
CEpPHO3HO OTPABAHE MOKE 1A HACTBIN MeTab0NHTHA alHA03a.

Jleuenue

Hsawma cnenugutie aHTHAOT. JIeYeHHETO € CHMNTOMATHYHO H MONIBPAALIOC, KATO BEIIOYEA
IeToKCHKauus Ha oprannsma. Tpadsa ga ce mpocneassa chpaeHHaTa GyHKIHS U A2 Ce KOHTPONUPAT
KU3HEHHTE QYHKIMH TIpH YCnoBHe, Ye ca crabwiay. Tpadsa fa ce MOMHCIH 32 EPOPATHO
NpHNOKEHHE BA AKTHBEH BBIVICH B PAMKHTE Ha | gac cnex npedo3upane. B cinyvail Ha yecTd H
NPOALIIKHTEIHH KOHBYIICHH, TpA0Ba Ja ce MPH/O0KH HHTPaBEHO3KO AMa3enaM KM nopasenad. [lpu
TALMEHTH C acTMa TpAGBa Aa ce AauaT OPOHXONMNATATOPH.

5. ®APMAKOJOTrHYHU CBOMCTEBA
5.1 dapmakoaHHAMHUHH CBOHCTBA

®apMakoTepaneBTHYHA rpyna: HecTepounHu npoTHBOBB3NANATENHH H AHTHPEBMATHIHH NIPOJYKTH.
ATC kom: M 01 AE 01

HGynpoden npunamnexy KbM [pymnara Ha HECTEPOMAHMTE IPOTHBOBBINANKTEN M cpencTsa (HIIBC).
MexaHH3MBbT Ha AeficTBHe Ha HGyNpodeH BKIIOUBA HEXHOHpaHe HA MPOCTAraHAMHOBATA CHHTE3A.
H6ynpoden namanssa Gonkara, OTOKa M TeMuepaTypara, IPHYMHEHH OT BrananeHue. OCBEH TOBa,
TOH HHXHOHpa HeobpaTHMO TPOMOOLIHTHATA Arperalys.

YCTaHOBEHO €, Y€ AHANTETHYHHAT M aHTHITHPETHYHUAT eekT Ha uGynpoden ce npoasapa 15 MHHYTH
Cel IPHEM Ha JISKapCTBEHNS MPOAYKT.

ExcriepMeHTaHKTE JaHHH TOKA3BAT, He TIPH eNHOBPEMEHEH NpueM HOYpodeH Moke KOHKYPEHTHO
[ta TIOTHCKA edeKTa HA HUCKH I03H ALSTHICAIMIIIOBA KHCEMHA TI0 OTHOWEHHE Ha TpoMGOLMTHATA
arperauus. Haxou (apmakoauHaMHYHI POYYBAHMA OKA3BAT, Y€ KOTATO C€ NPHEMAT SAMHHYRH 403K
uGynpoder 400 mg no 8 u. npeau WK 30 MuH. cie NPHEM Ha ALETHICATMLHIOBA KHCEHHA C
HernocpeacTBeHoTo ocBoboxaasane (81 mg), ce orciabea epekra Mo OTHOMIEHHE Ha 06pa3yBaHeTo
Ha TpoMOOKCaH unK TpoMOONHTHATA arperauus. BEIpeku 9e uMa HEACHOTH OTHOCHO
CKCTPATIONHPAHETO HA TE3H JAHHH KBM KIHHUYHUA cyqail, Ae MoXe A3 ¢e H3K/IOUH BE3MOMKHOCTTA
peAoBHaTa ABIrocpo4Ha ynorpeba Ha ubynpodeH na Hamanssa KapAHONPOTEKTHBHEA eeKT Ha
AUETHACATHIHAOBA KHCEJMHA B HUCKH J03H. CMATA Ce, Ye HAMA TOJIEMa BEPOATHOCT oGnqaﬁHa'ra
ynorpeba Ha uGynpoden lia 10BeAE 10 KIHHUYHO 3HAYHM edeKT (BX, Touka 4.5).




5.2 MapMaKOKHHETHYHH CBOiCTBA

Cnen npuem uGynpoden 65p30 ce ycBOaBa i pasnpesens B oprannsMa. ITHKOBa NaiMeHa
KOHUCHTPALMA C¢ JOCTHFA B PAMKHTE Ha 45 MHHYTH cJIel IpHeM Ha rianHo, U6ynpoden u HerosHre
METabo/INTH Ce ENAMMHAPAT HAITRIHO  GBp30 oT opraausMa upes 6u6pennte. [lonyXHBOTHT Ha
ubynpoder e okono 2 vaca.

5.3 Ilpenwanunguu xauus 3a GesonacHocT

Tlpu H3cnenBaHus BHPXY KHMBOTHH € HabmonaBana CTOMANIHO-YPEEHA TOKCHMHOCT Ha HOymnpoden
(maronoruiHy M3MeHeHNA 1 ynuepauun). M6ynpoden He noxalsa MyTareHHM cBORCTBA in Vitro K
KaHNEPOreHHH CBOMCTBA NPH eKCTIEPHMERTH BPXY ILIBXO0BE H MHIIKH, EXcriepHMeHTan I
Npoy4BaHu# MOKAa3BaT, 4e uGynpodeH NpeMHHaBa Npe3 NNANCHTaTa. BLnpekn Topa, HiAMa HAJTHIHY
JaHHH 33 TCPATOTCHHH e(I)eKTPI.

6. @OAPMAIEBTHYHH JAHHHU

6.1 CnHepK HA NOMOUIHHATE BellleCTEA

Harpues Genzoar
Besponia THMOHEHA KHCETHHA

Harpues ourpar

3axapun HaTpuil

Harpues xmopuz

Xunpomenosa

Kcantanosa rymMa

TeveHd ManTHTON

Inuuepon

Taymaruu

Bkyc Ha aropna

IIpesncrena Boga

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha ropHocr

3 roguuan

Crnen mbprOHaYANHO OTBapsAHe: 6 Meceua.
6.4 Crenna/Hu ycaoBHs 33 ChXpaHeHHe
Cnen mepBo oTBapaHe Aa ce chxpanssa nox 25°C.

6.5 Bua n chbIbp:RaHuE HA ONAKOBKATA

Karauka Ha eyHT 0T HDPE.

3a Ao3upaHe: A03MPALIA CIPHHNOBKA 5 ml.




6.6 Cneunajanu Npeana3Hl MEPKH NIPH HIXBLPASHE

HamMa crenHatHy H3ncKBaHH.

7. MPHATEXATEJ HA PAIPEHIEHHETO 3A YIIOTPEBA

US Pharmacia Sp. z 0.0.

Zigbicka 40, 50-507 Wroclaw, [Tonua

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

20150196

9. JATA HA IbPBO PASPEUIABAHE/MOAHOBSIBAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Jlara na mepBO paspemapaqe: 11 ronu 2015 T,

10. JATA HA AKTYAJTH3APAHE HA TEKCTA

11/2019




