KPATKA XAPAKTEPUCTUKA HA IPOAYKTA

Actamone
AKTaMoOH
|, UME HA JEKAPCTBEHUS IPOAYKT WUSMBAHUTENHA ATEHLIUSR NO JIEKAPCTBATA
Kpamxa XapaKkmepucmuka Ha npogyxma - lpunoxenue 1
Actamone 5 mg chewable tablets KoM Poz. Ne ‘o 3 /3
Axramor 3 mg Tabl1eTKH 3a AbBYEHE —— =
Pagpewenue Nn e /3‘) Jj [4 b3, e
2. KAUECTBEH U KOJIMUECTBEH CbCTAB OgoBpeHUs Ne wuvevurserees veeeelaems

Beska Aktamon 5 mg rabieTka 3a ibBUYeHe ChABbpPIKa MOHTEyKaCT HaTpuii (montelukast sodium),
eKBUBATEHTEH HA 5 mg MoHTeaykacT (montelukast).

Hovowmu setgecmesa;
Beaxa Axkramon 5 mg TabiieTka 3a apBueHe Chabpka 4,5 mg slakTo3a MOHOXHApaT U 1.5 mg acriapram.

34 11k IHHS CTIMCHK HA TTIOMOLIHATE BEUIECTBA, BHKTE TOUKA 6.1

3. JEKAPCTBEHA ®@OPMA
TadieTka 3a AbBYEHE

[1beTpo po3oBa, Kpbraa, ABOHHOM3MbKHATA TabneTka ¢ peaeden 3Hak M5 OT eHaTa CTpaHa.

4. KIHWHUYHU ZAHHU
4.1  TepaneBTUYHH NOKAZAHHA

AKTAMOH € NOKA3aH 34 JeyeHye Ha acTMa KaTo A0NbAHMTEAHA Teparis Mpy NalkeHTH ot 6 no 14 roavuiHa
BBL3PACT ¢ J1€Ka 10 yMepeHa nepeHcTHpalla acTMa, KOATO HE € KOHTPONHPAHA AAEKBATHO ¢ HHXAJ1aTOPHHU
KOPTHKOCTEPOHIN, # MIPH KOATO OLp.BO,JePILTBaUJ.HTe B ArOHUCTH HE OCHMTYPSBAT aACKBATCH KJITHHHYCH
KOHTPOA Ha acTMAaTa.

AKTaMOH MO’Ke CbLLIO TaKa Aa Obae anTepHaTHBeH 300D Ha jIeYeHHe Ha HUCKOJ030BUTE HHXATATOPHH
KOPTHKOCTEPOMH [IPH NALHEHTH Ha Bb3PAacT OT 6 10 14 ronuHK ¢ JIeKa NEPCUCTHPALLA aCTMa, KOMTO He ¢a
AMaH HACKOPO TE€KKH ACTMATHYHH [TPUCTBIIH, 38 KOUTO 14 € frna HeoOxoaMMa ynoTpedaTa Ha MepopasiHu
KOPTHKOCTEPOMIM, W NPH KOMTO € IOKA3aHO, Y€ He MOraT J1a MPHeMaT MHXATATOPHH KOPTHKOCTEPOHIH
(BuTe TOouka 4.2).

AKTAMOH OCBEH TOBA € MOKA3aH 38 Npo(IaKTHKA HAa aCTMa MPH MALIMEHTH Ha BBIPAcT 0T 6 10 14 roauxu,
ApH KOATO NPeoda1aBallMAT KOMIOHEHT € GPOHXOCTATHM, HHAYLMPAH OT PU3HHECKO HATOBAPBAHE.

4.2 /1034poBKA H HAYMHH HA APUIOKEHHE

Heavun na npuaoscenue.
3a nepopaiHo npuioxkeHue. TabneTkara TpadBa aa ce AbB4e.

J103UpOBKATa NPH eAMATPHYHH MALMEHTH Ha Bb3PAcT Mexay 6 W 14 TONHHN € e1Ha TabneTka 3a AbBUEHEe . [
OT 5 mg JHEBHO, NpHeMaHa Bedep. AKO ce rpuema B 0IM30CT 10 XpaHeHe, AKTAMOH TpsaOBa 1a ce B3eMa
| wac npeau unu 2 waca ciel xpatere. He e HeoGX0AMMa KOPEKLIMA Ha 03MPOBKATA B TA3H Bb3PacToBa °
rpyvna. Lo




Obwu npenopvru:

TepaneBTHHHHUAT eeKT Ha AKTAMOH BBPXY MOKA3aTeINTe 3@ KOHTPOI Ha aCTMAaTa Ce MPOSBABA B PAMKHUTE
Ha eauH deH. Ha nanuentute Tpabpa aa 6bae NpenopbyaHo Aa NPOABIKAT Ja NpHeMaT AKTaMOH, 10PH ako
TAXHATA 4CTMA € [TOA KOHTPOJI, KAKTO M 110 BPEeMe HA [IePHOMTE Ha BJIOIIABAHE HA ACTMATA.

He e Heolxoanma KOpeKLMa Ha 103aTa NpH MNauMeHTH ¢ ObOpedHa HeAOCTATBLYHOCT HAH C JEKO A0 YMEPEHO

~ . g, ¢ , - = 4
HePHOAPOOHO VBpeAkdaHe. Hama J1aHHM 3a MalMeHTH ¢ TeKKH YepHoaApoOHH YBpexdaHua. [losuposkara e
€HA M Chiila PH MBIKE H IKEHH.

Axmayon kamo AUREPHATNUGETN M')’(j()p Ha AeYeHue Ha HUCKOOO306U WIXATAMOPHU KOPRIUKOCMePOUIU npu
JdeRd nepcucmupait{d acmma.

MOHTEIYKACT He ¢e MPernopbyBa KaTO MOHOTEPAIHS MPU NALMEHTH C YMEPEHA MePCUCTHpaLla acTMa.
VnorpebaTa Ha MOHTEIYKACT KATO aJiTePHATHBEH H300P Ha J1eYeHHe HA HUCKOTO30BATE HHXANATOPHH
KOPTUKOCTEPOHAHN MPH Jella ¢ JIeKa MepcrucTHpalia acTMa Tpabsa Ja ce 0OMKMCau caMO MIPH MALMeHTH,
KOMTO HAMAT HACTOALLA AHAMHE3A 32 CEPUO3HHM aCTMATHUHH IPUCTBIN, H3UCKBALLK ynoTpeda Ha nepopaiHu
KOPTUKOCTEPOUIH, U KOWTO Ca MOKA3aIH, Y€ He MOTAT J1a M3M0I3BAT HHXAIATOPHH KOPTHKOCTEPOUIN
(BuxTe Touka 4.1). Jlexkarta mepcHeTHpaLla acTMa ce Orpeaes KaTo aCTMATHYHNH CUMITOMH MO-4eCTO OT
BEAHBK CEIMHMUHO, HO MO-PAAKO OT BEAHBK AHEBHO, HOLUHH CHMITTOM# MO-HECTO OT ABA NbTH MECEUHO, HO
NO-PAAKO OT BEAHBK CEAMUUYHO, HOPMAHA PyHKIMA Ha HesnTe ApoGoBe MeXAy enu30auTe. AKO He ce
MOCTHUIHE 3a10BOTHTENEH KOHTPO HA aCTMATa C/le 3afo4YBaHe Ha NeueHHeTo (OOHKHOBEHO B PAMKMTE Ha
e1uH Mecell), TpaOBa aa Obae npeleHeHa Hy»K1aTa OT JOMBAHHTENHA WK PAa3lu4Ha NPOTHBOBB3MATHTEHA
Tepanuia, Da3upadHa Ha CHCTEMATA “CThIIKa 10 cThNKA™ 3a Jederue Ha acTMa. [Tauuenture Tpsadea
NePHOAMUHO 14 ObJAT OLEHABAHH 33 KOHTPO/ HA TAXHATA acTMa.

Tt’[)(l)’lll)i ¢ Axkmamon 6vg BPBINA ¢ ()p}’?ll AeYeHUA 1a dcmma.

KOraTo Te4eHHeTo ¢ AKTaMOH ¢e M3MO0I3Ba KAaTo T0oMbBALLa TEPAris KbM MHXAIATOPHH KOPTHKOCTEPOUIH,
AKTaMOH He TpaGBa PA3KO 1a 3aMeCTBA WHXAIATOPHUTE KOPTHKOCTEPOUAH (BHKTE TOUKA 4.4).

3a ApyYIUTE BB3PACTOBH [PYIIN C& NPEATAraT APYrd KOHLUEHTPALMH H 1eRAPCTBEHH (hbOpMH HA MOHTENYKACT.
4.3 IporusonoxaszaHus

CBPBXUYBCTBUTENHOCT KbM AKTHBHOTO BELLECTBO MK KbM HAKOE OT MOMOLUHUTE BELLECTRA.

4.4  Croennaiuu npeiynpe:kieHUs U NpeinasHH MepKH npu ynorpeba

[NaimeHTuTe TpadBa na ObAAT ChBETBAHM HUKOTA a HE M3MOJI3BAT MEPOPATHO MOHTENYKACT 38 JICUCHHE HA
OCTPH MPUCTBIIM HA ACTMA, KAKTO U 14 IBPIKAT HA PA3MON0KEHHE CBOCTO OONUAHHO KUBOTOCMIACABALILO
JIeKapCTBO 33 Ta3H Le] B FOTOBHOCT. AKO HACTBIIM OCTBP MPHUCTHIL, TPsAOBA [ Ce U3M03BaT
GBp30aeHcTBALLM MHXATATOPHA B-aroHucTy. [lanueHTnTe TpAOBa 1a ce 0OBPHAT 3a CHBET KbM Ky BALLNA
rH JIEKap KOJKOTO € BB3MOXKHO MO-CKOPO, AKO ¢ HYXKAAAT OT NOBEUE HHXAJAUMUH OT kpaTkoaefcTBaLly B-
ArOHKUCTH, OTKOJIKOTO € 00HHaiHO.

IV]OHTe."l)'KLiCT He Tpﬂ6BEi PA3KO Ja 3aMecTBd HHXAQTATOPHHTE HIH NEPOPANHHTE KOPTHKOCTEPOHUIH.

Hsiva QaHHI, KOMTO 13 MOKA3BaT. de 103aTa Ha NePOPanHUTe KOPTHKOCTEPOUIN MOKe 1a Obae Havaneha,
KOIaTo €AHOBPEMEHHO Ce 1aBa W MOHTEIYKACT. '

B PeAKH ¢iayyau, Npyu NaUKMEHTH Ha JICYCHHE C AHTHACTMATHYHH CPeICTBA, BKIKOHUTEIHO MOHTCJ}'KHCT,
MQIKE A4 HACTBIH CHCTEeMHA eOBI/IHO(l)l'L"II/IH, U3ABABALIA C€ MOHAKOra B KJIHMHHYHY NPOABU HA BACKYAHT,
CBOTBETCTBALLM HA CHHAPOMA Ha Churg-Strauss, CBCTOSHME, KOCTO YECTO CC JACKYBA ChC CUCTEMHN -
KOPTHKOCTEPOUIH. OOHUKHOBEHO, HO HE BUHATH, TE3U CHCTOSIHHA C€ CBBP3BAT C HaMa/IsiBaHe UiH:



[IPEKbCBAHE HA TEPAITUATA ¢ MEPOPATHN KOPTHKOCTEPOUAN. BB3MOXKHOCTTA IEBKOTPUEHOBUTE PELIENTOPHH
AHTArOHMCTH Jla ¢a CBBP3aHK ¢ BHE3AMHAaTa Mossa Ha cuHapoMa Ha Churg-Strauss He Moxke HUTO Aa Obae
M3KIKOUEHA, HUTO JokasaHa. Jlekapute TpaOBa 1a BHUMABAT 32 N10ABa HA €03MHOMMINA, BACKYIHTeH 0OpHB,
BNOWABaHe Ha 0e10IpOOHUTE CUMITTOMM, YCIOKHEHHST OT CTPAHA HA ChPLETO W/MIAH HEBPOMATHS NPH
naunxenTure. [Ipy naunenTy, ¢ Nossa Ha Te3u CUMNTOMH, TPAOBa Aa OB HAIpaBeHa MPeoLeHKa U ja ce
npepasriesa TeXHHUsS TePaneBTHYHUS PEKUM.

AKTaMOH CBbABPXHA acmapTam. H3TOUHHK Ha (peHuaatanud. Moxe na Obae BpejeH 3a xopa ¢
(peHHAKETORY PHS.

AKTaMOH Cbabpika JakTo3a. [launenTy ¢ peaky HacneacTseHn npodaeMH HA FANAKTO3HA HEMOHOCHMOCT,
Lapp naxkTtazed JeHUNAT HIM IIKKO30-ranakTo3Ha Matadbcopbuns He TpAaOsa da NPHEMAT TOBA JAEKAPCTRO.

4.5 BiamMoaeiicTBHe ¢ ApYrHU JeKAPCTBEHH NPOAYKTH U APYIH (JOPMH HA B3auMOleHCTBHE

[rourra 1o KpuBaTa Ha 1asvenara koHueHTpauns (AUC) 3a MOHTeTyKac Hamassea 1pHOITUIHTEITHO ¢
40% 1pK Mua ¢ eAHOBPEMEHHO TipHIIokeHHe Ha (eHobapbuTat. Thil kaTo MOHTeTyKACT ce MeTados3npa
o1 CYP 3A4, e HeOOXOAMMO MOBULIEHO BHWMAHME, 0COOEHO 1PH Jela, KOraTo MOHTeTYyKacT ce Iipuiara
eaHoBpemMeHHo ¢ nHAyKTopr Ha CYP 3A4, karo denutonn, GerodapOuTai u pudamIHLHH.

MonTenykacT Moske 4a Objie NpUJIaraH ¢ JAPYrH BUIOBE JedeHHe, U3II0/3BaHH OONKHOBEHO 3a
1pohHIaKTHKATA W XPOHHYHOTO JIEYeHHE Ha acTMa. B KIIMHUUHWTE H3ITHIBAHUA 33 JIEKapCTBEHHTE
B3AMMOLEHICTBHS. TIPENOPbUBAHATA KITMHHYHA 103a Ha MOHTETYKACT HAMA KJIMHHYHO 3HAUUMHU e(peKTH
BBPNY (PApPMAKOKHHETHKATA Ha CIIEIHUTE JIEKApCTBa: TEOMHINH, IPEIHH3OH. IIPEAHM30I0H. HEPOPATTHH
KOHTPALENTHEM (€THHHIIECTPAIMOI/HOPETHHAPOH 35/1), TepdeHalnH, INIOKCHH 1 BapdapuH.

i vitro W3NHTBAHKA TIOKA3BaT. Y€ MOHTENVKACT € MoleH nuxibutop Ha CYP 2C8. BvrnpekH TOBA, JaHHHTE
OT KIMHHYHOTO MIPOYUBAHE 32 JCKAPCTBEHH B3aMMOACHCTBHS, BRIIOUBALILO MOHTEAYRACT H PO3HIVIHTA30H
(nmpoyuBax cy0cTpar, MPeACTABUTE Ha JEKAPCTBA, KOHTO C¢ meTaGoausupar ocHoeHO oT CYP 2C8)
nokasBar, 4e MoHTeayKacT He nHxnGupa CYP 2C8 in vivo. 3aToBa, He CC O4AKBA MOHTECTYKACT 42 MPOMCHH
CBILCCTBEHO MeTaboIH3Ma Ha JleKapeTBaTa, MeTaboTM3UPaHy OT TO3H CH3UM (HAMp. NaKIHTarees,
PO3HITIHTA30H U PeMarjiuHui).

4.6 bpeveHHOCT W KbpMeHe
Virompeta no spexte Ha OpeMeHHoCn

IMpoyuBaHHATa BHPXY KHBOTHH HE MOKA3BAT BPEAHH e(EKTH BbB BPB3KA C BB3AEHCTBHETO BBPXY
GpemenHocTTa HIH eMOPHOHATHOTO/(PETATHOTO Pa3BUTHE.

Orpanduenit 1aHHu 0T Haanynata 6a3a JaHHH Npy OPEMEHHOCT He MPEAnoIarar Npu4dHHHO-CACACTBCHA
BPH3KA VKLY MOHTEAYKACT U ManpopMaLii (Hanpumep Ae(eKT Ha KpaHHHUIIMTE ). KOUTO ca cbOOWABAHH

PAAKO B YCIOBHATA Ha NOCTMAPKETHHIOB ONHT MO CBETA.

AKTaMOH MOXe /1a Ob/le TpUIarad 1o BpeMe Ha OpEeMEHHOCT camo B cydalt Ha KaTeropyuHa
HeOOXOIHMOCT.

Vnompeda no epexe Ha kopmene

M3NMTBaHMA MPY MABXOBE MOKA3BAT, 4€ MOHTEIYKACT CE EKCKPETHPA B KbPMATA (BHIKTE TOUKA 53)Hee
H3BECTHO JA/IH MOHTEAVKACT C& EKCKPEeTHPA B YOBELLKOTO MIIAKO. ‘ o

AKTaMOH MOXKe 1a 01 H3MOI3BaH 0T MAHKH-KBPMAUKH ¢aMoO, aKo € H3KTHOUHTEIHO FreoOX0 MM,
4.7 EdexTn BHpXY cnoco0HOCTTa 32 wiodupaHe U padoTa ¢ MaIHHH

MOHTETYKACT He NOBIUABA CNOCOOHOCTTA Ha MAaLMEHTHTE 3 Wwodupare Wi paboTa ¢ MalTHHH, Bohrpeku -
TOBA, B MHOTO Pe/IKH C.Iydan umMa ChoOIIEHHS 3a CBETOBBPTEXK HIH CHHIUBOCT.



4.8 HexeaHHU eKkapcTBeHH peaknu

MOHTGJ}’KHCT € OUCHABAH B KJIMHHYHH M3MHTBAHHUA KAKTO C/I€ABA.

L ]

Bh3pacTt
®

BB3PACT. H
L

10 mg duamupann tabaetku npu npubansurendo 4000 Bb3pacTHM NALMEHTH Ha M HAA 15 roaniuHa
5 mg tabaeTky 3a AbBUeHe npu Npudan3urento 1750 neanaTpuuHy NauKeHTH OT 6 10 14 roaMiuHa

4 mg tabaeTku 3a AbBYeHe npH 851 NeaHaTPUUHM NALHEHTH OT 2 A0 5 roAHILIHA BB3PACT.

(CAeaHnTe HexKelaHH JeKapcTBEHU PeakUMH ca A0KJIaABaHH YeCTO B KIMHUYHUTE H3MUTBAHHA
(=1/100 ao <1/10) npu nanMeHTH, JeKyBaHM ¢ MOHTEIYKACT ¢ NO-roAsMa HeCTOTa, OTKOAKOTO MpH
NaLMUeHTHTE JeKyBaHH ¢ niauebo:

Kiacndpukauns criopen
OpraHHaTa cuclrema

Bb3pacTHH NaLiHeHTH
15 roanuu U NnoBeue
(1Be 12-ceAMHYHH
npoy4BaHus; n=795)

IMeauaTpuyHH NAUHEHTH
6 10 14 roanHu
(eAHO 8-CEAMHYHO
npoyusane; n=201)
(1Be S56-ceaAMHYHU
npoyuBaHus; n=615)

TMeanaTpHUHH AAUHEHTH
2 10 5 roauHH
(eano 12-ceaMHHO
npovusaHe; n=461)
(eAH0 48-ceaMHUHO
npoyusaHe; n=278)

Hapymienus na
HEPBHATA CHCTEMA

rrasobostie

r1aBo0QIHE

CromauHoupesHu
HapymeHns

Donka B KOpema

fosika B KOpeMa

OO06uwn HApYIIEeHHUd K
e(peKTH HA MICTOTO HA
| NpHI0KEHHE

Kaxaa

IMpH APOABLAKHTENNO AEUEHHE B KTHHHMHHTE W3MUTBAHUS ¢ orpanuyen Opof nauMenTH 3a nepuoa ot
2 FOAMHK NPH BL3PACTIH M A0 12 Mecela 3a neJiMaTpHYHH nalHeHTr oT 6 10 14 roaniHa Bh3pacT.
nPOGHIBT Ha OE30MACHOCT HE ¢& TIPOMEHS.
OGoGIerHo. 502 neAHaTpHUYHH NALKEHTH OT 2 10 5 FO/IMLIHA Bb3PACT ¢a JeKyBaHH ¢ MOHTEIYKACT 3a Hail-
MATKO 3 veceta, 338 3a 6 Mecewa WK No-1haro 1 534 nauMenTh 3a 12 mecenia uin noseve. Tpu
MPOALIKHTETHO JeueHne, TpodUABT Ha H€30NacHOCT MPH TE3H MALIHEHTH HE C& MPOMEHS.

C1e1uTe HexKeNaHH peakLMy ca ChoBIaBaHK NPH NOCTMapkeTHHroBa ynotpeda:

Hapymenus Ha KPbBTA H TAMPHATA CACTEMA: MOBULIEHA CKJIOHHOCT KbM KbPBEHE.

Hapyuienna Ha HMYHHATA CHCTEMA: PEAKUHH Ha CBPBXUYBCTBHTEITHOCT, BKJIIOYHTEIHO aHapUIaKCHSA,
eo3HnodUAHA HHPUITPALIHS Ha TePHHUS Ap06.
TIcHXHUNH HAPYIIEHHS: HAPYLIEHHS 11a ChHS, BJIKOUMTETHO KOIIMApPH, XallolHHaIH, Oe3chHue,
PA3APAHUTEHOCT, TPEBOKHOCT, Ge3nOKORCTBO, BB30Yaa, BKIIOUHTETHO arpeCHBHO MOBEIEHHE, TPEMOD,
AEMPECHs. CYULIMIHH MUCIH M MOBEIEHHE B MHOTO PEJIKH CTyuaH
HapyiueHus Ha HePBHATA CHCTEMA: 3aMasHOCT, CHHIMBOCT, MApeCTe3Hs /XHMOSCTE3HS, NPUNATbLM.
Chpieund HAPYIEHHA: MATTHTAULWH
Jluxateanu, rpsAHA H MeIMACTHHATHH HAPYIIEHHH CTTHCTAKCHC.
CrovMamno-upeBHH HAPYIIEHHA: THApHA, CYXOTa B YCTaTa, JAHCMENCHS, TajIeHe, MOBphILAHE.
XenaTo-OM.IHAPHU HAPYIIEHNs; YBEeTHUEHH HHBA Ha cepyMHuTe Tpancamunasn (AJIAT, ACAT).

NOJICCTATHUCH XCMATHT.

Hapymenus Ha KOKATA H MOAKOKHATA ThKAH: AHTHOEIEM, KPBBOHACAIAHE, Y PTHKAPHSL. cupdex, oOpuB: -

3avepBaABaHe.

Hapyimenus Ha MYCKY/JI0CKeI€THATA CHCTEMA M CheIHHUTE/THATA ThKAH: apTPairHi, MHaITHA,
BKAKOUHTECIHO MYCKYIHH KPAaMITH.
O6mn napyumenns u eeKTH HA MACTOTO HA MPH/IKEHHE: ACTEHHA/U3TOLEHHE, (HIHYECKO
HEPA3TIOIOKEHHE, OTOK., TPecKa.




[1o BpeMe Ha Je4eHHe ¢ MOHTEIYKACT NPH MALMEHTH € aCTMa €A ChOOLLEHH MHOTO PEIKH ClIyHan Ha
cunapoma Ha Churg-Strauss (CSS) (Bwkre TOuKa 4.4).

4.9 IHpeaoszupane

Hama cneunduuna uadopmanus 3a NedeHde Opy Npeao3UpaHe ¢ MOHTENTYKAcT. B npoy4saHus npu
XPOHHYHA ACTMA, MOHTENYKACT € NpUIIarad Ha Bb3PacTHH MaLMeHTH B 1031 A0 200 mg/nHeBHO B
MPOABAKEHHE HA 22 CENIMUIIY, & MTPH KPATKOCPOUHH MpoyuBaHus - 10 900 mg/nHeBHO HA NALIMEHTH 33
NpudAU3HTENHO eqHa ceAMHLA. 03 KIMHUYHO 3HAUYMMH HeXXeaHH PeakiliH.

Mma cboBuleHns 3a OCTPO Npefo3upaHe 1o BpeMe Ha MOCTMAapKETHHIOBHS NMEPHUOA H KIHHHYHHW H3NUTBAHKA
¢ MOHTeyKacT. Te BRIIOUBAT NOKTAAM 32 BB3PACTHH M Jeua ¢ 1031 20 1000 mg (npubaunsutento 61 mg/kg
rpu 42 meceuHa Bb3pacT). KIMHHYHKUTE Y 1abopaTOpHHUTE HabM0AaBaHH HAXOIKH ¢a B CHOTBETCTBHE ¢
npoguna Ha Ge30NaCHOCT NPH BL3PACTHH U MEJHATPHYHK NALHEHTH. B noBeueTo 10K1a1H 3a Npelo3upane
He ce choOLIAaBa 33 HeKeNaHH IeKapcTBeHH peakly. Haill-uecTo cpelianiTe HexelaHt PeakUumn ca B
CHOTBETCTBHE ¢ NpoduIa Ha G€30NacCHOCT Ha MOHTENYKACT M BKIIOUBAT GoNKa B Kopema, Ge3ChbHue, JKakaa,
rAaBotoaMe, NOBPhLUAHE U [ICHXOMOTOPHA XHIIEPAKTHBHOCT.

He e #3BeCTHO daan MOHTE/1YKACT CE AHalH3upa Upes3 [epUTOHEAIHA HTH XeMOoaHaausa.

S. ®APMAKOJOTMYHU CBOUCTBA
5.1 ®apmakoiHHAMHYHYU CBOHCTBA

dapMakoTepanBTHYHA rpyna: AHTArOHHCTH Ha JICBKOTPHEHOBHA PELENTOP
ATC-xoa: RO3D CO03

Lincrennonre seskorprenn (LTC,y, LTD;,. LTE) ca MOWHY BB3MATHTENHI €HKO3AHOUIH.
OCBOOOKIABAHU OT Pa3IVUYHH KIETKH, BKIFOYUTETHO MacCTOLWTH U eo3uHOPHIH. Te3n BaKHH Mpo-
ACTMATHYHY MEINaTOpH Ce CBBP3BAT C LIMCTEHHT JIEBKOTPHEHOBH PELETITOPH (CysLT). pa3rnojioKeHH B
AMNATelHHTe IIbTHILA HPH YOBEKA W TPHUYHHABALLM ePEKTH BBPXY IMXATEIHUTE MTH1HILA. BRIFOIHTETHO
OpOHXOCITaZbM. J(MIaBHYHA CEKPELHS. BACKY TapeH riepMeabHIMTeT W CTPYTIBAHE HA €O3HHODIIIH,

MOoHTEIYKACT € MepPOoPa;IHO aKTHBHO BELLECTBO, KOTO CE€ CBHP3BA C BUCOK AQUHHATET M CETEKTHBHOCT C
CysLI') peuernrropa. B KIWHHYHKTE W3ITHTBAHHMS MOHTETYKacT uHxuOKHpa OPOHXOKOHCTPUKUNATA, Ab/IKalla
ce Ha uAxajaupan LTD, 1ipy 1031 Mo-HUCKH oT 5 mg. bponxoauiatauns ce Hab:10/1aBa B PAMKHUTE HA

ABa Yaca OT NepoPaTHUs npHeM. BPOHXOANIATHPAIIMAT eQEKT, MPEIU3BHKAH OT [3-arOHUCT € aAHUTHBEH KbM
TO3. MPEAN3BHKAH OT MOHTETYKAcT. JIeUeHHETO ¢ MOHTeTYKACT UHXHOMpA PaHHATa W KheHaTa daza Ha
BPONXOKOHCTPHKIMATA, ABIKALILO C& HA aHTHTEHHOTO aKTHBHpaHe. MOHTeyKACT, CpaBHeH ¢ naauedo.
HAMATSBA €03HHOMUINTE B MepHQepHaTa KpbB PH BL3PACTHH U MEMATPHUHH naleHTH. B oTaenio
NpoyUBale, 1eYeHHETO ¢ MOHTEMYKACT HAMA/IARA 3HAYAMO EO3MHOQHINTE B IMXATENHATE MLTHILA
(onpeneneny B xpauka). [Tpu BL3pacTHH U ena oT 2 10 14 roauuina Bb3pacT MOHTEIYKACT, B CPABHEHHE C
nAanedo. HavalIaBa eo3HiogHINTe B nepudepHaTa KpbB, KaTo No100pABa KIHHHUHHA KOHTPO Ha acTMaTa.

B npoyupaHus MpH BL3pacTH MouTeaykacT 10 mg BeAHBK IHEBHO. CPABHEH ¢ nanedo, nokasea
JHAUNTEAHO NOA0OpeHHe B cyTpelunus popeupan ekcrnipatopen obem (GEO,) (10.4% cripsmo 2,7%
MPOMSIHa CIIPAMO H3XOAHUTE CTOHHOCTH), AM MUKOB eKCIHPaTOPEH NOTOK (PEFR) (24,5 L/min cpsmo
3.3 L/min npoMsHa ClpAMO M3XOAHUTE CTOHHOCTH), M 3HAYMTENTHO TIoHKKaBa obwara yrotpeda Ha B
aronuct (-26.1% crpsamo -4,6% NpoMsiHa CIIpAMO W3XoAHHTE cToHHOCTH). TonobperueTo Ha HOKNA/BANITE
OT lAlIMEHTHTE AHEBHH U HOUIHH aCTMATHYHH CHMITOMH € 3HAUHTE/IHO TIO-I'0/IIMO B CPABHEHHE C nrate6o. -

[lpoyuBaHus NpH MALHEHTH [10Ka3BaT CIOCOOHOCTTA HA MOHTEITYKACT JIa AOTTBIBA KIHHITIHUS edexT Ha ;
MHXa1aTOPHKA KOpTHKOCTepoui (% TIPOMsIHA CIIPAMO M3XOAHHTE CTOWHOCTH 3a MHXA1aTOpEH GeKITOMETA30H .
MII0C MOHTEAYKACT CIIPAMO BeKIoMeTa30H, pecrnekTsHO 3a PEO,: 5.43% cnpsimo 1.04%: ynotpe6a ua f3-
arouucT: -8.70% cripsavo 2.64%). CpasHen ¢ uHxasaroped Gexomera3oH (200 g aBa 116TH JIHEBHO ¢



HeGy:IH3aTOp). MOHTEIYKACT TIOKa3Ba 110-0bp3 HAYaIeH OTIOBOP. MaKap ve cliell 12-CeAMHYHO H3NHTBaHe
GeK/I0MeTa30H HOCTHTa 110-100bp cpeieH jeueber edexr (Yo MPOoMsAHA CIIPAMO W3XOAHHTE CTOMHOCTH 3a
MOHTETYKAcT CrpsaMo GekTomeTasoH, pecnekTusHo 3a DEO,: 7,49% cripsvo 13,3%; ynorpeda Ha B-
aronucT: -28.28% cnpamo -43,89%). Burpeku ToBa, cpaBHeH ¢ OEKIOMETA30H, BHCOK MPOUEHT MallHeHTH
JEKYBATIH ¢ MOHTEYKACT MOCTUIAT CXOAEH KIHHUYEH 0TroBop (Hamp. S0% OT MauneHTHTE JeKYBaHH ¢
HekTomeTazon noetHrat nogodperme va ®EO,; npubausurenno 11% wau noede cupaMo W3XOAHHTE
CTOHHOCTH J0KATO NPUAIH3UTETHO 42% OT MalMEeHTHTE, JeKyBaHH ¢ MOHTEIYKACT, MOCTHIaT ChUIUS
OTrOBOP).

B 8-ceMMUHO W3C/1€1BaHe MpH NeRaTPUUHH NALMEHTH OT 6 10 14 roauIIHA BH3pacT, MOHTEYKACT 5 mg
BESIHDIK AHEBHO, B CPABHEHHE C M1a1e60, 3HAUMTENHO MOX00PABa pecriMpaTopHaTa QyHKLMS (®EO! 8,71%
cripamo 4,16% npomsHa cpsamMo W3XoaHuTe cTonocTH; AM PEFR 27.9 L/min cnipsmo 17,8 L/min npomsna
CTIPSMO H3IXOAHHTE CTOWHOCTH) M HaMaJIsiBa Hy’ata ot M3Io/I3BaHe Ha B-aronuct (-11.7% cnpamo +8.2%
TIPOMSTHA CITPSIMO U3XOAHUTE CTOHHOCTH).

B 12-meceyHo 1poyuBade cpaBHABAILO €(PUKACHOCTTA HA MOHTEIYKACT ClIPAMO HHXATATOPER (hryTHKA30H
33 KOHTPOJ Ha acT™a T1pH NeAHaTPUYHH TIAUMEHTH 01 6 10 14 ToAHIIHA BB3PACT ¢ JieKa TIeperucThpatia
aCT™Ma. MOHTEIIYKACT He Ce NIPeACTABA 110-10WO0 OT (PIyTHKA30H TIPH yBETHYaBaHe 1{POLCHTA JHH 6e3
JlekapcTa 3a oOsiekuyasare Ha actvata (RFDs). Cpeano 3a 12-meceunys Neproa Ha JiedeHHe. TIPOUCHTET Ha
RFDs actva ce yseandapa o1 61.6 10 84.0 8 rpyrata Ha MOHTETyKact 1 o1 60.9 1o 86,7 g rpynarta Ha
(ayTrka’oH. Paziukara Mexay ABeTe Pyl B CPEIHOTO LS yeenmmuenwe B ripoueHTa Ha RFDs actma e
ClaTHeTHIECKH 3HauMa (- 2.8 ¢ 95% Cl or -4.7, -0.9). Ho B paMKHTe Ha NPEIBAPHTENHO eUHIPAHA
I'PAHHLIA HE Ce 11PeiCcTaBs KIMHWYHO No-110wo. KakTo MOHTENyKacT, Taka u pryTrKa3zoH nogodpsasar
ACTMATHYHNS KOHTPO. HA BTOPHUHH IIPOMEHJIBH, OLEHABAHH Npe3 12 MEeCEUHMA 1IEPHOL Ha JIeHeHNE,
®EOQ, ce yesimuasa o7 1,83 L 10 2,09 L 8 rpynaTa Ha MOHTENYKACT U O 1.85 L 102,14 L e rpynara Ha
¢.ryTHKa30H, Pazinkara Mexay ABeTe IpyIld B CPEIHOTO LS ysesnuenue Ha GEO, e -0.02 L ¢ 95% Cl ot -
0.06. 0.02. CpeaHOTO yBeTHYEHHE CIPAMO M3XOIHHUTE CTOHHOCTH B % nipordozupano PEO,; e 0.6% B
Ipyliata 1eKyBaHa ¢ MOHTeJTyKacT, i 2.7% B rpyrnara JiekyBaHa ¢ ¢y ruka3on. Paziikata MeKIly CpeARHTE
LS CTOHHOCTH 3a IPOMAHATA CTIPSIMO W3XOIHHTE B Yo TIPOTHO3HPAHO ®EQ, e -2.2% ¢ 95% Cl or -3.6. -0.7.
lIpouenrsT Ha 1HHTE ¢ yroTpeba Ha B-aroHUCT HaMalasa ot 38.0 1o 15.4 B rpynaTa Ha MOHTETYKacT, ¥ OT
38.5 jo 12.8 B rpyniara Ha (GpuyTUKa30H. Pazinkala B ABETE IPYIIH B CPEAHNTE LS cToiHOCTH 3@ NIpOLEHTa
HU, B KOUTO ce yrnotpedsBa [3-aroHucT, e 3HaYnMa: 2,7¢95% Clotr 0,9, 4.5,

MpOLEHTHT HA MAIMENTH ¢ ACTMATHHHH MPHCTBITH (ACTMATUHHHAT IPACTHN €& OMPEALIIA KaTO nepHosL Ha
BAOUIABAHE HA ACTMATA, KOHTO M3HCKBA JIEUEHHE ¢ MEPOPaTHH CTEPOUIN, HEMPEABHACHO MOCCLIEHHT B
Jekapckus KabHHET, B CNEIEH HEHTHP WK NOCTIMTaIH3aliMg) € 32,2 B rpynaTa Ha MOHTETyKacT U 25,6 B
rpynata sa GayTHKa30H; ChOTHOMIEHHETO B Pa3IHKNTE (95% CI) e 3Haunmo: ekBuBasenTHo Ha 1,38 (1,04,
1.84).

[TpoleHTHT Ha NALHEHTHTE, U3MOA3BATH CHCTEMHH (TTPEANMHO nepopaTHH) KOPTHKOCTEPOH/IH MO BpeME Ha
npoyupateTo e 17,8% B rpynara Ha MOHTETYKacT U 10,5% B rpynarta Ha GayTHkaszou. Pazinkarta Mexay
aBete rpynu B cpeannte LS croitnocth e 7,3% ¢ 95%Cl ot 2,9. 11.7.

3HasMo HaMaIABaHe Ha HHAYLHPaHHa oT dusnueckn yeumus Gponxocnaseum (EIB) ce nemoncTprpa B

| 2-ceIMHUNO MPOYYBaHE MPH BL3PACTHU MAUMEHTH (MAKCHMATHO MOHKEHHE HA OEO 22,33% 3a
vonTenykacT cnpamo 32.40% 3a nianedo; Bpeme 3a BH3CTAHOBSBAHE 10 HUBO OT 5% OT U3XQHHTE
cTolinoeTi Ha MEO, 44.22 min cnpsamo 60.64 min). EQekTsT e nocToAHeH npes teus 1 2-ceaMuUeH neproi
Ha npoyuBalieto. Pelylpanero Ha GpoHxocnasbma ce AeMOHCTPHPA B KPATKOCPOUHO U3CASABAHE MPK
neHaTPUUIHK NalHeHTH 0T 6 10 14 roauuiia Bb3pacT (MaKCHMATHO NOHHKEHHE HA OFEO, 18.27% cripsmo.
26.11%: BpeMe 3a BL3CTAHOBABAHE 10 HHBO OT 5% OT MU3XOHHS ®EO, 17,76 min cripsmo 27.98 min),
FdeKkThT OT ABETE NPOYUBANMS € MOKa3aH B KPas Ha €1IHOHEBHAS 10308 HHTEPRAT. ,

[TpH 4yBCTBHTETHM KM aclTHPHH MALHEHTH ¢ aCTMa, TIOTyHaBalli €/IHOBPEMEHHO HHXATaTOPHH H/WTH
MepOpasiiin KOPTHKOCTEPOH/TH, IEYEHHETO ¢ MOHTETYKACT, CPABHEHO ¢ Manebo, BOAH 10 3HAUNTENHO
nofobpenne B kKoHTposa Ha actmata (PEO, 8,55% cripsmo -1,74% npomsHa CPAMO U3XOJHHUTE CTOMHOCTH
" 1oHMKeHNe B 06IuaTa yrorpeba Ha B-aroHuctH -27,78% crnipamo 2,09% ripoMsHa cpaMo H3XOAHATE . S
CTOMHOCTH). e



5.2 @®apmMaKOKHHETHYHH CBOHCTBA

Adcopbyus. Cnea nepopasHo NpHAMKEHHE MOHTETYKACT ce abcopOupa G1p30. 3a puaMupaHn TabIeTKH OT
10 mg cpeanaTa NUKOBA NaazMeHa KOHLUEeHTPauns (Cpae) ce noctura 3a 3 daca (T o) 181 NpUIoKeHHe MpH
Bb3PACTHH Ha r1aano. Cpeanata OMOHATMYHOCT Ced MepopasiHo npuaokenue e 64%. [lepopanHara
GHOHANMMHOCT 1 Cya HE C& MOBIHABAT OT HOPMATHO XpaHene. bezonacHocTTa H ePUKACHOCTTa ca Ouu
OKA3AHH B KIMHHUYHH NPOYUBAHMA, TPH KOUTO ca JaBaHu GUIMupany TabneTku oT 10 mg He3aBncuMo oT
BPEMETO Ha XpaHEHE.

C tabaeTkuTe 3a AbBueHe OT 5 mg Cyp,, C€ AOCTHIA 3 ABA HACA CJIEA PUIOKEHHE PH BBL3PACTHH Ha
raaauo. CpeaHaTa GMOHATHUHOCT CJ1e1 MEPOPATHO MPUIOKeHHe € 73% 1 HamalaBa 10 63% npu
CTAHAAPTHO XPaHEHE.

Puasnpeoeaenue. MOHTENYKACT Ce CBBP3BA B NOBe4e OT 99% ¢ [1a3MEHUTE NPOTEUHH. OGeMbT Ha
pasnpeeneHne Ha MOHTENYKACT MPH PABHOBECHO CHCTOSHHE € cpeano 8-11 auTpa. [lpoyuBaHnus,
NPOBEAEHH MPH NABXOBE ¢ PAAMOBENA3aH MOHTETYKACT NOKA3BAT MHHUMATHO NPEMIHHABAHE NPE3 KPBBHO-
MO3buHaTa Gapuepa. OcBeH TOBA, KOHLIEHTPALMUTE Ha panuodesssaHus MaTepian Ha 24-1tHs vac cael
[034T4 ¢4 MMHUMAJHK BbB BCHUKH APYTH ThKaHH.

Buompancopyiayus. MonTeaykacT ce MeTaloId31pa B ronsiMa creneH. B u3nuTBaHus ¢ TepaneBTiyH1
10311, NAA3MEHNTE KOHLEHTPALMH Ha METaB0AMTHTE Ha MOHTEIYKACT He MOTaT 1a ObAaT H3MEPEeHH B
PABHOBECHO CBCTOAHHE MIPH BB3PACTHH M Jeua.

I vitro npoyuBanua. 1Py KOUTO €A U3MO3BAHN HOBELIKH 4epPHOAPOOHH MUKPO30MH, MOKA3BAT, He B
MeTA60IMIMA Ha MOHTEIYKACT ce BKIOUBAT LuToxpomu P450 3A4, 2A6 1 2C9. Bps ocHosa Ha
JAOMBIAHUTEIHH PE3YATATH OT in Vilro W3CNeIBaHe B HOBELUKM 4epHOAPOOHH MUKPO30MH € YCTAHOBEHO, He
TepaneBTHYHHTE MTA3MEHH KOHUCHTPALIMH HA MOHTEIYKACT HE uHxHOupat uuroxpomu P450 3A4, 2C9,
1A2. 2A6. 2C19 wu 2D6. [TpuHOCHT Ha METAOOIUTHTE 32 TePANEBTUHHIS e(eKT Ha MOHTENYKACT €
MHHHUMAIEH.

Eauvunupane. TINa3MeHUAT KIUPBHC HA MOHTEJTYKACT € CPefHO 45 ml/min npu 3apaBu Bb3pacTHU. Crien
MepopaiHa 1032 Ha PaaHodes3aH MOHTENYKACT, 86% OT PaaHOAKTHBHOCTTA ce OTKpHBA Ha 5-51 1eH BbB
dpexaauute u <0.2% B ypunata. To3n QaKt, 32e1HO C OAPEALTICHATA 33 MOHTEIYKACT nepopasnHa
GHOHATHMHOCT, MOKA3BA, Y€ MOHTEYKACT U HErOBHUTE METABOMUTH C€ SKCKPETHPAT OCHOBHO HpPes
AKABMKATA.

Cneyugdpuyiu epynu nayuenmy. He ce Hajara KOPeKUHMA Ha 103aTa P MTALMEHTH B CTapyecka Bb3pacT WK
JeKa 10 yMepeHa 4epHOApoOHA HEIOCTATBYHOCT. He ca mposesiaHu 3caeaABaHUA NPH MALMEHTH ¢
GBOpeunu ypexxaanmus. Thi KATO MOHTEYKACT M HETOBUTE METabOANTH CE eTMMHHUPAT YPE3 MK TbYKATA, He
Ce Hajlara KOpeklus Ha 103aTa MPH NaLHeHTH ¢ OBpOpeunn yBpexxaanusa. Hima QaHHHM 32
(papMaKOKMHETHKATA HA MOHTE/YKACT MPH MALHUEHTH C TEXKA yepHOAPOOHA HEAOCTATHUHOCT (Child-Pugh
score >9).

[pu BUCOKK 103K MoHTeayKacT (20- 1 60-nbTH Hal MpenopbHBaHATA 1034 32 BB3pacTHH), ce Hab10aaBa
QOHWIKEHHE HA M1a3MeHaTa KOHLEHTpaLna Ha Teopuant. To3n edexT He ce HadaK0aaBa MpH
NpenoprYBaHATA 103a OT 10 mg BEIHBK AHEBHO.

5.3 [lpeakauHMuHH 1aHHH 32 Ge3onacHoCT

B {314 1BAHMS 3 FOKCHUHOCT. TIPOBEAEHH TIPH KHBOTHH, ce Hab/1i01aBaT MUHUMA/HH TIPOMEHH B
cepymumre nusa Ha ALT, mitokosara. pocdopa u TpUTITHLEPUINTE. KOUTO ¢a NPEXOIHH. HposigiaTe Ha
TOKCHUHOCT TIPH SKHBOTHHTE Ca YBEITMYEHO CAIOHOOTAEIAHE, TaCTPOUHTECTUHATHI CUMITTOMM. PEIAKH |
W3npakHeHus W Honer aucbananc. Tesn cumrromu ce HabIIOIABAT PH 03K 1 7-ITbTH HAX CHCTEMHATa .~ .-
eKCTIO3NUMA, HAGIIIOIaBaHa [IPH KIMHHYHH 1031, [1py MaiiMyHH, He)KelaHHTe peakLH ce HOABABAT TIpH
1031 ot 150 mg/kg/nreBHo (>232-1mbTH HAll CHCTEMHATA €KCITO3ULINA, HaGIII0(ABAHA TIPH KJIMHUYHA no3M).



1 [pu w3crieABaHUS ITPH KHUBOTHH, MOHTETYKAcT HE MOBJIMABA PEPTHIIMTETA WIH PEIIPOLYKTHBHHUTE
BB3MOXKHOCTH [IPH CHCTEMHA KCIIO3ULMSA, IPEBUILIABAIIA TTOBEYE OT 24 IThbTH KIMHHYHATA CHCTEMHA
eKCTIO3WLIAA. B M3ciie1BaHeTO Ha JKeHCKH (DepTHIIMTET TpH ruTbXxose ¢ 103a 200 mg/Kg/aHeBHo (>69-mbTH
HaJl CHCTeMHATa KITWHHYHA eKCTIO3HLMA ) ce OTOENN3Ba JIeKO HaMalleHHe Ha TeIeCHOTO TErJIo Ha MakHTe. B
H3ITUTBAHE TIPH 3aiLM CE YCTAHOBSABA N0-BUCOKA HECTOTA HA HEIIbIHA OCU(PUKALHA B CPABHEHHUE C
eAHOBPEMEHHO KOH'IPOTMPAHHN )KUBOTHH, 1PV CUCTEMHA €KCTIO3HUMS Haz 24-1TbTH M0-BUCOKA OT

KIMHHMYHA 1A CHCTEMHA eKCTTO3ULIMS. YCTAHOBEHA MTPH KJIMHHYHA Jo03a. He ca nHab.tolasaHi aHOMATHH TIpH
IBXOBE. YCTAHOBEHO €, Ye MOHTEIYKACT NpeMHHHaBa 1pe3 iaueHTapHata 6apuepa u ce eKeKpeTHpa B
K'bPMaTa IpH KUBOTHHTE,

[lpH enHOKpaTeH nepopasieH IpUMeM Ha MOHTENYKACT HATPHH B 103K 10 5000 mg/kg mpH MHLUKH H MIBXOBE
(15,000 mg/m: n 30,000 mg/m3 TPH MHUIUKK H [UTbXOBE, CHOTBETHO), B M3(INTBAHE 38 MAKCHMMATHA 1032 HE
ca Habno1aBaHN cMBPTHH cay4an. Tasu 1o3a e exBuBagenTHa Ha 25,000 mbTH npenopkusaHaTa AHEBHA
1032 NPY Bb3PACTHU MALUMEHTH (OMpeaeNeHa IPH Bb3PacTHH MaLMeHTH C TEro 50 kg).

VCTaHOBEHO €. Ue MOHTETYKAcT He € GOTOTOKeHdeH npu MUk 3a UVA, UVB 1in nbunte oT BUAHMUA
crekTbp B 103K 10 500 mg/kg/aHesHo (npubausutenno >200-mbTy HaQ KIMHAYHATA 1033).

MOHTeKYJaCT He € MyTATeHeH B i Vitro W in vivo H3NUTBAHKA, HUTO TyMOPOTEHEH MIPH rpH3auu.

6. GAPMAINEBTUYHHU JAHHU
6.1 CnuMcbK HA NOMOUIHUTE BellecTBa

Llevao3za, MHKPOKPHCTaIHA
XHAPOKCHIPOMUALEYTO3A
Kpockapsmenosa HaTpuid
MaHuTOoN

Acnapram (E951)

MarHesues creapar

Huevenim PB-24880:

JlakTosza MoHOXHApPAT

Kenesen okena vepsen (E172)
Apayiain na wepeuta:
HaTypaaHo-MAeHTHYHY apOMATHH BELLECTBA
Apomari

HaTypanHu apoMaTHH BELLECTBA
MaaToaekeTpuH (KapTod)
Apabcexa ryma (akais) (E414)
Tpuauetrun (E1518)

ET1a manton

Maaron

Anda-tokodepos (E307)

6.2 HecbBMecTHMOCTH

Henpuaoxumo

6.3 Cpox npa roasoct

2 TOAMHH

6.4 CnenuanHu ycJ10BHS HA ChbXPaHeHHe

ﬂ,éi Ce CbXpaHsABA B OpHIrHHA/JIHATa OMAKOBKA, 3a Ja ce nmpeanasu o1 Bjara v CBET/IMHA.

R




6.5 [Jauum 32 onakoBKaTa
Onakoeku ot OPA-AI-PVC/AI Gaucrepu:
7,10, 14, 28, 30, 56, 60, 98, 100

He Bcuuky BHAOBE onakoBKK mMoraT aa ObAaT NYCHATH B npoaaxsa.

6.6 Cnenuanumn npeanasHu MepKU NpPH HIXBbpJsHe H padoTa

Beeky HeW3NoOA3BaH NPOIVKT WM OTNaAb49eH MaTepuan TpsatBa 1a ¢e U3XBLP/A B CbOTBETCTBHE C MECTHUTE
H3HCKBAHMA.

7. NPUTEXATEJ HA PABPEILUEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Revkjavikurvegi 76-78

220 Hafnarfjordur
HMcaanaus

8. HOMEP(A) HA PABPELHIEHUETO 3A YIIOTPEBA

9. JATA HA IbPBO PA3SPEIIABAHE/NNOJHOBSBAHE HA PAZPEILIEHUETO 3A
YINOTPEBA

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA
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