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1. HME HA JEKAPCTBEHHUA NPOIAYKT
PREDNISOLON CORTICO § mg tablets R

' /l) Lol 7—0.3
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2. KOJHNUYECTBEH Y KAUECTBEH CHCTAB | 04 01. 200

IMPEJHWU30JIOH KOPTHKO 5 mg Tabnerku

AKTHEHO BellecTBO B enna tabnerka: [peanmsonon (Predisolone) 5 mg.
TToMOIIHK BELNECTBA: TIAKTO3a MOHOXHAPAT H APYTH.

3a TLNHM CTIHCEK Ha IIOMOMHHKTE BELECTBaE, B, T. 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerku.

Onucapue — berm Kp'bl" JIH TITOCKH T&GJ’[GTKH C JHaMETep Tmmu aenyuTenda qep'ra OT eiHaTa
CTpaHa.

TaGnerkara moxke na Obae pasaeneHa Ha JBe PABHH 103H.

4. KAMHHYHH TAHHH

4.1. TepanesTuanu noxazaHng

PesMaTuuny 3aConsgeanus - PEBMATOHIICH ARTPHT, pPeBMATHYHA [IOTHMHANT HA, HOBCHHIICH
PEBMATOHNACH aPTPHT,

Konarenoaw/aprepuyT - rMranTokleTbueH ApTePHMT/peBMAaTH4Ha IIOJHMHMANIHA, HOAO3CH
NOAHAPTEPHHT, TIOAMMHO3HT, CHCTEMEH JIYNYC €pUTEMaTOASC, ACPMATOMHO3HT, CMecelin
3a00NABAHMA HA CheHHHTENHATA THKaH,

Koxim 3abonssadus - nempuryc Bynrapuc, 6yno3eH meMQpurons, CHCTEMEH JIYIIyC epHTEMATO/IEC,
MBROACPMA TAHT PEHORYM;

Anepruynd 3afonseannd ¥ anadWIakcud - OGPOHXHAIHA acTMa, TEKAPCTEA-NPEAM3BHKAHN PCAKIHH
HA CBPBLXYYBCTBHTETHOCT, cEpyMHa 5016CT, AHTHOHEBPOTHUSH OTOK, aHAQHITAKCHS;

TacTpo-pHTecTHHANTEM 3abongsaHud - bomecr #a Kpon, yineposeH KOMHT, NEPCHCTHPAIL
HBONHAKHYEH CHHAPOM (LBOJMAKWA, KOATO HE ce MOBIHMABA C/IC/ W3BDKRAHETO HA TyTCHa OT
NIMETATA), ARTOUMYHEH XpOHHYEH aKTHBEH XENAaTHT, MYITHCHCTEMHH 3a00aBaHHi, 3acATally
YepHHs Apod, GWuapeH NEpUTOHHT;

XeMaTofOrWuHW _3a60JISBAHUS - ABTOUMYHHH XEMOJIHTHYHH AHEMHH, OCTpa M XpOHHHHA
NAMGOUMTHA JNERKEMUA, AUMBOM, MYITHIUIEH MHEIOM, HMIAMONATHYHA TPOMGOLMTONCHHYHA

yprypa,

Benoapobup 3abonspanus - anepriueH THEBMOHHT, acTMa, BKI. Npodecy
acmiepruiosa, Oenosnpobua ¢pubposza, anBeonwr, acnupalya Ha HYKAO
CBABpKUMO, OenoapobHa capkona03a, peCHpaToped AHCTPEC CHHAPOM 11p

Odrranmonioryuny 3ab0as8aHNs — CKICPHT, 3a7ieH YREUT, PETUHAIEH BACKYT
TYMOPH, THFAHTOKJIETEUSH apTepuHT, GodecT Ha Graves ¢ MaTMrHEHO NPOTH
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CbpaeuHo-chA0BH 3a00MABaHUA - CHHAPOM clefl MHGapKT HA MHOKapAa, peBMaTudHa Tpecka ¢
TEXBK KapAHT;

EHI0KpYHHY 336019BAHAR ¥ HApYIIEHHS - ILPBHYHA W BTOpHYHA HanObOpeuHa HeAOCTATHYHOCT,
BpojcHa HanOBOpeHa Xunepruiasus;

3abonaBannsg Ha MYCKYJIUTE - MTOJIMHMHOSKT, ASPMATOMHO3MT,

Hespontornuas zafongpanHs - repuose npu jgeua, Shy-Drager cHHapoM, nogocTpa
JeMHENTHHH3HPAlLa TOJIHHEeBPOIIATHA;

B16peunn_3a60nIBanys - TYTyceH HEMPUT, OCTHP WHTEPCTHLHANEH He(PHT, FIOMEPYNTOHEPPHT ¢
MMHYIMJIHH M3MEHEHNS, - '

Hpyrd — capkoupoza, xunepnupekcus, OojlecT Ha bexyer, WMYHOCYMPeCHA [pH OpraHna
TpaHCIINaRTaLlHA.

4.2, [lo3npoRKa B HAMHH HA IPHAGKCHRAE

HauanuaTa QHeBHa 033 € MeXay 5 H 60 mg B 32BHCUMOCT OT BHIA Ha 3aGonseaneTo. JlHepHaTa
A03a oQHMKHOBEHO Ce NpHeMa B HAKOJIKO OTASTHH [TPHEMa.

Ips feyeHue ¢ KOPTHKOCTEpOMAM € HeobxoaMMO Ja OBAAT B3ETH MOA BHUMAHHE CREHWTE
YKa3zaHHA:

Tepauusra ¢ KOPTHKOCTEPOMAM. € CHMOTOMATHHMHO MQTHATHBHO JEYCHUE, MOPAMH TAXHOTO
NPOTHBOBB3NAIMTEIHO W AHTHAIEPTHYHO JeiiCTBME, XaTo T4 He BOMM JO M3ICKYBaHC Ha
safonapBaHeTo.

Tpabsa aa 6niae onpeneena NOAXOAAINATA HHAMBUIYATHA 1032 4pe3 MOCTENEHHO YBEIWICHHE WU
HamaJlcHHE Ha HayajIHaTa 1034, KOATo peryaspHo Tpabsa na 6B/l MPEOLICHABAHA B CHOTBETCTBHE C
AXTHBHOCTTA Ha 3a00MABaAHETO,

HpO.ﬂ'bJ'DKHTCJ'IHOTO MeueHHe ¢ BHCOKH JO3¥ NOBHIIABa PHCKA OT pa3sBUTHE Ha HEXenaHH
JICKApPCTRCHH PEaKLHH.

Haii-06110 HayanHarta j03a chefsa Aa Obae NoAXo[fUI0 KOPHrHpaHa JIo NOCTUrane Ha OYakBaHWi
TEPANECBTHUYEH OTrOBOD. IIozaTa craeasa aa 6’blle HaMaJICHA [OCTEMEHHO A0 HaH-HMCKAaTa 1034, ©
KOATO Cé MOJTbPXKA afeKBaTeH KIMHWMEH pe3y/Tar. M3MoNm3BaHeTo Ha Haif-HHCKATa efpeKTHBHA
J033a MAHHMH3HpPA pHCKa OT HEMENaHH JAEKapCTBCHH PCaKIHH.

TIpy nNauMEHTH, KOWTO TMONy4aBaT CHCTEMHM KOPTHKOCTEPOMAM B [03a [0-BACOKA OT
(DU3MOTOrMaHITE HMBA (MPUOITH3MTENHO 7.5 Mg NPeAHH30I0H HITH EKBHEAACHT) B MPONB/LKCHUE Ha
noBeye oT 3 ceMMLM, NPEKPATABAHETO HA MPUEMA JEKapCTBOTO He TPAGBA Aa CC H3IBBPILEA PA3KO.

HamanspaneTo Ha jozata TpsGBa qa Gble M3BBPUIEHO Taka, ue Aa ce Wsberxe exsanepbanua Ha
3a60/ABAHETO Cel HEHHOTO pemyLHpaHe, KOETO H3IMCKBA NpeBapHTenHO ja Gbie Harnpapesa
TOMHA KIMHHYHA OLEHKA HA HEroBaTa aKTHWBHOCT. [IpK HEBHCOK PHCK OT eK3auepOailii, KAKTO H
1P OTCHCTBHE HA JAHHM 3a XHNOTATAMO-aApCHAlIHA Cy(pecHs, JHEBHaTa 033 MOXC [ Onnre
HamalleHa 6Bp30 10 Gusnonoruuur Husa. [IpH fAeueie ¢ €RHOKPaTHA JHEBHA 1033, CKBUBAJICHTHA
#a 7.5 mg NpeHH30JI0H, HelfHOTO RamaneHHe Tpadsa Aa Grae 6aBHO 3a ia c€ NANe Bh3M
XUNOTANIAMO-aIPeHATHATA OC JIa Ce Bh3CTaHOBH.

Pazko apexpataBade NPHEMa Ha CHCTEMHH KOPTHKOCTEPOHIIN, ¢ IPOIBIDKATEITH
MoXke 13 6ble 0OMHCICHO TPH OTCHCTBHE Ha KIIMHWYHH JaHHH 33 ex3anepbarr
NeUeHHe ¢ AHEBHY 103 A0 40 mg npefHH3ONO0H WIH HETOBR €KBHBAJCHT Y IIp
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CEeIMHIIH, BEPOATHOCTTA 34 KJHHHYHO peJIEBaHTHa XHIIoTanaMo-aapeHanHa CynpecHa MpH MoBeHeTo
TIAUHEHTH € MaJIKQ BEPOATHA IIPH PA3KO MIPCKPATABAHE Ha MIPHEMA.

TTOCTENEHHOTO HAMATIEHNE W CIIMPAHE HA CHCTEMHATA KOPTMKOCTEPON/IHA Tepamusa Tpibea na Obre

NpeNnpHeTo ¢ BHUMaHUE el Kype Ha IEYSHHE ¢ NIPOABDKHTENHOCT < 3 CORMHMLIA:

- NAIHEHTH, KOMTO €A TpPOBESKIATH INOBTOPHM KypcoBe Ha nedeHHe, ocobeHo ¢
MPOABL/KHTENHOCT > 3 CEAMHALIM;

- NALMEHTH, TIPE KOWTO ¢ HeoOXOAWM KpaTKOCpOYeH KypC B XO[a Ha e€/lHa TojMHa CICK
MpeKpaTABAHE Ha MPOJLIDKHTE/IHA TEPariA (B NPOTBUKEHRE Ha MECCLIH HIH FOHNH);

- NaLMEHTH, NP KOMTO CA HANHLE TPMUYMHH 33 3PSHOKOPTHKANHA MHCY(HUIMCHIMS M3BBH
€K30reHHaTa KOPTHKOCTEPOUIHA TEPATHA;

- NaUHeHTH, TPUEMALM AHeBHY 1034 > 40 mg NpeIHU30NO0H WIH EKBHBAICHT;

- HaleHTH, IPHEMALIH IOBTOPRM J03H Bevep. - :

Ilo BpeMe HA NPONBLIDKMTENHO JIEYEHUE, € BHIMOXKHO [a Ce HATOXKM Bpemeﬂﬂo [OBHINABAHE Ha
JIHEBHATa Ji03a MPY CTPEC WM 110 BpeMe Ha o§ocTpaHe Ha 3a60.1aBaHETO.

an OTCLCTBHE HA PENEBAHTEH KIHHHYEH OTrOoBOP, JNEKApPCTBROTO ‘rpﬂﬁna NOCTSIICHHO da obne
HU3BAJICHO OT TEPANEBTHYHATA CXeMa M ITALHCHTHT Aa C€ HaCo4un KEBM aNTCPHATHEHO JICHECHHE.

HHuTepMUATEHTEH KO30B PEXKHM
EnvHuvHa 7033, NpUeTa B CYTPEIUHWTE HacOBE Ipe3 [eH WIM pe3 MO-TONCMH MHTEpBAIH ©

TIOAXOMSAL TEPAneBTHYEH PeskKuM TPW HAKOM TalldeHTH. B Te3u ciayuad CTENEHTa Ha aapeHaiba
CYHpECHR MOX€E Aa Oblle MHHUMH3HPAHA.

CrglmdHYHY YKa3aHKY 38 JO3UpaHe

Ocrpy 4 TeXKO NpoTHUaNgs 3a00o/gRanug MOraT aa M3HCKBAT JieeHue ¢ BHCOKA HauanHa 1o3a C
NOC/EHBAINO TIOCTENIEHHO HaMa/IBaHe A0 JOCTHMraHe Ha Hali-HHckata eQeKTHBHA IOAZbPMKALIA
ao3a. HamanseaHero Ha fo3aTa He TpaOBa Ja HajgBUumIapa 5-7.5 mg AHEBHO MPH XPOHWHMHO
npuaoKeHue ¥ TpAOBa 1a 3allOYHE BH3MOMHO Hak-CKOPO CACH 3a04YBaHe Ha JIECHHCTO.

AJTenTHYHYN ¥ KOXHH 3a00/IBaHMs — HAYANIHATA JIHEBHA 1034 OT 5-15 mg 4ecTo € afieKBaTHa.

KonareHoau — HavyanHa aHesHa 4o3a oT 20-30 mg uecto ¢ eexrusra. 1Ipy NMALMEHTH C NO-TEKKO
H3Pa3¢HH CHMITOMH € BRIMOKHO [a CC HATOKY H3INOI3EAHC Ha MO-BHCOXA HAYaJIHA MHEeBHa AG3a.

PeBMaTOH/IEH apTPUT ~ oOMuaiiHaTa HavanHa JHeRHa a03a e 10-15 mg. IpenopbiBsa ce H3NOJI3BARE
Ha Hafi-HHckaTa €eKTHUBHA NOAABLPHALIA JHEBHA J1034.

KpnsHA 3abongBanus B aumboM - HadanHa JHeBHa jgo3za o7 15-60 mg 0OHKHOBEHO ¢ KIHHHYHO
peNeBaHTHA, KATO Cefi MOCTHTAaHe HA AEeKBATCH KAHHHHYEH OTTOBOP M HOpManM3BpaHC Ha
XeMaToNorMMHMTe Na6opaTopHy NoXazaTeNu Moxe fa Obac Hamaiena. 3a JIOCTUraHe HA pEMHCHA
TIPH OCTpa NIEBKEMMs MOTAT Ja GbAaT Heo6XoaMMH MO-BHCOKH AHEBHH JO3H.

Hﬁ’[‘ CKa BB3pAacT

JTozara Tpa6pa fa GhAe OUpPENeNeHa B 3ABHCHMOCT OT KIIMHMYHMA OTIOROp MOAOGHO HA NEUCHHETO
[pH BR3PACTHH, @ KOTATO € Rb3MOXKHO c¢ NPeropbuBa HHTEPMUTHpAalla TCparus.

Hanpennana Bp3pact :
Jleuerneto, 0co0eHO MPOABIKATENHOTO, TpabBa Na §bie IAHUPAHO TIPEN BHI MO-CEPHO3HHTE

YCNOKHEHHA B PE3YATAT Ha HEXeNaHH JIEKApCTBCHHM peakuuH B Ta3sM BB3PAcT - OCTeonoposa,
auabeT, XMNEePTOHUA, MOBHIICHA CKAOHHOCT KbM HHOEKIMHE U M3TEHABAHE Ha KOXKaTa.

4.3. IlpoTHBONOKA3AHHA

. CBp'bXF{yBCTBHTeﬂHOCT KBM aKTHBHOTO W/HWIM KBM HSKOE OT TIO
BKJIKQYCHH B ChCTaBA Ha MPOOYKTA,



. CucreMa HHOEKIMH, OCBEH aKO KOPTHKOCTEDOMAHHMTE fperiapaTty HE Ca BKJIIOUYCHW B
CHEUH(pHIHATA NPOTHBOHHEKIIKO3HA TEpaTis;
. Ouen xepriec cuMIUIEKC (BB3MOXHa niephopand Ha POroBHLATA).

4.4, Cnenwanny NpeaynpeKIcHus H NpeINazHH MepKH NpH yOoTpeba

TaupeHTHTe B TeXHUTe OiH3kH € HeoOXoauMo Jia 6ppaT MH(OPMHpAaHH, e NP JIEUSHHE CBC
CHCTEMHH KOPTHKOCTEPHONM ChOIECTRYBA PHCK OT NOTCHUMAIHO TEXKA MCHXHYIHH HApYIUCHUSA,
KaTo MpoARa Ha HEXellaHa JeKkapcTBeHa peakuma. Hali-uecTo Te3w CHMNTOMM C€ NpOABABAT
HSKOJIKO [HM MIIM CEAMHLM CJI€R 3ano4usase Ha JECUCHHETO. PHCKBT € MO-BUCOK MpPU JiCHCHHME C
BHCOKH [03¥ WIH [POJBILKMTENHA CHCTEMHA €KCIIO3MUWA, BBHIPCKH 4YEe HAMA fACHA KopeAauusa
MeXIy pa3Mepa Ha MpHIAraHaTa [03a W 4€cTOTAaTa, BHJA, TEKECTTa HITH MPOABIKHTC/IHOCTIA Ha
Te3u peakuyu. JIoBeueTO OT TAX OT3BYHABAT HANBJIHO WM Clie] HaMandBaHE pasMepa Ha /03arTa
WNH CNie]l TPEKPaTABAHE HAa NIEYCHMETO, KOETO He OTMEHS HeoOXOHHMOCTTa OT NPHAOKEHUC Ha
cneundHaHO Nneyerne. '

[MauxenTHTe ¥ TexHUTe Onu3ky Tpadna aa 6vaar Hudopmupany, e ¢ neoOXONUMO A2 TIOTHPCHT
KOHCYITAlMA ¢ MEAMIMAHCKH CICLHANCT, aKa ¢ NOABH YyBCTBO Ha AeNpecHd WIH MHCIH 3a
camoHapanseane, Te TpsaGea chio Taka Ja Gbaar AoBpe 3aNO3HATH C MPOSBHTE HA NCAXUIHUTE
HAPYUWIEHHS, KOHTO € BB3MOXKHO Ja c¢ Habmopaear, XakTo MO BpeMe HA JICYECHUE, Taka M
HEIIOCPEACTBCHO ClIe IIpeKpaTaBale Ha IPHEMA Ha NpPOUYKTa, BLIPCKH TG TE3HW peakHH H MIPCABH
HEC Ca YECTH.

Tosa ce oTHacH ocobeHo 3a MAUMEHTHTe, KOMTO B MOMEHTa CTPAfaT WIKH HMAT aHAMHE3a 33 TeKKH
aheKTUBHN pa3cTPOIiCTBA, KAKTO W TPH (QaMHiHa o6peMEHEHOCT (0cofeHO ACNMPECHBHHM KU
MaHHAKaIHO-IENPECHBHH 3a50NABAHUA HIH IPEAXOXIANHA CTCPOMIHY CHXO3H).

OcofeHo BHHMAHHE ¥ CTPOT KOHTPON NPYU JIEUEHHE ¢ KOPTHKOCTEPOMAX HM3MCKBAT NAMEHTH ChC

cneanuTe 3a00oNABAHAA:

- TyBepkynosa, aHamHe3a UAM peHTreHorpadcki JaHHH 3a TipeKapaHa TyGepKyio3a;

TpHNOKEHHETO HA NpOAyKTa NPH aKTHBHA TyGepkylnosa TpaGpa fa Owie OrpaHHueHO ¢
M3KTIOMEHHE Ha CIIYYANTe Ha (y/IMHHAHTHA WM AMceMuHMpana rybepxyiosa. B Tesn caydan
KOPTHKOCTCPpOUIANTE ce BRKJIKOUYBAT B KOMILICKCHATA Tepania [ NOAX OO
MPOTHROTYOEPKYNO3HO IEYeHue.
AKO JIEHEHHETO C KOPTHKOCTEPOM/IM € MOKA3aH0 NPH MAUHEHTH ¢ JATEHTHA TyDepKyno3a HiIn
MIOIOXMTENHA TyOepKyIHHOBa pofa ¢ HeoOXOAUM. CTPHKTEH KOHTPON 33 Na Ce NMpeRCHTHpa
peaKTHBHpaHe Ha 3aGomaBaHeto. ITo BpeMe Ha NPONB/DKMTENIHA TEPANHA ¢ KOPTHKOCTEPOHIH
TE3W NALMEHTH TPA0Ba Aa [0Ay4aBaT CHOTRETHATA XHMHONPODHITAKTHKA.

- Ocreorioposa (HajHie ¢ TOBHIIEH PHCK NIpH XXEHH B MEHOMNay3a);

- ApTepHaHa XHNEPTOHUA WIH 32CTOHHA CHPACYHA HENOCTATHUHOCT;

- AHamHe3a 32 TEXKH a(PeKTHBHH Pa3CTPOHCTBA M aHAMHE3a 3a CTEPORHO-CBBLP3AHH TICHXO3M,

- Emounonansa HecTabMIHOCT WA SICHXOTHYHH TCHICHIKH MOTAT A3 C€ BJOMIAT NPH ACHCHUE C
KOPTHKOCTEPOH/IN;

- 3axapen avaber (BK1. pamMunHa oGpeMeHeHOCT),

- I'nayxoma {Bxi1. jaMinHa aHaMHe2a);

- Ilpenxoxnana KOPTHKOCTEPOMAHO-HHIYLHPAHA MUOTIATHA,

- UepnonpoGHa HeJOCTATHHHOCT WIH LMPO34,;

- bnOpeuHa HENOCTATHYHOCT,

- Enunencus H repdoBe ¢ pa3nyuHa reHesa,

- TlemtwyHa g3ka;

- Tipeaucnosuuus kM TpomMBodnebuT, peHosna TpomGoza, TpombembonusbM (1pH 11 ec
KPOTHKOCTEPOHAH CE TMIOBUINARA pucxa OT XeMOKOarynaLHs);

- MnuacTeHus rpaBuc; ‘

- Mycxynna guctpodus, Tun Duchenne TpanzuTopHa paGaoMuoiinza ¥ MR
na Gbaar HAGMIONaBAHM IIpM 3acHieHa ¢H3MYECKa aKTHBHOCT. Bpe3
NIPeQHO30JIOH HE € MOTBEPACHA. T




HexenanuTe eeXTH MOTAT a2 65AaT MEHUMESHPAHH Upes M3TION3BaHe HA Hafi-HUCKaTa eQeKTHBHA
N033a 33 BB3MOKHO HaM-KPaThK TEPHOZ OT BpEME ¥ Hpe3 MPHIOKEHHE Ha HeoOXoNMMAaTa JHEBHA
J03a KaTo €AHOKPATeH exXeHEBEH CYTPellleH MPHEM MK KATO ¢JHOKpATeH CYTPCEINEH NPHEM Npes
JEH.

Hapbu6pevna HelOCTATLYHOCT

TIPOABIKHTENHOTO NPUAOKEHHE HA KOPTHKOCTEPOHAY SBB (JapMakoNOTHYHO aKTUBHH JIO3M MOKE
Ja J0BeAe J0 RNOTHCKaHe Ha XYNOTANaMO-IUTYdrapHO-ajipeHanHaTa oc, T.H. BTOpMUHA
a[pEeHOKOPTHKANHA HemocTaTeusocT. HeiiHaTa CTeneH H NPONBUKHTEIHOCTTA Bapupa fpH
OTIEJIHUTE MALMEHTH U € B 3aBUCHMOCT OT JI03aT4, YeCTOTATa, BPEMETO Ha NPWIOKEHHE W HErOBaTa
HPOABIDKHTETHOCT. ‘

Octpa HanGROpeuHa HeIOCTATHHHOCT BOAEIa N0 daTaneH U3X0 MOXeE Ja ce HabmoaBa, Koraro
NpHeMBPT HA IIIOKOKOPTUKOMOM ce mpekpary pasko. JlekapcTsa-upe/M3BHKana BTOpHYHA
HapGuOpeuna HeNOCTATEYHOCT MOXKE Aa OB/le H3bernaTa ypes NOCTENICHHHO HAMAIGHKE Ha 1034Ta.
TO3M THN penaTHBHA HENOCTATHYHOCT MOME [ia I€PCHCTHpPa B NPONB/DKEHNE Ha MECEIM Crex
[PEKPATABAHE HA JICUCHHMETO, TPH CTPEC-CHTYAUMS B TO3W mepuox e Heobxomumo aa Goie
BE300HOBEHA CTEPOMAHATA TEpalHA.

Hopa.uﬂ BE3MOXKHOCT OT HapYUICHHA Ha MI‘IHGPBHKOPTPIKOHI{HaTa CeKpelia ¢ HeOOXOAHMO 1a CE
OCHI'YPH AOCTAThYEH [IPHEM Ha COJ1 W/ MHHEPAIKOPTHKOMTHUTE IPENApaTH. -

[Jo BpeMe Ha NPOIBHKUTENHO NEUSHHE BCAKO MHTEPKYpeHTHO 3abondpaHe, TPaRBMa, XHPYPravHa
MHTEPBEHUMA W3UCKBA BPEMCHHO MOBHLIABAHE HA NO3aTa; aKO KOPTHKOCTEpMOAWTe ca Oird
NpEeXpaTcHH cael NPOALIDKUTEIHO IPWIOKCHHE ¢ BBIMOKHO 22 BBE3HHKHE HCOﬁXOﬂHMOC’I‘ oT
TAXHOTO BPEMEHHO MIOBTOPHO MPHIIOKEHHE.

TlauyenTTe, NMpUeMalmll CUCTEMHH KOPTHKOCTEPOHAH TpabBa IpeaM 3am04Bape Ha JICUCHHETO,
KaKTo M B HETOBMS X071, 13 MMaT noApoOHa rHAOPMANHA 32 HAUMHA Ha NPHICHKEHHE, YKalaHHd 33
NpenOPBUKTE/HATA [IPOXBL/DKHTEINOCT Ha JedeHHe W ocoleHO yKalaHHA 3a HayWHa Ha
NIPEKPATABAHE HA JIEUCHHUETO. '

UmyHocynpecHBHH eekTH B HHDESKLHN

TIoTMCKAHEYO Ha MMYHHMS OTTOBOP W BR3NAIMTEIHATA PEAaKLMA MOBMIOARAT HYBCTBHTENIHOCTTA KBM
MHQEKUHH W TEXKECTTAa HA TAXHOTO NpotuyaHe, KnHHAMUAKMTS MPOsBM B MHOTO Clydad MOTar Aa
fbOAT HETHIWYMY W MOTAT 43 AOCTHIHAT Hanpeanana (opma npenH fa ObIatT DOTRBPACHH
(cenuuemus, TyGepkynosza). UMyHOCYNpecHBHUAT edieKT HA KOPTHKOCTEPOH/IHIE MOXKE Aa joBeae
[0 aKTHBHMpaHe Ha NaTeHTHH HHDEKIIMIA AIK 000CTPAHE HA MHTEPKYPEHTHHUTE TaKHBA.

Bapuiienata Moxke jia uMa daranyo OpoTH4aHe NPy HMYHOKOMOpOMETHPaHH NalHEeHTH, NOopagH
KOETO TIpH TEe3M, Ip¥ KOWTO JHICBA CHIYpHA aHAMHe3a 33 Npekapano 3aoisBaHe OT BapHUEna
creBa Aa u3GATBAT GIH3BK KOHTAKT ¢ OOMHM WIM KOHTAKTHHM Ha BapHLENa WA Xeprec 30¢Tep
uadexima. [IpenopsupTeNna € NACMBHATE MMYHU3ALMS ¢ BapHLUENa/30CTeD umydornofynun (B
nepuod oT 10 AHHM ¢leA eKCMORHIMS WIHM KOHTAKT) NPH -MAUMEHTH ¢ HAPYMEH HMYHHUTCT, KOHTO
TIOTYHABAT CHCTEMHH KOPTHKOCTEPOUIM WM ¢a GHIM IEKYBaHy ¢ Tak¥Ba B IIPSIXOAHMUTE 3 Mecela.
B cnyuaii, ue 3afossBaHeTo OT Bapulena Gbie NMOTBEPASHO € HEOOGXOAMM CTPHKTEH DPEry/speH

MOHUTOPHHI OT CIIELMATIACT ¥ NOAXOAAIO NeueHue. JleuenneTo ¢ KOPTHKOCTEPOHAX He Tpabsa aa
6LIe CMpaHO, KATO MOXKE Aa C¢ HAMOXKH MNOBHIIABAHE HA N03aT4.

HeoBxonumo € aa ce mabarsa eKCNo3MIMS ¥ KOHTAKT ¢ GonaM of Mopbunu, Moxe aa ¢¢_HaloKK
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Ouin edbekTH

TIpOAB/IKUTETHOTO MPHIOKEHHE H2 KOPTHKOCTEPOMIM MOXKE [a hOBENE A0 PAa3BHTHC HA 3aiHA
cyBKancynapsa Katapakra W sjpeua katapakta (ocobeHo opH feHa), eKk30(TAIM HIH NOBHUICHAE
HAa BETPEOYHOTO HANATAHE, BOJCILO A0 TNayKOMa U NIOCTIEBANIO YBPKIAAHE Ha O 1HHA HEPB.

Bropuunu rb0MYHH M BUPYCHH O4HH HHQEKIMH MOTaT a ce Habmoaasat ¢ IOBKLICHA YeCTOTA NPH
NIANMEHTH, PHEMANTH TIIOKOKOPTHKOMIH. S R

Koprukocrepounure tpsbsa za 6vaar npriarapd ¢ 0co0SHO BHUMAHHE TIPH JIMIA C O49EH Xeprec
CHMILTEKC NOPaii BH3MOKHA KOpHeaTha mepdopains. S

boaect va Kewauur

KopTHKOCTEPOHINTE MOTAT [Ia TIPOBOKKMPAT WM [1a BAOIIAT CHHAPOM Ha KhDIMHF, IIOPajH KOETO B
TE3H CiyMaH TpAOBa Ja 6AaT H36ATRAHM.

l!p!l"ld

Hanune ¢ nopuiues eQekT HA KOPTHKOCTEPOUNATE NPH NAlUEHTH ¢ XUTIIOTHPEOMAHIBM H IIPH TE3H
€ Lupo2a.

Heuxuyro HapyiteHus B obspkBase (eygopus, GeschHue, NPOMEHIMEO HACTPOCHUE, NPOMEHH B
JMYHOCTTA, TEMKH JIENPecHy) Morar za ce Habmogapar 1IpR JIEMEHHE C KOPTUKOCTCPUOIR, BIL.
TIPEAHM3OINOH. . . - : ,

BuOpeyHa KpH3a npH cKAepogepMHa
HeobxonumMo € NOBMIIEHO BHMMaHME TP MAIMEHTH CbC CHCTEMHA CKNEpO3a, nopajay MosHcHa
4ecTOTa {C BB3MOXKEH JieTanien u3xop) Ha 6pOpeuna kpuza npu CKICpOASPMHA, ¢ XHIEPTOHUI H
HAMAJIEHO OTJeMAHe Ha YpHHa, HabmofaBaHW npd AHGBHA fo3za oT [5 mg Wi foBeye
npenHusonon. CnenosaTenHo KphBHOTO Hamdrawe n GuOpeunara dynkuus (cepyMeH KPSATHHHH)
tpabsa ja ce npoeepasar penosHo. Korato ce noposmpa 6nOpeuna xpHsa, KPbBHOTO HAJAraHC
TpabBa BHHMATENHO 2 C¢ KOHTPOIMpPa.

TpHnokene npM fena

KopTHKOCTEpORAMTE MOFAT A2 NPeH3BHKAT H30CTABaHe B PACTEXKA NPH JeliaTa H NoApacTBAllHTE,
KOETO B HAKOM CIyuaM mMoxe aa Onfe neobparnmo. Jlevennero Tpabea na Ghae OrpanuueHo ¢
BLAMOKHO HAI-HACKATA Ji03a M 33 BLIMOKHO HAaM-KpaTkus MepHoA Ha npwiokenue. Ipw
HEOGXOAHMOCT OT NPONEKUTETHO fleYeHre ¢ OrTle]l MUHUMH3BpaHEe NOTHCKAHETO HA XHIIOTANaMO-
ITATYWTAPHO-ANPEeHANHATA CHCTEMa H PacTeXa, JedeHHeTo TpabBa ia Obae HIBRPUIBAHO, KOTaTo €
BB3IMOXKHO KaTO MHTEPMHTHpal J030B PeKHM, PacTexsT H paiBuTHETO FPW JCLAra, NPHeMallH
KOPTHKOCTEpOUIN TpAbBa fa §BaaT CTPUKTHO KOHTPONMPAHH.

IMpusoxkesne IpH WA B HalpefHAIA BB3PACT

YeCTHTE HEXETAHH JICKAPCTBEHM PEAKUMH NPH CUCTEMHO NPUIAIaHATe KOPTUKOCTCPOHIH MOTaT Aa
GbAAT MHOrO TMO-CEPHO3HH [P THua B HanNpeaHAla BB3pacT, ocobeHo oCTeomopo3ara,
XMTIEPTOHUAT, XUNOKATHEMHATA, 3axaphus aualer, NpeApajnooKeHHETO KBM HMHOCKIHH H
H3THHABAHETO Ha KOXkata. [IpM DAlMeHTHTE, B Ta3W BB3PACcTOBA rpyfia ¢ MPenopbuBa 3aCHICH
KIHHHYEH KOHTPOI ¢ orfiel H30arsane Ha XHBOTO3ACTPALTARAIH HEXKEIIAHN POaKIHH.,

[Mopagy HATMYMETO HAa JAKTO32 B CHCTAaBAa Ha MPOMYKTA, TOH HE € MOAXOA
HalMeHTH ¢ PeIK# HackeJcTeeHH TpoOneMH Ha ralakTo3HAa HETIOHOCHMOC
Ne(pULUUT Wik [IKO30-rafakTosHa Matabcopbrma.

aieaep,
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4.5. BsaumojeiicTBHe ¢ APYrH TeKapcTBEHH TPOXYKTH B APYTH hOpMHE Ha B3aHMogeiicTBRE

VHAYKTOPY Ha YEPHONPOSHHTE CHIUMH

JlekapcTBa, KOWTO MHOYIMpAT uepHOApoOHHTE eHsuMH, cBbpsamn ¢ nuroxpom P-450 (CYP)
mioeH3uM 3A4, xato pudamnuuyuy, pupabyTun, kapGamazenuH, ¢enoGapburan, (eHUTOMH,
xapOamasenmH, MPUMUIOY M AMKHOTTYTETUMHL TIOBHILABAT MeTaboMU3Ma HA KOPTHKOCTEPOUANTE
U TEXHMA TEPaNeBTHYEH edekT MoXKe Na Ob/le HaMaleH.

rixu6uTopu iia CYP3A4

Ll¥MeTHANN, ePUTPOMHLMH, KETOKOHA301l, MTPaKoHa30/l, TPOJNCAHNOMHLMH, JWITHAseM M
Mubedanpus MOratT [a HAMANAT CTENEHTa Ha 4epHOApoOeH MeTaboMHIBM M KIHPBHC Ha
KOPTHKOCTEPHOIHTE H MO TOZH HAYHH 1a MOBHILAT CEPYMHHTE HM KOHUCHTpaIMH.

AurnavabeTHy NPOAYKTH

Kenaunte eekTH Ha XMITOTTHKEMHYHHTE CPEACTEa (BKJI, MHCY/IMH) MOraT Aa GbJaT HAMANTeHH,
ThH KATO KOPTHKOCTEPOMIUTE MOBHIIABAT KPBBHO3AXAPHHTE HHUBA. [IpM naupenTHTe ChC 3aXapeH
nHaber MpHeMamM WHCYMHH H/WTH OpajHA aHTHAMabeTHHM MPOAYKTH € BBIMOXKHO J1a BB3HUKHC
HeoBXOIUMOCT OT KOPEKIHA Ha J103aTa.

HCIIBC B cansImIaTH

ENHOBPEMEHHOTO NpHNOXEHWE C JIEKApCTBA ¢ BUCOK YJIPOTEHHEH TOTeHUMan (Harmp.
MHJOMETALIMH) MOMKE [ IIOBKLIM PUCKa OT FACTPO-HHTECTHHAIHH YILEGPaLHi H XeMOoparuy.
Camuuuaature W HCIIBC Ttpsafea aa Opaar npuiaraHa ¢ BHHMaHHE MpH NauMeHTH C
XHNONPOTPOMOHHEMHSL.

CepyMHAHTE KOHUSHTpAlMHM Ha CanHUMIATHTE € Bb3MOJKHO Ja ce NOHKKAT NpH CIHOBPEMEHHO
TIPUJIOKEHHE C KOPTHKOCTEPOMAM. PeHANHHMAT KNHMPLHC HA CAMUWIATHTE C€ NMOBHINABA W IIPH
npexpatAsaHe IpUeMa Ha KOPTRKOCTEPOHIM TOBA MOXKe J1a JIOBEJE 0 CaNWIWIIOBA HHTOKCHKALIMA.

AHTHOAKTEPHATHA, IIDOTHBOIEOHUHY ¥ IPOTHBOBHPYCHH CRENCTRA

Pudamimune yckopapa MeraGoNH3Ma Ha KOPTHKOCTCPOMINTE, KOSTO MOMNE 1a HaMalh TeXHHA
eeKT.

EpurpomMurus MHXHGUpa MeTabonH3Ma Ha KOPTHKOCTEPOMIMTE.
PHCKLT OT XMIOKATHEMHS MOXE /ia Gbie TIOBHINEH NPH eHOBPEMEHEH NIPHEM ¢ aM(OTCPHLIMH.
KeTokoHa3071 B UTpakoHa30Jl HHXHOHUpaT MeTabonn3Ma Ha KOPTHKOCTEPOHAHTE.

BB3MOKHO € NOBMINABAHE HA Ia3MEHWTE KOHLEHTPAUMH NpH €IHOBPEMCHHO TNPUNOKEHHE ¢
PHTOHABUD.,

AHTHKOArYIaHTH
EdukacHocTTa Ha KyMapHHOBHUTE aHTHKOalyJIAHTH MOXe ha 6Bae OpoMeHeHa (HaMaleHa W 110-

PAOKO MOBHMILEHA) TIPH €IHOBPEMEHHO IPUIMKEHHE ¢ KOPTHKOCTEPOUIH, KOCTO M3MCKBA 3ACHIICH
MOHHTOPUHT Ha INR ¥ nmpoTpoM6GUHOBOTO BpeMe ¢ OTJie] H30ATBAKE HA CIOHTAHHO KbPBEHE.

HEKJIOCHOQHH

EqHOBPeMEHHOTO MPUNOKEHHE HA MPEJHH30N0H H LMKIIOCIOPHH MOXE Ja 0B
NIa3MEHKWA KIMPBHC HA MAPEAHM3ONOH W TORMILABAHE HA TIASMCHHTE
Heobxonumo e ma Biese B cholpameHde NOAXOAAMOTe HHANBHAYALH3IHD
EAHOBPEMEHHO NMPHIOKEHHE HA TO3H [IPOJYKT.




!![!){l"ﬂ

Hpﬂ JICUEHHE CHC CHPASUHY ITTHKO3ZHAH ¢€ IIOBHIIIABA TAXHATA TOKCHYHOCT H pHCKa OT Pa3sBHTHE HA
XHITOKAITHEMHA,

KopTukocTepoMMTe MOraT Ja HaMaimaT e(eKTHTe HAa AHTHXONMHECTEPa3sHHUTC CPEACTBA (IpH
MMACTEHNS IPaBHC.

Kenauute edekTH HA AHTHXMITCPTCH3URHWTS NMpeflapaTH H JHYPETHLHTE Ce€ auTAroHW3MpaT OT
KOPTHKOCTEPOMIMTE, A XMIOKAIUEMHYHUTe eeKTH Ha alleTasonamun, OPHUMKOBHTE M THA3HAHH
OMYpPeTHLH, KapOeHOKCONOH U TeohUNHH Ce MoBHLIABAT.

WiMa cpofmieHns 3a B3aMMOAcHCTBHA Ha CTEpOMAMTC ¢ HEBPOMYCKYMTHM Onokepu Kato
MaHKYPOHMYM, TIOPAIH YaCTU4HO 0GpPbiNake Ba HEBPOMYCKY.THHA GOK.

Hanuue e noBuIneH PHCK OT XEMOTOKCHYHOCT NIPH €QHOBPEMEHHO MPHIOKECHHE ¢ METOTPCKCAT.

EcTporenute Morat fa NOTEHIWpaT e(eKTHTE Ha TMIOKOKOPTHKOCTEPOHMAMTE, MOpajy KOETO €
#e0GXOAMMO KOPHTHPaHe Ha J03aTd, 4KO ECTPOTCHH €a BKIIOYBAT WIH H3K/IOUBAT NPH MOCTOSHEH
JIO30B PEKMM.

KopTHKOCTepoRAMTe MOTAaT 12 MHXMOHpAaT CTHMYIdpamnsd pacTexa edexT Ha COMATOTPOITHHA
XOPMOH H COMAaTpOIIKH,

Hanuue e nOBMIIEH PHCK OT XMIIOKATMEMHS MpH €AHOBPEMEHHO MPUWIOKEHHE HA BHCOKH JIO3M
KOPTHKOCTEPOMAN M BHCOKM 103H GamOyTepon, deHoTepo, GopMoTepall, pHTONPHH, canbyTamod,
calMETEPON M TEPOYTATHIL

EdexTsT Ha KOPTHKOCTEPOMAMTE MOXe 1A 6B/e HAMAICH [IPH JIEICHHE € MHGENPHCTOH.
4.6, DPeprHanTeT, (pEeMEHHOCT H KBPMEHE

bpemerHocT

CnocobHoCTTa 3a NpeMHMHABaHE [pe3 TANCHTATa BAPHPA NPH PalIUHMHWTE NPCOCTABUTCIN Ha
rpynara. 8§8% OT NpeIHH30MOH C¢ MHAKTMBHPA CIEA NPEMHUHABAHE NIPE3 IWIAleHTaTa.
TpUAOKEHHETO Ha KOPTHKOCTEPOUIH NPpH OPeMEHHH JKHUBOTHH MOXKE Ja NMPEAN3BUka AHOMANHH B
Pa3BHTHETC HA IUIOAA, BKJ. He3aTBapsHe Ha TBLpIoTO Hebue, 3abapdHe HA HHTPAyTEPHUHOTO
paspuTHE, ©dEKTM BBPXY MOSbYHMA pacTex H paspurhe. HiMa JIOKA3aTeNCTBa, e
KOPTHKOCTEPHOUAMTE BOIAT O TNOBHIABAHE Ha YeCTOTAaTa HA BPOJACHMTE AHOMANHM, KATO
He3aTRapAHe Ha TBHPA0TO Heblie NMpH Xopa, HO TIPHIIOKEHHETO 32 MPOXBIDKHTENHH MEPHOAK HITH
OOBTOPHOTO NPHIIOXKEHME 10 BpeMe Ha OpeMeHHOCTTAa MOME Na IIOBHIIH PUCK2 OT 3aABpiKaHe
Pa3sBHTHETO Ha [LU10/A.

TeopeTHUHO PAa3BUTHE HA XWMIOAJPSHATHIBM HE MOXe A2 6ble OTXBBPJISHO NpY HOBOPOACHH C
TIPEHATAJTHA €KCMO3HLMA Ha KOPTHKOCTCPHOAM, HO 00HKHOBEHO TOBA CHCTOSHHE Ce BBLICTAROBABA
CMOHTAHHO CNel PAKIASETO M PAAKO WMa KIMHMYHO 3Hauenue. Halmonasanw ca ciy4dad Ha
KatapakTa npH HOBOPOLEHM, YHMTO MAMKH Ca JIEKYBaHH POAL/DKHUTETHO BpeMe C MPEAHU30N0H TI0
epeMe HabpeMeHHOCTTA.

[MonoeGHo Ha APYTH NEKAPCTRA, NPeAHH3OIOH TpsOBa Aa ce ApHIara B nepuoia Ha GpeMeHHOCTTa, B
cy4ayTe KOraTo MoJj2ara 3a Maifka WK 11013 HaJBHILABA PHCKA.

KoraTto KOpTHKOCTEpHOAMTE ca KpaiiHo HeoOXOOMMH, MAlHCHTKHTE ¢ HOpMaslH
GPEMEHHOCT MOTAT 12 BBJAT JIEKYBAHH ¢ TAX 110 00M4aiHMA HAYHH.
[MauMenTKITE ¢ NPEeKIAMIICHA M OTOLM H3HCKBAT CTPOro HabmoneHxe.

Kbspmene




Kop'rmcoc;'rcpon.uwre C€ CEKCKpeTHpAT B MAaNK¥ KOJNHYECTBA B MaitauHOoTO MIKO, Morat aa
MOTHCHAT pacTeXa H& KbpMauyeTO ¥ Aa NOBIMAAT CHAOINCHHATA CCKpelns HA IMIOKOKOPTHROHIH.
KOITI'PIKOCTCPOHII,HTG 'rpﬂﬁaa Ja ce NpMnaraT mpH KbPMAdKH <aMo B CIIYMaHTe, nOpH KOHTO
NMOTEHLHAIHATE TI0JI3a 33 MaikaTa HAABHIIABA 3HASTUTC/IHO pHCKA 33 KhpMa4eToO, Nopanu OTCHCTBHE
HA JaHHH OT aJICKBATHW KOHTPOIAPAHH TPOYIBARHA.

4.7, Edexrn BbpXY cnocofsocTTa 32 modpnpaHe H pabora ¢ MADIMnH

He ca ycranosens.

4.8. Hexenann JekapcTBeHH peaKIuu

YecTOTaTa Ha OYAKBAHHTE HEKCTAHH JSKAPCTBEHH peakiH, ¢BEP3aRy ¢ ymortpebara Ha
KOPTHKOCTEDHOAM,  BKN.  XHIOTATaMO-NHTYHTapHO-afipeHaiHa  CYNpecud,  Kopenvpa ¢
OTHOCHTE/THATA MOTEHTHOCT HAa aKTHBHOTO BEUIECTBO, NO3MPOBKATA, HAYMHA HA TPUAOKEHHC H
MPOABBKUTEIIHOCTTA HA JICYEHHE.,

B13MoxHH ¢a CeHHTE HeXkelaH! peaKIUH:

TacTpo-uHTEeCTHHAINN HADYMERHSA

Jlucnencus, rajene, NenTHYHY 5381 ¢ NephopalMy ¥ XEeMOpPArHH, MOXyRaHe H 0OnKH B KOpeMa,

NOBHIIEHHE HA ANETHTA ¥ MOBHILABAHE HA TEJECHOTO TErio, AHapHa, e3ohareanna yiuepaiHi U
nepdopanns, ezodareanta KAHIMA03E, OCTHP TAHKPEATHT, CTOMALIHA XeMOoparks.

JlaGepavopys HapymieHAs
Tlopuuienue Ha croiHocture Ha AIAT, ASAT u anxanHara (ocdaraza e Guno Habmonasano ciiei

JIEYEHHE ¢ KOPTHKOCTEPOHIH. Teau waMeHeHs OGHKHOBEHO He Ca 3HAUMMH, He CC CBHP3BAT C HUKAKBH
KJIHHWYHH IPOSBH W ¢a 00paTHMH Clieff IPEKpaTABAHE Ha JIeUCHHETO,

Hapymenna Ba NMyHHATA CRCTEMA

[ToBHIIEHA BB3MPHEMUMBOCT H TEHKECT HA TIPOTHYAHE Ha HHEKITAHTE NPY MOTHCKAHE HA KITMIITIHUTC
CHMITTOMY, BTOPUYHK WHOEKLFM, MOTHCKAHE HA PEaKiyaTa NPH KOXHM TECTOBE 33 NOKA3BAHC Ha
CBPBLXYYBCTBHTE/THOCT, AKTHBHPAHE HA AaTEHTHA TyOepKynosa.

Hapyuenns H3 MYCKY/I0-CKEJETHATA CHCTEMA
TIpokcuManHa MMONRTHS, OCTeonopo3a, dpakTyps Ha MpeuuleHH H ARITHTC KOCTH, aBackynapHa
OCTEOHEKPO3a, PYNITYPA Ha CyXOMKMITIL, MyCKyTiHa ciabocT M GONKH B MyCKY:THTE.

HapyuienHa Ha BOAHO-EJIEKTPOINTHAS Gadalc
HaTpuesa ¥ BOAHA 3a/PKKKA, XHNEPTEHIHA, XHIIOKATHEMHYNa AJIKAIIO323, 3aryfa Ha KaJui,
OTpHIIATENEH a30TeH U Kaauues Hanauc.

Hapymiennsi Ha K0KaT2 H NOJKOKHATA ThKAH

Hapyieno, 3abaseHo 3a3fpaBsABaHe Ha paHu, XHP3YTHIBM, KOXHA arpomd, CKIOHHOCT KbM
HapaHsaBaHe, 06pasyBaHe Ha CTPHH, TENCaHIMEKTA3HH, AKHE, NICTEXHH H EKXMMO2H, ITOBHIICHO fIOTEHE,
chpbex, o6pHB, ypTUKApHA.

Hima cho0ligHKA 32 PA3BHUTHE HA capkoMa Ha Kanom npu NauHeHTH, HpHeMalil KOPTHKOCTEpOHIH.

Enpoxpunpo-MeTatoIMTRE HAPYIIEHNS
[ToTuckase Ha XHIOTATAMO-TIKTYHTapHO-afpeHATHaTa oc, 0CODEHO B TNIEPUOA Ha CTPEC, TIPH TPaBMa,

HOBOPOZCHH, U3 ¥ TIONPACTBAINH, MEHCTPYaPHH HApyLleHMa W ameropes. Keum
X{P3YTUIbM, NMOKa4BaHe Ha TerfioTo, HAPYHIEHHE Ha BBITICXMJPATHHA TONCPAHC
HYX(IHTE OT AHTHIMaGeTHA TEPANUA, MPOABA HA IATEHTEH NHabeT, NOBUINCH aneTHT,

HapymieHnd 0T CTPAHA HA HEPBHATA CHCTeMA B NICHXHYAH HAPYIICHIs
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Tonsam Gpoii NCUXUUHK peakUMH, BKI. aGeKTHBHH Hapyilesns (pa3ApasHAMOCT, eyhOpHs, ACMpPecHs 1
naGUIHOCT HA HACTPOEHMETO, CYMUMAHM MUC/H), TMCHXOTHUHH peakimy (BKI MaHus, 3abnyna,
XAMOLMHALMA W BAOWABAHE HA [HIO(PEHMI), TOBEJEHYECKH HapylleHWs, B30yauMoct,
GeanoKOACTRO, HAPYIUEHHS B ChHH, IPHIAAbIM W KOTHWTHBHH AMCHYHKUMHM, BKJ. o0bpkBane H
AMHE3MA, BNOIIABAHE HA ETHIENCHA, ca OMmM choOllaBaHW NPH TIPHEM HAa KOPTHUKOCTEPOMAH OT
BCHYKM TpynH. Peakimure ca vecTH ¥ MoraT Aa ce HabmiofaBaT KakTo Npy BL3PacTHM, Taka H [pH
neua. TTpy BB3PACTHH, YSCTOTATA HA TEXKKMTE Peakuyy focTHra 5-6%. TlcpxonorndeckH epexTd ca
6unu HabaroAaBaHH NPH OPEKPATABAHE HA IEUEHHETO ~ YECTOTATA € HEU3BECTHA.

Hma crhobilleHus 3a NOBHILSHNE Ha BETPEUCPETHOTO HANIATAHE ¢ €A6MA HA NATTWINTE IpY Aena
(MOYBHEH ICEBIOTYMOP) ClIe NPCKpaTIBaHe HA JICUCHHETO.

Ouny HApYmIeHHA _
[loBuitenie Ha PRTPEOMHOTO HANAraHe, IVIAYKOMA, ¢JIeM Ha NAMWINTE ¢ Bb3MOXHO yBpEX(IaHE Ha

OMHMS HEpE, 3a]Ha CYGKANCynapHa Karapakta, M3THHSBAHE HA KOpHESTa M CKilepara, oDOCTpSHE Ha
O4YHY BHPYCHY WK I'EOHTHE HHOEKIIH, ex3odTamm.

Chbpaeuno-chAOBH HAPYINICHAS
3acroiiHa ChpliedHa HENOCTATHEYHOCT [IPH TYRCTRUTENHH NTAUKEHTH, XMIIEPTOHHS, Gpanukapaua**.

Hapymenna Ha 6n0penuTe n NHKOYHATE IBTHINA
brbpevna kpHza NpH cwiepoaepmun®

Ofmy HaNYIeHHA
JlerkouMTo3a, peakimM Ha  CBPBXYYBCTBHTENHNOCT, BKI. aHa(IaKCHd, _ TpOMOEMOOTHIBM,

Hepa3noloXeHHUe U cliabocT.

CHMOTOMH Ha oTHEMAHE

Bbp3oto namanseaHe Ha fo3ara IPH NPONBDKMTEHO JICUCHWE MOXKE [a [OBEAS JHa OCTpa
HaA6BOpPe Ha HEAOCTATLYHOCT, XHIOTOHHS W cMBPT. CTeponzeH ,,CHHAPOM Ha OTHEMaHe ", IPHBHAHO
HECBBP3aH ¢ a/IpeHOKOPTHKANHA HEJOCTAaTBUHOCT, Moke ja 6wpze HaGmonasan TpH  PA3KO
MpeKpaTsaBaHe NpHeMa Ha fexapctroro. CHHAPOMBT Ha OTHEMaHe BKIOUBA CICIHHTE CHMITTOMM:
AHOPEKCHA, TAIEHe, MOBPHIUAHE, JIETAPIHA, [NaBoboiMe, Tpecka, crapHu Gomii, mecksamallid Ha
KOXKATa, MAQITHA, APTPANIUs, PHHHT, KOHIOHKTUBKT, Gojle3HeHn, ChpOAMA KOXHY BhiNY U 3aryba Ha
Terno whiwrn xunotonus. Teau edekTd BEPOATHO C€ J(B/DKAT Ha CKPUTA NPOMAHA B KOHLICHTPRUHATA HA
KOPTHKOCTEPOHANTE, MO-HHCKA OT HAH-HUCKKTE (PU3HOIOrHYHH HHBA.

TpH ,.cutapoMa Ka OTHeMaHe” CHULC Taka MOXe Ja ce HaOIoflaBa Tpecka.

*Cpen pasmMuHUTe CyGriomynanis Bp3nHKBaneTo Ha GBGpeuHa kpH3a MpH CKISPOASPMUA BAPHPA.
Haii-Bucok pHcK ce cpoBilapa Mpy nauuenTH ¢ Tudy3Ha cucTeMua ckeposa. Hali-HUCHK pHCk ce
cho0LIaBa P MALMSHTH ¢ OrPaHUYEHa CHCTEMHA cKiepo3a {2 7o) ¥ CHCTEMHA CKIIEpO3a,
EB3HHKHA/1a B Miaexka Bb3pact (1 %),

**Crnen npreM Ha BUCOKH JIO3H.

Crobiapalc HA NIOAOIHPAHN HEIKENAHK PEAKIHH

CrolinaBaHeTo Ha IOR03NPaHH HEKETAHM PEakiyy crlell paspeliaBaHe 3a ynorpefa Ha
JNIEKAPCTBERNS NIPOYKT € BaxHo. ToBa MO3BONABA Aa NPONEIHKH HAGONCHHETO Ha
CHOTHOINEHHETO MOJI3a/PUCK 32 JIEKAPCTBEHMA NPOAYKT. OT MEAULHHCKHTE CICLHAAIIHCTH CC
H3UCKBA Jia ChobmasaT resika NOAO3MpaHa

HEXKENaHa peakLua 4ypes;

HanbenHuTenHa areHUds no neKkapeTsarta
ya. ,,Jdamss Ipyes® Ne8

1303 Codus

Ten.: +359 28903417

yebcaifr: www.bda.bg
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CrobulennsTa 323 OCTpa HWHTOKCHKALMA #/Mnd daraneH M3Xoji BCNEACTRHE [PefO3MpaHe ¢
KOPTHKOCTepHAH ca peaxu, He e wiBecteH crnenuduMen CHHAPOM TpH OCTPO NMpeAO3WpaHe ¢
TIPEIRU3ONOH, JICHEHHETO € TIOANBPIKAILO H CHMITOMATHYHO, CepyMHHTE &IEKTPONHTH Tpsibpa fa
OBOAT KOHTPONUPAHH CTPHKTHO.

5.  ©®APMAKOJIOIHYHH JAHHN
5.1. dapmakoaAHEAMHYHH cBolicTBA

@apmMakoTepaneBTHIRa  rpyna:  KOpTHKOCTEpOMAH 32  CHCTEMHO  TIPHUJIOXKCHHE,
[ niokoKOpTHKOCTEpOKAY
ATC xop HO2ABO6

MexaHu3bM Ha JelicTBHe

TpeHU30I0H € CHHTETHYEH TIIIOKOKOPTHKOCTepOoHI. KopTHKOCTEpOWIAMTe NPEeMHHABAT NPE3
KNETHUHUTE MEMOPAaBH TIOCPEACTROM NHDY3MA, Xaro OGpalyBaT KOMIEKCH €BC CHEUHHHHH
LMTOMIA3MEHH PEUCITOPH, KOHTO HABJIM3AT B KIETBUHOTO 2p0, cBhp3saT ce ¢ JIHK u cTaMynvpat
tpadckprndata Ha TPHK u nocnexsawma benTeueH CHHTES HA PAIIMYHM €H3UMH, ¢ Pa3IHHIHM
dYHKUMH B OPraHuMa.

PapMakoJI0TAYHN edeKTH

EdexTd RBBpPXY PBB3MANCHMETO M HMYHHWTE [fpouecst — NPSAHH3OROH  MPHTCHABA
HpOTHBOBBINANNTENHO, WMYHOCYNPECHBHO M AHTHANEPrHYHO [ASHWCTBHE, MNP MHHHMAICH
MUHepankopTrrouseH edexkT. Boan fo HaManenre 6pod HA IMyHOAKTHBHHTE KIIETKH B POTHOHA Ha
BL3NANCHAETO, HAMANCHHE Ha BasOAHIATALMATA, cTaGWIM3MpaHe Ha IIH3030MBMTE MeMOpaHH,
MOTHCKAHE HA MPOLECHTE HA (arouuTosa, Hamaneno obpasysaHe Ha MpOCTariaHANHH nono6GHy
cyOcTanIm;

Edektd BbpxXy oOMAHATA Ha BBINIEXHAPATUTE K OENThUMHUTE — MPEAHH30NOH ¥MA katabonen
edekT BBPXY OenThbUMHMTE, Kato B uepHus Apod ocobojeHWTe AMMHOKHCEJNHH €€
TpaHchOPMHPAT B TIOKO3a W [MKOTeH B Pe3yTaT Ha [IKOKOHEOreHesa. YCBOABAHETO Ha TTIOK032
B IIepHQepHATa HAMATIABA, KOSTO MOXKE /1A JKOBE/E 10 XUNEPIMKEMHUA U MIIOKO3YPHA, OCOGEHO f1pH
MalMeHTH ¢ OPpeAHCIOZHLUNA WY JJIATCHTCH nua6e.'r.

Ediextd 8BpXY o6MAHATAR Ha MacTMTe ~ VPCAHH3IONOH HMa JHIONHTHYHO NEHCTBUE, 3acAramio
OCHOBHO KpaHHMIMMTE ¥ JHMOTeHACH eeKT o OTHOIICHHE Ha IPBIHAA KOWl, IMATA W TaRara,
KOETO B} A0 edeKT Ha Npepaznpeae/icHHE Ha MACTHUTE Aena.

5.2, ®apMaKoKHHETAYHH CBOHCTBA

Pezopbuma ¥ pasipeneicHye

[TperauzonoH ce pesopGupa GBp30 W TNOYTH HANTBIHO CNEA OPANTHO NPHIIOKEHUE, MAKCHMAIHH
IUIA3MEHM  KOHUGHTpauu# ce Jocterar 1-3 vuaca cmen mnpuema. Hamie u  3HaumMMma
MHTEPHHAMBHIYATHA BapHAOHAHOCT, KOATO BEPOATHO € PEIYNTAT Ha HapyllcHA pe3opOnua npH
HAkoM RHAMBMAM. MHMImanuaTa pesoplus, HO HE H HEToBaTa CHCTeMHA OHOHATMYHOCT CE BIMAAT
OT fpHeM Ha XxpaHa. [IpeaHu30NOH UMa NPOILIDKHTENCH [MIA3MEH MOMTYMHBOT, KOCTO T0 Npasu
NOIXOAAL 32 IPUNOKEHHE KATO MHTEPMUTUPAILA TEPAII. :

IMpeAnn3010H NOKA3BA NO30-3aBMCHMa KWHETHKA, KaTo ¢ [OBUUIABAHE HA [103aTa ¢€ IIOBHINABA
obeMa Ha pasnpeaesicHKHe U MIa3sMeHHs KpbHe, CTeneHTa HA CRBP3BaHE ¢ NIA3MEHWTE IPOTEHHH
ce ompedeNd OT pasipedeTeHUETO M KIMphHCa Ha ¢BoGoanoTO (apMaKoNOTHYHO AKTHBHO
seuiecTso. Hamanerne Ha [03aTa € HEOGXOAHMO MPH HALMEHTH ¢ XANOANOyMAHEMHU.

Merabomm3smM ¥ eKcKkpenns
MeTabonM3MBbT ce GCHINECTRBABA OCHOBHO B HePHHS P00 10 SHONOIHHHO HEAKTHB
3afoiABaunaTa Ha depHHA Apob BOJAAT A0 YABL/DKABAHE HA TUTA3MEHHA MOMYK
HajuIe XMnowiOyMUHEMMs Ce yBellMUaBa YacTTa Ha HECBBP3aHOTO JICKApCTB
AOBERE A0 MMOBUIIABAHE HECCTOTATA Ha HEXeNaHUTE PEaKkUMH,
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TIpensinzonon ce ekckpeTHpa ¢ ypWHaTa fiof ¢opMara Ha CBOGOIHN M KOHIOTMpaHu MeTaGomHTH,
3a€AHO ¢ MAJIKY KOJIHMECTBA HENPOMEHEH TIPETHK20/0H.

5.3. [MpeaxnAHNYRA JAHHH 33 (e30mACHOCT

CTOMHROCTHTE HA CpeaHATa JETANHA J03a 32 NPEHU3ONOH, PWIOKEH NEPOPTHO IIPH MHIIKY €
1680 mg/kg.

YIpH XpoHWYHa MHTOKCHKALIMA TAPIeTHUTE THKAHK W opraHu ca Genure apoboBe W JIMraBHIHTE Ha
aCTPO-HHTECTHHAIHMA TPAKT H JMXATEIHATA CUCTEMA. TIPHIOKEHMETO HA MBOTOKDATHH 1034 MpPH
EKCTIepHMEHTANHHE JKHBOTHH BOAH 710 3ary0a Ha aneTWT, OTPHUATENHA [MHAMHMKA HA KPHMBATa Ha
TelecHATa Maca, HaManeHHe Gpod Ha /JeBKOLHTHTE. YCTAHOBABA CE HAMATCHHME Ha TETIIOTO Ha
THMyca, HaNOBEOPEHHHTE JKNE3H H CE3KATA, KAKTO U MHEIOHAHH H3MEHEHHS B KOCTHHMA MO3LK.
HsMa 50cTaThyHO DaHHH OTHOCHO eMOPHOTOKCHHHHS Y TepaTorcHeH MOTEHI{HAN Ha NPeIHH30N0H.
TIpy Tpermpann ¢ BUCOKH JIOM eKCTIEPHMEHTAJIHY XUBOTHH C€ YCTAHOBABA MOBHiIagaie Opod Ha
cyqapTe HA HE3aTBOPEHO TBLPAC Heblle, KAKTO M TEHIEHLMS KbM HUCKO TENECHO Terio Ha
HOBOPOJEHUTE,

Hsma fgaHH# 338 MyTareHeH NOTEHLWAN H KaHLIEPOTEeHHA aKTHBHOCT.

6. DAPMALEBTHYHH JAHHHU

6.1. Crnucbk Ha NOMOIIHHTE BEUXECTBA

JakTo3a monoxuapatha/llapernuno vumecte (85:15)
Marne2ues cTeapaT

6.2. HecwBmecTramocTH

He ca n3BecTHr

6.3. Cpox na rogHocT

[ler (5} roguHu OT AaTaTa HA OPOU3BOACTBO.

6.4. CnendanHH yCJIOBHA 32 ChbXPAHEHHE

Tlpu Temnepartypa nox 25°C.

6.5. Buau chabpikanHe 2 ONAKOBKATA

10 (necer) wnn 20 (aBanecet) Gpos TabneTky ca onakosawy 8 Gancrep o PVC/AL donuo.
10 (necer) win 20 (mBanecer) Gpoa TabneTky ca onakosanu B 6nucrep ot PVC/PVAC/AL domvo.
V (enwn) baumerep ¢ 20 Gpos TableTkH Ce MOCTakd B KAPTOHEHA KYTHA.

3 (1pw) 6nucrepa ¢ 10 6pos TabneTKM ce NOCTARAT B KAPTOHEHA KYTHS.

6.6. Cnenualnp IpeANa3Hy MEPKH OPH H3XBLPJIARE B pafioTa

HsmMa cnenuanHy H3UCKBAHWA,

7. TPHTEXATEJ HA PASPEHIEHWETO 3A YIIOTPEBA

Antudnotuk-Pasrpas AJ]
Gyn." Anpuncko ecranne"68, opuc 201
7200, Pasrpan, brarapua

8. HOMEP HA PASPEHNIEHHETO 3A YIIOTPEBA
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Per Ne 20000703

9. JATA HA IIHPBO PA3PEIHABAHEMOAHOBABAHE HA PASPEHNIEHHETO 3A
YIIOTPEBA

Jlata Ha NoAHOBABAHE Ha pazpemieHueTo 3a ynorpeba: 05.07.2011 r.

10. JNATA HA AKTYAJIMBUPAHE HA TEKCTA

Hoemspn 2021
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