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1. WMEHA JEKAPCTBEHHSA IIPOXYKT f é/ﬁ/’/ﬁﬁ“%’? 13

DR

MBYIIPOM MAKC 400 mg oGerru TabaeTkH T, N e 2% 1
IBUPROM MAX 400 mg coated tablets S T R S

2, KAYECTBEH U1 KOJIHYMECTBEH CHCTAB

Exua o6euta TabieTka ceabpaka ubynpoden ({buprofen) 400 mg .

3a NBEAHUA CITHCBK HA MOMOILHHTE BEIICCTRBA BHXKTE TOUKa 6.].

3. JEKAPCTBEHA ©®OPMA

Obeura Tabnerka

4, KJIVHAYHA TAHHA

4.1 TepaneBTHYHH NOKa3aHHA

Jleuenue Ha neka na ymepeHa 0oka OT pazjIMueH NPOM3X0J1, BIUTIOUHTENHO: rasofolide, MUrpeHa,
3560601, MycKyIHH 601KH, TymGocakpanHi G0KH, KOCTHH W CTaBHH O0JIKH, HEBpairyy; 6oae3HeHa
MEHCTpYaLHs; IOBMINEHa TeMNepaTypa (MpH IrpHn, 0GHKHOBEHa HACTHHKA WY JAPYTH HHPEKUHOIHH
3abons9BaHKA).

4.2 /lo3HpoBKa H HAYHH Ha NPHJIOKEHHE

Io3uporka
BrnspacThu u feua Han 12 roguuan: 1 rabnerxa npuera npes ycTara Ha BCEKH 4 yaca ciel xpaHene. He
Tpa6Ba Na ce NPEBHLIABA JHEBHA 103a OT 3 TabneTku (MakcHMaiHa RHeBHa Jo3a ot 1 200 mg,

pa3ziejieHa Ha HAKOMKO npUeMa).

Hecuampuuna nonyrayus |
HUBYIIPOM MAKC He TpsaOBa fa ce npuiiara pH Zelia Ha Be3pacT A0 12 TOAHHH.

Hexenanute peakiidi MOTaT Iia ce CBEAAT Z0 MHHHMYM, KaTo C€ H3I10/13Ba Hali-HHCKaTa eheKTHEHA
1033 3a Hal-KpaTKKA NEPUO/, HEOOXOANM 32 KOHTPONHPaHE HA CUMIITOMMTE (BXK. TOUKa 4.4).

[IpH HeOOXOAMMOCT OT TIPHEM Ha JIEKAPCTBEHHA NIPOAYKT 34 noseye OT 3 IHH WM BIOIIABAHE HA
CBCTOSIHHETO, NALMEHTHT TPAOBa Ja c& KOHCYATHPA C AeKap.

4.3 IlpoTHBOHOKAZAHHA

To3H NexapcTBEH MPOAYKT € MPOTHBOIOKA3aH MPH:

- CBP’BX‘J}’BCTBHTBHHGCT KbM AKXTUBHOTO BELIECTBO WK KBM HAKOC OT NOMOILITHHUTE BELICCTRA,
u30poenw B ToUKa 6.1;

- ‘6OJHM ¢ AIEPrH4HY NPOSBH B MHHAIOTO, KaTO XPeMa, yPTHKapHs 1in GpOHXHANHA acTMa, Clie]
NpHeM Ha AUCTHIICATHLINIIOBA KHCCITHHA WM PYTH HECTEPOHAHH MPOTHBOBL3NATY
cpeactea (HCIIBC);

- OOJIHK ¢ XeMOparuiHa aJaresa;



- NALMEHTH ¢ TeXKa YepHOAPOOHa, 6pOpeuHa win cvpaguHa HexocTaTeuHoCT (knac IV no
NYHA);

- B TPETHA TPUMECTBD HA OpeMEHHOCTTA;

- CAHOBPEMEHHO ¢ APYT'H HECTCPOUHY NPOTHBOBB3NAIMTENIHH CPeICTBa, BKIouHTeNHO COX-2
HHXHOHTOPH (OBHLIEH PHCK OT HEXENaHH JIeKaPCTBECHH peafcmm)

4.4 Crneumajanu OpexynpexieHus u NpeAna3Hy MEPKH OpH ynoTpeda

Ha ce mpunara BHHMATE/HO TIPH:

- OOJIHH CHC CHCTEMEH JIYITYC EPHTEMATO3YC WM ChC CMECEHH KOJNAreHO3H, NOpaay NOBUIIEH
PHUCK OT aCENTUYEH MEHUHIHT;

- [TALIMEHTH ¢ AaHAMHECTHYHH JAHHH 32 3a00IIBaHUA HAa CTOMAILHO-YPEBHKA TPAaKT (Y/ILEPATHBEH
KonHT, Sosect Ha KpoH) - mopaan prck ot exzauepbauus Ha 3a6019BaHETO;

- OoJNHE C apTepHaliHa XMIEPTOHHA W/HTH aHAMHECTHYHH JaHHHM 33 ChPACYHA AUCHYHKLIHS -
NOopaaH PUCK OT 3aApPmKKa Ha TEMHOCTH U MOsBa Ha OTOLM BbB Bpb3Ka ¢ mpHeMa Ha HIIBC;

- TMauHCHTH ¢ OBOpeuHa aucdyHKIMA - NOPaaM PUCK OT NO-HATATHLUHO BIOLIABAHE Ha
ObOpeuHara pyHknms;

- 601U ¢ YepHOAPOOHA AMCYHKLIHA; .

- MALKMEHTH C aKTHBHH B MOMEHTA H/IH ¢ aHAMHECTHYHU JaHHH 3a OpOHXHA/IHA aCTMA H
aneprayHy 3aC0MsIBaHHa — MOPadH BH3MOKHOCTTA 32 NMOfBa Ha GpoHXOCHasbMm;

- 6oHH B CTapYecKa BH3PACT - NOPaJH PHCK OT YBEIMYABAHE HA HEIKEIAHUTE PeaKIHH;

- 00/IHM, KOMTO IIpHEMAT JIEKAPCTBEHH NPOAYKTH, H3GPOEHH B Touka 4.5.

HesxenaHuTe neKapcTBEHH peakiii MOsKe Aa 650aT HAMaJIeHH, KaTo 3a 06eKuaBaHe Ha CHMITTOMMTE
Ce M3MoJ3Ba Hal-HICKaTa eekTHBHA N03a 32 BE3MOXKHO HaH-KPaThK NEPHOJ OT BpeMe (BK. M0-20MY
BJIMSHHE BBPXY CTOMALIHO-YPERHHA TPAKT K CBPACYHO-CHAOBATA CHCTEMA).

ChileCTBYBA PHCK OT FaCTPOMHTECTHHAIHO KbPBEHE, YAUEPallHs HIH nepdopaliid, KOUTO MOXe Jia ca
(haTAIHM H JIa HE CE NPEIIECTBAT HEMPEMEHHO OT NPEAYIPEAMTEIHN CHMITTOMM WM 8 B3HAKHAT
[pH NALMCHTH, KOKUTO ¢4 HMaJIH ITOA00HH npeaynpequTenHy npossd. B cioyyait Ha
raCTPOHHTECTUHAIHO KbPBEHE HIIH YiILiepalus, ApHEMBT Ha TOBA JIEKapCTBO TpaOBa HezabapHO 1a ce
npeycraHoBH. [lannenTure ¢ aHaMmHe3a 3a raCTPOHHTECTHHAIIHM 3a0019BaHud, ocobeHo GONHUTE B
CTapUecKka Bb3pacT, TpabBa Aa ObAaT npeaynpeAcHH Ja HHGOPMHPAT JieKaps 34 BCHYKH HeoOH4aiiHH
racTpOMHTECTHHAJIHH CHMITTOMH (Hai-Beue KbpBeHe), 0c00eHO B HAYAIOTO Ha NeycHuero. Tesn
nauyeHTH TpAOBa a M3NOMN3BAT BE3MOKHO Hal-HUCKA 0032 OT JIEKapCTBEHUA NPOAYKT.

HM3kckBa ce BHUMATEJIHO NPHIOKEHHE MpH GOTHH, KOHTO NIPOBENIAT EAHOBPEMEHHO JIEYSHHE C
NIEKAPCTBEHH TIPOAYKTH, KOMTO MOTAT [a MOBKHIIAT PHCKA OT CTOMALIHOYPEBHHN HAPYIHSHHA HIIH
KBbPBEHE, KaTO KOPTHKOCTEPOHAH MK aHTHKOAryNaHTH, noao6Hu Ha BapdapuH (AUeHOKYMApO), WIH
TPOMOOLIMTHH aHTHArPEraHTH, KaTo aUSTHICATHIMIOBA KHCETHHA.

Bnusnue BbpXY ChpAeUHO-CHAOBATA CUCTEMA H MORBYHHUTE ChIOBE
KiMeuYHHTE NPOYYIBaHUA NMOKA3BAT, Ye ynoTpebara Ha uGynpodeH, 0COOEHO BBB BUCOKH JO3H

(2400 mg/nen), moxe fa e CBbP3aHa ¢ MOBUIIABAHE HA PUCKA OT APTEPHAITHH TPOMOOTHYHH CHOUTHS
(HanpuMep uH(papKkT Ha MMOKapaa Wiy HHCYAT), KaTo uANo emuaeMHONIOTHYHHTE NPOYYBaHH HE
[MOKa3BaT BPb3Ka MexAY NpHema Ha ubynpodeH B Huckd go3u (T.e. < 1200 mg/neH) # nosHiuaBase Ha
PHCKa OT apTepuanHyd TPOMOOTHYHY CEOMTHI.

TanuenTHTe C HEKOHTPOIUPAHA XHMIEPTOHHA, 3aCTOHHA ChP/ICUHA geaoctatpunocT (1I-11I1 no NYHA),
ycTaHOBeHa HCXeMUYHA GONeCT Ha ChpLETo, MepHdepHa apTepHanta GONeCT WIUTH MO3BYHOCHA0BO
3abonaBane TpAGBa Aa ObAAT nekyBaHU ¢ uGYNMpodeH caMo ciiell BHUMATENHA NPELEHKa K [Aa Ce
H30srBaT BHCOKHTE 103u (2400 mg/neH).

TpabBa fa ce U3BBPILIBA BHUMATENHA IPELIEHKA H TIPEAM 3aN0UBAHE HA XBLATOCPOYHO netleﬁue Ha
MAUMEHTH ¢ PUCKOBH HaKTOPH 34 CBPACYHOCHACBH CHOMTHA (Hanp. XUIepToHus, xmle
3axapen AuabeT, TIOTHOHOMYHICHE), 0COOEHO aKo € HeoOXoanWM npreM Ha HeynpodeH 2
no3H (2400 mg/neH). -

JloKa3aHo e, 4e JIeKapCTBEHUTE NPOAYKTH, KOMTO MOTHCKAT LIMKJIOOKCUIEHA3ATA
(MpocTarJaHAMHOBATa CHHTE3a) MOTAT 1 NPeAU3BUKAT HapyIUeHHA Ha depTu



NIOCPENICTROM MOBJIHABAHE Ha oBynauuaTa. To3n edexT € BpeMeHeH H OT3By4aBa cliel
NPeYCTAHOBSIBAHE HA NEUEHHETO.

EfHOBpeMEHHOTO, MPOABIDKUTENHO MPWIOKEHHE HA Pa3jIMYHKA aHAINeTHLHM MOXKE Aa JOBEAE JO
ObOpeuHO yBpesKAaHe ¢ PUCK OT OB0peuHa HeIOCTATBHHOCT (aHAIre3HiiHa HedponaTHs).

Ynorpebdara Ha TO3M JIEKAPCTBEH NMPOAYKT MPH ASXHAPATHPAHA NMALHEHTH YBENHYABA PUCKA OT
6B6peuHo yBpeKaaHe.

Hpw ynotpebda Ha HIIBC MHOro paako ce cpodLiasa 3a TexKKH KOXKHHA PEaKLHH, HIKOH OT KOUTO
(aranHu, BKIKYUTENHO eKCPONHaTHBEH AEPMATHT, CHHAPOM Ha Stevens-Johnson u enuaepmanHa
HEKpOH3a. PUCKBT OT Pa3sBHTHE Ha T€3U TEXKKH Peakiliy € Hal-ToJIIM B HAYaJN0TO Ha ICYEHUETO, B
MOBEYETO CYUaH Mpe3 NBPBUA Mecell. Y noTpedara Ha TO3H NPOAYKT Tpabea Ja ce NpeyCTaHOBH ClIex
MOABA HA ITbPBUTE CHMIITOMH: KOXeH OOpHB, yBpeKIaHe Ha JTHTABHLMTE HIH APYrd CHMITTOMH H
NPOABH Ha CBPBXYYBCTBUTENHOCT.,

[Topaaun ChHABPKAHUETO HA 3aXap M JAKTO3a B TO3M JIeKAPCTBEH NPOAYKT, NALMEHTHTE C PEIKY
HACJIEACTBEHH NpoOneMu Ha HENOHOCHMOCT KbM (PYKTO3a, FaNnaKkro3Ha HEOHOCHMOCT, Lapp - |
NaKTa3eH AeGUUMT, [JIFOKO30-TalaKTo3Ha ManabcopGiMa WK CyKpasa-H30ManTa3Ha HEAOCTATBYHOCT
He Tpa6Ba Ja NpHEeMAaT TOBa JIEKapPCTRO.

45 BiaamopaeiicTeHe ¢ Apyra .rlemapc'rﬁenu NPOXYKTH U APYTH ¢opmu Ha B3auMojelicTBHE

Hbynpoden He TpsadBa Aa ce npunara ¢ JHOBPEMEHHO ChC CASIHHTE IEKaPCTBEHH NPOAYKTH:

. aueTHacaIHIMIOBa kucemda U Apyrd HIIBC, nopaau noBMmEH pHUCK OT HEXXENAHH PEaKLIUi;

. AHTHXHMEPTEHIMBHH JICKAPCTBA, HATIP. AWYPETHIIH, i KaTo HIIBC Morar pa HaManAT TeXHHA
edekr;

. aHTUKOAryNaHTH, Thi KaTo HIIBC MoraT fa yeHmaT AeHCTBUETO HA JICKAPCTBEHHTE CPEACTBRA,
KOHMTO NOTUCKAT KPBBOCHCHPBAHETO;

o muTHiT M MeToTpekcaT - HIIBC morat fa nosHIar riasMeHHTe KOHIIEHTpaHH Ha IMTHIT 1
METOTPEKCAT; |

. kopTHkocTepouau - HIIBC MoraT Aa yReauyaT pHcKa OT FaCTPOMHTECTHHAIHO KbPBEHE;

. 3HAOBYAHH — MOJKE 2 C€ YAB/DKH BPEMETO Ha KBPBEHE;

J aLETI/ICATHIIHIOBA KHCEIHHA, APWIOXKEHA B KapAMONPOTSKTHBHH 1034, EAHOBpEMEHHATa
ynorpeba Ha UOyTIpodeH H aueTWICATMIWIOBA KHCeNnnHa OOHKHOBEHO He e NMpenophYHUTeHA
nopaznH MOBULLICHHAS PHCK OT HEXXCIIAHH PEaKL{HH.

ExcnepuMeHTAIHATE JaHHH N10K23BaT, Y€ NPy €HOBPEMEHEH npueM HOynpodeH Moxe
KOHKYPEHTHO J1a MOTHCKA e(eKTa HA HUCKH 103U aLeTHICATUIIMIOBA KMCENHHA MO OTHOMICHHE

Ha TpoMOOUMTHATa arperaiysa. BhOpexy 4e NMa HEACHOTH OTHOCHO SKCTPaNTONKMPaHeTO Ha Te3u
AaHHH KbM KJIHHHYHHUA CIyYaif, He MOXe Aa ce W3KIFOYH BE3MOKHOCTTa pefoBHATA
aeNrocpoyHa yrnotpeda Ha ubynpodeH aa HaMansea KapAHONMPOTEKTHBHMSA e(EKT Ha
aleTHWICANHIWIOBA KHCENHHA B HHCKH J03H. CMATa ¢e, Y€ HAMA roJiaMa BepOSTHOCT
obuyaitHara ynotpeda va ubynpodeH 1a AoBene X0 KNAHUYHO 3Ha4HM edexT (B, Touka 5.1).

46 PepruanTer, OPEeMEHHOCT H KbPMeEHE

bpemenHocT
He ce npenopbuba H3MOA3BaHE Ha NEKapCTBEHHS IIPONYKT IIpE3 MHPBUTE ABA TPUMECTHPA Ha
OpeMeHHOCTTa, IOPaH JIMIICA Ha JJAHHK OTHOCHO Be3onacHoCTTa Ha yroTpebarta Ha HGynpoq)eH npes
TO3M nepuoa. To3u JeKapcTBeH NPOAYKT He TpAOBa [a ce ynoTpebaBa npes TpeTHS TPHMECTLD Ha
OpeMeHHoCTTa, THH KaTo uSyrpodeH NOTHCKA MATOYHUTE KOHTPAKLIHK, BCISACTBHE HA KOETO ¢a
Bb3MOKHH 3a0aBaHE Ha paXXOAHETO, YAB/DKABAHE HA POAOBHS IPOLIEC B NPEXKAEBpEME '
Ha apTepHanHug boranos nporok. Tosu IeKapCcTBeH NPOAYKT MOXKeE Ja C€ H3TI0/13Ba
’KEHH CaMO MpPH KaTerOpH4YHA HEODXOIUMOCT.
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Krpmene

B orpanuyen Gpoil npoyyBaHHs € yCTaHOBEHO, Ye uOynpodeH NpeMHHABA B MHOTO MAJIKH KOJIMYECTBA
(0,0008% ot npunoxenaTa 203a) B MailtMHOTO MIAKO. TBi KaTo 0 TO3M MOMEHT HIMa CHOGIICHHS
33 BpeOHO BIAHAHHE HA TO3H JIEKapPCTBEH NPOAYKT BBPXY KbpMaueTara, He € HeoOX0AMMo
NPEyCTAHOBABAHE Ha KBPMEHETO MPH KPAaTKOTPaliHO Neuenue ¢ ubynpodeH B 103w, M3MOA3BaHHU 32
nevyeHne Ha GONKa ¥ MOBHIICHA TEMIIEPaTypa.

QepruanTeT
3a BTHAHHETO HA NIEKAPCTBEHHUA NPOAYKT Bpry penpoayKTHBHHTE QYHKLHH BHIKTE TOYKA 4.4.

4.7 Edextn Bupxy cnocobrocTTa 32 modupane u pabora ¢ MammnHA

Hama naHHu 33 HexenaHH peakuvu Ha iekapersenus nponykT UBYTIPOM MAKC, xouro Guxa
MOIJIH [a OKaykKaT BIHAHHE BbPXY criocoOHOCTTA 3a wodupaHe W paboTa ¢ MAIHHE, HAY
NCHXO(H3UYECKHTE CHOCOOHOCTH NMPH M3MO/3BaHe HA NPOAYKTA B NPENophyaHaTa ,HDBH])OBK& H
HPOABJDKHTETHOCT HA JIEYEHHETO.

4.8 HexeaHn JekAPCTBEHH PEAKITHM
{lonoOno Ha BeyKH NekapeTeenn nponykTi, UBYTIPOM MAKC moxe f1a HMa HexXelaHH peakiyH.

HesxenanuTe peakuyu ca rpylnuapaly B 3aBHCHMOCT OT TAXHATA Y€CTOTATA, KATO CE H3MOJI3BaT
CIEAHUTE TEPMHHH

MHnoro gectu (>1/10)

Yectn (1/100 no <1/10)

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

Penxn (>1/10 000 mo <1/1 000)

Mmnoro peaks (<1/10 000)

CTOMaIIHO-4YPEBHY HAPYIIEHHA

HeuecTn: aucnencus, kopemMHa Oonka, rajiene.

Penxu: nnapui, GnaryneHuus, 3anek, nospblIaHe, TacTPHT.

MHoro penxy: KaTpaHeHO-Y€pHH M3NPaKHEHHA, XeMaTeMe3a, YILEPATHBEH CTOMATHT, 060CTPAHE Ha
xosut u Oonect Ha Kpos.

BE3moxHO €, 0co6eHO NpH DauHeHTH B CTAPYECKA Bh3pacT, PA3BUTHE Ha CTOMALIHA A3B4 H/WIN T3Ba
Ha JBaHAACCETONPBLCTHHUKA, IOHAKOTA ¢ (PATANICH U3X0X (BK. TOUuKa 4.4).

Hapyuienus Ha HEpBHATA CHCTEMA

HeuectH: rnaBodomnue.

Penxu: creToBrpTeKk, Oe3chHue, BB30YAa, pasAPasHETENHOCT H YMOpa.

B eqHHYHH ClTy4ar ce ChoOlnaBa 3a: Aenpecus, ICUXHYHM PEaKLMH | yM B YIIHTE, aceTHYEH
MEHHHTHT (0COOEHO Mpu GOMNHH ¢ AaBTOMMYHHH 3a60M1sBaHAS: CHCTEMEH JTyITyC €PHTEMATO3YC,
CMECEHH KOJIAr€HO3H).

Hapywensa Ha Op0peunTe U NMHKOYHHTE HbhTHINA

Peaxu: orouu.
MHoro peiky: HamaseHa Jrypesa, 6x6peuna HeAoCTaTHUHOCT, GbOpetHa naminapHa HeKpo3a.

XenatoOunvapHU HapyIlleHHY
MHOro pe/iKi: HapyuleHHs Ha YepHoApoOHaTa QyHKLHA, 0COOEHO NMPH NPOABIKUTETHO JIeUEHHE.

Hapyuieting Ha KpbBTa W JUMDHATA CHCTEMa
MHoro peakH: HapyHIeHHs B ITBJIHATA KpbBHa Kap"rul-{a (aHeM¥s, TEBKOTICHIA, TPOMOQH

BB3N4TIeHHE Ha FBEPIIOTO, nompxnocmo pasf3BABaHE Ha NUT2BHIATA HA yCTaTa,
CHMIITOMH, H3TOIIEHHE, KbPBEHE (HAMp. HATHPTBaHKHS, TOUKOBHAHH KPBBOU3/IHB
NEeTHA MO KOXKATa H JIMFaBULIUTE, KBPBEHE OT HOCA).



HapymeHus Ha Ko)kaTa B NOAKOXKHATa ThKAH

MHoro pelxu: epureMa MyaTH(OOpME, CHHAPOM Ha Stevens-Johnson, TokcHYHa enuaepManHa
HEKPOJH3a.

C HeH3BECTHA YECTOTA: JICKAPCTBEHA PEaKUHA C €OSHHOPUAUSA U cuCTeMHH cuMIToMH (DRESS

CHHAPOM).

Hapyumienns Ha uMYHHATA CUCTEMA
HedecTH: ypTUKapHa H NpypHTYC.

MHoro peaKH: TEXKHA peaKkliMy Ha CBPhXUYBCTBHTEITHOCT KAaTO OTOK HA JIMHETO, €3HKA H ﬂapHcha,
JAHCIHEY, TAXHUKapAHg, XUNoTOHH4, oK, ObocTpane Ha OpoHxuanHa acTMa ¥ OpOHXOCTIA3bM; IIPH
MALMEHTH C ApeauIeCcTBaly aBTOMMYHHH 3a00ABaHMs (CHCTEMEH JIYITYC €PHTEMATO3YC, CMECEHH
KOJIareHO3H) M0 BpeMe Ha JieueHue ¢ HOynpodeH uMa eAMHUYHE CHOOLIEHH 32 CHMITTOMH, THINHYHH
34 aCENTHYEH MEHUHIHT, KaTO BPATHA PUTHAHOCT, r1aBo0oNue, raneHe, moBphillaHe, MOBHIICHA
TEMIIEPATYPA M E30PUCHTALMA.

Cobpaeuy HapynieHus |
[Ipu npoeexpane na neuenue ¢ HIIBC BB BHCOKH H03H BMa CHOOIISHHA 332 OTOLM, 2pTepHaIHa
XATICPTOHHA W CHPACUHA HEAOCTATHYHOCT.

KnuruyHHTE NpoydBaHKs NOKa3Bar, ye yrnorpebara Ha HOynpodeH, ocobeHo BbB BHCOKH JO3H
(2400 mg/nen), Moxe Aa € CBbp3aHa ¢ MOBHIUABAHE HA PUCKA OT apTePHAIHH TPOMOOTHYHH CLOHTHA
{HarmpuMep HHQApKT HA MHOKAp/id HIIM MHCYAT) (BiK. TouKa 4.4).

ChobmaBaHe Ha NOAC3MPAHU HEXKETaHH peaKITHH

CpoOLIaBaHeTO Ha MOJ03UPAHH HEKEMAHH PEakliMH cilell paspemasase 3a ynorpeba Ha nekapCcTBeHHA
NPOAYKT € BaKHO. TORA MO3BONSABA Aa NPOABIKH HAONIOASHHETO HA CEOTHOLISHHETO NOJ3a/PUCK 33
NEKapCTBEHUA MPOAYKT. OT MEIHLMHCKHTE CIISHHANTHCTH Ce M3HCKBA a CHOOILABAT BCAKA
NMOAOZMpAaHA HEXETaHa peakiya Ype3 M3nmpanurenHarta areHuya no Jexapersara, yia.” JamaH

['pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiiT: www.bda.bg. |

4.9 Ilpenozupane

[lenuarpuyHa moNyaaLKs

TIpu felta, NPHIOKEHHETO HAa eflMHMYHA No3a Haz 400 mg Moxe 1a NPpeau3BHKa CHMITTOMH Ha
npeao3HpaHE.

Ilpu Bp3pacTHH He e OMpeaecsieHa TOYHATa 1034, KOATO MOXE Ja NMPeAr3BUKa NoAOOHH NpodaBH.
BpeMeTo Ha noNyXMBOT NPU peAo3Hpane ¢ Mexay 1,5 u 3 uaca.

CuaMnroMu

Ilpu noseyeTo NauMeHTH, IpUeMALIH KTHHIYHO 3HauuM4 1034 HI1IBC Moxke 52 BB3HMKHAT CIIEAHUTE
CHMITOMHU: rafeHe, NOBpbilane, COMKY B eNUracTpUyMa WiK B ITO-PEAKH Cyuan AMapus. Be3Moxua
€ ¥ NI0ABA Ha UIyM B YIIHTE, r1aBo0oIKe U raCTPOHHTECTHHANHO KEPBEHE, TEXKKATA HHTOKCHKALNAS
3aCATa H LEHTPATHATA HEPBHA CUCTEMA ¢ HPOABH HAa CHHIMBOCT H MHOTO PAAKO Ha BB30yaa,
AEe30pHEHTALAA I KOMa. B MHOTO penxm cimydan Moxe Ja ce NogBAT ¥ repuose. [1pa Texka
UHTOKCHKALIHA MOXKE A4 CE pa3zsye MeTabonuTHA atua03a U Ja Ce YALIKH MpoTpoMOMHOBOTO BpeMe
(INR). Be3mokna e nosiBa Ha ocrpa 6p0peuHa HEAOCTATBYHOCT HITH YepHOAPoOHO yBpexaane. [1pu
OONHH OT aCTMa, aCTMATHYHHTE CHUMITTOMH MOXKE Ja ce 000CTpAT.

[Ipu cepro3HO OTpaBsIHE MOXKE Ja HACTHIKM MeTabONMMTHA aLA034.

JledyeHue

Hama cneumduuer avTaoT. JledeHnero e CHMOTOMaTHYHO M MOAABPXKAWIO. Jlexaps /
HasHauM CTOMalliHA NMPOMHBKa. TpAOBa na c¢ MOHUTOPHPA ChpAEYHATA GYHKUHA H 4 I
WUIHEHUTE NOKAZATENH NIPU yeaoBue, ue ¢a ctabunuy. o enun yac cnep npenos g 0Ny e iy 143
ce MOMMCJIH 332 NEPOPATTHO NpIUIAraHe Ha akTHBEH BbrieH. [Ipu uecTH WK npoabjpie ,ﬁ, *




TPa0Ba Aa Ce Jafie HHTPABEHO3HO AHA3enaM HITH nopasenaM. [Ipa narpeHT! ¢ act™a Tpadsa sa ce
ranar 6 pOHXOAUNATATODH.

5. ®APMAKOJIOI'MYHH CBOHMCTBA
31 QapMakoIHHAMMAYER CBORCTBA

DapMakoTepaneBTHYHa rpyna; MPOTHBOBL3NATHTENHH H AHTHPEBMATHAYHH JEKAPCTREHH npc,n;ym,
NPOH3BOAHM Ha NponHoHoBaTa KHeenuHa, ATC xon: MO1AED].

Hoynpoded (Npon3BOAHO Ha NPOITMOHOBATE KHCENIMHA) TIPYHANTIEKH KM IpyNaTa Ha HECTEPOHIHATE
npotrsosn3nanutendn cpeacrea (HIIBC). Ilpurexapa aHanreTHYHE, NPOTHBOBLITANHATEIHO H
AHTHITHPETHYHO AcitcTere. JleHCTBHETO Ha NeKapeTBeHHS TIPOAYKT € B Pe3ynTaT cnocoOHocTTa My Ja
MOTHCKA CHHTE3aTa Ha npocTarnaHapHuTe. HaManasaHeTo Ha MPOCTarRaHAWHOBATA CHHTES3 € B
pe3ynTar Ha MOTHCKAaHe Ha unxJooxcurenasata (COX-2) Ha apaxAAOHOBATA KHCEMHHA, KOATO CE
MHAYLMpa B X0Oa Ha Bb3NAMHTEIHHA APOUEC, KOETO BOAM N0 NOTACKAHE HA CHHTE3aTa Ha HHIIMYHHATE
[IEPOKCUAASH - AUPESKTHH IPeKyPCOPM Ha NPOCTArAAHIWHHTE. EAHORPEMEHHOTO, HECENSKTABHO
MOTHCKAHE Ha BTOpaTa (JOpMa Ha LMKICOKCHNeHa3aTa ~ n3oeH3nM COX-1 (T.Hap. cscTaBHA QopMa) €
OTTOBOPHO 34 HekeJaRuTe eieKTH Ha Aekapcrsenua npoaykt HEYIIPOM MAKC, karo: namanasape
HA CHIHTE3&T4 HA NPOCTArMAHIUHATE {IPSHTA3BalH NMraBMLIaTa HA CTOMANIHO-YPERHIA T'palcr),
YEPESKIAHETO Ha DB0peLMTe ¥ NOTHCKaHe Ha TPoMOOKCAHOBATA CUHTE3A.

Ocsen ToBa, ubynpoder noTucka 0opaTiMo TPOMOOLMTHATA arperarus.

ExkcriepuMEeHTATHHTE JAHHH I0KAZBAT, e [1PH EJHOBPEMEHEH NIpHEM HOYNIPOpEH MOoxKe KOHKYPEHTHO
713 TOTHCKA e)eKTa Ha HUCKU f03H alSTHECATHIHAIIOBA KHCEHHE 10 OTHOUIEHHE Ha TPOMOOLMTHATA
arperaunus. Hakou hapMaxoqiHAMPUHE NpOyYBaHHa 1I0KA3BAT, Y€ KOTaTo ¢& MpHeMaT eXUHUYHH JI03H
ubynpoden 400 mg no 8 4. npeas wim 30 MUH. Ciiex [pHEM Ha alleTWICATHUAIIORA KHCE/IMHA ©
He3aGaBro ocBobokaarate (81 mg), ce HabmoaaBa HaManeH edekT Mo OTHOUIECHHE Ha 0BPasyBaHeTo
Ha TpoMOOKCaH WiH TpoMOonMTHATA arperayya. Benpeke ye nMa HEICHOTH OTHOCHO
eKCTPANONKPAHETO Ha Te3H JAHHH KEM KJIMHHYHUA CY4YaH, He MOXKE Na C& H3KMOYH BE3MOXKHOCTTA
PEOBHATA JBJIrOCPOYHa YAoTpEDa Ha HOYApOQeH Aa HamMandBa KAPAAONPOTEKTHBHHA eDEKT Ha
aleTHICATHIHIOBA KUCEANHA B HUCKH B03A. CMATE ce, Ye HAMa rofiaMa BepoATHOCT oOHyaliHaTa
ynorpeta Ha HOynpodeH na Josele A0 KNHHHYHO 3Ha4YUM edekT (BAaw TouKa 4.5).

3.2 @apMaKOKHHETHMHH CBOHCTBA

Cnen opanen npueM, uGynpodek ce abcopbupa GHP30 H B TONAMa CTETIEH OT CTOMAlIHO-YPEBHHA
TpaKT — e4HA YacT B CTOMAaXa, A APYra HacT B ThHKUTe Yepea. DHOHANMIHOCTTE Ha paueem{tlnm‘a
(popma Ha HOynpoden e 71%.

Tpn neueHye 3a IOCTUTaHE Ha OBP3 ePEKT TEPANEBTHYHMAT eheKT HACTHIBA OKOMO 30 MMHYTH cliel
npuema. HoynpodeH ce ¢cebp3ra C MIa3MeH#TE NpoTenBH Han 90%. MakcHMania naasMmera
KOHLIEHTpaLKs ce gocTura 1-2 vaca cnen nepopanen npuem. Hiponvkea acbpe, Maxap u no-Oasxo B
CHHOBHAJTHHTE NPOCTPAHCTBA, KATO JOCTHIA MEKCHMANHA KOHLICHTPAUNA B CHHOBHUAIIHATA TEMHOCT
cien 7-8 yaca, BpemeTo Ha noayKueoT Ha HOynpodeH € oxono 2 daca, Hoympodier ce Merabonusdpa
B yepHHs npob Ao KapOOKCHAGTHE MNY XMAPOKCHAATHH NMPOM3BOAHH. B paMKHTe Ha 24 yaca cnen
npuHeM Ha IOChEHATa 1034, HOynpodeH ce enuMuAHpaT npes Os0pewre Han 75% nog opMara Ha
HEeaKTUBHHA METADOITHTH — KapOOKCHIATHH MPOM3BOAHH HAa NPONHOHOBATA KHCENTHHA (2-(p-(2-
KapSoKcH-ponan)-peHun), oxono 37%), XHAPOKCHIATHH MPOU3BOAHY HA MPOAHOHOBATA KHCSTHHA
(2-(p~-(2-xMaApPOKCHMETHN-TPOTTHI )~(heHIIT} okonoe 25%) U B HenpomeHeH BuA (okono 14%).

3.3 IpeaxnauHu4nH Januu 33 DezomacHOCT

_____

Ilpn npoyyBanus BEPXY ONHTHH XKHBOTHH C2 YCTAHOBEHH CTOMAIIHO-YPEBHH HAPY
yaepausH. Ilpu npekIHHUYHE NPOyUYBaHHA BEPXY MABXOBE U 38HLH C uplmaraﬂ
npH GpeMEHHH KEHCKH KHBOTHH, B JI03H HEKONKOKPATHO M0-BACOKH OT Te34, [IPHJ
He € YCTaHOBeHO CTATHCTHMECKO 3HAYHMO NOBHNIABaHe Ha (eTaTHHTe KedopMa
KoHTpoAHaTa Ppyma. (B0 TaKa, He € YCTAHOBSHA TepaTOreHHA aKTHBHOCT NPH



C57BL/6J, cen npunarade Ha ubynpoden B 1034 100 nbTH M0-BUCOKY OT TE3H, H3IOIIBAHH NIPH
xopa.

6. ®APMAIEBTHYHH JAHHH

6.1 ChnHchbK HA TOMOWHETE BEMECTBA

Homownu sewgecmea

CneTaR Ha aApoTo:

NaKT03a, NOBHACH, IAPEBHYHO HULIECTE, TANK, KPOCKAPMEN03a HATPHH, MArHE3UER CTEAPAT, CHIIHIHER
IHOKCH], KOJIoOHAeH Oe3BoacH

CBCTaB Ha IOKPHTHETO:
3axapo3a, TajlK, LapeBHYHO HHUILIEeCTe, THTAHOB NHOKCU], KapHAYOCKH BOCHK, MMTYEJIeH BOCHK, O

6.2 HeebBMECTHMOCTH

Henpuioxxumo.

6.3 Cpok Ha rognocT

3 rofuHH

6.4 CresuaiHu YC/IOBHS HA CHXPAHEHHE
‘Ha ce cpxpansiBa nog 25° C,

6.5 Buau ceanpxanne Ha OMaKoBKAaTa
Bamcrep or PVC/PVDC/Al dommo

6 obeHTH TabNeTKH B 1 OnKcTep, NOCTaBeH B KAPTOHEHA ONAKOBKA.
12 obBuTH TabneTku B 1 OnHcTEpP, NOCTAaBEH B KAPTOHEHA ONaKOBKa.

24 ofoBrTH TabneTku B 2 GnMcTEpa, NOCTABEHU B KAPTOHEHA OIJAKOBKA.,
6.6 Cnenuainn npeANasHH MEPKH NPH HIXBLpAsHEe n paboTa

HsMa clieLia/IHH H3HCKBAHUA.

7.  TPUTEMXATEJ HA PAIPENIEHUETO 3A VIIOTPEEA

US Pharmacia Sp. z o.0., Ziebicka 40, 50-507 Wroctaw, [Tomua

8. HOMEP(A) HA PAPEHIEHHUETO 3A YIIOTPEBA

20060759

9. JATA HA IIBPBO PAZPENNIABAHE/IIOAHOBABAHE HA PA3ZPEIIEHUETO 3

YHOTPEBA //’“
WEn '

Jara Ha mupBo paspelnasade: 27.12.2006 .
JlaTta Ha nocieano nogHoeapane: 30.03.2012 r.
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