KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHMA ITPOAYKT

Benronun Muxanep 100 MuxporpaMa/i03upaso BIpECKBaHe, CYCIEH3HA IO HAMATAHE 34 HHXATAIHA
Ventolin Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

2. KAMECTBEH H KOMMYECTBEH ChCTAB

Besxo snpsckeane foctaes 100 mukporpama canbyramon (salbutamel), non dopmara Ha canGytamon
cynar.

3a TRNHHA CIHCHK HA MOMOIIHUTE BEMECTBA BHXKTE Touka 6.1,

; W3INLAHUTENRHA ATEHLWA NO NEKAPCTBATA
3. JJEKAPCTBEHA ®OPMA Kpamka XapaxmepucimuKa Ha npogyxma - fipunoxenue 1

C}'CHCHBH!I nojA HAIATAHS 3a HHXaTalsd.

sreassrnsnfunenerorraf sunennsrasnansanany [ TE I TP

4. K/IHHHYHH TAHHH ogospenus e . /. 13 07 M

PaspeuwsHus Nﬁéf/m M - SOAF3

4.1. TepaneBTHUHH DOKAIAHHA

Bentonun Haxanep e cenekTHBeH 2 aqpeHOpEHENTOPEH aroHHCT, TIOKa3aH IPH Bb3paCTHH,

- TIOAPAcTBAIIH H Jlela Ha BE3pacT ot 4 Ao 11 roxuHH 3a eyeHne H NpeRoTBpaTsBaHe Ha OpoHXOCTIA3HM.

Ocurypsasa KpaTkoTpaliia (YeTHpH Yaca) OpoHXoaunaTauMa npH obpaTuMa oOCTPYKIHA Ha
NHXATETHHTE TETHINA, AbIDKAINA Ce Ha OPOHXHANHA ACTMa, XpOoHHYSH OpoHXHT H eHpuleM. [Ipu
6ponxmanta actMa BeHTonun HHxanep Moxe 1ia ce H3MOJ3Ba 3a o6eKyaBane Ha CHMIITOMHTE Clel
NnOABRATA HM HIH 34 NPCOOTBPATABAHCTO HM MPEeAH KOHTAKT C MO3HAT anep[‘eﬂlt.bmm{ecko YCHNHE.
3a npunoxenue 1pu 6ebeta M Aena noa 4 roauHu BIKTE TOUKH 4.2 1 5.1,

BponxoaunaTaTopHTe He ca MOKa3aHH 3a CAMOCTOATEHO HITH OCHOBHO JISUCHHE IIPH NEPCHCTHpalNa
Gponxuanua actMa. Ilpe nauHeHTH ¢ NepCHCTHPALLA ACTMA, IPH KOHTO HAMA OTTOBOP Ha canbyramoi,
ce ImpenopbyBa ICYECHHE C HHXAJIOTOPHA KOPTHKOCTEPOMAH 34 MOCTHIAHE HA KOHTPOJI Ha 8CTMAaTa.
JIMnica Ha OTTOBOP HJIH HEYCIIEX OT JICYEHHETO Che CaNfyTaMol MOXKe Jia TIOKa3Ba HyXKAATA OT CTIeIlHA
MERMIMHCKA OLEHKA MM JIeYeHHE,

4.2. /lo3HpoBKA H HATHH HA NPHJIOKEHHE

Benronun Maxanep € nokasaH camo 3a HHXAIATOPHO NpRioKeHHe H TpAOBa fa Ob4¢ BAMINBAH Npe3
ycraTa,

IponsmxkuTENHOCTTa Ha IGHCTRAETO Ha canOyTaMOJ TIpH MIOBEYETO MALTHEHTH € 4-6 Jaca.
Hapacteamo m3nonspaHe Ha Bz-aroHHCTH MOXKe 1A Obhlie oKazaTen 3a BIOLIaBaHe Ha acTMaTa. B

TaKHBa CITydaH MOKe /1a € HCOOX0AHMa MPeoLeHKa Ha TepaneBTHYHHA TU1aH npu GonHua ¥ Tpabea aa ce
HMa [PEIBU]L ChITATCTBAINA KOPTHKOCTEPOUIHA TEPATHA,

,[[033’[‘3 H 9€CTOTAaTa Ha NPHIOKCHHUC Tp}IGBa Ja ce YBCTHYARAT ¢aMoO IO JIeKapcKa Mpeno
€ BB3MOXKHA NOABA Ha HCXKCIIaHH peaKiliH, CBbpP3aHa C MOBHINAaBaHEe Ha A03aTa.



HPH TNANHEHTHTE, KOHTO Ce 3aTPYAHABAT ¢ KOOPAHHALHATA Ha AHIHAHCTO MPH H3IGA3BAHCTO HA
HHXAJIATOPHOTO YCTPOHCTBO MOA HANTAHE ¢ Ao3upallia fomMna, Berronuur Huxanep Moxe 1a ce
[IpHjiara ¢ NOMOIITa Ha 00eMHa KaMepa 3a HHXaaHpaHe.

Bvspacmuu:

" Opnaggpane Ha OCcTpH GPHCTHIA Ha Gponxocnasem: 100 nin 200 muxporpama.
Hsnonssanero na Benronun Haxanep npr Hyx/a He TpabBa 1a Oble MoBeye OT HETHPH IIBTH B

RenoHomuero. Hysknara ot mo-uecta ynorpeba WM pA3xo NOBHINABaHE HA /103aTa TOBOPAT 32
BIIOLIABaHe Ha OpPOHXHaNHAaTa acTMa (Bk. Touka 4.4 CrelMannu npeIynpexacHHs H NPEANasHH MEPKH

TIpH yriorpeHa).

- IlpenorspaTaBane Ha GPOAX0CHATLM, NPEAHIBAKAH OT KOHTAKT C OIHAT AJICPTEH HJIH OT
$u3Evecko yerume: 200 MHKporpaMa npefH KOHTAKT C ajlepreHa HIH yCHITHETO.

= Moaabpaxama Tepanus: go 200 MUKporpaMa YETHPH ITHTH AHEBHO.
Heduampununa nonynayus:

Tpu Gebera M MaNIKH Aelia MOKe ]a HMa MO-TONSM YCIIEX OT JIEYeHHETO [PH H3Mo/13BaHe Ha 0beMHa
KaMmepa c mHuera Macka (Hamp. Babyhaler).

= OnBnaggBaHe Ha OCTPH OPECTHIH HA GPOHXOCHATLM:

O6uuaiinaTa 103upoBKa IpH Aeua mog 12 roaunu e 100 Mukporpama, KaTo IpH HEOOXOAHMOCT fIo3aTa
MoO3Ke Jia ce NoBHIIH A0 200 MuKkporpamMa.

Jena Ha ep3pacT HaA 12 rogHMHH: J103aTa € KAKTO ITPH BE3PACTHHTE.
Hsnonseatero Ha Berromin HMuxanep npu Hy:xna He Tpabea 1a 6bIe nosedye oT Y4eTHPH NBTH B
JACHOHOIIHETO. Hyma’ra OT IMMo-vYeCTa yﬂO’I’peﬁa HJIH PAZKO MOBHLIABAHE Ha J03aTa MOBOPAT 3a

BIIOIIABAHE HA OpoHXHangara acTMa {BK. Touka 4.4 CrielManuy npeynpexk/IeHHs H MPeANasHH MEPKH

npH ynorpe6a).

" IIpenorspaTaBane aa GpoExOCHATLM, npe,unsnmcan OT KOHTAKT € IO3HAT aJIepreH HH 0T
PpHIAYECKO YCRTHE:

ObwuatinaTa N03HpoRKa mpH Aeua noA 12 rogunu e 100 Mukporpama npeH KOHTAKT ¢ alepreHa Wik
YCHIIHETO, KATO NP HEOOXOMAMOCT 103aTa MOXKe [a ce NoBMmH Ao 200 MuxporpaMa.

Jeua Ha ep3pacT HaA 12 rogHHK: I02aTa € KAKTO TPH BB3PACTHHTE.

= Moaanpxama Tepanns:

Obuaitnara mo3HpoBKa npu Aena nog 12 roauuu € go 200 MuxporpaMa YeTHpPH IFETH JTHEBHO.
Hena Ha rB3pacT Hax 12 ropuHM: K03aTa € KaKTO NMpH BB3PacTHHTE.

4.3. IIpoTHBOHDOKA3AHAN

Benronun I’IHXHJ'ICP € MPOTHBOIIOKA3AH IIPH NallHCHTH ¢ aHaAMHE3a 34 CBPBXYYBCTBHTCIHOC
H Ja € OT HCTOBHTC ChCTABKH.

HeunrpapeHosHuTe nekapeTheHy (hopMH ua caibyTaMon He Tpa0Ba Aa ce H3MON3BAT 34 CHY
HEYCIOKHEHO NPEeXAeBPeMEHHO PAKAAHE WM PH 3alUTaiBall abopT.



4.4. Cpenuajuu NpeaynpekACHHAS H NPEANA3HH MCPKH IpH ynoTpeba

JleuenreTo Ha acTMa HOPMAITHO TPAOBa Ja CrejlBa CTHIAIOBHAHA MPOrPaMa u € HeoOXOoaHMO
NOBMMABAHETO HA OONHKA [1a ce KOHTPOJIMpa KTMHWYHO H Ype3 GYHKIHOHANHH H3C/AEABAHUA HA
AHIIAHETO.

Veenuuasamma ce yrnorpeta Ha xpaTkoaeHcTeaiy HHXaNaTOpHH [32-arOHHCTH 33 KOHTPOI Ha
CHMITTOMMTE € IIOKa3aTeJl 3a BioillaBate Ha GpoHxHanHaTa actMa. IIpn Te3u yClnoBHs cxeMara Ha
JeyeHHe TpaOBa 12 ce IPeOLeH .

PazkoTo nporpecupaiiio Bromiagatie HA KOHTPOJa HA 4CTMATa € TOTEHIMAITHO JKHBOTO3aCTPAIaBalio u
TpsAOBa Aa Ce MpeLeHH 3aroYBaHe Ha KOPTHKOCTEPONIHA TEPAIIHS HIH MOBHIIABAHE HA A03aTa Ha
HJIMTHA KOPTHKOCTEPOH/IHa Tepamns. ITpH MAUHEHTH ¢ TOBHIIEH PHCK C€ NPENOPHYBA XCIHEBHO
Habmonenue Ha BEJT,

B cmyuait we, obuuatinara edeKTHBHE 1032 HHXAIATOPEH CAN0YTAMO He TIOBINABA CHMITTOMHUTE B
MpOAB/UKEHHE Ha MOHE 3 9aca, nauueHThT TpAOBa Ja ObAe NOCHBETBaH /1a NOTHPCH KOHCYITAlHA ©
JieKap, KOHTo J1a npennHine Heo6XonHMUTE AOITEIHHTENHH MEPKH.

Candyramon Tps6Ba Oa ce MpWiara BHMMATENHO MPU NALHEHTH C THPEOTOKCHKO3A.

Ilpu neveHue ¢ B2-aroHACT MOXE A CE Pa3BHE IIOTSHIMATHO TEXKKA XHIOKATHeMHA ([PeTAMHO TIPH
MNapeHTePalHO NPHIKKESHHE HITH upe3 HeOyH3aLMA).

Ocofeno BHHMAHHKE ce TIPENOpBIBa IIPH H3OCTPAHE Ha TE&XKa GPOHXHANHA aCTMA, Thi KaTo To3H edexT
MOXe Aa Obie NOTEHIMPaH OT CHITETCTRAIIOTO JIEYSHHE ¢ KCAHTHHOBH IPOHU3BOJIHH, CTEPOUIH,
AXYPETHLH, KaKTO ¥ OT XHTokcuaTa. [Ipenoprusa ce, B Te3H cIy4aH Jia € KOHTPOJIHPAT CEPYMHHTE
HHBA Ha KATHA.

O1 cienperucTpauHoOHHH M myOJIMKYBaHH JIATEPATYPHH AaHHM Ca HAJIMIE HAKOM JIOKA3aTe/ICTRA 32
MHOT'O PEJIKH ClIyYaH Ha MHOKap/IHa MCXeMHS CBBp3aHa cke candyramon. Ilammenture ¢
NpeHCTIOHMPALTH/ PHCKOBH (PaKTOPH WIH HAIHYHA HOXEMHYHA GONECT Ha CHPLETO, KOMTO NOAYYaBaT
canbyramon 3a Gemoapobro 3afonasane, TpaOBa Aa 6HAAT NPEAyUPEASHH 4 THPCAT KOHCYATALRA C
JieKap, B clyyalt ye H3nHTBAT rpbiHa Honka.

Tpabpa na ce NpoBEpH TEXHHKATA HA HHXANMpPAHE Ha TMAUHERTA, 3a Ja ¢ YCTAHOBH HAJIMUHETO HA
CHHXPOH My BOHMIIBaHe H HHXanupaHe. ToBa € 0T roNAMO 3HaYeHHE 33 ONTHMANBOTO
pasnpeaeneHHe HA JIEKAPCTBOTO B Gemua Apob.

Hsnomspanero Ha Puxanepa npu aena e Heo6XoauMo Ja ce Habmoaasa OT BE3pacTeH.

KakTo 11pH noBedero HHXaNaToPHHM NEKAPCTBERY MPOAYKTH B OMAKOBKM ITOJ HAJAraHe, TeParCBTHIHHMAT
ethext na Benromun Huxanep Moxke na HaMasiee, KOraTo OnaKkoBKaTa € CTYAeHa.

Kakro ¥ npu Bcdka ipyra HHXANATOpHa TEpAIAsA MOMKeE Jia Ce pa3skHe NapajiokcaneH OPOHXOCHA3hM ¢
BHE3AIHO YBelTHIaBaHe HA XPHIIOBETE BeHara Cned npieM Ha Ao3ata. Tosa cherosnme Tpabpa na ce
TpeTHpa He3aGarHO ¢ MPWIOKeHHe HA alTepHaTHBHA JlekapeTaeHa hopma WK Apyr Obpao/eiicTal
HHXaTaToped GpoHXOAHNATATOP aKo € HanuueH, U3Mmon3paHeTo Ha KOHKPETHATA JIEKapCTBeHa (opma Ha
canbyramon TpaGRa Aa ce TpeyCTaHORH, HeOOXOMHMO € Aa Ce HATIPABM OICHKA Ha ChCTOSHHETO Ha
NMAUHEHTa H [PH HEOOXOMHMOCT /a Ce Ha3HayH paznnves OppsoneiicTpall GpoHXoRMNaTaTOp 32
cnenpamia ynorpeba.

He Tps6Ba na ce mpeANHCBAT eAHOBPEMEHHO CanbyTaMON U HeceleKTHRHH P-610KepH
NPONPAHONOIN.

CanGyraMon He ¢ MPOTHBONOKA3AH PH NAUMWEHTH, HA TEpanus ¢ HHXHOHTOPM Ha

3




MoHoamuHOOKcHAazaTa (MAQ). Bee mak edexThT Ha canGyTaMON MOXKE Aa ¢e MIOBJTHAE OT ryaHeTHIUH,
Pe3epH, METHINNONA B TPHUWKITHYHHE AaHTHIETIIPECAHTH.

4.6. PepraamTer, GpeMeHHOCT H KbpMeHe

DepTHIATET :

Hsma nudropmarms 3a ro3MoxkHETE edexTH Ha canbyramon Bbpxy depTunereTa mpu xopa. Ilpn
JKMBOTHH He c€ HabmonaBaHu Hexenanu edekTu BhpXy deprnurera (Brok IIpekiHHM4IHA JAHHH 22
6e30macHOCT)

BbpeMennoct
TTo Bpeme Ha GpeMEHHOCT ISKAPCTEA MOJKE A2 CE TIPHJaraT camo aKo 04aKBaHATA [10/13a OT JICYEHHETO
Ha Ma#ikaTa € [10-ronsAMa OT BCEKH Bb3MOKEH PHCK 3a TUIOHA.

Tlpu nocrpervcTpaumonnata ynorpeba ca ONIMCaH! peliKH CTyH¥aH HA PazIMMHH KOHTEeHHTATHA
MandopMalyH, BKIIOUHTENHO palatum fissum W aHOMaldy Ha KpatiHiiTe, B TOKOTIEHHETO Ha
NAlBEHTH, JIEKYBaHH che canGyTamon. TIpH HAKOH OT OMKCAHUTE Cyday, MaiikKHTS Ca MPHEMAIIM MHOTO
Pa3M4HHA JICKAPCTRA 1O Bpeme Ha OpeMeHHOCTTa.

Bpb3ka Mexay aHOMATHHTE H IpHEMa Ha canfyTaMoll Re MOKE J1a ce JOKaXKe, ThH KaTo He ¢e
3abeasBa nocneaoparesicy MoJen npy J.IG(IJGK’I‘HTC, 2 CHINO TaKa MPOUCHTA Ha KOHICHHTATHH aHOMaJIHH
e 2 103 %.

Kznpmene

CanbyraMon BepoATHO ce eKCKpeTHpa B KbpMara. [lopagy ToBa 3NON3BaHETO My TIPH KbPMeEIM MaHKH
HE ce IpenopbYBa, OCBEH AKO OYaKBaHATA NOJI3a HE € NO-TO/IMA OT BCEKM noTeHupaneH pHek. He e
M3BECTHO NANH candyTamolN B KEPMAaTa € BPeieH 3a HOBOPOJEHOTO.

4.7. Edexra phpxy cnocobrocTTa 3a modnapane B paora ¢ MAIIEHA

He ce noknaaBasH Takusa.

4.8. Heke aHH JeKAPCTBEHM PeAKIHH

HesxenaHure nekapeTBeHH peakiyM ca NMPeACTABEHH NMO-A0Y B 3aBUCHMOCT OT CHCTEMO-OpTraHHaTa
KnacubUKalMa H abcooTHaTa yectota. YectoTute ca aedrHHpaHy KaKTo ¢e/iBa: MHOTO YeCTH

(> 1/10), wectn {= 1/100 oo < 1/10), veuectn (= 1/1 000 go < 1/100), pemxu (= 1/10 000 go < 1/1 000)
MHOTO peaxy (< 1/10 000), xmousrenHo w3onupaHu choOmenus. MHOro JecTuTe U YecTHTe CHLOUTHA
ca ONpeAesieH! OCHOBHO OT JAHHH OT KJIMHMYAY MPOoyYBaHuA. PemKkuTe H MHOTO peaxHTe ChOHTHA Ca
OTIpefigNieHH OCHOBHO OT JAHHHA OT CNIOHTAHHH CHOOIICHIA.

HapymeHns H2 HMYHHATA CHCTEMA

Muoro pemxs:  Peakiui Ha CBPBLXUYBCTBHTEIHOCT, BKITIOUHTENHO aHTHOEAEM, YPTHEAPHA,
OpoHXOCTIAZEM, XMITOTEHZHA H KOJMANC.

Hapymenna na metafom3Ma H XpaHeHeTO

Penxm: XHUIOKAITHEMHS

ﬁoreﬂuﬁanﬂo TERKATA XHTOKATASMHAR MOXKE [1a € PE3YATAT OT JIEICHHE © [2-arOHHCTH.
Hapymenns ua RepBHATA CHCTEMA

Yecrn: Tpemop, rnasobonue

Msuoro peakn: XunepakTHBHOCT




CrLpacunHd HADYIIEHAR
YecTH: Taxuxapaus
Heuecrn: Ianupranus

Mmuoro peaxi: CBpACYHH apHTMMH, BKTFOYHTETHO MPEACHPAHO MEKIEHE, CyNpaBeHTPUKYNapHa
TAXHKAPOAA H €KCTPACHCTONH

Mmnoro pegxu:  MuokapaHa ucxeMEs

CnA0OBR HApYIICHASR

Penxu: IMepudepna pazogunaTalms

Pecnaparopus, rpsAHH H MEAHACTHRAJIAE HAPYIIEHAS

Mmuoro peaxn: IlapagoxcaneH GpOHXOCHAZEM,

CroMamuao-1peBHE HAPYHICHHA

Heuectn: Hpa3sHeHe B ycraTa H IBpIoTO.

Hapyureaus Ha MyCKyJIHO-CKeJIETHATA CHCTeMA H Che/{HHATEARATA THKAH

Heuectn: MyckymHH cnazMu.

Cﬁoﬁm@aue Ha NOA03HpaHH HeKETaHH peakKlHH

CrobmaBaHeTo Ha MONO3HPAHK HEXKENAHH PEakivH Clie] pa3pemiaBaHe 3a ynoTpe6a Ha IEKAPCTBEHHS
HpoayKT e Baxuo. ToBa MO3BOMABA N2 MPONBIKY HAOTIONEHHETO HA CHOTHOMIEHHETO [OJI3a/PHCK 3a
JIEKapCTBEHHA NPOAYKT. O MEAUIMHCKHTE CIIELMATHCTH & M3HCKBA 1a CHOOIIABAT BCAKA M0OJ03UPaHa
HeKelaHa peaKifia Upe3 HALHOHAIHA CHCTeMR 3a ¢hobmapaHe:

HsnbmHuTenHa arcHI¥A o JexapcTeaTa

yn. Jamaea ['pyes™ Ne 8
1303 Codna
Tem.: +35 928903417

yeGcaift: www.bda.bg

4.9. Tlpeaozmpane

Hafi-gecTHTe MPH3HALM ¥ CHMIITOMY Ha TIPE103HPAHE CHC CANGyTaMON ca DPeXOIHH Pr-arOHHCT
rapMaKonoriauHo MeAMHpaHH CEOHTHA (B TOUKH 4.4 CrierMaiHH NpenyNpeKIeHHs ¥ NPeIIa3Hi

MepKH npH ynotpeba H 4.8 HexenaHu rekapcTBEHH peaKiliH).

Cnen npezosipane CbC candyTaMol MOKe fia ce pa3BHe xHnokanHemus. HeoOxomHmo e j1a ce cieaar
cEpyMHMTE HHBA Ha KaTHA.

JlakTaTHa alM03a € AOKIA/1BaHA BB BPh3Ka ¢ OPHIOKECHHE Ha BUCOKH TePaneBTHYHH 031, KAKTO U ¢
[PEIO3HpaHe Ha KpaTkopekcTrainy Br-aroHUCTH, NOPajHl TOBA NPH NPeAo3HPaHe € TIONXOIAmO 1a ¢e

NpH3HAUH Ha OPOHXOCTIA3EMA, KATO HANPHMED, XPHIIOBETE).




5. @®APMAKOJIOI'HMYHH CBONCTBA
5.1. ®PapmakoIHHAMHYHH CBoOlcTBa

ATC xon: RO3AC(2

Mexang3bpM Ha AeiicTBHe

CanbyTtaMon e celleKTHBEH [3; aIpeHOPELIENTOPEH aroHHCT. IIpHET B TepaneRTHYHH JO3H, aKTHBUDA 32
aJipeHOpEeLeNTOpUTe Ha GpOHXMANHATA MYCKYJIaTypa, M OCHIypsaBa KpaTkozeticTsama (oT 4 no 6 1aca)
Oponxoamwiarais ¢ 66p30 Hauano Ha JeicTBHE (B paMKHTe HA 5 MHHYTH) IpH 00paTHMa o6cTpyKumA
Ha AHXATENHHTES IIbTHIA.

CroenpaJiHd rpynH NanHeHTH

Jlena moa 4 roquam:

IMeadaTpHyHH KnirHu4YHA K3nuTBanud (SB020001, SB030001, SB030002) ¢ npenoprsyaHaTa 1o3a PpH
NALHEHTH HA BB3PAacT NoA 4 romuHy ¢ GpoHXOCIassM, CBLP3aH ¢ o0paTiMa oOCTPYKIHSN Ha
IMXaTeHHTE ITHTHINA, MOKa3BaT, 4e npodmntt Ha GesonacHocT Ha Berronun Huxanep e cpasHiM ¢
TO3M MpH Acla Haj 4 roAHHY, IIOAPACTRAIM M BH3PacTHH.

5.2. ®apMakoKHHETHYHH CBOHCTBa

Pezoponust

Crnen HHXaJIaTOpHO npwioxkeHHe Mexay 10 u 20 % ot npuertara 103a AOCTUIAT AOTHHTE JMXATEIHH
mpTHINa. OcTananara dact ce oara no Huxanepa HiM B opodapHHTCa, 0T KBAETO CIICH TOBA CC
norrsina. YacTra or IekapeTBOTO, KOATO € AOCTHIHANA AMXATEIHUTE ITBTHINA ce pe3opOHpa oT
GenonpobHaTa ThkaH M NONaAa B UMPKYJIALHATE, HO He ce MeTOonH3Hpa ot Genma apob.
Pasnpegencane

Oxono 10 % or npueTns carbyTaMon ce CBBP3Ba ¢ [Na3MEHKHTE MPOTEHHH.

MeTatoanzsm

Cnien xaTo nonaaxe B HHPKYNIALHATA, Ce MOAJAra Ha YepHOAPoOeH MeTaboNU3bM H CIEN TOBA CE
eKCKPEeTHPA C ypHHaTa B HenpomeHeHa (hopma U kato eHon cyndar.

IToreaHaTaTa YacT OT MpHETATa 1034 ce pe30pOHpa B raCTPOMHTECTHHATHHA TPAKT H €€ MOJyIara Ha
3HaumTelneH first pass merabonnseMm a0 denon cyndar. MerabonursT H HENPOMEHEHATa 9acT Ce
EKCKPeTHPAT NPEeJUMHO ¢ YPUHATA.

EnamMuBHpane

CanGyTaMoJ NPIWICKESH HHTPABEHO3HO HMA e/IHMMHALIMOHEH NOTYKHBOT MexIy 4 H 6 daca.
EnuamuaHEpa ce yacTHuHo upe3 OuOpenuTe, a ocTaHanaTa yact ce MeTalOMHM3KHpPa [0 HEaKTHBEH
meTabonut 4'-O-cyndar (denon cyndar), KoHTo ChITE ce eKCKpeTHPa OCHOBHO 4pe3 GrbpenwTe.
Manka gact ce esimMuHMpa ¢ deneca. [onamaTa 4acT OT NPHETATA HHTPABCHOZHO, TIEPOPATIHO HITH
HHXAIATOPHO A03a canbyTaMoN ce eKCKpeTHpa 3a oKoJo 72 Jaca.




53. [peaxsmnanynaH JaHHA 33 GezonacHoCT

AHanorH4yHO ¢ APYTATE MOIHH CENIEKTHBHHE [32-peLieITTOPHH arOHKUCTH, callOyTaMoN € ToKasal
TepaToredeH e()eKT NpH MMINKH, KOTATO € TpWiaran noakoxno. [IpH penpoaykTHEHO w3nuTBade 9,3 %
oT derycure ca 61nM ¢ Brrdo Hebue (palatum fissum) npu moza 2,5 mg/kg, xoATO € 4 'BTH NO-TOJIAMA
OT MAKCHMAaIIHAT4 [IepopasiHa 1032 3a xopa. [IpH IWIkXoBe nepopanHoTo npumroxenye ka 0,5; 2,32,
10,75 u 50 mg/kg/neH npes BpeMe Ha GPEMEHHOCTTA He € AOBENO Aa 3HaYMMH (eTarHy Mandopmaup.
EMMHCTBEHHAT TOKCHYEH edeKT ¢ 61 yRemuaBaHe Ha HEOHATANHATA CMBPTHOCT IIPH NPHIIOKEHHE HA
HaH-BHCOKHTE JI03M B PE3YIITAT Ha JIAICA Ha MaifuuHH rpiki. 1IpH penpoayKTHBHO M3NHTBAHE CEC
3aiiy ca HabnioaBann ueperiin MandopMaimu nipu 37 % ot deTycHTe NpU NPHIOKEHHE Ha

50 mg/kg/neH, koeTo ¢ 78 MbTH NOBeYe OT MAKCHMAIIHATA ITEPOPANTHA 1032 33 XOpa.

TIpy rUTEXOBE B M3NUTBAHE 32 ePTHIMTET H 00MA PENPOAYKTHBHA CIIOCOBHOCT ¢ MIEPOPAITHE TO3H OT 2
4 50 mg/kg/nen, ¢ H3KMOYEHHE HA HaMaslsBaHe Ha Opos Ha olLieNeNuTe HOBOPOISH: 10 ieH 21 cnen,
paxnane, ipu jo3a or 50 mg/kg/nen, He e HMano Apyru HexxeNland eekTH BEPXY (eprinuTera,
eMOpHOGETANTHOTO pa3BUTHE, PASMEPHTE, TETTIOTO MPH POKAAHE HITH TEMIIA Ha PACTEX.

- Upes H3NUTBAHE, IPOBEACHO C MHOIO M PA3NHYHM XKHBOTHHCKH BHAORE € YCTAHOBEHO, Y€ TIOMOLHOTO
semecteo HFA 134a He e TOKCHYHO, IPHNAraHo ©KEIHEBHO 3a NEPHOA OT 2. FO/IHHH B MHOTO BHCOKH

KOHLICHTpallHH, MHOTOKPATHO HAABHIIABANIH KOHLSHTPAIMUTE, HA KOUTO € BE3MOKHO a Gbaar
HITCIKEHH XOpa.

6. PAPMANEBTHYHH JAHHU

6.1. CuoHchbk Ha TOMOMIAHTE BENIECTBA
1,1,1,2 rerpadimyopoetan (HFA134a)

6.2. HecbpBMecTHMOCTH

Hama ormcaHy.

6.3. Cpok Ha TOaHOCT

2 rojMHB.

6.4. Cuoenmanun ycioBHs HA ChXpaHeRHe

Cnen ynorpeba nocrassiite crabHIHO Kana4dKaTa Ha aIUTMKATOPA 32 YCTA Ha MACTOTO H qpea ILTETHO
HAaTHCKAHE JI0 INPaKBaHETO H. : ‘

Ja ce cexpansgBa npH Temneparypa nozn 30°C. Jla He ce 3aMpaaﬂBa. Il,’a ce IasH OT NpAKa CILHYERA
CBET/IMHA.

Kakro Npy NOBCYETO HAEXATATOPHHU NCKAPCTRA B ONAKOBKM IO HAJIATAHE, TCPANeBTHYHHAT e(t)EI(T ‘Ha
BendTomud Moxke Ja HaMalee, Korato ONaKoBKATa € CTY/ICHA. :

OnaxoBkata ¢ MoJ| HanATaHe. J{a He ce Hanara Ha TeMnepatypa no-sHucoka ot 50°C. Jla ve ce uynu,
npoGUBa KIIH H3TAps, AOPH KOTATO € BUIUMO TpasHa.

6.5. BnaH chabpkaHAe HA OMAKOBKATA

ITeperYyHaTa ONAakoBKa NPENCTABIABA ATyMHHHEB KOHTEHHED, ¢ AO3MpaNl BEHTHII, MOCT.
MJACTMacOBO HHXAIATOPHO YCTPOHCTRO ¢ MyNBepH3Mpallla f03a H Kanayuka.

Besxka onaxkoeka Berronmn Muxanep ceabpixa He no-manko oT 200 1o3HpaHd BIOPbCKEA

.




6.6. ChnenEaNBH HPENTA3HE MEPKH HpPH H3XBLpaARHE H pabora

Heu3non3BaHuAT JEKAPCTBEH NPOAYKT WIH OTHAIBYHATE MATEPHATH OT HEro Tpa6Ba fa ce H3XBBPAAT B
CLOTBETCTBHE C MECTHHTE H3HCKBAHHS. :

YKA3AHHWA 3A YIHOTPEBA

IIpoBepka ua Huxanepa

TMpenu na manonssare Huxanepa 3a Npbse OBT OTCTPaHETE KAMAYKATA HA ATUTHKATOPA 34 YCTa, t{pes
BHMMATEIIHO NIPHTHCKAHE OT ABeTe i crpaku. Pazknatere Huxanepa aobpe, HacoueTe annukaropa 3a
y<Ta HacTpaHu oT Bac u npLcHeTe /1Ba rbTH BLE BB3AYX4, 32 JIA CE YBEPHTE, Y€ I/IHxanepa pabory.

Axo Huxaneprr He ¢ GUJI M3M0N3BaH B NPOIBILKCHEE HA 5 AHH HWIH IOBEYE, PA3KIATETE TO )106pe 5|
IpLCHETE /IBa TETH BLB BB2AYX4, 32 /1a C& YBEpHTE, Ye paboTh.

H3nonspane Ha Haxanepa

1. OrcTpaHeTe Kanaukara Ha aIUTHK2TOPa 32 YCTA 4pe3 BHAMATEAHO MIPHTHCKAHS OT JABETE i CTPaHH.

2. IlpoBepere PBTpelHATA H BRHIIHATA YacT Ha MHxanepa, BKIOTHTETHO annﬂxa’ropa 33 ycra 3a
HaNHuKe Ha pasxnabeH YacTH/CBOCOAHY TaCTHIH. :

3. Pasknarere ViHxanepa noGpe, ¢ K0€TO 1a OCHTYPHTE OTCTpaHSBAHE HA EBEHTYATHH CBOGOJJ,HH
YaCTHLH M PABHOMEPHO CMECBAHE Ha CHIBPYKAHHETO.

4, Jpoicre Huxanepa B H3npaBeHO MONOKEHHE MEKY NMOKa3anela H naieia, KaTo najena
MIOCTABHTE BLPXY OCHOBATA 10/ AIUTHKATOpA 33 YCTA. o : '

5. HaaumaliTe KOJIKOTO € BEIMOMKHO H CJIE[] TOBa MOCTABETe anmucampa B yCTaTa CH Mem]y 3p0HTE
H 3aTBOPETE YCTHH OKOJIO Hero, Oe3 na ro saxansare. : : :

&, Bautugaiite npes ycrara. Beanara, ciea xaTo 3all0YHETe BIHIDBAHETO Npe3 ycTaTa, HATHCHETES
Hajony Bbpxa Ha MHxanepa, 3a Aa Bnipbckate canbyTamMon, AOKATO BAHIIBATE MPOJRDKMTEIHO H
AB00KO.

7. 3ampmxre ABpXa cd K m3sagere Muxanepa ot yorata cd. [Ipoasibkere fa 3a{bpKaTe TbXa CH 3a
HAKOJIKO CEKYHIIH HIIH ZIOKaTo BH € BB3MOoKHO.

8.  Axo Baipwar nexap Bu ¢ xa3ai, e TpaOBa qa HanpaeuTe [ABe HHXANALMY, H3YaKalTe OKOIIO
NOJIOBHH MMHYTa, CJle]] KOETO MOBTOpETE NelcTBIATA OT TouKa 3 1o Touka 7 3a creapauiara
HHXananus.

9, BupHeTe Ha MACTO Kanaukara Ha aljIMKATOpa 3a yCTa, q:pea IUILTHO HATHCKAHE A0 LIPAKBAHETO H.

He 6wpaaiite ¢ aeficTeraTa OT TOYKH 5, 6 1 7. BajHo ¢ Aa 3aMo4HETE Aa IHINaTe, KOJIKO € BE3MOXHO
no-6arHo nipeay Aa 3anekcreare Hixanepa. : : S
YrpaxkHasaliTe ce 1per Orenano IEPBUTE HAKOIKO ITHTH. AKO CIIEH mma.rmpane EHHTE KAIMIMLH 10
Banmma Maxanep win oTCTpaHH no YCTHHTE CH, TPAOBA OTHOBO Ja non'ropme npHeMa, 3a04Baikn o7
TOUYKa 2.

Mankure felja MOMKE 1a HMAT HY>3KIA OT NOMOLL H MOXKE a C¢ HaJIOXKK POAMTENIATE MM Nla 3anelcTBaT
Huxanepa smecto Tax. Hacepuere aerero ma wsauia v Hatucrere Huxanepa TOUHO, KOraTo 3a104He
Aa BAHIEBA. Y ApaKHABAlTe ce 3aexHo. Ako Tpabaa na Jasare Benronun Maxanep va 6e6e nnu Manko
JeTE, NEYCHUETO MOXKE J]a HMa TIO-TOJIAM YCTIeX NpH H3MoN3BaHe Ha 0OeMHa KaMepa C JIMLEeBa MAcKa
(sanp. Babyhaler). 3a noeeue mudropmartus ce koucyarupaiite ¢ Bamms nexap.

[To-ronemu nena wim xopa cbe cnabH pblle MOXe Ja YCTAHOBAT, Ue € Io-Jecko Aa Aspxar Huxaiepa ¢
ngete pere. B To3u ciydaii aBata Mokasanela TpsORa Ja ce MOCTABAT HA BEPXa My, AOKATO iBaTa -
nasella ce ALPXKAT BhPXy OCHOBATA NOJ AIUIAKATOPA 32 YCTa.

HogrcTBane na Haxanepa

3a na npenorspartuTe 6MoKkMpane Ha Bamns Yixanep TpaGea aa ro nouMcTeaTe ok

CEIMHMMHO IO CASHHMS HAYHH:

I.  H3mapgere MeTanuata onakoBka Ha HMuxanepa oT rwractMacosarta 4act H ©
aTUTMKATOpa 3a YCTa.



2. Hsnnaksere cTapaTellHO IUTaCTMACOBATA YACT MO TEYallla TOTLTA BOAA, Ce/] KOETO OTHOBO
H3MHHTE IUIACTMACOBATA 4acT [pe3 aTuTHKaTopa 32 yCTa.

3. [NoacymeTe crapare/THO OTBBH M OTBETPE INIACTMAcOBaTA YacT (HampHMep OCTaBeTe s Aa ce
CYIIH 33 eHa HOMII).
4. IlocTapere Ha MACTO METATHATA OTIAKOBKA M KAIIAYKATA Ha ATUTMKATOpA 32 YCTA.

He nocrapuiiTe MeTaNHATA OIAKOBKA BLB BOAA.

7. IIPHTEXATEJ HA PASPEIIEHHMETO 3A YIIOTPEBA
GlaxoSmithKline Trading Services Limited

12 Riverwalk,
Citywest Business Campus,

Dublin 24,
Wpnarmms

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Peructpaionen Ne 20020042

9. JATA HATIBPBO PASPEIIABAHE/ TOJHOBABAHE HA PA3PEIIIEHHETO 3A
YIIOTPEBA

Hara Ha mEpeo paspeinasane: 04 nexemepu 1992 .

Hara Ha nocnenHo noxuosaeane: 02 dgespyapu 2012 r.

10. JATA HA AKTYAJHM3UFPAHE HA TEKCTA




