KPATKA XAPAKTEPHCTHKA HA TTPOAYKTA
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1. HMB na ﬂeKaPCTBeHI‘IH Hpoﬂym K;;ﬂli;-l—t;dﬁ;!];;!uhu#d wiy ipodynma - NpunoseHue |
VENTOLIN Inhaler
BEHTOJIVH WUuxanep

2. KoandecTBeH M KaYecTBEeH ¢CHCTAB

VENTOLIN Inhaler ce cpappka B KOHTEHHED 0] HAJIATaHe ¢ IO3HpAIlla [IOMIIa, KOSATO
ocsoboxaasa 100 ug canbGyramon (salbutamol) nox popmara Ha cyndar, mpH BCAKO

BIPBCKBaHE.
3a NBIHKUS CIIHCHLK HA MIOMOILOHHTE BENIeCTBA BX. Touka 6.1.

3. Jlekapcreena ¢popma

CycneH3ust 110/ HaJIAraHe 3a HHXalalus,

4. KiHHHRYHH AAHHH

4.1. TepaneBTHYHH NOKA3AHHA

VENTOLIN Inhaler € mokasaH 3a npo¢HIaKTHKA H JICYCHIE HA OOCTPYKIIMS Ha
AWXaTeJIHUTEe IbTUIIA, Ah/DKAIIA ce Ha OpOHXHAJIHA aCTMa MUTH XpOHHYHA OOCTPYKTHBHA
Oenogpobna donect (XObBD).

4.2, Hdo3npoBKa d HAYHH Ha NPHI0KEHHE

VENTOLIN Inhaler e noxazan camo 3a HHXaIaTOPHO NPHIIOKEHHUE.

[TpoaBDKUTEeTHOCTTA HA NEHCTBUETO HA cal0yTaMolI IPH IIOBEYETO HAlHEHTH € 4-6 Yaca.

HapacTtBamoTo n3non3sade Ha [J;-arOHMCTH OOMKHOBEHO € MOKa3aTe: 3a BJIOMIABaHE Ha
acTMarta. B Takusa ciydan € HeobxonduMa npeonieHKa Ha TepalleBTHYHHEA IJIaH npH OONHUA |
Tpa0Ba J1a ce HMa MPEABK CHITBTCTBAIA KOPTHKOCTEPOHIHA TEpaITHA.

IIpu maiiueHTHTE, KOUTO C€ 3aTPYAHABAT ¢ KOOpAWHALMATA HA JUIITAHETO NIPH
H3IOJI3BAHETO Ha WHXAIATOPHOTO YCTPOUCTBO NOA HAATaHe ¢ Jozupaina noMmna, VENTOLIN
Inhaler Mmoxxe la ce mpunara ¢ momoinra Ha 06eMHa KaMepa 3a HHXATHPaHE.

[Ipu GedeTa M ManKy neua MOXKE Ja UMA IT0-T'OJIAM YCIIEX OT JICYCHHETO IIPH H3N03BaHE
Ha 00emHa KaMepa Babyhaler™,

Hozara 1 yecToTaTa Ha npuiIoXeHHue TpaOBa Ja c¢ yBenM4aBaT caMo II0 JieKapckKa
NpenophKa, Thil KaTO € Bh3MOXHA TI0SIBA Ha HEXXEIAHH peaklHy, CBbp3aHa ¢ TOBHINARaHe Ha
a03ara.

* OpjiagsiBaHe HA OCTPH DPHCTHIA HA OPOHXOCTAIBM:
Be3pactan: 100 unm 200 pg.
Hena: 100 ug, xato npu HeoOX0UMOCT N03aTa MOXKe Ja ce rmoBume a0 200 pg.

" JIpenorsparaBaHe Ha GPOHXOCHIAZBM, NIPEAHIBHKAH 0T KOHTAKT ¢ MO3HAT
AJIEPreH HJH OT PU3IHYecKo ycwauwe:  _emio R

Be3pactau: [To 200 pg npeau KOHTaKT ¢ aepreHa MM YCHIIHET

Hena: [1o 100 ug npean KOHTAKT ¢ aJI€preHa HIIH YCHIHETO, KA
no3ata Moxe Aa ce morum gao 200 pg. j

" Jloganppxkama Tepanud: LT
Br3pactau: 10 200 ug 9eTHPH TETH AHEBHO. WO T /
Hena: no 200 ug YeTHPH ITHTH JHEBHO., N

......



Manomssanero Ha VENTOLIN Inhaler npu my)na He Tpsa6Ba na 6blie IOBEUE OT YeTHPH
BTH B JeHOHOomMeTO. I1o-decTaTa ynorpeba wim pA3KOTO MOBHIIABAHE HA J03aTa N'OBOPAT 34
BIIOIIABaHe Ha OpoHxXKaIHara acTMa (Bx. CricuHanHy npeIynpexAcHHA U Mpeana3Hl MEPKH

pu ynotpeda).

4.3. IlporuBomoxazaHus

VENTOLIN Inhaler e npoTuBonoxasas npy NanueHTy ¢ aHaMHe3a 34
CBPBXYYBCTBUTEIHOCT KBM KOSTO U 14 € OT HEMOBUTE CHCTABKH,

B HAKOH clTyqad MHTpaBEHO3€eH canbyraMol WK TabneTKH canbyTaMosl ¢e M3ION3BAT NpH
NPEXKIECBPEMEHHO paXKaaHe, HEYCIIOXKHEHO OT ChCTOSIHUA KaTo placenta praevia, KprBOU3IHNB
Ipeay pakKIaHeTO UM IIpeeKIaMncHA. BeIpeku ToBa HHXAIATOPHUAT canOyTaMoll He €
IOAXOAAIN 3a BOACHE Ha npexaeBpeMenHo paxgane, Canbyramon He Tpsa6sa fa ce u3nonssa
IIp¥ 3aIamsan adbopr.

4.4, CuenuajHu npeaynpexicHad H NpeaAnasHH MepKH NpH ynorpeba

VENTOLIN e nokazas 3a creliHO NMPHIIOKEHUE IIPH JIEKa, YMEPEHO TEXKa WIH TEXKKa
acTMa, IIpH yclIOBHe 4e ynorpedara My HaAMa Ja JoBeJe A0 KbCHO 3allovBaHe H NpHiiarafe Ha
pPEAOBHA HHXAIATOPHA KOPTHKOCTEPOUHA TEPaIIHs.

JleweHHeTO Ha acTMa HOpPMAaJIHO TpsOBa Ja ClieBa CTHIIAJIOBHIHA IporpaMa 1 €
HECOOXO0IUMO MOBJIUABAHETO HA MTAIHEHTA 1a C& KOHTPOIHpA KIHHHYHO U Upe3 (PYHKUHOHAIHH
H3CJIeIBAaHHA HAa JUIIAHETO.

BpoHxogunaTaTOpHTE HE Ca [TOKA3aHU KaTO CaAMOCTOATENHO WK OCHOBHO CPEACTBO 34
JICYCHHE Ha JIeKa [IEpCUCTHPAILA, CPEAHO TEXKA, TeKKa UK HecTaOunHa popMa Ha 6poHXHaIHA
acTMa. TexXkaTa acTMa H3KHCKBA ITOCTOSHHA MEAHIIHHCKA OLIEHKA, Thil KATO MOXKE J1a HACTHITH
NeTaJIeH U3XOM.

[TareHTHTE ¢ TEXKA aCTMA MMAT 4eCTH OOOCTPAHHSA ¥ NEpCUCTHPAHE HA
CHMIITOMAaTHKAaTa, OrpaHuydcHa Pu3nvecka akTHBHOCT, cToiHOcTH Ha BE/] mox 60% ot HopMaTa
1 BapuabunHocT Hax 30%, KaTo OOHKHOBEHO HE C€ BB3CTAHOBABAT HAITBIIHO ClIel IpHEM Ha
6pouxonunararop. [Ipn Tax € HeoOXOOIUMO PENOBHO Aa C€ MpUeMaT BHCOKH JO3H HHXAIATOPEH
KOpTHKOCTepoH ] (T.€. >1mg/24h HextoMeTa30H AUIPOIIMOHAT) HITH IIEpOPAIIHA
KOPTHKOCTEpOUAHA TEpanu.

CandyraMon MoXe J1a C€ H3IOI384a 3a OBNAJIBAHE HAa OCTPHTE IIPHCTHITH IIPH MAlHEHTH C
TeXKKa ¢popMa Ha OpoHXHaNHa acTMa, CaMoO KOTaTo €€ IIPOBEXXIa OIIHCAHATA OCHOBHA TEPAIlHS.
Jluncara Ha OTTOROP MM HEYCIIeXa OT JISUCHUETO ITOKA3BAT BIONMIEH KOHTPOI HA ACTMATA H
HaJlarat CHeINHU MEPKH.

[To-4yecTOTO IPHIOKEHHE Ha KPAaTKO-ICHCTBAIMHA HHXAIATOPHH [3,-arOHHCTH 32 KOHTPOII
HA CHMIITOMHTE € IOKa3are 3a BiomasaHe Ha OpoHxHannaTta actMa. [Ipenoprusa ¢e npH Te3H
YCIIOBHA A Ce IPOMEHM cXeMaTta Ha JICHUeHHE.

BHe3annHOTO M IpOrpecHpamo BIOHIABAHE Ha KOHTPOJa BEPXY 3a0014BaHeTO e
NOTEHIHANHO XHBOTO3acTpalaBamo. Ilpenoprusa ce 3anmouBaHe HIIH ITOBHIIABAHE HA 103aTa HA
HIM4YHA KOPTHKOCTEpOUaHa Tepanus. [Ipn manmedTH ¢ MOBHIIEH PHCK CE HperOphYBa
exeqHeBHO Ha0moneHue Ha BE/T.

B ciyqait ye, obuualinara epekTUBHA 1032 HHXANATOPECH caIOyTaMOJT He MOBJIMABA

.-l'l"""l"I

NeKap, KOUTO Ja NPeATHINE HeoﬁxonHMHTe NOI'BITHUTEIHA MEPKH.
Canbyramon TpsadBa fja ce npuiara BHUMATENHO NIPH NAIHEeHTH ¢ |
Ilpu neqenue ¢ 2-arOHHCT MOKE [1a C€ pa3BHE TEXKA XHIIOKAIH I;H_,(HPB,IIHMHO np'u
[MapeHTEPANHO MPUIOKEHUE WM ype3 HeOynu3amua). OcobeHo BHHM&I& e-ce npenol:rbq;aa npn
M3O0CTPSAHE HA TeXKa OpoHXManHa acTMa, Thil KaTo TO3U e(PEeKT MOXKeE ,ua\fime mTeHquaH»ow’
CBIILTCTBAIIOTO JICUCHUE ¢ KCAHTHHOBH IIPOM3BOIHH, CTEPOUIH, ,unype'i*nnn R&KTO H 0'1* . é



Xunokcuata. Ilpenopsysa ce, B TE3H CIYYaH J1a C€ KOHTPOJIUPAT CepYMHUTE HABA Ha KaJH4.

Ot crnegperucTpallMOHHH M NyOMHKYyBaHK JIMTEPATYPHH JAHHM Ca HaJHIIe HIKOU
JOKa3aTeJICTBA 3@ MHOIO PEIKM CJIYYan Ha MHOKapAHA UCXEMHS CREp3aHa ChC candyTaMor.
ITarmeHTHTE ¢ NpeAHCNIOHHpAINH/PHCKOBH (aKTOpH MM HATMYHA HCXCMUYHA O0JIECT Ha
CBpPLETO, KOUTO IToMydaBaT canbyraMor 3a 6enoapobuo 3abongBane, TpsdBa ga Opaar
npeAyIpeneHH Ja ThPCAT KOHCYITAIHA ¢ JIEKap, B C/Iydaii 9e U3IHTBAT rpbAHA OONKa.

Tpsbpa fa ce mpoBepH TEXHUKATA Ha HHXaJIUpaHe Ha [MaIUeHTa, 32 A ¢¢ YCTAHOBH
HaJIMYUETO HAa CHHXPOH MEX1y BAMINBAHE ¥ HHXaNMMpaHe. ToBa € OT rolsiMO 3Ha4eHHUE 3a 100po
pasnpeaeNeHue Ha jeKkapcTBoTo B Oenns apod.

[TampeHTHTE, NPH KOKTO ¢ HEOOXOAUMO NPOABIDKUTEIHO JICYEHHE ¢ OPOHXOAUIATATOPH,
TpsAbBa Ja ce HabmoaaBaT peaOBHO.

IIpunoxeHneTo Ha HHXAJIepa IpH Aclia € HeoOXoauMo Aa ce Habmoaara OT BE3pacTeH.

KaxTo nmpu nmoBe4eTo MHXANAaTOPHH JIEKAPCTBERH IPOAYKTH B KOHTCHHEPH MOA HaJIATaHe,
TepaneBTHIHUAT ¢heKT Ha VENTOLIN Inhaler Moxke fa Hamaiee, Korato KOHTCHHEPHT €

CTYHOCH.

4.5. BzaumogeiicTBHE ¢ APYrH JEKAapCTBEHH NPOAYKTH H APYrH (popMH HA
B3aHMOJeHcTBHE

He 1pabBa na ce npeannucBaT eXHOBPEMEHHO caI0yTaMOJ ¥ HeCelIeKTUBHM B-610Keph
KaToO MPONpPaHOJION.

CanbyraMOI He € NPOTHUBONOKA3aH MPU MAIUEHTH, Ha TEpanusi ¢ HHXUOUTOPH Ha
mMoHoaMuHooKcHaa3zaTa (MAQO). Bee mak epekThT Ha cantOyTaMOn MOXKe J1a Ce TIOBJIHAE OT
r'yaHCTHIHH, PE3CPIIHH, MCTHIAONA H TPHOIAKIHIHH aHTHICIIPECAHTH.

4.6. DbpeMEHHOCT H KbpPMeEHE

bpemeHHOCT

Ilo BpeMe Ha 6peMEHHOCT JIEKapCTBOTO MOXE A CE IMpHJIara caMoO aKkO OYaKBaHATA II0JI3a
OT JICYIEHHETO HA MaifKaTa € mo-IosMa OT BCEKH Bh3MOXKEH PHCK 3a IUI0JA.

B pesynrat Ha MOCTPErHCTpAllHOHHHA HAOMIOACHHSA C€ OMUCBAT PEAKH CIydad Ha pasaTaidHu
KOHICHUTATHH ManpopMallHH, BKIIOYUTEHO palatum fissum ¥ aHoMaIiMy Ha KpaWHHIUTE, B
IOKOJICHUETO HA MAIMEHTH, JIEKYBaHH ¢bC casiOyramon. IIpu HAKOM OT OIHCAHHUTE CITy4aH,
MaiKHTe ca IIPHEMATH MHOTO pas/IHYHH JICKAPCTBa IO BpeMe Ha OpeMEeHHOCTTA.

Bpp3ka MeXay aHOMaJIHUTE U IIpUeMa Ha caldyTaMol He MOXKE Ja C€ JOKaXe, Thil KaTo He
ce 3abensg3Ba OCNSAOBATEIICH MOLEN NMpHU AeEKTUTE, a ChUIO TaKa NMPOLCHTA Ha KOHTCHHUTAIHH
aHOMATIHH € 2 10 3.

Knpmene

CanbyTaMom BEpOSTHO €€ €KCKpeTHpa B KbpMata. [Topagu TOBa H3MON3BAHETO MY NPH
KbPMEIH MalKH HE ¢¢ IIPenopbhyYBa, OCBEH aKO OMAaKBaHATA IOJI3a HE € MO-TOJIIMa OT BCEKH
noTeHuaneH puck. He € u3sectHO Aaym canbyraMon B KbpMaTa € BpeJieH 3a HOBOPOJASHOTO.

4.7. EdexTH BBHpXy cnocofHocTTA 32 ModHpaHe H paboTa ¢ MAIHHA

He ce noxiiagpaHu TaKUBaA.

4.8. Hexeaand JeKapCcTBeHH PeAKIHH

/ o . |

HexxenaHHTe JIeKapCTBEHH PEAKIHH Ca TIPEACTaBEHH TIO-I0JTy B 3a¢cHM00T OT CHCTBMO-
opraHHara xJacupukaiusg U abconoTHaTa 9ecToTa. YectoTHTE Cca necbuﬁnpanﬂ KaKTO CJIE,IIBB,

MmHOro 9ectH (2 1/10), gectn (21/100 u <1/10), negectn (=1/1000 n *f:l/‘;IGO), peaxd (21/18 }-"

000 1 <1/1000) 1 muoro penxu (<1/10 000), BKNIOYUTETHO H30IHPAHM cﬁoﬁmenﬁs{ MHom

YECTHTE ¥ UECTHTE CHOUTHS ca OIpe/JeeHH OCHOBHO OT JaHHH OT KJIMHHTHA: npqun H




PenxuTe 1 MHOI'O peIKHTe CEOHTHSA ca ONpeACICH OCHOBHO OT JaHHH OT CIIOHTAHHH
CHOOIMEeHHS.

Hapymennss Ha HMYHHATA CHCTEMA

MpHoro peaxu: Peakilud Ha CBPBXYYBCTBHTECAHOCT, BKIIOYHTEAHO aHTHOEAEM, YPTHKApHA,
Oporxocna3zepM, XUIOTCH3HA B KOJIAIIC.

Hapymenus Ha MeTa001H3MAa H XpaHEHeTo
Penxu: XUIIOKATTHEMHA.

IloTeHMHAMHO TEXKaTa XHIIOKATIHEeMHSI MOXKE J1a € pe3yiTar OT JICHCHHEC C 32-arOHMCTH,

HapymeHnus Ha HEPBHATA CHCTEMA

HeuectH: Tpemop, riraBobonmue.
MsHoro penku: XHUIIepakTHBHOCT.

ChbpaevHH HApYIICHHS

YecTu: Taxukapaous,
Hepenkn: [Tannuraliun,
Penxu: ChpaedHy apuTMUH BKIIOUMUTENIHO IPEACEPAHO MBKICHE,

CYIIpaBEHTPUKYJIApHA TAXUKADANSA H €KCTPACUCTONH,
MHuoro peakn: Muokapara ncxeMus.

Cba0BH HApDYIMIEHAS

Peaxu: Ilepudepra BazoauiaTanus.

HapynieHHS Ha AAXATEIHATA CHCTEMA, IPHAHHNA KON H MEAHACTHHYMA
MHoro peaxu: IlapagokcaneH OpoHXOCIIa3BM.

KakTo npu JiedeHUe ¢ ApYTH HHXAJIATOPHU JEKaPCTBEHH IMPOLYKTH € BB3MOXKHO Ja CE
pasBUe MapajokcaneH OpOHXOCNa3sEM ¢ IPOABA Ha 33yX BeJHAra Cleh MPUIOKEHHETO Ha
no3ara. ToH TpaOBa na ce TpeTHpa He3abaBHO ¢ NPHIIOKEHHE HA AITEPHATHBHA
JeKapcTBEeHA (popMa WM Opyr Obp3oaeficTRAI HHXANATOPEeH OpOHXOANIATATOD.
HsnomseaneTo Ha candyTaMo)l TpadBa 1a clipe BeaHara, HeoOX0JUMO € Ja ¢€ HallpaBH
OLICHKA Ha CHCTOSHUETO HA NAlHEHTA H IIpH HEOOXOMUMOCT Ha ce 3aroyHe ajJTepHaTHBHA
TEpanus.

HapymeHus Ha racTpo-HHTeCTHHAJIHESA TPAKT

HedvecTu: HpazHeHe B ycTaTa H I'bPIOTO.

HapymieHHst HA MYCKYJTHO-CKEJIETHATA CHCTEMA H CHeTHHHATEIHATA THKAH

Heuectn: MyckynHu crazmy.

4.9. IIpegozmpane

IIpu3nany H cAMOTOMH S e, R

Haif-yecTuTe IpU3HALK U CHMIITOMH Ha [IPEIO3UPAHE ChC cm}pﬁmon ca npexo,uHH B,-
arOHHUCT (PapMaKONOrHyHO MeAHMpaHH CHLOMTHSA (BXK. Crienuainu ﬂpﬁnynpemeﬂnﬂ H |
NpEAIIasHH MEPKH NpH ynoTpeba n Hexxenanu JieKapcTBeHH pe H) .

Cnen npenosnpane c¢u¢ salbutamol Moxe na ce paspue xnnoﬁannemna Heoﬁxb,gnﬁo ¢ a
CE CICAAT CEPYMHHTES HUBA HA KaJIuA. R

L




Jleuenne

HyXHO € fa ce npelcHH IIpeyCTaHOBABAHE Ha ICUEHHETO ChC candyTaMoll M IpUIarate Ha
NOAXOOAMA CHMIITOMATHYHA TEPANKA KATO KapAHOCEICKTUBEH PB-0MoKep IpH NalUeHTH CbC
ChpJleYHa CUMIITOMATHKA (Hap. TaXUKApOWA, NAIITATALIHH).

B-6noKkepuTe TpsOBA A2 ce npuaraT BHUMATENIHO [IpH HNAlMEHTH C aHAMHe3a 3a
OpOHXOCTIA3BM.

5. @apMaKoJOrHYHH JaHHH

S5.1. PdapMakogEHAMHYHY CBOHCTBA
ATC xon: RO3ACO2

MexaHu3bnm Ha AelicTBHE:

CanbyTaMoJ € CeNEKTHREH [ apeHOPELENITOPEH aroHNUCT. IIpreT B TepanmeBTHYHH JO3H,
aKTHBHpA 32 agpeHOpenenTopHTe Ha OpOHXHATHATA MYCKYJIATYpa, HO € Che ¢1ab uiu 6e3 edext
BBPXY 31 aipeHOPELEITOPATE Ha CHpACYHEA MycKya. Cnc ¢BOETO OBp30 Havalo Ha JAeiCTBHE (B
PaMKHTE HA S MHHYTH) TOl ¢ 0cOOeHO NOAXOMAI 3a JICUSHNE U IIPEAOTBPATABAHEC HA JICKUTE
aCTMaTHYHH NMPHUCTHITH, KAXTO H 32 Tepalud Ha BHE3aNHUTE O0OCTPAHUA IPH YMEpPEHa U TEXKKA
¢opMma Ha OpoHXHaJIHA acTMa.

3.2. PapMaKOKHHETHYHH CBOHCTBA

PezopOnusa

Crnen nHXanatopHo npunoxenue Mexay 10 u 20% ot npuerara no3a JOCTUraT JOMHHTE
IHxaTeNHM npTHma. OcTaHanara JacT ce orjara o MHaxanepa unu B opodapuurca, Kato cies
TOBa ce MOrTBINa. YacTTa OT JIEKAPCTBOTO, KOATO € JOCTHrHANIA AUXATECTHUTE ITETHIIA CE
pe3opOupa ot GenoapobHaTa THKaH M IIONAJa B UPKYNalMsITa, HO He ce MeTOomu3upa oT Oenust

npob.

Paznpeaeaenne
Oxkosio 10% ot mpueTus canbyTaMoJI e CBBP3Ba C ILIA3MECHUTE MPOTEHHU.

Meraboan3sm
Crnen xaTo monajgHe B IMUPKYNANMATA, ¢¢ ToJIara Ha 4epHOApoGeH MeTabOTU3BM H ClIek

TOBA C¢ €KCKpPETHpa ¢ YPHHATa B HCIPOMEHCHA (POpMA HIIH KaTO PEHOI CyaPar,

[TorenHarata 9acT OT mpHeTaTa J03a ¢ pe3opdupa B raCTpOUHTECTHHAIHHS TPAKT U Ce
moznara Ha 3HauHTeNeH first pass Metabom3sM Ao deHon cyndar. MetabonUTHT H
HEIIPOMEHEHATA 4acT C€ €KCKpETHPAT IIPEAHUMHO C YpHHaTa.

EnuMuaEpane
CanbyTamMo npMIoXKeH HHTPABEeHO3HO HMa ETHUMHHAIIMOHEH NMOJYKHBOT MeXTy 4 U 6

yaca. EnuMuHMpa ce 9acTHYHO upe3 ObOpennTe, a ocTaHanara 4acT ce Metabonusupa 1o
HeakTuBeH MeTabomut 4 -O-cyndart (heHon cyndar), KOHTO CHINO Ce eKCKPETHPa OCHOBHO Upe3
6s6penure. Mainka gacT ce enuMuHupa ¢ Peneca. I'ongMa 9acT OT mpHeTaTa UHTPABEHO3HO,
IEPOPATHO HIIM HHXAIATOPHO A03a caIdyTaMoJ Cce €eKCKpeTHpa 3a OK0JI0 72 daca.

.......

5.3. IIpeakiMHHYHM JaHHH 3a 0e30NMaCHOCT AT

AHAJIOTHYHO C APYTHTE MOIIHHU CEIEKTUBHH 32-pEUEITOPHM AarOHHAC
IIOKa3aJ TEPATOreHEH e)eKT MPH MHUIIKH, KOraTo € IpHJiaraH MOXKOXKHQ: l'IpH penpo;[ylcTHBHo
manuTRade 9,3% ot deTocurte ca Ounm ¢ BEI4o HebUe (palatum ﬁssun!nb HipH Jo3a 2,5 mg/lgg,ﬁi
KOATO € 4 IIbTH MO-rojiAMa OT MaKCHMAJIHAaTa IepopaiHa 103a 3a XOp&.\HpH MIBXOBE .-/,
nepopaiaHoTo npunoxenne Ha 0,5; 2,32; 10,75 u 50 mg/kg/nen npes Bﬁ:@m HA GpeMeHﬁoc‘,}ﬁa HE

€ JIOBEJIO J1a 3HAYUMH (QeTanHu ManpopMalun. EAUHCTBEHUAT TOKCHYEH ﬁ(l)EKT e SHJI



yBENMYaBaHe Ha HEOHATAJIHATa CMBPTHOCT NPH NPHIOKEHUE Ha HAH-BUCOKUTE 034 B pe3ynTaT
Ha JHIICAa Ha MaH9UHHU I'pHKH. [Ipu penpoaykTHBHO K3MUTBAHE ChHC 3aiily ca HabmoaaBaHu
gepenHH MandopManuu npu 37% ot ¢perocure npu npunoxeHue Ha 50 mg/kg/nen, xoero e 78
I'bTH NOBEUC OT MAKCUMATHATA TIEpOpania J03a 3a XOpa.

LIPES H3NUTBAHC, IIPOBEACHO C MHOT'O H PA3JIMYHH KUBOTHHCKH BHAOBE € YCTAHOBCHO, Y€

moMomHOTO BelllecTBO HFA 134a He € TOKCHYHO, IPHJIAraHo eXeJHEBHO 3a MEPHOA OT 2
FOJAHWHH B MHOI'O BUCOKH KORIUCHTpAllUH, MHOIOKPATHO HAABHUIIIABAHId KOHICHTPAIlHUTE, Ha
KOHTO € BE3MOXHO Ja OBJaT U3I0XKEHH XOpa.

6.2.

6.3.

6.4.

PapMaleBTHYHH JaHHH

CHnucpk HA MOMOIMHATE BEINEeCTBA

1,1,1,2 rerpadyoperan (HFA134a)

HecLBMECTHMOCTH

Hsama omuicauu,

Cpok Ba roaHoct

2 rOAMHH.

Croenya/JHH YCJAOBHS HA ChXPAaHEHHE

Cnen ynmotpeba nnocrassiite cTabOHIHO Ha MACTOTO ¥ Kanaykara Ha alyIHKaTopa 3a ycra

ype3 HAaTUCKAHE U IMpaKBaHe.

Ha ce cexpaHsaBa npu teMneparypa o 30°C. 1a He ce 3aMpa3ssaBa. Jla ce mmasu or npska

CJIBHY€BAa CBETIHHA.

Kakto [IPH IIOBCYHCTO HHXAJIATOPHH JICKAPDCTBA B KOHTBﬁHEpH 110 HAJISATAHC,

tepaneBTHYHHAT ePekT Ha VENTOLIN Moxke ga Hamalee, Korato KOHTEHHEPBT € CTYACH.

6.5,

JIaHHH 32 OIAKOBKATA

IIppBudHAaTa OMAKOBKA € AMYMHHUEB KOHTEHHED, ¢ NO3UpAalll BEHTHII, IOCTABEH B

IIaCTMAcOBO HHXAJIATOPHO YCTPOHCTBO ¢ NyBEpH3Npalla J103a M Kalayka.

6.6.

Besika omakopka VENTOLIN Inhaler cnanpika se mo-manko ot 200 BupbhcKBanus.

CnennajIHR OpeAna3sHH MEPKH ONPH H3XBHPJAAHe/H pabdora

MeranHuaT KOHTeHHep He Tpa6Ba na ce 9ynu, mpoOuBa WK u3raps, JOpH aKko € Ipa3eH.
UHCTPYKLINN 3A YITOTPEBA

IIposepxa na Uaxanepa
[Tpenu na r3non3Bare MHXanepa 3a IbpBH BT, OTCTPAHETE KallaykaTa HA alUIHKATOpa 3a

yCTa, 9pe3 BHUMATEIICH HATUCK OT ABETE M cTpaHu, pasknateTe MHxanepa nobpe ¥ npecHETE JBa
I'BTH BHB BB3YXA, 34 Ja ce yBepure, 4e pabotn. Ako UBxaneprsT He € OMI H3MOI3BaH B
MPONBIDKCHHE HA HAKONKO JHH, paskiaTeTe ro fo6pe H NPbCHETE SAMH BT BBB BB3/YXa, 3a Jia
ce yBepurte, 9e paboTH. s T TR

H3noa3sane Ha HHaxanepa /f e

1. OrcrpaHeTe Karmadkara Ha alUIMKaTopa 3a yCTa 4pe3 BHHMEf;fQJIHU anTHcKaHe cm
JIBETE CTPAHH. fo o

2. IlposepeTe BBTpEIHATa U BHHINHATA YacT HA Muxanepa, BKJIEO‘{HTEJIHO ammmy pa
3a yCTa 3a HAIMYHE Ha pa3XiabcHH 4acTH/CBOGOARH qacmﬂn o




3. Pasknarere Muxanepa nobpe, ¢ KOETO Aa OCUTYPHTE OTCTPAHSBaHE Ha €BCHTYaAIHH
CBODOIHH YaCTUIIM H PABHOMEPHO CMECBAHE Ha CHABPIKAHUETO.

4. Jpwpxre UEXanepa B H3NPABEHO MOJOKEHHE MEIKIY IPBCTUTE M ITAJIEla, KaTO nanena
IIOCTABHTE IIOZ AIJIUKATOPA 32 YCTa.

5. HMzmmimmailTe KOIKOTO € Bb3MOXHO H CJIe[] TOBa IMOCTAaBETe aIJIMKAaTOpa B ycTaTa CH
MEXAY 3BOHTE M 3aTBOPETE YCTHH OKOJIO HEro, 6€3 Ja ro 3axarnBare.

6. Bennara, cien Kato 3allOYHETE BJAUIIBAHETO IIpe3 yCTaTa HATHCHETE HAOOMy BbpXa Ha
Huxanepa, 3a Ia BIpbCKaTe canOyTaMoll, JOKATO BAUIIATE IPONBILKUTEIIHO U
IBI00KO.

7. Jlokarto 3agmppKare apxa CH, u3paaere MHxanepa oT ycTaTa 4 MaxHeETe IIPBCTUTE CH OT
BhpXa Ha MHXanepa. 3aaph:KTe AbXa CH, IOKATO BH € BE3MOXHO.

8. Axo tpa6Ba na nmpueMeTe moBeue Ha Opok a03H, 3aapEKTe MHXanepa B H3NpaBeHO
TIONMOXEHHE U H39aKaMTe IMOJIOBHH MUHYTA, CJIET KOETO MOBTOPETE AECHCTBUATA OT
TO4YKa 3 4O TO9Ka 7.

9. BwupaeTe Ha MACTO Kamadkara Ha anjiAKaTropa 3a ycra Ipe3 HaTHCKAHE B IIpaKBaHe.

BAXHO! He 65p3aiiTe npu U3NBIHEHUETO HA AeHCTBHATA OT TOUKH 5, 6 1 7. Baxno e aa
3aIIOYHETE Ja BANINBATE KONMKOTO € BE3MOXKHO 0-0aBHO TOYHO IIPEAH MHXATIMPAHETO.
YopaxHsBaitTe ce mpel Orjenalo MbPBUTE HAKOJKO IIBTH, AKO Clie]] HHXAJTHPaHEe BUAUTE
Kanmuuiy o Bamug MHXanep uix OTCTpaHH 110 YCTHHTE CH, TPA0Ba OTHOBO Aa ITOBTOPHUTE

IpHeMa OT TOUKa 2.
AKO BallIUAT JICKap BHU € a1 HHCTPYKIIHH, Pa3IM9HN OT ONMCAHUTE, TpAOBa MHOIO

BHHMATEJIHO Ja T cna3ssare. Madopmupalite nekaps npu BE3HUKBaHE Ha mpobaeMu.

IlouncrBane na Uaxanepa
Bamuar Uuxanep tpabea fa 651¢ MOYHCTBAH IIOHE BEIHBK CEAMUYHO O CIEAHUA HA9HH:

1. WM3Bagere MeTanHmMA KOHTEHHEp Ha MHXanepa oT macTMacoBara 4acT H OTCTpaHeTe
KaradkKara Ha aljifKaTopa 3a ycTa.

2. MHMsmrakHeTe alIMKaTOpa 3a YCTA M KAlladkaTa ¢ TOIUIa BOJa.

3. Iloacymere CTAPATEJIHO ppTpemHaTa 1 BEHIIHATA YECT HA al/IHKATOpa 3a yeTa U
Karaykara.

4. IlocTaBeTe HA MSACTO METATHUS KOHTCHHED H Karadykara.

HE TITOCTABSIMTE METAJIHUS KOHTEMHEP BHB BOJIA.

7. IlpuTexaTel# HA pa3pelliecHHETO 32 YIOTpeba

["makcoCmurKnaa EOQJ
yi. Jumursp Manos 611.10
1408 Codus

brarapus

8. Homep(a) Ha pa3pelmIeHHETO 332 YHoTpeda
Ne 20020042

9. /lara Ha MbLPBO pa3pemaBaHe/ MOAHOBABAHE HA pa3pe

Hata Ha mspeO paspemieHue: 04 nexemepu 1992 r.
HaTa Ha nmocnenHo mogHoBABaHe: 29 nekemspu 2006 r.

10. [JlaTa Ha akTyaJJH3HpPaHe HA TeKCTA N
07/2007




