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1. MME HA JIEKAPCTBEHHS ITPOAYKT D—
JlexcameTta3zoH ABP 0.5 mg tabneTku

Dexamethasone ABR 0,5 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceska Tabnetka chabpxka 0,5 mg nekcamerasoH (dexamethasone).

[loMO1IHM BELIECTBA C H3BECTHO ACHCTBHUE:!
Bcesika TabsieTka chabpxka 75 mg nakro3a (KaTo JIakTo3a MOHOXHIPAT).

3a MIBbJIHKUA CITUCBHK HAa MOMOILHHUTE BellecTBa BHAKTE To4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka.
Bsna win noutn 0g1a, Kpbria, ABOMHO-H3MMbKHAJIA C AHAMETHP 6 mm.

4. KJIUMHHUYHHU JAHHHU
4.1. TepaneBTHYHH NOKa3aHHA

JlekcameTa3zoH ABP ce npuiara npu pasadyHy 3ad0ssBaHHUsA, KOMTO €a NOAXO/ISAIIM 32
FTIOKOKOPTHKOMHA Tepanus, Karo:

HeBpoJiorH4yHH 3200/ 19BaHHA
- Mo3bueH ej1eM, NpeJu3BUKaH OT MO3bY€H TYMOP, HEBPOXUPYPIrHYHH UHTEPBEHLIMH,
OaKkTepHaleH MEHUHIUT, MO3b4eH alcliec.

BenoapoOHu 1 pecnupaTopHu 3a00/19BaAHNA
- O6ocTpsiHe Ha OpOHXMAJIHA acTMa, KOraTo yrnorpebara Ha nepopaneH KOPpTHKOCTEPOu] e

Mnoaxonasiia.

JdepMaTo/IOrH4YHH 3200/ 19BAHHSA
- HauayiHo nepopaiHo JedeHHe Ha OOLIUPHHU, TEKKH, OCTPH KOKHH 3a00J19BaHuUs, MOBJIMABALLH
ce OT IJIIOKOKOPTUKOM/IN, KaTO EpUTPOAEPMHUS, MEM(PUTYC BYJIrapHucC, OCTpa €K3eMa.

ABTOHMYHHH/PEeBMAaTOJIOrHYHH 3200/19BaHUA

- HauanHo nepopajiHo Je4yeHHe Ha aBTOMMYHHH 3a00JI9BaHUA, KATO CUCTEMEH JIYMyC
epuTematojec (ocobeHo BUcUuepanHu GOpMH).

- AKTHBEH peBMATOMJIEH apTPHUT C TeXkKa NporpecuBHa (popmMa Ha NpoTHYaHe, HanpuMep Obp30
MPOTHYAILUM AECTPYKTUBHUA ()OPMH W/ UM U3BBHCTABHH TNPOSBH.

- TexbK cUCTEMEH X0 Ha FOBEHWJIeH uavonarudeH apTpuT (Oonect Ha Still).

XemMaToJIOrH4YHH 3a00/1IBaAHUSA
- ManonaruyHa TpoMOOLMTONEHUYHA ITypITypa IMPH Bb3PACTHH.

Nudexkuno3nu 3ad01aBaHuA
- Texku uHeKLMO3HH 3a0019BaHUA ¢ TOKCHMHM CbCTOSIHUA (Hamnp. TyOepKyJo3a, T
KOMOMHALMA C aHTUMH(DEKLIMO3HA Teparnu).

EHaoKpHHHH 3200/19BaHHS



KonrenvtaneH afgpeHOreHMTaIEH CHHIPOM ITpH Bb3pacTHH (OTHACH ce caMo 3a JlekcaMeTa3oH
ABP 0,5 mg).

OuKoOorHyYHK 3300nABAHKSA

[TanHaTHBHO JieyeHHe Ha HEOIUTACTHYHH 3a00/1ABaHHA.

Jleuenue Ha CHMNITOMATHYEH MYJITUILIEH MHENIOM, ocTpa TuM$pobaacTHa neBKeMHUA, DONECT Ha
XOIKKHH H HEXOXKKHHOB TUM(QOM, B KOMOHHALIHA C APYTH JIEKapCTBEHH MPONYKTH.
[TpoWIaKTHKA M JieueHHe HA CNeJ0NEePaTHBHO WIH MPEJAU3BHKAHO OT UIHTOCTATHIIH
[OBpbIIaHE, B pAMKHTE HA aHTHEMETHYHO JIYEHHE.

4.2. Mo34pOBKA H HAYHH HA NPHIICKEHHE

Ho3npoBka

Jl03MpOBKAaTa 3aBUCH OT BUJA Y TEXKECTTA Ha 3a00/ISBAHETO M OT MHAMBHIYAHHA OTTOBOP Ha
nalMeHTa KbM TepanuaTa. Hali-061o ce npuiarat OTHOCHTENHO BHCOKH HAYalHH 03H, KOUTO TpabBa
1A ¢a 3HAYMTENHO NO-BHCOKH NPH OCTPUTE, TEXKKH (POPMHU HA MMPOTHYAHE, OTKOJIKOTO MTPH XPOHHYHUTE

3a00J19BaAHUA.

AKo He € PeANMCaH0 APYFo, BAXKAT CJIEIHUTE IPENOPLKH 3a J03HpaHe!

Mo3bYeH OTOK: B 3aBHCHMOCT OT NMPUYMHATA H TEXKeCTTa ce Mpuiara Hayanna no3a 8-10 mg
(no 80 mg) uHTpaBeHO3HO, cnea ToBa 16-24 mg (10 48 mg) NHeBHO NEPOPAITHO,
pasnpenencHu Ha 3-4 (0o 6) equHHIHH A03H 33 4-8 nHU, 1o BpeMe Ha IbUETEPANINA, KAKTO
Y IPH KOHCEpBATUBHA Tepanug HA HeornepabuaIHKE MO3bUHM TYMOPH MOXKeE 1a € HeoOXoanM
No-NpoALHKUTENEH NPHEM Ha AEKCAMETAa30H B NMO-HHCKH NO3H.

Mo3b4eH OTOK, ABIxall ce Ha 6akTepHaneH MeHUHIUT: 0,15 mg/Kg TenecHo Terno Ha
BCEKH 6 yaca B npoabkenue Ha 4 nHH; npu aeua: 0,4 mg/kg TenecHo Terio Ha Beexu 12
yaca B NPOABIDKEHHE Ha 2 HH, 3aN0YRaliky MpeAH MbPBHs NMPHEM Ha AHTHOHOTHK.

TexBbK OCTHP NPHCTHN Ha acT™Ma: Bh3pacTHM 8-20 mg, a ciea ToBa NpH HeobxoaumocT 8
mg Ha BcekH 4 yaca. Jeua: 0,15-0,3 mg/kg renecHo terno.

OcTpH KOXHH 3a00NABAHKA: B 3aBUCHUMOCT OT €CTECTBOTO M CTEMEHTa Ha 3a00141BAHETO Ce
npuiarar JHeBHHW A03H oT 8-40 mg, B oTaenHy cny4au no 100 mg. Iocnensaina TepanyA ¢
HaMasBalllK JO3K.

AKTHBHa (pa3a Ha peBMaTH4HM CUCTEMHH 3a00ABaHUA: CHCTEMEH MYIYC €pHTEMATOIEC: 6-
16 mg/neH.

AKTHBEH peBMaTOHAEH apTPHT C TEXBK NMPOTPECHBEH X0 HA NPOTHYAHE: NTPH OBp30
AeCTPYKTHBHO npoTHyamy dopmu 12-16 mg/nen, npH U3BBLHCTABHH NposasH 6-12 mg/AeH.

UnnonatuvHa TpoMOOLIMTONIeHMM HA Mypypa: 40 mg/aeH B Mpoab/iKeHHe Ha 4 IHH B
LIMKJIH.

TexkH MH(PEKUHMO3HH 3a00N9BaHKMA C TOKCHYHHU ChCTORHUA (HanpuMmep Tybepkyinosa, Tug): 4-
20 mg/neH 3a HAKOAKO JHM, CAMO 33€HO ChC CBIBLTCTRALIIA aHTHHH(OEKLIMO3HA TEPAIHA.

KoHreHMTaneH anpeHOreHMTaleH CHHIpoM npu Bb3pacTHH: (,25-0,75 mg/nex karo
eaMHUYHa 003a. [IpH HeoOX0JUMOCT ce 100aBa JOMBIHUTENEH NPHEM Ha MEHEPAIKOPTHKON]
(drygpoxopTH3oH). I1pH ocoben pusnyecku cTpec (HanpUMep TpaBMa, onepauy),
MHTEPKYPEHTHU WHGEKLINH U AP., MOXKE 2 ce HANOXKH 2 A0 3 KpaTHO yBe/IH4YaBaHe Ha N03aTa,
a MpH eKCTPEMHH HaToBapBaHHuA (Hamp. paxiaHe) — 10 10 kpaTHO yBETHYEHHE.

[TanuaTHBKA TEPAMUA HAa MAJIMTHEHH TYMOPH: TbpBOHa4aiHo 3-20 mg/aeH, nNpH no-Abiro
MpoabMkasatla repanus 4-12 mg/nes.

Jlewenne Ha CHMIITOMaTHYEH MYJITHILIEH MUEJIOM, OCcTpa NHM$oObnacTHa neBKeMHs, Honecr
Ha XOMKKHH ¥ HEXOJXKKHHOB NTUM(POM, B KOMOHUHALIUA C APYTH JIEKAPCTBEHH MPOAYKTY:
obuuatinara go3a ¢ 40 mg unu 20 mg BeAHLX IHEBHO.

[IpodinakTHKa U Tepanus Ha NPeAU3BHKAHO OT LATOCTATHLIM NOBPLINAHE,
XMMHOTEpANuA, B pAMKHUTE Ha aHTHEMETHUHO NeyeHue: 8-2( mg npeau 3a




XHMHUOTEpAIHA, C/ie] TOBa IpHu HeobxoauMocT 4-16 mg 3a 1-3 AHM (YMEPEHO EMETOreHHA
XUMHOTEpAIHA), pecn. 1o 6 JHH (CHNHO eMETOTeHHA XUMHOTEpaInH).

- MpodunakTHKka H Tepanug Ha CIEONEPaTHBHO NOBPBILAHE: eAMHHYHA 1033 OT 8 mg npeau
onepauunaTa.

bbhOpeuHo yBpexKaaHe
[TanmeHTHTE, NOIOXKEHHM Ha aKTHBHA XEMOAHANIK3a, MOraT Aa HUMAT MOBHKLIEH KIKPBHC Ha
NIEKApPCTBEHOTO BEIIECTBO M TOBA A3 HATIOKH KOPEKILMA HA 103aTa Ha KOPTHUKOCTEPOHIA.

YepHoapoOHo yBpexaaHe

IIpH MalMeHTH ¢ TEXKO YepHOoApoOHO 3a6onaBane MoXe Na € Heo0xoAKMa KOpPEKIMA Ha no3ara. lipu
MaLMeHTH € TEXKO YepHOAPOOHO yBpexnaHe, O1oNOrHuHNTE €heKTH Ha AEKCAMETA30H MOXE J1a Ce
NOTEHLUHPAT NOpaaH HeroBus no-aseH MeTaboNU3BM (YIBIDKEH ILTa3MEH MOAYKHBOT) U NOpaay
XunoaoyMuHEeMHA (TOBHMIIEHH HXBA HA CBODOIHOTO IEKAPCTBO B MUIa3Mara), KOETO MOXE l1a €
MPHYKHA K 3a TOBEYE HEXENAHH ePEKTH.

Crapuecka Bh3pacT

JledeHUETO Ha NALUMEHTH B CTApYecKa Bb3pact, 0co0EHO aKo € MPOABDKUTENHO, TpAOBa 1a ce
[U1aHKHpPa, KATO CE MMAT NpeABH] N0-CEPHOZHHTE NOCIeIHIM HAa o0HUYalinuTe edekTH Ha
KOPTHKOCTEPOUANTE B CTApUECKA BB3pacT (0cTeonoposa, AHabeT, BUCOKO KPbBHO HAAraHe, HaManeH
MMYHHMTET, ICHXWYHHU MpoMeHH). I1pH TakHBa MauHeHTH IIIA3MEHHTE KOHLICHTPALHMY HAa AeKCAMETa30H
MOX€ 114 Ca NTO-BUCOKH, & HEroBaTa eKCKpelua no-6aBHa, OTKOJKOTO MPH MO-MIIaH NaLMEHTH,
nopajaH KOETo Ao3aTa My TpaOBa J1a ce HaMaIH CbOTBETHO.

[TeauwaTpUyHa MOy AL
ExcxpelmaTa Ha feKCaMeTa30H € MpHOJIH3HTETHO pasHa NPH Aella H BB3PacTHH, ako J03aTa €

KOPHIrHpaHa CIpsaMo TenecHaTa ruiolll. Jlo3upoBkatra Tpa6Ba Ja ce MIAHKHPa KaTo C& MMaT fpeas
BBL3IMOXCHHTE ePEeKTH BhPXY PAaCTeXa H Pa3BUTHETO M CIIPAMO NMPU3HALIM Ha MOTUCKAHE HA
HanOBOpedHaTa QYHKUUA.

IIpexpamsaeane na nevenuemo
OcTpa aJpeHOKOPTHKANHA HEAOCTATBYHOCT MOJXKE /la C€ pa3BHe Clie] pA3KO NpeKpaTABaHe Ha

MPOABKUTENHO JIEHeHHE ¢ BUCOKH J03M KOPTUKoCcTeponam. ETo 3amo, npu TakuBa cryvan
peKkpaTsBaHe Ha JieueHHeTo TpAOBa Aa CTaBa C IIOCTENEHHO HAMANABaHE Ha 103aTa (BX. To4Ka 4.4).

HauuH Ha NpUAOKEHHE

Tabnerkute TpaOBa 1a ce MPHEMAT NO BPEMe MM Cliea XpaHeHe 0e3 1a ¢e CABBKBAT H € JOCTATbYHO
KOJHYECTBO TeyHOCT. [IpH neveHune Ou Tpabeano no BIMOXKHOCT Usi1aTa JHEBHA A03a [1a C€ MpHeEMa
cyTpHH (IHpPKaaxaHHa Tepanui). [1py nauveHTH, KOMTO 3apagH 3a00N4ABaHETO CH MMAT HyXKJa OT
TEpanus ¢ BACOKH J03H, 4YECTO € HeOOXO0IMM MHOTOKpaTeH IPHEM Npe3 JeHA, 3a 1a Ce MOCTHIHE
MaKcHManeH e(eKT,

B 3aBHCHMOCT OT OCHOBHOTO 3a00MABaHe, KIIMHWYHATA CHMIITOMAaTHKa U OTNOBOPA Ha TEPAINHATA,
RO3ATa MOXKE 13 Ce HAMAIABA Pa3tHYHO OBP30 U TIEUEHHETO Jla Ce MIPEKPATH, HIIK NMALHUEHTLT A3
NpeMHHE HA MUHHMaTHaTa Bh3MOXKHA 1033, U aKo € Heobxoaumo, na ce npocieassa HanOBOpeyHara
oc. [TpuHUMNHO Ho3aTa TpAOGBA Aa ce MOAABPXKA TONKOBA BUCOKA, KOJIKOTO € HE0OXOIHMO, HO aa €
BBb3MOXHO Hall-HHCKA, a MPOAL/HKUTEIHOCTTA HAa MEYEHHUETO 1a ObAaT TOJIKOBA IbJra, KOJIKOTO €
neo6X0AUMO, B3IMOXHO Hal-kpaTka. HamansaeaHero Ha fo3arta 04 TpabBano Aa cTasa NoCTENEHHO.

[IpH ABATOCPOYHA TEPANHA, KOATO Ce CIHTA 3a HE0OX0AUMa Chell RAYaTHOTO JIeYeHHE, MAllHEHTHTE
TpAOBa Ja NpeMHHAT Ha NpeAHUIOH/MPEAHH30NOH, Thil KaTO TOBA BOJH A0 NO-MAJKO NMOTHCKAHE Ha

Han0BOpeuynaTa QYHKLHMA,

[Tpu XUNOTHPEOHIHU3BM KM [TPH YepHOAPOoOHA LIHPO3a MOXE /1a C€ HAMOXKH Aa ce
MO-HHUCKH 103, PECIT. AA Ce HaMaJIH A03aTa.




4.3. IlpoTMBONOKa3aHHA

. CBpBX4YYBCTBHTEHOCT KbM 8KTHBHOTO BEIIECTBO HJIH KBM HAKOE OT MOMOIIHHTE BELIECTBA,
n30poeHH B TOUKa 6.1.

. CucreMHH HHQEKIIMH, OCBEH aKO He ce H3Moa3Ba cnelpdHa NpOTHBOHH(pEKIIHO3HA TEPAMUA.

. BakcuHHpaHE C )KHBHU BAKCUHH 110 BpeMe Ha JIEYCHUE C IOJIEMH TEPANEBTHYHHY 103U
NeKcaMeTasoH (M ApYTrH KOPTHKOCTEPOHAH), NOPaAH BE3IMOXKHOCT OT Pa3BUTHE Ha BHPYCHA
HHPEKLHA,

4.4, CnennanHu npeaynpexiaeHHs U ApeanaiHl MepPKH MPH ynoTpebda

A IpeHOKOPTHKAIHATA HEJOCTaTHHYHOCT, KOATO € NPUYHHEHA OT JIEYEHHE ¢ MNIIOKOKOPTHKOMAH, MOXE B
3AaBUCHMOCT OT [I033Ta ¥ NMPOABIDKHTEIHOCTTA Ha JIEYCHUETO, A2 NEPCUCTHPa B NPOAWIDKEHHE Ha
HSKONKO Mecelia, a B OTAOSIHH CIydad d MOBeUE OT rO/IMHA CJI€A NpeKpaTABaAHE Ha JedeHueTo. B
CHTYalMM Ha ocoOeH Ppu3ndeckH cTpec (TpaBMa, XUPYPrUiHa HHTEPBEHLRA, pAXIaHe U [p.) N0 Bpeme
Ha Je4eHHe ¢ JeKCaMeTa30H, MOXKE J1a Ce HaloXKH BPEMEHHO yBeNHdaBaHe Ha ao3ara. [lopanu
MNOTEHUHAIEH PHCK B CTPECOBH CUTYAllHH, MAUMEHTUTE Ha MPOABIKUTEIHA Tepanusa TpsaOsa na
Noay4aT KapTa 33 HAeHTUMunpade Ha cTepouaa. JJopH ¥ pH RpOABUKUTENHA aIpEHOKOPTHKANHA
HeJI0CTATBYHOCT CJIeX MpeKpaTaABaHe HA JJEHEHHETO, MOXeE Ja Ce HANO0XKH NPHIOKEHHE Ha
FMOKOKOPTHKOHAH B CHTYallMH Ha ¢H3u4ecky cTpec. B cydall Ha niaHHpaHO OTTEMNIAHE OT
TepanuaTa, HHIYLUHpaHaTa OT JIe4eHHeTO ocTpa Hanb»0pevHa HeJOCTATLYHOCT MOXKE J1a C€ CBele 10
MHHHMYM Ypes 6aBHO HAMANIABAHE Ha J03aTa.

Upes KMYHOCYNpPECHS, IEUEHHETO C JEKCAMETa30H MOXe Aa J0Be/e 10 NOBHILEH PHCK OT
OaKTepHATHM, BUPYCHH, NAPa3HTHH, ONOPTIOHHCTHYHH M r'EOHYHH HHpeKkLMK. To MOXe Ia MacKHpa
CHMIITOMHTE Ha ChUIECTBYBAIlA MM pa3BHBallla c¢ HHQEKIMS, 3aTPYAHABANKH MO TO3H HAYUH
NOCTABAHETO Ha JHAarHo3aTa. Br3MOXHO e peakTHBMpAHe Ha JIaTeHTHH HHeKUuH, kaTo Tybepkynosa
WM xenatur B.

JleuenuneTo ¢ JekcaMeTa3oH TpAOBa Ja ce npuara caMo fMpH Ha#-CEpHO3IHH MOKAa3aHHA H, aKo €
Heo6X0IMMO, C JONBJHUTEIHO NPULIETTHO AaHTUHH (PEKIIHO3HO JICYECHUE, MPHIAraHo 3a CIECIHHUTE
3a00nABaHHA:

- OcTpH BUPYCHH HH(EKLIMH,XEPIEC 30CTEDP, XEPIEC CUMILIEKC, BAPHLIENA, XepNtECEH KEPATUT),

- HbsAg-nmo3UTHBEH XPOHHYEH aKTHBEH XENaTHT;

- [Ipubnuznrenno & ceaMuum Npean U 10 2 CEAMHLM ClTEl BAKCHHHPAHE ChC XKUBH BAKCHHH,

- CHCTEMHHM MHKO3H M MApa3nTO3H (Hanp. HEMaTOIH);

- [Ipn NauMeHTH C MOZ03MpaHa WM NOTBbPASHA CTPOHTHN0HA03a (MH(pEeCTallMA ¢ HEMATOOHUTE
Strongyloides stercoralis) rnoOKOKOPTHKOUAMTE MOTaT 1a JOBERAT A0 aKTUBHpaHE U MacoBa
npoJugepalni HA TE3HU MAPA3IUTH;

- [TonrHoMHeEnuT,

- JIumpanenur cnea BIDK rakcuHauus;

- OcTp# 4 XpOHHYHH GaKTepHATHH HHPEKLHH,

- [Tpu aHaMHe3a 3a TyOepKylioda (PUCK OT peakTHBHpaHe Ha HHQEKLMATA) Aa Ce H3I10/13Ba CaMo ¢
TyOepKy10CTATHYHA 3aLIHTA.

B nonmbaHeHHe, TEYCHHETO ¢ AekcaMeTa30H TpsbBa aa ce mpuiara caMo NnpH CepHO3HH NIOKa3aHUA H,

aKo e Heo0X0JHMO ¢ AOMBIHHTENHO cielMpHYHO NEYSHHNE, ITPUIIATaHO MPH.

- CTOMALIHO-YPEBHH A3BH;

- Texxka ocTeonoposa,

- Texka cbpAeYHa HEAOCTATHYHOCT;

- TpyaHO KOHTPOIHPAHO BUCOKO apTEPUANTHO HANIATAHE,

- TpynBo KOHTpONHpaH 3axapeH auader;

- [IcHXWYHH HAPYIIEHUA (CHIIO U HATMYHH TAKMBA B MHHATOTO), BKIIOYHTEIHO CYHLH
MpenopbLYBa C& HEBPOMOTHYHO UK NICHXHATPUUIHO HabmoaeHue;

- 3akpHTOBIBJIHA H OTKPHTOBIBITHA [N1IaYKOMa: MPeropp4Ba ce 0pTanMonornaHo
OOMBbIHATENHA TEpaAIHA,
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- VIuepalyy 1 HapaHABaHMUs HA POrOBHUATA: NPENOPBUBA ¢ OPTAIMOJOTHYHO HabnoaeHne U
NOMbJIHATENHA Tepanus.

[Mopanu puck OT 9peBHa nepdopalns, IeKCaMETa30H MOXe a ce Npuiara caMo NpH NoKalaHue 1o

CMIEIIHOCT % NPH NORXOAR1I0 MOHHTOPHPAHE 3a:

- TesxbK YIEpO3eH KOJIHT ChC 3acTpallaBalia nepgopaliys, Bb3MOXKHO 0€3 NEPUTOHEATHO
AOpa3HEHE,

- JIUBEPTHKYIHT,

- EHTepoeHTEpOCTOMA (HEMOCPEACTBEHO Clell ONepaLius).

[IpH3HaMTE Ha NEPUTOHEANHO Apa3HeHe CneA cCTOMAIIHO-4YpeBHA nepdopauus Moke Ja JIHTICBAT NpH
ManHeHTH, KOUTO NIPHEMAT BHCOKH J03HM KOPTHKOCTEPOHIH.

TpaGpa Aa ce ¥Ma NpeABUA BB3MOXKHOCTTA 34 MOBULICHA HYX/A OT MHCYJIHH WIH NepopaNHu
MpOTHBOAKAOETHY CpeACTBa, KOTaTo AeKCaMeTa30H Ce NpuJjara npy auadbeTHiy.

Heofxoauma € pel0BHO MOHHTOPHPAHE Ha APTEPHATHOTO HANANaHEe 110 BpEME Ha JIEUEHHETO C
AEKCAMETA30H, 0COOEHO MPH MPIIOKEHHE Ha MTO-BUCOKH [103H M NIPH NMaLMEHTH C BUCOKO apTEPHAAHO
HajiAraHe, XO€TO € TPYJIHO a CE peryjiupa.

[Topaau pUCK OT BIOILIABaHE, NALMEHTHTE ¢ TEXKa ChbpAEYHA HEJOCTATHYHOCT TpAOBa Na ObAaT
BHHMATENHO MPOCJIeaABaHE.

HeobxoauMo e NOBUIIEHO BHHMaHHe NpRK ynorpedara Ha KOPTHKOCTEPOHIH NPH NALHEHTH, KOHTO
HACKOpO ca NMpeXHBenu HHapKT HA MHOKapIa, Thil KaTo UMa cLoOIeHns 3a pynTypa Ha MUOKapaa
NMpH TAKUBA MALMEHTH.

[Tpy BHCOKH J03M AEKCAMETA30H MOXe Aa BL3HMKHE OpaauKkapans.
Morar 1a HaCTBHIAT TEXKKH aHaQMIAKTAYHM PeakUHH.

PHCKBT OT yBpeXIaHe Ha CYXOXKUITHUATA, TEHAWHUT U PYNITYPa Ha CyXOXWIHATA C€ yBeJIHYaBa, KoraTo
ce MpHNaraT eAHOBPEMEHHO (ITyOPOXMHONOHH U IMIOKOKOPTHKOUIH,

CpIbTCTBANA MHACTEHHA rpaBHC MOXE NLPBOHAYANHO 44 €€ BJIOIUH MO BPEME HA NCYEHHE C
ACKCAMETa30H.

BakCHHHPAHETO ¢ MHAKTUBHPaHH BAKCHHH OOHKHOBEHO € Bb3MOXHO. Bee nak TpabBsa n1a ce
oTOeNe)xH, Y& HMYHHHAT OTrOBOP H €(pMKacCHOCTTA Ha BaKCHHATa MOraT 1a 0bIaT KOMIPOMETHPAHH
[pH NMO-BHCOKM A03H KOPTHKOCTEPOUIH.

ITo BpeMe Ha OBJArOCpOYHA Tepanusi ¢ AeKCAMETa30H Ce NPENnopbhYBaT PeAOBHHA MEULIHHCKR Mperienu
(BKJI. OpTaNMONOTHYHHU HA BCEKH TPH Meceua).

IIpu BUCOKH D03 TPAOBA 1a C€ OCHUTYpH AOCTATb4EH IPUEM Ha KaiLMil 1 oTpaHHYaBaHEe HAa HATpHA,
KaKTO H JIa Ce NMPOC/AeASBAT HUBATa HA CEPYMHHA KaluH,

B 3aBHCHMOCT OT A03aTa U IMPOABIKHTENHOCTTA Ha IEHEHHETO MOXKe [1a C€ OYAKBA OTPHLATENICH
edexT BHPXY KanuueBus Metaboau3sm. [lopaau ToBa ce npenopbysa MpoPHIaKTHKA Ha
ocTeonopo3ara. ToBa ce OTHacA 0COOSHO 3a MALMEHTUTE CbC CHITBTCTBALIM PHCKOBM (PAaKTOPH, KATO
damiUTHa NpeapasnoIoKEHOCT, HaNpelRana Bb3pacT, NOCTMEHONAY3alCH NEPHO, HENLOCTaThYEH
NMpMEM Ha MPOTEUHH U KAMIHH, YCWICHO TIOTIOHONMYILIEHE, MPEKOMEPHA KOHCYMALIMA Ha alnKoxX
nunca Ha ¢puzndecka akTuBHOCT. [IpodunakTHKara ce ChbCTOH B JOCTATHUEH NPHEM Ha K
suTaMHH D ¥ pu3Hvecka akTHBHOCT. [Ipu Bede chileCTBYBallla OCTEONOpo3a Tpadra Aa
NOMBIHUTENIHA NeKapCcTBEHA Tepanus.




KopTukoctepouaute Tpsi6Ba Ja ce H3NON3BAT ¢ NOBHILEHO BHHMaHHe NPH NALUMEHTH ¢ MHIPEHa, Thi
KaTo KOPTHKOCTEPOUIMTE MOTAT Aa MPHYHHAT 3albpXaHe HA TEYHOCTH.

[Ipy peKbCBAHE Ha IBATOCPOYHO NIPHJIOKEHHE HA IMIOKOKOPTHKOKRIH TpAOBA 1a ce HMaT NpeaBHA
CJIeJHHTE PUCKOBE: ek3auepOaliua WK peUunIuB Ha OCHOBHOTO 3a00/4BaHe, ocTpa HaI0BOpeuHa
HeIOCTAThUHOCT, CHHAPOM Ha OTHEMaHe Ha KOpTH30Ha (,,CHHIPOMBT Ha OTHEMaHe " MOXE Ja BKIIOYBa
MOBULIEHA TEMITEPATYpPa, MYCKYTHH H CTaBHH O0JIKH, PHHHT, 3aryfa Ha Terno, Cbpbex 1o Koxkara u
KOHIOHKTHBHT).

Hsxou BHpPYCHH 3a00nsABanus (Bapuuena, MOpOuin) MoraT a NMpOTEKAT MHONO TEXKO MPH MALHEHTH,
IEKYBaHH ¢ IMIOKOKOPTAKOWAKM. UIMyHOKOMIIpOMETHPAHH NAUHEHTH 0€3 npeauiecTBalll JaHHHU 32
BapHIena Wid HHPpekwa ¢ MopOwiH ca 0co0EHO H3NIOKEHH HA PHCK. AKO TE3H MALMEHTH Ca B
KOHTAKT ¢ X0pa, 3apa3eHd ¢ MOpOWIH WIH BapHLIENa, JOKATO €A MOLNOMKEHH Ha JICYEHHUE C
IeKCaMeTa30H, MpH HeobxoauMocT TpsOBa Ja ce BKIIOYH NMPEBaHTHBHO JICYEHHE.

OT NOCTMapKETHHTOBHA ONNUT UMa ChOOIMEHHA 3a CHHAPOM Ha TymopeH pasnaj (TLS) npu nauneHTH
C MAIMTHEHH XEMAaTOJOTHYHH 3a00n9BaHNs chell yroTpebara Ha AeKCaMeTa3s0H CaMOCTOATEITHO WIIH B
koMOMHaLMs ¢ ApYrd XHMHOTepaneBTHYHH cpeacTBa. [TatnedTn ¢ BHCOK pHck oT TLS, karo
nalMeHTH C BUCOKA CTEMNEH Ha Npoandepaiis, ¢ BHCOK TYMOPEH TOBAp H BHCOKA YYBCTBHTENHOCT
KbM LIMTOCTAaTHIM, TpA0Ba 1a ObaaT BHUMATETHO MMPOCiEAsSBaHH H Aa ObJaT MPEANPHETH ChOTBETHH
NpeAna3Hi MEPKH.

3pumennu cMyujenus

TIp#t CHCTEMHO M IOKATHO NPHIOKEHHE HA KOPTHKOCTEPOMIM €3 Bh3MOXHHM CbOOILEHHA 32 3PHTENHH
CMYILIEHHA. AKO IPH MALMEHT ¢a HAIMLE CHMIITOMH KaTO 3aMbIIIEHO 3peHHe WIK APYTH 3PUTETHH
CMYLLEHMA, MARHEHTLT TpAORA Aa Obae HacoueH 3a KOHCYNTauus ¢ ofranMonor 3a olleHKa Ha
BB3IMOMHHTE IMIPHUKMHH, KOUTO MOTAT [ia BKIIOYBAT KaTapaKTa, riaykoMa WiH peaky 3a00/19BaHu,
KaTo LieHTpanHa cepo3Ha Xxopuopernnonatus (LICX), 3a KouTo ce crobmara cnei CHCTEMHO H
JOKATHO H3MOJ3BaHE Ha KOPTHKOCTEPOHIH.

[leguaTpUuHa nomynan
BB pazara Ha pacTex Ha JellaTa ChOTHOLUEHHETO N10J13a/PHCK OT JIEIEHHUETO ¢ AEKCaMeTasoH TpAadBa
BHUMATEHO [1a C€ NMpEeLEeHN.

TepanusaTa TpaOBa na 6pAe ¢ orpaHUYEHA MPOABIKUTENTHOCT WIH B CTy4ad Ha ABITOCPOYHa Tepanus,
TA TpAOBa J1a ce H3BLPINBA N0 ATTEPHUPALL ITPHHUMIL.

Ipesicoeepemenro poderu: HATUYHUTE TaHHHU N10KA3BaT JJITOCPOYHH HEXeJaHu CLOUTUA 1o
OTHOIIECHHE HA PA3BHTHETO Ha HEPBHATA CHCTEMA Clie]l paHHA Tepanus (<96 vyaca) Ha HEAOHOCEHH
Jeua ¢ XpoHKYHo 6enonpobHo 3abongBaHe Npu HA4aTHU n034 oT 0,25 mg/kg aBa MbTH DIHEBHO.

Crapuecka Bh3pacT
Tnh xaTo NalLUEHTHTE B CTapueCKa BL3PACT €a C NOBUIIEH PHCK OT OCTEONOPO34, ChOTHOUICHUETO

M0J13a/PUCK OT JICYEHHETO C AGKCAMETA30H TpsAOBa BHUMATENHO /14 CE NMPeleHH.

3abenexka
VnorpebaTa Ha JexcamMerazon ABP tabnerku moxe Aa AoBeae RO NOJOKHTEHH Pe3yTaTH NpH
KOHTPOJIHM TECTOBE 3a JOIHHL.

Iexcametaszod ABP Ta0nerxu chappika NakTo3a. [lauMeHTH ¢ peaAKH HACIEACTBEHH MPOOJIEMH HA
HEMOHOCUMOCT KBbM ranaktosa, Lapp-nakraseH JeQHUMT UnH rioko3o-ranakrosHa manabcopbuus He
TpAOBa 14 PUEMAT TO3M JIEKAPCTBEH NMPOIYKT.

4.5. B3auMoaeHCTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APYrH ¢opMH Ha BlaumMoaei

INpenyu ynotpebata Ha JekcameTazon ABP B koMOHHAlMA C BCEKH RPYT NEKAPCTBEH I
A Ce HaIpaBH CIpaBKa C KpaTKaTa XapaKTePHCTHKA Ha TO3H NPOTYKT.




(dDapMakoIMHAMHYHH B3aHMOJCHCTBHA

[TaieHTHTE, IPHEMAILIH HECTEPOHIHH NpoTHBOBL3NanuTeNny cpeacTea (HCIIBC), Tpabea na 6naar
Habmrogaeany, Thif kxato HCITBC Morar ia yBenn4ar 4ecToTaTa W/iuiH TeXECTTa Ha CTOMALIHH A3BH.
[lpu xunonpoTpoMOuHEeMHs alleTUWICATHUMAOBA KHCENTHHA TPAOBA Aa Ce H3MOA3Ba BHHMATEIHO B
KOMOMHaUWA ¢ KOPTHKOCTEPOHIH.

BrOpeunnaT KIHPEHC HA CATHLIMAATHTE c¢ YBEANYaBa OT KopTHKocTeponaure. CneRoBatenHo, A03aTa
Ha CAJIHIIHIATHTE MOXE Ja C€ HAMAIH CJEI IPEKPATABAHETO HA KOPTHKOCTEPOHIHUTE.
[IpexpaTaBaHETO Ha KOPTHKOCTEPOHANTE MOXKE Ja JOBE/E 10 CATHIWIOBA HHTOKCHKaUHA, Nopaau
YBENTHYEHHAETO Ha KOHLIEHTPpAUHUATA Ha CATHLIHIATHTE B CEpyMa.

KopTukocrepouauTe HaMasBaT epexra Ha AHTHAHADETHATE CpeACTBa KaTO HHCYIIHH,
cyndoHunkapbaMua ¥ MeTPOpMEH. B oTIEIHM clydaH MOraT Aa ce NOABAT XHIEPIIIHKEMHS H
aradeTHa KeToauuao3a.

[Topaau TOBa, B HAYAIOTO Ha JledeHUeTo, Ha AHabeTnuuTe TpsdBa fa ce HasHavYaBarT I0-YECTH

H3CJIeIBAHMA HA KPbB U YPHHA.

XHUNoKaTHeMHYHHUAT €(PEeKT Ha alleTa3’onaMul, OpUMKOBH JHYPETHLH, THA3HIHHA IHYPETHLH,
KaJTAypeTHLH, aMGoTeprHLMH b 3a HHXXEKUIHH, (TTHOKO- H MHHEPANO- )-KOPTHKOCTEPOHIM,
TeTPaKO3aKTHA M IAKCAaTHBH ce yBenryana. XMnokalHeMHATa CbICHCTBA 3a NOABATa HA ChbPACUHH
apUTMHHK, ocoOeHO torsade de pointes, ¥ yBenn4YaBa TOKCHYHOCTTA HA CLPACUHHTE MHKO3MAH. [1pean
HAYANOTO Ha JIedeHHETO C KOPTHKOCTEPOUIH, XHNOKATHEMHsTa TPAOBA fa ce KopHrupa. OCBEH TOBA,
KMa cboOIEeHHA 3a OTAENHH CJTy4aH, MPH KOUTO eAHOBPEMEHHOTO NPUNOXKEHHE Ha aMOTEpHLIEH b U
XHAPOKOPTH30H BOJAT 10 XHNEPTPOPHYHO ChpLE ¥ CbpAecIHA HEAOCTATBYHOCT.

JlexapcTBa 3a nedeHue Ha g3Ba: KapOeHOKCONMOH yBENHYaBa PHCKa OT XHNOKaATHEMEA.

XJIOpOKBHH, XHAPOKCHXJIOPOKBHH ¥ Me(pyiokHH: TToBHILIEH PUCK OT MHOMATHH K KapAHOMHOMNATHH.

EaxnoBpemenHoTo npunoxenue Ha ACE-HHXHOMTOPH Ch3RaBa MOBHIIEH PHCK OT HAPYILEHHA Ha
KPbBTA.

EdexTHTe Ha NOHMKaBaHE HA KPLBHOTO HAIATAHE HA AaHTHXHITEPTEHIUBHHUTE JIEKAPCTBA MOraT J1a ¢
NOBIUAAT OT KOPTHKOCTEpouauTE, MoxXe 1a ce HaJIOXKH 103aTa Ha AHTHXMIIEPTEHIHBHHA NEKAPCTBEH
NPOAYKT Aa Obje KopurupaHa no BpeMe Ha JIEYEHHETO ¢ AEKCAMETA30N.

Tanuaomua: HeobxonuMo € noBUICHO BHHMARME MO BPEME Ha ¢THOBPEMEHHO NPHWIOKEHHE C
TATHIOMHA, TEH KaTo ¢a cho0masaHu cnyvyad Ha TOKCHYHA €NUAEpMATHA HEKPOJIH3A.

EdexThbT Ha BAKCHHHpPAHETO MOXeE Aa §bAe HAMAIEH 110 BpeMe Ha JICUEHHETO C JleKCaMeTa30H.
BakcuHHpaHeTo ¢ KHBH BAKCHHH 10 BpEME Ha JIE4EHHETO C T'OJIEMH TepaneBTHYHH 103U
AeKcaMeTa3’oH (M OpPYrH KOPTUKOCTEPOHUIH) € IIPOTHBONOKA3aHO, NOpaaH Bhb3IMOXKHOCT OT BHPYCHA
uHbpexuna. B Tosu crywail, BakcuHaumaTa TpaOsa a ce OTVIOXKH 32 Hal-Manko 3 Mecela crneq
NPUKIIOYBaKE HA JICYCHHETO ¢ KOPTHKOCTEpOHAM. JIpyrHTe BHAOBE HMYHH3AUHH 110 BpeMe Ha
NEYEHHETO € FONeMHU TepaneBTHYHH J03H KOPTUKOCTEPOUIHN Ca ONacHH, NMOpaJdH PUCK OT
HEBPONOrHYHH YCIOXHEHHS ¥ HAMaNeHO MIIH OTCHCTBALIO TIOBHIIEHHE HA THTPUTE Ha aHTHTENaTa (B
CpaBHEHHE C OMAKBaHUTE CTOMHOCTH) H CNEA0BATEIHO, NO-MANBK 3aIUTEH edekT. BhapekH ToBpa,
MalHEHTHTE, KOKUTO ca NPHEMATH KOPTHKOCTEPOMAH JIOKATHO (MApEHTEPAIHO) WIH 33 KpaThK NEpHO
OT BpeMe (No-Manko OT 2 ceaAMHILIN), B TI0-MaNKH A03H, MOTaT Aa 6b1aT UMYHH3HPaHH,

MuxubuTopH Ha XoluHecTepasa: EnnospeMeHHara ynoTpeda Ha MFHXUOUTOPH Ha XOMHECTEpalaTa U
KOPTHKOCTEPOHIH MOXe Ja I0Bee 0 Cepruo3Ha MYCKYJIHA C1a0oCT NpH NallMEHTH ¢ MHAaCTEHHA
IpaBUC. AKO € BB3MOXHO, MPHEMBbT Ha UHXUOUTOPH Ha XoJIuHecTepa3aTa TpadBa 1a ce NpeKpaTH Halt-
MaNko 24 yaca nmpeay HauanoTo Ha JIEYEHHETO ¢ KOPTHKOCTEPOMIH.

PHCKBT OT TEHAHHHT H PYNTYpPa Ha CYXOXUIHe ce yBelIHYaBa NMPH NauKEHTH, JIEKYBaHH
eJHOBPEMEHHO ¢ MNMOKOKOPTHKOWAN H PNYyOPOXHHOJIOHH.

OuakBa ce €MHOBPEMEHHOTO JiedeHHe ¢ MHXMOHTOpH Ha CYP3A, BKIIOUHTENHO NPOTY
ChABpXKAH KOOHLUMUCTAT, Ja YBEIHIH PHCKA OT CHCTEMHH KOPTHKOCTEPOHIAHH €(PEKTH,
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KomGuHHpaneTo Tpa6Ba 1a ce H304rBa, OCBEH aKo Mon3aTa NPEBHIIaBa YBETHUYEHHA PHCK OT
CHCTEMHH KOPTHKOCTEPOHIHH edekTH, B KoiiTo cmydaik naunenTure Tpsabsa Aa ce MpocieasBar 3a
CUCTEMHH KOPTHKOCTEPOHIHH e(eKTH.

PapMakOKMHETHYHH B3aUMOAEHCTBUA

Edhexmu na opyzu nexapcmeenu npooykmu bpxy 0eKcamMemason.

IlexcameTa3oH ce MeTabonuzupa ape3 uuroxpoM P450 3A4 (CYP3A4).

[MpunoxeHueTo Ha AeKcaMeTa3oH ¢ MHaykTopd Ha CYP3A4, xato edenpuH, 6apburtypary,
pHpabyTHH, pudamnrumrH, GeHUTOMR U KapbaMa3ernHuH, MOXe 1a A0BeJe A0 MOHHWKEHH IU1a3MEHH
KOHLIEHTPALIMH Ha JeKCaMEeTa30H, Taka ye Ro3aTa TpAOBa Aa C€ yBEIHYH.

AMMHOTITYTETHMHJ MOX€E [a YCKOPH NTOHHXKABAHETO Ha KOHUEHTPALHKHTE HA JIEKCAMEeTa30H H 1a
HaMaJl¥ Heropara eMKacHOCT, AKO € HeoOXoaMMo, 1o3aTa Ha AEKCAMETa30H Tpa0dBa da ce KopHrupa.
CMoOJIMTE, KOHTO CBBP3BAT HKIIBYHUTE KHCEJIMHK, KATO XONEeCTUPAMUH, MOXE Ja HaManaT abcopbumsra
Ha JIEKCAMETa30H.

JIoOKaTHO MpUnaraHd CTOMAIHO-9PEBHH JIEKapCTBa, AHTHAIMAH, aKTHBEH BBITICH: €THOBPEMEHHOTO
NPHJIOKEHHE Ha aMyMHHHER WM MarHe3WeB XUAPOKCH M aKTUBEH BBIVIEH MOXE 1a HaManu
abcopOuuaTa Ha IMOKOKOPTHKOMMTE ¢ HamMaleHa ePHKaCHOCT HA JeKcaMeTasoH. ETo 3allo ABeTe
nekapcrTea TpadBa Na ce IpHEeMaT Npe3 HHTEpBal OT HaH-MaJlKo 1Ba Jaca.

[Npunoxenunere Ha gexcamerasoH ¢ HHXUOuTopd Ha CYP3A4, xaro a301084 NpOTHBOIbOUYHH
cpeacTBa (Hamp. KETOKOHA30J1, HTpakoHason), HIV-nporeasHi WHXHOUTOPH (Hanp. pUTOHABHD) M
MaKpOJHIHK AaMTUOHOTHLM (HANp. ePUTPOMULIMH) MOXe Ja J0BeLe A0 NMOBHUIEHH IU1a3MEHH
KOHILIEHTpAllHH H HaMaJleH KIIKPBbHC Ha JeKcaMeTa3oH. AKo e HeoOX0auMO, 103aTa Ha AeKCaMeTa30H
TpabBa aa ce HaMajH.

KeTokoHa30J1 MOXKe He caMO 1a YBEJIHYH IJIa3MeHaTa KOHLUEHTpallusg Ha NeKCaMeTa30oH 4pe3
naxubupane Ha CYP3A4, Ho U Aa nOTUCHE HATOBOPEYHHA CHHTE3 Ha KOPTHKOCTEPOHUIH H Ja
MpeIH3BHKA HaxOkOpedHa HeJOCTaTbYHOCT CNEA MTPEKPATABAHE HA IEMEHHETO C KOPTHKOCTEPOUIH.
EcTporenure, BKIOYHTENHO NEPOPATHUTE MPOTHBO3aYaTHUHH CPEACTBA, MOTAT 1a HHXHOHpaT
mMeTafon1M3Ma Ha HAKOM KOPTHKOCTEPOUIH H 10 TO3H HAYUH, Aa YCUIAT TEXHUA €(EKT.

Ehexmu na dexcamemazon evpxy 0pyau AeKapcmeenu nposyKmu.

JexcameTasoH e ymepeH urayktop Ha CYP3A4, [Ipunoxennero Ha fekcaMeTasoH C BEIIECTBa,
meTabonmsHpany oT CYP3A4, Moxe Ra foBe/le 10 NOBUIIEH KIHPBLHC H MOHMKABAHE HA NUIA3MEHHUTE
KOHLEHTPALMH Ha TE3H BELISCTBA.

Tybepkynocrarvuy; Hamandaeane Ha nnasMeHUTE KOHIUCHTpALMH Ha H30HMA3K € HabmoaasaHo No
BpeMe Ha €IHOBpeMeRHa yrnoTpeba ¢ npeaHus3onoH. [lanuenTrre, npueMainy H30HHa3Ka, TpAOBA na
0baT BHUMATE/THO HaOmoaaBaHy.

uknocnopuH: EJHOBpeMEHHOTO NMPUNOXKEHHE HA LIHKJIOCIIOPHH H KOPTHKOCTECPOHAN MOXE 14
ROBEE 710 MOBHIIEH edieKT Ha ABeTe BenecTBa. ChIUECTBYBA NMOBUILLEH PUCK OT LepedpanHu
NPHUCTBIIH.

[MpasukBantresn: [ToHWKEHUTE NMNa3MEHM KOHREHTPALUH HA NPa3uKBaAHTEN Ch3JaBaT PUCK OT HEYyCNeX
Ha JIeYeHHETOo, NOpaAH NOBHIIEHUA YepHOIpoOeH MeTa00MU3BM Ha IEKCAMETA30H.

[TepopanHH auTHKOAryJaHTU (KyMapuHeBH): EJHOBpEMEHHOTO JTeY€HHE ¢ KOPTHKOCTEPOHAH MOXKE
WIM 13 MOTEHIHPpa, WIH 1a foBele A0 oTcnabBaHe Ha edekTa Ha EPOPATHUTE aHTHKOAry i aHTH. [1pu
BYCOKH [103M WIH JIEYEHHE ¢ NPOABIKHUTENHOCT HaA 10 AHH MMa pUCK OT KbpBeHe, cnelupUYEH 3a
TepanuATa ¢ KOPTHKOCTEPOUAH (CTOMANIHO-YpeBHA JIMTABHIIA, ChI0Ba YyIIHBOCT). IlauuenTuTe,
KOMTO M3MON3BAT KOPTHKOCTEPOUIH, KOMOMHMPAHH C NEpOpalHM aHTUKoarylaHTH, Tpabea aa 6baar
BHUMaTeIHO HaOmogaBaHyu (KOHTPOJIHM U3cneBaHUS HA JeH 8-MH, cliel TOBAa Ha BCEKH JIBe CeIMULIN
110 BpEME Ha W CNeJ Kpasd Ha JICYEHHETO).

ATpONUH M IpYr¥ aHTUXOMHUHEPrUUHH cpeacTBa: HabnroaaBaHy ca MOBHIIEHHA HA BBTPEOUHOTO
HANATaHE 110 BpeMe Ha €EAHOBPEMEHHO MPIIOKEHHE C AEKCAMETA30H.

NO-AbATO.
Comarorponud: EGekTbT Ha pacTe)xkHUA XOPMOH MOXE /13 C& HaMaJlH.
[MpoTunepun: Moxe na ce HabmoaaBa HAMAIEHO YBEIHIEHHE HA THPOHA-CTUMYJTHD
(TSH) mo BpeMe Ha MPUNOKEHHE HA NIPOTWICPHH.




4.6. @epTHANTET, GpeMeHHOCT U KLPMeHe

bpeMeHHOCT
TekcaMeTa3oH NpeMHHaBa npe3 mauedTara. [lo Bpeme Ha OpeMeHHOCT, 0C00EHO Npe3 MbpBUA
TPUMECTBbP, TOH TpAbBa fa ce npunara caMo ¢iel BHUMAaTeIHa OLiEHKA Ha CbOTHOWECHHUETO

110713a/pHCK.

IIpH ABArOCPOUHO JieHeHHE ¢ NIIOKOKOPTHKOMAH 10 BpeMe Ha OpeMEHHOCT He Morar a Obaar
M3KTIOYEHH HapyLIeHHS B pacTe)Xa Ha miona. [IpuioxkeHHeTo Ha KOPTHKOCTEPORIH Ha OpeMeHHH
XHBOTHH MOXe Aa MPHYHHH aHOMaNHH B Pa3BUTHETO Ha (eTyca, BKI. He3aTBapsAHE Ha TBBLPIOTO
neGue, 3abassaHe HA HHTPAYTEPUHHOTO pa3BuTHe, €(DEKTH BbPXY MO3IBYHHA pacTeX H pa3BUTHE. HaMma

JOKA3aTeNncTBa, Y€ KOPTHKOCTEPOHANTE BOAAT A0 INIOBUIIABAHE Ha 4ECTOTATa Ha BpPOACHNTC aHOMAJTHH,

KaTO He3aTBapsHeE Ha TBbpAOTO Hebile npH Xopa (BXK. Todka 3.3). AKo ce npHiarar rMoKOKOPTHKOHIN
KbM Xpas Ha GpeMeHHOCTTa, ChLIECTBYBA PUCK OT aTpodua Ha deTanHaTa HaadLOpeuHa kopa, KoeTo
MOXe 1a HAJIOKH 3aMECTHTENTHA Tepalid NpH HOBOPOAEHOTO, KOATO TpaAOea Aa Ovae baBHO
HaManAaBaHa.

KnpMeHe

I moKOKOPTHKOHINTE Ce eKCKPETHpAT B KbpMaTa.HiMa gocTaTsuHO MHGOpMAalINA 3a €KCKPELIHATA Ha
IEeKcaMETa30H B KspMara npu xopa. He Moxke na ¢e M3KIFOYH PUCK 32 HOBOPOISCHHTE/KbPMAUETaTa.
HosopoaeHH Ha Maiiky, MpUeMamy BUCOKH JO3H CHCTEMHH KOPTHKOCTEPOHIH 32 NPOALAKHTEIHH
NepHOaM, MOXE J1a HMAT CTEMEH Ha NMoTUCKaHe Ha HaabkOpeuHara QyHxms.

Tpsabpa 1a ce B3eMe pellieHHe Jaly Ja ce MPOABIKK/ MPEYCTaHOBH KbPMEHETO HITK Ja Ce
NPOALIXH/TIPEYCTAHOBY TepalnuaTa ¢ JeKCaMeTa30H, KaTo Ce BieMaT MpeJBHA N013aTa OT KbPMEHETO
3a JeTEeTO K N0JI3aTa OT TepanuaTa ¢ IeKCaMeTa30H 34 XXeHara.

PepTyIuTeT

JekcaMeTa30H HaManara OMOCHHTE3aTa Ha TECTOCTEPOH H €HIOTEHHATA CEKpELIHS Ha
apeHOKOpTHKOTpOonHHA XO0pMoH (ACTH), xoeTo HMa ediekT BbpXy CIIEpMaTOTCHEIATa B OBAPHATHHA
[HKBJI.

4.7. EdexTn BLpXy cnnocobnocTTa 3a WiopnpaHe H paboTa ¢ MalllHHH
He ca mpoeexaaHH NpOy4YBaHKA 3a epeKTUTE BBPXY CNOCOOHOCTTA 3a o Hpane ¥ paboTa ¢ MAIIHHK.

4.8. HexeaaHu JeKapcTBeHH peaKuNH

3a npeacraBaHe Ha BbIMOXHUTE HEXKENaHH PEakliHy € H3NON3BaHa Ci€AHaTa KOHBEHLUA:
- MHoro yectu (Z1/10)

- yectH (>1/100 no <1/10)

- HeuecTH (=1/1 000 po <1/100)

- peaku (=1/10 000 xo <1/1 000)

- MHoro peakd (<1/10 000)

- € HEU3IBECTHA YecToTa (OT HATMYHHATE JaHHHA He Moxke Ja Obe HANpaBeHa OlICHKA)

XOopMOHA/THA 3AMECTHTENHA TEepANHA:
Hama pHCK 0T HEXKETAHW Peakliy NpY Npunarale Ha IpenopbhYHTENHUATE JO3H.

dapMakKoTepanHa:
B1B3MOKHO € Aa ce MoABAT CISTHUTE HEXKENaHH PeakiHH, T€ Ca CHJIHO 3aBHCHMH OT [03ata U
MPOABIDKUTENHOCTTA Ha JICUEHHETO, TaKa Y€ TAXHATA YECTOTa HE MOXKe Aa Oble ompeaeneHa:

CHceTeMO-0pranHa Hexenanu peaklHy / 4eCcTOTA
KnacH(PpHKaALHA

C HeH3BeCTHA 4ecToTa

Mndexunn 0 nHpecTalmu MackupaHe Ha HHpeKLHH, MaHUdecTHpaKe | nﬁncrpa




HHOpEKUKH, rEOMUHN HHOEKUMH, OakTepUaniH, Mapa3sHTHH X
OMOPTIOHHCTHYHU HH(EKLMH, AKTMBUPAHE HAa CTPOHTMJIOHA03a

Hapyluesus Ha KpbBTa U
HHMthﬂTa CHCTEMA

YMepeHa JIeBKOLMTO3a, TUM(POLUTONEHHS, EO3HHOMEHHS,
HOAMLMTEMHUSA, NPOMEHH B KOAryNnaumsTa

HapylwieHHda Ha UMYHHaTa
cucTeMa

Peakuus Ha CBPLXYYBCTBHTEIHOCT (HaNp. NEKapCTBEHA ePYILNA ),
TeXKH aHa(PHIAKTHYHU PEAKILIMHY, UMYHOCYTIpECHA

HapyuieHnd Ha
CHIOKPHHHATA CHCTEMA

ITotuckane Ha HaAOBOpeUHUTE XITE3M M NHAYLUMPAHE HA CUH/POM Ha
KbmuHr (THIMYHY CHMIITOMH: .TYHOOOpa3HO NHLE, UEHTPATHO
JATIIBCTABAHE H IUIETOpA), BTOPHYHA aJpeHaTHa U XHNopH3HA
HEAOCTATHYHOCT (0COOEeHO NPH CTPEC, HANp. TPAaBMa KITH Onepauus),
NMOTHCKAHE HA PacTeXa B PaHHA AETCKA Bb3PAcCT, JETCTBOTO H
JOHOIIECTBOTO, MEHCTPY&IHH HAPYIIEHUS U aMCHOpER, XHP3YHUTH3BM

Hapyimienns Ha
meTabonn3ma u
XpaHEHETO

3agbpkaHe Ha HAaTpull ¢ e1eM, MOBUIICHA EKCKpeLHa Ha KTHH (pHCK
OT apUTMMH), HOKa4YBaHE Ha TErjo, HaMAJIEH IIKOKO3EH TONEPAHC,
3axapeH aHabeT, XxunepxonecTepoIeMHsa H XUNIEPTPUI THLIEpHAEMNA,
NOBHILIEH aETHT

[IcuxnuHN HapyLEHUS

Henpecus, pasapasHUTENIHOCT, eydopus, CbCTOSIHHE Ha TOBHIICHO
HanpeXeHHe, MCHX03YU, MAHHA, XAMIOMHalLlU1, EMOLIMOHAIHA
Na0OHNHOCT, TPEBOKHOCT, HAPYIUEHUS HA ChHA, BIIOLIABAHE Ha
WH30GPEHHS, CYHIIHIHOCT

HapymeHus Ha HEpBHaTa
cucTeMa

HCEBHD'I}’MUP Ha MO3bKa, MMpoABa Ha JIATCHTHA CITHICIICHA,
[MOBHULIEHA CKIOHHOCT KBM PA3BHTHEC Ha I'bpUOBC IIPH MﬂHH(IJECTHﬂ
CITHICTICHA, BEPTHIO, rnasobonue

HapyuieHus ua o4ute

KarapakTa, 0cofeHo chC 3aJHO CyOKaIcylapHO NOMbTHABAHE,
rJayKOMa, BIOIIABAaHE HAa CUMIITOMUTE, CBBP3aHH C A3Ba Ha
pPOTOBHLATA, I0-YE€CTH BUPYCHH, FrbOHYHHK K HaKTEpHATHH HHEKLINH
HAa OKOTO, BJIOLIABaHe HAa OaKkTepUanHO Bb3NATICHHE HAa pOroBHUATa,
NTO3a, MUAPHA3a, XeM03a, ATPOTeHHa CKnepanda nepgopaums,
XOPHOPETHHONATHA, 3aMBIJIEHO 3peHKe (BXK. ChLIO ToYKa 4.4),
nanuIoeneM

ChpacuyHH HapylWIEHHS

PynTypa Ha ChbpAeYHHA MYCKYJN Clie/l HACKOpO NPEXKUBAH MHOKapAcH
UH(APKT, 3aCTOMHA ChpAedHAa HEAOCTATBYHOCT IPH
Npeapasnol0KeHH NALKEHTH, ChpAcUHA JeKOMITEHcaLnA

Ct00BH HapylUIeHHUA

XHUNepToOHHUA, NIOBUILIEH PUCK OT aTepocKIepo3a ¥ TpoM603a,
BACKYJIMT (CbILO M CHHIPOM HAa OTHEMAHE CNeA NPOABIKHUTENHA
TEpanuA), NOBUIIEHA KATTWISAPHA YyTLTHBOCT

CToMalHO-4YpEeBHH
HapylIeHHUA

CromaureH auckoMdoprt, raaeHe, noBpblane, CTOMAUIHO-YPEBHH
3BH, CTOMALIHO-YPEBRO KbPBEHE, OCThP NAHKPEATUT, YJILIEPO3EH
e3odarut, esopareanHa KaHaAKL03a

HapyuieHus Ha KOXaTa M
[TOJKOXHATA ThKaH

XHnepTpuxo3a, aTpo¢us Ha KO)aTa, TE€aHTHEKTA3HH, CTPHH,
epHUTEM, CTEPOHIHO aKHe, NeTeXHH, eKXUMO03a, AJIEPTUYEH AEPMATHUT,
ypTHKapHi, aHFHOHEBPOTHYEH OTOK, H3THHABAHE HA KOCATa,
MUIMEHTHH HapyIUeHNA, NOBUIIeHA YYILTHBOCT Ha KaITWISIPHTE,
nepuopaneH ZEPMaTHT, XHIMEPXUAPO3a, CKIOHHOCT KbM 00nazypane
Ha CHHHMHH

Hapylmenus Ha MyCKYJIHO-
CKeJIETHATA CHCTEMA H
CheJJHHHUTENHAaTa ThKaH

Muonartnsa, MyCKyJiHa atpogusa 1 cnabocT, 0cTeonopo3a
(10303aBMCHMA, Bh3MOKHA U NIPH KPaTKOTpailHO NpHIoKEHHUE),
aceNTHYHA KOCTHA HEKPO3a, CYXOKIWIHH HapYLICHUA, TEHINHUT,
pPYNTYpPa Ha CYXOXWIHATA, eMUAYPaATHA TUNOMATO3a, IOTUCKAHE Ha
pacTexa npH feua (NpeXxieBpeMeHHO 3aTBapsAHe Ha ennuInTe
(ppakTypH Ha NMpEUUIEHH ¥ ORITH KOCTH

3abenexka: 3
TrBpae OBpP30TO HAMAIABAHE HA J03aTa Clied MPOABIIK
neyeHne MoXKe Aa MpUYHHUA CHMITOMH KaTo D0IxH B
CTABUTE

. 4 . :
3
o .
il r
) . arna
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Hapymenus Ha HapyuieHHa B CEKpeLMATa Ha [TOJIOBUTE XOPMOHM (Xaro ClelCTBHE!
BL3MPOH3IBOAUTENIHATA HepeNOBHA MERCTPYALIMA 10 AMEHOPesA, XMP3yTH3BM, MMNOTEHTHOCT)
CHCTEMA U rbpAaTa

O6mn Hapyuwenusd 4 eektu | HamaneH oTroBop KbM BAKCHHAUMSA M KOXKHH TeCTOBE. 3a0aBeHO
Ha MACTOTO Ha MPWIOXEHHe | 3a3xpaBABaHe HA paHd, CHHIPOM Ha OTHEMaHe (ITOBHIICHA
TeMrepaTypa, MycKYJIHa 60/Ka, apTpanrus, pHHUT, KOHIOHK THBHT,
Gonesnern chpOALIM KOXKHM HOAYJH, 3aryba Ha TErJI0)

CrobuiapaHe Ha NONO3IUPAHH HEeXeNlaHH peaKLHH
C106MABAHETO HA MOJ03HUPAHH HEXENaHH peaklvy Cell paspeliaBaHe 3a ynotpeda Ha JeKkapCTBeHuUs

TPOXYKT e BakHO. TOBa NMO3BONIABA Aa MPOABIKH HAOMOAEHHETO HA CHLOTHOILEHHETO MOJI3a/PHCK 34
NeKapcTBeHHA MpoaykT. OT MeIMLUMHCKHTE CIEUHATHCTH Ce H3UCKBA Ja ChoOLIABaT BCAKA
NOXO3HpaHa HexellaHa peaKUuus 4pes:

H3NbJIHUTENHA areHIuA 1o JIeKapCTBAaTa

yn. ,.,JlamaH I'pyes” Na 8

1303 Codusn

Ten.: +35928903417

yebcaiT: www.bda.bg

4.9. [Ilpeno3npane

CUMNTOMH

He ca M3BeCTHH cyYaH Ha OCTpa HHTOKCHKALIMA ¢ AeKcaMeTa3oH. B ciyyail Ha XpOHHYHO
Ipefo3HpaHe MOXeE JIa C€ OYaKBa NOBHIIABAHE Ha HeXenaHuTe edekTH, 0coOEeHO eHNOKPHHHHTE,
MeTaboNMHTHHTE U eNEeKTPONIUTHUTE eQeKTH (BXK. ToUKa 4.8).

JleueHHe
He e HigecTeH aHTHOOT HA AeKCAMETAa30Ha.

5., @APMAKOJOIrM4HHU CBOHCTBA

5.1. dapMaxkoaAHHAMHYHH cBOHCTBA

dapmakoTEpPaneBTHYHA IPyNa: KOPTHKOCTEPOUIH 33 CUCTEMHO NPUIOKEHHE, MTIOKOKOPTHKOHIH.
ATC kon - HOZABO2

MexaHH3bM Ha ReHCTBUE

JexcameTa3oH € MOHOMITYOPHPAH MNIIOKOKOPTHKOWA C H3pa3eHH aHTHANECPTHYHH,
MPOTHBOBB3MANUTEHA K MeMOpaHHO-CTa0HNM3NpallK CBOACTBA, KAKTO H €PEKTH BLPXY
BBIVIEXMAPATHHUSA, NPOTEUHOBHA U MACTHHRA METaDOIHIbM.

JlexcameTa3zoH UMa OKOJIO 7,5 ITbTH NMO-CHIIHA IMIOKOKOPTHKOW/IHA aKTHBHOCT OT NPE€AHK30JI0H, a B
CpaBHEHME C XUAPOKOPTH3OH, TOl e 30 mbTH no-edexTusen, 6e3 MUHEPANTKOPTUKOUAHH €PEKTH.

[ MIOKOKOPTHKOHINTE, KATO AEKCAMETa30H, YIPaXKHABAT CBOUTE OHONOTHMYHHU eeKTH upes
aKTHBHpaHe Ha TPAHCKPUIILIMATA HA KOPTHKOCTEPOUA-UYBCTBHTENHH reHn. [IpoTHBOBR3NANUTENHUTE,
HMYHOCYNIPECHBHHM H aHTHUNPOJIH(EepaTUBHH ¢(QeKTH Ca NNPHIHHEHH U OT HAMATEROTO ITPOH3BOJACTBO,
ocBOOOKIaBaHE H AKTHMBHOCT HA BH3MANHTEIHUTE MEAHATOPH, Upe3 HHXUOKpaHe Ha cneudpuIHNTE
dyHKLUMM # MUTpaLMA Ha HRBIAMATOPHHTE KNeTKH. B 1omeinenne, eQexkTbT HAa CEHCUOMIH3HPAHHTE
T-numbouuti U Makpodary BepXy NMPHLUCTHUTE KJIETKU MOXKe na 6bae nmpeaoTBpaTeH 4ypes
KOPTHKOCTEPOROUTE.

Koraro ce Hajlara JbhJIrocpoyHO KOPTHKOMIHO ne4eHne, TpAOBa 1a ce MMa NpeJBHI Bh

HHIYLIMpaHe Ha NpexoaHa Haaos0peiHa HeqOCTaATLYHOCT. [IOTHCKAHETO HA XHUMOTAl
xurnoduzapHo—Han6-0pedraTa 0¢ 3aBHUCH ChILO U OT MHAHBHAYANHH (PaKTOPH.
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5.2. ©apMakOKMHETHYHH CBOHCTBA

AGcopbums u pasnpenencHue
Cnen nepopajiHo NpUIokKeHHe AeKkcaMeTa3oH ce abcopOupa 6Bp30 M MOYTH HAITBJIHO B CTOMaxa K

TbHKHUTE YepBa. bHoHannYHOCcTTa MY ¢ 80-90%. Makcumaluyn HUBA B KpBBTA Ce JOCTHraT Mexay 60 u
120 MuHyTH. CBBP3BAHETO HAa JEKCAMETA30H C IUTa3MEHHTE antOyMHHM € 1030-3aBUCHMO. [IpH MHOFO
BMCOKH JI03H, Hali-ronAMaTa 4acT UMpKynupa cBo00nHO B KpbBTa. [Ipy xunoandyMrHeMHs ce
MOBHILABA A€JbT Ha HECBbp3aHUsA (AKTHBEH) KOPTHKOH.

buoTpancpopmaums
CpeaHuat (cepyMeH) eTMMHHAIMOHEH NMONYXKHBOT Ha IEKCAMETa30H NPH BB3PACTHH € 250 MUHYTH
(+80 munyTn). ITopaau aparua OGUOJIOTHYEH NOXYKHBOT HaX 36 Yaca, XXeAHEBHOTO MTPOABIDKUTENHO

NMPpUIOXKEHUE HA NEKCAMETA30H MOXKE J1a NOBCAC A0 HATPYIIBAHC H MTPCAO3IHPAHC.

Enumunupane

EnuMuHapeHeTo € 10 rojiAaMa ctened Ondpedno, noa ¢gopmMara Ha cBo0OIeH 1eKCaMETa30HOB
akoxon. JlekcaMeTa3oH ce MeTaboNu3Hpa YaCTH4HO, MeTab0ANTHTE C€ EKCKPETHPAT KaTo
MNTOKYPOHaTH WM cyagary, rmasHo upe3 On0pelmTe.

bnOpeuHo ¥ YepHOAPOOHO YBpeKAaHE
Hapywenueto Ha 6b6pednara ¢yHKUUA HAMA 3HAYMM eQeKT BbpXy KIHPbHHCA Ha JeKCaMETa30H.
EnuMHHAaUMOHHHAT MONYKUBOT, 00a4e e yIbibkeH NPH TeXKo YepHoapobHO 3abonaBane.

5.3. TlpeaxnHHHYHU AaHHH 3a GezonmacHOCT

Ocmpa moxcuunocm.

[Tpu MuiuxH u mIbXoBe LDsp 3a JekcaMeTasoH cnen eAHHHYHA nepopanHa no3a e 16 g/kg tenecHo
TerNo U chOTBETHO Hal 3 g/kg TenecHo Terno npes MbpBUTE 7 AHH. Crea eANHHIHA NMOAKOXKHA 1033
LD, npn muiuky e Han 700 mg/kg TenecHo Terno, a npu mibxoee okono 120 mg/kg TenecHo Terno
npe3 MLpPBHUTE 7 THH.

3a mepuoa oT 21 AHM Te3M CTOHHOCTU CTABAT [TO-HHCKH, KOETO C€ THIKYBA KaTO NOCAEIHLA OT
cepHO3HUTE HHPEKLHO3HH 3adonsaBaHUA, MPUIUHEHH OT XOPMOHAIHO NPEAN3BHKAHATA
MMYHOCYMpPeECH1.

XPOHUYHA MOKCUYHOCM.!

Hsama AaHHY 33 XPOHHYHA TOKCHYHOCT ITPH X0pa M JKMBOTHH. He ca U3BECTHH HHTOKCHKALWH,
Mpexu3BUKaHKu OT KOPTHKOMAU. [IpH ALarocpoyHo aedyeHHe ¢ 403H Hal 1,5 mg/nen Moxe na ce
OYaKBaT H3pa3eHH HeXEIaHH peakluy (Bx. Touka 4.8).

Mymazenen u kapyurnozenen nNOMeHYuan:
HanuyHUTE AaHHH OT NMPOYUBAHMA 3a ITIOKOKOPTHKOUAM HE NMOKA3BaT JAHHH 33 KITHHHYHO 3HAYHMHU
reHOTOKCHWYHH CBOHCTRBA.

Penpodykmuerna mokcusHocm.

B nmpoyuBaHHA NpHU KUBOTHH ce HabnronasaT HeOLOBH LIENKH NIPH IUTEX0BE, MHIIKH, XaMCTEPH,
3aifI, KyueTa M MPUMATH, HO HE M NIPH KOHE H OBLE. B HAKOH CiydaHl T€3H OTKIIOHEHMA Ce
KOMOMHUPAT ¢ JedieKTH Ha ReHTPAIHATA HEPBHA CUCTeMa M Ha cbhpueTo. [Ipy mpuMaTH, edexTH B
MO3LKa ca HabmogaBaHH ciel excnosuuud. OcBeH ToBa, BETPEYTPOOHHAT pacTex Moxe aa ce 3abasu.
Bcuuky Te3n e@ekTH ca Habmow1aBaHu NpH BUCOKH 103H.

6. GOAPMAILEBTHYHH JAHHHA
6.1. ChnuchbK HA NOMOINHHTE BelllecTRA

JlakTo3a MoHoxuapat/l]apesuaHo Huecre (85:15)
Marue3sen cTeapar
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6.2. HecnLBMECTHMOCTH

HenpunoxumMo.

6.3. Cpok Ha rogHOCT

3 (TpK) rogUHM.

6.4. CnenuanHH YC/I0BHA HA ChXpPaHEHHE

Jla ce cpXpaHgBa Ha MACTO, HEAOCTHITHO 32 Jelia.
ITpu Temmnepartypa mox 25°C.

6.5. Bua u chaAbLpXKAHHE HA ONAKOBKATA

10 (necet) 6posa Tabnetku ca onakosanu B 6aucrep ot PVC/AL ¢onwuo.

10 (mecer) 6pos TabneTku ca onakopaxHu B 6sincrep ot PVC/PVAC/AL donmo.
Tpu OGnucTepa ce NOCTABAT B KAPTOHEHA KYTHA.

6.6. CneuHajHW npeanaiHu MEPKH NPH H3XBLpasHe U pabora

HsaMa crielMaaHH H3MCKBaHMA.

7. TMPHUTEXATEJI HA PAZPELLLEHHUETO 3A YIIOTPEBA

AHTHOHOTHK-Pasrpag A/l

Byn. “Anpuicko pecranue”, Ne 68, opuc 201

7200 Pazrpaa, briarapus

8. HOMEP HA PASPELIEHHMETO 3A YIIOTPEBA

Per. Ne 20000704

9, IATA HA ITBPBO PA3PEIIABAHE/MTIOJHOBABAHE HA PAZPELIEHHETO 3A

YIIOTPEBA

Jlara Ha mbpBO paipemaBane: 14.02.1975
Jara Ha nmocneaHo nogHoBssaHe: 13.10.2011

10. JATA HA AKTYA/IU3UPAHE HA TEKCTA

01/2025
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