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HayuyHum 3aknoueHmn

XpoHuyHaTa ob6cTpykTnBHa 6enogpobHa 6onect (COPD) ce xapakTepuanpa Cc nepcuctmpailo,
06MKHOBEHO NMPOrpeCcUBHO, OrpaHNYEHNEe Ha Bb3AYLUHUSA MNOTOK, CBbP3aHO C NMOBULLIEH Bb3NaauTeneH
OTroBOp B AnxaTenHute nbTuwa n 6enute gpobose. O6oCTpsHUATA N CbNbTCTBALWMTE 3abonsBaHus
AonpuHacaT 3a obwaTa TexecT Npu oTAeNHUTE NaumeHTn [FnobanHa nHMumaTmea 3a o6CTpyKTUBHATA
6enogpobHa 6onect (GOLD), 2015]. CumntomuTe Ha COPD BkAtoYBaT AUCMHES, XPOHWUYHA Kawimua v
XPOHWYHO 0bpa3yBaHe Ha Xpayku. Yecto ce HabnogaBaT enn3oamM Ha OCTPO BfIOLIABAHE Ha Te3n
cumnTomm (ek3auepbaunm).

JlekapcTBeHUTE NPOAYKTM, KOUTO CbAbpXKaT UHXanatopeH koptukoctepouna (ICS) ce nanonseat WMPOKO
npu nedeHmeto Ha COPD, KaTo caMOCTOSITE/IHO SleyeHne nnm B KOMbMHaumnsa ¢ Abnro-gencresawbeTa,
aapeHeprmnyeH aroHuct (LABA). CuuTa ce, ye TepaneBTUYHUAT eeKT Ha MHXaNaTopHUTE
KOPTMKOCTEpPOMAWN € pe3ynTaTt OT NOTMCKaHe Ha Bb3MaseHMeTo Ha AuXaTenHUTe NbTuwa.Ho edekTute
Ha ICS Bbpxy anxaTtenHute nbTuwa npm COPD ca KOMMEKCHN N MexaHM3Ma Ha AeNCIBMe He € HaMb/HO
yTouHeH (Finney et al., 2014, Jen et al., 2012). Bbnpeku ToBa ICS npeacraBnsBat/BaxHa
TepaneBTMYHa anTepHaTMBa 3a onpeaesieHn rpynu nauueHTn, KOeTo e YCTaHOBEHO B HAKOW HACOKM 3a
nevyenune (GOLD pmoknag, 2015).

MpoayktTnte, KOUTO cbabpxaT ICS, pa3pewenn B EC 3a nedyeHneTo Ha COPD, BKAOUBAT akTUBHUTE
BellecTBa 6eknomeTasoH, dnyTnkasoH nponuoHaT, payTukasoH dypoat, 6yaesoHmna n dayHusonma.
Bcunukm TE€31 NpoAyKTM ca OrpaHnYeHun Ao cTaTyc "camo no nekapCko npeanucaHune". OueHKuTe Ha
6a3aTa Ha NnpeaocTaBeHUTE AaHHW NpeanonaraT eKCno3numa oF AoOpaAbKa Ha AECETKN MUTMOHU Cpea
ICS, kaTo knac nekapcrsa.

B nanmnteaHeto TORCH 3a nbpBM NMbT € pa3no3HaT noputlteH puck oT NHEBMOHUS npu naumeHTn ¢ COPD,
NeKyBaHu CbC cxemu, cbabpxalm ICS (Calverley ethal., 2007), ronsiMo KIIMHUYHO M3NUTBAHE C
NMPOAB/HKNTENHOCT Ha JIEYEHNETO OT TPU NOAMHU, KOETO CpaBHABa KOMObuHauunaTa oT GpayTUKasoH
nponuoHaT/canMeTepos C oTaenHuTe CbCTaBKmpun naumenTn ¢ COPD. OT Torasa v Aopyrv npoaykKTw,
KouTo cbabpxaT ICS ca 6unu 0b6eKkT Ha pagrAexaaHe u e NpuUeTo, Ye AaHHUTE 3a pUcKa OT MHEBMOHUS C
Te3n npoaykTn B nonynaumsata ¢ COPD Tpsabea ga 6baaTt pasrnexaaHu KaTto Usio, Taka Ye pUCKbT OT
MHEBMOHMS B Ta3u nonysauus oT naymMeHTn ga moxe aa 6bae AONb/HUTENHO XapakKTepusnpaH. Ha 27
anpun 2015 r. EK pecnektneHo _06pasyBa npoueaypa no yneH 31 ot Ampektmea 2001/83/EO B
pe3ynTaT Ha AaHHUTe 3a fiekapcrBeHa 6e3onacHoCT n noucka ot PRAC fa oOueHu BAUSIHUETO Ha
ropeonucaHnTe NpuTecHeds BbpXy CbOTHOLEHNETO N0N3a/pPUCK Ha JIeKapCTBEHUTE NPOAYKTH,
cbabpxawm ICS, nokasawm 3a nevyeHneto Ha COPD u aa usgane npenopbka OTHOCHO TOBa Aanu
CbOTBETHUTE paspewe&His 3a ynoTpeba Tpsibea Aa 6baaT 3ana3eHn, UISMEHEHN, BPEMEHHO CMPEHU Un
OTTerneHu.

PRAC npuemM@yiipenopbka Ha 17 mapT 2016 r., koaTo cnef ToBa € pasrnegaHa ot CHMP B cboTBeTCTBME
c uneH 107k ot gnpektnea 2001/83/EK.

O6u10"pe3oMe Ha Hay4yHaTa ouyeHka ot PRAC

Cnep kaTo ca nybnukyBaHu pesyntatute oT nanuteaHeto TORCH npe3 2007, ca npoBeaeHN HAKOMKO
rofieMyn MeTa-aHanuisu Ha c6OpHU AaHHU. Bbrnpeku, ye KbM U3NUTBaHUATA, BKIOYEHN B TE3U MeTa-
aHanusn moxe Aa 6baaT oTnpaBeHu usBecteH 6pon 061N KpUTUKK, BKIOUBALLW 3aTPyAHEHUS B
TOYHOTO pa3no3HaBaHe Ha NHeBMOHMATa (0cobeHo nanuTeaHuaTa npean TORCH), Bapuauuu B
nonynaummnTe Ha y4aCTHULMTE N KOHTPOSIHUTE fleKapCTBa, Pa3/IMyHN HMBA Ha OTTErNISIHE U U3NUTBaHUS,
KOWTO HE Ca KOHKPETHO HacOYeHW KbM OTKpMBaHe Ha MHEBMOHMUS, B MeTa-aHanusuTe e HabnwoaasaH
NOBULUEH PUCK OT MHEBMOHMSA Npu naumeHTute ¢ COPD. KaTo usno gokasaTtencresata OT NpoyyBaHusaTa C
HabnoaeHne ca B CbOTBETCTBME C OTKPUTUSATa B PAaHAOMU3NPAHUTE KIUHUYHU n3nuteaHnsa (PKU) u



CnefoBaTesIHO Ce CYUTa, Ye AoKasaTesnicTBaTa NpoAb/KaBaT Aa NOAKPENSAT 3aK/IIOUYEHUETO, Ye
nedveHueTo ¢ ICS noeuwasa pucka OT NMHEBMOHUSA Npu nauneHTn ¢ COPD.

HsiMa KNUHUYHU U3NUTBAHKUS, KOWUTO NPSIKO Aa U3cieaBaT pucka oT NMHeBMoHUS npu ICS v ca HanMyHK
CaMo Henpeku CpaBHEHMUSA OT MeTa-aHanu3u/CcUcTeMHM 0630pu NN ApYrM NPoyyYBaHUs C HabnoaeHue,
OCHOBHO Mexay 6yae3oHua u gnyTukasoH. PesynTtaTuTe OT No-CTapy MeTa-aHanm3u U NpoyyvBaHus
HabnoaeHMe CbLLo ca pa3Hoo6pasHM, KaTo HAKOW NpeanonaraT NOBULLEH PUCK OT MHEBMOHUS C
¢hnyTnKasoH B cpaBHeHUe ¢ 6yae3oHna, a Apyrn He oTKpMBaT pasnuka. Kato usno nopaau
BapuabuIHOCTTa B KJIMHUUYHUTE JAHHU U MHOXECTBOTO HECUTYPHOCTM MO OTHOLIEHWE Ha MEeTOA0N0rnunTe
Ha U3NUTBAHETO, HAMA KaTeropmYHM KINHUYHW AOKa3aTeNCTBa 3a BbTPELIHOKIACOBU PasfivKu B
pasMepa Ha pucka Mo OTHOLWEHME Ha MHXaNaUMOHHUTE KOPTUKOCTEPOUAHW NPOAYKTH.

PRAC cnepoBaTtenHo 3ak/to4daBa, Ye nHeBMoHuATa (Npu naunenTtmute ¢ COPD) TpsibBa aa 6bva€
nobaBeHa, KaTo YecTa HexXesnaHa nekapcTBeHa peakums B MHbOoOpMaumsaTa Ha NpoayKTa 3a-BEUUKM
npoAyKTH, cbabpxawm ICS 1 ye 3a NpoAyKTM CbC CbLUECTBYBALL MNJiaH 3a ynpasneHueHa‘pmcka
"NoOBMLLEH PUCK OT MHEBMOHMSA Npu NaunmeHTn ¢ COPD" TpsibBa fa 6bae cYMTaHO 33-.BaXXeH pa3no3HaT
pUCK.

Mpu3HaBa ce, Yye BCEKM pUCK OT nHeBMoHUS npu ICS Tpsbea ga 6bae B3eT ApPeABMA, TbM KaTo
MHEBMOHMSATA € NPUCHLLO CbNbTCTBALWLO 3abonsiBaHe npu COPD c onpeaeféHu npegpasnonarawm
dakTopun, KOeTo npasu HAKoM nauneHTn ¢ COPD no-nogatnmemn Ha TQ3KWpUCK OT Apyrn. OCBeH ToBa ce
npu3HaBa, 4Ye MMa TPYAHOCTU, CBbp3aHu ¢ audepeHumanHaTa AnarHo3a Ha NHEBMOHMSATa WK Ha
ek3auepbauusaTa Ha COPD. 3a ga ce obnekun pmucka ot nHeBMofns, PRAC cuuta, 4ye Tpsabea aa 6bae
nobaBeHO npeaynpexaeHue B NpoAyKToBaTa MHGOpMaLMsa 3ay34paBHUTe NnpodecnmoHanncTu ga b6bnaat
6anTenHn 3a Bb3MOXHO pa3BuMTME Ha MHEBMOHMS Npu nadneHTn ¢ COPD, kaTo ce B3eMa npeasua
HacnareaHeTo Ha CMMNTOMUTE Ha MHEBMOHMUSA C Te3n Halek3auepbaunsa Ha COPD.

Hakpas PRAC npeueHsBa edekta go3a-oTroBop Ha ICS nnu Bb3gencreneTto Ha LABA n apyru
CbMbTCTBALLM TeKapCcTBa BbpXy pUcka oT NHEBMAHMSA npu nauymeHTn ¢ COPD. Hakou gokasaTtencrsa
npegnosiaraTt NOBULLEH PUCK OT NHEBMOHMA(C)NOBMIWAaBaHe Ha Ao3aTa Ha ctepounpa. Cumta ce, ye e
aHasfIorMYyHO BEPOATHO, NO-BMCOKA 033 Ha KOPTUKOCTEpOUA Aa Npean3BmKa rno-rosisgma creneH Ha
nMyHocynpecus B 6enunsa apob n ga goBéae A0 NO-BUCOK PUCK OT MHEBMOHMUS, HO TOBa He €
OEMOHCTPUPaHO KaTeropuyHo BBbB\BEMYKUN N3NUTBaHUSA. ObMncnaHo e ToBa Aa 6bae 0Tpa3eHo B
MHdopMauuaTa 3a npoaykTa. ilopaan 0CKbAHOCTTa Ha AaHHWUTE MO OTHOLEHWE Ha NoTeHunanHuTe
edeKTn Ha ApyrM KnacoBe deKapcTea, npeanmceanu 3a COPD, He moraT ga 6baaTt HanpaBeHu
3aK/0YEHNS NO OTHOLWEeHME \Ha Bb3AENCTBMETO Ha CbNbTCTBALUMTE JIEKAPCTBA BbpPXY pucka oT
NMHEBMOHMSA npu naumuedTn ¢ COPD.

B 3akntouyeHne PRAC cumnTa, Ye CbOTHOLIEHMETO MoJ3a/pUCK Ha NpoayKTuTe, cbabpxawm ICS, octaBa
6naronpusaTHQ,..MpU YC/I0BUE YE Ca MPUSIOXKEHU NPeaNoXeHUTe NPoOMeHn B MHopMauusaTa 3a NpoaykTa.

OcHoBaHnA 3a npenopbkaTta Ha PRAC

¢" PRAC B3e npeasug npoueayparta no uneH 31 ot Aupektnea 2001/83/EO, cneacreme oT AaHHUTE
3a nekapcrBeHaTa 6€30MacHOCT Ha NeKkapCcTBEHUTE NMPOAYKTU, CbAbpPXallM MHXaNaToOpHU
KopTukocTeponan (ICS), 3a nedeHme Ha XpoHUYHa o6CTpyKkTMBHA 6enoagpobHa 6onect (COPD);

e PRAC pasrnexga faHHUTe NogafeHn OT NMpuTexaTenuTe Ha pa3pelleHusTa 3a ynotpeba no
OTHOLLUEHWE Ha NOBULLEHUSA PUCK OT NMHEBMOHUSA Npu nauneHTute ¢ COPD BbB Bpb3Ka C
NlekapcTBEHUTE NPOAYKTU, Cbabpxawm ICS;



e PRAC 3akntouaBa, 4Ye npefocTaBeHUTE AoKa3aTeNCTBa NOAKPeENnsaT NPpUYMHHA Bpb3Ka MexXay
ynoTtpebaTa Ha npoayKTH, cbabpxalm ICS n NnoBULWIEHNS PUCK OT MHEBMOHUS NPU NaLUEHTUTE
c COPD;

e PRAC cbll0 Taka 3ak/touaBa, Ye HAMa KaTeropmyHmn KIMHMYHK [I0Ka3aTeicTBa 3a pas/ivMku B
paMKWTE Ha K/aca Mo OTHOLUEHWE Ha pa3Mepa Ha pucka cpea NpoAYKTUTE, KOUTO CbAbpXKaT
ICS;

[ PRAC cuuTa, ye CcbLlecTBYBaT M3BECTHM AOKa3aTeNCTBa 3a NOBULIEH PUCK OT MHEBMOHUS NpwU
noKa4yBaHe Ha A03aTa Ha KOPTUKOoCTeEpounaa, BbNpeEKN YE€ TOBa HE € AEMOHCTPUPAHO
KaTeropn4yHo BbB BCUYKUN U3NUTBAHUA,;

e PRAC cuuTta, 4ye NoBULLIEHUAT pUCK OT NMHEBMOHUSA TpsibBa Aa 6bae BKOYEH B nHbopMaLmaTa 3a
NpoAYyKTa Ha BCUYKM NPOAYKTU, KOUTO cbabpxaTt ICS, nokasaHu 3a nevyeHune Ha CORD; ¢
npeaynpexaeHue 3a 3apaBHuUTE cneumanncty ga 6vaat 6aAnTeNnHU 3a Bb3MOXHOAPD@ZBUTHNE Ha
MHeBMOHMS npu naumeHTn ¢ COPD, KaTo ce B3eMa npeaBuj HacnarBaHETo Ha~GMMNTOMUTE Ha
NMHEBMOHMSA C Te3M Ha ek3auepbaums Ha COPD.

C ornep Ha ropemsnoXXeHoTO KOMUTETBLT CYMUTA, Ye CbOTHOLIEHMETO non3a/pudKk.ea nekapcrTeeHnTe
npoAyKTn, Kouto cbabpxaT ICS octaBa 6naronpusaTHo 3a nevyeHme Ha COPR,’ npu cnasBaHe Ha
AOroBopeHnTe N3MeHeHnsa B MHOpMaumaTa 3a NpoayKTa.

B pe3ynTtaT Ha ToBa KoMUTETBLT Npenopbya M3MEHEHWE Ha YC/IOBUSATa/Ha pa3pelleHunsaTa 3a ynotpeba 3a
nekapcTBeHUTe NpoAyKTu, cbabpxawm ICS, nokasaHu 3a neyedne Ha COPD.

CraHoBuuwe Ha CHMP

Cnepn kaTo npepasrnega npenopbkata Ha PRAC, CMKP/Ce cbrnacsiBa € USANOCTHUTE Hay4YHW 3aKI0oveHns
M OCHOBaHMU4 3a npenopbkaTta Ha PRAC.
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