KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
AT R N7 o4

1. UME HA JJEKAPCTBEHUSA IMTPOAYKT

Z26 s k0320

AJIMUPAJI ®OPTE 2,32% ren
ALMIRAL FORTE 2.32% gel

2. KAUECTBEH U KOJIJMYECTBEH CbCTAB

AJIMUPAJI ®OPTE 2.32% ren cbabpxa 23,2 mg/g AMKIOPEHAK THECTHIIAMUH (diclofenac
diethylamine), xoiito choTBeTCTBa Ha 20 Mg/g muknodenak Harpuit (diclofenac sodium).

[ToMOLIHHM BEIIECTBA ¢ M3BECTHO AeHcTBHE: MponuieH raukon (50 mg/g ren), OyTHIXHAPOKCHTONYCH
(0,2 mg/g ren).

3a MbIHUS CITHCHK HA MOMOIIHUTE BCISCTBA BHXKTC TOYKaA 6.1.
3. JIEKAPCTBEHA ®OPMA

Ien
Bsin1 10 mouTH 01, onajJecuMpall, riaabK, XOMOr¢HEH EMyarea ¢ XapakTEpPCH apoMaT Ha JlaBaHAyna.

pH: 7.1 - 7.7.

4. KJUHUYHU JAHHHU
4.1 TepaneBTHYHH NOKA3aHHHA

Bb3pacTHH W FOHOLIM HA ¥ HaJ 14 rOAMHH

3a obIeKuaBaHe Ha JieKa 10 yMepeHa 0o/ka, CBbp3aHa C JIOKaJIM3HPaHH MYCKYTHH HIIH CTaBHH
HapaHsIBAHUSI.

Bn3pacThu (Ha v Haa 18 roauHu)

3a 061cKYABAHE HA 6OIKA B CIy4aii HA JOKATM3HPAHH JICKH 0 CPEAHH (POPMH HA ACrCHCPATHBCH
PEBMATH3bM, HATp. OCTEOAPTPHT (HA MPBCTHUTE, KOJICHETE).

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa
Bwuapacmuu u ionowu Ha u Hao 14 200unu
AJIMUPAJI ®OPTE 2.32% ce npuiara aABa ITbTH AHCBHO — CYTPHH M BCHCD.

Heo6X01HMMOTO KOTHYECTBO 3aBHCH OT pa3Mepa Ha 3acerHarara 3oHa: 2 g 1o 4 g nukno(eHaK red
(KOMHYECTBO, KOJAKOTO YEpela 0 OpeX) ca AOCTaThYHM 32 JICUCHHC Ha ILIOML OKOJIO 400-800 cm”.

MaxkcHMaTHAaTa AHEBHA 103a € 8 g res v He TpsAbdBa Ja ObA¢ NMPCBHIIABAHA.

AJIMUPAII ®OPTE

IIpoovascumennocm HA 1€4eHUemo

[TpoabIKUTETHOCTTA HA JEUCHHETO 3aBUCH OT NMOKA3aHUATA M KITHHUYIHHS OTrOBOP.

- Tlpm MycKy/IHHM U CTAaBHH TPaBMH (BB3pacTHH M IOHOLIM HAa H Hal 14 roanHu) HE ce NpEnopbUBA
rebT Aa ce ynorpedasa noseue ot 14 JHM, OCBEH ako HE € MPCMOPBYAHO OT JICKap.

- Tlpu 0CTEOAPTPUT HA KOMSHOTO WM MPBCTUTE (CAMO Bb3PACTHH HA H Hal 18 roauHm)
OPOABIKHTEIHOCTTA HA JICYCHHETO € A0 21 AHH, OCBEH aKO HE € MPErnopbvaHo OT JACKAP.

EdexrbT Ha AMK10(EHAK Tell C¢ M3rpaskaa MoCTENneHHO Npe3 mbpBaTa CeAMHLA OT JICUCHHETO
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[Meya u ionowu Ha ev3pacm
Hsama AOCTATBUHO AAHHH OTHOCHO €(PHKACHOCTTA H 6e30MacHOCTTA MPH Aena M roHomH nog 14-

COMMIITHA Bb3PACT (BHOKTE ChIIO TOUKA 4.3 [TpoTHBONOKA3AHMA).

[TpH 10HOWIM HA BB3PACT HA U HAN 14 roaMHH, aKO TO3M MPOAYKT € HEOOXOAHM 32 NOBCHE OT 7 oHM 33
obJeKuaBaHe Ha 60NMKaTa WM aKko CHMIITOMHUTE CC BJIOLIAT, HALMEHTHT/POAMTEIINTE HA FOHOLIATA CC
CBBETBAT Ja C€ KOHCYITHPAT C JICKap.

Hayuexmu 6 cmapuecka ev3pacm (Hao 65 200utu)
Wanon3sa ce oOMyaiiHaTa AO3MPOBKA 33 BE3PACTHH.

HaunH Ha NpHACKCHHC

3a mpunaraHe BLPXY KOXATa.

[CenbT ce HAHACA BbLPXY 3aCETHATHTE YACTH HA TANOTO HA ThHBK CJION M BHUMATETHO CC BTPHBA B
koxaTa. CJIeA TOBa PbLETE TPAOBA Aa c¢ H30BPIIAT ¢ XapTHEHA KbPIa H C/ICA TOBA id €& MSMUAT,

OCBCH aKO PbLETE HE €a 30HATA, KOATO LIE C€ TPETHPA.
AKO CIy4aifHO ¢€ HAHECE TBBPAE MHOrO T, H3MHIIHHAT e TpabBa aa ce H3OBPINE C XapTHCHA

KBbpna.

XaprueHaTa Kbpra TpsOBa Ja € H3XBbP/IH ITPH OHTOBHTE OTHIAABIIH, 33 Aa C€ MPEAOTBPATH
MONagaHeTo Ha HEM3MOM3BaH MPOAYKT BbB BOAHATA CPCAa.

I[Ipeau Aa ce NOCTABU NPEBPB3KA, rEIbT Tpa0GBa Aa Ce OCTaBM Jia H3ChXHE BBPXY KOXaTa 33 HAKOIKO

MHHYTH.

4.3 IIpornBOonoKa3aHHA

CBpbXUYBCTBUTENHOCT KbM aKTHBHOTO BELICCTBO HITM KbM HAKOC OT MOMOIIHHTS BEINECTBA,
n3bpoenu B Touka 6.1.

[MauMeHTH ¢ aHAMHE3a 33 ACTMa, AHTHOEAEM, YPTHKApHA HIIH OCTBP PHHHT, KOHTO CC ITPOBOKHPAT OT
ALICTUIICATHMLIKIOBA KMCEIMHA WK APYTH HECTEPOWIHH MPOTHBOBLINATHTCTHI nexapcrsa (HCIIBC).
ITo BpeMe Ha TPETUS TPHMECTHP OT OPEMEHHOCTTA.

VnorpeaTa npu AeLa U IOHOWIH Ha BB3PAcT NoA 14 roAMHHA € NPOTHBONIOKA3AHA.

4.4 ChneuManHy NpeAyNpexRICHHSA U NpeAnalHH MEPKH NMPH ynotpeda

Tps6ea Aa ce MMa PEABKA BEPOSTHOCTTA OT MOSBA HA CHCTCMHH HOKCIAHH Paliiind (TakuBa,
aCOLMMpPaHH ¢ POPMHTE HA AMKNOPCHAK 32 CHCTEMHO NPUIOKEHHE), TIPH TIPHIATaHE Ha AUKIOPCHAK
ren B MO-BHCOKH JO3H H 32 MO-TIPOAB/DKHTENCH OT MPEnopbiaHui ICpHOA (Brxte ,,J103MpPOBKA H
HAYMH HA MPHIIOXKEHHUE ).

[MammeHTH, CTpaJalnH OT aCTMA, CCHHA XpeMa, OTOK Ha HOCHATA JIHTABHLIA (Taka HapeYCHHUTE HOCHH
[OMMNK) KK XPOHHUHA 0BCTpyKTHBHA BeroapobHa 6ONECT ¥ XPOHUYHH PECIIUPATOPHH HHPEeKIHU
(0COBEHO CBBP3aHH ChC CHMITOMH, IOA0OHN HA CCHHA XpeMa), €a [0-CKOPO H3IOKECHH HA PHCK OT
ACTMATHMHM NPUCTHIH (TAKa HAPEYEHATA HEMOHOCHMOCT KbM aHAITCTHIH /aHANreTHYHA acT™Ma), OT
IOKANEH OTOK Ha KOMKATA MM JIdraBunaTta (T.Hap. oTok Ha KsHHKe) HIH OT ypTUKapHs B CPABHCHHE C
JPYTH TIALUEHTH MPH JICUCHHKE C ANKIOPCHAK rel.

3a na ce HAMAJIK MHOTO PEAKHAT PUCK OT PEAKIHs Ha POTOMYBCTBHTEIHOCT, MALHEHTHTE TpabBa na

U36SFBAT H3ATaHETO HA CITLHIE, BKIIOUHTETHO CONapUyM, KOraTo H3MON3BAT TO3M IIPOAYKT. Axko ce
[OSBAT KOHH PEAKLMH, yoTpebaTa Ha TO3H MPOAYKT TPAOBA Ja CC MPEYCTAHOBH.

YYACTBLH, BBPXY KOHTO € MPHIOKEH IeTbT.




Mnxnodenak ren TpsadBa Aa ce Mpuara camo BepXy 3Apasa H MHTAKTHA KOXa, KaTO C& U30Arsar paHH
WK HApaHABAHHA. TO3H JEKAPCTBCH NPOAYKT HE TpsOBa BJIK3a B KOHTAKT C OYUTE MM JIMTaBHIH H HE

TpabBa jaa ce noryrpuma.

TlewenueTo ¢ AuknodeHak ren TpsAOpa Ja ce MpeyCTaHOBH, KO CC PA3BUC KOMKCH obpuB caex
IPHUIIATAHCTO MY.

Tiuk10hEHAK rel MOXKE Aa CC MINO/I3BA C HEOKTY3UBHH IPEBPBIKH, HO HE €L Npenopb4YB2
PHAATAHETO MY C XEPMETHYHH OKITy3HBHH MPEBPBIKH.

IMaipenTuTe TpsOBa A2 ObIAT HHCTPYKTHPAHH 13 HE MyLIAT MM /i@ CC JODAHXKABAT A0 OTKPHT
[IAMBK - PUCK OT TEXKH u3rapsuus. ThkaHH (APeXH, CrIATHO Oenbo, MPEBPDB3KHM U T.H.), KOUTO €2
SHIM B KOHTAKT C TO3H MPOAYKT, TOPAT MO-TECHO M MPEACTAB/IABAT CEPUO3HA ONMACHOCT OT NOXAP.
MMpaseTo Ha ApEXH U CanHo Gembo MOXE 2 HAMAIH HATPYTIBAHETO Ha MPOAYKTA, HO HE M Aa I'0
MPEMAXHE HAITBJTHO.

AJIMHUPAJI ®OPTE 2,32% ren cpabppxa:

[MpONMICHr IMKOJ, KOMTO MOXeE A2 MPHYAHH KOXKHO Pa3Apa3HCHHC.

ByTHIXMAPOKCHTOMYCEH, KOHTO MOXE A3 NPEAN3BAKA TOKATHA KOXHH PCaKiini (Hamp. KOHTAKTEeH
AEPMATHT) U PA3APA3HEHHE HA OUUTE U JTMraBHIHTC.

4.5 BiauMoaeiicTBHE C APYIrH JEeKApPCTBEHH MPOAYKTH H IPpYTI'H ¢opmMH Ha BIANMOACHCTBHE

IMpeasua cnabata cucreMua abcopOLms Ha JMKIO(EHAK NPH JIOKATHO MPHIOKEHHE HA rena noaodHH
B3AUMOJCHCTBHUS C APYTH JEKAPCTBEHH MPOAYKTH €A MAJIKO BCPOATHH.

46 @epruauTeT, OPEMEHHOCT H KbPMCHE

bpeMeHHOCT

CHCTEMHATA KOHUEHTPALHS Ha JUKNODEHAK € MO-HHCKA CIIC JIOKATHO MPHICKCHHE, CPABHEHA Ta3H
Ha nepopanHuTe HopMH.

HsMa KTHHHYHE SaHHM 33 ynotpebara Ha AMKIO(eHax ret no BpeMe Ha 6peMeHHOCT. JIOPH aKO
CHCTEMHATA CKCIIO3MIIMA € TIO-HHCKA B CPaBHEHME ¢ TIEPOPATHOTO MPHIOKEHHE, HE € HIBCCTHO A2 TH
CHOTEMHATA EKCITO3HLMS HA JUKIOGEHAK reNl, MOCTHIHATA CleA JIOKATHO NPHIOKECHHE, MOXC Ad opjie
BpeaHa 3a eMOpHOHA/TLI0AA.

C pedepentma kbM onura oT neuenrero ¢ HCIIBC 3a CMCTEMHO MPUIIOXEHHE CC npenopb4ea
CIEAHOTO:

[MoTHCKAHETO HA NPOCTArIAHIHHOBHS CHHTE3 MOXKE 12 MOBJTHAC HeOaronpuAaTHO OPEMEHHOCTTA
w/wm eMOpHo/peTanHOTO PasBUTHE.

JIaHHHTE OT ENMUAEMHONOTHYHHTE MPOYYBAHHA NOKA3BAT NOBHIICH DHCK OT abopT, XaKTo H OT
chpaeYHH MATOPMALINK H FaCTPOCKXU3NC CIIEA ynorpebara Ha UHXHOUTOPHU HA CHHTE3A HA
TPOCTArMAHAXHHM B TEPBHTE MECELM OT OPEMEHHOCTTA. ABCOMOTHUAT PHUCK OT KApAHOBACKYTapHH
mandopMauMu € yBeIHUeH OT NMo-Manko ot 1% 1o npubnusutenHo 1,5%.

[Ipeanonara ce, 4e PHCKBT C€ MIOBHINABA C YBCIUYABAHC HA J03aTa H NMPOALIKHTETHOCTTA Ha
negenuero. [IpH XKHBOTHH PHIATAHETO HA HHXUOHUTOPH HAa CHHTC32 Ha MPOCTAVIAHIMHH ¢ MOKa3a1o
PE3yJITAT MOBHLICHA NPE- M NOCTHMILIAHTALIHOHHA 3aryba u embpuo-deranna cmbpT. B ronbianeHHe
ca IOKIAJBaHN NOBHIICH Opoit ciydan Ha pasTuHK MandopMaluy, BKIIOMHTCIHO H
KapAMOBACKYapHH, MPH KMBOTHH, NOAYYBAH HHXUOMTOPH Ha CHHTE3a Ha MPOCTarianIHuHH No
BpEME Ha OpraHOreHe3aTa.

Ipe3 mbpBHs ¥ BTOPUA TPUMECTBD HA OPEMEHHOCTTA AJIMHUPAJL ®OPTE se 1psbBa aa ce
OCBEH B CITyYAHTE HA KATEropuvHa HeoOXoaMMOCT. AKO CE M3MOI3Ba, A03aTa pabea ga
BBLIMOXKHO HAH-HMCKA H IPOAB/DKHTENHOCTTA HA ICYEHHETO BBH3MOXHO HAH-KPATKA.
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1o BpeMc Ha TPETHA TPHMECTED OT 6pEeMCHHOCTTAa BCHMKH MHXHOMTOPH HA CHHTC32 Ha

APOCTArJaHAvHKE MOTAT Ad U310XaAT ¢deryca Ha.

- KApAMOMYJIMOHATHA TOKCHYHOCT (C MPEXACBPEMCHHO 3aTBAPAHC Ha AYKTYC APTEPHO3YC U
[Ty IMOHAIIHA XMIICPTOHHA);

- 6pbpeuna mchyHKIHA, KOITO MOXKE Aa MpOrpecupa A0 6Bu6peuHa HEAOCTATBYHOCT C
OJIMTOXHAPAMHHOH.

B Kpas HA OPEMEHHOCTTA, MaHKaTa H HOBOPOACHOTO Ha.

- BBH3MOXHO YABKABAHE Ha BPEMETO HA KBPBCHE — AHTHArpCripaill edeKxT, KOHTO MOXKE Ja €€
POABH JOPH B MHOTO MANIKH JI03H,

. [OTHCKAHE HA MATOYHUTE KOHTPAKI[MHM, BOACIUIH A0 OTAOKCHO UM YABIKCHO PAAKAAHE.

C1e0BaTENHO AMKIO(PEHAK € MPOTHBONOKA3AH MPE3 NOCTCAHHA TPUMECTHP OT 6peMeHHOCTTA (BXK.

Touka 4.3).

KspmeHe
[Mono6uo Ha ocrananure HCTIBC, auknodeHak mpeMHHABA B MAJIKH KOTMECTBA B KbpMarTa.

Benpexu TOBa, AMKIOPEHAK ren HE Tps6Ba Aa e Mpuiara rno BpeMe Ha KbPMEHE, 3a Jia CC H30ernar
ctpasnuny edextu npu xepmadero. [lopaau nuncata HA KOHTPOIHPAHH MPOY4YBAHMA NTPH KBPMEITH
JKEHH TOBA 1eKapcTBO TPAOB2 Aa 6bA¢ H3NOM3BAHO MO BPEME HA KbPMEHE CIUHCTBCHO cned CbBET OT
MeauuMHCKH crienmanuct. [opamy ToBa 0OCTOATENCTBO aukinodeHak ren He TpaOBa aa ¢c mpuiara
BBPXY FBPAMTE HA KBPMELIH MAHKH, HHTO HA APYTO MACTO BBPXY rOACMH 061acCTH OT KOXKATA H 33
MPOABIIKHTENCH NEPHOR OT BPEME (BinKTE TOUKA 4.4).

DepTHAHTET

Axo AvKI0EHAK C¢ H3MNOI3BA OT XKCHa, ONTMTBAINA CE 1A 1abpeMeHee, WM NPE3 MbPBUA H BTOPHS
TpUMECTBP Ha GPEMEHHOCTTA, 103aTa TPAOBa Aa &bae Bb3IMOXKHO Hali-HHACKA H MPOABIDKHTEIHOCTTA
Ha NeyeHuero Tpabea Aa ObJe Bb3MOXKHO HAH-KPaTKa.

4.7 Edexrt pbpxy cnocobHocrra 3a wiodpHpaHe u paboTa ¢ MALIHHH

Toit KaTO cucTEMHATA abcopOIHa HA AUKIOPEHAK CICA JOKATHO MPHUIOKCHHC Ha muxnodeHak rea ¢
MHOTO MalKa, BIHIHUE BBPXY CMOCOOHOCTTA 33 IIO(UPAHE HIIH paora ¢ MALIMHH € MAJIKO BEPOATHO.

4.8 HexenaHu JeKApCTBEHH PEAKIIHH

KbM HEXETaHUTE PEAKIHH € BKIIOUBAT JICKH H IIPEXOAHH KOKHH PEAKIIHH Ha MACTOTO Ha
MpUIoKEHHUE. MHOrO PAAKO MOTAT Aa C¢ MOABAT ANCPrHIHH PEAKIHHA.

CucTeMHaTa abcopOLHS HA TOKATHO MPHIOKEH AHKNOPEHAK € MHOrO HHCKA M MOTY-CHATE IUIa3MCHH
HHBA HA AvK10dEHaK CHLIO Ca MHOrO HHCKH B CPABHEHHE C TIIA3MCHHTC HHBA CJICA nepopacH MpHeM
Ha auknodenak. CneaoBaTeNHO BEPOATHOCTTA OT CHCTEMHH HEXKCIAHH PCAKIIHH (kaTO HANpPHUMED
CTOMALIHO-4YPEBHH, YepHOAPOOHH HM ObOpeIHH HAPYIICHHA, 6pPOHXOCIIA3bM) € MHOTO HHCKA CIIEA
JIOKATHO MPH/IOKEHHE B CPABHEHHE C YECTOTATA HA HEXENAHHUTE PEakIUH, CBBPIAHH C nepopaIHUs
npueM Ha auknodeHak. Brnpexky ToBa, ako aukaodeHak ce H3NoN3Ba BbPXY roiMa NOBBPXHOCT OT
KOXATA H 33 MPOABLIKHTENCH MEPHUOA OT BPEME, MOTAT Ja €& MOABAT CHCTCMHH HEXCIIAHH PCAKLIHH.

HexenaHUTe peakuyu ca MpeACTaBeHH B TabAHIATA MO-A0IY MO CUCTEMO-OPTraHHM KJIACOBE H B
AaBHCHMOCT OT uecToTaTa. CleaHATa KOHBEHIMA € U3NON3BAHA 32 KIIACH(HUIHPAHE HA HEXENAHUTE
peaxiuu: MHOTO 4ecTH (=1/10), ecTn (>1/100 mo <1/10), veuecru (=1/1000 no <1/100), peaxu (=1/10
000 o <1/1 000), muoro peaxn (<1/10 000), ¢ HeH3BECTHA UECTOTA (decToTaTa HC MOXE Ja Obae
YCTAHOBEHA OT HATHYHUTE JAAHHH).

Undexuuy 1 uadecTaunm
Mnozo pedku: mycTyno3eH oOpus.

Hapyimiesus Ha HMYHHATA CHCTEMA
M#020 pedku: aHTHOEEM, PEAKIIMY HA CBPBXYHYBCTBHTCIHOCT (BKJI. YPTHKAPHSA).
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PecriuparopHH, rPhJIHU H MEAHACTHHAHH HADYIICHHA
Mhuoeo peoxku: acT™a.

HapyiueHys Ha KOXATa W NOAKOXHATA ThKaH
Uecmu: 0BpuB, ex3eMa, epHTEMA, CHPOeX, AEpMAaTHT (BK]1. KOHTAKTEH JCPMATHT)

Peoxu: 6yno3eH ACpMaTHT.
Mnozo pedkit: POoTO4YBCTBHTEIIHOCT.

CpobliaBane Ha NON03UPAHN HEXKENTAHH PCAKIIHH
CbobIABAHETO Ha MOAO3HPAHH REXKEIaHH PEaKIHH CICA PAPEUIABAHE 34 ynoTpeOa Ha JIEKAPCTBEHHA

MpoAyKT € BakHO. TOBa HO3BONABA A4 MPO/bIDKH Ha6IOAEHMETO HA CBOTHOMICHHETO NMOI3a/ PHCK 32
nekapcTBeHHs NpoaykT. OT MEANLIMHCKHUTE CICLHAIHCTH CE H3NCKBA Aa ¢boOImasar BCAKA
MOAO3HUPAHA HEXENAHA PeaKiua Ype3 HALMOHAIHATA CHCTCMA 34 crod1aBane:

WamrbIHATEIHA Ar¢HUUSA NO NEKapCTBaTa

yi. ,Jdamsas [pyes” Ne 8

1303 Codpus

Ten.: +359 2 890 34 17

yebcaitT: www.bda bg

4.9 Ilpeao3snpane

IMopaau crabara cucTeMHa abCOPOLMA HA JIOKANHO MPHIOKCHHA auxnodeHax, eBEHTYalIHOTO
NPEAO3UPAHE € MAJIKO BEPOATHO. Bbrpeku T0Ba, ako auxnodeHak ren ObJe NOrbIHAT, MOXKE Aa CE
OUAKBAT HEXKEJAHH PEaKLyH, MOA00HH Ha Te3u, HalbMoAaBaH! MPH NPEJO3HPARE C JTHKIOGEHAK
TabneTKH.

B ciyyail Ha MHUMACHTHO NOTTBIAHE, BOACIIO A0 3HAUUTCIIHH CHCTEMHH HEKCIAHH peakuy, TpAOBa
113 C€ M3MON3BaT OOIIHTE TEPANEBTHYHH MEPKH, HOPMAITHO NPEANPHEMAHH TIPH OTPABAHE C
HECTEPOMAHM MPOTHBOBBINATHTECIHH CPEACTBA. CTOMAINEH JaBaX H MPHIOKCHUE HA AKTHBCH BBITICH
Tpa6Ba A2 ce OOMHUCTAT, OCOOEHO CKOPO CIIEA NOrABINAHC,

5. @OAPMAKOJOIMUYHHU CBOUCTBA
5.1 ®@apmaxkoaAHHAMHYHH CBOACTBA

dapmakoTepanceTHyHa rpyna: JIokanHu npoayKTH 32 CTAaBHH H MyCKYJIHH bonxu. HecreponaHu
NPOTHBOBL3NATHTEIHHN CPEACTBA 32 TOKATHO MPHI0KCHHC, ATC kon: MO2AALS.

MexaHu3bM Ha AciicTBHE H_(apMaKOAHHAMWYHH eheKTH

NuxnodeHax € HECTEPOXUIHO MPOTHBOBB3NAIUTCIHO CPEACTBO (HCIIBC) ¢ aHanreTHYHHY,
NPOTHBOBB3NANHTEIHH 1 AHTHITHPETUYHH CBOHCTEA. IuxnodheHak 0Ka3sa CBOS TCPANCBTHUCH e(eKT
OCHOBHO YpE3 HHXHOHpaHe Ha MPOCTArNAHAHHOBHA CHHTE3 NOCPEACTBOM LIHIUIOOKCHTTHA 3 2 (COX-

2).

[TpunoXeH JOKAIHO, TOH HMA AaHANTETHYHH H MPOTHBOBB3INATHTCIHH ceoiicTsa. [Ipu BB3NANCHHUE K
60/1Ka OT TPABMATHMEH H PEBMATHHEH NPOU3X0J AUKIODEHAK obnexuaBa DOMKaTa, HAMANABA OTOKA.

B ¢aHo Mpoy4BaHe NMpPH H3KbIYBAHE HA IMEC3CH (VOPO-P-307) e yCTaHOBEHO, Y€ AUKIO(EHAK el
etdexTHBHO M OBp30 obnekyasa bonkara: 2 OHK CTICA HAYAJIOTO Ha JICUCHHUETO, NMALMCHTHTE, KOHTO €
uanomssamm auiiodeHax rei, uMaT 32 mm HaMajABaHe Ha OOIKaTa NPy ABIOKCHHE (POM), aokaro
pE3yNTATUTE, HIMCPEHH NIPH nranebo rpynaTa, MoKa3BaT HaManaBaHe caMo ¢ 18 mm (p<0,0001).
THM cred 3anodusane Ha nedeHnero POM, koifTo € ri1aBHaTa KpaHHA TOYKA, HAMATABA C 49
BH3yanHa aHanorosa ckana (VAS) no 100 mm npsu naipCHTH, NpHiaraly AUKIO(ECHAK Te
CpaBHEHHE ¢ 25 mm HaManABaHe, HabMIOAABAHO B nnanebo rpynara. Juxnodpenak ren e
CTATHCTHYCCKH CHrHH(HKAHTHO CyNepHOpHO eHKaceH, B CPaBHEHHE ¢ ruiancbo (p<0,00




Nuknodenax ren € ePeKTHBEH ChIIO H ITPH JICHECHUE HA rp3naicHue. CedeM JHH CleA HAYAJIOTO Ha
JIEYEHHETO, CPEAHATA PA3IHKA B OTOKA MEXKIY HADAHCHUTE H KOHTPANATCPATHHTT rinesend € 0,3 cm 3a
rpyIaTa, H3MOM3BalA JHKIO(hEHaK ref, H 0,9 cm 3a nnauebo rpynara (p<0,0001).

JlombTHHTEIHO AOKA3ATENCTBO 3a ¢hHKACHOCTTA HA AMKIO(dEHAK ren ¢¢ JEeMOHCTPHpa OT CPEAHOTO
speme 33 50% namanssaHe Ha OoNKaTa MPH ABKKCHHE (POM), koero BpeMe € 4 IHH TIPH rpynara,
M3MOA3BaINA AUKAOPEHAK e, cnpaMo 8 JHHU IMPH nnanebo rpynara (p<0,0001).CneaosarenHo,
JIEYEHHETO ¢ AMKIO(EHAK reN yCKOpABa JIEICHHUETO C A0 4 HIIH MOBEYE AHH.

IMpu nocneasawm (post-hoc) anHanu3 BCHUKH YJACTHHLIH CBC CTETICH [ nnu I1 Ha M3KBTMBAHE HA TIC3CHA
ca KATEropH3MpPaHH KATO HaJ vam noA 6a3oBa CTOHHOCT Ha 6onkara mpu asmkeHue (POM) or 80 mm

no Bu3yasHa aHanorosa ckama (VAS), u edprKkacHOCTTA € NPOYCHA [IPH BCKA MOATPYTIA. YerHpu AHH
CIIEX HAYANOTO HA IEYEHHETO, ACKIO(EHAK Tl € 3HAYMTEHO MO-J00BD, CPABHEH C nnaucbo, B
HamanaBaHe Ha bonkara npu askeHue (POM), kaxro MpH NaLpeHTH C Ga3oBa CTOMHOCT Ha Oonkara

>80 mm (aurnotdenak rea 56,4 mm; nmaanebo 27,2 mm; p<0,0001), Taka 1 npH nauxeHTH ¢ 6a30Ba .
oTolHoCT Ha Gonkara <80 mm (auknodenak rea 44 mm; nuauedo 23 mm; p<0,0001), xaTo oCHOBHA
KpaiiHa TO4Ka 3a €(PHKACHOCT.

NMuknodenax ren odnekuasa OONMKH B CTABUTE, IPUIHHCHH OT o0oCTpsiHE HA apTpO3a Ha KOMAHOTO MIIH
npsctute. [Ipu TOBa MOKa3aHUe ChEKTHT HA auKIodeHax rea ce H3rpaxkaa MOCTENEHHO NPE3 MbpBaTa
ceaMHLa ot neucHuero. EQUKACHOCTTa HA JBATOCPOHHOTO JICUEHHE HE € I0KA3aHA 32 NCPHOA 110-
JBIBLT OT 3 CEAMMLIM.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

Abcopbuus

Konnuecteoro Ha abcopbupanus mpes Koxara AMKIO(eHaK ¢ NPOnOpUHOHATHO Ha pasMepa Ha
TpeTHpaHaTta 00/1acT 1 3aBHCH OT 00IaTa MPUIOKCHA 032 M CTCNEHTA Ha XHAPATALII Ha KOXATa.
Criex NOKAHO NPHIONEHHE BBpXY okono 400 cm’ koka CTerneHTa Ha CHCTEMHO €KCITIOHMPAHE,

ONPEAEICHA UPE3 IIA3MEHATA KOHIICHTPALMA HA puxnobeHax (2 alIHKaLKH AHEBHO), € EKBHBAICHTHA
Ha Ta3u Ha auknodeHak AveTuaamuH rea 11,6 mg/g (4 annMKanuu aHesHO). OTHOCHUTETHATA

GuoHamMuHOCT Ha uknodbenak (AUC) 3a auxiodeHax rel B CPaBHEHHE ¢ AUKNIOPEHAK TabneTKH €
4.5% na 7-us A€H (32 EKBHBAIEHTHA A03a AHKIOQCHAK HATPHH). AbcopOumaTa He C€ H3MCHA NPH
NOCTABAHE HA BJAr0O- M MApONPONYCKIHBA MPEBPDB3KA.

PasnpenencHue
KoHueHTpauuuTe Ha Aukioderak ca Ouiiu H3MEPEHH B MIA3MAaTa, CHHOBHATHATA ThKaH U

CHHOBHMAIHATA TCUHOCT CJIe JOKATHO NPHIOKEHHE HA AMKIO(EHAK reli BhPXY CTABUTC HA PBLCTE U
KOJEHHUTE CTABU.

MaxCHMATHUTE MIa3MEHHM KOHLEHTPALMH Ha Aukiodenak ca 6unm okono 100 mbTH mo-HACKH B
CPaBHEHHUE C TE3U CIEA NEPOPATHO MPHUIIOKEHHE HA ChUIOTO KOIHYCCTBO nukodenak. 99,7% or
aMitoeHAK €€ CBBP3BA ChC CEPYMHHTE MPOTCHHH, IVIABHO C anbymuH (99,4%).

NTuxnodeHak ce aKkyMynipa B KOJKATA, KOATO ACHCTBA KAaTO ACTIO, OTKBACTO CE OCHIICCTBABA
NPOABIKHTENHO 0cBOOOKAaBaHE HA ANKIIO(CHAK KbM TOAKOXKHUTE ThKAHH. Otram auknodeHak
npedepeHIHANHO CE AOCTABA H 32AbPKA B PA3NONOKEHHUTE B IbI00UHHA BINAICHH THKAHH (kato
HAMPHUMEp CTABUTE), OTKOKOTO B KphBOTOKA. [lMknodeHak MOXe Aa Ce OTKPHE B 20 nbTH NO-BHCOKH
KOHLICHTPALMK, OTKOJIKOTO B IJIA3MATa.

buorpancdopmarivs

BuorpanchopmaungTa Ha JHKI0$EHAK BKIIOUB2 €Tany Ha €IHHHYHO HIIH MHOMOKPATHO
XHAPOKCHIKPAHE, TOCIEABAHO OT IIIOKYPOHHAPAHE H YaCTHYHO IIIOKYPOHHAHPAHE HA U
MOJEKYJIA, KOETO BOAM J10 PasinuHy (HeHOMHU METabONIHTH, MOBEYETO OT KOKHTO CC TPEBPD
rIIOKYPOHHAHH KoHIoraTH. [Ipa ot deronHuTe METAOONHTH Ca GHONOTHYHO AKTHBHH, HO
MAJIKO OT JHUKNOQECHAK..




EnuMHHHPAHE
ToTaTHHAT CHCTEMEH KIMPBHC Ha AMKIO(EHaK OT ruiasMara © 263 + 56 ml/min. KpaifHHAT 1J1a3MCH

noxyxuport € 1-2 qaca. “eTHpH oT MeTaGOoIUTHTE, BIUTIOMHTEIHO ABATA AKTHBHH, CbLIO MMAT KPATHK
nnasmeH noayxusot — ot 1 jgo 3 yaca. Equn ot MeTaBOTHTHTE, 3'-XUAPOKCH-4'-METOKCH-AHKIOEHAK,
YMa MO-TbIBI [11A3MEH MOTYKHBOT, HO TOH € NMPaKTHHCCKH HEAKTHUBCH. JuxnogeHak ¥ HETOBUTE
MeTabONUTH Ce CKCKPETHPAT MIABHO YPE3 YPHHATA.

CreuHanHy nNomynalHy
Bubpeuno u ueproOpobHO yepescoare

He ce ouakpa aKyMy/IupaHe Ha AUKIO(EHAK H HETOBATC MeTabO0IHUTH NPH NALMEHTH, CTPaJallH OT

EpOpeunu 3a0019BAHUA.
IMpy nan@esTH © XPOHMYCH XENATUT HIIH HEACKOMIICHCHPaHa LHpo3a KMHETHKATA ¥ META0OIH3MBT HA

auxnodeHak ca CbUIMTE, KAKTO MPH NALIMCHTH He3 uepHOAPOOHO 3abongBaHe.

5.3 TlpeaxnnHuYHH AaHHM 32 Ge30macHOCT

[peAKTHHUYHATE JAHHH 32 AMKIOQEHAK, 6a3MpaHK HA KOHBEHIHOHANHH GapMaKONOTMHH
npoyuBaHms 3a GE30MACHOCT, MPOYYBaHMA 32 TOKCHTHOCT NPH MHOTOKPATHO NpHIaraHe,

FeHOTOKCHYHOCT, MYTAr€HHOCT H KAHIIEPOr€HHOCT, HE MOKa3BaT ocoOeH pHUCK 3a X0paTa npu
HAMOJI3BAHATA TEpaneBTHYHa J03a. He ca HabmoaBaky TCPATOreHHH edeKTH TIPH MULIKH, IUTBXOBE U
saiiy. TOKCHYHHTE CHCTEMHHM JO3H MPH ILTHXOBE €A CBHP3AHN € AHCTOKHA, YABILKCHA OpEeMEHHOCT,
HAMAJICHO TErJIO M PacTeX Ha IUI0AA M HAMA/ICHa MPEXKUBAEMOCT Ha M10AA. Mssecten edext OT
MHEXUOHMPAHETO HA CHHTE3a HA MPOCTATIAHAMH € 3aTBApAHCTO HA ductus arteriosus.

IuxnodeHak resl MPUMHHABR JEKO APa3HEHE HAa KOXATA NPH 3aitiy (3avEpBABaHE K CyXa KOXa) U
[IOKA3BA HUCHK MOTEHIMAJ 33 KOXKHA CCHCHOMIM3ALMA MPH MOPCKH CBHHUCTA.

6. GOAPMALIIEBTHHHHA JAHHH
6.1 CnuchbK HA NOMOILHHTE BELLECTBA

[Tponnnenraukon (E1520)
Hsonponunos ajakoxoin

Kapbomep (C980)

JueTunaMuH

Qnennos aaKoxosn

Teuen napadmn (E903a)

Kokonakanpuiokanpar

MaxkporonueToCTEpPHIIOB €Tep

Bytumxuapoxcutonyen (E321)

[IpeuncreHa Boaa

Jasanxynos apomat 57 (Cbappxa HEH3UNTOB ATKOXOM, LATPAT, XHAPOKCHIINTPOHCIA, JTAMOHCH,
METHJI €Bre¢HO)

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHocr

24 Meceua

6.4 CoeuManHH YCI0BHS HA CbXPAHEHHE

To3m jiekapcTBEH MPOAYKT HE H3UCKBA CMCLHAIHH YCIOBHS HA ChXPAHCHHC.

6.5 Bua H cbaAbpPXRAHHE HA ONIAKOBKATA




KyTHs ¢ Mcka alfyMHHHEBA Ty0a, TaMMHHPaHa OTBLTPE C CIIOKCHACH (heHONMEH Nax, 3an€yaTaHa ¢
amymMuHMEBa MeMBpana u cHabaena ¢ Os1a MONHETHIICHOBA Kalatka Ha BT, Kanauxara uma

noaxoasino obopMeH 1OMN 3a MpodbyBaHE HA mMemOpaHaTa npH mbpBa ynorpeda.

Beaka Ty6a ¢ HanbiaHeHa ¢b¢ 100 g oT 1€KapCTBEHHA NPOAYKT H € ONAKOBAHA B KAPTOHEHA KYTHA C
3aCAHO ¢ NHCTOBKA 3a NALIHCHTA.

KyTua ¢ aryMuHHeBa IAMHHUPaHa TyOa (MONMMNIPONHICH/ATyMHHHI/TOTMITPONIMIICH), 3aIe4aTaHa ¢
amymuHHeBa MemOpasa H cHabnena ¢ 641a NONMETHICHOBA Kalatxa Ha BHHT.

Beska Ty6a ¢ HanbiHeHa ¢ 50 g, 100 g wnu 150 g oT 1exapCTBCHNUA TTPOLYKT M © OMAKOBAHA B
KApTOHEHA KYTHA 3A€JHO C TMCTOBKA 33 NMAUMCHTA.

He BcHyKkM BUIOBE OMAKOBKH MOraT Aa OpAaT myCHaTH Ha nasapa.
6.6 CueuHanHH NpeaAna3’HHA MEPKH MPH HIXBLPJISIHE

Heu?non3paHusT NEKAPCTBEH MPOAYKT H OTNAABYHHTE MATCPHATH OT HETO TpsAOBa A4 CC H3XBHPAAT B
CbOTBETCTBUE ¢ MECTHHTE H3HCKBAHHA.

1. IPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA
Medochemie Ltd., 1-10 Konstantinoupoleos str., 3011 Limassol, Kumrsp
8. HOMEP(A) HA PAZPEILIEHHUETO 3A YIIOTPEBA

Per. Ne: 20250186

9. JIATA HA IIbPBO PA3PEIIIABAHE/ [IOXHOBSIBAHE HA PAPEIIEHHETO 3A
YIIOTPEBA

TMarta Ha nbpeo paspewasane: 30 mai 2025 r.

10. JIATA HA AKTYAJIU3UPAHE HA TEKCTA

10/2025




