KPATKA XAPAKTEPHUCTHKA HA ﬂPOlIYKTA
I

|
| -

1. UME HA JIEKAPCTBEHUS NMPOAYKT I.’{_Umm.\:
i

Ansecko 80 MuKkporpama, pa3TBOp MO HANATAHE 32 HHXANAIUS.

Alvesco 80 micrograms, pressurised inhalation, solution. Paspetuerue N
e S Fe RN I L
2. KAYECTBEH U KOJIMYECTBEH CbCTAB LOGOTDOE N e

| no31paHo BNPBCKBAHE (JOCTABEHA 1033 OT MYHILYKA) ChAbp/kKa 80 MUKpOrpaMa LMKIIE30HH
(ciclesonide).

[ToMoOLIHY BellecTBa ¢ M3BECTHO JEHCTRHE:
| 103MpaHo BNpBbCKBaHE Chabpika 4,7 mg eTaHo.

3a NBJIHMA CMHCBK Ha MOMOLIHHTE BELLECTBA BHKTE TOUKa 6.1,
3. JEKAPCTBEHA ®OPMA

Pa3zTBop noa HandraHe 3a MHXaNALMA,

Buctbp 1 Oe3uBeTeH.

4. KJIMHHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHHSA

AJIBECKO € M0Ka3aH 3a IeHeHHe, HMaLLO 32 e MOCTUraHe HA KOHTPOJI MPH NePCHCTHPALLA aCTMa NPH
BL3PACTHU M KOHOWH (Ha 12-rofnLIHA Bb3PACT H M0BEYE).

4.2 Jlo3upoBKa H HAYHH HA NPHIIOKEHHE

To3u JICKAPCTBEH MPOAYKT € NPeAHA3HAYEH CaMO 3a HHXAJIaTOPHO MPUIOKEHHE,

,ﬂoau[gonxa

[Tpenopbku 32 103MpaHe NPH BL3PACTHH H OHOILIN:

[TpenopbysaHara n03a Aneecko e 160 MukporpaMa BeIHBX JHEBHO, KOETO BOJH [0 KOHTPO Ha acTMaTa
MpH NoBe4eTo OT nauueHTuTe. I1o-ucoku 103m 10 640 MUKporpaMa Ha feH (Npuaranu Karto

320 mukporpama jiBa IMbTH JHEBHO) MOTaT 1a ObJaT H3MON3BAHH MPH NAUMEHTH ¢ TeXKKa GopMa Ha acTMa H
AOKaTO ce HamalsBa [03aTa Ha NePopalHuTe KOPTHKOCTEPOMIH WITH ce npekpartasa ynorpedaTta UM (Bik.
Touka 5.1). Ha maunentute TpsGea na um Oble naneHa 103a HHXATATOPEH LHKIE30HNU I, KOATO OTrOBaps Ha
TeXecTTa Ha 3abonasaneTo. C ANBeCKo 3anoyBa no1o0pABaHe HA CHMNTOMUTE B paMKHuTe Ha 24 yaca oT
Ha4aa0To Ha JeyeHHeTo. Crel NocTUraHe Ha KOHTPOJ € HEoDX0AMMO 1103aTa ANBECKko 1a Obae
MHIMBHAYANHO THTPHPAHA 10 MHHUMAJHATa, HeoOX01MMa 3a NoAdbPXKAaHE HA 10ObP KOHTPOJ Ha 4CTMAaTa.
Ipy HAKOM NaLMEHTH HaManeHa 1032 oT 80 MHKPOrpama BelHbK JHEBHO MOXKE /1a € epeKTHBHO
NOAABPKALLO JIeUEHHE.

3a [peano4yyuTaHe € ANBECKO fa ce npriiara Be4ep, BLIPEKH Y€ € YCTAHOBEHO, Y€ H CYTPELIHOTO
NPUJIOIKEHHE Ha Angecko e Ed’)eKT[fIBHO. J]BKyBaLLlPIHT JIeKap TpﬂﬁBa Aa B3E€ME OKOHYATEITHOTO PELUCHME,
AalTi [MPpUEMHTE 1a ca BEYEPHH HUITH CYTPECLIHH.




TNpy natmenTTe ¢ TeXKa dopMa Ha aCTMA CLIMSCTEYBA PHCK OT BHEIAIHM MPUCTBIM i MPH TIX €
HEOﬁXOIlI‘IMD peooeHO OULHABAHE Ha KOHTpPONA HA acTMaTa, BKITHOYRALID Cb}’HKuHOH&.‘IHO H3C¢ABaHE Ha
anmaneTto. [Mo-vectata ynotpeba Ha KPATKONSHCTRAUM OPOHXOIUNATATOPU 34 0BlIaA9BaHE HA
ACTMATHYHHUTE CUMIITOMK, MOKA36a BNOLISH KOKTPON Ha aCTMATa. AKO MAUHEHTHTE 3a0emekar, ue
edeXTHBHOCTTA Ha IEYEHHETD C KpaTKOIeHCTBAIH GPOHXONHIATATOpH CNala, HIK Ye UMAT Hy¥aa OT
noseue o1 ofHuaius Opoil nHXanamyy, TpsGRa Aa ce NOTHPCU MEINUMHCKa noMo. TIpy Takaea cuTyanus
< HEOﬁXOJ]HMa H0BA OLIEHKA HA ChCTOAHHETO HA MALMEHTHTE H TpﬂﬁBa Jace OOMUCAM [IOBHILABAHE HA
NpOTHBOBLINANIMTENHATE TEpania (Halp. No-BHCOKA 1033 ANTBECKO 34 KPATHK NIEPHOL OT BpEMe [BX.

TouKa 5.1] IH KyPc HA NedeHHE C NEPOPATHH KOPTHROCTEpOHAY). Tewknte 000CTPAHKMS Ha acTMara Tpabea
Ha C& JeKyBaT Mo CTAHTAPTHHA HAYHH,

3a naxou CNEUHATHH MAUWCHTH, Hamp. TAKHBE, 338 KOUTO € TPYIAHO €AHOBPEMEHHO 1a HATHCHAT HHXAETOpa
W A3 BIMILAT, ANBECKO MOME 3 C8 IPUIara ¢ pasnpheksamo yeTpoiictso AeroChamber Plus,

Hoyuernmu 6 cmapuecka en3pacm y nOyuesmy © Bobpeyni iy Ye proopoing vapyie s

Hama Hy®[1a 0T KOPEKLMA Ha 1034712 [PH NAUMEHTH B CTAPYECKE BLIPACT UK NPY TAKWEA ¢ YBPRHAAHE HA
YEPHOAPOOHATA HNK ObOpeyHaTa fiyHKIULMS.

{Teduamptivda nonvaayus
BesonacHocTTa W ehuEacHDCTTa Ha ANIBECKO NIPY Aela Ha BL3pacT nold 12 roanBH He ca YCTaHOBEHH.
JlMnceaT aaHHA.

Hauun Ha npunoxene

Ha ce @zenam npednazny sepry npedt pabOmMa wil RPEIGHCEHNE MO ICKADCMIGEHUA RPodyVE.

TlaunenTsT TPAGRA Na BhIe MHCTPYKTHPAH RiK A2 H3N0.T38a NPABUIAO HEXAATOPA.

AKO HHXANATOPBLT € HOB AIH &€ ¢ THI HINOMIBAH B IPOIBJIKEFHE HA &1HA CeAMHLA HITH IMBEYE €
Heo0XOOMMO Ja ce HaNPaBAT TPH BITPbCKBAHNA BB Bb3Ayxa. He e HeobxoouMo Ia ce palkialia, 3a1oTo
opmarTa ¢ TEJeH aepo3o].

3a npeanouMTaHe e 110 BpeMe Ha HHxanauMaTa MaleHT LT 12 € CeAHAN HIH NIPAB, 4 HHXANATOpsT Tpabea aa
C& AbPAKH W3NPABEH KaTO ManelbT NpHALD®Ka J0MRMS Kpald M04 MyHAWYKS,

MrcTpyxTHpaiiTe naudenTa 1a MaxHe Kamauero HAa MyHAHIYK2, 13 MOCTABH HHXANaTopa B YCTATA CH, A3
O0repHE MYHIWYKA ¢ YCTHHA M A3 BOy10a DaeHo W Tead0k0. [0 BpeMe Ha BAMILBAHSTO [TPe3 YCTATa TOHHAT
kpait Ha ukxaaropa TPEGEA AA o8 HaTACHE RafoRy. THe TORA NAlMeNT!TE Tpabsa aa v3BaAsT HEXAaTopa
OT ¥CTATA CH H /13 3A0bPKAT JHUIAHETO CH 32 oKono 10 cexyHIN, WK TOMKOBA ABJITO, KOKOTO HM € YaodHO,
MaimeHTsT HE TPadea fa M3aHEIRA 00paTHO B HHXanaTopd. Ha kpas nauneHTHTE TpAaGea 1a M3qMIIaT DABHO
1 1A IOCTAaBAT OTHOBY KAIA4eTO Ha MYHILYEA,

MyHaWyKeT TpAGBA A8 Ce MOYHCTRA eXECEAMHYHO Cbe CyXa kbpma, HexanaropsT He TpadBa na ce Mue unn
NGCTABA BLB BOAA.

3a MHCTPYKLAN OTHOCHO ynoTpedara Ha JeKApCTBeHHS MPOIVKT NpeH NPHAMKEHHE, BIGKTE Tovka 6.6,
4.3 IpoTHRONOKA3aHHA

CBpBXHYBCTRBUTENHOCT KM AKTHBHOTO BEIIECTBO MM KbM HAKOE OT NOMOUIHHTE BEUIECTRA, W3OPOeHH B
Touka 6.1,

4.4 CoeuuamHH NpeaynpexreHHs H NPeANA3AH MEPKH TP ynoTpeba

[ToaoBHO Ha BCHYKK JPYTH HHXANATOPHY KOPTHKOCTEPOMIN, AJBECKO TPROEA 1a CE NPHNAara BHHMATENHO
NpH NAUKMEHTH © AKTHAHA WA NaTenTHa Senoapoina TyOeprkyanla, reinukosn, BHPYCHH MM DakTepransu
HE—Ed)EKLlHH 1 SaMo, aKO Te3H NAUHMEHTH HMAT aJ1€KBATHO NEUCHHE .,

T1oa05E50 Ha BCHYKH APYTH HHXATATOPHH KOPTHKOCTEROHAM, ANBECKD HE & NOKE32H 33 JeCHHE Ha CTATYC
ACTMATHRYC (Slatus asthmaticus ) Kaw APYTH OCTPH eNH204H HA ACTMATa, KOUTO H3HCKBAT MHTEHIMEHA
TEPANHA H.IH CNELIHA MEPKI.




[TonoGue Ha BCHUKK 1PYIM HHXATATOPHH KOPTUKOCTEPOKIH, ABECKO HE & NPeaHA3HAYEH 33 00NMeKYaBaHe
H3 OCTPH ACTMATHYHN CHMIITOMU, KOHTO HIHCKBAT NPHAATAHETO HA HHXANATOPHH DPOHXOIHIATATIPH C
kpaTko nedcteve. [Nanuenture Tpadsa na OBIAT MOCHBETRAHK 13 HMAT NpH cebe cu noTo0mo nekapeTeo.

BB3IMOKHO € A2 C& NPOABAT CHCTEMHH 2f)eKTH HA MHXANATOPHHUTE KOPTHKOCTEPOHIN, 0CO0EHD akD o
[IpeAnHCEAT BEB BHCOXKH A03H 34 OPOILIKHTETHO BPEME, Bep{JSlTHOCTTa 33 TAKHBA ed:emu ¢ MHOMO
[0-MaNKa B CpABHEHKE C TIEPOPATHHTE KOPTHRKOCTEROHAH, BuiMoskHUTE CHCTEMHH e(']JCE(TH BKTHOYMERAT
[IOTHCKAHE Ha HEL‘J.G’bﬁpE!(EL 3z0aEAHE Ha pacTexa npd ella ¥ HOWK, HAMaNABAHE Ha KOCTHATA MHUHSPANHA
[UTbTHOCT, KATAPAKTA ¥ MIaYKOME H NO-DAIKG PEAHLA NCHXONOMYECKH H NOBEACHYCCKH EqJCKTH,
BRJIKOYBALLH [CHXOMOTOPHA CBPBEXAKTHBHOCT, pascrpc-ﬁma Ha CEHA. TPEEOEHOCT, JENPECHE HITH
arpecHBHOCT (0CcoDEHHO NPV Neua). 33 TOBA € BA/KHO 103aTd HA HHXAIATOPHHA KOPTHKOCTEpOH aa Geae
THTPHPAaHa 30 MHHHMATHATE, HED@KOJHM& 33 NOAALPAKAHE HE E[bEICTHECH KQHTPOJ Ha aCcTMaTa.

3PHTENTHH CMYLLIEHHS

HPH CHCTEMHA M NOKanHa ynmpel:':-a Ha TTHKOKGPTHEOCTCPOHIN CA Bb3MOWHE CLODIUEHHS 32 3PHUTENHH
CMYLUCHHA. AKD NpH NAUHEHT €4 HATHLE CYMNTOMK KETO 3aMBIICHO 3PEHHE UK APYTH 3PHTETHH
CMYUIEHHA, AALHEHTHT TPAORA A2 Obae HACOYEH 3a KOHCYNTauuA ¢ 0ATanMonor 3a OLEHKA Ha Bh3MDKHHTE
APHMHHHK, KOHTO MOCET 13 BKAKOHBAT KdTapaKTa, raykomMa Hix PEAKH 3&60.T|F[BB.HHSI, TAKHB& KATO LEHTPanHa
CEpPO3HA XOPHOPETHHONATHA, 3d XOHTO €& ChOOLIARA Clled CHCTEMHA W 10KanHa ynoTpela Ha
FMNKOKOPTHEOCTEPOHIH.

TTeqnaTpH&HA MODY. 1AM

[Mpenopbasa ce penoBHO CACACHE HA BUCOMMHATA HA JLIA W FOHOIIH, NONYYABALUIH IPOABIKHTENHO JIEYeHHE
C HHXAMATOPHW KOPTHEOCTEPOUTH, AKO PACTEXET € 3adaBeH, TepanvaTa TpabGsa na Hbie npepasrienada ¢
UEN pedyUHPAHE HA 003272 HHXANATOPEH KOPTHEOCTEPONS, KT € BhIMOKHO 0 Hal-HUCKATA X034, NP9
KOATO €= NOAMEXEE e eETHBHD KOHTPOAMpAHE =4 acTvara. Jonb1HHTEIHO TPAGEa 33 c= 0GMHeT?

HACOH BAHZ HA TALMESTA XBM CTIELLHAMCT N3 JETCKH FeCNHEATOPHH 3af0mAEarus,

YerHoapotHo VERek JaHs

Hama 1aHAN 32 NAUHEHTH ¢ TEKKO Y Bpesag e HA yepHoapotHaTa yHruma, Tpy namMenTHTe ¢ TEKED
HepHOAPoOH) ¥ BPSIEAAHE <& DIAKER NNOEHLUIEHA eKCIO3HINS H NOPAaH TCRA T43H NaiHeHTH TPAGEA 13 draar
mﬁnmaaaaun 33 no#ABara Ha MNOTECHUHANHH CUCTEMHH C[])CKTH.

YepexgaHe Ha Ha 0bOpeUHATE Ke3H

[ToN3HTE OT HAXANATOPHHA LMENE30HHA TPROBA 13 HAMAAT HY3XATa 0T EPOPATHH CTEPorIH. Brnpeku
TOBA, NIPH MAUMEHTHTE, NPEMUHABAIIH OT NEPOPANHH CTEPOVIH HA KHXANaTOPEH UKAE30HN/, CCTABA PHCK
33 HapylueH HapGLOpeuet: pesepa B NPOILIKEHNE HA IMAUHTRITHO BPEME CJIE] NPEMHHABAHETO.
BeposTHocTTa N2 ce NpoABaT CHOTBETHH CHMNTOMH OCTaBa 3a H3BECTHO BpEMe.,

(TpH TaKKBa NALMEHTH IPEOH ONPEAENEHH TIPOLIELY PH MOKE I8 ¢ HEOGX0HM CBBET OT CIeUHAAHCT 3a
ONpeaensHe Ha CTENEHTa Ha YBpexk JaHe Ha HaabwlpeynaTa GpyHKUMS. BHHAMY B ¢Ny4aun HA CIEWHOCT
{MEeIHLIMHCKA MY XHPYPriTIHA) H MPU ONPSACHCHH CUTYAUHH, KONTC §MXa MOIITH 1a MPHYHHAT CTPEC,
TpabRa Ja ce MMa NPeABHI Bb3MOMXHOCTTR 33 OCTATLYHO YBPEKIAHE HA OTroBopa Ha HanOnOpera 1 fa ce
OOMHCIH NOMXOOALY AEYEHHE ¢ KOPTHEOCTEPOWIM,

B CiivHday Ha NpEMEHABAHE Ha MTAUMEHTH OT NCHEHHE C NEPOPATTHH KOPTHKOCTCPOH M.

TpeMuHaBaHETO HA NAUMUEHTH, 3ABHCHMI OT TEPOPAIHATA TEPANHA C KOPTHKOCTEPOHIN, KbM WHXANETOPEH
LHKIEI0HHI H IOCNSABALOTO HM NEUEHEE HIMCKBA OCOGEHH IPUEH, NOHEKE BhICTAHOBABAHETO HA
YBPE/SHATA OT TIPOABIKHTEIHATA CHCTEMHA CTEPOHIHA TEPATHA A1PEHOKOPTHRANHA QYHKLHA MOKE 14
NpOAbLAKH THAYHTETHO BpeMe.

[TaugenTHTe, KOUTO €A GWNH JIEKYBAHH CBC CHCTEMHM CTEPOHIAM NPOALTKHTEHE BPEME UIH BBE BUCOKH
MIO3Y, MOrAT A WMAT MOTHCHATA hyHKLUMS HA KopaTa Ha HanOwsbpexa. [TpH TakKuea NAUHMEHTH HYHKLYATA HA
kopaTa Ha HanOBOpeka TPADRA 13 €2 CNEIN PEICBHO W 103ATA HA CHCTEMHUTE CTEPOMIH 13 CE HaMaIfBa
NpeifasnHeo.




Crnen okono eaHa CEAMHIA C€ 3a10YBa MOCTENEHO CNMPARE Ha CHCTEMHHTE CTEPONIH 4pe3 MOHNAXABANE Ha
A03aTa © No | Mg DPEnnI30N0H HA CEIMHLA WM ¢ CKBHBANISHTHA 1032, 3a MoA bPRKAIM NOH TREAHHZON0H
Haa 10 mg/neH MO3e 12 & NOAXOAAIND NPEeANATHEBO HAMANABAHE HA [l03aTa NPE3 MO-TONEMH CThIIKH Ha
CeAMIMHH HHTEPBAITH.

Heakou naumeHTy ¢ Yy BCTRAT 3¢ No HBCHEUH(‘;!HHEH Ha“uH No BpEME Ha t})a?.a'ra Ha HaMaABaHe, BbNPSKH
3aMa3BARETO MK JOPM NOA0OPEHHeTo Ha JuxarterHara dyHkuun. Te Tpabea aa ObIaT HackpHaBaHK da
NpOABLIKAT ynmpeﬁara Ha HHAAAATOPHMA HUKNIE30HHA, KAakTO H MOCTENEHHOTO CNHPAaHE HA CHCTEMHHA
CTEPOHI, OCBEH 3KO HE CA HATHLE cOeKTHEHH 0e1e3H Ha HAAOGLOPETHA HeOCATHYHOCT,

[MauneHTHTE, MPEMHHANM OT 1€MEHUE ¢ NEPOPATHH CTEPOaH, YHATO (JYHKLIMA Ha KOparta Ha HazOnOpeKa e
BCE OLIE YBPENeHd, TpadBa Aa HOCAT NpelyNPeIHTENHA KapTa, NOCo4 Balla, He HMAT Hyk1a oT
AOMBIHHTENHY CUCTEMHAN CTEPORIH B IEPHOIH HA CTPEC,HAMp. BIOLLABAHE HA ACTMATHYHHTE MPHCTLIN,
HenonpobHA HHPEKLHH, TOKKH HHTEPKY PEHTHH 3a0014BaHHA, XHPYPrHUHHA ONSPaLHH, TRABMA W T.H .

3aMecTBaHeTO Ha CHCTEMHOTY CTEPOHMAHO FEUSHHE C HHXATATOPHA TEPATHA MOHAKGNE MOKE 713 ISMACKHpa
anepruHM 3aboMABaHIA KaT0 ANEPTHYEH PHHAT WK EKIEMA, KOHTO 10 TOraea ¢a BHNH KOHTPOMMPAHH OT
CHCTEMHOTO NIGUEHHE.

Napazokcansn HpOHX0CNATEM ¢ BHEIANHO 38CHIBANE HA XPHTOBSTE HAH Ha APpYyH CHMITTOMH, MOKA3aATENHH
33 OPOEX0CNAa3bM, HEMOCREACTBEHO Ce TPHEMAHETO HA A03aTa TpA0RA 12 ¢e 1SKYBA ¢ HHXATATOpPEH
KpaTkoaeHcT3aw 6 poHXoanmaTaTop, koeTo 0GHKHOBEHO BOAH Jio §bp30 nonodpeHHe. MNauneHTsbT TpadBa oa
Otae nperieaaH ¥ TepanuATa ¢ AnRBecko TPAOBA Aa NPOObIKHE €NHHCTBEHD, 2K0 e BHHMATEIHA NPeUSHKa
OYAKBAHATA [I0N3A € TO-TOAMA 0T BRIMOKHHA PHCK. Tpadea na ce MMA NPeaBUl KOpenauxaTa MemLy
TEAKECTTa HA 23CTMATA M 00LIATA CKIOHHOCT KBM OCTPH ODOHXMATHH peakuyy (8. Touka 4.8).

TprGea peACBHO 13 ¢ KOHTPONAPA TEXHWKATA Ha HHNANUDAHE HA MALMEHTHTE, 33 A4 C& NPOBEPH AN
BIIPLCKBAHETO € EAHOBPEMEHHO € HHXANHPEHETC, 33 A2 C¢ OCHIYPH ONTHMANHO JOCTHraHe A0 Beiure
npofose.

Tpabea na ce H30ATEY eMHOBPEMEHHO JIEYEHHE € KETOKOHA3O HIN JPYTH MOINHH HHXHGUTOpH Ha CYP3A4.
OCBEH K0 NON3aTd HE € IIO-roJiAMa 0T NOBHIMSHHA PHCK 334 CHCTCMHHA HEXETAHH JICKEPCTBeEHH PeaKLin OT
KOPTHKOCTCPOMIMTE (BE. TouKa 4.5).

Toea nexapcTeo chObpwa 4,7 Mg ankoxo1 (€TaHon) 818 Beaka 1034, KoinuecTeoTo B Jo3a o1 ToBa
fICKAPCTBO & EKEXBAMENTHO Ha NO-Manko oT | ml 6¥pa uan BrH0, MankoTo KenHYECTBO GaNKOXON B TOBA
JEKAPCTRG HAMia O MM HAKAKEM 130erex MU EttlEI{Tl-‘]

4.5 B3anmojelicTBHE ¢ IpVIH MEKAPCTECHR MPOOYKTH H XPYrd (yOPWH Ha BIaAMOdelicrBHE

Iv ujtyo mpoyYBAHZ AT NOKAZEAT, ue MM xopa CYP3Ad € 0CHOBHMAT EHIMN, aHMAKHPAH B META00IM3MA Ha
AKTHBHATA DopYA Ha uHKIe1oHAL M1,

B npoyusane Ha B3AHMOASHCTBEATA C UMKNIEIOHAI A KETOKOHA30N, XKaTo Momlen WHxHOuTop Ha CYP3A4, e
YCTaHOBEHO, Y€ NPH A0CTHIAHE HA CTAUMOHAPHO CHCTONHWE KCOO3HLUAATA Ha aKTHEHHA MeTabonut M1 ce
NOBUILIABA NPUOAHZHTEIHO 3,5 BTH, AOKATO EKCNO3AIHATA HA UHETSIOHU OCTaRa HENpoMeHeHa. (1o Tain
NPHYHHA BHOBPEMEHHOTO NPIUTArane Ha MOLWHA HHXUOHTORH Ha CYP3A4 (Hanp. keTokoHaso,
HTPAKOHA30N, NPOAYKTH, ChABDPKAIUN KOOHUHCTAT, H PHTCHABHD HAK HenduuasHp) Tpadea Aa ce u3bATBa,
OCBEH 4K0 TION3ATA HE NPSBAIABA TOBHUIEHHA PUCK 0T CHCTEMHH HEKENaHN NICKAPCTBEHH PeaKkLMH OT
KOPTHKOCTEPOHIWTE, B KONHTC ciyyail nayHeHTRTE TpADBA Aa ce NPOCNeasBaT 33 CHCTEMHH
KOPTHKOGTEPOHIHN SdEKTH.

4.6 depTHAMTET, DpeMEHHOCT H KbpMeHe

PepTHINTET H OPEMEHHOCT




Hsma alekBATHH M KOHTPOIMPAHH MIPOYYBAHHA MPH DPEMEHHH AKEHH.

[pu npoyuBaHHA C XKEBOTEH € YCTAHOBEHO, Y€ FIIIOKOKOPTHKOMAHTE NPEAMIBHKBAT MAMbOpMaLii (B,
TOUKa 5.3). Manko e BCPOATHO TOBA J1d C& OTHACA 32 XOpPa, NPHEMALLA NPENOPBUHTENHHTE J03K 38
HHXANWPpaHE.

MoaoORo Ha OpYrH CIOKOKOPTHKONAN, LHKAS30HHI TPAORA 12 C& NPHIATA No BpeMe na GPEMEHOCT, CaMo
aK0 OMEKBAHATE NOM3A 3a Malkara onpaBIasa NOTEHUWAATHAL PHCK 34 oaz. Tpadra a2 ¢2 W3moasea
Hai-nuckata epekTHEHA 1038 LHENe30 M, HEOGX01MMA 32 OLTLPXAHE HA a1EKBATEH KOHTPOM HA ACTMATA.

Heuara, pojenu OT MakKK, KOMTO ca MOMYHABANH KOPTHKOCTEPOHIM N0 BpeMe Ha BpeMeHHOCTTA, Tpalea na
ObAAT BHHMATETHO HAOMIOAABAHH 33 XHIOAIPEHATHIEM.,

Kbpmene
He ¢ H3BECTHO DAy HHXANATOPHUAT LMKNC3CHHL C& EXCKPETHPE B YOBCIIKATA KbPMa. [punaraHers Ha

UHKNE3OHU HA KEHH, KOHTO KbPMAT, TPAORaA 1a ce 00MUCan caMo B civuai, ue OYaKBaHaTa nonaa 3a
MalKaTa & Mo-roAAMz OT BHIMOKHKMA PHCK 3a JeTeTo.

4.7 Edextu BLpxy cnocofHocTTa 32 wohupane 0 paboTa © MAMHHH

ANBECKO HE NOBIMABA FITH MOBIHABA NpeHeSpeX MO cNocoBHOCTTA 3 WodupaHe W padoTa ¢ MAWI MM

4.8 HexenaHu JTeKapcTBeHH PeaKLHN

0010 5% 0T NIUHSHTHTE €3 M3THTATH HEKENaHH ISKADCTIEHH Heax LIHH TIPH JIHHMYHZ NPOYYBAHHS, KaT0

AlBecko € 61 AaBEH B 1030EHT HHTEPEAN 40 J0 T 280 umMEporpaMa BeibK IHESHO. B N0EEYeTO CIVIEH Te
¢a GHIE JICKH W He Ca HANArany NpexbCeBaHe EA JISYEHHETO ¢ ATBecKo.

HeyectH Pesxn C nemsBecTHa
Ye YECTOTA
€TOTa | 5171 000, <1/100) (1/10 000- 1/1 080) ¢
Cucremo-
OPraHeH Kaac
Cohpizeynn Mamnuranmu **
HapyLUEHUS
CroMawso- I'agene, noapoiuaHe® Kopemun Somn®*,
UPEBHK ucnencus*
pe Jow sxyc A
HAPYLICHAR
O6wH Peakusi Ha MACTOTO HA
HapYWeEHA | PHIICHKEHHE.
ediexTH Ha
CyXOTa Ha MACTOTD Ha GPHIOKEHNE,
MACTOTO HA
NpUTOKEHHE
Hapywerus na Axrnozien,
HMYyHHaTa CapbxiuyBCTBHTERHOCT,
CHCTEMA i
MHpekuHH H Opanna dyHruanya uphesuna®
HHdecTauMi
Hapywenns va | TnasoGonne*
HEpBHATA




CHCTEMZ ;

[lemxuiHu IMenxomoTopHa

HapyILEeHHA CBPEXAXTHRHOCT,
HAPYILEHHA HA
ChHA,
TPEBOXHOCT,
nenpecHs,
ArpecHBHOCT,
IPOMEHH E
[TOBEAEHHUETO
(NpeaMHO BpH
Jdeua)

Pecnnpatopun, | [pesraeocT Ha riaca

TPBIAHA H -

Pei Kawnnuoa cren sHxaaHpane™
M2 AHACTHHANH
HAPYLIeHNA Mapagokcanen GpoHxoCcTasLM™
" Hapywenwss ga | Exsema u obpia

KO#KATa H

NOAKOKHATA

ThKaH

Crnoen XuneproHus

Hapy LLIEHHS

Hapyweuus na ‘ 3aMBraeHo

O4YHTE 3pEHHE (BK.
Cbe TodKa 4.4)

* CX0IEH WA Do-MaTek OpoH MHUMASHTH B CpaBHEHHE ¢ nuauebo,

** TTannurauns ca 511K Haf1101a83HH HaH-4€CTO NPH KIHHAGHH M3TTHTBAHHA ChC CITVYAH. YCAOKHEHH
Ch¢ CHLEMECTHO RPHIOKEHNE Ka AEKAPCTBEA € HIBeCTed e(ekT 3bpay ChpUETT (Hanp. TeOHUIHE HAH
can{y Tamot).

TMapagoxcanHEAT OPOHXOCMHAYEM MOKE 13 CE NOLBH BelHAra CIEA NEHEME Ha A034Ta W NpeIcTaBnisa
HECMELROHAYHA OCTPA DEAKLHA Kb M BCAKAKBH HHXANATOPHH JeKAPCTREEH NPOLYKTH, KaTC MOXe 1a e
CEbP34H € aKTHBHOTO BEILSCTBO, TIOMOLIHOTO BEWIECTBO WK OXNTAKAZ LIHA heKT Ha H3NAPEHHETO TIpH
HHXANATOPMTE & e3 M0A Hamarane. [1pd TexcxH enyvad TprOBa 12 GE MMA NIDedBH,] CNHIARETO
ynotpeSaTta Ha ANBECELD.

CHCTEMHH elDEKTH HZ HHXATATOPHHTE KOPTHKOCTEPOMIH MOTET A3 €2 NposBAT ocolenoe ~oH

APz INACIHH BHCOKH NO3U 32 NPOALIKHTENHD BpeMs. BEIMOEHATE cHoTeMHH edekTH BERRMBAT
C4HAPOMA HA KylHAr, Ky WHHTCHAHA OPOMEHH, ODTHCXAHE HA HAZOBOICIIITE, 1abaBAHE HA pacTcxa
NPH JeUE H WHDIDH, HAMA1EHHS Ha KOCTHATA MHHePRIHA IUTBTHOCT, KETADAKTA, [Jidy KOMa {BK. ChLLO
TOukE 4.4).

Croblapare Ha NOJO3MPAHH HEXEIAHH PEakuyy

CrofasaHeTo HA MCA03MPAHM HEKEIAHH PEaKLMM CTIE] paspellaBaHe 3a ynoTpeda Ha NCKapCTASHUR
npoaykT € BaxHO. ToRa N03BoNgBa Ja NPOIbILKH HAONOJEHHETO HA CLOTHOWISHHETO NONI3a/PHCK 32
REKAPCTBEHHA NPOAYKT. OT METHUMHCKHTE CHELHATMCTH C¢ H3HCKBA 12 CHLODIIABET BCAKA TOA03MPaHa
HEXKEIHA peakuds Ha HM3mbanuTenHa areHuua no nexapereara vi. Jlamau I'pyes™ Ne &, 1303 Codma,
Ten.: —359 2 8903417, yebeaiit: www.bda.bg

&




4.9 Mpenosnpane

Ocrpo:

MHxannpaneTo Ha UMKNE30HM B €1HOKpaTHA 71032 oT 2 880 Mukporpama oT 3apaen 106poeonLM e Guno
MOHECEHO J1o0pe.

BepoATHOCTTa 38 OCTPH TOKCHYHH PeakLUMK ¢Ae NPeIo3MpaHe Ha HHXANATOPEeH LIHKIE30HHUA € HHCKA.
Cren 0CTpO Npeno3npaHe He € HeOBXOAHMO CeUU(HYHO NEYEHHE.

XpOHHYHO:
Cnen nponsmkHTENHO Mpunarane Ha | 280 MHKporpaMa UHKNE30HH, He ca HabmoaaBaH KIHHHYHK

Bene3d Ha MOTHCKAHE HA HaI[ﬁ'prCL[HTE. B'bl'[pel(H TOEQ, aKO NPOABLIKHTEIHO BPEME Ce MPUEMAT A03H,
NO-BHCOKH OT NMPEnopbUaHuTe, HE MOKe 1a Obae H3KIHYEHO NOTHCKAHE Ha HanOvOpeuHaTa Gy HKum,
Moxe za ce Hanox 1 ceneHe Ha HanGLOPeuHNA peseps.

5.  ®APMAKOJIOrHYHH CBOHCTBA
5.1 DapmMakoIHHAMHYHH cBoOHCTBA

dapmakoTepanesTH4Ha rpyma: JIpyri nexapcTra 3a eveHue Ha o6CTPYKTHRHM 3a00/15BaHus Ha
AuxaTenHure neTHIWA, Huxanartopu, [mokokoprukonam, ATC kon: ROIB A08

MexaHu3bM Ha aeitcTane
L{1Kne30HHA MposBABa HHCEK aUHHTET 32 CBLPIBAHE KbM [IIOKOKOPTUKOMAHHTE peuentopn. Caex

NepopaTHO WHXAIHPAHE, LHKIIEIOHHI NPEThPIIABA €H3HMHO NpeBphLUaHe B GenuTe ApofoBe 10 HEroBUA
ocHoBeH MeTabonuT (C21-1ecMeTUNNPONHOHNIT-UMKIE30HU ), KOHTO MMa CHITEH IPOTHBORL3NANUTENEH
edeKT M o Tasu NPUUHHA CC NIPHEMA, 4E € AKTUBHUAT METAbOIIHT.

Kntinuyna eduxacHocT u GesonacHocT

Tpu 4eTHPH KIHHUUHKM NPOYYBAHHS € TOKA3AHO, e LMKIIE30HH HAMANABA CBPLXPEAKTHBHOCTTA Ha
ANXaTeNHUTE NBTHILA KbM a1EHO3HH MoHO(ochaT rpu XHIeppeakTHEHH NAUMEHTH ¢ MAKCHMANeH
edekt, Habntonasar np 1o3a 640 Mukporpama. IMpu apyro npoy4saue, NpeABAPHTENHOTO JICHEHHE C
UHAKNE3OHK B MPOLb/HKEHHE HA CENEM THH 3HAYMMO 0TCnabBa peakLMITE OT PAHHATA M KbeHaTa daza
CIEN NPOBOKALMS ¢ HHXANATOPeH anepred. Chillo TaKa € yCTAHOBEHO, Y€ EHEHUETO C HHXANATOPEH
UHKIE30HN/ HaMa/IsBa NOBHIIEHHETO HA GPOA Ha BLIMANHTENHHTE KIETKH (061 Gpoii Ha
€03HHOMUIINTE) M MEIMATOPHTE Ha BLIMANCHHETO B HHAYLIMpaHa XpadKa.

EAHO KOHTpOAMpano npoy4sane cpaBHABa 24-4acoBUTe [UIA3MEHH KOHLUEHTPALIH Ha kopriion AUC
rpu 26 BBIPACTHU MALMEHTA C aCTMa CNell 7-THERHO JieyeHHe. B cpaBHenue ¢ mnauebo, neverneTo ¢
urKe30Hun 320, 640 1 1 280 MuxporpaMa/aeH HE ¢ IPEAH3BHKANIO CTATHCTHYECKH 3HAYHMO
HamanfgRaHe Ha CPSIHMTE CTOHHOCTH HA NNA3MEHNA kopTH30A 38 24 uaca (AUCq.24/24 vaca), HuTo €
Ha0No1aBaH 10303ABUCHM edieKT.

Ipy e1HO KNHHMYHO HINHTBaHE, 00XBaalo |64 Bb3PACTHH NAUHEHTH C aCTMA OT MBKKH K HKEHCKH
11071, LWHKIE30HKA ¢ O npentarad B 103K ot 320 Mukporpama uim 640 MUKporpaMa/fieH B NpoabLIKeHue
Ha 12 cepmuun. Cnea crumynaums ¢ | M 250 MHKpOrpaMa KO3MHTPONNH He ca HaGI0IaBaHH 3HAYUMH
NPOMEHH B MNAIMEHHTE KOHLEHTPALMH Ha KOPTHIONA B CPaBHEHHE ¢ rnatiebo.

ABofiHo-cnen, niaueGo KOHTPONUPaHH MPOYYBAHHS ¢ MPOAB/DKMTENHOCT |2 CEAMHMLIM OpH Bb3PAacTHH

H IOHOLIH €& NOKa3any, 4e NeUCHUETO ¢ UMKNE30HKA BOAY 10 NofodpsasaHe Ha GenoapobHara dyHKums,
usmepero upes FEV, i ebpxosus exenuparoped 1e0uT, noao6psaBaHe HA KOHTPO/IA Ha CUMIITOMHTE Ha

ACTMATA W HAMANEHA HYXOA 0T HHXANATOPHH HeTa-2-aroHHCTH.

Ipu earo 12-ceamuuHo npoy4sare, obxBawamo 630 nuua ¢ TeXKa GopMa Ha acTMa, KOWTO TIPEIH ToBa
ca bunu nexkyeann ¢ 500 — 1 000 Mukporpama (GyTHKA30H-MPONHOHAT/NEH HIH C eKBHBAIEHTHO
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PE3yNITATHTE Ca NOKA3ANH CTATHCTHYECKH 3HAYMMA Pa3nika Meskay Losure 160 Mukporpama u

640 MHKporpama/fieH LIMK/IE30HH ] 10 OTHOLIEHHE Ha MOABATA Ha ODOCTPAHE CNE IBPBUA ASH HA
MPOYYBAHETO: 43 naunenTi/339 (=12,7%) B rpynara ¢ no3a 160 MuKpoTpaMa JHEBHO K

23 naumenti/341 (6.7%) B rpynara ¢ 203a 640 MUkpPOrpamMa AHEBHO (KoedHUMENT Ha puck = 0,526; p=
0,0134). Y npu aBeTe 1034, UHKIE30HKHA € f0BeN cnel 12 CeaMHLM 10 cpaBHUMH cToitHocTH Ha FEVI,
Cebp3ani ¢ IYEHHETO HEXENaHH ChOUTHS ¢a nabmonaBanu npy 3,8% u 5% OT NALMEHTHTE, JIEKYBaHH
CBOTBETHO ¢b¢ 160 nau 640 MUKporpaMa/ieH UHKAG3OHMA,

Hpyro 52 ceaMU4HO NPOYYBAHE, BKNOUBALIO 367 NALKEHTH C JIEKA KW CPEAHO TEXKA (OPMa Ha ACTMA,
HE € YCMANO0 [1a [TOKAXE 3HAHUTENHA Pa3NuKa B (eKTa Ha NO-BHCOKK J03H thKie3onuna (320 unn

640 MUKXPOrpamMa NHEBHO) B CPAaBHEHHME C NO-HUCKa 2033 (160 MUKpOrpaMa AHEBHO) BLPXY KOHTPONA Ha
acrTmara.

5.2 PapMakoKHHETHYHN CBOIICTBA

Linknesonna ce npennara nost gopmara Ha aepo3oneH pasTsop B nponenent HFA-134a w etanon, koiito
ACMOHCTPHPpA THHEHHA 3aBUCHUMOCT MEKIY pasiuYHATE J034, CHIH Ha CAped H CHCTEMHATA €KCIIO3HLMA.

Adcopbimns
[TpoyusaHusTa ¢ NEPOPAIHO H HHTPABEHO3HO MPUNOKEHHUE HA PATHOAKTHBHO-MAPKMPAH 1IHKIE30HH

NOKa3BaT HENbAHA nepopaiua abcopouma (24,5%). [MepopanHaTa BHOHANHUHOCT 33 IMKNEIOHHL W
aKTHBHHA MeTaboAMT e ipeHebpesknmo Manka (<0,5% 3a uuknesounn, <1% 3a metabonura). Ha Gasa
Pe3yATAaTHTE OT Y-CUHMHTUTPadHs € ycTaHoBeHO, Ue 6enopobHOTO oTharade npy 3ApaBH MHIMBHAH €
52%. Bve Bpb3ka c Tazn CTORHOCT CHCTEMHATA GUOHATMMHOCT 32 AKTHBHHMA MeTaBoNHT e >50% npu
ynoTpeba Ha MHXanaTopa 3a HKKIJIE30HH/ ¢ ra3 noa Hanarane. 1loHexe nepopanHara SUOHAIHYHOCT Ha
aKTUBHUA MeTabonuT e <%, NorpNHATaTa NOPLUHA OT HHXANATOPHHS LHKIE30HH HE YBENUUABa
CHCTeMHATa abcopOLMHA.

Paznpesienetine

Cien MHTPABEHO3HO IPHINONKEHNE HA 3/IPABH MHAWBHIYM, HAUANTHATA (a3a HA PAsnpeleneHie 3a
UMKIe30HN] ¢ Guna Obp3a 1 OTroBaps Ha BUCOKATA MY JIMNohUNHOCT. CpeHnsT obeM Ha
pasnpesenerne ¢ oun 2,9 kg, OBILMAT cepyMeH KIHPBHC HA LIMKNE30HUA € Bueok (cpemto 2,0 h/kg),
KOETO NOKAa3Ba BHCOKA CTENEH Ha YepHOIpobHa ekcTpakuua. TIpi Xopa AenbT HA CBbp3aHus C
ANA3MEHUTE DPOTEHHH UMKIEIOHUA € cpenHo 99%, a TO3M Ha akTHRHMA MeTabonuT — 98-99 %, koeTo
rOBOPU 33 NOYTH ITBITHO CRBP3BAHC Ha URPKYIHPALINTE UMKIE30HHA/AKTHBEH MeTA0O0IHT ¢ MIa3MEHHTE
NPOTEHHM.

buorpancdopmarna

OCHOBHO UMKJIE30HHU CE XHAPOIHIUPA A0 GHONOTHYHO-AKTHRHUA MY METaBONNT OT ecTepasuTe B Gerus
Apod. TTpoy4BsaHeTo Ha H3HMONOTHATA HA MOCIEABAILOTO METABONHIHPAHE OT YOBELLIKHTE
UepHOAPOSHU MUKPO3OMU NOKA3RA, Y€ BELUECTBOTO OCHOBHO ce MeTabonusnpa upes CYP3Ad-katanusa
AC XHAPOKCHIHPAHH HeakTHBHU MeTaboaNTH. B nomenHeHne kuM ToBa B Benure npodose ca
YCTAHOBEHH 0DPATUMH NUTTOMHIIHH KOHIOMATH HA aKTHBHHS METAGOIHT C CTEPH HA MACTHHTE
KHCENHHU.

Enumuuupane

L{HKne30HKI OCHOBHO CE EKCKPETHPA ¢ M3NpakKHeHHATa (67%) Cliell MEPOPAIHO U HHTPABEHOZHO
MPUAGKERHE, KOETO NOKa3Ba, Y€ OCHOBHHAT MEXAHNW3IbM HA ENUMHHHPAHE € Upe3 eKCKPEUMS ¢
HNBUKATA.

BQLSK&! H) gbapMHKOKHHCTHKE\/@&[]M&KOQMH&MHK&

Taywenmu ¢ gemma
Lluknesonun He neMoHCTPHpa hapMakOKHHETHUHHA NPOMEHN TIPH MTAUHEHTH C YMEPEHa TEXKECT Ha
acTMaTa B CPaBHEHHE ChC 3IPABH HHIHBHIM.




Hayuenmu 6 cmapuecka ev3pacn
Cnopea nony.naunonHKTe GapMakoKHHETHIHH [OKA3ATENH BL3PACTTA HE BIHAE BhPXY CHCTEMHATA
@KCTI03NLMA HA AKTHRHUA MeTalonT,

Yepedeua bwbpenna wiu wepnodpobua dynxius

Hamanenara 1epHospoSHz By KL MOE 12 NOBIHAE HA ETMMHHAPAHETO HA KOPTH KocTepouanTe, Ipu
€AHO MPOYHBaHe, OBXBAIALIO NAUHEHTH ¢ YBPEACHA YEPHOAPODHA ¢y HKIHA, CTPALSILH OT
uepHOapobHa LHpo3a, e HaBmoaBaHa NO-EHCOKA CHCTEMHA €KCIIO3HLMA Ha AXTUBHHS METAGOI AT,

He ca npesexazky NpoyHBaHKA [P NALKEHTH ¢ yBpeIeHa ObOpedHa byHKLNAA Nopany IMOCATA Ha
SKCKPELMA Ha AKTHBHNAA MeTabonauT mpes bubpeuuTe.

53 MpeaxIHHHYHH NAHHH 32 Ge30NaCHOCT

HeknWHHYHKHTE A3HHY 33 UMKNE30HAT He TIOKa3BaT ocoben PHCK 33 xopara Ha 0z3aTa Ha
KOHBEHUHOHANHHTE (PapMaKOJIOTHYHA MPOY4BaHHS 3a He300acHOCT, MPOY4BAHHA 38 TOKCHYHOCT TIPH
MHOMCKPATHO NpUNaraHe, DeHOTOKCHYHOCT UTH KaHUCPOreHEH MOTe LA,

[Tpu npoyueanna sLPXyY KHEOTHH 33 PEPOLYKTHEHA TOKCHYHOCT € YCTAHOBEHO, Ue
FAKOKOKOPTHKOCTCPOHIUTE NPEAH3BHKBAT Man(opMatiiy (LeHaTo HelLe, MATGOPMAUMY Ha CKeNTETa).
Tesin pesyaTaTn npH XUBOTHH, 0Bave, U3MIEKIA He Ca PENEBAHTHH NPH XOpa MIPH NOCOUCHHTE
NPENopbYATEIHE 1031,

Cebp3aH ¢ 1eueHHETO eeKT BEPXY AltuHMUMTE (arpodus) ¢ HabaonaBaH Ipi MPHTaraHe Ha BEPXOBaTa
no3a np 18e 12-MeceH NPoyUBaHIS BEPXY Kydera. Tosu edieKT ce € IpOsSBIA [IPH CHCTEMHA
excno3vuna 5,27 a0 8,34 nuTH No-BHCOKA OT TaiH TpY npunaraHe ua go3a 160 MukporpaMa seantx
AHeBHO. He ¢ H3BecTHa pesieBaHTHOCTTA Ha TOBA HAGMIONEHHE MPH XOPETa.

Tpoy4BaHKATa BLDXY KHBOTHH € IPYTH MTIOKOKOPTHKOHAN OKAIBAT, 4e NPHUAATZHETO NO BPEME HA
BPEMEHHOCT Ha MIKOKOPTHKOMIH BbE HapMAKOTOrHYHN 103 MOXKE 13 YBEJIMYH DHCKA 3a
HHTPAyTEPHHHA PETAPNALNS HA PACTeXA, CHPALYHO-CHIOBH WHIH MeTaboANTHH 3aBonABanng Apu
BB3PACTHH W/1i/TH TPAHN IPOMEHMU B NILTHOCTTA Ha PAMNPEAENESHUE HA [IOKOKOPTHKOMUIHHTE
PELENTOPH, META00ML3MA HA HEBPOTPAHTMUTEDHTE i NoBeIcHHeTO. He € H3BecTHa peneBaHTHOCTTA Ha
TE3H LAHHH MPH X0pa, NPHEMALIH UHKITEIOHAA Y4PE3 HHXATALMM,

6. DAPMANEBTHYHH AAHHH

6.1 CnHCchK Ha DOMOINHHTE BemecTEa

Hopdnypan (HFA-154a)
Etanon, depogen

6.2 HecsBMecTHMOCTH
Henpunoximo
6.3 Cpok Ha roaHocT

30 203UpaHH BNPLCKBaHYA — | roguHa
60 1 120 n03MpaHn BNPbLCKBAHEA -~ 3 FOAHHH

6.4 CneuHanHu yC10BHS HA ¢hXpAHEHHE
To3n nexapcTBeEH TIPOAYKT He M3HCKBA CNICLMANHH YCIOBHA HA ChXPaHEHHE.

KoHTeHHEePBT ChIBPKA TEUHOCT Noa Hangrade. Jla He ce wamara Ha TeEMIIEpaTypa Hag 50°C.
KonTeitrepsT He Tpsbea na Gbae npobuean, uyTen uu H3rapaH J0pH KOraTo € HaMLAHD Npaie




6.5 Bya ¥ chABLPHKAHME HA OTIAKOBKATA

MHxanatopbT ce CHCTOM OT KOHTEHHEEP MO HALATAHE, HANPABEH OT ATYMMHUH H 3aneuaTaH ¢ J03Upal
B8EHTHN, MYHALIYK H Karauie.

30 no3HpaHK BOPLCKBAHMA

60 1031paHi BOPLCKBAHMA

120 ao3upanu BIpbLCKBEaHMA

He Bcuuxu BuAOBE ONakoBki Morat Aa GLAAT MYCHATH Ha Na3apa.

6.6 Creunainy npeanasHi MepKH NpH HIXBLPAAHE H paboTa

Nauuentyte Tpatea na GvAAT BHUMATENHO MHCTPYKTHPAHHU 32 TIPABHIHOTO H3NO3BAHE HA HHXAnaropa
(Bx. Jlucroekarta ¢ UHdopMaLtha 3a norpedatens).

HonoGHo Ha MOBEUETO HHXANATOPHH 1EKAPCTBEHH NPOIYKTH B KOHTEMHEpY noa Hansraxe,
TEPANEBTHYHUAT eEXT Ha TOTH NEKAPCTBEH TIPOAYKT MOKE 12 HAMAILE AKO KOHTEHHEPDT € CTY.IEH.
Burpeku Tosa Anpecko or1ens eaHakea 103z B MHTepeana — ! 0°C no 40°C.

HsmMa cneLnaniu M3UCKBEHNA 32 H3XBBPIAHE.

Hen3non3eaHnsT ISKAPCTREH MPOIYKT MW OTNANLHHATE MATEPHETH OT HEro Tpatea Aa ce U3XEBPIAT B
CHOTBETCTBHE C MECTHUTE M3HCKBAHUS.

7. NPHTEXKATEJN HA PAZPEILEHHETO 3A YIIOTPEBA

Covis Pharma Europe B.V.

Gustav Mahierplein 2

1082 MA Amsterdam
Hunepnauaus

8. HOMEP HA PA3ZPELIUEHHETO 3A YNNIOTPEBA
Per.Ne 20080172

9. JATA HA ITbPBO PAIPEIIABAHE/NNOAHOBABAHE HA PA3ZPELLEHHUETO 3A
YINOTPEEBA

Hara Ha TepeoO paspewnasane: 01 cenremepy 2008 T,

Jlata Ha nocneaHo nogHoBsABaKe: 23 OKkToMBPH 2014 r.

10, JHATA HA AKTYAJIH3HUPAHE HA TEKCTA
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