KPATKA XAPAKTEPUCTHKA HA IIPOJAYKTA
1. HME HA JEKAPCTBEHUS HPOAYKT

Benromme Huxamep 100 MEkporpaMa/mo3upaHo BOpBCKRAHE, CYCHEH3MS HOJ HAnaras€e 3a
HHXATTAL{MS.
Ventolin Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

2. KAYECTBEH H KOJTHYECTBEH ChCTAB

Besiko BnpbekBane goctass 100 Mukporpama canbyramon {salbutamol), non dopmara Ha
carbyTamod cyadar.
34 OBIHHA CIHCHK HA IOMOIIHETE BEIIECTBA BHXKTE TOYKa 6,1,

3. JEKAPCTBEHA ®0OPMA . W3NGAHWTERHA ATERLIVA [0 NEKAPCTBATA
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4.1, Tepanenmqﬂn noKA3IaAHUH : {ogospeﬂue NE v emeereeeeesssnanreeaseesens

Benromun Maxanep e cenexTuBen B apeHOpeNeNTOPeH arOHHCT, OKA3aH [IPH BB3PACTHH,
IIO/IpacTBAllM U Aclia Ha BB3pacT oT 4 1o 11 ronuHu 3a nedeHune H IpeIoTBpaTABaHE HA
Oponxocna3bM. OCHIypsaBa KpaTKOTpaiiHa (MeTHPH 9aca) GpOHXOHIaTAINA IpH 06paTHMa
00CTpyKUHs Ha AUXATETHHTE NHTHIIA, ABDKAIIA ce Ha OpoHXHalHa acCTMAa, XPOHHYeH OPOHXHT U
enduzem. [Ipwn Sponxnamma actMa Benronnn Huxanep moxe Oa ce Hanoa3ea 3a obneKyaBaHe Ha
CHMIITOMHTE CJIe]] TOSBATA HM HITH 32 IIPENOTBPATABAHETO UM IIPeAH KOHTAKT ¢ MO3HAT

anepren/(pA3HYECKO yCHIIHe. 3a IpHioxKeHne npH Oedera i Aena moj 4 roJHHH BEXKTE TO9KH 4.2 1
5.1

BpoHxomu1aTaTOpHTE HE €A OKA3aHHA 33 CAMOCTOSTENIHO MJIH OCHOBHO JIEUCHHE MPH
niepcHcTHpamma 6porxuanna actMa. [Ipe nanueHTd ¢ nepcHCTHpAaNa ACTMa, IIPY KOKUTO HAMA
OTFOBOP Ha caOyTaMoll, ce IPenophiBa JISYCHHE ¢ HHXATOTOPHH KOPTHKOCTEPOHIM 32 TOCTUTAHE
Ha KOHTpPOJ Ha acTMara. JI1iica Ha oTroBOp KM HEYCIEX OT JIEUCHHETO ChC calbyTaMOl MOXe 1a
NOKA3Ba Hy/JaTa OT CIIEIHA MEJHIIHHCKA OIEHKA HITH JICUEHHE,

4.2. [Jo3apoBKa H HAYHH HA NPHI0KEHHE

Bentomin Maxanep e moka3zaH caMo 3a HHXaJIATOPHO NPHIOKCHHE H TpAOBA fa Ob/i¢ BANIIBAH
npe3 ycTaTa.

ITpoaBKATENHOCTTA HA NEHCTBHETO HA CAIOYyTaMOJ IIPH IOBEYETO NAUHEHTH € 4-6 yaca.
HapacTrauio H3noa3BaHe Ha f-aroHncTH MoXe Ja OBe moka3aTen 3a BIOIIABAHE HA ACTMaTa. B

TAKHBA CITy4aH MOXKe JIa ¢ Heo0X0aHMa IIpeolieHKa Ha TepanepTHYHUSA [IN2H npH CONHAS H TpSOBa
Jla ce HMa IIPeABH] ChITBTCTRAINA ITIOKOKOPTHKOCTEPOH IHA TEPaIIHs.

Jlo3ara ¥ yecToTaTa HA IPHIIOXKEHHAE TPAOBA /Ia ce YBEMUABAT CAMO TIO JICKap
KaTo € BE3MOXKHA HO0fBA Ha HeXXeJIaH!d PEaKIHH, CBBP3aHA ¢ MOBUILEBAHE Ha



Ilpn namMeHTHTE, KOMTO CE 3aTPYIHABAT C KOOPAMHAIMATA Ha JHINAHETO IPH H3MON3BAHETO Ha
HHXAJIATOPHOTO YCTPOMCTBO MO HANATaHE ¢ Ao3Hpama nommna, Benronun Huxanep mMoxe oa ce
Ipujara ¢ moMourra Ha odeMHa KaMepa 3a HHXalupaHe.

Buv3pacmnu:

= OBiangpane Ha OCTPH NPHCTHNHE Ha OpoHxocnaznm: 100 rnm 200 MEKporpama.
Hanomssanero ha BenTomin Muxanep npu Hyx1a He TpAOBa Ja 6bJe MoBeye OT 4eTHPH ITHTH B
aeHoromuero. Hyxzmata or no-yecta ynoTpeba win pa3Ko MOBHINABAHE HA J103aTa TOBOPAT 34
BJIOIIABAHE Ha OpoHXManHaTa acT™Ma (BX. Touka 4.4 CrienHanHu npexynpexaeHus 1 mpeia3Hu
MEpKH IIpH yrioTpeda).

. Ilpenorsparsiipane Ha GpOHXOCHA3BM, NIPEANIBHKAH 0T KOHTAKT ¢ MOTHAT A/1€preH HIH

oT ¢przmdecko yennne; 200 MukporpamMa npead KOHTAKT ¢ AJICPreHa WM YCHIIHETO.

. Hopaspxkama Tepanua: o 200 MEKporpama 9eTHPH OBTH JHEBHO,

lHeouampuuna nonyrayus.

[Mpn Gebera u ManKK Jena MOXKE a MMa NIO-TOJIAM YCIIEX OT IeYeHUETO TIPH MRNOI3BaHe Ha
obemHa KaMepa ¢ nHueBa macka (Hanp. Babyhaler™),

. OBJaggpaHe Ha 0CTPH NPHCTHEIH HA OPOHXOCHATBM:

Ob6nuaiiHara qo3uposka IpH aena nox 12 romgunsu e 100 MukporpaMa, Karo pH HEOOXOAUMOCT
n03aTa MOXe Aa ce noBHmH a0 200 MEKporpaMa.

Hena va Bb3pacT Hat 12 roauuy: 03ara € KAKTO NPy BPBIPacTHHTE.

Hznonssaneto Ha Benronun Muxanep npu Hy»xza He Tpsabra qa 6bJe mOBeYe OT YETHPH ITHTH B
neno”ommeTo. Hy#nara ot no-4ecta ynorpeba WM pA3K0o NOBHIIABAHE HA 103aTa TOBOPAT 3a
BIIOMIABAHE HA OpOHXHATHATA acTMa (BiK. TOUKA 4.4 CrneuMaiHy MPeAYIPSIKACHHA W IIpeAna3Hu

MEpKH IpH ynotpeba).

- IIpenoTreparasane Ha GPOHXOCHa3bLM, IPEAHIBHKAH 0T KOHTAKT ¢ MO3HAT aJjiepreH Hiu
0T dH3IAYECKO Yeniue:

OO0nuaiinara nosupoBKa npu Actia nof 12 romunu ¢ 100 MEKporpaMa Ipean KOHTAKT ¢ ajepreHa
I YCHJIHETO, KaTO IPH HEoOXOIUMOCT Jo3aTa MOKe Ja ce MoumH Ao 200 MUKporpama.

Heiia Ha BE3pacT HaZ |2 rogunn: fo3aTa € KakTo TIPH Bh3PacTHHTE.

. IMoaabpxama Tepanus;

O6uyaiinara q03upoBKa pu aetia nog 12 roguns € go 200 MukporpaMa YeTHPH 'bTH JHEBHO.
Jena Ha BB3pacT Hal 12 roguHHM: JI03aTa € KAKTO IPH Bh3pacTHUTE.

4.3. [IpoTuponokazanus ' ' 6
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Bentonur Muxanep € npoTHRONOKa3aH NPH NANMEHTH ¢ aHAMHEa 32 CBPBXUYBCTBHTEIHOCT KbM
KOSTO U JIa € OT HETOBHTE CLCTABKH,

Hennrpasenosnute nexapcrsenu popmu Ha canbyTaMol He TpsaOBa Ja ce H3ION3BAT 3a CIMpaHe
Ha HEYC0KHEHO IPEHISBPEMEHHO paskIaHe HIIH IIPH 3aIUtalusarm abopr.

44. Creunajs npelynpexieHas H NPeINa3HH MEPKH NpH ynoTpe6a

Jleyennero Ha acTMa HopMaIHO TpAOBa 1a cleBa CTHIAIOBHAHA MPOTPAMa H € HeoOX0IuMOo
NOBIMABAaHETO Ha OONHMS /12 Ce KOHTPOIKPa KIMHUYHO U qpes (hYHKUHOHATHH H3CJICABAHHS Ha
JHIDAHEeTO.

Veenuuasamnia ce ynorpeta Ha KpaTKoAeHCTBALIH HEXATAaTOpHH §3;-aroHMCTH 32 KOHTPOJI Ha
CHMITOMHTE € NI0Ka3aTe’ 33 BIOMABARE Ha OponxmnanHata acTMa. [IpH Te3n yemoBus cxeMara Ha
JedeHMe TpaOBa JIa ce MpeoneHH .

Pa3koTo mporpecupalio BiomaBaHe Ha KOHTPOJIA Ha ACTMATA € NOTEHITHAIHO
KHBOTO3aCTpalLaBallo H TpgaOBa J1a ce NpeleHH 3anoyBaHe Ha KOPTHKOCTEPOHIHA TEPAIiks HITH
NOBAIIABAHE KA J032Ta Ha HAJTHYHA KOPTHKOCTEPOM;IHA Tepamus. [IpH naukeHTH ¢ OBHILEH PHCK
ce pernopryuBa exeaHeBHO HabmoaeHne Ha BE.

B ciryuait ue, obuaiinara eeKTHBHa 1033 HHXAIATOPEH CATOYTaMOT HE IOBJIMABA CHMITTOMHTE B
OpoIbJDKEHHE HA NTOHE 3 Yaca, HAIHeHTHT TpAOBa Ja 6b1e IochBETRAH Aa MOTHPCH KOHCYIITAIMS C
neKap, KOHTO Aa npeanume HeoOXoauMuTe JOMBIHUTETHH MEPKH.

CanGyTtamon TpaOBa fa ce Ipuiara BHUMaTeNHO NPH NAIMEeHTH ¢ THPEOTOKCHKO3a.

1lpn neuenue c Pr-aronuct MOXe 1a ce pa3sBHE NOTEHIHATHO TEXKa XUITOKATHEMHA (TIPETHMHO
IIPH NAPEHTEPATHO IPHIOKEHHE WIIH Upe3 HeOyIH3amus).

Ocobeno BHEMaHNE ce NpenopbyuBa IPH N30CTPAHE Ha TeXKKa OPOHXMATHA ACTMA, THH K4TO TO3H
ehekT MoKe Ja 6bJe NOTeHUHMPaH OT CHIIPTCTBALIOTO JICYeHHE ¢ KCAHTHHOBH IPOH3BOIHH,
CTEPOHIH, JUYPETHIH, KaKTO H OT XHNOKcHATa. [Ipemopbusa ce, B TE3H CIYIAH Ja ce
KOHTPOJHMpAT CEpYMHHATE HHBA Ha KaJlHA.

Ot cneaperncTpalliOHHH H ITy GIMKY BaHH JTHTEpaTypHH JaHHH Ca HATHIE HAKOW JOKA3aTeJICTBRA 3a
MHOTO PEIKH CTy9ad Ha MHOKapHa HCXeMHS CBEP3aHa Che canbyTtamon. [launeHTHTE C©
NpeAMCNIOHEPAINH/PUCKOBH (PAKTOPH T HATHYHA UCXEMHYHA D0JIECT Ha ChPIETO, KOHTO
no;TyHasaT canbyTaMol 3a Genoapodro 3abonssane, TpsadBa ga 6haaT NpeaynpeacHH a TEPCAT
KOHCYJITAIIHA ¢ JIEKap, B Cirydal 9e H3nMTBaT [PhaHa OOJNKA.

TpsbBa a ce npoBepH TeXHHKATA HA HHXaJIMPAHE HA [MAIHCHTA, 34 A C¢ YCTAHOBH HAIMUMETO Ha
CHHXPOH MeXy BAHIIBAHE B UHXanupaHe. 1oBa € 0T rONSIMO 3HaYEHHE 32 OTITHMATHOTO
pasnpeneneHye Ha IeKapcTBoTo B Oenus 1po0.

Hsnomeanero na Maxanepa npn neua e HeoOXxoauMo Ja ce HabMoaBa OT Bh3PacTeH.
.-_-;;:.'..—1;;._‘-‘& .

KakTo u mrpit BeAKa Ipyra HEXaTaToOpHA Tepaliia MOYKe Ja C€ Pa3BHe uapa,ur
¢ BHE3AMHO yBENIHYaBaHE Ha XPHIIOBETE BeJHAra Cllefl MPHEM Ha J034aTa.
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7a €€ TpeTHpa He3abaBHO C NPHNOKEHHE HA AITEPHATHBHA JIEKAPCTBEHd (QOpPMA HWIH Jpyr
OBp3oaeiicTBa HHXATATOPEH OPOHXOJHIATATOP AKO € HATHYeH. M3No/BaHeTo Ha KOHKPETHATA
neKapcTBeHa QopMa Ha canbyraMon Tpa0Ba Na ce NpeycTaHOBH, HEOOXOMHMO € Ja Ce HampaBH
OLEHKA HA CBCTOSHHETO HA MAHCHTA W IPH HeOOXOMMMOCT Ja Ce€ Ha3Ha4yH pa3iMuyeH
Obp3oaeiicTRai OPOHXOIHUIATATOP 32 ClieBalIa ynorpeda.

4.5. B3aamopeHCTBHE ¢ JPYIH JIeKapCTBEHH NPOAYKTH H ApYrH $opMH Ha B3aHMoaeHicTBHE

He tpabsa #a ce mpeamicBar eAHOBPEMEHHO CaI0yTaMON H HeCe/IeKTUBHHE [3-6i1oxepu Kato
MPOTIPaHONOJI.

CandyTamout He € IPOTHBONOKA3aH [IPH MALIHEHTH, HA TEPallks ¢ HHXUOUTOpH Ha
MmoHOaMuHOoOKcHAa3aTa (MAOQO). Bee nak edexrst Ha canbyTaMo/1 MOXKE Ja Ce IIOBJIHAE OT
rYaHEeTHAMH, PE3EPIHH, METAINONA H TPHUUKIHYHH aHTHACTIPECAHTH.

4.6. ®epTHanTeT, GpeMeHHOCT H KbpMeHe PepTHAHTET

HsiMa sedopmMartust 3a BE3MOKHHUTE edeKTH Ha canbyraMol BepXy depTunuTeta np xopa. [lpu
*KHBOTHH He ¢¢ HaOmo1apaHK HeXenanu eekTn Bepxy beprunureTa (BUK [Ipe Ak IHHHYHY TaHHH
3a 6E30TaCHOCT)

Bpemennocy
1o Bpeme Ha OGPEeMEHHOCT NEKAPCTBA MOXKE Jla Ce IIPHJIAraT CaMo ako OYaKBaHaTa I1013a OT
NeYCHHETO Ha MaiKara € [10-T0JIAMa OT BCEKH BB3MOXKEH PHUCK 3a IIoja.

[pu mocTperucTpauroHHaTa ynotpe6a ca OMHCAHY PeJKH CIIyYau Ha PARIHYHE KOHIeHUTAIHHA
mMandopManny, BKTIOUHTENHO palatum fissum ¥ aHOMATHH Ha KpaliHHIKHTE, B IOKOJNCHHETO Ha
NANAEHTH, JeKyBaHH ¢bc canOyTamon. ITpH HAKOM 0T OMHCAHUTE Cry4aH, MalfkuTe ca MpueMad
MHOT0 Pa3/IHYHH JEKapCTBa 110 BpeMe Ha OpeMEHHOCTTA.

Bpbika Mekay aHOMANTHATE U NIpHeMa Ha Cau0yTaMoll He MOXKe JIa ¢€ JOKaxe, Thil Karo He ce
3abeng3Ba mocie0BaTeNneH MoJien Mpu aedekTrTe, a CHII0 TaKa NPOUeHTa HAa KOHIeHUTAIHH
aHoManuy e 2 1o 3 %.

Ktpmene

CandyTaMos1 BepoATHO ce eKCKpeTHpa B KbpMata. [lopaii ToBa H3ION3BAHETO My NPH KbPMELIH
Mailk{ He C¢ MpenopbuBa, OCBEH aKO 0YaKBaHATA 110Ji3a HE € MO-ToJIIMa OT BCEKH MOTEHITHATIEH
pHck. He e uzpecTHo nany canbyramon B KbpMara € Bpe/JeH 3a HOBOPOASHOTO.

4.7. Edexktu BpXY cniocobHocTTa 32 modmpane u padora ¢ MamuaHu
He ce qoxknaaBanH TakHBa.
4.8. Hexenanu JexapcrBeHRE peakuu

HexenaHuTe neKapcTBEHH PEaKIHK ¢a MPeACTABEHH TO-A0NTY B 3aBHCHMOCT OT
CHCTEMO-OpraHHaTa KiacudUKalusa 1 abcoMOTHATA JecToTa. YecToTHTe ca Ne(pHHAPAHH KAKTO
crejsa: MHOro decti (> 1/10), yectu (> 1/100 10 < 1/10), Heuectu (= 1/1 000 mo < 1/100), penkn
(= 1/10 000 go < 1/1 000) w muOTO peaku (< 1/10 000), BKIOYKTETHO H30IHpaHH C’BOG]HBHHH
MHOro 4ecTHTe U 4ecTuTe ChOHTHAS Ca ONpPEICIEHH OCHOBHO OT JIAHHH OT KIHHH'
PenkuTe A MEOTO peJKuTe CHOHTHS ca ONpPEeAETEHH OCHOBHO OT JaHHH OT CIICH;




Hapymemm Ha HMYHHAaTAa CHCTeMa

Mpuoro peaxu: Peakiiiy Ha CBPBXYYBCTBATENHOCT, BKIIOMATENHO AHTHOEAEM, YPTHKAPH,
OPOHXOCHAYEM, XHIIOTEH3HR H KOJIAIC,

Hapymenus Ha MeTa00IH3MA H XpAHEHETO

Penxu: XuanokanueMus

Horenunanno TexxKaTa XHNOKATHEMHI MOXeE J1a € Pe3yIITaT OT JiedeHHe ¢ Br-aroHucTa.
Hapymenns Ha HepBHATa CHCTEMA

Yectn: Tpemop, rrasobonue

MHoro peaks: XunepakTHBHOCT

CbpaevyHH HApYnieHHs

YecTn: Taxuxapaus

Heuectn: [Tasmurammuu

Muoro pejikn: Cep/ieyHH aDHTMHH, BKTIOUHTENHO IPEACHPAHO MBKEHE, CYIIPaReHTPHKYIapHa
TaxHKapaus ¥ €KCTPACHCTONH

Mmuoro penku: Muokap/iHa HexeMHs

CbaoBH HADYMEeHHN

Pemyu: Iepudepna azogunaranus
PeciapaTopHn, IPBAHH H MEHACTHHAIHH HAPYINERHUH
Muoro penxu: [lapagokcanen GpoHxocTa3bEM.
CromMalnHO-IPEeBHH HADYIICHHSA

Heuectu: JIpasHeHe B ycTaTa H FBPIOTO.

Hapymenns Ha MYCKYJIHO-CKEIETHATA CHCTEMA H CheIMHHTEINATA THK2H
Heuectu: Myckynuu cmasmm.

CrolInaBsane Ha NOI03HPAHN HEXETAHH PEAKIHH

Cro61aBaHeTo Ha 10J03HPAHH HEXXENAHH Peaki[iy clie]l paspellaBale 3a yrnotpeda Ha
NEKApPCTBEHHS MPOIYKT € BaxKHO. 10Ba MO3BOJIABA 1A TPOABIDKH HaOIIOIEHHE] ==
CHOTHOIIEHHETO IOI3a/PUCK 3a JIeKapcTBeHHs Npo 1y kT, OT MeTHIMECKHTE

H3UCKBA Ja ChOOIIABAT BCSAKA [TOOIMPAHA HEXKETAHA PEAKIHS Upe3 HAMH
cnobmasane:

HanenauTenHa arcHOHA I10 JICKapCcTBara



yiL. ,,JlamMsaH I'pyes” Ne 8
1303 Codus
Ten.: +35 928903417

yeOcaiiT: www.bda.bg

4.9. Ilpeno3upane

Haii-uecTuTe npH3HALM H CHMIITOMY Ha NpEAO3HpaHe Che CanbyTaMo ca NPeXoAHH By-aronucT
($apMakOIOTHYHO MEXHMHPAHHA CHOUTHA (BiK. ToUkH 4.4 CrieLuaaHd NPeaynpexIeHHs 1
npeanasHH MEpKH OpH yrioTpeda n 4.8 Hexkenalu nexapeTBeHn peakiuy).

Cnen npenosnpade cbe candyTaMos MOXe Ja ce pasBue XunokanHeMus. HeoOxoaumo e ia ce
CIICIAT CEPYMHHTE HHBA HA KaJIHA.

JlakTaTHa aumzo3a € AOKIAABaHa BLB BPB3Ka C NPHUI0KESHHE HA BUCOKH TEPATICBTHYHE TO3H,
KaxTO # C IIpejlo3Hpale Ha KpaTkoaeicTBamy [Jr-aroBMcTy, DOpaaH TOBA IIPH NpeIo3HpaHe €
NOAXOIAII0 JIa C€ CISIH 3a MOBUIICHA CEPYMHH HUBA HA TAKTaT W POH3THYAN[A OT TOBA
MeTabonnTHa auuao3a (0cobeHo ako € Hamiile NepcHCTHPAlla Hid BIOIIeHa TaXHAIIHes,
HE3aBHCHMO OT OTIIYMABAHETO Ha APYTUTE NPH3HAIM HA GPOHXOCIA3EMa, KATO HAIPHMED,
XPUITOBETE).

5. ®”APMAKOJIOTHYHH CBONCTBA

5.1 @apmaxoaMHAMHYIHM CBOcTBa

ATC xoz: RO3AC02

Mexanuibm Ha AclicTBue

Canbyramon e cenextuBeH f; agpeHopeuenrtopeH aroruct. [IpHer B TepaneBTHYHH [103H,
axTuBupa [}; anpeHopenenTopuTe Ha GPOHXHATHATA MYCKY ATy pa, il OCHTYPABa KpaTkoelicTrama
{(or 4 no 6 4aca) GpoExonHIaTais ¢ Obp30 HaYaAO Ha JeHCTBUE (B pAMKHTE HA 5 MMHYTH) IIPH
obpaTuma oOCTPYKINS HA AMXATETHUTE IHTHLIA.

Croeuna/IHH rpyny NalHeHTH

Jeua noa 4 rogaHu:

Memmarpyyss Knuauysy winureanus (SB020001, SB030001, SB030002) ¢ npenopruaHara jo3a
IPH HAEHTH HA BH3pAacT 10 4 roguHu ¢ OpOHXOCIIA3kM, CBBpP3aH ¢ o0paTMa O0CTpYKIHA Ha
JMXaTeNHATE MBTHINA, [I0Ka3Bar, 4e npoduapT Ha 6ezonacHocT Ha Bentonnn Maxanep e cpaBHHM
C TO3H IIpH fAena Hag 4 TOIHHH, TIOAPACTBAIIA H Bb3PaCTHH.

5.2 @apmakoKHACTHUNY CBOHCTBA

Pezopéuun

Cnen unxanaropHo npuioskenue Mmexay 10 v 20 % ot npuetarta x03a J0CTHATAT nomﬂﬂe _

pesopbHpa 0T GenoApodHaTa ThKAaH B TIONANS B IHPKYJIALMATA, HO HE Ce Mef
apob.




Paznpeneineune
Oxkono 10 % ot npueTHa canfyTaMoli ce CBHp3Ra ¢ IITa3MEHHTE NPOTEHHH.
Meraboauinm

CrnieJ1 XaTo mornafHe B NHPKYIAIIMATA, CE [I0J/iara Ha 4epHoApoOeH MeTaboH3BM H Clle]] TOBA Ce
€KCKpeTHpa ¢ YpHHATa B HenpoMeHeHa GopMa HiH Kato deHon cyndar.

[TorpmHaTara yacT oT IPHETATA 10323 C€ Pe30pOHpa B rACTPOMHTECTHHATTHHEA TPAKT M ¢ TI0UIara
Ha 3HauATeNeH first pass Metabomu3sM Jo deron cyndar. MeTaGoIMTHT H HEIPOMEHEHATA YACT
ce eKCKpeTHpaT IPeAMMHO ¢ ypHHATA.

Eaumnnupane

CanCyTaMon nprioXeH HHTPaBEHO3HO UMa eNMMHHALMOHEH TONYXHBOT Mex Iy 4 # 6 Jaca.
EmiMuHRADA ce yacTH4HO Upes OL0peHTe, a OCTaAHANATA YacT ce MeTadO0MHM3HPa A0 HEAKTHREH
MeTaboant 4-O-cyndar (bedon cyndar), koiTo CHIIO ce €KCKPETHPa OCHOBHO 4pe3 OnOpenute.
Majika 9acT ce eTMMHHHPA © (eneca. I ongMara 9acT oT IpHeTaTa HHTPaBEHO3HO, HEPOPATHO HIIH
HHXANaToOpHO 1034 canfyTaMol ce eKCKpeTHpa 3a OKOJIo 72 daca.

5.3. [lpeaknpuuaHA TaHHH 32 0e30MACHOCT

AHAIOMHYHO ¢ APYTHTE MOIIHH CENEKTHRHH [2-penenTopHE aroHHCTH, calnbyTaMol € MoKasan
TEPAaTOreHeH eeKT IPH MHIIKH, KOTATO € MpHiarad noaxkokuo. [pu penpoaykTueHo U3nuTRaHe
9,3 % ot derycuTe ca 61IH ¢ BRIUO HebLE (palatum fissum) upu go3a 2,5 mg/kg, Koa10 € 4 WbTH
I0-TOJIIMA OT MAKCHMAJIHATA TIEpOpanHa fo3a 3a xopa. [IpH IIBX0Be NepopaTHOTO MPUIOKEHHAE
Ha 0,5; 2,32; 10,75 n 50 mg/kg/nen npes BpeMe Ha OPEMEHHOCTTA HE € IOBENIO A& 3HAYHMH
detamnn MandopManud. Expacreenust TokcH4er eexT ¢ 6HA yBeIHYaBaHE HA HEOHATA/IHATA
CMBPTHOCT IpH IIPHIIOKEHKE Ha HaH-BHCOKHTE TO3M B PE3YNTAT HA JIMIICA HA MANUHHHE [PHKHK.
ITpu penpoayKTRBHO H3NMTBaHE ChC 3aliIM ca HabmozapaHy Yepennn MandopManuu upu 37% ot
tetycure npu npuwicxkeHde Ha 50 mg/kg/nex, koero e 78 NETH NOBEYE OT MAKCUMAIHATA
niepopaHa A03a 3a Xopa. :

ITpy NIEXOBe B M3NUTBAHE 3a GePTHIMTET U 00LIa PENPOTYKTHBEA CIOCOOHOCT ¢ IEPOPAIHH
no3u ot 2 u 50 mg/kg/nen, ¢ H3KIIOUCHNE Ha HaMaJBaHe Ha Opos Ha OlIeNIe/IHTE HOBOPOJECHH JI0
neH 21 cnen paxaane, npu noza ot 50 mg/kg/nen, He € UMAO APYTH HEXKENRHA €PEKTH BHPXY
depTHIHMTCTa, eMOPHODETANTHOTO Pa3BHTHE, Pa3MEPHTE, TErIOTO IPH PAKIAHE HIIH TEMIA Ha
pacTex.

Ypes u3nurBane, NPOBEACHO ¢ MHOTO H Pa3IHYHH KHBOTHHCKH BHJIOBE € YCTAHOBEHO, Ue
noMonHoTO BeniecTBO HFA 134a He e TokcHuHO, IpANaraHo €XXeTHEBHO 3a NEPHOT OT 2 TOIHHH
B MHOT'0 BHCOKH KOHUEHTPAINH, MHOTOKPAaTHO HAJBHINABAIH KOHIEHTPAIHHUTE, HA KOUTO €
BB3MOKHO Ja OBAAT H3NOKEHH XOpa.

5, PAPMALEBTHYHH JAHHHA

6.1. CHMCcLK HA NOMOOTHMTE BellecTBa

1,1,1,2 rerpadayopoeran (HFA134a) -
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6.2. HechbBMeCcTHMOCTH

Hsama onucanu.

6.3. Cpok Ha rogHOCT

2 TOJTHHH.

6.4. CoenuanHH yCI0BMSA Ha ChbXpaHeHHe

Cnen ynotpeba nocrassiite cTaDHIHO KanaykaTa Ha alJIMKaTopa 3a ycTa Ha MACTOTO i upes
IUTbTHO HaTHCKAHE [0 IIpaKkBaHeTo i,

Ja ce cbxpanssa npua TeMueparypa nog 30°C. Jla He ce sampasssa. Jla ce ma3u OT Ipsaxa CIrbHYEBA
CBETIIMHA.

KakTo n1pu noBe4eT0 HHXAIATOPHH JIEKAPCTBa B OAKOBKH MO/ HAATAHE, TEPAIEBTHYHHAT €eKT
Ha BenTtonun Moxe 1a HaMallee, KOTaTo OTIaKOBKATA € CTyICHa.

6.5. Bnaau chabpikaHHe HAa ONIAKOBKATA

H’prH‘-IH&Ta OIIaKOBKA NIPeACTaB/1Aa8a A TYMHHHEB KOHTEﬁHCp, C JO3HAPAIL BCHTHI, [IOCTABCH B
n1acTMacoBO HHXanaTOpHO )’CTPOi“ICTBO C MyNBCPH3IUpaurd qr03a H Kalrayka,

Besxa onakoska Bedroaun Huxanep ¢saspxka He mo-Maiko oT 200 103upasy BOPECKBaHHS.
6.6. CnennaJTHA peiAa3HH MePKH NPH H3XBLPJIisHe H paboTa

MeTannaTa onakopka He TpA0Ba na ce HyIIH, TpoOHBa Wi W3Taps, JOPH aKO € pasHa.
YKA3AHHA 3A YIIOTPEBA

IIpesepka Ha Haxaaepa

TMpenwr na m3nonssare MHxanepa 3a npeB OBT OTCTPaHeTe KallayKaTa Ha AlIHKATOPa 3 YCTa, upes
BHUMATEIHO IPHTHCKAHE OT ABeTe i cTpanu. Pazkiarere Huxanepa nofpe, Hacodere atmukaTopa
3a yCTa HacTpaHu oT Bac M mphecHeTe Ba I'bTH BBB BB3/yXa, 3a Ja ce yBepHTe, ue HHxamepa
paboTu.

Axo HuxanepsT He ¢ OUT H3II0I3BAH B TPOIB/DKEHUE HA 5 THH HIIH [TOBEYE, pasKIaTeTe ro obpe
H OphCHETE /1Ba IHTH BBB BB3AyX4, 34 Ja Ce YBEPHTE, ue paboru.,

H3nomseane na Muxanepa

1. OrcTpaHeTe KallaukaTa Ha alUTAKATOpA 3a ycTa Upe3 BHEMATEIHO IPUTHCKAHE OT JABETE i
CTpaHH.

2.  [IpoBepere BBTpellHATa H BBHIIHATA YacT Ha MHXxaepa, BRIIOYHTEIHO AIUIMKATOpa 33 YCTA
3a HATHYKE Ha pa3xiaadeHH yacTH/CBOOOHE YaCTHIIA.

3.  Paskmarere Muxanepa nobpe, ¢ KOETO Ja OCHTYPHTE OTCTPAHSBAHE HA EBEH
CBOOOHH YacTHIH H PaBHOMEPHO CMECBAHE HA ChABPKAHHETO. 7

4.  Jpexre MHXanepa B 43npaseno DONOKSHHE MEKIY HOKA3aiena | TT
IIOCTABHTE BLPXY OCHOBATA MO/ alllIMKAaTOpa 3a yCTa. |

5.  Hpumajite KOJIKOTO € BB3MOKHO H CIIe]] TORA [TOCTABETE AILTHKATOP
¥0HTE ¥ 3aTBOPETE YCTHH OKONO Hero, 6e3 1a ro 3axansare. ‘




6.  BmumsaiiTe mpes ycrara. Beanara, cnel kaTo 3al09HeTe BAMINBAHETO IIPE3 YCTaTa,
HaTHCHETE Haji0lly Bbpxa Ha MHxanepa, 3a 1a BOpeckaTe can0yTaMoll, JOKATO BAHIIBATE
IPOIBIKUTENHO H TBJIO0KO.

7. 3axpmxTe IbXa cH W H3Bagere UHxanepa ot ycrata cu. [IpogsimxkeTte na sajppxare apxa cH
32 HAKOJIKO CEKYHIH HIIH K0KaTo BH € Bb3MOXKHO.

8. Axo Bamuar nexap Bu e xazaun, 4e TpsaOBa Aa HanpaBUTe JBe HHXANALKM, H3YAKAHTE OKOJIO
TIOJIOBHH MHHYT&, CJIed KOeTo IIOBTOpETe AcHCTBHATA OT TOYKA 3 A0 TOUKa 7 32 cle/iBallara
HHXAJIAIHNA.

9.  Bmprere Ha MACTO KaraukaTa HA AINTMKATOPA 33 YCT4, YPE3 IUTBTHO HATHCKAHE 0
HIPaKBaHETO H.

He Gbpaaiite ¢ nefictBusTa o1 ToukH 3, 6 ¥ 7. BaxwHo e ja 3amouneTe ga JULIATE, KOJKO €
BB3MOXHO 110-0aBHO Ipexu fa 3anciictsare Muxanepa.

Vhpaxnrasafite ce npej orinejano TEPBUTE HAKONKO MBTH. AKQ Clie/l HHXAHPAHE BHIATE
Kamuuuu 1o Baumis MexXanep unm oTCTpaHn mo YCTHHTE CH, TpsAbBa OTHOBO A4 NOBTOPHTE
[IpHeMa, 3amo9Baiky oT TOUKa 2.

Manxute mera Moxe a HMAT Hy(Ia OT IIOMOII] H MOXE J1a C€ HAJIOKH POTUTEIMTE UM Jia
3afeilicrBaT MHxanepa emecto Tax. Hacepuete aetero ga m3mdia H HaTHCHeTe Muxazepa TOUHO,
KOTATO 3allOMHE Jia BAHIIBA. Y IpaKHBaiTe ce 3aeqH0. AKo TpaOBa na napare BeHTomHH
Huxanep Ha Gebe WM Manko AeTe, IeYEHHETO MOKE 3 HMa MO-TOJIAM YCIeX IpH H3M0I3BaHe Ha
obeMHa KkaMepa ¢ nuieBa Macka (sanp. Babyhaler™), 3a noseue uudopmaiius ce KOHCY ITHpaiiTe
¢ Batms nexap.

To-ronemu nena HIM Xopa ChC ¢nabu pHIe MOXKE 1a YCTAHOBSAT, Y€ € O-IECHO a ObpiKar
Huxanepa ¢ naBete polie. B To3u cimyyaii 1saTa nokasaiena TpAGBa fa ce MOCTABAT Ha BbPXa My,
JO0K&TO ABaTa IIajella ce AbPXKAT BbpPXY OCHOBAaTa IO alIMKaTopa 3a ycTa.

Hoyucrpane va Haxanepa -

3a ma npenoTepaTuTe Onokupane #a Bammsa Wnxanep tpabsa 1a To OYKMCTBATE NOHE BEIHEXK

CEJIMHYHO IO CJICIHUS HAYHH: -

1.  Hzpagere MeTtanHara onakoeka Ha HuHxanepa oT racTMacoBaTa YacT M OTCTpaHETe
Kalla4KaTa Ha aluIMKaTopa 3a ycTa.

2. M3nnaksete cTapaTesHO ITACTMACOBATA YACT [0 TEYAIA TOILUIA BOA, ¢l KOSTO OTHOBO
H3MWIiTe IUIACTMACOBAaTA YacT IPe3 alvIHKaTopa 3a yCTa.

3.  IlomcymieTe eTapaTe/aHo OTBBH H OTBBTPE MJIACTMACOBATA 4ACT (HApUMEDP OCTaBETE A Ia
CE CYIIIM 3a €IHA HOMI).

4. TloctaBere Ha MJCTO MeTaHaTa ONIAKOBKA H KaladkaTa Ha allIMKaTopa 3a YCTa.

He nocraesiire META/THATA ONAKOBK2 BLB BO/IA.

7.  HPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA
I'maxcoCmutKnaiin EOOJ 6yn. Lapurpancko moce Ne 115 I, Codnus 1784, Benrapus
8. HOMEP(A) HA PAJPEHIEHHUETO 3A YIIOTPEBA

Perucrpatmoner Ne 20020042

9. TIPHUTEXATEJ HA PASPEIIEHHETO 3A [TAPAJIEJIEH B
!
“Qapmaneiik bearapus” OO0/, yin. KpywM Ionor 44, erax 1, 1421 Co@pﬁ
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10. JATA HA HI'bPBO PAZPEINABAHEAIOAHOBABAHE HA PASPEIIERHETO
3A YIIOTPEBA

Hata Ha mupBo pazpemasane: 04 gexemBpu 1992 1.

Jara nHa nocnegHo noauoessare: 02 geppyapn 2012 1,

9. JATA HA AKTYAJIM3IUPAHE HA TEKCTA




