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KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA



,Zd o {.97347

Fagswenut R 25 10 m

Cumbukopt Typbyxanep, 160 mukporpama/4,5 MHKporpam FEPAX 38 MHXATAUHS
Symbicort Turbuhaler, 160 micrograms/4.5 micrograms/ inhalation, inhalation powder

1. HME HA JEKAPCTBEHHSI IPOAYKT

2. KAYECTBEH M KOJIMMECTBEH ChCTAB

Beska nomyueHa Ao3a (103ata, NpeMHHABAlI[a Ipe3 MYHILIYKA), ChIbpH#a: Oyze3oHH] (budcsonide)

- 160 Muxporpama/mrxananms u Gopmoreponos dymapar auxuzpar (formoterol fumarate dihydrate)

4,5 MEKpOrpaMa/HHXanalms.

Bceska uaMepena aoza ci;m,p)xa: 6ynezonnn (budesonide) 200 Muxkporpama/MHxanalms 1 GopMoTEpPONOB
dymapar auxuapar (formoterol fumarate dihydrate) 6 Muxkporpama/HHXanaLms.

ITomomIHO BEIECTBO C H3BECTHO JIeHCTEHE
Jlakro3a moHOXHApaT 730 MHKpOTpaMa Ha MOTyueHa 403a.

3a TEIHAA CIHCHK HA MOMOIIHKTE BEIECTRA, BHKTE Touka 6.1,

3. JEKAPCTBEHA ©®OPMA

ITpax 3a uHXanawms.
ban npax.

4. K/IHMHHWYHH JAHHH
4.1 TepaneBTHYHH HOKAIAHHS

AcT™Ma

Cumbukopt TypOyxanep e nokasaH NpH BE3PaCTHH M IOHOIIM (Ha BB3PACT HA H Haj 12 rofiuHu) 3a
MOAABPKAIO JICICHHE HA ACTMa B CIIy4anTe, B KOHTO € YA44HO TIPANOKEHHETO HA KoOMOHHMpaH npenapar
(cHABpAKAL HHXAIATOPEH KOPTHKOCTEPOMA M ABIrofeicTeal Br-aapeHOPEeNTOpeH MHMETHK):

- TIPH MAIHEHTH, NPH KOUTO € HHXANATOPHH KOPTHKOCTEPOHIH H KpaTKoJelicTBalnu
P2-alpeHOpeeNTOPHH MHMETHL ,,lIPH HY3KIA™ ACTMATa He Ce OBJIAJIABa;

HITH

- TALHEHTH, IIPH KOHTO € MOCTHTHAT A00EP KOHTPON ¢ HHXANATOPEH KOPTHKOCTEPOMA U
aenrojecTRAaLl Bo-apeHOPELIENTOPEH MHMETHK.

Xponu4na ofcTpykrapHa Genonpobna 6onect (XOBEB)

Cumbuxopt Typbyxanep e nokazaH npu BPE3pacTHA HAa M Haj 18 roqMHH 3a CHMITOMATHYHO JIE9EHHE [IPH
nammeHTH ¢ XOBB, ¢ popeupan excrimparopen o6emM 3a eana cexyuga (PEO:) < 70 % ot ovaksaHuA
HopManieH (cies OpOHXOJUIATATOP) U aHAMHE3A 32 ex3auepbalEi, BBIPeKH PEIOBHOTO IEHEHHE €
6poHxoaunaTaTops (BK. CHINO TOYKa 4.4).

4.2 Jo3MpoBKa H HAYHH HA OPAJIOKEHHAE

Hauun Ha npunoxkenne: 3a HHXATATOPHO TIPHIIOMKEHHE




O3HPOBKA
AcTMa
CumOHKOPT He € NoKa3aH 33 MHPBOHAYAIIHO JIeueHne Ha acTMa. JIO3HpOBKATa HA CHCTABKHTE Ha CHMOMKOPT
€ HHIMBMAyanHa H TPAOBA la ce KOPHTHPa B 3aBHCHMOCT OT TexecTTa Ha 3abonasanero. Tosa TpsabGsa ja ce
HMa [IPSABK] HE CaMO [IPH 3ano4YBAHE HA JieHeHHE ¢ KOMOHHHpaHH MperapaTH, HO H NIPH KOPEKLMA Ha
MIOMIBPKAIOTO JieYeHHE. AKO MY JaJleH MALHEHT € HeoOX0IHMO CHYETAHHE OT AO3H, PARIHYHO OT
HATHYHWATE B KOMOHHHpAHHWTE MHXANATODH, TpA0Ba Aa Ce NPEANMINAT OTACSITHH HHXaNaTOpH Ha
p2-ampeHOpeLIeNTOpHE MHMETHIH H/H/IH KOPTHKOCTEPOUAH B CHOTBETHHTE JI03H.

Hosara Tpabea fa ce THTpHpa A0 Hali-HACKATA, IIPH KOATO CE NMOCTHTa ePHKACCH KOHTPOJ HA CHMITTOMHMTE.
CecTodHMeTO Ha MalMeHTHTe TPAGBA Ja ce NMPEOLEeHABa PEJOBHO OT JIEKAPA, NPEIITHCAN UM
NEYEHHETO/ICKYBAIlHA MM JICKap, 32 Ja € CHI'YPHO, Ye fo3upoBkata Ha CHMOHKOPT 0CTaBa ONMTHMANIHA.
Koraro ce nocturue ApIrocpoyeH KOHTPOJ Ha CHMITTOMHTE B Half-HHCKaTa NPenopbYaHa /03, ClieJBallara
CTBITKA ¢ JA ¢ ONUTa MOHOTEPANHA C HHXAIATOPEH KOPTUKOCTEPOHS.

C'bI]IeCTBYBaT ABa 1oaxoaa 3a JIe4YeHHE Cre CHMﬁHKOpT:

A. Topaspxamo seuenne cbe CambukopT: CUMOHKODT ce MpHEMa KATO PEAOBHO MOATBPHKALIO
JieYeHHe IUTIOC OTAEEH Obp3oaeiicTBaly OpOHXOAUNATATOP KATO ,,CIACHTEITHO JIEKapCTBO™.

b. Tloambpaxamo M ofnexvasamo CAMITOMHATE Jieuenne ¢be CumbaropT: CHMOHKOPT ce mprema
KaTo pEACcBHO NNOAOBPXKAID JCYEHHS, KaKTO H , JIPH Hym,ua” [IpH mosABa Ha CHMITTOMH.

A. IMoarnpxame Jedenne cre Cuméukopt

IlaimenTrTe TpaOea na ObAAT CHBETBAHH BHHATH JIa HOCAT CBC cebe CH KaTo ,,CIACHTEITHO JIEKapcTBo™
OTAeTHHA cH OBp30ASHCTRAL OPOHXOAUIATATOP.

Ilpenopvyumentu oosuposxu:

Buw3pacmuu (na ev3pacm na u nad 18 200unu). 1-2 iHXanaumu 2 weTH qHEBHO. [IpH HAKOH NalIMEHTH MOXKE
na ca HeoOXOMMH 0 MAKCHMYM 4 HHXAJIAIHA IBa [THTH JHEBHO.

FOnowu (na ev3pacm om 12 do 17 zedunw): 1-2 uHxanaluy 2 0LTH JHEBHO.

B obuuaiinarta npakTHka, KOrato ¢ 2 HHXanallid JAHEBHO CE TIOCTHTHE KOHTPON Ha CHMIITOMHTE,
THTPHPAHETO JI0 HAH-HUCKATA eHUKACHA 1032 MOXKE A BITIONBA NpHeMaHeTo na CHMOMKOPT eIHOKpaTHO
ZIHEBHO, KOTATO, CNOpe]| MpeNUCBallHA T0 IeKap, 33 NOAAbPKAHE Ha KOHTPOIA HA CHMIITOMHTE INE €
HeoOXoMM ARIrofeiicTeal GPOHXOJIIATATOP B KOMOHHALMS ¢ HHXANATOPEH KOPTHKOCTEPOHL.

VeemmuaraneTo Ha ynotpebara ua otneneH 6bp3oaeiicTeam OpOHXOAKHAATATOP FOBOPH 3a BJIOIIABAHE Ha
noIeKamoTo 3adonsBaHe H HaJara MPeoLeHKA Ha IEYSHHETO Ha acTMaTta.

Heya (na ev3pacm na u #ad 6 200unu). 3a TeyeHHe Ha fietia Ha BE3pacT 0T 6 Ao 11 roAWHH € HanH4Yen
JIeKapcTBEH MIPOAYKT B mo-HUCKA mo3a (80 mMukporpama/4,5 MHKporpaMa/HHXaIalMe).

Heya na ev3pacm nod 6 200uny; TIopaJy HATHYHETO HA OTPAHHYCHH NAHHH, IPANOKEHHETO Ha CUMOHKOpT
I[PH AeLa Ha BE3pPACT NoA 6 TOJUHH He ¢e MPEeNophyBa.

B. llonaspixamo B 061eKIaBamo CAMOTOMHETE JieueHne Che CumbukopT
l'IauHeHTme npaemar ©KEAHEBHO NOATBpAKama J03a CHMOKKOPT H B JOMBJIHEHHE NPHEMAT CHMﬁmcopT

Ipu nauyetTa, npueMany CAMOHKOPT KaTo 06JIeKYaBalllo CHMITTOMHTE JIEKapCTBO,
ynotpeba npH OpPOHXOKOHCTPHKIMS, NPEAM3BHKAHA OT AJIEPreHH HIH GH3HIECKH YO
o6CBAM OT NeKaps U MALMeHTa; penopbyYMTeHaTa ynorpeta Tpa6ea Ja OTIHTA TecT l
CITy9ai Ha YecTa Hyxaa ot Oporxomunatalms Oe3 ChOTBETHA HYXKIa OT MOBHIIEHA A0K)

KOPTHKOCTEPOUAH, TPAOBA [1a € H3MOI3BA ANTEPHATHBHO 00eKYaBallo CHMIITOMHTE n R[] cﬂrpﬂ7
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[ogaepkaiioTo u 06/1eK4aBaIIOTO CHMINTOMHTE JTeueHHe cbc CambukopT TpabEa Aa ce uMa Mpe/IBHIL,
0cobeHO TPH NALHEHTH C:

. HenocratsueH KOHTPOI Ha acTMATa M 9eCTa HYK/1a OT NPHeM Ha o0eK4aBaiy CHMITOMMTE
MeTHKaMEHTH.
. Exzauepbauuu na acTMaTa B MHHAIOTO, KOKTO Ca HANAraTH MEHIIHHCKA HaMeca.

Ipn mauKesRTHTE, KOUTO YeCTO CH NpaBAT rojisM 6poii Haxanauun cbe CHMOHKOPT ,TIPH HyXna”, ©
Heo0XO0IUM CTPOr KOHTPOJI 32 PA3BHTHE HA AO303aBHCHMM HEXKETAHH PEaKLHH.

Ilpenopvyuumennu dozuposxu: _
Buvspacmuu u ionowu (na ev3pacm ua u nad 12 200uny): TIpenopEuUTEIHATA NOHMPOBKA 34 NIOANBPKAII0
NeyeHune © 2 HHXANALMA THEBHO, TIPHETA WM KaTo | MHXAaNallid CyTPHH U | HHXANAUMA BeYep, KA KaTo

2 HHXANAlMH HABEIHBXK — UM CYTPUH, wiH Bedep. [Ipy HAKoH NAIHEHTH MOXe 1a € MOJXO0AALI0
MOAXBPKALIOTO JIEYCHHE B 71033 2 HHXaNalUMA 2 TBTH AHeBHO. IIpA mosBa Ha CHMITOMM HAUMEHTHTE CITC/IBa
Ad CH MpaBAT | JONMBTHUTETHA HHXANALMA ,,[IPH HyXAa”. AKO CHMITTOMHTE NPOIb/DKaBaT 1oBede OT
HAKOITKO MHHYTH, Clie/iBa 1a C€ HanpaBu AOMeJHKTENHA uHxanaud. Haseausxk He TpaORa aa ce npapsat
MOBEYE OT 6 HHXANAI[HH.

O6HKHOBEHO He ca HeOoGXOMHMMH ToBeye oT 8 HHxanauux obwio 3a IEHA; 3a KpaThK [IEPHOR OT BpeMe, odbaue,
MOFaT Aia C€ HanpaedT qo 12 HHxanague o01o 3a aens. [lanpeHTiTe, KOHTO CH MPABAT Hajx 8 HHXAIALHM
JAHEBHO, TpA0Ba 12 6LaaT CHBETBAHH A3 MOTHPCAT MEAHUHHCKA roMoil. Te TpsOBa 1a GbaaT NpeolcHEHH H
NOJABPXAIIATA HM TEpAnHs - MPEOCMHCITCHA.

Heya (na 6v3pacm nod 12 z00unu): Tlpu fena He ce NpeNMopbYBa Aa C€ NPOBEXA MOANBPXKAINO H
00JIeK4aBAII0 CHMITOMUTE NeueHHe Ch¢ CHMOHKOPT.

XOBB
Ilpenopvuumennu dozuposxu:
Bw3pacmnu: 2 vaxananmu 2 bTH JHEBHO.

O6ma andopmanan

Creyuannu zpynu nayuenmu.

Hsama cneumanna H3HCKBAHHUA 33 AO3HPOBKATA [IPH [ALMEHTH B CTApuecKa Bb3pacT. Hama maHnu 3a
ynotpebara Ha CHMOHKOpT NPH NaLMeHTH ¢ YepHoApoGHa wiu 6b6peuHa HegocTaTEUHOCT. [loHexKe
GyaesoHun H HOPMOTEPON ¢€ ETUMHHHPAT OCHOBHO upe3 MeTa(oMM3NpaHe B YepHHSA Apob, IIpH MALHEHTH ¢
TeXKKa 4epHOAPOOHA 1HPO3a MO3KE Ja Ce 04aKBa MOBUIIABAHE HA eKCTIO3HIHATA,

Haunn na npunoxenue

Hucmpyxyuu 3a npasunnama ynompeta na Cumbuxopm Typbyxaiep:

CumGuxopt TypOyxanep npencTaBiaBa HHXANATOP, YHETO JEHCTBHE 3aBUCH OT BB3AYIIHHA MOTOK NPH
B/MIIBaHE, KOETO 03HAYaRa, Y€ KOraTo MalMeHTHT BAHINBA Npe3 MYHAINYKA, JICKAPCTBOTO CE YBIHYA B
AMXATETHHTE IIBTHILA OT BAAIIAHHA Bh3IYX.

Bbenexxa: Baxuo e nanueHTHTe fa ObaaT HHCTPYKTHPAHH;

. BuuMareaHo Aa IpodeTaT HHCTPYKIMHTE 3a yNoTpeba B HUIHYHATA ¢ BCEKH HHXAIATOP IHCTOBKA 34
malyeHTa.

. Ja BAMIIBaT CHIHO K ABACOKO Tpe3 MyHAIIYKA, 3a JIa € CHTYPHO, ve no Genure apobose pocTura
OOTHMAJIHA J034.

Huxora na He H3aMIUBAT pes MyHALIYKA.

Cnen ynotpeba, aa Bpbilat Kanavero va Cumbukoprt TypOyxanep Ha MAcTo.
Cnien HHXanHpane Ha OATbPKALIATA CH 1033, A2 H3MIAKBAT YCTaTa CH ¢ BOJA, 34
OT pa3sBHTHE Ha OpodapHHreaaHa KaHAUA03a. AKO ¢e pa3BHE opodapUHreaHa K
HAMEeHTHTE TPAQRA 2 UINIAKBAT YCTATA CU © BOJA W CIICH, WHXANAUMKTE ,,TIDH




[Topaax MankoTO KOHYECTRBO Ha MOMYYaBAHOTO JISKAPCTBO, IPH H3non3eaHe Ha TypOyxanep nanMeHTsT
MOKe Jja HE YCelna BKyca My.

4.3 IporuBonokazanny

CBpBX4yBCTBHTENHOCT KM AKTHBHHTE BELIECTBA WIH KBM MOMOILHOTO BEmECTBO, H30pOEeHO B TO4Ka 6.1
(1aKTO3a, KOATO CHAbPXKA MATKH KOJIHYECTRA MICYHHM NIPOTEHHH).

4.4 Croeusanms NpexynpexaeHus U NpeIIA3HH MEPKA OpH ynorpeba

IIpenopwxa 3a go3MpaHe
Crnea kaTo CMMITTOMETE Ha ACTMATa 6baT OBIAJCHH, MOXKE 1A C& HMA NpeaBH,I IOCTETIEHHOTO HAMAIABAHE

Ha f103ata Ha CumGHKopT. ITpn noHKaBaHETO HAa JO3MPOBKATA € BAXHO NAMEHTHTE Ja MHHABAT Ha
peaoBHH nperneay. Tpabea aa ce w3monspa Hali-Hickara edexTHRHA Jo3a CHMOHKOpPT (BK. ToukKa 4.2).

Haunen'm're 'I‘pﬂﬁBa Ja 6’B)laT CBEBCTBAHH BHHArH 0a HOCAT Y cede cH HHXAJIaTopa CH 3a JICYCHHE KaTo
»CTIACHTENTHO JIeKapcTBO™ — KK CuMOMKOpPT (32 NALKMEHTH ¢ 4CTMa, KOUTO H3moI3BaT CHMOHKOPT KaTo
NOAABLPKAII0 M 0bneKkyaBallo CHMIITOMMTE JIEUEHHE), Wik OTAeeH Gbp3oneiicTramm 6poHxoaunararop (3a
BCHYKH NMALHEHTH, KOUTO H3MO3BaT CUMOHKOPT CaMO KATO NMOMABPKALLO NeHeHAES).

Ha nauuentrTe Tpabea na ce HANMOMHA A TIPABAT HHXATALHHTE CH ¢b¢ CHMOHKOPT TaKa, KaKkTO ¢4
OPEATTHCAHH 33 TIO/UTBPXKALIO JIEUEHHE, JIOPH H 12 ¢4 aCHMITTOMHH.

3a fja ¢e HaMa| PHCKET OT Pa3BHTHE Ha opodapHHreanHa KaHAHIo3a (Bk. Touka 4.8), mauueHThT TpaOBa 1a
Ce MOCHBETEA 1A M3NJIAKBa YCTATA CH © BOoJa Cl1efl BCAKA HHXalallia Ha NoZtkpskama no3a. AKo ¢e paiBue
opodrapuHreaTHa KaHIHIO34, MAHEHTHTE TPA0BA 4 M3MUIAKBAT YCTATa CH C BOJA H CIIe]l HHXANALMHTE ,,TIpH
HyKma”.

l'[penop'hr-ma €€, IPH CIIHpaHe HA Ne4YECHHETO, TOBA Ja HE CTaBA PA3KO, a A03aTa Ja CC HaMa/IABa MOCTENCHHO.
ITxarOTO OTHEMAaHE Ha HHXAIATOPHUTE KOPTHKOCTECPOHIH HE ’Ip}IGBa Aa ce 0OMHCIA, OCBEH aKo BPEMCHHO
HE C€ H3HCKBA, 3& Ja & IOTBBPAH JHArCHO3a ACTMA.

Browasaue Ha 3a6onaeasero

Ilo Bpeme Ha JiedeHHeTO cb¢ CHMOHKOPT MOXKE Ja Ce PA3BHAT CEPHO3HHM HEKEAHH PEAKIIHH, CBBP3aHH ¢
acTMara, H ex3auepbauuu. [Tanuentire TpaGBa Aa ObAAT NpeyNpekKIaBaHH A3 NPOARDKAT JISHEHHETO CH,
HO 12 MOTBPCAT MEAUUMHCKA IIOMOIII, 4K0 CJIEH 3alI0YBAHE HAa JedeHHe ¢h¢ CHMOHKOPT CHMITTOMHTE MM HE
C€ MOBJIHABAT HITH CE BIIOIIABAT.

AKO nafieH MAlMEHT CMATA, Y€ JIEUCHHETO My € Hee(HKacHO, WM HAIBHIIABA MAKCHMAJIHATA
NpenopEUMTeta AHeBHA 032 CuMGHKOpT, TPA6Ba ja NOTEPCH MEAMIMHCKA IOMOI (Bxk. Touka 4.2).
BrezanHoTo H nporpecHBHO BIOMAaBaHe Ha KOHTpoJia Ha actMata win XOBB e moTeHIMamso
XHBOTO3aCTPALIABALIO, ¥ NALAEHTET TPAGEa Aa 611e NpeotieHen criemno. B nogo6Ha curyauus Tpsbsa na
€€ UMa MpeABHA HEOOXOMMOCTTA OT HHTeH3H(HLMPaHe Ha KOPTHKOCTEPOHAHOTO IeUeHHe, HanpHMeD upes
NPOBEKAAHE Ha KyPC C NEPOPANHH KOPTHKOCTEPOHIH HITH Ype3 aHTHOHOTHYHO JICYeHHE, aKo HMa TaHHH 33
HHpekms.

Jleuennero cue CumbukopT He TpAGRa Aa ce 3ano4Ba B nepuo/ Ha 000CTpSHe, HA 3HAYMMO BIOINABAHE
CHMIITOMMWTE HITH Ha OCTPO BIIOLIABAHE HA acTMATA.

IlpemMuHaRaHE OT MIEpOpANHA TEPAIHA
AKo MMa MpHYHHA JJa e Tperionara, ye HapObrOpeunara GyHKIHS MOXKe Jla € HApYIIeHa B
NPEANIECTBAIIO JIETEHHE ¢ KOPTHKOCTEPOHAH, IPEMHHABAHETO KbM JleueHHe ¢s¢ CHMOHK:
OCBINCCTRABA C NIOBHIIEHO BHUMAHHE.

HonsuTe 0T HHXaNATOPHOTO JieueHHe ¢ Oye30HHT OOHKHOBEHO HAManaBa HeoOXoIHuMoC
NepopaiHd KOPTHKOCTEPOKIH, HO NMAIHEHTHTE, MPEMHHABAIIH OT IEPOPANHH HA HHXAJIAT
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KOPTHKOCTEPOHIM MOXE 14 OCTAHAT TPONE/DKHTENHO BPeME C TTOBUILIEH PHCK OT HAPYTIABAHE Ha
Han6OpedHHA pesepn. BracranoBsBaHeTo clieal CIMpaHe HA EPOPATHA KOPTHKOCTEPOHIHA TEPAITHA MOXE
Jia OTHEME 3HAYHTETHO BPEME H CMESA0BATEMHO, TPH MAUHEHTHTE, 3aBHCHMH OT NepopaliHa
KOPTHKOCTEPOHHA TEPANKA, KOHTO CE MPEeXBLPIAT Ha HHXANATOpeH OyAe30HHA, PHCKET OT HapylleHa
Han6u0pedna GyHKIM MOKe [1a OCTAHE 3a 3HAYMTENCH nepuoy oT pemMe. [pu Takupa obcToaTencTaa,
dyHKIHATA HA OCTA XMIOTATaMYC-XMNIOQH3a-Han6EOpex Tps6Ba Aa ce NpocIeasBa PELOBHO.

[o BpeMe Ha NpeMHUHABAHE OT MepopaHa TepanuA KbM CHMOMKOPT, 0OMKHOBEHO 1€ C€ NPETLPIH [10-
HMCKO CHCTEMHO KOPTHKOCTEPORIHO JIEHCTBHE, KOETO MOXKE Jd IOBEAIE /IO TIOSIBATA HA AICPTHYHH HIIH
ApTPHUTHH CHMIITOMH, KATO PHHMT, eK3eMa M MyCKYJIHa H cTaBHA 6onka. 3a Te3n CECTOSHMA TpAGBa na ce
3al104He criemHdHYHO nevente. Tpatea na ce nogosupa edet Ha obma
TMHOKOKOPTHKOCTEPOHAHAHENOCTATEYHOCT, aKO, B PEAKH CIIy4aH, ¢¢ MOABAT CHMIOTOMH KATO YMOpa,
riasobonue, raneHe ¥ NoBpeIaHe. B Takna cllyyan noHsKora ¢ HeoGX0IMMO BpeMEHHO MOBHILIABAHE Ha
103aTa Ha NEPOPATHIA [NTIOKOKOPTHKOCTEPOH.

TloMoIHu BeliecTBa

Cumbukopt Typbyxanep cuabpska naktoza MoHOXuapat (< | MEZIMIpaM Ha aHxanaums). OGHKHOBEHO TOBa
KOMUECTBO HE NPHYHHABA NPoGieMI IPH X0paTa C HETIOHOCHMOCT KbM JlaKTo3a. IIoMOIHOTO BemecTBO
NaKT034 CHABPKA MAJIKO KOJHMYECTBO MIIEYHH MIPOTEHHH, KOMTO MOTAT a4 NPeAU3BHKAT Pa3BHTHE Ha
aneprHYHH PEAKHHH.

BaauMonelicTBHe ¢ IpYTH J€KADCTBEHH NPOAYKTH
Tpabea na ce u36aTBa EHOBPEMEHHOTO JleYeHHE ¢ HTPAKOHA30J1, PHTOHABHP HITH APYTH MOIITHH

nnxubuTopn Ha CYP3 A4 (Bxk. Touka 4.5). AKO TOBa HE € BE3MOKHO, HHTEPBANLT MEXKAY MPHEMHTE Ha
B3aHMOJNCHCTBAIKTE CH MEMKAMEHTH TpabBa fa e MaKCHMaIHO FeTEr. He ce mpenopbuba MOMIBPKAILO H
00/1eKyaBallo CHMITTOMHTE JieueHHe Ch¢ CHMOHKOPT TIPH NAlHEHTH, H3MOJI3BAIIA MOLIHH HHXHOMTOPH Ha
CYP3AA4.

BuumManve OpH onpeneneHy 3abongBanug

CumbHKOpPT TpAGBa fa ce MpHIIara ¢ MOBHINEHO BHUMAHKE NIPH NAHEHTH C 'mpeo'romm(ma,
¢eoxpoMonHTOM, 3axapeH qHabeT, HeneKyBaHa XHIIOKANHEeMHA, Xunieprpodeaia 00CTPYKTHBHA
KapJHOMHONATHA, HIHOIIATHYHA NOAKIIANHA A0PTHA CTEHO34, TEXKKA apTepHalHa XMIICPTOHMSA, aHEBPH3MA
HIIH APYTO TEXKO CHPASIHO-CHACBO 3a00JABaHe KaTO HCXEMHYHA OoNecT Ha CHPLIETO, TAXHAPHTMHA HITH
TEKKA ChPACHHA HENOCTATHYHOCT.

C nosxiIeHO BHAMaHHe TPAGBA 1A Ce MOAX0XK/Aa NPH JIEYeHHE Ha TIALHEHTH ¢ yasipkeH QTc HHTepRail.
CamusaT opMoTepon MOKe Aa Ipenu3BHKA yOBDKaBake Ha QTc uHTepBana:

BB BHCOKH 1031 Pr-afipeHOPELIENTOPHUTE MUMETHIIH MOTAT JIa NPEAH3BHKAT Pa3BHUTHETO Ha [IOTEHLHATHO
CepHO3HA XMIoKanuemus. EqHOBpeMEHHUAT NpHeM Ha fr-apeHOPELENITOPHH MAMETHIIH C JICKAPCTBA,
KOMTO MOTAT /1a IPEAN3BHKAT XHIOKATHEMHUSA WIH Ja MOTEHIMPAT XHTIOKATHeMHYEH edexT, Hanpumep
KCAHTHHOBM NPOH3BOIHH, CTEPOHIH H JAHYPETHIIN, MOKE 1A 3aCHITH BE3MOXKHHA XHIOKATHEMHYCH edekT Ha
Pz-anpenopeuenropams MuMeTHK. ITpenopbUBa ce Aa ce MOAXOXKAA ¢ 0coBeHO BHUMAHHE [IPH JICUSHHE Ha
HecTabW/THA acTMA C MPOMEHITMEO H3M0/13BaHE Ha GPOHXOTHIATATOPH KaTO ,,CTIACHTENHO JICKAPCTBO”™ K IPH
OCTpa TEXKKa aCTMA, MOHEKE PHCKBT MOXKE 13 CE YBEJIHYH B PE3yITaT Ha XHIIOKCHATA, U NPH APYTH
CBCTOAHHS, TIPY KOWTO BEPOATHOCTTA 32 Pa3BUTHE Ha XHIIOKANHEMHA ce NoBuimasa. B nogo6HH ycnosus ce
MpenopryBa fa ce cleqH CEPYMHHUAT KATHIi,

C€ HMa NpENBHA AOITBIHHTEICH KOHTPON Ha KPEBHATA 3axap.

HeofxomuMocTTa OT IeHEHHETO H IO3HPOBKATA HA HHXANATOPHHTE KOPTHKOCTEPOHAH
NpeoLeHeHH TIPH NIaLHEeHTH ¢ aKTHBHA HITH JJaTeHTHa GemoapoGHa TyGepKkynosa, reou
VHEKIHH Ha JHMXaTeHUTE TETHILA.

CucreMHH edekTH



' Ilpu npunoxenne, Ha KOHTO U ja € HHXANATOPEH KOPTHKOCTEPOH, MOTAT Ja Ce PA3BUAT CHCTEMHH e(EKTH,
ocofeHo NpH NpeANHCBAHETO MY BBE BHCOKH J03H 32 NPOABIDKHTENHO BpeMe. BepoATHOCTTA 3a pa3BHTHE Ha
TAKHMBA €)EKTH ¢ MHOTO MO-MAJIKa PH HHXANATOPHO NPHICKEHHE, OTKOIKOTO TPH JiedeHHe ¢ IepOpaiHH
KOpTUKOCTEepouad. BramokuuTe cHeTeMHH edekTH BmousaT canapom Ha Cushing, KeIIHHTOHOEH
xabuTyc, Han6sOpeyHa cynpecus, 3abapgHe HA PacTeXa NPH JELA U IOHOLIH, OHIKABaHE Ha MHHEpalHaTa
KOCTHA ILTBTHOCT, KATAPAKTA H TM1ayKoMa H [IO-PAJIKO PeaMLa NCHXOMOTHIECKH HIH ITOBEICHYECKH edeKTH,
BKJIIOYHTETHO NCHXOMOTOPHA XHIIEPAKTHRHOCT, HapyIIEHHE Ha ChHA, 6€3M0KOMCTBO, NETPECH HITH arpecks
(ocobeno nmpu gena) (Bx. Touka 4.8).

Tpabra na ce uMat npeaRUA NOTEHUHANHNATE edeKTH BEPXY KOCTHATA ILTFTHOCT, 0COOSHO NPH NAllHEHTH Ha
JIe4YEHHE BBB BHCOKH JI03H 32 NIPOIB/DKHTENHO BpeMe H ChC CHITHTCTRBAINN PHCKOBH (DAKTOPH 3a pasBHTHE Ha
ocTeonoposa. JLArocpoyHrTe NpoyYBaHHA Ha edeHHe ¢ HHXaaaTopeH OyAe30HH N NIPH JieLa Ha cpefiHa
JuesHa noza 400 Makporpama (HaMepeHa /103a) HIH IPH B3pAacTHH HAa JHeBHA fo03a 800 MHKporpama
(M3Mepena mo3a) He NOKa3BaT 3HAYUMH eeKTH BEPXY MEHEpAIHATA KOCTHA IUTBTHOCT. HAMa HanuuHa
HH(opMAaLHi OTHOCHO edexTa Ha CHMOHKOPT B I0-BUCOKH AC3H.

IIpn ccTeMHO H IOKANHO MPHAOKEHHE HA KOPTUKOCTEPOHIH Ca BB3MOXHH ChOGIIEHNS 38 3PHTEIHH
CMYIIEHHA. AKO MPH NALHEHT ¢a HATHIE CHMIITOMH KATO 3aMBIJIEHO 3IPEHUe WITH APYIH 3pHTE/IHH
CMYINEHHA, TAUHEHTHT TpAGBa Jia O'hle HACOUEH 33 KOHCYNITAIIM ¢ OQTAIMOJIOT 33 OLICHKA HA BB3MOXHHTE
MPHYHHH, KOHTO MOTAT [a BKJIIOYBAT KATAPAKTA, FIEYKOMa WIH peIKH 3a00/19BaHH KATO LEHTPATHA
cepo3na xopuoperraonatua (LICX), 3a xouTo ce cbo0laBa clie] CHCTEMHO H TOKATHO H3MOJI3BAHEe HA
KOPTHKOCTEPOH/IH.

Hanbu6peuna dysikims

JleueHHETO ¢ NOTBIHHTEIHATE CHCTEMHH KOPTHKOCTEPOHAM HITH mmanaTopeH Oy ae30Hua He TpsORa ja ce
CIHpa pA3KO.

ITpoaBIKATETHOTO NCYeHHe C BHCOKH JI03H HHXAJIATOPHH KOPTHKOCTEPOMH, O-CIELHAJIHO C TT0-BUCOKH OT
NMPENOPLUMTETHHATE NO3H, CBINO MOXKe fa AOBSAC 10 KIHHHYHO 3HAYHMA aJApeHATHA CynpecHH.
CnenoparenHo, o Bpeme Ha NEPHOIM Ha CTPEC KATO TEKKH HHMEKLHHE HWIH IUIAHOBH ONepallaH TpabBa 1a ce
HMa TPeABH] NOITBIIHATEIHO CHCTEMHO o0e3nedaBaHe ¢ KOPTHKOCTEPOUIH. brp3oTo HamanseaHe Ha Kozata
Ha KOPTHKOCTEPOHAMTE MOXKE Nia OTKIHOYH OCTpa HaadbOpeyna HemOCTaTEIHOCT. beslesnTe H CHMNTOMHTE
Ha ocTpara HanGBLOpedHa HEIOCTATEIHCCT MOTAT A4 €2 HEACHH, KATO MOTAT [a BKMIOLRAT aHOpeKcnsd, Sonka
B KOpeMa, 3aryba Ha Terno, OTHagHaIoCT, T1aBo00IHe, rajeHe, MOBPBINAaHe, NOATHCHATO Ch3HAHHE,
rbPYOBE, XHITOTOHHA H XHIIOTJTMKEMHIL.

Ilapanokcaned GpoHxocmaseM
KaxTto 1 nipu Apyri WHXanaTopHH Teparmii, MOMKE Ja C€ pa3BHe NapafoKkcalleH OpOHXOCTa3bM ChC 3aCHIBAHE

Ha XPHIIOBETE H 3a1yXa HEMOCPEACTRBEHO Clefl mpHema. AKo NauueHT NoIy4H napajaokcanen GpoHxocmasbm,
npuiokerneto Ha CUMGHKOPT TpGBa Ja ce npexpaTd He3abaBHO; CHCTOAHHETO Ha MallMeHTa TpAbBa fa ce
MPEOLIEHH M, aKO TOBA € HeobXouMo, fia ce 3aMoyHe anTepHATHRHO Jeuenue. [lapanokcainust
GpOoHXOCTIa3BM Ce MOBTHABA 0T GBP30ASHCTBALL HHXaNaTopeH OPOHXOAMIATATOD H TPAOBA 1a ce JieKysa
He3abaBHO (BX. Touka 4.8).

IenuaTpuysa NOMYAAIMs
IIpenops4Ba ce TIPH Aela, KOHTO ca Ha NPOXBJUKHTENHO JIeYeHHE ¢ HHXANATOPHH KOPTHKOCTEPOHIH,
penosHoO 11a ce cnelH pueThT. [Ipu 3abaBaHe Ha pacTexa, iedenreTo TpabBa aa 6BA¢ NPEOLUEHEHO ¢ LEN
HaMalABAHE Ha NO3HPOBKATA HA MHXANATOPHHTE KOPTUKOCTEPOHIH A0 HaH-HHCKaTA 11034, [IPH KOATO C¢
moIABPKA e(peKTHBEH KOHTPOJI HA ACTMATA, aKO TOBA € RB3IMOXHO. BHUMaTenHo Tpabea ga ce npeueHsIT
NoJI3aTa OT JIS4EHHETO ¢ KOPTHKOCTEPOMAA H BE3IMOXKHHTE PHCKOBE M0 OTHOLIEHHE Ha 3a0aBIHETO Ha
pactexa. B nomenHenne, Tpabea ma ce HMa NpeIBHI H BE3MOXKHOCTTA 3 TPeHACOUBAHE KM
NeIHATHP-MYIMOJIOT.

OrpaHH4eHH JaHHH OT ABITOCPOYHH IIPOYMBAHKUA COYAT, U B KpaiiHa CMETKa NOBEYETO
JIEKYBaHH ¢ HHXaNaTopeH Oye30HuA, JOCTHIAT TAPIeTHHA CH pheT KaTo Bb3pacTHH. Hal
NIPBOHAYATHO JISKO H MIPEXOIHO H30CTaBaHE B pacTexa (npubnusutento ¢ 1 cM). Tora
ODMKHOBEHO Tpe3 [TbPRATA FOJHHA OT JIEYEHHETO.



Ilonynaums ¢ XOBb :
HsaAma HanH9HH JaHHH OT KIHHHYHE npoyuBaHud c¢we Cumbukopr TypOyxanep npu namentu ¢ XObb ¢

®EO; > 50 % oT ouakBaHKM1 HOpManeH npear Gporxoaunaratop B ¢ PEO:1< 70 % ot ouakeaHus HOpManeH
cien OpoHxoarIaTaTop (BXk. TOuKa 5.1).

Hatmonara ce nopHimeHa YecToTa Ha MHEBMOHHS, BKIIOMMTEHO MHEBMOHHA HANAraa XoCnHTan|3alus,
npu naiMentn ¢ XOBb, kouTo npreMar HEXanaTopHu KOPTHKOCTEPOHAH. HMa HAKOH AaHHHA 32 MOBHINEH
PHCK OT MTHEBMOHHMA NPH MIOBMIIABAHE Ha CTEPOMAHATA 1034, HO TOBA He Ce AeMOHCTpHpa ybenurento B
PaMKHTE Ha BCHYKH NPOYYBAHHS.

Hsama yGenurenno KIHHHYHO NOKA3aTENCTBO 3a PA3IHKH B PAMKHTE HA KJ1aca MEXAY MHXAIATOPHUTE
KOPTHKOCTEPOUAHH TIPOTYKTH, OTHOCHO T'O/IEMHHATA HA PHCKA OT MHEBMOHMA.

JlexapuTe TpAGBa a MPOCIEAABAT 3a BE3MOXKHO PaiBHTHE HA THEBMOHHAA NpH MaumeHTH ¢ XObB, Thil karo
KJIMHHYHATA KapTHHA Ha Te3H HH(EKIHH ce MPSMOKPHBA ChC CUMITTOMHTE Ha ex3auepbauum Ha XObBb.

PuckoruTe GaxTopH 33 nHeBMOHHA pH naimeHTH ¢ XOBB BKIFOYBAT HACTOALIO TIOTIOHOIYIIEHE, 110-
HampejgHana Bp3pacT, HUCHK HHASKC Ha TellecHa Maca H Texkka XOBbBB.

4.5 B3aaMopeiicTBHE ¢ IPYrd JeKapCTBEHH NPOAYKTH B APYrH GopMH Ha B3aEMoAeicTBHE

Dapmarxoxunemuuny 83auModeticmeus

Mounure paxubuTop Ha CYP3A4 (Hanp. KETOKOHA30.1, HTPaKoAAa30/T, BOPHKOHA30]1, M03aKOHA3011,
KJIAPHTPOMMIIHH, TETHTPOMHLIMH, HedazozoH H HIV nporeazun HHXMOWTOPH) MOTAT 3HAYHTEIHO 1a
NOBHINAT TIA3MEHHTE HUBA HA OyIe30HH H eJHOBPEMEHHOTO HM NPHIOKEHHE TpAOBa Ja ce H3barea. Ako
TOEA HE & Bb3MOXKHO, BPEMETO MEX/LY NPHICKEHHETO HA HHXHOHTOPA H IIPHIOKEHHETO Ha Oyae3oHu]
TpAOBa 2 € BE3IMOMXKHO Haji-ahiro (Bk. To4ka 4.4). He ce npenopruBa noaaspxamio H ob/eKyaBailo
CHMITTOMHTE JieHeHHEe Ch¢ CHMOHKOPT pH NALMEHTH, H3MON3BaIH MONIHH HHXHOHTOPH Ha CYP3A4.

Momuuat uaxubHTOp Ha CYP3 A4 ketoxoHaszon, 200 mg BeaHLK AHEBHO, TIOBUINIABA IUIa3MEHMTe HIBA Ha
€/IHOBPEMEHHO NEPOPAIHO MPUIOXKeH GyAe30HIA (€HHHYHA 1033 OT 3 mg) NpHONK3UTENHO WIECT ITBTH.
Koraro kerokonason e npunoxen 12 gaca cnep 6y/1e30H1/, KOHLUEHTPALMATA CE [OBHLIABA CPETHO CaMO
TPH ITETH, KOETO IOKA3BA, Ye CAMOCTOSTEIHOTO TPHWIOKEHHE MOXKE A MOHWKH NOBUHIABAHETO HA
NUIasMeHUTe HHBa. OTpaHHueHH JAHHH 38 TOBA B3aMMOICHCTBHE TIPH BUCOKM AO3H HHXATATOPEH OynesoHu
TIOKA3BAT, U€ 3HAYMTENHO NOBHINARAHE Ha ILIA3MEHHTE HABA (CPEIHO YETHPH ITBTH) MOJKE /14 HACTBITH, 2KO
HTpakoHa3oll, 200 mg BenHbX JHEBHO, ¢¢ MPHIara eqHOBPEMEHHO ¢ HHXanaTopeH Oyae3oHu (€HOKpaTHa
ao03a ot 1 000 mAKporpama).

DapmaxeOunamMuUHu 83aumMooeticaus

Bera-anpeHopeenTopHUTe GI0KepH MOTAT [a OTCAbAT WK Aa HHXHGHpAT edekTa Ha GOpMOTEDOI.
Tlopamu ToBa, CMOHKOPT He TpaGBa Jia ce AaBa eHOBPEMEHHO ¢ - anpeHopeLlenTOpHU OIOKEPH
{BKIIIOYHTE/IHO H KAllKM 33 O4H), OCBEH aKO MPHYHHHTE 34 TOBA He ca 0CODEHO CEPHO3HH.

EHOBpEMEHHOTO JIC4YCHHE C XHHMANH, JHIOMHPAMUJ, MPOKAHHAMEL, (PeHOTHAZHHH, AaHTHXHCTAMHHH
(TepdeHanuH) M TPULMKITHYHA AHTHICTIPECAHTH, MOXKE 4 NIpeAM3BHKa YabDkaBade Ha QTc HHTepBama ¥ na
YBEIMYH PHCKA OT Pa3sBHTHE HA KAMEPHH APUTMHUHK.

B nonsnHenne mpHeMsT Ha L-DOPA, L-THPOKCHH, OKCHTOIMH H aJTKOXO0J1 MOXE Jia Hapy
TONEPAHC KbM fz-CHMIIATHKOMHUMETHIIHTE.

EnHOBpeMEHHOTO NIeYEeHHE ¢ HHXHOMTOPH Ha MOHOAMHHOOKCHIIA3ATA, BKTIOUHTENHO H
CXOJ{HH CBOMCTBA KaTO (PYpPasomuaoH H npokapbaziH, MOKE A NPeAH3BHKA XHIIEPTO



le'l TTAIIWEHTH, MOJIyYaBalii AHECTE3IHA ¢ XaJOreHHpaHH RBIIICBOA0OPOSH, CHLICCTBYBA [IOBHIIEH PHCK OT
PAa3BHTHE HA apHTMHH.

EnnospemeHnoTo NMpHiToskeHHe ¢ APYTH B-apeHEPrHYHA JIEKAPCTBA HITH AHTHXOJNHHEPTHYHH IEKAPCTBA
MOXK€ 14 HMa MOTEHLHATHO aIHTHBSH OPOHXO MIaTHpALl edeKT.

XHIOKATHEMHATA MOXKE Ja MOBHINH CKIIOHHOCTTA 34 pa3BHTHE HA APHTMHH NIPH NALMEHTH, KOHUTO Ca Ha
JICHCHHE CBHC CHPASCYHH INTHKOIHIH.

XHIIOKATHEMHAATA MOJKeE /1A € PE3YNITaT OT Tepanus ¢ f2-aroHHCTH U MoXe Aa Oble NOTeHLHpaHa IpH
€IHOBPEMEHEH MPHEM ¢ KCAHTHHOBY MIPOM3BOAHM, KOPTHKOCTEPOHAH U AMYPETHLH {BXK. Touka 4.4).

He ¢ ycTanoseHo 6yae3oHun H GpopMOTEpon A4 B3aMMOZIEHCTBAT C APYTH JEKAPCTBA, H3ION3BAHH TIPH
NIeYeHAE Ha 4CTMA.

IlenuaTpuyna momynanus
[MpoyuBanus 3a B3aMMONEHCTBUATA Ca IPOBEXKIAHH CaMO NPH BE3PACTHH.,

4.6 DeprraATeT, peMEHHOCT H KbpMeHe

BpemenHocT
JIMncBaT KIMHAYHKE JAHHH 33 €KCTIO3HIHA KbM CHMOHKOPT WM eAHOBPEMEHHO JIeYeHHE ¢ GOPMOTEPOST H

Oynesonnn no Bpeme Ha OpemeHHOCT. JlaHHHTE OT IPOYYBAHUATA 3a eMOPHOETATHO Pa3BHTHE MPH
IUTBXOBE He rOBOPAT 32 HAJIHYHME Ha JOMBIHHTENEH edekT Ha KOMOHHAITHATA.

Jluncpar OCTATEYHO JaHHHM OT ynotpebara Ha opmoTepon Npu Gpementn xeHH. B npoyusanusTa 3a
PeNpoOayKTHBHA TOKCHYHOCT NIPH JKHBOTHH (POPMOTEPOT MIPEJH3BHKBA Pa3BHTHE HA HEXENAHH PEaKUHH
CaMo IPH MHOIO BHCOKH CHCTEMHH €KCIIOZHIEH (BK. Touka 5.3).

Hannrute ot npubausurento 2 000 ekcrosHIMK 1Mo BpeMe Ha OPEMEHHOCT HE TOBOPAT 3a IIOBAIICH
TEPaTOre¢HeH PHCK, CBBP3aH ¢ IMPWIOKEHHETe Ha HHXanaTopeH Oyaesonns. OT Mpoy4YBaHHATA NIPH XHBOTHH
UMa JaHHH, Ye DIIOKOKOPTHKOCTEPOHINTE TIPESH3EUKBAT Pa3BHTHE HA MaidopMaiiMi (B, To4Ka 5.3).
IIpensua npenopEHATENTHUTE JO3H, HE CE OYAKBA TOBA J1a € OT NPAKTHYECKO 3HaYeHHE [IPH XOpa.

IIpoy4BanusTa IPH XKUBOTHH MOKA3BAT CHIUO TAKA YYACTHE HA MOBHIIEHHTE [MIIOKOKOPTHKOCTEPOUIHH HHBA
OPEHATANHO B NOBWINABAHETO HA PHCKA OT MHTPAYTEPHHHA PeTapJalis Ha pacTeXa, pa3BHTHE Ha
ChPACYHO-CHAORH 3a00/19BaHHA H TPaitHK IPOMEHH B I'bCTOTATA HA IMIOKOKOPTHKOHAHMTE PELSITOPH,
HEBPOTPAHCMHTEPHHA TPHOBBP H POMEHH B TIOBSICHHETO TIPH EKCIO3HIIMH IO/ TEPATOreHHHA 10308
Tpar.

[To BpeMe Ha GpemenHocTTa, CHMOHKOPT TpabBa Aa ¢e H3NOa3Ba CAMO TOABA, KOTATO MOJIZUTE HA/BHIIABAT
HNOTeHIHANRUTE pickope. Tpabra aa ce nanonsea Haii-Huckara epukacHa qo3a Oynezonna, Heobxoauma 3a
NOAIbP:KAHE HA AACKBATEH KOHTPO! Ha 4CTMATA.

Kspmene
Bynesonun ce ekckpeTHpa B kbpMara. [1pu TepaneBTHYHH 1030 06ade, He ce 049AKBAT eheKTH BBPXY

KbpMaueTo. He e H3BecTHO nanH npu xopa GopMOTEPOI ce eKCKpeTHpa B kbpMara. IIpH Iibxose B MIIAKOTO
Ce OTKPHBAT MAJIKH KoNHuecTRa dopMoTepon. [Ipuiokerune Ha CHUMOHKOPT MPH XEHH, KOHTO KBPMAT, MO3Ke
71a ce HMa IpeIBHA caMo ToraBa, KOraTo OUaKpaHaTa MoJr3a 3a MalikaTta HaJBHIIAaBa BE3MOXKHHATE
JAETETO.

QepTUnuTeT

JIuncBaT faHHH 32 noTeHIMANHAA edeKT oT yroTpeGara Ha Gyae30HHA BEPXY (epTH
38 PeNMpPOAYKTHRHA TOKCHYHOCT Ha JOpMOTEpON IPH #HBOTHH, MOKA3BAT JIEKO HAMAJIE
MBXKKH TUTBXO0BE, MPH BUCOKA CHCTEMHA €KCITOZHUMA, (BXK. TOUKa 5.3).



4.7 EdexTn Bupxy ciocoGHOCTTA 32 modHpaHe H paGora ¢ MANIAHA

CHMOHKOPT He NOBITHABA HITH TIOBAWsIEA peHeOpexxuMo crioco0HOCTTa 3a modupane H paboTa ¢ MAITHHH.

4.8 Hexenans JieKapcTBeHH PeaKnEA

TTonexe CumOukopT chappa i Gynesonnn, H GopMoTepo, PH HEI'O MOTAT /1a CE Pa3BHAT CHUIHTE
He)KeNaH! PEaKkL|U KaTo chodmarauuTe 3a Te31 BelllecTra. [IpH eAHOBPEMEHHO NPUIIOKEHHE Ha IBETE

CBCTABKH HE € Ha6mo,uana1-10 PAa3BHTHE HA HEKEIAHH PEaKIHH ¢ TOBHIICHA JeCTOTa. Haii-uecture, CBBP3dHH

C NIeKapCTBEHHA NIPOAYKT HEXKENaHH PeakiHK, ca (apMaKoIOrHiHO MpeIBHAUMH HEXKEIaHK PEAKIHH Ha
JIeYEeHHETO ¢ Pr-aApeHOPELIEATOPHN MEMETHIM KAaTO TpeMop M manmutauuy. Te o6HuaiiHo ca JIEKH H
00HKHOBEHO H34€3BaT B paMKHTE Ha HAKOIKO JTHH OT HAYANOTO Ha JCUEHHETO.

Heskenanwrte peakumu, cpbpp3aHu ¢ npueMa Ha OyzaesoHua WIH QOpMOTEpOJ], ca IPEACTABeHH NO-A0.Y,

I'PYTIMPaHA [0 CHCTEMO-OPraHHH KIAcOBe M 4€CToTa. UecTOTHTE ce Me(HHHpAT KaTo: MHOro YecTd (2 1/10),
qectd (2 1/100 go < 1/10), neuects (= 1/1 000 go < 1/100), peaxu (= 1/10 000 10 < 1/1 000) 1 MHOrO peaKH

(< 1/10 000).

MYCKYJHO-CKEJICTHATA CUcTeMa

Tabaana 1
COK YHecToTa Hexe1ana JeKAPCTBERA peaknusd
Hudexupn U uadecrauun Yectn Opodapunrreanna kanauao3a
ITuenmonH# (npu namyenTH ¢ XObb)
Hapymenus na KMyHHaTa Penku BBp3H H KbCHH peakLiy Ha
CHCTEMA CBPBXUYBCTBHTEIHOCT, HAMp. eK3aHTeM,
YPTHKapWs, IPYPUTYC, HCPMATHT, aHTHOESEM U
: aHa(HIaKTHIHHA peaKIii
Hapyimeans na CHIOKpPHHHAaTa | MHoro penkn | Cunapom Ha Cushing, HanOB0pedHa cympecks,
cUCTeMa 3abapgHe Ha pacTexka, MOHHKABaHE Ha
MHHEpATHATA KOCTHA ILTETHOCT
Hapymenus Ha MeTatonusma 1 | Penxu XHIoKaTHeMHA
XpaHneHeTo Muoro peaks | XHNepridkeMus
IcmaHu HapyleHus Hewectn Arpecus, ICHXOMOTOPHA XHITEPAKTHBHOCT,
- : [ Ge3moKOMCTRO, HAPYIIEHAA Ha ChHA
‘MBHoro penku | Jlenpecus, NOBeNeHYECKH NPOMEHH (IpeIHMHO
TPH ICI(a)
HapyureHus Ha HepBHaTa Yecru I'maBobonue, TpeMop
CHCTEMA . Heuectn BueHe Ha cBAT
7 Mpmuoro pearu | Hapymenus Ha Bkyca
Hapymennsa Ha oumte Heuectn 3Jambriaeno 3peHue (Bk. chillo Touka 4.4) |
o - Muoro penkn | Karapakra v riiaykoMa
Cepaeynn HapyHIEHHs YecTu TTannuraniua
Heuectn Taxukapans
Penxu ApUTMHM, HATIP. IPEACEPAHO MEXKJICHE,
HaJKaMepHA TAXHKapAHA, EKCTPacHCTONH
MHoro peaku | AnruHa nekTopHe. Yosmkasane Ha QTc
MHTEpBATIA
ChyaoBH HapyIOeHHd Muoro peak | Konebanna Ha apTepHanHOTO HalaraHe
PecrmapaTopHy, rpbaHn U - Yectu Jleko apa3HeHe Ha I'bPIIOTO, KAlLTHLA, AUC(OHMS,
MEIHACTHHATHH HapYLICHHS BKTIOMHTEIHO JPe3ras rinac r ki
' Penxu Bpouxocniazbm
CromaitHo-upesHH Hapymernus | Hewectn lanene
Hapymennus Ha koxxara 4 Heuectu KpsBonacsnanus
NOAKOKHATA ThKAH
Hapymenus Ha Heuecn MyckynHH KpaMItH
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| M chemUHUTENHATA ThkaH l | |

OpogapuHreanHaTa kaHauM/103a Ce AB/LKH Ha OTJIaraHe Ha JISKapCTBEHHA NpoAyKT B opodapunkca. 3a fa
HaMaJIAT TO3H PHCK, NAallHeHTHTE TpAORa Ja OBAAT CHBETRAHH Cc IPHEM Ha BCsAKA MOJIBPKalla To3a ja
W3IUIAKBAT YCTaTa M ¢ poga. OpodaprnreanHaTa KaHAHI03Ha HHbEKIHA 0GHKHOBEHO OTTOBaps HA
JIOKAITHOTO IIPOTHBOTEOHYHO JledeHue, Oe3 1a € HeoOXoAMMO 4 ce [IPEKPATIRa HHXAaTOPHHA
KOPTHKOCTEPOHA,. AKOQ Ce NOABH OpOdapHHreania Kanara03a, NAIMeHTHTE TpaOBa A2 W3TUIaKBaT YCTaTa CH ©
BOJA H ClIe/l HHXANALWHTE NPH HYXK/IA.

KakTo H MpH JpyrH HHXanATOPHH MeAHKAMEHTH, MHOTO PAAKO — IPH No-Manko oT 1 Ha BCekH

10 000 goBeka, MOke J1a C¢ pa3EHe NapaloKcaleH OpoHXOoCazbM, MPOABABALl CE ChC 3aCHIIBAHE HA
XPHIIOBETE H 3a/yXa HEMOCPEACTBEHO CIIE]l MpHeMa Ha fo3aTa. |lapanokcannust OpoHXOCTIA3bM Cce
MOBIIHARA OT OBP30ASHCTRALIA HHXATATOPHH OPORXOMMIATATOPH M TPAOBA 4 ce NeKyBa HezabasHo.
IIpunoxennero na CumGHKOpT TpaGra fa ce cripe He3aGaBHO, CHCTOSHHETO Ha MALHEHTA Ja c€ [IPEOLICHH H,
aKo TOBa ¢ HEOOXOMAMO, 114 C€ 3aMoYHe ANTePHATHBHO NedeHHe (BXK. Touka 4.4), -

[Tpu npusiokeHHe, Ha KOWTO H J1a € HHXaNaTOPeH KOPTHKOCTEPOH, MOTAT Ja e PA3BHAT CHCTEMHH €(eKTH,
0coBeHO MpH NPEANHCBAHETO My BBB BHCOKH JIO3H 3a IPOABIDKHTENHO BpeMe. BeposTHoCTTa 3a pasBHTHE HA
TAKMBa e(HEKTH € MHOTO II0-MaJIKa, OTKOIIKOTO NPH NeUeHUe C TICPOPaNi KoprukocTepouau. BesMokuure
CHCTEMHH e(eKTH BRITIOUBAT CHHApoM Ha Kpuiuur (Cushing), kbImHHTOHAEH XabuTyc, Hanbs0pe Ha
cynpecis, 3abaBsHe Ha pacTeX MPH Jela M IOHOIIH, IOHWKABAHE Ha MHHEPATTHATA KOCTHA ILUTETHOCT,
KaTapaKkTa H IjaykoMa. Moxe fa ce pa3BHAT H NOBHIIEHA MONATIHBOCT KbM HHOECKIMH H HapyleHa
€rocoBHOCT 3a MpHcHocobaBate KuM cTpec, Tesu edeKTH BepOSATHO 3aBHCAT OT 1103aTa, BPEMETO HA |
SKCIIO3HLHSA, CHITBTCTBANMA HITH NPEIISCTRAII [IPHEM HA KOPTHKOCTEPOHIH H HHIAHBHIY AJTHATA
4yBCTBHTEIHOCT. '

Jleuenuero ¢ Pr-aApeHOPELCTITOPHH MUMETHLIH MOXKE J1a IOBE/IE IO MOBHIIABAHE Ha CTOHHOCTHTE Ha
HHCYJIHHa, CBOOOHHTE MACTHH KHCEJIMHH, TTHLIEPOJIA H KETOTENATA B KPBBTA.

HeauarpHyHa nomynainys
[TpenopBUHTENHO € BHCOUWHATA HA ASUATA, HOMYHUARBAMIH NPOLSLIDKUTEIHO NeHeHHe ¢ HHXANATOPHH
KOPTHKOCTEPOHH A Ce CICAH PENOBHO (B3K. TOUKa 4.4).

CrofinapaHe Ha DOT03UPAHH HEIKETAHH PeaKIIiH .

CrobmasaHeTo Ha MO03UPAaHH HEXKENAHH PEaKLMH Cliel] pa3pellaBane 3a ynorpeda Ha AeKapCTBeHUs
MPOIYKT ¢ BaykHO. TOBa MMO3BOMABA A4 MPOAL/DKH HAOMIOAEHUETO HA CHOTHOLIEHAETO TIO3a/PHCK 33
TEKApeTBSHHA NPOAYKT. OT MEIMUMHCKHTE CISLHAHCTH ¢& HAHCKBA Ja ChOOIMARAT BCAKA TI003MPata
HEIKeJIaHa PeaKius A0 ' 7 ' :

Bbrarapaa
- M3mbimpTeNHa aréHUMA MO ISKapcTEaTa
yi. ,,Jlaman ['pyes” Ne §
1303 Codus
Ten.: +359 2 8903417
yebcaiir: www.bda.bg,

4.9 Hpénosnpaue

~ TlpenosupaHeTo ¢ GopMOTEPON BEPOATHO OH JI0BENO 10 PA3BHTHE HA e)EKTH, KOMTO Ca THIMYHH 34

CBOOLIEHHS OT H30JTUPAHH CITy9aH, Ca TAXHKAPIHS, XMIEPrIIHKEMHS, XHIIOKATHEMH, ¥
HHTEPBAaJl, APHTMHUA, rajicHe H MOBphiaHe. Moxe fa € noka3aHo NpOBEXAaHeTo Ha
CHMITTOMATHYHO JieyenHe. Jl03a o1 90 Mukporpama, NpUIIOKEHa 32 TPH Haca [pH 1)
GpouxoobeTpyKIm, He € NPeAN3BHKANA pa3BHTHE Ha npoOaeMH IO OTHOLICHHE Ha
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He ce ouakBa oCTpoTo npeao3upade Ha 6yne30HHA, IOPH H B H3KTIOYHTEIHO BUCOKH JI03H, 1a IPeACTaBNsBa
KiHuYeH nipobnem. [lpy npoas/bKuTENHNS My TIPHEM BBB BUCOKH IO3H, MOTAT JIa C& Pa3BUAT CHCTEMHH
TIIHOKOKOPTHKOCTEPOHIHH e(eKTH KaTo XUITEpKOPTHLUM3EM H Haaosbpeyna cynpecHs.

AKko ce Hanara jeueHuero cb¢ CHMGUKOPT /1a ce CIIpe TOopajH Npeo3upaHe Ha GOPMOTEPOIOBaTa
KOMIOHEHTA Ha MEAMKaMeHTa, TpAGBa Ja Ce MMa NpeaBU), o0e3lleyaBaHeTo Ha MOAXOAAIIO ISYEHHE C
HHXANaTOpEH KOPTHKOCTEPOH]L.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 ®apmMakoaHHAMHYTHH CBOMCTBA

DapmakoTepanesTHHa rpyna: JlekapcTsa 3a 06CTPYKTHBHM 3a60NABAHKS HA JUXATENHHTE IBTHINA!
AJpeHepru4Hy CpeACcTBa, HHXAATOPH.

ATC xon: RO3AKO7

MexauuanM Ha JeHCTBHE H Qapmalcogmﬂammmﬂ BQEKTH

CumMbukopt cbabpxka GopMoTepon v GyNEe30HM, KOWTO HMAT Pa3/iMYHK MEXaHU3MH Ha NeHCTBHE H
[IOKa3BaT aflHTHBHA e(eKTH N0 OTHOLICHHE HA HAMAJIABRAHE Ha ek3auepOaumure Ha actmara. CnenHdHYRUTE
cBoiicTBa Ha Gyne30HUA B HOPMOTEpPO MO3BOJIABAT M3MOZBAHETO HA KOMOHHAIMATA, KAKTO KaTo
NOIABPHAIC H 00IeKYaBall0 CHMITTOMHTE JIEYSHHE, TAKA K CaMO KATO MOAXEPHAIIO JICUSHHE 33 acTMA.

Byoezonuo

Byze3oHn) € IMIOKOKOPTHKOCTEPOU I, KOHTO, HHXAIHPAH, HMA JO303aBHCHM TIPOTHBOBB3NATHTENCH ed)gx"r B
JHXATENIHATE ITHTHINE, BOJIEIT JI0 NOATHCKAHEe HA CHMITTOMUTE M HAMaJIaBaHe Ha OpoA Ha ek3auecpOaluuTe Ha
actmara. MaxanaTtopHeaT Oy e30Hi] MMa N0-ciabo H3pa3eHH HexeNaHH eeKTH OT CHCTEMHUTE
KOPTHKOCTePOHIH. TOMHHAT MEXaHH3BM, OTTOBOPEH 22 NPOTUBOBB3IAIMTEIHOTO IEHCTBHE Ha
IIIOKOKOPTHKOCTEPOHANTE, HE € H3BECTEH. '

Popmomepon

DOPMOTEPOT & CENCKTHBEH P2-alpeHOPEUCIITOPEH MEMETHK, KOHTO, HHXATHpaH, BOH 110 6bp3a H
NPOALDKATENHA peliakcalius Ha OPOHXHANHATA IT14Ka MYCKYaTypa NpH NallHeHTH ¢ 00paThMa
oOCTpyKIMA Ha HXATETHHTE MbTHINA. BpoHxoaunararopHuaT My eeKT € T0303aBHCHM, C Ha4allo Ha
edexTa B pamkuTe Ha 1-3 ManyTy. [IpogbpKuTenHoCTTa Ha epekTa My € TIoHe 12 uaca crie] eJHOKpATeH
TIpHEM.

Kmuniuna edukactoct u GesonacHocTt

Acrma :

Knunuuna epuxacrnocm na noddspoicawomo nexenve ¢ ydezonud/opmomepon

KituHuyHyTe Mpoy4YBanus NPH BB3PACTHH MOKA3BAT, Y€ AoGapaHeTo Ha GopMoTepol KbM OyACIOHUI BOAK
10 MoZoGpeHHe o OTHOILCHHe HA CHMITTOMHTE Ha acTMata i GenofpoGHaTa QyHKIMA, KAKTO H 4e Hamasispa
6post Ha ex3auepbapmTe. B aBe 12-ceMHHE IPOyYBaHHA edexTsT Ha Oyne3oHHA/HOpMOTEPOIL BEPXY
BenoapoSHaTa GYHKIEA ¢ paBeH Ha To3M Ha cBoGoHaTa koMOHHaNHA OT Gye3oHHA H GopmoTepon, |
NPeBB3X0x/1a TO3H HA MOHOTEpamiATa ¢ OyAe3onKI. BEB BCHUKM TepaneBTHYHH paMeHa Ca U3TIOI3BaHH
KpaTkofeHCTBAIM [3;-aipeHOPELENTOPHE MHMETHITA ,,IpH Hykaa”. Hama saHHM 3a H34epriBaHe Ha
AHTHACTMATHYHKA €JeKT C BpeMeTo.

IlpoBeaens ca ABe 12-CeIMHYHHA MpOYHBaHUA [IPH Jelia, B KOHTO 265 Jella Ha BB3pacT oT §
nekyeaHH ¢ Syaesonn/gopMoTepon B nomabpKama 103a (2 HHXaTalHi OT
80 MukporpaMa/4,5 MukporpaMa/vHXanaups ABA TETH JHEBHO) M KpaTKO meicTsant B}
MHMMETHK ,,TIpH Hyx1a”. U B aBete npoyusanus GemonpoGHata GyHKUMA MOKa3Ba MO
ce MoHacs Aodpe B cpaBHEHHE ChC CHOTBETHATA 1034 OyA€30HHA KATO MOHOTEPAITHS. t
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Knunuuna eghuxacrocm na nodovpacauomo u 06exvasauo cuMnmomume Aeyenue ¢
byoezonud/hopmomepon

O6mo 12 076 nalHeHT ¢ acTMAa ca BKIOYEHH B 5 JBOMHO-ClIENH MPoyYBaHiA 3a e(pHKACHOCT H
BezonacHocT (4 447 ca paHAOMU3HPaHH HA OAXBPIXKALIO H 06JIEKYaBaII0 CHMIITOMHTE JEUCHHE C
Oyne30HK/HOPMOTEPOIT) C IPONBIDKHTEIHOCT OT 6 10 12 Mecena. TlammeHTHTe € TpAbBAJIO fla ca
CUMIITOMATUMHH BBENPEKH H3IOJI3BAHETO Ha HHXAIATOPHH IIIOKOKOPTHKOCTEPOUITH.

TopaepxamoTo H 00MEKYABAIIOTO CHMITTOMHTE JiedeHHe ¢ OyAe30HH/HOpPMOTEpO/ OCHIYpABa
CTATUCTHHECKH U KIHHHYHO 3HAYMMA PeyKLHA HA TOXKKHTE eK3anepOalii 3a BCHIKH CPaBHEHHS BbB
BCHYKHTE 5 npoy4BaHus. ToBa BKI04YBA cpaBHEHHE ¢ Oyae30HK/ HOPMOTEPOI B O-BHCOKA NOLTbPKALLA
J034 TUTIOC TepOyTaJIHH KaTo 06IeKuaBallo CUMITTOMHTE JICKAPCTEO (npoy4BaHe 735) H ¢
Oyne3oHH/PopMOTEPON B CHINATA MOIIBPKALIA 03 [UTIOC HITH GOPMOTEPOST, WIH TepOyTaTHH KATO
ob/IeKYaBamo CHMIITOMMTE NekapcTBo (mpoy4Bane 734) (TaGnuua 2). B npoyusare 735 6enoapobHarta
‘by]ﬂ(uﬂ-ﬂ, KOHTPOJTBET HA CHMIITOMMTE H H3M0I3BAHETO HA MB,[[HKaMeHTH oﬁnexqanamn CHMIITOMHTE Ca
10106HH BbB BCHYKH TEpaneBTHIHH TpyHH. B npoyusane 734 cumnroMuTe H ynorpe6ara Ha METHKAMEHTH
0beKyaBalH CHMITTOMHTE [TOKa3BaT peaykuus, a Genoapobuara GyHKIMA MoKa3Ba NoaobpeHue B

' CPABHEHME H € [IBETE CPABHHTEITHH TEPANIEBTHYHH cXeMH. Crniope koMOHHHpaHHTE Pe3yNITaTH OT NeTTe

[IPOYYBAHHSA, TIALIMEHTHTE, MOTy4aBaltK 6y Ae30HHA/GOPMOTEPOI KAaTO MOATBPKAIO H 00/IeKUaBaLIO
CHMITTOMHTE JICUEHHE CPeHO He H3MOA3BAT HHXANalHH obnekyapaiy cHMnToMuTe B 57 % ot auure. Hiama
JAHHHM 33 Pa3BUTHE HA TONEPAHC ¢ BPEMETO.

Tabmuna 2 Ipernes ua TexkATe eK3alepOalAH B KIMHHIHH POYIBAHASA

IpoyuBane TepanesTHUHHE rPYIH n TexxH exzanepbanun®
o Bpoii Bpoii/
OaUHeHTO-
poxsnaxn- TOAHHA .
TEAHOCT
Ipoy4ysane 7 | Bynezonun/popmotepon 160/4,5 ug npa nLTH JHEBHO + 1103 125 0,23"
35 »TNPH Hyx12” ’
Bynezonun/popmorepon 320/9 pg n8a METH AHEBHO + 1099 173 0,32
6 mecena Tepbyramun 0,4 mg ,,pH HyxEFa”
Canmerepon/pmyThrazon 2x25/125 ug ABa WHTH AHEBHO + 1119 208 0,38
TepOyTanuu 0,4 mg ,,IipH Hyxaa”
Hpoyusane 7 | Bynesonua/dopmorepon 160/4,5 pg nBa neTH AHEBHO + 1107 194 0,19°
34 »TNPH Hy®Ia”
" | Bynesouun/dopmotepon 160/4,5 ug HB& ITTH JAHEBHO + 1137 296 0,29
12 Meceua

dopmorepon 4,5 pg ,.npn Hyxkaa”

Bynesonun/dopmorepon 160/4,5 ug asa muTH JHEBHO + ' 1138 7 0,37
TepOyTamin 0,4 mg ,,pH Hyxma” -

XOCIUTATH3ANMK/ICUSHHE B CIISIIHO OTAENSeHHe HIH JIEYeHHE ¢ MEPOPATHH KOPTHKOCTEPOHAH.
Pemyk1maTa Ha gecToTaTa Ha ex3augpGamuuTe e cTaTHCTHUECKH 3Ha9uMA (P-croftaocT < 0,01) 1 3a gBeTe
CPABHEHHA.

CpapauTenna epHKacHOCT H 6€30nacHOCT NPH IOHOLIA B BH3PACTHH € JEMOHCTpHpaHa B 6 fBoliHo-cienH
[POYYBAHHUS, BIJLIOUBANIM TIETTE IPOYUBAHHS, [IOCOUEHH TIO-TOPE H €/HO AOMMAIHHTENHO NPOYYBAHE,
H3IION3BALI0 MO-BHCOKA MOANBpKaIa no32a oT 160 Mukporpama/4,5 MAKpoTrpaMa, 1€ HHXATALNH, JiBa TBTH
JueeHO. Te3n oleHkH ca Ha Gaza obimo 14 385 marwenTH ¢ acTMma, oT kouto 1 847 roHomn. Bposart Ha
TANHEHTHTE IOHOLUM, H3TI0/I3BALH oBeve oT § MHXaNalmuy [OHe eHH JEH KaTO 4acT OT NOAAbPKALIO H
obneK4aBanio CHMITOMMTE JieueHue ¢ 6yae30Hu/popMOTEpoN € orpaHHYeH i Takapa ynorpeba e pajKa.

B 2 npyrv npoyuBaHHA NPH NALMEHTH, THPCEIH METHITHHCKS TOMOII OPAXH OCTPH C
Oynezonun/popMoTepon ocurypsaea 6up30 ¥ epHKACHO obJIeKUSHHE HA 6ponxoxonc1’p
TORA [PH r[pnew[ Ha caJIGyTaMOJI H dopmoTepoi.

« ’t
XOBB \& 2
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B npe 12-Meceunn KIHHMYHH MPOYHMBAHHA Ca OLICHEHH €(EKTET BBpXY GenospobHara QyHKIMA ¥ YeCToTaTa
Ha ek3atepbatmure (qedHHMpana Criopen KypeoBETe Ha JIEYeH e ¢ IEPOPATTHH KOPTHKOCTEPOHAM W/ HTH
aHTHOHOTHLIM W/WIH XOCTIHTATH3aLHHTE) TIPH MAlMeHTH ¢ yMepeHa 1o Texka XObb. Bkmousamusat
KpuTepHii npu apete npoyusaxus ¢ GEO1< 50 % oT oyakBaHAA HOPMAJEH IpeaH GpPOHXOAHIATATOP.
Menunanara Ha OEQ, criest SpoHxoqunaTarop npy BRIOYBAHE B M3NHTRBAHKATA € 42 % OT OuaKBaHHA
HOpMaJIEH.

Cpennuar Opoii Ha ex3auepbaruTe 3a roguna {CNope AaAeHaTa Mo-rope AehuHULUA) € 3HAYKMTEIHO M0-
MAaTBK 1A NeueHHe ¢ Oyne3ouna/hopMoTEPOI, OTKOIKOTO NMPH MOHOTEPAITHA ¢ GOpMOTEpOI HIIH NpH
npueM Ha wiatebo (cpemuo 1,4 B cpaBHenue ¢ 1,8-1,9 B rpynara Ha nnaune6o/gopmotepon). Cpeanuar Opoi
JHH Ha [IPHEM HA NEpPOPaTHE KOPTHKOCTEPONAN/IALHEHT Mpe2 Te3H 12 Mecela € MaJIKo [T0-HHUCBK B rpynara
Ha Oyaesonnn/popmorepon (7-8 nau/nanmenTt/ronuua, croreeTdo 11-12 1 9-12 auu B rpynuTe Ha muianebo
u dopmotepon). [To oTHOWIEHHE Ha IPOMSHATA B TIOKasaTeNHTe 3a GenoapobHa ¢y — kato PEO,,
6yne3oHHA/PopMOTEpON HE NIOKA3BA IPEBBL3X0ACTBO Mpea MOHOTEPAMUATA ¢ (POPMOTEPO.

5.2 <®PapMakoKHHeTHYHH CBOWCTEA

AbcopOums

KomOHAHpaHHAT npenapat, chabpKal GyAe3oHu 1 GopMoTepol BbB (PMKCHpaHa 1034, KaKTO H
ChOTBETHHTE MOHOTIPENAPATH, Ca BHOEKBHBATIEHTHH 10 OTHOLIGHHE HA CHCTEMHATA EKCIO3HLHA ChOTBETHO
KBM Oynesonna ¥ dopMotepon. Bropexu Tosa, crieq npuem Ha GUKCHpaHaTa KOMOHHALKA, € YCTAHOBCHO
neko MOBHINABAHE Ha KOPTH30/IOBATA CYIPECHS B CPaBHEHHE ¢ MOHONpenapaTtuTe. CMATa ce, 4¢ pasiuKara
HAMA BJIMAHHE BHPXY KIHHHYHaTa Oe30macHoCT.

HsMa nasHH 3a papMaKOKUHETHYHH B3auMopeiicTeus Mexay Oyae3oHHn H hopMoTepOt.

Canen npueM Ha Oyae30HUT H GOPMOTEPON KaTO MOHOTIpEMApaTH M GHKCHpaHaTa KOMOHHALIHS,
(hapMaKOKHHETHYHHUTE NapaMETPH HA ChOTBETHHTE BEIISCTRA ca cpaBHUMU. 3a Oyxesonun, AUC, ckopoctta
Ha aGcopOLus H MakcHMAaHaTa NA3MEHA KOHLEHTPALAS C& MAIIKO [0-BHCOKH clie] HPHJIOKeHHe Ha
¢uxcapanaTa koMbuHaims. 3a GOPMOTEPOIT, MAKCHMAIHATA MUTa3MEHA KOHIEHTPALHA, CJie/l IPHITOMKEHHE Ha
(ukcHpaHaTa KOMOMHAIINSA, € CXO/IHA ¢ TA3H NPH MPHIMKEHHe Ha MOHOMpenapaThTe. MHXanaropuuar
Oynesonun ce abcopbupa 6Bp30, a MAKCHMAITHATA TNIA3MEHA KOHLIEHTPALMA Ce MOCTHIa J10 30 MHHYTH ciieq
uHxanaumaTa. B npoyusanusaTa cpeanoto GenonpolHo oTnaraHe Ha 6yAe30HHA ce] HHXAHpaHe ¢
Typbyxanep Bapupa o1 32 % a0 44 % ot nonydeHara aosa. CHcTeMHaTa SHOHAHYHOCT € NPUOIH3UTENTHO
49 % ot nomy4eHara no3a. [Ipu neua Ha Be3pacT ot 6 A0 16 roanHH 6enoapobHOTO OT/IATAHE € B ChIIHTE
rpaHHLIH, KAKTO H [PH BB3PacTHH HA ChINATa N03a. CROTBETHHTE IUIa3MEHH KOHUEHTPALIHH HE ¢a
onpenesiaHy.

Huxanatopuuar dopmorepon ce aGecopOupa 66p30 H MAKCHMATHATA [Ta3MEHA KOHIEHTpALMA ¢¢ MOCTHTA 10
10 MunyTH cnien HHXanupaneto. B mpoyusanusTa cpegHoTo GenonapobHo oTnaraHe Ha GOPMOTEPON cnen
HHxanupaHe ¢ TypOyxanep papupa ot 28 % 10 49 % or nonyueHara no3a. CHcTeMHATa GHOHAIHMYHOCT €
okono 61 % ot momydeHara aosa.

Pasnpenenenne u Guotpancdopmariys
3a GopMOTEPOII CBBP3BAHETO C ITA3MEHHTE MPOTEHHH € pubmasuTenHo 50 %, a 3a Gynezonn — 90 Y.
OGembT Ha pasnpenienenie Ha popMoTepol € okono 4 kg, a Ha 6yaezonng — 3 Vkg. ®opmotepon ce
MHAKTHBHpA Ype3 KoHIorupase (oGpasysar ce akTHBHE O-IeMeTwIHpany U AeopMunTapaHH MeTabo/HTH,
HO T€ ¢¢ OTKPHBAT ITIABHO KATO MHAKTHBMPAHH KOHIOTaTH). By/1€30HI/ ce NOANara Ha HHTCH3HBHA (B
npubiusurento 90 %) 6uorpaHchopMaLHa TIPpH MEPBOTO MpeMHHABAHE NPe3 YepHHA 1pob,
06pa3syBaT MeTabOIHTH ¢ HACKA IHOKOKOPTHKOCTEPOHIHA AKTHEHOCT. [ MIOKOKOPTHKO
AKTHBHOCT Ha ITIaBHHTE METab0OIUTH, 6-B-XxHnpokcHOYIe30HH/T H 1 6-0-XHAPOKCHIPE]
ot Ta3u Ha Oynesonua. Hama nanHH 3a B3aMMOACHCTBHA HAa MeTa0OIHTHTE HIH 3a 13
tdopMoTepon 1 OyHe30HHA,

Enumunupane
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OcHoBHaTa YacT 0T NpreTHs HopMOTEpON ce TpaHcGOpMHpa Ype3 YePHOAPOOEH MeTaboNMHIbM H Ce
eAUMHEHPa mpe3 6xOpete. Crien mHxanupane § % mo 13 % ot nomyyeHara no3a GopMoTepoI ce
€NMMHHNPA HETIPOMEHEHA C YprHaTa. MOpMOTEpON HMa BUCOK CHCTEMEH KITHPBHC {IPHO.TM3HTETHO
1,4 /min), a TepPMHHATHHAT My TIOTY>KHEBOT € TIpubm3uTenHo 17 gaca.

BynesoHHN ce eMUMHENpPA upe3 MeTabONM3HpaHe, KATATH3UPaHO IIaBHO oT eHsiMa CYP3A4.
MeraGomutiTe Ha Oy/Ae30HHT Ce eTHUMHHAPAT C ypHHATa KaTO TAKHBA HIIH KOHIOTHpaHH. B ypuHara ce
OTKPHBA CaMo TipeHeOpeikiMO KOMUecTBO HenmpoMeHer Oy/ie30Hu . By1e20HH HMa BHCOK CHCTEMEH
KIHpBHC (MpHOAusuTenHo 1,2 /min), a miasMeHHAT MY MOTY>KHEOT CJIE/] HHTPABCHO3HO MIDKCKTHPAHE €
cpeqHo 4 yaca. '

(DapMakoKHHeTHKATa Ha Oyne3oHH] Wik GopMOTEpOo NpH nanHeHTH ¢ 650pedHa HeAOCTaThUHOCT HE €
H3BeCTHA. BE3MOXHO € ekcnosuinTe Ha Oyae3oHHA H GOPMOTEPOS Ja C& MOBHIIABAT TPH NAUHEHTH ¢
yepHoApoOHH 3aboiaBaHus,

JIMHeHHOCT/HeMHHEHHOCT
CHCTEMHATA eKCIIO3UIMA Ha OyIe3oHua 1 GOPMOTEpON ¢ B JIMHEiHA KOpeslal|a ¢ MPIIcHKeHaTa J03a.

5.3 IpeaxIMHAYHA JaHHH 32 Ge3omacnocT

ToKCHYHOCTTa, HaGOAABAHA IPH MPOYYBAHKA C XKHBOTHHU Ha Gynesonua u GopMoTepos, NPHIATaHH B
KOMOHHAUMA HITH MOOTAE/IHO, ce H3pa3aea B e(eKTH, CEP3aHH ChC 3acHieHa GapMaKko/IOTHIHA AaKTHBHOCT.

- B npoy4BaHHATA 32 PEPOAYKTHBHA TOKCHUHOCT [IPH 3KHBOTHH, KOPTHKOCTEPOUAKTE KaTO OYIC30HHN
OpPeAH3BHKBAT MandopMalwH (Bbiiva yera, ckeneTHy MandopMarun). Hirnexaa obave, 4e Te3H pesynTaTi
NPH )KHBOTHH HE Ca CBOTHOCHMH 34 XOpa NpH NPHeM B MpeNopsYATeaHNATE 1031, [Ipoyusannsra 3a
penpoAyKTHBHA TOKCHYHOCT Ha (JOPMOTEPOJ IIPH XHUBOTHH MOKA3BAT JIEKO HaMajieH (hepTHIHTET NpH
MBKKH ILTbXOBE [IPH BHCOKH CHCTCMHH CKCITO3HIIHK H HAPYLICHA HHOALHA, KAKTO H NMOHHKCHa paHHa

MOCTHATAJIHA [IPEXKHBACMOCT H I[TIOHWIKSHO TETIIO Ha HOBOpO)l_GHOTO IPH 3HAYHTETHO MO-BHCOXKH CHCTCMHH

€KCIIO3HIHH OT AOCTHIAHHTE B KITHHHTHATa HPAKTHKA. Hsrnexna 06&‘-]6, Ue TC3H pe3ynraT HE ca
CBOTHOCHMH 3a X0pa.

6. PAPMAIEBTHYHU JAHHH

6.1 Cunchk HA NOMOIMHEHTE BeNIECTBA

Jlaktoza MOHOXH,I[paT‘(KOHTO CBABpa MIEYHH NPOTEHHH).
6.2 HecrBMecTEMOCTR

Henpuiosxumo.

6.3 Cpox naroagaoct

3 roauHH.

6.4 CoenHaxdH YCJOBHS HA ChXPaHeHHe

TO3H NIEKAPCTBEH TPOYKT HE H3HCKBA CIICLHATHE YCIOBHA 3a CBXpaHeHHE.

6.5 Jlannu 32 ONAKOBKATA

Cumburopt Typbyxanep e MHOrO030B HHXAATOP 32 Mpax 3a HHXANAIWH, NPpH KoliTo
H3I10/13BA MHCIHPATOPHHUAT BB3AYLIEH NOTOK. MHXanaTopsT € 64n, ¢ BHPTAL Ce YepBe
€ M3[PaJEH OT paIHYHH noMMepHH MaTepuaiti (PP, PC, HDPE, LDPE, LLDPE, PBT)X

R Hsanaropni o
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BTOpHYHA ONaKkoBKa WMa | HHxanartop, chabpkan 30 mo3u Wik uMa 1, 2, 3, 10 mnu 18 mmanaTop(_a),

chabpxkaii(y)} 60 unu 120 nosu.

He Bcuuku BHAOBe ONIaKOBKH Morart ia Gb/IaT mycHarH B NpoaxkGa.

6.6 CoenHanEH DpeAnAHA MEPKH NPH H3XBLPAAHE

Hens3noa3panuaT JEKAPCTBEH APOAYKT WIH éTnanLq}mre MaTepHAJIH OT HeTO TpA0Ba J1a C& H3XBBPJIAT B

CHOTBETCTBUE ¢ MECTHHTE H3UCKBAHHA. '

7. INPHTEXATEJ HA PASPEINIEHHETO 3A YIIOTPEBA

AstraZeneca AB

S-151 85 Sodertilje

Iseuns -

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEEA

20010988

9. JJATA HA ITBPBO PA3ZPENIABAHE/MIOJHOBABAHE HA PAIPEIIEHUETO 3A
YIOOTPEBA

17.11.2010/22.08.2014

10. JAATAHA AKTYAJM3HPAHE HA TEKCTA
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