KPATKA XAPAKTEPUCTHKA HA IPOAYKTA

. MME HA JIEKAPCTBEHMSA TIPOLYKT | 3NLARNTENHA ATEHLIS 10 IERAPGTBATA
Kpamka xa 0 .

Tmpobos 7 mg/ml PHOKEKEHORHA — Kd XB8PEKMEHUCMUKa Ha gogymna flpurowenus 1
Kom Pez, Ne ..... /9027/92529 .........................

Diprophos 7 mg/ml suspension for injection L ] R
Paspewenue Ne )[)3,4/237?15

2. KAYECTBEH H KOJIMMECTBEH CBCTAB | ogogpense he .......................... A

1 ml {nnpodoc ceanpxa 6,43 mg GeramerasoHos AunponuoHar (betamethasone dipropionate),
eKBHBAJICHTHH Ha 5 mg OeramerasoH, ¥ 2,64 mg GeraMeTasoHoB HaTpueB Qocdat (betamethasone
sodium phosphate), eKBUBANEHTHH Ha 2 mg GeTaMeTasoH, B CTepHiIeH Oy(epHpaH HOCHTEN C
KOHCEpPBaHTH.

[MomoluHy BeniecTBa C H3BECTHO AeiCTBHE;

1 ml ceabpaxka 9,00 mg Genzunos ankoxon, 1,30 mg MeTun napaxunpokcudensoar, 0,20 mg nponun
napaxuapokCHOeH30aT u Jp.

3a NBIHWA CITHCHK HA MOMOLIHWTE BELUECTBA BIDKTE TOYKA 6.1,

3. JEKAPCTBEHA ®OPMA

HuxekunoHHA CyCIICH3US.

4. KJHHHYHH IAHHHU

4.1 TepaneBTHYHH NOKA3AHUA

JAunpodoc npeacragnsgsa KOMOHHALIMA OT Pa3TBOPHMM W MHOTO ¢JiaGo pa3sTBopuMYE GeTaMeTa30HOBH
ECTEPH, KOMTO OCUIypSBaT MOLLEH NPOTHBOBE3NAIMTENIEH, AHTHPEBMATHYEH, AaHTHAIEPrudeH eeKT
NpH JIEYSHHETO Ha OCTPH ¥ XPOHUYHH INIOKOKOPTHKO-NORJIMABALIH ¢¢ 3a00/IABaHUA.
KopTHKOCTEpOHAHHUAT XOPMOH Ce ABABA AONLIAHEHHE KM, 4 HE 3aMECTHTE)I Ha KOHBEHLHOHATHATA

Tepars.

HuTpaMycKyaHO NPUNOKEHHE
Hunpodoc e npeaHasHaueH 3a NeUeHHe Ha PA3IMIHE PEBMATONOTHYHY, JEPMATOJIOTHYHH, ATEPIHYHH
3a00JIABaHMs, KONAreHO3H U APYTH MNIHOKOKOPTHKO-NIOBIMABAIM ce 3a00IaBanus.

MycKyIHO-CKeIeTHO NPHAGKeHHe (HHTPAAPTHKYJAPHO M MEPHAPTHKYJAPHO HHKEKTHpPAHE U
AHPEKTHO HHORCKTHPAHE B MEKHTE ThKAHM)
ITpunoxHM KaTo ChITBTCTBALLA TEPATIHA IPH KpaTKoBpeMeHHa ynorpeda (Le/sina Ja TOMOrHe Ha

NauMeHTa a NPEOA0Jiee OCThD W30 WM eKk3auepbanus) MpH 0CTE0apTPUT, PEBMATOMAEH apTPUT.

HaTpane3sHiiHO NPIIOKEHAE
[Tpu opepMaronoruyuHy 3abonsasaHus,

JIOKAIHO HHXKEKTHpaHe B XOANJIOTO
TTpHNoxKHUM KaTO CHNBTCTBAIA TEPANTHA NPH KPATKOBPEMEHHA yroTpeba (Lendma a moMoTH

TallHEeHTAa Ja IPEOA0JIEE OCTRP €NMKU30A WIH eK3alepbanms) npu SypcUT NOJ TRBPA 1A MasOTL Tie
KaJIKAHEYCEH IIHII, [TO]] XaNyKC PHIHAKC H Ha NIETHSA TIPBCT, CHHOBHAIIHY KMCTH, MopYogdpd HeaRsli
(MeTaTap3anrus), TEHOCHHOBHT, KyOOBUIEH MEPHOCTHT. 5 e
D\
* " .:,.".i'."

B




THIVMYHYE CHCTOSHAA

AJIEPTHYHH CBCTOSIHHA

I1py cTaTyc acTMATHKYC, XpOHHYHA OPOHXHANHA aCTMa, CE30HEH MM UEAOTOMHIIEH ANEPrUicH PHHMT,
OCTBP aNeprutieH OPOHXHUT, KOHTAKTEH JIEPMATHT, ATONHYEH NCPMATHT, CEHHA XpeMa, aHTHOHEBPOTHYSH
eIeM, CCpyMHa OOJIECT, pEaKkLIMK Ha CBPHXYYBCTBHTEIHOCT KbM JIEKAPCTBA HIH KBM YXKHUIIBAHMSA OT
HaCEKOMH,

PesmaTosoruunu 3a6onapaHns

Octeoaprput, peBMaTOKAEH apTpuT, OypeHT, TyMGaro, Huuac, 6oika B TazobenpeHara cTaBa, OCThp
NPHCTBII Ha NOJArpa, TOPTHKOJIHC, TAHITIHEBA KUCTE, AHKIWIO3HPALl CIIOHAWINT, PaJUKYJIMT, €K30CT032,
dacuur.

HepmaTojgornuny 3a0019BaHHRA

ATONMYEH ASPMaTHT (HyMyJapHa €K3eMa), HEBPOAEPMUT (OrpaHMYeH JIMXEH CUMIUIEKC), KOHTAaKTeH
AEPMATHT, TEXBK CIIBHYEB AKTHHUT, YPTHKapHa, XUneprpod e JIMXeH aHyc, AuadeTHa JIMIIOWAHA
HEKpoOMO3a, aNIONeLMA apeaTa, JIYITYC epHTEMATO3YC, TICOPHA3NC, KeONIH, eMpuryc, XeprnerudopMeH
ACPMATHT, KHCTO3HO aKHE,

Konarenosu
[Tpu BRO1IABAaHE HIIH KATO DOAABPHKALLO JICUCHHUE B OTIACIHH CITyYaH HA JIYITYC €pUTEMATO3YC,
[IOJIMAPTEPUHTHC HOMI034a, CKIICPOAEPMHUA M AEPMATOMHO3HNT.,

HeonnacTtuunn zaonasanng
[IpuiokeHHe KaTo NATHATHBHO CPEACTBO NPH JICICHUE Ha JIEBKEMHS ¥ THMGOMH NPH BB3PACTHH; 0CTpa
FIEBKEMUS NP AeIa,

Apyra noxaszaHus
AIpeHOTeHHTANEH CHHAPOM, YILEpo3eH KoauT, 6orect Ha Crohn, cnipy, KOPTHKOCTEPORN-
NOBJIHABALIM C€ KPHBHH 3a00nsaBaHNA, HEDPHUT H HEPPOTHUYSH CHHAPOM.

B cnyvail Ha ITEpBHYHA HIH BTOPHYHA HanObOpeuHa HEAOCTAThYHOCT, MoXe Aa ce npunara Junpodoc,
HO 1IpH Ao6aBsHE Ha MUHEPANKOPTHKOCTEPORAHM, AKO Ca IPHJIOKUMH,

4.2 /{03UpOBKS H HAYMH HA NPHIIOKEHHE

Hunpogoc ce npenopLyea 3a:

- MHTPaMyCKY/IHH HEXKEKLHH Py CHCTOAHMA, IOBAMABAILH CE OT CHCTEMHY KOPTHKOCTEPOHIY;

- HHXEKTHpaHe NHPEKTHO B 323CErHATHTE TbKAHW CIOPE MOKA3aHUATA;

- UHTPAapTHKYJAPHH H NIePHAPTHKYIApHH aIUTHKALUY;

- HHTpaIe3HIHH aIUTAKaLHH TIPK pa3IMYHKE ASPMAaTO/IOTHIHH ChCTOAHHA U JIOKANHO
HHXEKTHpaHe MPH KOHKPETHH BB3NAIATENIHH WY WHCTHYHH 3200/1ABaHHA HA KpaKa.,

HO3WPAHETO TPSIBBA JIA BBJIE CHOBPA3ZEHO C UHJIMBUIYAJHHUTE HYXIU HA
[TALIMEHTA, KOHKPETHOTO 3ABOJIIBAHE, TEXXECTTA MY U KJIAHHYHUSA OTTOBOP.

HavanHara nosa Tpa6Ba 11a ce MOANBpkKa MM KOPUTHpa A0 II0Ny4aBaHe Ha 33J0BONUTENHHA
pesyntard. B cny4ail ye He ce HaGntonaBa 3aJ0BONMTENICH OTrOBOP 3a TIPHEMITHE NEPHO OT BpeEMe,
nedcHHero ¢ Junpodoc rpabea na 6s1e npekscHATO H A4 OB Ha3HAYEHA APYra MOAXONALIa

Tepanus,

Cucmemno npunoxncenue
B nopeuero ciyyau ce 3ano4pa ¢ 1 qo 2 ml 1 ce nopTap4, ako € ueooxozumo. Ip
UHTPaMyCKYJIHO B [NyTealHaTa obnact. J{03UpOBKaTa X HECTOTATA HA MPUIOKEH
TEKECTTa HA 3200JIABAHCTO, CHhCTOSHUETO HA MALIMEHTA H HHAMBUAYTHHUS TEParn
[1pu Texkn 3a00M1ABaHHA KATO CHCTEMEH JIYITyC €PHTEMATO3YC HITH CTATYC acTMaY
3a0YHE ¢ IIbPBOHAUANHA A03a 2 m] KaTo XKHBOTOCNACABAILA TEPATTHIL.



11Iupok AHanazoH OT ASPMATOSIOTHYHH 3a00/1ABaHNIA Ce NOBIMABAT A0OpE OT MHTPAMYCKYIIHO
MPHUIOKEHHE Ha KOPTHKOCTEPOHIH.

Cpobiiasa ce 3a ed)eKTHBHOCT HA HHTPaMycKy/HO (i.m.) arxexTHpane Ha 1 ml Junpocdoc nosropeHo
CHOOPa3HO 3a00IABAHETO H TEPAIEBTUYHHA OTTOBOP.

[1pn pecnuparophu 3abonsBanus ce Habnoaasa 06IeKYeHHE HA CHMIITOMHTE DO HAKOAKO 4aca ce
HHTPaAMYCKYTHO HHXEKTHpaHe Ha J{unpodoc. EGEKTHBEH KOHTPOM BBPXY CUMIITOMMTE [IPH
OpOHXHa/IHA acTMa, CeHHA XpeMa, AlepruyeH GPOHXMT W AleprudeH PUHHT Ce MOCTUTA CIej
MPANOKEHKE Ha 1-2 mi oT nexapCcTBEHHA NPOAYKT.

I1Ipn neYeHHe HAa OCTPH U XPOHUYHH OYPCUTH, OTIHYHM Pe3yITaTH ce roay4asar ¢ 1-2 ml im.
npunoxeH Jdurpodoc, kaTo npH HeoOGXOAUMOCT HHKEKLKMATA MOXE a Ce IMOBTOPH.

Joxaanoe npunoxncenue

KoMOHHMpPaHOTO NpUIIOKEHHE C IOKANEH aHECTETHK Ce HAlara paako. AKo € HeoOXoIHMO
NPHI0KEHHE HA JTOKICH aHecTeTHk, lunpodoc Moxke [a ce cMecH (B CIPHUHIIOBKATA, HE B aMITyJIaTa)
¢ 1 % wiu 2 % npokauHOB XHAPOXTOPHA HIH THACKAHHOB XHAPOXJOPHE, WK NOAOOHH NOKATHH
AHCCTCTHLIH, KOMTO HE ChABPXAT Hapabenn. Tpabra ga ce U30ATBaT aHECTETHIIH, ChABPKAIIH
MeTHinapaden, nponwinapabeH, dpeHon U apyra. ITspBo ce uaterna Heobxogumara ao3a Jdunpodoc
OT (pIaKOHA B CIIPUHIIOBKATA, CJIEA TORA CE M3ITEINA aHECTETHKBT K OBP30 Ce paskialla, 3a 1a ce
CMECAT B CIIPHHIIOBKATA.

[Ipu ocTpH cyGaentounHN, cyGakpoOMHANHH, ONEKPAHOHHH U fipenaTenapHi 6ypCeHTH, MHTpGypcaHa
HHKCKIMA 0T 1-2 ml Junpodoc oTerpatssa 6onkaTa H Bb3CTAHOBABA ITHIIHH 00eM Ha JBIKEHUATA
AO HAKOJKO Yaca. XPOHHHIHHTE OypcHTH Morar aa OpAatT eKyBaHH ¢ peaylupala 1034, Clle] KaTo
BE/IHBXK OCTPHTE OMIAKBAHHA Ca o0T3ByYasM. [IpH OCTPH TEHOCUHOBUTH, TCHAHHUTH M MEPUTCHAHHUTH
eHa HEDKeKiua Jlunpodoc noxobpasa cecroanuero. [Ipu xposuynure GopMH Ha TE€3H CHCTOAHUS
MO3K€ Aa CC HAIOXKH MOBTOPEHHE Ha HIDKEKIIMHUTE, aKO ChCTOAHKETO HA NALIMEHTa Hajlara ToBa.

BrrpecraBHo npunoxenue Ha 0,5-2 ml Jdunpodoc Moxke na npemaxHe 601KaTa, B3MUTEHHETO H
CKOBAHOCTTa, CBEP3aHH ¢ PEBMATOMAHUA apTPHT H OCTE0APTPHTA, Cied 2 110 4 Haca.
[IpoasmkHTenHOCTTa Ha OONIEKYEHHETO BapHpa NPH ABETE 3a00ABAHHS, HO B [TOBEYETO CNYYaH €
SETHPH HITH NTOBEYS CSAMHIIM,

BwTpecraBHata mrxkekuua ¢ Junpodoc e ¢ 106pa MOHOCMMOCT OT CTaBaTa ¥ OKOJIHHTE TEKAHH.

[IpernoppurTEeTHMTE A03H 32 BETPECTABHO NPWIOKEHHE Ca:

rOJIEMH CTaBH (KOQJIHO, Ta3, paMo) I 7o 2 ml
CPEAHH CTABM (JIAKBT, KHTKA, [IE3EH) 0,5 1o 1 ml
MaNKH CTaBH {XOIWIO, PhKA, IPRIAEH KOLII) 0,25 no 0,5 ml

HepMaronoruunu 3a0onABaHuA MOTAT f1a ¢ MOBANANAT NoOpe 0T HHTPane3uiiHO MPHIOKEHHE Ha
Hurnpogoc. IoenuasaneTo Ha HAKOH JIC3HH, HETPETHPAHH ANPEKTHO, MOXE /18 C€ ABIDKH Ha JIEKHS
CHCTEMEH &(EKT OT JIEKaPCTBOTO.

3a HHTpaNe3UiHO JeYeHHe ce MPENopbuBa BETPEKOXKHaTa 103a of 0,2 ml/cm’ ot Junpodoc, KogTo ce
HEDKEKTHPa ¢ TyOepKy/IMHOBa CIpUHLIOBKA H Hria Ne 26. O6mara zosza Junpodoc 0T BCHYKH
Y4acThbUH He Tpa6Ba Aa npespmasa 1 mi.

Junpogoc Moxe Aa ce npuiara ¢ ycnex npH 3a6oN4BaHus Ha XOIWIATa, KOHTO C€ MOBJIHABAT OT
KOPTUKOCTEpOHAH. BYpCHUT NOA TBBPA MAa30a MOXKE Aa CE MOBJHAC YCIESHIHO ¢ ARE NOCHIECIOBATENHH
WHXKEKLHN - Beaka oT 1o 0,25 ml. [pu Haxou CbCTOAHMA KATO XAITYKC PUTHIKC, H3KpUBABAHE HA
[ETHA NPBHCT ¥ OCTHP NOAArPO3CH apTPHT, NoAoOpeHUETo HACThIBa OBP30. -
TyGepkynuHOBa CIIPHHIIOBKA ¢ #I1a Ne 25 e MoAXoA4LLA 3a [I0BEYETO HHXKCKLIHH.




ITpenopbyBar ce AIVTHKAHH Ha TPHOTH3NTEIHO SAHOCEIMHYSH HHTEPBAT:

OYPCHT NMOX TBEP HIH MEK MAa3oJl 0,25 - 0,5 ml
OYPCHUT MO KATKAHEYCEH LIHIT 0,5 ml

OYPCHT NOA XATYKC PUTHANC 0,5 ml

OYpPCHT Hall U3KPHBABAHE MPH METUS IPHCT 0,5 ml
CHHOBHAIHY KUCTH | 0,25 10 0,5 ml
MopToHOBA HEBpPAITHA (MeTATAP3IrHs) 0,25 10 0,5 ml
TEHAOCHHOBHT 0,5 ml
IePHUOCTHT 0,5 ml

OCTBP NOAATPO3CH apTPHT 0,5 no 1 ml

Cren xaro € NOCTHUTHAT ThpceHHAT edekT, mogabpkaluaTa 103a Tpiadsa Aa 6ble onpeaesaHa 4pes3
IOCTENICHHO HAMAJIABAHE HA HAYANHATa J03a, AOKATO Ce AOCTUTHE Hall-HUCKATa 1032, OCUTYypsaBallla
aACKBATEH KTUHUYECH OTIOBOpP.

Hsnaranero Ha nauHeHTa HA CTPECOBH CHTYALIHH, KOUTO HAMAT NIPAKa BPB3Ka CHC CHLIECTBYBANIOTO
3ab0NABaHe, MOXE Aa U3HCKBA IOBHLICHNE HA 1o3aTa Ha J{unpodoc. AKo ce Hanara npeKksCBaHe Ha
neqeHHeTo ¢ Junpodoc ciea npoasKHTE/THA TEPANIHA, TO TOBA Tpa0Ba 4a CTaBa ¢ [TOCTEIEHHO
HaMalgBaHe Ha [034arTa.

Heduampuuna nonynayus
HAunpodoc He TpadBa Aa ce mpHara npH Aeta moj 3-roxHiIHa BL3pacT.

4.3 IIporusonokasanusn

Hpu cucmemno npunodicenue:

- CHCTEMHH I'bOMYHY HHEeKIHHA

- CBPBXYYBCTBUTEIHOCT KBM KOPTHKOCTEPOUAH HITH KBM HAKOS OT CHCTABKUTE HA JIEKAPCTBCHUS
MPOILYKT.

- MHQEKIMO3HH 3a00aBaHus, BAPYCHH HH(EKIIHK, ICHXOTHIHN CHCTOAHHSA, HAPYILICHHA B
KoaryJauHsTa, )KHBH BaKCHHH, JICKapCTBa, NMpeau3BHKBaiuu torsades de pointes.

Junpogoc HE MOJKE na 6s1e nprnarad MHTpaMyCKYJIHO ITPH NAIUEHTH ¢ HAHOMATHYHA
TPOMOOLIMTONEHHYHA ITyphypa.

Ipu noxanro npunosicenue:

Hunpodoc e MPOTHBONIOKA3AH NMPH nauHeHTH CbC CHCTEMHH MbOHIHH HHPEKIMH, TAKHBA CBC
CBPBXYYBCTBHTE/THOCT KbM O€TaMeTa30H, APYTH KOPTUKOCTEPOUAN W/AH KBM HAKOS OT ChCTABKHUTE Ha
MPOAYKTA. |

Hunpodoc He TpabBa aa ce mpunara npy aeia noa 3-roauiiHa Bh3pacT.

4.4 ChneunajHH NpexynpexIeHns U NpeaAna3zHy MEPKH NPH ynorpeda

Junpodoc He Moke fla ce M3MON3Ba 332 UHTPABEHO3HO MK MOAKOKHO TIPUNOKEHHE,
Cepuo3HN HEBPONIOTHYHH CHOUTHS, HAKOH OT KOMTO — 3aBBPIIBAIH CBC CMBPT, ca ChobLIaBAHM CJIeA
SMHMAYPATHO HIDKEKTHPaHE Ha KOpTuKocTepouaH. CrodiiaBaHuTe cieiMHYHA CHOMTUSA BKIIIOYBAT, HO

g | e,

HE CC OrPaHHYABAT A0, WH(PAPKT Ha rPEOHAYHHUA MO3BK, TaPAIUICT 1A, KBAAPHIUIETHA, KOPOBa
HHCYNT. Te3u CeprHO3HM HEBPOIIOrMYHH CHOMTHA ca CHOOIIaBaHH ChC H 663 M3NOT3BaHE

duryopockonus. besonacHocTTa U €pEKTHBHOCTTA HA EITHAYPAITHOTO IIPHIOKEHHE HA / '
HE ca YCTAHOBEHH H KOPTHKOCTEPOHANTE HE ca OROOPEHH 3a Takapa yrnoTpeda.

SAABJIKHATENHO E CTPUKTHO CITA3SBAHE HA AHTUCEIITHYHA TE) |
Junpodoc ceaAbpka ABa OeTaMeTa30HOBH eCTepPa, SAHHUAT OT KOUTO € 6C‘I‘aMETa30HG % 2B~
KOHTO OBp30 ce pe306Hpa 0T MACTOTO Ha MEXEKTHPaHE. BCieACTBHE Ha TOBA, PH H3MOMBREE!

4



NPOAYKTA IeKapAT TpA0Ba Aa B3eMe NMpeABUS (PakTa, ue Ta3n pasTeopuMa dpakuus Ha J{umpodoc Moske
[1a IMa CUCTEMEH edexT.

Ilpu npunoxenue npu cnoptuctu JIunpodoc Moxe Aa okake e(peKT BbPXY aHTUAOTHHIOBHA KOHTPOIL.

[IpexpaTaBaneTo win Opp30TO HAMANABAHE Ha Z[034Ta B CAYYaH HA NPHIOKEHNUE HA MHOTO BUCOKH R03H
38 KpaThK NEPHOL, HIH NPH NOBULIABAHE HA HYXKAATa OT KOPTHKOMAM (TIopaau crpec: Hrbexmus,
TpaBMa, XUPYPTHYHA HHTEPBEHLIMA ) MOXeE [ia NpeansBHKa Haaoh0peuHa ReaocTaTbyHoCT, B 1031
Cliydaii € HY>KHO IOCTETIEHHO HaMaABaHe Ha 1o3aTa. B cHTyarii Ha CTpec, IOHAKOra € HeoOXoauMo
IIOBTOPHO HA3HAYABAHE HA KOPTHKOCTEPOUIH HNH YBEIMYABAHE HA 103ATA.

HamanAsanero Ha mo3ara TpAGBa fa c€ U3BBPIIBA MO JIEKAPCKO HAOMIONEHHE ¥ NOHAKOTA € HYXHO
MatUeHTsT Aa 6be HabmoaasaH 3a eprol, KOWTO MOXe A3 AOCTHTHE 0 1 rOJHHA CIeR CITMPAHETO Ha
NPOALIKUTENHO JIEYEHHUE WIIH [IPH BHCOKH JO3H,

CuMmnromMuTe Ha HaTOBOPEYHA HEAOCTATHHHOCT ¢4 CIISAHHTE: HEPA3MOIOKEHHE, MYCKYJIHA C1abocT,
TICHXHYECKH NpobiieMu, neraprug, GOJKKA B MyCKYUTE H KOCTHTE, JIIOIIEHE Ha KOXKAaTa, AHCIHEY,
aHOPEKCHS, raicHe, MOBpPBIIaHe, GeOpUNNTET, XHIIOTTTHKEMU, XHMOTOHMA, ASXHAPATAIIA, TOPH
MocienBalla CMBPT NPH BHE3ATHO CTIMPAHE Ha ieveHueTo. Jleuennero Ha HaadBOpeuHara
HETOCTATBYHOCT C€ CHCTOH B [IPHEM HA KOPTHKOCTEPOHIH, MUHEPAKOPTHUKOCTEPOHAH, BOJA, HATPHEB
XJIOPHA ¥ TTHOKO3a.

Bbp30T0 HHTPABEHOZHO HHIKEKTHPAHE Ha FOJIEMH [I03H KOPTHKOCTEPOHAM MOKE Aa TIPEAM3BHKA
CBPACYHO-ChIOB KOAATC; TOpaJH Ta3H NpUYMHA HHXKEKTHPaHeTo TPAOBA J1a C¢ U3BBPIIBA 38 HHTCPBa
oT 10 MuHyTH.

Penxu ciryyay Ha aHaQHIAKTHYHY peakuvH ca 6iin Habnraasany Npy NalHEeHTH, TOUIOKEHH Ha
[TApEHTEPATHA XOPTHKOCTEPORAHA TEPAlIHA: B TE3U CIYYaH € A00pe [a Ce B3EMAaT NOIXOIAIIH
peArnasHyE MEPKH Npead NpWwiarase Ha NPoayKTa, 0co0eHO Npu MalMEHTH ¢ A0Ka3aHa afieprHd KbM
HAKOS OT CHbCTABKHTE Ha JIEKapCTBOTO.

[pu chMHEHUSA 33 ITAPA3HTO3U € HeoOXOAUMO NMPeIBAPUTETHO NAPa3HTONIOTHYHO H3CEABAHE,

[Tpu mpoAWDXUTEIHA TEpAnHs ¢ KOPTUKOCTEPOUIH IPEMHHABAHETO OT NIAPEHTEPATHO KBM TIEPOPATHO
NPIIOKCHUE H3IHCKBA BHUMATETHA NPELCHKA Ha ChOTHOLICHHETO MOJI3a/PHCK 32 [MALHEHTA.,

I'[pn HHTDAAPTHKYIAPHO HHKEKTYPAHE € BAXKHO Ja C¢ 3Hae, 4e:

To3u BUA NpHIOKEHUE MOXKE A3 AOBEAE A0 JIOKATHH, KAKTO H 0 CHCTEMHH €hEKTH.

- Heobxoaumo e nicnenpase Ha HAMMYHA CTABHA TEYHOCT, 32 /1A C€ H3KJIFOYH Pa3BHTHETO Ha
CEICHC,

- Ja ce n304rBa IOKATHOTO IIPH/ICKEHHE BBB Beue HHMEKTHPAHH CTABH.

- ITpu AcHO yBenH4aBaHe Ha 6oNIKATA W JIOKAIHO MOAYBaHE, HOMBIHATETHO HaMaleHa CTaBHa
NOABHKHOCT, pebpunurer 1 HepasmonoKeHHe, MOKE 4 Ce IPEANOara HaTHYHe Ha CeNTHICH
apTpHT. B cnyual ye nanuguero Ha MHPEKIHA ce MOTBBPAY, TPAOBA 14 C¢ HA3HAYH MOIXOAAIO0
HPOTHBOMUKPOOHO JIeueHHe.,

- YecToTo IPUNIONKEHUE B OCTCOAPTPUTHU CTABM MOKE Aa YBEIWYM CTABHATA JCCTPYKIMA.

- Ja ce u3b4rea NPUIoKEHHETO Ha KOPTHKOCTEPOUAN JHPEKTHO B CYXOXKIIHATA TEKaH, ThH KaTo €
BB3MOKHO NMO-KBCHO 12 HACTHITH Pa3KbCBaHE HA CYXOKHITHETO.

HutpaMyCKyJIHOTO HHKEKTHPAHE Ha KOPTHKOCTEPOHIH TpAOBa Jia ¢ H3BbPILBA ABN0OKO B 001aCTTa HA
roJIEMH MYCKYJIHH MacH, 3& Ja c€ n30erne JiokanHa aTpodusa Ha ThKaHHTE.

ot AT Tl ".-;! 2rm
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HHxekTHpaHETO HA KOPTUKOCTEPONIM B MEKHTE ThKAaHH, KAKTO U HHTPANE3IHIHOTO WIH (5{;
MHTDAAPTHKYJIADHO NPHIOKEHUE MOME Ja AOBEAE OO CUCTEMHHN, KAKTO M JIOKANHH ebekTH. >

Cne WUHY DUCKOGH U g,:.}

[Tpu auabernny, GeTaMerasoH Moxe a ce IIpHIara CaMo 3a KpaThK CPOK H ¢amo moaRTE o '?u; 'l f'-z,c..
NeKapcko HabIAeHHe OPaK HETOBUTE IIIFOKOKOPTHKOCTEPOMIHH CBOHCTBA (TII0KOREOD ﬁt‘-:iﬁ) E s




[Topaay puck OT BB3HUKBAHE HA YCAOKHEHHA TpAOBa na ce H30ArBa MPHIOKEHUETO B
MEXAYIIPEUUICHHUTE AUCKOBE NOPaAH PHCK OT Bh3HHKBAHE Ha KaNlM(pUKaTH,

HaOnrozapa ce ycuner edekT Ha IOKOKOPTHKOCTEPOMINTE NPH NALIUEHTH ¢ XUIIOTHPEOMAHIBM HIIH
LIHPO34.

Junpodoc He TpaGBa Aa ce MprIara MpH NAKMEHTH ¢ OYESH XepIec CHMIUIEKC MOPajH ONacHOCT OT
nepopallds Ha pOroBHIIATA.

[To BpeMe Ha ICUCHUETO ¢ KOPTHKOCTEPOMIH MOTaT Ja BE3HHKHAT IICHXHIHH HapyIUCHHUA.
Kopmlcocl"eponnﬂa'ra Tepamm MOMKE I1a BAOILIH CECTOAHHUCTO HA INALHCHTH, npenpa:monomeﬂﬂ KBM
eMOLIMOHAIHA WM NCUXHUYHA NabHIHOCT,

HeobxoauMo € noBHLICHO BHEMAHKHE NPH NALMEHTH C:

- HecneLMpHIEH YNIepo3eH KONHT, B CITyvaii Ha 3ariamsalia nephopanyd, abcrec Mau apyra
MUOTr¢HHA HH}pEK1MS;

- OUBEPKYIIHT;

- HHTSCTHHAJIHA AHACTOMO3H;

- racTpoAyOoJcHalHa A3Ba;

- O0B0peyHa HeOCTATHEYHOCT;

- XMIICPTOHUA;

- OCTEONIOpPO3a;

- MHACTEHHS T'PABUC;

- rnayKxoma;

- OCTpa NCUX034;

- BHpPYCHHU H GakTepHaTHU HH(peKIuN,

- 3a0apgHe Ha pacTeka;

- TyOepKynosa;

- cHHApPOM Ha Cushing;

- aHaoer,

- ChpPACYHA HEAOCTATHYHOCT;

- TPYHO JIEUHMA ENUJIETICHS;

- CKJIOHHOCT KbM TpoMOoeMGonua unn tpomOoduieOuT;

- OpeMeHHOCT.

T®H KaTo yCIOKHEHNATA OT KOPTHKOCTEPOMIHATA TEpanusa ¢a 3aBHCHMH OT J03aTa H
NPOXB/IKKTEAHOCTTA HA IEIEHUETO, CHOTHOIMEHHETO TI013a/PHCK TPAOBA BHHMATETHO A C€ OLICHH
NpH BCEKH MALMEHT NPH ONpPEAcsHE Ha J03aTa H NPOABKHTEIHOCTTA Ha JICUCHHETO,

Koprukocrepouaure MOTaT Aa MACKMpaT HAKOW NPH3HAIM Ha HADEKIMS WITH A3 3aTPYAHAT
YCTAHOBABAHETO Ha UHpekius., [Topaau HaManeHa pe3HCTEHTHOCT € BE3MOIKHA [TOABATA HA HOBH
HMHQEKUHH MO BpeMe Ha JieueHneTo, HeoOXoauMo e BHHMATEIHO H3MONI3BaHe Ha fpenapara npu
NAIMEHTH C MOBHIIEH PUCK OT HHPEKIMH, HaNpUMep TAKMBA HA XEMOAUAIN3a HIH C NIPOTE3H,

Ilpoabnxurendara ynorpeda Ha KOPTHKOCTEPOHAH MOKE J1a IpPeAU3BHKA MO-KbCHATA [T0AB3 HA
cyOKancynapHa kaTapakTa (0coO€HO npH fela) WK IMIAYKOMa ¢ Bb3MOKHO YBPEXXAaHe Ha 3pUTETHUA
HEPB, KaKTO ¥ 000CTpAHE Ha BTOPWIHH O4YHM HH(EKIHHA, IHIKAMM CE HA BHPYCHH WK I’bOHYHH
HHQEKLIHH,

HanoxuTenHo e NpoBexxAaHEeTO HAa pEAOBHH 0TaIMONOTMYHH NPEraeay, oco0eHo npy nauHes
NPOABIKUTENHA Tepanus (moseye oT 6 ceaMuLN).

Wy
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BHCOKHTE H CpETHH 03 KOPTHKOCTEPOMAM MOTAT [ NPeINU3BHKAT MOBHIIABAHE HA £ %\\
HajIfAraHe, 3a7pPBKKa Ha BOJa H COJIH, TIOBHilIeHA eKCKpelHa Ha kanui. [ToasaTta Ha T SR e Y
MaJIKO BepOATHA NpH yrioTpeda HA CHHTETHYHM NPON3BOLHU, OCBEH B CIIy4aHUTe, KOT it ,;1 | :_f' :;é‘
BBLB BHCOKH A03H. [Ipy HeobxoaumocT TpAOBa na ce Ha3HAY AHETa, OrpaHHYaBalla AEX P
KaKkTO ¥ JAOIBJIHUTENEH NIPHEM HA KATHI, BCHYKH KOPTHKOCTEPOHH YBE/IHYABAT Kall R WA

eKCKpeLHA.



IlanvieHTH, MOA/I0KEHN HA KOPTHKOCTEPONIHA Tepanus, He Tpabaa 1a NpoBeXIAT ¢IeIHOTO

JeqeHHe:

- BaAKCHHHPAHE Cpelly BapHo.aa,

~ APYrH HMYHH3aUHH (0C06€HO NPH BHCOKH 1031 KOPTHKOCTEPOHIN) NIOPAAH Bh3MOMKEH PHCK
OT HEBPOJAOIrHYHH YCJIOKHEHHA H HEAOCTATRYEH HMYHEH OTroBop.

Bbrpeku ToBa, IMYHH3ALHH MOTAT Ja Ce TPaBAT HA NALHEHTH, KOHTO NPHEMAT KOPTHKOCTEPONAH
KaTo 3aMECTHTE/IHA Tepalnua (HampuMep npH 60oecT Ha ACOH).

[latieHTH, NpueMaly KOPTHKOCTEPOHAM B HMYHOCYIIpECHBHH J03H, TpAOBa fa Obaar npeaynpeacHn
na u30ArBaT eKCNO3MLMA HAa BapHIiena wix MOPOIHIH M IpH KOHTAKT A3 NOThPCAT MEAHIIMHCKH CBBET.
Tora € 0T 0co0eHa BAXHOCT NpH JASLiaTa.

KoprakocrepouaHaTa Tepanus npH 00IHH ¢ aKTHBHA TyOepKyno3a Tpabea na 6bae orpaHnueHa camo
npu ciayva Ha GyNIMHHAHTHA WK ANCEMAHHpPaHa TyGepKysi03a, IPH KOMTO KOPTHKOCTEPOHANHTE Ce
M3M0/I3BAT 3a€HO C aAeKBaTHA MPOTHBOTYOEPKYIO3HA Tepanui.

B cayyanTe, KOrato KOPTHKOCTEPOMIM C€ IPHIATAT NPY NAUHEHTH C JIATeHTHA TYGepKynosa wiu
peakuMs Ha TyOEpKyIHH, Te TpabBa aa GBAAT cTporo HaboAaBaHH, Thi KaTO MOXE 1a Bh3HUKHE
peakTHBauMa Ha bonectTa. [IpU NPoaBIKUTENHA KOPTUKOCTEPORAHA TEpanKka Ha nadeHTure Tpadsa
Ja ce Mpwiara XUMHONPOQHNAKTHEKA.,

AKo ¢¢ u3non3Ba pudaMIULKME KaTo X¥MHAONpOohIaKTHKA, TpE6Ba Aa ce HMa NIPEABHL, Y€ TOH
YBETHYABa YePHOAPOOHUA METabOIHTEH KIMPBHC Ha KOPTHKOCTEpOrIHTE, MOXKe 1a ce HaNnoXH
MPOMAHA B A03aTa Ha KOPTHKOCTEPOMAHTE.

Koprukocrepoyaure MOraT a HapyluaT HOPMAaJIHUTE TEMIIOBE HA PacTeX NPH HOBOPOASHH W Aela U
Aa HHXHOHpAT NIPOAYKUHMATA H& CHIOTEHHH KOPTHKOCTEpOH M. [Iopai TasH NPHIHHA, B CIyyail Ha
NPOLBIXHTETHO ICYCHHE PACTEKET M Ppa3BUTHETO HA TE3HW MAMEHTH TpAOBRa Aa Ce CISAAT MHOTO
BHHUMATENHO.

KOpTHKOCTEpOHAMTE MOHAKOTA MOTAT Z]a MPOMEHAT NOABHXHOCTTA H OpoA Ha CEPMATO30HINTE IIPH
HAKOM MAlLIHEHTH.

4.5 B3aumoaeicTBHE ¢ APYTH JeKapcTBEHH NPOAYKTH M APYTH GpopMH HA B3aHMojelicTBHE

JekapcTBeHH B3aHMOJeHCTBHA
EnnospemMennara ynorpeba ¢ gpenobapburan, prdamnuims, deHUTOUH win eeIpHH MOXKE I8 YBEIHNYH
MeTaboMKH3Ma Ha KOPTHKOCTEPOUIMTE, B Pe3y/ITAT Ha KOETO AA HAMAIM TEPANeBTHIHHA UM edekr.

ManuenTH, NOQA0KeHH Ha KOPTHKOCTEPOHAHA TepanHs, He TPAGBa 13 NPOBEXIAT CIACTHOTO
JCICHHE:

- BaKCHHHpAHE Cpelly BapHOJIA],
- APYrd HMYHR3aUHH (0C00eHO NMPH BUCOKH J03W KOPTHKOCTEPOHIH) NOPAAH Bb3MOKEH PHCK
OT HEBPOJIOTHYHH YC/I0KHEHHA H HEAOCTATHYEH HMYHEH OTroBOp.

Benpeks ToBa, IMyHH3alMH MOTaT Aa CE MPABAT Ha MALMEHTH, KOUTO NPHEMAT KOPTHKOCTEPOH/H KaTo
3aMECTHTENHA TepanuA (HanpuMep npH GosecTTa Ha AHCOH).

EnnoppeMeHHaTa ynotpela Ha KOPTHKOCTEPOUAHN ¢ AUYPETHIM KATO THASHAMTE, MOXKE ia
PHCKA OT HapyIeH TTIIOKO3EH TOJEPAH(C.
[TauueHTH, NONyYaBaIlH EAHOBPEMEHHO KOPTHKOCTEPOMIHA 1 ECTPOTEHHA Teparits, TP et
HaBGMIOAABAHH 33 3aCHIIEHH KOPTHKOCTEPOUAHH eEKTH.




[IpH €1HOBpEMEHHO JICYCHHE ¢ KOPTHKOCTEPOHIK M MHTepdepoH-aida TpaOBa fa ce MOIX0XKAa MHOTO
BHHMAaTEJIHO, ThH KaTO H ABaTa BIAA JISKAPCTBA OKA3BAT BIUAHUE BEPXY UMYHHKA OTTOROD.

Ynotpebara Ha KOPTHKOCTEPOHUOH 3a8IHO CBC ChPEYHHN TIHKO3MIH YBEJHYaBa OacHOCTTA OT apUTMHA
HTH JHTHTATHCOBA HHTOKCHKALKA, CBBP3aHa ¢ XUMokamieMusd, YecTo nauueHTH, H3T03Baliy
CBPACYHM MNIMKO3WAH, PHEMaT ¥ AMYPETHLM, KOSTC Npeau3BHKBa 3ary0a Ha Kanui; B TO3M Ciydaii €
HeoOX0auMO 12 ¢ MpHEMa AOTTBIHUTENHO KanuH, KopTHKOCTEpOHIMTE YBenHdaBaT 3arybara Ha kasmuh,
npeausBukaHa oT aMdorepuLyH B. [TpH BCHYIKH MallHEHTH, [10/TyYaBally Nofo6Ha J¢KapcTBEHa
KOMOHHALIMA, CepyMHHTE IICKTPOJIMTH H 0CO0EHO HHBOTO HA CEPYMHWA Kanmuii Tpa6ea aa 6buar
BHHMATEJIHO MOHMTOPHUPaHH,

Br3MokHH ca p3anMOAeHCTBIA ¢ M30HHA3MA H JICKApPCTBa, KOMTO MOTAT I3 MpeIH3BHKaT torsades de
pointes.

EXHOBpEMEHHOTO NMPUIOKEHHE Ha KOPTHKOCTEPOUAMTE ¢ KyMapHHOBH aHTHKOATYJIAHTH, MOXKE Ja
HaMaJTH HNH 18 YBSIHYY TEXHHA AHTHKOATYMAHTEH eekT, KOETO MOKE Aa HATOKH [IPOMAHA Ha 1103aTa.
[Ipn naunenTH, npueMaliy aHTHKOAryJIaHTH 38€QHO ¢ [IIOKOKOPTHKOCTEPOH/IH, He TpAGBa 1a ce
npeHedpersa BEpoATHOCTTA OT racTpo-HHTECTHHANHA 1383, IPEAU3BUKAHA OT KOPTHKOCTEPOUIUTE
WTH NOBHILEH PUCK OT BBTPEIIHA XeMOoparis.

KopruxocTteponaure MOrar a MOHHKaT KPbBHHTE KOHICHTpalHHU Ha caymumnarute, [Tpu HaManssane
Ha O3HPOBKATA HA KOPTHKOCTEPOHAMTE HIH [IPM NPEyCTAHOBABAHE HA JICUEHHETO, MALIMEHTHTE TpaOBa
‘1a 6bAaT HAOMOAaBAHY 33 EBEHTYATHO HATHYME Ha canulmnmssM. EnHoBpeMeHHara ynoTpeba Ha
KOPTHKOCTEPOMAH ChC CANHIIIATH MOXKE Ja YBENHYH PHCKA OT N10ABA H TEXECTTa Ha
TaCTPOMHTECTUHANHA A3BA.

]EﬂU10£HD¢BJEEﬂﬂa]%1}HIDTIHﬂsaLCJHEHTP@FKHED}HHIIFKTFHEKHRBSIHiﬂPﬂﬂ&HHﬂ{EHJEIHJFBEMHUHHilHBHIKCUI]dOHKE;H&.
A0BCAC N0 [MOBHIIABAHE HA PUCKA OT Pa3sBUTHC HA raCTPOMHTECTHHAIHA S3Ba WIH BIIONIABAHE
ChCTOAHHCT( Ha CHILCCTBYBAIIA A3BA.

[Tpy mrabeTvim noHAKora ¢ HeoOX0/MMa MPOMSHE B 03aTa Ha IIEPOPATHUTE JICKapCcTBa MPOTHB nuaber
MK HHCY/HHA, NpeABHA NOTCHIMATHUA XHNEPINHKEMUYEH edeKT Ha TIMIOKOKOPTHKOCTEPOHANTE.

KombnHupaHaTa Tepanisa ¢b¢ COMaTOTPOIIMH MOXE fa HaMalH €ekTa Ha To3u xopMoH. He TpsnbBaa aa
Ce u3no3Ba GeraMerasoH B 03u, no-eucokn oT 300-450 mcg (0,3-0,45 mg) THEBHO HA KBaapaTeH
METBp TEMeCHA MOBBPXHOCT 110 BpEME Ha IEYCHHE ChC COMATOTPOIKH,

JlaGopaTopun B3aumoneiicTBHSA
KoprukocTeporguTe MOraT Aa MOBAHAAT BHPXY PE3YATATHTE OT HHTPOCHH TETPA3OJIMHOB TECT 34
bakTepuanHa HHPEKLHA | 13 NpeAu3BHKAT (QalIIMBO-OTPHLATEIHH PE3YIITATH.

KoraTo nalMeHTsT & Ha 1eMeHHe ¢ KOPTHKOCTEPOUAH, ToBa TpsaOBa 1a ¢e B3eMe NpeaBnA U NpH
OTYHTAHETO Ha MapaMEeTPUTE Ha OMOIOTUHHIS aHAIM3 (AepMaTOJIOTMYHH TECTOBE, HUBA HA THPOMAHH
XOPMOHH, U T.H).

Buumanue: JInnpopoc HEKEKLIMOHAA CYCNEH3HA, ChABKA OEH3WIOB ANK0X0J1, METIWI- B
nponuinapadeH.

4.6 BpeMeHHOCT H KbpMeHe

Toil xaTo HE ca NPOBEKAAHH NPOYYBAHHA 3a TEPATOTEHHOCT NPH X0pa, ynorpebara Ha
KOPTHKOCTEPOUAH 110 BpeMe Ha OpeMEeHHOCT, KbpMEHE M ITPH KEHH ¢ ACTEPOACH T10TE
CTaBa CJI/, BHUMATECIIHA OLICHKA HAa IOTEHLIUATHUTE NOJI3N M €BEHTYAIHY PHCKOBE 32
wiofna.
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Korato Ha MaiikaTa € IpHIOKeHa HIDKEKIHA ¢ GeTaMeTa3oH 110 BpeMe Ha GpeMeHHOCTTa, IPH JeTeTo
¢e HabmoAaBa PEeXOAHO NOTUCKAHE Ha PACTEXHHAA XOPMOH Ha MJI0AA ¥ BEPOATHO HA OHE3H
XUMOGH3apHH XOPMOHH, KOUTO PETYIHPAT MPOAYKLMATA HA KOPTHKOCTEPOKAH B NehHHHTHBHHTE U
(eTtanHu 30HK Ha HanGBOpeUHMTE XKUIe3H Ha IU1oAa. BEIpeku TOBA CynpecHaTa Ha XHAPOKOPTH30HA Y
TUI0/Ia HE BIIMAE BhPXY XHUnoTanamo-HaAOe0peunaTa peakums CIpaMo CTpeC Cell paXIaHeTo,

KopTukocTeponaMTe NpeMHUHABAT IUtalieHTapHaTa Gapuepa U ce OTKPHBAT B MalfYWHOTO MIISKO HA
KbpPMEILH KEHH.

KopTukocTreporauTe NPeMUHABAT IUTalCHTApHaTa bapuepa, 3aT0Ba HOBOPOAECHHTE, KaKTO W ACLIATA ¢
HHUCKO TErNO, pOACHH OT Maliku, MPHEMAIH KOPTHKOCTEPOUAH MPE3 LANaTa WIH YacT OT
OpemeHHOCTTa, TPAGRa A2 OBAAT H3cIEABAHH MHOTO BHHMATETHO NIOPalH MHOTO pAAKaTa OMacHOCT OT
NOABA Ha KOHI'SHHTAHA KaTapaKTa.

BpemenHH, JlekyBaHH ¢ KOPTHKOCTEPOHIH 110 BpeMe Ha OpeMeHHOCTTR, Tpa6Ba aa 6paar
MOHHTOPHPAHH IO BPEME H el paXKAAHETO 34 CHMITTOMH Ha HanOsOpeuHa HeAOCTATHUHOCT, TIOPAIH
W3J1araHeTo Ha CTPEC 10 BpEME HA paXkJaHeTo.

[lopanu celnecTByBamaTa MOTEHIHAIHA OTIACHOCT OT HeXeNaHH JIEKapCTBEHH peak iy,
npeau3BHKaHyu ot JMnpodoc npi kppMaiera, He ¢e NPEnophUYRa IPH KbPMENIH XEHH CHCTEMHO U
JIOKATHO NIPHIIOKEHNE; TPAOBa a ¢e NpELEHH JATH A2 CE APEKPaTH KEPMEHETO WIIH JIEYEHHETO, KaTO
Ce B3cMe IpeABH/l 3HAYCHHUETO Ha JICKapPCTBOTO 38 MalKara.

4.7 EdexTH BbpXy ¢nocoGHOCTTA 32 IodHpPaHE H padoTa ¢ MANIMHH

Hunpodoc He nosnuara cnocodHocTTa 3a modupane 1 padora ¢ MaIKHM,

4.8 Hexenann JeKapcTBeHH peaKuHH

Hexenanure 1eKapCTBEHH peakLWM, XapakTepHH 3a Junpodoc, ce NPUNOKPUBAT C TE3H 3a APYTHTE
KOPTHKOCTEPOHIH ¥ CBUIO TaKa ¢a 3aBHCHUMH OT J034Ta H MPOABIKUTENHOCTTA Ha TepalUaTa.
OOMKHOBEHO TE3M PEAKLNM ca 00paTHMH H MOTAT Ja OBAAT HaMANEHH TIOCPENCTBOM PEAYLMpPAHE Ha
[03aTa; TO3M Ha4YKH € 3a MPEANOYUTaHE TPel NMPeKbCBaHe Ha TEpanuiaTa.

HapyineHns Ha HMYHHATA CHCTEMA.
aHaWIAKTHYHY peaKlIuH, CBPBXYYBCTBUTENHOCT, IOKOBH CHCTOSHNA, PUCK OT JIOKATHH an]JeKuHH.

Hapymenus Ha eHIOKpUHHATa CUCTEMA.:
HapyiIeH!us B MCHCTPYAIHHA LHKEBI; pa3BUTHE Ha CHEAPOM Ha Cushing; 3abaBeHO HHTPAYTEPHHHO

Pa3sBHTHE Ha IUTOAA, 3a0aBeH pacTex npH Aella; BTOpHIHK HaaOBOpeyuHn H xumodu3apHH HapYHICHHA,
0co0eHO 10 BpeMe Ha CTPEC, KaTo TpaBMa, ONepaTHBHA HaMeca HIH 3a00/aBaHe; HaMajIeH
BBIJICXHAPATEH TONEPAHC, MaHUecTHpaHe HA IATEHTEH 3axapeH Qquader, mOBHINEHH HYXKAH OT
MHCYJIHH HIH NEPOPATHH XUNOTTTHKEMUYHH JIEKapCTBa NpH TUabeTHLM.

HQ.E!IJ.[BHHFI Ha MeTabonu3Ma u XPAHCHCTO,

OTPHLATENIEH a30TeH Gananc, abiokail ce Ha 6enThueH KaTaboTH3IBM, NHAOMATO3a, BRIIOYBALA
MEIHACTHHAIHA U €MHAYpaTHA JIMIIOMAaTO3a, KOATO MOXKe Ja NPEAU3BUKA HEBPONOrHYHH YCIOXHEHHS;
HaJAaBaHE Ha TETI0.

[TcHXWYHHM HapyIEHUA;
eydopus, MOTUCHATOCT, TeHKKA ACTIpecHs A0 NCHXOTHYHH TIPOSBH; IMYHOCTOBY [IPOMEHH;

CBPBXpa3ipa3sHUTENHOCT; O€3CHHHE.

HapyuieHus Ha HepBHATA CHCTEMA:

KOHBYJICUH, MMOBUIIEHO BETPEUYEPENHO HANKIAHE C nanwieaeM (pseudotumor cerebri),
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3a/iHa CYOKancyaapHa KaTapakTa; IOBUILEHO BTPEOYHO HANAraHe, riaykoMa, eK30(TaiM.

CTOMalHO-YPEBHH HAPVIIEHHUS
XBJILAaHe; NENTHYHA A3Ba ¢ Bh3MOXKHa NOCISABAalla nepopaliig U XeMoparua; NaHKpeaTuT;

banonupasHe Ha KOpeMa; epo3UBeEH e30(daruT.

Hapymenus Ha KOXaTa H DOAKOXKHATA ThKEH:
3aTPYLHEHO 338pacTBaHE HA PAaHH!; KOXKHA aTpodua; ThHKA H JIECHO paHXMA KOXKA; [ETEXHHA U

CKXHMMO3H, CPHTCM Ha JIHUCTO, YBCIHUCHO H3MNOTABAHE; NOTHCHATH PCAKUHMH HA KOXKHH TECTOBC,
PCaKUHH KATCO JICPrd4cH JCPMATHT, YPTHKAPHUA, aHTHOHECBPOTHYICH €CM.

Hapymenus Ha MYCKYJIHO-CKEIETHATE CHCTEMA H CheIMHUTEIHATA ThHKaH:
MYCKYJIHA ¢JIab0CT, KOPTHKOCTEPOUIHA MHOTIATHA, 3ary0a Ha MYCKYJIHa Maca; YTeKHABAHE Ha

MHacTCHHHUTE CHMIITOMH [TpY myasthenia gravis; ocTeonoposa; KOMNpecHOHHH GpakTypH Ha
NPEUUTIEHUTE,; aCEITHYHM HEKPO3M Ha IIaBaTa Ha paMeHHAaTa H OepeHaTa KOCT; NATONOruIHN
(hpaxTypy Ha ABJIMMTE KOCTH; PYNTYPA Ha CYXOXKWIHE; HecTabHITHOCT HAa CTaBHTE (TIopajAl NOBTAPALIO
Ce HHTPa-apTHKYNAPHO NPHIIOKECHHE); MUKPOKPUCTANCH apTPHT, TI0SBA Ha KallUKW(HKATH.

BoaHo-eneKTPOIUTHH HAPYIICHHS

3aApBKKa HAa HATpHH, 3aryba Ha kanulf, XMMOKATHEMHAYHA alKano3a; 3aaPphKKa HA TEIHOCTH;
3aCTOMHA CHPACYHA HEAOCTATLYHOCT PH PUCKOBH NANMEHTH; XHIIEPTOHHA.

Jpyru HexkenaHH JIEKapCTBEHU PEaKLiK, CRBP3AHH C NAPEHTEPAIHATA KOPTHKOCTEPOHAHA TEPAITH,
BKIIOYBAT MHOTO PEAIKH C/Ty4aH Ha CJIENOTa, CBhP3aHM ¢ HHTPANE3HOHHATA TEPAIXA OKOJIO JIMLIETO U
rJIaBara, Xunep- MIH XUITONMMIMEHTALMSA, 0AKOKHA WIH KOXHa aTpodud, cTepuieH abclec,
NOCTHHXKEKLIHOHHO 334ePBABAHE/MOAYBaHE (PE3yNTaT OT HHTPAAPTHKYJIAPHO NPHAOKEHHUE);
XHMOTOHHS,

4.9 IIpepoznpane

Cuamnoromu

OctpoTo npeao3npate ¢ NIOKOKOPTHKOCTEPOHAH, BKIIOUHTENHO ¢ OeTaMeTa3oH, He ¢ce 0MaKBa aa
npenu3BuKa MKHBOTO3ACTpallaBalle creToAHNEe. C H3KIOUEHHE HAa EKCTPEMHO BUCOKH A03H,
HAKO/IKOZHEBHOTO MPHIOKEHNE HA BUCOKH 03U HE C€ OYaKBa [a AOBEAE A0 BpeHHA PE3Y/ITATH IIPH
JWIcara Ha clelH(MHYHN MPOTURBONIOKA3aHHA, KAKBHTO HMA TIPH Mal[HEHTH ChC 3axapeH Aualer,
I7IayKOMa, akTHBHa MeNTHYHA A3Ba, KaKTO K NPH MAlMCHTH, NOATI0KEHH Ha JICUSHHE ¢ AHTHTAITHCOBH
TMHKO3HOM, KYMapHHOBH aHTHKOAIYIaHTH WIH kKanuii-rybeiny quypernnm.

Jlewenue

YC0XKHEHUATE B Pe3yNTAT OT MeTaOOJIUTHUTE €(PeKTH Ha KOPTHKOCTEPOMANTE, OT BpeAHHTE €DEKTH
BBPXY OCHOBHOTO HJIH CBIIBTCTBALIOTO 3a00JIABaHe WIIH NOPaaH IEKAPCTBEHH B3aHMOAESHCTBHA,
TpsOBa Ja ce JIEKYBAT 110 NOAXO I HAYHH.

HeobxoauMo € Aa ce noaaspxa NOoAXOAAIL IPHEM Ha TEYHOCTH, J1a C€ H3CJIEOBAT CEPYMHHUTE

ENeKTPONHTH, OCODEHO HATPHEBHA U KanHeBus Hananc, Ako e HeoOXOonUMO 1a ce NeKyBa
CIIEKTPOJIHTHUAT Oananc,

5.  ®APMAKOJOIMYHH CBOMCTBA

5.1 <dapmaxkogHHaAMHYHM cBOlicTBa

®apMakoTepaleBTHYHA [pyIia: [ITKOKOKOPTHKOCTEPOMIH. ATC xox: HO2 ABO1.
Junpodoc npencrasnsasa koMOMHAALMA OT Pa3TBOPUMU U MHOTO c/1abo pa3TBOpHMH 6

eCTEPU. Bbep3uAT TepaneBTHYEH eQEKT ce OCHILECTBABA 0T Pa3sTBOPHMEA ecTep beraMera
HaTpHEB docdat, KoiTo ce pesopbupa 6Bp30 crex npuioxkeHuero. [IpoabIKHTENHOCTTE
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¢e OIBJDKH Ha DeTaMeTa3soHOBUA AWIIPOIIMOHAT, KolTo e cs1abo pa3sTBopuM H BMa neno Acicraue,
OCHrypapaiiki OaBHa pe3opOLMa H [0 TO3M HAYHH KOHTPOIHPA CHMIITOMHETE NMPOABDKHTENHO BPEME.

Kaunngna papMakonorys:

Obma undopmanus

ToyHHMAT MEXaHU3BM Ha ACHCTBHE Ha KOPTHKOCTEPOHIMTE HE € Npoy4eH. Bws dapMakonornysy 1o3u
ECTECTBEHHTE IMIOKOKOPTHKOCTEPOMIN U TEXHUTE CHHTETHYHH aHAN03M, KaTo HeTaMeTasoH, ce
H3MOJI3BAT [IABHO MOpaii TEXHHA NPOTHBOBEINAIUTENCH W IIH HMYHOCYTIPECHBEH €GEKT.

beraMeTa’on He IpUTexaBa CHILECTBEHA MHHEPANKOPTHKOCTEPOMIHA aKTHBHOCT, CIEAOBATENHO HE €
MOAXOOALL KaTO CaMOCTOATEIHO CPEICTRO NPH IEYCHHETO Ha ChCTOAHMA, CBBP3aHM ¢ HANOBOpedHa
HEeAOCTATBUHOCT.

CuHTeTHuHUTE HAAOBOpEeuHH aHANIO3H, BKIIOYHTETHO 0eTAMETa30HOBHAT AUIIPOITHOHAT K
QeraMeraloHOBUAT HaTpues docdar, EMaT NoxaiHa pelopOiing 1 NpeIU3BUKBAT JIOKANHN H
CHCTEMHH, TEPANICBTHYHH H APYTH e(eKTH.

KAHHMYHNA NPOYYBaHNA

HurpamyckynHoTO npunoxerue Ha | ml iunpodoc ocurypsea obnexvyaBaHe Ha CHMITOMHTE ClIej]
HAKOJIKO 4Haca, a B HAKQOHK CIIy4aM - clien eAuH yac. [[poasliuTenHa peMUCHAA HA CUMITTOMHUTE — TPH,
9eCTO U YETHPH CEAMHIM, ¢e HaboAaBa IpH roNsiMa 9acT OT NaUUeHTHTS, NEKYBAaHH C SAHHHYHA
f103a UHTpaMyCKYnHa HHxekuusa Jdunpodoc.

JloKaTHOTO MHTPa- H NEPHAPTHKYJIAPHO NpHoxkeHHe Ha Jlunpodoc ocurypssa 6bp3 edext A0

24 yaca B noBe4eTo cnyuau. Tosa Gpp3o obnex4aBane Ha 60aKaTa, 0TOKa U Mogo6paBaHe Ha
JBHXECHUETO, C€ NMOAIBbPAKA OT NPOABIKUTEIHOTO AeHCTBUE Ha OeTaMeTa30HOBMA THIPOTIMOHAT, KATO
TPae YETUPH U NMOBEUE CEAMHLIA, 8 MOxKe Aa Oble H NOCTOAHHO NPH HAKOH CAaMOOTPaHHYABAIIH Ce
CBCTOAHKA. MHTpaapTukynapHoTo npuioxenue Ha unpodoc ocHrypasa 3a0BONHTENHA TOKATHA
AaKTHBHOCT ¢ MEHMMAIIHH WIH KIMHHYHO HECBLIIECTBEHH CHCTEMHH e(eKTH, 0Co0eHo KaTo
AOITBIHUTEHA TEPany NPH JICUEHHE Ha apTPHTHH ChCTOSHHNA,

52 DapMaKOKHHETHUHH CBOCTBA

BeramerazoHOBMAT quHATpHEB (ocdar 1 GeraMeTa3oHOBHAT JHTIPOIIMOHAT C€ pesopOUpar Ha MACTOTO
Ha MHXKEKTUpaHe H IPCIM3IBUKEAT TepaneBTHYEH eieKT, KAKTO H ocTaHamuTe dapMakomorudtn epekTi
Ha TOKAJIHO H CHCTEMHO HUBO.

beraMeTazoHOBMAT AUHAaTPHEB (pochaT e CHITHO Pa3TBOPHM BEB BoJa U ce MeTabonu3upa B OpraHn3Ma
Ha GeTaMerazoH, OHONMOTHYHO aKTHBEH KOpTHKOCTepon,. 2,63 mg OeTaMeTa3oHOB AUHATpHER (ocdar ca
€KBHBaJICHTHH Ha 2 mg GeTaMEeTa30H.

C mnon3pane Ha HeTaMerasoHoB ANMPOTIMOHAT CE OCHTYPABA NIO-TIPOABLIKHTENCH edekT. Tol
NPaKTHYSCKH € HEPA3TBOPUM M 00pa3yBa Jerlo, KaTo 10 TO3H Ha4HH ce pe3opbipa nno-6asHo U
obs1eK4aBa CHMIITOMHTE [10-ABJICO BpEME,

Konyenmpauus ¢ kpoema HrmpamMyckynno unicekmupane
bemamemazonos
Hampues pocham ounponuonam
-  MaxkcumanHa riasMeHa 1 yac cnen npunoxeHue BagHa pesopOLus 1
“
KOHLIEHTPaIs 2N,
- IInasmeH nOIy»XHBOT 3 no 5 vyaca [MporpecuBHo MeTaf ARy
CIeA eQUHUYHA 1033 A
- Exckpeua 24 yaca Hax 10 aHm R
o A
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- ___buonornyen nony:xusor | 36 ao 54 yaca

beTamerasoH ce meTabonk3upa B yepHus Zpol. BerameTazoH ce CBBp3Ba MpeauMHO ¢ andyMuH. [1pu
NAIMEHTH ¢ XeTaTUT HEMOBUAT KJIUPBHC € 3a0aBeH.

B XHMHYHO OTHoLIEHHE BeTaMeTa30H ¢¢ pas/iiyaBa 3HAYMMO OT €CTECTBEHHUTE KOPTHUKOCTEPOMIH, 32
Aa TNIOBJIMAE BRPXY TEXHHAT MeTaboau3eM. [[Na3MEHUAT MONYXUBOT HA IICPOPATHO H MapeHTEePaNHo
NpwiokeH 0eramerasod € 2 300 min 3a pa3iHKa OT TO34 HA XMAPOKOPTH3IOHA, KOUTO €
mpubnzuTenHo 90 min. [TpH mauHeHTH ¢ YepHOIPoGHO yBpeXkaaHe GeTaMeTa3snHOBHUAT KIHPBHC €
no-0aseH, OTKOJIKOTO NPH 3/IpaBH MALUEHTH.

BHOIOrH4YHO ¢peKTHBHOTO HHBO Ha XHAPOKOPTH30HA CE BJIHAES MTOBEYE OT KOJNHYECTBOTC HA
HECBBP3aHHTE KOPTHKOCTEPOUIN, OTKOJIKOTO OT IIAMOCTHATA UM TUIa3MEHa KOHLEHTPALIHA.
beramera3on ce cBBbP3Ba 3HAYUTENHO C MU1a3MeHnTe GenThi (ToBeye oT 62,5%), HO TPH HOPMATHH
ITa3MEHH HUBa XHUAPOKOPTHU3OHKT ¢ 89 % cBbp3aH, beramerason, B KoHncHTpaum# 100 mbTH NoBeYe
OT T€3H HA XUAPOKOPTHU30HA, HE 0Ka3Ba BIHAHHME BEPXY CBbP3BaHETO MY (HA XHAPOKOPTHIOHA),
beraMera3oH ce CBBP3Ba IPEINMHO ¢ anOyMuUH,

He ¢ ycranHoBeHa 3aBHCUMOCT MEXKAY HUBOTO HA KOPTHKOCTEPOMAMTE B KPBHBTA (00K H CBBP3aHH) U
TCPaneBTHYHHSA eeKT, Thil KaTo PpapMaKOAMHAMHYHHTE €(pEKTH Ha KOPTHKOCTEPOUIUTE
NIPOIBIXKABAT [TO-TRJT0 OT NEPHOIA HA U3IMEPHMHUTE HM TUIA3MERN HUBA. J(OKaTO [UIA3MEHUAT
OJY)KHBOT Ha OeTaMETa30H NPy CUCTEMHO NpUIMKeHHe € = 300 min, To OHOMOrHYHUAT My
NOMYXHBOT € oT 36 N0 54 yaca. EdexTiusHMTE H 6€3011aCHH 103U Ha KOPTHKOCTEPOHIMTE Ca
OTIPEACACHH IIABHO YPE3 CMIIMPHYHH NMPOYYBAHHS, ¢ U3KIKUCHHE HA CTYYaHTE HA 3aMECTUTETHA
Teparu,

5.3 IlpeakiuHHMHH A2HHH 33 §e30NACHOCT

TokcHKOJ0THA IPH JKHBOTHH

beraMeTazoHOB AMIIPOIHOHAT:
[IpoBeneHn ca u3CNEABaHHA 38 TOKCHYHOCT C SMHUYHA HHTPAMYCKYJIHA 1033 HeTaMeTasoHOos

RUITPOIINOHAT MPH MHILKH, ILTBXOBE, 3ailM 1 Ky4eTa; NepopaNHaTa €AHON030Ba TOKCHYIHOCT €
MPOCAEACHA NPH MHLIKH, IUTBX0BE, MOPCKH CBHHYETA M KydJeTa.
Crolinocrure Ha LDso ¢ 95 % uHTEpBan Ha JOBEPHE Ca KaKTO CIeARa:

HHTpaMyCKYJIHO [IepopanHo
Mumxy 60,7 no 94,1 mg/kg > 2 000 mg/kg'*
lanxoBe >100 mg/kg'* > 6 240 mg/kg"
3atiny 2,5 10 5,0 mg/kg"” S—
Mopcku cBuR'eTa S >2 000 mg/kg"
Kyuera >29,8 mg/kg" > 780 mg/kg'S

berameTa’oHoB HaTpHER docdar;

[IpoBenenu ca npoydBaHus ¢ eAMHHYHA 4033 OeTaMeTas0HOB HATpHeB docdar, MpHUIoKEH
NapeHTEPANHO Ha MALIKH, [UTbXOBE M Ky'eTa, KaKTo U [epopaltio Ha MULIKK, He ca nadmofasaHy
ChIUSCTBEHH PA3JIMKH.

BeraMmerason He e W3cHEABaH 33 MYTAreHHOCT, HO H3CJISABAHUATA C APYT IMIOKOKOPTHKOCTEPO
NPEeaHU30JIOH, ¢4 OTPHLIATEIHH.

Habmonasana ¢ HamaneHa MmuoAOBHTOCT ITPH MBIKKH M XKSHCKH TUTBXOBE, YHOTOCARHH CJIE
NPHIOXKEHHE HAa OETAMETA30H.

BerameTason nposeaBa TepaTOreHHA aKTHBHOCT NIPH IUTBXOBE U 3alilH, MHKEKTHPAHH C Y\, »
OeraMeTazoHOB HaTpHeB dochar, B A03H, NPEBHLIABAIIH SIHH 10 BA ITbTH TE3H NPH XOpa. cS?
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[Ipeobnanapamiara mandopmaims e nendaro Hebne (palatoschisis). CrrocoGHOCTTa Ha
KOPTHKOCTEPOHANTE Aa NPenH3BuKBaT palatoschisis npu MHOKECTBO JKUBOTHHCKH BHIOBE € Jobpe
H3y4eHa. B 103H oceM 10 AeceTr IBTH MO0-BUCOKH JO3HM OT TE3H NPH Xopa, OeTameTazoHOBUAT HATPHUEB
docdar npossapa eMOproLMACH edeKT NIPH NNBXOBE U 331K,

6. ®APMAIEBTHYHHA JAHHH
6.1 Chnucbk HA NOMOMIHMTE BElIECTRA

AHHATpHeB xupporeHdochar AMXUAPAT
HATPHEB XJIOPHI

THHATPHEB €1eTAT

noaucopGar 80

GEH3UIOB ANKOXON

METHII napaxupokcudeHsoar

IIPOINHA NapaXuIPOKCHOSH30AT
HaTpHeBa KapOOKCHMETHIILIENYIo3a
NOJMETHICHITIHKON 3350
XJIOPOBOIOPOIHA KHCENIMHA — 33 KOpeKLa Ha pH
BOJA 38 HHKEKI[HH

6.2 HecrBMeCTHMOCTH

Henpunoxumo

6.3 Cpox na roaHocy

2 rOOWHHU

6.4 ChneunanHu ycjioBHS HA ChXpaHEeHHE

[Tpu TemnepaTypa nox 25°C.
Ha ce chbXpaHApa Ha MACTO, HEIIOCTEITHO 34 AElia.

6.5 Buan cpabppXKaHne HA ONAKOBKATA

Jiunpodoc MHKEKLHOHHS CYCIIEH3MA ce npeaiara B ammyny ot 1 ml mo 1 1 5 Gpod B kapTOHEHa
OIAKOBKA.

He BcuukH BHIOBE ONMaKOBKH MOraT Aia 6baaT NycHaTH B npoaax6a.

6.6 Crnenua/JHH Npeana3HH MEPKH NPH HIXBLPJIAHE H padora

Jla ce pasknama npeam ynorpeba.
Jla ce nasu OT CBETJIMHA W J1a HE Ce 3aMpa3gBa.

Heusnon3panuaT TeKapcTBeH MPOAYKT HIH OTHAABYHHTE MATEPHANH OT Hero TpsOBa a ce H3XBBPIAT
B CHOTBETCTBHE C MECTHUTE H3UCKBAHHUS,
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7.  IIPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Mepk Ilapn u JloyM brearapus EQOOJI

6yn. "Hukona Banuapos” Ne55, EKCITO 2000, er.1
Mzrouno xpusio, Cextopu Bl 1 B2

paitoH JloszeHen

rp. Cogus 1407, Benrapus

ten, 02/819 3737

taxe: 02/862 5196

numedin: info-msdbg@merck.com

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Perucrpaunones Ne 20010270

9. HJATA HA ITbPBO PAZPEHIABAHE/TIOAHOBSABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Hara Ha nppBo paspeurcHue: 06 Mapt 2001 r.
Hata Ha nocneaHo noHoBABaKHe: 22 nekeMepy 2011 T,

10. JATA HA AKTYAJIH3WPAHE HA TEKCTA
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