NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 87 mukporpama/5 mukporpama/9 MEUKporpama pa3TBOp MO HaJISITaHe 32 MHXaJalus

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcsika mocraBeHa mo3a (1o03ara, KOATO U3IM3a OT MYHAINIYKA) ChABPKA 87 MUKpOrpaMa
oeknomera3onoB aunpornuonat (beclometasone dipropionate), 5 mukporpama ¢popMoTeposIoB
¢dymapar guxuapar (formoterol fumarate dihydrate) u 9 Mukporpama riIMKONUPOHUYM
(glycopyrronium) (kato 11 Mukporpama riiuKOMMPOHHEB OPOMUI).

Bceska otmepena fo3a (no3arta, KOSTO H37IM3a OT BeHTHIa) cbabpika 100 Mukporpama 0eKJIoMeTa30HOB
JUIPOIHOHAT, 6 MUKporpama opmoreponos pymapar auxuapaT u 10 MUKporpaMa riIMKOIUPOHUYM

(xaTo 12,5 MuKporpamMa rimKOIHPOHUEB OPOMUL).

TloMoONTHO BEIIESCTBO C U3BECTHO ACHCTBUEC:

Trimbow cpabppka 8,856 mg eTaHoI Ha BIPHCKBAHE.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
Pa3TBop 1o HanmsATaHe 3a MHXANAIMS (MHXATAIUS 10T HAJSITaHe)

BC3I_[BGTCH A0 KBJITCHUKAB TCUCH Pa3TBODP.

4, KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

XpoHnyHa 06¢cTpyKkTHBHA 6enoapobna 6onect (XOED)

[Moxnbprxkalno eUeHNe IpU Bh3PACTHU MAMEHTH ¢ yMepeHa 1o Texxka XOBB, nmpu kouto He ce
MOCTUTA JIOCTAThUEH TEPAIEBTUYCH KOHTPOJI C KOMOWHAIIHMS OT UHXAJIATOPSH KOPTUKOCTEPOUT U
IIBITOEHCTBAI OeTa2-arOHUCT MM KOMOMHALIMS OT IBITOeHCTRAIl OeTa2-arOHUCT U
JUBJITOJICHCTBAI MyCKapHHOB aHTATOHUCT (32 e(heKTU BhPXY KOHTPOJIA HA CHMITOMUTE H
npoduIaKTHKa Ha 000CTPSHHS BIDKTE TOUKa 5.1).

ActMma

ITopabpaxanio iedeHrne Ha acTMa IMPY BB3PACTHHU HAITUSHTH, IIPH KOUTO HE CE TIOCTUTA TOCTaThUCH
TepaneBTUYCH KOHTPOJI C TIOIIBprKaIa KOMOMHAIMSI OT ABITOACHCTRAI 0eTa2-arOHUCT U CPeIHa
J103a MHXAJIATOPEH KOPTHKOCTEPOU]T U KOUTO Ca UMAJIU €THO MJIH IMOBe4e 000CTPSHUS Ha acTMarTa

Ipe3 nmpeaxoaHaTta roguHa.

4.2  J1o3uUpOBKa U HAYMH HA NPUJIOKEHUE

gO?»H[}OBKa

HpenoquI/ITenHaTa J03a € IBC MHXaJIallu1 IBa II'bTU JHCBHO.
MakcumanHara J03a € IBC MHXaJlalliy JABAa II'bTH AHCBHO.



IMarenTure TpsOBa Aa OBAAT CHBETBAHM 1A IpHeMaT Trimbow Bceku [eH, Jopu Koraro ca
ACHMITTOMATHYHH.

AKO BB3HUKHAT CHMIITOMH B TIEPHUO/Ia MEXKIy TO3UTE, TPSOBA J1a Ce M3M0I3BA MHXAIATOPEH,
KpaTKojieiicTBal 6era2-aroHUCT 3a He3a0aBHO OOJICKICHHE.

Acmma

Koraro ce n3bmpa KOHIIEHTpaIlMsITa Ha HadamHara go3a Trimbow (87/5/9 muxporpama wim

172/5/9 muxporpama), TpssOBa Ia ce MPELEHAT TEKECTTA Ha 3a00JIIBaHETO HA TTAMEHTUTE, TIXHATA
NpEIUIITHA Teparnus 3a aCTMa, BKITFOUUTETHO 103aTa uHXagatopHu koptukoctepouan (ICS), kakTo u
HACTOSIIIUAT KOHTPOJI HA CAMIITOMUTE HA aCTMa U PUCKBT OT OBJICIIO 000CTPSIHE.

HI/IBXOZUII]_IO THUTPpUPAHC HA 103aTa

ChbCTOSHHETO HA MAMEHTUTE TPIOBa PEAOBHO Aa Obe MPEOIICHIBAHO OT JIEKap, Taka ue TEXHUTE
J1031 OEKI0MeTa30H/(POPMOTEPOII/TIIMKOIIUPOHUYM Ja OCTaHAT ONTHUMAJIHH U Ja C€ IPOMEHST CaMo I10
JIeKapcKa npenopbka. Jlo3ure TpsOBa 1a ce TUTpUpAT J0 HA-HUCKUTE JI03H, PU KOUTO C€ TOTbPKa
e(eKTUBEeH KOHTPOJI Ha CHMIITOMHUTE Ha acTMa.

CHCLII/IaJ'IHI/I nomnyjaanuu

CmapquKa 8b3pacm
He ce nanara KOPCKIMUA Ha J03aTa MMpH NAallMUCHTH B CTAPpYCCKa Bb3pacCT (65 T'OOWHHU U HOBC‘-IC).

bvopeuno yepescoane

Trimbow Moe Ja ce H3MOI3Ba MPHU MPETOPhUNTETHATA 1032 TIPH IMAIIMECHTH C JIEKa CTETIeH (CKOPOCT
Ha ryiomepyiHa ¢puntpanus [glomerular filtration rate, GFR] >50 go <80 ml/min/1,73 m?) no ymepena
crenen (GFR >30 mo <50 ml/min/1,73 m?) na 666peuno yBpexaane. Yorpebara Npy NaUEHTH C
texka crenel (GFR <30 ml/min/1,73 m?) na 660peduHo yBpexkaaHe Ml TePMHUHAIHA OEOpeUHa
negocrarbunoct (GFR <15 ml/min/1,73 m?), nanaraum auanusa, 0COGEHO aKO ca CBHP3aHU ChC
3HAYUTEITHO HAMAJICHHE Ha TEJIECHOTO TETJIO, TPSIOBa Ja ce OOMHUCIS caMO aKo OYaKBaHATa 1oji3a
HAJXBBPIISA TOTEHITHATHYS pUCK (BK. Touka 4.4 u 5.2).

Yeprodpobro yspedcoane

Hsima croTBeTHH AaHHM OT yrioTpebdara Ha Trimbow Mpu ManyeHTH ¢ TeXKa CTENECH Ha YepHOIPOOHO
yBpexaane (knacudunupano kato kinac C mo Child-Pugh) u nekapcrsenusr mpoaykr TpsoBa aa ce
U3II0J13Ba C TIOBUIIICHO BHUMAHKE MPU TE3H MaIMeHTH (BK. Touka 4.4 u 5.2).

[leduampuuna nonynayus

XObF

Hsama croTBeTHa ynorpeba Ha Trimbow B nenuaTpudnarta nomysarus (o 18-roguniHa Bs3pact) 3a
MOKa3aHUETO XPOHUYHA 00CTPyKTHBHA OemoapobHa 6oect (XOBB).

Acmma
besomacHocTTa 1 edukacHocTTa Ha Trimbow npu neguaTpuyHaTa MOIMYJIAKs (HAa B3PAcT MOX
18 roauHmM) Bee olmle He ca ycTaHOBeHH. JIMTICBAT TaHHH.

Hauun Ha OPHUITOKCHUC

3a HWHXaJIATOPHO IMMPUITIOKCHHUC.

3a ;a ce rapaHTHpa MPaBUIIHOTO MPUIOKCHHUE Ha JIEKAPCTBEHUS IPOAYKT, Ha MAI[MeHTa TpsOBa 1a
ObJIc TI0KAa3aHO KaK IIPABHJIHO Ja M3II0JI3Ba HMHXAJIaTopa OT JIEKap WX IPYT MEIUIIMHCKH CIICIIHAIIUCT,
KOHTO TpsiOBa CHIO TaKa PEJOBHO Jla MPOBEPSBA aJCKBATHOCTTA Ha MHXAIATOPHATA TCXHHUKA Ha
nanuenTa (BxX. ,,Yxkazauus 3a ynompeba™ no-nony). [lammeHTsT TpsiOBa 1a O'b€ MOCHBETBAH Jia
MpOoYeTe BHUMATEIHO JIMCTOBKATA M Ja CJIe/IBa yKa3aHUITA 33 ynoTpeda, JaJeHU B HEsl.



To3u ekapcTBEH MPOAYKT C€ MIPEIOCTABS C JO30B OpOSY WIIH T030B MHANKATOP Ha 3aHaTa J9acT Ha
WHXaJIaTopa, KOWTO MOKa3Ba KOJIKO BIPHCKBAHUS OCTABAT. 3a OMMAKOBKATA O] HAISITAHE ChC

120 BupbCcKkBaHUA, BCEKU BT, KOTATO MAIIMEHTHT HATUCHE OMIAKOBKATa, C€ OCBOOOXK/1aBa BIPHCKBaHE
OT pa3TBOpa ¥ OPOSYBT OTYHTA C €ITHA J103a TI0-MAJIKO.

3a omakoBKara 1o Hajsarane cbe 180 mo3u, BCEKH IIbT, KOraTo NalMEHTHT HATUCHE OIIaKOBKATa, Ce
0CBOOOKTaBa BIPBCKBAHE OT Pa3TBOPA M MHIUKATOPHT CE 3aBbPTa B MAJIKa CTEIICH; OposT Ha
OCTaBaIlIUTE BIIPHCKBAHMS C€ TIOKa3Ba Ha WHTepBaiH 1o 20.

ITammmeHTHT TPsiOBa a ObIIE TOCHBETBAH J1a HE U3ITyCKa MHXAIATOPa, Thi KATO TOBA MOXKE J1a JIOBEIE
no oTOposiBaHe OT Opostya.

Ykazanus 3a VVlOWlD€6Cl

Iloozomoeka na unxanamopa

[Ipenu na n3non3Ba MHXAIATOPA 3a IBPBU BT, MAIIMEHTHT TPsOBa 1a OCBOOOIM €IHO BIIPHCKBAaHE BHB
BB3/lyXa, 3a J1a Ce YBEpH, Y€ HHXANATOPHT PYHKIMOHUpA 100pe (moaroroska). [Ipenn moaroroBkara
Ha OMAKOBKUTE 10 Hajsirane ¢be 120 min 180 BupbcKBaHUS, OpOAYBT/MHAMKATOPHT TPSAOBA J1a
otyuta cboTBeTHO 121 mm 180. Criex moaroroBkaTa OpoSYbT/MHIMKATOPHT TPAOBa qa oTunta 120
i 180.

H3znonzeane na unxanamopa

[NanuenTsT TpsIOBaA A2 € IPaB WK CeIHAI B U3MPABEHO MOJI0KEHUE, KOTaTO NMPaBU MHXAJIALHS C
unxanatopa. TpsiOBa na ce ciieBaT CTHIKUTE I0-0JTY.

BAXHO: cTpnku 2 1o 5 He TpsAOBa Aa ce W3MBJIHABAT NpEeKaIeHo Obp30:

1. [NanuenTsT TpsOBa Aa CBaNMM MpeNa3HaTa Karnayka OT MyHAILIYKa U J1a IPOBEPU AN
MYHAIIYKBT € YUCT U HAMA IIpax U 3aMbpPCABAHUA UJIN APYTH YY)KOU TCIA.

2. [MatmeHTHT TpsIOBa A M3AMIIA OABHO U KOJKOTO € Bh3MOXKHO IO-ITBJIHO, 32 JIa U3MIPa3HU OenTe
IpoOoBe.

3. [ManmeHTsT TpsiOBa 12 ABPKM HHXATATOPA H3MPABEH BEPTHKAIHO U J]a TOCTaBU MYH/LIyKa

Mexy 3p0uTe, 0e3 1a ro 3axanBa. Crell ToBa yCTHUTE TPsIOBA Jla ¢e OCTaBAT OKOJIO
MYH/IIIYKa, @ €3UKBT Ja JICKH O] Hero, 0e3 J1a ce mperbaa.

4, CrhleBpeMeHHO NMaIMeHThT TPsOBa 1a BAUIIa 0aBHO U IBIOOKO MPe3 ycTara, JOKaTo OennTe
Jpo00Be ce M3MBJIHAT C Bh3AyX (ToBa TpsiOBa Ja cTaHe 3a 0KoJIo 4-5 cexyHau). Beanara cien
3al0YBaHe Ha BIUIIBAHETO, MAIUCHTHT TPSAOBA CUIHO J1a HATUCHE HAJI0JIy TOpHATA YacT Ha
OIMaKOBKaTa TMOJ| HAJIATaHe, 3a J]a OCBOOOIN €THO BIPHCKBAHE.

5. Cnen ToBa ManueHTHT TPsIOBA Jja 3aABPKU AUIIAHETO KOJIKOTO € Bb3MOXKHO HO-IBJIr0, ocie Aa
W3BaJIi MHXAJIATOpa OT ycTaTa U Ja u3auiia 6aBHo. [lanueHThT He TpsAOBa J1a U3AMIIBA B
MHXaJaTopa.

6. Crnie TOBa MallMeHTHT TPSOBA J1a IPOBEPH JTO30BUS OPOSTY HITH TO30BHS HHIUKATOP, 32 Ja Ce

yBEpH, Y€ TOM Ce € IPEMECTHUI ChOTBETHO.

3a j1a BIUIIA BTOPOTO BIPHCKBAHE, MAIIMEHTHT TPSAOBA a 3aIbPXKH HHXAJIATOPa BEB BEPTUKAITHO
noJio’keHue 3a okosio 30 cekyHAM U 1a TOBTOPHU CTHIIKH 2 0 6.

AKoO crell MHXaJjlanysiTa ce MosiBM MbIVIa OT HHXaJaTopa WK OT BIVIUTE Ha yCTaTa, IpoLeaypara
TpsiOBa J1a ce TIOBTOPH OT CTBIIKA 2.

Crnen ynorpe0a manyueHTHT TPAOBa /1a 3aTBOPY MHXAIATOpa C MPEANa3HaTa Karnadyka Ha MyHIIYKa |
Jla TIPOBEPH JO30BHS OPOSY WJIH T030BUS HHIUKATOP.

Crnen nHXamupaHe MalMEeHTHT TPSIOBa Jla H3IJIaKHE yCcTaTa WK Jla HalpaBy raprapa ¢ Boja, 06e3 ja s
MOTITBINA, WM J1a U3MHE 360UTe (BK. CBINO Touka 4.4).

Koea mpsbsa oa ce 63eme 1o unxanamop

[ManmeHTHT TpsiOBa 2 OBbJIe MOCHBETBAH Jla B3eMe HOB MHXAJIATOpP, KOTaTO JO30BHAT OpOsY UITH
WHIUKATOP mMoka3Ba gucyioto 20. Toii/Ts TpsOBa ga cripe 1a U3MoJI3Ba HHXAIaTopa, Korato OposdbT
WM WHAWKATOPBT MoKa3Ba 0, ThH KaTO OCTAHAIOTO KOJIMYECTBO OT JICKAPCTBOTO B MHXAJATOPA MOXKE
Jla He € JIOCTAThYHO 32 OCBOOOXKIaBaHE Ha ITBJIHO BIPHCKBAHE.



ﬂonbﬂyumeﬂyu YKA3AHUA 3a cneyuainu ecpynu nayuenmu

3a ManuCHTHU CbC c1a00CT B PBLUECTC MOXKC 1a € IMO-JICCHO Aa AbPKAT MHXAJIATOpa C ABC PBLC. 3aroBa
ImoKa3aJlquTe TpSI6Ba Ja CC MOCTABAT BbPXY 'OpHATA YaCT HA OIIAKOBKATA IO/ HAJISITaHE, a ABaTa
rnajena - B OCHOBaTa Ha MHXajlaTopa.

[ManmenTture, 32 KOUTO € TPYAHO J1a CHHXPOHU3UPAT BIPHCKBAHETO HA a€p030J1 C BIHUIIBAHETO, MOTAT
Jia u3noj3Bar crericbpa AeroChamber Plus, mpaBuiiHO MOYKUCTEH, KAKTO € OMUCAHO B ChOTBETHATA
muctoBka. Te TpsOBa ga ObaT MHCTPYKTUPAHU OT TEXHUS JIeKap Wil (apMaIieBT 3a IpaBHiIHATA
ynotpeba ¥ MoApHKKa Ha HHXAJIaTopa U CIielchpa U TEXHUKATa UM TPsiOBa Jia ce MPOBEPH, 3a Ja ce
OCHUT'YPH ONITHMAITHO JTOCTaBSHE Ha MHXAJIMPAHOTO aKTUBHO BEIIECTBO 10 Oenute qpobdose. ToBa Moxe
Jla ce TIOCTUTHE OT MalueHTHTe, KonTo n3nomear AeroChamber Plus, ¢ eHO poaBIKUTEHO GaBHO
¥ I6J00KO0 BIMIIBAaHE MPe3 criechpa, 03 HUKAaKBO 3a0aBsHE MEXIy BIPHCKBAHETO M MHXAJIALUITA.
Kato anrepHatuBa manmeHTHTE MOTAT MPOCTO Ja BAUIIAT U U3AHMIIAT (TIpe3 ycTrara) Clie
BIPBCKBAHETO, CIIOPE]] yKa3aHHsTa B JINCTOBKATA HA CIICUCHPA, 3a Ja TMOJy4aT JICKaPCTBEHHUS MPOILYKT
(Bk. Touka 4.4 u 5.2).

Touucmesane

3a peIoBHO MMOYMCTBAHE HA MHXAIATOpa MAllMEHTUTE TPsIOBa Jia CBAJISAT €KECEIMUYHO Karavkara oT
MYH/IIIYKa U J1a U3TPUBAT BHHIIHATA U BHTPEIIHATA YaCT Ha MyH/IIYKa ChC cyXa Kbpra. Te He TpsOBa
Jla M3BAXK/IAT OMAKOBKATA IT0/] HAJSITaHE OT MHXAJIaTopa U He TPsAOBa J1a M3MOI3BAaT BOJIA MITH IPYTH
TEYHOCTH 3a MOYUCTBAHE HA MYH/IITyKa.

4.3 IlpoTuBONMOKA3aHUS

CBp’LX‘-IYBCTBI/ITeHHOCT KbM aKTHBHHUTC BCIICCTBA UJIM KbM HIAKOC OT IIOMOIIHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 CpoeuuajHu npenynpe:xIeHUs! U NPeINa3Hu MePKH NPH ynoTpeda

Hee OpCaAHAa3HA4YCH 3a VHOTDe6a IpH OCTPH €IIU300HU

To3u JiekapcTBEH MPOAYKT HE € MOKa3aH 3a JIeYeHHe Ha OCTPH ENHM30/1 Ha OPOHXOCTIa3bM HITH 32
JieueHre Ha 000CTpsIHE Ha 3a00BaHETO (T.€. KATO CHACHUTETHA Teparus).

CBpPbXYYBCTBUTEITHOCT

HNma C’I)06H_ICHI/I$I 3a He3a0aBHU PpCaKknun Ha CBPBXYYBCTBUTCIIHOCT CJIC MPUITOXKCHUC. AXO Bb3HUKHAT
CUMIITOMH, IMOKa3BalIX aJICPrudHu pe€aKnuu, rMo-Cru€uajIHO aHIr'MoeaEeEM (BKJI}O‘-II/ITCHHO 3aTPYAHCHO
AUIIaHC WIN MPETIIbIIaHe, MOAYBAHC Ha €3UKa, YCTHUTC U J'II/ILICTO), YPTUKaApU U KOXKCH O6pI/IB,
JICYCHUCTO Tpﬂ6Ba BC€AHara Jia €€ npCKpaTu U aa CC Ha3HAYU aJITCpHATHBHA TCpaIus.

IlapamokcaneHn OpoHXOCIa3bM

Moske ma ce moxy4s napajgokcaieH OpoHXOCIa3bM ChC 3aCHIIBaHE HA XPUIIOBETE U 33/1yXa
HEIOCPEICTBEHO clies Ipuiarade. Tol TpssOBa 1a ce JieKyBa BeHara ¢ 0bp30/1cHCTBAI HHXATaTOPEH
opouxoauaaraTop (00seK9IaBaIio cpeacTro). JledeHnero TpsiOBa BeqHAra a ce MPEKPaTH, MalUeHThT
Jla ce OIICHU U J1a Ce Ha3Ha4yW aNTepHATHBHA TEPAIns, aKo € HEOOXOIUMO.

BromraBane Ha 3a0019BaHETO

IIpenmoppUYUTEITHO € IEYCHUETO Ja HE Ce CITUpa PSA3KO. AKO MAMEHTUTE CUUTAT JICUCHUETO 3a
Hee(heKTUBHO, TE TPSIOBA /1a MPOIBIDKAT JICUEHHUETO, HO TPSAOBA Ja c€ MOThPCH MEIUITMHCKA TTOMOIII.
[ToBumraBamara ce ymorpeda Ha o0JieKYaBaIy OPOHXOUIIATATOPH ITOKa3Ba BIIONIaBaHE HA OCHOBHOTO
3a00JIIBaHE U Hajara NpeolleHKa Ha TepanusaTa. BHE3alrHOTO WU MPOTPECUBHO BIIONIABAHE HA
CHMITTOMUTE € IMIOTEHITHAITHO YKMBOTO3aCTPAIIaBAIIO U MAITUEHTHT TPSOBa 1a ObIe MOIOKEH Ha
CIICIIHA MCAULIMHCKA OIICHKA.



ChbpaeyHOCHI0BH e(heKTH

[Topaau HanuumeTo Ha IBJITOAEHCTBANM OeTa2-arOHUCTH U TBJITOISHCTBAI MyCKapUHOBU
aHTaroHUCTH, Trimbow TpsOBa Jia ce M3IMO0JI3Ba C MOBHUIIICHO BHUMAHUE MPH MAIMEHTH ChC CHPJICYHU
aApUTMHUH, 0COOCHO aTPUOBCHTPHUKYJIAPEH OJIOK TpeTa CTCICH U TaXUAPUTMUH (YCKOPEH /MU
HENPaBUJICH ChPJICYCH PUTHM, BKIIFOUUTEITHO MPEICHPIHO MBK/CHE), IIMOMTATUYHA CyOBaIByIapHa
AOpTHA CTEHO3a, XUMNepTPO(hUIHA OOCTPYKTHBHA KapJMOMHOIIATHS, TEXKKO ChPJIeuHO 3aboisiBaHe (TI0-
CIENUAITHO OCThP MH(MAPKT Ha MHOKApJIa, ICXEMHUYHA 0OJIECT Ha ChPIIETO, 3aCTOMHA ChpeYHa
HEJOCTAaTHYHOCT), OKITy3UBHU ChIOBH 3a00JI1BaHUs (TI0-CIISIIUAITHO apTEPUOCKIIEPO3a), apTepraTHa
XUTNEPTOHUS U aHEBPU3MaA.

Tpsi0Ba 1a ce BHUMAaBa U MPH JICUCHHUE HA TAIIMEHTH C U3BECTHO yabbkaBane Ha QTc nHTepBana
(QTc >450 munmucexyHIM 3a MBXKe WK >470 MITHCEKYH/IU 3a )KEHH) WK ChbMHEHHE 32 TaKOBa,
BPOJICHO WJIM WHAYIIUPAHO OT JEKapCTBEHU MPOMyKTH. [larmenTn, AMarHoCTUIIMPaHY C OTIUCAHUTE
ChPJCUYHOCHIOBH 3a00JIBaHUS, Ca OMJIM M3KITFOUEHH OT KJIMHUYHY MPOy4BaHus ¢ Trimbow.
OrpaHr4eHu TaHHH TPY MAIMEHTH C aCTMa U CHITBTCTBAIY ChPJCYHOCHIOBH 3a00JISIBAHMSI WITH
PUCKOBH (DaKTOPH MPEIIoIarat, ue Te3H MaIUeHTH ChIIO Ca C ITO-BUCOK PHCK OT HEeXENaH! PEaKIvy,
KaTO JIOKAIHHU I'bONYHN HH(EKIUH Wik AuchoHus (BXk. Touka 4.8).

Axo ce IJIaHUpa aHECTC3Us C XaJIOIT'CHUPAHU aHECTCTULIH, TpHGBa Ja Cc€ rapaHTupa, 4uc Trimbow HsiMa
Ja Cc€ npuiara Haii-manko 12 gaca npeanu HA4aJI0TO Ha aHECTEC3UATa, THU KaTO MMa PHUCK OT CBbpPACUYHHA

APUTMUHU.

[MoBuIlIecHO BHUMaHKE € HEOOXOIUMO M KOTaTO C€ JICKYBAT MAIUEHTH C THPECOTOKCHKO3a, 3aXapeH
nuabeT, PeoXpOMOITUTOM U HEJICKYBaHa XUITOKATHEMHS.

ITneBMonusg npu narmeHt ¢ XOBb

Ha6HI—OI[aBaHO € IIOBHIIICHUC Ha 4€CTOTaTa Ha ITHCBMOHMS, BKIIFOYUTCIIHO ITHCBMOHMS, U3HCKBaIlla
XocnuTaiau3anus, Ipy MalnueHTHU C XOBB, KOUTO MOJIy4aBaT MHXAJIATOPHU KOPTUKOCTCPOUIH. HNma
H3BCCTHHU JAaHHU 3a MOBUIICH PHUCK OT MHCBMOHUA C YBCIIMYABAHC HA 103aTa Ha CTCpouaa, HO TOBA HE
€ JOKa3aHO KaTCropu4yHo BbB BCUYKHU ITPOYyIBAHUS.

Jluncear Y6C,Z[I/ITCJ'IHI/I KIIMHUYHHA J0KAa3aTCJICTBA 3a PA3JIMKU B PAMKHUTC Ha KjiaCa, OTHOCHO CTCIICHTA
Ha pUCK OT IHEBMOHUA, ITPU PASTIMYHUTE MPOAYKTH, ChbAbPXKAIIU NHXAJIAaTOPEH KOPTUKOCTCPOU.

Jlexapute TpsiOBa Aa CIEAAT 32 Bb3MOXKHO Pa3BUTHE Ha MHEBMOHU pu nauneHTu ¢ XOBB, Thii kato
KJIMHAYHUTE XapakTePUCTUKU HA TaKWBa MH(EKLINHU ce MPUIIOKPUBAT ChC CUMITOMUTE HA 00OCTpSIHE

Ha XOBbb.

PuckoBure daxropu 3a mHeBMOHUA Npy nauueHTH ¢ XOBb BKIII0UBAaT aKTUBHO TIOTIOHOITYILICHE,
CTapyecka Bb3pacT, HUChK HHEKC Ha TesecHata maca (BMI) u texxka ¢popma Ha XOBb.

CucreMHHn e(beKTI/I Ha KOPTUKOCTCPOUIHUTEC

CucremMHH e()eKTH MOTAT Ja Bb3HUKHAT IIPHU BCEKH HHXAJIATOPEH KOPTUKOCTEPOHI, 0COOCHO IpU
BUCOKH JI03H, MIPEINKCBAH 3a AbJITH EpUoIu oT Bpeme. J{HeBHaTta no3a Trimbow choTBeTCTBa Ha
CpelHa 1032 MHXAJaTOPeH KOPTUKOCTEPOU]; OCBEH TOBAa TAKKMBa €(PEKTH € MHOTO ITO-MAJIKO BEPOSATHO
Jla Bb3HUKHAT, B CPAaBHEHHE C IEPOPATHUTE KOPTUKOCTEPOUIH. BB3MoKHUTE cCTeMHN eekTH
BKJIIOUBAaT: cuHApoM Ha Cushing, KylnHronzieH XxabuTyc, aipeHanHa cynpecus, 3a0aBsHe Ha
pacrexa, HaMansBaHe Ha KOCTHATA MUHEPAIHA IITBTHOCT U, MO-PSIIKO, MOPEIUIIA OT IICUXOJIOTHIECKU
WY TIOBE/ICHYECKH e(DeKTH, BKIFOUBAIIH ICHXOMOTOPHA XHIIEPAaKTUBHOCT, HAPYIIICHHUS HA CHHS,
0e3m0KONUCTBO, Aenpecust Win arpecus (ocodeHo npu aena). ETo 3aio e BaykHO MalMeHThT Ja ce
nperiaexaa peJoBHO U 103aTa HHXaJaTOpeH KOPTUKOCTEPOH/I J1a C€ HaMaJM /10 Hali-HUCKaTa 1034, [IPpU
KOSITO Ce MOAIbPIKA e(heKTHBEH KOHTPOII Ha acTMara (BXk. Touka 4.2).



Trimbow TpsiOBa Ja ce mpuiara ¢ IOBUIIICHO BHIMAaHUE TIPY TAIMEHTH ¢ aKTHBHA WITH JIATEHTHA
OemoapoOHa TyOepKyJ103a M MPHY MAITHEHTH C ThOMYHH U BUPYCHH WH(EKITHN Ha TUXATCITHUTE
MHTHIIA.

XHIIOKATHEMUS

Bcnenctue Ha Tepanus ¢ 6eTa2-aroHHCTH MOKE J1a e MOJIyYH MOTEHIHATHO CEpPUO3Ha
XHUIMOKanueMus. Ts nMa MOTEeHIHAI 1a TOBE/IE /10 HeXeTaH! ChbpAeYHOCHI0BH edektu. [IpenoppuBa
ce 0c00CHO BHIMaHHME NPH MAIUEHTH C TEXKO 3a00JsIBaHe, Thil KATO TO3H €PEeKT MOKE J]a CE YCHIIH OT
XUMOKCHA. XUMOKATUEMHITA MOXKE J1a CE YCHIIN M OT €THOBPEMEHHO JIEUEHHE C IPYTH JIEKAPCTBEHU
MPOAYKTH, KOUTO MOTaT Aa MHAYLHUPAT XUMOKAINEMUs], KATO HapUMep KCAHTUHOBH MPOU3BOIHH,
CTEPOHIH U JUypeTUIn (BXK. Touka 4.5).

[loBuiieHo BHUMaHKE ce NPEeNopbhUBa U KOTaTo C€ U3IMOJ3BAT HAKOJIKO 00JIeKYaBaIin
OponxoamnaraTopu. [IpenopbunTenHO € cepyMHUTE HUBA Ha KaJlMii a ce HAaOIr01aBaT B TAKMBa
CUTYyalllH.

XHUIeprinKkeMus

WNuxanamusata Ha GopMOTEPOIT MOXKE Jja IPHYMNHH IMOBUIIIAaBaHE HA HUBATa Ha KPhBHATA 3axap.
CrnenoBaTelHO KpbBHATA 3axap TpsiOBa Ja ce mpociie/siBa [0 BpeMe Ha JICUEHUETO, KaTo CE CIa3Bar
YCTaHOBEHUTE HACOKH IPH MAIUCHTH C JHA0CT.

AHTI/IXOJ'II/IHCDFI/IIJCH ed)eKT

I'mukonMpoHnyM TpsiOBa Ja ce W3I0JI3Ba C MOBUIIIEHO BHUMAHUE TIPH MAILMEHTH C TECHOBI'bIIHA
riayKoma, XMIepIuiasys Ha pocTaTaTa Wik peTeHuus Ha ypuHa. [lanuenture TpsioBa na 6baaT
MH()OPMHpPAHU 3a MPU3HAIMTE U CAMIITOMHTE Ha OCTpaTa TeCHOBI'BJIHA INIayKOMa U J1a ObJaT
HpeaynpeaeHH Ja CIpaT JCYCHUETO U J]a Ce CBBPIKAT ChC CBOA JICKap He3a0aBHO, aKO CE Pa3BUE HAKON
OT TE3M NMPU3HALM WK CUMIITOMH.

OcBeH TOBa, MOPAIH AHTUXOJIMHEPTUYHUTE CBOMCTBA HA MIMKOMUPOHHYM, IBITOCPOUYHOTO
€THOBPEMEHHO TPHJIOKEHHE C APYTH JICKAPCTBEHHU MPOIYKTH, ChIbPIKAIH aHTUXOJIMHEPTUIHH
CpeJICTBa, He ce mpenopbuBa (BXK. Touka 4.5).

TlanmeHTH ¢ TEXKKa CTEICH Ha 6’b6De‘{HO YBPCXKIAAHC

[Tpu nanueHTH ¢ TexXKa cTereH Ha ObOPEUHO yBpekIaHe, BKIFOUYUTEITHO TAKUBA C TEPMHUHATTHA
0BOpeYHa HeJOCTATHYHOCT, HAJIarallo JUajin3a, 0COOCHO aKo € CBhP3aHO ChC 3HAUYUTEIIHO HAMAJICHHC
Ha TEJECHOTO Teryo, Trimbow TpsaOBa 1a ce U3Mmo3Ba caMo ako OYaKBaHATa IM0J13a HAAXBhPIS
MOTCHITMATHAS PUCK (BXK. TouKa 5.2). Te3n manuenTu TpsAOBa 1a ce HAOJIF0AaBaT 3a MOTEHITHATHI
HEXKEIIaHU PEaKIUH.

IlanueHTH ¢ Te)XKa CTEIIEH HAa YePHOAPOOHO YBPEKIaHE

[Ipu manmeHTH ¢ TEXKa CTENCH HA YePHOAPOOHO yBpexkaane Trimbow TpsOBa 1a ce U3mo3Ba caMmo
aKo OYaKBaHaTa I0J13a HAIXBbPJIsI MOTCHIMATHUS pUCK (BXK. Touka 5.2). Te3n nmarmenTn TpssOBa 1a ce
HaOJFO/1aBaT 33 OTCHIMAIHN HEXKEJIaH! PEaKITHH.

IIpodunakTuka Ha opodapuHreasTnu NHGEKINU

3a ;1a ce HaMalld PUCKBT OT OpodapuHreaHa KaHAuI03Ha HH(EKIHS, TallMeHTUTe TpsOBa 1a Obaat
MOCHBETBAHU J1a U3IUIAKBAT yCTAaTa CU HJIH JIa TIPABAT raprapa ¢ Boja, 0e3 Ja s MorTbIar, Wiv aa
MUSAT 350UTE CH CIIe]] MHXaTUPaHE Ha MIPEeANICcaHaTa 103a.



3pUTETHU CMYIIIEHUS

[Ipu crcTEeMHO U JIOKATHO MIPUIIOKEHUE Ha KOPTUKOCTEPOH U Ca Bh3MOXKHU CHhOOIIEHUS 32 3PUTEITHA
CMyIICHMs. AKO IPU MAIMEHT Ca HAJUIEC CUMIITOMHU KaToO 3aMbIJICHO 3pEHUE WK APYTH 3PUTEITHU
CMYIIICHUS, MAIIMEHTHT TPsIOBa 1a Ob/ie HACOUCH 32 KOHCYNTAIHUS ¢ O(TaIMOIIOT 3a OIleHKa Ha
BB3MOXHHTE MPUYUHH, KOUTO MOTAT JIa BKJIFOYBAT KaTapakTa, TJIayKoMa MU PellKu 3a00JIIBaHMs KaTo
neHTpanHa ceposna xopuoperunonatus (LICX), 3a kouTo ce cro0IIaBa ciex CUCTEMHO U JIOKATHO
W3I0JI3BaHE Ha KOPTUKOCTEPOHIH.

HI/IBXOZUII]_IO THUTpUPAHC HA 103aTa

ChbCTOSHIETO HA MAUEHTUTE TPIOBa PEAOBHO Aa OBbe MPEOIICHIBAHO OT JIEKap, Taka ue TEXHUTE
JI03U Ha OEKJIIOMETa30H/(hOpMOTEPOII/TIIMKOIMPOHUYM JIa OCTAHAT ONTHMAHH U JIa CE IIPOMEHST CaMO
T0 JIeKapcKa npenopbka. Jlo3ute TpsaOBa 1a ce TUTPUPAT 0 HA-HUCKUTE JIO3H, IIPH KOUTO CE
MoTbPka e(HEKTUBEH KOHTPOJI HA CHMIITOMHUTE Ha acTMa.

C’LZ[’BD)KS.HI/IC Ha €TaHOJI

To3u exkapcTBeH MPOAYKT ChABPKA 8,856 MY eTaHON Ha BIPBHCKBAHE, KOETO € CKBUBAJICHTHO HA
17,712 mg Ha 1032 OT aBE BOphCKBaHUA. CHIECTBYBA TCOPETHUCH IMMOTCHIINAN 32 B3aUMOJICIHCTBIC
MPH 0COOCHO YyBCTBUTEIHU MAIUCHTH, IPUEMAIIX AUCYI(PHUpaM HITH METPOHUIA30.

4.5 B3aumopeiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (POpMHU Ha B3auMoOJelcTBHE

DdapMaKOKHMHETUYHN B3aNMOAECUCTBUSI

Tbi KaTO IMUKOMUPOHUYM C€ SIIMMUHUPA OCHOBHO 4pe3 ObOpennTe, B3auMOACHCTBHE MOXKE
MOTEHIUAIHO Jia Bb3HUKHE C JIEKAPCTBEHU NPOAYKTH, MOBIUIBAILY MEXaHU3MUTE Ha ObOpedHa
exckpenus (Bxk. Touka 5.2). EQeKkThT 0T HHXHOMpPAHETO HA TPAHCIIOPTA Ha OPraHUYHH KaTHOHH (C
M3M0JI3BaHe Ha LIMMETUAMH KaTo COHJa MHXuouTop Ha Tpancrnoptepure Ha OCT2 u MATE]) B
O0bOpenyTe BHPXY pasNpeesIeHUeTO Ha HHXAJIaTOPHHS TIIMKOIMUPOHUYM € TOKa3all OrpaHHYEeHO
MoBHUIIaBaHe Ha obmmara My cuctemHa excrio3unius (AUCo+) ¢ 16% u j1eko moHmKaBaHe Ha
060peunms kupbHC ¢ 20% BcleAcTBHE HA €THOBPEMEHHOTO MPUIIOKEHHE HA IIMMETHINH.

Bbexiomerazon ce Metabonu3upa B nmo-uucka crenet upe3 CYP3A B cpaBHEHHE ¢ HIKOH IPYTH
KOPTHUKOCTEPOUIH U T10 TMPHHITUIT HE CE 0YaKBAT B3aUMOJCHCTBHYS, BIIPEKH TOBA HE MOXE JIa ce
M3KJIFOYM BEPOSATHOCTTA OT CUCTEMHH e()EeKTH IPU CHITFTCTBAINA YITOTPeOa HAa MOIIIHA UHXUOUTOPH Ha
CYP3A (Hamp. puToHaBHp, KOOUITUCTAT), TOPAIH KOSTO MIPH yIOTpedaTa Ha TAKMBA JIEKAPCTBEHU
IMPOAYKTH C€ IMPEIIOPHYIBA TOBUIICHO BHUMAHHUE U TOAXOAAIIO IIPOCICAIBAHE.

(DaDMaKO JUHAMWYHNU BBaHMOﬂCﬁCTBHH

Cevp3sanu ¢ popmomepon

HexkapauocenexktuBauTe 6eTa-010KepH (BKIIOYUTEIHO KAalIKUTE 332 OYM) TPsIOBa Ja ce n30sreaT npu
HalUEeHTH, IPUEMAI HHXaTaTOpeH (opMOTepos. AKO ce IpHiIarat o HaJIOKHUTEITHH TIPHYHMHH,
e(exThT Ha (HOPMOTEPOIT III€ C€ HAMaJIH WIIH SITMMUHHUPA.

EnnoBpemennata ynorpe0a Ha Ipyru OeTa-agpeHepruiHH JEKapCTBEHN NPOAYKTH MOXKE /1a IMa
HOTEHIMAIHO aUTHBHU e(EeKTH; 3aTOBa € HEOOXOMMO IOBHIIIEHO BHUMAaHUE, KOT'aTO CE IPEIIHICBaT
Ipyru OeTa-aApeHepruuHy JEKapCTBEHHU NMPOAYKTH €AHOBPEMEHHO € ()OPMOTEPOIL.

E,ZIHOBpeMeHHOTO JICUCHUEC C XUHUIWH, TU30IIUpaMU, IpOKanHaAMH/Jl, aHTUXUCTaMWHU, I/IHXI/IGI/ITOI.‘)I/I
Ha MOHOAMHWHOOKCHAa3aTa, TPUMIUKINYHU aHTUACIIPECAHTU U q)eHOTI/Ia3I/IHI/I MOXE J1a YIbJDKN QT
HWHTCPBAJia U Jia IOBUIIH PHUCKAa OT KAMCPHU apUTMHUU. B JOIIBbJIHCHUC, L-I[OHa, L-TI/IpOKCI/IH,
OKCHUTOLIMH U aJIKOXOJI MOT'aT Ja BJIOoHIAT ChbpACUHATa IOHOCUMOCT KbM 6€T32-CI/IMH8,TI/IKOMI/IM€TI/IL[I/I.



EnnoBpeMeHHOTO JleueHne ¢ MHXUOUTOPY Ha MOHOAMWHOOKCHIAa3aTa, BKIIOUYNTEITHO JIEKapCTBEHI
MPOAYKTH C TIOAOOHM CBOICTBA, KaTo HanmpuMep (PpypasoiunoH u mpokapba3nH, MOXKeE J1a IPeAn3BUKa
XUTICPTOHUYHH PEAKITUH.

Hanuue e moBuiieH PHUCK OT apUTMHHU IIPU MATUCHTH, ITOJTydaBallll €CAHOBPEMECHHO aHECTE3 NS C
XaJIOrCHUPAaHU BBITICBOOOPOAN.

EnHOBpeMeHHO NieueHne ¢ KCaHTHHOBH IPOU3BOIHHU, CTEPOUIHN WU TNYPETHIIA MOXKE J1a IOTEHINpa
BB3MOXKEH XHITOKaIeMruieH eekT Ha Oera2-aroHucTute (BK. Touka 4.4). XumokanreMusTa Moxe Ja
MOBHILHU CKIOHHOCTTa KbM apUTMUU TPU MALIMEHTH, JEKYBaHH C AUTUTAIMCOBU TTIMKO3UAM.

Cévpsaniu ¢ 2IUKORUPOHUYM

JIBATOCPOYHOTO €IHOBPEMEHHO MPHUJIOKEHHE HAa Trimbow ¢ APyru JeKapcTBEHU MPOAYKTH,
ChIbPIKAIIM AaHTHXOJIMHEPTHYHH CPEJICTBA, HE € MPOYYBAHO M 10 Ta3u MPUYKMHA HE CE PENophuBa
(Bx. Touka 4.4).

4.6 @epruauTeT, )PEMEHHOCT H KbPMEHe

JIuricBa ONMT WITK TaHHM 3a 6€30MacHOCT MpH yroTpeba Ha mporenerTa Hopdaypan (HFAL134a) mo
BpeMe Ha OpeMEeHHOCT WK KbpMeHe npu xopa. [IpoyuBanus na eexra Ha HFA134a Bppxy
penpoayKTuBHaTa GYHKUMS U eMOpHO(ETaTHOTO Pa3BUTHE IIPH )KUBOTHHU, 00aye, He TIOKa3BaT
KIIMHIYHO 3HAYUMH HEXEJIaHU ePeKTH.

Bbpemennoct

Jlurcear uiyM MMa OrpaHUYeHHU JaHHU OT yrnoTpeOara Ha Trimbow mpu OpeMeHHH KEHH.
[Ipoy4uBaHusTa IPH )KUBOTHH MTOKA3BAT PEIIPOAYKTHBHA TOKCHYHOCT (BXK. TOUKa 5.3). M3BecTHO €, ue
TJIFOKOKOPTHKOUIUTE BOJST 10 €PEKTU B paHHATA TecTallioHHa (a3a, Jokato Oera2-
CHUMITATUKOMUMETHUIINTE, KaTo (hOPMOTEPOII, UMAT TOKOIUTHYHH epekTH. [10 Ta3u npuuuHa, KaTo
mpeJna3Ha MspKa € 3a Ipe/roYnTaHe Ja ce n30srea ynorpedara Ha Trimbow 1o Bpeme Ha
OpEMEHHOCT U paXKJIaHe.

Trimbow Tps0Ba 1a ce M3M0JI3Ba [0 BpeMe Ha OPEMEHHOCT CaMo aKo OYaKBaHaTa 10J13a 3a Maiikara
HaIXBBPJIS OTSHIIMAHHS PUCK 32 1U101a. KbpMaueTa 1 HOBOPOJICHH, POICHH OT MAiKH, ITOJTy4aBalln
3HAYMTEIIHU JI03H, TPAOBa J1a ce HaOII0AaBar 3a aJipeHaATHA CYIPECHSI.

Kopmene

JluricBaT CHOTBETHU KIMHUYHM JaHHU OT ynoTpedaTta Ha Trimbow 1o Bpeme Ha KbpMEHE IPH XO0pa.

['ITIOKOKOPTHKOUIUTE CE EKCKPETHUPAT B KbpMara. JIOTHYHO € Jja ce MPEeoaokH, 4e OSKIOMETa30HOB
JUIPOITUOHAT U HETOBUTE META0OIMTUTE CHIIO Ce EKCKPETHPAT B KbpMAaTa.

He e uzBecTHO manm popMOTEpOIT WITH TIHKOTHUPOHUYM (BKIIOYHTEITHO TEXHUTE METa0OINTH) Ce
EKCKpPETHUPAT B KbpMaTa, HO T€ Ca OTKPUTH B MIIIKOTO HA )KUBOTHH B TIEPHUO/I HA JIAKTAITHUS.
AHTHXOHI/IHepFI/IHI/ITC KaTo INIMKOIIMPOHUYM MOTr'aT Aa IMMOTUCHAT JIaKTauusATa.

TpsiOBa 1a ce B3eMe pelIeHue Jalli Jja ce MPEyCTaHOBH KbPMEHETO WIIN JIa Ce IPEyCTAaHOBHU/HE Ce
MPHUJIOKU Tepanusta ¢ Trimbow, KaTto ce B3eMaT NpeABH M0J13aTa OT KbPMEHETO 3a JIETETO U 1o3aTa
OT TepamnusTa 3a JKeHaTa.

DepTUIuTeT

He ca mpoBexxmany KOHKPETHHU MpoydBaHus ¢ Trimbow 3a 6€301acHOCT IO OTHOIIICHHE Ha
(deprmmTera npu xopa. [IpoyuBaHusTa Mpy KUBOTHU ITOKA3BAT YBpexkIaHe Ha GepTimTera (BK.
ToYKa 5.3).



4.7

EdexTu BhpXy cniocodHOCTTa 32 mopupaHe U padoTa ¢ MAIIMHU

Trimbow He moBMsABa WK MOBIKABA MPEHEOPEKUMO CIIOCOOHOCTTA 3a modupaHe u paboTa ¢

MalIruHH.

4.8

Hexenanu JICKAPCTBEHHU peaKIUU

0O06001menre Ha npodriia Ha 6€30HaCHOCT

Haii-gecTo cho0IIaBaHNTE HEXeNaHu peakiuu npu nanueHTr ¢ XObb u actMma ca ch0TBETHO:
muchonus ( 0,3% u 1,5%) u opanna kanauno3a (0,8% u 0,3%), KonTO HOPMATHO CE CBBHP3BAT C
WHXaJaTOPHHUTE KOpTUKOCcTeponan; MycKymHu crazmu (0,4% u 0,2%), kouTo MoraT Jia ce OTIaaar Ha
IbJIToeiicTBanus Oeta2-aroHuct; U cyxota B ycrara (0, 4% u 0,5%), KosTO € TUITUYCH

AHTUXOJIMHCPTUYCH eq)eKT.

IIpu marueHTH ¢ acTMa HEeXEMAHUTE PEaKIInd UMaT TSHACHIIMSI 1a HapacTBaT 110 BPpeMe Ha IEPBUTE
3 Meceria ciiet 3a1I0YBaHe Ha Teparus ¥ YecTOTaTa UM Jia HamallsiBa IPH MO-IBJITOCPOYHA yoTpeda

(cnen 6-mecedHO JeYCHUE).

CouchK Ha HEXKEIaHUTE JICKapCTBCHU PCAKIIUN B TabJIuYeH BU

HesxenanuTe peakinu, CBbpP3aHu ¢ OEKIOMETA30HOB TUMPONHOHAT/POPMOTEPOIT/TIIHKOTIUPOHHYM,
KOWTO Ca Bb3HUKHAJIM 110 BpeMe Ha KIMHUYHHUTE MPOYYBAHHS M TOCTMAPKETHHIOBUS OIHT, KAKTO
HEKETTAHUTE PEAKIIMH, OTMCAHU 3a OTICTHUTEC KOMIIOHEHTH, KOUTO Ca Ha Ma3apa, ca AaJCHHU M0-10Y,
HU30POCHU 10 CHCTEMO-OpPTaHeH KJIac U YeCTOTa.
YecroraTa € onpeaenena karo: Maoro sectu (>1/10); wectu (>1/100 o <1/10); meuectn (>1/1 000 mo
<1/100); pemxu (>1/10 000 mo <1/1 000); muOTO peaxu (<1/10 000) u ¢ HeusBecTHA yecTOTA (OT
HAJTMYHUTE JaHHU HE MOXKE J1a Ob/Ie HAITpaBeHa OICHKA).

Cl/ICTeMO-OpFaHeH KJ1ac

110 MedDRA Hexenana peaknus YecrtoTa
[Taesmonus (npu nanuent ¢ XOBB), apunrur,
opayHa KaHau103a, MHMEKIUs Ha MUKouHKuTe bTrial, | Yectu
Ha30(apuHIUT:
ndpexim 1 unecTarm I'pun, opanna re6uunHa MHpEKIHs, opodhapuHrearHa
KaHAHU03a, e30(areanHa KaHau103a, TbOnYeH H
(opo)dapuHruT, CURY3HUT!, pUHUT!, racTpoeHTEpHUT?, caect
BYJIBOBAIMHAJIHA KaHu 1032’
Wndexnus Ha JOJTHMTE JUXaTelIHd IbTHa (reouyna) | Penku
Hapymenus Ha kpbBTa 1 ['paHyJIOUUTONEHUS " Heuectn
nuMHaTa cucreMa Tpombonuronenus’ MHoro peaku
Anepruuen nepmaTur! Heuectn
Hapymenus Ha umyHHaTta
cHcTeMa Peakiuu Ha CBPBXUyBCTBUTEIHOCT, BKIFOUUTEITHO Pk

€pHUTeM, OTOK Ha YCTHUTE, JINLIETO, OUUTE U (haprHKCca

Hapyiienus Ha
SHJOKPUHHATA CUCTEMA

Anpenanna cynpecus’

MHoro peaxu

Hapymenus na XHUIOKanMeMHusi, XMIIEPTIUKEMHS Heuectn
MeTaboam3Ma U XxpaHeHeTo | Hamarnes ameTut Penxu
HecmokoiicTre! Heuectn

[cuxuunu HapyIIeHUs

[IcMXOMOTOpHA XMIIEPAKTUBHOCT., HAPyIICHUS HA
ChHA', 6E3M0KONCTBO, JeNpecHs’, arpecuBHOCT,

C HeusBeCTHA

1 YecToTa
TTOBEJICHYCCKH TPOMEHH (TIPETUMHO TPH JeTia)
NucoMmuus Penku
['maBoGonme Uectn

Hapyuienust Ha HepBHATa " 1 T

cHoTeMaA Tpemop, 3aMaliBaHe, TUCTEY3US, XUTOCCTE3HS Heuectn
XunepcoMHus Penku
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CucremMo-opraneH Kjiac
no MedDRA

Hexesnana peakuust

YecToTa

Hapymenus Ha ounte

3aMbrieHo 3perue (BK. Chbifo Touka 4.4)

C HeusBeCTHA
4ecToTa

I'maykoma’, karapakral

MHoro peaku

Hapyuienust Ha yXoTo 1

Bu3nanenue Ha EBcraxuesara Tpnoal Heuectn
JTa0MpPHUHTA
[IpencwepaHo MbxaeHe, yabmkaBane Ha QT nHTepBana
B €JIEKTPOKapIMorpamara, Taxukapaus, Taxuapurmus’, | Heuectu
MAJIHATAIIT
CbpaeuHy HapyIIeHUs I
Crenokapaus (cTabuiaHa™ 1 HecTaOwMITHA),
€KCTPACUCTONH (KaMEPHH M HaJIKAMEPHH), HOJAJIEH Penxu
pPUTBM, CHHYCOBa OpaauKapIusi
Xunepemus', 3auepBsBaHe’, XUIEPTOHUS Heuectn
CboBU HapyLICHHUS
ExcTpaBasaliys Ha KpbB Penxu
Huchonus Yectu
AcTMarruHa Kpu3al, Kauuiuia, poyKTHBHA
Kanumnal, IpasHeHe Ha rbpJIoTO, KPHBOTEYEHHE OT Heuectn
PecnimpaTtopuu, rpbIHT 1 1
Hoca", (hapuHTeasIeH epUTEM
MeANacCTUHATHN 0
HADVILICHS [Mapagokcanen 6poHxocnazbM-, 000CTpsIHE HA
py acTMara, opodapuHreantna 0oka, GapHUHIeaHO Penxu

BB3MIaJICHUEC, CYX0Ta B I'bPJIOTO

Jucnues*

MHoro peaxu

CroMantHo-4peBHU

Juapust, cyxora B ycrara, gucarus’, rajaee,

JUCIETNICUS’, TTapeNIo ycelane 1o ycTHuTe!, 366eH Heuectn
HapYIICHUS 1
Kapuec', (ahTo3eH) cToOMaTHT
Hapymenus Ha koxxata u | O6pus’, ypTukapus, npypuryc, xunepxuaposa’ Heuectn
MOJKOXKHATa ThKaH Anrmoenem* Penkn
P
Hapymenns Ha MyckyinHO- | MYCKYJTHH CIIa3MU, MUAJITHS, OOJIKU B KpaliHUK
pyuie YCKYJIHO YCKY. s > p ) Heuecrn

CKC€JICTHaTa CUCTEMA U
ChCAMHUTCIIHATA ThKaH

MYCKYJIHO-CKeJIETHA 60JIKa B repaure’

M3ocTaBane B pacrexkal

MHoro peaku

Hapymennst mHa 6s0penure

1
U3ypHsl, pETEHLUS HA ypUHA, HEQPUT Penku
A MUKOYHUTE ITHTUIIA Ausypus, p 1t ypuHa, Hep A
1
OO HapymeHus u Ymopa Heuectn
e(exTH Ha MACTOTO Ha Actenus Penku

TIPAIIOKEHUE [epudepen ememt MHoro penku
[Mosumen C-peakTUBEH NPOTEUH', MOBULIEH OPOit
TPOMOOLMTH, TOBUIIIEHH CBOOOIHE MACTHH H
KHMCEIMHNU', IOBUIIIEH UHCYIIMH B KPbBTa', MOBHUIEHN cHectn
Uzcnensanus KETOTeNa B KpbBTA', MOHMWKEH KOPTH30.1™
[TOBMIIEHO KPHBHO HAJIATAHE', MOHMKEHO KPBBHO Pe

Hansrane!

ITonmxeHa KocTHa H.II’IJTHOCTl

MHoro peaku

! Hexxenanun peaknuu, 3a Kouto ce cboomana B KXII Ha OHE eWH OT OTAESITHUTE KOMITOHEHTH,

HaOJII0aBaHK KAaTO HEXEIaH! PeakIiK B KIMHHYHOTO pa3paboTBane Ha Trimbow

MC)KI[y Ha6J'IIO,I[aBaHI/ITG HCXKCJIaHU PCAKIIUU CICIHUTC Ca TUIIMYHO CBBP3aHU C:

bexnomemasonos dunponuOHam

HO KOHUTO HE Ca

[THeBMOHMS, OpaTHU THOMYHU UH(EKITNY, THONYHA UHEKIUA HA JOTHUTE JUXATCITHY ITHTHIIA,
nuchoHUs, Ipa3HEeHe Ha TBPIOTO, XUIEPIIUKEMUS, IICUXMYHU HapYIIEHS, TOHMKEH KOPTH30,

3aMBIJICHO 3pCHHCE.

Dopmomepon

XUIMOKAIUEMUs, XUTIEPTIINKEMHUS, TPEMOP, MAJIHUTALMN, MyCKYJIHHU cria3MH, yabnkeH QT uHTepBan B
€JIeKTpOKapIMoTrpaMaTa, MOBUILIECHO KPbBHO HAJSTAHE, MOHMKEHO KPBBHO HAJSATAHE, MPEACHPIHO
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MBXICHE, TAXUKAPAHsI, TAXHAPUTMHUS, CTEHOKapA¥s (CTaOMIHA U HeCTAOMITHA), KAMEPHHU
EKCTPACHCTOIH, HOJAJICH PUTHM.

T nukonuponuym
I'maykoma, npefChpaHO MBXJICHE, TaXUKap/Ius, MaJIMUTAI[MK, CyX0Ta B ycTaTa, 3b0CH Kapuec,
JU3ypUs, PETCHIIMS HA YPUHA, HHPEKIUSA Ha MUKOYHUTE IIHTHUIIA.

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHN PEaKIIUU CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BaKHO. ToBa MM03BOJIsABA Ja PO IBIKK HAOIIOICHUETO Ha ChOTHOIIICHUETO IT0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, TOCOYCHA B

[punoxenue V.

4.9 Ilpeno3upane

IIpeno3upanero Ha Trimbow Moke 1a TPUYUHU MTPU3HAIIA U CAMIITOMH BCIICICTBHEC Ha
(hapMaKoJIOTHYHOTO JACHCTBUE HA OTJCIIHUTE KOMIIOHEHTH, BKITFOUUTEIIHO HA0JII0IaBAHUTE MIPH
MpeIo3upaHe Ha JpyTru 0eTa2-arOHUCTH WM aHTUXOJIIMHEPTUYHU CPECTBA, U B ChOTBETCTBHUE C
U3BECTHUTE e()EKTH Ha KJIaca MHXATATOPHHU KOPTHUKOCTEPOUaH (BXK. Touka 4.4). AKO Bh3HUKHE
Tpepo3upane, TpIOBa f1a ce MPOBEE MOITbPXKAIIO JICUSHHE Ha CAMITOMHUTE Ha TAIlUeHTa, C
MOJIXOJISIIII0 MOHUTOPHPAHE, aKO € He00X0IMO.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 ddapmakoaMHAMMYHHU CBOICTBA

dapmakoTepaneBTuuHa rpyna: JlekapcTsa 3a jeueHre Ha OOCTPYKTUBHH 3200 sIBAHUS Ha
JMXaTeIHUTE MBTUIA, aIPEHEPTIYHN CPEICTBA B KOMOMHAIINS C AaHTHXOJIMHEPTUYHH CPEJICTBA,

BKJIFOUUTEITHO TPOHHU KoMOuHanuu ¢ koptukoctepounu, ATC kox: RO3ALO9.

MexaHu3bM Ha HeﬁCTBHC )41 d)aDMaKOHI/IHaMI/I‘-IHI/I C(bCKTI/I

Trimbow chappska OEKIOMETa30HOB IUIIPONUOHAT, (hopMoTepoi u Taukonuponuym (BDP/FF/G) mox
(dopmaTa Ha pa3TBOP, KOSTO BOJH JI0 a€PO30JI ChC CBPBX(UHU YaCTHUIIN ChC CPE/ICH MacoB
aepoaMHaMuyeH auamersp (Mass median aerodynamic diameter, MMAD) okoo 1,1 Mukpomerpa u
€THOBPEMEHHO OTJIaraHe Ha TPUTE KOMIIOHEHTa. Aepo30IHUTE YacTuly Ha Trimbow cpenHo ca MHOTO
HO-MaJIKU OT YaCTHLUTE, JOCTABSIHU IIPH He-CBPbX(UHHM JiekapcTBeHH (HopMU. 32 OEKIOMETa30HOB
JMITPOTIMOHAT TOBA BOJIH JIO MO-MOILCH €EeKT B CPaBHEHHE C JIEKaPCTBEHU (OpMHU C HE-CBPBHX(PHHO
pasmpenenenne Ha pazmepa Ha gacturmte (100 Mmukporpama cBpbX(hHUH OEKIOMETa30HOB
nunpornuoHat B Trimbow ca exkBuBasieHTHH Ha 250 MHKporpamMa OeKJIIOMETa30HOB JUIPOMHOHAT B He-
cBpBbX(rHa nekapcTBeHa Gopma).

bexnomemazonos Ounponuonam

bekxnomerazonoB JUIIPOIMMMOHAT, IMpUjIarad 4pe3 MHXajJlalus Ipu NpCuopbUUTCIIHUTE 103U, UMa
TJIIFOKOKOPTUKOUAHO IMPOTHUBOBB3NAJIUTCIIHO ﬂeﬁCTBHC B Oemute ,Z[pO60B€. FHIOKOKOpTI/IKOI/II[I/ITe ce
M3II0JI3BAT IMPOKO 3a MOTHCKAHE HA BB3NAJICHUCTO IIPHU XPOHUYHU Bb3NAJIUTCIIHA 3a00JIIBaHUS Ha
JAUXATCIHUTC IIbTHUIIA. TsaxHOTO I[CﬁCTBPIe € MCAUUPAHO OT CBbP3BAHCTO KbM INTFOKOKOPTUKOUIHHA
PEUCIITOPU B IUTOIINIa3MaTa, KOCTO BOAW A0 MOBUIICHA TPAHCKPUIIIHNA HAa 'CHU, KOAWPpAIH
ITPOTUBOBBH3NAJIUTCIIHA IIPOTCHUHU.

Dopmomepon
®dopMoTEpOI € CeNIeKTUBEH OeTa2-apeHepruueH arOHUCT, KOWTO BOM JI0 OTITyCKaHE Ha

OpOHXHaJHATA IIaJIKa MYCKYJIaTypa IpH MAIEeHTH ¢ 00paTHMa OOCTPYKIHS Ha TUXATeITHUTE
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nbTHIA. BpoHXomunatupamuaT epekT 3anodysa 0bp30, B paMKUTE Ha 1-3 MUHYTH ClIe]l HHXAIALUs, U
“Ma TIPOIBJDKATETHOCT 12 gaca ciiel] eMMHUYHA J103a.

T iuxonuponuym

['TMKONUPOHUYM € IBJITOACHCTBAII AHTATOHUCT HA MYCKapHHOBUTE PEICNTOPU (aHTUXOJIMHEPTUIHO
CPEIICTBO) C BUCOK a)MHUTET, KOMTO CE U3I0JI3Ba 32 MHXAJAIMsI KaTO OPOHXOAMIATHPAIIIO JICUCHHUE.
I'mukonupoHnyM jericTBa upe3 OJoKupaHe Ha OPOHXOKOHCTPUKTUBHUS €()EKT Ha alleTHIIXOJIMHA
BBPXY [NIAJKOMYCKYJIHUTE KJIETKH B AMXATCIHUTE IIBTHILA, KATO 110 TO3M HAYMH Pa3IInpsBa
JIUXaTETHUTE bTUIA. [ TUKOMUPOHUEB OPOMHU/] € AaHTArOHUCT HAa MyCKaPHHOBUTE PEIICIITOPU C BUCOK
a(MHUTET, ChC CEIICKTUBHOCT KbM YOBEIIKUTe M3 perentopu, KosaTo, KakTo € IOKa3aHo, € 4 ITbTH T0-
rojisiMa CIpsiMO Ta3u KbM YOBEIIKHTE M2 perenTopH.

Kinnanuna edukacHocT 1 6€300aCHOCT

XObb

IIporpamara 3a KaIuHHYHO pa3paboTrane ¢asa |1l mpu XOBB e nposenena ¢ BDP/FF/G 87/5/9 u
BKJIIOUBA JIBE 52-CEIMUYHM aKTUBHO-KOHTPOJIMpaHU IpoyuBaHus. B npoyuBanero TRILOGY
BDP/FF/G e cpaBusiBan ¢ (hukcupaHa KOMOWHAINSA OT GEKIOMETA30HOB TUIPOITHOHAT U (POPMOTEPOIT
100/6 mukporpama, jBe HHXANAIMK Ba TbTH AHEBHO, (1 368 panmomusupany mamuenTn). B
npoyuBaneTo TRINITY BDP/FF/G e cpaBusiBan ¢ THOTponnyM 18 MHKporpama mpax 3a WHXaJamus,
TBBpJa Kalcyia, efHa HHXaNalus eUH IbT JHEBHO; B JOIIbJIHEHNE e(DEKTUTE ca CPABHSABAHU C
eKCTeMITOpallHa TPOitHa KOMOMHAIMS OT (UKCHUpaHa KOMOUHAIIUS OT OEKIIOMETa30HOB JUIPOMTHOHAT
u Gopmotepon 100/6 Mukporpama (chOTBETCTBAILA HA JocTaBeHa J03a 84,6/5,0 Mukporpama), 1Be
MHXAJIALUH JBa IbTU IHEBHO, IUTFOC THOTponuyM 18 MUKporpama npax 3a MHXajlalus, TBpaa
KaricyJa, eJlHa WHXaNalus enH TbT THeBHO (2 691 pangomusupanu nanueHTH). U nBere mpoy4yBanus
ca MPOBEJICHU MPH MAIUEHTH ¢ KinHrnYHa auarao3a XOBb ¢ Texko 10 MHOTO TeXKO OrpaHHYeHUE Ha
BB3aymHUS MoToK (PEO; moa 50% oT npenBuaeHs ), CbC CUMITOMH, OIICHEHU Che cKop 10 mmn
noBeue 10 Tecta 3a orieHka Ha XOBb (COPD Assessment Test, CAT) u ¢ Hali-Manko eqHO 000CTpsiHE
Ha XObb npe3 npenxognara roguna. [Ipubnuznrenno 20% OT mannueHTHTE, BKIIOYECHU B IBETE
Npoy4BaHus, ca u3nonssainu cueicbp AeroChamber Plus.

JombnautenHo ca npoBenenu nse Pasa I1Ib npoyuBanus 3a moigyyaBaHe Ha JaHHU B TIOJIKpENa Ha
epukacHocrra u 6e3omacuoctra Ha BDP/FF/G. TRISTAR e 26-ceMHYHO aKTHBHO-KOHTPOJIHPAHO
OTKpHUTO Tpoy4BaHe, B koeto BDP/FF/G ce cpaBHsiBa ¢ ekcTeMopanHa KOMOHHAIMS, ChCTABEHA OT
(ukcupaHa koMOMHanus OT (GIyTHKa30H/BUIIaHTEPOd 92/22 MUKporpama npax 3a HHXaJlalus, eqHa
WHXAJIAIMSl eJIMH BT IHEBHO IUTFOC THOTpONUyM 18 MUKporpama npax 3a MHxallamus, TBbpaa
KaricyJia, eiHa nHxananus eaus obT gaeBHo (1 157 pangomusupanu nanuenTtn). TRIBUTE e
52-ceIMUYHO aKTUBHO-KOHTPOJIMPAHO mpoyuBaHe, B koeto BDP/FF/G ce cpaBHsiBa ¢ pukcupaHa
KOMOWHANUs OT MHAAKATEPOJI/TIIMKOMUPOHUYM 85/43 MUKporpaMa mpax 3a HHXaJalus, TBbpAa
KarcyJa, efHa MHXalaus eaquH mbT AHeBHO (1 532 panpomusupanu nanuent). U nsete npoyyBaHus
ca npoBesieHH npu nomyaanys nanueHTn ¢ XOBb, cxonHa ¢ ta3u B mpoyuBanusta TRILOGY u
TRINITY.

Hamanseane na obocmpanusma na XObb

B cpaBHenue ¢ pukcrupana KOMOMHAIMS OT OEKJIOMETa30HOB AUMPONHUOHAT U (HOPMOTEPOII,
BDP/FF/G e mamanun gecToTara Ha yMEPEHUTE/TEKKHUTE 000CTpsHKS 3a 52 cemmunu ¢ 23% (decrora:
0,41 crpsimo 0,53 crbutns Ha manuent/roauna; p = 0,005). B cpaBrenue ¢ Tnorporuym, BDP/FF/G e
HaMaJIiJI YeCTOTaTa Ha yMEepeHHUTe/TexKuTe o0ocTpsHus 3a 52 ceaqmuuu ¢ 20% (yectora: 0,46 cipsimo
0,57 cpburust Ha nanuent/roauna; p = 0,003). B cpaBHenue ¢ hpukcupana KOMOHHAIHS OT
uHaKatepos u riukonuponnyM, BDP/FF/G e Hamamin 4ecToTata Ha yMEPEHUTE/TSKKUTE
oboctpsiHus 3a 52 ceqmunu ¢ 15% (uectota: 0,50 cripsimo 0,59 crOnTHS HA TAITMEHT/TOUHA;

p = 0,043), B cpaBuenue ¢ Tuorponuym, BDP/FF/G e Hamainmin yectoTara v Ha TEKKUTE 00OCTPSIHUS
(T.e. 6e3 ymepenure oboctpsiaus) ¢ 32% (uectota: 0,067 cupsimo 0,098 cbOMTHS HAa TAIMEHT/TOMHA;
p =0,017). He ca mabmoaaBanu pa3nuku pu cpaBHsBane Ha BDP/FF/G ¢ ekcremmopanna Tpoiina
KOMOWHAIIWs, ChCTaBeHa OT (PpHKCHpaHa KOMOMHAIIMSA OT OEKIOMETa30HOB AUIIPOITHOHAT 1
(hopMOTEpOI TUTFOC THOTPONMYM (YecToTa Ha yMepeHH/ Texxkn oboctpsHust: 0,46 cripsimo 0,45 crOnTHs
Ha TMaIUEHT/TOANHA).
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B nombiHeHue, B cpaBHeHHE ¢ (PUKCHUpaHa KOMOWHAINS OT OSKIIOMETa30HOB JTUMPOITUOHAT U
tdhopmorepon u ¢ Tnorpormym, BDP/FF/G 3HaunTenHO € YIOBIKUI BPEMETO 10 ITBPBO 000CTPSIHE
(xoedunmenT Ha puck croTBeTHO 0,80 1 0,84; chorBeTHO p = 0,020 U 0,015), 63 pa3TUKH MEXKITY
BDP/FF/G un ekcTremnopaiHara TpoiiHa KOMOMHAIHs, ChCTaBeHA OT (PUKCUpaHa KOMOUHAIHS OT
OCKIIOMETa30HOB JAUIIPOITHOHAT U (POPMOTEPOII IUTFOC THOTPOITUYM (KoePHIMeHT Ha puck 1,06).

Edhexmu evpxy 6enodpobnama gpynxyus

®EO; nmpeau npueM Ha go3aTa

B cpaBHenmue ¢ pukcupana KOMOMHAINS OT OEKIOMETa30HOB TUMPONHOHAT U (hopmoTepou,
BDP/FF/G e nonoopun ®EO; npeau npuem Ha no3ara ¢ 81 ml ciuen 26 ceamunu neuenue u ¢ 63 ml
cien 52 ceqmui siedeHue. B cpaBrenue ¢ tnorponuym, BDP/FF/G e mono6pun @EO; npenu npuem
Ha no3ata ¢ 51 ml cien 26 ceamuiy jedenue u ¢ 61 ml cien 52 ceaqmunm jgedenue. Te3u mogo0peHus
ca 6w cratuctraecky 3HaunMu (p < 0,001). B cpaBHeHue ¢ puKkcHpaHa KOMOMHALUS OT
uHIaKkatepod u rimkonuponuyM, BDP/FF/G e mono6pun cpeanns @EO; npeay npueM Ha jo3ara 3a
nepuoaa Ha 52-ceamuunoto Jeuenue ¢ 22 ml (p=0,018). [TogoOHu mogo0peHus, BLIIPEKH Ye HE ca
CTAaTHCTHUYECKH 3HAYMMU, ca HaOIomaBany Ha 26-taTta 1 52-Ta ceIMMUILA.

He ca na0mronaBanu pasiuku npu cpaBaeHue Ha BDP/FF/G u ekcremnopannara tpoiiHa
KOMOMHANus, CbCTaBeHa OT (puKkcHpaHa KOMOMHAIHS OT OEKJIOMETAa30HOB AUMPOITMOHAT U
hopmMoTepo wioc THOTporuyM (pasiauka 3 ml BbB @EO; npeau mpreM Ha 1o3aTa ciaeln 52 ceaMUIn
JICUYCHUE).

®EO; 2 yaca cieq npueM Ha J03aTa

B cpaBHenue ¢ pukcupana KoMOWHAIUS OT OEKJIOMETAa30HOB AUIPOIIMOHAT U POPMOTEPOIL,
BDP/FF/G e nomnoopun 3nauntenno ®EO; 2 yaca cien npuem Ha go3arta ¢he 117 ml cnen 26 ceqmunm
nedenue u ¢be 103 ml cen 52 ceamuiu geuenue (p < 0,001). Tasu kpaitHa ToYKa € H3MEpPBaHa CaMo B
npoyuBaneTo TRILOGY.

Wncnuparopen kananuret (MK)

B cpasuenue ¢ Tnorpormym, BDP/FF/G e momo6pmn sHauunrenno MK ¢ 39 ml (p = 0,025) u 60 ml
(p =0,001) choTBeTHO cnen 26 u 52 ceamuity aeuenue. [loqo0HN ehekTr ca HAOIIOaBaHH, KOTATO
BDP/FF/G e cpaBHsBaH ¢ eKkcTeMIiopaiHaTa TpoliHa koMOuHanus. Ta3u kpaifHa To4YKa € H3MepBaHa
camo B nnpoyuBaneto TRINITY.

CumnmomamuyHu pe3yimamu

BDP/FF/G e momo0pwi 3HaYMTENHO AUCTHESTA (M3MepeH KaTo MHIEeKC 3a TpaH3UTOPHA IHCITHES
(Transition Dyspnoea Index, TDI - hokanen ckop) cien 26 CeIMUIM JI€YCHHUE B CPaBHEHHE C
n3xoaHoTO HKBO (¢ 1,71 emuanny; p < 0,001), Ho KOpUrHpaHaTa cpeHa pa3jiuka crpsMo Gpukcrpana
KOMOHWHAIHS OT OSKIIOMETa30HOB TUTIPOITHOHAT 1 (DOPMOTEPOIT HE € CTATUCTUYSCKU 3HAUNMa

(0,21 epuuumm; p = 0,160). AHaau3 Ha peCIIOHAEPUTE MTOKA3Ba, Y€ 3HAUUTETHO TTO-TOJISIM TIPOIIEHT OT
MAIUEHTHTE Ca UMaJTH KITMHUYHO 3HAYUMO Tio/1o0perue ((okasieH CKop, ITO-TOJISIM HITH paBeH Ha 1)
cien 26 cenqmui ¢ BDP/FF/G, oTkonkoTo ¢ pukcrpana KOMOWHAIHS OT GEKIOMETa30HOB
munponuoHaT u opmotepo (57,4% crpsimo 51,8%; p = 0,027). TDI e usmepBan camo B
npoyuBaneto TRILOGY.

BDP/FF/G cblii0 Taka CTaTHCTHYECKH 3HAYUMO TPEBBH3X0K1a PUKCUpaHa KOMOUHAIHS OT
OEKJIOMETa30HOB JUIIPONHOHAT M HOPMOTEPOIT, THOTPONIUYM U (PUKCHpaHa KOMOWHAIIHS OT
WH/IaKaTepoJl ¥ TITUKOITUPOHUYM TI0 OTHOIICHHE Ha MOJJOOPEHUETO HA KAUeCTBOTO Ha )KUBOT
(13MepeHo ¢ BBIIPOCHHKA 3a qUXaTeHy HapymeHus Saint George Respiratory Questionnaire, SGRQ -
0611 ckop). He ca HabmromaBanu pasnuuus npu cpasHenre Ha BDP/FF/G u ekctemnopannara TpoitHa
KOMOMHAIIUs, ChCTaBeHa OT (PUKCUpaHa KOMOUHAIMS OT (DJIYTUKA30H M BHJIAHTEPOJI TLTIOC
THOTPOIINYM.

AHanu3 Ha PEeCTIOHIEPHUTE TIOKa3Ba, Y€ 3HAYUTEITHO MO-TOJISIM TPOIIEHT OT MAIlMeHTUTE ca UMalln
KIMHUYHO 3HAYMMO 1o100peHue (HaMaieHHe OT U3XO0JIHOTO HUBO MO-TOJISIMO WITH paBHO Ha 4) ciex
26 u 52 ceqmurn ¢ BDP/FF/G, oTkonkoTo ¢ (hukcHpana KoMOHHAINS OT OEKIIOMETa30HOB
TUTIPOTNHOHAT U (POPMOTEPOII, U C THOTPOTIHYM.
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Acmma

IIporpamara 3a kTUHUYIHO pa3zpadorBane (a3za Il mpu acTMa BKIIFOUBA IBE paHAOMU3HPAHU,
JIBOMHOCJICTIN, aKTUBHO-KOHTPOJIMPAHHU MPOYYBAHUS C 52-CeIMIUYHA TPOABIDKUTEITHOCT, KATO STHOTO
€ MMPOBEJICHO ChC CPEIHATA 1030Ba KOHIICHTpaIHs Ha MHXanaTopHus koptuoctepoun (ICS)
(BDP/FF/G 87/5/9; TRIMARAN), a npyroro — ¢ BucokaTa n030Ba kouuenrparms Ha ICS (BDP/FF/G
172/5/9; TRIGGER).

U nBeTe MpOydYBaHMS ca MPOBEICHN IIPH BH3PACTHH MAI[MEHTH ¢ KJIMHUYHA THArHO3a acTMa, KOMTO ca
OWJIM HEKOHTPOJIMPAHH Ha JBOWHO MOTBPIKAII0 JIEYEHHE C M3IIOJI3BaHE Ha CPEIHA 103a
(TRIMARAN) nnu Bucoka no3a (TRIGGER) ot koMOuHaIusTa HHXAIATOPEH
KopTukoctepous/abiroaenctaai 6era2-aronuct (ICS/LABA) (ckop > 1,5 mo ACQ-7). 3a na 6baat
TIOIXOIATIHN, TTAIHEHTHUTE ¢ TPSIOBAIIO Ja ca MOIYYHIIH [TOHE eIHO 000CTPSIHE HA aCTMATa, HAJIOKHUIIO
JICYCHHUE ChC CUCTEMHU KOPTUKOCTEPOUTU WM MOCEINCHHE B CIICIITHO OTCIICHHE, HITH
XOCTIMTATH3AIHS TTPe3 MPEIX0HATA FOTUHA.

B npoyuBanetro TRIMARAN ca cpaBHenu nBe n03u n8a bt qaeBHo BDP/FF/G 87/5/9 (N=579) ¢
JIBE JI03H J[Ba IIbTH JHEBHO (DUKCHpaHa KOMOHHAIMS OT OekioMeTa3oHoB aurponronat (BDP) u
dopmotepon (FF) 100/6 mukporpama (mocraBena mo3a 84,6/5,0) (N=576). B npoyusanero TRIGGER
ca cpaBHEHH JBe 1031 aBa bTH qHeBHO BDP/FF/G 172/5/9 (N=573) ¢ fBe 1031 1Ba IIBTH THEBHO
¢bukcupana komOunanus or BDP u FF 200/6 mukporpama camoctositento (jocraBeHa go3a 177,7/5,1)
(N=576) wiu B 1OMbIIHEHHE KbM JIBE €JHOKPATHHU JTHEBHH JIO3H THOTPOIHYM 2,5 MUKpOTrpama
(N=288) xaTo OTKPHTO PaMO C SKCTEMIIOpaIHa TPOHHA KOMOUHAIHS.

[TbpBUYHATA 1I€JT HA IPOYYBAHUATA ¢ OWJIa J1a Ce IEMOHCTPHpA MO-ToJIsIMa €(DUKACHOCT HWITH Ha
BDP/FF/G 87/5/9, nnu na BDP/FF/G 172/5/9 (nBe nHxananuu ABa TbTH JTHEBHO) CIIPSMO CHOTBETHHS
HPOJYKT ¢ (pMKCUpaHa IBoWHa KoMOuHanus (cpenHa i Bucoka no3a ICS/LABA) 1o oTHolIeHUE Ha
CHhBMECTHHTE ITBPBUYHU KpaiHU TOYKH (IPOMsiHA OT U3X0JHO HUBO BB ®EQ: npen npuiioskeHue Ha
no3ara B Ceamuna 26 1 yecToTaTa Ha YMEPEHO M TEKKO 000CTPSIHE 3a MEPHOJ OT 52 CEAMUIIH).

[IpoyuBanero TRIGGER He e nmano MOLIHOCTTA J1a OLICHU CPaBHUTEIIHATA EPUKACHOCT Ha
BDP/FF/G 172/5/9 cnpsimo BDP/FF + tnotponuywm 2,5 mukporpama. OnucaTeHuTe pe3yiTaTu ca
BKJIIOYeHH B Tabmmma 1.

MenuaHara Ha Bb3pacTTa Ha MAIMEHTHUTE, BKIFOUCHH B BETE OCHOBHU MpOy4BaHus, ¢ 54 rogunu. [lo-
Mmasiko ot 20% oT nmarMeHTUTe ca OMIIKM Ha Bb3pacT 65 roaunu wiu nmosede u npudausutento 60% ot
MAIMEHTUTE ca OMIIK OT JkeHCKH 11oJ1. [1o BpeMe Ha npoyuBaneTo okoiio 16% (TRIMARAN) u 23%
(TRIGGER) ot narnentuTe ca usnomnssanu crieiichp AeroChamber Plus.

Hamansasane na obocmpsanusama Ha acmma

B npoyuBanero TRIMARAN BDP/FF/G 87/5/9 ¢ Hamanui 3HaYUTEIIHO YeCTOTaTa Ha
yMepEeHUTE/TSKKUTE 000CTPSIHUS B CpaBHEHHE ¢ (ukcupaHata komOuHarms BDP/FF

100/6 muxporpama (kopurupato choTHOIIEHME Ha yectoTtara 0,846; 95% /U [0,725; 0,987]).

B npoyuBanero TRIGGER BDP/FF/G 172/5/9 cbiio e Hamamui yectotara Ha yMEpeHUTE/TEKKHUTE
000CTPSIHUS B ITO-TOJIIMA CTENEH OT (ukcupanaTa komburanus BDP/FF 200/6 mukporpama, HO TO31
e(heKT He € MOCTUTHA CTATHCTHYECKA 3HAYMMOCT (KOPHIHpaHo ChOoTHOIIeHHe Ha yectoTara 0,880;
95% U [0,751; 1,030], p=0,11). [Topanu liepapXU4IHOTO TECTBaHE, BCHYKH KPAaHHU TOYKH 32
eduxacHoct ipu TRIGGER u npenBapuTeiHo 3a1aIeHUAT aHAIN3 Ha TEKKHTE 000CTpsiHUs (COOpHH
nauau ot npoy4sanusta TRIMARAN u TRIGGER) ca umainu kato pe3ynrat caMo HOMHHAITHH
p-croitroctu (Tabmnua 1).

Hannute ot npoyuBanusita TRIMARAN u TRIGGER npeamnonarar, 4e BpeMeTo 10 TbPBO

yMepeHo/TexKo obocTpsiHe (BTOpHYHA KpaiHa TOuka) € OMI0 YIABIKEHO B paMOTO Ha TpoWHaTa
KOMOWHAIMs, B CPAaBHEHHE C paMOTO Ha ChOTBETHATA JBOWHA KOMOWHAITHS.

15



Egexmu evpxy 6enoopobnama gpynxyus
U B nBete npoyusanus BDP/FF/G 87/5/9 u BDP/FF/G 172/5/9 ca momo6puiy mapaMeTpuTe Ha
oenonpodHara pynkuus - PEO; npenu npueM Ha j1o3ata (ChbBMECTHA ITbPBUYHA KpaliHa TOYKA),
nKoBo-3n PEO1 U cyTpelieH BbpX0OB eKCIIUPATOPEH JCOHUT (KJIF0UYOBU BTOPHYHU KPAifHU TOYKH), B
CpaBHEHHeE C (PUKCHpaHa KOMOMHANNS OEKIOMETa30HOB AUIPOITHOHAT B (POPMOTEPOIT CHOTBETHO
100/6 1 200/6 mukporpama, cie 26 ceaAMUIIM Ha JiedeHne. Becuuku momoOpeHust ca Ouu
CTaTHCTHYECKU 3HAYMMH (BXK. Tabnmumna 1).

Ta6auna 1 - Pe3yaraTu 3a nbpBHYHNTE M BTOPUYHHTE KPAHHHU TOYKH

IIpoyuBane TRIMARAN TRIGGER
Iles1eBo cpaBHeHHe BDP/FF/G 87/5/9 | BDP/FFIG 172/5/9 BDP/FF/G 172/5/3
(N=579) (N=573) SI\Ill;izi))
N = panaoMu3upanu cnpsiMo CIpPsSIMO
naml:eﬂm P BDP/FF! 84,6/5 BDP/FFL177,7/51 | BDPFF177,7/51+
N=576) (N=576) THOTpPONMYM 2,5
Ha TEPAanneBTUYIHO paMoO (N=288)

IIvpeuunu Kpaiinu mouxku

@DEQO, npedu npuem na 0ozama cied 26 ceOmuyu (Cb8MeCmHa NbpeUYHA KPAHa MoyKa)

Paznuka B 1eueHHETO

+57 ml

+73 ml

-45 ml

p-cTOMHOCT

p = 0,008

p = 0,003*

p = 0,125*

Ymepenu/medsicku obocmpsinus 3a nepuoo om 52 ceOmuyu (Cb8MeCmua NopSUiHa KPAHa moyuka)

Kopurupana yecrora
Ha TMaIMEeHTOroIuHA

1,83 cnpsimo 2,16

1,73 cnpsimo 1,96

1,73 cpsimo 1,63

IIpomsiHa Ha yecToTaTa -15,4% -12,0% +7,0%
p-croitHOCT p =0,033 p =0,110 (n.s.) p = 0,502*
Knrouosu emopuunu u emopuunu Kpaiithu mo4xu
Tuko6y.3 PEO; cred 26 ceomuyu (kmo1068a 6mopuina Kpaiuna moyxa)
Pasnuka B ieueHneTO +84 ml +105 ml -33ml
p-cTOHHOCT p <0,001 p <0,001* p=0,271*

Cympeuten ebpxos excnupamoper oeoum (BEJ]) 3a n

epuoo om 26 ceomuyu

(K10Y06a BMOPUYHA KPALHA

MmouKa)
Paznuka B 1€4eHHETO +8 I/min +8 I/min -0,2 I/min
p-cTOHHOCT p <0,001 p =0,001* p =0,951*

Yecmoma na medicku 000cmpsanus 3a nepuoo om 52 ceomuyu, coopen anaius (Kio4o8a 6mopuiHa

KpauHa mouka)

KopHeraHa qgeCcToTa

0,24 cnpsimo 0,31 n.a.
Ha MaeHTOrOIMHA
[IpoMsiHa Ha -23,0%
p- cToiiHOCT p = 0,008*

Bpeme 0o nvpsomo ymepeno/mesicko obocmpsine 3a nepuoo om 52 ceomuyu (6mMoputHa KpamuHa mouxa)

Koedwuruent Ha puck 0,84 0,80 1,03

p-CTOMHOCT p =0,022* p =0,003* p=0,777*
Bpeme 0o nvpsomo meswcrko obocmpsine 3a nepuod om 52 ceOmuyu, cOOper aHaiu3 (MoputHa KpaHa
mouka)

KoeduiueHt Ha puck 0,79 n.a.

p-cTOMHOCT p=0,011*

CbBMecTHUTE TbpBUYHU KpaitHu Touku (PEO; npenu npuem Ha no3ara B Ceamuna 26 u yecrora Ha
YMEPEHHU U TEKKH 000CTPSHHUS 38 IEPUOA OT 52 CeMMHUIIN) U KIFOYOBUTE BTOPUYHK KPAWHH TOUKH (ITHKOB0-34
®EO; B Cenmuna 26, cyrpewen BE]] 3a neprox ot 26 ceqmuiy n yectora Ha BTOPHYHH 00OCTPSIHUS
[cOopen ananu3 Ha TRIMARAN u TRIGGER] 3a nepuoj ot 52 ceamMuim) ca 4act OT 3aTBOpEHATa
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MOTBBpIKAAaBalla CTPATCIrd 3a TCCTBAHC IIPHU HU3XOAAIIO TUTPUPAHC HA A03aTa U CIICOBATCIIHO Ca
KOHTPOJIMpaH! 3a MHOKECTBCHOCT.

TBii KaTo TECTHT 3a NO-rojsIMa €pUKACHOCT 10 OTHOLIEHHE Ha €/IHa OT ChBMECTHHUTE MbPBUYHH KpaliHH
Touku B ipoyuBaHeTo TRIGGER He e mocturnan crarucrniecka 3HaYMMOCT, Pe3yJITaTUTE 3a KpaltHHUTE
Touku 3a epukacHocT ipu TRIGGER u gecToTaTa Ha Te:KKH 060CTpsHUS (COOpPEH aHAIN3) ca HOMHUHAIHH
P-CTOMHOCTH M ca MPEACTABSHHU 33 OIHCATEIHN LISIIH.

Trit kaTo poyusaneto TRIGGER He e mMano MOIIHOCTTa /1a OLIEHN CpaBHATEIIHATA e(UKACHOCT Ha
BDP/FF/G 172/5/9 ctipssmo BDP/FF 177,7/5,1 ntoc TroTpomnym 2,5, He € SCHO Jaiii HaOJi0/[aBaHUTe
PAa3JIMKH ca PeaslHy WK ca CIIydaeH pe3yJITar.

n.a. = HENPUIOKHMO

N.S. = He € CTaTUCTUYECKH 3HAYMMO

! = ¢ukcupana komMOuHaLUs 0T GeknomeTa3onoB aunponuonat (BDP) mitoc hopmoteponos dpymapat (FF)
2 = rpyna Ha OTKPHUTO JICUCHHE C eKCTeMITopaiiHa hopma

* = HOMHHAJIHU P-CTOWHOCTH

Ilenuarpuyna nomnyJanus

EBpomneiickata areHIsl o JiekapcTBaTa 0CBOOOK/IaBa OT 3aIbDKEHHETO 32 MPEIOCTABsIHE HA
pe3yiTaTuTe OT Mpoy4YBaHusATa ¢ Trimbow BHB BCHUKH MOJTPYTH HA MTEIUATPUIHATA TIOMYJIAIUS TPU
XOBbBb.

be3omnacHoctTa 1 epukacHocTTa Ha Trimbow mpu gelia ¥ FOHOIIM ¢ aCTMa Ha Bb3PacT 1o 18 roauHu
BCE OINIC HE Ca YCTAaHOBCHH (BXK. TOUKa 4.2 32 mH(GOPMAIHSI OTHOCHO yIIOTpeda B IMETUATPHSITA).

5.2 @apmakoKHHeTHYHH CBOWCTBA

Trimbow — dhbukcupana koMOUHAIHS

CucremMHaTa eKCIIO3HIMS Ha OEKIOMETa30HOB JUIPOIMOHAT, (POPMOTEPOIT ¥ TIIUKOIIMPOHUYM €
U3cie/[BaHa B €1HO ()apMAaKOKHMHETHYHO MPOYYBAaHE, IPOBEACHO MPH 31paBy y4acTHUIHU. B
NPOYYBAHETO Ca CPaBHEHM AaHHHTE, MOJyYSHH CIIe JIeUCHUE ¢ enHIYHa 032 Trimbow

(4 uaxananuu mo 100/6/25 Mukporpama, CCTaB, KOWTO HeE € IyCHAT Ha Ia3apa U ChIbpiKa JBa IIETH
HI0-BHCOKa OT 0JI00peHaTa KOHIIEHTpaNs Ha INIMKONHUPOHUYM) WM €IUHUYHA 71032 OT
eKCTeMITopaliHaTa KOMOMHAIMS OT OEKJIOMETa30HOB AUITPONHOHAT/(hopMOTEpo (4 MHXANALUH 10
100/6 Mukporpama) IuIoc MIMKOMUPOHUYM (4 MHXaNAImu 1mo 25 MUKporpama). MakcuMaiHara
TUTa3MeHa KOHIIGHTPAIS U CUCTEMHATa eKCIIO3UIIHS HAa OCHOBHHS aKTHBEH METa0OJIUT Ha
OeKJIOMeTa30HOB JUNponroHat (OekiomMeTa3oH 17-MoHONponuoHaT) U GOpMOTEPOII ca NOAOOHH Clies
NPUIOKECHUE Ha (PHKCHUpaHaTa WM HA HETIOCPECTBEHO MTPUTOTBEHAaTa KOMOMHAIMS. 32
TJIMKOIIMPOHMYM MaKCHUMallHATa IJIa3MEeHa KOHIIEHTPAIUS € TIOZ00HA Clie]l IPUIIOKEHHE Ha
(uKkcupaHaTa WM Ha HETIOCPECTBEHO PUTOTBEHATa KOMOUHAIINS, TOKATO CHCTEMHATA EKCIIO3HIIUS €
MaJIKO I0-BHCOKa CJIeA MPWIoKeHHe Ha Trimbow, OTKOJIKOTO Ha HEITOCPEICTBEHO IPUTOTBEHATA
koMOuHanus. B ToBa mpoyuBaHe € U3CIeIBaHO U MOTEHIIMATHOTO PapPMAKOKHHETUIHO
B3aUMOJICHCTBUE MEXK/Yy aKTHBHUTE KOMIIOHEHTH Ha Trimbow upe3 cpaBHsIBaHE Ha
(apMaKOKMHETHYHUTE TaHHU, IOYYCHH CJIe]] eAMHUYHA /1033 OT HEMOCPEICTBEHO MTPUTOTBEHATA
KOMOMHAIIWS WX CJIe]] eAMHIYHA /1033 OT OTJCITHUTE KOMIOHEHTH OEKIIOMETa30HOB
JUIPOMTUOHAT/(POPMOTEPOIT HITH TIIMKOMUPOHUYM. HsiMa sicHU JjokazaTencTsa 3a (papMaKkOKHHETHIHO
B3aWMO/ICHCTBUE, BHIIPEKH TOBA HETIOCPEICTBEHO MMPUTOTBEHATAa KOMOMHAIIMS € TTOKa3aJia HUBa Ha
(OpMOTEPOI U TIIMKOMUPOHUYM, KOUTO Ca IMPEXOIHO MAJIKO ITO-BUCOKH HETTOCPEACTBEHO CIIE]T
npuiIarane, B CpaBHEHHE C OTJICIIHUTE KOMITIOHEHTH. OTOeNA3aH0 €, Ye OTACTHHUAT KOMIOHEHT
TJIMKOTIUPOHUYM 3a WHXANAIHS 10]] HaJlsiraHe ¢ OTMEPEHH J103H, 3noi3Bad BbB DK npoyuBanus, He
ce mpejyIara Ha masapa.
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[MponopunoHanHaTa 3aBUCMOCT MEXKJIY J103aTa ¥ CUCTEMHATa B 0eJI0ApoOHaTa eKCIIO3UIINS Ha
OCKJIOMETa30HOB JIUIPOIMOHAT € MPOyUYeHa B €HO (apMaKOKHUHETUIHO MPOYYBaHe, MPOBECHO MPU
3[IpaBU YYaCTHHUIIHU ChC ChCTaBU Ha Trimbow, KOWTO HE ca MyCHATH Ha Ma3apa ¥ ChAbPXKAT JABa IbTH
MO-BUCOKA OT 0A00peHaTa KOHIEHTpALHs Ha TIMKOMUPOHUYM (IpUJIaral KaTo OTMEPEHa /103a).
IIpoyuBaHeTO € CpaBHUIIO JaHHH, TIOJTYYCHH CIIE] JICUCHNE C eAMHNYHA 03a (4 maxananun) Trimbow
200/6/25 mukporpama win eauHUYHA 1034 (4 mHxamanun) Trimbow 100/6/25 mukporpaMa (v aBata
ChCTaBa HE ca IIyCHATHU Ha 1a3apa U ChAbPKaT [Ba IIbTU II0-BUCOKA OT 0J100peHaTa KOHLEHTpauus Ha
rimkonupoHuyM). Jleuenuero ¢ Trimbow 200/6/25 Mukporpama € J0BeJO JI0 JiBa MBTH TTO-BHCOKA
cucTeMHa 1 0e’oApoOHa eKCIo3uIHA Ha OEKIIOMETa30HOB JUIPOMOHAT U OCHOBHHS My aKTHBEH
MeTaboauT (OexomeTa3oH 17-moHonponuoHar) B cpaBHeHue ¢ Trimbow 100/6/25 Mukporpama,
KOETO ChOTBETCTBA HA Pa3IMYHUTE KOHLEHTPALUK B ABaTa cheraBa. CrucTeMHaTa u OenoapodHaTa
EKCIO3HITUS Ha TIIMKOIMPOHUYM 1 (hOpPMOTEPOI € OWiia MoJo0Ha CIIe/ IBETE JICUCHHS, BBIIPEKH Ue
1p# Cimax Ha TTIUKOTIMPOHKEB OpoMH/T € Orita HabJIoJaBaHa BUCOKA BapUaOMITHOCT.

EnHO cpaBHEHHE MeX 1y MPOyYBaHHATA MTOKa3a, 4e (hapMaKOKHMHETHKATa Ha OeKiioMeTa30H 17-
MOHOIIPOIIMOHAT, (HOPMOTEPOIT ¥ TIIMKOIMMPOHUYM € cXo1Ha pu nanueHTu ¢ XObb, mpu namuentu ¢
acTMa Y IPH 3[[paBH yYACTHHIIY.

Edexm na cneiicvp

[Ipu nauuentu ¢ XOBb ynorpebaTa Ha Trimbow cbe cnelicepa AeroChamber Plus e nosummma
JOCTaBsiHETO A0 Oenust 1pod Ha OeknoMeTa3oH |7-MOHONPOMUOHAT, (OPMOTEPOI U IITUKOMUPOHUYM
(TmoBuIIIeHME HA MaKCHMalTHATa TIa3MeHa KOHIIEHTpaus ChC chOTBETHO 15%, 58% 1 60%). ObmaTa
cucteMHa excnozunus (u3mepena upe3 AUCo+) e Jieko oHmKeHa 3a OexkiiomeTa3oH 17-
MoHomnponuoHar (¢ 37%) u popmotepon (¢ 24%), A0KaTo 3a MIMKONMUPOHUYM € moBHIIeHa (¢ 45%).
Bumxre cpiio Touka 4.2.

Edexm na 6v0peuno yepesicoane

Cucremnara excrio3unus (AUCo.t) Ha OEKIIOMETa30HOB TUITPOITHOHAT, Ha HETOBHUSI META0OIHT
OextomMeTa3oH 17-MOHOTIPONTHOHAT U HA (JOPMOTEPOI HE CE MOBIUABA OT JIeKa JI0 TeXKKa CTEIIeH Ha
0B0OpeyHo yBpexaaHe. 3a IIIUKONMUPOHUYM HsMA BIIMSHUE TIPU TAIIMECHTH C JICKa U yMepeHa CTEIeH Ha
0B0peuHo yBpexaane. HabmromnaBano e, o0ave, MOBUIIICHHE HA 00IIaTa CHCTEMHA €KCIIO3UITUS J10 2,5
'BTH TIPH MAIMEHTH € TeXKa CTeTeH Ha ObOpEUHO YBpeKIaHe (CKOPOCT Ha TIoMepyIiHa GuiITpanus
nox 30 ml/min/1,73 m?), BcreacTBHE HA 3HAYUTETHO HAMAJICHUE HA KOJIMYECTBOTO, EKCKPETHPAHO B
ypuHaTta (mpubnusurenHo 90% HamaneHue Ha ObOPEUYHMS KIIMPHHC Ha TIMKOMUPOHUYM). CHMYyTanuu,
U3BBPIICHHU ¢ (hapMaKOKHHETHYECH MOJIEII, IOKa3BaT Y€ JOPU KOTaTo KOBAPHATHTE HMAT EKCTPEMHH
cToiiHOCTH (TenecHo Tero nmoa 40 kg u chbTCTBaIA CKOPOCT HA TJIOMEpY/IHa (QUIATPAIUS IO

27 ml/min/1,73 m?), ekcrio3unusATa HA aKTUBHUTE BelecTBa Ha Trimbow ocTaBa B IpUOTHU3UTEICH
JIMama3oH OT 2,5 MbTH, B CPABHEHUE C Ta3W MPHU TUITUYCH MAIIMEHT C MEJMaHHNA CTOWHOCTH Ha
KOBapHaTHUTE.

BbeknomMeTa3oHOB AUIIPOIHMOHAT

bexiiomeTa30HOB TUTIPOTIOHAT € TIPEIEKapCTBO ChC c1abd aMHUTET 3a CBhP3BAHE C
TIIOKOKOPTUKOUAHUTE PELEHTOPH, KOETO C€ XUAPOIU3UPa OT €CTEPa3HU €H3UMHU JO aKTUBEH
MeTaboIuT OeKIIoMeTa30H 17-MOHOIIPOMOHAT, KOWTO NMa MTO-MOIITHO JIOKATHO
MIPOTHUBOBB3MAIUTEIHO JAeHCTBHE B CPaBHEHHUE C MPEIEKAPCTBOTO OEKJIOMETa30HOB AUIIPOITNOHAT.

Abcopbyus, pasnpedenenue u buomparcopmayus

HHxanaTopHUAT OSKIOMETa30HOB TUIIPOIIHOHAT ce abcopOupa 0bp30 upe3 Oenute ApoOOBE; Mpeau
abcopOrusiTa MPOTHYa EKCTEH3WBHA KOHBEPCHS 10 OCKIIOMeTa30H 17-MOHOIIPOIHOHAT IMMOCPEIACTBOM
eCTepa3HU SH3UMU, HAMUPAIIY Ce B TIOBeUETO ThkaHu. CUCTEMHATa HATMYHOCT HA aKTHBHUS
METa0OJHT € pe3ynTaT oT abcopOuusTa B 6enure podose (36%) u abcopOuHsiTa B CTOMAIITHO-
YPEBHHUS TPAKT Ha MOr'bJIHATATA 103a. BHOHAMTMYHOCTTa HA IOTBIHATHS OEKIIOMETa30HOB
JUTIPOTIMOHAT € HE3HAYHTEIHA; BhIIPEKH TOBA, IIPe-CUCTEMHATa KOHBEPCHSI IO OCKIIOMETa30H
17-mononponuoHat Boau 10 abcopbupane Ha 41% oT no3arta nmox ¢popmaTta Ha aKTUBHUSI METaOOJIHT.
WMa npubIM3UTETHO JIMHEHHO TOBUIIICHHE HAa CHCTEMHATA €KCITO3UIIHS C MTOBHILIAaBAaHE Ha
MHXallupaHaTa J103a. AOCOIIOTHaTa OMOHAIMYHOCT CIIEN MHXAJaIus € IpruoIm3uTenHo 2% u 62% ot
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HOMMHAJHATA 7033, ChOTBETHO 32 HETIPOMEHEH 0eKJIOMETa30HOB AUIPONUOHAT U OEKIIOMETa30H
17-moHomponuonat. CiieJ] HHTPaBEHO3HO MPHIIOKEHUE, (DapMaKOKHMHETHKATa Ha OCKJIOMETa30HOB
JUMPOITUOHAT U aKTUBHUS My METaOOJIHT ce XapaKTepH3Hupa ¢ BUCOK IUIa3MEH KIMPBHC (ChOTBETHO
150 1 120 l/uac), ¢ mambk 0OeM Ha paslpeneseHue B CTAlIMOHAPHO ChCTOSHUE 3a OEKIOMETa30HOB
munporuorar (20 1) 1 o-ToasIMO THKaHHO pasnpeaeeHne 3a aKTHBHHS My MeTabonut (424 1).
CBBp3BaHETO C TIA3MEHUTE MMPOTENHH € B yMEPEHO BUCOKA CTEIEH.

Enumunupane
ExckpernusiTa ¢ exaauuTe ¢ OCHOBHHAT BT HA €IMMHHHUPAHE Ha OCKIIOMETa30HOB JUIIPOIHOHAT,

OCHOBHO 1101 (hopMaTa Ha NOJSAPHU MeTabonuT. brOpeunara exckperus Ha OCKIIOMETa30HOB
JTUTPOTIOHAT W HETOBUTE META0OINTH € He3HAYNTENHA. TepMUHATHHUAT SIIMMUHAIIMOHEH TTOJTYKHBOT
e crotBeTHO 0,5 "aca 3a OEKIIOMETa30HOB TUIIPOITMOHAT M 2,7 Jaca 3a OEKIIOMETa30H
17-moHOmponHoHAT.

Hayuenmu ¢ yepnodpobHo yspesicoarne

dapMaKOKHHETHKATa HA OEKIOMETAa30HOB TUTPOITMOHAT MPU MAIMEHTH C YePHOAPOOHO YBpEKIaHe
HE € TPOyYeHa; BBIPEKU TOBA, Thil KATO OEKIIOMETA30HOB JUMPOITHOHAT CE MOJjIara Ha MHOTO Obp3
MeTa00IM3bM Upe3 eCTepa3Hy SH3MMH, HAJTMYHH B MHTECTUHAITHATA TEYHOCT, cepyMa, OenuTe ApoboBe
1 YepHHs apo0, 3a Aa 00pa3yBa MO-MOJIIPHUTE IPOAYKTH OCKIIOMETa30H 2 1 -MOHOIIPOITHOHAT,
OexstoMeTa3oH 17-MOHONPONMMOHAT U OEKJIIOMETa30H, He CE 0UaKBa YepPHOPOOHOTO YBPEKIAHE /1a
npoMeHs (apMakOKHHETHKATa U ipoduia Ha 6€30MacHOCT Ha OEKIIOMETa30HOB JUMPOITHOHAT.

®dopmMoTepoa

Abcopbyus u pasnpedenenue

Crnen nnxanaius GopMoTepos1 ce abcopOupa KakTo oT OeuTe QpoOoBe, Taka U OT CTOMAIIIHO-YPEBHHUS
TpakT. DpakuusiTa OT HHXAIMPaHAaTa 1032, KOSTO ce TOTIIblIa Cle]] MPUI0KEHUE ¢ HHXAaTop C
OTMEpPEHH 031, MOXKE J1a € B Ananas3oH oT 60% mo 90%. Haii-manko 65% oT noreiaHataTa ¢ppakuus ce
abcopOupa OT cToManTHO-4YpeBHUS TPakT. [IMKOBY MI1a3MeHU KOHIIEHTPALMK Ha HEIPOMEHEHOTO
AaKTUBHO BEILECTBO Ce MoJlyyaBat B pamkuTe Ha 0,5 o 1 wyac cies nepopaiHo IpUIOKEHHE.
CBBp3BaHETO HA (POPMOTEPOII C TUTA3MEHUTE MPOTEeHHU € 61-64% c 34% cBBp3BaHe ¢ andymuHa.
Hsima Hacuiane Ha CBbP3BaHETO B JUANa30HA OT KOHIIEHTPAIIWH, KOMTO ce IOCTUTa TIPU
TepaneBTHYHHU J103U. EJIMMUHAIMOHHHSAT TTOJTY>)KUBOTBT, ONIPEJICIICH CIIE IEPOPATHO TPUIIOKEHHE, €
2-3 yaca. AG6copOuusiTa Ha popMoTeEpoII € TMHEHHa cile nHxananus Ha 12 1o 96 mukporpama
hopmoTepo.

buompancpopmayus

DopmMoTepoI ce MeTaboIM3Hupa B TOJISIMa CTEIICH U OCHOBHMSAT ITBT BKJIIOYBA JTUPEKTHA KOHIOTAIINS
npu (heHoHaTa XUAPOKCHIHA rpyna. KOHIoraTsT ¢ IIIOKypOHOBa KHCETHHA € HeaKTHBeH. Bropusr
OCHOBEH IIbT BKIIOYBa O-IeMeTUINpane, MocjaeIBaHo OT KOHIOTralus npu (peHonHaTa 2'-XuApOoKCHIHA
rpyna. Hutoxpom P450 CYP2D6, CYP2C19 u CYP2C9 uzoensumure yuactBat B O-1eMETHINPAHETO
Ha (opmoTepos. M3riexma OCHOBHO ce METaboIM3Upa B YUepHHUAT Apo0. DopMoTepo He HHXHOUpa
emsumute CYP450 B TepaneBTHYHO NpHUIIaraHUTE KOHIICHTPAITUH.

Enumunupane
KyMynaTuBHaTa eKCKpelus ¢ ypuHaTa Ha (opMOTEpOII Ce SAHOKpaTHA HHXAIAlKs OT HHXAJaTop 3a

CyX Tpax ce MOBHINaBa JUHEHHO B T030BUsI quana3oH ot 12-96 mukporpama. Cpemuo 8% u 25% ot
Jl03aTa ce eKCKPETHpaT ChOTBETHO KaTO HEeIpoOMeHeH u o011 popmoTepoit. B3 ocHOBa Ha TUTa3MEHUTE
KOHIICHTpAITNH, M3MEPECHH CJIe MHXANAIMsI Ha eMuHUIHA 1032 oT 120 Mukporpama ot 12 3apaBu
YYaCTHUIIM, CPETHUAT TSPMHUHAICH SIMMHUHAIMOHEH TIOTYKHBOT € onpesenicH Ha 10 Jaca.
Enantnomepure (R,R) u (S,S) npencrasnsBar cboTBeTHO 0K0110 40% 11 60% OT HEMPOMEHEHOTO
aKTHBHO BEIIECTBO, CKCKPETUPAHO B ypuHaTa. OTHOCHUTETHATA TPOIOPIIKS Ha ABaTa CHAHTHOMEpa
OCTaBa KOHCTaHTa B MPOYYBAHUS JT030B JMAMTA30H U HAMA JAHHU 32 OTHOCHUTEITHO HATPYIIBaHE Ha
€IMHUSI EHAHTUOMED MOBEYE OT JIPYTHs CJIel MHOTOKpaTHO npuiarade. Cies nepopaiHo NPUIOKEHUE
(40 o 80 mukporpama), 6% mo 10% oT mo3aTa ca Bb3CTAHOBEHU B YPHHATA KATO HEIIPOMEHEHO
aKTHUBHO BEIECTBO MPHU 3PaBU yUYaCTHHULIN; 10 8% OT J03aTa ce BH3CTAHOBSABA KATO TIIIOKYPOHUI.
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0610 67% ot mepopanHaTa 103a HOPMOTEPOIT Ce EKCKPETHUPAT B YPHUHATA (TJIABHO KATO META0OIUTH),
a OCTAaTBKBT - BbB (ekanunre. brOpeunusT KimpbHC Ha hopmoTepos e 150 ml/min.

Hayuenmu c ywepnodpobro yepescoane

dapMakoKHHETHKATa HA POPMOTEPOIT HE € IIPOyUYBaHa IPH MAIlHEHTH ¢ YEPHOAPOOHO YBPEXKIAHE;
BBIIPEKHU TOBA, Thil KaTo (POPMOTEPOIT CE€ ENMMHUHHIPA OCHOBHO UpE3 UEPHOAPOOEH METAOOIU3BM, TIPH
MAIMEHTH C TeKKA CTEMEH Ha YEPHOIPOOHO YBPEKIaHE MOXKE Ja CC OUaKBa TOBHUIIICHA EKCIIO3UITHSL.

I muxkonupoHnyM

Abcopbyus u pasnpedenenue

I'mukonupoHMyM MMa YeTBbPTHYHA aMOHHEBA CTPYKTYpa, KOSITO OrpaHUYaBa IPEMUHABAHETO MYy TIpe3
OMOJIOTrMYHN MEeMOpPaHH U BOJM 10 0aBHA, BApHaOWIHA U HEIThJIHA CTOMAITHO-YPEBHA a0COpOIIHS.
Cren uHxananys Ha TIUKOMUPOHKUYM, OenoapodHaTta 6noHanuaHocT € 10,5% (mpu noripliane Ha
aKTHBEH BBIJICH), TOKaTO abcomoTHaTa OnoHanuaHocT e 12,8% (0e3 morpliaHe Ha aKkTHBEH BBIJICH),
KOETO MOTBHPXK/IaBa OrpaHNYCHATa CTOMAIITHO-UYpPEeBHA a0COPOIHS U 1MoKa3Ba, ye noseve ot 80% ot
CHCTEMHATa eKCIIO3ULHUS Ha TIUKOIMPOHUYM € OT OenoapobHa abcopouus. Cinex MHOTOKPaTHO
WHXaJIMpaHe Ha IBYKPATHO IMO-BUCOKA OT THEBHUTE J03H, Bapupariy ot 12,5 mo 50 mukporpama, upe3
MHXAJIATOp MO HAJIATaHe ¢ OTMEPEHH 03U nipu narnuenTu ¢ XOBb, rmukonuponnyM nokasa TuHeiHa
(hapMaKOKMHETHKA C MaJIKO CUCTEMHO KyMyJIUpaHe B CTAlMOHAPHO ChCTOAHUE (MEeIuaHa Ha
KoeduiMeHTa Ha HaTpymBaHe 2,2-2,5).

[MpuBnaauAT 006eM Ha pasznpeneneHue (V;) Ha UHXATUPaHHUS TITUKOITUPOHUYM € TIOBHIIICH B CPAaBHEHUE
¢ uatpaBeHo3Ha nH}y3us (6 420 1 cripsimo 323 [), koeTo oTpassiBa M0-0aBHOTO SITUMUHHUPAHE CIIC]
MHXaJIaIus.

buompancgopmayus

MeTaboNUTHUAT BT HA TIIMKOIMUPOHUYM i Vitro (4epHOJIPOOHH MUKPO30MH M XEHATOIUTH TIPH X0pa,
Ky4eTa, TUIbXOBE, MUIIIKHU ¥ 3alI1) € CXOJCH MEXK]Iy BHJIOBETE, 2 OCHOBHATA META0OJIUTHA PEAKIIHS ©
XUAPOKCHINPAHETO Ha PCHUIOBHUTE MM IIUKJIONCHTUIOBUTE NPBCTEHU. Y cTaHoBeHO €, ye CYP2D6 ¢
€JMHCTBEHUSAT CH3UM, OTTOBOPEH 32 METabO0IM3Ma Ha TIUKOIIUPOHUYM.

Enumunupane
CpemHusT eNMMMUHAIIMOHCH TOJTY>KMBOT HA TIIMKOIMUPOHUYM TIPH 3APaBH TOOPOBOIIIN € OKOJIO 6 Jaca

cJel UHTPaBEHO3HA MHXKEKIUs, JOKATO ciel nuxanauus npu nanuentu ¢ XObb Toit e Mexay 5 u

12 gyaca B cranimoHapHO cherostaue. Cliesl eIHOKpaTHA MHTPAaBEHO3HA HHKEKIIHUS Ha TITUKOITUPOHUYM,
40% ot mo3aTa ce eKCKpeTHupa B ypruHaTa B paMkuTe Ha 24 daca. [Ipu manmentu ¢ XObb,
MOJIyYaBalll MHOTOKPATHO MPUII0KEHHUE HA HHXAJATOPEH TNIMKOMUPOHUYM J1Ba IIBTH THEBHO,
(dpakuusaTa OT EeKCKpeTUpaHaTa B ypuHara go3a sapupa ot 13,0% mo 14,5% B cranuoHapHO
crerostaue. CpeHuAT ObOpedeH KIMPBHHC € CXOMICH B TECTBAHUS T030B JIMAITA30H U CJIS STHOKPATHA
W MHOTOKpaTHa WHxanarus (quamnazod 281-396 ml/min).

5.3 IlpeakIuHUYHU JaHHU 32 0€30MACHOCT

dapmMakoJIOrMYHY IPOYYBAHHUS 32 0e30IMacHOCT

[Ipu exHO TeneMEeTpUYHO MPOYYBAHE HA HHXATATOPHO MPIIIOKEHHE TPH Ky4eTa, ChbpICIYHOCHI0BATA
cucTema e Oua OCHOBHATA MPUIIEITHA CHCTEMa 3a OCTpU edekTu Ha Trimbow (moBUIIIaBaHe Ha
ChpJICYHATA YECTOTA, IOHIKAaBaHe Ha KPHBHOTO HaisArane, mpomenu B EKI™ npu no-Bucoku no3un),
e(eKTH, BEPOSTHO CBbP3aHU MPEAUMHO ¢ OeTa2-aIpeHePruIHOTO ACHCTBHE Ha (OPMOTEPOIT U
AHTUMYCKapHUHOBOTO JICWCTBUE HA TIIMKONUPOHUYM. HsiMa naHHUM 3a CBpBXaIUTHUBHY e(DEKTH Ha
TpolHATa KOMOWHAINNS B CPABHEHHUE C OT/ICITHUTE KOMIIOHEHTH.
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TOKCHYHOCT IpH MHOTOKPATHO IIpHJIaraHe

ITpu npoy4BaHUs ¢ MHOTOKPATHO MHXAJIATOPHO NpHiIokeHke Ha Trimbow npu mbxoBe U kydeta ¢
MPOABIDKUTEITHOCT 110 13 ceaMuIii, OCHOBHUTE HAOIOIaBaH! TIPOMEHHU ca OWIIH CBBP3aHH C €PEKTH
BBpPXY UIMyHHATa cUcTeMa (BEPOSITHO MOPaJId CHCTEMHUTE KOPTHKOCTEPOUIHU e(heKTH Ha
OCKIIOMETa30HOB TUITPOITMOHAT ¥ HETOBHUS aKTUBEH META0O0JIUT OCKIOMETa30H-17-MOHOIIPONIHOHAT) U
BBPXY ChPJICYHOCHIOBATA CHCTEMa (BEPOSITHO CBBP3aHU ¢ OeTa2-a[peHepruIHOTO ACHCTBYC Ha
(hopMOTEPON M HA AaHTHMYCKAPHHOBOTO JICHCTBHE HA TIUKOIMUPOHUYM). TOKCHKOIOTUIHUSIT TIPOQILIT
Ha TpOﬁHaTa KOM6I/IHaHI/I$I OTpa3saBa TO3U Ha OTACIIHUTC aKTUBHU KOMIIOHCHTH 663 3HA4YNMO
YBEJIMYEHHE HA TOKCUYHOCTTA U 0€3 HeOUYaKBaHU HaXOJKH.

PenponykTuBHA TOKCHYHOCT ¥ TOKCHUYHOCT 33 Pa3BUTUETO

BexnoMeTa3zoHoB qunponroHat/OekiIoMeTa3oH-17-MOHOIIPONMOHAT CE CUHTA 38 OTTOBOPEH 32
e(eKTHTe Ha PETPOIYKTHBHA TOKCHYHOCT MPH IUTHXOBE, KaTO HAIPUMEp HaMalliBaHe Ha YecToTara Ha
3a4yeBaHe, MHCKca Ha (DepTUIIUTETA, TOKA3aTEINTE HA PAHHOTO €MOPHUOHAIHO Pa3BUTHE
(uMrIaHTaMOHHA 3ary0a), 3a0aBeHa OCU(UKAINS U MOBHUINIEHA YECTOTA HAa BUCIICPATTHA BapHAIIHU;
JIOKAaTO TOKOJIMTHYHHUTE M aHTUMYCKapHHOBHTE e(DEeKTH, OTIaBaHU Ha OeTa2-aJ[peHePruIHOTO
JericTBue Ha POPMOTEPOIT M aHTHMYCKAPHHOBOTO JCUCTBHE Ha TITUKOITUPOHUYM, BIHUSSAT BPXY
OpeMeHHM IThXOBE B KbCHATA reCTallMOHHA (ha3a W/wiv B paHHATa (a3a Ha JIaKTalusATa, BOACIIO J0
3ary0a Ha HOBOPOJACHUTE.

T'eHOTOKCHYHOCT

T'enorokcuunocTTa Ha Trimbow He € onieHsgBaHa, 00ade OTAEITHUTE AKTUBHU KOMIIOHEHTH HAMAT
TEHOTOKCHYHO JICHCTBHE NMPU KOHBEHITMOHATHHUS HA0Op OT TECTORBE.

Kanneporensoct

He ca npoBexnanu nmpoyuBanus 3a kanueporeHHoct ¢ Trimbow. Ilpu eqno 104-ceamuuno npoyyBane
3a KaHLEPOTeHHOCT C MHXAJIIATOPHO MPHJIOKEHUE MIPH TUIBXOBE U MPH €AHO 26-CeIMUYHO MPOyYBaHE
32 KaHL[EPOI'eHHOCT C [IepOpalHO IPUWIOKEHHUE IpU TpaHcreHHu Mulku Tg.rasH2, rnukonuponues
OpoMH[ HE MTO0Ka3Ba KAaHIEPOT'€HEeH MOTEHIMA M IyOJIMKyBaHUTE JTaHHH OTHOCHO JBJITOCPOYHHTE
NPOYYBaHUS, IPOBEACHH ¢ OEKIOMETa30HOB AUIPONUOHAT U (POPMOTEPOIIOB pyMapaT IpH IUIHXOBE,
HE TI0Ka3BaT KIIMHUYHO 3HAYUM KaHIIEPOTeHEH MOTeHIINA.

6. DOAPMALEBTUYHU JAHHU

6.1 Chnucbk HAa IOMOIIHHUTE BelleCTBA

Eranon, 6e3B01cH

XII0pOBOAOPOIHA KHCEIMHA

Hopdnypan (nponenent)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

OmnakoBka nox Hajsrane cbe 120 (oT eMHUYHA WM TPYNOBa OMaKkoBKa) U 180 BIPHCKBAHUS

22 Mecena

JlokazaHa e XuMH4Ha 1 (U3NYHA CTAOMIIHOCT IIpH yroTpeda 3a 4 meceria mpu 25°C.
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Criesr oTIyCKaHe JICKapCTBEHHUSAT MPOYKT MOXKE J1a Ce ChXpaHsIBa Hali-MHOTO 4 Mecelia mpu
temmeparypa jao 25°C.

6.4 ChenmnaJHM ycJI0BHUS HA CbXpaHeHHUe
[a He ce 3ampa3siBa.
[la He ce uznara Ha Temrneparypu Haja 50°C.

He npoOuBaiitTe omnakoBKara 1o HajsraHe.

IIpenu oTnmyckane:

Ia ce cexpansBa B xnaquwiank (2°C-8°C).

3a ycioBusiTa 3a ChbXpaHEHHUE 0 BpeMe Ha yrnoTpeba BIKTe ToUKa 6.3.

6.5 Buau chIbpAKaHHE HA ONIAKOBKATA

OrmnakoBKa o1 HaJsirane (aTyMHHUIT ¢ TOKPUTHE) ¢ go3upail BeHTmI. OnakoBKaTa 1Mo HajlsraHe €
MOCTaBeHa B IMOJIMTIPONICHOB UHXAJIATOP, KOWTO BKITFOYBA MYH/IIIYK U JI030B Oposd (OMaKoBKa IMoJ|
Haysirane cbC 120 BIpbCKBaHMS) M JO30B MHAUKATOP (OIMAKOBKA IO/ HAJISITAaHE ChC

180 BnpbckBaHuUs) U ce AOCTaBS C MOJIUIPONIICHOBA Kanayka Ha MyHJIIIyKa.

Bunose onakoBku:

OmnaxoBka 1o 1 onakoska cbc 120 win 180 BnpbckBaHus.

['pynoBu onakoBku, chabprxkaiiy 240 BupbsckBanust (2 omakoBku ¢b¢ 120 BOpbCKBaHHS BCIKA).
I'pynioBu omnakoBkH, chabprkaiiy 360 BipbckBanus (3 onakoBKU ¢be 120 BIPHCKBAHUS BCSKA).

He Bcuuky BUOBE ONMaKoBKH Morar ja ObAaT MyCHATH Ha masapa.

6.6 CrhenunaJHM npeanasHu MePKH NP U3XBbPJIsiHe U padoTa

Hewusmnon3paHnusr JICKApPCTBCH NPOAYKT NI OTHAABYHUTC MAaTCpUAJIl OT HETO TpH6Ba Ja CC U3XBBPJIAT
B CbOTBCTCTBUEC C MCCTHUTC U3UCKBaHMUI.

3a dapMareBTH:

3amnuiiere JaTaTa Ha OTIIYCKAHC Ha MAIlMCHTA BbPXY OIIAKOBKATa.

7. NPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/17/1208/002
EU/1/17/1208/003

EU/1/17/1208/004
EU/1/17/1208/005
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9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PABPEHIEHUETO 3A
YIIOTPEBA

[ata Ha iepBO pazpemasane: 17 romu 2017 .
Jara Ha mocnexno nmomgHoBsiBane: 24 mapt 2022 T.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[Honpobna nHpopmanys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponeiickaTta
areHIus 1o JiekapceTBaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 172 mukporpama/5 Mukporpama/9 MUKporpaMa pa3TBop 0]l HAIATaHe 32 HHXAJAIHs

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcsika mocraBeHa mo3a (1o3ara, KOATO U3IM3a OT MyHAIIYKA) ChAbPka 172 Mukporpama
oexiomerazonoB aunponroHar (beclometasone dipropionate), 5 mukporpama gopmorepoIion
¢dymapar nuxugpat (formoterol fumarate dihydrate) u 9 Mukporpama riauKOnIUPOHUYM
(glycopyrronium) (kato 11 MuKporpama riIMKOIMUPOHUEB OPOMHUL).

Bceska ormepena o3a (no3arta, KOSTO H3JIM3a OT BeHTHIa) chabpika 200 MUKporpama OeKJIOMETa30HOB
JUIPOIMHUOHAT, 6 MUKporpama opmorteponos pymapar auxuapaT u 10 MUKporpaMa riIMKOIUPOHUYM

(xaTo 12,5 MuKporpamMa riMKOIHPOHUEB OPOMULT).

TToMOIIIHO BEIIECTBO ¢ M3BECTHO JICUCTBHUE:

Trimbow cpabppka 8,856 mg eTaHoI Ha BIPHCKBAHE.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTC BCUICCTBA BHXKTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
Pa3TBOp 1o HanmsATaHe 3a MHXANAIMS (MHXATAIUS 10T HAJSITaHe)

BCBHBGTCH A0 KBJITCHUKAB TCUCH Pa3TBODP.

4, KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

Tlopabpikalio Je4eHrue Ha acTMa Ipy Bb3PACTHU MAIIUEHTH, TPU KOUTO HE CE MOCTUTa 10CTaThUeH
TEpaneBTUYCH KOHTPOJI C MOIbprKallla KOMOMHAIUS OT JIbJIrojieHicTBal] OeTa2-arOHUCT U BUCOKA
J1032 MHXAJIATOPEH KOPTHKOCTEPOH]T M KOUTO Ca UMAIIM €THO WJIH IOBe4e 000CTPSHIS Ha acTMaTa

Ipe3 npeaxoaHaTa roAuHa.

4.2 Jlo3upoBKa M HAYUH HA MPHJIOKEHHE

gO?»H[}OBKa

IIpenoppunTennara g03a € JB€ MHXAIALNUU JBA IIBTH THEBHO.
MakcuMaHaTa 103a € IBE HHXaJIAlMH Ba IbTH JHEBHO.

HaLII/IeHTI/ITe Tp$16Ba Ja 6’L,I[aT CBbBCTBAHU [1a IpUEMaAT Trimbow Bceku ACH, 10PU KOraTo ca
ACUMIITOMATUYHHU.

AKO Bb3HUKHAT CUMIITOMH B IIEPHOJIa MEXIY JO3UTE, TPsOBa Jja ce U3I0JI3Ba HHXAIATOPEH,
KpaTkozaencTBal] 0eTa2-aroHUCT 3a He3a0aBHO O0JIEKYCHHE.

Koraro ce n36upa KoHIICHTpaIysITa Ha HadanHara jo3a Trimbow (87/5/9 mukporpama uinu

172/5/9 mukporpama), TpsiOBa Aa ce MPELEHST TEKECTTa Ha 3a00IIBaHETO HA MALIMEHTHTE, TAXHATA
NpeaUIIHA Tepanus 3a aCTMa, BKIIOUUTEIHO J103aTa HHXajdaTopHu kKopTukoctepouan (ICS), kakTo u
HACTOSIIIUSAT KOHTPOJI HA CUMIITOMUTE Ha aCTMa U PUCKBT OT OBJIEII0 000CTpSHE.
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Husxoasmio TuTpupale Ha go3ara

CBCTOSIHHETO Ha TAIMCHTUTE TPsIOBa PEIOBHO J1a O'bJIC MPEOLICHABAHO OT JICKap, TaKa 4e TeXHUTE
J1031 OEKIOMEeTa30H/(pOPMOTEPOI/TIIMKOMTUPOHUYM J1a OCTAaHAT ONTHUMAITHU U J]a C€ TIPOMEHST CaMo IO
JeKapcka npenopbka. Jlo3ute TpsOBa 1a ce TUTpUpAT 0 HA-HUCKUTE T03H, PH KOUTO Ce TOJAbpKa
e(eKTUBEH KOHTPOJ Ha CUMIITOMHUTE Ha acTMa.

Hsma nannu 3a edexta OT HU3XOASIIO TUTPUPAHE Ha [[03aTa OT BUCOKaTa KoHieHTpalus (Trimbow
172/5/9 mukporpama) 10 cpeiHaTa KOHIIEHTPAIHs Ha JISKapCTBEHHS TIPOAYKT OCKIIOMETa30HOB

munponuoHat (Trimbow 87/5/9 mukporpama).

CrelyaiHy MOMyIalin

Cmapuecka 8v3pacm
He ce nanara kopeknus Ha go3aTa IMpy MAIUEHTH B CTapUYecKa Bb3pacT (65 TOAMHY U ITOBEYE).

bvopeuno yepesicoane

Trimbow Moe Ja ce H3M0JI3Ba MPH MPETOPhUNTETHATA 1032 TIPH IMAIIMECHTH C JIEKa CTETIeH (CKOPOCT
Ha rnomepynsa gunrpauus [glomerular filtration rate, GFR] >50 no <80 ml/min/1,73 m?) no ymepena
crenen (GFR >30 mo <50 ml/min/1,73 m?) na 666peuno yBpexaane. YorpebaTa Npu NaLUEHTH C
texxka crenen (GFR <30 ml/min/1,73 m?) na 6s0peuHo yBpexknaHe MM TEPMUHATHA ObOpeUHa
nepoctaTburocT (GFR <15 ml/min/1,73 m?), nanaramy auanusa, 0co6eHO aKo ¢a CBbP3aHH ChC
3HAYUTEITHO HAMAJICHHE Ha TEJIECHOTO TETJIO, TPSIOBa Ja ce OOMHUCIS caMO aKo OYaKBaHATa Ioji3a
HaJXBbPJIS OTCHIUATHHS PUCK (BXK. Touka 4.4 1 5.2).

YeprodpobHo yspesrcdane

Hsima choTBeTHU JaHHM OT yrnoTpedara Ha Trimbow Mpu MaIMeHTH ¢ TeXXKa CTENEeH Ha YepPHOAPOOHO
yBpexkaane (knacudpunupano karo kinac C o Child-Pugh) u nexapctBenusT npoaykr TpsioBa aa ce
M3I0JI3Ba C TIOBUIIIEHO BHUMAaHHUE [IPH TE3M MarMeHTH (BK. Touka 4.4 u 5.2).

IHleouampuuna nonynayus
bezomacHocTTa 1 epukacHocTTa Ha Trimbow mpu neauaTpuyHATa HOMyJIaus (Ha Bb3pacT MO
18 romuHu) Bee Ole HE ca YCTaHOBEHH. JIUIICBAT JaHHU.

HauuH Ha npuiioxxeHue

3a HWHXaJIATOPHO IMMPUITIOKCHHUC.

3a 1a ce rapaHTHpa NPaBUITHOTO NPUIIOKEHHE Ha JICKAPCTBEHUS MPOAYKT, Ha MalleHTa TpsioBa 1a
ObJle TTOKa3aHO KaK MPABHIIHO Ja U3II0JI3Ba HHXAJIATOpa OT JIEKap WU IPYT METUIIMHCKH CIICIIUAITUCT,
KOHTO TpsiOBa CHIO TaKa PEJOBHO J1a MPOBEPSBA aJCKBATHOCTTA HA MHXAIATOPHATA TCXHHUKA Ha
nanuenTa (BX. ,,Yxazanus 3a ynompebda‘ no-goiy). IlaruentsT TpsiOBa ga OBJC MOCHBETBAH Ja
npoYeTe BHUMATEIHO JINCTOBKATA M JIa ClIe/IBa YKa3aHUsATA 3a yrorpeda, 1aJieHd B Hesl.

To3u 1ekapcTBEH MPOAYKT Ce MPEIOCTaBs C 030B OpOsY Ha 3a/{HaTa YacT Ha MHXAJIATopa, KOWTO
IOKa3Ba KOJIKO BIIPBCKBaHWA OCTaBar. Bcekn IObT, KOTaTO MAaIUMCHTHT HATUCHE OIIaKOBKaTa, C€
0cBOOOKIaBa BIPBCKBAHE OT pa3TBOPa U OPOSYBT OTYMTA C €HA /1032 IT0-MaJIKO.

[anuenTsT TpsOBa 1a ObAE TOCHBETBAH Ja HE M3IIyCKa MHXAIATOPa, Thid KATO TOBAa MOXE Jia IOBEE
Jo oTOposABaHe OT Opostya.

Ykazanus 3a vnompe6a

Iloozomoska Ha unxaramopa

[Ipenu na u3non3Ba MHXaIATOPa 3a IBPBU BT, MAIIMEHTHT TPsOBa 1a OCBOOOIH €AHO BIIPHCKBAaHE BHB
BB3YyXa, 32 J]a C€ YBEPH, Y€ MHXAIATOPBT PyHKIHOHHUpPa J00pe (moAaroroBka). [lpenn moaroroBkara
Ha OInakoBKara o Hajsrane cbe 120 BnpbckBaHus, OposubT TpsiOBa na otunta 121. Crien
NOArOTOBKaTa OposybT TpsiOBa na otuuta 120.
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H3znonzeane na unxanamopa

[TarueHTHT TpsIOBA J1a € MpaB WK CEIHAN B U3IIPABCHO TOJI0XKECHHE, KOTAaTO MTPaBU WHXATAIHSI C
uHxanatopa. TpsOBa na ce ciaenBar CThIKUTE TO-/I0IY.

BAXHO: cteiku 2 1o 5 He TpsiOBa 11a ce M3ITBIHABAT IPEKAICHO ObP30:

1. [MannenTsT TpsIOBa Aa CBaIM MpeaIa3HaTa Karnavyka OT MyH/ALIyKa U JIa IPOBEPH AN
MYHAIIYKBT € YUCT U HsIMa Ipax U 3aMbpPCABAHUS WK IPYTU Uy>KAH Tela.

2. [MaruenTsT TpsIOBA j1a U3AMIIa OABHO U KOJKOTO € Bh3MOXKHO MO-TTBJIHO, 32 JIa M3Mpa3Hu Oenute
JpoboBe.

3. [anuenTsT TpsOBA A2 ABPKHU MHXANATOPA U3IIPABEH BEPTUKAIHO U Ja MOCTABH MYHALITYKa

Mex 1y 3p0uTe, 0e3 na ro 3axamsa. Cien ToBa ycTHUTE TPsiOBa Ja ce OCTaBsAT OKOJIO
MYHIIIYKa, a €3UKbT Ja JISOKH 01 Hero, 0e3 /1a ce Mperbaa.

4, ChIeBpeMeHHO NMAIMeHTHT TPsOBa a BAUIIa 0aBHO U IBIOOKO IMPe3 ycTara, JOKaTo OennTe
IpoOoOBe ce M3MBIHAT C BB3AyX (ToBa TpsiOBa Aa cTaHe 3a 0KoIo 4-5 cexyHau). Beanara cnen
3aroYBaHe Ha BAMIIBAHETO, MALIMEHTHT TPSIOBA CHJIHO Ja HATUCHE HAJ0Jy TOPHATA YacT Ha
OITaKOBKAaTa IMOJI HAJIAraHe, 3a J1a OCBOOOIU €THO BIIPBbCKBAHE.

5. Cren ToBa manueHTHT TPSAOBa Aa 3aABPKHU JUILIAHETO KOJIKOTO € B3MOXKHO MO-IBJIr0, IOCIE 1
W3Ba/IM MHXAJIATOPA OT yCTaTa ¥ Ja uzauma 6asHo. [lanueHTsT He TpsOBa 1a U3AUIIBA B
WHXaJaTopa.

6. Cren ToBa nmanyeHTHT TPsIOBa 1a IPOBEPH A030BHs OposY, 3a 1a Ce yBEPH, 4e TOH ce €

MpEMECTUI CbOTBCTHO.

3a ;ma BAMIA BTOPOTO BIPHCKBAHE, MAIMEHTHT TPSIOBA /1a 3aJbPKH NHXANATOPa BHB BEPTUKAITHO
MOJIOKEHUE 3a 0KOJIO0 30 CEeKyHIU U Aa MOBTOPU CTHIKHU 2 110 6.

AKO clieq1 HHXaJalusTa ce MOsBU MbIJIa OT MHXAJIATOpa WM OT BIJIMTE HA yCTaTa, Mpoleaypara
Tpsi0Ba J]a ce IOBTOPH OT CTHIIKA 2.

Cnen ynorpe6a manueHTsT TpsOBa J1a 3aTBOPU MHXANaToOpa ¢ IMpena3HaTa Kanayka Ha MyH/IyKa 1
Jla TIPOBEPH JT030BHS OpOsTY.

Crnien vHXaMpaHe TMalueHTHT TPAOBa Jia U3IUIAKHE yCTaTa WK Jia HallpaBU raprapa ¢ Boja, 0e3 1a s
MOTUTBINA, WK J1a H3MHE 360UTe (BXK. CBINO Touka 4.4).

Koea mpsabea 0a ce 63eme Hog unxaramop

[TanueHTHT TpsiOBa 1a ObJIC MOCHBETBAH Ja B3€ME HOB HHXAJIATOP, KOTaTo JI030BUAT OpOsY MMOKa3Ba
gucioro 20. Toii/Ts TpsiOBa ma crpe 1a U3MoI3Ba HHXAIATOpa, KOrato OposIbT mokaszsa 0, Thil KaTo
0CTaHAJIOTO KOJIMYECTBO OT JIEKAPCTBOTO B HHXAJATOpA MOXKE JIa HE € IOCTATHYHO 332 OCBOOOXK/1aBaHEe
Ha ITBJHO BIPHCKBAHE.

ﬂonbﬂyumeﬂyu YKA3AHUA 3a cneyuainu ecpynu nayuenmu

3a NanuCHTHU CbC ¢1aboCT B PBUETC MOXKE 1a € IMMO-JICCHO Aa AbPKAT MHXAJIaTopa C ABC PBLC. 3aroBa
moKasaJlguTre TpSI6Ba Aa CC IMOCTAaBAT BbPXY I'OpHATa 4aCT HA OITaKOBKATa IO/ HAJIATaHE, a ABaTa
rnajena - B OCHOBaTa Ha MHXajlaTopa.

[NanuenTure, 3a KOUTO € TPYJHO 14 CHHXPOHU3UPAT BIPHCKBAHETO HA a€PO30JI C BAHUIIBAHETO, MOTAT
Jia u3M0/3Bart cruericbpa AeroChamber Plus, mpaBuiiHO MOYKUCTEH, KAKTO € OMUCAHO B ChOTBETHATA
aucToBKa. Te TpsiOBa na ObIAT MHCTPYKTUPAHM OT TEXHHUS JIeKap WK (GpapMarieBT 3a IpaBUIHATA
ynoTpeba 1 MoAAPHKKA Ha MHXAJIATopa U CIeHChpa U TEXHUKATa UM TpsiOBa Ja ce MPOBEPH, 3a Aa ce
OCUTYPH OINITHMAIHO JIOCTABSIHE Ha MHXAIMPAHOTO aKTHBHO BENIECTBO 70 Oenute qpodose. ToBa Moxe
Jla ce TIOCTUTHE OT MarueHTuTe, konTto u3nomear AeroChamber Plus, ¢ eHO npoabIKUTETHO GaBHO
U IBJIOOKO BOUILIBAHE MPeE3 Crelchbpa, 0€3 HUKAKBO 3a0aBsiHEe MEKAY BIPHCKBAHETO M MHXAIALUITA.
Karo anrepnaTuBa nmauneHTUTE MOTaT MPOCTO Ja BAUIIAT M M3AMIIAT (Ipe3 ycTara) cieq
BIIPBCKBAHETO, CIIOPE YKA3aHUATA B JINCTOBKATA HA CIIEHCHPA, 3a /14 NI0JIy4aT JEKAPCTBEHUS IPOLYKT
(Bk. Touka 4.4 5.2).
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Touucmesane

3a peoBHO MOYHMCTBaHE HA HHXAIATOPA IMAIIMEHTHTE TPSIOBA 1a CBAIAT €KECEIMUYHO KaraykaTa OT
MYHJIIIYKa U J1a U3TPUBAT BHHIIHATA U BHTPEIIHATA YaCT Ha MyH/IIIyKa ChC cyXa Kbpra. Te He TpsOBa
Jla M3BAXK/IAT OMAKOBKATA IO/ HASITAHE OT MHXAJIATOpa M HE TPsAOBa J1a U3IMO0J3BaT BOJIA MITH IPYTH
TEYHOCTH 3a TIOYNCTBAHE Ha MYHIITyKa.

4.3 IIpoTuBOmOKA3aHUS

CBp’bX‘IyBCTBI/ITeHHOCT KbM aKTHBHHUTC BCIICCTBA UJIM KbM HAKOC OT IIOMOIIHHUTC BEIICCTBA,
n30poeHu B Touka 6.1.

4.4 ChneuuajHM mpeaynpe;kaeHUs U MpeAna3sHy MepKH NpU ynoTpeda

Hee OpCaAHAa3HA4YCH 3a VHOTDe6a IIpH OCTPH €IIU300HU

To3u JiekapcTBEH MPOAYKT HE € MOKa3aH 3a JIeYeHHe Ha OCTPH ENH30/1 Ha OPOHXOCTIa3bM HITH 32
JieueHre Ha 000CTpsIHE Ha 3a00ABaHETO (T.€. KATO CIACHUTETHA Teparus).

CBpPbX4YBCTBUTEITHOCT

HNma C’I)06H_ICHI/I$I 3a He3a0aBHU PpCaKknun Ha CBPBXYYBCTBUTCIIHOCT CJIC MPUITOXKCHUC. AXO Bb3HUKHAT
CUMIITOMH, IMOKa3BallX aJICPrudHu pe€aKnuu, ro-Cru€uajIHO aHIr'MoeaEM (BKJI}O‘-II/ITCHHO 3aTPYAHCHO
AUIaHC WIN MPETIIbIIaHe, MOAYBAHC Ha €3UKa, YCTHUTC U J'II/II_ICTO), YPTUKapUs NI KOXKCH O6pI/IB,
JICYCHUCTO Tp}16Ba BC€AHara Jia €€ npCKpaTu U aa CC Ha3HA4YU aJITCpHATHBHA TCparus.

IlapamokcaneHn OpoHXOCIa3bM

Moske aa ce mony4s napajjokcalieH OpoHXOCIa3bM ChC 3aCHIIBAHE Ha XPUIIOBETE U 3a/1yXa
HEITOCPENICTBEHO clieq pmiarade. Toit TpsOBa fa ce eKyBa BemHara ¢ 0bp301ecTBan] HHXaJIaTOPEH
Oponxoamnararop (o0sekyaBaiio cpeacTBo). JleueHuero TpsAOBa BeHAra Aa ce NpeKpaTH, NalueHThT
Jla ce OIICHHU U JIa Ce Ha3Ha4yM aNTepHATHUBHA TEPAIUs, aKo € HEOOXOIUMO.

Biomasane Ha 3a00isIBaHETO

IIpenmoppUYUTEIHO € IEYCHUETO Ja HE CE CIUpa PSA3KO. AKO MAMEHTUTE CUUTAT JICUCHHUETO 3a
Hee(heKTUBHO, TE TPSAOBA /1a IPOIBIDKAT JICUSHUETO, HO TPSOBA J1a CE MOThPCH METUITMHCKA TTOMOIII.
[ToBumraBamiara ce ynorpeda Ha o0JieKYaBaIy OPOHXOIUIIATATOPH ITOKa3Ba BIONIaBaHE HA OCHOBHOTO
3a00JIIBaHEe U Hajara MpeolleHKa Ha TepanusaTa. BHE3almHOTO Wiy MPOTrpecuBHO BIIOIIABaHE HA
CHMITTOMUTE € TMIOTEHITHAITHO YKMBOTO3aCTPAIIaBaIlO U NAIUEHTHT TPSOBA 1a OBbAC MOAIOKECH HA
CIICIIHA MCAULIMHCKA OIICHKA.

ChbpaeyHOCHI0BH e(heKTH

TMopaau HAMTHYKETO HA IBJITOACHCTBAIIM OeTa2-arOHUCTH U IBJTOICHCTBAIIM MYCKAPUHOBH
aHTaroHucty, Trimbow Tps0OBa 1a ce U3MOJI3BA C MOBUILICHO BHUMAHKE TPH TAIUEHTH ChC ChPACYHH
apUTMHUH, 0COOCHO aTPUOBCHTPHUKYJIAPEH OJIOK TpeTa CTEICH U TaXUAPUTMUH (YCKOPEH /MU
HETPaBIICH ChbPACUYCH PUTHM, BKIFOUUTEITHO MPEACHPIHO MBXKICHE), HIHONATHYHA CyOBaIByIapHa
AOpTHA CTEHO3a, XUTePTPO(UIHA OOCTPYKTHBHA KapJMOMHOIATHS, TEKKO ChPCUHO 3a00sBaHe (To-
CIICIATTHO OCTHP MH(APKT Ha MUOKap/a, HCXeMHUYHA 00JIeCT Ha ChPIIETO, 3aCTONHA ChpACYHA
HEJIOCTAThYHOCT), OKJTY3UBHH CHIOBU 3a00JIBaHUSI (TIO-CIIEIIMATHO apTEPHOCKIIEpO3a), apTepHaiHa
XUIMEPTOHUS U aHEBPU3MA.
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TpsOBa na ce BHMMAaBa U IpH JICYCHNE HA MAIIMEHTH C U3BECTHO yabbkaBaHe Ha QTc uHTepBana
(QTc >450 munucexyHam 3a Mbxe win >470 MUTMCEKYH/IH 3a KEHN) WK CbMHEHHE 3a TaKOBa,
BPOACHO WM MHAYLUPAHO OT JISKApCTBEHU NPOAYKTHU. [lanienTH, AMarHoCTUIIMPaHU C ONMCAaHUTE
CBHPACYHOCHIOBH 3a00JsIBaHuUs, ca OWIM U3KITIOUEHH OT KIIMHUYHU NMPOy4YBaHus ¢ Trimbow.
OrpaHUYeHN JaHHH PY MAIUEHTH C aCTMAa M ChITBTCTBAILY CHPACYHOCHIOBH 3a00IIBAaHNS WIH
PHUCKOBH (haKTOPH IpeJIoaraT, 4e Te3 MalUeHTH ChIIO ca ¢ TI0-BUCOK PUCK OT HEXKEJIAaHHU PeaKIny,
KaTO JIOKAJIHYU I'bONYHY HH(EKIUH Win AuchoHus (BXK. Touka 4.8).

AKoO ce TIIaHHpa aHeCTe3usl ¢ XaJoreHUpaHu aHECTETUITH, TPSOBA Ja ce rapaHTupa, 4e Trimbow HiMa
Jia ce mpuiiara Haii-mMaiko 12 yaca mpean HayajuoTo Ha aHEeCTe3usTa, Thid KaTo UMa PUCK OT ChbpACYHU

ApUTMUHU.

IloBumeno BHUMaHUE € HeO6XO,I[I/IMO 1 KOraTo C€ JICKYBAT MAaIUCHTHU C TUPCOTOKCUKO3a, 3aXapCH
,I[I/Ia6€T, (I)GOXpOMOI_II/ITOM " HCJICKYBaHA XUIIOKAJINCMUS.

CucreMHHn ed)eKTI/I Ha KOPTHKOCTCPOUIUTE

CucrteMHu eheKTH MOTaT J]a Bh3HUKHAT NPU BCEKH MHXAIATOPEH KOPTHKOCTEPOU]I, OCOOCHO MPH
BUCOKH JI03H, MIPEIUCBaH 3a ABJTH EPHOHU OT Bpeme. JJneBHaTa no3a Trimbow choTBeTCTBA Ha
BHCOKA /1032 MHXAJIATOPEH KOPTUKOCTEPOU/I; OCBEH TOBA TaKBa e()eKTHU € MHOTO ITO-MaJIKO BEPOSTHO
Jla Bb3HUKHAT, B CPABHEHHUE C MIEPOPAITHUTE KOPTUKOCTEPOUIU. BB3MOXKHUTE CUCTEMHU ePEKTH
BKJIFOYBAT: cHHApoM Ha Cushing, KyIIMHIOMeH XaOUTYC, apeHallHa CYIIpecHs, 3a0aBsiHe Ha
pacTexa, HamMaJsBaHEe Ha KOCTHATA MUHEPAIIHA TUIBTHOCT U, TIO-PSJIKO, MTOPEIHIIA OT MCUXOJIOTHYECKU
WM TTOBEIEHYECKH e(DeKTH, BKIFOUBAIIY IICHXOMOTOPHA XUITIEPAKTUBHOCT, HAPYIIICHHUS HA CHHS,
0e3M0KONCTBO, Aenpecust Win arpecus (ocodeHo mpu aena). ETo 3aio e BakHO MalMeHThT Ja ce
IpEriek/Ia peJJOBHO U J103aTa HHXAJATOPEH KOPTUKOCTEPOH/T JIa c€ HAMAJIH JIO Hali-HUCKaTa J103a, [IpU
KOSITO Ce OAIbPKa epeKTHBEH KOHTPOJI Ha acTMara (BK. Touka 4.2).

Trimbow TpsiOBa a ce mpuiiara ¢ IOBUIIICHO BHUMaHKUE NIPH MAI[MCHTH C aKTHBHA WM JIATCHTHA
OemonpoOHa TyOepKyio3a U IPpH MAIlMEHTH C THOMYHY U BUPYCHU HH()EKIINY Ha TUXATEITHUTE
ITBTHIIIA.

XHIIOKATHEMUS

Bcnencrue Ha Tepanus ¢ 6eTa2-arOHUCTH MOJKE J1a CE TOJTyYH MOTESHIIHAIHO CEPHO3HA
XHIMOKanueMus. TS nMa MOTEeHIHAI 1a TOBEIE 10 HeXeTaH! ChbpAeUYHOCHI0BH edektu. [Ipenoppusa
ce 0co0eHO BHUMAaHHUE MPH NAalKEHTH C TEXKO 3a00isBaHe, ThH KaTo TO3H eeKT MOKE Ja C€ YCHIIU OT
XHUIOKCHSL. XHUITOKATMEMHUATA MOKE JIa C€ YCHII M OT €THOBPEMEHHO JICUEHHUE C IPYTU JIEKapCTBCHH
HPOYKTH, KOUTO MOTAT Jla HHIYIUPAT XUIIOKATHEMUs, KaTO HallpuMep KCAaHTHHOBH PON3BO/IHH,
CTEPOHIH U JUypEeTUIH (BXK. TOUKa 4.5).

[loBuiieHo BHUMaHKE ce IPEeNopbhYBa U KOTaTo C€ U3I0J3BAT HAKOJIKO 00JIeKYaBaIin
OpouxoamiaraTopu. [IpenopbhbunTeHO € CepyMHUTE HIBA Ha KallUii Jia ce HAOJI0/1aBaT B TaKUBa
CUTYaIINH.

XHIEPrInKEMHUS

I/IHXEIJ'IaLII/IHTa Ha (bOpMOTepOJ'I MOIXKE J1a IPUYWHU IMOBUIIIABAHC HAa HMUBATAa HAa KPbBHATA 3axap.
CJ'ICI[OBaTeJ'IHO KpbBHATA 3axap TpH6Ba Ja c€ mpociicadaBa 110 BpEME Ha JICUCHHULCTO, KaTO CC CIla3BaT
YCTaHOBCHUTE HACOKHU IIPU MMAIUCHTH C I[I/Ia6eT.

AHTI/IXOJ'II/IHCDFI/IIJCH ed)eKT

['mukonmpoHuyM TpsOBa Jja ce M3I0JI3BA C MOBHUINICHO BHUMAHHUE TPH MAIIHEHTH C TECHOBI'bITHA
ryiaykoma, XMIepruia3us Ha mpocTaTaTa Wik peTeHIMs Ha ypuHa. [laiuentuTe TpsaoBa 1a 0baat
UHQOPMHUPAHH 3a MIPU3HAIIUTE U CUMIITOMUTE HA OCTPaTa TECHOBI'BJIHA IJIAyKOMa U Ja ObaatT
npeAynpeieH  Jia CIpaT JICYSHUETO U JIa Ce CBhPIKAT ChC CBOS JIeKap He3a0aBHO, aKO Ce Pa3BHe HIAKOU
OT TE3M MPU3HAIM WA CUMITTOMH.
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OcBeH TOBa, OPAH AHTUXOJINHEPTUYHUTE CBONCTBA HA TNIMKOMHUPOHHYM, IBITOCPOUYHOTO
€THOBPEMEHHO TPHIIOKEHHE C APYTHU JICKAPCTBEHHU MPOIYKTH, ChIbPIKAIIH aHTUXOIMHEPTUIHH
CpPE/ICTBA, HE ce MpenopbuBa (BXK. Touka 4.5).

[TammenTy ¢ TeKKa cTeneH Ha ObOPEYHO YBpPEKIaHE

[Ipu manueHTH ¢ TEKKA CTETICH HAa OBOPEYHO YBPEkKIaHEe, BKIFOUUTEITHO TAKUBA C TEPMHUHATHA
O0BOpevHa HEZIOCTATHYHOCT, HANIATAIIO U3, 0COOEHO aKO € CBHP3aHO ChC 3HAUUTEITHO HAMaJIeHUE
Ha TEJIECHOTO TerIo, Trimbow TpsOBa Ja ce W3MMOI3Ba caMO aKoO OYaKBaHATa 1oJI3a HaaXBhPIIs
MOTEHITUATHUS PUCK (BXK. Touka 5.2). Te3u manueHTH TpsiOBa 1a ce HaOI0AaBaT 3a MOTCHI[UATHI
HEXKEIIaHU PEaKIUHU.

IlanueHTyH ¢ TeKKa CTENEeH Ha I-Ie'[)HO,[[DO6HO YBPCXKAAHC

IIpu marueHTH ¢ TEXKKa CTEIICH Ha YepHOAPOOHO yBpexkaaHe Trimbow TpsOBa ma ce M3moin3Ba caMo
aKo OYaKBaHaTa I0J13a HAIXBbPJIsI MOTCHIMATHIUS pUCK (BXXK. Touka 5.2). Te3n nmarmenTn TpsOBa 1a ce
HAOJI0]aBaT 32 MOTCHIMATHY HEXKETIAaHH PEaKITUH.

[podunaktuka Ha opodapuHreasHu HHGEKIMH
3a ;1a ce HaMalld PUCKBT OT OpodapuHreanHa KaHau103Ha HH(EKIHS, TaIleHTUTe TpsOBa 1a Obaar
MMOCHBETBAHM Ja M3IUIAKBAT yCTaTa CH WIH JIa TIPaBAT raprapa ¢ Boja, 6e3 1a s MorIblaT, Win J1a

MHST 30UTE CU CJIC MHXAJINpaHC Ha MpcAnurcaHaTa 103a.

3pUTETHU CMYIIIEHUS

[Ipu crcTEeMHO U JIOKATHO MPUIIOKEHUE Ha KOPTUKOCTEPOH U Ca Bh3MOXKHU CHOOIIIEHUS 32 3PUTEITHA
CMyIICHMs. AKO IPU MAIIMEHT Ca HAJHUIE CUMIITOMHU KaToO 3aMbIJICHO 3pEHUE WK APYTH 3PUTEITHU
CMYILEHHS, MAIMCHTHT TPSAOBA J1a ObIe HACOUYCH 3a KOHCYJITAIMs ¢ 0()TaaIMOJIOr 3a OIICHKA Ha
BB3MOXKHUTE TIPUYMHU, KOUTO MOTAT Jia BKIIFOYBAT KaTapaKkTa, IIayKoMa WK PEIKH 3a00JIIBaHUS KaTO
neHTpanHa ceposna xopuoperunonatus (LICX), 3a kouTo ce cro0IIaBa ciex CUCTEMHO U JIOKATHO
W3I0JI3BaHE Ha KOPTUKOCTEPOHIH.

HI/IBXOZUII]_IO THUTpUPAHC HA 103aTa

CBbCTOSHUETO Ha MAMEHTUTE TPIOBa PEAOBHO Aa Obe MPEOIICHIBAHO OT JIEKap, Taka ue TEXHUTE
JI03U Ha OCKJIOMETa30H/(hOpPMOTEPOII/TITUKOTIMPOHUYM JIa OCTAHAT ONITUMAITHU U JIa CE POMEHST CaMO
T0 JIeKapcKa rpenopbka. Jlo3ute TpsaOBa 1a ce TUTPUPAT 0 HA-HUCKUTE JTO3H, ITPH KOUTO CE
MOTbPka e(HEKTUBEH KOHTPOJI HA CHMIITOMHUTE Ha acTMa.

Hsma nannu 3a edexta OT HU3XOAALIO TUTPUPAHE Ha 103aTa OT BUCOKaTa KoHueHTpauus (Trimbow
172/5/9 mukporpama) 10 cpeiHata KOHIIEHTPAIHs Ha JIEKapCTBEHHS MPOAYKT OEKIIOMETa30HOB

nurpornuoHat (Trimbow 87/5/9 mukporpama) (Bx. Touka 4.2).

CpabpykaHUE Ha €TAHOI

To3u nexapcTBeH NPOAYKT Chabpxka 8,856 mg eTaHoN Ha BIPHCKBAHE, KOETO € EKBUBAJIEHTHO Ha
17,712 mg Ha no3a oT ABe BIpbCKBaHMs. ChIECTBYBa TEOPETUUCH IMTOTECHIMAT 38 B3aUMOJICHCTBHUE
IpU 0COOCHO YyBCTBUTEIHU IALIMEHTH, IpUEeMaIly TUCyI(rupaM MM METPOHUIA30JI.
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4.5 B3zauMmoneiicTBHe ¢ IPYrH JeKAPCTBEHH MPOAYKTH H APYrd (JOpMHU HA B3auMo/ielicTBHE

(DaDMaKOKI/IHeTI/I‘-IHI/I BBaHMOﬂCﬁCTBHH

TBit KaTO TITUKOTMHUPOHUYM CE€ STUMUHUPA OCHOBHO Upe3 ObOperuTe, B3anMOICHCTBHE MOXKE
MOTEHIIMAIHO JIa Bh3HUKHE C JIEKAPCTBEHU MPOIYKTH, MOBIUSIBAIIY MEXaHU3MHUTE Ha ObOpevHa
ekckpeuus (Bx. Touka 5.2). EQekTbT 0T MHXHOMpaHeTo Ha TPaHCIIOPTa Ha OPraHUYHU KaTHOHH (C
M3I0JI3BaHe Ha MMMETHUINH KaTo coHaa HHXuOuTOp Ha Tpancrnoprepute Ha OCT2 u MATEL) B
OBOpenrTe BEPXY pa3NpelieICHUEeTO Ha HHXAJIaTOPHHS TIIMKOIMTUPOHUYM € ITOKa3all OrpaHHYeHO
NoBHUIIaBaHe Ha obmara My cucteMHa ekcrio3unus (AUCo.t) ¢ 16% u nexo noHw:kaBaHe Ha
0b0peunus kuprHE ¢ 20% BeieACTBUE HA €THOBPEMEHHOTO NMPHIIOKEHHE HA TUMETHINH.

BexnomeTaszon ce Mmetabonu3upa B mo-Hucka crenex upe3 CYP3A B cpaBHeHHE ¢ HIKOU APYTH
KOPTUKOCTEPOUIN U 11O MPUHIIMII HE CE 0YaKBAT B3aMMOJAEHUCTBUS; BBIPEKH TOBA HE MOXKE J1a Ce
U3KJIIOYH BEPOATHOCTTA OT CUCTEMHH e(eKTH MPH ChITBTCTBAINA YIIOTpeOa Ha MOIIHA HHXUOUTOPH Ha
CYP3A (mamp. puToHaBUP, KOOHITUCTAT), TTOPATH KOETO MPH YIIOTpedaTa Ha TAKMBA JICKAPCTBECHU
MPOAYKTH CE NMPENOPHYBA MOBUIIEHO BHUMAHKE U MOAXO A0 POCIEAsIBaHE.

dapMakoAMHAMAYHH B3aUMOJICHCTBHS

Cevpszanu ¢ hopmomepon

HexapnnocenektuBHuTe 6€Ta-0JI0KEpH (BKITIOUYNUTEITHO KAIKUTE 3a OYN) TPSOBA Ja ce U30srBat mpu
MAIUCHTH, IPUEMAIIld HHXAIATOpEH GOopMOTEpOII. AKO ce IpujIaraT 1o HaJIOKUTEITHU MPUYUHH,
e(ekThT Ha (HOPMOTEPOI IIIE CC HaMAJI WX SIIMMUHUPA.

EnnoBpemenHnara ynorpeba Ha apyru OeTa-aapeHepruaHy JEKapCTBEHU MPOITYKTH MOXKE 3 MMa
NOTCHIHAIHO aAUTUBHH €(EKTH; 3aTOBA € HE0OX0IMMO MMOBUILIEHO BHUMAHHE, KOTaTo ce MpeanucBatT
Ipyru OeTa-aApeHepruuHy JEKapCTBEHU MPOAYKTH €AHOBPEMEHHO € (JOPMOTEPOIL.

EnHOBpeMEeHHOTO JIedeHnE ¢ XUHUINH, AU30MHUpaMH]], TPOKaUHAMUJI, aHTUXUCTAMUHH, HHXUOUTOPH
Ha MOHOAMHMHOOKCHJ1a3aTa, TPUUUKIMYHE aHTHICTIPECAHTH U (peHoTnasuHu Moxe aa yabinku QT
MHTEpBaJa U Ja IOBUILIN PUCKA OT KaMEpHH apuTMuu. B nonbnnenue, L-nona, L-Tupokcus,
OKCHUTOIIMH M aJKOXOJI MOTaT Jia BIOWIAT Chp/IeYHaTa IOHOCUMOCT KbM 0€Ta2-CHMIaTUKOMUMETHIIH.

EMHOBpPEMEHHOTO JIeYUeHHUE C MHXMOUTOPU HA MOHOAMHHOOKCH 1a3aTa, BKIIFOUUTEITHO JICKAPCTBCHU
MPOAYKTH C MOA00HH CBOMCTBA, KaTo HanpuMep (Gpypa3oauaoH 1 mpokapOa3uH, MOXKE J1a IPEAU3BUKA
XUMEPTOHUYHU PEAKIHH.

HaJII/IHe € MMOBHUICH PUCK OT apUTMHUH IIPU MAUCHTH, MTOJTydaBalll CTHOBPEMCHHO aHECTE3UA C
XaJIOTCHUPAaHU BBITICBOAOPOAH.

EnHoBpeMeHHO JieueHue ¢ KCaHTHHOBH MIPOU3BOIHHU, CTEPOUIHN WU TUYPETHIIA MOKE J1a IOTEHINpa
BB3MOXKEH XHUITOKaTeMuieH eekT Ha OeTa2-aroHucTuTe (BK. Touka 4.4). XumokanieMusTa Moxe 1a
MOBHUIIIN CKIIOHHOCTTA KbM apUTMUU NIPH NALIMEHTH, JIEKYBaHU C JUTHUTAIMCOBU TTTMKO3HUIH.

Cévpsaniu ¢ 2IUKORUPOHUYM

JIBATOCPOYHOTO €IHOBPEMEHHO MPHUJIOKEHHE HAa Trimbow ¢ APyru JeKapcTBEHU MPOAYKTH,
ChIbPIKAIIM AaHTHXOJIMHEPTHYHK CPEJICTBA, HE € MPOYYBAHO M 10 Ta3u MPUYKMHA HE CE MPENophuBa
(Bx. Touka 4.4).

4.6 @epruauTeT, )PEMEHHOCT H KbPMEHe

Jlurcea onuT WM JaHHM 332 0€30MacHOCT pU yrnoTpeda Ha npomneneHTa Hopdiaypan (HFA134a) o
BpeMe Ha OpeMEeHHOCT WK KbpMeHe npu xopa. [IpoyuBanus na eexra Ha HFA134a Bppxy
penpoayKTuBHaTa GYHKUUS U eMOpHO(ETaITHOTO Pa3BUTHE IIPH )KUBOTHHU, 00aye, He TIOKa3BaT
KIIMHIYHO 3HAYUMH HEXEJIaHU ePeKTH.
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BpemenHocT

Jluncear wim nMa OrpaHUYCHH JTJaHHU OT yroTpebara Ha Trimbow mpu OpeMeHHU KEHHU.
[Ipoy4uBaHusTa IPH )KUBOTHH MTOKA3BAT PEIIPOAYKTHBHA TOKCHYHOCT (BXK. TOUKa 5.3). M3BecTHO €, ue
TTIOKOKOPTHUKOMINTE BOIAT 10 epeKTH B paHHATa recTarimonHa ¢asa, Jokaro o6eral-
CHUMITATUKOMUMETHUIINTE, KaTo (hOPMOTEPOII, UMAT TOKOIUTHYHH eekTH. [1o Ta3u npuuuHa, KaTo
mpe/na3Ha MspKa € 3a IperoYnTane Ja ce n30srea ynorpedara Ha Trimbow 1o Bpeme Ha
OpEeMEHHOCT U paKIaHe.

Trimbow TpsiOBa 1a ce U3MOI3Ba 0 BpeMe Ha OPEMEHHOCT CaMO aKoO OYaKBaHATa IMoJI3a 3a MaiikaTa
HAJAXBBPIIS TOTSHIMATHIS PUCK 32 Tuioa. KbpMadeTa 1 HOBOPOJIEHU, POJICHU OT MalKH, TIOTy4YaBally
3HAYUTEIIHU 103U, TPSAOBA Jla ce HaOJII0JaBaT 3a apeHaIHA CYTIPECHS.

AKX0 e He0OX0AMMO JICUSHHUE 10 BpeMe Ha OPEeMEHHOCT, TpsiOBa J1a ce N3M0JI3Ba Hall-HUCKATa
edekTuBHa 1032 (BXK. ToUKa 4.2).

Kopmene

JluricBaT CHOTBETHHU KIMHUYHM JaHHU OT yroTpedaTta Ha Trimbow 1o Bpeme Ha KbpMEHE ITPH XO0pa.

' TIOKOKOPTHKOUIUTE CE EKCKPETUPAT B KbpMata. JIOTHYHO € /1a e MPEANOIOKH, 4e OCKIOMETa30HOB
JUIPOITUOHAT U HETOBUTE META0OIMTUTE ChIIO Ce EKCKPETHPAT B KbpMaTa.

He e usBecTHO Mau GOPMOTEPOIT UITH TIUKOTMPOHUYM (BKITIOUUTEITHO TEXHUTE METabOIUTH) Ce
€KCKPETUPAT B KbPMaTa, HO T€ Ca OTKPUTH B MIITKOTO HA )KHBOTHH B MIEPHO/ HA JIAKTAIIUS.
AHTHXOHI/IHepFHHHTe KaTo INIMKOIIMPOHUYM MOTraT Aa MMOTUCHAT JIaKTausATa.

TpsibBa 1a ce B3eMe pelieHre JTaJii Ja Ce MPEYCTaHOBU KbPMEHETO HJIM JIa Ce MPEYCTAHOBH/HE Ce
npuiIoXku TepanusaTa ¢ Trimbow, KaTo ce B3eMaT MPeIBU/I M0J3aTa OT KbPMEHETO 3a ICTETO U 1M0JI3aTa
OT TeparmnusTa 3a KeHaTa.

DepTUnuTeT

He ca mpoBexxmany KOHKPETHHU MpoydBaHus ¢ Trimbow 3a 6€301acHOCT MO OTHOIIICHHUE Ha
(deprumTera nipu xopa. [IpoyuBaHusTa Npy KUBOTHU ITIOKA3BaT YBpexkIaHe Ha GepTrminTeTa (BK.
ToYKa 5.3).

4.7 EdexTn BbpXY CIOCOOHOCTTA 3a mopupaHe U padoTa ¢ MAIIMHU

Trimbow He MOBNIHSBA WM MOBJIMSBA TPEHEOPEHKMUMO CIIOCOOHOCTTA 3a modupaHe u pabora ¢
MAIIIHHH.

4.8 Hexenanu JiekapcTBeHH peaKUH

0O0600mmenre Ha npoduiia Ha 6€30HaCHOCT

Haif-gecTo crobmiaBannTe HEXENNaH peakiuy mpu manueHTn ¢ XObb u actMa ca chOTBETHO:
nmucdonns (0,3% u 1,5%) u opanna kanaugosa (0,8% u 0,3%), KonTo HOpMATHO ce CBHP3BAT C
MHXAJIATOPHUTE KOpTUKOCTepouau; MycKynHu crasmu (0,4% u 0,2%), kouto Morar aa ce oTaaaaT Ha
IbJITOIeiicTBan s Oeta2-aroHucT; U cyxota B ycrara (0, 4% u 0,5%), KosTo € TUITUYeH
AHTUXOJIMHEPTUYEH e(eKT.

IIpu nanueHTH ¢ acTMa HEXENAHUTE PEaKLUd UMAT TeHACHIIMS 1a HapacTBaT 110 BpeMe Ha MbPBUTE

3 Mecela ciie/1 3aro4BaHe Ha Teparus U 9eCTOTaTa UM Jia HaMaisiBa IPH MO-IbJITOCPOYHA yIIoTpeda
(cnem 6-MeceuHo JICUCHHE).
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CouchbK Ha HEXEITAaHUTE JICKapCTBCHU PCAKIIUHN B TabIuYeH BU

HeskenanuTe peakinu, CBbpP3aHu ¢ OEKIOMETA30HOB TUMPOTHOHAT/(POPMOTEPOIT/TITUKONUPOHHYM,
KOHTO Ca Bb3HUKHAIH 110 BpEME Ha KIIMHUYHHUTE MPOYYBAHHS U MOCTMAPKETUHIOBHUS OIHUT, KAKTO U
HEXXETaHUTE PEaKIUH, OITMCAHU 32 OTJICIHUTE KOMIIOHEHTH, KOUTO Ca Ha 1asapa, ca JaJeHH 110-J01Ty,
W30pOCHU 10 CHCTEMO-OPTaHeH KJlac ¥ YecToTa.
YecroTara e onpeseneHa kato: MHoro yectu (>1/10); wectu (>1/100 no <1/10); mewectu (>1/1 000 no
<1/100); penku (>1/10 000 mo <1/1 000); muoro peaku (<1/10 000) u ¢ Heu3BecTHA YecTOTa (OT
HaJUYHATE JaHHU HE MOXE J1a Ob/Ie HallpaBeHa OIICHKA).

CucremMo-opraneH Kjiac

Hexesnana peakuust YecroTa
no MedDRA peakn

[Muemonus (npu narnuenty ¢ XOBB), bapunrur,

opajHa KaHJM103a, HHPEKIUs Ha TUKOYHKUTE nbTumal, | Yectn

Ha30(apuHruT:

['pun’, opanna re6u4Ha vHpEKHs, opodhapuHreanta
Undexnyun u nndecranun pHil’, op ek, opoap

KaHA#103a, e30(harcaiHa KaHau103a, T'bONICH Heweern

(Opo)(apuHIUT, CUHY3UT!, PUHHUT!, TaCTPOEHTEPUT?,

ByJIBOBarMHaJIHa KaHau103a’

WHubekuns Ha TOJHUTE QUXaTSIHU TbTUIA (Irb0uyuHa) | Penku
Hapymienus Ha KpbBTa U ['panynonuroneHus’ Heuectn
nuMQHaTa CUCTEMA Tpombouuronenus® MHoro peiku

Anepruden gepMaTuT: Heuectu
Hapyuienust Ha ”MyHHaTa

Peakumu Ha CBPBXUYBCTBUTEIHOCT, BKIIOYUTETHO
cucreMa Penku

CpUTEM, OTOK Ha YCTHUTC, JIMLICTO, OYUTC U (bapI/IHKCEl

Hapymenus Ha
€HJIOKpUHHATa CUCTEMA

Anpenanna cynpecus’

MHoro peaxu

Hapyiienus Ha XHMOKATUEMUS, XUIEPIIIUKEMUS Heuectu
MeTabonn3ma v xpaHeHero | Hamaien anetut Penku
Hecnokoiicteue® Heuectu

Tlcuxu4Hu HapyIIeHUS

ITcHXOMOTOpPHA XUNEPAKTUBHOCT', HAPYILIEHNS Ha
ChHs!, GE3MOKONUCTBO, JIENPECHUS’, arPECHBHOCT?,

C HeusBecTHA

1 YecToTa
MTOBE/ICHYCCKH MPOMEHU (IIPETMMHO MPH JIeTIa)
HWucomuus Penxu
['maBoGonme Uectn

Hapymenus Ha HepBHaATA v I I

cHCTeMa Tpemop, 3aMaiiBaHe, TUCTEY3Us-, XUTIOECTE3US Heuectu
XunepcoMHus Penku

C HeusBecTHA

3aMbriaeHo 3perue (BK. ChIfo Touka 4.4)

Hapyenus Ha ounre 4eCToTa

I'maykomal, karapakral

MHoro peaku

Hapymenus Ha yxoto u

Br3nanenue Ha EBcraxuesara TphOal Heuectu
naOupuHTa

[Ipenacepaao MexacHe, yabbkaBane Ha QT uHTEpBaIa

B €JIEKTPOKApIMOrpaMara, TaxuKapusi, Taxuaputmus’, | Hewectn

MAJIATAITT
Cobpaevnn HapyIICHUS i

Crenokapus (ctaOuiiHa ¥ HecTaOMITHA),

eKCTPacHCTONH (KaMepHH! M HaJKaMEpHH ), HOJAJICH Penxu

PUTBM, CHHYCOBa OpaauKapIus

Xunepemus’, 3auepBsBaHe’, XUIEPTOHUS Heuectn
Cb10BY HAPYIICHUS

ExcrpaBasanyst Ha KpbB Penku
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CucremMo-opraneH Kjiac

Hexesnana peakuust YectoTa
no MedDRA peakn

Juchonus Yectn

AcTmatnuHa Kpusal, Kanumia, IpoayKTHBHA

KaIlLTMIAY, IpasHeHe Ha IbPJIOTO, KPHBOTEYEHHUE OT Heuectn
PecnipaTopHu, TpbhIHU U 1

Hoca", (hapuHTeasIeH epUTEM
MeIHaCTUHATHY I
JA—— [Tapagokcanen 6poHX0OCIa3bM-, 00OCTPSHE Ha

acTMaTta, opodapuHreanna 6osuka, haprHTeanTHO Penxu

BB3IAJICHUEC, CYX0Ta B I'bPJIOTO

JucnHes®

MHoro peaku

CroMantHo-4peBHU

Huapus?, cyxora B yctaTa, nucarus’, rajgeHe,

JUCIIENICHS’, TTApeIo yCellaHe Mo yCTHUTE!, 350eH Heuectn
HapyIeHus 1

Kapuec, (ahTo3eH) ctoMaTut
Hapyienus Ha Koxara u OGpuB!, ypTHKapHs, NpypUTyC, XUIEPXUAPO3a’ Heuectn
MOJKOXKHATa ThKaH AHTHOCIEM® Penxn
HapymeHI/[;[ Ha MyCKYJIHO- MYCKyJ'IHI/I CIIa3MHU, MUaJIrus, 60J‘IKI/I B KpaﬁHHKl, Heuectn

CKC€JICTHAaTa CUCTEMA U
ChCAMHUTCIIHATA ThKaH

MYCKYJIHO-CKCJICTHA 0oIKa B F’prLI/ITel

N3ocraBane B pacTexkal

MHoro peaxu

Hapymenus na 6s0penure

1
W3ypUs, pETEHLINS Ha YpUHA, HEDPUT Penku
7 MUKOYHUTE ITHTUIIA Ausypus, p 1t ypuHa, Hep A
1
OO0mmm HapyIICHHS | Ymopa Heuectu
e(heKTH Ha MACTOTO Ha AcreHus Penku

TPUIIOKEHUE IMepudepen emem? MHoro peaku
IMoumen C-peakTUBEH IPOTEHHY, TOBULIEH OPOi
TPOMOOIMTH’, TOBUILEHH CBOOOIHU MACTHH
KUCEJIMHNY, TOBUILIEH MHCYJIMH B KpBbBTAl, HOBUIIEHH Hevecrn
Uscnensanus KETOTENa B KPbBTA', MOHMKEH KOPTU30JI-
[ToBUIIEHO KPBBHO HANSATaHE!, IOHMKEHO KPHBHO P

Hansrane!

ITonmxena KocTHa H.II’IJTHOCTl

MHoro peaku

! Hexenann peaKkuunu, 3a KOUTO C€ C’L06HIaBa B KXII na mone CIWH OT OTACIHUTC KOMIIOHCHTH,

Ha6J'IIO,HaBaHI/I KaTO HEXKECJIaHU PCaKIUU B KIIMHUYHOTO pa3pa60TBaHe Ha Trimbow

MC)KI[y Ha6J'IIO,I[aBaHI/ITC HCXKCJIAaHU PCAKIIUU CICIHUTC Ca TUIIMYHO CBBP3aHU C:

bexnomemazonos éunponuoyam

HO KOUTO HE Ca

HHCBMOHI/IH, opaJHnu rbOMYHU I/IH(i)CKI_[I/II/I, rL0uyHa I/IH(l)eKLII/ISI Ha JOJHHUTC NUXATCIIHU ITbTUIIIA,
,I[I/IC(l)OHI/ISI, APa3sHCHEC Ha I'bpPJIOTO, XUIICPIIIUKEMUA, ICUXUYHU HAPYIICHU A, TIOHUKCH KOPTU30JI,

3aMBIJICHO 3pCHHC.

Dopmomepon

XUIMOKAIUEMHs, XUTIEPTIINKEMHUS, TPEMOP, TMAJIHUTALMN, MyCKYJIHHU cria3MH, yasnkeH QT uHTepBan B
eJIeKTPOKapIUOrpaMaTa, MOBHUIIEHO KPHBHO HAJIATaHE, TOHWKEHO KPbBHO HAJSTaHe, MPEACHPIHO
MBXKJIEHE, TAXUKAPWsI, TAXUAPUTMUS, CTCHOKapIus (cTaOmiHa 1 HeCTaOWIIHA), KaMepHHU
€KCTPACUCTOIIU, HOJIATICH PUTHM.

T nukonuponuym

I'mayxoma, nmpefchpIHO MBXJICHE, TaXUKap/IUs, MAIIMUTAIIN, CyX0Ta B ycTaTa, 3b0CH Kapuec,
JU3YPHS, PETCHIIUS HA YPHHA, MHPEKIHMS HA MUKOYHKUTE ITHTHIIA.
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Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHN PEaKIIUU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakKHO. ToBa MMO3BOJIsIBA Ja PO IBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsAKa
0I03UPaHa He)KETaHa Peakiiys Ype3 Hal[HOHAIHA CHCTeMa 3a ChOoOIaBaHe, MOCOUYCHA B

[punoxenue V.

4.9 Ilpeno3upane

[Ipeno3upanero Ha Trimbow Moke Aa NPUYKMHY IPU3HALM U CHMIITOMH BCJIEICTBHE Ha
(apMaKoJIIOTHYHOTO AEHCTBUE HA OTAETHUTE KOMIIOHEHTH, BKIIFOUUTEITHO HAOII01aBaHNUTE TIPH
npeao3upane Ha APYru OeTa2-aroHUCTU WU aHTHXOJIMHEPTHYHH CPEACTBA, U B ChOTBETCTBUE C
M3BECTHUTE €(EeKTH Ha KJIaca HHXATaTOPHU KOPTHUKOCTEPOUAH (BXK. Touka 4.4). AKO Bb3HUKHE
npeo3upane, TpsOBa a ce mpoBeze MOAIbPIKAIIO JIeUeHHEe Ha CHMIITOMUTE Ha TAallUeHTa, C
MOJIXOJISIIII0 MOHUTOPHPAHE, aKo € He0OXO0MMO.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 d@apmakoaMHAMMYHHU CBOIiCTBA

dapmakoTepaneBTuuHa rpyna: JlekapcTsa 3a jeueHre Ha OOCTPYKTUBHH 3200 sIBAHUS Ha
JIMXATeIHUTE MTBTUILA, aJPEHEPTUYHH CPEICTBA B KOMOMHAIINS C aHTUXOJIMHEPTUYHH CPEICTBA,

BIJTFOUHUTEITHO TPOiHN KoMOuHanmu ¢ Koptukoctepouan, ATC xom: RO3ALO09.

MexaHu3bM Ha HeﬁCTBHC )41 d)aDMaKOHI/IHaMI/I‘-IHI/I C(bCKTI/I

Trimbow chappka OEKJIOMETa30HOB IUIPONUOHAT, (hopMoTepoi u TaukonuponuyM (BDP/FF/G) mox
(dopmara Ha pa3TBOP, KOETO BOAM A0 a€pO30J ChC CBPBbX(PHUHU YACTHLHU ChC CPEJCH MacoB
aepoIuHaMu4eH nuameTsp (mass median aerodynamic diameter, MMAD) okono 1,1 Mukpomerpa u
€THOBPEMEHHO OTJIaraHe Ha TPUTE KOMIIOHEHTA. Aepo30JIHUTE YacTuly Ha Trimbow cpenHo ca MHOTO
HO-MaJIKH OT YaCTHLUTE, JOCTABSIHU NIPH He-CBPbX(HHM JlekapcTBeHH (HopMu. 3a OEKIOMETa30HOB
JUIPOITUOHAT TOBA BOJH JI0 TIO-MOILleH e()eKT B CpaBHEHHE C JIEKAPCTBEHU (HOPMU C HE-CBPBX(PHHO
pasmpenenenne Ha pazmepa Ha gacturute (100 Mmukporpama cBpbX(hHUH OEKIOMETa30HOB
munpornuoHat B Trimbow ca exBuBasieHTHH Ha 250 MUKporpamMa OeKJIIOMETa30HOB JUIPOITHOHAT B He-
cBpBbX(rHa nekapcTBeHa Gopma).

bexnomemasonos dunponuonam

Bbekxnomera3zonoB AUTIPOIIMOHAT, MpUJIarad 4pe3 MHXaJIalnud npyu NpenopbuYUTCIHUTE 1031, UMa
TJIIFOKOKOPTUKOUAHO IMPOTHUBOBB3NAJIUTCIIHO JICCTBHC B Oenute I[pO60BC. FJ'IIOKOKOpTI/IKOI/IZ[I/ITe ce
M3I10JI3BAT IIMPOKO 3a MOTHCKAHE HA BB3MAJICHUCTO IIPHU XPOHUYHU Bb3NAJTIUTCIIHA 3a00JIIBaHUS Ha
JUXaTEIHUTE MbTUINA. TSIXHOTO ACHCTBUE € MCIUHPAHO OT CBBP3BAHETO KbM I'N'TFOKOKOPTHUKOUIHHU
PCUCIITOPU B IUTOIINIa3MaTa, KOCTO BOAW A0 MOBUIICHA TPAHCKPUIIIHNA HAa 'CHU, KOAUPpAIH
ITPOTUBOBB3NAIUTCIIHA ITPOTCHUHU.

Dopmomepon
®dopMoTepoI € CelleKTUBEH OeTa2-apeHeprUueH arOHUCT, KOWTO BOM JI0 OTITyCKaHE Ha

OpoHxXMaJHaTa IJIaIka MYCKyJIaTypa IpH NALMEHTH ¢ 00paTuMa OOCTPYKIMS Ha TUXaTEITHUTE
npTUIIa. bponxoaunatupamust edekr 3anousa Obp30, B paMKHUTE HA 1-3 MUHYTH Clie/ HHXANALMA, 1
UMa MpOIBJKUTENHOCT 12 yaca cnen eAMHUYHA 034.
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T nuxonuponuym

I MUKOTIMPOHUYM € TBJITOIeHCTBAI aHTATOHUCT Ha MYCKApUHOBUTE PEIENTOPH (aHTUXOIMHEPTHIHO
CPEJICTBO) C BUCOK a)MHUTET, KOWTO CE U3IOJI3BA 32 MHXAJAIMS KaTO OPOHXOAMIATHPAIIIO JICUCHHUE.
I'mukonupoHnyM ericTBa upe3 OJoKupaHe Ha OPOHXOKOHCTPUKTUBHUS €()EKT Ha alleTHIIXOJIMHA
BBPXY TJIAJKOMYCKYJIHATE KJIETKH B TUXATCITHATE IIHTHINA, KaTO TI0 TO3W HAYMH pa3lIupsBa
MUXATCIIHUTE MIHTUINA. [ THKOTTHPOHUEB OPOMHUIT € aHTArOHHUCT Ha MyCKapUHOBUTE PEIICTITOPH C BICOK
a(MHUTET, ChC CEIICKTHUBHOCT KbM YOBEIIKUTe M3 perentopu, KosaTo, KakTo € I0Ka3aHo, € 4 ITbTH T0-
TOJISIMA CTIPSIMO Ta3u KbM YOBEITKUTE M2 perenTopH.

Kinnununa edukacHocT 1 0€300aCHOCT

IIporpamara 3a kTuHUYIHO pa3zpaborBane (aza Il mpu acTMa BKIIFOUBA IBE paHAOMU3UPAHH,
JIBOMHOCIIETIH, aKTUBHO-KOHTPOJIUPAHU MIPOYUBAHUS C 52-CeIMUYHA MPOIBIIKUTEIHOCT, KATO €IHOTO
€ MPOBEJICHO ChC CPEHATA JI030Ba KOHIICHTpAIHs Ha HHXanatopHus koptrocTepous (ICS)
(BDP/FF/G 87/5/9; TRIMARAN), a npyroro — ¢ BucokaTa mo030Ba kouuneurpaims Ha |ICS (BDP/FF/G
172/5/9; TRIGGER).

W aBete mpoyuBaHuUs ca MPOBEACHU ITPHU Bb3PACTHH MAI[MEHTH C KIMHUYHA JMarHo3a actMa, KOUTO ca
OMJIM HEKOHTPOJIMPAHHU Ha JBOMHO MOIBPKAIIO0 JICUCHHE C U3IT0JI3BaHE HAa CPEIHA 7032
(TRIMARAN) unu Bucoka no3a (TRIGGER) ot komOnHanusiTa MHXaJIaTOPEH
KopTUKOCTepou/npirozeiicTean oeta2-aroauct (ICS/LABA) (ckop > 1,5 mo ACQ-7). 3a 1a 0bp1aT
MOJIXOJISIIIN, TTAIIMEHTUTE € TPSOBAJIO J1a ca MOJIyYU/IN ITOHE €HO 000CTPsHE HA acTMaTa, HaJOXKHIIO
JIEYeHUE ChC CUCTEMHU KOPTUKOCTEPOUIH WIIH MTOCEIICHHE B CIEIIHO OTICICHUE, HITH
XOCITUTAIIA3ANUS TIPe3 MPEeIX0HaATa TOANHA.

B nmpoyuBaneto TRIMARAN ca cpaBHenu nse no3u aa bty nHeBHO BDP/FF/G 87/5/9 (N=579) ¢
JBE 103U JBa IBTU THEBHO (PUKCHpaHa KOMOMHAIMS OT OekiioMeTa30HoB Aunponuonat (BDP) u
¢opmortepon (FF) 100/6 mukporpama (mocraBena noza 84,6/5,0) (N=576). B npoyusanero TRIGGER
ca cpaBHEHHM JiBe /1031 JiBa TbTU HeBHO BDP/FF/G 172/5/9 (N=573) ¢ nBe 103 1Ba TTH JTHEBHO
(ukcupana komouHanus or BDP u FF 200/6 mukporpama camocrositenHo (ocraBeHa go3a 177,7/5,1)
(N=576) win1 B fOonrbJITHEHNE KbM JIBE €THOKPATHH JHEBHH JJO3M THOTPOIIUYM 2,5 MUKpOrpama
(N=288) xaTo OTKpPHUTO paMoO C EKCTEMITOpaIHa TPOHHA KOMOUHAIIUS.

[TepBHYHATA 1IeTT HA IPOYYBAHMATA € OMJIa J1a Ce IEMOHCTpHpa MO-ToJsIMa e(hUKACHOCT WIIK Ha
BDP/FF/G 87/5/9, unu na BDP/FF/G 172/5/9 (nBe unxanamnuu fBa MbTH JHEBHO) CIIPSAMO ChOTBETHUS
OPOIYKT ¢ PUKCHpaHa JABOiHA KoMOMHaIM (cpeaHa uiu Bucoka go3a ICS/LABA) no oTHolieHue Ha
CHBMECTHHTE ITbPBUYHU KPaifHU TOYKH (TIPOMsIHA OT M3X0HO HUBO BB PEO: npenyn npuiokeHue Ha
no3ata B Ceamuiia 26 u yectoTata Ha YMEPEHO M TEXKKO 000CTpSIHE 3a MEPUOA OT 52 CEIMHUIIH).

[IpoyuBanero TRIGGER He e nmanio MOLIHOCTTA J1a OLICHN CPaBHHUTEIIHATA EPUKACHOCT Ha
BDP/FF/G 172/5/9 cnipsimo BDP/FF + tnotponuym 2,5 mukporpama. OnucaTeTHUTE pe3yaTaTH ca
BKJIIOYeHH B Tabmmna 1.

Mennanara Ha Bb3pacTTa Ha NAlMEHTHUTE, BKIIOUEHH B ABETE OCHOBHU NMpOy4BaHus, € 54 rogunu. [lo-
Masiko oT 20% OT MaIrMeHTUTe ca OMIIM Ha Bb3pacT 65 TOJUHM WM MTOBeYe U npuoau3uTesiHo 60% ot
MAIMeHTUTE ca OMIIK OT JkeHCkH 11oJ1. [1o BpeMe Ha npoyuBaneTo okoiio 16% (TRIMARAN) u 23%
(TRIGGER) ot manmenture ca nznon3sanu cieidcbp AeroChamber Plus.

Hamansasane na obocmpsanusama na acmma

B npoyusanero TRIMARAN BDP/FF/G 87/5/9 e namanui 3Ha4uTETHO Y€CTOTATa Ha
YMEPEHUTE/TEKKUTE 00OCTPSHUA B CpaBHEeHUE ¢ (pukcupanara komounanust BDP/FF

100/6 mukporpama (KOpUrupaHo ChoTHOIIEHME Ha yectoTtara 0,846; 95% I [0,725; 0,987]).
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B npoyusanero TRIGGER BDP/FF/G 172/5/9 ¢bI110 ¢ HaManui yecToTaTa Ha YMEPEHUTE/TSKKUTE
000CTpSIHUS B MO-TOJIIMA CTeIeH OT ukcupanata komouHanus BDP/FF 200/6 Mmukporpama, HO TO3H
e(eKT He € MOCTUTHAM CTATHCTHYECKA 3HAYMMOCT (KOPUTHPAHO ChOTHOIIeHHE Ha yectoTata 0,880;
95% M [0,751; 1,030], p=0,11). Ilopamu fiepapXU4HOTO TeCTBaHE, BCHUKH KPAHU TOYKHU 32
eukacuoct mpu TRIGGER u npenBapuTeTHO 3a1aqeHUAT aHAIA3 Ha TEXKKHATE 000CTpsHUS (COOpHH
nanuu ot npoyuBanusata TRIMARAN u TRIGGER) ca nmanu kato pe3yiarar caMo HOMHHAITHA
p-croitroctu (Tabnuia 1).

Hannute ot nmpoyuBanusita TRIMARAN u TRIGGER npeamnonarar, e BpeMeTo 10 MbPBO
YMEPEHO/TEXKKO 000CTpsiHE (BTOPHYHA KpaiiHa TOUKa) € OMJI0 YABKEHO B paMOTO Ha TpOWHATa
KOMOMHauus, B CPaBHEHHUE C PaMOTO HA ChOTBETHATA IBOMHA KOMOMHAIIHS.

Egpexmu evpxy benoopobnama gynxyus

U B nete mpoyusanust BDP/FF/G 87/5/9 u BDP/FF/G 172/5/9 ca momoOpwiu mapaMeTpuTe Ha
oenonpobHara pyHkius - ®EO; npeau mpreM Ha 1o3aTa (ChbBMECTHA IIbPBUYHA KpaiiHa TOUKA),
nKOBo-3n PEO1 U cyTpeliieH BbpXOB eKCIUPATOPEH AeOHUT (KJIFOYOBH BTOPHYHU KPAHU TOYKH), B
CpaBHEHHUE C (PUKCHpaHa KOMOMHAIIHS OCKIOMETa30HOB TUITPOITHUOHAT U (POPMOTEPOI CHOTBETHO
100/6 1 200/6 mukporpama, cien 26 ceaAMUIIM Ha JiedeHue. Becuuku momoOpeHust ca Ouu
CTaTUCTHYECKH 3HAUNMHU (BK. Tabmuia 1).

Ta6una 1 - PesyaraTu 3a nbpBHYHNTE M BTOPUYHHTE KPAHHHN TOUYKH

Tpoyusane TRIMARAN TRIGGER
IleneBo cpaBHeHMe BDP/FF/G 87/5/9 | BDPIFFIG 172/5/9 | BDP/FF/G 172/5/3
(N=579) (N=573) 2':;?{12
oo P BDP/FFi84,6/5 | BDP/FF 1777551 | BDPIFFL77.7/51+
It _ _ THOTpOTHMYM 2,5
Ha TeparneBTUuIHO paMo N 576) (N 576)
(N=288)

ITvpeuunu kpaiinu mouku

DEQ; npedu npuem na oozama cied 26 ceOmuyu (Co8MeCmHa NbPBULHA KPAUHA MOYKA)

Pa3nuka B JIe4€HHETO +57 ml +73 ml -45 ml
p-cTOHHOCT p = 0,008 p = 0,003* p =0,125*
Ymepenu/mesicku obocmpsanus 3a nepuod om 52 ceOmuyu (Cb6MeCmHa NbpPEUUHA KPALHA MOYKA)
Kopurupana yecrora 1,83 cnpsimo 2,16 1,73 cnpsamo 1,96 1,73 copsimo 1,63
Ha MAIMEHTOrO[MHA
[IpomMsiHa Ha yecToTaTa -15,4% -12,0% +7,0%
p-cTo#fHOCT p =0,033 p=0,110(n.s.) p =0,502*
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IIpoyuBane TRIMARAN TRIGGER
IlexeBo cpaBHeHue BDP/FF/G 87/5/9 | BDP/FFIG 172/5/9 | BDP/ FI\'I:[ <537§72/5/9
(N=579) (N=573) én;mg
N = paHgoMH3HPAHH CnpsiMmo CNpPsMO
ot P BDP/FF'84,6/5 | BDP/FF'177,7/51 | BDPFFL7T7.7/51+
- — THOTPOMYM 2,5°
Ha TEPpanneBTUYIHO paMoO N 576) (N 576)
(N=288)

Knwuosu 6MOPUYHU U 6MOPUYUHU Kpaﬁnu mouKu

Tuxosy.3, PEO; cried 26 ceomuyu (Kirou08a 6mopuiHa Kpauna mouxa)

Pasnuka B 1eueHueTo +84 ml +105 ml -33 ml

p-CTOHHOCT p <0,001 p <0,001* p=0,271*

Cympewen gvpxos excnupamopen deoum (BE/]) 3a nepuood om 26 ceomuyu (Kiro4o6a 6mopuyHa Kpaurda
mouxa)

Paznuka B 1e4eHHETO +8 I/min +8 I/min -0,2 I/min

p-cTOHHOCT p <0,001 p =0,001* p =0,951*

Yecmoma na medicku 00ocmpsanus 3a nepuoo om 52 ceomuyu, coopen anaius (Kio4o8a 6mopuiHa
KpauHa mouka)

KopHeraHa qgeCcToTa

0,24 cnpsmo 0,31 n.a.
Ha MAlUEeHTOrOMHA
[IpoMsiHa Ha -23,0%
p- cToitHOCT p = 0,008*
Bpeme 0o nvpsomo ymepeno/mesicko obocmpsane 3a nepuod om 52 ceomuyu (6mopuuna KpauHa moyka)
KoeduiueHt Ha puck 0,84 0,80 1,03
p-CTOHMHOCT p =0,022* p =0,003* p=0,777*

Bpeme 0o nvpsomo mesicko obocmpsine 3a nepuod om 52 ceomuyu, cooper anaiu3 (6MopusHa Kpaina
moyka)

Koeduuuent Ha puck 0,79 n.a.

p-CTOHHOCT p=0,011*

CbpBMecTHUTE MBPBUYHM Kpaiiau Touku (PEO; npenu npreM Ha no3ata B Ceamuna 26 1 4ecToTa Ha
YMEpEeHH U TeKKH 00OCTPSHIUS 3a IEPHUOJT OT 52 CeAMMUITH) U KITIOYOBUTE BTOPUIHH KPAWHN TOUKH (ITHKOBO-34
®EO; B Cenmuna 26, cyrpewen BE]] 3a neprox ot 26 ceqMuIM 1 yecToTa Ha BTOPUYHH 00OCTPSIHUS
[cOopen anann3z Ha TRIMARAN u TRIGGER] 3a neproj ot 52 ceaMuiy) ca yact OT 3aTBOpeHarta
MOTBBpPIK/AaBallia CTPaTerus 3a TECTBaHEe NP HU3XO/II0 TUTPUPAHE Ha J03aTa U CJIeI0BATEIHO Ca
KOHTPOJIMPAHU 32 MHOXKECTBEHOCT.

TBit KaTo TECTHT 3a NO-TOIsIMA €(PUKACHOCT IO OTHOIIEHHUE Ha €1HA OT CbBMECTHUTE MbPBUYHH KPalHH
touky B mpoyuBaHeTo TRIGGER He e mocTurHan ctaTucTHYecka 3HAYUMOCT, PE3YITATUTE 3a KpalHUTE
touku 3a epuxacHocT mpu TRIGGER w gecToTaTa Ha TeXKH 000CTpsiHUA (COOpEH aHANN3) ca HOMUHAITHI
P-CTOWHOCTH M ca MPEACTaBEHH 32 OIMCATEIIHN LIEIH.

Tt kaTo poyusaneTo TRIGGER He e mMasno MOIIHOCTTA /1a OLIEHH CpaBHUTEHATA EPHUKACHOCT Ha
BDP/FF/G 172/5/9 cupsmo BDP/FF 177,7/5,1 wmtoc THOTpOTIHyM 2,5, HE € SICHO Jajiu HAOII01aBaHUTE
Pa3IMKU ca peasTHi WIK ca CIy4daeH pe3ynrart.

n.a. = HENPUIOKHMO

N.S. = He e CTaTUCTUYECKH 3HAYMMO

! = ¢ukcupana komMOuHaIMs ot OextoMeTa3zonoB qunponuonat (BDP) mtoc popmoteponos dpymapar (FF)
2 = rpyna Ha OTKPHUTO JICUCHHE C eKCTeMITopaiiHa hopma

* = HOMHHAJIHU P-CTOWHOCTH

Ilenuarpuyna nonyJanus

be3omnacHoctTa 1 epukacHocTTa Ha Trimbow IpH Jelia ¥ FOHOIIM ¢ aCTMa Ha Bb3pacT 1oz 18 roauHu
BCE OIIE HE Ca YCTAaHOBEHU (BXK. ToUKa 4.2 3a mHpopMaIus OTHOCHO yIoTpeda B EANATPUITA).
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5.2 dapmMaKkoKWHETHYHH CBOHCTBa

Trimbow — dbukcupana koMOUHAaIHS

CucremMHaTa eKCIIO3HIHS Ha OEKIIOMETa30HOB JUIIPOINOHAT, (OPMOTEPOIT U TIIUKOIIUPOHUYM €
U3cIie/[BaHa B €1HO ()apMAaKOKHMHETHYHO IPOYYBAHE, IPOBEACHO MPH 31paBy y4acTHUIHU. B
NPOYYBAHETO Ca CPAaBHEHM AaHHUTE, OJyYSHH CIIe JICUCHUE ¢ eIMHIYHA 7032 Trimbow

(4 uaxananuu mo 100/6/25 Mukporpama, ChCTaB, KOUTO HE € IIyCHAT Ha T1a3apa U ChIbpiKa IBa IIbTH
H0-BHCOKA OT 0JI00peHaTa KOHIICHTPANUs Ha INIMKOMHUPOHUYM) WM €IMHNYHA 71032 OT
eKCTeMITopaliHaTa KOMOMHALMS OT OEKJIOMETa30HOB AUITPONHOHAT/(hopMOTEpo (4 MHXANALUH 10
100/6 Mukporpama) IuIoc MIMKOMUPOHUYM (4 MHXANAIMH 10 25 MUKporpama). MakcuManHara
TUTa3MeHa KOHIICHTPAIMS U CUCTEeMHATa €KCIIO3UIIHS HAa OCHOBHHS aKTHBEH METa0OJIUT Ha
OexJIoMeTa30HOB JUNponroHar (OexiomMeTazoH 17-MoHONponuoHaT) U GOopMOTEpOII ca NOAOOHH cles
NPUIOKEHUE Ha (PUKCHUpaHaTa WM Ha HETIOCPEACTBEHO PUTOTBEHATa KOMOWHauus. 3a
TJIMKOTIMPOHMYM MaKCHUMallHaTa IJIa3MEeHa KOHIICHTPAIUS € TIOZ00HA Clie]l PUIIOKEHHE Ha
(uKkcupaHaTa WM Ha HETIOCPECTBEHO MPUTOTBEHATa KOMOUHAIINS, TOKATO CHCTEMHATA EKCIIO3HIIUS €
MAJIKO I0-BHCOKa CJIeA MPWIoKeHHe Ha Trimbow, OTKOJIKOTO Ha HEITOCPEICTBEHO IPUTOTBEHATA
koMOuHanus. B ToBa mpoyuBaHe € U3CIeIBAHO U MOTEHIIMATHOTO PapMaKOKHHETUIHO
B3aUMOJICHCTBUE MEXK/Yy aKTHBHUTE KOMIIOHEHTH Ha Trimbow upe3 cpaBHsIBaHE Ha
(apMaKOKMHETHIHUTE TaHHU, IOTYUSHH CJIe]] €AMHIYHA /1033 OT HEMOCPEICTBEHO IMPUTOTBEHATA
KOMOMHAINS WX CJIe]] eAMHUYHA /1033 OT OTJCITHUTE KOMIOHEHTH OEKIIOMETa30HOB
JUIPOMTUOHAT/(POPMOTEPOIT HITH TIIMKOMUPOHUYM. Hsima sicHu JjokazaTtencTa 3a (papMaKkOKHHETHIHO
B3aMMOJICHCTBHE, BBIIPEKH TOBA HETIOCPEACTBEHO PUTOTBEHATa KOMOWHALIUS € TT0Ka3ajia HUBa Ha
(OpMOTEPOII U TIIMKOMUPOHUYM, KOUTO Ca IMPEXOIHO MAJIKO IT0-BUCOKH HETTOCPEACTBEHO CIIE]T
npuiarane, B CpaBHEHHE C OTJICIIHUTE KOMITIOHEHTH. OTOeNs3aHO €, Ye OTACTHHUAT KOMIOHEHT
TJIMKOTIUPOHUYM 3a WHXANAIHS M0]] HaJlsiTraHe ¢ OTMEPEHH J103H, 13noi3Bad BbB OK npoyuBanus, He
ce mpejyIara Ha rmasapa.

[IporopumonanHaTa 3aBUCHMOCT MEK/Ty Jl03aTa M CHCTeMHAaTa 1 0estoJpoOHaTa eKCIIO3UIUS Ha
OCKJIOMETa30HOB JUMPONHOHAT € MPOyUYeHa B €AHO PapMaKOKUHETUYHO MPOYyYBaHe, MPOBEACHO MPU
3[paBH YYaCTHHIM CbC ChCTaBH Ha Trimbow, KOWTO HE ca IyCHATH Ha Ma3apa U ChAbPXKAT JBA IIBTH
M0-BHUCOKA OT 0JJ00OpEeHaTa KOHIIEHTPAIKs Ha TIIMKOMUPOHUYM (TIPHIIaraH KaTo OTMEpPEHa J103a).
[TpoyuBaHeTO € CPaBHUIIO JAHHH, [TOJYUYESHH CIIe]l JISYeHUe ¢ eMuHIYHA 1032 (4 naxananun) Trimbow
200/6/25 mukporpama uin equHAYHA 1032 (4 naxanamun) Trimbow 100/6/25 mukporpama (u aBata
ChCTaBa HE ca ITyCHATH Ha r1a3apa U ChAbPKAT Ba ITBTH MO-BUCOKA OT 0JI00peHaTa KOHIIEHTpAIXs Ha
rimkonupoHuyM). Jleuenunero ¢ Trimbow 200/6/25 Mukporpama € JOBEJO 10 JBa IBTH O-BUCOKA
cucTeMHa U 0esoipoOHa eKCTIO3UNHMS Ha OEKIIOMETa30HOB AUIIPONHOHAT U OCHOBHHS MY aKTHBEH
MeTabonut (OexaomeTa3oH 17-MoHompommoHar) B cpaBHeHHe ¢ Trimbow 100/6/25 mukporpama,
KOETO CHOTBETCTBA Ha Pa3IMYHUTE KOHIIEHTPALMH B /1BaTa cheraBa. CucreMHara u 6enonpobHaTa
€KCIO3UIHS Ha TIIMKOMUPOHUYM H (HOpPMOTEPOI € Omiia MoJo0Ha ClIe/ BETE JICUSHHS, BBIIPEKH Ye
1pu Crax Ha TIIMKONMPOHUEB OpoMu/ € Oria HaOmo1aBaHa BUCOKA BapHaOMITHOCT.

EnHO cpaBHEHHE MEX1y MPOyYBaHHATA MTOKa3a, 4e (hapMaKOKHMHETHKATa Ha OekIioMeTa30H 17-
MOHOIIPOIIMOHAT, (HOPMOTEPOIT ¥ TITMKOIMMPOHUYM € cXoiHa pyu nanueHTu ¢ XObb, nmpu namuentu ¢
acTMa U IPH 3[[paBH yYACTHHIIY.

Edexm na cneiicvp

[Ipu nauuentu ¢ actma ynorpebara Ha Trimbow cbe crieficbpa AeroChamber Plus e moBummna
JocTaBsiHETO A0 Oenust 1pod Ha OeknoMeTa3oH |7-MOHOMPOMUOHAT, (POPMOTEPOIT U IITUKOMHUPOHUYM
(nmoBHIIeHNE HA MaKCHMalTHATa TIa3MEeHa KOHIICHTPAIHsA ChC ChOTBETHO 7%, 23% u 34%). O6mara
cucteMHa excnozunus (u3mepena upe3 AUCq+) e Jieko oHmKeHa 3a OexkiiomeTa3oH 17-
moHomnponuoHar (¢ 34%) u popmotepon (c 30%), HoKaTo 3a rIUKONMUPOHUYM € moBHIeHa (¢ 36%).
Buxre cbiio Touka 4.2.
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Egexm na 6vbpeuno yspescdane

Cucremnara excrio3urust (AUCo.t) Ha O€KIIOMETa30HOB TUIIPOITMOHAT, HA HETOBUS METaOOIUT
OcxioMeTa30H 17-MOHOMPONMOHAT U Ha (POPMOTEPOIT HE Ce TIOBIHUSABA OT JISKa JI0 TEKKA CTEIICH Ha
0B0OpeuyHo yBpexaaHe. 3a IIIUKONMUPOHUYM HIMa BIIMSHUE TIPU TAIIMEHTH C JICKa U yMepeHa CTEIeH Ha
0B0peuHo yBpexkmane. HabmomaBano e, obade, MOBUITICHHUE HAa 00IIIaTa CUCTEMHA €KCITO3UIINA 10 2,5
ITBTH TIPH TTAIMCHTH C TEKKA CTETICH Ha ObOPETHO yBpEKaaHe (CKOPOCT Ha TIIOMepyJTHa GUITPaLIHs
noa 30 ml/min/1,73 m?), BcnencTBrE HA 3HAYUTEIHO HAMAIEHHUE HA KOJIMYECTBOTO, EKCKPETUPAHO B
ypuHaTta (npubnmsurenHo 90% namanenue Ha ObOpeYHMS KIMPHHC HAa TIUKOMUPOHUYM). CHMYyTanumu,
U3BBPIICHHU ¢ (hapMaKOKHHETHYECH MOJIEII, IOKa3BaT Y€ JOPU KOTaTo KOBAPHATHTE HMAT EKCTPEMHH
cToiiHocTH (TenecHo Terio moxa 40 kg u chIrbTCTBaIA CKOPOCT HA TIIOMEPYITHA (DUIATPAIUS IO

27 ml/min/1,73 m?), ekcrio3unusATa HA aKTUBHUTE BelecTBa Ha Trimbow ocTaBa B MpUOIU3UTEIICH
JINATa3oH OT 2,5 MbTH, B CPABHEHHE C Ta3W MPH TUIMHYCH MAlUEHT C MEJMaHHU CTOHHOCTH Ha
KOBapHaTuTe.

beknomMeTa3oH0B IUIPOIHOHAT

BexnomMeTazoHOB TUITPOMTUOHAT € MPEIJICKAPCTBO ChC cl1ad aQUHUTET 32 CBHP3BAHE C
TITIOKOKOPTUKOUTHUTE PELENITOPH, KOETO C€ XUAPOIIN3NpPa OT €CTEPa3HH EH3UMH 10 aKTHBEH
MeTaboIuT OeKII0MeTa30H 17-MOHOIIPOMOHAT, KOHTO NMa MTO-MOIITHO JIOKATHO
MIPOTHUBOBB3MAIUTEIHO JCHCTBUE B CpaBHEHUE C MPEICKAPCTBOTO OEKIOMETa30HOB JUIIPOITNOHAT.

Abcopbyus, paznpedenenue u buompancgopmayus

WHxanaTopHUSIT OEKIOMETa30HOB TUIMIPOMTUOHAT ce abcopOupa 0bp30 upe3 Oenute ApoOOBE; Mpean
abcopOuusTa MpOTHYa EKCTCH3UBHA KOHBEPCHUS 10 OEKIIOMETa30H 17-MOHOIIPONHOHAT ITOCPEACTBOM
eCTepa3Hy €H3UMH, HAMHUPAIIH C€ B TIOBEYETO ThKaHW. CHCTEeMHATa HATMYHOCT HA aKTHBHIS
MeTaboNuT e pe3ynTaT oT abcopbuusara B Oenure apodose (36%) 1 abcopOunsATa B CTOMAIITHO-
YpeBHUSI TPAKT Ha MOr'bJIHATATa 103a. buOHAaTMYHOCTTa HA TIOT'BIHATHA OEKIIOMETa30HOB
JUMPOIMUOHAT € He3HAUNTENHA; BRIPEKU TOBA, Pe-CUCTEeMHAaTa KOHBEPCHS 10 OEKIOMETa30H
17-moHomnponroHat Bou 10 abcopOupane Ha 41% ot mo3ata noj popMaTa Ha aKTUBHHS META0OJIHT.
Wma npubnu3nTenHo JIMHEHHO NOBUIIEHUE HA CUCTEMHATa eKCIIO3UIMSA C MOBHUILIABAHE Ha
WHXaJTUpaHaTa /103a. AOCOIIOTHATA OMOHAIIMYHOCT CJIe]l MHXalalus € Ipuoam3uTenHo 2% u 62% ot
HOMUWHAITHATA J103a, CbOTBETHO 32 HEMIPOMEHEH OEKJIIOMETa30HOB JTUMPOITUOHAT U OEKIOMETa30H
17-monomnponuonar. Ciiesi MHTPaBeHO3HO MPHUIIOKEHHE, (papMaKOKMHETHKATa Ha OEKIIOMETa30HOB
JUMPOIUOHAT U aKTUBHUS My METa0OJIHT Ce XapaKTepH3Hupa ¢ BUCOK IUIa3MEH KIMPBHC (CHOTBETHO
150 1 120 l/9ac), ¢ Mmanbk 00eM Ha pa3npeeicHUE B CTAIIMOHAPHO ChCTOSHUE 32 OCKIIOMETa30HOB
aurpornuoHart (20 1) # mo-roisiMo ThKaHHO pasIpe/iesicHHe 3a akTUBHHS My MeTabouT (424 1).
CBBp3BaHETO C IJIa3MEHUTE IPOTEHHH € B YMEPEHO BUCOKA CTEIICH.

Enumunupane
Ekckpernusita ¢ (hekaauuTe € OCHOBHHAT ITBT HA STUMHUHHUPAHE HAa OCKIIOMETa30HOB JTUIPOIHOHAT,

OCHOBHO 1101 (hopMaTa Ha NOJSAPHU MeTabonuT. brOpeunara exckperus Ha OSKIIOMETa30HOB
JTUIPOIHOHAT U HETOBUTE META0OIMTH € He3HAYUTEIHA. TEepMUHATHHUAT SIIMMUHAIIMOHEH MTOJTYKHBOT
e cpoTBeTHO 0,5 yaca 3a OEKJIIOMETa30HOB AUIIPOIIMOHAT | 2,7 Yaca 3a OEKIIOMETa30H
17-moHomponuoHar.

Hayuenmu ¢ yeprnodpobHo yepesrcoare

®dapMakOKMHETHKATa Ha OCKIIOMETa30HOB JTUIPOTIHOHAT MPH MAIUSHTH C YSPHOAPOOHO YBPEkKIaHE
HE € MMPOYYCHA; BBIIPEKU TOBA, Thil KaTO OCKIIOMETa30HOB TUIIPOITMOHAT CE€ ToJ[jlara Ha MHOTO OBp3
MeTa0O0JIM3bM Upe3 €CTePa3HU CH3UMHM, HAJIMYHKM B HHTECTUHAIHATA TEYHOCT, cepyMa, OeuTe ApoOoBe
W 4epHHus Ipo0, 3a Aa 00pa3yBa MO-MOJIIPHUTE IPOAYKTH OEKIOMeTa30H 2 1 -MOHOIIPOITUOHAT,
OcxioMeTa30H 17-MOHOMPONMOHAT U OEKIIOMETa30H, HE CE OYaKBa YUEPHOAPOOHOTO YBPEKIAHE Ja
mpoMeHs papMaKOKMHETHKATa U Ipoduiia Ha 6€30MacHOCT Ha OCKJIOMETa30HOB JUIPOIHOHAT.
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DopmoTepos

Abcopbyus u paznpedenenue

Crnen naxanarws popMoTepos ce abcopOupa KakTo 0T OeuTe qpoOOBe, TaKa U OT CTOMAITHO-UYPECBHUS
TpakT. @paknusaTa OT HHXAIMPaHATa J103a, KOSTO ce TIOTIIhIIA CIIe]] TPUIIOKEHUE C MHXATIATOP C
OTMEpEHH JI03H, MOXKe Jia € B iuana3on ot 60% mo 90%. Haii-manko 65% oT noreiaHaraTa ¢ppakmus ce
abcopOupa OT CTOMAITHO-YPEBHUS TPAKT. [[MKOBH MIa3MEHH KOHIICHTPAI[MH HA HETIPOMEHEHOTO
AKTHUBHO BEI[ECTBO Ce MoJTyyaBart B pamkute Ha 0,5 1o 1 yac ciier mepopaiiHo IPUIIOKEHHE.
Cebp3BaHeTo Ha (HOPMOTEPOI ¢ TUIa3MeHHTe poTerHu ¢ 61-64% c 34% cBbp3BaHe ¢ anOyMHHA.
Hsma Hacuane Ha CBbP3BAHETO B JUANA30HA OT KOHIICHTPAIMH, KOMTO Ce MOCTUTA TIPH
TEpaneBTHYHU J03U. EJIMMUHAIIHOHHUSAT MOJTYKUBOTHT, OMPECICH CIIC MEPOPATHO TPUIIOKEHHE, €
2-3 yaca. AG6copOrusaTa Ha (GOpMOTEPOJI € JIMHEHHA cliea nHXanamus Ha 12 10 96 MukporpaMa
thopmoTepor.

buompancgopmayus

dopmoTepoIt ce MeTaboIU3upa B TOIsIMA CTETICH U OCHOBHHAT BT BKIIIOYBA AUPEKTHA KOHIOTAIIHS
npu GpeHoHaTa XUAPOKCUIHA rpyna. KOHIOraThT ¢ IIIOKYpOHOBA KHCEIHHA € HeaKTHBEH. Bropust
OCHOBCEH ITHT BKIIIOUBa O-IeMeTHIIMPaHe, TTOCIEABAHO OT KOHIOTaIus Ipu peHomHaTa 2'-XHIPOKCHITHA
rpyma. [{utoxpom P450 CYP2D6, CYP2C19 u CYP2C9 uzoensumure yaactBat B O-1eMETHIHPAHETO
Ha popmoTepoit. M3rnexna oCHOBHO ce MeTadonu3upa B 4epHUAT Jpo0. PopMoTepos He HHXHOUpa
enzumute CYP450 B TepaneBTHUHO NpHIIATaHUTE KOHLIEHTPALIUH.

Enumunupane
KymynaTtuBHaTa ekckpelus ¢ ypuHaTa Ha (opMOTEpOI Cie]l eIHOKpaTHAa WHXAAlKs OT HHXAJIaTop 3a

CyX Ipax ce MOBUINaBa JMHEHHO B 1030BUs Iuana3oH ot 12-96 mukporpama. CpenHo 8% u 25% ot
J103aTa ce eKCKpETHpaT ChOTBETHO KAaTO HEMpPOMeHeH 1 o011 ¢popMoTepoi. B3 ocHOBa Ha T1azMeHHTE
KOHIICHTPAIINH, U3MEPEHU CIIC]] HHXANIAIUs Ha eAMHIYHA /1032 oT 120 Mukporpama ot 12 31paBu
YYaCTHUIIM, CPETHUAT TSPMHUHAICH SIMMHHAIMOHEH TIOTYKHBOT € onpeseicH Ha 10 vaca.
Enantnomepure (R,R) u (S,S) npencrasnsasar cbotBeTHO 0K0110 40% 1 60% OT HEMPOMEHEHOTO
aKTHUBHO BEI[ECTBO, EKCKPETUPAHO B ypuHaTa. OTHOCUTEIHATA IPONOPIIHS HA JIBaTa EHAHTHOMEpa
0CTaBa KOHCTAaHTa B IIPOYYBAHHS JJ030B JUAITa30H U HAMA JaHHU 32 OTHOCUTEITHO HATPYIIBaHE Ha
e/IMHUS GHAaHTHOMEP MOBeYe OT JAPYTHS Clie]l MHOTOKpaTHO npuiiarane. Clell IepopaiHo MPUIIOKEeHNE
(40 no 80 mukporpama), 6% 10 10% ot q03aTa ca BE3CTAHOBEHH B YpHUHATA KATO HEIIPOMEHEHO
aKTHUBHO BEI[ECTBO NP 3[paBH yUaCTHHUIN; 10 8% OT /03aTa Ce BH3CTAHOBSABA KATO TIIIOKYPOHUI.
00610 67% oT mepopaiiHaTa 103a HOPMOTEPOJI CE EKCKPETUPAT B YpUHATA (TJIABHO KAaTO METa0OIUTH ),
a OCTaTBKBT - BbB (ekanuute. brOopeunusaT kaupbHe Ha hopmoTtepor e 150 ml/min.

Hayuenmu c ywepnodpobro yepescoane

dapmMakoKHHETHKATa HA POPMOTEPOII HE € IIPOyUYBaHa IPH MAIHEHTH ¢ YEPHOAPOOHO YBPEKIAHE;
BBIPEKH TOBA, Thil KaTO (JOPMOTEPOIT CE SIUMHUHHUPA OCHOBHO YPE3 USPHOAPOOCH METabOIU3bM, TIPH
MAIMEHTH C TeKKA CTEMEH Ha YEPHOAPOOHO YBPEKIaHE MOXKE Ja CC OUaKBa MOBHUINICHA EKCIIO3UITHSL.

I muKkonupoHnyM

Abcopbyus u pasnpedenenue

I'mukonupoHMyM MMa YeTBbPTHYHA aMOHHEBA CTPYKTYpa, KOSITO OrpaHUYaBa IPEMHUHABAHETO MYy TIpe3
OMOJIOTrMYHN MEeMOpPaHH U BOJM 10 0aBHA, BApHaOWIHA U HEIThJIHA CTOMAITHO-YPEBHA a0COpOIIHS.
Cren uHxananys Ha TIUKOMUPOHKUYM, OenoapodHaTta 6noHanuaHocT € 10,5% (mpu noripLiane Ha
aKTHBEH BBIJICH), TOKaTO abcomoTHaTa OnoHanuaHocT e 12,8% (0e3 morpliaHe Ha akTHBEH BBIJICH),
KOETO MOTBBPIKaBa OrpaHNYEHATa CTOMAITHO-YpEeBHA a0COpOLIUs U MMOKa3Ba, ye moseue ot 80% ot
CHUCTEMHATa CKCIIO3HIIMS Ha TIIMKOMUPOHUYM € OT O6enoapooHa abcopOius. Ciies; MHOTOKPAaTHO
WHXQJIMpaHe Ha IBYKPATHO IMO-BUCOKA OT THEBHUTE J03H, Bapupariy ot 12,5 mo 50 Mukporpama, upe3
WHXAaJIATOp MO HAJIATaHe ¢ OTMEPeHH 1031 nipu narnuenTy ¢ XOBb, rmukonupoHnyM nokasa TuHeHa
(hapMaKOKMHETHKA C MAJIKO CHCTEMHO KyMYJIUpaHe B CTAIlMOHAPHO ChCTOsIHHE (MeIMaHa Ha
Koe(ulreHTa Ha HaTpynBaHe 2,2-2,5).
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IMpuBuaHEAT 00eM Ha pasnpeaerneHue (V;) Ha HHXATUPAHHs TTUKOIMPOHUYM € TIOBHIIICH B CPABHCHHUE
¢ uHTpaBeHo3Ha nHOy3us (6 420 1 cpsimo 323 1), koeTo oTpassBa 1M0-0aBHOTO STUMHHUPAHE CIIET
WHXAJAIHSL.

buompancopmayus

MeTabonmuTHUAT BT HA TIIMKOMUPOHUYM i1 Vitro (4epHOAPOOHN MUKPO30OMH M XEMATOIUTH TIPH X0pa,
Ky4eTa, TUIbXOBE, MUIIIKHU ¥ 3alI1) € CXOJCH MEXK]y BHJIOBETE, a OCHOBHATA META0OJIUTHA PEAKIIHS ©
XUAPOKCHINPAHETO Ha PCHUIOBUTE HIIH IIUKJIONCHTUIOBUTE NPBCTEHU. Y cTaHoBeHO €, ue CYP2D6 ¢
€IMHCTBEHUAT €H31M, OTTOBOPEH 32 METaboIM3Ma Ha TITHKOITUPOHUYM.

Enumunupane
CpeHUAT SIIMMUHAIIMOHEH [TOJIY>KMBOT Ha TJIMKOIMPOHUYM IPH 3APaBH J0OPOBOIIIIK € OKOJIO 6 yaca

cJel UHTPaBEHO3HA MHKEKIUS, JOKATO ciel nuxanauus npu nanuentu ¢ XObb Toit e Mexay 5 u

12 gaca B cranoHapHo cheTosiHUE. Cliel| eMHOKpaTHA HHTPABEHO3HA WHIKEKIIUS Ha TIIMKOIIMPOHUYM,
40% ot mo3aTa ce eKCKpeTHupa B ypruHaTa B paMkuTe Ha 24 daca. [Ipu manmentu ¢ XObb,
MOJTy4aBaIlf MHOTOKPATHO MPHUJIOKEHNE HA MHXAIATOPEH TIIUKOIMPOHUYM JBA THTH THEBHO,
(pakuuaTa OT EKCKpeTUpaHarTa B ypuHara ao3a sapupa ot 13,0% mo 14,5% B cranuoHapHo
crerostHue. CpemHuaT ObOpedeH KIMPBHHC € CXOMICH B TECTBAHUS T030B JIMAITA30H U CJIe STHOKPATHA
¥ MHOTOKpaTHa nHxananus (auamazon 281-396 ml/min).

5.3 IlpeakJIMHMYHHU JaHHU 32 0€30MACHOCT

dapmMakoJIOrMYHY IPOYYBAHHUS 32 0e30IMacHOCT

[Ipu exHO TeneMETpUYHO MPOYYBAHE HA HHXATATOPHO MPIIIOKEHHE TIPH Ky4eTa, ChbpICYHOCHI0BATA
cucTeMa e Onjia OCHOBHATA MPHIICIIHA CHCTEMa 3a OCTpU edekTu Ha Trimbow (moBuIlIaBaHe Ha
ChpJICYHATA YECTOTA, IOHIKAaBaHe Ha KPHBHOTO HaisArane, mpoMenu B EKI npu no-Bucoku no3u),
e(heKTH, BEpOSTHO CBBbP3aHU MPEAUMHO ¢ OeTa2-aJpeHEPTUIHOTO ACHCTBHE Ha (DOPMOTEPOI U
AHTUMYCKapHHOBOTO JICHCTBHE HA TIUKOMUPOHUYM. HsiMa naHHM 3a CBPBHXaJIUTHBHH €EKTH Ha
TpolHATa KOMOWHAINS B CPABHEHUE C OT/ICITHUTE KOMIIOHEHTH.

TOKCHYHOCT IpH MHOTOKPATHO IIpHJIaraHe

[Tpu npoy4BaHus ¢ MHOTOKPATHO MHXAIATOPHO MPIUTOKeHUE Ha Trimbow mpu MmIbX0Be U Ky4eTa C
MPOABIKUTEIHOCT 10 13 ceaMuUII, OCHOBHUTE HAOJI01aBaHU IIPOMEHHU ca OWJIM CBBbP3aHU C €PEKTH
BbPXY UMyHHATa CHCcTeMa (BEPOSITHO MOPAIU CHCTEMHUTE KOPTUKOCTEPOUIHHU e(peKTH Ha
OCKJIIOMETa30HOB JUIIPOITUOHAT ¥ HETOBHS aKTUBEH METa0OIUT OCKIIOMEeTa30H-17-MOHOIIPOITMOHAT) |
BBPXY ChPJICYHOCHIOBATA CHCTeMa (BEPOSITHO CBBP3aHU ¢ OeTa2-a[peHepruIHOTO JACHCTBUC Ha
(hopMOTEPOJT M Ha aHTUMYCKAPUHOBOTO JICHCTBHE HA TIIMKOMUPOHUYM). TOKCUKOIOTUIHHST PO
Ha TPOIHATa KOMOWHAIIWS OTPa3siBa TO3M Ha OTJCIIHUTE AKTHBHH KOMIIOHEHTH 0€3 3HAYMMO
YBEJIMYEHHE HA TOKCHYHOCTTA U 0€3 HeOUYaKBaHHU HaXOJIKH.

PenponykTuBHA TOKCHYHOCT ¥ TOKCHUYHOCT 33 Pa3BUTUETO

BekiioMeTa30HOB TUIIPOIHOHAT/OeKIOMETa30H-17-MOHOIPOIIMOHAT CE€ CUKNTa 3a OTTOBOPEH 3a
eeKTHTEe Ha PENPOTYKTHBHA TOKCHYHOCT P TUTHXOBE, KATO HAIPUMEp HaMalsiBaHe Ha YecToTaTa Ha
3aueBaHe, MHJCKCA Ha (DepPTUIINTETA, TOKA3aTEeINTe HAa PAHHOTO EMOPHUOHAITHO Pa3BUTHE
(uMrmIaHTanMOHHA 3ary0a), 3a0aBeHa OCHU(UKAINS U MOBHUIIIEHA YECTOTA HAa BUCIICPATTHHA BapHAIIHU;
JIOKAaTO TOKOJIMTHYHHUTE U aHTUMYCKapHHOBHTE e(DEeKTH, OTJaBaHU Ha OeTa2-aJ[peHePruIHOTO
JieficTBre HAa GOPMOTEPOIT U AHTUMYCKAPHHOBOTO JICHCTBHE HA TIIUKOMIMPOHUYM, BIUSAT BEPXY
OpeMeHHM IThXOBE B KbCHATA recTallMOHHA (ha3a W/viM B paHHATA (pa3a Ha JAKTALMATA, BOJCIIO JI0
3ary0a Ha HOBOPOJICHUTE.

T'eHOTOKCHYHOCT

TI'enorokcnunocrra Ha Trimbow He € orieHsaBana, o0aue OTIEIHUTE aKTUBHH KOMIIOHEHTH HIMAaT
TEHOTOKCHYHO JICHCTBHE MPHU KOHBEHIIMOHAIHUS HA0Op OT TECTOBE.
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Kanneporeanoct

He ca npoBexnanu nmpoyyBanus 3a KanueporeHHocT ¢ Trimbow. Ilpu eqao 104-ceamuuno npoyyBane
32 KaHL[EPOI€HHOCT C MHXAJIATOPHO NPUJIOKEHUE IIPU IUIBXOBE U NP €AHO 26-CEIMUYHO NIPOYUYBaHE
32 KaHLIEPOI'eHHOCT C [IEpOpaIHO IPUWIOKEHHUE IpU TpaHcreHHu Mulku Tg.rasH2, rnukonuponues
OpoMu He MOKa3Ba KaHLEPOTeHEH NOTEHIUAI U Ty OIMKyBaHUTE JAaHHW OTHOCHO IBJITOCPOYHHTE
IPOYYBaHUS, IPOBEACHH ¢ OEKJIOMETAa30HOB AUIPOIIHOHAT U (OPMOTEPOIIOB (hyMapaT MpH ILTHXOBE,
HE TI0Ka3BaT KIIMHUYHO 3HAYUM KaHIIEPOTeHEH MOTeHIINA.

6. DAPMALIEBTUYHU JAHHHU

6.1 Chnucbk Ha IOMOIIHHUTE BelleCcTBA

Eranon, 6e3BoaeH

X10poBOAOPOAHA KHCETHHA

Hopdaypan (rpormneneHr)

6.2 HecbBMecTUMOCTH

Henpuinoxumo

6.3 Cpok Ha rogHocT

OmnakoBKa 1o Haisiraue ¢s¢ 120 BOpbCKBAHUS

21 mecena

Joka3ana e xumu4dHa 1 pu3ryHa cTabMiIHOCT npH ynorpeba 3a 3 mecena npu 25°C.

Cren oTmyckaHe JIeKapCTBEHHST IPOIYKT MOXKeE Jla C€ ChXpaHsBa Hali-MHOTO 3 Mecena npu
teMrrepatypa a0 25°C.

6.4 ChenuaJHM ycJ0BHUS HA CbXpaHeHHUe

[a He ce 3ampassiBa.

[la He ce u3znara Ha Temneparypu Hazg 50°C.

He HpO6HBaﬁTe OIIaKOBKaTa 1101 HaJIsAraHe.

OmnaxkoBku 1o 1 onaxoska (120 BOpbcKkBaHUsA)

IIpedu omnyckane
Ia ce cexpansBa B xnaquiauk (2°C-8°C).

3a yciioBusTa 3a ChXpaHEHUE 10 BpeMe Ha yrmoTpeda BHKTe Touka 6.3.

I'pynoBu onakoBku 1o 2 win 3 onakoBkH (120 BIpbCKBAaHUSI BCSIKA)

IIpedu u cned omnyckane

Ja ce cpxpansiBa B xiaamwiHuK (2°C-8°C).

[Ipenn ynotpeba naumeHTuTe TPsIOBA Ja M3BAIAT HHXATATOPA OT XJIaJMIIHUKA U JIa TO OCTaBsIT 32
HSKOJIKO MUHYTH, 32 /1a MOXKE Pa3TBOPBT Jja CE 3aTOILIH.

3a ycioBusTa 3a ChXpaHEHHUE M0 BpeMe Ha yroTpeda BUXKTE TOUKa 6.3.
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6.5 Buau chIbpiKaHHE HA ONIAKOBKATA

OmnakoBKa o HAJIsATaHe (ATyMHHUI ¢ IOKPUTHUE) ¢ fJo3upal] BeHTHI1. ONakoBKaTta Moj HaJIsraHe e
MOCTaBeHa B MOJIMIPONMICHOB HHXAJIATOP, KOWTO BKIIFOUBA MYHALIYK U 1030B Oposd (OmaKoBKa Moj
Hassirane cbc 120 BIpbCKBaHMS) U c€ JOCTABs C MOJIUIPONMICHOBA Karadyka Ha MyHIITYKa.

Bunose onakoBku:

OnakoBka 1o 1 onakoBka cbc 120 BIphCKBaHHS.

I'pynoBu omakoBkH, chabpxkamu 240 BnpbckBaHus (2 omakoBKH cbC 120 BIPBCKBaHUSA BCAKA).
['pynoBu onakoBky, chabpkaniy 360 BupbckBanus (3 onakoBKU cbe 120 BIpbCKBaHUS BCAKA).

He Bcruky BHIOBE OMTAKOBKH MOTaT Jia ObJaT IyCHATH Ha Ma3apa.

6.6 CrnenuaJHM npeanasHu MEPKH NPH U3XBBPJIsiHe U padoTa

Hewsnon3sanust JICKApPCTBCH MPOAYKT WM OTHAABYHUTEC MaTCpUaJId OT HETO TpH6Ba na CC U3XBBPJIAT
B CBbOTBCTCTBUEC C MCCTHUTC U3UCKBAHM.

3a dapMmareBTu:

3amnuiere JaTtaTa Ha OTIIYCKAHC Ha MAallMCHTA BbPXY OIIaKOBKATa.

7. NNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA
EU/1/17/1208/007

EU/1/17/1208/008
EU/1/17/1208/009

9. JATA HA TbPBO PA3PEINABAHE/IIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mppBO pazpemaBane: 17 tomu 2017 .
Jata Ha nocnenHo nonHoBsBaHe: 24 mapt 2022 .

10. [JATA HA AKTYAJIM3BUPAHE HA TEKCTA

[MonpoOHa uHpOpMaIus 3a TO3M JCKAPCTBEH MPOAYKT € MPeI0CTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 1o JiekapcTaTa https://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 88 mukporpama/5 Mukporpama/9 MUKporpama npax 3a HHXaaamnus

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Besika moctaBeHa o3a (103ara, KOATO U3JIM3a OT MyHAINIYKA) ChABPKA 88 MUKporpama
6ekomera3oHoB aunponuonat (beclometasone dipropionate), 5 Mukporpama GopMoTepoIOB
¢dymapar nuxugpat (formoterol fumarate dihydrate) u 9 Mukporpama riauKOnIUPOHUYM
(glycopyrronium) (kato 11 MuKporpama riIMKOIMUPOHUEB OPOMHUL).

Bceska ormepena no3a ceappika 100 Mukporpama 6ekJI0MeTa30HOB AMIIPONHOHAT, 6 MUKpOrpama
¢dhopmoTeponoB ¢pymapar nuxuapar U 10 MUkporpama rimmkonupoHuyM (kato 12,5 Mukporpama

TIIUKOTTUPOHUEB OPOMUTT).

TloMoONTHO BEIIESCTBO C U3BECTHO ACHCTBUEC:

Besika naxanmanms chabppika 9,9 mg makTo3a MOHOXHIpAT.

3a IIBJIHUA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTC TOYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
TIpax 3a unxanamus

Bsin wim moutw Gsu1 ipax B 6su1 maxanarop (NEXThaler).

4, KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKAZAHUS

XpounyHa obcTpykTuBHA 6emoapoona 6onect (XOBB)

TMoaabpikalio JeueHre MPH Bh3PACTHY MAIIMEHTH C YMEPEHA 10 TEXKa XPOHUYHA 00CTPYKTHBHA
oenonpobHa 6onect (XOBB), mpu KOUTO HE CE MOCTHTa TOCTAThUCH TePANCBTHYEH KOHTPOI C

KOMOMHALIMS OT HHXAJIaTOPEH KOPTUKOCTEPOU M ABJITOAeHCTBRAI OeTa2-arOHUCT MM KOMOUHAIIMS OT

IBITOeHCTBaI OeTa2-arOHUCT U IBJITOACHCTBAI] MyCKaPHUHOB aHTarOHUCT (32 eheKTH BBPXY
KOHTpOJIa Ha CHMITOMHUTE ¥ MPO(HUITAKTHKA Ha 00OCTPSIHUSI BUXKTE TOYKA 5.1).

ActMma

Hoz[m)pmamo JICYCHUC Ha aCTMa IIPpU BB3PaCTHU MMAMUCHTH, IIPU KOUTO HE CC IMOCTUT'a TOCTATHYCH

KOHTPOJI C IOJAbpKaIIa KOMOWHAITUS OT IBITOACHCTBAI OeTa2-arOHUCT U CpeIHa 032 HHXAIATOPSH

KOPTUKOCTEPOU]T M KOUTO Ca MMAJU €JTHO WJIH MTOBeYe OOOCTPSIHMSI HAa acTMaTa Ipe3 MpeIXoAHaTa
TOJIMHA.

4.2  J103UpOBKa U HAYMH HA NPUJIOKEHUE

gO?»H[}OBKa

HpenoquI/ITenHaTa J03a € IBC MHXaJIallu1 IBa II'bTU JHCBHO.
MakcumanHara J03a € IBC MHXaJlalliy JABAa II'bTH AHCBHO.
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[TanuenTrTe TpssOBa a ObAT ChBETBAHM Ja MpueMat Trimbow BCEKH JIeH, TOPU KOTaTo ca
ACHMITTOMATHYHH.

AKO BB3HUKHAT CHMIITOMH B TIEPHUO/Ia MEXKIy TO3UTE, TPSOBA J1a Ce M3M0I3BA MHXAIATOPEH,
KpaTKojieiicTBal 6era2-aroHUCT 3a He3a0aBHO OOJICKICHHE.

Acmma

Tutpupane Ha go3ara

ChCTOSIHMETO Ha TMaIl[MEHTHTE TPsIOBaA PEIOBHO J1a ObJIe MPEOIIEHABAHO OT JICKap, TaKa 4e TEXHUTE
71031 OEKIIOMeTa30H/(hOPMOTEPOII/TIMKOIIMPOHUYM JIa OCTAHAT ONITHMAJIHHU U JIa Ce TIPOMEHST CaMo TI0
JIeKapcKa MpernopbKa.

ITpu HeOOXOAMMOCT OT TTO-BUCOKA 7103a OEKIIOMETa30H (BB3XOIAII0 TUTPUPAHE HA 103aTa), MOXKE J1a
ce 0OMHCITH ¥ IpeMHHaBaHe KbM Trimbow 172/5/9 muxporpaMa pa3TBop Mo HajasraHe 3a
AHXaIamusl.

Josute TpsiOBa Ja ce TUTPUPAT 10 Hai-HUCKUTE 1031 (HU3XOIAII0 TUTPUPAHE Ha J103aTa) IPH KOUTO
ce mojIbpka eeKTUBEH KOHTPOJI HA CHMIITOMHUTE Ha acTMa.

CHCLII/IEIJ'IHI/I nomnyjaanuu

CmapquKa 8b3pacm
He ce nanara KOPCKIMUA Ha J03aTa MMpH NAallMUCHTH B CTAPpYCCKa Bb3pacCT (65 T'OOWHHU U HOBC‘-IC).

bvopeuno yepescoane

Trimbow moxe na ce M3moi3Ba nNpu NpenopbYUTETHATA 1032 IPH HALMEHTH C JIeKa CTEeH (CKOPOCT
Ha ryiomepyJHa ¢puntpanus [glomerular filtration rate, GFR] >50 go <80 ml/min/1,73 m?) no ymepena
crenen (GFR >30 mo <50 ml/min/1,73 m?) na 6s6peuno yBpexaane. YorpebaTta Mpy NaUEHTH C
texka creneH (GFR <30 ml/min/1,73 m?) na 6s0peduHo yBpexkaaHe MM TepPMHUHAIHA OEOpeUHa
negocrarbunoct (GFR <15 ml/min/1,73 m?), nanaramm guannsa, 0cOGEHO aKko ca CBbP3aHU ChC
3HAYUTEIIHO HAMAJICHHE Ha TEJIECHOTO TETJIO, TPIOBa Ja ce OOMHUCIS caMO aKo OYaKBaHATa Ioji3a
HAJXBBPIISA TOTEHIIHATHNS PUCK (BK. Toukad.4 u 5.2).

Yeprodpobro yspedcoane

Hsima croTBeTHH AaHHM OT yrioTpebara Ha Trimbow Mpu ManyeHTH ¢ TeXKa CTENEH Ha YepHOIPOOHO
yBpexaane (knacudunupano kato kinac C mo Child-Pugh) u nekapcrsenusr mpoaykr TpsoBa aa ce
U3I0J13Ba C TIOBUIIICHO BHUMAHKE MPU TE3H MaIMeHTH (BK. Touka 4.4 u 5.2).

[leduampuuna nonynayus

XObF

Hsama croTBeTHa ynorpeba Ha Trimbow B nenuaTpudnarta nomysarus (o 18-roauniHa Bs3pact) 3a
MMOKa3aHNETO XPOHUTIHA 00CTPYyKTHBHA OenoapobHa 6omect (XOBD).

Acmma
besomacHocTTa 1 edukacHocTTa Ha Trimbow npu neguaTpuyHaTa MOIMYJIAK (HAa B3PACcT MOX
18 roauHM) Bee olmle He ca ycTaHOBeHH. JIMTICBAT TaHHH.

Hauun Ha OPHUITOKCHUC

3a HWHXaJIATOPHO IMMPUITIOKCHHUC.

WuxanatopbT ce akTHBHpA Upe3 JUIIAHE. 32 J]a Ce rapaHTUpa MPaBHUITHOTO MPUIIOKEHHE Ha
JIEKapCTBEHUS MPOJYKT, Ha MalMeHTa TpsioBa J1a ObJie MoKa3aHo Kak MPaBHIHO J1a H3MI0JI3Ba
WHXAJaTopa OT JIeKap WIH APYT MEAUIWHCKHU CIICIIUAIHNCT, KOWTO TPSOBA CHINO TaKa PEIOBHO Ja
MpOBEpsIBa a/IEKBATHOCTTA HA WHXAJIATOPHATA TEXHUKA HA MAIUeHTa (BX. ,,YKazauus 3a ynompeba*
O-1I0JTY ).
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ITanmmeHTHT TpsiOBa ma Ob/Ie TOCHBETBAH J1a TPOUYETE BHUMATETHO JTMCTOBKATA | JIa CJIE/IBA YKa3aHUATA

3a yroTpe0a, 1a/IecHN B Hesl.

Crien Besika MHXAAIMS MAIUEHTHT TPSOBA /1a U3IUTAKHE yCcTaTa
J1a s TIOTUTBINA, WK J1a W3MHe 360uTe (BK. Touka 4.4).

Ykazanus 3a vnompe6a

WIN J1a HallpaBu raprapa ¢ Boja, 6e3

—

el
=)

[posopue Kamak Mynauyk Bb3nyimen
Ha é[030131/m KITATaH
pOsTY

Hquopfwupaﬁme nayuenma, Kacamo uje u3noizeéa Hoe unxaiamop

AKo TopOHUuKaTa He € 3amevaTaHa Wil € OBPEeAeHa, TN aK0 WHXaJIaTOPbhT U3IIIeXK/1a CUyTIeH

WJIKM MOBPCACH, MAIIUCHTBHT TpH6Ba Ja TO BbPHC Ha (bapMaueBTa, OT KOUTO IO € MoJyuusi, 1 aa

B3€MC HOB.

[Ipo3zopuero Ha n030BUs Opostu TpsiOBa ja mokasea “120”

[ManueHTsT TpsIOBA J1a 3amuIle JaTaTa Ha OTBapsiHE HA TOpOWYKATa BbPXY €THKETa Ha KyTHSTA.
. AK0 moKa3aHusAT OPOii € MO-MaIbK OT

“120”, maiueHTHT TPsAOBa /12 ce CBBbPIKE C anTeKaTa Wi MPEINUCBaIIns JIeKap, 3a Ja MoIy4H

HOB MHXAJIATOP.

H3znonzeane na uHxaiamopa

HaLIPICHT’LT TpH6Ba Ja € IpaB UK CCAHAJI B U3IMPABCHO IMOJIOKCHUEC, KOI'aTO BAUIIBA OT MHXAJIATOPA.

Tps6Ba na ce cra3BaT CTHIIKHUTE [10-I0IY.

1. [TanueHTHT TpsAOBa IBPKK HHXAIATOPA M3IPABEH, J1a IIPOBEPU OpOsI HA H03UTE (BCSIKO YHCIIO
Mexny ,,1° u ,,120 moka3Ba, 4e ©Ma OCTaHAJH JJ03HM) U 1a OTBOPH Karlaka J[0 Kpaii.
[N NA
: \;‘/ - &3
", b T \{
4 B w
S -
2. [MarmeHTsT TPsAOBA M@ M3AMIIA OABHO U ABIOOKO, KOJIKOTO € Bh3MOXKHO, 32 Jla M3MPa3HU OCITUTe
JIpo0OoBe.
3. [larmeHTHT TPsAOBA /1a TOCTAaBH YCTHUTE OKOJIO MYH/IIIyKa, 0€3 J1a 3aKprBa UM J]a BAUIIBA MPE3
BB3/IYIITHUS KIJIAllaH.
4, [MarueHTHT TPsAOBA J1a BAMIIA CUIIHO U IBJIOOKO Ipe3 ycrara. Toi/Ts MoXke Ja 3a0eNexH BKYC

WM Oa 4y€ Wi YCETH LIpaKBaHE, KOraTo rpuema go3arta.
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5. Cren TOBa MAIMEHTHT TPSIOBA J1a M3BAIM WHXAJIATOPA OT YCTaTa, /1a 3aIbPKA JUITAHETO,
KOJIKOTO € Bb3MOXKHO (5-10 cexyHmu), 1 ciieq ToBa 0aBHO ja u3auiia. [laiueHTsT He TpsiOBa Aa
W3UIIBA B MHXAJIATOPA.

6. Crnen ynorpeba manMeHThT TPsOBa J1a BbpHE MHXAIATOpa B U3MPABEHO MOJIOKEHUE, J1a 3aTBOPU
HAITBJTHO KaIlaka ¥ Jia MPOBEepH JJO30BUs Oposd, 3a Jia ce YBEepH, Ue € OTOPOeHA e/IHa J103a.

7. AKko TpsOBa J1a ce mpueMe OIlle e/IHa 1033, MAIMEeHTHT TPSIOBa Ja MOBTOPH CTHIIKH 1-6.

3ABEJIEXXKA: bposiT Ha MHXaJaIuuTe, KOWTO Ce IMOKa3Ba B MPO30PUETO BEPXY KOpITyca, He
HaMaJIsdBa IIPU 3aTBapsAHE HA KallaKa, aKo MaluCHTHT HE € BAUIIAI IIPE3 nHXa1aTopa. HaHI/IeHT’bT
Tps0Ba a Ob/ie MHCTPYKTHPAH Jla OTBaps Karaka Ha MHXanaTropa camo Ipy HeoOxoauMmoct. B cirydait
Y€ NAUMCHTHT € OTBOPUJI MHXAJIaTOpa, HO HE € BAMWIIAJI U KallaKbT € 3aTBOPCH, A03aTa CC IIPUABUKBA
0o0paTHO B pe3epBoapa ¢ Ipax B HHXJIATOPA; Clie/IBalllaTa J03a MoXe Ja ObJic HHXaJIMpaHa 0e301acHo.

Tlouucmeane
OOUKHOBEHO HE € HEOOXOAMMO PEIOBHO ITOYMCTBAaHE HA HHXamaTopa. IlarmeHTsT MOKe J1a TOYnCTBA
WHXaIaTopa ciell yroTpeda chC cyxa Kbpria Win canderka, Ho He ¢ BOJIa WU APYTH TEYHOCTH.

4.3 TIIpoTuBOMOKA3aAHHUS

CBpBXUyBCTBUTEIHOCT KbM aKTHBHHUTE BEIIECTBA WIIM KbM HAKOE OT TIOMOIIIHUATE BEIIECTRA,
n30poeHu B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:kIeHUs! U NpelNa3Hu MePKH IPH ynoTpeda

He e npenna3HadeH 3a ynorpeba mpy OCTPH U301

To3u nexapcTBEeH NPOAYKT HE € TIoKa3aH 3a JICUSHUE Ha OCTPH €MU30¢ Ha OPOHXOCIA3bM WU 32
JedeHe Ha 000CTpsIHE Ha 3200 IIBaHETO (T.€. KaTO CIIACUTETHA TePaITvs).

CBD’LX‘JVBCTBI/ITCHHOCT

Nwma cpobmienus 3a He3a0aBHU peakliy Ha CBPhXYYBCTBUTEITHOCT CJe] IPUiIoKeHne. AKO Bb3HUKHAT
CUMITOMH, ITOKa3BaIly AJIEPTUYHU PEAKIIUH, TI0-CIICIIUAITHO aHTHOSIEM (BKIIFOUUTEITHO 3aTPYTHEHO
JIUIIIaHE WK TperIIbIaHe, MOAyBaHe Ha €31Ka, YCTHUTE U JIMIIETO), YPTUKAPUS WU KOKEH 00pUB,
JIEYeHNETO TPAOBa BEHATA J]a CE MIPEKPATH U Jja e Ha3HAYM aTepPHATHBHA TepaIwsl.
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Ilapamokcanen OpoHXOCIa3bM

Moske aa ce mony4s napajiokcalieH OpOHXOCIa3bM ChC 3aCHIIBAHE Ha XPUIIOBETE U 3a/1yXa
HETIOCPEJICTBEHO Clie] pwiiarade. Tol TpsOBa 1a ce JIeKyBa BeiHara ¢ Obp30/IciCTBAIl HHXAIATOPEH
Opouxomunararop (06sekdaBamo cpeacTro). JledeHnero TpsOBa BeHara 1a ce MPeKpaTH, MarueHThT
Jla ce OIICHHU U J]a Ce Ha3HAYHM alITepHATHBHA TEPaIusl, ako € He0OX0aUMO.

Biomasane Ha 3a00isIBaHETO

[IpenopbUUTETHO € JICYCHUETO J]a He CE CITUpa PA3KO. AKO MAIIMEHTUTE CUYUTAT JICUCHHETO 3a
HeeeKTUBHO, Te TPSAOBA J]a MPOIBIIKAT JICUSHUETO, HO TPSOBA J1a C€ MOTHPCH MEAUIIMHCKA TTIOMOIII.
IToBumagamaTa ce yrmoTpeda Ha 00JIeKIaBaIu OPOHXOIUIATATOPH ITOKa3Ba BIIOIIABaHE HA OCHOBHOTO
3a00JIIBaHE U Hajara MpeolleHKa Ha TepanusaTa. BHE3almHOTO Wi MPOrpecuBHO BIIOIIABaHE HA
CUMITOMUTE € TMOTCHI[UATHO KUBOTO3aCTpaIlIaBaIl0 U NAIMeHTHT TPSAOBa a Ob/Ie TOUI0KEH Ha
CIICIIHA MEIUIIMHCKA OIICHKA.

CuplieyHOCHI0BY ePEKTH

IMopanu HanM4IMeTO Ha IBATOACHCTBAINM OeTa2-arOHUCTH M ABJITOACHCTBAIN MyCKapHHOBH
aHTaroHUCTH, Trimbow TpsOBa Ja ce M3MO0JI3Ba C MOBUIICHO BHUMAHKE PH MALUEHTH ChC CHPACYHU
apUTMHHU, OCOOCHO aTPUOBEHTPUKYIApeH OJIOK TpeTa CTENEH U TaXUapuTMHU (YCKOPEH H/HIIH
HETIPaBUJICH ChPJICYCH PUTHM, BKIIOYUTEITHO NIPEACHPAHO MBX/CHE ), HAMONATHYIHA CyOBaIBYIapHa
AOpTHA CTEHO3a, XUNEePTPO(hUUHA OOCTPYKTHUBHA KapJHOMHONIATHS, TEXKKO ChpAeYHO 3abossBaHe (T0-
CHENUAIHO OCTHhP MH(APKT Ha MHOKAp/a, ICXEMHUYHa 00JIECT Ha ChPILETO, 3aCTOMHA ChpAeYHa
HEJOCTAaThYHOCT), OKITy3UBHU CHJIOBH 3a00JI1BaHuS (TI0-CIIEIIHATHO apTEpHOCKIIEpO3a), apTepraiHa
XUIMEPTOHUS ¥ aHEBPU3MA.

Tps0Ba ga ce BHUMAaBa U NpH JCUCHUE Ha NALMEHTH C U3BECTHO yAbkaBane Ha QTc unrepsana
(QTc >450 muHcekyH/IM 32 MBbKe WK >470 MIJIUCEKYH/IU 3a )KCHHU) HJIM ChMHEHHE 33 TaKOBa,
BPOJICHO WJIM MHYIIUPAHO OT JICKAPCTBEHU MPOAYKTH. [1arieHTH, AUarHOCTUIIMPAaHHU C OTIMCAaHHUTE
CBhPACYHOCHIOBH 3a00JsIBaHus, ca O U3KITIOUEHH OT KIIMHUYHU MPOy4YBaHus ¢ Trimbow.
OrpaHn4eHy JaHHY OPH MALHUEHTH ¢ aCTMa U ChITBTCTBAILY ChPJACYHOCHIOBH 3a00JIIBAHMS WIN
PHUCKOBH (PAKTOPH MPEJIIIONarar, e Te3u IMallueHTH ChIIO €a C TI0-BICOK PUCK OT HEXKEJIaH! PeaKIvy,
KaTO JIOKAJIHHU I'bONYHYU HH(EKIuH Wik auconus (Bx. Touka 4.8).

AKO ce TIIaHHpa aHeCTe3Msl ¢ XaJoreHUpaHu aHECTETUITH, TPSIOBA Ja ce rapaHTHupa, 4e Trimbow HiMa
Jla ce mpuiiara Hali-mMaiko 12 yaca npeiy HayaloTo Ha aHeCTe3UsTa, Thid KaTo UMa PUCK OT ChpACYHH

ApUTMUHU.

IToBuIIeHO BHUMAHHUE € HCO6XOI[I/IMO 1 KOraTo C€ JICKyBaT NallUCHTU C TUPCOTOKCUKO3a, 3aXapCH
,I[I/Ia66T, (1)60Xp0MOLIPITOM 1 HCJICKYBaHa XUIIOKaJIMEMUL.

ITaesmonnst npu nanmentd ¢ XOBb

HabnronaBaHo e mMOBHINIEHHE HA YECTOTATa HAa THEBMOHUS, BKIIFOUUTETHO ITHEBMOHHUS, U3UCKBAIIA
xocHuTanu3anys, npu narueaTa ¢ XObb, konTo moayyaBaT nHXaJIaTOPHA KOPTHKOCTEpouan. Mma
M3BECTHU JIaHHU 32 IMOBUIIIEH PUCK OT ITHEBMOHMS C yBETMYaBaHE Ha J103aTa HA CTEPOWa, HO TOBa HE
€ JO0Ka3aHO KaTErOPUYHO BbB BCUUKU MIPOYUYBAHUSL.

JIumicsar y6eHI/ITeHHI/I KIIMHUYHU J0Ka3aTCJICTBA 3a pa3JIMKU B paMKHUTE Ha Kjlaca, OTHOCHO CTCIICHTA
Ha pUCK OT NHCBMOHUS, ITPU PAZTIMYHUTC MPOAYKTH, CbABPIKAIU NHXAITATOPECH KOPTUKOCTCPOU.

Jlekapure TpsiOBa J1a CJIEIAT 32 Bb3MOXKHO pa3BUTHE Ha MHEBMOHMsI 1pu naiueHTn ¢ XOBB, Thii kaTo
KIIMHAYHUTE XapaKTePUCTUKH Ha TaKUBa WHMEKITUH Ce MPUTIOKPUBAT CbC CUMIITOMUTE Ha 000CTpsIHE

Ha XOBbBb.

PuckoBure dakropu 3a mHeBMOHMS Npy nanmeHTH ¢ XOBb BKIIFOUBAT aKTHBHO TIOTIOHOIYIIIEHE,
CTapuecKka Bb3pacT, HUIChK HHAEKC Ha TesecHata maca (BMI) u texxka ¢popma Ha XOBb.
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CucreMHHn ed)eKTI/I Ha KOPTHKOCTCPOUIUTE

CucteMHu eeKTH MOTaT Jja Bb3HUKHAT IPY BCEKH MHXAIATOPEH KOPTUKOCTEPOH I, 0COOCHO NpH
BUCOKH JIO3H, IPEIHCBaH 3a ABJITH EPHOHU OT Bpeme. JJHeBHaTa no03a Trimbow chOTBEeTCTBA HA
CpeJHa /1032 HHXAJaTOPeH KOPTUKOCTEPOH]T; OCBCH TOBA TaKWBa €(PEKTH € MHOTO ITO-MaJIKO BEPOSTHO
J1a BB3HUKHAT, B CPABHEHUE C MIEPOPATHUTE KOPTUKOCTEPOUIH. BB3MOKHNTE CUCTEMHH €EKTH
BKJIFOYBAT: CHHApoM Ha Cushing, KyIIMHIOMeH XaOUTYC, apeHallHa CYIIpecHs, 3a0aBsiHe Ha
pacrexa, HaMmallsiBaHe Ha KOCTHATa MUHEpalTHA IUTBTHOCT U, TO-PSIKO, TIOPENIIA OT IICUXOJIOTHYECKH
WIN TIOBE/ICHYECKHU e()eKTH, BKIIOUBALIN ICUXOMOTOPHA XUIIEPAaKTUBHOCT, HAPYLICHHUS HA CHHS,
0e3MmOKONCTBO, AeTpecust Win arpecus (ocodeHo npu aena). ETo 3amo e BaKHO MalueHThT Ja ce
IpEriek/Ia PeJJOBHO U J103aTa HHXAJIATOPEH KOPTUKOCTEPOH/T JIa c€ HAMAJIH JIO Hali-HUCKaTa J103a, [IpU
KOSITO Ce MOAIbPIKa e(heKTHBEH KOHTPOII Ha acTMara (BXk. Touka 4.2).

Trimbow Tp$[6Ba Ja C€ Ipujiara ¢ MOBUIICHO BHUMAHUC IIPU MAIUCHTU C aKTUBHA WJIHU JIATCHTHA
OenonpoOHa TyOepKyJi03a U IIPH MAI[UCHTH C IbOUYHN U BUPYCHH MH(EKIIMY Ha TUXATCITHUTE
MBTHUIIIA.

XHIIOKATHEMUS

Bcnenctue Ha Tepanus ¢ 6eTa2-aroHUCTH MOKE J1a e MOJIyYH MOTEHIMATHO CepUO3Ha
XHIOKanueMus. TS nMa MOTEeHIHA 1a TOBEIE /10 HeXeTaH! ChbpAeUYHOCHI0BH edektu. [Ipenoppusa
ce 0co0eHO BHUMAaHHUE MPH NAalKMEHTH C TEXKO 3a00isBaHe, ThH KaTo TO3H eeKT MOKE Ja C€ YCHIIU OT
XUMOKCHA. XUMOKATUEMHSITA MOXKE J1a CE YCHIIN M OT €THOBPEMEHHO JIEUEHHE C IPYTH JIEKAPCTBEHU
HOPOIYKTH, KOUTO MOTaT a MHAYLUPAT XUIIOKAJIMEMHUs, KaTO HAIIpUMep KCAHTUHOBH IIPOU3BOIHH,
CTEPOHIH U JUypeTUId (BXK. Touka 4.5).

[loBuiieHo BHUMaHKE ce IPEeNopbhYBa U KOTaTo C€ U3IMO0J3BAT HAKOJIKO 00JIeKYaBaIin
OponxoamnaraTopH. [IpenopbunTenHO € cepyMHUTE HUBA Ha KaJlMii Aa ce HAaOJIr01aBaT B TAKHBa
CUTYyaIllH.

XHUIeprinkeMus

WNuxanamusata Ha GopMOTEPOIT MOXKE J]a MPUYMNHH IMOBUIIIABaHE HA HUBATa Ha KphBHATA 3axap.
CrneoBaTelTHO KpbBHATA 3axap TpsiOBa Ja ce MpociiesiBa o BpeMe Ha JICUSHUETO, KaTo CE CIia3Bat
YCTaHOBEHUTE HACOKH MPH MAIlUEHTH C THA0ET.

AHTI/IXOJ'II/IHCDFI/IIJCH ed)eKT

I'mukonupoHnyM TpsiOBa Ja ce W3I0JI3Ba C MOBUIIIEHO BHUMAHUE TIPH MAILMCHTH C TECHOBI'bIHA
riiayKoMa, XMIepInIa3us Ha MpocTaTaTa Wi peTeHIus Ha ypuHa. [lanuenture tpsOBa 1a Obaar
UH()OPMHPAHH 32 PU3HAIMTE U CUMIITOMHTE Ha OCTpaTa TeCHOBI'BJIHA INIAyKOMa U J1a ObJaT
HpeayIpeIeHH J1a CIpaT JCYECHUETO U J1a CE CBBPIKAT ChC CBOS JIeKap He3a0aBHO, aKO Ce pa3BHe HSKOI
OT TE3M MPHU3HALM WIH CUMIITOMH.

OcBeH TOBa, MOPAIH AHTUXOJIMHEPTUYHUTE CBOMCTBA HA MIMKOMUPOHHYM, IBJITOCPOUYHOTO
CAHOBPEMCHHO IMPUIJIOKEHUEC C APYTU JICKAPCTBEHU NMPOAYKTH, ChbAbPiKallll AaHTUXOJIUMHEPIrUIHN
CpeJICTBA, HE ce MpenopbuBa (BXK. Touka 4.5).

TlanmeHTH ¢ TEXKKa CTEICH Ha 6’b6De‘{HO YBPCXKAAHC

[Ipu manueHTH ¢ TEKKA CTETNCH HAa OBOPEYHO YBPEKIaHEe, BKIFOUUTEITHO TAKUBA C TEPMHUHATHA
0BOpeyHa HeJOCTATHYHOCT, HaJIarallo Juajin3a, OCOOCHO aKo € CBhP3aHO ChC 3HAUYUTEIIHO HAMAaJICHHC
Ha TEJIECHOTO Terio, Trimbow TpsOBa Ja ce U3MOI3Ba caMO aKoO OYaKBaHATa 10JI3a HaAXBhPJIs
MOTCHITMATHAS PUCK (BXK. TouKa 5.2). Te3n manuenTu TpsAOBa 1a ce HaOJIF0AaBaT 3a MOTEHITHATHI
HEXKEJIaHU PEaKIUH.
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IlanueHTH ¢ Te)XKa CTEIICH HAa YePHOAPOOHO YBPEKIAHE

[Ipu nauueHTH C TEXKa CTeleH Ha YepHoApoOHO yBpexkaane Trimbow Tps0OBa 1a ce U3MoI3Ba caMo
aKo OYaKBaHATa T0J13a HAIXBBPIIS MOTEHIHMATHNS PUCK (BXK. Touka 5.2). Te3u nauueHTu TpsioBa aa ce
HaOJIr01aBaT 32 NOTCHIUAIHYU HEXKEJIaHU PeaKIUH.

IIpodunakTuka Ha opodapuHreasTnu NHGEKINU

3a ;1a ce HaMaJld PUCKBT OT OpodapuHreanHa KaHauI03Ha HH(EKIKs, TalleHTUTe TpsOBa qa Obaar
MOCHBETBAHU J1a M3ILUIAKBAT yCTAaTa CU HJIH JIa TIPABAT raprapa ¢ Boja, 0e3 Ja s MorTbIar, Wiv aa
MUST 360UTE CH CIIE]] MHXAIMPaHe Ha TpeAnrcaHaTa 103a.

3DI/ITCJ'IHI/I CMYIIICHUA

[Ipu crCcTEMHO | JIOKATHO NMPUIIOKEHUE HAa KOPTUKOCTEPOH I Ca Bh3MOXKHU CHOOIICHHS 32 3PUTEITHH
CMYIIICHUS. AKO IPH MAIMEHT ca HAIUIE CUMIITOMH KaTo 3aMbITICHO 3pEHHE WU IPYTH 3PUTEITHH
CMYIIIEHUS, TAIUSHTHT TPSOBaA J1a O'b/Ie HACOUYCH 32 KOHCYITAIHs ¢ 0(pTaaIMOIIOT 3a OIICHKA Ha
BB3MOXHHTE MPUYUHH, KOUTO MOTAT JIa BKJIIOYBAT KaTapakTa, TJIayKoMa MU pellKy 3a00JIsIBaHMs KaTo
neHTpaiiHa cepo3na xopuoperunonatus (1ICX), 3a kouTo ce cro0maBa cien CHCTEMHO U JIOKATHO
W3IIOJI3BAaHE HA KOPTUKOCTEPOUIH.

Tutpupane Ha go3ara

CBCTOSIHHETO Ha TAIIMEHTUTE TPsIOBa PEIOBHO J1a O'bJIC MPEOLICHABAHO OT JICKap, TaKa 4e TEXHUTE
JI03H OEKIIOMETa30H/(hOPMOTEPOI/TIIUKOITUPOHUYM JIa OCTaHAT ONITUMAITHH U JIa C€ TIPOMEHST CaMo I10
JIeKapcKa MpernopbKa.

C’LZ[’BD)KS.HI/IC Ha JJaKTO3a

To3u nexkapcTBeH NPOAYKT ChIbPHKA JAKTO3a.
JlakTo3ara ChaBpKa MATKH KOJIMYECTBA MJIICUHU MPOTEHHU, KOUTO MOXKE Ja IPUUYUHSIT aJIeprHIHU
peaKIIum.

45 B3aumoaeiicTBHe ¢ APYI'H JeKAPCTBEHH MPOAYKTH M APYrd (OpMHU Ha B3auMoJelcTBHE

DdapMaKOKHHETUYHN B3aNMOAECUCTBUSI

Tbi KaTO IMUKONUPOHUYM C€ SIIMMHHUPA OCHOBHO 4pe3 ObOpennTe, B3auMOACHCTBHE MOXKE
HOTEHIMAIHO /1a BB3HUKHE C JIGKapCTBEHH MPOIYKTH, TIOBIUSIBAIIN MEXaHHM3MUTE Ha OBOpedHa
ekckpeuus (Bx. Touka 5.2). EQekTbT 0T MHXHOMpaHeTo Ha TPaHCIIOPTa Ha OpraHUYHU KaTHOHHU (C
M3M0JI3BaHe Ha LIMMETUAMH KaTo COHJa MHXuOuTop Ha Tpancmnoptepure Ha OCT2 u MATE]) B
OBOpenuTe BEPXY pasnpeaeIeHHeTO Ha MHXAJATOPHUS TTTIMKONMPOHUYM € MOKa3aJl OrPaHUYCHO
MOBHUIIIaBaHe Ha obmmaTa My cuctemHa excro3unius (AUCo.) ¢ 16% u j1eko moHmKaBaHe Ha
0b0peunus kupbHC ¢ 20% BCieACTBUE HA €THOBPEMEHHOTO NMPUIIOKEHHE Ha TUMETHINH.

BbexiomerazoHn ce Metabonu3upa B mo-uucka crenex upe3 CYP3A B cpaBHEHHE ¢ HIKOH IPYTH
KOPTUKOCTEPOUIM U 110 MPUHIIMII HE CE 0YaKBAT B3aMMO/ICHCTBYUS; BHIIPESKH TOBA HE MOXKE J1a Ce
W3KITIOYU BEPOSTHOCTTA OT CUCTEMHHU e)eKTH MPU ChIIBTCTBAINA YIOTpeOa Ha MOIIHU HHXUOUTOPH Ha
CYP3A (mamp. puToHaBUP, KOOHITUCTAT), TTOPATH KOETO MPH YIIOTpeOdaTa Ha TAKMBA JICKAPCTBECHU
MPOAYKTH CE MPENOPbYBa MOBUIIIEHO BHUMAHUE U TTOAXO IS0 POCIIEAsIBaHE.

dapMakoAMHAMAYHH B3aUMOJICHCTBHS

Cevp3sanu ¢ popmomepon

HexkapauocenexktuBauTe 6eTa-010KepH (BKIIOYUTEIHO KAalIKUTE 332 OYM) TPsIOBa Ja ce n30sreaT npu
HalUEeHTH, IPUEMAII HHXaIaTopeH (opMOTepos1. AKO ce IpHiIarar o HaJIOKHUTEITHH TIPHYHHH,
e(eKThT Ha HOPMOTEPOI LIE Ce HaMaJi WIH SITMMHHUDA.
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EnnoBpemeHHaTa ynorpe0a Ha Apyru 0era-aipeHEeprudHy JEKapCTBEHU POIYKTH MOXKE /1a UMa
NOTEHIUAIHO aAUTUBHH €(EKTH; 3aTOBA € HE0OXOIMMO IMOBUILIEHO BHUMAHHE, KOTaTo ce MpeanucBatT
Ipyru OeTa-aApeHepruuHy JEKapCTBEHH MPOAYKTH SAHOBPEMEHHO € (JOPMOTEPOIL.

EnHOBpEeMEHHOTO JIeueHne ¢ XMHUANH, AN30MUPaMU, TPOKAaMHAMU, aHTHXHUCTAMUHN, HHXHOUTOPH
Ha MOHOAMHMHOOKCHJ1a3aTa, TPUUUKIMYHA aHTHACTIPECAHTH U (peHoTnasuHu Moxe aa yabinku QT
MHTEpBaJa U Ja IIOBUILIN PUCKA OT KaMEpHU apuTMuu. B nonbennenue, L-nona, L-Tupokcus,
OKCHUTOIIMH M aJIKOXOJI MOTaT Jia BIOMIAT ChP/IeYHAaTa TOHOCUMOCT KbM 0€Ta2-CHMIaTHKOMUMETHIIH.

EnHOBpeMEeHHOTO JieueHHe ¢ MHXUOUTOPY Ha MOHOAMHUHOOKCHa3aTa, BKIFOYUTEITHO JICKApCTBEHU
MPOAYKTH C MOAO0HH CBOMCTBA, KaTo HanpuMep (Gypa3oauaoH U mpokapOa3uH, MOXKE J1a IPEAU3BUKA
XUTIEPTOHUYHH PEAKITHH.

Hanwuue e moBuieH puck OT apuTMHM MIPU MAIUEHTH, TOTyYaBally eTHOBPEMEHHO aHEeCTE3 sl C
XaJIOTEHUPAHU BBIIIEBOIOPOIH.

EnHoBpeMeHHO JieueHne ¢ KCaHTHHOBH MIPOU3BOIHHU, CTEPOUIHN UITH TUYPETHIIA MOKE J1a IOTEHINpa
BB3MOXEH XHUITOKaTeMruieH eekT Ha Oera2-aroHucTute (BK. Touka 4.4). XumokanreMusTa Moxe Ja
MOBHUIIIN CKIIOHHOCTTa KbM apUTMUU NIPH NALIMEHTH, JIEKYBaHU C JUTUTATIUCOBH TTIMKO3HUIH.

Cévpsaniu ¢ 2IUKONUPOHUYM

JIBATOCPOYHOTO €IHOBPEMEHHO MPHUIIOKEHHE HAa Trimbow ¢ APyru JIeKapcTBEHU MPOIYKTH,
ChIbPIKAIIM AaHTHXOJIMHEPTHYHK CPEJICTBA, HE € MPOYYBAHO M 10 Ta3d MPUYKMHA HE CE PENophuBa
(Bx. Touka 4.4).

4.6 @epruauTeT, )PEMEHHOCT H KbPMEHe

BpemenHocT

Jluncear wim nMa OrpaHUYCHH JTaHHU OT yroTpebara Ha Trimbow mpu OpeMeHHU KEHHU.
[IpoyuBaHusiTa IPH )KUBOTHU MMOKA3BaT PENPOAYKTUBHA TOKCUYHOCT (BXK. Touka 5.3). 3BecTHO e, ue
TTIOKOKOPTHUKOMANTE BOIAT 10 epeKTH B paHHATa recTarimonna ¢asa, g1okaro o6eral-
CUMIIATHKOMUMETHIINTE, KaTO (hOPMOTEPOI, UMAT TOKOIUTHYHU edekTH. [1o Ta3u mpuunHa, Kato
npena3Ha MspKa € 3a IpeanounTane aa ce n3osarea ynorpedara Ha Trimbow 1o BpeMe Ha
OpEeMEHHOCT U paKIaHe.

Trimbow TpH6Ba Ja €€ U3I10JI3Ba 110 BPEMC Ha 6pCMCHHOCT CcaMo aKO OYaKBaHATa I10J13a 3a MahKaTa
HaAXBBPJIA NOTCHIWAJIHUSA PUCK 3a IJ10/1a. KLpMaqua 1 HOBOPOJACHU, pOACHU OT MaﬁKH, Inojry4yaBamiu
3HAYUTCIIHHU JO3U, TpH6Ba Ja ce Ha6J'IIO)_IaBaT 3a aApCHaIHA CYIIPCCHH.

Kspmene

JIumncBaT ChbOTBETHH KIMHUYHHU JaHHU OT yrIOTpe6aTa Ha Trimbow 1o BpPEMC Ha KbpMCHEC IPU XOpa.

['TIOKOKOPTHKOUINTE CE eKCKPETHUPAT B KbpMata. JIOTHYHO € 1a ce mpeaoaoKu, 4e OEKJIOMETa30HOB
JTUTIPOTIMOHAT U HETOBUTE METAOOIMTUTE CHIIO CE EKCKPETHPAT B KbpMaTa.

He e u3BecTHO manu popMOTEPOIT WK TTTUKOIHPOHUYM (BKITFOUUTEITHO TEXHUTE METAOOJINTH) Cce
eKCKpEeTHpaT B KbpMaTa, HO T€ ca OTKPUTH B MIISIKOTO Ha )KHBOTHH B IIEPUO]T HA JIAKTAITHSI.
AHTUXOJIMHEPTUIUTE KATO TIIMKOIMPOHUYM MOTAT JIa TIOTUCHAT JIAKTAIIHATA.

TpsOBa 1a ce B3eMe pelIeHre i J1a Ce MPEYCTAaHOBU KbPMEHETO WIIN J1a Ce TIPEyCTaHOBH/HE CE
NPUIIOXKHU TepanusTa ¢ Trimbow, KaTo ce B3eMaT MpeBUJI N0JI3aTa OT KbPMEHETO 3a JIETETO U 110JI13aTa
OT TepamusTa 3a )KeHaTa.
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DepTunurer

He ca mpoBexaHu KOHKPETHH Mpoy4uBaHus ¢ Trimbow 3a 6€30MacHOCT MO OTHOLICHHE Ha
(beprunuTera npu xopa. [IpoyuBaHusTa PH KMBOTHH [TOKa3BaT yBPEXkKaaHe Ha GepTuiuTera (BK.
Touka 5.3).

4.7 EdexTu BBpXy cioco0HOCTTA 32 opupaHe u padoTa ¢ MALIUHA

Trimbow He MOBIMSBA WK MOBJIMABA IPEHEOPEHKUMO CIIOCOOHOCTTA 3a mo(HupaHe u padboTa ¢
MaIluHH.
4.8 Hexeaanu JieKapCTBEeHH peaKkuu

O0600611eHMe Ha npodia Ha OE30IIaCHOCT

IIpu eqHO 4-ceAMHYHO ITPOYUYBAHE € YCTAHOBEHO, Y€ MpodmIbT Ha Oe3omacHocT Ha Trimbow mpax 3a
WHXaJaIws ¢ mojJo0eH Ha To3u, HabogaBaH npu Trimbow pa3TBOp MO HaISITaHe.

Haif-gecTo crobmaBannTe HEXENaHU peaknuy mpu manuentn ¢ XObb u actma Ha nedenwue ¢
Trimbow pa3tBop mox HaisraHe ca cboTBeTHO auchonwus ( 0,3% u 1,5%) u opanna kanaumnosa (0,8%
u 0,3%), KOUTO HOPMAJTHO CE CBBP3BAT C HHXAJIATOPHUTE KOPTHUKOCTEpouan; MycKynHH cnazmiu (0,4%
u 0,2%), KOUTO MOrar Jia ce OTIAaaaT Ha AbJrojeHcTBalms 0eTa2-aroHucT; U cyxota B ycrara (0, 4%

u 0,5%), KosITO € TUINYeH aHTUXonuHeprudeH edekt. [1o chius HaunH ce choOIIaBa 3a cyxoTa B
ycrata mpu 2-ma nanueHTs (0,6%) Ha nedenue ¢ Trimbow mpax 3a naxananus. [lpu nanuentu ¢
acTMa He)XXeJlaHUTE peakIyi nMaT TeHICHIIMA Ja HapacTBaT 10 BpeMe Ha MbPBUTE 3 Mecela ciej
3aM04BaHe Ha Tepanus U 4ecToTaTa UM Jla HaMaJlsiBa IIpHU MO-AbJITOCPOYHA yroTpeda (cien 6-MeceqHo

JICUCHHE).

CouchK Ha HEXEITaHUTE JICKapCTBCHU PCAKIIUN B TabJIuYeH BU

HesxenanuTe peakinu, CBbP3aHu ¢ OEKIOMETA30HOB TUMPONHOHAT/POPMOTEPOIT/TIIHKOTIUPOHHYM,
KOWTO Ca Bb3HUKHAJIM 110 BpEMe Ha KIMHUYHHUTE MPOYYBAHHS M TOCTMAPKETHHIOBUS OIHT, KAKTO
HEKEIAHUTE PeaKilny, OMMCAHU 3a OTJCITHUTEe KOMIIOHEHTH, KOMTO ca Ha ma3apa, ca JaJeHH M0-0Iy,
HU30POCHU MO CHCTEMO-OPTaHeH KJIac U YecToTa.
UYecroTara e omnpeaeneHa kato: MHoro 4ectu (>1/10); uectu (>1/100 go <1/10); neuectu (>1/1 000 oo
<1/100); penku (>1/10 000 mo <1/1 000); muoro peaku (<1/10 000) u ¢ Heu3BecTHA YecTOTa (OT
HAJIMYHUTE JaHHU HE MOXKE J1a ObJ/Ie HAITpaBeHa OIICHKA).

Cucremo-opranen wrac Hexesnana peakuust YecroTa
no MedDRA
[Taesmonus (npu natuent ¢ XOBB), dapunrur,
opajiHa KaHJM103a, HHPEKIUs Ha TUKOYHUTe nbTumal, | Yectn
Ha30(apuHIUT!
ncpeximm 1 undecrarm 'punt, opanna re6uuna napeknys, opodapuHreanrna
KaHAWU03a, e30(areanHa KaHau103a, TbOnYeH H
(opo)papuHruT, CURY3HUT., pUHUT!, racTpoeHTEpHUT?, caect
ByJIBOBarMHaJIHa KaHau103a’
Wudeknus Ha TONHUTE qUXaTeHU ThTHlIA (Th0NYHa) | Penku
Hapymenus Ha kpbBTa 1 ['paHyJIOUUTONEHUS " Heuectn
nuMmdHaTa CUCTEMa TpomGonuTOnEHU® MHoro penku
Anepruuen nepmaTur! Heuectn
Hapyuienust Ha ”MyHHaTa
crcTeMa Peakiuu Ha CBpBXUyBCTBUTEIHOCT, BKIIOUUTETHO Pk
€pHTeM, OTOK Ha YCTHUTE, JINLIETO, OYUTE U (hapuHKCa
Hapymierns ia Anpenanna cynpecus’® MHoro penku
€HJIOKpPUHHATA CHCTEMA
Hapymenus Ha XHUIMOKATMEMUs], XUTIEPTIIMKSMHS Heuectn
MeTabonr3Ma B XpaHeHeTo | Hamanen amerur Penkn
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CucremMo-opraneH Kjiac
no MedDRA

Hexesnana peakuust

YecToTa

[cuxuunu HapyIIeHUs

HecmokoiicTre!

Heuectn

[IcHXOMOTOPHA XUIIEPAKTUBHOCT., HApyIIEHHS HA
chbHs!, GE3MOKONCTBO, JIETPECHS’, arPECHBHOCT?,

C HeusBeCTHA

1 4ecToTa
MTOBEJICHYCCKH TPOMEHH (IPETUMHO IPH JeTIa)
NucoMmuuns Penku
I'maBoOosme UecTtn

Hapyuienust Ha HepBHATa " 1 T

cHcTeMa Tpemop, 3aMaliBaHe, TUCTEY3US, XUIOCCTE3HS Heuectn
XunepcoMHus Penxu

C HemsBecTHa

3amMbIIIeHO 3peHue (BXK. ChIIO Touka 4.4)

Hapymenus Ha ounrte YeCcTOoTa

I'maykoma’, karapakral

MHoro peaku

Hapyuienust Ha yXoTo 1

Bu3nanenue na EBcraxuesara Tpnoal Heuectn
JTa0MpHUHTA
[Ipencepano MbxaeHe, yabmkaBane Ha QT nnTepBana
B €JIEKTPOKapIMorpamara, Taxukapaus, TaxuapurMus’, | Heuectu
HaJIITUTALIH
CbpaeuHy HapyIIeHUs I
Crenokapaus (cTabuiaHa™ 1 HecTaOwMITHA),
€KCTPACUCTONH (KaMEPHH! M HaJIKAMEPHH), HOJAJIEH Penxu
PHUTBHM, CHHYCOBa OpaguKapaus
Xunepemus', 3auepBsBane’, XUNepTOHUS Heuectn
CbmoBu HapylIECHHUS
ExcTpaBasaliys Ha KpbB Penxu
Huchonus Yectu
AcTMaTruHa Kpu3al, Kauuiuia, poyKTHBHA
KaIUTMIAY, IpasHeHe Ha IbPIIOTO, KPHbBOTEYEHHUE OT Heuectu
PecnimpaTophu, rpbIHT 1 1
Hoca", (hapuHTealIeH epUTEM
MeINaCTUHATHH 1
HADVILICHS [Napagokcanen 6poHxocna3zbM-, 000CTpsHE Ha
24 actMaTta, opodapuHreanna 0osuka, haprHTeaTHO Penxu

BB3NAJICHUEC, CYX0Ta B I'bPJIOTO

JucnHes!

MHoro peaku

CroMantHo-4peBHU

Juapust, cyxora B ycrara, mucarus’, ranene,

JUCIIENCHS’, TTApeIo yCellaHe Mo yCTHUTE!, 350eH Heuectu
HapYIICHUS 1

kapuec’, (adhTo3eH) croMaTHT
Hapymrenns Ha koxaTa u OGpuB!, ypTHKapHs, NpypHUTyC, XUIEPXUAPO3a’ Heuectn
MOJKOXKHATa ThKaH Anrmoenem* Penkxn
Hapyiienus Ha MyckyaHo- | MyCKyJIHH Clia3MH, MHAITHs, OOIKY B KpaitHuk?, Heueern

CKC€JICTHaTa CUCTEMA U
ChCAMHUTCIIHATA ThKaH

MYCKYJIHO-CKeJIETHA 00J1Ka B rppaure’

M3ocTaBane B pacrexkal

MHoro peaku

Hapymennst mHa 6s0penure

1
W3ypHUsl, PETCHIUS Ha YpUHA, HEPPUT Penku
7 MUKOYHUTE ITHTUIIA Ausypus, p 1t ypuHa, Hep A
1
OO HapymeHus u Ymopa Heuectn
e(heKTH Ha MACTOTO Ha ActeHus Penxu

NpUIIOKEHNE ITepudepen exem* MHoro peaku
[Mosumen C-peakTUBEH NPOTEUH', MOBULIEH OPOit
TPOMOOLMTH, TOBUIIIEHH CBOOOIHE MACTHH
KUCEJIMHNY, MOBUIIIEH MHCYJIMH B KpBbBTAl, HOBUIIEHH Hevecrn
Uscnensanus KETOTENa B KPbBTA', MOHMKEH KOPTU30JI-
[TOBMIIEHO KPHBHO HAJIATAHE', MOHMKEHO KPHBHO Pesticu

Hansrane!

ITonmxena KocTHa H.II’IJTHOCTl

MHoro peaku

! Hesxxenanu peakiu, 3a KOMTO ce choomana B KXII Ha HOHE eMH OT OTAEIHUTE KOMIIOHEHTH, HO KOUTO HE ca
Ha0JII0/TaBaHN KaTO HEXKETAHU PEaKIIUU B KIIMHHYHOTO pa3padboTBaHe Ha Trimbow
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Mexny HaOMIOgaBaHUTE HEXKEJIAaH! PEAKITNH CIICTHUTE ca THITHMYHO CBBP3aHH C:

bexnomemasonos ounponuonam

[THeBMOHMS, OpaTHU THOMYHU UH(EKITNY, THONYHA UHPEKIUS HA JOTHUTE IUXATCITHY ITHTHIIA,
nuchoHUA, Ipa3HEeHe Ha ThPIIOTO, XUIEPTINKEMUs, IICUXUYHU HAPYIICHHS, TOHKEH KOPTH30I,
3aMBIJIEHO 3pEHHeE.

Dopmomepon
XHMMOKAINEMHS, XUTIEPTITHKEMHUS, TPEMOP, ITATITUTAITIN, MYCKYJTHHU cTia3Mu, yabbkeH QT uHTepBalt B

€JIeKTpOKapIMoTrpaMaTa, MOBUIIECHO KPHbBHO HASITaHE, MOHMKEHO KPBBHO HAJISATaHE, MPEACHPIHO
MBXKJIEHE, TAXUKAPWsI, TAXUAPUTMUS, CTCHOKapIus (cTaOmiiHa 1 HeCTaOWITHA), KaMepHU
eKCTPACHUCTOIH, HOJIAJICH PUTHM.

T nuxkonuponuym
I'maykoma, npefCchpaHO MBXKICHE, TaXUKap/Ius, MaJIMUTAI[MK, CyX0Ta B ycTaTa, 3b0CH Kapuec,
JU3YpUs, PETCHIIMS HA YPUHA, HHPEKIUSA Ha MMKOYHUTE ITbTHUIIA.

Cpo0111aBaHe Ha MOA03UPAHN HEXETAHN PEAKITHH

Cro0mIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIS]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakKHO. ToBa MMO3BOJIsIBA Ja MIPOIBIKH HAOIIOICHUETO Ha ChOTHOIIICHUETO I0JI33/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEIUIIMHCKUTE CTICTIHAIMCTH CE M3UCKBA J1a ChOOIaBaT BCsKa
MOJT03UPaHa HeXKEIaHa PeaKiys Ype3 HAI[MOHAIHA CUCTeMa 32 ChOOIaBaHe, TOCOYCHA B

[punoxenue V.

4.9 Ilpeno3upane

[Ipeno3upanero Ha Trimbow Moke Aa NPUYKMHY IPU3HALM U CUMIITOMH BCJIEICTBHE Ha
(apMaKoJIIOTHYHOTO JAEHCTBUE HA OTACTHUTE KOMIIOHEHTH, BKIIFOUUTEITHO HAOIII01aBaHNUTE TIPH
npeao3upane Ha APYru OeTa2-aroOHUCTU WU aHTHXOJIMHEPTHYHH CPEACTBA, U B ChOTBETCTBUE C
M3BECTHUTE €()EeKTH Ha KJIaca HHXAIaTOPHU KOPTHUKOCTEPOUAH (BXK. Touka 4.4). AKO Bb3HUKHE
npeo3upane, TpsiOBa a ce mpoBeze MOAIbPIKAIIO JIeUeHHEe Ha CHMIITOMUTE Ha TallUeHTa, C
MOJIXOJISIIII0 MOHUTOPHPAHE, aKo € He0OXO0MMO.

5. ®APMAKOJIOTUYHU CBOMCTBA

51 d@apmakoaMHAMMYHHU CBOIiCTBA

dapmakoTepaneBTuuHa rpyna: JlekapcTsa 3a JeueHre Ha OOCTPYKTUBHH 3200 sIBAHUS Ha
JMXaTeIHUTE MTBTUIA, aJPEHEPTUYHH CPEICTBA B KOMOMHAIINS C aHTUXOJIMHEPTUYHH CPEICTBA,

BIJTFOUHUTEITHO TPOHN KoMOuHanmu ¢ koptukoctepouan, ATC xomx: RO3ALO09.

MexaHu3bM Ha HeﬁCTBHC )41 d)aDMaKOHI/IHaMI/I‘-IHI/I C(bCKTI/I

Trimbow chappska OEKIOMETa30HOB IUIIPONUOHAT, (hopMoTepoi u TaukonuponuyM (BDP/FF/G) mox
(dopmaTa Ha CyX mpax , KOWTO 00pa3yBa U3KIIIOUUTETHO (PUH aep0O30J1 ChC CBPBX(PUHHI YACTHUIH U
€IHOBPEMEHHO OTJIaraHe Ha TPUTE KOMITIOHEHTa. Aepo30IHUTE YacTul Ha Trimbow cpenHo ca MHOTO
MO-MaJIK{ OT YaCTUIUTE, TOCTABSIHU TIPU He-CBPBbX(PUHU JiekapcTBeHH (hopMHu. 3a OEKIIOMETa30HOB
JMITPOIIMOHAT TOBA BOJIH JI0 MO-MOILCH €EeKT B CPaBHEHHE C JIEKapCTBEHU (hopMHU ¢ HE-CBPBHX(PHHO
pasnpeneneHue Ha pazmepa Ha yactuiure (100 Mukporpama cBpbX(puH OEKIOMETa30HOB
mqunpornuoHat B Trimbow ca exkBuBasieHTHH Ha 250 MUKporpama OeKJIIOMETa30HOB JUIPOMTHOHAT B He-
cBpbX(uHa IekapcTBeHa hopma).
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bexnomemasonoe ounponuonam

bexiiomeTa30HOB TUTIPOTIHOHAT, MPHUJIATaH Ype3 UHXATANNS IPH MPETIOPHUUTEITHATE 1031, IMa
TJIFOKOKOPTHKOUTHO IPOTUBOBB3MAIUTEITHO AeCTBUE B OenuTe ApoOoBe. [ IIOKOKOPTUKOUANTE Ce
W3II0JI3BAT MIMPOKO 32 MOTHCKAHE HAa BB3MAJICHUETO MPU XPOHUYHHU BB3MAIUTEITHA 3a00sIBaHUS HA
JIUXaTeTHUTE MbTUIIA. TSIXHOTO IEHCTBHE € MEAUUPAHO OT CBBP3BAHETO KbM TIIIOKOKOPTUKOUIHN
perenTopy B IUTOILUIa3MAaTa, KOETO BOAM JI0 MTOBHUIIIEHA TPAHCKPHUIIIIUS HAa T€HH, KOAUPAIIN
MPOTUBOBB3NAIUTEIHU IPOTECUHHU.

Dopmomepon
®dopMoTepoI € CelIeKTUBEH OeTa2-apeHepruueH arOHUCT, KOWTO BOM JI0 OTITyCKaHE Ha

OpoHXHaJHaTa IMIaIka MyCKyJIaTypa IpH MAaUeHTH ¢ 00paTuMa OOCTPYKIHS Ha TUXaTEITHUTE
nbTHIA. Bponxomunarupamust edekt 3amousa 6bp30, B paMKuTe Ha 1-3 MUHYTH Cllel HHXANAus, 1
MMa MpOIBJKUTENHOCT 12 yaca cnen eAMHAYHA 034.

T nuxonuponuym

I MUKOTIMPOHUYM € TBJITOISHCTBAI aHTATOHUCT Ha MYCKApUHOBUTE PEIENTOPH (aHTUXOIHHEPTUIHO
CPEJICTBO) C BUCOK a)MHUTET, KOWTO CE U3IOJI3BA 32 MHXAJAIMS KaTO OPOHXOAMIATHPAIIIO JICUCHHUE.
I'mukonupoHuyM aericTBa upe3 OJ0KHpaHe Ha OPOHXOKOHCTPUKTUBHUS ¢()EKT Ha alleTHIXOJIMHA
BBPXY TJIAJKOMYCKYJIHATE KJIETKH B TUXATCITHATE IIHTHINA, KaTO TI0 TO3W HAYMH Pa3lIupsBa
JIUXATETHUTE TTUIA. | TUKOMMPOHUEB OPOMHU/T € aHTArOHKCT HA MYCKaPHUHOBUTE PEIEIITOPH C BUCOK
a(MHUTET, ChC CEIICKTHUBHOCT KbM YOBEIIKUTe M3 perentopu, KosTo, KakTo € I0Ka3aHo, € 4 ITbTH T0-
TOJISIMa CTIPSIMO Ta3u KbM YOBEIIKUTE M2 perenTopH.

Kinnanuna edukacHocT 1 0€300aCHOCT

Trimbow npax 3a unxanrayus

[porpamara 3a pa3zpadorBane Ha Trimbow mpax 3a nnxananus e nposenena ¢ BDP/FF/G 88/5/9 n
BKJIIOYBa €IHO 4-CEIMUYHO MPOYYBaHE 3a He Mo-Manka epukacHoct. [Ipoyusanero TRI-D e
MHOTOIIEHTPOBO, PaHIOMHU3UPAHO, JBOWHOCIISAIO, IBOHHO3aCIETIeHO, aKTHBHO-KOHTPOIMPAHO
KPBCTOCAHO NPOYUYBaHE C TPH pPaMeHa, KOeTO CpaBHsBa 3 MepHo/a Ha JeYCHHUE 110 4 CEIMULIH C
BDP/FF/G mpax 3a unxanarus, BDP/FF/G pa3tBop noj Hansrane 3a MHXaTAUs Wi KOMOWHALINS C
(huKcHpaHH 103K Ha OEKIIOMETa30HOB TUIpOonHoHaT u hopmorepo 100/6 Mukporpama pa3TBoOp Mo
HaJIsITaHe 32 WHXAAIUs, BCHUKHU JIOCTABSHU KaTo 2 WHXANAIUH JBa ITBTH JIHEBHO, ITpe3 2-CeJIMUYHU
WHTEPBaJIM Ha U3YHCTBAHE, IPU MMAIIMEHTH ChC CTa0MIIHA, yMepeHa 1o Texka XObb. ChcTaBHaTa
IbPBUYHA KpaiiHa TOYKa 3a e(UKACHOCT € IpoMsiHaTa oT u3x0aHoTo HHBO BbB ®EO; AUC.12n,
HOpMaJIM3MpaHa 1o BpeMe, U B Hail-HucKkarta croiiHocT Ha PEO; Ha 24-us yac B Jen 28.

Egpexmu evpxy benoopobnama gynxyus

Paunpommsupanu ca 366 nanuentn. Jlokasana e He mo-manka epuxacuoct Ha BDP/FF/G mpax 3a
uaxanauus cnpsamo BDP/FF/G pa3rBop mon Hansrane 3a MHXaNAIMs 1 32 IBETE ChCTaBHU ITbPBUYHH
KpaliHH TOYKH, KaTO JTOJHUTE T'PAHULN HAa KOH(PUICHIIMAIHIS UHTEPBAJ HA KOPUTUPAHHUTE CPEIHU
Pa3MKH NOMaJia HaJl Ipara 3a He mo-mMaika eukacHocT ot -50 ml: KopurupanuTe CpeaHN Pas3IuKH
(95% 1) ca -20 ml (-35; -6) 3a DEO1 AUCq-12n, 1 3 ml (-15; 20) 3a mait-auckara croiinoct Ha ®EO;
Ha 24-us vac B Jlen 28.

U nBere popmu Ha BDP/FF/G - mpax 3a nHxanaius v pa3TBOp IO/ HAJISTaHe 32 HHXAIAIMS -
3raunTenHo moxoopssat ®EO1 AUCo.1on cnpsamo xoMOuHaIusITa ¢ PUKCUPAHU 103U OCKIIOMETa30HOB
JUIPOITUOHAT U OPMOTEPOIT Pa3TBOP MO HAISTAHE 3a MHXANaus cboTBeTHO ¢ 85 ml (95% AU: 70;
99) u 105 ml (95% JAU: 90; 120) (p <0,001 u 3a nBere).
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Hncnupamopen nomox

ITpoBeneHo e exHO OTKPUTO MPOYYBaHE C Mmianedo, 3a 1a ce MOTBbPAN, Y€ HHCIUPATOPHUAT MOTOK,
KOIMTO MO>Ke J1a ObJle TeHepUpaH Npe3 HHXAIAaTopa, He ce MOBJIHABA OT Bb3pacTTa Ha IalMeHTa,
3a00JIsIBAHETO U TEKECTTa Ha 3a00JISIBAHETO U 3aTOBA MIPU BCUYKH MAIIMEHTH MOXE Jia C€ TOCTUTHE
aKTHBUpAHE M JOCTaBsHE HAa aKTUBHOTO BEIIECTBO OT yCTpoiicTBOTO. [IbpBHYHATA KpaiiHa TOUKa €
HPOLEHTHT Ha MAIIMEHTUTE OT BCSAKA IPyTIa CIIOpE]] Bh3pacTTa U 3a00IIBaHETO, CIOCOOHU a
aKkTUBHpAT nHXxanatopa. OcemaeceT U IeBEeT MalMeHTH, BbB Bb3PAaCcTOBUS Iuana3oH 5-84 ronunu,
BKITFOUUTEITHO MAI[MeHTH C YMepeHa U Texka actMa (crorBeTHO PEO: >60% 1 <60% ot
Tpe/IcCKa3aHusl) U manueHTn ¢ ymepena a0 Texkka XObb (crotBeTHO PEO 1 >50% 11 <50% ot
NpecKa3aHus) ca y4acTBajH B IPOy4BaHeTO. BcHyky manueHTH, He3aBUCUMO OT Bb3pacTTa,
3a00JIsIBAHETO U TEKECTTa Ha 3a00JIsIBaHETO, ca OWIIN B ChCTOSIHHE J1a TEHEpUPaH JOCTaThbueH
MHCIHMPATOPEH MOTOK, 3 Ja aKTUBUPAT MHXAJIATOpa. B JOMBIHUTENHO OTKPUTO IIPOyYBaHE C IIanebo
NalyueHTHTe ¢ Jieka a0 Texxka XOBbb, He3aBucuMOo OT (hYHKIIMOHATHOTO UM OTpaHHYeHue, ca OWin B
CBCTOSIHUE e(DEKTUBHO J1a aKTUBUPAT M A2 U3MO0I3BAT HHXAIATOPA.

Trimbow pazmeop nood naiscane

XOFb

IIporpamara 3a pa3padoTBane Ha Trimbow pa3tBop noj Hamsrane npu XOBb e npoeeneHa ¢
BDP/FF/G 87/5/9 u BK;Ir0UBa 1BE 52-CEIMUYHU aKTHBHO-KOHTPOJIUPAHH IIPOyUYBaHus. B mpoy4uBaHeTo
TRILOGY BDP/FF/G e cpaBHsiBaH ¢ (uKcupaHa KOMOWHALUS OT OCKIOMETa30HOB AUIIPOIUOHAT U
dhopmoTtepon 100/6 mukporpama, JBE HHXAJAIUH JIBa ITbTH JHEBHO, (1 368 panmomusupanu
nanvenTn). B mpoyusanero TRINITY BDP/FF/G e cpaBHsiBaH ¢ THOTpOnmyM 18 MHKporpama mpax 3a
MHXaJIalus, TBbpa KarcyJia, eIHa HHXaJalus eIUH IbT JHEBHO; B JOIbIHEHUE e(EKTHUTE Cca
CpaBHSIBaHM C €KCTEMIIOpaIHA TPOHHA KOMOMHANKs OT PUKCcHpaHa KOMOMHAIMA OT OEKJIOMETa30HOB
JqunpornuoHat u gopmotepon 100/6 Mukporpama (ChOTBETCTBAIA HA JOCTaBEHA /1032

84,6/5,0 Mmukporpama), Be HHXAJIAIMHU J1BA THTH THEBHO, IUTIOC THOTPONUYM 18 MUKporpama mpax 3a
MHXaJIAus, TBbPA KarcyJlia, eAHa HHXalalus eIuH IbT AHeBHO (2 691 paH1oMHU3MpaHu MAUESHTH).
B npoyuBanero TRIBUTE BDP/FF/G e cpaBusiBaH ¢ GpukcHpaHa KOMOUHAIUS OT

WHJIAKaTepOJ/ TITMKOMUPOHUYM 85/43 MUKpOrpaMa mpax 3a WHXanalus, TBbp/a Karcyia, eJHa
WHXananys eauH mbT qHeBHO (1 532 paHmoMu3upaHu MAIUEHTH).

Hamansasane na obocmpsanusma na XObb

BDP/FF/G e mamanmi 4ecToTara Ha yMEPEHUTE/TEKKHUTE 000CTPSHUS 3a 52 ceamunu ¢ 23% B
CpaBHEHHE C (PUKCHUpaHa KOMOMHALUS OT OEKIOMETAa30HOB JUIPOITUOHAT U (POPMOTEpOII (YecToTa:
0,41 copsimo 0,53 chOuTHs Ha marment/ronuna; p = 0,005) , ¢ 20% B cpaBHEHHE C THOTPOITHYM
(uectota: 0,46 cripsimo 0,57 crbutns Ha manuert/roauna; p = 0,003) u ¢ 15% B cpaBHEHHME C
(hukcupana KOMOMHAIIMS OT MHIAKATEPOI U TukonupoHnyM (decrora: 0,50 cripsimo 0,59 crOuTHS Ha
nanuent/roquna; p = 0,043). He ca HabmroqaBanu pasiuku npu cpaBasBane Ha BDP/FF/G ¢
eKCTeMITOpaliHa TPOifHa KOMOHMHAIMS, ChCTaBeHA OT UKCHPaHa KOMOMHAIMS OT OEKJIOMETa30HOB
JUIPOITUOHAT U (OPMOTEPOJI IUTIOC THOTPOIIMYM (YEeCTOTa HAa yMEpeHH/TeXKH o0ocTpsHus: 0,46
cupsimo 0,45 cbOUTHS Ha TAIMEHT/TOAMHA).

Edpexmu evpxy benoopobnama gynxyus

B cpaBuenwne ¢ pukcupana koMOWHAIMS OT OEKJIOMETa30HOB AUIPOIINOHAT U POPMOTEPOIL,
BDP/FF/G e mogoopun ®EO; mpeau prem Ha go3aTta ¢be 71 ml ciuen 28 auu, ¢ 81 ml ciexn

26 ceamuity geueHne u ¢ 63 ml cien 52 cemmuny euenue. B cpasaenue ¢ Tnorpornuym, BDP/FF/G e
nonoOpun ®EO; npenu npuem Ha qo3ara ¢ 51 ml ciiex 26 cepmuny sieyerne u ¢ 61 ml cnen

52 cenmuru neyenue. Te3u momoOpenus ca ounu cratuctudecku 3HaunMu (p < 0,001). B cpaBHeHMe ¢
(huKkcupaHa KOMOMHALIKSA OT HHAaKaTepol u riaukonuponnym, BDP/FF/G e momoopun cpemums OEO;
Hpenu MpUeM Ha jJo3arta 3a neproja Ha 52-ceaMuuHoTo Jedenue ¢ 22 ml (p = 0,018). [TogoOHu
noTo0peHwsl, BBIPEKH Y€ HE Ca CTATUCTUYCCKU 3HAUYMMHU, ca HabIroaaBanu Ha 26-TaTa u 52-Ta
CeMMIIA.

He ca nabmrogaBann pasiuku npu cpasHenne Ha BDP/FF/G u ekcremmopannaTa TpoiHa
KOMOWHAIIUs, ChCTaBeHA OT (PUKCHpaHa KOMOMHAIIHS OT OEKIOMETa30HOB JIUIIPOITUOHAT U
hopmoTepon mroc THoTponuyM (pasnuka 3 ml BB @EO; npeau npremM Ha 1o3aTa cien 52 CeaMUIu
JICUCHHE).
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Cumnmomamuunu pezyimamu

BDP/FF/G cratncTryecku 3HaUMMO TIPEBH3XO0KAA (DUKCHpaHa KOMOHHAITUSA OT OEKIIOMETa30HOB
JTUTPONHOHAT U (hOPMOTEPOJ, THOTPOIIMYM U (PUKCUPaHa KOMOWHAIUS OT MHIAKATEPOI U
TJIMKOMTUPOHUYM TI0 OTHOIIIEHUE HA MTOIOOPSHUETO HA KAY€CTBOTO Ha KUBOT (M3MEPEHO C BHIIPOCHHUKA
3a nuxaTeHu HapymeHus Saint George Respiratory Questionnaire, SGRQ - o611 ckop).

Acmma

IIporpamara 3a kTHHHYIHO pa3paborsane (aza Il mpu BB3pacTHU C acTMa BKIIOYBA ABE
paHIOMHU3UPAHH, TBOMHOCIEIH, AKTHBHO-KOHTPOJIMPAHH MPOYIBAHUSA C S52-ceIMIIHA
MPOIBIKUTETHOCT, KATO €THOTO € MIPOBEJCHO ChC CPEHATA 10332 MHXATIATOPEH KOPTUKOCTEPOUT]
(ICS) (BDP/FF/G 87/5/9; TRIMARAN), a npyroto — ¢ Bucokara go3a ICS (BDP/FF/G 172/5/9;
TRIGGER).

B npoyusanero TRIMARAN ca cpaBaenu nse no3u asa bty qaeBHo BDP/FF/G 87/5/9 (N = 579) ¢
JIBE JIO3M JBa ITHTH JIHEBHO (PMKCHpaHa KOMOMHAIHS OT OeKlioMeTa30HoB aunponuoHat (BDP) u
dhopmotepoa (FF) 100/6 mukporpama (nocraseHa no3a 84,6/5,0) (N = 576). B npoyuBaHeTo
TRIGGER ca cpaBaenu ase no3u n8a mbtu gaeBHO BDP/FF/G 172/5/9 (N = 573) ¢ nBe mo3u nBa
IbTH JHEBHO (ukcupana komOuHaius ot BDP u FF 200/6 MukporpaMa caMOCTOSATENHO (JI0CTaBEeHa
no3a 177,7/5,1) (N = 576) wiu B TOIbJIHEHUE KbM JIBE SAMHUYHH JTHEBHH 103U THOTPOITUYM

2,5 mukporpama (N = 288) KaTo OTKPUTO pamo ¢ EKCTEMIIOpaIHa TPOHHA KOMOMHAIIHA.

[IspBrYHAaTA LI HA IPOYYBAHUATA € OMJIa J1a Ce IEMOHCTPUpPA MO-rojisiMa e(pUKacCHOCT WM Ha
BDP/FF/G 87/5/9, unu na BDP/FF/G 172/5/9 (nBe uaXananuu ABa mbTH JTHEBHO) CIIPSAMO ChOTBETHUS
MIPOJYKT ¢ (pMKCHpaHa ABOWHA KoMOWHaIws (cpeqHa win Bucoka go3a ICS/LABA) mo oTHomeHne Ha
CHBMECTHHUTE MbPBUYHHU KpPaifHNU TOYKH (MPOMSIHA OT U3X0AHO HUBO BB ®EO; mpean mpuioxeHne Ha
nmo3ara Ha Ceamuria 26 1 9ecToTaTa Ha YMEPEHO M TEKKO 000CTPSHE 3a IEPHO OT 52 CEAMUITH).

[IpoyuBanero TRIGGER He e nmano MOLIHOCTTA J1a OIICHN CPaBHUTEIIHATA EPUKACHOCT Ha
BDP/FF/G 172/5/9 cuipsimo BDP/FF + tuotpornuym 2,5 MUKporpama.

Hamansgane na obocmpanusama Ha acmma

B mpoyuBaneto TRIMARAN BDP/FF/G 87/5/9 e namanui 3HauuTeTHO YecTOTaTa Ha
YMEpEHUTE/TEKKUTE 0O0OCTPSHUS B CpaBHEHHUE ¢ (ukcupanara komOouHayss BDP/FF

100/6 muxporpama (Kopurupano cboTHoueHue Ha yecrorara 0,846; 95% 11 [0,725; 0,987]).

B npoyusanero TRIGGER BDP/FF/G 172/5/9 chiio e Hamanut 4ecToTara Ha yMEpEeHUTE/TeKKUTE
000CTpsAHUS B MO-TOJIsIMA CTETEH OT Gukcupanata komOunauust BDP/FF 200/6 mukporpama, HO TO3U
e(eKT He € MOCTUTHAJl CTATHCTHYECKA 3HAYMMOCT (KOPUTHPaHO ChOTHOIIEeHHe Ha yectoraTa 0,880;
95% AN [0,751; 1,030], p = 0,11). [Topanu fiepapXU9IHOTO TECTBAHE, BCHUKH KPAWHHU TOYKH 32
edpukacaoct B TRIGGER u npenBaputenHo 3a1acHUAT aHAIN3 HA TEKKUTE 000CcTpsHuUs (COOpHU
nanHu ot npoyuyBanusata TRIMARAN u TRIGGER) ca nmanu kato pe3yiraT caMo0 HOMUHAJIHH
p-croitHOCTH.

[Jannure ot npoyuBanusatTa TRIMARAN u TRIGGER npeanonarat, 4e BpeMeTO 10 MEPBO
YMEPEHO/TeKKO 000CTpsiHEe (BTOPHYHA KpaliHa TOYKa) € OMJIO yIBJDKEHO B PAaMOTO Ha TpolHaTa

KOMOMHAIINs, B CPABHEHHE C pAMOTO Ha ChOTBETHATA JBOMHA KOMOMHAIMS (KOSHHUIIMEHT Ha PUCK
crpssimo BDP/FF: 0,84, p = 0,022 8 TRIMARAN u 0,80, p = 0,003 B TRIGGER).

COOpHHAT aHAM3 HA YECTOTATa Ha TEKKO 00OCTPSIHE 3a IepHo. OT 52 cenmuiy (OCHOBHA BTOpUYHA
KpaiiHa TOYKa) BOJIH JI0 KOpUTHpaHa YecToTa Ha narueHroroauta 0,24 copsmo 0,31 ¢cb0TBETHO MpH
BDP/FF/GB u BDP/FF, koeto npencrasinssa HamaisiBane Ha yectorara ¢ 23,0% (p = 0,008) B pamoto
Ha TpOWHAaTa KOMOUHAIIHSI.
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Egexmu evpxy 6enoopobnama gpynxyus

U B nBete npoyusanus BDP/FF/G 87/5/9 (8 TRIMARAN) u 172/5/9 (8 TRIGGER) ca momo6puim
napaMeTpuTe Ha OenoapoOHara GpyHkuus B cpaBHeHne ¢ BDP/FF: ®EO; npeau npuem Ha no3ata
(cpBMecTHa MbpBUYHA KpaitHa Touka) +57 ml (p = 0,008) 8 TRIMARAN u +73 ml (p = 0,003) B
TRIGGER, nukoBo3n @EO;, +84 ml (p < 0,001) B TRIMARAN u +105 ml (p < 0,001) 8 TRIGGER, n
CYTpEIIEH BbPXOB €KCITUPATOPEH 1eOUT (KII0UYOBH BTOPHYHM Kpaiau Toukn) +8 I/min (p < 0,001) B
TRIMARAN u +8 I/min (p < 0,001) BTRIGGER, B cpaBHeHue ¢ pukcupana KOMOHHAIINS OT
OCKJIOMETa30HOB AUIMIPOITHOHAT U (hopmoTepost cboTBeTHO 100/6 1 200/6 Mukporpama, ciiea

26 cenmuny Ha JeyeHue. Benuku monoOpenns ca OMIIM CTaTUCTHYECKH 3HAYMMH, C HOMHHAJIHH
p-croitnoctu B TRIGGER nopanu fiepapXHyHOTO TECTBaHE B TOBA IPOYYBaHE.

IlenuaTpuyHa momyamus

EBporeiickaTta areHIusl Mo JIeKapcTBaTa 0CBOOOKIaBa OT 3ab/DKECHHUETO 3a MPEIOCTaBsIHE HA
pesyiaTaTuTe oT npoyuBanusTa ¢ Trimbow 88/5/9 g mpax 3a nHXanaiws BbB BCHUKH ITOATPYITH Ha
neauaTpudHaTa nomynanus npu XOBb u actMma (Bx. Touka 4.2 3a nH(pOpMAaIUs OTHOCHO yroTpeda B
neInaTpusITa).

5.2 dapmakoKHMHeTHYHH CBOWCTBA

Trimbow — dbukcupana koMOUHAIHS

dapmMakoKHHETHKATa HA OEKIOMETa30HOB TUIIPONUOHAT, OeKIIoMeTa30H 17-MOHOMPOIHOHAT,
(hopMOTEpOsIOB (hyMapar v TIIUKOMUPOHUEB OPOMUJT Ca OLICHEHH TIPH 3/IPaBH YUACTHHIIN CIIC
NpUIOKEeHHE Ha Trimbow mpax 3a uHxanaius ¥ pa3rBopa Mo/ HaJIsraHe 3a HHXAIANUS TPU
KOJINYECTBO Ha aKTUBHOTO BEMIECTBO B H030Ba exununia 100/6/12,5 |ug Ha nHxamamnms B 1B
(hapMaKOKHHETHYHH MTPOYUYBAHUS.

B mbpBOTO MIpOyYBaHE YYACTHHUIIATE Ca IMOIYUMIN 8 MHXAJAIlNH ¢ BCSAKa JekapcTBeHa gopma (obrma
no3a 800/48/100 pg). O6iaTta ccTeMHA SKCIIO3UIHS € OllcHeHa 6e3 aKTUBEH BBIVICH, JTOKATO
OMOHANTMYHOCTTA B OeuTe IPOOOBE € OlIEHEHA C AKTUBEH BBIJICH.

ITo oTHOIICHHE Ha 00IIaTa CUCTEMHA €KCITO3UIUS OCKJIOMETa30HOB AUIPOIMOHAT TIOKa3Ba M0-BUCOKA
excro3uitis (Cmax — 1,2 T, AUCo — 2,4 IbTH) TIpH Ipaxa 3a WHXaNaIus, J0KaTo OEKIOMETa30H
17-MoHONIPONHOHAT TIOKa3Ba MAJTKO MO-HUCKa eKCTO3UIHUS (Cmax —17%; AUCo —16%).
dopmoTeponios pymapar mokasea mo-Bucoka eKcro3unus (Cmax — 1,6 meti; AUCo-t — 1,2 mbTH) IIpH
npaxa 3a MHXaJalus, T0KaTo TIMKOMMPOHUEB OPOMUJT TIOKa3Ba CXOIHA 00IIa EKCTIO3UIIHSI, BBIIPEKH
9e Crax € mo-BUcoKa npu npaxa 3a naxananus (Cmax — 2,2 IBTH).

OTHOCHO OMOHAIMYHOCTTA B OenuTe APoOOBe OSKIOMETa30HOB JAUITPOITMOHAT TIOKa3Ba MOBUIIICHA
ouonammuHoCT B Oemute 1podoBe (Cmax — 1,3 meti; AUCo — 2,5 mbTH) mpy Tpaxa 3a HHXaxamus,
JlokaTo OekitoMeTa3oH 17-MOHOMPOMUOHAT MoKa3Ba cpaBHUMH cToiiHOCTH Ha AUCo 1 1 JIeko
noHmwxkeHue Ha Cmax (—13%). Kakto ¢popmoreponos pymapar, Taka U rNIMKONUPOHUEB OPOMU
MOKa3BaT MO-rojisiMa OMOHAINYHOCT B OenuTe ApoOoBe MpH paxa 3a HHXanaiws (MOBUIIaBaHEe Ha
Cmax 1,8 mbtH, a Ha AUCo — 1,9 bTH 1ipu hopmoTepoit; noBuiiaBadHe Ha Cmax 2,9 mbTH, a Ha AUCo
— 1,2 0bTH NIPH TIIUKOTTUPOHUEB OPOMHT).

BbB BTOpPOTO MpOyYBaHE YYACTHUIMTE Ca MOMy4miIn 4 nHxanamuu ¢ Trimbow mpax 3a uHxaaius u ¢
pa3TBOpa Mo Hasirane 3a nHxananus (ooma go3a 400/24/50 pg). Pa3tBopbT mo HansraHe 3a
MHXaJalus e Mpuiaran cbe U 0e3 cuericepa AeroChamber Plus.

Oo1ata cucTeMHa eKCro3uius € orieHeHa upe3 Cmax 1 AUCo- Ha OekitoMeTa30H 17-MOHOIIPOIIHOHAT,
(hopmoTeponoB pymMapar 1 TITUKONMPOHUEB OPOMUL, KaTo 3a peepeHT € U3MOI3BAHO JICUEHHETO C
pa3TBOpa IO HaNsraHe 3a HHXananus (Cbe win 0e3 Crechp), IMPH KOETO ce MOCTUra Hai-BHCOKaTa
CHUCTEMHa eKCIo3ulivsl. bruoHamuuHocTTa B OeuTe apodoBe ¢ oneHeHa 4pe3 Cmax 1 AUCo_30min TpH
(hopMoTEpOIIOB (hyMapar 1 TITUKONMPOHHEB OPOMUJIL, IOKATO MPH OEKIIOMETa30HOB JIUMIPOIIHOHAT Ca
n3noisBaHd Cmax 1 AUCo_t, KaTo ce MMa IpeIBU ] HeropaTa MHHUMAJTHA TIepopaiHa abcopOIus, KaTo
3a pepepeHT e U3MOoI3BaHO JICYUEHHETO C pa3TBOpa MoJ] HAIATaHe 3a MHXajanus 0e3 crelncsp.

ITo oTHOMIEHNE Ha 00IIaTa CHCTEMHA EKCITO3HUITHS OCKIIOMEeTa30H 17-MOHOIIPOITMOHAT ITOKa3Ba I10-
Hucka ekeno3uims (Cmax —59%; AUCo —23%) npu npaxa 3a uaxanaims. PopMoTeposoB Gymapat
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MoKa3Ba moqo0HM cTOMHOCTH Ha Cmax, ¢ Jleko mosuiienne Ha AUCo (1,2 mbTH), 10KaTo
TJTUKOMTMPOHKUEB OpOMU/T TIOKa3Ba MmoHmKkeHa ekcrno3uims (Cmax —24%; AUCo —27%) mipu mpaxa 3a
HHXaJIaIlusl.

[To oTHOmICHNE HAa OMOHAIMYHOCTTA B OeHTe APOOOBE OEKIOMETa30HOB TUIPOIMOHAT MOKa3Ba
nosumena AUCo- (1,6 mbTH), 10kaT0 Crax € mo-Hucka (mpubnusutenno —50%) npu npaxa 3a
unaxananus. Kakto GpopmoTeposioB ¢pymapar, Taka U rIHKONUPOHHEB OPOMH/T TIOKa3BaT MO-BUCOKA
OunoHanMuHOCT B Oenute npobose (mpubnusutento 2 mbTH HoBUIeHUE Ha Cmax 1 AUCo-30min Tpu
(hopMOTEPOJT ¥ IPUOTUUTEIHO 2 BTH U 1,8 mbTH noBUIICHHE, CHOTBETHO Ha Cmax 1 AUCo_30min, TpH
TIIHKOIIMPOHKEB OPOMKI).

Karo [AJI0 MIPAaxbT 3a UHXAJIAUA ACMOHCTpHUPA IMOCICA0OBATCIIHO ITO-BUCOKA OMOHATHYHOCT B O€NINTE
I[pO6OBe IIpy BCUYKH aKTUBHHU BCINCCTBA, JOKATO CUCTEMHATA €KCIIO3UIUA € CpaBHUMa HUJIU ITO-HUCKa
OT Ta3U IIpU Pas3TBOpa NMOA HAJIATAHC 3a UHXAJIalUs. Te3n HaXOJKH ITOKa3BaT e(l)eKTI/IBHO oTj1araHe€ B
Oenute ,Z[p06OBe IIpH Mpaxa 3a UHXaJ1alnusd, 10KaTO CUCTCMHATa CKCIIO3UIHA OCTaBa B PaMKHUTC Ha
IMPUEMIIMBUTE I'PaHUIIH.

Edexm na 6v0peuno yepesicoane

Cucremnara excrio3urust (AUCo.t) Ha O€KIIOMETa30HOB TUIIPOITMOHAT, HA HETOBUS METaOOIUT
OexmomMeTa3oH 17-MOHOTPONTHOHAT U HA (JOPMOTEPOII HE CE MOBIUABA OT JIeKa JI0 TeXKKa CTEIIeH Ha
0BOpeyHo yBpexaaHe. 3a IIIUKONUPOHUYM HIMa BIIMSHUE TIPU TAIIMEHTH C JICKa U yMepeHa CTeIeH Ha
0B0peuHo yBpexaane. HabmronaBano e, o0ave, MOBUIIICHHE HA 00IIaTa CHCTEMHA €KCITO3UITUS J10 2,5
BT TIPH MAIMEHTH C TeXKA CTeTeH Ha ObOpEUHO YBpekIaHe (CKOPOCT Ha TIoMepyITHa GriITpanus
noa 30 ml/min/1,73 m?), BcnencTBrE HA 3HAYUTEIHO HAMAIEHHUE HA KOJIMYECTBOTO, EKCKPETUPAHO B
ypuHaTta (npubnmsurenHo 90% HamaneHue Ha ObOpEYHMS KIIMPHHC Ha TIUKOMUPOHUYM). CHMYyTanuwu,
U3BBPIICHHU ¢ (hapMaKOKHHETHYECH MOJIEII, IOKa3BaT Y€ JOPU KOTaTo KOBAPHATHTE HMAT EKCTPEMHH
cToiHOCTH (TenecHo Tero nmoa 40 kg u chIrbTCTBaIA CKOPOCT HA TIIOMEpY/IHa (QUIATPAIUS IO

27 ml/min/1,73 m?), ekcrio3unusATa HA aKTUBHUTE BelecTBa Ha Trimbow ocTaBa B MpUOIU3UTEIICH
JMara3oH OT 2,5 MbTH, B CPAaBHEHUE C Ta3W MPH TUITUYCH MAIIMEHT C MEUaHHNA CTOWHOCTH Ha
KOBapHaTUTE.

BbeknomMeTa3oHOB AUIIPOIIMOHAT

bexiiomeTa30HOB TUTIPOTIOHAT € MPEIEKapCTBO ChC c1ab adMHUTET 3a CBbpP3BAHE C
TIIOKOKOPTUKOUAHUTE PELEHTOPH, KOETO C€ XUAPOIU3UpPa OT €CTEPa3HU €H3UMHU JO aKTUBEH
MeTaboIuT OeKII0MeTa30H 17-MOHOIIPOMOHAT, KOHTO NMa MTO-MOIITHO JIOKATHO
MIPOTHUBOBB3MAIUTEIHO JeHCTBHE B CPaBHEHHUE C MPEIEKAPCTBOTO OEKJIOMETa30HOB AUIIPOITNOHAT.

Abcopbyus, pasnpedenenue u buompancpopmayus

MHxanaTopHUAT OEKIOMETa30HOB AUIPOIHOHAT ce abcopbmpa Obp30 upe3 Oenute IpoOdoBe; IpeIn
abcopOuusTa MpOTHYa EKCTCH3UBHA KOHBEPCHUS 10 OEKIIOMETa30H 17-MOHOIIPONHOHAT ITOCPEACTBOM
ecTepa3HH SH3MMHU, HAMHUPAILY ce B TTIOBEUETO ThKaHU. CuCTeMHaTa HATMYHOCT HA aKTUBHUS
MeTaboNuT e pe3ynraT oT abcopbuusara B Oenure apodose (36%) u abcopOuusATa B CTOMAIITHO-
YPEBHHUSA TPAKT Ha TOr'bJIHATATA 103a. bHOHAMMYHOCTTa HAa OTBJIHATHS OEKIIOMETa30HOB
JUMPOIUOHAT € He3HAUNTENHA; BRIPEKU TOBA, IPe-CUCTEeMHATa KOHBEPCHS 10 OEKIOMETa30H
17-moHomnponroHat Bou 10 abcopOupane Ha 41% ot mo3ata noj popMaTa Ha aKTUBHHS META0OJIHT.
Nma npuOIm3nTeTHO JIMHEWHO NOBUIIIEHUE HA CUCTEMHATa KCITIO3UIIHS C MIOBHUINIABAHE HA
WHXaJTupaHaTa /103a. AOCOIIOTHATA OMOHAIIMYHOCT CJIe]l MHXaJlalus € Ipuoam3uTenHo 2% u 62% ot
HOMHMHAJIHATA /1038, CbOTBETHO 32 HEMIPOMEHEH OCKJIIOMETa30HOB JUMPOITUOHAT U OEKIOMETa30H
17-monomnponuonar. Ciiesi ”HTPaBeHO3HO MPHUIIOKEHHE, (papMaKOKMHETHKATa Ha OEKIIOMETa30HOB
JUIPOITUOHAT U aKTUBHUS My METa0OJIHT Ce XapaKTepH3Hupa ¢ BUCOK IUIa3MEH KIMPBHC (CHOTBETHO
150 u 120 l/gac), ¢ manbk 0OeM Ha pasnpenesieHHe B CTAlIMOHAPHO ChCTOSHUE 3a OEKIOMETAa30HOB
aurpornuoHat (20 1) 1 mo-roisiMo ThKaHHO pasIpe/ieNicHue 3a akTUBHUS My MeTabonuT (424 1).
CBBp3BaHETO C TIA3MEHUTE MMPOTENHH € B yMEPEHO BUCOKA CTEIEH.

Enumunupane
ExckperusTa ¢ eKkaauuTe ¢ OCHOBHHAT BT HA €IMMHHHUPAHE Ha OCKIIOMETa30HOB JUIIPOIMOHAT,

OCHOBHO 11O (bopMaTa Ha IOJIAPHU METa0OIUTH. B1,6peqHaTa CKCKpCI A Ha OEKIIOMETa30HOB
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JTUIPOIHOHAT U HETOBUTE META0OOIMTH € He3HaUUTEIHA. TEepMUHATHHUAT SIIMMUHAIIMOHEH MTOJTYKHMBOT
e croTBeTHO 0,5 "aca 3a OEKIIOMETa30HOB TUIIPOITHOHAT M 2,7 Jaca 3a OEKIIOMETa30H
17-moHomponHoHar.

Tayuenmu ¢ yepnodpobHo yspesicoarne

dapMakOKHHETHKATa HA OEKIIOMETa30HOB TUTPOIIMOHAT MPU MAIMEHTH C YePHOAPOOHO YBpEKIaHe
HE € NMPOYYCHA; BBIIPEKU TOBA, Thil KaTO OCKIIOMETa30HOB IUIIPOITHMOHAT CE€ ToJjTlara Ha MHOTO OBbp3
METa00IM3bM Upe3 ecTepasHH SH3UMHU, HAJJMYHH B MHTECTUHAIIHATA TEYHOCT, cepyMa, OenuTe ApoboBe
1 YepHHs apo0, 3a Aa 00pa3yBa MO-MOJIIPHUTE IPOAYKTH OCKIIOMETa30H 2 1 -MOHOIIPOITHOHAT,
OcxioMeTa30H 17-MOHOMPONUOHAT U OEKIIOMETa30H, HE CE OYaKBa YEPHOAPOOHOTO YBPEKIAHE Ja
npoMeHs papMaKOKMHETHKATa U poQuiia Ha 0€30MacHOCT Ha OCKIIOMETa30HOB JUIPOIUOHAT.

dopmMoTepoa

Abcopbyus u pasnpedenerue

Crnen nnxanaius GopMoTeposi ce abcopOupa KakTo oT OeuTe QpoOoBe, Taka U OT CTOMAIIIHO-YPEBHHUS
TpakT. OpakiusTa OT HHXAIHPAHaTa J03a, KOSTO CE MOTIBINA CIIe MPIIOKEHUE C HHXAIaTop C
OTMEpPEHH JI03H, MOXKE Jia € B inana3oH oT 60% mo 90%. Haii-manko 65% oT noreiaHaraTa Gppakmus ce
abcopOupa OT cTOManTHO-UYpeBHUS TPakKT. [IMKOBYM TI1a3MeHU KOHIIEHTPALMK Ha HEIPOMEHEHOTO
AKTUBHO BEILECTBO Ce MoJlyyaBat B pamkuTe Ha 0,5 o 1 yac cies nepopaiHo IpUIoKEHHE.
CBBp3BaHETO HA (POPMOTEPOII C TUTA3MEHUTE MPOTEeHuHU € 61-64% c 34% cBBp3BaHe ¢ andymuHa.
Hsima Hacuiane Ha CBbP3BaHETO B JUANa30HA OT KOHIEHTPAIIUH, KOMTO Ce MOCTUTa TIPH
TEPaNeBTUYHH JJO03U. EJIMMUHAIIMOHHUST MOTY>KUBOTHT, OMPEJIEIICH CIIe]] IIEPOPAITHO MPIIIOKEHUE, €
2-3 yaca. AG6copOuusiTa Ha popMoTEpOII € TMHEHHA cile nHXananus Ha 12 1o 96 mukporpama
hopmoTepo.

buompancpopmayus

DopmMoTepoI ce MeTaboIM3Hupa B TOJISIMa CTEIICH U OCHOBHMSAT ITBT BKJIIOYBA JUPEKTHA KOHIOTAIINS
npu (heHoHaTa XUAPOKCHIHA rpyna. KOHIoraTsT ¢ IIOKypOHOBa KHCETMHA € HeaKTHBeH. Bropusr
OCHOBEH BT BKIIOYBa O-eMeTuInpane, mocjaeIBaHo OT KOHIoranus npu (eHonHaTa 2'-XuapoKCHIHA
rpyna. Hutoxpom P450 CYP2D6, CYP2C19 u CYP2C9 uzoensumure yyactsar B O-1eMETHUIMPAHETO
Ha (opmoTepos. M3riexaa OCHOBHO ce METa0OIM3Upa B YUepHHUAT Ap00. DopMoTepoI He HHXHOUpa
emsumute CYP450 B TepaneBTHYHO NpHUIIaraHUTE KOHIICHTPAITHH.

Enumunupane
KyMynaTuBHaTa eKCKpelus ¢ ypuHaTa Ha GopMOTEpOII Cel €AHOKpaTHA HHXAIAlKs OT HHXAJaTop 3a

CyX Tpax ce NMOBHINaBa JUHEHHO B T030BUsI quana3oH ot 12-96 mukporpama. Cpemuo 8% u 25% ot
J103aTa ce eKCKPEeTHpaT ChbOTBETHO KAaTO HEMPOMEHEH u 00111 (popMoTepos. B3 ocHOBa Ha m1azMeHHUTE
KOHIICHTpAITNH, M3MEPECHH CJIS MHXATAIM Ha eAUHUIHA 1032 0T 120 Mukporpama ot 12 3apaBu
YYaCTHUIH, CPEAHUAT TEPMUHAJICH SIIMMUHALIMOHEH IOy KUBOT € onpeaeneH Ha 10 yaca.
Enantnomepure (R,R) u (S,S) npencrasnsBar cboTBeTHO 0K0110 40% 11 60% OT HEMPOMEHEHOTO
aKTHUBHO BEIIECTBO, EKCKPETHPaHO B ypuHaTa. OTHOCUTEIHATA IPONOPIHS Ha ABaTa EHAHTHOMEpa
OCTaBa KOHCTAaHTa B IPOYYBAHMS JJO30B JHAMTa30H U HAMA JaHHU 32 OTHOCHTEIHO HATPYIIBaHE Ha
€MHUS €HAaHTHOMEP MOBEYEe OT APYTHs ClieJ MHOTOKpaTHO npuiarane. Ciel mepopaiHo NPHIOKEHNE
(40 no 80 mukporpama), 6% 10 10% ot q03aTa ca BB3CTAHOBEHH B YpHUHATA KATO HEIIPOMEHEHO
aKTHUBHO BEILECTBO MPHU 3[PaBU yUYaCTHHULIN; 10 8% OT J03aTa ce BH3CTAHOBSABA KATO TIIIOKYPOHUI.
006110 67% oT nepopaiiHata 103a HOpMOTEPOII Ce EKCKPETUpAT B ypHUHATA (ITIaBHO KaTo METa0O0IUTH),
a OCTaThKbT - BbB (hekanuute. bropeunust kmupbHe Ha popmotepos e 150 ml/min.

Hayuenmu c ywepnodpobHo yepescoane

dapmakoknHeTHKATa HAa GOPMOTEPOIT HE € MPOyUYBaHa MPH MAIUCHTH ¢ YSPHOAPOOHO YBPEKIAHE;
BBIIPEKH TOBA, Thil KaTo (POPMOTEPOIT CE€ ENMMHHHIPA OCHOBHO UpE3 YUEPHOAPOOEH METAOOIU3BM, TIPH
MAIMEHTH C TE€XKKa CTENEH Ha YEPHOIAPOOHO YBpEKIaHE MOXKE Ja CE OUaKBa TIOBHUIICHA €KCIIO3UITHSL.

60



I muKkonupoHnyM

Abcopbyus u pasnpedenenue

I'mukonmupoHryM UMa YeTBEPTHYHA aMOHUEBA CTPYKTYPa, KOSITO OrpaHUYaBa MPEMHUHABAHETO MYy TIpe3
OMOJIOTHYHN MEMOpPaHH 1 BOAM /10 0aBHA, BapHaOWMIIHA W HEIThJIHA CTOMAIITHO-YPEBHA a0COPOITHSI.
Cren wHXanamnus Ha TIUKOMUPOHNYM, OenopooHaTta 6noHamuaHoct e 10,5% (mpu noripliane Ha
aKTUBEH BBIJICH), JOKATO a0coroTHaTa OnoHamuuHocT € 12,8% (6e3 morrpiuaHe Ha aKTUBEH BBITICH),
KOETO MOTBBPXK/IaBa OrpaHNYCHATa CTOMAIITHO-UYpPEeBHA a0COPOIHS U MoKa3Ba, ye noseve ot 80% ot
CHCTEMHATa EKCIIO3UIINS Ha TIMKOMMMPOHUYM € OT OeoapooHa abcopobmms. Cirey MHOTOKPaTHO
MHXAJIMPaHe Ha IBYKPATHO MO-BUCOKA OT AHEBHUTE 03H, Bapupaum ot 12,5 no 50 Mukporpama, upes
WHXAJIATop IOl HAJIATaHe ¢ OTMEpeHH a03u nipu naruenTu ¢ XOBb, rimukonupornyM nokasa TuHeiHa
(hapMakOKMHETHKA C MAJIKO CUCTEMHO KyMYJIUpaHe B CTAIlMOHAPHO ChCTOSIHUE (MeIMaHa Ha
KoeduIireHTa Ha HaTpynBaHe 2,2-2,5).

[IpuBuaHUAT 00eM Ha pasnpeaeneHue (V;) Ha HHXaTUPaHUsI TIIMKOIMUPOHUYM € TIOBUIIICH B CPAaBHEHUE
¢ uHTpaBeHo3Ha nHOy3us (6 420 1 cpsimo 323 1), koeTo oTpassBa 1M0-0aBHOTO STUMHHUPAHE CIIET
WHXaJIAIHSL.

Buompancgopmayusa

MeTaGoIuTHUAT IbT Ha TTIMKOIUPOHUYM iR Vitro (UepHOIPOOHU MUKPO30MHU U XENaTOLUTH IIPU X0pa,
Ky4eTa, IUIbXOBE, MULIKH U 3ai1I1) € CX0JleH MeXy BUIOBETE, a OCHOBHATA META0OIUTHA PEaKLIUs €
XUIPOKCHIIUPAHETO HA (PEHUIIOBHUTE WM LMKJIONCHTHUIIOBUTE MIPBCTEHU. Y CTaHOBEHO ¢, ue CYP2D6 e
€MHCTBEHUAT €H3UM, OTTOBOPEH 332 METa00JIN3Ma Ha TJTMKOIUPOHUYM.

Enumunupane
CpeHUAT SIIMMUHAIIMOHEH [TOJIY>KMBOT Ha TJIMKOIMPOHUYM IPH 3APpaBy J0OPOBOIIIK € OKOJIO 6 yaca

CJIeT MHTPaBEHO3HA WHKEKITHS, JOKATO Clien nHXananys mpu nanueHTn ¢ XObb Toif e Mexay 5 u

12 gyaca B craumoHapHo cheTostHUE. Cries eIHOKpaTHA HHTPAaBEHO3HA HHKEKIHS Ha TTUKOITUPOHUYM,
40% oT mo3aTa ce eKCKpeTHpa B ypruHaTa B paMKkuTe Ha 24 yaca. [Ipu nanmentu ¢ XOBbb,
NOJIy4aBally MHOI'OKPAaTHO NPUIOKEHUE Ha HHXAJIATOPEH IIMKOIMPOHUYM J1Ba IIbTH JHEBHO,
(dpakuusaTa OT EeKCKpeTUpaHarTa B ypuHara ao3a Bapupa ot 13,0% mo 14,5% B cranuoHapHo
cberostHue. CpeTHUIT OBOpeyueH KIMPBHHC € CXOACH B TECTBAHUS 1030B AMAINA30H U ClIe]] €JHOKpAaTHA
¥ MHOTOKpaTHa nHXananus (auamazon 281-396 ml/min).

5.3 IlpeakJIMHMYHHU JaHHU 32 0€30MACHOCT

DapMaKOJIOTHIHU TPOYYBAHHMS 32 0€30IaCHOCT

[Ipu eqHO TeneMeTpUYHO MPOYYBaHE HA MHXAITATOPHO MPHIIOKEHUE MPHU KydeTa, ChpJCIHOCHI0BATA
cucTeMa e Onjia OCHOBHATA MPHIICIIHA CHCTEMa 3a OCcTpU edektu Ha Trimbow (moBuIlIaBaHe Ha
ChpJICYHATA YECTOTA, IOHIKABaHe Ha KPHBHOTO HaisAraHe, mpoMenu B EKI npu no-Bucoku no3u),
e(heKTH, BEpOSTHO CBBbP3aHU MPEAUMHO ¢ OeTa2-aJpeHEPTUIHOTO ACHCTBHE Ha (DOPMOTEPOI 1
AHTUMYCKapHHOBOTO JICHCTBHE HA TITUKOMUPOHUYM. HsiMa naHHM 3a CBPBXaJIUTHBHH €PEKTH Ha
TpOﬁHaTa KOM6I/IHaHI/I$[ B CpaBHCHUEC C OTACITITHUTEC KOMIIOHCHTH.

TOKCHYHOCT IpH MHOTOKPATHO IIpUJIaraHe

[Ipu npoy4BaHus ¢ MHOTOKPATHO MHXAIATOPHO MPIUIOKeHUE Ha Trimbow Mmpu MmIbX0Be U Ky4eTa C
MPOABIDKUTEITHOCT 110 13 ceaMuIii, OCHOBHUTE HAOIOIaBaH! TIPOMEHHU ca OWIIH CBBP3aHH C €PEKTH
BbPXY UMyHHATa ccTeMa (BEPOSITHO MOPAIU CUCTEMHUTE KOPTUKOCTEPOUIHHU e(peKTH Ha
OCKJIIOMETa30HOB JUITPOITUOHAT ¥ HETOBHS aKTUBEH METa0OIUT OCKIIOMEeTa30H-17-MOHOIIPOITMOHAT) |
BBPXY ChPJICYHOCHIOBATA CHCTeMa (BEPOSITHO CBBP3aHU ¢ OeTa2-a[peHepruIHOTO JACHCTBHC Ha
(hopMOTEPOJT M Ha aHTUMYCKAPUHOBOTO JICHCTBHE HA TIIMKOMUPOHUYM). TOKCUKOIOTUYHHST PO
Ha TpoiHAaTa KOMOWHAIIMSI OTpa3siBa TO3M HA OTJCIIHUTE aKTHBHH KOMIIOHEHTH 0€3 3HAYMMO
YBEJIMUYEHHE HA TOKCHYHOCTTA U 0€3 HeOUYaKBaHU HaXOJIKH.
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PenponykTuBHA TOKCHYHOCT ¥ TOKCHUYHOCT 33 Pa3BUTUETO

BexomeTazoHOB TUITPOMTUOHAT/OEKIOMETa30H-17-MOHOIIPOITMOHAT CE CYHMTA 32 OTTOBOPEH 32
e(heKTUTE Ha PETPOYKTHBHA TOKCUYHOCT MPU TUTHXOBE, KATO HAIPUMED HaMallIBaHE Ha YecToTara Ha
3aueBaHe, HHCKCa Ha (DepTUITUTETA, TOKA3aTEINTE HA PAHHOTO eMOPHUOHATHO Pa3BUTHE
(MMmIaHTaIMOHHA 3ary0a), 3a0aBeHa OCU(HUKAIMS U OBHIIICHA YECTOTA HAa BUCLICPAIHA BapHallHU;
JIOKaTO TOKOJIUTUYHUTE U aHTUMYCKapUHOBHTE €(PEKTH, OT/IaBAaHU HA OeTa2-a[peHEPTUIHOTO
JericTBue Ha POPMOTEPOIT M aHTHMYCKAPHHOBOTO JCUCTBHE Ha TITUKOIUPOHHYM, BIHUSSAT BPXY
OpeMEHHHU IThX0BE B KbCHATA TeCTallMOHHA (Da3a /My B paHHaTa (a3a Ha JIAKTALUsAITAa, BOJICIIO JI0
3ary0a Ha HOBOPOJICHUTE.

I'eHOTOKCHYHOCT

T'enoTokcuunoctra Ha Trimbow He e OLICHABAHA, obaue OTACIHUTC aKTHBHHU KOMIIOHCHTH HsAMAT
T€HOTOKCHYHO JICHCTBHUE IIpY KOHBCHIMOHAJTHUA Ha60p OT TCCTOBC.

KanneporenHoct

He ca npoBexaanu mpoyuBaHus 3a KaHIieporeHHOCT ¢ Trimbow. IIpu entno 104-ceqMudHO npoy4BaHe
3a KaHIIEPOTCHHOCT C MHXAJIaTOPHO MPUIOKEHUE TPH TLTHXOBE U MPH €IHO 26-CEIMUYHO MTPOYyIBaHE
3a KaHIIEPOTSHHOCT C TIEPOPaTHO MPUIIOKESHHUE IPH TpaHCTeHHU MUIku Tg.rasH2, rmukonuponres
OpoMU/I He MOKa3Ba KaHIIEPOTeHEH MOTEHIIMAI U Ty OIMKYBaHUTE JAHHW OTHOCHO JIBJITOCPOYHHTE
MPOYYBaHUs, MPOBEJICHU C OCKIIOMETa30HOB TUIMTPOIHOHAT B (HOPMOTEPOIIOB (PyMapar Npu IUTbXOBE,
HE TI0Ka3BaT KIIMHUYHO 3HAYUM KaHIIEPOTeHEH MOTCHITAAI.

6. DOAPMAIIEBTUYHU JIAHHU

6.1 Cnucbk HAa IOMOIIHUTE BELIeCTBA

JlakTo3a MoHOXMIpAT (MOXeE J1a ChIIbpXKa MIICYHU TPOTEHHH )
Marue3ueB cTeapat

6.2 HecbBMeCTHMOCTH
Henpuinoxumo

6.3 Cpok Ha rogHoCT
21 mecerna.

Cren mppBOHAaYaIHO OTBapsIHE HA TOPOMYKATA JIEKapCTBEHUST MPOIYKT TPAOBa Jja ce M3I0JI3BA B
paMKuTe Ha 6 CeIMUIIM U J1a ce ChXpaHsBa Ha CyXO MSCTO.

6.4 CrhenuaJHM ycJI0BHUS HA ChbXpaHeHHe
[a =e ce cpxpansBa Hax 25°C.
CopxpaHsBaiiTe HHXalIaTopa B OpUTMHAIHATA OTIAKOBKA, 3a J1a Ce TPE/Ias3u OT Biara, M ro U3BaJieTe OT

TOpOMYKATa CaMO HEMOCPEICTBEHO MPE/IH IbpBaTa yrnorpeda.

3a yclioBUATa Ha ChXPAHCHUE CJIET ITbPBOHAYAIHO OTBAPSIHE HA JICKAPCTBEHMUS MPOIYKT BIKTE
Touka 6.3.

6.5 Bwuau chabp:kaHHe HA ONAKOBKATa

HuxanatopbT € 05T ChC CHB Kallak Ha MyHJIIYKa ¥ Oposy Ha wHXananuuTe. Toil ce ChCTOHM OT KyTHH,
CHCTOSIIIA CE€ OT JJOJICH KOPITYC € PO30pUe, KOMTO IMOoKa3Ba Oposi Ha OCTABAIMTE HHXATAIUH U
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ISUTOCTEH Kamak. Koraro ce 0TBOpH, KanakbT, KOMTO 3a[BUKBA H MEXaHU3Ma Ha J030BHs OpOsTY,
pa3KpuBa MyHIIIyKa, TIPe3 KOMTO Ce MHXAIMPa JICKAPCTBEHUAT TPOIYKT.

JIOJMHHAT KOPITYC M MYHJIILYKBT Ca U3padOTEHH OT aKPHIOHUTPUII-0yTaMeH-CTUPEH, a KalakbT — OT
HOJIATIPOITHIICH.

WHXanaTopbT € OIaKoBaH B TEPMUYHO 3alledaTaHa TOPOUUYKA OT MOJIMAMUL/aay MAHH N/ TTOJTHETHIICH
(PA/AI/PE) unu nonuetniaen-repedranar/anymunwii/moauerwiet (PET/Al/PE).

Bunose ommakoBku:

OmakoBka ¢ 1 naxanarop, ceappkamt 120 uaXamamm

I'pynoBa onakoBka, chabpxamia 240 naxananuu (2 uaxanaropa no 120 naxananun).
I'pynoBa onakoBka, chabpxaiia 360 naxananuu (3 naxanaropa no 120 naxananun).
He Bcuuky BU0OBE ONMaKoBKH MOrar a ObAaT MMyCHATH Ha masapa.

6.6 CneuuajaHu nmpeanasHu MepKH NPU U3XBbPJsHe U padoTa
Hensnons3BanusT aeKkapcTBEH NPOLYKT WIK OTHaIbYHUTE MaTEepUaI OT HETro TPsIOBa J1a c€ U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE U3UCKBAHUSI.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

Hranus

8. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA

EU/1/17/1208/010

EU/1/17/1208/011
EU/1/17/1208/012

9. JATA HA TbPBO PA3ZPEIIABAHE/TIOJHOBSIBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Hata Ha mepBo paspemanane: 17 romau 2017 .
Jata Ha nmocnemxno moxHoBsBaHe: 24 mapt 2022 T.

10. [JATA HA AKTYAJIUBUPAHE HA TEKCTA

[onpobna nHpopManys 3a TO3H JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponelickaTta
areHIws 1o JiekapcraaTa https://www.ema.europa.eu.
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INPUJIIOKEHHUE |1

NPOU3BOJUTEJIN, OTTOBOPHU 3A
OCBOBOXKJIABAHE HA ITAPTUAN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA N UBNCKBAHUSA HA
PASPEHIEHUMETO 3A YIIOTPEBA

YCJIOBUA NI OT'PAHUYEHUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEBA HA IEKAPCTBEHUA
IHPOAYKT
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A. NPOU3BOIUTEJIH, OTTOBOPHHU 3A OCBOBOXKIABAHE HA ITAPTHU/HU

Hme n aapeC HAa MPOU3BOAMTCINTE, OTTOBOPHH 34 0CB060)K,I[aBaHe Ha NapTHuamTe

Chiesi Farmaceutici S.p.A.
Via San Leonardo 96
43122 Parma

Nranns

Chiesi SAS

2 rue des Docteurs Alberto et Paolo Chiesi
41260 La Chaussée Saint Victor
OpanHius

Chiesi Pharmaceuticals GmbH
Gonzagagasse 16/16

1010 Wien

ABcTpus

IleyaTHaTa 1MCTOBKA Ha JICKApCTBCHUS NPOAYKT Tpﬂ6Ba Aa CbAbprKa UMETO U apeCa Ha
MMpOU3BOAUTCIIA, OTTOBOPCH 34 OCBO60)K,I[aBaHeTO Ha CbOTBCTHATA MAapTHUAA.

b. YCJIOBHUA NWJIN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHUAT IIPOAYKT CE OTIIyCKa IO JEKAPCKO IIPEAIUCAHUE.

B. JAPYI'U YCJIOBUSI U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanau 3a oezonacuoct (IIAJIB)

Msuckpanusta 3a nonaBane Ha [TAJIb 3a To3u JeKapcTBEH NPOAYKT Ca MOCOUYEHHU B CITUCHKA C
pedepentnute natu Ha Epponetickus cbto3 (EURD criuchk), npeasuzaeH B wi. 1078, an. 7 ot
HupextuBa 2001/83/EO, 1 BB BCUUKH CJeIBAIIN aKTyalln3alliH, ITyOIUKyBaHH HA €BPOTEHCKIIS
yeOmopTain 3a JekapcTBa.

r. YCJI0OBUsA NI OI'PAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS IPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[MpurexatenaT Ha paspenieHneto 3a ynorpeda (ITPY) TpsOBa 1a u3BBPIIBA U3UCKBAHUTE ICHHOCTH U
JeMCTBUS, CBbP3aHU C IIPOCiIesIBaHe Ha JeKapcTBeHaTa 6e301acHOCT, mocoueHu B o00penus [1YP,
npeactaBed B Moyn 1.8.2 Ha pa3pemeHreTo 3a yrnorpeda, KakTo U BB BCHUKH CJICIBAIIH OJ00PCHH
akTyanuzauuu Ha [TYP.

Axryamusupan [TYP Tps6Ba na ce monmana:
e 110 uckaHe Ha EBporelickaTta areHIus 1o JIeKapCcTBaTa;
® BUHArW, KOTaTO CE M3MEHs CUCTeMara 3a yIpaBJICHUE Ha PUCKa, OCOOCHO B pe3yJITaT Ha
MoJTy9aBaHe Ha HOBa MH(OpMAITHs, KOSTO MOXKE J1a JOBENIE 10 3HAYNMH ITPOMEHH B
CHOTHOIIIEHUETO IT0JI3a/PUCK, WITU CIIE/] JOCTUTAHE Ha BayKEH eTall (BbB BPh3Ka C MPOCIE/IIBaHE
Ha JIeKapCTBEHATa OE30MaCHOCT WM CBEXKJIaHE Ha PUCKA JI0 MUHUMYM).
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NNPAJIOXKEHHUE |11

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A EJUHUYHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 87/5/9 mukporpama pa3TBop IO HAIIATaHE 3a MHXATaIns]
OCKJIOMETa30HOB AUITPOITHOHAT/(POPMOTEPOJIOB hyMapaT IUXHIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Besika moctaBeHa 103a chabpka 87 MUKporpamMa OCKIIOMETa30HOB TUIIPOTIMOHAT, 5 MUKpOTrpaMa
hopmoTeposioB pymapar auxuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcsika otmepena mo3a (j1o3arta, KosSTo W3jIm3a OT BeHTHIa) chabpka 100 Mukporpama 0eKIIOMETa30HOB
JTUIPONHOHAT, 6 MUKporpaMa hopMoTepooB Gymapat nuxuapar u 10 MuUKporpaMa TTHKOIHUPOHHYM.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomrHu BemiecTBa: 6€3BOJCH €TaHO, XJIOPOBOJAOPOIHA KHCEINHA, TIPOIIEICHT: HOPQIIypaH
Coabpxka QayopchabpiKaliy MapHUKOBHU ra3oBe.
Brmkre nucToBKaTa 3a JOMBIHUTENHA HHYOPMALHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Pa3TBOp mox HamsraHe 32 MHXAJIAIUS

1 onakoBka noj Hansrane cbe 120 BIpbcKBaHus
1 onakoBka noj Hansrase cbe 180 BIpbCKBaHUS

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

HHX&J’IaTOpHO MPUIOKCHUC

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTBITHO 3a ACHA.

‘ 7. JAPYI'U CHEHNUAJIHU ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJIUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
Omnaxkorka noj Haysirane ¢be 120 u 180 BupbckBaHUS:
Caen oTmyckane:

Ja ce cexpanssa mox 25°C Haii-mHOTO 4 Meceria.

Jlara Ha oTnmyckaHe:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

a He ce 3ampa3sspa.
Jla He ce u3ara Ha Temreparypu mo-sucoku ot 50°C.
Jla He ce mpoOuBa OmMakoBKaTa Mo;| HAJISATaHe.

IIpenn oTnyckane:
[a ce cbxpaHsBa B XJIaIMJIHUK.

10. CHELOHUAJIHU IPEANTASHU MEPKHU INPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJAPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranns

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/002
EU/1/17/1208/003

13. TAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Trimbow 87/5/9 ug
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‘ 17.  YHUKAJIEH WIEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

70



JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A TPYIIOBA OITAKOBKA (BxmounTeano Blue
Box)

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Trimbow 87/5/9 mukporpama pa3TBop IO HAIIATaHE 3a MHXAJIaIns]
0EKJIOMETa30HOB TUIPOITHOHAT/POPMOTEPOIIOB (hyMapar AUXUAPAT/TIUKOTIUPOHUYM

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska noctaBena no3a cbappika 87 MUKporpama 0€KJIOMETa30HOB AUMPOIMOHAT, 5 MUKpOTrpama
(dhopmoTeponoB pyMapar TUXUApaT U 9 MEUKporpama ITUKOUPOHHYM.

Bcesika otmepena fo3a (no3ata, KOSITO H37IM3a OT BeHTHIa) cbabpika 100 Mukporpama 0ekJIoMeTa30HOB
JUIPOIHUOHAT, 6 MUKporpama gopmoreposoB hymapar auxuapat u 10 MuUKporpama riaIuKOMTUPOHUYM.

3. CIINCBK HA IOMOIIIHUTE BEINECTBA

[TomomrHm BemiecTBa: 6€3BOJCH €TAHOII, XJIOPOBOJAOPOJHA KHCEINHA, TIPOIIEICHT: HOPQIIypaH
Coapprka Gayopehabprkaliy IapHUKOBH T'a30Be.
BumkTre nucToBKaTa 3a JOMBIHUTENHA HHOOpMALHSL.

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

Pa3TBOp Mo HaNsATaHE 32 MHXAJAITHS

I'pynosa onakoBka: 240 BpbcKBaHus (2 OakoBKY 1o HaysiraHe ¢be 120 BOpbhCcKBaHHS BCSIKA)
I'pymoBa omakoBka: 360 BpbckBaHus (3 0makoBKH 10 Hajsrane ¢b¢ 120 BIPHCKBaHUS BCAKA)

5. HAYYH HA ITPUJIOKEHUE U ITbT(MLIA) HA BBBEXKXKJIAHE

[Ipenu ynotpeda npoyereTe JIMCTOBKATA.

HHX&J’IaTOpHO MMPUIOKCHUC

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

Caen oTmyckane:
Ha ce cbexpansBa nox 25°C naii-mHoro 4 mecena.

Jlara Ha oTnmyckaHe:

3anuiere JaTata Ha OTIIYCKaHC U BbPXY BCAKa OTACIIHA OIIaKOBKaA.

‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla He ce 3ampassiBa.
Ja He ce m3mara Ha Temneparypu mo-Bucoku ot 50°C.
Jla He ce mpoOuBa OMakoBKaTa 10]] HaJsTaHe.

[penu ornyckane:
Jla ce chxpaHsBa B XJIA MITHHK.

10. CHEIWMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranns

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/004
EU/1/17/1208/005

‘ 13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Trimbow 87/5/9 ug
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

MEXKJIUHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 87/5/9 mukporpama pa3TBop IO HAIIATaHE 3a MHXATaIns]
OCKJIOMETa30HOB AUITPOITHOHAT/(POPMOTEPOJIOB hyMapaT IUXHIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Besika moctaBeHa 103a chabpka 87 MUKporpamMa OCKIIOMETa30HOB TUIIPOTIMOHAT, 5 MUKpOTrpaMa
hopmoTeposioB pymapar auxuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcsika otmepena mo3a (j1o3arta, KosSTo W3JIu3a OT BeHTHIa) chabpka 100 Mukporpama 0eKIIoMeTa30HOB
JTUIPONHOHAT, 6 MUKporpaMa hopMoTepooB ymapaT nuxuapat u 10 MUKporpaMa TITHKOIHPOHHYM.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomrHu BemiecTBa: 6€3BOJCH €TaHO, XJIOPOBOJAOPOIHA KHCEIMHA, TIPOIIEICHT: HOPQIIypaH
Coabpxka QayopchabpiKaliy MapHUKOBHU ra3oBe.
Brmkre nucToBKaTa 3a JOMBIHUTENHA HHYOPMALHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Pa3TBOp MOA HaATaHE 32 MHXAJTALM
1 onakoBka noj Hansrane cbe 120 BnpbcKBaHus

KoMmnoHeHT Ha rpymnosa onakKkoBkKa, HEe MOJKE /1a €€ nmpojaBa O0TAECJIHO.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MILIA) HA BBBEXKJIAHE

[Ipenu ynotpeda npoyereTe JIMCTOBKATA.

HHX&J’IaTOpHO MPUIOKCHUC

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

Cien oTmyckane:
Ha ce cbexpansBa nox 25°C naii-mHoro 4 mecena.

Jlara Ha oTnmyckaHe:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

a ue ce 3ampasspa.
[a He ce u3nara Ha TemnepaTypu no-Bucoku ot 50°C.
[la He ce npoOuBa ONakoBKaTa I0J] HAJIATaHE.

10. CHELHUAJIHU ITPEANTASHU MEPKHU INPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME 1 AJPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Wranus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/17/1208/004
EU/1/17/1208/005

13. TAPTHUIAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Trimbow 87/5/9 ug

17.  YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/|
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18. YHUKAJIEH HAEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

AJIYMHUHHUEBA OITAKOBKA

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Trimbow 87/5/9 Mukporpama HHXaIAIHs O] HaJIsTaHE
0eKJIOMETa30HOB TUIPOITHOHAT/(POPMOTEPOIIOB (hyMapar AUXUAPAT/ TIHKOMUPOHHEB

MuxanatopHo npuiioxeHre

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

120 BupbckBaHust
180 BupbcKBaHMSA

| 6. JPYTO
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

IIJIACTMACOB UHXAJIATOP

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Trimbow 87/5/9 ug

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

‘ 4, MNAPTUJAEH HOMEP

‘ 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JPYTO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A EJUHUYHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 172/5/9 mukporpama pa3TBop IO, HaJIsSTaHE 3a MHXAJIaIns
OCKJIOMETa30HOB AUITPOITHOHAT/(HOPMOTEPOJIOB PyMapaT TUXHUIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika moctaBeHa mo3a chabpxka 172 MuKporpaMa OEKIIOMEeTa30HOB TUIIPOITMOHAT, S MUKpOTpama
(hopmoTeposioB pymapar AUXuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcsika otmepena mo3a (1o3arta, KosTO W3/Ir3a OT BEeHTHIa) Chabpka 200 Mukporpama 0eKJIIOMETa30HOB
JTUTIPONHOHAT, 6 MUKporpaMa hopMoTeposoB hymapaT nuxuapar u 10 MuUKporpaMa TITHKOIUPOHHYM.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomrHM BemecTBa: 6€3BOJCH €TaHOII, XJIOPOBOJAOPOHA KHUCEINHA, TIPOIIEICHT: HOPQIIypaH
Coabpxka QayopchIbpiKaliy MapHUKOBH ra3oBe.
Brmkre nucToBKaTa 3a JOMBIHUTENHA HHYOPMALHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Pa3TBOp mox HamsraHe 32 MHXAJIAIUS

1 onakoBka noj Hansrane cbe 120 BnpbcKBaHus

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

MuaxanaropHo npuiioxeHue

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU IPEAYIIPEXIEHUA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:
OmnakoBka noj Hajisrane ¢b¢ 120 BOpbCKBaHUS:
Caen oTmyckane:

Ja ce cexpanssa mox 25°C Haii-mHOTO 3 Meceria.

Jlara Ha oTnmyckaHe:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

a He ce 3ampa3sspa.
Ja He ce m3mara Ha Temneparypu mo-sucoku ot 50°C.
[a He ce mpoOuBa omakoBKaTa M0/ HaJsTaHe.

IIpenn oTnyckane:
[a ce cbxpaHsBa B XJIaIMJIHUK.

10. CHELOHUAJIHU IPEANTASHU MEPKHU INPU U3XBBPJIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJAPEC HA IPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranns

12. HOMEP(A) HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/007

13. TAPTHUIAEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Trimbow 172/5/9 pg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBynsMepeH 6apKoJI ¢ BKIIIOUCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A I'PYIIOBA OITAKOBKA (BkiaounteaHo Blue
Box)

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Trimbow 172/5/9 mukporpama pa3sTBoOp IO/ HaJIssTaHE 3a MHXAJIaIns
0EKJIOMETa30HOB TUIPOITHOHAT/POPMOTEPOIIOB (hyMapar AUXUAPAT/TIUKOTIUPOHUYM

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika gocraBena no3a cbappka 172 Mukporpama OeKIIOMETa30HOB JUIIPOITUOHAT, 5 MEUKpOTpama
(dhopmoTeponoB pyMapar TUXUApaT U 9 MEUKporpama ITUKOUPOHHYM.

Bcesika otmepena o3a (no3ata, KOSITO H37IM3a OT BeHTHIa) cbabpika 200 MUKporpama OeKJIOMETa30HOB
JUIPOIHUOHAT, 6 MUKporpama gopmoreposoB hymapar auxuapat u 10 MuUKporpama riaIuKOMTUPOHUYM.

3. CIINCBK HA IOMOIIIHUTE BEINECTBA

[TomomrHm BemiecTBa: 6€3BOJCH €TAHOII, XJIOPOBOJAOPOJHA KHCEINHA, TIPOIIEICHT: HOPQIIypaH
Coapprka Gayopehabprkaliy IapHUKOBH T'a30Be.
BumkTre nucToBKaTa 3a JOMBIHUTENHA HHOOpMALHSL.

4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

Pa3TBOp Mo HaNsATaHE 32 MHXAJAITHS

I'pynosa onakoBka: 240 BpbcKBaHus (2 OakoBKY 1o HaysiraHe ¢be 120 BOpbhCcKBaHHS BCSIKA)
I'pymoBa omakoBka: 360 BpbckBaHus (3 0makoBKH 10 Hajsrane ¢b¢ 120 BIPHCKBaHUS BCAKA)

5. HAYYH HA ITPUJIOKEHUE U ITbT(MLIA) HA BBBEXKXKJIAHE

[Ipenu ynotpeda npoyereTe JIMCTOBKATA.

HHX&J’IaTOpHO MMPUIOKCHUC

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

3anuiiere JaTtaTta Ha I'bpBa yHOTpC6a BBPXY BCAKA OTACTIHA OIIAKOBKA.

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

a ue ce 3ampassna.
[la He ce u3nara Ha Temrneparypu no-Bucoku ot 50°C.
[la He ce npoOuBa ONakoBKaTa 0] HAJIATaHE.

IIpenn u cien oTmyckaHe:

[a ce cbxpaHsBa B XJIaIMJIHUK.

[penu ynoTtpeda n3BaseTe MH HHXANATOP OT XJIAJHIHUKA U IO OCTaBETE 32 HAKOJIIKO MUHYTH, 32 Jia
MOJK€ Pa3TBOPBHT /A CE 3aTOILIH.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

HWranus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/008
EU/1/17/1208/009

‘ 13. TMAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Trimbow 172/5/9 g
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBynsMepeH 6apKoJI ¢ BKIIOUCH YHUKAICH HICHTU(DUKATOD

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

MEXINHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 172/5/9 mukporpama pa3TBOp 10 HAJIATaHE 3a HHXaJIaIns
OCKJIOMETa30HOB AUITPOITHOHAT/(hOPMOTEPOJIOB hyMapaT IUXHUIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika moctaBeHa mo3a chabpxka 172 MuKporpaMa OEKIIOMEeTa30HOB TUIIPOITMOHAT, S MUKpOTpama
(hopmoTeposioB pymapar AUXuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcsika otmepena mo3a (1o3arta, KosTO W3/Ir3a OT BEeHTHIa) Chabpka 200 Mukporpama 0eKJIIOMETa30HOB
JTUTIPONHOHAT, 6 MUKporpaMa hopMoTeposoB hymapaT nuxuapar u 10 MuUKporpaMa TITHKOIUPOHHYM.

3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

[TomomrHM BemecTBa: 6€3BOJCH €TaHOII, XJIOPOBOJAOPOHA KHUCEINHA, TIPOIIEICHT: HOPQIIypaH
Coabpxka QayopchIbpiKaliy MapHUKOBH ra3oBe.
Brmkre nucToBKaTa 3a JOMBIHUTENHA HHYOPMALHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Pa3TBOp MOA HaATaHE 32 MHXAJTALM
1 onakoBka noj Hansrane cbe 120 BnpbcKBaHus

KoMmnoHeHT Ha rpymosa onakKkoBkKa, HEe MO’KE /1a €€ nmpojJaBa O0TAECJIHO.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MILIA) HA BBBEXKJIAHE

[Ipenu ynotpeda npoyereTe JIMCTOBKATA.

HHX&J’IaTOpHO MMPUIOKCHUC

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

Cien nbpBa ynorpeda:
[a ce cpxpansBa nox 25°C Haii-MHOrO 3 Mecena.

JlaTa Ha mbpBa ynorpeda:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

a ue ce 3ampasspa.
[la He ce u3nara Ha Temrneparypu no-Bucoku ot 50°C.
[la He ce npoOuBa ONakoBKaTa 0] HAJIATaHE.

Hpezm ynorpeﬁa: H3BAACTC MHXAJIATOpA OT XJIaAUJIIHUKA U T'0O OCTABCTC 3a HAKOJIKO MUHYTH, 34 1a
MOXX€ Pa3TBOPDBT Jia CE€ 3aTOIIN.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Wranus

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/17/1208/008
EU/1/17/1208/009

13. TAPTHUIAEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Trimbow 172/5/9 pg
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‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

AJIYMHUHHUEBA OITAKOBKA

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Trimbow 172/5/9 mukporpama MHXaJIaus MO HaIsSTaHe
0EKJIOMETa30HOB TUIPOIHOHAT/(POPMOTEPOIIOB (hyMapar AUXUAPAT/TIHKONUPOHHEB

MuxanatopHo npuiioxeHrue

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

EXP

4. ITAPTUJIEH HOMEP

Lot

5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

120 BupbckBaHust

| 6. JIPYIO
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

IIJIACTMACOB UHXAJIATOP

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Trimbow 172/5/9 ug

‘ 2. HAYYH HA ITPNJIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

‘ 4, MNAPTUJAEH HOMEP

‘ 5. CBABPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A EJUHUYHATA OITAKOBKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 88/5/9 Mukporpama npax 3a HHXaJIaIus
OCKJIOMETa30HOB AUITPOITHOHAT/(HOPMOTEPOJIOB PyMapaT TUXHUIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Besika moctaBeHa 103a chabpxka 88 MUKporpama 0EKIIOMETa30HOB TUIIPOTIMOHAT, 5 MUKpOTrpaMa
(hopmoTeposioB pymapar AUXuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcesika otMepeHa 103a chabpxka 100 Mukporpama 0eKjI0METa30HOB AUIIPOITMOHAT, 6 MUKpOrpamMa
hopmoTeponoB Ppymapar auxuapart u 10 MUKporpama rIHKOITUPOHUYM.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

HOMOHIHI/I BeIIeCTBA: JIaKTO3a MOHOXUAPAT U MAarHe€3neB cTeapar.
Bmxre nucroBkara 3a JOIIBJIHUTCIIHA I/IH(I)OpMaI_II/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Han 3a MHXaJIallus

1 uaxanatop NEXThaler, coappskain 120 nHxaiaumu.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ynotpeba npouerere IMCTOBKATA.
HNHXaJIaTOPHO NPUIIOKEHHE

QR kombT BOIM KBM BHUJICO C yKa3aHUS 32 ynoTpeda:
https://instructionforuse.chiesi.com/trimbow/dpi-120

JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA IELTA

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHa.

‘ 7. APYI'U CHEOUAJIHU NPEAYIIPEXIAEHUSA, AKO E HEOBXOANMO
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https://instructionforuse.chiesi.com/trimbow/dpi-120

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

CJiien NbpPBOHAYAIHO OTBAapsiHE HA TOPOMYKATA JIeKAPCTBOTO TPsI0OBA 1a ce U3110JI3Ba B PAMKHTE
HA 6 ceIMHUIM M 1 ce CbXPAaHABAa HA CYyX0 MSICTO.

3a ManreHTa: 3alMIICTE JaTaTd, Ha KOATO CTC OTBOPUJIN 34 IbPBU IIBT T0p6I/I‘lKaTa 1 3aJICTICTC TO3HU
CTUKCT BbPXY J0JIHATA CTpaHa Ha MHXAJIaTOpa.

[MsicTo 3a 3a/enBantus ce€ €TUKET ChC CIETHHISI TEKCT: |
Trimbow 88/5/9 Jlata Ha oTBapsiHe Ha TopOWUKaTa: ../../..

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la He ce cpxpansBa Hax 25°C.

CLXpaHHBaﬁTe HHXajJlaTopa B OpUTI'MHaJIHaTa OIIaKOBKaA, 3a Jia C€ NIPC/Ia3u OT BjIara, 1 ro u3BaJicTe oT
TOp6I/I‘lKaTa CaMO HCIOCPCACTBCHO NPCaAX I'bpBaTa yrIOTpe6a.

10. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranns

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/01 (1 urxamaTop cbe 120 mHXamarmm)

‘ 13. TTAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Trimbow 88/5/9 ug npax 3a nHXamanms
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‘ 17.  YHUKAJIEH WIEHTUH®UKATOP — IBYU3MEPEH BAPKO/|

JByn3MepeH 0apKo/i C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BTOPUYHA KAPTOHEHA OITAKOBKA 3A I'PYIIOBA OITAKOBKA (BkiaounteaHo Blue
Box)

‘ 1. NME HA JJEKAPCTBEHUA ITPOAYKT

Trimbow 88/5/9 Mukporpama npax 3a HHXaJaIus
0EKJIOMETa30HOB TUIPOITHOHAT/POPMOTEPOIIOB (hyMapar AUXUAPAT/TIUKOTIUPOHUYM

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska noctaBena no3a cbappika 88 MUKporpama 0€KJIOMeTa30HOB AUMPOIHOHAT, 5 MUKpOTrpama
(dhopmoTeponoB pyMapar TUXUApaT U 9 MEUKporpama ITUKOUPOHHYM.

Bceska ormepena no3a ceappika 100 Mukporpama 6eKJI0MeTa30HOB AMIIPOIMOHAT, 6 MUKpOrpama
¢dhopmoTeponoB ¢pymapar nuxuapar u 10 MUKporpaMa rimuKOIHUPOHUYM.

‘ 3. CIINCBK HA IOMOIIIHUTE BEINECTBA

IToMoHU BemecTBAa: JJAKTO3a MOHOXUIAPAT U MAarHe3ueB cTeapar.
BrmxTe nrcToBKAaTa 33 JONBIHUTEHA HHPOPMAIIHSI.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

IIpax 3a uHXamanus

I'pynosa omnakoBka: 240 unxanamuu (2 naxanatopa NEXThaler mo 120 unxanarmm)
I'pynoBa omakoBka: 360 unxamamuu (3 nuxanatopa NEXThaler o 120 uuxanaimm)

5. HAYUH HA ITPUJIOKEHUME U ITT(MIIIA) HA BBBEKJAHE

[Ipenn ynotpeba npoyereTe IMCTOBKATA.
HNHXaJIaTOPHO NPUIIOKEHHE

QR xoxbT BOIY KEM BHJICO C YKa3aHHsI 32 yrmoTpeda:
https://instructionforuse.chiesi.com/trimbow/dpi-120

6. CIHHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHM ITPEAYIIPEXXKJIEHN A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

CJiien NbpPBOHAYAIHO OTBAapsiHE HA TOPOMYKATA JIeKAPCTBOTO TPsI0OBA 1a ce U3110JI3Ba B PAMKHTE
HA 6 ceIMHUIM M 1 ce CbXPAaHABAa HA CYyX0 MSICTO.

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

[a He ce cpxpansaBa Hax 25°C.

C’LXpaHHBaﬁTC HHXaJIaTopa B OpUTMHAJIHATAa OIIaKOBKaA, 3a J1a CC IpCAIa3u OT Bjara, u ro u3BaJcte oT
TOp6I/I‘lKaTa CaMO HCMOCPCACTBCHO NIPCaAX II'bpBaTa yHOTp€6a.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Wranus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/17/1208/011 (2 unxanaropa mo 120 uHXanammm)
EU/1/17/1208/012 (3 urxanaropa mo 120 uHXanammm)

‘ 13. TMAPTHUJAEH HOMEP

ITapTuna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

Trimbow 88/5/9 pg npax 3a naxananus

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

MEXINHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX)

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 88/5/9 Mukporpama npax 3a HHXaJIaIus
OCKJIOMETa30HOB AUITPOITHOHAT/(HOPMOTEPOJIOB PyMapaT TUXHUIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Besika moctaBeHa 103a chabpxka 88 MUKporpama 0EKIIOMETa30HOB TUIIPOTIMOHAT, 5 MUKpOTrpaMa
(hopmoTeposioB pymapar AUXuapar u 9 MUKporpaMa TIIUKOIUPOHUYM.

Bcsika otmepena mo3a cpabpika 100 Mukporpama 6€KIOMETa30HOB AUMPOITHUOHAT, 6 MEKpOTpaMa
hopmoTeponoB Ppymapar auxuapart u 10 MUKporpama rIHKOITUPOHUYM.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEINECTBA

HOMOHIHI/I BeIIeCTBA: JIaKTO3a MOHOXUAPAT U MAarHe€3neB cTeapar.
Bmxre nucroBkara 3a JOIIBJIHUTCIIHA I/IH(I)OpMaLII/I}I.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Ipax 3a HHXANAIHS
1 uaxanatop NEXThaler, ceappskarn 120 nunxaiauuu

KoMmnoneHT Ha rpynosa onmakoBKa, HE MO’Ke J1a Ce mpoaaBa OTACJIHO.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenn ynotpeba npoyereTe IMCTOBKATA.
HNHXaJIaTOPHO NPUIIOKEHHE

QR xoxbT BOIY KEM BHJICO C YKa3aHHsI 32 yrmoTpeda:
https://instructionforuse.chiesi.com/trimbow/dpi-120

6. CIHHEHUAJIHO NPEAYNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHM IIPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

CJiien NbpPBOHAYAIHO OTBAapsiHE HA TOPOMYKATA JIeKAPCTBOTO TPsI0OBA 1a ce U3110JI3Ba B PAMKHTE
HA 6 ceIMHUIM M 1 ce CbXPAaHABAa HA CYyX0 MSICTO.

3a ManreHTa: 3alMIICTE JaTaTd, Ha KOATO CTC OTBOPUJIN 34 IbPBU IIBT T0p6I/I‘lKaTa 1 3aJICTICTC TO3HU
CTUKCT BbPXY J0JIHATA CTpaHa Ha MHXAJIaTOpa.

[MsicTo 3a 3a/enBantus ce€ €TUKET ChC CIETHHISI TEKCT: |
Trimbow 88/5/9 Jlata Ha oTBapsiHe Ha TopOWUKaTa: ../../..

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[la He ce cpxpansBa Hax 25°C.

CLXpaHHBaﬁTe HHXajJlaTopa B OpUTI'MHaJIHaTa OIIaKOBKaA, 3a Jia C€ NIPC/Ia3u OT BjIara, 1 ro u3BaJicTe oT
TOp6I/I‘lKaTa CaMO HCIOCPCACTBCHO NPCaAX I'bpBaTa yrIOTpe6a.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEGA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

Nranns

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/17/1208/011 (2 nuxamatopa mo 120 uaxamarmm)
EU/1/17/1208/012 (3 urxanaropa mo 120 uHXanammm)

‘ 13. TAPTHUJAEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAMJIOBA A3BBYKA

Trimbow 88/5/9 ug npax 3a uHXamanms
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‘ 17. YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABPKA MEXK/INHHATA OITAKOBKA

TOPBUYKA

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Trimbow 88/5/9 Mukporpama npax 3a HHXaJIaIus
OCKJIOMETa30HOB AUITPOITHOHAT/(hOPMOTEPOJIOB hyMapaT IUXHUIAPAT/TIIMKOITUPOHHYM

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

‘ 3. CIIUCBK HA IOMOIIHUTE BEINECTBA

IToMominu BemiecTBa: JaKTO3a MOHOXUAPAT U MAarHE3UEB CTEapar.
BrmoxTe nrcToBKaTa 3a JONBIHUTEHA HHPOPMAIIHUSI.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

IIpax 3a uHXamanus

1 uaxanarop NEXThaler, cbabpikam 120 maxaganumn.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

I/IHXZU'IaTopHO NMPUJI0KECHHUE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a C€ CbXpaHsiABa HA MACTO, HEIOCTHITHO 3a JICIIA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXJIEHUA, AKO E HEOBXOANMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

Caen NI'bPBOHAYAJTHO OTBAPAHE HA TopﬁanaTa JIEKaApCTBOTO TpﬂﬁBa Aa €€ u3MoJi3Ba B paMKHUTE
Ha 6 ceTMHIIM H 1A ce CbXpPaHABa HA CyX0 MSICTO.
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Ja =e ce cpxpansiBa Hax 25°C.

ChbxpaHsiBaiiTe HHXaJIaTOpa B OPHUTHHAIHATA OTIAKOBKA, 32 J1a Ce MPE/Ias3u OT Biara, M ro U3BaJeTe OT
TOpOMYKaTa cCaMO HEMOCPEICTBEHO MPEIH IbpBaTa yrnorpeoa.

10. CHEIWMAJIHU NIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

HWranns

12. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

‘ 13. TAPTHUIAEH HOMEP

ITaptuna:

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHUNA 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA ABBYKA

‘ 17.  YHUKAJIEH UAEHTUOUKATOP x» JBYU3MEPEH BAPKO/|

‘ 18. YHHUKAJIEH HIEHTU®UKATOP = JAHHMU 3A YETEHE OT XOPA
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MHUHUMYM JAHHH, KOUTO TPABBA JJA CbABPKAT MAJIKUTE EJMHUYHU
II'bPBNYHH OITAKOBKH

NHXAJIATOP

1. NME HA JIJEKAPCTBEHUA IMTPOAYKT U ITbT(MIIA) HA BBBEXKJIAHE

Trimbow 88/5/9 ug npax 3a uHXaIanMs
0EKJIOMETa30HOB TUIPOITHOHAT/(POPMOTEPOIIOB (hyMapar AUXUAPAT/TIHKONUPOHHEB

I/IﬂxanaTopﬂo NMPUJI0KEHHUE

‘ 2. HAYYH HA ITPNJIOKEHUE

I[a C€ CbXpaHsiABa HA MACTO, HEIOCTHITHO 3a JICIIA.

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

EXP

4, MNAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIN

120 uaxaganun

| 6.  JIPYIO

101



b. JUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Trimbow 87 mukporpama/5 Mukporpama/9 MUKporpamMa pa3TBop NnojJ HAJIATaHe 32 HHXAJAHSI
OEKJIOMETa30HOB JUMPONHOHAT/(POPMOTEPOIOB (hyMapaT IMXUAPAT/TIUKOIHPOHITYM
(beclometasone dipropionate/formoterol fumarate dihydrate/glycopyrronium)

IIpouyeTeTe BHUMATEIHO LSLJIATA JIUCTOBKA, MPEIM 12 3aM04YHeTe 12 U3M0JI3BaTe TOBA

JIEKApPCTBO, Thil KaTo TA ChAbLP:Ka Ba:xkHAa 3a Bac undgopmanus.

- 3amazere Ta3u JUCTOBKA. MOXKe /1a c€ HAIOXKH J1a 5T TPOYETETE OTHOBO.

- AKO UMate HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, TTonuTaiiTe Bamus nexap wiu gapmarieBt.

- ToBa nekapcTBO € npeanucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To moxke
Jla UM HaBpeIH, HE3aBUCUMO Y€ TIPU3HAIIUTE Ha TAXHOTO 3a00JIsIBaHE ca CHIMUTE KaTo Bamure.

- AKO TIONTyYHTe HAKAKBU HEeXEJIaHU peaklluy, yBeaoMeTe Bamus ekap wiu gpapmanesT. Toa
BKJIIOYBA U BCUYKU Bb3MOXHU HEXKEJIAHU PEaKLH, HEOMMCAHU B Ta3H JUCTOBKA. Buxkre
Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

Kakgo npezcrasnssa Trimbow 1 3a KakBO ce U3I0JI3Ba
KakBo Tpsi0Ba na 3Haete, npeau aa usnonssate Trimbow
Kak na n3snonssare Trimbow

BBb3M0XHU HEXETaHU pEeaKIUU

Kak na cexpansBare Trimbow

ChbabpikaHue Ha ONTAKOBKATA U JOMBIHUTEIIHA HHPOPMAITUS

oML E

1. Kakso npencrasiasasa Trimbow u 3a kakBo ce H3M0J13Ba

Trimbow e JICKapCTBO 3a HOI[O6p$IBaHC Ha IMIIAHETO, KOETO ChAbprKa TPUTEC aKTUBHU BEILICCTBA:

. OEKJIOMETa30HOB JUIIPOIIHOHAT,
. (dhopmMoTeposioB pymapar Auxuupar u
o TJTUKOTTHPOHHYM.

BexnoMeTa3oHOB AUIIPONMOHAT IPUHAIEKH KbM I'pyIia JIEKapCTBa, HAPEUEHH KOPTUKOCTEPOUIH,
KOHUTO JIeiicTBAT 3a HaMaJsIBaT OTOKA U pa3HeHeTo B Oenute Bu npobose.

®opMOTEpOIT 1 TTIUKOTIMPOHNYM Ca JIEKapCTBa, HApEeUeHH IBJToeiicTRany Opouxoaniararopu. Te
JIeHCTBAT MO Pa3IMYHU HAUYMHU 32 OTIYCKaHEe Ha MYCKYJIUTE B IUXATEIIHUTE IHTHUINA, KATO TTOMararT 3a
pa3lIUpsIBAHETO Ha TUXATEHUTE IbTUINA U BU 1aBaT BE3MOMXKHOCT Jia AUIIATE TO-JIEKO.

PeZl0BHOTO JIeUeHHE C TE3HM TPY aKTHBHHU BEIECTBA TIOMara 3a obJieKJaBaHe U IPeIOTBPaTABaHE Ha
CHUMIITOMH KaTO 3ayX, XPUIIOBE M KAILIHIA TIPH B3PACTHH MAIIMEHTH C OOCTPYKTHBHO 010 IpOOHO
3a00J1sBaHeE.

Trimbow ce n3Mmos3Ba 3a PeIOBHO JICUCHHE Ha
o XpOHHYHA 00CTpYKTHBHA OenoapobHa 6onect (XOBB) npu Bb3pacTHH
o acTMa IpH Bb3PaCTHHU.

Trimbow moxe na Hamanu o6ocTpsiHusTa (MpucThiinTe) Ha cumnTomute Ha XOBB u actma.

XOBb e cepro3HO NPOIBIDKUTENTHO 3a00IIsIBaHe, IPH KOETO IUXATeTHUTE IIBTHILA CE 3aIlyIBaT U
BB3AYLIHUTE MeXypueTa B OeJuTe IpoOoBe ce YBPEkKAAT, KOETO BOAM /10 3aTPYAHEHO AUIIaHE.
AcTMara € CepruO3HO, IPOIBIDKUTENIHO 3a00JI1BaHe, IPU KOETO MYCKYJIUTE OKOJIO JUXATEITHUTE
BTUINA ce CBUBAT (OPOHXOKOHCTPHKIIHSA), TOJTyBAT C€ M C€ Bh3MassiBar (Bh3naneHue). CHMIToMUTe
ce MOsIBSIBAT M M34e3BaT U BKJIIOYBAT 331yX, XPHUIIOBE, CTATAHE B IbPAUTE U KalUIHIA.
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Tps0Ba fa usmoassaTe TrimbOW Bceku JeH, a HE caMO KOraTo MMaTe MPo0JIeMH ¢ AUIIAHETO M
JPYTH CUMIITOMH Ha actMa. ToBa Iie TapaHTupa, 4e JeKapcTBOTO KOHTPOIUpa MpaBHiIHO Bamara
actMma. He u3non3BaiiTe ToBa JIeKapcTBO 3a 00JICKYaBaHE HA BHE3AINEH MPUCTHIT HA 3a/TyX WIH
XPHUIIOBE.

2. Kakso Tps0Ba na 3Haete, npeau Aa usnouassare Trimbow

He um3noassaiite Trimbow

AKO cTe aJepru4Hu KbM OEKJIOMETa30HOB AMIIPONHOHAT, (popMOTEpoIIoB hymapar AUXUApaT W/Win
TITUKOMUPOHUYM, HJIM KbM HSAKOSI OT OCTaHAJIHMTE ChCTABKH Ha TOBA JIEKapCTBO (M30pOCHHU B TOYKA 6).

Ipenynpesxnaenust 1 npeana3Hu MepKu

Trimbow ce M3Mmo3Ba KaTo HOABPIKAII0 JICUCHHE Ha 00OCTPYKTHBHO OenoapooHo 3a0osBane. He
W3MOJ3BaTe TOBA JICKAPCTBO 3a JICUCHHUE HA BHE3ATICH MPUCTHI HA 3a/IyX MU XPUTIOBE.

Axo pumaneTo Bu ce Biomm

AKO pa3BHeTE BIOIIABAII CE 3a/yX WIH XPUTIOBE (JIUIIAHE ChC CBUPKAIIL 3BYK), HETIOCPEJICTBEHO CJICH
WHXaJIMpaHeTo Ha Bamrero mekapcTBo, cpeTe Aa u3Noj3BaTe naxajzaTopa ¢ Trimbow u He3abaBHO
u3Mo3BaiTe Bamus naxanaTop ¢ 0bp30aercTBAaIIo ,,001eKuaBamio sekapcTBo. TpsaOBa BeqHara ia
ce cBppikeTe ¢ Bamms nekap. Bamust nekap e orenu cumnromute Bu 1 ako € Heo0X0 1Mo, MOXe
Jla 3aI09YHeTe IPYTO JICUCHHE.

Bwxre cwiio Touka 4 ,,BE3MOKHN HEXEITaHU Peakiin’.

Axo 6enonpodHoTo Bu 3a0oisiBane ce BiOIMIMU

Ako cumnromute B ce BioIIaT WK TPYIHO c€ KOHTPOJIUPAT (HAIIPUMEP aKo W3II0JI3BATE OT/ICIICH
WHXAJaTop C ,,00JIeKYaBaIio IEKAPCTBO MO-YE€CTO) WK aKo ,,00JIeKIaBaIoTo" ISKapCTBO HE
nmogoOpsiBa cumnTomute By, BemHara nocerere Bamms nexap. Bamrero 6emoapobHo 3a00isaBaHe MOXKE
Jla ce BJIOIIABA U MOJKE JIa ce Halloxku Bammsar nexap ga Bu npennuie nqpyro jgedeHue.

T'oBopere ¢ Bamug nekap niun dapManesT, opean aa usnonassare Trimbow:

. aKo UMaTe HIKAKBU CHPICYHH MPOOIeMHU, HAIpUMEp CTeHOKapaus (chpaedHa Oonka, Ooka B
ThPANTE), CKOPOIICH ChpJieueH yaap (MHPapKT Ha MUOKap/Ia), ChpJeUHa HEIOCTATHYHOCT,
CTECHsIBAaHE Ha apTEPUUTE OKOJIO CHPIIETO (KOpOHApHA O0JIECT Ha ChPIIETO), 32a00IIBaHe HA
CBHPJACYHUTE KJIAIN WM KAKBUTO U Aa OWIIO IPYTH OTKJIOHEHHMSI, CBBP3aHH ChC CHPIETO, WIIN aKO
uMmate 3a00JIABaHe, H3BECTHO KATO XHUIEPTPOoPprIHa OOCTPYKTHBHA KapAUOMHOMATHsI (M3BECTHA
u kato XOKMII - 3a0osnsiBaHe, MPU KOETO ChPJICYHUAT MYCKYJI € YBPE/ICH);

. aKO MMaTe HapylIEeHUs Ha ChbPJCYHUS PUTHM, KaTO HAIpUMEpP HETIPaBWIEH I1yJIC, YCKOPEH ITyJIC
WK chplieOHeHe, Win ako ca Bu xa3Bany, ye B enekTpokapauorpamara Bu (EKI) uma
OTKJIOHEHHS;

o aKO MMaTe CTECHSIBaHE Ha apTepUUTE (M3BECTHO KAaTO apTEPHOCKIIEPO3a), aKO UMATE BUCOKO
KPBBHO HAJATaHEe WM aKo UMaTe aHeBpr3Ma (00JIECTHO M3yBaHE HA CTEHATa HAa KPhbBOHOCEH

CBI);

o aKO UMAaT¢ XMIICPAKTHBHA IIIUTOBHAHATA XKJIC3Q,

104



o aKo MMaTe HUCKU HHBA Ha KaJui B KpbBTa (Xunokanuemus). KomObunanusara va Trimbow ¢
HSIKOW JIPYTH JIEKapcTBa 3a 0e10Ipo0HO 3a001sIBaHe WM JICKAPCTBA KaTO JHYPETHITH
(JlexapcTBa 3a OTBOAHSABAHE HA OPraHU3Ma 3a JICYCHUE HAa ChPJCYHO 3a00IIBaHE MIH BUCOKO
KPBBHO HAJIAATaHE) MOKE J1a IPUYMHU PA3KO ClIafiaHe Ha HUBOTO Ha Kanui B KpbBTa. [1o Tasu
npuurHa Bammst nekap Moske 1a Mcka 1a ©3MepBa HUBaTa Ha Kajlui B KpbBTa Bu oT Bpeme Ha

BpeMe;
. aKo MMaTe HIKAKBO 3a00JIsIBaHE HA YEpHUS Ipo0 wWim OBOperuTe;
o ako umare auabet. Bucokute m1o3u GpopMoTepon MoraT Jja moBUIIaT KpbBHaTa Bu 3axap u

3aToOBa MOXKE [a CC HaJiara Jia NpaBUTE JOIIBJIHUTCIIHNU KPbBHU U3CIICABAHUSA 3a IIPOBCPABAHC Ha
KpbBHATa 3axap, KOraTo 3ario4BaTe yHOTpeGaTa Ha TOBa JICKapCTBO, U OT BpEMC Ha BpEMC B
XO0Jia Ha JICYCHHUCTO,

o aKo UMaTe TYMOp Ha HaJOBOPEYHHTE JKIIe3U (M3BECTEH KaTo (DEOXPOMOIIUTOM);

. ako 1e Bu Objie npaBena ymolika. B 3aBUCHMOCT OT BUjIa Ha yIOMKaTa, MOXeE JIa C& HAJIOXKH Jia
crpere aa usnonseare Trimbow 3a Haii-manko 12 daca npeau ToBa;

. aKo ce JIEKyBaTe WM HSKOTa CTe ce JIeKyBaju 3a Tyoepkyiosa (Th), unu ako umare nngexus B
TPBIHUS KO,

. aKo UMaTe MpoOJIeM C OUMTE, HAPEUEH TECHOBI'bJIHA ITIAYKOMa;
. aKo MMare 3aTpyJHEHO YPUHHPAHE,
. aKo uMmare MH(EKLUs Ha yCTaTa Uil I'bPJIOTO.

AKo HiIKOe OT TOpHHUTE Baxu 3a Bac, yBemomere Bammst nexap, nmpeau na n3nonspare Trimbow.

AKO MMaTe WM CTe MMM KaKBHUTO M Ja OMIJI0 MEJUIIMHCKHU MTPOOIEMH WITH alepryH, WK aKo HE CTe
CUTYpHH Jajii MoXeTe Aa u3nonssare Trimbow, roBopete ¢ Bamus nexkap uinu ¢papManeBT, npeau 1a
M3I0JI3BaTe MHXAJIATOPA.

Axo Beue n3nonssare Trimbow

Ako usnon3pare Trimbow Wi BUCOKH JI03H JAPYTH UHXATATOPHUA KOPTUKOCTEPOUIH 3a
MPOABIDKUTETHA IEPUOIN OT BpeME U TIOMIAJHETE B CTPECOBA CUTYAIHs (HAIp. aKO CTe TPUETH B
OoJHMIIA Ciieq MHIIMACHT, UMaTe CEPUO3HO HAapaHABAaHE WM TIPEIH ONepalius), MoXKe Aa uMaTe Io-
rojisiMa Hy»Jia OT TOBa JIEKapcTBO. B momo0Ha cutyarys Moxe Ja ce Hallo)Ku Bammsr ekap ia
YBEJIMYH J103aTa HA KOPTUKOCTEPOUIUTE, 34 Ja CE CIIPABUTE ChC CTPECA, U MOXKE JIa TU MPEAMHUILE MO/
(dhopmMara Ha TaOJCTKU WU MHXKEKIIH.

Cbpkere ce ¢ Bamus nekap, ako uMaTe 3aMbITICHO 3pEHUE WU APYTU 3PUTEIHUA CMYIICHHUS.

Jlena u roHOIIM
He nagaiite TOBa 1ekapcTBO Ha Jielia M FOHOIIM Ha BB3pacT A0 18 roguHm.

HApyru jgexaperBa u Trimbow

Tpsi6Ba na kakeTe Ha Barms jekap win papMaieBT, ako MPUEMaTe, HACKOPO CTE MPUEMaH UK €
BB3MOKHO J1a IpreMaTe JpyTH JieKapcTBa. ToBa BKIIFOUBA JIEKapCTBa, Mog00HN Ha Trimbow,
W3IIONI3BaHHM 32 OenoapooHoTO BH 3ab0msBane.

Hsxom nekapctBa Moxke a yBenudar edekra Ha Trimbow u Bammsr nekap moxe aa novcka na Bu

npocIiesiBa BHUMATEITHO, aKO IIPHeMaTe TaKMBa JIEKapCTBa (BKIFOUUTEIHO HAKOH JIEKAPCTBA TIPH
XUB: putoHnaBup, KOOUIIKUCTAT).
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He n3noa3BaiiTe ToBa JiekapcTBO B KOMOMHAIM ¢ HeTa-0s10Kep (M3II0JI3BaH 3a JICUCHUE HA HAKOU
ChpJICYHH IPOOJIEMHU KaTo CTEHOKapANs WM 3a MTOHIKaBaHEe HAa KPHBHOTO HAJIATAHE), OCBEH aKO
Bammusar nexap He e n3dpain Oeta-0610Kkep, KOTO He moBnusBa gumanetro Bu. bera-Gnokepute
(BrimrounTenHO OeTa-0610KepH Mo popMaTa Ha KaIlky 3a 04M) MOTaT Jja HaMaJIsT epeKTHTE Ha
(hopMOTEpOI MK J1a HATIPABAT Taka, e TOH J1a He JelcTBa n300mmo. OT apyra cTpaHa, H3MOI3BAHETO
Ha APYTH JICKapCTBA, ChbPKAIIM OeTa2-arOHUCTH (KOUTO JISHCTBAT 110 CHIINS HAYMH KaTO
(hopmoTepoIT) MOXKeE Ja yCHiH eeKTUTE Ha OPMOTEPOIL.

Yuorpebara Ha Trimbow 3aenHo c:

o JIEKapCTBa 3a JCUYECHUE Ha

- HEMpaBWJICH ChPJAEYEH PUTHM (XHHUAMH, TU3OMUPAMUI, TPOKAUHAMUL),

- aJepTHYHU PeaKIuy (AHTUXUCTAMHUHH),

- CHMIITOMH Ha JICTIPECHsl WM YMCTBEHH 3a00JI1BaHM, KaTO HAlpUMEP MHXHUOUTOPHU Ha
MOHOaMUHOOKCHAa3aTa (HanpuMmep GeHeN3HH U N30KapOoKca3n), TPULUKINYHA
AHTHJICTIPECAHTH (HAIPUMEP aMUTPUNITHIINH U UMHUIPAMUH) U (QEHOTHA3HHU

MOJKE /1a IOBEJAT 0 HAKOM MPOMEHH B enekTpokapanorpamara (EKI', enextpudaecku 3anuc Ha

cbpueTo). Te MoKe ChIIo Taka Ja MOBHIIAT PHCKA OT HAPYIICHHS HAa ChPACYHUS PUTHM

(KaMepHH apUTMUH).

. JleKapcTBa 3a JiedeHune Ha 6onect Ha [TapkuHcoH (JieBosona), 3a Je4eHHe Ha XUITOAKTHBHA
IIMTOBH/IHA )kKJIe3a (JIEBOTUPOKCHUH), JIEKapPCTBA, ChABP)KAIIN OKCHUTOIMH (ITPUYHHSBAIL
MaTOYHU KOHTPAKIMH) M AJTIKOXOJI MOXKE J1a TOBUILIAT BEPOSTHOCTTA 32 HEXKEJIAHHU PEaKIuU Ha
(bopMOTEPOT BHPXY CHPIIETO.

. WHXUOUTOPY Ha MOHOaMHHOOKcH 1a3aTa (MAO-UHXUOUTOPH ), BKIIFOUUTEITHO JICKAapCTBA C
moT00HM CBOMCTBA KaTo (hypa3oUI0OH U MpoKapOa3nH, U3MOI3BaHY 32 JICUSHUE Ha YMCTBEHU
HapymeHus, MOXE J1a JOBCAAT 40 INOBUIIABAHEC HA KPBbBHOTO HaJIATaHE.

o JIeKapCTBa 3a JICUCHNE Ha ChP/ICUHO 3200 sIBaHe (IMTOKCHH) MOKE J1a IPUYUHH ClialaHe Ha
HHMBOTO Ha KaJuii B KpbBTa Bu. ToBa MOjKe J1a MOBUIIIK BEPOSITHOCTTA 33 HAPYIIEH ChPICUCH
PUTBM.

. JIPYTH JICKapCTBa 3a JICYCHHE Ha OOCTPYKTHBHO 0€10jpoOHO 3a00ssiBaHe (TeO(MIMH,

aMUHO(DHMITMH UM KOPTHKOCTEPOUIN) M JUYPETHIIN CHIIO MOKE J1a IPUUYMHST CIalaHe Ha
HUBOTO Ha KaJINH.

o HAKOH aHECTCTHUIM MOKE [a MOBUIIAT PUCKA OT HAPYUICH CbPACUYCH PUTHM.

. Jucynupam - TeKapcTBO, H3MOI3BAHO MPH JICYSHHE HA X0pa ¢ aTKOXOJU3bM, HITH
METPOHHUIA30JI - AHTHOMOTHK 34 JIeYeHHne Ha HH()EKIINN B OPraHN3Ma, MOKE J1a TIPUIHHAT
HE)XETaHU peakiuu (Harmp. rajeHe, MoBpbhIlaHe, 00Ka B CTOMaxa) BCJIEACTBHE HA MATKOTO
KOJIMYECTBO aJIKOX0J B Trimbow.

BpeMeHHOCT 1 KbpMeHe
AKko cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKeE Jia CTe OpeMEeHHa MM TUIaHUpaTe OpeMEeHHOCT,
nochbBeTBalTe ce ¢ Bamus nexap wiu gapmaneBT npeau ynorpedaTa Ha TOBaA JIEKapCTBO.

TpsioBa na nznom3Bare Trimbow 1o BpeMe Ha OPEMEHHOCT, caMo ako Bamusr siekap Bu € moceBeTBan
Jla TO HalpaBuTe. 3a MPEANOYNTaHe € J1a ce n30sATBa ynorpedara Ha Trimbow mo BpeMe Ha paxkaaHe
mopajau notuckamnmure ehekTu Ha POPMOTEPOII BbPXY MAaTOYHUTE KOHTPAKIIMH.

He tps6Ba na uznomseare Trimbow B mepuoja Ha kepMmene. Bue u BamusT nexap tpsiOBa fa B3emerte
pelIeHre 1aju Ja MPEYCTaHOBUTE KbPMEHETO WIIH Ja MPEYCTAHOBUTE/HE MPUIIOKUTE TCPAIHITa C
Trimbow, xaTo ce B3eMaT IpeaBUI I0J13aTa OT KbPMEHETO 3a BaimeTo mere u moa3ara oT TepamnusiTa 3a
Bac.
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lodupane u paéoTa ¢ MAIIMHH
Majiko BeposTHO ¢ Trimbow na moBiusie ClocoOHOCTTa 3a modupaHe 1 paboTa ¢ MaLTHHH.

Trimbow cbabp:xa eTaHoa

Trimbow cpabpika 8,856 mg aaxoxo:n (eTaHOI) BBB BCAKO BIIPHCKBAHE, KOETO € EKBUBAJICHTHO Ha
17,712 mg Ha 1032 OT JABE BIPhCKBaHUA. KoJnu4ecTBOTO B /1B BIPHCKBAHUS OT TOBA JICKApCTBO €
€KBHBAJICHTHO Ha 1MO-Majko oT 1 ml BuHO miu Oupa. MankoTo KOJTMYIEeCTBO aJTKOXOJI B TOBA JIEKAPCTBO
HsAMA J1a ©Ma HIKaKBHU 3a0€eKUMU e(heKTH.

3. Kaxk na n3noaszBare Trimbow

Bunaru n3non3Baiite ToBa JICKaApCTBO TOYHO KAaKTO Bu e xazan Bamusar JICKap ujin Q)apMaueBT. Axo
HE CTC CUT'YpHHU B HCLIO, nonuTaite Bamms JICKap Wi (bapMaueBT.

IIpenoppuutennara no3a € 1€ BIPBCKBAHUS CYTPUH U JBE BIIPBCKBAHMS BEUEP.

He uznon3paiiTe mo-BucoKa J103a OT Ta3u, KoATo BawmusT nekap Bu e kazai.
Tps6Ba ga nznon3sare Trimbow BCeKH JeH, IOpH KOTaTo acTMaTta He Bu nmpuduHsBa npoOiemMu.
He n3non3BaiiTe TOBa JIeKapCTBO 32 00JICKYaBaHE HA BHE3AINEH MIPUCTBIT HA 33/1yX WM XPUIIOBE.

Axo cmsTate, 4e JISKapCTBOTO HE € MHOTO e()eKTUBHO, TOBOpeTe ¢ Barms nekap.

AKO TIpe/ii cTe U3MOI3BAIH APYT HHXAIATOP, ChbPIKAIL OCKIOMETa30HOB TUIIPOITMOHAT, TOMOJIETE
Barus jekap 3a CbBeT, Thil KaTo eheKTHBHATA 1032 OEKIIOMETa30HOB TUITPOMHOHAT B Trimbow 3a
JedeHue Ha Baiero o0cTpyKTHBHO 0el1opo0HO 3a00JsiBaHe MOXKE Ja € TIO-HUCKa OT Ta3u MPHU HIKOU
JIpyTU UHXAJIATOPU.

II'bT HA BBBEXKIAHE

Trimbow e npenHasHaueH 3a HHXAIATOPHO MPHUIOKEHHUE,

Tps0Ba a2 MHXAIMpATE JTEKAPCTBOTO MPE3 yCTaTa U Taka JIEKapCTBOTO OTHBA JUPEKTHO B Oeiute Bu
Ipobose.

ToBa JICKaApCTBO € NIOCTABCHO B OIIAKOBKA IMO/J] HAJIATAHC B MJIACTMACOB MHXAJIATOp ¢ MYHAIIYK.

Trimbow ce mpeytara B 1Ba Br/Ia OMAKOBKH:
o OrakoBKa, ocurypsiBania 120 BrpbcKkBaHHS
o orakoBKa, ocurypssamia 180 BrpbckBaHusI.

Axo Bu e npednucana onaxoska, ocuzypasauia 120 enpwvcksanus

Ha 3agHara yact Ha MHXamaTOpa UMa OpOsY, KOWTO MOKa3Ba KOJIKO J03H OCTaBaT. Bceku mbT, KOraTo
HATHCHETE OMAaKOBKATa I10]] HaJIsIraHe, Ce OCBOOOYK1aBa BIPHCKBAHE OT JICKAPCTBOTO U OPOSUBT
oTuuTa euH Opoit mo-mainko. [locrapaiite ce na He H3IMyCKaTe MHXAIATOPA, Thil KATO TOBA MOXE J1a
JIOBEJIe 10 OTOpOsiBaHE OT Oposya.

Axo Bu e npeonucana onaxoska, ocueypssauia 180 enpvckeanus

Ha 3agHara yact Ha MHXaIaTOpa MMa UHAUKATOP, KOMTO MOKa3Ba KOJIKO JJ03U OCTaBaT. Bceku mbT,
KOraTo HaTHCHETE OIaKOBKAaTa I10]] HaJlsraHe, ce OCBOOOYK1aBa BIIPbCKBAHE OT JICKAPCTBOTO U
JTIO30BHAT HHAUKATOD CE 3aBbpPTa B MaJiKa CTEIECH. BposT Ha ocTaBaluTe BIPbCKBAHUS CE MIOKa3Ba Ha
unTepBaiu ot 20. [TocrapaliTe ce na He U3ITycKaTe WHXAIATOPa, Thil KATO TOBA MOXKE Ja IOBEIE JI0
0TOpOsIBaHE OT JI030BUSI HHIIUKATOP.

TecTBaHe HA HHXAJIATOPA
[Ipenn na n3non3BaTe MHXAJIATOPA 3a IBPBH BT, TPsIOBa J1a IO TECTBATE IO CJICAHUS HAYMH, 3a J]a Ce
yBepuTe, ue pabotu gpodpe.

1. B 3aBucumocT ot pa3Mepa Ha onakoBKaTa, KoaTo Bu e mpejnucana, mpoBepere Talin T030BUAT
Oposty otunta 121, mnu no3oBusT nHAUKATOp oTumta 180.
2. Caasiere mpenna3Hara Karmadyka oT MyH/IIIYKa.

107



w

JppxTe nHXamaTopa u3MpaBeH, ¢ MyHIIIyKa OTAOIY.

Hacouere myHamyka BcTpanu OT cebe CH ¥ CHITHO HATHCHETE OMaKOBKaTa IO/ HaJsITaHe, 3a 1a
OCBOOOJIUTE €THO BIPHCKBAHE.

[IpoBepeTe m1030BHS OPOSIY WK JO30BUS MHIUKATOP. AKO TECTBATE MHXAIATOpa CH 3a ITbPBU
6T, OPOSYBT TPSIOBA JIa OTUHTA!

120 180
- ipu yrotpeba Ha OMaKoBKa | - MpH yrmoTpeda Ha ONaKoBKa

cwe 120 BopbscKkBaHUS cwe 180 BupbrckBaHUS

Ao30B J1030B
BPOSIM HUHIAUKATOP
©)
=

Kak na n3noJssBare Bamms naxaaarop
CroiiTe U3NpaBeHN WIK CEAHAIHN B U3MPABEHO MOJIOKEHNE, KOTaTo MPaBUTE WHXAJAIHsL.
BAXHO: He u3nbiHsBaiiTe CTHIKK 2 70 5 MpeKalieHO ObP30.

N
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Caanere npennazHaTta Kanadka OT MyHIIIYKa U IPOBEPETE Nald MyHIIIYKBT € YICT U HiIMa
Mpax ¥ 3aMbPCSIBAHMS.

Wzanmaiite 6aBHO M KOJKOTO € BB3MOKHO HO-ITBJIHO, 32 J1a U3MIpa3HUTe OenuTe cu Ipodose.
JpBxTe nHXamaTopa U3MpaBeH ¢ MyHIIyKa Hal0JTy W IOCTaBETe MYyHAIyKa MEeXIy 360UTE CH,
0e3 na ro 3axamnBate. Ciiex TOBa IOCTaBETE YCTHUTE CH OKOJIO MYH/IIYKA, & €3UKbT J1a JISKH
noJ Hero 0e3 /1a ce mpersBa.

Bnunmaiite 6aBHO U IBJIO0KO Tpe3 ycTaTa CH, 3a 1a U3ITBJIHNATE OeIuTe CH IPOOOBE C BB3AYX
(ToBa TpsiOBa 1a craHe 3a 0Kojo 4-5 cexyHau). BemHara ciien 3amodBade Ha BIUIIBAHETO,
CWJIHO HATHCHETE HAJ0JTy TOPHATA YaCT Ha OIMaKOBKAaTa 10| HaJIsTaHe, 32 J1a OCBOOOANTE EIHO
BIIPBCKBaHE.

3aapBKTe bXa CH KOJIKOTO € BE3MOXKHO TIO-IBJITO M HAKpasi M3BaJIeTe HHXAIATOpa OT ycTara
cHu ¥ m3nuiaiite 6aBHo. He m3aumBaiite B MHXaaTopa.

IpoBepete naau g030BuUsT Oposiy (120 BpbCKBaHMUS) € OTOPOMII C €IHO TTO-MAJIKO HITH
no30BuAT uHAUKATOp (180 BIIpbCKBaHUS) Ce € 3aBBPTSLI JIEKO.

3a BTOPOTO BIPBCKBAHE, 33/IPHKTE MHXAIATOPA B U3MPABEHO MOJIOKEHUE 32 OKOJIO MUHYTA, CJIe] TOBa
MMOBTOpPETE CTHIKHU 2 10 5.

AKko BWXaaTe ,,MbINIa" 1a U37IM3a OT FOpPHATA YacT Ha MHXAJATOpa WK OT BIJIMTE Ha ycTara Bu, ToBa
o3HayaBa, ue Trimbow HAMa a nonague B 6enure Bu apobose kakTo Tps6Ba. Hampasere ome eqHo
BIIPBCKBaHE, KAaTO ClieBaTe yKa3aHHUATA, 3a[I0YBAKK OTHOBO OT CTBHIIKA 2.

Cren ynorpeba mocraBere npeana3zHara Kanayuka.

3a ;a ce mpeana3uTe oT rbOMYHA HHGEKIUS B yCTaTa U I'bPJIOTO, M3IIAKBAWTE yCTaTa CH WK IPaBETe
raprapa c Boja, 0e3 /1a s IorIrbllate, Wik CH U3MUBaiTe 3p0MTE Clie/ BCAKO U3IM0N3BaHe Ha Bamms
HUHXAJIaTop.
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Koea mpsabsa oa ce 63eme Ho unxanamop

TpsiOBa 1a B3eMeTe HOB MHXAJIATOP, KOraTo JTO30BHUAT OpOSY WM UHAUKATOP MoKa3Ba unucioto 20.
CrpeTte 1a M3M0I3BaTe HHXANATOPA, KOraTo OpOsSYbT WM MHIAUKATOPHT MoKkasea 0, Thil KaTo
OCTaBaIOTO B MHXAJIATOPa JIEKAPCTBO MOXKE J]a HE € IOCTaThYHO 32 IThJIHO BIPHCKBAHE.

Axo uMare ciab 3axBaT Ha pBKaTa, MOKE a € MO-JICCHO Ja AbPKUTEC NHXAJIATOpa C ABC PBUC: APBHKTC
TOopHaTa 4aCT Ha uHXaJ1aTopa € JiBaTa CHU IMoKa3aji€la u J0JIHaTa My 4acT - C ABaTa Iajicua.

Axo Bu e TpynHO n1a u3mon3BaTe WHXajiaTropa, JOKaTo 3alo4Bate J1a BAMIIBATE, MOXKETE J1a
u3nons3eare cnericbpa AeroChamber Plus. [lonuTaiite Bamus nexkap niu ¢papManeBT 3a TOBa U3JeNHeE.
BaxxHo € 1a mpoyeTeTe JIMCTOBKATa, KOSTO Ce MpenocTaBs ¢he crielicbpa AeroChamber Plus, u
BHUMATEJIHO Ja CIIEABATE YKa3aHUATa 3a TOBa KaK Ja n3noi3Bate cueiicbpa AeroChamber Plus u kak
Jia TO TIOYHCTBATE.

IHouyucTBane Ha unxanaropa Trimbow

TpsOBa 1a mouncTBaTEe MHXAIATOPA CH BEHBK CEAMHYHO.

1. He u3BaxkmaiiTe omakoBkaTa MoJ HAJISITAHE OT MHXAJaTopa U HE U3IMOJI3BaiTe BOJA WIM APYTH
TEUYHOCTH 32 TOYUCTBAHETO MY.

2. CaasieTe mpena3Hara Karnadyka oT MyH/IIYKa, KaTo sl U3TETrJIUTE OT HHXAIaTopa.

3. W3tpwuiiTe BTpENIHATA ¥ BHHIITHATA YaCT Ha MyH/IIIIyKa K HHXAJaTopa ¢ YKCTa, CyXa KbpIia WiIn
canderka.

4. BbpHeTe kamavkaTa Ha MyH/IIIyKa.

AKO cTe H3M0JI3BAJTH NI0BeYe 0T HeoOxoaumaTta a03a Trimbow

BaxHo e na npuemarte no3ara cu kakto Bu e kazan Bamusar nexap. He npeBuinaBaiite npeanucaHara
Bu no3a, 6e3 na roBopute ¢ Bamms nekap.

AKO cTe M3I10/13BajId II0BeYE OT HeoOXoauMara go3a Trimbow, MoXke Ja Bb3HUKHAT HEKEJIaH!
peaKIyu, KakTo € OIKCAHO B TOUKa 4.

Tps6Ba na xaxxere Ha Bamms iekap, ako cTe M3MOI3BalIN IIOBeYe 0T HeoOxoaumara jgo3a Trimbow u
aKo MMaTe HAKOH OT Te3W CHMIITTOMU. Bbp3MoxkHO € Bammust iekap n1a vicka Jja HanpaBy HIKOW KPbBHU
W3CJIeABaHMSL.

AKo cTe mponmycHaH 1a usnoassare Trimbow

H3nomnssaiite ro BegHara oM CH CIIOMHUTE. AKO II0YTH € BpeMe 3a cieBamara Bu nosa, He
IpueMaiiTe 103aTa, KOSATO CTE MIPOILyCHANN, a IIPOCTO MIPUEMETE CIeBallaTa 1032 B IPAaBUIHOTO
BpeMme. He yaBosBaiite qo3ara.

AKo cTe cripesn ynorpedara Ha Trimbow

Baxxno e ma m3nmomBate Trimbow Bceku neH. He cimpaiite ma u3nomssare Trimbow u He HamalisIBaiTe
Jto3arta, IOpH aKo Ce YyBCTBATE MO-A00pe MM HAMAaTe CHMITOMH. AKO HCKAaTe /1a TO HaIpaBUTe,
yBenomMeTe Bamus ngekap.

AKO MaTe HSIKaKBH OBIHATEIIHN BBIIPOCH, CBBP3aHHU C yIOTpebaTa Ha TOBA JIEKapCTBO, IIONUTANTE
Bamus nexap i gapMarieBT.

4, Bb3MoOKHU HeKeJTaHU pPe€aKkuumn

KaxkTo Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIAaHU pE€aKIIUH, BBIIPEKU Y€ HEC
BCCKM I' ITOJTy4aBa.

Hma pucK OT BIIOIIaBaHE Ha 3a/lyXa U XPUIIOBETE BeHAra cie/ yrnotpedara Ha Trimbow u ToBa ¢
M3BECTHO KaTo MapajaoKcaieH OporxocnazbM (Moke fa 3acerse 10 1 va 1 000 mymn). Ako ToBa ce
ClTy4H, TpssOBa Ja crpeTe a u3mnoj3are Trimbow u He3a0aBHO Jia U3IMOJ3BATE CBOSI HHXAIATOP C
OBP30ACHCTBAIIOTO ,,00JIEKUABAIIO" JIEKAPCTBO 32 JICUCHHE Ha 3a/yXa U XpHUroBeTe. TpsOBa BegHara
Jla ce CBbpiKeTe ¢ Barus nekap.
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Tpsa6Ba na kaxxere Ha Bammus iekap BemHara,

° aKo UMaTe HIKAKBU aJCPTUIHA PEaKIUU, KaTo HalIpuMep KOXKHH aJlepTUH, YPTUKAPHUS, ChpOeK
0 KOXata, KoXkeH oOpuB (Moxe na 3acerne a0 1 Ha 100 mymm), 3aduepBsiBaHEe HA KOXKaTa,
MOJYyBaHE Ha KOXKaTa WK JIUTABULIUTE, TO-CIICIUATHO Ha OUUTE, JUIETO, YCTHUTE U T'bPIOTO

(mosxe ma 3acerre mo 1 ma 1 000 mymn).

. aKo uMare 00JIKa MU TUCKOM(OPT B OUUTE, BPEMEHHO 3aMbIJISIBAHE HA 3PSHUETO, 3PUTEITHU
,,OPEOJIH"* MJIN TIBETHU 00pa3u BB BPh3Ka ChC 3aUepBsBaHE HA ounTe. ToBa MOXe /1a ca
MPHU3HAIHA HA OCTHP MPUCTHIT HAa TECHOBI'BIIHA IITayKoMa (MOXKe J1a 3acerHe 10 | Ha

10 000 mymm).

TpsbBa ga kaxxeTe Ha Bamms jgexap, ako IMaTe HSIKOe OT CIETHUTE, JOKATO h3ron3Bare Trimbow,
THHU KaTO T€ MOXKE J]a ca CUMIITOMH Ha O0enopoOHa nHdpekus (Moxe fa 3acerHar Ao 1 Ha 10 mymm):

L4 MMOBHUIIICHA TECMIICPATypa UK BTPHUCAHEC
L4 IIOBHUIIICHO 06pa3yBaHe Ha XpadKu, IpOMsAHA B [IBCTA HA XPAYKHUTEC
o 34CHJICHA KallUIMla WJIN 3aTPYAHCHO JUIIIAHEC.

Bb3MoOKHUTE HesKeJIaHH peaknmm ca I/I36pO€HI/I Io-40J1y CcIope] TAXHAaTa 4€CTOTa.

Yectu (Morar aa 3acersar a0 1 Ha 10 gymrm)

. BB3MAJIEHO T'BPII0
. XpeMma WM 3alyIIeH HOC U KUXaHe
. rbOMYHN HHpEKIHMY B ycTaTta. M3miakBaneTo Ha ycTaTa Wi [IPaBeHEeTO Ha raprapa ¢ BoJa U

MHEHETO Ha 350UTE BE€AHAra Cjie nHxajalusd MOKE aa MMOMOTHE 3a NMPEAO0TBPATABAHCTO HA TE3U

HEXCJIaHU pEaKInu.

. JIpe3raBoOCT Ha riaca
riaBoOoime
. WHQEKIMS Ha TUKOYHHUTE ITHTHIIIA.

HeuecTu (Morat na 3acersart go 1 va 100 qymmm)

o rpuI

o BB3MAJICHUE HA CHHYCHTE

o CBHpOEX, XpemMa WM 3arylIBaHe Ha Hoca
o rbOUYHYU HHPEKIMH Ha THPIOTO WM Ha

XpaHorpoBoza (e3odaryc)

rbOMYHY MH(EKIUY Ha BIATaJUIIETO

HECITOKOICTBHE

TperepeHe

3aMasHOCT

HeoOWYaeH WK 0TCIa0eH BKYC

U3TPBIIBAHE

BB3MAICHUE HA YXOTO

HETpaBUICH ChbPACUYCH PUTHM

MPOMEHH B €JIEKTPOKapauorpamara

(eseKTpHUYECKH 3aITUC HA CHPIIETO)

° HEOOMYaHO ObP3 ChPIICUCH PUTHM H
HapyIICHHUS Ha ChbPACYHHS PUTHM

o nanmnuranuu (crpredreHe)

3auepBsIBaHE Ha JIMIICTO

TSUIOTO

ACTMATHUYCH IMPUCTBIL

KallIMIA ¥ MPOTyKTUBHA KallUIUIA
Jpa3HeHe Ha I'bPIOTO

KBbpPBEHE OT HOCa

IMOBHUIICH KPHbBOTOK KbM HAKOU ThKAaHU B
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3a4epBsiBaHE Ha I'BPIIOTO

CyXOTa B ycraTa

TapHst

3aTpyHEHO TIPETTbIIaHe

rajicHe

JIONIO XPaHOCMUJIAHE

CTOMAIeH JUCKOMQOPT Clie/T XpaHeHe
ycellaHe 3a napeHe 1o yCTHUTE

3b0EH Kapuec

KOXKEH 00pHB, ypTHKAPHsI, CHPOEK IO
KOXKaTa

BB3MAJICHUE HA JIMTABUIIATA HA YCTATa ChC
unu 0e3 s13BU

MIOBHUIIICHO W3MOTABAHE

MYCKYJIHU KpaMITH U 00JIKa B MYCKYJIUTE
0o0JIKa B pBIETE WK KpaKaTa

00JIKa B MYCKYJIUTE, KOCTHTE WM CTABUTE B
o0JacTTa Ha IPBIHUS KOIII

YMOPSIEMOCT

MOBUIIICHUE HA KPBBHOTO HaJIATaHe
CrajiaHe Ha HUBOTO HA HSKOU ChCTABKH Ha
KPBBTA: HA ONpeJielieHH OeIi KPhbBHU
KJICTKH, HAPCUCHH TPAHYJIONUTH, Ha KaJIui
WJIN Ha KOPTH30J]

MOBHIIICHNE HA HUBOTO Ha HIKOU ChCTaBKH



Ha KpBBTa: TII0K03a, C-peakTrBeH
MIPOTEHH, OpOii Ha TPOMOOITUTHUTE,
WHCYJIUH, CBOOOTHA MAaCTHU KUCEIVHU WITH

KCTOHM.
Penxu (Morar ga 3acernar a0 1 Ha 1 000 gyrwm)
L r'bONYHU I/IH(i)CI(I_[I/II/I B I'PbAHUSA KOIII L HU3TU4YaHC Ha KPBbB OT KPHbBOHOCCH Chb B
L HaMaJICH aIlICTHUT TBKaHUTC OKOJIO HETO
° HapylICHUS Ha CbHA (TB’pr[e MaJIKO UJIN NMOHMXKXCHUC HAa KPBbBHOTO HAJISATAHC
TBBPAE ABITBI CHH) ciaboct
L 0CTpa Oolka B IpbAHNA KO 0oJka B 3aiHaTa 4aCT Ha yCTaTa U I'bpPJIOTO
L YyCCIIaHe 3a MPECKaYaHe Ha ChPLLCTO UIIN BB3MAJICHUEC HA I'bPJIOTO

JIOTBJIHATEITHY yIaapu, HeoOnyaitHo O0aBeH
ChPJICUEH PUTHM
o BJIOILIIABaHE HA acTMara

CyX0Ta B T'BPIIOTO
00JIE3HEHO U YECTO YPUHHPaHE
3aTpyHEHHE U O0JIKa IIPU YpUHUPAHE
BB3MAaJICHUE HA OBOperuTe.

MHoro peaxu (Morat aa 3acertar A0 1 Ha 10 000 myin)

HHUCKO HHMBO Ha OIPEJICTICHN KPBBHH KIECTKH, HAPEUCHH TPOMOOITUTH
ycelane 3a 3aJlyX WM HEJTOCTUT Ha BB3yX

MOJTyBaHe Ha PhIIETe U KpaKaTa

3a0aBsiHE Ha pacTeXxa IpH Jiela U IOHOIIIH.

C Hen3BeCTHA YecTOTA (OT HATMYHHUTE JJAHHU HE MOXE Ja OB/ HallpaBeHa OICHKA Ha 9eCTOTaTa)
. 3aMBIJICHO 3PEHUE

H3noJ3BaHeTo HA NHXAJIATOPHM KOPTHKOCTEPOHAH ¢ BUCOKA /1032 32 NPOABJKHTETHO BpemMe
MO’Ke B MHOTO PeIKH CJIy4au 1a NPUYUHU e(eKTH BbPXY OPraHu3Ma;

. npobieMu ¢ QyHKIMOHUPAHETO Ha HAOBOPEUHUTE JKJIe3H (afpeHanHa cynpecus)
o HaMaJlsiBaHe Ha KOCTHATa MUHEpaIHA TUTbTHOCT (M3THHSIBAaHE HA KOCTUTE)
. NOMBTHSBaHE Ha JICIINTE Ha OUYNTE (KaTapakTa).

Trimbow He ChAbpPiKa BUCOKA J03a NUHXAJIATOPCH KOPTUKOCTEPOUJ, HO Bamwsr JICKAap MOKE a UCKa
OT BpEMC Ha BPEMC [1a U3MEPBA HMBATA Ha KOPTU30JI B KPBBTA Bu.

CrnieiHUTE HEXKETAaHU PEAKIMU CHIIO MOTAT J1a Bh3HUKHAT IPU BUCOKA 71032 HHXAJIATOPHU
KOPTHKOCTEPOHIX 32 TPOIBIDKUTEIHO BpEMe, HO YECTOTaTa € HeM3BECTHA (OT HATMYHUTE TaHHU HE
MOJKe Ja ObJle HalpaBeHa OIICHKA Ha YeCTOTaTa) KbM MOMECHTA!

° Jlenpecus

° TPEBOXKHOCT, HEPBHOCT, IPEBH30Y/1a HITH pa3pa3HEeHNE.

Te3u cbOUTHS € TT0-BEPOSATHO Jla Bb3HUKHAT MPH JICIIa.

Chol0maBaHe Ha HeKeJIaHU peaKInu

AKO TIOITyYUTe HIKAKBU HEKEJaHH JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nekap wiu GpapmarnesnT.
ToBa BKIIFOUBa BCUYKH Bh3MOKHH HEOTIMCAHU B TA3U JINCTOBKA HEXKEJIAHU peakiuu. MoxkeTe ChIIo Aa
CHOOIINTE HEKEIAHU PEaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, IOCOYCHA B
Ipunoxxenne V. Karo cro0miaBare HeXKeTaHH PEaKIH, MOXKETE Ja TaZeTe CBOSI IPHHOC 32
MoJTydaBaHe Ha MoBeue HH(PpOpManns OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Trimbow

I[a CC CbXpaHsBa Ha MACTO, HCAOCTHITHO 3a ACHA.
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He u3non3BaiiTe ToBa JIekapcTBO Clie]] CPOKa Ha TOTHOCT, OTOEINsA3aH BhPXY €THKETa H KapTOHEHATa
omnakoBka cien ,,EXP” u “T'omen go:“. CpokbT Ha TOTHOCT OTTOBaps Ha MTOCICTHHUS ACH OT TOCOUYCHIS
Mecell.

Ja He ce 3ampa3siBa.
Ja ue ce m3mara Ha Temnepatypu Hag S0°C.
He npoOuBaiite ommakoBkaTa 1o HaJsraHe.

IIpedu omnyckane:
Ja ce cpxpansiBa B xsagmwiHuk (2°C-8°C).

Cned omnyckaue (nonyuaeane Ha iekapcmeomo om Bawusa papmayeem):

OmnakoBka oz Hamsirane cse 120 (oT enuHUYHA

WIN TPyIoBa onakoBka) 1 180 BOpBCKBaHHSA: CexpansBaiite nHxanatopa rnos 25°C Hali-MHOTO
4 mecena.

He u3xBbprsiiTe nekapcTBara B KaHAIM3AMATA UM B KOHTEHHEPA 3a TOMAIIHU OTHAAbIIN.
ITormuatiTe Bammus dhapmarieBT Kak J1a U3XBBPIISITE JIEKApCTBATa, KOUTO Beue He m3mo3Bare. Te3un
MEpKH III€ CIIOMOTHAT 3a OTa3BaHe Ha OKOJHATa Cpefa.

6. CL)]mealme Ha onmaKoBKaTa M JO0NNbJHUTEC/IHA mldmpMamm

Kakso cpabp:ka Trimbow
AKTHBHH BeIIeCTBa: OCKIIOMETa30HOB JIUITPOITUOHAT, (POPMOTEPOIIOB (yMapat AUXUAPAT U
TJIMKOITUPOHUYM.

Bceska noctaBena no3a (o3ara, KOATO U3/IK3a OT MyHJIIIYKa) ChIbpKa 87 MUKporpama
OCKJIOMETa30HOB JUMPONHOHAT, 5 MEKporpama GopMoTepoioB pyMapar TuXuapar u 9 MuUKporpama
TITUKOMUPOHUYM (KaTo 11 MUKporpaMa rIMKOITMPOHUEB OPOMHULT).

Bcesika otmepena no3a (mo3aTta, KOsSTO U3NIi3a OT BEHTHWIA) chabpxka 100 MukporpamMa GeKIoMeTa30HOB
JUIPOITUOHAT, 6 MUKporpama gopmoTteposioB pymapar auxuapat u 10 MUKporpama riIuKOMTUPOHUYM
(xato 12,5 Mukporpama riiMKOMMPOHHEB OPOMUI).

Jlpyru cbCTaBKH: O€3BOICH €TAHOM (BHXKTE TOUKA 2), XJIOPOBOJIOPOAHA KUCEINHA, IIPOIIEIICHT:
HOp(IypaH.

ToBa nekapcTBO Chabpika (GIyopchIbpKally MapHUKOBH Ta30Be.

Bceku nnxanarop cbe 120 BpbsckBanus cbabpika 10,37 g Hopdaypan (HFC-134a), choTBeTcTBaI/H
0,015 Tona CO; ekBuBajeHT (MOTEHIMAN 3a TI00anHO 3aromsiHe (global warming potential, GWP) =
1430).

Bceekn unxanarop cbe 180 BupbckBanus ceaspika 14,259 g Hopdaypan (HFC-134a), chorBeTcTBaI/un
0,02 Tona CO; exBuBaneHT (TIOTSHIIMAI 3a I00aNHO 3atoruistue (global warming potential, GWP) =
1430).

Kaxk m3rne:xxna Trimbow u kakBo cbAbpika OIaKOBKaTAa
Trimbow e pa3TBOp MoJ HajIsraHe 3a MHXaJalHs.

Trimbow ce npejiara B onakoBKa Mo/ Hajsrane (QlyMHHUI C IOKPUTHE), C T03UPAI BEHTHUII.
OmnakoBKara 1moJ1 HaJIsiraHe € IIOCTaBeHa B IUIACTMACcOB MHXaaTop. Toil BKIIOYBAa MYHALIYK, CHa01eH
C IJIacTMacoBa Mpe/a3Ha Kanayuka, | J030B Oposiu (ormakoBKU che 120 BIpbCKBaHUS) UK J1030B
WHAUKATOD (OmakoBKH che 180 BIpBHCKBAHUS).

Bcesika onakoBka chabpKa €HA ONAKOBKA MOJ] HAATaHe, ocurypsisama 120 BnpbCKBaHUS WIN
180 BpbckBanus. OCBEH TOBA MMa TPYIIOBU OMAKOBKH, Chbpkaiin 240 BpbcKkBaHUs (2 OMaKOBKH
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moJ| Hajsrane ¢be 120 BupbckBanus Beska) win 360 BupbckBanus (3 OMAaKOBKY MO HAJIATAHE ChC

120 BupbCKBaHUS BCAKA).

He Bcuukn BHOOBEC OIMAKOBKH MOTIarT Ja 6T>I[aT IIyCHATU Ha I1a3apa.

IpuTexartes HA pa3pelIeHHETO 32 yNoTpeda

Chiesi Farmaceutici S.p.A.
Via Palermo 26/A

43122 Parma

HUranus

IIpousBoauTe

Chiesi Farmaceutici S.p.A.
Via San Leonardo 96
43122 Parma

Uramus

Chiesi SAS

2 rue des Docteurs Alberto et Paolo Chiesi
41260 La Chaussée Saint Victor

®panHuus

Chiesi Pharmaceuticals GmbH
Gonzagagasse 16/16
1010 Wien

ABcTpus

3a AOMBIHUTENTHA HH(POPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpE/ICTABUTEN Ha MPUTEXKATEIIS Ha pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien
Chiesi sa/nv
Tel/Tel: + 32 (0)2 788 42 00

Bbbarapus
Chiesi Bulgaria EOOD
Ten.: + 359 29201205

Ceska republika
Chiesi CZ s.r.o.
Tel: + 420 261221745

Danmark
Chiesi Pharma AB
TIf: + 46 8 753 35 20

Deutschland
Chiesi GmbH
Tel: + 49 40 89724-0

Eesti
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Lietuva
Chiesi Pharmaceuticals GmbH
Tel: + 4314073919

Luxembourg/Luxemburg
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

Magyarorszag
Chiesi Hungary Kft.
Tel.: + 36-1-429 1060

Malta
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

Nederland
Chiesi Pharmaceuticals B.V.
Tel: + 31 88 501 64 00

Norge
Chiesi Pharma AB
TIf: + 46 8 753 35 20
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E)\ado
Chiesi Hellas AEBE
Tnk: +30210 6179763

Espafia
Chiesi Espafia, S.A.U.
Tel: + 34 93 494 8000

France
Chiesi S.A.S.
Tél: + 33 147688899

Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: + 39 0521 2791

Kvmpog
Chiesi Farmaceutici S.p.A.
TnA: +39 0521 2791

Latvija
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Polska
Chiesi Poland Sp. z.0.0.
Tel.: + 48 22 620 1421

Portugal
Tecnifar- IndUstria Técnica Farmacéutica S.A.
Telephone number: +351 210330700

Romania
Chiesi Romania S.R.L.
Tel: + 40 212023642

Slovenija
Chiesi Slovenija d.o.o.
Tel: + 386-1-43 00 901

Slovenské republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20

Sverige
Chiesi Pharma AB
Tel: +46 8 753 35 20

I[ara Ha MOCJICAHO MpepasrjackaaHe Ha JTJUCTOBKAaTa .

JApyru n3rouHunu Ha nHGopManus

ITonpoOHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpomnelickara areHIus

o JiekapcrBata https://www.ema.europa.eu.
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JlucroBka: undopmanus 3a norpeduTeNs

Trimbow 172 mukporpama/5 MmukporpamMa/9 MuKporpamMa pa3TBop Nnoj HAJIATraHe 32 HHXAJAIHs
OEKJIOMETa30HOB JUMPONHOHAT/(POPMOTEPOIIOB (hyMapaT IMXUAPAT/TIUKOIHPOHIYM
(beclometasone dipropionate/formoterol fumarate dihydrate/glycopyrronium)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeIH 12 3all0YHETE 12 U3IM0J13BaTe TOBA

JIEKApPCTBO, Thil KaTO TA ChABLP:Ka BaxkHa 3a Bac undgopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe 1a c€ HAIOXKH J1a s IPOUYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIHA BBIIPOCH, MonuTaiiTe Bamus nekap wiu gapmarieBt.

- ToBa nekapcTBo € npennucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To moxke
Jla UM HaBpeIIY, HE3aBUCHMO Ue MPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyYuTe HAKAKBU HEXEJIaHU PEaklluy, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIIOYBA ¥ BCUYKHU Bb3MOKHU HEKEJIAHU PEaKIMHU, HEOMTMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npescrasnssa Trimbow 1 3a KakBO ce U3I0JI3Ba
Kaxkso Tps6Ba na 3Haere, npean na umnon3Bate Trimbow
Kaxk na n3nonssare Trimbow

BB3M0XHU HEXKETaHU PEaKIUU

Kak ma cexpansBare Trimbow

ChabpkaHue Ha ONIAKOBKATA U JOMBIHUTEIHA HHPOPMAITUS

ourLNE

1. Kakso npencrasiasBa Trimbow u 3a kakBo ce H3M0J13Ba

Trimbow e JICKapCTBO 3a HOZ[O6p§IBaHe Ha IMIIAHETO, KOETO ChAbprKa TPUTEC AaKTHBHU BEIIICCTBA:

. OEKJIOMETa30HOB JUIIPOIHOHAT,
o dhopmMoTeposioB pymapar AUXUIpaT u
o TITUKOTTHPOHHYM.

bexknoMeTa30HOB AUIIPONMOHAT MPUHAIIICKN KbM I'pyIIa JIEKapCTBa, HAPEUECHH KOPTUKOCTEPOUIH,
KOMTO JeCTBAT 32 HaMaJIsIBaT OTOKA U JIpa3HeHeTo B Oenute Bu npobose.

DopMOTEpOIT U TTUKOTIMPOHUYM Ca JIEKapCTBa, HApEUeHH IBJITo/eiicTBan i OpoHxoanaararopu. Te
JIEACTBAT MO pa3IMYHU HAUMHU 32 OTIYCKaHE Ha MYCKYJIUTE B IUXATEIHUTE IIBTHUINA, KATO TTOMarar 3a
pa3IIUpsBAHETO HA TUXATEIHUTE IBTUINA U BU 1aBaT BE3MOXKHOCT J1a AUIIATE MO-JIEKO.

Pe1oBHOTO JIeUeHHE ¢ TE3U TPU aKTUBHM BEIISCTBA [TOMara 3a 00JieKuaBaHe U IPEJ0TBPaTSIBaHE Ha
CUMITOMH KaTO 33]yX, XPUIIOBE M KAIIUTHIIA TIPY BH3PACTHU MALUEHTH ¢ OOCTPYKTUBHO OEII0APOOHO
3a00IIsIBaHeE.

Trimbow ce u3moma3sa 3a PECAOBHO JICUCHUC HA A4CTMa IPU Bb3PACTHU.

Trimbow Moke 1a Hamau 000CTpsIHUATA (MPUCTHIINTE) HA CAMITOMHUTE Ha acTMa. AcTMmara ¢
CEPUO3HO, TPOABIDKUTEITHO 3200JIIBaHe, TIPU KOETO MYCKYJIUTE OKOJIO INXATEITHUTE ITbTUIIA Ce
cBUBaT (OPOHXOKOHCTPUKITHUS ), IOTYBAT C€ M C€ Bh3NaIABaT (Bb3nasieHue ). CUMITOMUTE CE TOSIBIBAT
M U3Y€3BaT U BKIIIOYBAT 3aJlyX, XpHUIIOBE, CTATAHE B I'bPAUTE U KalllJIUIIA.

Tps6Ba ga nznon3sate Trimbow BCekH JeH, a HE caMO KOraTo UMaTe mpoOIeMu ¢ AUIIaHETO MU
JIpyT¥ CHMIITOMH Ha acTMa. ToBa I1ie rapaHTHpa, 4e JIEKapcTBOTO KOHTpOJIMpa MpaBwiiHo BamaTta
actMma. He m3nomn3Baiite ToBa ekapcTBO 3a 0OJIeKYaBaHe Ha BHE3AICH MPUCTHII HA 3a{yX WIN
XPHIIOBE.
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2. KakBo TpsiOBa 1a 3HaeTe, npeau Aa u3noassarte Trimbow
He n3nomasBaiite Trimbow

AKO cTe aJlepruyHy KbM OCKIIOMETa30HOB JUIIPOITMOHAT, POPMOTEPOIIOB (pymMapar TUXUIPAT H/UITH
TITUKOMUPOHUYM, HJIH KbM HSAKOSI OT OCTaHAJIHMTE ChCTABKH HA TOBA JIEKApPCTBO (M30pOCHHU B TOYKA 6).

IlpenynpesxaeHust U MpeanasHu MePKH

Trimbow ce H3MmoI3Ba KaTo MOIbPIKAII0 JICUeHHE Ha OOCTPYKTHBHO OenoqpoOHo 3abonsBane. He
W3II0JI3BAMTE TOBA JICKAPCTBO 32 JICYCHNE Ha BHE3AIICH IPUCTHIT HA 3a/IyX WM XPUIIOBE.

Axo numanero Bu ce Biomm

AKO pa3BHeTe BIOIIABAII CE 3aIyX WM XPUTIOBE (IUIIaHE ChC CBUPKAII 3BYK), HETIOCPEICTBEHO CJIET
WHXAJIMPaHEeTo Ha BaieTo ekapcTBo, cripeTe Jia H3Mo3BaTe nHxaigaropa ¢ Trimbow u He3abaBHO
u3MoBBaiTe Bamus naxanaTop ¢ 0bp30aercTBAaIIo ,,001eKkuaBamio” sekapcTBo. TpsaOBa BeqHara ia
ce cBbpkeTe ¢ Baius nekap. Baiusr jiekap 1ie oneHd cuMntoMute Bu v ako € Heo0X01uMo, MOXKe
Jla 3aTI0YHETEe APYTO JICUeHHUE.

Bwxre cbiio Touka 4 ,,Bb3M0KHY HEXETaHHU PEAKIIHH " .

Axo 6esonpodHoTo B 3a00i1s1Bale ce BIOIIH

Ako cumnromute B ce BiomIaT WM TpyIHO ce KOHTPOJIUPAT (HAIIPUMEP aKo WU3II0JI3BATE OT/ICIICH
WHXAJIaTop ¢ ,,00JIeKuaBaIo‘ IeKapCTBO MO-YECTO) WIH aKo ,,00JIeKJaBanioTo" JeKapcTBO HE
nmogoOpsiBa cumnTomute By, BemHara nocerere Bamms nexap. Bamero 6emoapodHo 3a00saBaHe MOXKE
Jla ce BIIOIIaBa ¥ MOKE J1a C€ HaJIOXKHU Bammsar nekap na Bu npennuiie apyro jgeueHue.

T'oBopere ¢ Bamug nekap ninn dapManesT, opean aa usnonassare Trimbow:

. aKo UMaTe HIKAKBU CHPICYHH MPOOIEMHU, HAIpUMEp CTeHOKapaus (ChpaedHa Oonka, Ooika B
BpAUTE), CKOPOILEH ChpAcUeH yaap (MH(papKT Ha MHOKapa), ChpledHa HEAOCTaTbYHOCT,
CTECHSIBAHE HAa apTEPHUTE OKOJIO CHPIIETO (KOPOHApHA OOJIECT Ha CHPLETO), 3200JIsIBaHE Ha
CBHPJCYHUTE KJIAIM WM KAKBUTO U Ja OWIJIO IPYTH OTKJIOHEHHUSI, CBBP3aHH ChC CHPIETO, WIIN aKO
umare 3a00Js1BaHe, U3BECTHO KaTO XUNEPTpopuyHa 0OCTPYKTUBHA KapIMOMHUOIIATHS (M3BECTHA
u kato XOKMII - 3ab6omnsiBane, IpH KOETO CHPJCYHHUAT MYCKYJI € YBPEJICH);

o aKo MMaTe HapylIeHUs Ha ChbPJEYHUS PUTHM, KaTO HAIPHIMEP HETIPaBWIIEH ITYJIC, yCKOPEH ITyJIC
WIn cepuedueHe, i ako ca Bu ka3zBanu, ue B enekrpokapauorpamara Bu (EKT') uma
OTKJIOHEHHUS,;

o aKO MMaTe CTECHSIBAHE Ha apTepuuTe (U3BECTHO KAaTO apTEPUOCKIIEPO3a), aKO UMATE BUCOKO
KPBBHO HAIATaHE WM aKo UMaTe aHeBpu3Ma (00JIeCTHO W3yBaHe HA CTEHATa Ha KPhbBOHOCEH
Chl);

o aKo MMaTe XUIePaKTUBHA IIUTOBUIHATA KJIE3a;

. aKo MMaTe HUCKH HHBA Ha KaJuii B KpbBTa (Xunokainuemust). Kombunanmsara va Trimbow ¢

HSIKOM APYTH JEeKapcTBa 3a 0es101poOHO 3a00IsIBaHE WIIH JIEKAPCTBA KaTO AUYPETULH
(J1exapcTBa 3a OTBO/IHSBAHE HA OpraHM3Ma 3a JIeUeHHE Ha ChPACYHO 3a00IIIBaHe WM BUCOKO
KPBBHO HaJIATaHE) MOKE J1a MPUYMHHU PSI3KO CllaJjaHe Ha HUBOTO Ha Kanuii B KpbBTa. [1o Tasu
npuurHa Bammst nekap Moske a ucka 1a M3MepBa HUBaTa Ha Kajiuil B KpbBTa Bu oT Bpeme Ha
BpEME;

. aK0 UMaTe HIKaKBO 3a00JIsiBaHE HA YePHUS JIPO0 MU OBOperuTe;
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o ako nMmare auadet. Bucokure 1031 HopMOTEpO MOTAT Ja MOBUIIAT KpbBHATAa Bu 3axap u
3aTOBa MOXeE J]a C€ Hajara Jia paBUTe JOMBITHUTEIIHU KPhBHH U3CIICABAHUS 32 IPOBEPSBAHE HA
KpBBHATA 3axap, KOraTo 3alo4Bare yrnorpedara Ha TOBa JISKApCTBO, H OT BpeMe Ha BpeMe B
X0/Ia Ha JICUCHHUETO;

o aKo MMaTe TYMOp Ha HaJOBOpEYHUTE JKJIe3U (M3BECTEH KaTo (hEOXPOMOIIUTOM);

o ako e Bu Oblie mpaBeHa ynoiika. B 3aBucuMocT 0T BHIa Ha yroiikaTa, MOKe Jia Ce HaJIOXKH Jia
crnpete na uanon3sare Trimbow 3a Hali-mManko 12 yaca npenu TOBa,

o aKo ce JIKyBaTe MM HSKOTa CTe ce JIeKyBaJu 3a Tyoepkyio3a (Th), unu ako umare nngexnus B
TPBIHUS KOIIL;

o aKo MMaTe MpoOJIeM C OUMTE, HApEUEeH TECHOBI'bJIHA ITIAyKOMa;
. aKo MMare 3aTPyAHEHO YPUHUPAHE;
. aKo “MaTe MH(EKUUs Ha ycTaTa Wik I'bPIoTo.

AKo HAKOE OT TOpHUTE Baxku 3a Bac, yBenomere Bamus nekap, npenu na nsnonssate Trimbow.

AKO MMaTe WK CTE MMaJIl KaKBUTO U J1a OMJI0O MEAUIMHCKY IPOOJIEMH WK aJIEpTHH, UM aKO HE CTe
CUTYpHH Jalli MOKeTe Aa u3nonssare Trimbow, roBopete ¢ Bamus nexap winu hapManeBT, npeau aa
M3II0JI3BaTe MHXaJaTopa.

Axo Beue n3nonssare Trimbow

Ako usnon3pare Trimbow Wi BUCOKH JI03H APYTH UHXATATOPHUA KOPTUKOCTEPOUIH 32
MPOABIDKUTEITHH TISPUOIH OT BPEME U TIOMIAHETE B CTPECOBA CUTYaIUs (HAIp. aKO CTE IMPUETH B
OOJHMIIA Clle]] MHIIMACHT, UMaTe CEPUO3HO HApaHABAaHE WM TIPEIH ONepalius), MoXKe Aa uMaTe Io-
rojisiMa HyJia OT TOBa JIEKapcTBO. B momo0Ha cutyarms Moxe Ja ce Hallo)Ku Bammsr iekap ia
YBEJIUYH J103aTa HA KOPTUKOCTEPOUIUTE, 32 a CE CIIPaBUTE ChC CTpeca, U MOXKE J1a TU MPEAMHUILE MO/
(hopmMara Ha TaOJCTKU WU HHXKEKIIUH.

Cebpikere ce ¢ Bammst nmekap, ako mMaTe 3aMbITICHO 3pSHUE WIH IPYTH 3PUTEITHH CMYIIICHHUS.

Jlena u roHOIIM
He nagaiite TOBa 1ekapcTBO Ha Jielia M FOHOIIM Ha BB3pacT A0 18 roguHm.

HApyru gexapersa u Trimbow

Tpsi6Ba na kakeTe Ha Barms jekap win papMaieBT, ako MIPUEMaTe, HACKOPO CTE IPUEMATH WUITH €
BB3MOJXKHO JIa TIpueMaTe JpyTH JieKapcTBa. ToBa BKIIFOUBA JIEKapCTBa, Mo00HN Ha Trimbow,
U3II0JI3BaHM 32 OenoapooHoTO BH 3a00sBaHe.

Hsxom nekapctBa Moxke 1a yBenudar edekra Ha Trimbow 1 Bammsr nexkap moxe Ja novcka na Bu
HpocIesiBa BHUMATEITHO, aKO IIpHeMaTe TaKUBa JIEKapCTBa (BKIFOUUTEIHO HAKOH JIEKAPCTBA TIPH
XUB: putoHaBup, KOOUIIUCTAT).

He u3nosn3Baiite ToBa JiekapcTBO B KOMOMHAIUS ¢ 0eTa-0J10Kep (M3MOI3BaH 3a JISYCHHE Ha HIAKOU
CBpJICYHH TPOOJIEMHU KaTO CTEHOKApAXs HJIM 3a MMOHIKaBaHE Ha KPBBHOTO HAJIATAHE), OCBEH aKO
Bammsr nekap He e n3dpain 6eta-610kep, KOiTo He moBnusaBa qumanero Bu. bera-Onokepute
(BriTrOUMTENHO OeTa-010Kepu 1o popMaTa Ha KaIlky 32 O4M) MOTaT Jja HaMaJsIT epeKTHTE Ha
(hopMoTeEpoOI MK 1a HAIPaBAT Taka, 4e TOH Ja He AeiicTBa n300mo. OT qpyra cTpaHa, H3IMOI3BAHETO
Ha JIPYTH JISKaPCTBa, ChIbpxkKally 0eTa2-aroHUCTH (KOUTO JIEHCTBAT IO ChINUS HAYWH KaTO
(hopMOTEpOIT) MOKE Jla YCHITU €PEKTUTE HAa POPMOTEPOIL.
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Yuorpebara Ha Trimbow 3aenHo c:

. JIeKapCcTBa 3a JICYCHUE Ha

- HENpaBWJICH CHPJICYCH PUTHM (XUHHIUH, TU30THPAMHUI, IPOKAaUHAMHU]),

- aJepruyHU peakiuu (aHTUXUCTAMHHN),

- CHUMNTOMH Ha JENpPEecus WIN YMCTBEHH 3a00IABaHNsA, KATO HAIIPUMEDP HHXUOUTOPH Ha
MOHOAMHHOOKCcH 1a3aTa (HanpuMep (HEHEI3HH U U30KapOOKCa3HI), TPUITUKITHIHI
AHTHJISTIPECAHTH (HApUMEpP aMUTPUTITIIIMH ¥ UMUTIPAMUH) U (DeHOTHA3HHU

MOJKE J1a JOBeaT 0 HAKOW IMTPOMEHH B enekTpokapauorpamara (EKI, enextpudecku 3amuc Ha

chpueto). Te Moke ChIO Taka /1a OBUIIAT PHCKA OT HAPYUICHHS HA ChPACYHUS PUTHM

(KamMepHM apUTMHN).

. JIeKapcTBa 3a jeueHune Ha 6osect Ha [lapkuHCOH (JIeBo101a), 32 IeUeHNE Ha XUITOAKTHBHA
ITUTOBHJIHA XKJIe3a (JICBOTUPOKCHH), JICKAPCTBA, ChIABPKAIIN OKCUTOIUH (TIPUINHIBAII]
MaTOYHH KOHTPAKIIMH) M aJIKOXOJI MOKE J1a TIOBUIIIAT BEPOATHOCTTA 3a HEXKENAHU PEeaKIUy Ha
(hopMOTEPOIT BEPXY CHPIIETO.

o WHXUOUTOPH HAa MOHOaMHHOOKcHa3aTa (MAO-HHXHOUTOPH ), BKIFOUUTEITHO JICKAPCTBA C
MoT00HU CBOMCTBA KaTo (hypa30JIMIOH U IPOKapOa3nH, U3MOJI3BAHY 32 JICUCHUE Ha YMCTBEHU
HapyIIEeHHs, MOXeE J1a JIOBEIAT J10 MIOBHIIIABaHe Ha KPHBHOTO HAJISITaHE.

. JIeKapcTBa 3a JICYEHUE Ha ChPICYHO 3a00ABaHe (AMTOKCHH) MOXKE Ja MPUYHMHY ClIalaHe Ha
HHUBOTO Ha KaJui B KpbBTa Bu. ToBa MOe J1a MOBUILIKM BEPOSATHOCTTA 33 HAPYIIEH ChP/IEUEH
PUTBM.

. JIPYTH JIEKapCTBa 3a JIeYeHne Ha OOCTPYKTHBHO Oe10jpoOHO 3abosBane (TeommH,

aMUHOQIIUH WX KOPTUKOCTEPOUIN) U INYPETUIH CHILO MOXKE J]a IPUIHMHSAT ClialaHe Ha
HUBOTO Ha KaJIUH.

° HAKOW aHECTECTHUIUM MOXXE a NOBHUIIAT pUCKa OT HAPYIICH CbPACYCH PUTHM.

. Jucynupam - IekapcTBO, U3MOJI3BAHO MTPH JICUCHUE HA XOpa C ATKOXOIU3bM, HITH
METPOHH/Ia30J1 - QHTUOMOTHK 32 JICUCHNUE HAa MH(DEKIMH B OpPTaHU3Ma, MOXKE J1a IPUIHHST
HEXeJTaH! peaknuu (Hamp. TaJcHe, MOBPbIIaHe, 00IKa B CTOMaxa) BCICICTBHE Ha MaJIKOTO
KOJIMYECTBO aJIKOX0J] B Trimbow.

BpemMenHocT u KbpMeHe
AKo cTe OpeMeHHa WIN KbPMHTE, CMATATE, U€ MOXKE J1a CTe OpeMeHHa WIIH IJIaHupaTe OpeMEeHHOCT,
MOCHBETBalTE ce ¢ Bamms nekap win apmaneBT npeau ynorpedata Ha TOBa JEKapCTBO.

Tps6Ba na n3non3pare Trimbow 1o BpeMe Ha OPEMEHHOCT, caMmo ako Barmust siekap Bu € mochBeTBan
Jla TO HaIpaBHUTe. 3a MPeNOYNTaHe € J1a ce n30sATBa ynorpebata Ha Trimbow mo BpeMe Ha paxkaaHe
Mopajy moTuckamuTe eheKTu Ha POPMOTEPOIT BHPXY MATOUYHUTE KOHTPAKIIUH.

He tpsi6Ba na usnonspare Trimbow B nmepuoja Ha kbpMeHe. Bue u Bamusrt nekap TpsiOBa 1a B3eMere
pelIeHre 1aju J]a MPEYCTaHOBUTE KbPMEHETO WIIH Ja MTPEYCTAHOBUTE/HE MPUIIOKUTE TEPAIHSITA C
Trimbow, kaTo ce B3eMaT MpeIBUJI OI3aTa OT KbPMEHETO 3a BaireTo fete u monsara ot Tepanusra 3a
Bac.

lodupane u padora ¢ MAIIUHU
Mauko BepositHO € Trimbow f1a moBiusie crmocoOHOCTTA 32 modupaHe U padoTa ¢ MalIWHU.

Trimbow cbabpaxa eTaHOJI

Trimbow cpappika 8,856 mg ankoxou (eTaHOI) BB BCAKO BIIPBCKBAHE, KOETO € CKBUBAJICHTHO Ha
17,712 mg Ha 1032 OT JABe BOPhCKBaHUA. KoIu4ecTBOTO B JIBE BIIPHCKBAHMS OT TOBA JICKAPCTBO €
€KBHBAJICHTHO Ha TIO-MaJKo OT 1 ml BUHO miu Orpa. ManKoTo KOJIMYECTBO alIKOXOJI B TOBA JIEKAPCTBO
HSIMa J]a UMa HAKaKBH 3a0€eKUMH €PEeKTH.
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3. Kak n1a n3nonzsare Trimbow

Bunaru u3non3saiiTe ToBa JISKapCTBO TOYHO KakTo Bu e kazan Bammsr nekap wim gpapmanieBT. AKO
HE CTe CUTYPHHU B Helllo, monuTaiite Bamus nekap winu gpapmaresT.

HpenoquI/ITenHaTa [03a € IBC BIPBHCKBAHUA CYTPUH U ABC BIIPBCKBAHUS BEUCD.

He uznon3paiiTe mo-Bucoka j103a oT Ta3u, KoATo Bamust nexkap Bu e kazai.
Tps6Ba na nsnonseare Trimbow BCeKH JICH, TOpU KOTAaTO acTMara He Bu npuunHsaBa mpobiemu.
He uznon3paiite TOBa JIeKapcTBO 32 00JEKYaBaHE HA BHE3AICH MPUCTHII HA 331X UM XPUIIOBE.

AKo cMmsTaTe, 4e JIEKapCTBOTO HE € MHOTO e)eKTUBHO, TOBOpeTe ¢ Barmms nexap.

AKO TIpe/iv CT€ W3IOJI3BAIH APYT HHXAIATOP, ChIIbPIKAII OEKIOMETa30HOB TUIIPOIIMOHAT, TIOMOJIETE
Barvist iekap 3a ChBET, Thif KaTo epeKTHBHATA 1032 OEKIIOMETa30HOB JUIPOIHOHAT B Trimbow 3a
JiedyeHure Ha Baiero o0cTpyKTHBHO 0eitoipo0HO 3a00/siBaHe MOXKE Jla € TIO-HUCKA OT Ta3u MPHU HIKOU
JIPYTH UHXATATOPH.

II'LT Ha BBBEKIaHe

Trimbow e mpeHa3HAaYeH 32 HHXAJIATOPHO NPUIIOKECHHE.

TpsOBa ga nHXaTMpaTe JIEKAPCTBOTO MPE3 yCTaTa U Taka JeKapCTBOTO OTHBA AUPEKTHO B Oenute Bu
Jpo0OoBe.

ToBa JICKApCTBO € NOCTAaB€HO B OINAKOBKA IO HAJIATAHE B INIACTMACOB MHXAJIaATOp ¢ MYHIIIYK.

Trimbow ce npejiara B €IMH BUJI OTIAKOBKA!
. OITaKoBKa, ocurypsBaiia 120 BIpbCKBaHUS

Ha 3annaTta yact Ha MHXanaTopa UMa Oposid, KOMTO MOKa3Ba KOJIKO 03U ocTaBaT. Beeku nbT, Korato
HAaTHCHETE OIAaKOBKaTa I10]] HaJIAraHe, ceé 0CBOOOXK/IaBa BIPBCKBAHE OT JEKApPCTBOTO U OpOSUBT
oTuuTa equH Opoit mo-manko. [locrapaiite ce na He M3IMycKaTe MHXAIATOPA, Thil KATO TOBA MOXE J1a
JIOBeie 10 OTOposiBaHe OT Oposda.

TecTBaHe HA HHXAJIATOPA

[Ipenu na n3non3BaTe HHXAIATOPA 332 IBPBU BT, TPsIOBA J1a IO TECTBATE IO CJICAHUS HAYMH, 3a J]a Ce

yBepuTe, ue pabotu godpe.

1. [TpoBepeTte manu 7030BUST Oposiy oTymta 121.

2 Cpasiere npennasHara Karnadka OT MyHJIIYKa.

3. JpBxTe nHXanaropa u3lpaseH, ¢ MyHALIYKa OTAO0IY.

4 Hacovere MmyHIIyKa BCTpaHu OT cebe CH M CHIIHO HaTHCHETE ONaKOBKaTa M0/ HAJIATaHe, 3a Ja
0CBOOOIUTE €THO BIPHCKBAHE.

5. IIpoBepeTte m030BHsS OpOsTd. AKO TeCTBAaTEe MHXAJIATOPA CH 32 ITEPBHU BT, OPOSYBT TPSOBA 12
OTYHTA!

120
- Ipu ynoTpeda Ha omaKkoBKa
c¢bC 120 BIphCKBaHUS

A030B
BPOSAY
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Kak na uznoJsizBare Bamus nnxaaarop
CroiiTe U3NpaBeHN WIH CEAHAIHN B U3MIPABEHO MOJIOKEHHNE, KOTaTo MPaBUTE WHXAJAIHsL.
BAXHO: He u3nbiHsBaiiTe cThIKK 2 70 5 MpeKaleHo Obp30.

~ > - 1 - =
[} r r T
T \ ) ) 3
e 5
Sy )
1 2 3 4 5
1. CaasleTe npe/nasHara Karnadka OT MyH/IIIyKa U IPOBEPETE Jalk MYHIIIYKBT € YUCT M HsIMa

npax U 3aMbpCsBaHUsL.

Wzanmaiite 6aBHO M KOJKOTO € BB3MOKHO HO-ITBJIHO, 32 J1a U3MIpa3HUTe OenuTe cu Ipodose.

3. JppxTe nHXamaTopa U3MpaBeH ¢ MyHIIyKa Hal0JTy W IOCTaBeTe MyHAIyKa MEeXIy 360UTE CH,
0e3 na ro 3axamnBarte. Clie TOBa IIOCTABETE YCTHUTE CH OKOJIO MYH/IIYKA, 8 €3UKbT J1a JIEKH
noJ Hero 0e3 1a ce mperbaa.

4, Bawumaiite 6aBHO U TBHJIOOKO MpeE3 yCTaTa CH, 3a JIa U3ITBIHUTE OSITUTE CH JPOOOBE C BB3AYX
(ToBa TpsaOBa ma cTaHe 3a oKoJo 4-5 cexyHAM). Beanara cies 3armo4Bane Ha BAWIIBAHETO,
CHJIHO HAaTHUCHETE HAJ0JIy TOPHATa YacT Ha OMAaKOBKaTa IO HAJIATaHe, 3a a 0CBOOOIUTE €IHO

N

BIIPBHCKBAHE.

5. 3aapBKTe IbXa CH KOJIKOTO € BE3MOXKHO IO-IBJITO U HaKpas M3BajJieTe MHXajaTopa OT ycTaTa
cH ¥ m3nuIaiite 6aBHo. He m3aumBaiite B MHXaaTopa.

6. [IpoBepeTe nanu K030BUAT OpPOSTY € OTOPOWII C €THO BIIPHCKBAHE ITO-MAJIKO.

3a BTOPOTO BIPBCKBAHE, 33APHKTE MHXAIATOPA B U3MPABEHO MOJIOKEHHUE 32 OKOJIO MUHYTA, CJIE] TOBA
MOBTOPETE CTHIKU 2 110 5.

Axo BmKIaTe ,,MbIia" 1a U3K3a OT TOPHATA YacT Ha MHXAJIaTopa WK OT BIVINTE Ha ycrata Bu, ToBa
o3HadaBa, ye Trimbow HsiMa 1a monanHe B Oenure Bu npodose kakTo TpsOBa. Hampasete ome enHO
BIIPbCKBaHE, KaTO CJIC/BAaTe YKa3aHHUSTA, 3aII0YBAHKH OTHOBO OT CTBIIKA 2.

CJ'IG,I[ yrIOTpe6a IMMOCTABCTC MPEATIa3HATa KallavuKa.

3a na ce mpeAnasuTe OT rbOMYHA HHPEKIHS B yCTaTa U I'bPIIOTO, U3IUIAKBANTE ycTaTa CH WK TpaBeTe
raprapa ¢ Bojia, 6e3 1a s morabliare, Wik CH U3MHBaiiTe 3b01Te Clle/l BCSIKO M3M03BaHe Ha Bamms
MHXAJIaTop.

Koza mpsbea 0a ce 83eme HOG unxanamop

TpsOBa 1a B3eMeTe HOB MHXAJIATOP, KOraTo T030BHAT Oposid moka3Ba uncioto 20. Cnpere ia
M3II0JI3BaTe MHXAJIATOPa, KOTaTo OposdYbT rmokassa 0, Thi KaTo OCTABAIIOTO B MHXAJIATOPA JIEKAPCTBO
MO2K€ J1a He € I0CTaThUHO 32 IIbJIHO BIPHCKBAHE.

Axko umare ciab 3axBat Ha pbKaTa, MOXKE JIa € TI0-JIECHO Ja IbPKUTE WHXAJIaTopa C IBE PhIIe: APHKTE
ropHAaTa YacT Ha MHXaJlaTopa ¢ JBaTa CH MOoKa3ajiela U JoJHATa My 4acT - ¢ JBaTa majena.

Axo Bu e TpyaHO 12 H3mon3BaTe HHXANaTopa, JOKaTo 3al04BaTe J1a BAUIIBATE, MOXKETE 1a
n3non3eare cnericbpa AeroChamber Plus. [lonuTaiite Bamus nekap nin ¢papMaliieBT 3a TOBa U3JeNHe.
BaxxHo e a mpoyeTeTe IUCTOBKATa, KOSATO ce MpeaocTass c¢be cneiicbpa AeroChamber Plus, u
BHHUMATEITHO J1a CIIe/IBaTe yKa3aHMUATA 3a TOBa Kak Ja u3noi3pare crueiicspa AeroChamber Plus u xax
Jla TO TTOYKCTBATE.
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ITouncTBane Ha uaxajgaTopa Trimbow

Tps0Ba ga mouncTBaTe MHXAJIATOPA CH BEAHBXK CEAMHYHO.

1.  He usBaxjaiite omakoBKarta MoJ| HAJITaHe OT WHXAJIAaTopa U HE U3IOJI3BANTE BOJ/IA WU APYTH
TEYHOCTH 32 OYUCTBAHETO MY.

2. Caasiete npe/mnasHaTa Karnadka OT MyHAIIyKa, KaTo S U3TETJIUTE OT HHXAIaTopa.

3. W3TpwmiitTe BTpenIHaTa ¥ BHHIIHATA YAaCT HA MyH/IIIyKa M MHXAJIAaTOpa C YHCTA, CyXa KbpIa WIN
cangerka.

4, BwpHeTe kanaukara Ha MyHJIIIyKA.

AKO cTe M3NOJI3BAJIN ITOBeYe 0T HeoOxoanMmara no3a Trimbow

BaxHno e na npuemare no3ara cu kakto Bu e kazan Bamust nekap. He npeBumasalite npeanucanara
Bu no3a, 6e3 na rosopute ¢ Barms iekap.

AKO cTe U3MOI3BaJIM IOBEYE OT HeoOXoaumMaTa go3a Trimbow, MOXke 1a Bb3HUKHAT HEKEIaHH
peaKuyu, KakTo € OIMKCAHO B TOUKa 4.

TpsOBa na xakeTe Ha Bamus jgekap, ako cTe M3MoJI3BaNIY IoBeue OT HeoOxoaumara J1o3a Trimbow u
aKO MMaTe HIKOM OT Te3U CUMIITOMH. Bb3MokHO € Bamusat JICKap Aa MCKa Aa HallpaBU HAKOW KPbBHU
W3CIICIBAHUSL.

AKO cTe npomycHaJIM 1a u3noasare Trimbow

Wznon3gaiite ro BenHara oM cH CIOMHHUTE. AKO MOYTH € BpeMe 3a cienBainaTta Bu no3a, e
npueMaiTe 103aTa, KOSITO CTe MPOIyCHANIH, a IIPOCTO MPUEMETE CIIeBallaTa /1032 B IPaBUIHOTO
Bpeme. He ynBosBaiite nosara.

AKko cte cipesiu ynorpedara Ha Trimbow

Baxkno e na u3nonssare Trimbow Bceku aeH. He cniwpaiite na usnon3pare Trimbow U He HaMasIBalTe
Jl03ata, IOpH aKo ce YyBCTBaTe MOo-A00pe WK HAMaTe CUMOTOMH. AKO MCKaTe J1a ro HalpaBuTe,
yBenomere Bamus nekap.

AKO nMare HAKaKBU JOMBIHUTEIHU BBIPOCH, CBBP3aHHU C yoTpedaTa Ha TOBA JIEKapCTBO, MOMUTANTE
Bamus nexap wnn dapmarieBT.

4, B13MOKHY HeKeIaHU peakiun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a NPECAMN3BHUKA HEKCIIAHU PCaKIIUH, BBIIPEKU Y€ HC
BCCKM T' TIOJTy4aBa.

Mwma purck oT BIIOIIaBaHe HA 3ayXa M XpUIIOBETE BeAHAara ciiesi ynorpedara Ha Trimbow u ToBa e
M3BECTHO KaTo MapagokcaleH Oponxocna3bM (Moske na 3acerre Ao 1 va 1 000 mymm). Ako ToBa ce
CITy4w, TpAOBa Ja cupeTe na u3non3pare Trimbow u He3abaBHO Ja M3MOI3BATE CBOSI HHXAIATOP C
0Bp30IeHCTBAIIOTO ,,00JIEKIaBAIO  JICKAPCTBO 3a JICUCHHE Ha 3a/ayXa U xpurosere. TpsOBa BemxHara
Jia ce cBbpikeTe ¢ Bammst nexap.

Tpsab6Ba na kaxxere Ha Bammus iekap BemHara,

o aKo MMaTe HIKAKBH aJIEPTUIHH PEaKINH, KaTO HAIIPUMEP KOXXHU aJIepriH, yPTHKApHs, ChbpOeK
0 KOXata, KokeH oopuB (Moxe na 3acerne a0 1 Ha 100 mymm), 3auepBsiBaHEe Ha KOXKaTa,
MOJYyBaHE Ha KOXKaTa WM JIUTABUIIUTE, TO-CIICIUATHO Ha OUUTE, JIUIETO, YCTHUTE U T'bPIIOTO
(Mmoxke na 3acerne a0 1 Ha 1 000 gymm).

. aKo uMare 00JIKa MU TUCKOM(OPT B OUUTE, BPEMEHHO 3aMbIJISIBAHE HA 3PSHUETO, 3PUTEITHI
,,OPEOJIH"* MJIN TIBETHU 00pa3u BB BPh3Ka ChC 3aUepBsBaHE HA ounTe. ToBa MOXe /1a ca

MPU3HAIM HA OCTHP MPHUCTHI HA TECHOBIBIIHA INIayKoMa (MOXe 1a 3acerHe Jo 1 Ha
10 000 mymn).

Tps6Ba ga kaxere Ha Bamms nexap, ako ©MaTe HAKOE OT CIIEAHUTE, AOKATO u3nonssare Trimbow,
THH KaTo Te MOXKeE J]a ca CHMITOMH Ha 6enoapoOHa nHdeknus (Moxe aa 3acerHar a0 1 Ha 10 gymm):
o MOBHUIIIEHA TEMIIEpaTypa Wik BTPUCAHE

o MOBHUIIIEHO 00pa3yBaHe Ha XpauKH, IPOMSHA B [[BETA HA XPAuKUTE
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3aCHUJICHA KalllJinlia WX 3aTPYAHCHO JUIIIaHC.

Bb3MoOKHUTE HeXKeJTaHU P€aKIuH Ca I/I36pOCHI/I II0-A0J1y CIop€J TAXHaTa 4€CTOTa.

Yectu (Morar aa 3acersar jo 1 Ha 10 qymmm)

Heuectu (morat na 3acernar o 1 va 100 gymim)

BB3MAJICHO I'bPJIO
XpeMa WA 3aITyHICH HOC U KUXAaHC

I'eOUYHU I/IH(I)GK]_[I/II/I B yCTara. H3mrakBaneTo Ha ycCTaTta Wik NpaBCHETO Ha raprapa ¢ BOJAa U
MHEHETO Ha 3p0uTe BE€AHAra Cjiea nHxajanusa MOXKE aa MIOMOI'HE 3a MPEAOTBPATABAHCTO HA TE3U

HEXXEJTaHU PeaKIlHu.
JIpe3raBOCT Ha riaca

riaBo0oine

I/IH(beKI_[I/IH Ha IIMKOYHUTEC IIbTUIIIA.

TpHII
Bb3NaJICHHE Ha CHHYCHTE
ChpOEK, XpeMa WM 3aryliBaHe Ha Hoca
rpOMYHM MH(EKIIUU Ha THPIIOTO WK Ha
XpaHorpoBoja (e3odaryc)
rbOUYHU HHPEKIMH Ha BIAraUIIETO
HECIOKOMNCTBUE
TperiepeHe
3aMasHOCT
HeoOWYacH Ui oTcIabeH BKYC
W3TPBIIBaHE
BB3MAIICHUE HA YXOTO
HETpaBUIEH ChbPACUCH PUTHM
MPOMEHH B €JIeKTpOKapanorpamara
(emeKTpUYECKH 3aITUC HA CHPIETO)
HeoOWYaifHO OBP3 ChPJICUECH PUTHM H
HapYIICHUS HA ChPACYHUS PUTHM
MaTMATAIIH (ChplieOneHe)
3auepBsIBaHE Ha JINIIETO
MTOBHIIIEH KPHBOTOK KbM HSKOM THKaHHU B
TSIIOTO
ACTMAaTUYCH MPUCTHI
KallIMIa U MPOAYKTUBHA KallLTUIA
Jpa3HeHe Ha I'bPIIOTO
KbPBEHE OT HOCa

Peaxu (morat na 3acernat 1o 1 va 1 000 gymmm)

rbOMYHU HHPEKIUH B TPBIHUS KOII
HaMmaJieH aleTuT

HapyLIeHNs Ha ChHSA (TBBPAC MAJIKO HIIH
TBBPJE IBITBT CHH)

ocTpa 00JIKa B TPBIAHUS KOII

yCellaHe 3a npeckayane Ha ChPLETO WK
JIOTBJIHATEITHY yIaapu, HeoOnyaitHo 0aBeH
CBhpACUYEH PUTHM

BJIOIIABAaHE HA acTMara
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3a4epBsiBaHE Ha I'bPJIOTO

CyXOTa B ycTaTa

THapuUs

3aTpyAHEHO NperTbIIaHe

rajieHe

JIOUIO XPaHOCMUJIAHE

CTOMAIIEeH JUCKOM(OPT ClIe/l XpaHEeHe
yCelIaHe 3a MapeHe 1o yCTHUTE

3b0€H Kapuec

KOXEH OOpUB, ypTHKapHsl, CbpOexK 1Mo
KOXKaTa

Bh3NAJICHUE Ha JIMTaBHIIATa HAa yCTaTa ChC
nnu 6e3 S3BU

HOBHIICHO U3IOTSIBaHE

MYCKYJTHU KpaMITH U 00JIKa B MyCKYJIHTE
OoJka B pBIIETEe WM KpaKaTta

0oJIka B MYCKYJIUTE, KOCTHTE WII CTABHUTE B
o0acTTa Ha TPBHIHUS KOII

YMOPSIEMOCT

HOBUIIICHNE HAa KPBBHOTO HAIATaHE
CrajiaHe Ha HUBOTO HA HSAKOW ChCTAaBKH Ha
KPBBTa: Ha OIpeeNieHn Oenn KPbBHU
KJIETKH, HAPEYCHU I'PaHyJIOLHUTH, Ha KU
W Ha KOPTH30]

MOBUIICHNE HA HUBOTO HA HAKOW ChCTaBKH
Ha KPBBTa: TII0K03a, C-peakTUBEH
mpoTerH, Opoii Ha TpoMOOLUTHTE,
WHCYJHH, CBOOOTHM MAaCTHU KUCEIMHU WITH
KETOHH.

M3THYAHE HA KPBB OT KPHBOHOCEH CH]T B
TBKaHUTE OKOJIO HETO

MOHMYKCHUE HA KPBBHOTO HAJISITAHE
cimaboct

0oJiKa B 33/IHATA YACT HA yCTaTa U I'bPJIOTO
BB3MAJICHHE HA IBPJIOTO

CyXOTa B T'bPJIOTO

0O0JIE3HEHO U YECTO YPUHHUPAHE
3aTpyaHEHHE U OOJIKa NP YPUHUPAHE



o BB3MAaJICHHE HA OBOperuTe.

MHoro peaxu (Morat aa 3acertar A0 1 Ha 10 000 myin)

HHUCKO HHMBO Ha OIPEJICTICHN KPHBHU KIETKH, HAPEUCHH TPOMOOITUTH
ycelane 3a 3aJlyX WM HEJTOCTUT Ha BB3IyX

MOJTyBaHe Ha PhIIETe U KpaKaTa

3a0aBsiHE Ha pacTeXxa IpH Jiela U IOHOIIIH.

C Hen3BeCTHA 4eCTOTA (OT HaJIMYHUTC JaHHU HC MOXKE Ia 6’1»}16 HaIlpaBCHa OIICHKA Ha I{CCTOTaT.':l)
L4 3aMbIJICHO 3pCHHUC

H3noJ3BaHeTo HA HHXAJIATOPHHM KOPTHKOCTEPOHAH ¢ BUCOKA /1032 32 NPOABJKHTETHO BpemMe
MO’Ke B MHOI'O PeIKH CJIy4aH 12 NPUYHHU e)eKTH BbPXY OpraHuzma:

o mpo0iieMu ¢ PyHKIIMOHUPAHETO HAa HAAOBOPEUHUTE HKIIe3H (APEHAITHA CYITPECHs)
o HaMaJlsiBaHe Ha KOCTHATa MUHEPaIHA TUTbTHOCT (M3THHSIBAHE HA KOCTUTE)
. NOMBTHSBaHE Ha JICIINTE Ha OUYNTE (KaTapakTa).

Trimbow He chIbpka BUCOKA J103a MHXAJIATOPEH KOPTHUKOCTEPOU I, HO Bamust jekap Moxke J1a ucka
OT BpeMe Ha BpeMe J]a M3MepBa HUBaTa Ha KOPTU30J B KpbBTa BH.

CrnennuTte HeXeNaHW PEAKINH CHIO MOTAT J1a Bb3HUKHAT IIPHU BUCOKA /1032 HHXATATOPHU
KOPTHKOCTEPOU/IN 33 POJBDKUTEIIHO BpEMe, HO YeCTOTaTa € HeM3BECTHA (OT HATMYHUTE JaHHH HE
MOe /1a ObJie HarpaBeHa OIeHKa Ha YeCTOTaTa) KbM MOMEHTA:

. JeTIPeCcHst

J TPEBOXHOCT, HEPBHOCT, MPEeBH30y/1a WM pa3apa3HEHHE.

Te3u chOUTHS € TO-BEPOSATHO J1a BB3HUKHAT IIPH Ae1a.

Chol0maBaHe Ha HeKeJIaHU peaKnnu

AKO TOITyYUTe HIKAKBU HEKEJIaHH JICKApCTBEHH PEaKIiy, yBeaoMeTe Bamus nekap i GpapmarnenT.
ToBa BKIIIOYBa BCHYKH Bb3MOXKHH HEOTIMCAHH B Ta3W JINCTOBKA HEXKEJIAHU peakunu. MoxkeTe ChIIo Aa
CHOOLINTE HEXENAaHU PEeaKK AUPEKTHO Upe3 HallMOHAIHATA CUCTEMa 3a ChOoOILIaBaHe, MOCOYCHA B
[punoxkenne V. Kato cho0I11aBare HexXeIaHU PEaKIMK, MOXETE Ja aJeTe CBOS MTPUHOC 3a
MoJTydaBaHe Ha MoBeue HH(pOpManns OTHOCHO 0€30MaCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Trimbow

Jla ce chxpaHsiBa Ha MSICTO, HEJIOCTHITHO 32 JIela.

He usmnosn3paiiTe TOBa JIEKapCTBO CJIE CPOKaA Ha FOJHOCT, OTOE/IsI3aH BbPXY €TUKETa U KapTOHEeHAaTa
onakoBka cnef ,,EXP” u “T'ogen go:“. CpokbT Ha TOAHOCT OTIOBApsl HA MOCJIEIHUS ACH OT OCOYCHUS
Mecell.

a He ce 3ampa3ssna.

[la He ce u3znara Ha Temneparypu Hazg 50°C.

He npoOuBaiiTe omakoBkara 1o HajsraHe.

IIpeou omnyckane:
Ia ce cexpansBa B xnaquiHnk (2°C-8°C).
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Cneo omnyckane (noayuasane nHa jekapcmeomo om Bawus hapmayesm):
OmakoBka 1ot HajsTrane ¢chC 120 BIpbCKBaHUS

. OT €IMHUYHA OTTaKOBKa! CoxpansBaiite naxanaropa moxa 25°C Haii-MHOTO
3 Mecera.
o OT TPYIIOBA OMAKOBKA! ChxpaHsBaiTe TpyIIoBaTa OMaKOBKa B XJIaJMITHAK

(2°C-8°C). Ilpenu ymorpebda u3Bagere eauH
MHXAJIaTOP OT XJIAJWJIHUKA U I'O OCTaBETE 32
HSKOJIKO MUHYTH, 32 Jla MOX€ Pa3TBOPBT Ja ce
3aromn. Crnen ynotpeda chXxpaHsBanTe
nHxanaTtopa nox 25°C Haii-mHOTO 3 Mecera.

He H3XB’LpHﬂﬁTC JICKApCTBATA B KaHAJIU3aluATa WU B KOHTeﬁHepa 3a JOMAIllHM OTIIaaAbIIn.
Ilonuraiite Bamms q)apMaueBT KakK 1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC M3IIOJI3BATC. Te3nu
MCPKHU 1II€ CIIOMOIrHAaT 3a OIla3BaHC Ha OKOJIHATa cpeaa.

6. CL}]meaHHe Ha onmaKoBKaTa M JO0INbJHHUTEC/IHA I/IH(l)OpMaIII/IH

KakBo cbabpaxa Trimbow
AKTHBHHU BeIIeCTBA: OCKIIOMETa30HOB JUITPOITUOHAT, (OPMOTEPOIIOB (hyMapart AUXUApPaT U
TJIMKOITUPOHUYM.

Bcesika moctaBena 103a (103aTa, KOATO H3JIM3a OT MyHANIYKa) ChAbpKa 172 MUKporpama
OCKJIOMETa30HOB JUMPONHOHAT, 5 MUKporpama GopMoTepoioB pyMapar IuXuapar u 9 MUKporpama
TIIUKOTIUPOHUYM (KaTo 11 MEKporpama rimmKomupoHueB OpOMuL).

Besika oTMepeHa J1o3a (1103ata, KOSTO H3JIM3a OT BeHTWIA) chabpxka 200 MUKporpamMa OEKJIOMETa30HOB
JUIPOITUOHAT, 6 MUKporpama gopmoTreposioB pymapar auxuapat u 10 MUKporpama riIuKOMTHPOHUYM
(xarto 12,5 MukporpamMa TIMKOUPOHUEB OPOMHI]).

Hpyru cbcTaBku: 0€3BOJICH €TaHO (BUXKTE TOUKa 2), XJIOPOBOJIOPOIHA KUCEIMHA, POTICICHT:
HOp(IypaH.

ToBa ekapcTBO ChABPKa QIIyOPCHIbPKALIA TAPHUKOBHU ra30Be.

Bceku nnxanarop cbe 120 BnpbekBanus chabspxa 10,354 g Hopdhiaypan (HFC-134a), choTBeTcTBAI/ M
0,015 Tona CO; ekBuBajeHT (MOTEHIMAN 3a TI00aMHO 3aromsiHe (global warming potential, GWP) =
1430).

Kaxk m3rnexxna Trimbow u kakBo cbAbpika ONIaKOBKaTAa
Trimbow e pa3TBOp MoJ HajIsITaHe 3a MHXaJalHs.

Trimbow ce npeajiara B OIIaKOBKa MO HAJIATAHE (aﬂyMI/IHI/Iﬁ C HOKpI/ITI/Ie), C J03upalll BCHTUIL.
OmnakoBKaTa I[OJ HAJISITaHC € MMOCTAaBCHA B INIACTMACOB UHXAJIATOP. Toii BKIIFOUBa MYHOLIYK, CHa6I[eH
C I1acT™MacoBa IpearasHa Karnadka, 1 1030B 6p05[‘1.

Bcesika omakoBka chIbprka €1Ha OITaKOBKa MO HajsAraHe, ocurypsasama 120 supbeckBanusa. OCBeH ToBa
¥Ma rpyIoOBH OMAKOBKH, ChAbpKaly 240 BIpbhCKBaHUS (2 OMAKOBKU MMOJT HAJISATAHE ChC

120 BnpbckBanus Beska) win 360 BIpbcKBaHUs (3 ONMAKOBKY 1MOJ] Hajsirane ¢be 120 BIpbCKBaHUS
BCSIKA).

He Bcuuku BUIOBE ONAKOBKK MOTraT Ja ObJaT IyCHATH Ha Ia3apa.

IIpuTexaTes HAa pa3peLIeHUETO 32 yoTpeda
Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

HUranusa
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IIpousBoauTen

Chiesi Farmaceutici S.p.A.
Via San Leonardo 96
43122 Parma

Hranus

Chiesi SAS

2 rue des Docteurs Alberto et Paolo Chiesi
41260 La Chaussée Saint Victor

®paHnus

Chiesi Pharmaceuticals GmbH
Gonzagagasse 16/16
1010 Wien

ABcTpus

3a gomBIHUTENHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
MIPEJICTABUTEN Ha MPUTEXKATENS Ha Pa3pelIeHneTo 3a yrnorpeoa:

Belgié/Belgique/Belgien
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

Bbbarapus
Chiesi Bulgaria EOOD
Ten.: + 359 29201205

Ceska republika
Chiesi CZ s.r.o.
Tel: + 420 261221745

Danmark
Chiesi Pharma AB
TIf: + 46 8 753 35 20

Deutschland
Chiesi GmbH
Tel: + 49 40 89724-0

Eesti
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

E)\\ada
Chiesi Hellas AEBE
Tnk: +30210 6179763

Espafia
Chiesi Espafia, S.A.U.
Tel: + 34 93 494 8000

France
Chiesi S.A.S.
Tél: + 33 147688899

Lietuva
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Luxembourg/Luxemburg
Chiesi sa/nv
Tél/Tel: + 32 (0)2 788 42 00

Magyarorszag
Chiesi Hungary Kft.
Tel.: + 36-1-429 1060

Malta
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

Nederland
Chiesi Pharmaceuticals B.V.
Tel: + 31 88 501 64 00

Norge
Chiesi Pharma AB
TIf: + 46 8 753 35 20

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Polska
Chiesi Poland Sp. z.0.0.
Tel.: + 48 22 620 1421

Portugal
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791
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Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: + 39 0521 2791

Kvnpog
Chiesi Farmaceutici S.p.A.
TnA: +39 0521 2791

Latvija
Chiesi Pharmaceuticals GmbH
Tel: + 43 14073919

Romania
Chiesi Romania S.R.L.
Tel: + 40 212023642

Slovenija
Chiesi Slovenija d.o.o.
Tel: + 386-1-43 00 901

Slovenska republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20

Sverige
Chiesi Pharma AB
Tel: +46 8 753 35 20

I[aTa Ha IMOCJCIHO npepasrjckaane Ha JIMCTOBKaTa .

JApyru n3touyHunu Ha nHGopmanus

IMoxpoOHa uH(popMarrs 3a TOBa JEKapCcTBO € MpeAocTaBeHa Ha yeOcaiita Ha EBporeiickara areHius
o JiekapcTeata https://www.ema.europa.eu.
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JlucroBka: undopmanus 3a norpeduTeNs

Trimbow 88 mukporpama/5 mukporpama/9 MEKporpamMa npax 3a HHXaJJamusi
OEKJIOMETa30HOB JUMPONHOHAT/(POPMOTEPOIIOB (hyMapaT IUXUAPAT/TIUKOIHPOHIYM
(beclometasone dipropionate/formoterol fumarate dihydrate/glycopyrronium)

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeH 12 3all0YHETE 12 U3IM0J3BaTe TOBA

JIEKApPCTBO, Thil KaTo TA ChABLP:Ka BaxkHa 3a Bac undgopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe 1a c€ HAIOXKH J1a s IPOUYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIHA BBIIPOCH, MonuTaiiTe Bamus nekap wiu gapmarieBt.

- ToBa nekapcTBo € npennucano JuyHo Ha Bac. He ro mpeorcThnBaiite Ha npyru xopa. To moxke
Jla UM HaBpeIIY, HE3aBUCHMO Ue MPU3HAILIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiure.

- AKO TIONTyYuTe HAKAKBU HEXEJIaHU PEaklluy, yBeroMeTe Bamms nekap wiu dpapmanesT. Toa
BKJIIOYBA ¥ BCUYKHU Bb3MOKHU HEKEJIAHU PEaKIMHU, HEOMTMCAHU B Ta3U JUCTOBKA. BuxTe
Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kakgo npescrasnssa Trimbow 1 3a KakBO ce U3I0JI3Ba
Kaxkso Tps6Ba na 3Haere, npean na umnon3Bate Trimbow
Kaxk na n3nonssare Trimbow

BB3M0XHU HEXKETaHU PEaKIUU

Kak ma cexpansBare Trimbow

ChabpkaHue Ha ONIAKOBKATA U JOMBIHUTEIHA HHPOPMAITUS

ourLNE

1. Kakso npencrasiasBa Trimbow u 3a kakBo ce H3M0J13Ba

Trimbow e nexapcTBO 3a Mo100psiBaHe HA AUIIAHETO, KOETO ChABbpPKA TPUTE AKTUBHH BEILIECTBA:

. OEKJIOMETa30HOB JUIIPOIHOHAT,
o dhopmMoTeposioB pymapar AUXUIpaT u
o TITUKOTTHPOHHYM.

bexknoMeTa30HOB AUIIPONMOHAT MPUHAIICKH KbM I'pyIIa JISKapCTBa, HAPEUEHH KOPTUKOCTEPOUIH,
KOMTO JeCTBAT 32 HaMaJIsIBaT OTOKA U JIpa3HeHeTo B Oenute Bu npobose.

DopMOTEpOIT U TTUKOTIMPOHUYM Ca JIEKapCTBa, HApEUeHH IBJITo/eiicTBan i OpoHxoanaararopu. Te
JIEACTBAT MO pa3IMYHU HAUMHU 32 OTIYCKaHE Ha MYCKYJIUTE B IUXATEIHUTE IIBTHUINA, KATO TTOMarar 3a
pa3IIUpsBAHETO HA TUXATEIHUTE IBTUINA U BU 1aBaT BE3MOXKHOCT J1a AUIIATE MO-JIEKO.

Pe1oBHOTO JIeUeHHE ¢ TE3U TPU aKTUBHM BEIISCTBA [TOMara 3a 00JieKuaBaHe U IPEJ0TBPaTSIBaHE Ha
CUMITOMH KaTO 33]yX, XPUIITCHE U KAIUIMIA TIPH BH3PACTHH MAIUEHTH C OOCTPYKTHBHO O€II0IpOOHO
3a00IsIBaHeE.

Trimbow ce u3mos3Ba 3a peJ0BHO JICYCHUE Ha
. XpOHHYHA 00CTpYyKTHBHA Oemoapobna 6onect (XObbB) mpu Bp3pacTHH
o acTMa Tpu Bb3pPacTHHU.

Trimbow moxe 1a Hamanu oboctpsiHusTa (mpucTbiute) Ha cumnromute Ha XOBb u actMma.
XOBb e cepro3HO NPOIBIDKUTENTHO 3a00IIsIBaHe, IPU KOETO TUXaTeTHUTE IIBTHILA CE 3aIlyIBaT U
BB3AYLIHUTE MEXypueTa B OeJuTe IpoOoBe ce YBPEkKAAT, KOETO BOAM A0 3aTPYAHEHO AMIIAHE.

ActMmara e CCPUO3HO, TPOABIIKUTECIIHO 3a60n5[BaHe, IIpU KOCTO MYCKYJIMTE OKOJIO JUXATCIIHUTEC

ObTHUIIA CC CBHUBAT (6pOHXOKOHCTpI/IKLII/I$I), noAayBaT €€ U CC Bb3NAJIABAT (B"b3l'[aJ'I€HI/I€). CumMnroMure
CC MOABABAT U U3YC€3BAT U BKIIIOYBAT 3ayX, XPUIIOBE, CTATaHC B I'bPJAUTC U KallJIMLA.
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Tpsa6Ba na n3nonspare Trimbow Bcekw NIeH, a HE caMO KOTaToO MMaTe MPOOJIEMH C TUIIAHETO WITH
JPYTH CUMIITOMH Ha actMa. ToBa Iie TapaHTupa, 4e JeKapcTBOTO KOHTPOIUpa MpaBHiIHO Bamara
actMma. He u3non3BaiiTe ToBa JIeKapcTBO 3a 00JICKYaBaHE HA BHE3AIEH MPUCTHIT HA 3a/TyX WU
XPHUIIOBE.

2. Kakso Tps0Ba na 3Haete, npeau Aa usnouassare Trimbow

He um3noassaiite Trimbow

AKO cTe aJepru4Hu KbM OEKJIOMETa30HOB AMIIPONHOHAT, popMOoTEpoIioB hymapar AUXUApaT W/win
TITUKOMUPOHUYM, HJIM KbM HSAKOSI OT OCTaHAJIHMTE ChCTABKH Ha TOBA JIEKapCTBO (M30pOCHHU B TOYKA 6).

Ipenynpesxnaenust 1 npeana3Hu MepKu

Trimbow ce M3Mmos3Ba KaTo MOABPIKAII0 JICUCHHE Ha 0OCTPYKTHBHO OeoapoOHo 3a0osBane. He
W3M0JI3BaiTe TOBA JICKAPCTBO 3a JICUCHHE HA BHE3ATICH MPUCTHII HA 3a/1yX MU XPHUIIOBE.

Axo pumaneTo Bu ce Biomm

AKO pa3BHeTe BIOIIABAII CE 3aIyX WIH XPUTIOBE (JIUITIAHE ChC CBHPKAII 3BYK), HETIOCPEJICTBEHO CJICT
HMHXaJUpaHeTo Ha BaieTo ekapcTBo, crpere a u3Moji3Bare nHxaisaropa ¢ Trimbow u He3a0aBHO
u3Mo3BaiTe Bamus naxanaTop ¢ 0bp30aercTBaIIo ,,001eKuaBamio” rekapcTBo. TpsaOBa BeqHara ia
ce cBppikeTe ¢ Bamms nekap. Bamust nekap e orenu cumnromute Bu 1 ako € Heo0X0 1Mo, MOXe
Jla 3aI09YHeTe IPYTO JICUCHHE.

Bwxre cwiio Touka 4 ,,BE3MOKHN HEXEITaHU Peakiin’.

Axo 6enonpodHoTo Bu 3a00isiBade ce BiOMIN

Ako cumnromute B ce BioOIIaT WK TPYIHO c€ KOHTPOJIUPAT (HAIIPUMEP aKo WU3II0JI3BATE OT/ICIICH
WHXAJaTop C ,,00JIeKYaBaIio IEKApCTBO MO-YE€CTO) WX aKo ,,00JIeKIaBaIoTo" ISKAPCTBO HE
nmogoOpsiBa cumnTomute By, BemHara nocerere Bamms nexap. Bamero 6emoapodHo 3a00saBaHe MOXeE
Jla ce BJIOIABA U MOXKE JIa ce HalloXKK Bamwmsar siekap aa Bu npennuiie qpyro jJedeHue.

T'oBopere ¢ Bamug siekap ninn dapManeBT, opeau aa usnonassare Trimbow

. aKo UMaTe HIKAKBU CHPICYHH MPOOIeMHU, HAIpUMEp CTeHOKapaus (chpaedHa Oonka, Ooka B
ThPANTE), CKOPOIICH ChpJieueH yaap (MHPapKT Ha MUOKap/Ia), ChpJeUHa HEIOCTATHYHOCT,
CTECHSBAHE Ha apTEPHUUTE OKOJIO CHPIIETO (KOPOHAPHA OOJIECT Ha ChPIIETO), 3a00IsIBaHe Ha
CBHPJACYHUTE KJIAIM WM KAKBUTO U Aa OWIJIO IPYTH OTKJIOHEHHUSI, CBBP3aHH CHhC CHPIETO, MIIN aKO
uMmate 3a00JIBaHe, H3BECTHO KATO XHUIEPTpOoPprIHa OOCTPYKTHBHA KapAUOMHOMATHsI (M3BECTHA
u kato XOKMII - 3a0oinsiBaHe, MPU KOETO ChPJICYHUSAT MYCKYII € YBPEICH);

o aKo MMaTe HapyLIeHUS Ha ChPJIEYHHUS PUTHM, KaTO HapUMep HETNPaBUIICH MYJIC, YCKOPEH ITyJIC
WK chpiieOueHe, Wi ako ca Bu kazBanw, ue B enekrpokapauorpamara Bu (EKT') uma
OTKJIOHEHHUS,;

o aKO MMaTe CTECHSIBAHE Ha apTepUUTE (M3BECTHO KAaTO apTEPHOCKIIEPO3a), aKO UMATE BUCOKO
KPBBHO HAJSATaHE WM aKo UMaTe aHeBpu3Ma (00JIeCTHO U3yBaHE HA CTEHATA HA KPBBOHOCEH
Ch1I);

o aKo MMaTe XUIePaKTUBHA IIUTOBUIHATA KJIE3a;

. aKo MaTe HUCKH HUBA Ha KaJuii B KpbBTa (Xxunokanuemust). KomObunammsara va Trimbow ¢

HSIKOM APYTH JEeKapcTBa 3a 0es101poOHO 3a00IsIBaHE WIIH JIEKapCTBA KaTO AUYPETULH
(;IexapcTBa 32 OTBOIHSIBAHE Ha OpraHM3Ma 3a JICYSHHE HA ChPIEYHO 3a00IsIBaHe UM BUCOKO
KPBBHO HaJIATaHE) MOKE J1a MPUYMHHU PSI3KO CllaJaHe Ha HUBOTO Ha Kanuii B KpbBTa. [1o Tasu
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npuuruHa Bamust gexkap Moxe Jia CKa Jla U3MepBa HUBaTa Ha KM B KpbBTa BU OT Bpeme Ha

BpeMe;
. aKo MMaTe HIKAKBO 3a00JIIBaHE HA YEPHHSI IPo0 MK OBOpenuTe;
o ako umare auadet. Bucokute n1o3u GpopMoTepo Morat a moBuIaT KppBHata Bu 3axap u

3aTOBa MOJKE Ja C€ Hajlara fia paBuTe JOMBIHUTEIHN KPBBHH U3CIIEABAHMS 3a TPOBEPABAHE Ha
KpbBHATA 3aXap, KOraTo 3armoyBare ynorpebdara Ha TOBa JISKapCTBO,  OT BpEMe Ha BpeMe B
X0JIa Ha JICUCHHUETO;

L dKO UMaTe TyMOp Ha HaZL6’L6pe‘IHI/ITC KIIE3H (I/ISBCCTCH KaTto q)COXPOMOLII/ITOM);

) ako e Bu Obje npaBena ymolika. B 3aBUCHMOCT OT BHIa Ha yIOMKaTa, MOXE JIa C& HAJIOXKH Ja
crpere aa usnonseare Trimbow 3a Haii-manko 12 daca npeau TOBa,

o aKo ce JIEKyBaTe WM HSKOTa CTe ce JIeKyBaJu 3a Tyoepkyio3sa (Th), unu ako umare nngexnus B
TPBIHUS KOIIL;

. aKo UMaTe MpoOJIeM C OUUTE, HApEUeH TECHOBI'bJIHA ITIayKOMa,
. aKO MMaTe 3aTPyIHEHO YPUHHUPAHE;
. aKo “MaTe MH(EKUUs Ha ycTaTa Wik I'bPIoTo.

AKo HSIKOE OT TOpHUTE BaXkH 3a Bac, yBemomere Bammmst nexap, npeau na n3nonspare Trimbow.

AKO MMaTe MM CT€ UMAaJIi KaKBUTO U Ja ouio MCIUIIMHCKH HpO6J'I€MI/I WK aJICprur, Uik ako HE CTC
CUTYpHH Jjalii MOKeTe Aa u3nonseare Trimbow, roBopete ¢ Bamst nexap uinu ¢papManeBT, mpeau Ja
U3I0JI3BaTe HHXAJIATOPA.

Axo Beue n3nonssare Trimbow

Ako usnon3pare Trimbow WU BUCOKH J03H JAPYTH UHXATATOPHUA KOPTUKOCTEPOUIH 3a
MPOABIDKUTETHA IEPUOIN OT BpEME U TIOMIAJHETE B CTPECOBA CUTYAIHs (HAIp. aKO CTe TPUETH B
OOJHMIIA Clieq MHIIMJACHT, UMaTe CEPUO3HO HApaHABAaHE WM NIPEIH ONeparius), MoXKe Aa uMaTe Io-
rojisiMa Hy»Jia OT TOBa JIEKapcTBO. B momo0Ha cutyarms Moxe Ja ce Hallo)Ku Bammsr ekap ia
YBEJIMYH J103aTa Ha KOPTUKOCTEPOUINTE, 32 /Ia CE CIIPABUTE ChC CTPECa, M MOXKE Ja T'H MPEAIHUIIIE MO
(hopmMara Ha TaOJETKU WU HHXKEKIIUH.

Cbpikere ce ¢ Bamus nekap, ako uMaTe 3aMbITICHO 3pEHUE WIN APYTU 3PUTEITHU CMYIICHUS.

Jlena u roHOIIM
He naBaiite ToBa JieKapCTBO HA JI€LIa U IOHOIIN HA Bb3pacT 10 18 ronuHu.

HApyru gexaperBa u Trimbow

TpsOBa na kaxere Ha Bamms nexap wim GapMmaieBT, ako IpueMare, HaCKOpO CTe MPUEMAaITH WITH €
BB3MOXHO J1a IpHeMaTe APYTH JekapcTBa. ToBa BKIIIOUBA JIEKapcTBa, MoJ00HH Ha Trimbow,
U3II0JI3BaHHM 32 OestoapooHoTO Bu 3a00iisBaHe.

Hsxon nexapctBa Moxe ja yBenuyar edekra Ha Trimbow n Bammst nekap Moxxe a moucka aa Bu
npocIesBa BHUMATEITHO, aKO TIpHeMaTe TaKMBa JIEKapCTBa (BKIFOUUTEIHO HAKOH JIEKApCTBa TIPH
XUB: putonaBup, KOOUIIUCTAT).

He u3nosn3Baiite ToBa JiekapcTBO B KOMOMHAIUS ¢ 0eTa-0/10Kep (M3MOI3BaH 3a JICYCHUE Ha HIAKOU
CHhpACYHU TPOOJIEMH KaTO CTCHOKAPAMS WM 32 MOHKAaBaHEe HA KPHBHOTO HAIISITAHE), OCBEH aKO
Bammsr niekap He e u3dpain Oeta-610kep, KOiTo He moBnusBa qumanero Bu. bera-Onokepute
(BrIrOUHMTETHO OeTa-0mokepu moxa popMara Ha KarKH 3a 09M) MOTaT Ja HaMaisT e)eKTUTe Ha
(hopMOTEpOI MK J1a HANIPABAT Taka, 4e TOU J1a He JelcTBa n300mmo. OT Apyra cTpaHa, H3MOI3BAHETO
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Ha JPYTH JISKApCTBa, ChbpIKAIHM OeTa2-arOHUCTH (KOUTO CHCTBAT 1O CHIIMS HAYUH KaTO
(hopMoTEPOIT) MOKE Ja YCHIU €PEKTUTE Ha POPMOTEPOIL.

Ynorpebara Ha Trimbow 3aenHo c:

o JIeKapcTBa 3a JICYeHUE Ha

- HENpaBWJICH ChPJICYCH PUTHM (XHHUAMH, TU30MUPAMHUI, TPOKAUHAMUI),

- aJepruyYHU peakiuy (aHTUXUCTaAMHHN),

- CHMIITOMH Ha JICTIPECHsI WJIM YMCTBECHH 3a00JIIBaHMS, KaTO HAIIPUMEP HHXUOUTOPU Ha
MOHOAMHHOOKcH 1a3aTa (HanpuMep (HEHEI3HH U U30KapOOKCa3HI), TPUITUKITHIHI
AHTHJISTIPECAHTH (HApUMEpP aMUTPUTITIIINH ¥ UMUTIPaMUH) U (DEHOTHA3HHU

MOYe J]a TOBEAAT 10 HAKOM NPOMEHH B enekTpokapauorpamara (EKID, enexTpuuecku 3amuc Ha

chpueto). Te MoXke ChIO Taka /1a IOBUIIAT PHCKA OT HAPYUICHHS HA ChPACYHUS PUTHM

(KamMepHH apUTMHN).

. JIeKapcTBa 3a jeueHne Ha 6osect Ha [lapkuHCOH (JIeBo1011a), 32 IEUeHNE Ha XUITOAKTHBHA
ITUTOBHJIHA XKJIe3a (JICBOTUPOKCHH), JICKAPCTBA, ChIABPKAIIN OKCUTOIUH (TIPUIHHSIBAII]
MAaTOYHH KOHTPAKIIUU) U JIKOXOJI MOJKE J]a TIOBHINIAT BEPOSITHOCTTA 32 HEXKEJIAHU PEaKIIUy Ha
(hopMOTEPOIT BEPXY CHPIIETO.

o WHXUOUTOPH HAa MOHOaMHHOOKcHIa3aTa (MAO-HHXHOUTOPH ), BKIFOUUTETHO JICKAPCTBA C
1MoT00HU CBOMCTBA KaTo (hypa30JIMIOH U IPOKapOa3nH, U3MOJI3BaHH 32 JICUCHUE Ha YMCTBEHU
HapyIIEeHHs, MOXeE J1a JIOBEIAT J10 MIOBHIIIABaHe Ha KPHBHOTO HAJISITAHE.

. JIeKapcTBa 3a JICYEHUE HA ChPJCYHO 3a00ABaHe (AMTOKCHH) MOXKE Ja MPUYHMHY ClIalaHe Ha
HHUBOTO Ha KaJui B KpbBTa Bu. ToBa MOe J1a MOBUILIHM BEPOSATHOCTTA 33 HAPYIIEH ChPJIE€UEH
PUTBM.

. JIPYTH JIEKapCTBa 3a JIeYeHne Ha OOCTPYKTHBHO Oe10jpoOHO 3abomsBane (TeommH,

aMUHO(DHMIIUH UK KOPTHUKOCTEPOUIN) M JTUYPETUIIN CHIIO MOXKE JIa IPUYHHST CIIaJIaHe Ha
HUBOTO Ha Kajui.

° HAKOW aHECTECTHULUM MOXXE a NOBUIIAT pUCKAa OT HAPYIICH CbPACYCH PUTHM.

BpeMeHHOCT 1 KEpMeHe
AKo cTe OpeMeHHa WU KbPMUTE, CMSTaTe, Y€ MOJKe JIa CTe OpeMeHHa FITH IUIaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamus nexap wiu gpapmaneBT npeau ynorpedaTa Ha TOBA JIEKapCTBO.

Tpsa6Ba ma m3non3pare Trimbow 1o BpeMe Ha OpEMEHHOCT, caMo ako Barmust iekap Bu e mochBeTBan
Jla TO HallpaBHTe. 3a MpEANOYNTaHe € J1a ce n30sATBa ynorpedara Ha Trimbow mo BpeMe Ha paxkaaHe
nopajy moTuckamuTe epekTu Ha POPMOTEPOIT BHPXY MATOYHUTE KOHTPAKIIUH.

He Tpsi6Ba na usnonspare Trimbow B nepuoja Ha kbpMeHe. Bue u Bamusrt nekap TpsOBa 1a B3emere
pelIeHre 1aau Ja mpeyCcTaHOBUTE KbPMEHETO WIIH Ja MPEYyCTAaHOBUTE/He MIPHIIOKUTE TePATTHsTa C
Trimbow, KaTo ce B3eMaT MpenBU/ oI3aTa OT KbpMEHETO 3a BamreTo fete u mon3ara oT Tepamnumsira 3a
Bac.

Ilodupane u padoTa ¢ MAIIMHH
Mauko BepositHO € Trimbow f1a moBnusie crmocoOHOCTTA 32 modupaHe U padoTa ¢ MalIHHU.

Trimbow cbabppika 1aKT03a

JlakTo3aTa ChaABpKA MATKH KOJIMYECTBA MJIICUYHHU IIPOTEUHU, KOUTO MOXKE Ja IPUUUHAT aJepriuiHu
peakuuu.
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3. Kak na n3nozsare Trimbow

Bunaru n3non3Baiite ToBa JICKApCTBO TOYHO KAaKTO Bu e xazan Bammusar JICKap ujimn (bapMaueBT. Axo
HC CTC CUT'YpHHU B HCILIO, nonuTante Bamms JICKap ujin (bapMaLIeBT.

IIpenoprunTeTHaTa 103a € 1B WHXAIAINA CYTPYH U JBE HHXAJAITUH BEUep.

Axo cmATaTe, 4e JISKapCTBOTO HE € MHOTO e(eKTUBHO, roBopeTe ¢ Bamms nexap.

Axo Tpeqy cTe N3MOI3BAIH APYT HHXAIATOP, ChbpIKaIl OCKIOMETa30HOB TUIIPOINOHAT, TIOMOJIETE
Bamms nekap 3a ¢bBeT, T KaTo eekTHBHATA 1032 OEKIIOMETa30HOB JUIPOnHoHat B Trimbow 3a
neuyenue Ha Bamero oOCcTpyKTHBHO 0en10Apo0HO 3a00IsiBaHE MOXKE i € MO-HUCKA OT Ta3u MPH HAKOH
JIPYTH UHXAJATOPH.

II'bT HA BBBEXKIAHE

Trimbow e npeHa3HAYCH 32 HHXAJATOPHO HPUIIOKCHHE.

TpsiOBa 1a MHXATUpATE JIEKAPCTBOTO MPE3 yCTaTa U Taka JEKapCTBOTO OTHBA AUPEKTHO B Oenute Bu
IpoboBe.

Yka3anus 3a viiorpeda

3a I/IH(I)OpMaI_[I/I}I OTHOCHO CHhABPKAHUCTO HA OIMMAKOBKAaTa BUKTC TOUKA 6.

AKO CHIBbP:KAHUETO HA ONIAKOBKATA HE € ChII0TO KAaTO ONMCAHOTO B TOYKA 6, BbpHeTe Bamus
HHXAJIATOP TaM, Kb/I€TO CTe I'0 MOJY4YHJIM H B3eMeTe HOB.

o He u3Baxnaiite nHxagaropa oT TopOUUKaTa, ako He Bb3HaMepsIBaTe Jia 'O U3I0JI3BaTe
He3a0aBHO.

W3nomn3BaiiTe nHXamaTopa caMo KakTo € YKa3aHo.

JppxTe Kamaka 3aTBOPEH, IOKATO ce HAJOXKH Jla pueMeTe J03a oT Bamus uaxanaTtop.
Koraro ne n3nomnsBate Bammis naxanatop, chbXpaHsBaiiTe To Ha YUCTO U CYXO MACTO.
He ce onutBaiiTe na pasrinodssare Bamms naxanaTop Mo HUKaKkBa IpUYHHA.

A. OcHoBHM yacTH Ha Bamus HHXAJaTop

IIpo3opue 5
Ha JI030BH Kamax Mymnnmyx B3IYIICH
Ooposu KJIalaH

b. Ilpeau Aa u3noJ3BaTe HOB MHXAJIATOP
1. OtBopere TopOuuKaTa U u3Bajere Bamust nHxagsarop.
o] He n3nonsgaiite Bamus nnxanarop, ako TopOUdKara He € 3arnedaraHa wid e
MoBpEA€HAa — BBPHETC I'0 TaM, KbACTO CTC I'O MMOJYUYMUIIN U B3ECMCTC HOB.
o] Wznon3Baiite eTukeTa Ha KyTHITa, 32 /1a 3alMIIETE AaTaTa, Ha KOSITO CT€ OTBOPHIN
TOpOMYKaTa.
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2. IIperaenaiiTe mHXaIaTOPA.
0] Ako Bammst nHXanaTop M3riiexaa CUyneH Uil MOBPeaeH, BEPHETE TO TaM, KbIETO
CTE T'O MOJTYYUIIU U B3EMETE HOB.

3. IIposepere npo3opyeTo Ha 1030BHA Oposiy. AKO BamusiT MHHXaJIaTOP € HOB, 111e
BUAMTE ,,120“ B IP0O30pPYEeTO HA T030BHUS OPOAY.
o He n3non3Baiite HOB MHXANIATOP, aKO MOKa3aHUAT OpOi € mo-MaibK oT ,,120° —
CBBPIKETE C€ C anTeKaTa WM IPeAIICcBaus JIeKap, 3a a MOIyIUTe HOB.

B. Kak na usnoasBare Bamus unxajaarop
3a ma mpuemere 103a OT Bamms nHxanaTop, ca Hy)KHHU TPH CTBIIKK: OTBapsHE, BAUILIBAHE, 3aTBapsHE.

B.1. OTBapsine

1. JpbiKTe 31paBo MHXAJATOPa U3NPaBeH.

2. IIpoBepeTe Oposi HA OCcTAaBAIMTE A03U: BCAKO YMCI0 MexAY ,,1% u ,,120% noka3sa,
Yye UMa OCTAHAJM J03H.
o AKO TIpo30pUeTO Ha 1030BHs Oposd Toka3Ba “0”, HIMa OCTaHAIH JO3H —

HU3XBBPJICTC Bamms HWHXaJIaToOp U B3EMETC HOB.

3. OTBopeTe Kanaka HAN'BJIHO.

A \‘xf — -'-;@"
b e, T
| [y ~4 "
(120 "
4, IIpeau na BAumaTe, M3AMIIANTE, KOJKOTO MOKeTe.

(o] He u3aumiBaiite npe3 vHXajiaTopa.
B.2. BanmiBane
KoraTo e Bb3M0:KHO, 3acTaHeTe NPABU WU CeJHETe B U3NPABEHO MOJIOKEHHE.
1. IoBaurnere Bamus nuxanarop Harope, npudJnKere ro KbM yCcTaTa cu U
MOCTABETEe YCTHUTE CH OKO0JI0 MYHIIIYKA.
o He 3akpuBaiiTe Bb3ayIIHUS KJIalaH, KOraTo IbP>KUTE HHXAJIATOPA.

o He BaumiBaiiTe npe3 Bb3AYyLIHUS KIaNaH.

2. IToemeTe Bb3AYX CHJIHO M ABJ0OOKO Ipe3 ycTara.
o Mosxe ma 3abenexure BKyc, koraTo npuemate Bamara qo3a.
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0] Moske ia dyeTe WM J1a yCEeTHTE IMIpakBaHe, KoraTo npuemaTe Bamara mo3a.
o He BaumiBaiiTe mpe3 Hoca.
o] He otctpansiBaiiTe nHxanaTopa OT YCTHUTE CH 110 BpeME Ha MHXaJalusTa.

3. HN3Bagere uHXaJaTopa OT ycTaTa CH.
4. 3aapbKTe IMIIAHETO 32 5 10 10 ceKyHIM MU KOJIKOTO MOKeTe.
5. HN3aumaiite 6aBHO.
o He uznumBaiite npe3 uHxanaropa.
. AKO He cTe CUTypHH J1ajIu Ipujiarate npaBuiiHo Barrara no3a, ceppkere ce ¢ Barws

(apMarneBT MU JIeKap.
B.3. 3aTrBapsine
1. M3npaBete nHXAJIaTOpPa U 3aTBOPeTE HANBJIHO KaNaKa.

2. HpOBepeTe AAJIA 1030BHAT 6p0ﬂ‘l Ce € MpEMECTUJT HA0JY C €HAa ¢ AUHHUIIA.

) AKO HE cTe CUTYPHH J1ajii IO30BUAT OPOSY CE€ € MPEMECTIIT HAIONTy C €/IHA SAMHHUIIA CIIe
WHXaJaIwsl, n34aKkanTe 10 CieBaliara 03a o cXxemara U s IprueMeTe KaKTo
o0ukHOBeHO. He nmpuemaiite TONbIHUTEIHA /1034,

3. Axo TpsiOBa 1a mpueMeTe Ollle €HA 1032, moBTOpeTe cThiku I'.1 10 I'.3.
I. IMouncTrBane
. OOUKHOBEHO HE € HEOOXO0IMMO Jia MOYKCcTBaTe Baius uHxanarop.
o AKo ce Hajara, MOXKeTe Jia mourncTuTe Bamms naxanatop cien ynorpeda cbe cyxa Kbpra
i canderka.
o He nouuctsaiite Baius nHxanatop ¢ Boja Win Ipyru TeuHocTu. [1azere ro cyx.

AKO cTe M3MO0J3BAIH NTOBeYe 0T HeoOxoauMmaTa 103a Trimbow
Baxno e na mpuemare go3ata cu kakto Bu e kazan Bammsat nekap. He npeBuinaBaiite npeanucanara
Bu no3a, 6e3 na ropopute ¢ Bamms nekap.
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AKXO cTe M3I0I3BajId ITI0BeYe OT HeoOxXoauMara o3a Trimbow, MoXe Ja Bb3HUKHAT HEXKEJIaH!
PeaKI¥K, KaKTo € OIUCAHO B TOUKa 4.

Tps6OBa na xkaxkere Ha Bamms jiekap, ako cTe M3MOI3BAIIN MOBEYe 0T HeoOxoumara jo3a Trimbow u
aKO MMaTe HAKOH OT Te3U CUMIITOMHU. Bb3M0oxkHO € Bammusr siekap 1a ucka fa HanpaBu HIKOW KPBBHU
U3CIICABAHUS.

AKO cTe IpormycHaJIM 1a u3noassare Trimbow

W3non3Baiite ro BeHara oM CU CIOMHHUTE. AKO IIOYTH € BpeMe 3a ciie/BaiaTta Bu nosa, e
npueMaiiTe 103aTa, KOsITO CTe IIPOIIyCHAJIN, a IIPOCTO NIPUEMETE CieBallaTa J103a B IPaBUIHOTO
Bpeme. He ynBosiBaiite nozarta.

AKko cTe cipesiu ynorpedara Ha Trimbow

Baxxno e na m3non3sate Trimbow Bceku aeH. He cnimpaiite na nznonspare Trimbow 1 He HaMasIBaiTe
J103arta, IOpU aKo Ce YyBCTBATE MO-A00pe WU HAMAaTe CUMITOMH. AKO HCKAaTe J1a TO HAIPaBHUTE,
yBenomere Bammus siekap.

AKO ¥MaTe HAKaKBH JOMBIHUTEIHH BHIIPOCH, CBBP3aHH C yIoTpedaTa Ha TOBA JIEKapPCTBO, MOMUTANTE
Barmus nexap wiu gapMarieBT.

4, Bb3MOKHHN HeKeJTaHU PeaKIuu

Kakro Bcuuku JIEKapCTBa, TOBA JICKAPCTBO MOXKE Jia IIPECAN3BUKA HEXKECIIAHU PCAKIINU, BBIIPEKU Y€ HE
BCCKH T'Y IIOJTy4YaBa.

Mma puck oT BIIOIaBaHE Ha 3a/lyXa U XpHUIIOBETE BeiHAra ciefl ynorpedara Ha Trimbow u ToBa e
M3BECTHO KaTo MapajoKcaneH OporxocmnazbM (Moxke fa 3acerse no 1 Ha 1 000 mymm). Ako ToBa ce
CITy4H, TpOBa Ja cupeTe 1a u3nonspare Trimbow u He3abaBHO Jla M3IMOI3BATE CBOSI HHXAIATOP C
OBbp30eiicTBAIIOTO ,,00JIEKYaBaIIO IEKAPCTBO 32 JIeueHHEe Ha 3aJyxa u xpunosere. TpsaOBa BenHara
Jla ce CBBbprKeTe ¢ Bamms ekap.

Tps0Ba na kaxxere Ha Bamms nexap BeaHara,

o aKo MMaTe HIKAKBY aJIeprUYHU PEaKIMH, KATO HAPUMEP KOXHH aJIEPTHH, YPTUKAPHUS, ChPOEeK
0 KOXarta, KoXkeH oOpuB (Moxe na 3acerre a0 1 Ha 100 mymm), 3auepBsiBaHE Ha KOXKaTa,
MOJTyBaHE Ha KOXAaTa WITH JIMTABUIIUTE, TIO-CIICI[HATTHO Ha OYHTE, JTUIIETO, YCTHUTE U I'bPIIOTO
(moxe na 3acerne g0 1 Ha 1 000 gymm).

o aKo nMmare 00JIka WM TUCKOMGOPT B OYMTE, BPEMEHHO 3aMbBIIIIBaHE HA 3PEHUETO, 3PUTEITHU
,»,OPEOIN" WM IBETHU 00pa3u BbB BPb3Ka ChC 3a4epBsBaHE Ha ounTe. ToBa MOXKE Ja ca

NPU3HAIK HA OCTHP MPUCTHIT HA TECHOBI'bJIHA IITayKoMa (MOjKe Jia 3acerHe 10 1 Ha
10 000 mymm).

Tpsa6Ba ma kaxxere Ha Bammus jiekap, ako ©MaTe HIKOE OT CISIHHUTE, JOKAaTO u3non3Bare Trimbow,

TBHU KaTo T€ MOXKE JIa ca CHMIITOMH Ha OenoapobHa uH(pekmus (Moxke 1ma 3acerHat mo 1 Ha 10 gy ¢
XOBB):

o MOBHIIIEHA TEMITEpaTypa WK BTpUCAHE
o MOBHIIIEHO 00pa3yBaHe Ha XpadKH, IPOMSIHA B [[BETA HA XPAUKUTE
o 3acuiieHa KallINIA WIN 3aTPYAHEHO TUIIaHE.

Bb3MOKHHTE HeKeJIaHU P€aKIuA Ca I/I36pOCHI/I Mo-A0J1y CIOpE] TAXHAaTa 4€CTOTA.

Yectu (Morar aa 3acersar a0 1 Ha 10 xymrm)

L4 BB3IMAJICHO I'bPJIO
L4 XpeMa WA 3aITyHICH HOC U KUXAaHC
o r'eONYHU I/IH(l)eKI_[I/II/I B yCTarta. M3mrakBaneTo Ha yCTaTa UK NpaBCHCTO Ha raprapa ¢ BOJda U

MHEHETO Ha 3p0uTe BE€AHAara Cjiea nHxajialiusd MOXKE aa MIOMOIHE 3a MMPEAOTBPATABAHCTO HA TE3U
HEXCJIaHU pCaKInH.
o ApPE3raBoCT Ha Ijaca
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Heuectu (Morar ma 3acernar g0 1 Ha 100 mymm)

riraBoboime
WH(EKIYS HA TUKOYHHUTE TBTHUIIA.

rpuI

BB3IMAJICHIE Ha CHHYCHTE

cbpOesk, XpeMa WK 3aIlylIBaHe Ha HOca
rbOMYHN MH(EKINH Ha TBPIIOTO WK HA
XpaHonpoBoja (e3odaryc)

I'bOMYHN MH(EKINH Ha BIAraJIUIIETO
HECIIOKOMCTBUE

TperiepeHe

3aMasHOCT

HeoOWYacH Wi oTcIabeH BKYC
U3TPBIIBAHE

BB3MAICHUE HA YXOTO

HETpaBUICH ChbPACUCH PUTHM

MPOMEHH B €JIeKTpOKapanorpamara
(eleKTpUYECKH 3aIHC Ha CHPIETO)
HeoOWYaifHO OBP3 ChPJICUECH PUTHM H
HapyIICHHUS Ha ChbPACYHHS PUTHBM
MaJIMUATAIUK (ChpIIEOHEHE)
3a4yepBsiBaHE Ha JHUIIETO

MOBUILICH KPHBOTOK KbM HIKOH ThKaHH B
TSUTOTO

aCTMaTHYeH NPUCTHI

KallIMIa ¥ MPOAYKTUBHA KalLTUIA
Jpa3HeHe Ha I'bPIIOTO

KbPBEHE OT HOCa

Peaxu (morat na 3acernat 1o 1 Ha 1 000 gymm)

Mpmuoro peaxu (Morat aa 3acersat a0 1 va 10 000 gymmn)

rbOMYHU HHPEKIUH B TPBIHUS KOII
HaMmaJieH aleTUuT

HapyLIEeHNs Ha ChHSA (TBBPAC MAJIKO HIIH
TBBPJE IBITBT CHH)

ocTpa 00oJIKa B TPBIHUS KOII

ycellane 3a npeckayane Ha ChpIeTO WK
JOIIBJIHUTENHN YIapH, HeoOudaiiHo OaBeH
CBhpACUYEH PUTHM

BJIOIIABAaHE HA acTMara

3a4yepBsABaHE HA I'bPIIOTO

CyXoTa B ycTara

Irapus

3aTPYJHEHO MpEerIbIIaHe

rajieHe

JIONIO XPaHOCMUJIAHE

CTOMAIIeH JUCKOMQOPT Clie/T XpaHeHe
ycellaHe 3a napeHe 1o yCTHUTE

360€H Kapuec

KOXKEH 00pHB, ypTHKAPHsI, CbPOEK IO
KO’KaTa

Bhb3NAJICHUE Ha JINTaBHIIATa HAa yCTaTa ChC
i 6e3 S3BU

HOBHIIICHO U3IOTSIBaHE

MYCKYJTHU KpaMITH U O0JIKa B MyCKYJIHTE
OoJka B pBIIETEe WM KpaKaTta

0oJIka B MYCKYJIUTE, KOCTHTE WII CTABHUTE B
o0acTTa Ha TPBHIHUS KOIII

YyMOPSEMOCT

MOBHUIICHUE HA KPBBHOTO HaJIsIraHe
criaJlaHe Ha HUBOTO Ha HSKOHM ChCTABKU Ha
KPBBTA: Ha OIpe/IeNIeHN OelI KPHBHU
KJIETKH, HAPEYCHU I'PaHyJIOLHUTH, Ha KU
WM Ha KOPTH30J]

MOBHUIIICHNE HAa HUBOTO HA HAKOU ChCTAaBKH
Ha KpbBTa: TI0K03a, C-peakTHBEeH
npoTerH, Opoil Ha TpoMOOLUTHTE,
MHCYJIMH, CBOOOHN MAaCTHH KHUCEIMHU WIN
KETOHH.

W3THUYaHE HA KPBHB OT KPHBOHOCEH ChHJI B
THKaHUTE OKOJIO HETO

MOHW)KEHUE HA KPBBHOTO HaJISITaHE
cimaboct

0oJIKa B 33/IHATA YaCT HA yCTaTa ¥ I'bPIIOTO
BB3MAIICHHE HA I'BPIIOTO

CyXOTa B T'BPIIOTO

00JIe3HEHO U YECTO YPUHHUPaAHE
3aTpy/HEHHEe U 00JIKa MIPH YPUHUPAHE
BB3MAJICHHE HAa OBOpEIuTe.

HHUCKO HHUBO Ha OMNPCACIICHU KPBBHU KIICTKU, HAPCUCHU TpOM60LII/ITI/I

yCCIIAaHC 3a 3ayX WJIN HEAOCTUT HA Bbh3AYX

IMOAYBAHC HA PBLUCTC U KpaKaTa
3a0aBsSHE HA pacTeka Ipu ACa U FOHOIIH.

C HeHn3BeCTHA 4eCTOTa (OT HaJIMYHUTC JaHHU HC MOXKE Oa 6’1»}16 HaIlpaBCHa OIICHKA Ha I{CCTOTaT.':l)

3aMBIJICHO 3pCHUC
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H3non13BaHeTo HA HHXAJATOPHU KOPTHKOCTEPOU/IH ¢ BHCOKA /1032 32 MPOABJIKUTETHO BpeMe
MO3Ke B MHOTO PeIKHU cJIy4Yau 1a NIPUYMHU e)eKTH BbPXYy OpraHuzma:

. mpo0sieMu ¢ QyHKIIMOHUPAHETO Ha HAAOBOPEUHUTE JKIIe3H (aJApeHalIHA CYIIPECHs)
o HamaJsBaHe Ha KOCTHATa MHUHEPATHA IUIbTHOCT (M3ThHSABAaHE HA KOCTUTE)
. MTOMBTHIBAHE HA JICITUTE HAa OYUTE (KaTapakra).

Trimbow He chabpKa BUCOKA 1032 MHXAJIATOPEH KOPTUKOCTEPOU, HO BammmsT jgekap Moxe J1a ucKa
OT BpeMe Ha BpeMe Jja M3MepBa HIUBaTa Ha KOPTU30JI B KpbBTa Bu.

CrnepHuTE HEXKETAHU PEaKIMU ChIO MOTAT J1a Bh3HUKHAT IPHU BICOKA 7032 HHXAJIATOPHU
KOPTUKOCTEPOUIH 32 TMPOIBIIKUTEIIHO BpeMe, HO UeCTOTaTa € HEM3BECTHA (OT HAIMYHUTE TaHHU HE
MOJKe Ja ObJic HalpaBeHa OIICHKAa Ha YeCTOTaTa) KbM MOMEHTA!

° Jerpecust

° TPEBOKHOCT, HEPBHOCT, MPEBH30Y/1a HJIU pa3apa3HEeHHUE.

Te3u cbOUTHS € TIO-BEPOSATHO Jla BE3HUKHAT TIPH JeTia.

Cho0maBaHe Ha HesKeJaHU peaKnuu

AKO TOITyYnTe HAKaKBU HEKEJaH!U JIEKapCTBEHH Peakliy, yBeaomeTe Bamus nexap unu gpapmanesT.
ToBa BKJIIOYBA BCHYKH B3MOYKHH HEOMMCAHH B Ta3M JHCTOBKA HEXENAaHU peakuyu. MoxeTe ChIIo J1a
ChOOIINTE HEXKENAHH PEaKINU JUPEKTHO Ype3 HALMOHAIHATA CHCTEMa 32 ChOOIIaBaHe, IIOCOYCHA B
Ipunoxenue V. Kato cpo01maBaTe HeXXeTaHN PeakIUy, MOXKETe 1a AaAeTe CBOS MPUHOC 3a
NoJy4aBaHe Ha ToBede HH(OpMALHsI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansibate Trimbow
Jla ce cpxpaHsiBa Ha MSCTO, HEAOCTBHITHO 3a JIela.

He u3non3Baiite TOBa JIEKapCTBO CJIE] CPOKa Ha TOHOCT, OTOENA3aH BbPXY €TUKETa U KapTOHEHATa
omnakoBka cien ,,EXP” u “I'ogen 1o:“. CpoKbT Ha TOJHOCT OTTOBAapS HA TTOCICTHUS ACH OT TOCOUYCHIS
MECEIL.

[a e ce cpxpansBa Hax 25°C.

C’LXpaHHBaﬁTe HHXaJIaTopa B OpUTMHAJIHATAa OITaKOBKA, 3a J1a CC IpCAIIa3u OT BjIara, u ro u3BaJicTte OT
TOp6I/ILIKaTa CaMO HCMOCPECACTBCHO NPCaX II'bpBaTa yHOTp€6a.

Cnen IIbPBOHAYAIHO OTBAPsHC HA TOp6I/I‘lKaTa JICKapCTBOTO TpH6Ba Ja CC U3M0JI3Ba B pPAMKHUTC Ha

6 CCIMUIIU U Na CC CbXpaHsABa HA CYyXO MSCTO. H3nomn3BaiiTe 3a1enBaiiys ce €THKET BBpPXY
KapTOHC€HATa OIIaKOBKa, 3a Ja 3allMIICTEC AaTaTa, Ha KOATO CTC OTBOPUIIU TOp6I/I‘-IKaTa " 3aJICTICTC TO3H
C€TUKET OT JJ0JIHATA CTpaHa Ha MHXajJaTopa.

He u3xBbpisiite nekapcTBaTa B KaHAIU3aLUATa WIM B KOHTEMHEpaA 3a JOMAIIHU OTIAIbIIH.
[Momuraiite Bamus apMalieBT Kak jJa U3XBHPIATE JIeKapcTBaTa, KOUTO Bede He u3noiseare. Tesn
MEPKH IIE CIIOMOTHAT 32 ONa3BaHe Ha OKOJHATa Cpefa.

6. Chabp:kanue Ha ONMAKOBKATA U JOMBJIHUTETHA HHOpManus

Kaxkso cpabp:ka Trimbow

AKTHBHH BeIIeCTBA: OCKIIOMETa30HOB JIUITPOMTUOHAT, (POPMOTEPOIIOB (hyMapart AUXUAPAT U
TJIMKOTTUPOHUYM.

Bcesika nocraBeHa no3a (103arta, KOSATO U3/IK3a OT MyHJIIIYKa) ChIbpKa 88 MUKporpama

OEKIIOMETa30HOB AUIIPOMTHOHAT, 5 MUKporpama (GpopMoTeposioB pymMapar AuXuapaT u 9 MUKporpama
TIIAKOTTUPOHUYM (KaTo 11 MHKporpama rimKomupoHUeB OpOMUL).
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Bcsika otmepena mo3a cpabpika 100 Mukporpama 6€KIOMETa30HOB AUIPOIHUOHAT, 6 MEKpOTpaMa
dhopmoTeposio pymapar auxuapar u 10 MEUKporpama rIMKOIUpoHuyM (kato 12,5 Mukporpama
TJIMKOTTUPOHUEB OpOMUS).

Jpyru ChCTaBKHU: JaKTO3a MOHOXHUAPAT (BMKTE TOYKA 2) M MarHE3UEB CTeapar.

Kak n3rae:xxga Trimbow u KakBO CbIbpka ONIAKOBKAaTA

Trimbow e 0sij1 /10 MouTH OsJ1 Mpax 3a HHXaIALUS.

Toti ce moctass B Osu1 TutacTMacoB nHxanatop, HapeueH NEXThaler, cbc cuB kanak Ha MyHAIIYKa U
OposY 3a HHXATALUHTE.

Bceku naxanaTop e onakoBaH B 3arieyaTaHa 3allldTHA TOPOMUKa.

Trimbow ce 10ocTaBs B OMAKOBKHY, ChIBPIKAIIH €HMH HHXATIATOP U B TPYIIOBH OMAKOBKH, BKITFOUBAIIN
JIBa WIIK TpY MHXAnaTopa, nocrassany mo 120 naxanamuu (120, 240 wnn 360 naxananun).
He Bcuuku BUIOBE ONAKOBKK MOTaT Ja ObJaT IMyCHATH Ha Ia3apa.

IMpuTe:kaTen HAa pa3pelIeHUETO 32 yoTpeda
Chiesi Farmaceutici S.p.A.

Via Palermo 26/A

43122 Parma

HUranus

IIpousBoauren

Chiesi Farmaceutici S.p.A.
Via San Leonardo 96
43122 Parma

Uranus

Chiesi SAS

2 rue des Docteurs Alberto et Paolo Chiesi
41260 La Chaussée Saint Victor
DpanHius

3a AonbIHUTENTHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpEeICTABUTEN Ha MPUTEKATEIIST Ha pa3pelieHreTo 3a yrnorpeoda:

Belgié/Belgique/Belgien Lietuva

Chiesi sa/nv Chiesi Pharmaceuticals GmbH
Tel/Tel: + 32 (0)2 788 42 00 Tel: + 43 1 4073919
Boarapus Luxembourg/Luxemburg
Chiesi Bulgaria EOOD Chiesi sa/nv

Ten.: + 359 29201205 Tél/Tel: + 32 (0)2 788 42 00
Ceska republika Magyarorszag

Chiesi CZ s.r.o. Chiesi Hungary Kft.

Tel: + 420 261221745 Tel.: + 36-1-429 1060
Danmark Malta

Chiesi Pharma AB Chiesi Farmaceutici S.p.A.
TIf: + 46 8 753 35 20 Tel: + 39 0521 2791
Deutschland Nederland

Chiesi GmbH Chiesi Pharmaceuticals B.V.
Tel: + 49 40 89724-0 Tel: + 31 88 501 64 00
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Eesti
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

E)\\ada
Chiesi Hellas AEBE
Tnk: +30210 6179763

Espafia
Chiesi Espafia, S.A.U.
Tel: + 34 93 494 8000

France
Chiesi S.A.S.
Tél: + 33 147688899

Hrvatska
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Ireland
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

island
Chiesi Pharma AB
Simi: +46 8 753 35 20

Italia
Chiesi Italia S.p.A.
Tel: + 39 0521 2791

Kvmpog
Chiesi Farmaceutici S.p.A.
TnA: +39 0521 2791

Latvija
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Norge
Chiesi Pharma AB
TIf: + 46 8 753 35 20

Osterreich
Chiesi Pharmaceuticals GmbH
Tel: + 43 1 4073919

Polska
Chiesi Poland Sp. z.0.0.
Tel.: + 48 22 620 1421

Portugal
Chiesi Farmaceutici S.p.A.
Tel: + 39 0521 2791

Romania
Chiesi Romania S.R.L.
Tel: + 40 212023642

Slovenija
Chiesi Slovenija d.o.o.
Tel: + 386-1-43 00 901

Slovenska republika
Chiesi Slovakia s.r.o.
Tel: + 421 259300060

Suomi/Finland
Chiesi Pharma AB
Puh/Tel: +46 8 753 35 20

Sverige
Chiesi Pharma AB
Tel: +46 8 753 35 20

I[aTa Ha IMOCJCIHO nmpepasrjckaane Ha JIMCTOBKaTAa .

JApyru n3rouyHunu Ha nHpopManus

ITonpoGHa uHOpMaLKs 3a TOBA JIEKApCTBO € IpeaocTaBeHa Ha yeOcaiiTa Ha EBpornetickara areHIus
o Jiekapcteata https://www.ema.europa.eu.
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