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KPATKA XAPAKTEPHCTHKA HA MIPOAYKTA



Ha4uH Ha npHIIoKeHHE: HHXAJIATOPHO NPHIOKEHUE
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1. FIME HA JEKAPCTBEHHS IPOYKT e EET mjg
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Cumbukopt Typbyxanep, 320 muxporpama/9 Muxporpamafmixanalma npax 3a mixanauﬂﬂ
Symbicort Turbuhaler, 320 micrograms/9 micrograms/inhalation, inhalation powder

2. KAYECTBEH H KONMMYECTBEH CHCTAB

Besika MoTydeHa Ho3a (1o3ara, npemmanama fpe3 MyHIIIyKa), chappika: 6ynesonus (budesonide)
320 MuxporpaMa/mHxananua H popMoTeposios dhymapar quxHapar (formoterol fumarate chhydrate)
9 Mﬁcporpamafuﬂxanamm

Beska u3MepeHa 103a chabpxka: 6yaesonns (budesonide) 400 Mmcpofpauafnﬁxanaum v (opMOTEPONOB
¢ymapat guxugpat (formoterol fumarate dihydrate) 12 muxporpama/mHxanamms.

TloMoIHO BEECTRG ¢ H3BECTHO ACHCTBHE
- Jlakro3a MonoxHapat 491 MukporpaMa Ha noiydeHa A03a.

3a MHJIHKA CITHCHK HA MOMOUIHHUTE BEIeCTBa, BHXKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

IIpax 3a uHXAmAIMS.
ban npax.

4, KIAHAYHU JAHHH

4.1 TepaneBTHURH NOKA3AHAS

ActTMa

Cumbukopt TypOyxanep e nokasaH Nnpu BB3pacTHH M IOHOIH Ha BB3pacT 12-17 roguHH 3a NoAXbPKAIO
JIeYEHHE HA ACTMA B CITyYauTe, B KOMTO € YAAYHO IIPHIOKECHHETO Ha KOMOHHHPAH npenapaT (ChIbpkan
HHXA/IaTOPeH KOPTHKOCTEPOH] M IBIroeiicTaanl B2-apeHOPElENTOPEH MUMETHK):

- Ilpn nmaovienTH, NPH KOKUTO C MHXAJIATOPHHA KOPTHKOCTEPOHIY H KpaTKOAeHCTBAIH
Pr-anpeBopenenTOpH MHMETHIM ,,[IpH HYXAa” aCTMATa He c¢ OBJIafgBa

- TlanmeHTH, IPH KOMTO € IIOCTHIHAT A0GHP KOHTPOJ C HHXANATOPEH KOPTHKOCTEPOHA B
IbIToAeiCcTBal [§;-aqpeHOpetenTOPeH MHMETHK.

Xpornuna ofcTpyxkTHBHA Oestoapobra 6oaect (XOBD)

CumOukopr Typbyxanep ¢ nokaszaH npu Bb3pacTHH HA H HaJ 18 roauny 3a CHMITOMATHYHO JICYCHHE TIpH
naumenTH ¢ XObb ¢ dopcupan ekcrimparopeH obem 3a enna cexynna (PEO;) < 70 % ot odaksanua
HOpMasieH (cnen OpOHXOAMNATATOP) H AHAMHE3a 3a eK3aLepOali, BENPEKH PEIOBHOTO JICYEHHE C
OponxoamnaraTopH (BXK. ¢hIo Touka 4.4).

4.2 [To3apoBka H HAYHH HA NPHIOKECHHE

O3HPOBKA

AcT™Ma




CHMGHKOPT He € NOKA3aH 33 I[TbPBOHAYAIIHO JIeYeHHe Ha acTMa. JO3HPOBKATA Ha CheTaBKHTE Ha CHMOHKOPT
€ HHAMBH/YA/IHA H TPAOBa Ja Ce KOPHUTHpA B 3aBHCHMOCT OT TeXecTTa Ha 3abonssateto. Tosa Tpabea na ce.
MMa Npe/IBH]] He CaMO [IPH 3all09BAHE HA JISYeHHE ¢ KOMOHHMpPaHH Npenapar, HO H NPH KOPEKIMA Ha
NOMIBPKAIIOTO JICYCHHUE, AKO [MPH JAACH MALMEHT € HeOOXOAUMO CHUCTAHHE OT A03H, PasIHYHO OT
HAIIHYHHTE B KOMOMHHPAHWTE HHXAJIATOPH, TPAOBA /1a ce NPENHIAT OTAEIHA HHXAJIATOPH HA
B2-aapeHOpeIEnTOPHH MHMETHIIM W/ HIIH KOPTHKOCTEPOMH B CHOTBETHHTE AO3H.

IlIpenopvuumenna oosuposxa:
Bw3pacmuu (ra év3pacm na u nao 18 200unu): EqHa nHXalauHa Asa MTH JHEBHO. [IpH HAKOH MallHEHTH
MOXeE JJa ¢a HOODXOMMH 10 MAKCHMYM 2 HHXATAIMH 2 ITbTH JHEBHO. -

FOnowu (na ev3pacm om 12 0o 17 200unw): ExHa uexananys Asa eTH JHEBHO.

CBCTOSHMETO Ha NallMeHTHTe TPAOBa Ja ce NpeoneHABa PeAOBHO OT JIeKaps, IPEAIMCan HM
TIEYCHHETO/JICKYBAIIMA TH JIEKap, 3a J]a € CHI'ypHO, Y€ H03HpoBKaTa Ha CHMOHKOPT O0CTaBa ONTHMAJTHA.
Hosara Tpabea aa ce TuTpupa A0 Hali-HUCKATA, IIPU KOATO €€ NOCTHTa ePHKACEH KOHTPOII Ha CHMITTOMHTE.
Korato ce mocTurae Jenrocpoden KOHTPOJ HA CHMITTOMHTE B Haki-HHAcKaTa MpenopbhyaHa 034, CJIeABaIaTa
CTBIIKA € Ja C€ OIINTAa MOHOTEPAIIHS ¢ HHXANATOPSH KOPTHKOCTEPOHL.

B ofuuaiiHaTa NpakTUKa, KOraTo ¢ 2 HHXaNal{H{ JHEBHO C€ MOCTHIHE KOHTPOJ Ha CUMITTOMHTE,
THTPHPAHETO 10 Hall-HHCKaTa e(pHKAcHA 1033 MOJKe J1a BKIIIOYBa nMpHeMaHeTo Ha CHMOMKOPT €IHOKPATHO
AHERHO, KOTATO CIIOPET PEANHCBAIIHA IO eKkap 33 NOABPXKAHE HA KOHTPO/A HA CHMITOMHTE IIie €
HeoGX0AHM M OBITOAEHCTRAI GPOHXONHIATATOP. '

YeenuuaBaHeTo Ha ynorpebara Ha oTaeseH Obpp3oaeiicTBam OpoHXxoAMIATATOP FOBOPH 32 BIIOLIABAHE Ha
NOANEKAIOTO 3ab0NABaHe B Hajlara NpeolieHKa Ha JICUSHHETO HA acTMATa.

Heya (na ewpacm Ha U Hao 6 200uny); 3a NeyeHne Ha JeLia Ha RB3pAcT oT 6 10 11 rogHHH € HATHYEH
NPOAYKT B NO-HUCKa A03a (80 Mukporpama/4,s MuxporpaMafHHxanamm}

Heya na sevspacm nod 6 200unu: Ilopagyu HATHYHETO Ha OrPAHUICHH JaHHH, npuiokeHHeTo Ha CuMbuxopT
pH Jella Ha BE3PACT [OR 6 rOAWHH He ce MpenopruBa.

Cumburopt 320 MUKporpama/9 MEKkporpama/HHxanalma TpAORa a ce H3MOM3Ba CaMo 3a NOANBPKALIO
Ne4YeHHE. 3a MOAIbPKALIO JICYCHHE W JICUEeHHE ,,[IPH HY K3 ¢b¢ CHMOMKOPT ¢a HAJIMMHH NPOXYKTH B 1O-
Hucka fo3a {160 mukporpama/4,S Mukporpama/wHxanainus A 80 mukporpama/4,5 MEKporpaMa/HHXANIALNST).

XObb
Ilpenopvuumennu oozuposxu:
Bv3pacmnu: 1 MHXanaius 2 neTH JHEBHO.

O6ma andpopmManus

Creyuannu zpynu nayuernmu.

Hsma cneupanyy H3UCKBaHHA 33 AOSHPOBKATA MPH NMALMCHTH B CTApYSCKa BB3pacT. HaMa AaHHM 3a
‘ynotpebara Ha CHMOHKOPT NIpH MaLKeHETH ¢ YepHOAPOOHa WK 650peyna HeaocTaTeYHOCT. [IoHexKe
Oyae3onna 1 GOpMOTEPOIT ce ENHMHHHPAT OCHOBHO Upe3 MeTaloNHu3upaHe B YepHHA Apo0, MMpU HALMEHTH C
TEXKKA YepHOAPOoOHA IMpo3a MOXKE A4 C€ OYaKBa NOBHIIABAHE HA EKCIIO3HIMATA.

Ha Ha MPATIOKCHHE

Hucmpyxyuu 3a npasuina ynompeba na Cumbuxopm Typoyxanep:
TypSyxanep npeacTapIgea HHXAIATOP, YHETO ACHCTBHIE 3aBHCH OT PB3AYLIHHA NOTOK Iy
03HAYaBa, Y€ KOTAaTO NAIHEHTHT BAWIIBA Mpe3 MYHAINYKA, JEKAPCTBOTO C¢ YBAUYA B AHXETO!
OT BIMIIAHHS BB3YX.

benexka: BaxHo e nawuenture Ja 61T HHCTPYKTHPaHH:



. BHuMaTeNnHO Aa npoveTaT HHCTPYKIMMTE 33 yHoTpeba B HanH4yBaTa ¢ BceKH HHXanatop CHMOHKOpPT -
TypOyxanep 1HCTOBKA 3a NAIHEHTA.

e  Jla BpHmBar CHJIHO U JBJI0OKO npe3 MyHIIIYKA, 34 3 € CUHTYPHO, 4e 1o Oenure npoﬁose NOCTHTA
onTMMaNHa A03a.
Hukora na He H3aMMIBAT Npe3 MyHAILYKA. -

- Crnien ynotpeda aa BpeLIaT kanadero Ha maxanaropa CumOukopr TypOyxanep Ha MACTO.

Cnen nHXanHpaHe Ha NOAXBPIKAIINATA CH 034 [Ia H3IUTAKBAT YCTATA CH C BO/4, 34 Aa HAMAIAT PHCKa
OT PA3BHTHE Ha opodapHHreasHa KaHIHAO3A. | |

Topagn ManKoTO KOJIHYECTBO HA OJTy4aBaHOTO JIEKAPCTBO, 1IPH H3MO3BaHe Ha HHXanaropa CuMOHKOpT
TypOyxanep nanueHTHT MOXE JIa He YCella BKyca My.

4.3 Hpmnnonmtasannﬂ

CBp'bquchmenHocr KBEM aKTHBHOTO(HTE) BEIIECTBO(a) HIH KbM TIOMOIIHOTO BELISCTBO, H?.Gpoeﬂo B
TO4YKa 6.1 (naxroaa, KOSATO CHABPXKA MAIKHM KOJIMUYECTBA MJIEYHHM NNPOTEHHHA).

44 CpenmalHd npexyupexicHAS H OPpeANa3sHE MEPKH OPH yHOTpeba

IlpenoprKa 3a J03UpaHe
Crel kaTo CHMNTOMHTE Ha AcTMaTa OBAAT OBJIAICHH, MOXKE a C€ HMa MpeaBHI MOCTENSHHOTO HaMAJIARAHE

Ha fozara Ha Cumbukopr. IIpH noHmwKkaBaHETO HA AO3UPOBKATA € BAXKHO MAIIHEHTHTE A2 MHHABAT Ha
penosHn npernemd. Tpabea na ce M3moNi3Ba Hak-HyicKkaTa edexTHBHA Ao03a CAMOHKODT (BXK. TOUKa 4.2).

[MamuenTuTe TpsaOBa Na OBOAT CHBETBAHH BUHATH Jia HOCAT ¥ ce0e CH MHXAIaTopa CH 3a JieYeHHe KaTo
»»CTIACHTENIHO JIEKapCTBO ™,

Ha naupenTHTe TpI6Ba A2 C HANOMHS /1A TIPARAT HHXANAIHMTE cH ¢h¢ CUMOHKOPT TaKa, KaKTo ca
MIPEANKCaHK 32 NOTBPKALIC JICUCHHE, JOPH U Aa ¢4 ACHMIITOMHH.

3a 1a ce HAMAaNIM PHCKET OT Pa3sBUTHE Ha opodapHHrealHa KaHauo3a (Bk. Touka 4.8), nanueHTET Tpabea na
ce IOCHBETBA A H3ILIAKBA YCTATA CH ¢ BOJA CJlell BCAKA HHXATauud Ha oA ppsKalna J03a.

[lpenopbura ce, npu cNHpaHe Ha JIEYSHHETO, TOBA JIa HE CTaBa PA3KO, a 103aTa Ia C€ HAMANIABa MOCTENEHHO.

Baoiasade Ha 3a00M9BaAHETO

ITo BpeMe Ha neyeHHETO ¢B¢ CHMOHKOPT MOXKE [a Ce PasBHAT CEPHO3HH HeXeaH! peaKLMy, CBBP3aHH C
acTMara, ¥ ex3auepbarun. ITaiMenTuTe Tpabea ga GHAT MPEAYNPExRTABAHH 12 TPOIBILKAT JCUEHHETO CH,
HO /12 NOTBPCAT MEHLIMHCKA MTOMOII, aKO Cie]] 3a1104YBaHe Ha JieueHHE Cb¢ CHMOHKOPT CHMITTOMHMTE HM HE
ce MOBJINABAT WK CE BIIOLIARAT.

AKO NaJieH NAUHEHT CMATA, Ye JIEYEHHETO MY € Hee(PMKAcHO, WM HaJBHIlIaBa MAKCHMAJIHATA
IpEeNOpEYHTETHA AHeBHa 1032 CUMGHKOPT, TPAGBa A2 MOTHPCH MEIHIMHCKA NOMOIN (BX. TOYKa 4.2).
TloBHINABaHETO HA YeCTOTATA HA M3II0IARaHEe Ha OPOHXOAWIATATOPH ,,IDH HY)KAa~ I'OBOPH 32 BIOMIABAHE HA
TIo/MIexKaloTo 3a00NaBaHe H Hajlara NpecleHKa Ha JICYCHHUETO Ha acTMAaTa. BHE3alHOTO H NPOrpeCHBHO
RIOHIaBaHe HA KOHTpona Ha acTMaTa WK XOBE e NoTeHLHMAHO KHBOTO3ACTPAINABALIO H NMAIMEHTLT TPIOBa
Aa Opae mpeonieHeH cnemHo. B nogo6GHa cuTyanms TpAOBa fa ce MMa NpeaBHA HeoOXOAHMOCTTA OT
HHTECH3A(UITHPAHE HA KOPTHKOCTEPOMIHOTO JIEUSHHE, HATIP. Ype3 NPOBEXKIaHE Ha KYPC C NEPOPATHH
KOPTHKOCTEPOHAH WIH Ype3 aHTHOMOTHYHO JIEUeHHe, aKO MMA JAHHH 3a HH(EeKIHA.

Jleuenuero che CHMOHKOPT He TpsaOBa Ja ce 3amouBa B NEPHOZ Ha 0BOCTPAHS, HA 3HAYHMO
CHMITTOMYUTE MJTH Ha OCTpO BJIOIIABAHE HA aCTMATA.

[IpeMuHaBaHe OT nepopaiHa Tepamua



'AKo HMa NpHYMHA Aa C€ MpeAnoara, 4¢ HaadpOpeuHaTa PyHKUHA MOXKE A3 € HAPYIICHa B Pe3YyJITaT Ha
peALISCTRALIO JIEYEHHE ¢ KOPTHKOCTEPOUIHN, MPEMHHABAHETO KEM JieueHHe ¢b¢ CHMOuUKOpPT TpAOBa 1a ce
OCBIIECTBSABA C TIOBHIICHO BHHMAHHE.

TTo3KTe OT HHXAJIATOPHOTO NeUeHHe ¢ Gy ne30HNH) COMKHOBEHO HaMaNABaT HEOOXOMMOCTTA OT IPHEM Ha
NEPOPANHH KOPTUKOCTEPOHIN, HO NALMEHTUTE, IPEMUHABALTM OT NEPOPATHH HA MHXATaTOPHH
KOPTHUKOCTEPOH/IH MOXKE J]a OCTAHAT NPONBKLKHATEIHO BPEME C TIOBHLICH PHCK OT HAPYIIIaBaHe HA
Han0Bs0peunns pesepB. BE3CTAaHOBABAHETO Clie/ CIMpaHe HA MEPOpaTHA KOPTHKOCTEPOHIHA Teparug MOXe
Ja OTHEME 3HA4HTEIHO BPEME H CIIeIOBATEIHO, IPH MAllHEHTHTE, 3aBHCHMH OT TIepopaiHa
KOPTHKOCTCPOU/IHA TEPAIIHA, KOHTO C€ NPEXBBPIIAT Ha HHXaNaTopeH 6yAe30HM/, PHCKBT OT HapyIieHa
Haa0B0peuHa (GyHKIMA MOJXKE Aa OCTAHE 3a 3HaYHTENieH Nepruox ot BpeMe. [Ipu TakuBa oOcTogrencrsa,
GyHKUHATA HA 0CTa XHIOTanaMyc-Xunodu3a-Hanbropex Tpabea na ce npocieassa peaOBHO. |

To Bpeme Ha MpeMUHaBaHe OT NepopanHa Tepamus KbM CHMOHKOPT, OOHKHOBEHO LIE CE NPEThPITH [10-
HHCKO CHCTEMHO KOPTHKOCTEPOHIHO ACHCTEHE, KOETO MOXKE Aa AOBeZE AO MOABATA HA AJISPrHYHH WIH
apTPHTHH CHUMITTOMH, KaTO PHHHT, €K3€Ma H MyCKYJIHa ¥ cTaBHa 60/ka. 3a TC3H ChCcTOSHHA TPAOBA na ce
3ano4He crienHpHIHO JedeHne. 1pabBa Aa ce moaosupa edekT Ha 06IMa NIHOKOKOPTHKOCTEPOHAHA
 HEAOCTATHIHOCT, aKO, B PeAKH CITyqaH, C€ MOABAT CHMIITOMH KaTo YMOpa, r1aBoGolue, raJcHe U

' moBpbIaHe. B TakuBa cllyqan noHAKOTa € HeoGXOAHMO BPEMEHHO TMOBHINABaHe Ha 1034Ta Ha NEPOPATHHA
TJIIOKOKOPTHKOCTEPOUA.

IToMoOIIIHK BeMIECTRA
Cumburopt TypOyxanep ¢bappika NAKT03a MOHOXHAIPAT (< 1 MMWIHIpaM Ha uHXanaip). OOHKHOBEHO TOBA

KONAYECTEO He NPUYMHABA MpobieMH IPH X0OpaTa ¢ HEMOHOCHMOCT KBbM /1aKT03a. [IoMOMMHOTO BeilecTBO
JAKTO3a CHABPKA MAJIKO KOTHYSCTBO MICHHH IIPOTCHHH, KOWTO MOTAT Ja upe,nmsaxaT pa3BHTHE Ha

AICPrHYHH PeaKLuH.

BzanMogeiicTBHE ¢ APYTH NeKapCTBEHH NPOAYKTH | .
- Tpabsa na ce u3bsarsa eAHOBPEMEHHOTO JICHEHHE C HTPAKOHA30JI, pATOHABHP HIIH APYTH MOIHE

uuxubHTOpH Ha CYP3A4 (BX. ToukKa 4.5). AKO TOBa HE € BE3MOKHO, HHTEPBAIET MEXKAY IPHEMHTE Ha
B3aHMOJICHCTBAIHMTE CH MeIUKAMEHTH TpA0Ba ja € MaKCUMAaIHO JbIbI.

BuuMaHue npH onpenenely 3a00maBaHus
Crumbukopt TpaOBa Aa ce mpuaara ¢ NOBHINEHO BHUMAHHE MPH MAalHEHTH C THPEOTOKCHKO34,

(eoxXpoMOLIHTOM, 3aXaper NHabeT, HeJleKYBaHA XHNOKAIHEMHA, XUNepTpodHIHa OOGCTPYKTHEHA
KapAHOMHOIIATHA, HAHONIATAYHA NOAKMIANHA a0pPTHA CTEHO33, TEXKKA apTepHATHA XMIICPTOHHS, aHEBPH3MA
HJIH JPYTO0 TEXKO ChPACYHO-CBHAOBO 3a00/BaHe KaTO HCXEMHYHA OolecT Ha ChPLUETO, TAXHAPHTMHES HITH
TEXKA ChpICUHA HEAOCTATBYHOCT.

C MOBHINEHO BHUMAHKE TPAOBA A ce NOIX0XKAA [PHU JIEICHHE HA IALWMEHTH ¢ yasmkeH QTc uHTepBa.
Camuar gopMoTepOon MOXke [a NIpeau3BHKa yabipkasade Ha QTc uHTepBana.

B1B BUCOKH 03H f2-apeHOpELIENITOPHHTE MHMETHIIH MOTaT Ja NpeAM3BHKAT PA3BHTHETO HA MOTEHIHAIHO
CEpHO3HA XHIIOKAIHEMHEA. ENHOBpeMEHHHAT NTPHEM Ha 32-aipeHOpeLISITOPHH MEMETHIH C JICKAPCTBA,
KOMTO MOTAT Ja MpeJH3BHKAT XMIOKATHEMHS WM 2 NOTEHIMpPaT XUIIOKATHEMHYEH e(eKT, HapuMep
KCAHTHHOBH TNPOW3BOAHH, CTEPOHIH H JHYPETHIIM, MOMKE /1a 3aCHITH BH3MOXHHSA XHUITOKATHEMHYEH edeKT Ha
p2-anpenopenenTopHus MumeTHK. [Ipenopbusa ce na ce moaxokaa ¢ 0cobeHO BHMMAHHE [IPH JIEUeHHe Ha
HecTaOMJTHA aCTMA ¢ TIPOMEHIIMBO H3MOI3BaHe Ha SPOHXOAMIATATOPH KATO ,,CTIACHTEITHO JIEKAPCTBO™ H IIPH
OCTpa TEKKA aCTMAa, MOHEKE PUCKBT MOXKE Aa € YBEJIMYH B Pe3yJITaT HA XUITOKCUATA, H HpH APYTH
CBHCTOSHMA, [TPH KOUTO BEPOATHOCTTA 32 Pa3BHTHE Ha XUMOKAIMEMHA c¢ MOBHIIAaea. B mo
Npenoph4Ba 4a ¢e CIACAH CEPpYMHHAT KaIIHiA.

KakTo npu npwioxeHHe Ha BCHIKH f2-aApeHOpeLeITTOPHH MEMCTHLIH, NPH Malye
¢ HMA NpeABHA AOITHITHUTENEH KOHTPO/ Ha KpbBHATA 3aXap.



HeobxoanmMocTTa 0T NeueHneTo W JO3UPOBKATA HA MHXAMATOPHHTE KOPTHKOCTEPOMAH TpaOBa na Obaat
[IpeOLICHEHH ITPH MIAIIUEHTH ¢ AKTHBHA HJIH JIATEHTHA Geﬂo,upoﬁﬂa TySepKyﬂoaa, rEOUMHE U Bnpycml
HtheKmm Ha JUXATETHUTE ITHTHINA.

CucteMHM ebekTH

Ilpu npHIOKeHHe, Ha KOHTO H /ia ¢ HHXANATOPEH KOPTHKOCTEPOH, MOTaT J1a e Pa3BUAT CHCTEMHH edekTH,
0cOOEHO NpH NpeANKHCBaHETO My BEB BHCOKH A03H 32 MPOABL/DKHTENHO BpeMe. BepoaTHocTTa 32 paseuTHE Ha
TAaKHBA €)€KTH € MHOT'O TIO-MAJIKa TIPH HHXATATOPHO TPHIIOAKESHHE, OTKOJIKOTO NPH JICUYEHHE C MEPOPATHH
KOPTHKOCTCPOHAN. BbaMoxkuHTe CHCTEMHH epekTH BKIo4BaT cHHApoM Ha Cushing, KbIIMHTOMACH
xabutyc, HanOBEOpedna cympecHs, 3a6aBsHE Ha pacTeka NpH JeLa H FOHOIH, NOHIDKaBaHe Ha MHHepalTHaTa
KOCTHA TUTBTHOCT, KATAPaKTa M [MayKoMa H MO-PAAKO PEAMLAa NICHXOMOTHIECKH HIH MTOBEACHIECKH eEeKTH,
BIJIIOUHTENHO NICHXOMOTOPHA XUIIEPAKTHBHOCT, HAPYIICHHE HA CHHA, 0€3MOKOKMCTRO, AENPECHS HIH arpecHs
(ocobeno npu aeua) (BK. Touka 4.8).

Tpabpa 1a ce MMAT NPEABHA MOTEHIHATHHTE e)eKTH BBPXY KOCTHATA IUTETHOCT, 0COGEHO TPH MALMEHTH HA
JICYEHHE BHB BHCOKH 103 3a MPOTBIKHTENIHO BPEME H ChC CHITBTCTBAITH PHUCKOBH (HAKTOPH 32 Pa3BUTHE Ha
ocreonoposa. JIeIrocpoyrHTe MpoyuBaHHA Ha JICUCHHE ¢ HHXANaTopeH OyAe30HHA MPH fielia Ha CpeHa
IHeBHA 103a 400 MHKporpama (M3MEpEHa 103a) WK MPH BL3PACTHA Ha AHEBHA Ko3a 800 MUKporpama
(M3MepeHa 103a) He MOKA3BaT 3HAUMMH ¢(EKTH BbpXY MHHEpalHATa KOCTHA IUTBTHOCT. HAMa Haln4Ha
MH(OPMALHA OTHOCHO edekTa Ha CHMOHKODT B [IO-BUCOKH JO3H.

I1py cHCTEMHO H JIOKAITHO MPHJIOXKEHHE Ha KOPTHKOCTEPOUIN Ca BE3MOXHH CHOOIEHHS 3a 3pHTEIHH
CMYLICHHA. AKO MPH MALMEHT ¢a HAJMILIE CHMIITOMH KATO 3aMBITIEHO 3peHHEe WIH APYTH 3PUTEHH
CMYIIESHHs, MALMEeHTHT TpA6Ba ga ObIe HacoueH 32 KOHCYJITalMA ¢ o TalIMOJIOT 33 OLIEHKA Ha BE3MOMKHHTE
[IPHYHHHE, KOHTO MOTAT Ja BKTIOYBAT KATAPaKTa, [MIayKoMa HIH PelKH CHCTOSHHA M 3a00/I9BaHHsA KaTO
lIeHTpaHa ceposHa xopHopetuHonaTHA (LICX), 3a kouTo ce crobinapa cliei CHCTEeMHO H JIOKAJIHO
H3M0/M3BaHE Ha KOPTHKOCTEPOHITN.

Han6s6peuna ¢pynxipas

JleueHHETO C NOITEIHHTEHUTE CHCTEMHH KOPTHKOCTEPOH/IH HIIH HHXAIATOPEH ﬁy,ueaonnn He Tpaﬁna na ce
CIMpa pA3KO.

TIPOABIDKHTEHOTO JISUSHHE ¢ BECOKH JI03H MHXATATOPHH KOPTHKOCTEPOM/H, TIO-CHELIHATHO C TI0-BHCOKH OT
NPENOPBYHTENHHTE J03H, ChIIO MOMKE Aa AOBEAe A0 KIMHHYHO 3HAYHMa aAPECHAIHA CYTIPECHL.
CnegosareHo, 10 BpeMe Ha TEPUOAH Ha CTPeC KaTo TeXKH HHQEKUHN Wi [ITAaHOBH onepauuy TpadBa na ce
¥Ma NIpEABU] AOITBITHHUTETHO CHCTEMHO 00e3nedaBaHe ¢ KOpTHKocTeporad. bep30To HamaiBaHe Ha f03aTa
Ha KOPTHKOCTEPOHIONTE MOXKeE Jia OTKIIOYH OCTpa HaaOBOpeyHa HeAoCTaTRYHOCT. bee3uTe H CUMIITOMHTE
Ha ocTpara HaaOBEOpedTHa HeAOCTATHYHOCT MOraT Jia ca HeACHH, KaTo MOTAT Ja BKIIOYBAT aHOpeKCcHd, Honka
B KOpeMa, 3aryba Ha Termo, OTnagHalocT, [NIaBoOoIHe, rajieHe, NOBpBIaHe, MOATHCHATO Ch3HAHKE,
I'EPYOBE, XHUITOTOHHA H XHIIOTTHKEMHA.

Hapanokcanen 6poHxocnazsm
KakTo 4 npu Apyru HHXanaTopHH TepaniH, MOXe J1a ce pa3BHie napagokcaleH OPOHXOCIIA3bM ChC 3aCH/IBAHE

Ha XpHUIMOBETE ¥ 3aAyXa HEMOCPEACTBEHO Cliel] MpHeMa. AKO NAlHeHT NOJIYYH NapaaokcalieH OpOHXOCHazhM,
npraokeHHeTo Ha CHMOHKOpT Tps6Ba 1a ce mpekpaTH He3abaBHO; CHCTOAHMETO Ha NALMEHTa TpAOBa fa ce
IPEOLIEHH H, aKO TOBA ¢ HeoOXOaMMO, Ja Ce 3aII0YHE ATTEPHATHBHO JeucHue. [lapanokcanausr
OpoHxocnazsM ce HOoBNHABA OT Obp3oleiicTBall HHXaiaToOpeH GpoHXoMIIaTaToOp, H TpAOBa Aa ce JeKyBa
He3abaBHO (BX. TouKa 4.8).

IlenuaTpryna nomynanwus
- IIpenopnyba ce npH Aeua, KOMTO ¢a HA NPOXBJDKHTEIHO JICUCHAE ¢ HHXAIATOPHH KOPTHKOCTEPOK

pelOBHO Jia ce ciaeau pheThT. Ipu 3abaBane Ha pacTexa, nedeHueTo Tpabsa na 6bae npe
HaMaJIsBaHe Ha JO3HPOBKATA Ha HHXAIATOPHHTE KOPTHKOCTEPOMIH 0 Hali-HECKATA JgH!
NOAABPXKA ePEKTUBEH KOHTPOIT HA aCTMATA, aKO TOBA € BE3MOKHO. BHIMAaTenHO Tpabf 7 ‘F
NOJI3aTA OT JICYEHHETO ¢ KOPTHKOCTEPOHAH H BE3MOXHHUTE PHCKOBE 110 OTHOIIEHHE
pacTexka. B nonwnHeHue, TpaGea Aa ce HMa NpeABHA H Bb3MOXXHOCTTA 32 HACOYBaHE KER
NEAHATEP-ITYIIMOJIOT. |




OrpannyeH# JaHHH OT AWITOCPOYHHM NPOYYBAHKA COYAT, Ye B KpaifHa CMETKa NOBEeYeTo ACLAa H IOHOIIIH,
NEKYBaHH ¢ HHXanaTopeH Oyae30HUA, TOCTHIaT TApreTHHA CH PBCT KaTo Be3pacTHH. Habmonaea ce, oGaue,
' TEPBOHAYATHO JIEKO H MPEXOHO H30CTaBaHe B pacTexa (mpubmusutenHo ¢ 1 cM). Topa ce HaGmonasa
OOHKHOBEHO Mpe3 ITHPBaTa rOAHHA OT JICUSHHETO.

Ionynaims ¢ XOBD

- HiAmMa HaTHYHM JaHHH OT KMMHWYHA npoyuBanus cue CaMmbuxopr TypOyxanep npu naupents ¢ XObb ¢
OEO; > 50 % ot ouakBaHHa HOpMaJIeH Tipei OpOHXOAWNATATOP H C tI)EOri 70 % ot oyakeaHud Hopmanen
cIen ﬁpormonma'ra'rop (BXK. TOUuKa 5.1).

HabnronaBa ¢ce HOBHIIEHA YeCTOTA HA [THEBMOHHSA, BKINIOYHTETHO MHEBMOHHA HaJlarama XOCIIHTATH3aLHA,
1pH naumeHTH ¢ XOBB, KOMTO NpHeMaT HHXANaTOPHH KOPTHKOCTepoHAM. MMa HAKOH AaHHH 3a [OBUIIIEH
PHCK OT THEBMOHHA IIpH MOBHINABAHE Ha CTEPOHAHATA 1034, HO TOBA HE Ce AEMOHCTpHpa yOeauTento B
pPaMKHTE Ha BCHUYKH NMPOyYBaHMA.

Hama ybeauTenHo KIHHHIHO JOKA3ATEICTBO 3a PA3IHKH B pAMKHTE Ha KJTaca MKy MHXATATOPHHTE
KOPTHKOCTEPOHHE MPOAYKTH, OTHOCHO FONEMHHATA HA PUCKA OT THCBMOHHA.

Jlekapure TpaOBa ga npocieasBaT 3a BIMOXKHO pa3BUTHE Ha MHEBMOHHA ITpH naiMentu ¢ XObb, Thil kaTo
KJIHMHAYHATA KAPTHHA HAa Te3u HH(EKIHH ce MPEenoKpHBa Ch¢ CHMITOMHTE Ha ek3auepbaimy Ha XObb.

PuckosuTe gaxropd 3a mHeBMOHHA npH MatMeHTH ¢ XOBb BrnodBaT HaCTOALIO TIOTIOHOMYINEHE, MO-
HanpeaHata Bb3pacT, HACHK HHACGKC Ha TejaecHa Maca H Texxka XObb.

45 BiaEMoJeHcTBEHE ¢ APYI'H JeKapcTBEHH NPOAYKTH H ApYrR GOpMH Ha B3aHMOACHCTBHE

DAPMAKOKUHEMUYHY G3AUMOOETICTIBUR

Mommmte HExAOHTOPH Ha CYP3 A4 (Hanmp. KETOKOHA30JI, HTPaKOHa30J1, BOPHKOHA30]I, M03aKOHA30J,
KJIAPUTPOMHITHH, TEJIMTPOMHLIKEH, Hedazonon u HIV npoteazau HHXHOHTOPH) MOraT 3HaUYH¥TEIIHO Aa
TMOBHINAT IJIA3MECHHTE HHBA Ha Oyne30HHI H 6AHOBPEMEHHOTO MM NPHIOXKeHHE TpAOBa na ce H3dATBa. AKO
TOBA HE € BE3MOXKHO, BPEMETO MEXKAY NPHIOKEHHETO Ha HHXHONTOpa U NPUWIOXKEHHETO HA OyAe30HH
TpA6Ba J1a € RE3IMOXKHO HAM-IBJITo (BXK. ToKa 4.4). -

Momuuat naxubuTop Ha CYP3A4 kerokonason, 200 mg ek AHEBHO, NOBHINABA [UTA3MEHUTE HHBA Ha
eJHOBPEMEHHO NMEPOPATHO NPHIIOXKEH Gy e30HH I (€AHHHYHA 1032 OT 3 mg) NPUGIHM3HTETHO IIECT IMBTH.
Korato keTokoHa301 € mpuioxeH 12 yaca cnes Oyae30HH I, KOHLUEHTPALHATA Ce MOBHINABa CPEIHO CaMo
TPH ITBTH, KOETO 10KA3BAa, € CAMOCTOATETHOTO HPHIOKEHHE MOXXE JIa MOHIKH NOBHLIABAHETO Ha
IUT1a3MeHHTe HKUBa. OrpaHMueHH JAHHH 33 TOBA B3aUMOJeHCTBHE TIPH BHCOKH /103 HHXANATopeH Gyae30Hu)

OKa3BaT, Y€ 3HAYHTEIHO MIOBHIIIABAHE HA M1a3MEHHTE HHBA (CPEHO YCTHPH ITFTH) MOXKE Jia HACTBIIH, ako

uTpakoHason, 200 mg BeAHEK JHEBHO, ce MpUJIara eJTHOBPEMEHHO ¢ HHXanaTopeH Oyne30HHA (€IHOKpaTHA
nosza ot 1 000 pg).

DapmMaKoOUHAMUYHHU 83AUMOOCTICMEUR

bera-anpenepruanuTe On10Kepn Morat aa otcaabar wim aa uHxubupar edekra Ha dopmotepon. Ilopanu
ToBa, CHMOHKOpPT He Tpabra fa ce naBa eAHOBPEMEHHO ¢ P-aapeHEPrHUHH OJIOKepH (BKITIOUYHTEITHO H KAIKH
33 O4YH), OCBEH aKO IPHMHHUTE 33 TOBA HE ca 0COOEHO CEPHO3HH.

EnHOBPEMEHHOTO JICYCHHE ¢ XHHHIHH, JH30THpaMi/, NPOKAHHAMHL, GCHOTHA3HHH, ¢ :, AT,
(TepdeHannH) W TPHLMKIMYHE aHTUAETIPSCAHTH MOXKE J1a TIPEAM3BHKA yIb/DkaBaHe Ha ¥ TguNTeps R

'
-

YBEJIHYH PHCKA OT Pa3sBHTHE HA KAMEPHH apHTMHH. % pran\
TR\
= i i: Y o
B nombanenne npueMsT Ha L-DOPA, L-THpOKCHH, OKCHTOLIMH H A1KOXOJ MOXe Aa Mapy fNCEoRpItsp{ps ’:
TONMCPAHC KbM [r-CHMITAaTHKOMUMETHLIUTE. % ey §
éi &T] e géit
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EnHOBpeMEHHOTO NeveHHe ¢ HHXUORTOPH Ha MOHOAMHHOOKCHA3aTa, BRIIFOMMTENIHO H ¢ MEAHKAMEHTH CBC
CXO/JHH CBOHCTBA KaTo (pypa3osiHAOH ¥ NpokapOasuH, MOXKe Ja Mpean3BHKA XHIIEPTOHWYHH PEaKLHH.

IIpa nauHeHTH, NOMyYaBAalli AHECTE3HA C XaJIOTeHUPaHH BBIJIEBOJOPOIH, CHUIECTBYBA MOBHINIEH PHUCK OT
Pa3sBHTHE HA APUTMHH. |

EnHOBpeMEHHOTO ITPUIOKEHHE ¢ OPYTH GeTa-aipeRepTHYHH JIEKapCTBA WIIH aﬂmommepmmm neKapcTpa
MOXKE 14 HMa NOTEHLHANIHO aUTHBEH OpoHXoAWIaTHpall egeKT.

XHIOKATHEMHSTa MOXE JIa [IOBHIIN CKJIOHHOCTTA 33 Pa3BHTHE HA APUTMMH [IPH NAIHEHTH, KOHTO €4 Ha
JICICHHE CHC CHPACTHH TITMKO3H/IH.

He ¢ yctanoBeHo GyAe3oHH B GpOpMOTEPON 43 B3aAMOACHCTBAT C APYTH nexapcma, H3MOJI3BaHH MPH
JISYEHHE Ha acTMA.

[leaparpyuyna nomynanusg | .
[Ipoy4yBaHus 3a B3aHMOAEHCTBUATA Ca MPOBEXKAAHHA CAMO ITPH BE3PacTHH.

4.6 DeprranTeT, GpeMEHHOCT H KbpMeHe

- bpeMeHHOCT |
JHMIICBAT KIIHHMYHH AAHHH 38 SKCITO3HUHA KbM CHMOHKOPT WIH €JHOBPEMEHHO JISUEHHE C POPpMOTEpPOI H

OyZe30HHA 1o BpeMe Ha GpeMeHHOCT. JIaHHUTE OT MpOy4BaHusATa 33 eMOpHO(ETATHO pa3sBHTHE MIPH
IUTbXOBE HE FOBOPAT 3a HATHYHE Ha JOIMBIHHWTENEH e(peKT Ha KOMOHHAIMATA.

JIuncBaT AOCTATHYHO JaHHH OT yroTpebara Ha dopmoTepos npu GpeMeHHH xeHl. B npoyusanusTa 3a
pPEIPOAYKTHBHA TOKCHYHOCT IIPH JKHBOTHH (POPMOTEPOII MPEAM3BUKBA PA3BHTHE HA HEXKENaHH PCaKLH
CAMO IIPH MHOIO BHCOKH CHCTEMHH ¢KCIO3HIMHH (BXK. To4YKa 5.3).

JlanauTe oT npubauzurenso 2 000 eKCIO3HIHH 10 BpeMe Ha GPEMEHHOCT HE TOBOPAT 34 NMOBHIISH
TEPATON€HEH PHCK, CBBP3aH ¢ MPUWIOKEHHAETO Ha HHXaNaTopeH 6yae3onHa. OT NpoyvBaHUATa PH JKHUBOTHH
MMa JIAHHH, Y€ MNIIOKOKOPTHKOCTEPOHAMTE NIPC/AN3BHKBAT PAa3BUTHE HA MalIQOPMalMH (BXK. To4ka 5.3).
[TpeasHa APESHOPHLURTEIHUTE KO3H, HE C& CYAKRA TOBA Aa © OT NPAKTHUUECKO 3HAYCHHE [IPH X0pa.

IIpoyuBaHHATA NpH HKUBOTHH NOKA3BAT CBHIHO TAKA YYaCTHE HA MOBHIUICHHTE NIIOKOKOPTHKOCTEPOHIHH HHBA
IPEHATATHO B NOBUIIABAHETO HA PUCKA OT HHTpayTepHHHA peTapAaLHa Ha pacTexkKa, pa3BHTHE Ha
CBPACYHO-CBAOBH 3a60nsBaHHA U TPAHHH NPOMEHH B MECTOTATA HA FIFOKOKOPTHKOHAHHTE PELEITOPH,
HCBPOTPAHCMUTEPHHA THPHOBEP H IIPOMEHH B MOBEACHHETO MPH €KCTIOZHLIMHK [10] TCPATOTCHHHA 10308

mpar.

[To BpeMe Ha OpemeHHOCTTa CHMOHKOPT TpadOBa na e M3I0M3Ba CaMO TOTABA, KOraTo NMOJI3HTE HaJBHILIABAT
NOTEHUMAMHUTE pUcKOoBe. TpabBa 1a ce u3no3Ba Haili-HuckaTa eduxacHa 1o3a Oyae3oHd, HeoOxoauMa 3a
NOAABPIKAHE HA 4fICKBATEH KOHTPOJI HAa acTMara.

- Knpmene
Byne3onHx ce exckpeTHpa B kbpMara. [Ipu TepaneBTHuHH 103H 06ade, HE ¢ 09aKBaT e(peKTH BEPXY

kbpMaueTo. He e u3pecTHO Janu npu xopa GoOpMOTEPOI ¢€ eKCKpeTHpa B KbpMara. [Ipu wrsxoee B MIIAKOTO
C¢ OTKPHBAT MaJIKH KoluuecTBa hopmoTepoi. Ilpunoxenne Ha CAMOHKOPT [IPH XKeHH, KOHTO KEPMAT, MOXKE
Jla ce MMa NpeaBMz] caMo TOraBa, KOraTo OUakBaHATa NOJI3a 3a Makikara HaJBHINABA BB3MO
OETETO.

DEpTIIATET
JIANCBAaT NaHHH 3a NOTEHIHANHEA e(eKT OT yroTpebara Ha Oyme3oHH BBPXY e

3a peNpPOIYKTHBHA TOKCHYHOCT Ha (JOPMOTEPOJ PH XKHBOTHH, I0KA3BaT JIEKO HAMANICH
MBKKH IUTEXOBE, IIPH BHCOKA CHCTEMHA €KCIIO3HLMA (BXK. TOYKa 5.3).
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4.7 EdexTn BppXy CIOCOOHOCTTA 32 ModHpAnE H padoTa ¢ MAIIAHHA
CuMOHKOpPT He MOBNKARA WIH MOBIHABA npeﬁeﬁpemo CrocobHOCTTA 3a WodHpaHe H paboTa ¢ MALIHHH.
4.8 HexelanH 1eKAPCTBEHH PEAKIHHE

ITonexe CuMOHKOPT chabpAa B OyAe30HUA, U GOpPMOTEPOIL, MPH HErO MOraT Aa C€ Pa3BHAT CHIUMTE -
HeXe/IaHH PEaKL{HH KaTo choOmAaBaHHTE 3a Te3W BellecTBa. [IpH eJHOBpEMEHHO NPHITOKEHHE Ha JBETE
CBCTABKH HE € HaOMoNaBaHo pa3sBUTHE HAa HEXKE/IAHH PEaKIHM ¢ NOBHImEeHa YectoTa. Hail-uecTare cBBp3any
¢ ICKaAPCTBEHMA MPOAYKT HEOKENAHH PEaKLMH ca GapMakoJIOrMYHO NPEeABHANMH HEKEIIAHH PEaKIHH Ha
JIEUEHHETO ¢ B2-aNpeHOPELISITTOPHA MUMETHIH KaTO TPEMOp H nannmHranud. Te o0HuaiiHo ca JiekH |
OOHKHOBEHO H34€3BAT B PAMKHTE Ha HAKOJIKO JAHH OT HAYaJIOTO Ha JIEYEHHETO.

HexenaHuTe peakiH, CRBpP3aHH € IPUEMa Ha OyAe30HH KK GOpMOTEpO], Ca npencraneﬁﬁ o-RO7Y,
TPYIIAPAHH 110 CHCTEMO-OPraHHH KTacoBe H 4ecToTa. YecToTRTe ¢ medHHHpaT Karo: MHOro 9ectd (2 1/10),
4ecTH (= 1/100 no < 1/10), neyectu (= 1/1 000 no < 1/100), peaxu (> 1/10 000 no < 1/1 000) 1 MHOTO peaKH

Tabanna 1
COK YecToTa HexeJ1aHN JJeKaPCTBEHA peaKnuH
Undexuuu u undecTayy Yectu OpodapuHreanHa KaHIHA03a
[Inemonua (npu nammertu ¢ XOBB)
Hapymenns Ha uMyHHATA Peniku bBp3u H KECHH peaKIdH Ha
CHCTEMA CBPBXUYYBCTBHTE/IHOCT, HAMP. CKIAHTEM,
YPTHKApHA, MPYPHTYC, JEPMATHT, AHTHOSAEM H
aHadHNAKTHIHY peaKiHH
Hapymenns Ha ennoxkpunnara | Muoro peaku | Cuuapom Ha Cushing, Han6s0pedna cynpecnﬂ
CHCTEMA 3abaBgHe Ha pacTexa, MOHIbKABaHE Ha
MUHEpaIHATA KOCTHA IUTBTHOCT
HapyiwreHus Ha metabomusma u | Penku XHNOKAJIHEMHA
| XPaHEHETO Muoro peaku | XMIOCprinkeMus
ITeuxu9HH HapyIIeHHA Heuectn ArpecHd, ICHXOMOTOPHA XMIIEPAKTHBHOCT,
6e3m0KOHCTBO, HAPYLICHHA HA ChHA
Muoro pegxu | Jdenpecus, NOBSACHUYECKH NPOMEHH (npeauMHO
NpH AC1a)
. HapyiieHud Ha HepBHaTa Yecrn I'nasobonne, TpeMop
CHCTEMA Hevectu BueHe Ha CBAT
Muoro penkd | Hapyuienus Ha BKyca
HapywieHna Ha oguTe Heuectn 3aMBINIEHO 3peHHe (BXK. CBINO TOYKA 4 4)
Muoro peaku | Karapakra H rnaykoma
Copreuny HapylneHAs YecTu [Manmaraumm
HeuectH Taxuxapaua
Penxu . ApHTMHH, HaNp. NpeACHPAHO MEX/ICHE,
HaJIKaMepHa TaXMKapAaHa, eKCTPACHCTOMH
MHoro penkn | AHrMHa neKkropuc. Y aspkasane Ha QTc
HHTEPBAIA
ChnoBH HapymeHus Muoro peaxs | Konebanus Ha apTepuHasiHOTO HAIAraHe
PecapaTopHu, rphaHE H Yectu JIeko npasHeHe Ha I'bPHOTO, KalllNKIa,
MEIWACTUHATHH HAPYIICHUA BKJIFOUHTETHO JIpE3raB [JIac
Penku bpouxocnasem g oo -
CromaimHo-apeBHH Hapyuienns | Heuecrd . CaneHe 8 AN
Hapyiienns Ha xoxarta u Hegectn KpreoHacananus Ryl |
NOAKOXKHATA ThKaH S5
Hapymenns Ha Heuectn MyCKy/IHH Kpamny . &

< 1/10 000).




MYCKYJIHO-CKEJIETHATA CHCTEMA
1 CHEIHHHUTEJHATA THKAH

OpodapunreanHaTa KaHIHAO3A C€ JRIKH Ha OTNAraHe Ha JEKapcTBOTO B opodapHHKca. 3a Ja HAMAAT TO3U
PHCK, MauueHTHTE TpaAtBa Ja ObAaT CHBETBAHH Cie MPHEM Ha BCAKA NOAABPXKALIA 71034 /18 H3ILU1aKBaT
ycraTta cd ¢ Boga. OpodapuureantaTa KaHaHz03Ha HEPEKLMA OOHKHOBEHO OTTOBapd Ha JOKATHOTO
NPOTHBOIEOHYHO JNicUcHHE, Oe3 Aa ¢ HeoOXOAHMO J1a ce NPeKpaTIABa HHXAIATOPHUAT KOPTHKOCTEPOH. AKO
ce NMOSABH opodapHHreanHa KaHANuA03a, NAIMEHTHTe TPAOBA /la H3MIAKBAT YCTATA CH C BOJA H CJlel |

HHXAJIALMHTE TIPH HYXKA.

KakTo H npH ApyTr'H HEXaNaTOPHH MSIHKAMECHTH, MHOTO PAJIKO — IIpH [IO-MAJIKO OT 1 Ha BCEKH

10 000 yoreka, MoXke ia ce pasBHe MapajoKcaieH OpOHXOCTIAbM, MPOABABANL CE ChC 3aCHIIBAHE Ha
XPHITIOBETE H 3ayXa HeNoCpeNCTBEHO ¢ MpHema Ha go3ara. [lapanokcanHuar SpoHxocnaseM ce
NIOBJINABA OT OBp30AcHCTBAIM MHXanaTOPHH OpOHXoaHNaTaTOPH H TPAOBA Aa ce NekyBa He3abaBHO.
Ipranoxenrero Ha CMOuKOpT TpsabBa Aa ce cripe He3abaBHO, CHCTOAHHETO Ha TIALMEHTA JIa CC NMPEOLICHH H,
aKo TOBA € HEOOXOHMO, Ja Ce 3alovuHe ANTCPHATHBHO NICUCHHE (BK. TOUKa 4.4).

Ipn nprinoskesne, Ha KOWTO M J1a € HHXATATOPeH KOPTHKOCTEPOH, MOraT Aa Ce Pa3sBHAT CHCTeMHH edekTi,
ocobeHo IIpH MpeANKHCBAHETO My BEB BUCOKH J03H 33 NPOIB/DKHTEIHO BpeMe. BeposTHOCTTa 3a pa3BHTHE Ha
TAKHBA e(PeKTH € MHOI'O II0-MAJIKa, OTKOJIKOTO NPH JISYSHHUE C NIEPOPATTHH KOPTHKOCTEPOHIH. BL3MOXKHHKTE
cHCTEMHH e(eKTH BnouBat cHHApoM Ha KemmHr (Cushing), kplmHHIOMAECH XabHTYC, HanO®KOpeyHa
cynpecHs, 3adaBsHe Ha pacTex MPH Aella ¥ IOHOLIH, MOHHXKABAHE HA MUHEPAJIHATA KOCTHA IUTBTHOCT,
KaTapakTa W rinaykoma. Moxe fia ce pa3BUST K IOBHIIEHA MOJATIHBOCT KBM HH(EKIHH H HApYyNIEHA
criocO0HOCT 3a NpHCNOcobABaHe KBM cTpec. Te3u eeKTH BEpOSTHO 3aBMCAT OT A03aTa, BpEMETO Ha
€KCTO3HLIHA, CHITHTCTBALIMSA HIH NpeALICCTBAIN NPHEM HA KOPTHKOCTEPOHAH H HHAHBHIYATHATa
YYBCTBUTE/THOCT. |

JleuenneTo ¢ Pr-aapeHOpeLIENITOPHH MUMETHIIM MOXKE Aa AOBE/E A0 MNOBUINABAHE HA CTOMHOCTHTE Ha
HHCYJIHHA, CBOOOHHATE MACTHH KHCEJIMHH, [VIMIICPOJIa U KETOTENaTa B KPBBTA.

IlenuaTpuyHa NOMYIAIHA
IIpenopbYMTENHO € BHCOYHHATA HA AELIATa, NOMTYYaBalllH NPOEDKHTCIIHO ICUCHHE ¢ HHXAIATOPHH

KOPTHKOCTEPOHIHM 4 Ce CHEAH PSAOBHO (BXK. Touka 4.4), |

CrpobapaHe Ha NOAO3HPAHH HEXEIAHH PEaKIIHY -

CrobmaBaHeTo Ha NOJ03UPaHH HEXKETaHH PEeaKIMy ciel paspelllapake 3a ynorTpeda Ha JieKapCcTBEHHUA
MpOOYKT € BaXHO. ToBa no3eosigBa Aa NpOBIDKH HaO/HOJEHHETO Ha CHOTHOLIEHHETO TI0J13a/PUCK 32
JIEKapCTBEHHA NPOAYKT. OT MeJUIMHCKHTE CHELHATHCTH C€ M3HCKBA Ja ChoOLIABAT BCAKA [OI03UPaHA

HEXeJIaHa PeaKIus JO:

bbarapas

H3mpaHdTEMHA areHIMA O ekapeTeara
yi. slamsn Ipyes” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebOcaiiT: www.bda.bg

4.9 IIpepno3upane

[Ipenosupanero ¢ popMoTepon BepoSTHO OH AOBENO 10 PA3BHTHE HA €(EKTH, KOHTO €a TH ST
pz-agperopeLIeNTOPHUTE MUMETHIIM: TPEMOP, TTIABOOOIHE, NaImHTAIHH. CHMITTOMHTE, 39/KQ¥
CbOOLICHHA OT U3CJIHPAHH CITy4YaH, Ca TAXHKAPAHA, XHIICPTITHKEMHA, XHITOKAITHEMHUA, yif m it Qe
MHTEepBall, apHTMHA, TaJieHe H MOBpEIIaHe. Moxke na e roka3aHo MpOBEXKAAHETO Ha [0y e 5 5, o
CHMITTOMaTHYIHO evcHEe. Jlo3a oT 90 MHKporpaMa, NpKIIOKEHA 3a TPH Yaca [PH MGy § OCTpd .
OPOHXOOOCTPYKIS, HE € NPeM3BAKANA PA3BHTHE Ha NPOGIIEMH N OTHOLICHHE Ha 6e30)aRHOSTYEN S ,‘,@‘ .
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He ce o4akBa oCcTpoTO npeo3rpane Ha OYAC3OHII, IOPH W B H3KITIOUMTEIHO BHCOKH 03H, /12 IIPEACTaBIABA
KAuHHYeH npobneM. IIpy npo DKHTEIHUE MY TIPUEM BhB BHCOKH JI03M, MOTAT Aa C& Pa3BHAT CHCTEMHHU
[IOKOKOPTHKOCTEPOHAHH e()EeKTH KAaTO XMINEpKOPTHLUM3BM H HAOBOpeyHa CynpecHs. |

AKko ce Hanara TeueHreTo cbec CHMOHKOPT [a ce CIpe IMopajH MpeJo3Hpane Ha GOpMOTEpONOBaTa
KOMITOHEHTA Ha MeHKAMEHTa, TpAOBa Ja ce uMa NpeABUA 00e3Ne4apaHeTo HA TOAXOOAINO JEUCHHE C-
HHXAJIATOPESH KOPTHUKOCTEPOH]I.

5. ®APMAKOJIOrHYHH CBOHUCTBA
5.1 dapmakoIEBEAMATHH CBOHCTBa

QapmakoTepaneBTHYHA rpymna: JlekapcTea 3a ob6cTpykrupHM 380011BaHIsA HA NUXATETHHUTE METHINA:
Anpenepruuim CpeACTBa, HHXANATOPH.

ATC koap: RO3AKO07

Mexanu3pM Ha JeiicTBre M PapMakOAHHAMHIHH eQeKTH

CumOuKopT chappka GopMOTEpOn U OyAE30HMA, KOMTO UMAT PA3IHUHU MEXAHUIMH Ha ASHCTBHE H
JIOKa3BaT aAMTHBHY €(EeKTH 110 OTHOIIEHHE Ha HAMAJIdBaHe Ha emauepﬁa[mme Ha acTMaTa. MexaHu3MHTE
Ha AeiicTBHE Ha IBETE aKTHBHH BEIIecTBa c¢a 00ChACHH I0-A0Y.

byoezonuo

Bbyne3onHz e rIOKOKOPTUKOCTEPOUST, KOWTO, MHXATHPAH, MMa H0303aBHCHM [IPOTUBOBBIMAIHTENCH eEKT B
AMXATEITHHTE ITHTHINA, BOAELN A0 NOATHCKAHE HA CUMITTOMHTE H HaMasiseaHe Ha Opod Ha ekzauepbaumnre Ha
actMara. MixanaropHusT 6yae30H1A HMa o-¢1ab0 m3pascHH HEXeNMaHH ¢eKTH OT CHCTEMHHTE
KOPTHKOCTEPOKAH. TOUHHAT MEXaHH3BM, OTTOBOPEH 3a NPOTHBOBE3NAIHTETHOTO AeHCTBHE HA
TTIIOKOKOPTHKOCTEPOMIHTE, HE € H3BECTEH.

- Dopmomepon

DopMOTEPOII € CEIEKTUBEH P2-aApeHOPELIENITOPEH MUMETHK, KOMTO, HHXaJIUPaH, BOAH A0 OBp3a H
IIPONBJDKHTE/HA penaxcanud Ha OpoHXHaTHaTa rJlafka MycKy/1aTypa [IpH NAUMEeHTH ¢ o6paTHMa
OOCTPYKLMS Ha AHXATENHMTE TTHILA, BPOHXONHNATATOPHHAT My e()eKT € J0303ABUCHM, C HAYAJIO Ha
ethexra B pamxute Ha 1-3 MuryTH. [TpOABIDKHTENIHOCTTA Ha edpekTa My € moHe 12 Jaca cien eAHOKpaTeH
TIpUEM.

- KimHuyya epHKACHOCT W 6€3011aCHOCT

AcTtma

KnHHH4HuTE MpoyyBaHuA [IpH BH3PACTHH MOKA3BAT, 4e A06aBaHETO HA GOPMOTEPOS KBM GYAC30HHA BOIH
[0 nonodpenue No OTHOMIEHWE HA CHMITTOMMTE Ha acTMata ¥ OenoapoduaTta dyHKIMA, XKaKTO ¥ Y€ HaMalaBa
6pos Ha ex3anepbammuTe. B npe 12-ceamuanu npoydsaHus edexTsT Ha Gyne30HHN/ GopMOTEPON BBPXY
OenoapoOHaTa PyHKIMA € paBeH Ha TO3H Ha cBOOOAHATA KOMOHHAIMA OT OYIe30HHA U POPMOTEPON, B
NPERB3X0KA TO3H Ha MOHOTepanusaTa ¢ 6ye30HHA. BBB BCHUKM TepaneBTHYHH paMeHa ca H3MOJI3BaHH
KpaTKOAcHCTBaIUH 2-axpeHopeieNTOPHH MUMETHLM ,,TpH Hyxa”. HaMa faHHM 3a W34depnBaHe Ha
AHTH-aCTMATHYHHA eDEKT ¢ BpeMETO.

IIposeaenu ca ase 12-ceqMUYHM NPOYYBAHKA NPH Jielia, B KOHTO 265 nena Ha Be3pact ot 6 Ao 11 roausu ca
JIeKyBaHH ¢ Oyae30HNA/GopMoTEPOI B MOAABPKAIA A03a (2 HHXANalHH OT
80 muxporpama’4,5 Mmcporpaua/mmaﬂaum IBa IThTH JIHEBHO) H KpaTKo AeiicTRain fr-anpes

MHMMETHK ,,TlipH Hy>k1a”. Yl B neete npoy4sanns Oenoapobuara QpyHKIEs mokasea noao0py 7 Y
ce MoHacs godpe B CpaBHEHME CBC CHOTBETHATA I03a Oy/1e30HH]] KaTO MOHOTEpaIHA.

XObb

B npe 12-MeceyHH KIMHAYHM NPOYYBaHHMA ¢a OUEHEHH ¢QeKTHT BbpXY Oenoapobnara q:. ~
Ha ex3auepbauunTe (MedHHApPaHa CNOped KyPCOBETE Ha JISUeHHE ¢ NEPOPATHH KOPTHKO
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AHTHOHOTHINA WM XOCITHTAJIM3ALMHTE ) IPH NALHEHTH ¢ yMepeHa 1o Texka XObb. Brmousaius
KpHTEpHiA NpH Bete mpoyuBaHus € ®EO;< 50 % or oyakBaHua HOpMaNieH npeas GpoHXoAMIaTaTop.
Meananara Ha ®EO, cnen Gponxo,ama'ramp pH BKIIOYBaHE B H3NUTBaHUATA € 42 % OT ouyakBanus
HOpMAJICH.

Cpenm{n'r bpoit Ha exzanepbarmTe 3a roguHa (cnope aaeHaTa Mo-rope AeHUHHINA) € SHAYHTETHO M0~
MATHK NPH JeueHHe ¢ 6y Ae30HH/ GOPMOTEPOIL, OTKOJIKOTO NPH MOHOTEPAIHA ¢ (GOPMOTEPON HiIH MPH
npueM Ha miane6o (cpeano 1,4 B cpasnenne ¢ 1,8-1,9 B rpynara Ha mwiane6o/gopMotepon). Cpequust 6poii
OHH Ha IIPHEM HA TIEPOPATHH KOPTHKOCTEPOH AN/ IALIHEHT TIpe3 Te3n 12 Mecelia € MaJIKO NO-HHCBK B IPymara
Ha Oyzaesonua/dopmotepon (7-8 auM/maLmMeHT/roaHHa, CHOTBETHO 11-12 1 9-12 aHH B rpynuTe Ha raneto
H ¢opmoTtepon). ITo oTHoIMEeHNe Ha NpOMAHATA B MoKazaTeluTe 3a denoapobua GyHxims — karo PEO:,
OyaezoHUR/GopMOTEpON HE TIOKA3BA NIPEFBIXOLCTBO MPE] MOHOTEpanMaTa ¢ (opMOoTEpO.

5.2 @apMAKOKHHETHYHH CBOHCTBA

Abco
KoMGuHMpanuaT npenapat, ¢hABpxam 5yae30HH H GOpMOTEPOT BBB (PHKCHpaHA 033, KAKTO H
CHOTBETHHTE MOHOMIPENApaTH, ca OMOEKBHBANICHTHH TIO OTHOIICHME HA CHCTEMHATA EKCIIO3HIIHA ChOTBETHO
KbM OyZe30HHA U dopMoTepos. Benpeku ToBa, ciiel] MpHeM Ha PHKCHpaHaTa KOMOMHALHA, € YCTAHOBEHO
NeKo NMOBHINIABAHE Ha KOPTH3O0IOBATA CYTIPECHs B CpaBHEHHE ¢ MOHOIpenapaTure. CMATa ce, 4e pa3idKara
HAMAa BJIIMAHHE BLPXY KIMHHYHATA O€30nacHOCT.

‘Hsma gaHHH 33 ¢apMakOKHHETHYHH B3aMMOACHCTBHA MeXTy OYAe30HHR U GOpMOTEPOIL.

Cnen npuem Ha Oyzae30HHA H HOPMOTEPOS KATO MOHOMpENapaTH 1 Ha PUKCHpaHaTa KoMOHHarus,
(dapMaKOKHHETHYHHTE MapaMeTPH Ha CHOTBETHHTE BelllecTBa ca cpaBHUMH. 3a Oyaezonua, AUC, ckopocTTa
Ha abcopOLMA U MakCHMAa/THATA IUIa3MEHAa KOHLICHTpAIMs ¢a MAJIKO IIO-BHCOKH Cl1€Z NPUWIOIKECHHE Ha
($bHKCHpaHaTa KoMOHHALHA. 3a cbopumpon MAKCHMAJIHATA 1JIa3MEHA KOHLIEHTpAlH, ¢/ NPWIOKEHHE Ha
(pukcUpaHaTa KOMOMHALHA, € CXOHA C Ta3d NPH NPUITIOKEHHE HA MOHOMIpernapaTHTe. MHXanaTtopHuasaT
OynesonHz ce abcopbupa 630, a MaKCHMaTHATA IUIA3MEHA KOHLIEHTpalMa ce rocTura 10 30 MUHYTH cnex
uaxanauuaTa. B npoyaranusTa cpeanoTo Senogpobno omnarane Ha 6yaeionma ¢nel WHXanMpaHe Ha Tpax ©
HHXAIaTop Bapupa or 32 % 1o 44 % ot nonydeHara ao3a. CucreMHaTa GHOHATHYIHOCT € NPUOIH3HTEHO

49 % ot nostydcHaTa no3a. [Ipu aeua Ha Bp3pact ot 6 10 16 roguHu 6enoapo6HOTO OTIIAaraHe € B ChHUIHTE
IPAHHLH, KAKTO H MPH BB3PACTHH Ha ChUIaTA 103a. CHOTBETHHUTE IUIA3MEHH KOHLIEHTPALHH He ca
OIpEAC/IAHH.

HuxanaropHusT GopMoTepoa ce abcopbupa 66p30 H MAKCHMATHATA TUIA3MEHA KOHLICHTpALMA ¢€ TIOCTHrA 0
10 MuHyTH cnex mEXaympaHeTo. B npoyusanusaTa cpegHoTo 6enoapobHo oTnarane Ha GopMoTepon clien
HHXAJIMPAHE Ha NMpax ¢ HHXanaTop Bapupa ot 28 % no 49 % ot nonyteHara no3a. CHCTeMHaTa -
O6HoHaMH4YHOCT € 0KoJI0 61 % OT mosydeHaTa Ko3a. o

Pas elcHue U buorpanchopm

3a popMOTEpOIT CBBP3BAHETO C TUIA3MEHHTE NNPOTCHHH € puonH3urenno 50 %, a 3a Oyaezonua — 90 %.
ObeMsT Ha pasnpenencHue Ha gopMotepon e okono 4 1/kg, a na Oynesonnzg — 3 1/kg. ®opMorepon ce
HHAKTHBHpA 4Ype3 KOHIOTHpaHe (00pa3yBart c¢ akTHBHH O-aeMeTHIHpasH U AeGOopMHIHPAHH MeTabOJIHTH,

HO Te ¢€ OTKPHBAT IJIABHO KaTO HHAKTHBHPAHU KOHIOraTH). byne3oHHA ce noanmara Ha HHTEH3UBHA (B
npubmsarenso 90 %) GuorpancdopMaliig NpH ITEPBOTO MIPEMHHABaHE TIpe3 YepHHA Apo0, pH KoeTo ce
ofpa3yBaT MeTabOJIMTH ¢ HUCKA TTIOKOKOPTHKOCTEPOHIHA aKTHBHOCT. I IIEOKOKOPIHKOCTGPOHI[H&T&

AKTHBHOCT Ha IIABHHTE MeTaboNNTH, 6-6eTa-XuapokcHOyIe30HHA U 1 6-anda-xuapokcHmpe; /,, --c‘n *

1 % ot Ta3u Ha Oyneszouwun. HaMa nauuy 3a srauMoneiicTeug Ha MeTaboNuTHTE WK 32 U3MERTRE N,

dbopmorepon u 6ye3oHH.

EnuMuHupane
OcCHOBHATa HacT OT IPHETHA c]:opMOTepon ce TpancdopmMupa upes yepHoaApoOeH MeTaboX

enuMHHHpa npes 6p0penure. Cnea naxannpade 8 % no 13 % or nmosydenara ao3a q)opM M f"
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€NMHMMHHHDPA HEIIPOMEHEHA ¢ ypHHaTa. DopMOTEpO HMa BHCOK CHCTEMEH KITHPBHC (MTPHONH3HTETHO
1,4 /min), a TepMUHATHUAT My HONYXXHBOT € Npubmu3uTento 17 vaca.

Bynezonnn ce enuMunupa Ypes MerabonuzppaHe, KaTamH3upaHo raaBHO oT eHzuMa CYP3 A4,
Metabonurure Ha Gyne3oHUI ce eNMMUHUPAT ¢ YPHHATA KATO TAKMABA WK KOHIOTHPaHH. B ypuHaTa ce
OTKpHBA CaMO IpeHeOpeKMMO KOJIHYeCTBO HENPOMEHEH Oyie3oHH],. byae30HHT nMa BUCOK CUCTEMEH
KIHpBHC (Npubnmsurento 1,2 /min), a mnasMeHUAT My IOTY>KHBOT CJI€l HHTPABEHO3HO HHKEKTHPAHE €
cpenHo 4 yaca. - -

PdapmakokHHETHKATa Ha OyAe30oHn win GopMOTEPOI IIPH Aela M MauueHTH ¢ O56pedHa HEOCTATHYHOCT
He € H3B¢CTHA. BE3MOXKHO € excrnosniuuTe Ha Oyne3oHHA H GopMOTEpON fa ¢ MOBHIIABAT [IPH MALMCHTH C
uepHOAPOOHH 3a601ABaHHS.

JInHeHHOCT/HeNHHEHHOCT |
- CucTeMHaTa eKCIIO3HLAA Ha Oyae30HHA H GOPMOTEPOIT € B JIMHEHHA KopeJaliug ¢ NPHJIOKEHATa A034.

5.3 IlpeaxknrANYHHA JAHHH 33 0e300acCHOCT

TokcHunoOCTTa, HabMOLaBaHA NPH NMPOYYBaHKA ¢ XKHBOTHHA Ha OYA€30HHA H POpMOTEPOI, NPHIIaraHH B
KOMOHHALHA WK MOOTAENHO, C¢ H3pa3iBa B €)EKTH, CBEP3aHH ChC 3aciieHa ¢apMaKQJIOrHYHa aKTHBHOCT.

B npoyvBaHHATA 3a peNPOAYKTHBHA TOKCHYHOCT ITPH XKHBOTHH, KOPTUKOCTEPOUIHTE KaTo OyAe30HH]
Npeau3BUKBAT MaahopMaLHi (Bhida ycra, ckeaeTan Maagopmanmi). Hsrnexna obade, ue te3u pesynraru
MPH )KUBOTHH HE ¢4 CHOTHOCHMH 3a XOpa IpH NPHEM B TIPENOpBYMTENHUTE A03H. [IpoyUBaHUATA 32
penpoAyKTHEHA TOKCHYHOCT Ha (POPMOTEPOJ MPH KHBOTHH MOKA3BAT ICKO HAMaNCH QEPTHIHTET NpH
MEBEXKH TUTBXOBE TPH BUCOKH CHCTEMHH KCIIO3HIIMK M HAPYIISHA HUJAlMA, KAKTO M IOHWKEHA paHHa
NOCTHATAHA NPEXKUBIEMOCT H MOHMXEHO TETJIO HA HOBOPOJEHOTO TIPH 3HAYHTENHO NMO-BHCOKH CHCTEMHH
EKCITO3ULIMN OT JOCTHIraHHTE B KIHHHYHATa NpakTHKa. Msrnexna, obade, ue Te3H pe3yTaTH HE ca
CBOTHOCHMH 34 Xopa.

6. PCAPMAHEBTHYHH TAHHH

6.1 CoEcbk Ba NOMOIIHATE BEIIeCTBA

JlakTo3a MOHOXHApAT (KOATO ChALPKA MIEUYHH IIPOTCHHH).
6.2. HecnBMecTEMOCTH

Henpmoxﬁmo.

63 Cpok Ha rOAROCT

3 rogHHA.

6.4 Coenmranos yCJOBHA HA ChLIpaHeHHE

To3u IEKapCTBSH NMPOAYKT HE H3UCKBA CTICLIHANIHA YCIIOBHS HA CHXPaHCHME,

6.5 JlaHHRE 33 onAKOBKATA

Cumbuxopt TypOyxanep € MHOTO030B HHXAIATOP 3a IIpax 32 HHXATAIHH, NPH KOHTO
H3M0/13Ba HHCIIHPATOPHHUAT BB3AylIeH noTtok. HHXanaropeT e 0411, ¢ BEPTALL CE YepBe
e M3rpazeH oT paxTHyHiA nomumepau Matepuamn (PP, PC, HDPE, LDPE, LLDPE, PB
BTOpUYHA onakoBka uma 1, 2, 3, 10 win 18 naxanaropa, ceaspxainun 60 go3m.
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He BCHuK# BHAOBE OMNAaKOBKH MOrat zia OnaaT mycHaTH B mpoJaxkoa.
6.6 Coennaxnm npeINAIHE MEPKH npn'nml.]mnne

Hama cneluanmiy H3nCKBaHHUS.

7.  TOPHTEXATEJ HA PAZPEIIEHHUETO 3A YIIOTPEEA

AstraZeneca AB

S-151 85 Sodertilje

HAGTS T

8. HOMEP(A) HA PASPEIIEHHUETO 3A YIIOTPERA

20060168

9. JIATA HA ITbPBO PA3PEIIABAHE/MIOTHOBSIBAHE HA PASPENIEHHETO 3A

YIIOTPEBA

17.11.2010/22.08.2014

10. JATA HA AXTYAJIMIAPAHE HA TEKCTA
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