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KPATKA XAPAKTEPHCTHKA HAHPOAYKTA.

 M3NBAHUTENHA ATEHLMA NO NEKAPCTBATA
KLAMKI XBDAKMEDLICMURE HE npogyxma [Ipuaomenue |
1. AME HA JIEKAPCTBEHUA NMMPOAYKT erM Pez Ne ﬁ/ 29 3’ O /7)_ 3
Ansecko 160 MukporpaMa, pa3TBOp NoJa HaNfraHe 3a MHXanauMus. Paapewenue N B 1
Alvesco 160 micrograms, pressurised inhalation, solution. BG/MA/MP - 6 ;ﬁ J ) 20 -01- 202
(Ogobperve Ne ...,

2. KAYECTBEH H KOJTHYECTBEH CBbCTAB

| no3upaHoO BAPBLCKBAaHE (A0CTaBEHa N03a OT MyHALYKA) cbabpKa |60 MUKporpaMa UKKNE30HKA
(ciclesonide).

[ToMOLIHY BetlecTBa ¢ U3IBECTHO ACHCTBHE:
| 103MpaHO BNpBbCKBaHE CbAbpKa 4,7 mg eTaHON.

3a NBJIHKA CITHCBHK Ha NOMOLLIHHTE BELLLeCTBa BHXKTE TOUKA 6.,

J. JJEKAPCTBEHA ®OPMA
Pa3TBOp noa HansAraHe 3a HHXanaums.
bucTtop u 6esuseren.

4. KJIMHUYHH JAHHH

4.1 TepaneBTHYHH MOKA3AHHUA

AJIBECKO € NMOKa3aH 3a JledeHHe, UMallo 32 LEN NOCTHraHe Ha KOHTPON MpH NepPcUcTUpallia acTMa TNipH
Bb3PaCTHH W IOHOLLMW (Ha 12-roaviliHa BBb3pacT U NOBEYeE),

4.2 Jo3HpOoBKA H HAMHH HA NIPHIKEHHE
To3K1 nekapcTBeH NPOAYKT € NpeAHa3Ha4eH camMo 33 HHXANATOPHO NPUNOKEHHE.

Jlo3upoBka

[penopbky 3a KO3MpaHe NpH Bb3PacTHH H KOHOLLIK:

[TpenopnuBanara 103a Ansecko e 160 MukporpaMa BeaHBXK AHEBHO, KOETO BOAH A0 KOHTPO HA acTMara Nnpu
MOBEYETO OT NAUHEHTHTE. [10-BHCOKH A03u 10 640 MUKporpaMa Ha AeH (npunaranu karo 320 mukporpama
JABa NbTH AHEBHO) MOrat ga 0u1aT H3MoN3BaHH NPH NAUMEHTH C TEXKA GopMa Ha acTMa W A0KaTo ce
HaMaJIaBa 103aTa Ha NEPOPANHHUTE KOPTHKOCTEPOHIN MITH Ce npekparaBa ynorpedata UM (Bxk. Touka 5.1). Ha
naumMeHTHTE TPAOBA Aa UM ObAE NafeHa No3a HHXANATOPEH LIMKIE30HU, KOATO OTTOBAPS Ha TEXKECTTA Ha
3abonssaneTo. C Ansecko 3anousa noaodpaBaHe Ha CHMNITOMHTE B PAMKMTE Ha 24 yaca OT HaYanoTo Ha
neueHuero. Cnaen NOCTUrane Ha KOHTPON € HeoOxoaAuMo no3aTa AnBecko Ja 6bae MHAWBUAYATHO THTPHpaHa
N0 MHHUMANTHaTa, HeoDxoauma 3a noaabpxKaHe Ha A06bp KOHTPON Ha acTMata. [Tpu HAKOM nauMeHTH
HamaneHa n03a oT 80 MHKpOorpama BEAHBXK AHEBHO MOXeE 1a € €DEeKTHBHO NMOAAbKALLO NIe4eHHe.

3a npeanoyYnTaHe e ANBECKO Aa ce Mpuiara Beyep, BLIPEKH Y€ € YCTAHOBEHO, Ye H CYTpe
Ha Aneecko € epekTHBHO. JIeKyBalMAT nekap TpaGpa na B3eMe OKOHYATENMHOTO PELLUCHHE
Ca BEYEPHH HIH CYTPELIHH.



[1pn nauneHTHTE ¢ TEXKA HOpMA Ha acTMa CHLLECTBYBA PUCK OT BHE3AMNHU MPUCTBIHU U NPH TAX €
HeOOX0AMMO PELOBHO OLEHABaHE Ha KOHTPONA HA ACTMATAa, BKIIOYBALLO $YHKLHOHANHO HU3C/ieIBaHE Ha
auwanero. [lo-yecrtata ynorpeda Ha KpaTkoaecTRaluK OPOHXOAMIATATOPH 3a OBNAJSBAHE HA ACTMATHUYHWTE
CHMMTOMM, MOKA3Ba BIOWIEH KOHTPON Ha acTMaTa. Ako nauMeHTHre 3abenexar, ye eeKTHBHOCTTA Ha
NEYEHHETO ¢ KpaTKoAeHCTBaLLH OPOHXOAHNATATOPH CNAJA, WAM Y€ HMAT HYXKJAA OT NOBeYe OT oOHYalHKUSA
Opoi HHxanauuu, TpadBa Aa ce NOTHPCH MeANUMHCKA nomoll. [Tpu Takasa cuTyauus e Heobxoanuma HOBa
OLEHKa Ha CbCTOAHUETO Ha NALMEHTHTE K TpaDBa Aa ce OOMHUC/IY NOBULLIABAHE HA MPOTHBOBL3INAIMTENHATA
Tepanus {Hanp. No-BHCOKa 1032 ANBECKO 33 KpaTbhK NEPHOJ OT BpeMe [BxkK. TOUKa 5.1] UK Kypc Ha sieveHue ¢
nepopanHu KOpTHKocTeporuan). TexxkuTe o6ocTpaHua Ha acTMaTta TpaOBa aa ce NexyBaT no CTaH1apTHUS
HauuH.

3a HAKOHM CNICUHASIHH NALIHEHTH, Hanp. TaKUBA, 33 KOUTO € TPYAHO €AHOBPEMEHHO a HATHCHAT HHXAJATopa M
aa Baviuat, ANBECKO MOXE a ce npunara ¢ pasnpbeksaulo yctpoiictBo AeroChamber Plus.

Ilayuenmu 6 cmapuecka av3pacm u nayuenmu ¢ OvOPEYHY UIU YePHOOPOOHU HADYUECHUS

Hsma Hy)XIa OT KOpeKUHa Ha fo3aTa NpY NALMEHTH B CTAPYECKa Bb3PacT MW NPH TaKUBa C YBpex1aHe Ha
yepHoapobHaTa unu 6ubpeunaTta pyHKuUMS.

Heouampuuna nonyrayun
bezonacHocTTa H edHKacHOCTTa Ha ANIBECKO NPH AeLia Ha Bb3PacT Noj 12 rOIMHK He Ca YCTAHOBEHH.
JIunceaT AaHHM.

HauuH Ha npuaoxxeHue

[fa ce e3emam npednaznu mepxu npedu paboma utu npUIONCEHUE HA NeKAPCMBEHUA NPOOYKN.

[MauueHTsT TPAOBa Na OBbAE MHCTPYKTHPAH KaK 3 M3MOJI3Ba NPAaBHIIHO HHXANATOpA.

AKO MHXaNnaTopbT € HOB MIIH HE € OHUIT M3NON3BaH B NPOABLIXKEHHE HA €IHA CEAMHLIA WU NOBEYE, €
HEOOXOAHWMO Aa ce HanmpaBaT TPH BNPbCKBaHWA BLB BB3ayXa. He e HeoOxoanMo Ja ce paszkiawia, 3amoTo
¢opMata € TeueH aepo3oan.

3a npeANOYMTAHE € N0 BpEME HAa UHXATALMATA NALMEHTHT Ja € CEHAN W/IW MPaB, a HHXANaTopbT TPAOBa Na ce
ABPXH H3NPABEH, KATO NANCLbT NPUAbPXKA AOJTHHA Kpaik noa MyHALUYKa.

UHcTpykTHpaiiTe naunenTa na MaxHe KanayeTo Ha MyHALLYKa, 14 NOCTaBK MHXANaTopa B yCTaTa CH, 1a
oOrbpHe MYHALLYKA € YCTHH H Aa BAMiNA 6aBHO ¥ Ab10GokKo. [1o BpeMe Ha BAHLIBAHETO NPE3 YCTATA FOPHHUAT
Kpaih Ha nHxanaropa TpsbBa na ce HaTucHe Hanony. Cneq ToBa NauveHTUTE TPAOBa 1a U3BAAAT UHXanaTopa
OT yCTaTa CY W 1a 3aAbpKaT AMLUAHETO CH 38 OKONO 10 CeKYHAH, HIH TONKOBA ABLIT0, KONKOTO UM € YA00HO.
[MauueHTHT He TpabBa na u3auuiBa oOpaTHO B MHXanatopa. Ha kpas nauneHTHte TpAbBa Aa M3aMuiaT 6aBHO
Aa NOCTABAT OTHOBO KAaNnay€To Ha MYHALUYKA,

MyuaiyksT TpabBa Aa ce Mo4MCTBA eXEeCEAMHUYHO CbhC CyXa Kbpna. MHXanaTopsT He TpabBa 1a ce MHE HITH
nocTaes BbB BOAA.

3a HHCTPYKUWH OTHOCHO ynoTpebaTa Ha nekapcTBEHHUS NPOAYKT Npean NPUACKEHHE, BUKTE TOUKa 6.6.
4.3 HpoTHRonokazanus

CBpBbXUYBCTBUTETHOCT KbM aKTHBHOTO BELLECTBO MJIH KbM HAKOE OT NMOMOIUHUTE BELIECTBA., H30pOEHH B
TOuKa 6.].

4.4 CrenHaNHH NpeAynpexIeHHA H NpeIna3HA MepKku npu ynorpeba

HH(IJCKL[HH H CaMO, aK0O TE€3H NallHCHTH HMAT aACKBaATHO JICHCHHE.

[MTonobHO Ha BCHUKH ApyrH MHXATATOPHH KOPTHKOCTEPOHIH, AJIBECKO HE € NOKa3aH 34 Jiey
acTMaTUKYC (sratus asthmaticus) ¥Ny APYrH OCTPH €NHU30]H Ha aCTMATA, KOMTO H3UCKBAT U
WU CIIELIHH MEPKH.




flonobHO Ha BCHYKY ApYrH HHXANATOPHHU KOPTHKOCTEPOUIH, AJIBECKO HE € NpeaHa3HayeH 3a obnekyaBaHe Ha
OCTPH aCTMATHYHH CHMITTOMH, KOMTO H3UCKBAT NPUIAraHeTo Ha HHXaNnaTopHH OPOHXOAXMNATATOPH C KPaTKO
neincraue. [launeHrure Tpadea na 6baaT NocbLBETBAaHW Aa HMAT npH cebe ¢y NoaoOHO IeKapcTBO.

B1b3MOXHO € 1a ce NPORBAT CHCTEMHH €dEeKTH Ha UHXANATOPHHUTE KOPTUKOCTEPOUAH, 0cOBEHO aKko ce
NpeANUCBAT BbB BHCOKH 103K 3a NPOABLKHTENHO Bpeme. BepoaTHOCTTA 3a TakHBa €PEKTH € MHOFO NO-MasKa
B CpaBHEHWeE C MEePOPATHUTE KOPTHKOCTEPOUAH. BBIMOKHHTE CUCTEMHH e(PEKTH BKIIOYBAT NMNOTUCKAHE HA
Hanb6bLOpeka, 3abaBsHe Ha pacTexa NpU Jeua H IOHOLHK, HaMallaBaHe Ha KOCTHATa MHHEpanHa NABTHOCT.
KaTapakTa U IrayKkoma ¥ Nno-paiko, peaula NcHXoa0rHyecky 1 NoBeaeHYecky epeKTH, BKIOUBaILH
MCHXOMOTOPHA CBPBXAaKTHBHOCT, pa3CTPOHCTBA HAa ChHSA, TPEBOXKHOCT, JENPECUS WM arpecHBHOCT (0CODEHHO
npu Acua). 3a TOBA € BAXHO J03aTa HA UHXANaTOPHUA KOPTHKOCTEPOUR A2 Obe TUTpUpaHa A0 MUHUMAaNHaTa,
Heo0Xx04MMa 3a NOAILPKAHE HAa €PEKTHBEH KOHTPO Ha acTMara.

3pUTEIHU CMYLICHHUA

an CUCTCMHA H TOKA/IHA YHOT})EGB, Ha INTIOKOKOPTHROCTCPOHIH Ca Bb3IMOXHH C'bOﬁHleHHﬂ 34 3pHTENTHH
CMYUICHHA. AKO NMPH NAUHCHT Ca HATHUEC CHMNTOMH KATO 3aMbIJICHO 3PpCHUE W/TH [IPYTH 3DHUTC/IHH CMYUICHHA,
NauHEeHTHT TPROBa Aa Obae HACOYEH 3a KOHCYNTAUHA ¢ OPTAAMONOT 3a OLEHKA HA Bb3IMOKHHUTE MPUUHUHM,
KOHTO MOIaT Ad BK/TOUYBAT KaTapaKTa, rllaykoMa HiH pCaAKH 3360.!1113&!1“5[, TAKHBA KaTO LICHTPAJ/IHA CCPO3HA
XOPHODPETHHONATHA, 3a KOHTO CC cwﬁmana ciacn CUCTEMHA U JTOKATHa yno1'pe6a Hd MNMHOKOKOPTHKOCTCPOHIH.

[leanaTpuyua nonyaauus

[IpenopbuBa ce peOBHO clieeHe Ha BUCOYHHATA Ha LA H IOHOLWH, NOMYYaBaLIH NMPOABLIHKHTENHO JIEYEHHUE C
HHXaNaTOPHH KOPTHKOCTEPOUAH. AKO pacTexbT € 3abaBeH, TepanusTa Tpabsa na 6bae npepasraeaaHa ¢ uen
pedyuMpaHe Ha 103aTa HHXaNAaTOPEH KOPTHKOCTEPOH], aKO € Bb3MOXKHO N0 HaW-HACKATA A034a, MPH KOATO Ce
AO/IbpKa €hEeKTHBHO KOHTpPONHpaHe Ha acTMmata. JonbanuutenHo Tpabea na ce oOMHCAN HacouBaHe Ha
NauMeHTa KbM CNEUHATHCT NO AETCKHU PECNUPATOPHHU 3a00NABAHHUA.

YepnoapobHo yBpexiaaHe

Hsama naHHH 3a NaUHEHTH € TEXKO YBpeXKAaHe Ha yepHoapobHaTta ¢yHkuusa. [Ipn nauueHTHTE € TEKKO
4epHOAPOOHO yBpEXaHE C€ OYAKBA MOBULIECHA EKCNIO3ULIMA K MOpaaH TOBA T€3W NaLMeHTH Tpabea aa 6baar
HabnJaBaHK 32 NOABATA HAa NOTEHUWATHH CUCTEMHU €(PEKTH.

YepexaaHe Ha HanObOpeuyHUTE KKIe3n

[Ton3uTe OT MRXaNaToOpHHA UMKNE30HK TP2O8a na HAMANAT HYXKAATa OT NEPOPATHH cTeporaun. Brnpeku
TOBA, NPH NALUHEHTHTE, NPEMUHABALLHW OT NEPOPAJIHK CTEPOHIM HA HHXANATOPEH LMKJIE30HWA, OCTABa PUCK 34
HapyleH Han6bvOpeyeH peseps B NPOALIHKEHHE HA 3HAYMTENHO BpeMe ciiea NpeMHHaBaHeTo. BepoaTHocTTa
12 C€ NPOABAT CHOTBETHH CHMIMTOMH OCTaBa 33 U3BECTHO BPEME.

[1pH TakKBa NaLMWEHTH, NPEeRH ONpPeeJeHH NPOLUEAYPH MOXe 1a € HEOOXOAUM CBBET OT CNELHANIUCT 32
OnpelensHe Ha CTENEHTA Ha yBpeXKaaHe Ha HaaObOpeyHaTa PyHKUHUK. BUHaru B cnyyaun Ha CrnewHocT
(MEAHULIMHCKA N XUPYPTHUYHA) W NIPH ONpeaeSieHH CUTYaLUMH, KOUTO OMXa MOrH 1a MPUUMHAT CTpec, TpabBa
Na ce UMa npeiBUA Bb3MOXKHOCTTA 3@ OCTaTb4HO YBpeXKaaHe Ha OTroBopa Ha HaaOBLOpeka K aa ce oOMUcIH
NOAX0AALLC NeHEHHE ¢ KOPTHKOCTEPOUIM.

B cay4au Ha npeMHHABAaHE Ha MALMEHTH OT JIEYEHHE C EPOPATHH KOPTHKOCTEPOHIMN:

[IpeMHHaBaHETO Ha MALMEHTH, 3aBUCHMH OT NepopanHaTa Tepanua ¢ KOPTUKOCTEPOMAH, KbM HHXaNaToOpeH
LUMKNE30HHA 4 NOCAEABALLOTO UM JICHEHHE U3UCKBA OCODEHH MPHIKH, MOHEXKE BL3CTAHOBABAHETO Ha
yBpeAeHaTa OT NPOAB/DKUTENHATA CHCTEMHA CTEPOHIHA TEPaNUs apeHOKOPTHKATHA GYHKUHA MOX
APOABIDKK 3HAYUTENIHO BpeEMeE.

[MauneHTHTE, KOUTO Ca OUNIK NEKYBAHH CHC CUCTEMHH CTEPOHAH NPOABDKHTETHO BpeMe U
A03HW, MOTraT Aa HMAaT NOTHUCHaTa pyHKUMA Ha KopaTa Ha Han6bw6peka. [Ipu TakuBa nauuweH
KopaTa Ha HaabbvOpeka Tpabea na ce cnelH peAOBHO U 03aTa HA CUCTEMHHTE CTEPOHIH naig
npeana3inBeo.




Cnen okono eaHa ceaMHLIa C€ 3aMOYBa MNOCTENEHHO CNIMPAHE HA CUCTEMHUTE CTEPOKHAM Ype3 NOHUXKABAHE HA
no3ara ¢ no | mg NPeaHH30/N0H Ha CEAMHLIA HIIY C eKBHBANEHTHA 1034. 3a NOAABLPIKALUM A03H NPeaHH3ONOH
Haa 10 mg/aen moxe aa € NOAXOAALLO NPEANa3IMB0 HAMAISABaHE HA 103aTa NPE3 NO-TOIEMH CTHIKH Ha
CEAMUYHH HHTEPBAJIH,

HAakou nauneHTH e YyBCTRAT 3/1€ N0 HecneundHrueH HauKH No BpeMe Ha ¢da3zaTa Ha HAMANABaHe, BbNPEKY
3ana3BaHETO MK A0pH NoAoOpeHneTo Ha auxarenHara ¢pyHkuus. Te Tpabsa na ObaaT HacbpuaBaHH 1a
NpoaBIKaT ynoTpebara Ha HHXaNaTOPHHUA LIMKIE30HWI, KAKTO U NOCTENEHHOTO CMHPaHe Ha CUCTEMHHKS
CTEPOKI, OCBEH aKO He ca Hanuue obekTuBHHU Oene3n Ha HanbwbpeuHa HeZOCATHLYHOCT.

[TauneHTHTE, NPEMHHANM OT JIEYEHHE C NEPOPAIHU CTEPOIH, YMATO PYHKLIHMA Ha KopaTa Ha HaaObOpeka e Bce
OLLE YBpeAeHa, TpAOBa Aa HOCAT NpeaynpeanTeHa KapTa, Moco4Ballla, Y€ UMaT HY»KAa OT ACNbIHUTENHH
CHCTEMHHM CTEPOHAM B NEPHOIM HA CTPEC, HAMP. BAOLIABAHE HA ACTMATHUYHHTE NPUCTBNH, BenoapobHu
HHPEKUHWH, TEXKKH HHTEPKYPEHTHY 3a00N1BaHHUA, XHPYPrHUHH ONMEpaLlnu, TPaBMa M T.H.

3aMecTBaHEeTO HA CHCTEMHOTO CTEPOHAHO JIEHEHHE C HHXAMATOPHA TEparng MOHAKOra MOXe a 1eMackKHpa
aNnCpruiHu 3a00Nn9BaHNUA KATO AJICPIrHYCH PHHHAT UM €K3CMa, KOUTO JO TOraea ca ounu KOHTPONHPAHH OT
CHCTCMHOTO NCYCHHC.

[lapanokcaneH O6pOHXOCNa3bM C BHE3aNHO 3aCKBAHE HA XPHITOBETE WM HA APYrH CHMNTOMM, MOKa3aTelHH
3a OpOHXOCNa3bM, HENOCPEACTBEHO CNEA NPUEMAHETO Ha g03aTa TpAOBa aa ce nexyBa ¢ HHXanatopex
KpaTkoaeicTaall HpoHxoaunaTarop, koeTo 0BHKHOBEHO BOAM 10 Obp3o nonobpexue. IMauneHTsT TpaGea aa
Obae npernenas v TepanuaTa ¢ AnBecko TpAGBa Oa NPOABIKH EAWHCTBEHO, aKO CNell BHHUMATE Ha MPeLEeHKa,
O4aKBaHATa NOJ3a € No-rojisMa OT BL3IMOXHHUA PUCK. Tpabpea Aa ce Ma NpeaBUA KOpEnauusaTa MEXAY
TEXKECTTa Ha acTMaTa U 00L1aTa CIUIOHHOCT KbM OCTPH DpoHxHanHy peakuuy (Bx. Touka 4.8).

Tps6Ba pea0BHO Na ¢€ KOHTPOJMPA TEXHUKATA HA MHXAUpaHe Ha MalMEeHTHTE, 33 1a Ce NPOBEPH Aallu
BMPBLCKBAHETO € €AHOBPEMEHHO C HHXAIHPAHETO, 32 [a ¢€ OCHIYPH ONTHMAJIHO AOCTHraHe 10 Oenunrte
apobose.

Tpsabea na ce n369arsa €AHOBPEMEHHO IEYEHHE ¢ KETOKOHA30/ WK APYrH MowHu HEXKOUTOpH Ha CYP3 A4,
OCBEH aKO M0A3aTa He € NO-FONAMa OT NOBHLLEHHS PHCK 32 CUCTEMHH HEXKEIaHH JIEKAPCTBEHH PeaKLIMH Ha
KOPTHKOCTEPOHIAKTE (BXK. TOUYKa 4.5).

Tosa nekapcTBo cbaAbpka 4,7 mg ankoxos (€TaHoN) BbB BCAKA A03a. KonnuecTsoTo B 1032 OT TOBa N€EKApCTBO
€ €KBHBANEHTHO Ha No-Manko ot | ml Oupa nan BUHO. MankoTo KOAHYECTRO ATKOXOJT B TOBA 1€KAPCTBO HAMA
Na UMa HiKaKkBy 3abenexuMH edexkTH

4.5 BiauMoaelcTBHE C APYTH JIEKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha BiauMoAelicTBHe

In vitro npoyusaHHnaTa NoKassar, 4e rnpu xopa CYP3 A4 e OCHOBHMAT eH3uM, aHTAXHUPAH B MeTaboaWIMa Ha
aKTUBHATA (hopMa Ha UHKIE30HNa M.

B npoyuBaHe Ha B3aMMOAEHCTBHATA C LIMKIIE30HKU H KETOKOHA30J1, KaTo MollleH nHxuouTop Ha CYP3A4, e
yCTAHOBEHO, 4¢ NPH JOCTHIaHe Ha CTALIHOHAPHO ChCTOAHHE €KCMO3HUMATA Ha akTUBHUA MeTabonut M1 ce
noBHLLIaBa NPUONU3UTENHO 3,5 MbTH, AOKATO €KCNO3MUMATA HA LIMKJIE30HHU] OCTaBa HernmpoMeHeHa. [1o Ta3n
NPHYMHA €THOBPEMEHHOTO NpHAarase Ha MOWHK HHXHOUTOPH Ha CYP3 A4 (Hanp. keToKOHa30nN,

MTPAKOHA30J1 H PUTOHABHP WM HENQUHABHD) TPAOBRa Aa ce U3BArBa, OCBEH ako No3aTa He NPEeBULLABE. . .
MOBHILEHHA PHCK OT CHCTEMHH HEKENAHH JEKaAPCTBEHH e(eKTH Ha KOPTHKOCTEPOHANTE. ) X

4.6 @epTHAHTET, OPEMEHROCT H KBPMEHE

DepTunurer n SpemMeHHoCT
Hsma anexkBaTHHM W KOHTPOAHPAHH NPOYYBaHUA NPH OpeMEHHH XeHH.




[1pu npoyyYBaHHs € XKHBOTHH € YCTAHOBEHO, Y€ IMIOKOKOPTHKOUANWTE NpeAH3BUKBAT ManpopMalUnH (BX.
Touka 5.3). Manko e BepoaTHO TOBA J1a ¢€ OTHACA 3a XOpa, NPHEMALUK NPENOPBLUMTENHHTE 103U 3a
HHXanUupaHe.

[lono®HO Ha ApYTH rMIOKOKOPTHKOMIH, UMIKIE3OHHA TPAOBa Aa ce npKuaara no BpeMe Ha OpeMeHHOCT, camo
aKO OYaKBaHATA IOJ13a 32 MalKaTa ONpaBAaBa NOTEHUHANIHUA PHCK 3a nnoaa. Tpadea na ce u3nonsea
HaH-HUCKaTa ePEKTHBHA 1033 UMIJIe30HWA, He0OX0AHMA 33 NOAABPIKAHE HA a1eKBAaTEH KOHTPO/T HA acTMATa.

Heuata, poieHH OT MaHKH, KOUTO €a NONYYHaBaATH KOPTHKOCTEPOUAH NO BpeMe Ha OpeMeHHOCTTa, TpabBa ja
ObaaT BHUMaTENHO HabNOAaBaHK 32 XUNOAAPEHANH3IBM.

KbpmeHe

He e W3BeCTHO AAIH MHXANATOPHUAT LMKIC30HH] C€ EKCKPETHpa B Y0OBewwKkaTa kbpma. [Ipunarasero Ha
LMKIE30HHU/ Ha JKEHH, KOHTO KbpMAT, TpaOBa aa ce obMucan camo B Cliyyai, e oyakBaHaTa nosisa 3a
Maifkara € fo-rojiimMa OT Bb3MOXKHHA PUCK 32 AETETO.

4.7 EdexTH BBpXy cnocobHocTTa 32 miodHpaHe H paboTa ¢ MAIIUHHK

AJIBECKO HE NOBJIHUABA W/IH NOBIHABA MpeHeOpexUMO cnocobHOCTTA 33 WwodHpaHe U paboTa ¢ MalIHHK.

4.8 Hexenadn 1eKapCTBEHA pPeaKUHH

Oko010 5% OoT nauHeHTHTE Ca HINHTANIH HEXENAHH IEKAPCTBEHH PEaKLMHU NPH KAHHUYHH NPOYYBAHUA, KATO

Aneecko ¢ Oun nasad B ao3oeua uuTepsan 40 oo | 280 Mukporpama eeaHnx JHeBHO. B noBeueTo cnyyau Te
ca OHAKM NeKH M He Ca Hanarajiy NpeKbLCBaHE Ha JIEYEHHETO ¢ ANBECKO.

Heuectn Peaxkn (1/10 000 - C nemiBecTHa
1/1 000, <1/100) 1/1 000) yecToTa
Cucremo-opraleH Kiac
CbpaeuHH HapyuleHUs [Taanutauuu™**
CTOMAaLLHO-YpeBHH ["apeHe, noBpbane® | Kopemuu 6onku*
Hapy lIeHHS Jlow BKy<C Ancnencus*
Ob61uu HapyLIEHUA U Peakuyn Ha MACTOTO
e(PEeKTH Ha MACTOTO Ha Ha MPHUIOMKEHHE.
MPHUIACKEHUE CyxoTa Ha MACTOTO
Ha NPUIIOKEHUE,
HapyuieHus Ha uMyHHaTa AHruoenem
CHUCTEMA CBpbXYYBCTBHTETHOCT.

HUudexkunun v nHdecTaunu Opanna dyHruanua

HHpekuus*
HapywieHnsa Ha HepBHaTa [ nagobonue*
CHCTEMaA
[Icuxu4HM HADYUIECHHA [TcuxoMoTopHa
CBPBXaKTHURHOCT,
HapyLIEHHUs Ha CbHA,
TPEBOXHOCT,




PecnupaTtopHm, rpbaHH H HpearaBocT Ha rnaca
MEHACTHHATHH Kawnwnua cnea
HapyLleHHA UHXanupaHe*
[lapanoxcanex
OpoHxocnasbMm™*
Hapyuienns Ha koxara u Ex3ema v obpue
NOAKOXKHATA ThKaH
CbA0BH HapyLleHUs XuneproHus
HapylueHusa Ha oumte 3aMBrACHO 3peHHUe
(BK. cbO TOHKA 4.4)

* Cx0l€H WK No-Manbk 6poii HHUMAEHTH B CpaBHeHMe ¢ mnanebo.

** MNannutaunm ca 6unn HabnronaBaHH Hali-4ecTo NMPH KIMHUYHH W3TTHTBAHHS CbC Cily4aH, YCIOXHEHN
CbHC CbBMECTHO MPHIIOKEHHE HA NIEKAPCTBA C U3BECTEH €(PEKT BLPXY ChpUETO (Hanp. TEOGUITHH UAH
canbyramon).

[lapanokcanHHaT OpoHXOCNa3bM MOXKE [1a C€ MOABY BeHAra Cejl fpyema Ha J103aTa W [peacTas/ssa
HecnelH(pHUYHa OCTpa PEaKUHA KbM BCAKAKBH HHXANATOPHHW NEKapCTBEHH NMPOJYKTH, KATO MOXKE J1a €
CBBbP3aH C aKTHBHOTO BEWECTBO, MOMOLIHOTO BEIUECTBO WIH OXNAXIAAWHA €PEKT Ha M3INAPEHUETO NPH
HHXANaTopuTe ¢ ra3 noa nandraue. I1pH Texxku cnyuau Tpabea na ce uma npeaBUa crivpaHeTo ynoTpebara
Ha ANBECKO.

CHcTreMHH eeKTH Ha HHXaNAaTOPHUTE KOPTUKOCTEPOHIY MOTAT Aa ce MPOABAT 0COOEHO NpH MpeaAnUcaHH
BUCOKH 103M 32 NMPOABDKUTENHO BpeMe. Bb3MoXKHHTE CUCTEMHH e(peKTH BKJIIOUBAT CHHAPOMA Ha
KywuHr, KyuHHronaH1 npomMeHu, NOTHCKaHe Ha HaabwopeunTe, 3abaBaHe Ha pacTexa NPy JeUa H
FOHOWIH, HAMANEHHE Ha KOCTHaTa MHUHEPATHA MUTbTHOCT, KaTapakTa, rnaykoMa (BxK. CbLlo To4Kka 4.4).

Crobuiasase Ha NOAO3WPAHU HEXENAaHW PeaKLInK
CbobiaBaHeTo Ha MOAO3IMPAHH HEXKENAHH PeakLIMu Cliell pa3peluasaHe 3a ynoTpeba Ha neKapcTBEHHS

NpOAYKT € BaXKHO. Tosa no3BonABa Aa ApoABIXKH HaONOAEHNETO HA CLOTHOLUIEHHETO nomafpucx 3a
JNCKAPCTBCHHA NPOAYKT. OT MEAKULIMHCKHUTE CITEUHATHCTH CE HIUCKBA Ja cboO11aBaT BCAKa NnoaAO3HpaHa

HeXeNnaHa peakums Ha M3nbaHuTEIHA areHuMs no nekapcrearta yn. . Jlamsan ['pyes” Ne 8, 1303 Codus,
Ten.: +359 2 8903417, yebcaiit: www.bda.bg.

4.9 IIpeno3upane

OcTpo:
MuxanvpaHeTo Ha UHKNE30HKU] B eAHOKpaTHa A03a oT 2 880 mukporpama ot 3apaBu nobposonuu e OHUio

NMOHECEHO A00Ppe.
BepoATHOCTTA 33 OCTPH TOKCHYHM PEaKUHHK Ciel NPeAO3HpaHe HA HHXANATOPEH LUMKNE30HH € HHUCKA.
Cnen ocTpo npeno3vpaHe He € HeobxoanMo cnelnPUUHO NeveHHe.

XPOHHYHO!

Cnen npoabmkuTenHO npunaraHe Ha | 280 muxporpama UHKIE30HKA, HE ¢a HabMI0AABAHH KIIMHHUUYHY
bene3n Ha NoTUCKaHe Ha HanobLOpeunTe. Bunpeku TOBa, aKO NPOABLIKHTENHO BPEME CE NPHEMAT J1073H,
MO-BUCOKH OT MPENOPBYAHUTE, HE MOXE Aa Obe H3IKIOUEHO NOTHCKAHE Ha HaaO0bLOpeuHaTa GpyHKLHA.
Moske na ce Hanoxu ciaeaeHe Ha HaabbLOpeuHHs peseps.

5. ®APMAKOJIOTHYHU CBOUCTBA
5.1 PapMaKkoIHHAMHYHH CBOHCTBA

®apmaxorepanesTH4Ha rpyna: [Ipyru nekapcTea 3a jiedeHHe Ha 00CTPYKTHBHH 3a00n
AUXATeNHUTE NbTHILA, HHxanaTopH, [nioxokopTukonam, ATC koa: RO3B A08




MexaHu3bM Ha JeHCTBHE

Linkne3oHua NposBsBa HUCBK abUHUTET 3a CBbP3BAHE KbM FIOKOKOPTHKOHAHHTE peuenTopH. Chef
NepopaiHO MHXaJIHpaHe, UHKIE30HUA MPETLPNABA EH3IUMHO NpeBpbllaHe B 6enuTe apobose 10 HEroBuUs
ocHOBEH MeTabonuT (C21-aecMEeTHRINPONUOHHUN-LUMKIEIOHH ), KOHTO HMa CH/IEH NMPOTHBOBBLINANHTENEH
e(eKT M NO Ta3u NPHUYHHA Ce NpUEMa, Ye € aKTHBHUAT MeTaboNuT.

KnuunyHa edrKacHOCT U Be3onacHoCT

lpn YeTHPH KNTHHHYHKH NPOYYBAHKA € 0KA3aHO, Y€ LIMKJIE30HKA HaMaNnaBa CBPbXPEaKTHBHOCTTa Ha
AUXATETHUTE MbTHILA KbM aA€HO3HH MOHOQOCHAT NPH XHNEPPEAKTHBHAU NALIUEHTH ¢ MaKCHMaNeH edexT.,
HaOonasaH npy no3a 640 mukporpama. [1py Apyro npoyuyBaHe NpeABapUTENHOTO NEUEHHE C
LUHKJIC30HNA B NPOABIIKEHUE HA CEEM JIHH 3HAaUMMO 0TC/1abBa peakUMHUTE OT paHHaTa U KbCHaTa daza
Cllel NPOBOKALMA ¢ HHXanaTopeH anepreH. Cbllo Taka € YCTAHOBEHO, HE JIEYEHHETO ¢ HHXANaTOpEH
LUKNE30HHW HaMansBa NOBHULILIEHHETO HAa HpOA Ha Bb3NANHTENHUTE KIEeTKHU (00wt Opoit Ha eo3uHopunuTe)
1 MEAHATOPHUTE HA BL3MAJCHUETO B MHAYLUHPAHA XpauKa.

EnHo kOoHTpOAMpaso npoyusaHe CpaBHABA 24-4acOBHTE U1a3MEHH KOHLIEHTPaLMK Ha koptuion AUC npu
26 BB3PACTHH NMALMEHTA ¢ aCTMa Cliel 7-AHEBHO JleueHue, B cpasHesne ¢ nnauebo, neyeHueTo c
uvkae3onna 320, 640 u | 280 MukporpaMa/neH He € NpeAUIBUKANIO CTATUCTHYECKH 3HAYMMO HAMATABAHE
HA CPEAHUTE CTOHHOCTH Ha nnasMeHus KopTH3o 3a 24 vaca (AUC.24/24 uaca), HuTO € Habnoaasan
10303aBHCHM edeKT.

[Tpu enHo kKNHHWUHO M3NHTBaHE, OOXBawalLo 164 BL3PACTHH MALMEHTH C aCTMAa OT MBXKKH W IKEHCKH MOJL,
uUMKne3oHua € Oun npunarad 8 103u ot 320 Mukporpama nnu 640 MUKporpama/ieH B Npoab/IXkeHHe Ha

12 ceamuun. Cnen ctumyaauus ¢ | 1 250 Mukporpama KO3HHTPONKH He ca HabMoAaBaHH 3HAHHMH
NPOMEHH B NNA3MEHHTE KOHUCHTPALMWHU HA KOPTH30Ja B CpaBHEHHE ¢ naaueso.

JBofiHO-cnenu, n1auebo KOHTPONHPaHH NPOYHBaHHS C NPOABIKUTENHOCT |2 CEAMKUUM NPH Bb3PaCTHH H
IOHOLLIK Ca MOoKa3aNK, Ye TEYEHHETO ¢ UHKNE3OHHI BOAH A0 nonobpasaHe Ha OenonpobHara GyHKUMA,
H3mepeHo upes FEV| 1 BbpxoBusa ekcnuparopeH aebuT, nogobpasaHe Ha KOHTPO/A Ha CHMIITOMHTE Ha
acTMAaTa M HaMalleHa Hy»XJa OT MHXaNaTopHHU BeTa-2-aroHUCTH.

[lpn eano 12-ceamuuno npoyusaxe, obxpamaiuo 680 nuua ¢ Texka GopMa Ha aCTMa, KOMTO NPEIH TOBA
ca 6unu nekysaHu ¢ 500 — | 000 mukporpama Gy THKa3OH-NIPONMMOHAT/AEH WIH C EKBUBATEHTHO JIEUEHHE,
87,3% u 93.3% oT nauMeHTHTE ca HAMATH OOOCTPAHHUA N0 BPEME Ha JIEYEHHE C LMKIE30HH B 103H
¢cboTBeTHO 160 nnu 640 mukporpama. B xpas Ha 12-ceIMHUUHMS MEPHOA HA NPOYUBAHETO PEIYNTATHTE Ca
MoKasalu CTaTUCTHUYECKH 3HAYMMa pa3snuka Mexay aosure 160 muxporpama u 640 mukporpama/nex
LMKJIE30HUA NO OTHOLLEHHE Ha NosABATa Ha 000CTPAHE CAed NbPBHA J€H HA NPOYYBAHETO!

43 naunenTn/339 (=12,7%) B rpynara ¢ nosa 160 mukporpama zHeBHO W 23 nauuenTH/341 (6,7%) B
rpynata ¢ n03a 640 Mukporpama aHesHo (koedHureHT Ha puck = 0,526; p= 0,0134). U npu asete ao3m,
LUMKIIE30HUI € OoBen cnea |2 ceaMHuM no cpaBHUMH cToHocTH Ha FEV 1. Cebp3aHu ¢ neuenueTo
HexXeaHH ChONTHA ca Habmoaasanu npu 3,8% U 5% OT nauHEHTHUTE, IeKYBaHH CbOTBETHO ¢bC 160 unu
640 MukporpaMa/aeH LHKIC3IOHU]I.

Hpyro 52 ceamMuuHo npoyusare, BIO4BaILo 367 NauMeHTH ¢ JieKa HAK CPenHo Texka hopMa Ha acTma,
HE € YCIAI0 Aa NMOKaXKe 3HAUMTENHA pa3fiHKka B €eKTa Ha NO-BHCOKH 103H urkae3onua (320 unu

640 Mukporpama AHEBHO) B CpaBHEHHE ¢ NMO-HUCKA N03a (160 MUKporpamMa NHEBHO) BLPXY KOHTPONA Ha
acTMara.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Lluknesonna ce npeanara noa gopMata Ha aeposoneH pastsop B nponeneHt HFA-134
AEMOHCTPHPA JIMHEHHE 3aBHCHMOCT MEXIY PAJIHUHHUTE JO3H, CHIW HA CIPEs H CUCTE
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Abcopbuus

[IpoyuBaHUATA ¢ NEPOPANIHO W HHTPABEHO3HO NPUIOKEHHE HA PAZHOAKTHBHO-MAPKHPAH LHKJIE3OHU
MnOoKa3BaT HeNbJIHA nepopaiita abcopbuma (24,.5%). [NepopanHaTta OHOHANUHHOCT 32 LMKIE30HHA U
aKTHBHHA MeTaboaUT € npeHebpexnumo Manka (<0,5% 3a unkneszonna, <1% 3a merabonura). Ha 6a3a
PE3YNTATHTE OT Y-CUHHTHIrpagus € YCTaHOBEHO, Ye BenoapobHOTO oTaraHe npH 34paBy HHAMBHAH €
52%. BbB Bpb3Ka ¢ Ta3u CTOWHOCT cUCTEMHATa GHOHATMYHOCT 32 aKTHBHUA MeTabonut e 50% npu
ynoTpeda Ha HHXanaTopa 3a UHKNE3IOHKUA ¢ ra3 noa HansraHe. IloHexe nepopaniHaTa HUOHANHYHOCT Ha
aKTHBHUA MeTabonuT ¢ <1%, noreaHaTaTa NOPUMA OT HHXANATOPHHA LIKKE30HU HE yBeN14aBa
cucTemHara abcopbums.

PaznpeaeneHue

Cnea MHTPaBEHO3ZHO NPUNOXKEHHE HA 3ApaBH HHAMBUAY, HaualHaTa ¢da3a Ha paznpeesieHHe 3a
uMKne3onua € Ouna 6bp3a n oTroBapa Ha BUcokaTta My AMnopuiaHocT. CpeanuaT obem Ha pasnpeneneHue
e Oun 2,9 I/kg. OB1maT cepymeH KIHPbHC Ha UMKNE30HKA € BHCOK (cpeaHo 2,0 I/h/kg), koeTo nokazea
BUCOKA CTENEH Ha YepHOLpoOHa ekcTpakuus. [lpu xopa aesbT HA CBBP3aHUA C IU1A3MEHHUTE NMPOTEUHH
UMKIIE30HHA € cpeaHO 99%, a To3H Ha akTHBHHA MeTabonuT — 98-99%, K0eTo FOBOPH 33 MNOYTH MBJIHO
CBBbP3BAHE HA UHPKYNUPALUMTE LHMKAECIOHUL/AKTHBEH METADOUT C MNa3MEeHHTE NPOTEUHH.

buoTpaHcdopmalms

OCHOBHO UMKJIE30HUA CE€ XHAPONH3HPa A0 OHONOrHYHO-AKTUBHUA My MEeTabONHT OT ecTepaluTe B Oenus
apo6. [IpoyuBaHeTo Ha EH3UMONOrHUATA Ha NOCAEABAUIOTO META0ONH3HUPAHE OT YOBELIKHUTE YepHOAPOOHH
MHKPO30MH MOKa3Ba, Ye BEeIeCTBOTO OCHOBHO ce MeTabonaninpa upes CYP3 A4-xaranusa go
XHAPOKCHNHPAHHU HEaKTUBHHU MeTaDoMTYU. B fonbiHeHne kbm ToBa B 6enute apobose ca yCTaHOBEHH
obpaTHMH NUNOPHIHH KOHIOATH Ha aKTHBHHUA METabONMHUT C €CTEPH HA MAaCTHUTE KHCENTUHH.

EnuMuHupate
Linkne3oHUA OCHOBHO C€ eKCKpeTHpa C H3npaxHeHHaTa (67%) ciea nepopanHO H HHTPABEHO3HO
NpUAOXKEHWE, KOETO NOKA3Ba, Y€ OCHOBHUAT MEXAHW3BM HA CNUMHUHHUPAHE € YPE3 EKCKPELUA C HUTbYKaTa.

Bpuika(u) hapMakokMHeTHKA/ bapMakonlHHaMUKa

llayuenwmu ¢ acmma
LMknesonun He 0eMOHCTpHpa (PapMaKOKHHETHYHH NPOMEHH NPH NALMEHTH C YMEPEHA TeXkKeCT Ha
acTMaTa B CpaBHEHHE CbC 3ApaBU HHAWBHIHN.

[layuenmu 6 cmapuecka év3pacm
Cnopea nonynaunMoHHHTE PapMakOKHHETHYHH MOKa3aTeMH Bb3pacTTa HE BIHAE BbPXY CHCTEMHATA
EKCNO3KLIMA Ha AKTUBHHUA MeTaboNuT.

Yepedena 6vbpeuna uru vepnodpobua pynxyus

Hamanenara ueproapofHa pyHKUHA MOXKE J1a NIOBIUAE HA ETUHMUHHUPAHETO Ha KOPTHKOCTepouamTe. [1pu
eHO NpoyuBaHe, 00XBallallo NalUKHEeHTH ¢ YBpeaeHa YepHoapoOHa GyHKLUHA, cTpalallu OT YepHOoApoDHa
LMpO3a, ¢ HabnoaaBaHa no-BMCOKAa CUCTEMHA EKCNO3ULMS Ha AKTHBHUA MeTabONUT.

He ca nposexxnaHyn npoyyBaHHA NpHU NAUHEHTH ¢ yBpeacHa 6v0peuHa dyHKUMA Nnopaay nuncara Ha
EKCKpeUHs Ha akTHBHUA Metabonut npes 6n0OpeumTe.

5.3 IMpeaxTHHHYTHH NaHHH 32 6e3onacHOCT
HekTHHHUHHUTE NaHHH 33 UMKIE30HH HE NOKa3BaT 0cobeH pUCK 3a xopaTa Ha 6a3zaTa Ha

KOHBEHLIMOHATHHTE (PApPMAaKOIOrMUHKU NPOYYBAHHA 3a 6€30NacCHOCT, NPOYYBAHHUS 338 TOKCH
MHOTOKPATHO NpHJIaraHe, reHOTOKCHYHOCT WK KaHLIeporeHeH NOTeHLuHa.

[Ipy npoyuYBaHHA BbPXY KHBOTHH 3a PENpPOAYKTHBHA TOKCHYHOCT € YCTAHOBEHO, Y€




Te3n pesynratu npu xKMBOTHH, 0Dave, U3rJIeXkKa HE ca PeJIeBAHTHH MPH XOPa MPH NMOCOUYEHHUTE
MPenoOpPbYMTETHUTE 103H.

CBbp3aH ¢ ie4yeHHeTo eeKT BbpXY AHUHULMTE (aTpodus) e HaGntoAaBaH MPU NpUIaraHe Ha BbpXoBaTa
1032 NpH /1Be 12-MeceuHH npoyuBaHus BbpXy KydeTa. To3u edeKT ce e nposBHI NPH CUCTEMHA
eKcno3uumns 5,27 1o 8,34 mbTH NO-BUCOKA OT Ta3W NpH Npuiarale Ha 103a 160 MUKporpama BeHbK
NAHeBHO. He € u3BecTHa pesieBaHTHOCTTA Ha TOBA Ha0/IKOIEHHE NPH XOparTa.

[1poyuBaHusiTa BbPXY )KHBOTHH C APYTH IIIOKOKOPTHKOWIM NMOKA3BAT, Y€ MPHIIAraHETO 10 BPEME Ha
OpE€MEHHOCT Ha IIFOKOKOPTHKOW/IH BbB (hapMaKOJOrHUYHH /1031 MOKE /1a YBEJMUYH PHUCKA 3a
WHTpayTEepUHHA peTap/alus Ha pacTexka, Cbp/ACYHO-Ch/I0BH /WK METaDOJIMTHH 3a00BaHUS NPH
Bb3PACTHW M/WJIM TPAaHHHU NMPOMEHH B TUTBTHOCTTA HA pa3npese/ieHHE Ha MTFOKOKOPTHKOUAHHUTE
peLenTopH, MeTabo.IM3Ma Ha HEBPOTPAHCMHUTEPHTE U NOBeIeHHETO. He e U3BecTHa pesleBaHTHOCTTA Ha
T€3H IaHHH MPH XOpa, NpUEeMaLLK LMKIE30HH/1 Ype3 HHXAJIALIHH.

6. OPAPMAILEBTUYHU JAHHHA
6.1 CnHCBK HA NOMOILIHHTE BeIeCTBA

Hopdnaypau (HFA-134a)
Eranon, 6e3BoaeH

6.2 HecnbBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha roaHocTt

30 n03upaHM BNpbCKBaAHUA — | rojuHa
60 u 120 no3upaHu BNpbCKBAHUSA - 3 FOJAMHH

6.4 CnenHa/IHH YCJIOBHSI HA CbXPAHEHHE

To3u 1IeKapcTBEH NPOAYKT HE H3UCKBA CMELMATHH YCIOBHS Ha ChbXPaHEHHE.

KOHTeHHEPBT Chbpka TEUHOCT NoA HansraHe. /la He ce n3sara Ha Temneparypa Haa 50°C.
KoHtelHepbT He TpsaOBa na Obae npoOMBaH, YyNneH WK MU3rapsiH 10PH KOraTo € HambJIHO Npa3eH.

6.5 Bua M cbaAbpKaHHe HA ONAKOBKATA

MHXanatopbT Ce ChCTOW OT KOHTEHHEP MO/ Ha/ISraHe, HarpaBeH OT alyMMHHIA W 3aneyaTtaH ¢ 1034palll
BEHTHJI, MYH/ILILYK W Kanavye.

30 no3upaHu BNpbLCKBAHMSA

60 n03upaHu BNpbCKBAHMS
120 no3upaHu BNpbCKBaHMS
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He BCHUKH BH10BE ONAakOBKHU Morart j1a ObJaT nycHaTH Ha rnasapa. {




6.6 CneunanHn npeana3H MepPKH NpPH H3XBHPJISHE H paboTa

[NaunenTure Tpabea na 6bAaT BHUMATENHO MHCTPYKTHPaHH 3a NPaBHJIHOTO W3NO/I3BAHE HA HHXANATOpa
(Bx. JlucroBkara ¢ uHdopMauua 3a notpeburens).

[TopoOHO Ha NoBEUETO MHXANATOPHH NEKAPCTBEHH MPOAYKTH B KOHTEHEPH MO/ HaJTATaHE,
TepaneBTHYHHUAT €PEKT HA TO3H JIEKAPCTBEH NPOAYKT MOXeE /1a HAMANEE aKO KOHTEHHEDPDT € CTY/EH.
Bunpeku ToBa AnBecko oTaens €AHakBa a1o3a B UHTepeana —10°C go 40°C.

Hsama cneudanHu U3MCKBaHKA 3a HW3XBBHPJIAHE.

Heusznonzpauuar JACKAPCTBCH NMPOAYKT UK OTINMaABYHHTE MAaTEPHAJIN OT HETro TpﬂGBa Ada C€ UIXBBPJIAT B
CHLOTBETCTBHE C MCCTHHUTEC U3HUCKBAHNAL.

7. NMPUTEXATEJI HA PABPEIIIEHHUETO 3A YIIOTPEBA
Covis Pharma Europe B.V.

Gustay Mabhlerplein 2

1082 MA Amsterdam

Huaepnhangns

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Per.Ne 20080173

9. JATA HA ITBbPBO PAZPEIIABAHE/TIOJHOBABAHE HA PA3PEINEHHUETO 3A
YIIOTPEBA

Hata Ha nbpeo paspewaeane: 01 cenremspu 2008 r.
Hata Ha nocneaHo noaHoBABaHe: 23 okToMBpH 2014 .

10. JAATA HA AKTYAJIM3UPAHE HA TEKCTA
10/2024
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