KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

Aovs2368
1.  MME HA JIEKAPCTBEHMS IIPOJIYKT gé-//7 A f2- _r\_?/‘:’é’
MBYTIPOM HACTHUHKA Y I'PHII 3a feua 200 mg o6BuTH TabneTxu 07 -0 10

IBUPROM COLD AND FLU for kids 200 mg coated tablets

2.  KAYECTBEH H KOJIHYECTBEH ChCTAB
Enna obBura Tadbnerka ceabspika ubynpoden (Ibuprofen) 200 mg.

3a NbAHUA CIIUCHK Ha MOMOLIHHUTE BELIECTBA BHXTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

O6Bura Tabserka

4. KJIHHHYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHUS

[NTokasanusaTa 3a ynorpeba Ha JIeKapCTBOTO BKJIKOYBAT [OBHILIEHA TeMneparypa (0cobeHo NOBHINEHA
TeMIeparypa, NpuApyaBallia MPHIl, HACTHHKA MJIH IpYrd HHQEeKUHO3HH 3a00NIBaHu ), IeUeHHe Ha
JieKa 0 ymepeHa 60nka OT pa3fiHyeH NPOM3XO0J, BKIIIOUHTENIHO: rMaBobonne, MyCKYTHH OONKH,
3p00001, Gonku B repba, KOCTHH U CTaBHH OONKH, JHCMEHOpes.

4.2 ]lo3HpOBKA H HAYHH HA NPHJIOKEHHE

ﬂoanp_om(a

Ileduampuuna nonyaayus

Heya om 6 0o 9 200unu (menecro meeno: 20-29 xkg)

3a kparkocpouHo JieueHue: 1 TaGrerka npes ycrara Ha Bcekn 6-8 yaca cnen xpanene. [a He ce
npHeMar noseue oT 3 TabNeTku AHeBHO (MakCHMaHa OHeBHa fo3a 600 mg).

Heya om 10 do 12 200unu ( menecro mezno 30-39 kg)
3a KpaTKOCPOMHO JieueHHe: | TabneTka npes ycrara Ha Bceku 6 yaca cieq xpaHeHe. Jla He ce npueMar
noseue oT 4 TabneTky AHEBHO (MakcMMaTHa AHeBHa jao03a 800 mg).

Heya nao 12 200unu u evspacmuu

Jle4yenue 3a nocturaHe Ha 6bp3 edexT: 1 1o 2 Tabnerku Ha Beeku 4 yaca cnen xpaHeHe. He Tpa6Ba na
Ce NpeBHILaBa JHEBHA 1032 OT 6 TabneTku (MakckuManHa AHeBHa no3a ot 1 200 mg, pasnenena Ha
HAKOJIKO MpHeMa).

HBEYTIPOM HACTHHKA M I'PHII 3a neua He Tpabea Aa ce npuiara npy Aewa Ha Bh3pacT 10
6 roquHH.

Hexenanure peakuuy MoraT Ja ce CBEAAT 10 MHHHMYM, KaTo ce H3MoJI3Ba Hali-HiCcKaTa e)eKTHBHA
11032 33 Hali-KpaTKusA nepuoi, HeoOX0AUM 3a KOHTPOJIMpPAHe Ha CUMITOMHTE (BK. Touka 4.4).

[Npu HeoOX0AMMOCT OT MpHEM Ha JIEKApCTBEHHs IPOAYKT 3a 0BeYe OT 3 IHH HIIH BIIOLIA!
CBCTOSHUETO, MALMEHTHT TPAOBa 1a ce KOHCYNTHPA C JIeKap. ‘




4.3 [IporHBONOKAZAHHA

JieueHneTo ¢ TO3H NeKapcTEeH NPOAYKT € NPOTHBOMOKA3AN0 NpH:

- CBPBXIYBCTBHTENHOCT KbM AKTHBHOTO BEILECTBO HAH KbM HAKOS OT IOMOLIHHTE BElIecTBa,
H30poeHH B Toyka 6.1;

- GONAN ¢ aNepruyHy NPOABH B MHHANIOTO, KATO XpeMa, YPTUKApHA Wik GpOHXHANHA aCTMA, Cliel
[pHEM HA AUETHACANHLIIIOBA KHCEMHHA HH JPYTH HECTEPOMAHHE MPOTHBOBB3NATIMTEHH
cpenctea (HIIBC);

- MALHEHTH ¢ IKTHRHA WK ¢ AHAMHECTHYHH JaHHH 32 CTOMAIIHE H/UITH 4382 Ha
IBaHANECETONPBCTHAKE, Mepdopalius WK KbpBeHe, KakTo i cres npunarane Ha HIIBC;

- BONHY ¢ XeMOparHYHa Juaresa;

- NALHEHTH C TEXKA YepHOApoGHa, HHOpetHa WM chpledHa HepocTaThaHoCcT (Kac IV no
NYHA);

- npes IBPBUTE TPW Mecella Ha OpeMeHHOCTTa;

- €IHOBPEMEHHO MPUIOKEHHE ¢ APYTH HECTEPOUIHH TIPOTHBOBEIMANHTENHE CPeACTR,
prmoynTenno COX-2 HHXUOHTOPH (IOBHLIEH PHCK OT HEXKEIAHH JIEKAPCTREHH IIPOABH).

4.4 CneusaTHu npexynpe;RIeHus H OPeAazHi MepK: NpH ynoTpesa

Ja ce npunara BHAMAaTenHO NpH:

- GOMHH ChC CHCTEMEH JIYILYC CPHTEMATO3YC H CBC CMECEHH KONAreHO3H, NOPAAH IIOBHLIEHHA
PHCK OT aCeNTHUEH MEHHHTHT;

- NALMEHTH ¢ AHAMHECTHYHH JaHHH 32 3a00NaBaHis Ha CTOMALIHO-YPEBHHS TPAKT (YNUEPATHBEH
KkoyuT, Gonect Ha KpoH), 0TYHTalKH ONMACHOCTTa OT ex3auepbanua Ha 3a6011BaHeTO;

- GONTHH ¢ aHAMHECTHYHH A2HHM 32 XUISPTOHHA W/HIH ChPASYHA HEMOCTATEYHOCT, HMaiKu
MpeIBHI PACKA OT 38XPHKKA HA TEYHOCTH H N0ABa HA OTOLM BEB BPE3Ka ¢ nipuema Ha HIIBC;

- nanueHTH ¢ GE6pedHo YBpekaaHe, TOpaiH PHUCKa OT NO-HATATBIIHO YBpeKLaHe Ha OpOpeunara
yHKLpA;

- GOMNHH ¢ HApyIIeHa YepHOAPoOHA QyHKIIN;

- MALMEHTH ¢ AKTHBHA B MOMEHTA WIH ¢ aHAMHECTHYHH JaHHH 32 GPOHXWANHA ACTM2 BLE BPB3Ka
¢ OMAcHOCTTA OT NOABA Ha OPOHXOCTIATEM;

- 00/HH B cTapyecKka BR3PAcT, IOPALH NOBHWEHHA PHCK OT I0ABa HA HEXENaHH PeaKkLKH;

- IPHEM HA JICKAPCTBCHH CPENCTBA OTPA3CHA B ToUKA 4.5.

HexenanuTe ACKApCTBEHM Peakliii Moske na GBIaT HAMAIEHH, KaTo 33 KOHTPOIMPAHEe HA
CHMIITOMHTE C€ H3MON3BA Hail-HIcKaTa edeKTHRHA 1032 38 Haji-KpaTeK epHOJ OT BpeMe (BiK. 110-
RONY BIHAHHE BBPXY XpaHOCMHUIATENHHS TPAKT H CHPASHHO-CHI0BATA CHCTEMA),

ChILECTBYBA PHCK OT KbpBeHe, yauepaums uad nepdopaiya B 061acTTa Ha XpaHOCMIITATETHUA
TPaKT, KOMTO MOse Oa ca GaTalHu, cbe Wiy Ge3 MpemyIpeaHTeHH CHMITTOMHM, WIH [a BB3HUKHAT NPH
NALMEHTH ¢ AHAMHCCTUYHH AaHHH 33 NOROOHH NpeaylIpeiuTentHA cHMToMy. Ipy nossa Ha
racTPOMHTECTHHANHO KbPBEHE WIH YILEpallia IPHEMBT Ha IeKapcTBEHHA NPoaykT Tpabba Aa ce
npeycranopH. [TaumeHTATE ¢ AHAMHE3a 33 FACTPO-MHTECTHHANHY 3a00/IABaHHA W CNeLManHo GoNHUTE
B CTapyecKa Bh3pact, Tpalsa qa 6baar npeaynpeneru, He3a0aBHO Ja YBEAOMAT JIeKaps MpH 10484 Ha
HAKAKBH HeoOHYAHH KOpEMHH NpoABH (Hail-Bede 3a KbPBeHe), 0COOCHO B HAYANIOTO Ha JIEUEHHETO.
Te3u nauyBeHTH TPAGBA A H3MOM3EAT BHIMOKHO HaH-HHCKA 1034 OT NEKApPCTBEHNA TIPOAYKT.
H31CKBA Ce BHHMATETHO NPUIOKEHHE IPH GONHY, KOUTC NPOBEXIAT EMHOBPEMEHHO JIEHEHHE C
NEKApCTBEHH MPOAYKTH, KOMTO GHXa MOTIM ia NOBUILIAT PHCKA OT FACTPOTOKCHYHOCT MIH KBPBEHE,
KaTo KOPTHKOCTEPOHAH MIH aHTHKOArynaHTH (karo BapdapuH), 11K TPOMOOLMTHH aHTHEIPEraHTH
(xaTo caNHIIIOBA KHCEMHHA).

Brnusuue BBEPXY CBHPASYHQ-CHACBATA CHCTEMA H MO3BYHUTE CHAOBE

KJTHHAYHATE OpOYYBaHKA TIOKA3BaT, Y€ ynorpebara Ha nbynpoden, oco6eHO BB BUCOKH J03H
(2400 mg/nen), Moxke 1a e CBBP3aHa C IOBHIUABAHE HA PUCKA OT apTepHanHi TPoMOOTHIHH cbﬁnm

PHCKa OT &PTEPHATHH TPOMOOTHUHH CROUTHA,




TNalMEHTHTE ¢ HEKOHTPOIHpARA XHIEPTOHUA, 3acTolHa chpaeuna HenoctarbanocT (-1 mo NYHA),
YCTAHOBEHA HCXEMHUHa GONECT Ha ChpLETO, Nepud)epHa apTepHanta GONecT H/HIH MO3BYHOCH0BO
3a60mapane TpadBa na 6baaT NeKyBanu ¢ HOynpodeH camo ciea BHHMATENHA TIpelieHKa M ia ¢e
u3bArear sacokuTe A03H (2400 mg/aen).

Tpa6ea 1a ce HIBLPUIBA BHUMATENHA PSLICHKA U [IPeAH 28MO0TBAHE HA ABNNOCPOYHO NEHCHHE Ha
NaUHERTH ¢ PHCKOBH (aKTOpH 3a CHPAEYHO-CBIOBH CHOMTHA (HAMD. XHMEPTOHMA, XHIIEPARITHACMHU,
3axapeH Auater, TIOTIOHOMYIERE), 0cobeHO aKo ¢ HeoGXOIUM NMpHeM Ha HOYnpodeH BbB BHCOKH
zro3u (2400 mg/nen).

HMa [0KA3aTeNCTRa, Y IEeKapCTBa, KOUTO MIOTHCKAT MUKITOOKCHTeHA3aTa (IpOCTariaHIHHOBATA
CHHTE33) MOKe [ TIPEIH3BHKAT HAPYLIEHHA R (PEePTHIMTETA MPH KEHH NOCPERCTEOM IIOBIHABAHE Ha
opynamyaTa. To3u edekt e 06paTHM cASH MPEYCTAHOBABAHE HA NEUCHHETO.

EII'.HOBpeMeHHDTO, IIPOABIKHATCITHO MPHITONECHHE HA Pas3jIiyiHe AHANTCTHYHH AeKapPCTBCHH IIPOAYKTH
Moke [ AoBene 10 GuOpeuHo yBpexkaaHe ¢ 6b6peuHa HEAOCTATEYHOCT (aHanresuina Hedponaruy).

YrorpefaTa Ha TO3H AeKapCTBEH NPOAYKT NPH AeXHAPATHPaHU NALHEHTH YBENUYaBa PHCKa 0T
6u0peuno yBpexaaHe,

B pezku cnyyau npy ynorpeba Ha HIIBC ca otbens3adH TEXKH KOXKHH PCAKLMH, HAKOH OT KOHTO
daTanHy, BRIIOMHTENHO eKedonuaTHBeH AEPMATHT, CHHApPOM Ha Stevens-Johnson 1 emuaepMaTHa
Hekponusa. Haii-ronsm prck OT BE3HHKBAHE Ha Te3H TEXKH PeakHy € TIPY 3aNn04BaHE Ha JEUCHUCTO,
B OBEHETO CITy4aH [pe3 nspBuA Mecer. Choblasa ce 32 0CTpa reHepant3KpaHa eK3aHTeMaTo3Ha
nycrynosa (acute generalised exanthematous pustulosis, AGEP) BuB Bpb3Ka ¢ IDORYKTH, ChABPIKAILIN
ubynpoden. Ynorpebara Ha NeKapcTBEHMA NPOAYKT TpAOBa N2 ce NpeyCTaHOBH C/IEN M0ABA Ha
ITEPBHTE CHMITTOMH: KoxeH oOpHB, yBpexaaHe Ha IHraBHUXATE HITH ADYTH IIPOABH HA
CBPEXIYBCTBHTENHOCT.

TlopanH CHABPKAHHETO Ha 3aXap B IEKAPCTBEHHA NPOJIYKT, NALMEHTH C PEAKH HACTEACTBEHH
npoBreMy Ha HEMOHOCHMOCT KbM (PYKT032, MIOK030-TalaKTo3Ha MaabeopOums HiH Cykpasa-
H30MAITA3Ha HeJOCTATHYHOCT He TpAGBa Ja IIpHEMaT TOBA JIEKapCTso.

4.5 BsanmogeiicTBHe ¢ APYIH NEKAPCTBEEHH NPOIYKTH H APYrH (opMu Ha B3auMoelicTRie

Héynpoden He Tpabsa na ce MpHIara AHOBPEMEHHO ChC CIIETHATE NICKAPCTECHH MPOAYKTH.

. aueTHacanHLIoBa kucenuna ¥ Apyru HITBC nopaay moBHIeH pUCK OT NOABA HA HEXENaHH
peakIuug;

. AHTHXUIEPTCHIMBHH IEKAPCTBa, HANp, JMypeTHLH, THii karo HITBC G1xa MOTJIH Aa HAMATIAT
TeXHWA e(eKT;

. TpoMGOUHTHH aHTHarperanTy, Thit karo HIIBC 6nxa MOrin fa yCUNAT ReHCTBUETO Ha

AHTHKOAry/IaHTHTE;

. JWTHI M MeToTpekcaT - kato HIIBC OHXa MOTIH Ad TOBHILAT IIA3MEHHTE KOHUCHTPALMHA Ha
NUTHH 1 METOTPEKCAT;

. KopTHKOcTepouau - karo HIIBC 6uxa MOrM 1a yCHIAT KBPBEHETO OT XPAHOCMUITATEHUA
TPaKT,

. IMOOBYIMH — MOXE Ha YABIKY BPEMETO Ha KbPBeHE,

. alleTHACANHLHIOBA KHCENKHA, PHIOXKEHa B KapAHONPOTEKTHBHH N03H. ENHOBpeMEeHHaTa
ynotpe6a Ha HGynpodeH 1 AUETIICATHIMIORA KUCENHHA OOMKHOBEHO HE € IIPNOPBUHTENH
nopany NOBHUICHHA PHCK OT HEXETAHH PEaKIMu,

EKCNEepuMEHTATHUTE J3HHH [OKA3BAT, Y€ IpH ¢AHOBPEMEHEH MpHeM ubynpoden moxke
KOHKYPEHTHO Ja MOTHCKA ¢peKTa HA HACKH JO3H AUETUICATHIUIOBA KICEIHHA [0 OTHOMICHEE
Ha TPOMOOLIMTHATA arpeTais. BEIpeku ye HMa HEACHOTH OTHOCHO EKCTPAIONIHPAaHETO HA TE3H
TAHHA KBM KIHHHYHHA CMydal, He MoXe Ja ce HIKIIOYH BB3MOXKHOCTTa DEIOBHATA
JBArocpouHa ynotpe6a Ha uSynpodeH fa HaManfaBa KapIuONPOTEKTHBHHA epexT Ha . -




4.6 ®epTauTer, GpeMenHOCT H KhpMeHe

To3r nexapcrBeH NPOJYKT ce IPHIAra 3a IeyeHAe B IETCKa BB3PacT.
B cnyuaii, ye ce mpueMa OT BE3IPACTHY, MOJIS HMATE IIpel BU ClIcAHaTa ARGOpMATIHA:

BpemenHocT
He ce npenopeyBa W3NOM3BaHe HA NEKaPCTBCHHA IPOAYKT MpPe3 IBPBUTEC [BA TPHMECTBA Ha

GpEeMEHHOCTTA, TIOpalH OTCHCTBAE Ha JAHHH OTHOCHO ynoTpeGaTa Ha HOYNMPO(EH MpPes TO3H NEPHOL,
JlexapcTBeHHAT POAYKT He TpAOBa Nla ce ynoTpebABa Mpe3 TPETHA TPHMECTHP Ha GpeMeHHOCTTA, THH
Karo ubynpodieH MOTHCKa MATOYHNTE KOHTPAKIKH, BCISACTBHE HA KOETO € BB3MOKHH 3abapaHe Ha
PaXAAHETO, YABIKABAHE Ha POROBKA [IPOLIEC M MPEXKIESBPEMEHHO 3aTBapAHE Ha BoTanneBH:
apTepHaieH TIPOTOK. JIeKapCTBEHMAT NPOLYKT MOXKE Aa CE H3N0/38a IPH GpEMEHHH XEHH CAMO B
CITy9ail Ha KaTeropH4Ha HeoGXoTHMOCT.

Krpmene
B orpanmnyex Gpoit npoydBaHHsa e yOTaHOBEHO, e HOynpogeH NpeMHHABa B MHOTO MATKH KONHISCTBA

(0.0008% OT NpHIOKEHATa A032) B MAHYHHOTO MIIAKO. THH KaT0 IO TO3U MOMEHT HAMA CHOOIEHHS 3a
BpeQHO RITMAHHE HA TO3H 1EKAPCTBEH NPOAYKT BHPXY KbpMaueTara, He € HeoGXoHumMo
MPeyCTaHOBABAHE HA KBPMEHETO PH KPaTKOTPaiHO Neyenne ¢ ubynpodeH, NPUIoKEH B 103H,
M3MO/3BAHM 3 TPETHpaHe HA GONKH K NOBMUIEHA TEMIIEPATYPA.

DGeprHINTeT
3a BIMARMETO Ha JIEKapPCTBEHHS POAYKT BBPXY (epTIIHTeTa BHATE TOUKA 4.4.

4.7 Edexmu supxy ernocofHOCTTa 32 modupane H padoTa ¢ MALLKHHA

To3u NeKapcTBeH IPOAYKT ce NPHNAra 3a lieueHHe B JeTCKa BB3pact.
B cnyuaif, 4e ce npHeMa OT BE3PACTHH, MONA HMaifTe npell BHJ cieaHara HedopMarus:

Hsma KaHHH 32 HEKEITAHH Peakuny Ha nekapcreenns npoaykr HBVIIPOM HACTHHKA M I'PHIl 3a
JeLa, KOMTO GHXa MODTH Aia OKaKAT BHAHHE BLPXY CocoGHOCTTa 3a modupaHe A paboTa ¢ MAMHH,
HIH MICHXOPH3HYECKHTe CrIocOBHOCTH MPH H3II0N3BAHE Ha METUKAMEHTA B NPENOPLUBAHHTE
[OMPOBKA U OPOIBMKHTEIHOCT HA TEPANEBTHHHUA KypC.

4.8 Hemxenann NeKapCTBeHH PeakIHH

ITogo6Ho ua Beuaxy nexapersenu npoaykru, UBVIIPOM HACTHHKA H I'PHII 3a feua Moxke Aa
NPeIH3BHKR HEKEIAHH PEaKIHI,

Hexenanure TexapcTBEHH peakiui ¢a H3OPOSHA B 3aBHCHMOCT OT Y€CTOTATA, KATO Ca M3NON3BaHH
CNEAHATE NedHHHUNN:

Muoro yectn (>1/10)

Yecru (>1/100 go <1/10)

Heuecru (=1/1 000 no <1/100)

Penxn (>=1/10 000 o <1/1 000)

Meuoro peaxu (<1/10 000)

CroMAmHO-YpEBHH HapYILEHHA

Heyecty: gucnencu, KopemHa 0oJlka, TaneHe.

Peax: auapHd, GraTyneHn, 3aek, NOEpPLIaHe, racTpHT.

MHoOro pefKku: MeeHa, XeMaTeMe3a, yILepaTHBeH CTOMATHT, 000CTpAHE HA YILePaTHBEH KOJIUT H
tonect Ha Kpon

B13mMoxkHO €, 0coBeH0 NPH [AUMEHTH B CTApYeCKa BE3PAcT, Pa3sBHTHE HA CTOMAILHA A3Ba W/WIH 4383
Ha J{BAHAJI2CETONPhCTHHKA, MOHAKOTA ¢ darajten usxon (Bx. Touka 4.4).

HapyireHua Ha HEpPBHATA CHETEMA
Heyecty: mapobomme.




Penku: CBETOBBPTEXK, GeschHHe, BB30YAa, pasApasHHTEAHOCT H YMOpa.

B OTZeHH CITYHAH Ca ONHCAHH: TEMPecHs, ICHXHYHU PEaK L] 1 WyM B YIUNTE, acenTHIEH MEHUHIHT
(ocobeHo npy GONHY ¢ ABTOMMYHHH 3200ABAHNS: CHCTEMEH JIYMYC EPHTEMATO3YC, CMECORH
KOJIaTEeHO3H ).

Hapytuenna Ha 6b0peitiTe ¥ NMKOYHHTE THTHINA
Peaxy: oTold.
MHoro peaKH: IOHMKEHA ypeiHa eKCKpenus, 61.6peuHa HeAOCTATBIHOCT, NATHAAPHA HEKPO3a.

XenaroOuI¥apHH HAPYIIEHAA
MHoro pefku: 4epHOAPOGHH HAPYIIEHHS, 0COOEHO MPH NPOXBIKHUTEIHO JIEUCHHE.

Hapyuienya Ha kpoBTa 0 niMdHaTa cCHeTeMa

MHOrO pe/iKH: pascTPOHCTBA HA XeMOToe3aTa (aHeMHR, ICBKOMEHNA, TpoMOOLIHTONEHNA,
NAHLHTONEHAS, ATPAHYIOLKMTO3a), [IbPBHTE CHMITOMH BKITIOUBAT: MOBHINEHA TEMNCPATY DA,
BE3NMATIEHHE HA TBPIOTO, OBBPXHOCTHO PA3A3BABAHE Ha yCTHATA KyXMHaE, rpunonogoGHY CHMITIOMH,
MITOIIEHHUE, KbPBeHe (HAID. HATHPTBAHIA, CHHHHH, 9EPBEHO-MOPABH NETHA 110 KOXKaTa H JTHraBHUHTE,
KBPBEHE 0T HOCA).

Hapyiiegys Ha KOKATA X NOAKOKHATS ThKaH

MHOro pefikH: eputema MynTHdopne, cHHIpoM Ha CTHBBHC JLKOHCEHH, enUAEpManHa HEKPOTH3a.
C Heu3BeCTHA YECTOTA: JIEKApCTBEHA PEaKLkd ¢ €03HHOGIIIHA H CHCTEMHH CHMITOMH (OPECC-
CHH/IpOM), OCTPa TeHepalH3Kupana eK3aHTeMaTo3Ha ycTyno3a (AGEP).

Hapyiienya Ha HMYHHATA CHCTEMa

Heuecty: ypTHKAPHA ¥ NIPYPHTYC.
MHOTO pefikH: TEXKH PeakLy Ha CBPBXHYBCTBHTENHOCT KaT0 OTOK HA JHIETO, €3HKA H IAPUHKCA,

JWCITHEA, TAXMKAPAHS, XHIOTOHMA, oK. OGocTpiHe Ha GPOHXHIHA ACTMA H OPOHXOCIATHM; ITPH
NALKEHTH ¢ ABTOMMYHHH 3a00naBanus: (CHCTEMEH JIyTyC ePHTEMATO3YC, CMECEHH KOJIAreHO3H) 10
BpeMe Ha JieueHne ¢ uGynpoden ca oT6ena3any eAMHIYHH ClyHau ChC CHMITTOMH Ha ACEITIHCH
MEHHHIWT, KATO BPaTHA PHIHAHOCT, MaBo0oIHeE, TaReHe, NOBPBIIAHE, TOBHIIEHA TEMIICPaTyYpa 1
Le30pHeHTAIA.

CHpRCUHH HADYIICHHS
Or16ejis3anM ca OTOK, XMIEPTOHMA H ChPAEYHA HEAOCTATEYHOCT, CBBP3aHH C NPOBEHAAHOTC ICHSHHE

¢ HIIBC.

KIMHHYHHTE TIPOyqBaHiA NOKA3BarT, 4e ynorpebara Ha n6ynpodeH, 0cofeHo BLB BUCOKH J03H
(2400 mg/nieH), MoxKe Aa € CBbp3aHa C MOBHIIABAHE HA PUCKA OT aPTEPHATHH TpoMGOTHYHHA CBOUTHA
(HanpaMep HHGAPKT Ha MHOKAp/A WM KHCYINT) (BXK. TOHKA 4.4).

CrofinapaHe Ha MONO3MPAHHA HEXelIaHH Peakiii

CrobluaraneTo Ha NONOIWPANE ReKENAHH PEAKIMY Clie]| pa3peliaBate 3a y110Tpeda Ha JIeKAPCTBEHUS
NPOLYKT ¢ BaHo. ToBA r103BOABA A2 MPOABIIKA HabIONIEHHETO Ha ChOTHOLICHHETO Non3a/pHCK 32
AEKAapCTBEHH MPORYKT. OT MEAHLMHCKHTE CIIEHANHCTH C& H3HCKBA 13 cpo0IaBsar BCAKa
TNIOZIO3MpaHa HeXeNaHa peakns upes M3nbiHuTenHara areHUyA 110 J1eKapereara, yJl. Jaman ['pyes”’
Ne 8, 1303 Codus, Tem.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9. Ilpeposupane

TenpaTpi4Ha NoNyNalHs
TIpn nera, €NMHIYHA 1032 Han 400 mg Moske fa NPEIHU3BHKA CHMIITOMH HA NPENO3UPaHT.

TIpu BBH3PacCTHH HE € ONpEeNena TOUHA 032, KOATO MOXe Aa PeH3BHKa oTo0HH TIPOSBH.
[Tony:XHBOTBT OpH NMpeAO3npane € Mexay 1,5 u 3 1aca,




CuMOTOMH

TIpn NOBEYETO NMALHEHTH [IPHEH KIHHIYHO 3Haqumu no3n HITBC mMoxke fa BL3HHKHAT: FaACHe,
NOBPBINAHE, GONKM B €MIaCTPHyMa EUTH B TIO-PEIKH ClTy4an AMapya. BeaMoxHa € noiBa Ha LIyM B
yIIHTE, rAaBo50IME WK FACTPOMHTECTHHANRO KbpBeHe. IIpH 3HAUATENHO MPeAO3HpaHe Ce 3acira
LEHTpa/IHATA HePBHA CHCTEMa 1 ce MPOABABA CBC CHHIIMBOCT H [IOHAKOra BE30YIa, NE30PHEHTALHS
K Koua. TTORAKOTa MOXKeE /1a BE3HKKHAT rbpuoBe. [TpH TEXKO NPEAO3HPaHe € BE3IMOKHO Pa3BHTHE
Ha MeTaboNHTHA aUMI03a H YIBIKaBaKe Ha NpoTpomMOuHoBoTo Bpeme (INR). BE3MOXKHO € pa3BUTHE
Ha ocTpa 6BOpetHa HeAOCTATEYHOCT M YepHOAPOGHO yBpenate. [IpH acTMATHII MOXKE A2 C¢
o6ocTpy GporxuanHaTa acTMa. ITpy cepro3HO OTPABAHE MOXKE A2 HACTBITH MeTaboNHTHA aHA03a.

Jleaenne

Hsma cnenudirien anTUROT. JleYeHHETO € CHMITOMATHYHO H MOABPKALIQ. JIeKapAT MOKE Iia
Ha3HAYH CTOMAIIHA poMABKa, TpaGBa Aa ce KOHTPONHPAT ChpACYHATA PYHKLMS H cTabunHoCcTTa Ha
Wu3HEHHTe oKazaTeay. JIo ey yac cirel npeno3npadeto Tpadea fa ce MMa MPEABHA OPANHO
MpHaraHe Ha aKTHBEH BBITIEH. YeCTHTE WK NPOXBLKUTENHH IBPHOBE TpabBa Aa ce TPETHpAT ¢
MATPABEHO3HO MPUAOKEHH AMa3enam Wik nopasena. [Ipu naumeHnTH ¢ acrMa TpaGsa a ce mpuiarar
GPOHXOAHNATATOPH.

5. @®APMAKOJIOrMYHH CBOUCTBA
5.1. apMakoaHHAMIYHHM CBOJCTBA

PapmakoTepaneBTAYHA rpyna: [IpOTHBOBBINATHTEIHH H NPOTHBOPEBMATHYHY JIEKAPCTBCHH
NpPOIYKTH NPOM3BOIHY Ha NPormHoHOBaTa kucennHa, ATC kon: MO1AEQ].

H6ynpoden (pOH3ROAHO HA [IPONIHOHOBATA KHCEITMHA) PHHAE KM KBbM IPyNaTa Ha HeCTCPOHIHNTE
npotueosbznanuTerHn cpencrea (HIIBC). [Tpurexasa aHANT€THYHO, IPOTHBOBLINAUIKTENHO H
AHTHIIHPETHYHO ReifcTBue. JlelicTBHETO Ha JIEKAPCTBEHUA NPOAYKT € B PE3YNTaT Ha HEroBata
¢nocoGHOCT Ja MOTHCKA CHHTE3aTa Ha nNpocTarnanguHuTe, HaManaganero Ha npocrarnaiinHoBaTa
CHMHTE3A € BCIEACTBHE Ha MIOTHCKARE Ha upKkiIooKeureHasara (COX-2) Ha apaxulOHOBATa KHCEHHZ,
KOATO ¢& MHAYLHPA B XOAa Ha BHITATNTEHAA NPOLIEC, KOETO BOAY 10 MOTHCKAHE Ha CHHTe3aTa Ha
UVKJTAYHHTE NEPOKCHAA3H, KOHTO Ca AHPEKTHH NPEKYPCOPH HA IpocTarnaHauHuTe. HecenekTHBHOTO
SIHOBPEMEHHO TOTHCKAHE Ha BTopara (GopMa Ha UMKIOOKCHreHasara — n3oeH3uM COX-2 (T.Hap.
chCTAaBHA GOpMA) € OTTOBOPHO 38 HexeNaHHTe eQekTy Ha nekapcreerna npoayxt HBYIIPOM
HACTHHKA U I'PUII 3a neua, KaTo: HAMATABAHE HA CHHTE3aTa Ha NMPOCTArNaHIMHE (NpeANasBai
NMraBULIATA HA XPAHOCMIIIATENIHUSA TPAKT), yBpexfaHe Ha 650penyTe U HaManABaHe Ha
TpoMOOKCAHOBATA CHHTE3A.

OcBeH ToBa, HOYIpodeH NoTrcka 0GpaTMo TpoMOOLHTHATA arperamus.

ExcnepuMeHTATHATE AaHHH TOKA3BAT, Y€ NPH eHOBPEMEHEH pueM HOYTpogeH MOXKe KOHKYPEHTHO
A MOTHCKA e(eKTa Ha HECKK JO3H ALETRICATHIIOBA KHCSMHHA 10 OTHOIIEHHE Ha TPOMGONHTHATA
arperanus. Haxou apMakoagMHaMiA4HE NPoyIBaHHA NOKA3BAT, Ue KOTATO Ce NPUEMaT eHHHYHH 1031
ubynpoden 400 mg no 8 4. npeay wiA 30 MHH. cieq MpHEM Ha AUSTHIICATHLILIOBA KHCENHHA ¢
nesabasno oceoGoxkaaBane (81 mg), ce Habmoaapa HamaneH eQexT M0 OTHOLICHAE HA 0OpasyBaHeTo
ua TpoMGokcad Wik TpomOoUUTHATA arperampd. BEpeky ue HMa HEACHOTH OTHOCHO
EKCTPAIOJIMPAHETO HA TE3H NAHHH KEM KIMHWYHHMA CITyYait, He MOKE @ ce H3KII0YH BE3MOXKHOCTTA
PENOBHATA ZLITOCPOYHA ynoTpeda Ha uGynpoden Ja HAMANABA KapAMONPOTEKTHBHHA eeKT Ha
ALETHICATHUKIOBA KHCEINHA B HECKY 103K, CMATA Ce, e HAMA rojiaMa BEPOATHOCT o0H4aiinara
ynotpeba Ha uSynpoden na aopene A0 KNMHWYHO 3HAYMM eekT (Bx. ToKa 4.5).

5.2. OapMaKOKHHCTHYHH CBOHCIBA

Cnep opanes npueM, HGynpoden ce abcopbupa Gsp3c 1 B 106pa crenen 0T XPaHOCMHANATENHIA TPAKT
— OTYACTH B CTOMaXda H OTYACTH B THHKHTE 9epBa. BHOHAIMYHOCTTA Ha palleMHYHaTa (opma Ha

ubynpoder e 71%. Haganoro Ha TepaneBTHUHOTO ASHCTBHE IPH JEYEHHE 38 IOCTH :
edexT 3amousa 0x0a0 30 MUHYTH ce npuema. MGynpodeH ce CBLp3Ba Ce © I
noseue oT 90%. MakCHMATHH ILTa3MeHH KOHLEHTPaLMH ce aocTyrar 1 10 2 4




TIponukea A0Gpe, MAKap ¥ NO-0aBHO B CHHOBHANHMTE NPOCTPANCTEA, KaTO J0CTHra MaKCuMallHa
KOHUEHTPAI¥A B CHHOBHAMHATA TEYHOCT CIel 7-8 yaca. BpeMeTo Ha MOTYXKHBOT € QKOO 2 yaca.
Hoynpoden ce merabonusupa B HepHHA Ipo6 1o KapOOKCHAATHH WIH XHAPOKCATIATHH POR3BOIHH. B
paMKHTE Ha 24 yaca CIeX MPHEM Ha NOCIEAHATa R032 To# ce enHMHUEApA Npe3 OpOpeLwTe B MI0BEYE OT
75% nox HopMa Ha HEAKTHBEM MeTaGONIATH — kapBOKCHIaTHH NPOH3BOAHK HA POIIHOHOBATA
xucenuta (2-(p-(2- kapbokcy-nponui)-henni) okono 37%) — KapGOKCHITATHH NPOH3BOAHK HA
TIpOTHOHOBaTA KHcenuHa (2-(p-(2- XHAPOKCHMETHLI-TIpomitn)-peru) okono 25%) i B HEMPOMEHEH
pua (oxono 14%).

5.3. Tpenaanwanu JaHHH 32 GesonacHocT

[pu NpoyyYBaHys ¢ ONUTHA FUBOTHH CA YCTAHOBCHU PAIAIBABAHUA HA XPaHOCMHAATETHHA TPAKT.
I1pu MPEIKNHHAYHK NPOYYBAHAS TIPH WIBX0BE H 3al{ili C IPHIATaHE Ha u6ynpoden npy GpeMeHHn
KEHCKH JKHBOTHH B L1037 HEKOJKOKPATHO MO-BHCOKH OT T€3H MPHJIaraHy Npy X0pa, HE ¢ yCTAHOBCHO
CTATHCTHUECKH 3HAYMMO, B CPABHEHNE C KOHTPONHATA IPyNa, yBel1aBane Ha deTanHuTe
neopmanuy. He € HaGnonasana 1 TEPATOreHHA aKTHBHOCT NP MHIIKH OT IPyNa C57BL/6] npn
npunarane Ha u6ynpodeH B fo3u 100 mETH NO-BHCOKH OT TE3U U3NO/IIBAHH IIPH XOpa.

6. ©OAPMANEBTHYHH JAHHH
6.1. CnHchK HA NOMOUIHHTE BEILeCTBA

Homowru sewyyecmead.

CpeTae Ha ANPOTO:

UenyA03a Ha npax

UAPEBHYHO HHINECTE

TIpEKENATHHU3HPAHO HHIIECTE

ryap ryma

TalK

KpOCIOBHAOH THIT A

CHJIMIIMEB JMOKCHJ, KONOHIEH XHAPDATHPaH
XHPIOTEHH3NPAHO PACTHTEIHO MaCIo

CneTaB Ha IOKPUTHETO:
XHIPOKCHIPONHILIEIYA03a

maxporon 400

Tank

JKernaTHH

3axaposa

KAO/HMH

chgpKapcka 3axap

Kanuues kapboHar

apaGcka ryma, n3cyllieHa upes pasnpallasane
THTAHOB AMOKCHJ,

Gano Garpwio - Onanykc 6s10 AS 7000
KapHayOcKH BOCBK

yepHo MacTiIo - Onakox yepHo 8-1-17823

6.2. HechBMECYHMOCTH
HenpHitoxumo.
6.3, Cpok Ha reqpoeT

3 roOMHH.




6.4, CrenyanHH yeaoBns Hi ChXpaHeHHe
Ila ce crxpanssa non 25° C.
6.5. Bua H chALAKaHHE Ha OMAKOBKATA

Cauwe oT XapTHa/anyMHHHEBO HOITHO Wik 6nueTep OT PVC/Al ¢onuo, mmu 6yTHIKA ¢ KArmavka oT
nonnernieH ¢ Bucoka mrsTHocT (HDPE).

2 obByTH TAGNETKY B oakoska - 1 came ¢ 2 TabneTkH

6 oOBUTH Tab/IeTKH B onaxoska - 1 GumcTep ¢ 6 TabneTkH
10 0GBuTH TabneTky B onakobka - 1 Gaucrep ¢ 10 TabneTkn
30 0OBHTH TaGIIETKH B OMaKoBka - 1 6yTunka ¢ 30 TabneTky
50 06BHTH TabJeTkH B onaKkoBka - 1 6yTuaka ¢ 50 TabneTku

6.6. CrieHuaINK NpeaAHA MEPKH NPH HIXELPISIHE H paGoTa

HsaMa cneuHanTHy H3HCKBaH!A.

7.  [IPHTEXATEJ HA PA3PELIEHUETO 3A YIIOTPEBA

US Pharmacia Sp. z 0.0.

Zigbicka 40

50-507 Wroclaw

Tlonma

8. HOMEP(A) HA PASPELLIEHMETO 3A YTIIOTPEGA

Perucrpanmonen HoMep: 20040368

9.  JIATA HA ITbPBO PA3PEIIABAHE/MOJAHOBABAHE HA PA3PEILIEHHETO 3A
YIHOTPEBA

Ilata Ha mepBo paspewasane; 02 aBrycr 2004 r.

Jlata Ha mocneaHo nonHoessane: 04 noemspu 2009 T.

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

11/2019




