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1. HME HA JIEKAPCTBEHHUSA IMPOJYKT

Kancugen 200 mg/5 ml nepopanna CYCMEH3HA
Capsifen 200 mg/S ml oral suspension

lllllllllllllllllllllllllllllll

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

| ml nepopanua cycnensus cbabpxa 40 mg ubynpoden (Jbuprofen).

IToMowHK BelecTRa: TeyeH MAaJTHTOI.

33 MbAHUS CITUCHK HA [TOMOLIUHHKTE BELUECTBA BUXKTE TOUKa 6.1,

3. JIEKAPCTBEHA ®OPMA

[lepopanua cycnenzus.
Buckosna, nourn 6ana cycneusmus.

4. KIHMHWYHU JAHHU
4.1 TepaneBTnunn noxazanus

Temnepatypa ¢ pasnnuen NpoUsxoa BRIIOYKTETHO MPHYHUHEHA OT BHPYCHHU HH(PEKLIMM U HEXKENaHH
PeaKUHH OT BAKCHHALIMH.

Jleku 1o ymepenu Gonku ¢ paznuuen MPOU3XO.:

- riaasodosue;

- OOJIKH B MbPNOTO U MYCKYSIUTE (Hamp. NPUYHHEHH OT BHPYCHH HHDEKLMHK);

- Bonkn B Myckynure, cTaBuTe U KocTHTE, MPWHHHEHH OT HAPaHABAHWA HA CKENCTHOMYCKYTHUS
anapar (PasTerReHMn, RABIXBAHNN);

OONKM MPHUMHEHH OT HAPAHABAHUSE HA MEKUTE FbKaHH, NOCTONEpPaTHBHYH BONKU;

350006041, Gonku cnen 3v6oneueHue, Goku NPHYUHEHH OT HUKHEHE Ha 3b0M;

OOJIKH B YLUHTE NPHYMHEHH OT Bb3MA/ICHUE Ha CPEAHOTO YXO.

4.2 [o3upoBKa H HAMMA HA HPHIOKEHHE

3a [epopanHo NpUIokKeHMe,

OnaxkoBkara chabpska A03Mpalia CPHHLOBKA OT 5 ml 3a mo-siecHo Ao3upate.

bonka u Temneparypa: anesnara no3a Kancuden ¢ 20 1o 30 mg/kg Tenecho terno, paszgesieHa Ha
OTHE/ITHU AO3M.

Kato ce u3nonsea npunoxenara B onakoskara AO3Hpalla CIPHHLIOBKA, PEXKHMDBT HAa TO3HPAHE MOMKE
ObAe NOCTUTHAT MO CJIEAHHA HAYKH '

Kbpmayera o1 3 10 6 mecena (5-7,6 kg): 1,25 ml 3 nbTH nHeRHO (exBMBAJICHTHH Ha |

nOynpodeH 3a 24 yaca). NG
Kbpmauera or 6 no 12 mecena (7,7-9 kg): 1,25 ml 3 no 4 mvTH qHeBHO (ekBHBANTEH N N\ x
150-200 mg nbynpoden 3a 24 uaca). ENOT N )
Aeua ot 1 1o 3 roaunu (10-15 kg): 2,5ml 3 nbTu nHerHo (exkBuBaneHTHY Ha 300 m nﬁyxn PO A J & /
24 qaCH). “__;?r.l} ﬁ U e .,// J :::v ;
NSy



Aeua ot 4 10 6 rognun (16-20 kg): 3,75 ml 3 muTv aHeBHO (ekBHBANEHTHH Ha 450 mg HOynpogeH 3a
24 yaca).

Aeua ot 7 10 9 roannn (21-29 kg): 5 ml 3 mbru aHeBHO (ekBMBANEHTHY Ha 600 mg HOynpoden 3a 24
4aca).

Aena ot 10 xo 12 rognun (30-40 kg): 7,5 ml 3 meTH aHeBHO (exBUBaTEHTHN Ha 900 mg ubynpoden
3a 24 yaca).

Br3pacTan u aeua nan 12 rognnn: NPpENOpBYHTENIHATA 1032 38 CHMIITOMATHYHO TeYeHHe Ha 60Ka
v Temnepatypa € 10 ml 3 mbTH 3a 24 vaca 10 oTwyMABaHe Ha CHMOTOMKTE.

[Hanuenru B cTapuecka pB3pacr: nozara Tpa0Ba fa 6be onpeneneHa HHANBUAYAIHO OT
nekap.Tpsbea na ce o6MucnM HaManssane Ha no3ara.

Ilpy nauuenty ¢ Hapymena 0uOpeuna dynkims nosara Tpabea na Guae OnpenesyieHa B CbOTBETCTBUE C
ObOpeuHaTa GpyHKEHA.

Ho3nre Tpabea aa ce AaBAT NMPUGTUIUTENHO HA BoeKU 6 no 8 yvaca,

Tosu nekapeTBeH npoaykT MoXe na ce nasa Ha Acua Ha BB3pacT noa 6 Meceua camo ches
KOHCYNTaLMsA ¢ nekap.

Ha He ce npepriuaBa npenopbuMTeHaTa 1034,
JlekapcTBeHUAT NPOAYKT € NMpeaHasHayeH 3a JICYEHHE, KOraTo € HeoOX0AMMO.

Ipu neua na BB3pact 3-5 mecena, ako cUMITTOMETE ce BIIOLIAT TPsA0Ba 1a Ce KOHCYNITHPATE ¢ JleKap.
AKO CHMITTOMMTE NPOIBIIKARAT, TpAOBa 1a ce KOHCYJITHpATE C JIeKap He Mo-KbeHO OT 24 Maca,

IMpu nena Ha BBL3pacT Hag 6 Mecela, aKO CUMITTOMITE MpOA®RKABAT NTOBEYE OT 3 AHHW MJIH Ce BAOLIAT,
TpADBa [1a ce KOHCYITUpaTe ¢ ekap.

Pasxnarere npeaw ynorpe6a. Jlekapcreenusr MPOAYKT MOXeE Ja C€ Aajie HanpaBo WITH [1a Ce Pa3TBOPH

BbLB BOJAA UMK COK. 3a X0pa ¢ YYBCTBUTEJICH CTOMAILHO-Y PEBCH TPAaKT Ce NpenopbvyBa oa rpHeMar 1034
JICKAPCTBEH ITPOAYKT NO BpCMC Ha XpaHEeHe UNH ¢ MIISKO.

4.3 IlporuBonokasanusn

To3u nexapcTBen npoaykr e npoTHBONOKaszeH NpH MaUHUEHTH:

- CBC CBPBAUYBCTBHTENHOCT KbM HOYNPOteH, ApyrH HeCTepOHaHH NPOTHBOBB3INATHTETHH
cpeactea (HIIBC) unu kbM HAKoe 0T noMoLHuUTE BELECTBA Ha, U30POEHH B ToUKa 6.1,

- KOHTO B MMHAJIOTO €2 UMaJTH AJIEPTHYHHM CHMOTOMH KATO PUHMUT, YPTHKapud U OpoHXxHaHa
4CTMa CIIe/l PHEM Ha alETHIICANLMIOBA KHCEIMHA WIH APYTH HECTEPOHIHH
HPOTHBOBL3NANMTEIIHY J1leKapcTBeHH cpeacrsa (HIIBC),

- C aKTHBHO HITM MHHAIO 3a00/IABaHe OT CTOMALIHA U (W1n) nyoaeHanua a3pa, nephopaLius WiIH
KBPBEHE, BKIIIOUHTEITHO ClIe/l TEPAIUs ¢ HECTEPOMIHH TTPOTHBOBB3MATHTENHY CPeACTBa
(HIIBC) (. Touxa 4.4),

- C TEKKA YEPHORPOOHA HEJOCTATBYHOCT, TeKKa bOPEUHA HeAOCTATLYHOCT HITH TEXKa
CbpPACYHA HEAOCTATBYHOCT (B, TOUKa 4.4),

- KOHTO EAHOBPEMEHHO NPHEMAT APYFH HECTEPOMAHM NPOTHBOBBINATHTEHHU Cpe/ICTBa,
BiTiourTento COX-2 uaxuburopy (noBumey PHCK OT HEXKENMAHH PeaKLH — BXK. TOYKa 4.5),

- B TPETHA TPUMECTBD Ha OpPeMEHHOCTTa (Bok. Touka 4.6),

- C XEMOparu4vHa guaresa.

4.4 Cnennaand npeaynpexuenus n NPEeANA3HH MEPKH NP ynoTpeda

[TAUHUCHTH.

- CbC CUCTCMEH JTYITyC €PHTEMATO3YC M CMECEHA KOJIareHo3a NOpaj{ NOBHLIEH PUCK
aCeNTUYEH MEHHHTHT (BXK. TOUKa 4.§),
- C aHaMHe34a 3a 3ab0M9BaHKA Ha CTOMAUIHO-YPEBHHUSA TPAKT U XPOHHYHO Bb3MaJIHT

3abongBake Ha aebenoTo 4ePBO (yNUEepOo3eH konuT, Gonect Ha KpoH) - BB3MOXKHO €
Ha 3a00J11BaHeTO (BK. TOYKa 4.8),



- ¢ aHaMHe3a 32 apTepHaHa XHNEPTOHUS (i H) CbpAevHa AuchyHKLMS,

- ¢ ObOpeuna auchyrruus - CBHUICCTBYBA PUCK OT M0-HATATHIIHO BIOLIABAHE Ha GEGpeyHaTa
pYHKLUS (BA. Touka 4.3 ¥ Touka 4.8),

- € “epHOApobHa aucdyHKLuMa (BK. Touka 4.3 W Touka 4.8),
- € KOaryJlalMOHHY Hapyweuus (MOynpoden mosxe na YABIKH BPEMETO HAa KbPBEHE).

Ilpu nannedTd ¢ anamuesa WK ¢ akTHBHA OpoHXxHaNHA acTMa U alICPrUYHH 3a00JIBaHKS, [IPUEMBT Ha
TO3H JICKAPCTBEH MPOAYKT MOXKeE /14 NPEAN3BHKA OpoHXxOoCnasbM.

NpuembT HA To3M nexapcTren MPOAYKT B HaAH-Ma/ikaTa eeKTHBHA 1032 33 BE3MOIKHO HaW-KPaTbk
MEPHOA OT BpeMe 3a 0D/IEKHaBaHE Ha CHMITTOMMTE HAMAIABA PHCKA OT HCXKETAHH PeaKLHU (BX. edeKT
BbPXY CTOMALIHO~UPEBHUA TPAKT ¥ CBPAEUHOCHLIOBATA CHCTEMA Mo-A0my).

Ipwu naumenTy B crapyecka Bb3PACT PUCKBT OT HEXENAHH PeaKLviy, CBBP3aHU ¢ YoTpeGaTta Ha To3u
JICKAPCTECH MPOAYKT € MO-TOJIAM OTKOJIKOTO NPH [10-MJIATH NAUHEHTH

Yecrorara W HHTEH3UTETa HA HEKeTaAHUTE Peakunmn mMorar Ja OBAaT HAMaJIEHH, KaTo Ce M3MO03Ba
BB3IMOXKHO HaH-MaJIKaTa TEPANEBTHHHA 034 33 Bb3MOIKHO HaH-KpaThK MEPHOJ OT BpeMe.

Tpabea na ce u36area YNoTpedara Ha JIEKapCTBEHHA MPOAYKT KancudeH 3aenHo ¢ apyru
HECTCPOHIHU MPOTHBOBBINMANUTENHH CPEACTBA, BITIOYUTENHO COX-2 HHXHOUTOpMU,

ChbluecTByBa pHCK OT CTOMALLIHO-YPEBHN KPHBOH3IHBH, YILIEpaUlH U nepdopaLiis, KOUTO MOTAT Aa
ObaaT daTanHu M He3aNbIDKHTETHO IPCAXKAAHU OT aNapMHpALIIH CUMITTOMY, K 12 C€ NIONBST NPH
TAUMCHTH C TIPOSBH HA TAKWUBA aNlapMUPAILM CUMNTOMM,. B CIy4aH Ha CTOMAWHO-4PEBEH KPbBOU3/IHB
WM yIUEpalns, npuemMbT Ha NeKapcTBEHNA NPOAYKT Tps6Ba fa 6bae HezaGasHo [PEYCTAHOBEH.
[launenTy ¢ anaMuesa 3a CTOMALIHO-YPEBHH 3a00/1BaHHK, 0COGEHO XOpa B CTapyecka BB3pacT,
Tpsabsa fa 6baaT NockLBETBAHY Aa HH(OPMHUPAT JIeKap 3a BCHUKH ATHITHYHH CTOMAIUHO-YPEBHU
CHMITTOMH (Ha#-Beve KbPBEHE), MO-CIELHAITHO B HAYA HATA dasa Ha Tepanuara. Te3u mauueHTH
TpAOBa /14 M3NON3BAT BL3MOXKHO Haili-HHCKATa A03a OT NCKAPCTBEHHA MPOOYKT.

Tosu nexkapcTeen nponyxr Tpabea na ce YNoTpe0sBa BHHMATEHO [IPH IALHEHTH, KOUTO IPHEMAT
CAHOBPEMEHHO APYTH JIEKAPCTBEHH MPOIYKTH, KOHTO MOTaT Aa ITOBHIIAT PHCKA OT CTOMALUHO-YPEBHH

HAPYINCHHSA HITH KbPBECHE, HANDHMED KOPTHKOCTEPOUI U AHTHKOATYNANTH KaTO Bap(apuH WK
AHTHArperaHTH KaTo aueTHICATMLUMNOBA KHCENMHA.

Criope/ KNHHHYHHTE H3NUTBAHHUS M eMHACMUOIOr HUHHTE AAHHHW NPOIBIDKHTENHATA ynoTpeba Ha
HOynpodeH, ocobeHo B roneMu no3u (2 400 mg aHeBHO), MOXe 1a Gble CBBP3aHa ChC cnabo
HOBHLICH PUCK OT apTepuanta emGonus (Hamp. MHoKapaeH HH$apKT wiH uHcyaT). Kato wano,
COHACMUOJIOTHYHHTE H3CNEABAHHA HE NOKA3BAT, ue NPHEMBT Ha HHCKK 203K ubynpode (Hanp.
<1 200 mg aHeBHO) e CBBLP3aH ¢ NOBULICH PHUCK OT MHOKapAEH HH(APKT.

EnHospemennata npoabmkutenna ynoTpeda Ha paIiiHK aHANreTHLIM MOXE 14 JOBEIE 10 0s0peuHo
YBPEKIAHE C PUCK OT OB0peuHa HeJOCTATLIHOCT (aHANMeTHYHA HeponaTus).

MHoro psako ce cho6ImaBa 32 TeXKH KOKHK PCAKUHH, HAKOH OT KOMTO (aTalHK, BIIIOYHTEHO
ekconaTHeeH AepMaTHT, CHHAPOM Ha CTHBBHC-/[)KOHCHH W TOKCHUHA CIIMACpMAJIHA HEKPOJIU3a BbB
BpB3Ka ¢ ynorpedara Ha HIIBC. PuckbT OT pazBuTHE Ha Te3M TexKH peaKuMH € Hal-BHCOK B

HAYAJI0TO Ha ICYCHHETO, B MOBEYETO CTYHaH B PAMKHTE Ha IbPBHA MECEll OT yroTpebaTa Ha TO3H

MPOAYKT, ﬁ’ﬁ': - ‘_T,':. \
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Ynortpebara Ha npojykra Tpatea na Gbae MpEYCTaHOBEHA MPH Pa3BUTHETO HA MEPBHUTE ﬁw@mﬂ_: 7N
KOXEH 00pPHB, YBpeXKaaHe Ha JTHraBMLIMTE MITH JPYTH CUMITTOMH Y NIPU3HALM HA A L NG
i EET ' L
CBPBXYYBCTBHUTEIHOCT. *
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Cnopen excnepumerTanHu AaHHH, €AHOBpeMeHHaTa ynotpeba Ha uBynpoden ¢ HUCKM 103m acCTIIHPUH
MOXKE na HHXHUOHpa aKTURHOCTTA Ha aclMpHHa 3a NpefoTBpaTABaHe Ha TpoMBoLUTHATA arperauus s
KpbBTa. Tesn nanuu, obauve,ca OTPAHHMCHH U HECHTYPHM LIO CE€ OTHACH N0 CKCTPANQJIALMATA Ha ex
VIVO JaHHH B KIMHHYHATA KapTHHA; 3aTOBA HE © HEBB3MOMKHO Ja Ce HAMNPABH 3aKTIOYEHHE OTHOCHO

peioBHaTa ynoTpeda Ha HOynpogen. Illo ce oTHacs 10 HCpeloBHaTa ynorpeba Ha HOynpodeH, cMaTa
©C, M€ HAMA KITHHH'IHO 3Ha4nM edekt (BK. Touka 5.1).

HIIBC morar na 3amackupar cumnromure Ha MHQeKuHs U Tpecka. OCBeH TOBa, T€ MOTaT Na

MPEAN3BHKAT HAPYUIEHHS HA 3PEHUETO. B Takbe C/ly4ai NPUEMBT Ha JIEKAPCTBEHMA MPOLYKT Tpabea
Aa ObAge NpeyeTaHOoBEH U 1a ce Hanpasx OPTaIMONOrHYEH Nperaes.

Crlnecraysa pHek oT 61v6peuHo yepexaane npu AEXUApATUPaAHH JcLiA.

Taumenty ¢ penxu HacnencTeenu NpoG/IeMH Ha HEMOHOCHMOCT KbM BPYKTO3a He TpaAOBa 1a npueMar
TO3U NIEKAPCTBEH NPOAYKT,

4.5 BzanmmopeiicTBue ¢ APYTH JICKAPCTBEHH NIPOAYKTH N APYTU GOPME HA B3ANMOLCHCTBHE

Hbyrnpoden (nogo6Ho na apyru HIIBC) He Tpabea na ce ynotpeGasa 3aeHo che clieaHuTe
NEKAPCTBEHH NPOAYKTH:

- AUCTHICATTHIWIOBA KHCEIHHA MK APYTH HECTEPOUIHH NPOTHBOBE3NATHTETHH CpeacTBa:
Opajy NOBHIIEH PHCK OT HEKEJIAHH PEaKLHu,

- aHTHXHIIepTeH3uBHM cpeactea: HITBC morar Aa noBeJaT 10 HaMalleHa eeKTHBHOCT Ha
XHIIOTEH3HBHHUTE CPE/ICTBA,

- AMYPETALIA CBLICCTBYBAT OCKBAHH NOKA3ATENCTBA 33 HAMANEHA ebeKTHBHOCT Ha JAWYpeTUUH,

- aHTHTPOMOOTHYHH CpeacTBa: cnopes ockbanu aanau HTIBC morat Aa YBEJHYAT ACHCTBHETO
Ha aHTHKOATYIaHTH, KaTO HanpuMep BapapuH (aueHokyMapon) (Bxk. Touka 4.4),

- MTHH ¥ METOTPEKCAT: ChIUECTBYRAT JOKA3ATENCTRA, Ue HECTEPOMAHHTE [IPOTHBOBBLANATHTEIHH
CPEACTBA MOTaT 1a JIOBEAT 0 MOBHIIEHH IIA3MEHH HHBA HA JTHTHUH K METOTPEKCAT.
[Ipenopbusa ce a ce npocieaseaT cepyMHHTE HIBA Ha JHTHIL

- SUAOBYIMH — CHLIECTBYBAT [0KA3ATE/ICTBA 34 YAbIXKABAHE HA BPEMETO HAa KbpBEHE NpPH
MALHCHTH, NEKYBAHM eAHOBPEMEHHO ¢ uGynpoder 1 3HA0BYAHH,

- KOPTHUKOCTEPOHAH — MOBHILABA C€ PUCKBT OT HEXKEIaHH CTOMALLHO-YPEBHH PEAKLIHH.

4.6 ®epruaurer, Gpemennocr u KbEpMeEHe

bpeMennocT

Hama noerareuno ganuu or ymotpebata Ha uOynpodieH npu GpeMeHHH xeHy. Thii KaTo e(ekTET oT
HHXHAOMPAHETO Ha NPOCTArTAHAMHOBATA CHHTE3a BbPXY QieTyca He € u3BecTeH, ynorpebara Ha
HOynpoden no BpeMe Ha MLpBKS 1 BTOpHS TPHMECTBP HAa OpeMEHHOCTTA He ce NpenopbYBa.

Ilo Bpeme Ha nocienHus TpUMecTbp Ha 6pemenHocTTa HOYNPodeH e MpoTHBOMOKA3aH, THI KaTo
HaMaJIsBa KOHTPAKTAIHATA (hyHKUMA HA MaTKaTa, IPHYMHABA NPEXACBPEMEHHO 3aTBapsAHe Ha ductus
arteriosus, npeaM3BUKBA MYIMOHAHA XHNEPTOHHA NPH HOBOPOAEHOTO U € CBBP3aH C NIOBHIIEH PHCK
OT TPOAB/KMTETHO KbPBEHE NPU MakaTa H AETETO, U eleM MPH MaKkara.

KbpMmene
UOynpoden u nerosnre Metabonuri TPEMUHABAT B KbpMaTa B Mankd koHueHTpauuH (0,0008% o
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NPpHACKEHaTa n03a). He ce Hanara CTTUPAHE HA KbPMEHETO N0 BPEME HA KpaTKOCPOYHO neqvgpmfeﬁ ;:: ) ““"\\_‘
HOynpoden B 103K, M3NON3BAHK 3a NeueHHe Ha 60TKa | TPECKa, ThH KaTO 10 MOMEHTA HIMA \,i";_,.._.”.&f)Nx
cboOwenns 3a BpeaHu ehexTH Ha HOynpodeH npu kLpmavera. RN

Deprunurer — puxTe TOUKA 4.4.




4.7 Edexrn BLpXy cnoco6HocTTa 32 mogupane u paora ¢ MauwrHHK

Hsama nannu, CBBP3aHH C HEXKETAHU peakuyn Ha HOYNMpodeH, KOUTO MORJIUABAT cnocobHocTTa 3a
wodrpane u pabota ¢ MAIIMHK, U NCHXOPUIUIHHTE YMEHUA.

4.8 Hexenanm texapcrBenn PeaKkunu

Kato 6aza 3a oueHka Ha HexenaHuTe PEaKLMH Ca YCTAHOBEHH ClEAHUTE YECTOTH:
MHoro 4ectu: >1/10

Hectu: >21/100 no <1/10
Heuvectw: >1/1 000 no <1/100
Penxn: >1/10 000 no <1/1 000
MHoro peaku: <1/10 000

C HEH3BECTHA YECTOTA: OT HANTHYHHTE JAHHH HE MOMKE Aa 6b€ HampaseHa oLeHKa.

Hexenanure peakumn onucanu NO-A0JTy BKIOMBAT BCHYKH M3BECTHH HEKEJIAHH PEaKLUH, KOMTO ca
¢C MOABH/IM N0 BPEME Ha JIUCHHE ¢ uGynpodeH, KakTo U IpH NAaUHMeHTH ¢ peBMaTHYHO 3a0onspaHe,
JICKYBAHA C BUCOKH AO3M MPOABIKUTEIIHO BpPEME.

JaneHnTe yecTOTH, H3BBH ,,MHOTO YeCTH cbOOLIeHUs", ce OTHacHT 3a KpaTKoTpaiiHa ynorpeda Ha
MakCHManha ueBHa 103a HOynpodes 10 1 200 mg 3a nepopanuu ¢opmu 1 10 1 800 mg 3a

Cynosutopuu (= 30 ml nepopanua cycnensus Kancuden, MakcHmanHa nHeBHa 103a 3a BB3PACTHH H
Aena Haxa 12 roguun).

Hudexnnu u nadpecraunn

MHoro pajako ce cbo6luaea 3a 00OCTpAHE Ha BL3NANMTENHH 3a60nsBaHuA, CBBbP3aHH ¢ UHPpeKuHs
(Hamnp. pasBHUTHE Ha HEKPOTHYEH $GacumKT) BLB BPb3Ka ¢ NpUeMa Ha HECTEPOUAHU
IPOTHBOBL3NANTMTENHU cpeacTBa. ToBa BEPOATHO € CBBP3aHO C MeXaHH3MA Ha JAEHCTBHE Ha
HECTECPOHAHMTE MPOTUBOBBINATUTENHY CPEACTBA.

INauuenrure Tpabea na 6vHaT NOCHLBeTBAKY He3abaBHO Aa Ce CBLpIKAT ¢ NIeKap, ako 1o BpEMeE Ha
JICHCHMETO ¢ IekapcTBeHks NPOAYKT Kancuden ce pasBUAT MM BIOLIAT CHMITOMM Ha HHQEKLHS.
HeobxonnMa e ouenka na npotusonokazanuara 3a MPOTHBOBB3NAIUTE/HO JICYEHHE HITH
AHTHOMOTHYRA Tepanys. CHMIITOMH Ha ACeNTHHEH MEHHHIHT C BpaTHa PHIHAHOCT, riaBobomue,
F4/16HC, NOBPDLIAHE, TPECKA HUITH HAPYINEHHS HA Ch3IHAHHMETO CE HABTIONABAT MHOTO P4KO 10 BpeMe
Ha NedeHueTo ¢ uoynpoden. Usrnekna, ue nanuenture ¢ aBTOUMYHHH 3a0019BaHHA (CHCTEMEH JTYITyC
CPUTEMATO3yC, CMECeHA ChCAUHNTENHOTEKAHHA 60J1eCT) ¢a MOAAT/IHEH,

Hapymenns na kpoBTa o JAUMODHATA CHCTeMA

MHOr0 peakH: HapyileHHs HA XEMATONOETHYHATA CHCTEMa (aHemus, TEBKONEHHSA, TpoMGoLMTONeHN S,
NAHIHTONEHK A, arpaHyiounTosa). Hauannute cummromy BITIOYBAT: TPecka, GONKH B IbplIoTO,

NOBLPXHOCTHH H3BU B ycrara, FpHﬂ0ﬂ0ﬂ06HH CHMIITOMH, 3HAYHUTETHA YMOpa, KbPBEHC OT HOCA H
KOX4Ta.

Hapymenns ua umynnara cucrema

HevecTu: peakuuy Ha CBPBXYYBCTBHTENHOCT ¢ KOMKEH 00pHB M CLPOEK, KAKTO U ACTMATHYHY
NPHCTBIH (C BB3MOMKHO MAJAHE HA APTEPHATHOTO KPbBHO HaslAraHe). | |

B TakuBa ciiyuan naumenTuTe Tpa6Ba 12 GBAAT NOCLBETBAHM 2 HHGOPMHUpaT He3a0aBHQ CBOY. fieKap =y
1 13 IpeyCTaHOBAT NpHeMa Ha Kancugen. N
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MHOro peakuy: Texku cHcTeMuH PEaKLUHH Ha CBPBXYYBCTBHTENHOCT. Te MOXe Aa ce;;ﬂpﬁ)'igfﬁ'ﬂ'l'{_a_".('o.-.;-'_._';;‘;_'?-_.j':jr'-_, P
OTOK Ha JIHHETO, €3HKA, U TAPHHKCA C BHTPELUHO CTECHABAHE HA THXATETHUTE n'bmma;fppguap@rppg]{__

OITaKBaHKs, ChPACUHH MAINUTAUNH H NAjIdHe B KPBBHOTO HAJIAFaHe 10 }KHBOTDB&C’I"-’[E;:aHIIaBalHQr','-".__,l:;;,:;s /&
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Ipu passrTHe Ha enun ot Tesn CHUMITTOMH, KOMTO MOTaT Aa ce MOSBAT JOPH C/IEA [TbpPBaTa ynorpeta
Ha MpOAYKTa, NallUCHTBT TPAGBA He3aBaBHO 1a ce KOHCYNITHpA C JieKap.

Icnxnunn Hapymwenns

MHOTO peaxu: neuxoTHuHK pE€akumu, genpecus.

Hapymenus na nepsnara cucrema

Heyecru: Hapymenua Ha HCHTpaJIHATA HEPBHA CHCTEMa KaTo IN1aBobo/He, CBETOBBPTEXK, Oe3chHue,
@XHTHPAHOCT (BB30YAa), pa3lpasHHTETHOCT H yMopa.

Hapymenun na ounre

Heuecty: Hapywenns Ha 3penuero

Hapymienns na yxoto u Ja0HpHHTA

Pepxu: Tunurye

Chpaeunn wapymenus

MHoro peaku:

. “BPASHHH NANNHTALMH, CbPAEYHA HEAOCTATEYHOCT, MHOKapEH HWH}apKT;

. Hma cro6uienns 3a CIEM, apTepHANIHA XHUITEPTOHMA H CbPIACHHA HEIOCTATEYHOCT, CBLP3AHHU C
aeuennero ¢ HIIBC,

KJIMHUYHMTE U3NMHUTBaHUS U erTMIeMHOTOrHYHHTE JaHHH MOKA3EaT, Ye Npoxb/KATENIHATA yoTpeba
Ha HOynpodeH (oco6eHo BB BUCOKM 103H oT 2 400 Mg AHEBHO) MOXe Aa ObJe CBBP3aHa Cbe ¢1abo
HOBHILEH pUCK OT apTepHanta em6onus (Hanp. MHOKapaeH HHQAPKT HIIH UHCYNT) (BX. TOuKa 4.4),

CubaoBn Hapymennn

MHOr0 peku: aprepuanHa XHITEPTOHHUSA

Cromamrno-upeBnn Hapywenns

Hexenannre peakumu Haii-uecTo 3acaraT cromary HO-4pEBHMA TPAKT. Morar na ce nosBAT cTOMallHa
W/WITH AyoJeHanHa a38ea, Nephopaums ¥ CTOMALUHO-UPEBHO KbPBEHE, MOHIKOI 2 ¢aTanno, ocobeHo
HPH NALMEHTH B CTap4eCKa BB3pacT, (K. Touka 4.4). Uma chobitenus 2a rageHe, MOBpLULaHe,
BVApHA, DnaTyneHuus, 3amnek, oo XpaHOCMHIIaHe, a0NOMUHAIHH BOJIKH, MeneHa, XxemaTemesa,

A3BCH CTOMATHT, O0OCTPAHE HA KOJIHT H BONECT Ha Kpow (Bx. Touka 4.4) cnex npunoxeHue Ha To3u
npoxykr. [lo-psaako ce Habmonasa FACTPMT.

YecTn: cromamHo-upeBHH Hapyluenus kaTo KMCE/IHHH, abIOMHHANHK GONKH, rafeHe, OBPBILaHE,

¢pnatyneduus, guapus, 3anex u cna6o CTOMAUIHO-YPEBHO KbPBEHE, KOETO B H3KIIOUHTENHH CITyyau
MOXe 1a noBeae a0 aHEMHUA.

Heuectu: cromanino-uperna YIEpaums ¢ BE3MOXKHO KbpBeHE M nepdopalus; yIuepo3eH CTOMATHT,
00OCTpsHE Ha KONMHUT H 6oMnecT Ha KpoH (Bk. Touka 4.4), racTpur.
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XenaTo0uamapuu napywenun

MHoro pesky: yeproapo6Ha AUCOYHKIIHS, YePHOAPOGHO yBpexxkaane (ocobeHo npu no-
MPOABIRKHTEIHO IEUSHHE ), Y4€PHOAPOGHA HENIOCTATHYHOCT, OCTBpP XEIMATHT.

Hapymenns na xoxkara v Ha nogkoxuaTa Thxan

Muore peaxu:

®*  Morar na ce pasBusT TexKH (popmH Ha KOXKHM peakLK kaTo MYJTH(OpPMEHA epHTeMa;

. OYJIO3HH peakiiH, BKIOUHTENHO CHHIPOM Ha CTHBBHC-IDKOHCEH M TOKCUYHA eNHAepMaTHa
HEKpOJIH3a;

. B m3xmounTensu ciyyan morar na ce Pa3BUAT TEKKH MHPEKLIMK Ha KOXKATA U MEKHUTE THKAHH

(Hanp. ycnoxHenns no epeme Ha BapHLEa).

Hapywenns ua 6L6pennre u nuKoUnnTE NbLTHINA

MHoro peaku:

. Morar f1a ce pa3sBuAT HaMaIeHO OTAENsIHE Ha yped H eieM, 0cobeHO NMpH NALMEHTH ¢
apTCpHaNHa XHNepToHH. OCBeH TOBA, MOTA 3 CE HOABST OBOpeyHa HefoCTATHUHOCT,

HEPPOTUYEH CHHAPOM M HHTePCTUIHAJIEH He(PUT, KOHTO MOXKeE 1a ca CHIIPOBOLEHH C ocTpa
6BOpedHa HepOCTATBYHOCT;

. auIapHa HEKPO3a (OCODEHO NPH NPOABIDKUTESHA yrnorpe6a);
. MOBHUILIEHH CEPYMHH HHBA Ha ypes.

(bOOIIABAHE HA ION03UPAHN HEKEIAHH peakuuu

CpoOIUaBaHeTO Ha NOAO3UPAHK HeXenaHn PeaKLMH CJI€A paspellaBaHe 3a ynoTpeba Ha jieKapcTBEeHUA
NPOAYKT € BaxkHo. T'oBa moseonssa aa npoxbxn HabmogeHHeTo Ha CHOTHOLICHHETO T10/13a/PUCK 32
JICKAPCTBEHUA NMPOAYKT. OT MEAHLUMHCKHUTE CMIELMANMCTH CE H3UCKBA Ia CbOOIABAT BCAKA
NOAO3MpaHA HexceslaHa peakiiia upes ManbaHUTeNHATA areHLMs o neKapcrsara, yi.,,JlaMaH
['pyeB”’Ne 8, 1303 Codpus, Ten.: +359 2 89034 7, yebcalT: www.bda. bg.

4.9 Ilpeaosupane

IMpy nenta npunoskeHWeTo Ha eqMHEYHA Ao3a Haa 400 mg MOXKe n1a Npeu3BUKA CUMIITOMHU Ha
npenosupane. Tounarta no3a, KOATO MOe Oa IpCAH3BHKA CHMNTOMM Ha NMpeaO3NpaHe NPH Bb3PACTHH
HE € yCTaHOBeHa. [lonyxMBOTET 110 Bpeme Ha npenosupaxe e 1,5 10 3 vaca.

CuMnromu

[Ipu noseuero ITAIMCHTH, NMPUEMAILH KAIMHHYHO 3HAYUMH J103H HIIBC, MoraT J1a ce OSBAT CIeHHTE
CHMIITOMU: rajicHe, NOBPhLIAHE, ENUTACTPaIHA OONKH H O-pAaKo gHapus. ChILIO TAKA MOraT Ja ce
Pa3BHAT. THHUTYC, ITABOOO/IHE ¥ CTOMAILHO-YPEBHO KbpBeHE. [[0-TexxKaTa HHTOKCHKALHA MOBIHSNBA
LUCHTPATHaTa HEpEHA CUCTEMA C MPOABH HA CHHJAMBOCT ¥ MHOTO PANKO BB30YAa U NE30PUEHTALIHA WU
kOMa. B MHOro peskH ¢ciyuau MoraT aa ce nogpsrT KOHBYJICHH. [Ipu Texkka HHTOKCHKALMA MOXe J1a ce
paseue MeTadOoIMTHA aUMa03a W 1A ce YABDKH NPOTPOMOHHOBOTO BpeMe (MeXYHAPOAHO
HOPMaNu3HpaHo oTHoweHHe, INR). Morar aa ce passusr; OCTpa 0bOpeuHa HEOCTATHLYHOCT HITH
4epHOAPOOHO yBpexkaane. IlauMeHTHTe ¢ acT™Ma MoraT Aa nonyyar o0OCTpAHE Ha CHMIITOMHUTE.

Jleuenue
Hama CrELHMDHYEH AHTHAOT. JICHEHHETO € CHMIITOMATHYHO W NOALBPXKALLC, KATO BKJIKOYBA -

KHU3HEHUTE QYHKLHK NPH YCJIOBHE, Y€ ¢a CTaBHIIHY. Tpabea na ce nomucnu 3a rnepopansio .-

ACTOKCHKALMNA Ha opranusma. TpaGea na ce npocnenspa ChpaeyHaTa GyHKUMA U 14 C€ KOHTPOAMPAT * - f\\
e e Ty
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MPHJIOKEHHE Ha aKTHBECH BBIVIEH B PAMKMTE Ha 1 uac cien npeaosupaxe. B cayyaii Ha Hec Tit " L q
MPOAB/DKUTENHH KOHBYJICHH, TpAOBa 1a ce IPHJIOXKH HHTPABECHO3HO AHazenaM MM HQP@?HHM_. Ipu - 9
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MAUMEHTH C acTma TpsAbBa 1a Ce NanaT GpoHXOAMIATATOpH. .
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3.  @®APMAKOJIOTHYMHU CBONCTBA

3.1 PapmakoamHamHuHH CBOHCTRA

(PapmakoTepanesTiyHa rpyna; Hecrepouanu nporusosb3nanurenty u aHTHPEBMATUYHH NPOTYKTH.
ATC kon: M 01 AE 01

Hoynpoden npunagnexy kb 'PYTIaTa Ha HeCTepPOUAHHMTE NPOTHBOBBL3NAMTENHH cpeacTBa (HMITBC),
MexanmambT Ha aeficrene ua nOynpodeH Br/IOUBA MHXHOHpaHe Ha NpOCTarJaHaAMHOBATa CHHTERA.
Hoynpoden Hamanasa Gonkara, otoka TEMMEpaTyparta, NpHYHHEeHH OT Bh3nasiieHHe. OCBEH ToBa,
TOH HHXHGUpa HeoGpaTUMO TPOMGOLUTHATA arperaums.

YCTaHOBEHO €, Ye aHAITeTHYHMAT U AHTHNMPETHIHHAT e(eKT Ha HGynpodeH ce nposssea 15 MHHYTH
C/ICQ TIPHEM Ha JIEKapCTBEHHUS MPOIYKT.

Criopen eKCIepUMEHTATHHTE NaHHH, HOYNpodeH, MpHeT eHOBPEMEHHO ¢ HUCKH 03K ACTIIHPHUH, MOXKeE
fia HHXHOHpa NeHcTBUETO Ha acTIHpUHA 3a [TpENOTBpaTABAHE HAa TPOMOOLIMTHATA arperauma. B
HSCIBIBAHE, TIpH KOETO € JaZieHa eAMHiYHa fo3a ot 400 mg uOynpodeH B pamkure Ha 8 yaca npeau
WITH 30 MUH. ClIE TPHNOKEHHETO HA acnuput ¢ 6bp30 ocoboxaasane (81 mg), edekTeT Ha
AUCTU/ICATHUNIIOBATA KHCEIIHHA BEPXY 06pasyBaHeTo Ha TPOMGOKCAH WK TpoMOOLIUTHaTA
arperaumsTa e duno orcnabero. Tesu naunu, obaue, ca OrPaHU4C¢HH H HECUTYPHH NPH YCIOBHATA HA
CKCTpanonamus Ha ex Vivo JaHHH B KIMHHYHATA KAPTHHA W, CJICAOBATEIIHO, HE € Bb3MOXKHO fa ce
HAllpaBH ACHO 3aKTIOYEHHE 3a PEOBHATA ynoTpeba Ha uGynpoden. Lo ce OTHACA 1o HEPEAOBHATA
ynotpeba Ha udynpoden, cMaTa ce, ue HAMA KIMHHYHO 3HAUMM edekT (BXK. Touxa 5.1),

5.2 PapmMaKoKMHETHYHH CBOICTBA

Cren npuem uGynpoden 6bp30 ce YCBOsIBA U pa3npenens B opradusMa. [TMkoBa nnasMena
KROHLEHTpaLMSA Ce 1O0CTUra B paMKHTe Ha 45 MUHYTH Ciiel Ipyem Ha rnagHo. HoynpodeH u Heroeute

METabOIMTH Ce eIMMHHHPAT HANBIIHO U O®p30 OT OpraHu3Ma upes GrGpewuTe. [lomyxHBOTET Ha
HOynpodeH e okono 2 yaca.

5.3 TlpeakJHHHYHH JAHHH 33 §e300ACHOCT

Ilpu u3cnenpanus BBDXY KMBOTHH € HaOonaBaHa CTOMALIHO-YpEBHA TOKCHYHOCT Ha UOynpoden
(MATONOTHYHH H3MEHEHMS U YILEpaLHH). Hoynpoden ne nokazea MyTarensu cBolicTea in vitro u
KaHUEPOreHHH CBOKCTBA NPU €KCNEPUMEHTH BbDXY IUTbXOBE U MHULUKH. EXCrieprMeHTanHH

HpOYy'BaHks NoKasear, ue HOynpoden npemMunasa npes miaueHTaTa. Bunpexu ToBa, HAMA HaTUYHH
JAaHHM 3a TePATOreHHH eQeKTH.

6. @®APMALIEBTUYHH JAHHU

6.1 Couenk Ha IIOMOUIHUTE BellecTRA

Hatpuer Gensoar
bespoana numonena kucenuna
Harpuer uurpar
3axapHH HaTpHii
Harpuer xnopun
Xunpomenosa
Kcanranora ryma
Teuen MmanTuron
[ nuuepon
Taymarun
Apomar Ha srona
IIpeuncrena Boaa




6.2 HecbBMecTnmMocTH
Henpunoxxumo

6.3 Cpok na rognocr

3 roavHu

Ciien mepBoHavanuo oreapsue: 6 Meceua.

6.4 Crhennannn ycaoBus 3a ChXpaHEeHHe
Cnen mbpBo oTBapsHe fa ce CbXpaHaBa nog 25°C.
6.5 Bua H chALPKAHME HA ONAKOBKATA

byTuika (nonverunex Tepedranar, PET) ot 30 ml, 100 ml, 150 ml uam 200 ml ¢be 3atuTeHa ot leua
Kanayxka Ha suuT or HDPE.

3a ao3HpaHe: 103Mpala CIPHHLORKA 5 ml.

6.6 Cneunanun npexnasuu MEPKH NpPH H3XBHPJIAHE

HaMa cneuyannu usuckranms.

7. NPHTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPERA

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

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA

20150196

9. JATA HA I'LPBO PASPEIIABAHE/MIOJHOBABAHE HA PA3PEINEHHMETO 3A
YIIOTPEBA

11.06.2015

10.IATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2015




