KPATKA XAPAKTEPAUCTHKA HA ITIPOAYKTA

N3NLAHUTENHA ATEHLINA MO NEKAPCTBATA
1. VIME HA JEKAPCTBEHYS IPOJYKT e ey S
BOJITAPEH ®OPTE 2,32% EJI Kom oo, N .. RVTTOFRL........om.
VOLTAREN FORTE 2.32% GEL Paspeusero WO &/l A7 fz - STH) sy
OGOBPEHUE N8 wevrerirerissirsssnssssssees ‘/30082021 .....

2. KAYECTBEH 1 KONHYECTBEH CHCTAB

Exnwun rpaMm BOJITAPEH ®OPTE 2,32% Tea ceaepixa 23,2 mg auknodeHax auetanamun (diclofenac
diethylamine), kolito crorBeteTBa Ha 20 mg anKnotenak Harpuii (diclofenac sodium).

IHomollHy BelnecTBa: BCEKH I'paM OT Tena ChIbpka 50 mg nponuneHriaikon 1 0.2 mg Oy THIXHAPOKCHTONYEH.
3a NENHAS CHHCHK HA HOMOI[HHTE BEIECTBA BHKTe Touka 6.1,

3. JEKAPCTBEHA ®OPMA

Ten.
Ban 1o npakTEecku 0411, TIagbK, XOMOreHeH, KpeMoobpaseH re.

4. KJIMHAYHH JAHHH

4.1 TepaneBTHYRH NOKA3aHAA

BripacTHH H 0HOIHA HAA 14 ronuAH
3a oOnexuaBaHe Ha Gonkara, HaMaJgBaHe HA OTOKA H BBAMANEHHETO PH:

¢ TpaBMH Ha MEKHTE THKAHH: TPABMH HA CYXOKHIHATA, THTAMEHTHTE, MyCKYJIHTE H CTABHTE, JBJLKALLH CC HA
HABSIXBAHMA, H3KBIMBAHHA, Pa3TekeHHA, HATHPTBAHHA H GONKH B rbpba (COPTHH TPAaBMH);

» Jloxanu3upann GOPMH Ha H3BHHCTABEH PEBMATH3EM: TCHAMHHTH (HATIPHMED TEHHC NAKET), OYPCHTH,
CHHIPOM paMO-pPbKa H NEPHAPTPONATHS.

Bbipacrau (Han 18 rogunn)

3a obnexuanane Ha OONKarTa NPH OCTEOAPTPHT HA KOJEHETE HITH MPBCTHTE,
Jloxam3upaun $GOPME Ha AErCHEPATHBHYM CTABHH 3a(0/ABaHNSA, HATPHMEP OCTEOAPTPHT HA NepH(ePHUTE CTABH.

4.2 JO3HPOBKA H HAYAH HA NPHICKEHHE

3a npunaraHe BPXY Koxara,
[NauuenTrre TPAOBa 12 ce KOHCYNTHPAT ¢ NEKAP, AKO ¢HCTOAHHETO HM He ce N0A0GpH B paMKHTe Ha 7 MHH WIH Ce
BIIOILIH.

Bn3pacTHn H 10HOmH HAA 14 rognan

goznnomca

————

/

BOJITAPEH @OPTE 2,32% T'en ocHrypsaBa NpOELIDKMTERHO obiekdapane Ha GOk \ ﬂd&@@p{{mﬂceﬂ 2
MBTH JHEBHO - CYTpHH H Beuep). BOJITAPEH ®OPTE 2,32% I'en Tpa6Ba BHHMa gﬁ_‘;«ce’;ﬁbmaﬁgwam Ha
3aCerHaTHs YYACTEK. _ %‘ e Tl



Heo6xoaumMoT0 KONHYECTBO 3aBHCH OT pasMepa ua GolesHeroro miacto. 2 g Ao 4 g BOJITAPEH ®OPTE 2,32%
I'en (KOMMYECTRBO, KONKOTO YEpENIa 0 Opex) ca AOCTAThYHH 33 JIeueHue Ha moiy okono 400-800 cm?. Cnen
npHaarafe:
— peuete TpAGBa fa ce H3TPHBAT, HanpHMep ¢ abcopbupalila XapTHs H CJIE TOBA Jia Ce U3MHUBAT, OCBEH aKo Te
HE ca TPETHPAHOTO MAcTo. Ciell ynotpeba abcopbupaliiaTa XapTus clIe/iBa /1 ce H3XBLPJIH B KOLI 3a
OTIaabBLH.
— Tlaupenture creapa xa uzuakar, goxaro BOJTAPEH ®OPTE 2,32% Fen H3ceXHE, NPEAH B3HMAaHE Ha
Ay HJIH BaH4.

HMMMHT@J’IHOC’I‘ HA JCUCHHECTO
HpOI[’bJ'DKHTC.Tﬂ-IOCTI'a Ha JICYEHHETO 3aBHCH OT ITOKA3aHMATA H KIHHHYHHA OTTOBOD.

o Ilpu TpaBMH HIIH PEBMATHIBM HA MEKHTE THKAHH HE C€ MPENOpPhYBa MelIBT Aa ce ynorpelspa noseue or 14
JIHH, OCBEH aKO He € Ha3HAYeHO APYro OT JeKap;

o Tlpu apTpuT (BB3pacTHH Hal 18 rofiuHH): NPOIBIDKHTERHOCTTA Ha NEYCHHETO € A0 21 HH, OCBEH aKo He ¢
Ha3Ha4yeHo APYro OT neKap.

Jena u wromn;

ChlnecTByRaT HEAOCTATHIHH NaHHH 33 edukacHocTTa H GesonacHocTTa Ha BOJITAPEH ®OPTE 2,32% T'eat nipu
Jelia H FoHOWH 1iof 14 roauHs (BiKTe Touka 4.3. “IIpoTHBOMOKA3aHHA).

IOnomuTe Ha v Han 14 roAWHK HIH TEXHUTE POTHTENH TPAOBA Na ce KOHCYJITHPAT C JIeKap, ako Ce Hanara ynorpeba
Ha BOJITAPEH ®OFPTE 2,32% I'en 3a oOnexyaBane Ha GONKHTE MOBEYe OT 7 AHM HIHM AKO CHMIITOMHTE Ce
BJICHIAT.

INangenTa B crapyecka Bb3pacT (Hag 65 rogunmn)
H3non3ea ce ofnuaiinaTta JO3HPOBKA.

4.3 IlpornBonMOKa3aHHs

¢ HspecTHa CBPBXUYBCTBUTEIHOCT KbM AKTHBHOTO BEIleCTBO THKNOPEHAK HIH KbM HAKOE OT MOMOIIHHTC
BemecTea, H20poeHy B Touka 6.1;

o JTauHeHTH, NPH KOHTO ACTMA, AHCHOSAEM, YPTHKAPHA WM OCTEP PHHHT CE ITPOBOKHPAT OT
ALETHICANMIHIOBA KACETMAA MK APYTH HECTEPOHIHH MpoTHBORb3MamHTenHH nekapcetpa (HCTIBC);

* [lo BpeMe Ha TPETHS TPHMECTLP Ha OPEMEHHOCTTA,

* [IpoTHBonokazaua e ynorpebata Ha BOJTTAPEH ®OPTE 2,32% Ten npH Aelia H I0HOIIM nox 14 ronusn.

4.4 Criennanny NpeAynpexacHus U IpeAnasHl MEPKH NpH ynoTpeba

Tpsabea aa ce uma MPEABH/T BEPOATHOCTTA OT NOABA HA CHCTEMHW HEXENaHH PeakiluH (TaKHUBa, ACOIHHPAHH ¢
(opmuTe Ha nEKNOdEHAK 33 CHCTEMHO NprioieHue) rpd npunarane Ha BOJITAPEH ®OPTE 2,32% I'en B no-
BHCOKH JI03H H 32 NO-NIPOABIDKHTE/IEH OT NpeNophYaHHs MepHo,.

BOJITAPEH POPTE 2,32% I'en TpaGpa fia ce MOCTABA CaMO BBPXY 31paBa H HHTaKTHA Koxa (MPH JIHICA Ha
OTBODEHHE PaHH MK HapaHABaHWA). He TpsGpa fa Biu3a B KOHTAKT C OYHTe HJH JIATABHLM ¥ HE TPAGBa /Aa ce
NOrfbIIA.

Jla ce mpeycTaHOBH JICUEHHETO, aKO C& pa3BHe KOKEH 00pHB CJIe]| NPHIIAraHeTo Ha JIEKapCTBEHHUS NIPOIYKT.
BOJITAPEH ®OPTE 2,32% I'est MoXe /1a C€ M3MO/I3Ba € HEOKITy3UBHH TIPEBPB3KH, HO HE H C OKIy3UBHH
MpPeBPB3KY, CIMPAIlH AOCThIA Ha Bb3AYX.

Hudhopmayus 3a nomowrume sewjecmen el
BOJITAPEH @©OPTE 2,32% I'en chIbpoka: / %““I'"f'ﬁ HQ‘N
e [IpomuienTInKoN, KOHTO MOXKE a MpeqU3BHKa APasHCHE Ha KOXKATA. P _:‘“5\’@,9 ;




*  DByTUIXMAPOKCHTONYEH, KOWTO MOKE J1a IPHYHMHH JIOKAJHH KOKHH PeaKIiH (HaOopHMep KOHTAKTEH
IEPMATAT) UM Apa3HeHe Ha OYHTE H JIMTABHIHTE.

e  ApoMar ¢ GEH3HIOB aJIKOXOJ, UATPOHENON, KyMapuH, d-THMOHEH, €BreHOJ, TePaHHO, TAHANOO0], KOHTO
MOCaT Aa MPHHHHAT ANepravyHH PeakiHH,

4.5 B3anmojelicTBHE ¢ ZPYrH JieKapcTBeHH NPOIYKTH M APYTH (hopMH Ha B3auMofeiicTEHe

[Tpenpua cnabara cucteMHua abcopOuHua Ha AMKNOMEHAK NPH JIOKAJIHO NPUIIOKCHHE Ha rejla NOA0OHH
B3aUMOAEHCTBHA ca MATKO BEPOITHH.

4.6 @eprAnHTeT, (PEMEHHOCT H KbpMeHe

bpemennocT
CHCTeMHATA KOHUEHTPALINSA HA (HKIO(EHAK € TO-HUCKA Clel ACKANHO NPUICKEHUE, CPABHCHA ¢ Ta3H Ha OpaliHuTe

dopmu. C pedepennus KeM onuta oT Jeuenneto ¢ HCTIBC 3a cHCTEMHO MPHAOKEHHE ce MpENophuBa CACAHOTO!
ToTHCKaHETO HA NPOCTATIAHANHOBHA CHHTE3 MOXKE Ja MOBNAHAE HeOnaronpasarHo GpeMEHHOCTTa W/ HAH
eMOpHO/PETAHOTO pa3BHTHE. JlaHHHTE OT ENMHZEMHONOTHYHHTE U3CIeBAHKS TIOKA3BAT MOBHILIEH PHCK OT abopT,
KaKTO H OT ChpAeYHH MAT(OPMAIHHA U racTpoliH3Hc ciiel ynorpebara Ha HHXHOHTOpH Ha CHHTE3a Ha
NPOCTArIaHANEY B WHEPBHTE MECEH OT OpeMeHA0CTTa. AOCOMOTHUSAT PUCK OT Kap/kOBaCKy IapHi
{CEpIeuHOCHA0BH) Mai(opManMH e YBeIHdYeH OT Ho-Manko oT 1% Ao npudnusnrendo 1,5%. [lpeanonara ce, 4e
PHCKBT C€ IOBHIIABE C YBENMYABAHE Ha I03aT4 H NPOXBIDKHTEIHOCTTA HA HedeHneTo. [Iph xMBOTHH IPHIAFaHETO
Ha HEXMOHTOPH Ha CHHTE3a HA NPOCTATTIAHIHHH € TI0Ka3a/10 KATO Pe3yiTaT OBHILICHA ITpe- M IIOCTHMILIaHTAHOHHA
3ary6a u eMOpuo-deranna cMppT. B A0MBIHEHNE C2 NOKIAABAMM NOBHLIEH Gpoil CllydaH Ha Pa3iiAYHH
ManhOpMaiiiK, BRIIOYHTEITHO W KapAHOBACKY IaDHH, TIPH XHBOTHH, IIOMyJaBalil HHXHOHTOPH Ha CHHTE3a Ha
nmpocTarfiaHiHHH 110 BPEME Ha OPraHOT¢He3aTa.
IIpe3 mepBHA H BTOpHS TPAMECTBP HA OpeMEeEHOCTTA JUKIO(EHAK He TpabBa Aa ce Ha3sHagJana OCBEH B CIIYYAHTE Ha
KATETOPHYHA HeOOX0MHMOCT. AKo AHKNO(EHAK Ce H3MI0/138a OT XKEHH, KOHTO C& ONMATBAT A2 3a0peMeHesT KK 110
BpeMe Ha [I5PBHA HIIH BTOPHSA TPHMECTEP OT GpeMeHHOCTTa, Io3aTa TpAOBa Aa Oblie Bh3MOXKHO Hal-HHCKA H
MPONBILKHTEIHOCTTA Ha NEYEHHETO BB3MOXKHO Ha-KpaTka.
Ilo BpemMe Ha TPETHs TPHMECTLP OT OPEMEHHOCTTA BCHIKH HHXHOHTOPH HA CHHTE3A HA MPOCTATTIAHHHMA MOTAT Ja
H2JT0X%aT (eryca Ha:

+ KapauonynMoHaHa TOKCHYHOCT (C NPEXACBPSMEHHO 3aTRApAHE Ha JIYKTYC apTepHO3YC H [TyJIMOHATHA

XHIICPTOHHA);
® brlpeuna aachyHKIHA, KOATO MOXkKe Oa mporpecHpa jio Op0pedHa HeIOCTATEHYHOCT ¢ OJIHTOXHIPOAMHHOH.
B kpas Ha OpeMeHHOCTTA BCHYKH HHXHOHTOPH HA NPOCTACNAHANHOBYUS CHHTE3 MOTAT Jla H3IN0XA4T MaliKaTa HIIH
HOBOPOJEHOTO Ha:
* DBB3MOXKHO yIBIDKABAHE HA BPEMETO Ha KbPBEHE - MPOTHBOCHCHBAL edeKT, KOHTO MoJKe Aa Ce MPOSBH JOPH B
MHOTO MAJIKH JIO3H;
e [loTHckaHe Ha MATOYHHTE KOHTPAKIIMH, BOASHIM A0 OTI0KEHO HIA yIBDKEHO pKAAHE,

Crenosatenno AuKIodeHaK € NPOTHBOIIOKA3aH TI0 BPEME Ha TPETHA TPUMECTHP OT OpeMEeHHOCTTA.

Kopmene
Tlono6no na ocrananure HCIIBC, auknodenak mpeMHHABa B MAJIKH KOJIHYECTBA B kKbpMaTa. Obave, IpHIOKeH B

TepanertH2HE 031, BOJITAPEH ®OPTE 2,32% I'en He ce 04aKBa Ja BiiuAe HA KEpMeHATe Jena. [Topanu
JIHIICATa Ha KOHTPOJIHPAHH M3CTEBaHus pH kupMelH xean BOJTAPEH ®OPTE 2,32% I'en Tpatsa na 6s1e
H3IO3BaH 10 BPEME HA KEPMEHE eMHCTBEHO Cliejl ChBET OT MeIUIIHHCKH cienankcT. Ilopald ToBa
obcrosarencteo BONITAPEH ®OPTE 2,32% I'en ne TpaGBa Aa ce npuiara BePXY I'bpAHTE H MelH Maiiki,




Jloxannoro npunoxerie Ha BOJITAPEH ®OPTE 2,32% I'en He 0ka3Ba BAHAHHE BBPXY CIIOCOOHOCTTA 32
wodwmpade u padora ¢ MaliMaR.

4.8 Hexenann JekapCTBeHN peaKIng

HexenanuTe peakuyH ca OpeACTaBeHH B TabaHIaTa 0-10J1y, MOAPEIeHH I CHCTEMO-OPranHH KIacoBe H B
3aBHCHMOCT OT 4YecToTaTta. CleiHaTa KOHBCHIHA € HANO3RANA 32 KiacH(pHIHpaHe HA HOKEJIAHHTE PEakIMK: MHOIO
uecTH (> 1/10); yectn (> 1/100 no < 1/10); negectu (> 1/1000 no < 1/100); penxa (> 1/10 000 o < 1/1000); muoro
peaku (< 1/10 000); ¢ HeH3BECTHA YCCTOTA: YECTOTATA HE MOKE a ObJe ycTaHoBeHa OT HATHIHATE AaHHH. [TocT-
MapPKETHHIOBO YCTAHOBSHHTE HEXENAHH PEaKIHH ¢a JOKIaBaHH FOOPOBOIHO OT HaceNeHHe ¢ HeompeaeneH
PasMep, KaTo YECTOTATA HA TE3H PEAKIHN € HEM3BECTHA, I0-BEPOATHO € Ja ¢a PEIKH UMM MHOTO PEJKH.

prrmpaﬂmc IO YeCTOTA HEKEIAHA PEAKIHH €3 IPEICTaBEHH M0 Pelia Ha HaMallABane Ha TAXHATA CEPHO3HOCT.

ﬁmbexmiu H HadecTalHK !
_] MHoro peaku: I l'[yc*rynabea o0pus. I
. HapymeHnHs HA HMYHHATA CHCTEM2 |
__] MHoro pengu: | Kﬂmoeneiu, CBp’BX‘IyBCTBH;fCHHOCT (BKJI. YPTHKADHS) - ]
PecnupaTopHH, rPHIHE H MEARACTHHAIAA HADYIICHAR - J
_ | Muoropemam: | Acrma. |
Hapyinesns Ha KOKATA H HOJKOKHATA THKAH l
Uecrn: | Iepmarut (m&n. KOMTAKTEH NEPMATHT), 00pHB, EPATEMa, eK3eMa, ChpOexk. l
Pe— i By.rié}én ,uepnam-r. e '
“Muoro pe,tum ' | iiéaxuim Ha (pmoéyscﬁmenﬁocn o ‘ |

Coobmagane Ha NONO3UPAHH HEKEIAHY PEAKIIHH

Cro0mapaHeTo Ha OAOZUPAHH HEXENAHH PEaKIHH Clel paspellapaHe 3a ynoTpeba Ha TeKapcTBEHHA NPOAYKT €
BaxHO. ToBa N03BOIABA 2 NPOXBIDKH HAOMOASHHETO Ha CHOTHOILIEHHETO MION3a/PACK 32 JIEKAPCTBEHAA HPOAYKT.
OT MeOMITHHCKHTE CTICTHAMCTH Ce H3IHCKBA A4 cho011aBaT Besaka MOAO3HpaHa HeXeNaHa PeakuHa Ype3 HaHOHAHA
CHCTEMa 33 ChOOIIaRaue.

Bhirapus

H3meIHMTENHA aTeHIAs IO JeKapcTBaTa
yI ,Jlaman ['pyes” Ne 8

1303 Codmusa

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

49 [lpepozupane

Ilopanu cnabara cucreMna abcopbups Ha IOKANHO MPHIOKEHHS THKI0(EHAK, EBEHTYATHOTO IPEAO3HPaHe € MaJIKO
BEPOATHO.

Brnpexy Topa, ako BOJITAPEH ®@OPTE 2,32% I'en Obae NOrBJIHAT, MOKE /1A CE OUAKBAT HEXKEAHH PEaKUHH,
noflo6Hu Ha Te3u, HabmoAaBaHu pH Npeao3upane ¢ Auiopenak Tabrerku (1 ry6a BOJTAPEH ®OPTE 2,32%
I'eq oT 50 g e ekBUBaneHTHA Ha 1 g nUKIodeHak HATPHIA).

B ciy4aii Ha HHOWAESHTHO IOTITBIIAHE, BOACINO N0 SHAYHTENHH CUCTEMHH HEKEHAHH P




NPOTHBOBB3NANMTENHH cpeacTBa. ITocneBanuTe MepKH Tps6Ba Aa ca KIHHHIHO YCTAHOBEHH HIIH TIPENOPbYaHH OT
L[eHTEP MO TOKCHKONOTHH, KBAETO € HANHYEH TAKDB.

5. DAPMAKOJIOTHYHH CBOMCTBA
5.1 DapMaAKOANNAMHAYHIH CBOHCTBA

(PapMmakoTepaneBTiyHa rpyna: JIokanHu MpoAYKTH 3a CTABHH M MYCKYJIHH Goskn. HecreponHa
TIPOTHBOBE3NANMTEIHH CPeACTBA 33 JIOKANIHA yIoTpeHa.
ATC kon: MO2AALS

MexaHH3bLM HA ZAeHcrpHe K glgaQMaKOHHHaMH‘lHH edextn

Juxnodenak e MOMIHO HECTEPOHAHO HPOTHBOBR3NAMTENHO cpeacTBo (HCTIBC) ¢ edeKTHBHH aHAJIreTHUHH,
NPOTHBOBB3NAHTENHY H aHTHIHPeTHUHY cRolicTea. [luknodenak oxa3ga ceosl TepaneBTHUeH eekT CCHOBHO 4pe3
HHXUOHpaHe Ha MPOCTAT/IaHIWHOBHA CHHTE3 MOCPEACTBOM LHKIooKcHrenasa 2 (COX-2).

BOJITAPEH ®OPTE 2,32% I'eJ1 e NekapcTBo ¢ NPOTHBOBEL3NANHTENHO H aHANTETHYHO ACHCTBHE, CH3a/ICHO 34
NoKanuo npunoxenne. Hpu pe3nancnne u 6oJKa OT TpaBMAaTHYEH HAH peMaTHueH mpousxoa BOJITAPEH
POPTE 2,32% I'en obnexuapa H0mkaTa, HaManABa OTOKa, MOAOGPABR2 MOABHIKHOCTTA HA NANHEHTHTE H HaMANABA
BPEMETO 3a BPBIAHE KbM HOPMATHOTO ChCTOSHHE.

B enxo mpoyuBaHe npu H3kea4Bane HA rieser { VOPO-P-307) e ycranoseno, e BOJTAPEH ®OPTE 2,32% I'en
edekTHRHO H OBp30¢ 00Niekuyasa SoskaTa: 2 JHH clel Ha4yanoTo Ha IeYeHHeTe, DAMEHTHTE, KORTO ¢a HMOM3BAIH
BOJITAPEH ®OPTE 2,32% I'et uMat 32 mm Hamaldsane Ha Gonkara mpu asmwkenne (POM), aoxaro

pesy TaTHTe, H3MEPEHH NPH TIaneGo rpynara mokassar HaManseaHe camo ¢ 18 mm (p<0.0001).Cren 4 aaw, POM e
riaBHATa KpaifHa TouKa, KOSITO HaMansBa ¢ 49 mm no 100 mm Bu3syanna Ananorosa Ckana (VAS), OpH nauMeHTH,
ynorpebasainn BOJITAPEH ®OPTE 2,32% Iex B cpasHenye ¢ 25 mm Hamansgane, HaGmofasano B nnanedo
rpynara. BOJITAPEH ®OPTE 2,32% INen CTATHCTHYECKA CHTHHGHUKAHTHO € H3KMOYHTENHO eHKACEH, B
cpaBHeHHE ¢ IWTanebo ( p<0.0001).

BOJTAPEH ®OPTE 2,32% I'en ¢ edbexTHBeH CBUIO M TIPH JieveHue Ha oToka. CeaeM JHH CIIe]] HaYaloTo Ha
NCYCHHETO, CPEeJIHATA pa3jIdKa B OTOKA MCKAY HAPAHCHHS H KOHTpAJIATEpaATHHA Tne3cH € 0,3 cm 3a rpyiiara,
mnonssaiia BOJITAPEH ®@OPTE 2,32% I'ex u 0,9 cm 3a muiane6o rpynara (p<0,0001).

JorsnHuTento nokasarencrso 3a eduxkacHocrta Ha BOJITAPEH ®OPTE 2,32% I'ext ce neMOHCTpHpA OT
CpenHoTO BpeMe 3a 50% HaMangBaHe Ha GonkaTa npn ABwxenne (POM), koero BpeMe € 4 IHH NIPH [PYIATa,
u3nomsama BONTAPEH ®OPTE 2,32% Ien, copaMo 8 axH npu miane6o rpynara (p<0,0001). Cpeanoro Bpeme
33 JOCTHraHe Ha pe3ynTaT oT 30 mm wiH no-mMaiko 3a 6oika npH aswkerrero (POM) no Busyannara AHanorosa
Cxaina (VAS) e 4 1HA 1" ABETE TPYNH ¢ IPUIMKEHO AKTABHO NeueHue, cnpsMo 9 jan npu muanebo rpynara
(p<0,0001). CnenoBarenno, neyennero ¢ BOJITAPEH ®OPTE 2,32% Ten yckopsisa TedeHHeTO ¢ 10 4 HIH
MoBeye JHH.

IIpoyypanero VOPO-P-307 ouensBa cbuio yHoBRIETBOPEHOCTTA HA TALHEHTATE OT Me4EHHETO Ha Bonka mpu
H3KbJI4BaHE Ha TNeseHa. Ha 5-un aen 84% ot yuactuuuure, kouto ca npunaram BOJTAPEH ®OPTE 2,32%
Fen, ca OlieHAJH CBOATA YAOBIETBOPEHOCT OT JIEYEHHETO KaTo A00pa, MHOro Ko0pa HiTH OTIHYHA, B CPABHEHHE ChC
caMo 23% oT y4acTHHLMTE oT mnauebo rpymara (p<0,0001).

IMpu nocneasauy (post-hoc) aHANM3 BCHIKH Y4ACTHATIH Cbe cTeneH | wi Il Ha u3xsriBane Ha Ile3eHa, ca
KaTeropH3HpaHH Kato Haj unv nox Gasoea cToliHocT Ha Gonkara npd Aemxende (POM) ot 80 mm no Brsyanna
Amnanorosa Cxana (VAS), B eduKkacHOCTTa € poy4eHa Iipu BCAKa noarpyna. YeTnpy JHu ciiefl Ha4anoTo Ha
neuenrero, BOJITAPEH ®OPTE 2,32% I'en ¢ sHauHTCAHO TO-A0GRD, CpaBHEd ¢ nnauedo, B HAMATABAHE
Gonkara npu apmkenne (POM), kakTo MpH nauuentu ¢ Gazosa crofinoct Ha Gonkara > 80 mm (BONTAPEH
DOPTE 2,32% I'en 56.4 mm, nnaueﬁo 27.2 mm, p< 0,0001), Taka 1 IpH NaUMeHTH ¢ 06a30Ba CTOHHOCT Ha 6onkata




5.2 PapmMaKoKERETHIHHE CBoiicTa

Abcopbups
KomiyectBoro Ha abcopOHpaHus Npes koxkaTta AUKIo(EHaK € NPONIOPLHOHATHO HA Pa3Mepa Ha TpeTHpaHara otnact

W 3aBUCH 0T 00WaTa NPUAGKENa A034a W CTeNENTA Ha X1\paTaiiug Ha koxkata. Crhen IOKaTHO IIPHIIOKEHHE BBPXY
okono 400 cm? Koxa CTeneHTa Ha CHCTEMHO EKCTIOHHpaHe, OIpeeNicHa Ype3 a3MeHaTa KOHIEHTpauus Ha
BOJATAPEH ®OPTE 2,32% Tea (2 aruikkauus JHEBRO), € EKBABAJICHTHA HA TasK Ha Jukiodenak 1.16 % ren
(4 annukannn gHeBHOo). OTHOCHTENHATA GHOHANHYHOCT Ha nuknodenak (AUC ratio) 3a BOJITAPEH ®OPTE
2,32% YTen B cpasnenne ¢ TabneTky € 4,5 % na 7-H4 neR (32 €KBHBANCHTHA /1032 ARKIOQEHaK HaTpHH).
AbcopOuuaTa He ce H3MeHs IPH MOCTABSIHE Ha BIAro- H MapoNponyckIHBa NPEBPh3Ka.

CuctassT Ha BOJITAPEH ®OPTE 2,32% Ten chanpika nogobputen Ha npomycknusoctra (0,75% onensnios
ankoxon). Ilpu in vitro npoyyBane 3a MpoHHKBaHe Npe3 KoxHaTa Gapepa, To3H cbetas € cpasHen ¢ BOJITAPEH
EMVYJAIEJ 1,16% Y'en, xato asata npoAyKTa ca NpHjaraid B eAHHAYHA J032 20 mg / cm?. Pe3aynTaTHTe nokaspar
npROIA3HTEHO TPH TBTH 10-BUCOKA KyMYJIATHBHA MPONTYCKIHBOCT Ha Auiciodenax 3a BOITAPEH ®OPTE
2,32% Yen (6.11 +1.27 ug / cm®) B cpasaenne ¢ BOITAPEH EMVJATEN 1,16% Iex (2.07 + 0.38 pg / cm2)
cnel 24 vaca. Te3d pesysITaTH ca BB3NPOU3BE/ICHH B APYTO IPOYUBAHE,

B eaHo ex vivo npoyyBaHe 3a POMYCKIMBOCT NIpe3 KoxHara Gapuepa e HanpaeeHo cpaBHeHue Mexny BOATAPEH
DOPTE 2,32 % Ten 1 Auxnodenax natpui 5 % ren (Auxiaak lono 5 % Tern), kato ApaTa MPOAYKTa ca MpHIaraHg
B ¢aMHMYHa n03a 10 mg/cm2. Pe3ynTaTuTe nokassar npaban3aTenHo cpenno 8,31 nbTH no-BHCOKH CTOMHOCTH Ha
KyMynaTtuBHA nponycknusocT Ha BOJITAPEH ®OPTE 2,32 % Ies npe3 koxata 3a 24 9aca H NpHOJIH3HTETHO
cperHo 2,81 TETH NO-BHCOKH CTOHHOCTH Ha HaTpynBaHe Ha MHKIOpEHaK B ex vivo KoXa 3a 24 Jaca npa
BOJITAPEH ®OPTE 2,32% T'ea.

Pasnpenenchuue
Konuentpanunre Ha guknoderak ca GHTn H3MEepEHH B I/Ia3MaTa, CHHOBHAIHATA THKaH H CHHOBHAIHATA TETHOCT

CJIEM IOKATHO NPHIOKEHHE Ha ANKITO(EHAK BRPXY CTABHTC HA PHLETE H KONCHHHTE CTaBH. MakcHManHuTe
INa3MEHH KOHLEHTPALHH Ha JaKNodeHak ca Ound okono 100 IbTH NO-HACKHA B CPaBHEHHAS C TE3H CNE IEPOPAJHO
MPHJICKECHHE HA CHINOTO KOAHYeCTRO muKiodenai. 99,7% or nuicdhenak ce CBEp3ga CbC CEPYMHHTE IPOTECHHH,
r1aBHO ¢ anbyMuna (99,4%).

Juxiodepak ce aKkyMy/aHpa B KOXKaTa, KOATO JielicTBa KaTo AENo, OTKBAETO e OCBIICCTBABA NPOIBbIKHTEIHO
ocsoboxaBane Ha AUKIOEHAK KbM ITOAKOKHUTE ThKaHH, OTTam AuknodeHak npepeperlHanHo ce J0CTaBs 0
3ambpika B PasnoNoKeHHTe B ApN00UHHAA Rh3NANCHH THKaHH (KaTO HaMpHMep CTABHTE), OTKOJIKOTO B KPBbBOTOKA.
Jduknodenax Moke aa ce oTkphe B 20 IIbTH NO-BACOKK KOHIEHTPAHH, OTKOJIKOTO B TJla3MaTa.

Buorpancdopmarins

Buotpancdopmannara Ha quknodeHak BKIOYBA €TAIH Ha €IHHHYHO HIH MAOTOKDPATHO XHADOKCHIIHPAHE,
HOCIIEABAHO OT IIIOKYPOHHAHPAHE H YaCTHYHO MIFOKYPOHHAMPAHE HA UHTAKTHATA MOJIEKYJIA.

EmnMunupane
ToTanHHAT CHCTEMEH KITAPERHC Ha AMKTodeHaK oT [asMaTa e 263 & 56 ml/min. KpalfiHHAT njiazMeH MOJTyXHBOT €

1-2 yaca. YeTHpH OT MeTaGOTHTHTE, BKAKOUHTENHO JBATA AKTHEHH, CHINQ HMAT KPaTHK MJa3Med NOJIyXKHBOT — 0T 1
J0 3 yaca. Enun ot metaGomurare - 3°-XH10KCH-4’-METOKCH-IUKIO(EHAK HMa TIO-ABIIBT TIa3MeH MOMYXHBOT, HO
TOH € MpaKTHYeckH HeaKTHBEH. JIMKTO(eHaK H HEeroBUTe METAGONHTH ce eKCKPETHPAT INIaBHO YPe3 ypHHATA.

OcobeHocTH OPH HAKOH IpynH 00N
b10Opeuno n 9eproapoiHO YBpexIane
He ce ouaxBa akyMyAanpaHe Ha AHKIO¢EHAK H HETOBHTE MeTaOONHTH NPH NMALMEHTH, CTPajalliy 0T OpOpeuHn
3abosBanus.

IIpyn naumenTH ¢ XpOHHYEH XEMAaTHT KA HEACKOMIMCHCHPAHA [TMPO3a KHHETHKATA H MET TET-HA, JHKNOQeHaK
Ca ChlllMTe, KAKTO IpH naiuenTH 0e3 yeproapoGHo 3abonsaBane,
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HexnuHUYHHTE JAHHH NIPH BHCOKA H MOBTOpPHA /1032, B [IPOYYBAHHAS C AMKAO(EHaK 33 TOKCHUHOCT, KaKTo H 33
TEHOTOKCHYHOCT M KapIAHOIEHHOCT He TOKAa3BaT creudduyeH PACK 32 X0paTa Py NOCOYCHHTE TEPaneBTHHN 031,
B noseuero npoyusanusg, BOJTAPEH ®OPTE 2,32% I'en ce noHaca nobpe. He e ycranoBeHa TOTCHIHANHA
$OTOTOKCHUHOCT H IMKAO(eHak-ChIBPXKAMATE rejioBe He NPWYHHIBAT CeACHOMMIzana Aa XxoxaTta. Hama
JoKa3aTelcTBa, AHKNOPEHAK 1a NPHYHHABA YBPEXKAAHE HA (PePTHNMTETA [IPY MBKKH H KESHCKH IThX0Be. Hama
AAHHH 32 TEPATOTCHCH NOTCHIINA Ha IlHKJ]O(I)CHaK [IpH MHLIKH, NTBEX0BE HITHA 3aHlITH. HpCHaTaIlHOTO,
NEPHHATAIHOTO H IIOCTHATAIHOTO Pa3BHTHE HAa MOTOMCTBOTO HE CA 3aCETHATH.

0. OAPMANTIEBTHYIHHA JAHHHA
6.1 CnecobK H2 NOMOINHHTE BEIECTBR

Oy THIXHAPOKCHTONY €H
kapboMep
KOKOMJIKATIPHTOKATPAT
IUEeTHIIAMHH
H30TIPOIIHIOB ANKOXO
TeUeH napaduu
MaKpOoroJIoB LETOCTEPHIIETED
ONCHIIOB ANKOXON
IPOIMHJISHTIHKO]
apoMaTH3aTop (EBKATHIIT)
npeyrcTeHa Boaa

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHoCT

3 roauHn.

6.4 CrnennaiHu yc/IOBHA 33 ChXpaHeHne

Bea cneluanty yCnOBUA HA ChHXpanHEHne.

6.5 Bua n chAbpkaENEe HA ONAKOBRATA

3a anymunueso raMuHupana myba ¢ kanavxa Na guHM

ASyMHHAMEBO JAMHHHPaHa TyOa [(nonweTnieH ¢ HUCKA TBTHOCT /AMYMHHHEI/, NOJTHETHIIEH C BUCOKA [LTBTHOCT
(BBTpemed cnoif)] ik [(mondernned ¢ miucka nastaocT /amymunuii/ LLDPE, HDPE u Antiblock Masterbatch blend
(BBTpenieH ciol)], cHabNeHH ¢ IPLCTEH OT TIONHETHIIEH C BUCOKA IUTBTHOCT i 3aluTHa MeMOpana. Tybara e
3aTBOPEHa ¢ Kanayka oT NOJHNPONHIIEH C LIHII 33 NTpoOHBaHe Ha MeMOpaHaTa NpH epEa ynorpeba.

3a anymunueso 1amMuHEpana myta ¢ HenOOBUNCHA KANAYKA U WPAKaLYo Ce Kanave

AyMuHHEBC NaMAHKMpala Ty6a [ (MonHeTHAeH ¢ HHCKA IITRTHOCT {ATy MUHMIA/, TONHETHIIEN ¢ BUCOKA TLITETHOCT

(pbTpewIeH cioi)] umm [(monweTned ¢ Hucka mrbTHOCT /anyMunarH/ LLDPE, HDPE u astQQatch blend
(sbTpeieH cioi)], cHabAeHH ¢ ONOPeH NPHCTEH OT MONWETHNEH BHCOKA nbTHOCT. Ty @:ﬂ%
acuqeﬂ enas'rmep

HCIIOABHIKHA Kanadvka oT MOJHNOPOIHIICH H NIpaKamo ce Kana4e ¢ ThbHKA JEHTA OT TEP,
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Kanayeto uMa nomMnpoOHNeHOBH 3aLIMTHH IIHMIIYETa OT JBETE CTPAHH HA KalayKaTa KaTo MapKep 3@ NEPBOHAYRIHO
OTBapAneE.

Ty6aor30g, 50 g 60 g, 100 g, 120 g; 150 g.
He BCHYKH OMaKOBKH MOXE 1A €A ITYCHATH B IIPOAAKG3.

6.6  CrenuannM Npeina3siy MEepKH NpU H3XBLPJAHe H pafoTa

HamMa cneiiHanHH H3HCKBAHHA.

7. IMPHTEKATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Waterford, Mpaanaus

8. HOMEP HA PA3PEIIIEHHUETO 3A YIIOTPEBA

Perucrpationes Ne 20110722

9. JATA HA ITHPBO PAZPEINABAHEMIOAHOBABAHE HA PASPEINEHHETO 3A YIIOTPEBA

Jara na mepeo paspemasane; 08 gexeMppn 2011
Hara na nonHoeseare: 30 HoemBpl 2016

10. JATA HA AKTYANTH3HPAHE HA TEKCTA

anpun 2021




