KPATKA XAPAKTEPACTHKA HA MPOAYKTA

1. HME HA JJEKAPCTBEHUA OPOAYKT

Canbyramon Huxanep 100 Muxporpama/no3sHpano BNpsCKBAHE, CYCIIEH3Hs N0/, HAISATAHE 32 HHXAJAlMA
Salbutamol Inhaler 100 micrograms/metered actuation, pressurised inhalation, suspension

2. KAYECTBEH H KOJIHUECTBEH ChCTAB

Besko pnpbcksane nocraes 100 mukporpama canbyramon (salbutamol), noa dopmara Ha canbyramon
cyndar.

3a MBNHHSA CIHCHK HA MOMOIIHHTE BEIMECTBA BIDKTE TOUKA 6.1,

U
3. IE CTBEHA ®OPMA SNNHATEAHA ATEHUAS 1O ﬂ_EKAFCTBATA
KAF Kpamka Xapaxmepucmuxa Ha npogyxma - NpuaoxeHus 1
CycneH3HA 0[] HANAraHe 3a HAXATALESL. Kt Pez. Ne M 5059 o —
Paapewerue Ne /dé/ 'A%(/W ff/ff
4, KJIHHHAYHH TAHHHA : 07 m
- 10g0o6peHUe Ne ......cccosireersirnissn o,

4.1. TepaneBTHYHH NOKAZAHAN

Canbyramon Unxanep e cenekTHBeH [J; anpeHOpelieNITOPEH arOHHCT [IOKA3aH [P BE3PACTHH,
NOAPACTRAIH H A€lia HA BE3pacT OT 4 10 11 roJuHu 32 JiedeHHE H TpeNoTBpaTABaHe Ha OPOHXOCTIA3HM.
Ocwurypssa kpatkoTpatina (deTHpu yaca) Gporxopunaralis npu obpaTuma oGCTPYKIES Ha
AHMXATEe/THHTE THTHINA, ABIDKAINA ¢e Ha GpOHXMATHA acTMa, XpoHWYeH GpoHxHT ¥ eHpuieM. [Ipn
oponxmanHa actma CanGyramMon Huxanep Moxe fa ce H3NON3B4 3a 00/ileK4aBaHe HA CHMITTOMHTE Cllell
nosABaTa HM HITH 33 NIpCAOTEPATABAHETO HM NpeaH KOHTAKT ¢ [TO3HAT anepreu/q:mmecxo YCHIIHAE.

3a npunoxenne mpu Gedeta v Aena noj 4 TonUHH BIDKTE Touku 4.2 H 5.1,

BponxoprnaraTopHTe He ¢a MIOKa3aHH 38 CAMOCTONTENHO HIIH OCHOBHO JIEUeHHE TIPH NEePCHCTHPALIA
Oponxuanua acTMa. TIpH malMeHTH ¢ MEPCHCTHPAINA ACTMa, TIPH KOHTO HAMA OTrOBOP Ha CandyTaMor,
ce MPENOPHLYRa JISYeHHE ¢ HHXAJIOTOPHY KOPTHKOCTEPOHIM 33 NOCTHIaHe Ha KOHTPOJ Ha acTMara.
JIumica Ha OTrOBOP HIH HEYCIHIEX OT JIEYEHHETO ChC canbyTaMoNn MOXeE Ja ITOKa3Ba HyX/1aTa OT CTieIiHa
MEAHLHHCKA OLIEHKA HH JleUeHue.

4.2. [lo3HpOBKA M HAYHH HZ MPHJICKEHHE

CanGyramon MHxanep e noxasas camo 3a HHxaJlaTOPHO TIpHIIOKeHHe H TpAGBa la Gb/le BAMIUBAH 11pe3
yCTara.

ITpogs/oKHTENHOCTTA HA ASHCTBHETO Ha canyTaMol NpH MOBeYeTo maiieHTH ¢ 4-6 uaca.
Hapacrsaino usnonssane Ha P2-aroHHMCTH MOxke aa Ob/e oKa3aTell 34 BIOLIABAHE Ha acTMaTa. B
TAKHBA CIIy4aH MOXe Ja € HeoOXO0MMa TIPEOLIeHKA Ha TepalleBTHIHUA ruiaH npH GonHua 1 Tpadsa ja ce

HMa TIpeneH] CRITETCTBALNA MMIOKOKOPTHKOCTEPOHIHA TEpAIHA.

Hozata ¥ 9ecTOTATa Ha NPHIOKEHHE TPAOBA 1a Ce YBENMYaBaT caMo 1o JIeKapcKa penopk
€ BE3MOXHA [T0ABA Ha HEXKEIaHH PeakiliH, CBhP3aHa C [IOBHIIABAHE Ha /103aTa.




HpPI MAMHCHTHTE, KOUTO CE 3aTPYAHABAT ¢ KCOPAHHALIHATA HA JHIIAHETO IIPH H3MOA3BAHCETO Ha
HHXANATOPHOTO YCTPOHCTBO 04 HATIATaHe ¢ Ao3dpama nomna, Candyramon Huxanep Moxe Aa ce
IpAara ¢ NOMoLITa Ha 0DeMHA KaMepa 3a HHXaITHpaHe.

Buvzpacmnu:

- Opnapasare Ha OCTPH DpucTHOHE Ha Gporxocnasbm: 100 Wwin 200 MukporpaMa.
Hanonssanero sa CanbyramMon Haxanep npu Hy»xuia ne Tpa68a Aa Ob/ie NOBete OT YETHPH ITHTH B

aenonomuero. HyxxaaTa ot no-decta ynoTpeba HITH pa3KO [OBHINABaHE HA A03aT4 TOBOPAT 32
BIIOINaBaHe Ha OpoHxuanHaTa actMa (B, Touka 4.4 Crietpanuy npeaynpexIeHss ¥ IpeanasHl MEPKH

npH ynorpeba).

= IpepoTepaTasanc aa GponxocnassM, IpeJH3BHKAH OT KOHTAKT ¢ HO3HAT AJIEPreH BN OT
duzagecko yemane: 200 Makporpama Nipeay KOHTAKT C ajepreHa Wik YOHITHETO.

. Hoaanpxama Tepanus: xo 200 MAKpOrpaMa YETHPU ITHTH JHEBHO.
Heduampuuna nonynayus:

TTpu Gebera u MaIku el MOXKe A3 MMa NO-TOISM YCIieX OT IEUSHHETO MPH M3NO0N3BaHe Ha obeMHa
KaMepa ¢ JiHHIeBa Macka (Haop. Babyhaler™).

= ObnansBane 53 0OCTPH DPHCTHOR HA GpoHXOCHATEM:

O6uuaiiHaTa J03HPORKA Ipu Aena nof 12 roguud e 100 Mukporpama, Karo IpH HeoOXOaMMOCT 03aTa
MOxe fia ce moBHImH 1o 200 Mukporpama.

Jena Ha pe3pact Hax 12 ronuHM: 1o3aTa € KaKTO NPH BB3PACTHHTE.
Hanonseaneto na Canbyramon Huxanep npn Hyskna He Tpabsa Aa 6bac moBede OT YETHPH ITBTH B

HenoHomuero, Hyxzaara or no-dyecra ynoTpeda WM pA3KO0 [IOBHITABAHE HA /103aTa FOBOPAT 33
Bromanane Ha Spowxuantara actMa (BXK. TouKa 4.4 CnelManAH NpefyIpexXAcHHA U IPEANasHH MepKH

mpH yriotpeba).

. IpexoTspaTaBane Ha GpoOHX0CTAILM, NPEARIBHKAH 0T KOHTAKT ¢ NO3HAT ajlepreH Wi oT
(H3HTEeCKO yCRIHE:

O6uyvaiinarta 103MPOBKA NpH Aeua oA 12 roguas e 100 Mukporpama npexH KOHTAKT C ANepreHa ik ©
YCH/IHETO, KAaTO NpH HeoOX0MAMOCT /I03aTa MOXKeE Jia ce MOBHIIH o 200 MHKporpaMa.

Jena Ba ppapact Hag 12 TOIMHA: 038TA € KaKTO NIPH Bb3pacTHHTE.

. Tlopanp:xama Tepanun:

Ob6uuaiinaTta JO3HPOBKA IpH Aelia noa 12 roaunad e a0 200 MukporpaMa 4eTHpH ITETH JHEBHO.
Jena Ha pp3pacT Hag 12 ronquHH; 103aTa € KAKTO NPH BH3PACTHHTE.

4.3. IIpoTHBOnOKa3aHnu

KOATO U 3 € OT HEMOBHTE CHLCTABKH.

HeunnTparenosHuTe siekapeTeeHH (GOpMM Ha can0yTaMon He TPAOBa Ja ce U3MOoMn3BaT 3al
HEYCTIOXKHEHO NIPEXACBPEMEHHO Pak/aHe WM MpH 3aruiamsan abopr.




4.4. CrHenmAajHH OpeAYIpexkJeHAN H IpeJIa3HH MEPKH IpH ynoTpeda

JleuenneTo Ha acTMa HOpManHO TpsGBa Ja cilelBa CTHIANOBH/IHA POrpaMa H € HeoGxoUMO
NOBJHABAHETO Ha DOJIHMA JIa ce KOHTPOJIKPA KIHHHYHO K Upe3 (YHKIMOHANHY H3CNIEIBAHHA HA
IHUNIAHETO.

YpenuyaBaima ce ynotpeta Ha KpaTko/ieHcTBAIIN HHXAIATOPHH [32-arOHHCTH 3a KOHTPOJI Ha
CHMIITOMHTE € MOKa3aTell 3 BIoLIaBaHe Ha OpoHxualHara acTMa. ITpH Te3H ycloBHA CXeMATa Ha
NeueHMe TpAOBa Ja ce NpeoLieH:.

PaskoTo nporpecHpallio BIOIIABAHE HA KOHTPONA HA 2CTMATA € IOTeHIHAIHO KUBOTO3aCTPAIIABAII0 U
T]JHGBB Aa C€ NpEHEeHH 3al0YBaHe Ha KOpTHKOCTGpOHI{H& TCpalvda HMd NOBHAIIaBaHE Ha A03aTa Ha
HANHYHA KOPTHKOCTEPOHAHA Tepanua. [IpH naumeHTH ¢ NOBHINEH PHCK Ce NMPEophYBa XeIHEBHO
Habmonenwe Ha BE]I.

B ciyy4aii ye, oOx4alinaTa edexTHRHA 1032 HHXaNaTOpeH canbyTamoi He MOBMHABA CHMITTOMHTE B
NpOABIDKEHHE Ha IOHE 3 4aca, mauHeHTsT TpaOBa fa 6blie IOCHBETBAH A IOTBPCH KOHCY/ITAlHA C
JieKap, KOHTO Aa MpeMuLie HeobX0AUMHTE AOBIHHTEHE MCPKH.

CanGytamon Tpa06Ba Aa ce MpUiara BHHMATENTHO [PH NAUHEHTH ¢ THPEOTOKCHKO3a.

Ilpu nedenue ¢ B2-arOHHMCT MOXE /1A C¢ pa3BHe MOTEHLMATIHO TEXKa XHITOKATHEMHA (IPEJHMHO NPH
MAPEHTEPATHO MPHIOKEHHE M Ype3 HeOyu3aima).

OcobeHo BHHMaRHE ce TIPENophYBa NMPH H30CTPSHE Ha TeXKa GPOHXHAIHA aCTMA, Thi KaTo TO3H eeKT
Moxke ia 6p/1e NOTEHIHPaH OT CHITETCTBALIOTO JIEYEHHe C KCAHTHHOBH NPOH3BOJHH, CTCPOHIH,
JHYPETHLH, KAKTO H OT XHriokcHaTa. [lpenopsisa ce, B TE3H CJTy4aH 1a ¢¢ KOHTPOJIMPAT CEPyMHHTE
HHBA HA KATHA.

Ot caenperucTpallMOHHH H NyONMKYBaHH JIHTEPATYPHH JaHHY Ca HAJIMLIE HAKOH J0Ka3aTe/ICTRa 33
MHOTO PSIKH CIy4aH Ha MHOKAPJHA HCXeMUd CBEp3aHa cbe canbyramon. [larmenTure ¢
MPEIHCTIOHHPAINH/PHCKOBH (akropy WK HAJIHYHA HCXeMHYHa GOJIeCT Ha CHPLIETO, KOHTO MOIy4YaBaT
canbytamon 3a benoapobHo sabonasane, TpaGea Aa GbAAT NpeAYNPEACHH 12 THPCAT KOHCYITAlMA C
JIeKap, B CIIy4ai ue H3MMUTBAT IphAHa OoMKa.

TpsabBa na ce NpOBEPH TEXHHKATA HA MHXAIMPAHEe Ha MAIMEHTA, 3a /]2 C€ YCTAHOBH HANHYMETO Ha
CHHXPOH MEKAY BIHIIBaHe H HHXamipaHe. ToBa e oT romamo 3HAUEHHE 32 ONTUMAIHOTO ‘
pasnpefeneHde Ha neKapeTeoTo B Genus apob.

Hanomsanero Ha MHxanepa npu neua e HeoOXxonHMO Aa ce HaOMoaBa OT BE3pacTeH.

KakTo npH noBeueTo HHXANATOPHH JIEKAPCTBEHH MPOIYKTY B ONAKOBKY NG HAIATAHE, TEPANeBTHIHHIT
eext Ha Canbyramon MHxanep Moke ga HaMmanee, KOraTo OIAKOBKATA € CTy/ICHA.

KakTo 1 npy BeAKa Apyra HHXaNaTOPHA Teparid MoXe Aa Ce pa3BHe NapafgokcaneH 6pOHXOCHIazhM ¢
BHE3AIHO YBENHYaBAHE HA XPHUIIOBETE BEIHAra cile/| IIpueM Ha Jo3aTa. Tora cheTosHHE TPAOBA Ja ce
TpeTHpa He3abaBHO ¢ NPMIOKEHWE HA AJITEPHATHEHA JTekapcTBeHa $hopMa Wil apyr Obp3oaeicTaany
HHXaNaTopeH GPOHXOAMIATATOP aKo € HajinyeH. U3Mon3BaHeTo Ha KOHKPETHATA JieKapcTeeHa GopMa Ha
canbyramon TpabBa a ce NpeycTaHOBH, HEOOXOAMMO € Ja ce HAIIPaBH OLICHKA Ha ChCTOAHMETO Ha
MAalHEHTa H IIPH HeoOXOAMMOCT JIa ¢¢ Ha3HaYH pa3nmuveH 6bp3oaeficTBall 6poHxXOmHIATaTOp 32
crenpama ynorpeba.

4.5. BsaumojciicTBHE ¢ ApYrH JdeKapcTBeHH NPOAYKTH H IPYTH (OPMH HA B3aHMOJe

He 1psi0Ba Aa ce mpeANKCRaT eTHOBPSMEHHO cATOYTAMON M HECEICKTHBHH [-OIOKEPH KaT:
TPOIPAHOION.




CanbyTamou He € IPOTHBOIIOKA3aH MIpH MALKEHTH, Ha TePaid ¢ HHXHOHTODH Ha
MoHoamKHOOKCHAa3aTa (MAQ). Bee nak edekThT Ha canGyTaMos MOXKe J1a ce MOBJIHAS OT TYAHETHIHH,
pe3epiHH, METHIA0NA H TPUITHKITHYHY aHTHACTIPECAHTH.

4.6. DepTHAHTET, 6peMEHHOCT H KbPMEHE

PepranaTer

Hsima vH(opMauus 3a BE3IMOXKHHTE e(eKTH Ha canbyraMoln RepXY (epriiuteta npu xopa. [pu
HHBOTHH He ce HabmoaBaHy HexenaHH eeKTH BBpXy (epraunmureta (pink [Ipexnumiry JaHHH 34
OezomacHoCT)

BpeMeRHOCT
Ilo BpeMe Ha GpeMeHHOCT JieKapcTBa MOMKE JIa Ce MPUAAraT caMo ako OYaKBaHATa MoM3a OT JIEYEHHETO
Ha MaHKara e [10-roJIIMa OT BCEKH BB3MOXKEH PHCK 33 IUIOJA.

IlpH nocTperycTpauHoHHaTa ynoTpe0a ca ONHCaHH PeIKXH CIIy9ad Ha Pa3HYHH KOHI€HHTaIHH
manhopMaLMy, BKIIOHHTENHO palatum fissum ¥ aHOMaJIHH Ha KpalHHILMHTE, B TOKOJICHHETO Ha
DanMEHTH, IeKYBAHH che canbyramon. [Ipy Hakou oT onucanwTe ciaydaH, MafikiuTe ca IpHEMAIH MHOIO
PazIHYHM JIeKAPCTBa N0 BpeMe Ha OpeMEeHHOCTTa.

Bpb3aka Mexkay aHOMANHMHTE K npueMa Ha canGyTamMon He MOXe 1A ce JoKaxke, Thif kaTo He ce
3a0ena3Ba NOCNEAOBATENIEH MOE PH AeEKTHTE, a CHINO Taka NPOLEHTa Ha KOHTCHUTATHE AHOMAITHH
e2 o3 %.

Knpmene

CanGyramon BEpOATHO Ce EKCKPETHpPA B KbpMaTa. IlopaZH ToBa H3MOI3BAHETO MY IIPH KBPMELIH MaHKi
HE C€ NPenoprYBa, OCBER KO 0YaKBAHATA ITONI3a HE € TIO-TONAMA OT BCeKH NoTeHIHaneH puck. He e
M3BECTHO AIH canfyTaMoN B KbpMaTa € BpefleH 32 HOBOPOZEHOTO.

4.7. EdexTn BbpXy ciocofHOCTTa 33 Modupane u pabora ¢ MAIIAHA

He ce noknamsanu TakuBa.

4.8. HexenaHH JTeKAPCTBEHM PeakmHH

HesxenanuTe JIEKAPCTREHH PeaKUMH ca [IPEACTABEHH N0-A0JTy B 3aBHCHMOCT OT CHCTEMO-OPTaHHATA
Knacubukauus ¥ abcomorHara Yectora. UecToTHTe Ca Ie(HHAPaHH KAKTO CIeABa: MHOTO YECTH

(= 1/10), yectur (> 1/100 o < 1/10), veuectr (> 1/1 000 go < 1/100), peqxu (= 1/10 000 xo < 1/1 000) u
MHOTO peakd (< 1/10 000), BknroduTenHo H20mppaHn cbobmenns. MHOTO YecTHTe H 9eCTHTE ChOMTHA
ca ofnpeneneHH OCHOBHO OT IaHHH OT KIIMHHYHH NMpOyYIBaHuA, PeAKHTE 4 MHOTO PEKHTE cxﬁmm[ ca
OnpeneneHy oCHOBHO OT JaHHH OT CIIOHTaHHH CROOILCHHS.

Hapymenns na HMYHHATA CHCTEMA

Mmuoro peaxu:  Peakiuy Ha CEPEXYYBCTBHTENHOCT, BKIIOYHTENHO AHTHOEZEM, YPTHKAPHA,
6poHxocna3zeEM, XHNOTeH3HA H KOJIAnC.

Hapymenus na MeTaGoiH3IMa H XpaHeHETO

Penxn: XHrnoxanuemus

IoTeHIMATHO TEKKATA XHIOKAJIMEMIA MOJKE Ja € Pe3yITaT OT JIEYEHHE ¢ 32-arOHHCTH.
Hapymenns na HepBHATA CHCTEMA

Yect; Tpemop, rnasoGonue

Muoro pemkn: XunepakTuBHOCT




Crpaeuns HApYmeHus
Yecru: Taxukapaus
HeuecTn: INannurans

Muoro peaku: ChpASYHN apHTMHH, BRIIOHMTENIHO NPeACHPAHO MBXKIEHE, CYTIPaBEHTPHKY/1apHa
TaxHKapJus U eKCTPacHCTONH

Muoro pepxu: MuokapaHa ACXxeMus

CBbaoBR HApYIICHAS

Penxn: [epudepna pazoamnaTariys
PecudpaTopss, rpeAHH H MCAHACTHHAIHA HADYIICHAS
Mmuoro pegrn:  [TapamokcancH 6poHXOCTIAIHEM.
CToMamHO-YpeBHA HAPYIICHAN

HevectH: JlpasHeHe B ycTaTa B IEpIoOTO.

Hapymennn HAa MYCKYJHO-CKSJICTHATA CHCTEMA H CHCAHHATE/IHATA TEKAH

Hegectn: MyCKyJTHH cia3Mu.
Crobinapare Ha OJO3HPAHH HEXENAHH PEAKIH

Cpo0iaBaneTo Ha NOJO3HPAHH HEXKelaHH PeaKi{HH Cllel paspellaraue 3a ynorpeda Ha JIeKAPCTBEHHUA
HPOXYKT € BaxHO. ToBa MO3BOJIABA J1a MPOILIKH HAGMIOAEHHETO HA CHOTHOIEHHETO NOJT3a/PHCK 34
neKapeTeeHMA npoaykr. OT MEAHIMHCKHTE CIEIHAIMCTH C& H3UCKBA fa choOILaBaT BCAKa NOAO3HpaHa
HeXeNaHa peakiivs Ype3 HalOHAIHA CHCTEMa 32 cholIiaBane:

H3mbiHMTEIHA areHIMA O JICKAPCTBaTa
yi1. . Jamsn I'pyes™ Ne §

1303 Codma

TefL: +35 928903417

yebcaiit: www.bda.bg

4.9. Tpenozmpane

Haii-gecTitre MpH3HAIIM H CHMIITOMH Ha NPEIO3HPaHE ChC CANOYTAMOI ¢a IPEeXoAHH [2-aroHuCT
(apMaKoJIOTHYHO MeAHHPaHH ChOHTHA (Bxk. ToukH 4.4 CHieuHAIHH MpeaynpexIeHHs H Npe/nasHy

MepKH 1ipH yrorpeda | 4.8 Heskenauu nekapcTBeHH peakiMi).

Cren npenosupane cue canfyTamMos MosKe Jia ce passHe XHokannemus. Heobxonumo ¢ na ce cneaar
CCPYMHHTE HHBA Ha Ka/IHy.

JlakTaTHa aLMI03a € NOKIa/IBaHA BB BpP'R3Ka € NNIPHI0KEeHUE HA BHCOKH TepaNeRTHYHM JO3H, KAKTO H €
Npeno3HpaHe Ha KpaTKOI[eHCTBaHJ;IfI Bz-al" OHMCTH, OPaaH TOBa IPH ONpeaosHpaHe ¢ noaxoaauo J.'[a ce

aKO € HAJIHLE NEPCHCTHPALIA WITH BJIOIICHA TAXHIIHES, HE3aBHCHMO OT OTLIYMSBaHETO H3
OpH3HAUH Ha OPOHXOCNIA3bMa, KaTo HallPHMEp, XPMIIOEETE).



5. ©®APMAKOJIOITHYHHM CBOMCTBA
5.1. PapmaxkoaHHAMHYEM CBOHCTBA

ATC kox: RO3AC02

Mexann3LM Ha gelicTeHe

Canbyramon e cenekTiBeH [3; apeHOpeuenTOpen aroHKCT. IIpHeT B TepaNeBTHYHY KO3H, AKTHBHPA [3
aJipeHOPEIIENTOPHTE Ha GPOHXHAIHATA MyCKYNIaTypa, H OCHTYpsBa kKpaTkofeiictsaima (or 4 fo 6 yaca)
GporxonrIaTanEA ¢ 6BP30 HAYANO Ha AeiicTBHe (B paMkuTe HA 5 MHHYTH) 1py obpatima obcTpyKiHsa
Ha JUXaTEIHUTE TbTHIIA.

Croenuaann rpynnR naqaesaTH

Hdena moa 4 rogann:

HeanaTpyuny kaMBEEYHE n3nuTadus (SB020001, SB030001, SB030002) ¢ npenopwyaHara J103a npH
HalMEHTH Ha BE3PacT MoX 4 roJMEH ¢ GpOHXOCHassM, CBBP3aH ¢ o6paTHMa o6CTpYKIHA HA
IOMXaTeIHHTE [IFTHINA, 1TOKa3Bat, 4e npodurst Ha 6esonacHoct Ha CanbyraMon MiHxanep e cpaBHEM ©
TO3H TIpH Aella Haj 4 TOAMHM, IIOAPACTBAIlH H BE3PAcTHH.

5.2. dapmMakoKHmETHYHH CBOHCTBA

PezopOnan

Crien MHXanaTopHO nprickenue Meskay 10 u 20 % or npuerarta [j03a AOCTHraT AOJIHHTE JHXATEIHH
nmeTHma. OcraHanara gact ce otnara no Muxanepa win g opodapusrea, 0T KbIETO CIEH TOBA C&
norneina. YacTra oT MeKapcTBOTO, KOSTO € AOCTHTHAJIA AUXATelTHUTE ITHTHIIA CE pe3opOupa o
6enoapobHaTa THKAH M MOMAZA B IMPKYIALHATA, HO HE ce MeTOONI3Mpa oT Genus qpob.
Paznmpenenenne

Oxano 10 % ot npuetis canbyTaMon ce CBhP3Ba © IWIAIMEHHTE HPOTEHHH.

Meraboanzsm

CJ'IGI[ KaTO mOnajHe B HHPKYNalHATA, Ce [IoAJ1ara Ha '-ICpHO,[[pOﬁGH ME’I‘&GOJIH?.'I:»M H CII€O TORA CE
€KCKpETHpa C YPHHATA B HenpoMeHeHa popMa WK kato ¢eron cydar.

[lorensartara 9acT oT MpHETaTa 1032 ce pe30pOupa B raCTPOHHTECTHHAIHMS TPAKT K C€ MoJIara Ha
3HaumMTeneH first pass MetabonusbM o denon cyndar. MerabonursT H HeNIPOMEHEHATA YacT ce
€KCKPETHPAT NPeTHMHO C YPHHATA.

Enamanapane

CanbyTramMon nprIoKeH HHTPABEHO3HO HMA eTMMHHAILTHOHEH TOY)KHBOT MexxAy 4 H 6 1aca,
EmuMuBupa ce 9acTiHuHO 4pe3 OB0peunTe, a ocTaHanaTa 4acT ce MeTaboNH3upa JI0 HeaKTHEEeH
metabonur 4'-O-cyndar (heHon cyndar), koo CHILO ce SKCKpPeTHpa OCHOBHO dpe3 6BOpewHTe.
Majka wacT ce emMMUHNpa ¢ deneca. [onsmara gacr OT npUeTaTAa HHTPABEHO3HO, IEPOPATIHO HITH
HHXANATOPHO A03a canbyTaMoJ ce eXCKpeTHpa 3a OKOJIo 72 Jaca.




5.3. IIpeaxnuuHYHH AaHHE 33 (e30MACHOCT

AHaNOrHYHO ¢ APYTHTE MOWIHH CENIEKTHBHA [3;-PELIENTOPHA arOHKHCTH, canbyTamoll e IoKa3al
TepaToreHeH eekT MPH MHILKH, KOraTo e [puiarad noakoxHo. [IpH penponykTupHo usnuTeane 9,3 %
or derycure ca 6mwan ¢ BEIMO HeGue (palatum fissum) npu nosa 2,5 mg/kg, xoato e 4 bTH NO-TroNAMa
OT MakCHMaJlIHaTa MepopanHa A03a 3a xopa. [Ipu mrsxore nepopanHoTo npwioxende Ha 0,5; 2,32;
10,75 1 50 mg/kg/neH npe3 BpeMe Ha GPEMEHHOCTTa HE € JIOBENIO Ja 3HAYHMH (eTanHu MandopMalHH.
EnHHCTBeHHAT TOKCHYEH eekT ¢ OIUT yBeMgaBaHe HAa HEOHATANIHATA CMBPTHOCT NPH MPHIOKEHHE Ha
Hali-BHCOKHTE JO3M B PE3YNTAT Ha JIHICA Ha MaiaHHH rpiku. [IpH penpoayKTHBHO H3TTHTBEHE CBC
3aiiM ca HabmonasaHl yepenHy MahopMaunu npu 37 % ot deTycHTe NpH NpuiokeHHe Ha

50 mg/kg/nen, koero € 78 MbTH NOBEYE OT MAKCHMAIHATA IIEPOPATHA 034 33 XOpa.

[Ipu neXoBe B M3NMHTBAHE 33 (epTHIMTET U 001Ua penpoayKTHEHA CIIOCODHOCT ¢ IEPOPATHH A03H OT 2
H 50 mg/kg/men, ¢ M3KMOYEHHe Ha HaMalABaHe HA Gpos Ha OLENISITHTE HOBOPOAEHH 110 AcH 21 cien
paxxaaHe, IpH fo3a oT 50 mg/kg/nen, ve e HMaIoO APYTH HEXeNaHH eQEKTH BEPXY (PEPTHIHTETA,
eMOpHOGETATHOTO Pa3BHTHE, PAIMEPHTE, TEFIOTO [IPH PXAAHE WITH TEMIIA HA PACTEX.

UYpes usiMTBaHE, IPOBEAEHO C MHOTO H pa3/IMYHH KHBOTHHCKH BUAOBE ¢ YCTAHOBEHO, Y€ HOMOLIHOTO
pemecTeo HFA 134a He e TOKCHYHO, IPUIATAHO €XEOHEBHO 32 HEPHOA OT 2 TOAUHH B MHOTO BHCOKH

KOHIICHTPaI{HH, MHOTOKDPATHO HAABHIIABALUM KOHLIEHTPALMMTE, Ha KOUTO € BB3MOMKHO na 6baar
H3IOXKEHH X0pa.

6. ®APMANEBTHYIHH JAHHHA

6.1. Coachbk Ha NOMOIIHATE BEIMECTBA
1,1,1,2 Terpadumyopoeran (HFA134a)

6.2. HechBMecTEMOCTH

Hama onucanm.

6.3. Cpox Ba rogaoct

2 roguHm.

6.4. Cpoenuainm ycJOBHH HA ChXpaHeHHE

Cren ynorpeba moctassiite crabuaHo kalladukara Ha armnxa'ropa 3a ycTa Ha MICTOTO ¥ qpes ILTETHO
HAaTHCKaHE [0 MIpaKBaHETO . :

Jla ce coxpansBa npH Temneparypa nog 30°C. Ha re ce 3ampa3ma l];a C€ ITasH OT npﬂKa CIIEHYCBA
CBET/HHA.

Kakro TIPH NOBEYCTO HHXAMATOPHH IICKAPCTRA B CIIAKOBKH MO HATATAHE, '[‘epal'[eBTH'-lHHﬂT BE[)EKT Ha
CanfyramMon Moke a HaMaliee, KOTaTo ONAKOBKATA € CTyASHa. :

Omnaxorkara € noj, Hansrase. Jla He ce u3Iara Ha TemMnepartypa no-Bucoka oT 50°C. [la e ce uynu,
]'IPOSHB& HIIH H3rapi, JOPH KOrato € BHAAMO TIpa3Ha.

6.5. Buau chABPXKAHHE HA OMAKOBKATA

[TepeHuHaTA ONAKOBKA APEICTABIIABA ATyMUHHER KOHTeMHHep, ¢ JO3Hpalll BEHTHI, NOCT:
IJIaCTMAacOBO MHXANIATOPHO YCTPOHCTBO ¢ IMyIBCPH3HpAINaA A03a M Kalavka.

Beska onakopka CanOyramon Huxanep cbaspxka He no-manko oT 200 1o3Hpasd BIIPEC




6.6. Cnennanad npeanasHH MEPKH NPH H3XBHDJIAHE H paﬁcrra

Heuznonmzpanuar JICKAPCTBEH NPOAYKT HIIH OTII&TBYHHMTE MaTBpHaJ'[H OT HEro 'I'pﬁ[GBa Ja c¢ H3XBBPIAT B
CHOTBETCTBHC C MECTHHTE HIHCKBAHHA. : :

YKA3AHHA 3A YIIOTPEBA

IIpopepka na Haxanepa

Hpenu ma w3nonssate Huxanepa 3a npsB BT OTCTPaHeTe KanadkaTa Ha amlmcaTopa 32 ycTa, qpes
BHHMATETHO IPHTHCKAHE OT JBeTe i crpasn. Pasknarere Huxanepa aobpe, HacodeTe ariMkaTopa 3a:
yCTa HacTpaHH OT Bac H npbcHeTe jiBa ITbTH BBB Bb34YyX4, 3a Aa ce yBepHTe, ue Huxanepa paGOTH.

Axo MHxanepsT He e 6HIT H3MON3BAH B IPOAB/IDKEHAE HA S THH HIH N0BEYe, PazKIaTeTe ro ,uoﬁpc "
NpBCHETE /IBa ITFTH BBB BB3/[yXa, 32 Jia CE YBEpHTE, Ue paﬁo'm -

HanousBane Ha Haxanepa

1.  OrcrpaHeTe kanmaykaTa Ha alIMKATOPA 34 YCTA 4Ype3 BHUMATENHO NIPHTHCKAHE OT ABeTe i CTPaHH.

2.  TlpoBepere BETpelIHATA H BHHINHATA YacT Ha MHxanepa, BKIIOUMTENIHO AIUIHKATOpa 32 yCTa 3a
HAIIHYHE HA pa3xnabeHH 4acTH/CBOOOMHM JacTHIM. . . -

3.  Pasknarere Huxanepa nobpe, ¢ koeTo 1a OCHTYpPHTE. OTchaHﬂBaHe Ha enemyamm cnoﬁo;mn
YACTHIIE B PABHOMEPHO CMECBAHE HA CHABLPIKAHHETO.

4, Jpbxre HHxanepa 8 H3NpaBeHO NONOKEHHE Me /Ly NoKaszaelia H nancua, karo naneia
MOCTABHTE BEPXY OCHOBAaTa NOA AIUIMKATOpA 3a ycTa. -~ - i SN SERES

5. H3nHinaiire KONKOTO € BBIMOXKHO H CJIEH TOBA MOCTABETE annmca'ropa B yc*ra’ra CH Mexc,uy 31;6me
H 3aTBOpeTe YCTHH OKOJIO Hero, 0e3 ma ro 3axamneare. . . TTTI

6. Bpumeaiite ripes ycrara, Beanara, cief kaTo 3anodneTe BAHIDIBAHETO TIP3 YCTaTa, HaTHCHETE
HaJoTy Bbpxa Ha HHxanepa, 3a 1a BipbckaTe canOyTaMolL, JOKATO BAMIIBATE IPONBDKHTENHO H
IRI60KO. :

7. danpexTe IbXa cH # H3BajgeTe Huxanepa or ycrara cu. [Ipoawimkere na 3agspikaTe AbXa CH 33
HAKOJIKO CEKYHAHN HITH J0KATO BH € BB3MOXKHO.

8. Ao Bamuar nexap BH ¢ ka3an, 4e TpaOBa fja HanmpaBuTe QB MHXANALMH, H3daKaliTe OKOIO
MOJIOBMH MUHYTA, CIe]l KOeTO NMOBTOPETE NelcTBHATA OT To4Ka 3 7o Touka 7 3a ciiefpalnara
HHXanaums. _

9. BbpHeTe Ha MACTO KaladykaTa Ha alUIHKATOPA 3a YCTa, Ypes MrkTHO HATHCKAHE 0 LIPaKBaHeTo M.

He 6®p3aiite ¢ aeficrBuaTa ot ToukH 5, 6 ¥ 7. Baxkuo e Aa 3amovudere Aa JHINATE, KOJIKO € BE3MOXKHO
no-0aBHO NPeaM Aa 3aaeiicTBaTe. Hﬂxaﬂepa P : . .
YnpaxkaspalTe ce Npex Oriejaio ITEPBUTE HAKOIKO ITETH. Axo cnef Hﬂxanupaﬂe BHIHTE KaIHUH 110
Baumis MHxanep Wil OTCTpaH: IO YCTHHUTE CH, TpabBa OTHOBO Ja l'IOBTDpHTc npuema, 3aN04YBaikH OT
TOYKA 2.

ManknTe Aelia MOXKE JIa HMaT Hy»K/IAa OT IIOMOIN H MOMKE A3 CE HANOKY POSMTCIIATE MM Aa 3ajeicisar
Wnxanepa BMecTo TAX. Hacspyere nerero na wagmma u HatHeHere MHxanepa To4HO, KOraTo 3ao4vHe
Ja BAHINBA. YIIpaKHABaliTe ce 3aeaH0. AKo TpAGBa Aa maeate CanGyramon Huxanep Ha 6ebe Hiu
MIKO AeTE, JICYCHHETO MOKE fla HMa NO-TONAM YCTieX MPH U2MoN3EaHe Ha o0eMHa KaMepa < JHIEBA
macka (nanp. Babyhaler™), 3a noeeye uudopmanus ce koncynrupaiite ¢ Baimis nexap. :

[o-rosem# aena WK Xopa ¢b¢ cnabM pBle MOXKe fla YCTaHORAT, 4e € Mo-JiecHo Ja Akpskat Haxanepa ¢
AeeTe pelie. B To3H cimyyait apaTa mokazanena TpgOBa da ce NOCTABST HA BBpXa My, JOKAaTO ABaTa
manela cc AbPKaT BbpXy OCHOBATA [10]] ATUTMKATOPA 34 YCTa.

Houncreane na Haxanepa
3a ga npeaotepatuTe Onokupare Ha Bawns Mixanep tpabsa na ro noyucTBaTe MOHE BE,
CeIMITYHO TIO CTIEAHHA HAYHE:
1.  M3Bazere MeTanHaTa omaxopka Ha HHxanepa ot mwiactMacoBaTa 4acT M OTCTpaHe

anIMKaTopa 3a ycTa.




2. Hamnakuere CTapaTeHo NfIacTMacoBaTa 4yacT N0 Te4allja ToIuia BOAa, CIIe/ KOeTo OTHOBO
H3IMHHTE NIACTMACOBATA YACT npe3 anjiHKaTopa 3a ycra.

3.  Tloacymere crapaTesIHo OTBLH H OTBBTPE [UIACTMACOBATA YacT (I-[a]'[pHMt‘-p ocraBere 1 Jia ce
CYIIM 33 €/IHA HOLI).
4. TlocCraBeTe Ha MACTO METATHATA OIIAKOBKA H KallaykaTa Ha alUTHKaTopa 3a YCTa.

He mocraBsiiTe METAINATA ONAKOBKA BBB BOOA.

7. HOPATEXATEJ HA PASPENIEHHETO 3A YIIOTPEBA
GlaxoSmithKline (Ireland) Limited,
12 Riverwaik,

Citywest Business Campus,
Dublin 24,

Hpnanpus

8. HOMEP(A) HA PASPEIHEHHETO 3A YIIOTPEBA

Perucrpannonen Ne 20030690

9. JATA HA ITBPBO PASPEIMIABAHE/ IOJHOBABAHE HA PA3PE]]1EHI/]ETO 3A
YIIOTPEBA

JlaTa Ha nocneaHo noauopsaeane: 02 ¢peppyapu 2010 r.

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA




