KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHHS ITPOIYKT
Hekcazon 4 mg/1 ml HiDkeKUMOHEH pasTBOp

Dexason 4 mg/] ml solution for injection

2, KAYECTBEH H KOJIHMECTBEH ChCTAB

Beeku ml ot HiokekuHoHHHs pasTeop (1 ammyna) cbaspxa 4,37 g IeKCAMETa30HOB HaTpues (ocdar
(dexamethasone sodium phosphate), exsusanenren Ha 4 mg AeKCAMETA30HOB bocdar (dexamethasone
phosphate).

3a [TLIHKA CIMUCHK Ha NOMOLUHMTE BELIECTBA, BIKTE TOYKa 6.1,

3. JEKAPCTBEHA ©OPMA Vi i i b FHWTENHA ATEAUMR 110 IEKAPCTBATA
Kpamxs Xapaxmepuonaua wa npogyxIng - [puscxemss 1

HixekumuoHeH pasTsop. Ko Pas. M /30/@0 ﬂz /9

Bump’ GeguBeTEH paBTBOP. l .............................................................

4. K/HMHHWYHHA JAHHH
4.1 TepanesTnunu noxazaHAm

IICKC&SOH CC ITIpHaiara npH CnellHH CECTOAHUA WIH [MPpH ITALIHEHTH, KOUTO HE MOTAT 14 ce JCKYBAT
NEPopaIHO © NTIOKOKOPTHKOUAH.

CucTEeMHO NpAJIOKEHRE

- MosbueH oToK, NPHYHHEN OT MO3BYEH TYMOp, HEBPOXHPYPIHYHH HHTEPBEHLIMH, MO3BYeH abcuec,
DaxrepHaseH MEHHHIHT,

- Ilonurpasmaruyen wok U npodrnakTuka Ha Genoapoben CHHAPOM IPH NOCTTPABMATHYEH LIOK,

- TeXBK 0CTBp acTMATHYEH NPHCTHIT;

- [TspBOHAYANHO MAPEHTEPANIHO JIeYeHHE HA OBIIIMPHH, OCTPH, TEHKH KOXKHHU 3aG0/IABAHMS KATO
EPHTPONEPMHS, IEMPHTYC ByTraptc, OCTpa cK3eMa;

- [TbpBOHaUANHO napeHTEpaHO NEeueHHE Ha BBTOMMYHHH 3a860NSBAHHS KATO CHCTEMEH nymyc
epuTeMarosyc (ocobeHo BUcLepantk HopMH);

- AKTHBEH PEBMATOHAIEH APTPHT C TEXKKO, MPOIrPECHBHO POTHHAHE, Hanp. 66p30 npoTHYALLHM
AECTPYKTHBHH (POPMH H/HITH C H3BBHCTABHH NPOABH;

- Texkn udeknosnn 3a6onIBaHuA ¢ TOKCHYHH CBCTORHMSA (Hanp. TyOepKynosa, kopeMeH TH,
Opyuenosa); koMGHHHpPAHO NpHIOKEHHE ¢ NOAXOAAILA AHTHHHEKLHO3HA Tepanus;

- [TanuaTHBHO JleyeHHe Ha 3T0KAYECTBEHH TYMOPH,;

- IlpodunakTika U NeueHHe Ha NOCTONEPATHBHO HWIH MPEIHIBHKAHO OT LATOCTATHLH NOBpbLLAHE,
KaTO YACT OT AHTHEMETHYHATA TEPAIHS,;

- JlekcasoH HHKEKLMOHEH pa3TBOP € MOKAa3aH MPH JeYeHHe Ha 3abonspane, MPHYHHEHO OT
kopoHasupyc 2019 (COVID-19) npu Bp3pacTHH H NOAPACTBAILM NALHEHTH (Ha BB3pacT 12 roguun u
RoBee ¢ TeNeCHO Terno Haki-Manko 40 kg), KOHTO ce HyXXAasAT OT AOITWIHHTE/HA KHCAOPOIHA
Tepanus.

JIOKANIHO NPHAOKEHHE

CHCTEMHO NI€4YCHHE HA XPOHHYHW BB3NAIHTE/IHH CTABHH 3a00NABaHHs, aKTHBHPAH
(pOpMU Ha paMEHHO-CKally/IapHa IEPUAPTPONATHI,




- MudunTpauronHa Tepanus (caMo ako € CTPOro NokasaHa) npH HeGaKTepraneH TEHIOBATHHHT H
OypcHT, nepuapTponaTis, HHCEPLUMOHHA TEHAWHONATHA,

- O¢ranmonorud: cyGKOHIOHKTHBATHO IPHNOKEHHE NPH HEHHPEKIHMO3EH KEPATOKOHIOHKTHBHT,
CKJIEPHT (C H3KIIOYEHHE HA HEKPOTU3HMPALLL CKIEPHT), NPEeH YBEHUT H MEXIHHEH YBEHT.

4.2 [lo3HpoBKA H HAYHH HA NPHIOKEHHE

gOfng(_JBKﬂ

Ho31poBKATA CE ONPEAENA B 3aBHCHMOCT OT BHAA M TEXECTTa Ha 3a60/IABAHETO H HHAMBHIY ATHUA
OTrOBOP Ha NaLHEHTa KbM TEPanUATA.

OOGHKHOBEHO Ce npUITaraT CPAaBHUTETHO BUCOKHM HAYAIHH JIO3H, KATO 3HAYHTETHO NO-BHCOKH NO3H ca
HEOOXOAMMH NPH OCTPHTE TEXKKH CHCTOAHHA, OTKOJIKOTO NPH XPOHUUHHTE 3860/IABAHHS.

OcBeH ako He e NMpCANIHCAHO OpYro, C€ NIPUNANaT CISNHUTe APCIIOPBKA 38 JO3HpaHe:

CHCTEeMHO NPHAOKEHHE

Mo3zvuen omok: B 3aBUCUMOCT OT MPHUMHHATA M TEXECTTA, HAYaIHa 1038 oT 8-10 mg (no 80 mg)
WHTPaBEHO3HO (1.v.), nocnensaxa ot 16-24 mg (a0 48 mg )/axeBHo, paznenexa Ha 3-4 (1o 6) oTaeaHH
no3M i.v. 3a 4-8 anu. INo Bpeme Ha TbueTepanis, KaKTO H NpH KOHCEPBATHBHO JIeYEHHE Ha
HEONnepabHTHH MO3LYHH TYMOPH, MOXE 13 Ce HANIOXKH NO-ALTBI NEPHOA Ha NPHIOXKEHHE HA NO-HHCKH
no3y JlekcasoH.

Moszvuen omox, npuuunen om 6axmepuanen mexumzum: 0,15 mg/kg TenecHo Terno Ha BCeku 6 yaca B
npoxb/DkeHue Ha 4 nHY; npH aeua: 0,4 mg/kg TenecHo Terno Ha BeekH 12 uaca B NPOAB/DKEHHE Ha 2
AHH; NIPHIOKEHHETO 3ar104Ba NpeH NPHIAaraHeTo Ha MhPBATA 038 AHTHOHOTHK.

llonumpaemamuyen wox u npodunaxmuxa na Geaodpoben CUNODOM NPU NOCIMMPAGMAMUNEH WOK;

MbpBoHa4yanHa no3a 40-100 mg i.v. (npu neua — 40 mg), noeTopeHHe Ha no3ara cuex 12 yaca win 16-
40 mg Ha BCekM 6 uaca B NPOIBIKCHHE HA 2-3 JHH.

Anagdunaxmunen wiox: cnen MHPBOHAYANIHO NPUIOKEHHE HA 1.V. HHDKEKIHSA enHHeGpHH, ce Mpunarar
HHTpaBeHO3HO 40-100 mg (40 mg npu aeua) aexkcameraszoH. Jo3ata Moxe na ce NOBTOPH, 8KO €
HeoOXOooHMO.

Texcvk ocmyp acmmamuven npucmen

Br3pacThu: HayaiHa nosa 8-20 mg i.v. B3MoxcHO Hali-paHo. [Tocneasaimm no3u or 8 mg MOrar aa ce
HMH)XCKTHPAT Ha BCEKH 4 vaca, rpH HeoOX0auMOCT.

Heua: 0,15-0,3 mg/kg TenecHo Terno i.v. (Wk nepopanyo) wiu 1,2 mg/kg TenecHo Terno
ITbPBOHAYATHO KaTo O0Myc HibkeKLHa, nocneasalu ot 0,3 mg/kg Ha Bceku 4-6 uaca.

Morar ZonBAHMTENHO 1A ce MPHAAraT AMHHO(HIHE H CEKPETONMTHLH.

Ocmpu xoxcnu 3a60136aruR: B 3aBHCHMOCT OT BUJA M TEXKECTTA Ha 3a60NIBAHETO/CHCTOAHHETO,
AxeBHata n03a e 8-40 mg i.v., B Hakou ciryuan 10 100 mg, ¢ NOC/IEABAIIC NEPOPATHO TEUEHHE C MO-
HHUCKH JO3M.

Axmuenu Qazu na cucmemnu peemamuvnu 3060126aHUR, KATO HanpHMep CHCTEMEH JTYITYC
epuTemarosyc: 6-16 mg/nneBHo.

Axmusen peemamouden apmpum ¢ medicko npospecupauo npomwyane: 12-16 mg/nﬂeauwrﬁwm\

pOrpecUpalli NECTPYKTHBHH GOpMH, 6-12 mg/nHEeBHO NPH U3BLHCTABHH NPOSBH. A o T
- ?

-

Texcxu ungexyuosru 3a6016aHUR C MOKCUNHU CHCMORHUA (nanp. mybepxyro3a
xamo Oonvinenue KuM conbmemsauia anmuunderyuozna mepanus: 4-20 mg/me
ciy4ad (Hanp. TH¢) ¢ MbPBOHaYaNHa 103a A0 200 mg.




Hanuamuero neyenue Ha 3oKaANECMBeHU mymopu: Ha4uanHa no3a 8-16 mg/nreBHo, npu
NpOABJIKHTENHA Tepanus 4-12 mg/gueBHoO.

Ilpogunaxmuxa u nevenue na NPeOU3sUKARO OM YUMOCIAmMUYY ROBPBIAKE, KAMO Yacm om

anmuememuurama mepanug: 10-20 mg i.v WIH nepopasHo NpeaH HAYaNOTo Ha XHMHOTeparuara,
MOCNEABAHO, 8KO € HeoOX0AHMO, OT 4-8 mg 2-3 muTH aAHeBHO 3a 1-3 HHK (npH yMepeHO eMeToreHHa
XHMHOTEpanua) WK A0 6 Auu (IIPH CWITHO EMETONeHHA XHMHOTEPanuA).

lpogunaxmuxa u mepanus va nocmonepamusno nosépvuyane: eAHOKpaTHa no3a ot 8-20 mg i.v.
MPENH HAYAOTO Ha ONEPALIMATA; MPH Jieua Han 2-roaxiHa sb3pact: 0,15-0,5 mg/kg TenecHo Terno

(MakcuManHo no 16 mg).

3a nevenue na Covid-19

Bv3pacThu naLHeHTH: 6 mg HHTPDaBEHO3HO, BEIHbXK AHEBHO 32 nepHoA ao 10 auu.

INenvarpuyHa nomynauus: [Ipenopbysa ce NpH NEIUATPHUHHTE NALHEHTH (roHoLIM Ha BB3paACT 12
PONMHH H NOBEYE) Aa Ce NPUIAra HHTPABEHO3HO [103a OT 6 Mg BEAHBK AHEBHO 34 nepuon 1o 10 auu.
ITpoabmkHTEIHOCTTA Ha Jle4eHHETO TPA6BA Aa ce onpeness OT KIHHUYHHS OTrOBOP H
HHAHBHAYATTHHTE HYXOH HA MMALIMEHTA.

[TanmeHTH B cTapYecka BB3pacT, ¢ 6u0peyHo yBpexaane w/wnu uyepHoApobHo yBpexxnane: He ¢

HeOOXOAMMO KOPUTHpaHe Ha A03AaTa.

JIOKAIHO NpAJIoKEHHE

JlokanHaTa UHOWUATPALHA H HIDKEKUHOHHATA Tepanus 0GHKHOBEHO ce npoeexaar ¢ 4-8 mg. 2 mg
ACKCAMETa30HOB GOCOHAT ca IOCTATHLYHH, 8KO C& HIDKEKTHPAT B MAJTKH CTABH WIIH npH
CyOKOHIOHKTHBANHO MPUNOKEHHE.

HauyuH Ha npunoxeHHe

Hlexca3oH ce npuiara ypes 6aBHa (2-3 MUHYTH) HHTPABEHO3HA MHXKEKLIHA WIH nH}y3ua. [pu
NpoONAeMH C BEHHTE H NPH 8AEKBATHO QyHXIMOHHKPALLO KPbBOOOpAllleHHE, 1eKAPCTBEHHAT MPOIYKT
MOJXKe 1 Ce TIPUAIAara U MyCKYJIHO.

HAekca3oH MoXxe I1a ce npiiara u upe3 KHUITpaLHs, HHTPAapTHKYJIAPHO HITH CYOKOHIOHKTHBATHO.
[TpoABIKHTENHOCTTa Ha IEYEHHETO 3aBHCH OT MOKASAHMATA.

[Tpy XHNOTUPEOHAH3IBM WIH YEPHOAPOGHA LIHPO3a MOKE Aa Ca AOCTaThYHM CPaBHHTEIHO HHCKH JO3H
WJIH MOXKE [1a CE HaJIOXKH HAMAJIIBAHE Ha [103aTA.

HHTpaapTUKynapHHTe HiDKEKLIMH TPAGBA Aa ce Bh3NPHEMAT KATO npoLeAypa NpH OTBOPEHA CTaBa U
Aa CE nprarat rpH CTpOro acenTHYHH YC/I0BHA. KaTo 110, e1Ha HHTPAaApTHKYNAPHA MHKEKIIHA €
AIOCTATBYHA 3a ycnemHo ofieruapate Ha CHMITTOMMTE. AKO CE CHHTA, 4Ye € HEOBXOoaMMa
AOITB/THHTE/HA HHDKEKLMA, T4 TpOBa Na ce npuioky Hali-paHo 3-4 ceMHLM 110-KbcHO. He TpAOBa /4
CE Mpunarar noseue ot 3-4 HHKEKUMH B e1Ha cTaBa. Heo6XxoauM € MeAHIIMHCKY Nperien Ha CTaRaTa,
0COOEHO NpH NOBTOPEHHE HA HIDKEKLIHKTE.

Muguntpaums: Jexcason ce uHGUITPHpa B 068aCTTa Ha Hall-MHTEH3UBHATA GONIKA WK B MSCTOTO Ha
MpHKpenBaHe Ha Cyxoxunuara. Heobxoaumo e nosuieHo sBHuMaHn#e, 3a 1a ce u3berue HIDKEKTHpaHe
B cyxoxHnne! Tpabsa na ce M36ArBaT Kncu HHTEPBANH MEXY HHXKEKLIMHUTE H 18 Ce OCHTYPAT CTPOTH
aCeNTHYHH YCIIOBHA.

3a uHOpMaLIMA OTHOCHO PA3PENAAHETO HA NEKapCTBCHHA NPOAYKT Npear NMPHIOKEHHE BUXKTE TOYKA
6.6.

4.3 IIpoTHBONOKA3aAHHSA

CBpPBXYYBCTBHTENHOCT KbM 8KTHBHOTO BEILIECTBO HIH KbM HAKOE OT MOMOLLHHTE
H3bpoeHH B Touka 6.1.




B1TpecTaBHOTO HIDKEKTHpaHe € MPOTUBONOKA3AHO TPH:

- HHQEKLMA B HIK B HENOCPEACTBEHA 6IIM30CT 1O CTABATA, KOATO TPAGBA Aa ce JIeKYBa;
- baxrepuaneH apTpur;

- HeCTaOMTHOCT Ha CTaBaTa, KOATO Lie Ce JIeKyBa;

- CKJIOHHOCT KbM KbPBEHE (CNIOHTAHHO WM NOPAJIH JIeYeHHE C AHTHKOAryJIaHTH),

- [epHapTHKYapHa KanuH(pUKaLHs;

- aBaCKy/1apHa OCTEOHEKpO3a;

- Pa3sKbCBaHE Ha CYXOXKHIIHE,;

- crasu Ha Charcot.

HHbuntpauus 6e3 A0MBIHHTENHO NOAXOAALLO BHTHHH(EKLMOIHO fIeUEHHE € NPOTHBOMNOKA3aHA B
ciy4ad Ha uHGeEKLUHH B 061aCTTa HA NPUIOKEHHE.

CyOKOHIOHKTHBANHO NPHIOKERHE € NPOTHBOMOKA3AHO B CTy4YaH Ha BHPYCHH, GaxrepHanuu 1
MHKO3HH OYHH 3a60NTBaHHA, KAKTO W NIPH HAPAHABAHHSA H Pa3A3BABAHMSA Ha POrOBHLIATA.

4.4 CnenuanHu npeaynpexaeHHs H NPeANa3HH MEPKH NpH ynorpeba

H3onupatu ciryyuau Ha TeXKKH aHAWIAKTHIHH PEakLHH ¢ UMPKY/IaTOPEH KOJIAIC, ChpAe4eH apecT,
apUTMHH, OPOHXOCNIA3bM WK XMIIOTOHMA HH XHIIEPTOHMS, Ca CHOOIIABAHM Cllel IPHIATAHE HA
NEeKCAMETA3O0H.

[lopaan nMyHOCYNpPECHBHOTO CH AeHCTBHE, TEYEHHETO C AEKCAMETA30H MOXKE Na MOBHLILH PHCKa OT
GakrepHannu, BUPYCHH, M’EOHYHH, NAPA3UTHH H OMOPTIOHHCTHYHM HHpekuHH. CHMITTOMHTE Ha
CBIUECTBYBAIUH WIH Bb3HHKBALIH HHPEKLMH MOTaT A2 6BAAT MACKHPAHH, KATO MO TO3H HAYMH
AHArHOCTHLMPAHETO MM MOXe Na O6bae 3aTpyaHeHo. JIaTeHTHH HH(ekuun KaTo TyGepkynosa 1
XCNAaTHT B Morat fa ce peakTHBHApAT.

B ciry4an Ha Bb3HMKHANK HEOGHUAKHH CUTYAUMH, CBBP3aHH ¢ HH3HYECKH cTpec (TpaEMa,
XHPYpruvecka MHTEPBCHLIMA, paXKaaHe H Ap.), 110 BpeMe Ha jieueHue ¢ JlexcazoH, Moxe 1a ce HaNOXH
BPEMEHHO NMOBHLIABAHE Ha [I03ATA.

Jleuenwe ¢ Jlexcason TpaGBa fa ce mpHaara camo ako € CTPOro MOKA3ZaHO U NpH HeoOXOAUMOCT, ¢
AOITLIHHTENHO NMPOBEX/AHE Ha CNeLM(pHYIHA AHTHHH(EKLIMO3HA TEPANTHS TIPH CIICIHUTE
3a60/19BAHHA/CHCTOAHHS:

- OCTPH BHPYCHH HH(eKUMH (xenaTuT B, Xepnec 3ocrep, xepnec cHMILUIEKC, BapuLena, xepreceH
KepaTHT);

HBsAg-no3suTHBeH XpOHHYEH AKTUBEH XENATHT,

- NpHGIH3HTENHO 8 CeAMHMLM NPeaH U 10 2 CEAMHLIM Clle]l BAKCHHHPAHE C XKHBH BAKCHHH,

- CHCTEMHH MHMKO3H M Napa3’uTO3H (Harp. HEMATOIH);

- MPH MALUKHEHTH CbC CEMHEHHE 38 HIM NOTRBPACHA CTPOHTWION03a (MHEKLHA C ITTHCTH),
JICHEHHETO C I'TIOKOKOPTHKOCTEPOHIH MOXKE 1A MPEeIH3IBUKA AKTHBHPaHe U MACOBO Pa3MHOXKABAHE Ha
TE3H Mapa3HTH;

- NOSTHOMHEIIHT,

- numbaneHuT cneq BakcuHupane ¢ BLDK:

- OCTPH H XPOHHYHH HakTepHANHH HHDEKLINHK;

- NpH aHaMHe3a 38 Tybepky03a, NPUoKEHHEeTO TPAGBa a ce HIBBPLIBA CAMO B YCOBHA Ha
TybepkynocraTiyHa 3aL0HTA.

B nombiHetue, nevenHeTo ¢ Jlekcaion TpaGaa na ce npHiara camo aKo e CTPOTO NOKA3aHO H NPH
HEOOXOAUMOCT ¢ ZOMBIHHTENHO CMEUHDHYHO IEUEHHE TIPH CAEAHMTE 3a60/ABaHHL/ChCTOSHHUS!

- CTOMAILIHO-YPEBHH A3BH;

- OCTEONOpO34;

- TEXKA CbPACHHA HEAOCTATBYHOCT;

- TPYAHO KOHTPOJHPAHO BHCOKO KPBBHO HAIAMAHE,
- TPYAHO KOHTPOJNHpaH 3axapeH auaber;




- NCHXHYHH HAPYIIEHHA (CBLUO H TAKMBA B MHHAIOTO), BKIIIOUHTENHO CYHLIMAHOCT: NPENoph4pa
C¢ HEBPOIOTHYHO HJIM NICHXHATPUYHO HabmoaeHue;

- 38KPUTOBIB/IHA K OTKPHTOBIBJIHA [NIAYKOMA: NMPENopbYBa c& OPTATMONOrHYHO HabMIOAeHHE 1
AONBIHKTENHA AHTHITIAYKOMHA TEPAIHA;

- A3BH H HApaHABaHHA HA POrOBHLIATA: NPENOPBYBA & OdTAIMONOrHYHO Habmoneuue U
AOITh/IHUTEITHA TEPaITHA.

[Mopann BB3MOXEH pHCK OT YpeBHa nepdopauns, Jlekcason MOKeE Aa Ce MPHIAra camo NPpH CNICLUHH
NokasaHHA H NOJ CbOTBETHO HabmoaeHHe npu:

- TEXBK YJILECPO3CH KOJIMT C PHCK OT nepdopaus, B3MOXKHO 63 MePUTOHEATHO Jpa3HeHe;

- AHBEPTUKYJIHT;

- CHTEPOAHACTOMO3a (BeHara cyie/ OnepalHsTa).

[Npu3HAaLM Ha NEPUTOHEANTHO APA3HEHE Clell CTOMALIHO-UpeBHa nepdopaliia MOXe a He ce NPOSIBAT
MpY NaLMEHTH NPHIArailid BHCOKH RO3H MIOKOKOPTHKOCTEPOHIH.

Tpsabea na ce uMa npeaBuA, 4Ye NaUHEeHTHTe ¢ AUaBeT MOXKE Aa C& HYXAAAT OT MO-BUCOKH JO3H
MHCYJIHH WIH NEpPOpaiHu aHTHAKA0ETHH CpeAcTBa NMpH npuwiaraye Ha JekcasoH.

[No Bpeme Ha neueHue ¢ JexcasoH e HeoGxoamuMo peoBHO MPOCNEAABAHE HA KPLBHOTO HAIATAHE,
0cobeHO MpH MpHNaraHe Ha BUCOKM [I03H H NPH NALMEHTH C JIOILO KOHTPOJIUpaHa XUIEPTOHHA.

[NaumeHTH ¢ TexKA CHLPACHHA HEAOCTATBYHOCT TPAGBa Aa GHAaT HAGMIOAABAHK BHUMATEITHO, nopany
PHCK OT B/IOLLIABAHE HA CHCTOAHHETO HMM.

[ipu npunarake Ha BUCOKH JI03H ICKCAMETA30H MOXE A BhL3HUKHE GpafvKap/us.

PHCKBT OT yBpexaaHe Ha CyXOXHINA, TEHAMHHTH M Pa3KbCBaHE HA CYXOMXWIHMS CE TOBHILABA NnpH
€AHOBPEMEHHO NpHNaraHe Ha GIyOPOXHHONOHH H MIOKOKOPTHKOHIM,

[IpH ¢cBNBTCTRALLIA MHACTEHHA FPaBHC MO BpeMe Ha JieYeHUE ¢ JEKCAMETA30H MOXE IThPBOHAYATHO A
HACTLITH BIOLIABAHE HA 3a00/I8BAHETO.

BaxCHHHpaHETO C HHAKTHBHPAHH BAKCHHH OGHKHOBEHO € BBIMOXKHO, Tpa6Bea obave aa ce Hma
NPEABHA, Y€ HMYHHHAT OTTOBOP M YCIEIIHATA BAKCHHALMA MOTAT Aa ObAaT KOMIPOMETHPAHH NIPH
NMPHJIAraHe Ha MO-BHCOKH A03H KOPTHKOCTEPOUIM.

Tps0Ba Aa ce ocHrypm ocTaTh4eH npueM Ha Kanuil U Npu HeoBXORUMOCT Ja ce OrpaHH4H ¢ JHeTa
MPHEMBT Ha HATPHH NPH NaUMEHTH, MPUNAraly BHCOKH JO3M ekcaMeTa3oH. CepyMHHTe HUBA Ha
Kanuit Tps6ea na 6waaT npocaeasBaHu.

Pa3koTo npexkparssane Ha KOPTHKOCTEPOMAHO JIEYEHHE, IIPOBEXIAHO NOBeye oT 10 IHH, MOXe aa
aosene A0 00OCTpAHE HIH PELIMAHB HA OCHOBHOTO 3a00/IABaHE, KAKTO H 10 ocTpa HanbowubpeuHa
HEJOCTaTLYHOCT/CHHAPOM Ha OTHEMaHE Ha KOpPTH30H. CnenoBaTeNHo, NpH NiaHHpaHe Ha
NpCYCTAHOBABAHE HA ITPOAB/KHTENTHO KOPTHKOCTEPOMIHO fIeYeHHE, A03aTa TpOBa Aa ce HaMansBa
MOCTENEHHO.

Creundnyny BUpYCHH 3a6013BaHKA (BapHLEena, MOPSHIH) MOTAT J1a MPOTEKAT MHOTO TEMXKO npH
NALACHTH, JICKYBaHH ¢ IMOKOKOPTHKOCTEpOHAH. OcobeHo 3acTpalleHH ca HMYyHOKOMIPOMETHPAHH
NaUXEHTH, KOMTO He ca bonexysanu oT MOPOWIH WIH BapHiena. AKO N0 BpEME Ha JIEYEHHE C




or TLS, xaTo nauMeHTH ¢ BHCOK NposHepaTHBEH MHAEKC, FOIMO TYMOPHO HATOBAPBAHE M BUCOKA
{YBCTBHTEHOCT KbM UHTOTOKCHYHH CpeficTBa, TpAOBa aa 6baar HabnmonaBaHu BHHMATENHO W Aa ce
MpeANPHEMAT NOAXOAALIH NPEANAZHH MEPKH.

[punoxennero Ha [lekcason MoxKe /1a JOBEAE 10 NONOKHUTE/HH Pe3yTaTH NPH aHTHAONMHIOBHTE
KOHTPOJTHH TECTORE.

MHTpaBeHO3HOTO HHXEKTHpaHe TpAOBa Aa ce H3BbPLIBA 6aBHO (MOHe 2-3 MMHYTH). [Tpu TBBpAOE
OBp30 HIDKEKTHPaHe MOTAT Ja Ce MOABAT KPATKOBPEMEHHH H OTHOCHTEITHO JIEKH HEKeNaHH peaKLHH
ron gopmara Ha napecresnu (C MPOABIKHUTEHOCT A0 3 MUHYTH).

JlekcasoH € JiekapcTBeH MPOAYKT, NpelHa3HAYeH 38 KpaTKOCpouHa ynoTpeGa. AKo ce Npwiara 3a no-
ABJTT NEPHOA OT BpeMe, Ca HEOOXOAMMH AOITE/IHHTENIHH MPEANAa3HH MEPKH H MPHXH, KAKTO €
ONTHCAHO 32 NPEAHA3HAYCHH 38 NPOABDKUTENHA yNoTpe6a IekapCTBeHU MPOAYKTH, ChIbpXKaLlH
FNIOKOKOPTHKOCTEPOH,IH.

IIpyu nokanHo npuaoxeHHe, TpAGBa Aa Ce HMAT NpeaBH]T Bh3MOXKHHTE CHCTEMHH HEXEIaHH peaKkLMH U
JICKAPCTBECHH B3aUMOAEHCTBHA.

BrTpecTaBHOTO NPHIOKEHHE Ha MMIOKOKOPTHKOMM NOBKIIABA PUCKA OT CTABHM HWH(EKLIHH.
ITpoABIKHTENHOTO H MOBTAPALIO CE NPHIArAHe Ha NTIOKOKOPTHKOMAM B HOCELWTE CTABH MOJXKE 1a
BJTOLIH CBBP3AHHTE C H3HOCBAHETO CTABHH NPOMEHH. TOBa BEPOSTHO Ce TBIDKH Ha NPETOBapBaHe Ha
3aCerHATHTE CTaBH cnell obnekuaBaHe Ha 60nKaTa WK APYTrH CHMITTOMM.

DeoXpOMOLIMTOMHA KpH3a
Cpobiana ce 3a PpeoxpoMOLMTOMHA KPH3a, KOATO MOXeE a3 Obe ¢ neTaleH H3XO0, ClIe] npunarate

Ha CHCTEMHH KOPTHKOCTepOoHAH. KopTHKkocTepouauTe TpaGaa aa ce NpuiaraT npy MaLWeHTH ¢
NOJO3HPaH KIIH YCTAHOBEH (JECOXPOMOLIMTOM CAMO CJIET TTOAXOAALLIR OLIEHKA HA CHOTHOLIEHHETO
non3a/pHUcK.

3pYTeNHH HApYLIEHHS
[lpn cHcTemHa M okanHa ynoTpe6a Ha KOPTHKOCTEPOMIM MOTAT /8 BE3HHKHAT HAPYLIEHHA Ha

3PEHMETO. AKO NALMEHTET HMA CUMIATOMM KATO 3aMBIVICHO 3PEHHE WU IPYTH 3PHTEIHHA CMYLLEHH,
TOH TpAOBa na GbAe HacOueH KbM O(TAIMOIOT, 38 [1a C¢ OLEHAT BL3MOXKHHTE NPHUHHHU, KOHTO MOTAT
fla BIUTIOYBAT KaTAPAKTa, INayKoMa HiIH peakH 3a00/1MBaHHs KaTo LEHTpanHa cepo3Ha
xopuoperuHonarus (CSC), koHTo ca chobiuaraHu caen ynoTpeba Ha CHCTEMHH WIH JIOKATHH
KOPTHKOCTEPOHH.

XHUNeprpogu4Ha KapAHOMHONATUS

XHNEepTPOpHYHA KAPAHOMHONATHSA € NOK/IANBAHA CNIEM CHCTEMHO NPHIOKEHHE Ha KOPTHKOCTEPOHIH,
BKIIIOYHTCITHO ACKCAMETA30H, MPH NpeXAeBpeMEHHO poAcHH Oebera. B noseyero ¢cboOiasaHu
cry4aH ToBa € 6o obpaTHMo cnen cnmpaHe Ha neuenuero. [Ipu HexoHOCEHH HOBOPOJEHH, JIEKYBaHH
CBC CHCTEMEH AEKCAaMETa30H, TpAOBA 4a C€ HaNpaBH AMarHOCTHYHA OLIEHKA M MIPOCNEAABAHE HA
ChpAeYHATA QYHKLIHA H CTPYKTYpa (BX. TouKa 4.8).

Ilpu neuenue Ha Covid-19
IprnaraHeTo Ha CHCTEMHHM KOPTUKOCTEPOHMAM He TpAGBA fa 6bAe CIMPAHO NPH NMALMEHTH, KOHTO Beue
Ce IEKYBaT CbC CHCTEMHH (NEPOPATHH) KOPTHKOCTEPOHAH MO APYTHM MPHYHHH (HAIp. MALMEHTH C
XPOHUYHa 06CTpyKTUBHE GenonpobHa 6onecT), HO KOHTO He Ce HYXKIAAT OT JOIMBIHHTENHA
KHCIIOPOAHA TEPAaIus.

JIOKATHO NpHIOKEHHE B 0DTANMOIOrUsaTa
CunapomsT Ha Kywunar w/unn nanGu6peunara cynpecus morat na GbJar cBbp3aHu
abcopbuys Ha HHTPAOKYNapEeH AEKCAMETA30H Cliefl HHTEH3HBHO WIH NPOIB/DKHATETHO
MPEAPA3NOJIOKEHH NaLHEHTH, BKIIOYHTENHO AeLa H MalMeHTH, TeKyBaHH ¢ MHXHO
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(BKITIOUHTETHO PHTOHABHP H KOOHUMCTaT). B Te3u cnyuan neyenueto Tpabea Aa ce npeycTaHOBH
NOCTENEHHO.

[leanaTpUyHa nonyJsaims
B nepuoaa Ha pacTex M pa3sBHTHE Ha AeLia H IOHOLLX TpAGBa BHUMATE/THO Ja Ce OLIEHH

CBOTHOLLEHHETO MT0/138/PUCK N0 OTHOLIIEHHE HA TepanuaTa ¢ JleKcasoH.

HenoHoceHH HOBOPOAEHH

HanuyHuTe J8HHH NOKA3BAT ABJITOCPOYHHU HEXENaHH PEAKLMH 110 OTHOLIEHHE HA HEBPOJIOTHYHOTO
pa3BHTHE C/iell paHHO NpHaarale (Npeay 96-Tua vac cnen paxaaHeTo) Ha AEKCAMETA3OH B HaYaTHH
nosu ot 0,25 mg/kg ABa MbTH RHEBHO NPH HEAOHOCEHH HOBOPOAEHH ¢ XpoHnuHa GenoapobHa Gosnecr.

[lanueHTH B CTapyecKa BL3pacT
Tbit KaTO NpH NAUHEHTUTE B CTAPYECKA BB3PACT PHCKBT OT OCTEONOpPO3a € NOBHIIEH, Tpa6Ba

BHUMATEJTHO /12 C€ [IPELIeHH ChOTHOLIEHHETO MOA34/PHCK MPH NeyeHue ¢ JexcasoH.

[ToMomIHY BelllecTRa
To3u nekapcTeen nponykT ceabpxka 0,3892 mg HaTpuit B eHa aMITy1a, KOHTO ¢4 EKBHBASICHTHH Ha

0,02% or npenoprunTENHHA MAKCHMANICH JTHEBEH ITPHEM OT 2 g HATPHUIE 3a BL3PACTEH.
4.5 BsaumopelicrBHe ¢ APYI'H JIEKAPCTBEHE NPOAYKTH H APYrd GOPME HA B3anMoOAeHcTBHE

INomy)kuBOTHT Ha [IOKOKOPTHKOCTEPOUIHTE MOXKeE a 6bJe yAh/DKeH NPH eAHOBPEMEHHA ynoTpeba ¢
€CTPOreHH (Hanp. NEPOPaAIHA KOHTPAUENTHBH), KATO NO TO3H HAUKH e()eKTHT Ha KOPTHKOMIHTE MOXE
Ja Ce YCHIIH.

EnnoBpeMeHata ynorpeba ¢ nexapcTsa, HHIYKTOpH Ha uepHoapoGHu eHsuMH (CYP3A4), kato
prudamMnHUKH, peHHTOUH, GapbuTypaTi, Kap6aMasemiH, MPUMHIOH, MOXE Ja JOBEAE A0 NMOBUILIEHHE
Ha METaGONHTHHUS KITHPLHC Ha NEKCAMETA30H, H B PE3yJ/ITAT Ha TOBA 10 OHIDKEHHE HA ILTA3SMEHHTE MY
HUBA H OTCNabBaHe Ha HeroBusA egdekT.

Huxuburopure Ha CYP3 A4, KaTO KETOKOHA30J1, HTPAKOHA30J1, PHTOHABHP M KOOGHLMCTAT MOTaT Aa
HAMAJIAT KNHPBHCA Ha ICKCAMETA30H, KOETO MOXe [a I0BeIe A0 YCWIBaHe Ha edexra H HanbnOpeuna
cynpecua/cuuapom Ha Kywnnr. Tasuw koM6unauus Tpabea fa ce u3barea, oCBEH B ClTy4aHTe, KOraTo
NON3aTa OT JICYEHHETO HAIBHINABA TNMOBHLICHHS PHCK OT CHCTEMHH HEXeJIaHM peakiMd. B Te3n
CITyuqay, nauMeHTHUTe Tpadsa Ja 6baaT HabMoAaBaAHU BHUMATEHO 38 NOABA HA CHCTEMHHM
KOPTHKOCTEPOHAHHM HEXENaHU eeKTH.

MeTabonu3MBbT Ha FIIOKOKOPTHKOCTEPOHANTE MOXKE 1A C& YCKOPH NPH NpunaraHe ¢ eenpuH, KaTo
no TO3H HAYHH MOXE 14 C€ HaMaJIH TAXHATA €(PEKTHBHOCT.

EnHoBpemeHHOTO npunioxkeHne ¢ ACE-HHXHOHTOpH BOAH A0 MOBHLIEH PHCK OT MPOMEHH B KPLBHATA
KapTHHA.

TOKCHYHOCTTa Ha ChPACYHHTE MHUKO3UAH MOXE J1a CC MOBHILIHN NPH KaNnHEB ,Ele(blfllll'l'l‘.

EnHoBpeMeHHa ynoTtpe6a Ha ITIOKOKOPTHKOCTEPOHIM ChC CAMHAKYPETHLIM H AKCATHBH MOXKE Ja
MOBHIUH €KCKPELIMATA Ha KATHH.

XHNOrnuKeMHUHHAT ePeKT Ha aHTHAHabeTHUTE CPeACTBA MOXE Aa CE HAMAIH OT
rIIOKOKOPTHKOCTEPOHAHHTE JIEKAPCTBA.

[IpOTUBOCHCHPBAILMAT eeKT Ha KyMapHHOBHTE AHTHKOATYJIAHTH MOXE Jia Ce npoMe
CBITBTCTBALLO JIEYeHHE C MIIOKOKOPTHKOCTEpORAH. [TpoTpoMbBHKEOBOTO Bpeme Tpab
MpOC/EAABa NPH NALIHEHTH, KOKTO Ce JIEKYBAT eJHOBPEMEHHO ¢ JIeKca30H U KYMapH



aHTHKOAryaHTH, 32 1a ce H30erHe CnoHTaHHO KbpBeHe. IIpy KOMOHHHpaHO NPIWIOKEHHE ¢
TIFOKOKOPTHKOCTEPOHAN MOXE Ja Ce Ha/lOXKH KOPUrHpaHe Ha [03aTa Ha aHTHKOATYIAHTHTE.

PHCKBT OT CTOMAIIHO-4YPEBHHU A3BH H KbPBEHE C€ MOBHIIABA NIPH EAHOBPEMEHHA ynoTpe6a Che
CaTHUMIATH, HHAOMETALUMH H PYTH HECTEPOHIHH NMPOTHBOBBL3NanuTentu cpeacrsa (HCIIBC).

Myckynnara penakcauns Moxe na 6bae yanmkeHa MpH koMGHHHPAHO ledeHHe C HeIeNnoIApH3HpaLLy
HEBPOMYCKYNHH OJ10KepH.

B13MO0XHO € JOMBLAHKTENHO NOBHILIABAHE HA BETPEOYHOTO HANIATAHE MTPH €JHOBPEMEHHO
MPWIOXKEHHE HA ATPONHH WIH APYTH aHTHXOJHHEPTETHLIM C JEKCAMETA30H.

KopTukocTeponaHaTa Tepanis MOXe Ja peAH3BHKA OHHKABAHE HA KOHUCHTPALHATA HA
Mpa3sHKBaHTEN B KPLBTA.

ChLUECTBYBA MOBHIIEH PUCK OT MHONATHA H KAPAHOMHOINATHS MPH €IHOBPEMEHHO MPIIOKEHHE Ha
ACKCAMETA30H € XJIOPOXHH, XMAPOKCHXJIOPOXHH, MEDNOXHH.

ITonmwkeHo nosHiasane Ha TCX mMoxe fa ¢ perncTpHpa 1o BpeMe Ha NPHIIATAHE HA IPOTHPEITHH.

[NosHieHa YyBCTBUTEITHOCT KbM HHOEKLIHH H BIOLIABAHE HIH MPOKBA Ha ATEHTHH MHEKLIHK ca
BB3MOXKHH MPH CHITETCTBALLO NpHJIaraHe Ha ASKCaMETa30H C ApPYTH HMYHOCYNPECHBHM cpeacTsa. B
AOITL/IHEHHE: NPK €JHOBPEMEHHO MpUJIAraHe ¢ UHKJIOCIIOPHH, KPbBHHTE HHBA HA LMKIIOCTIOPHH MOXKe
Aa ce NOBHLLIAT, KOSTO BOAM A0 NMOBHIIEH PHCK OT I'bpPYOBE.

KombuunpaHara ynotpeba ¢ Gu1yopoXHHONOHHM MOXe 1a TIOBHILM PHCKa OT NPOGNeMHU ¢be
CYXOXHITHATA.

KoXHHTe peakuiH NpH aNnepruyHy TECTOBE MOraT Aa 6bAaT NOTHCHATH 110 BpeMe HAa JIEYEHHE ¢
JEKCAMETAa30H.

4.6 PepraauTter, GpeMeRHOCT H KLpMene

BpeMmeHHOCT
JlexcameTason npemM1Hasa npes niauenTara. [1o Bpeme Ha GpeMeHHOCT, 0cOGEHO Npe3 MbpBHS

TPHMECTBP, Jlexcason TpabBa Aa ce npisara camo ciel BHHMATETHA OLIEHKA HA ChOTHOLLIEHHETO
MoN3a-pUCK.

IpH NpOABKUTENHO JIEYEHHE C IMIOKOKOPTHKOHAH N0 BpeMe Ha GpeMEHHOCT He MOTAT Ja ce
W3KMIOYAT HAPYLIEHHA Ha pacTeka Ha Iioja.

IlpunaraneTo Ha KOPTHKOCTEPOHAH NPH GPEMEHHU XKHBOTHH MO3KE 112 TIPHYUHH QHOMAJIHH B
Pa3BHTHETO Ha IUI0/1a, BIIIOYHTEITHO LIENHATO Hedlle, 3abaBaHe Ha BLTPEMATOUHHA pacTexk U edeKTH
BBPXY MO3BYHHKA PacTeK H pasBHTHe. Hama noka3aresicTea, Y€ KOPTHKOCTEPOHAHTE BOAAT A0
NOBHIICHA HECTOTA HA BPOACHH AHOMAIIHH, KATO UeNMHaTO HebLie/uenHaTa ycTHa NpH Xopa (BXK Touka
5.3).

AKO I'TIOKOKOPTHKOMIMTE C€ NPHITAraT KbM Kpas Ha GPeMEHHOCTTa, ChLIECTBYBA PHCK OT aTpodya Ha
HapOBsOpeuHaTa Kopa Ha IIoJa, KOETO MOXKe [a HATIOXKH NOCTENEHHO MPUNaraHe Ha 3aMeCTHTETHO
neyeHue NMpH HOBOPOAEHOTO.

ITpoyyuBaHHS NMOKA3BAT MOBHILEH PHCK OT HEOHATATHA XMNOTJIKKEMHS CJICH MPEHATANHO
Ha KpaTbK KYpC ¢ KOPTHKOCTEPOHAM, BKIIOYHTETHO ACKCAMETA30H, NIPH XKEHH HAT0KE
KbCHO MPEKAEBPEMEHHO PayKIaHe.



KppMmeHe
JexcamMeTa3oH ce ekcKpeTupa B KbpMata, Jlocera He € JOKIafBaHO, Ye TOB& MOXKE Na HaBpeaH Ha

kbpmaueto. Brnpexsu ToBa, [lekcasoH TpaGea la ¢ce H3MON3Ba C IOBHILIEHO BHHMAHKE NPH KbPMELLH
XKEHH CaMO KOraTo € cTporo Heobxoanmo. Ako nopaau 3a60naBaHeTO ca HEOOXOMHMM IT0-BHCOKM
A03H, KbpPMEHETO TpAOBA a ce NPeyCTAHOBH.

4.7 Edextu Bppxy cnocofnocrra 3a mopupane u pabora c MAmIHHH

Jlexca3soH He MOBMHMABA WK NOBJIHABA PeHEGPEKUMO COCOBHOCTTA 32 WodUpane K pabora ¢
MallHHH,

4.8 Hexenanm JexKapCTBEHH PEAKNHA

PHCKBT OT HexKeNaHH PeaKLMH € HHCBHK N0 BpeMe Ha KPATKOCPOUYHO JIEYEHHE C JEKCAMETA3O0H, ¢
H3KNIO"4€HHE Ha MAPEHTEPAIHA TEParHA C BACOKH 03, NPH KOATO MOTAT A8 HACTBLIAT NPOMEHH B
ENEKTPONTHTHHA OaNnaHc, NosBa Ha OTOK, MOBHIIABAHE Ha KPbBHOTO HA/IAFAHE, ChPACUEH apecT,
HapyLeHHA Ha CbPACYRHA PHTHM WIH KOHBYIICHH, 8 KJIHHHYHY NPOSBH Ha HHQEKLMH MOTAT Ja ce
O4aKBaT H [0 BpEME Ha KPaTKOCPOYHO JieueHHe. Tpabea aa ce oOBpHE BHHMAHME HAa BB3MOXKHH
CTOMaWHH H YPEBHH A3BH (4ECTO MPEAM3BHKAHH OT CTPEC), Thil KATO NEUEHHETO C NIIOKOKOPTHKOMIM
MOJXKE 22 NOTHCHE TEXHHTE CHMITTOMM, KAKTO H HA HAMANIABAHE HA IMIIOKO3HHUA TOJNEPAHC,

Morar 14 Bb3HUKHAT CNCOAHHTE HEXENAaHH peakiiMi, T€ ¢a CWIHO 3aBUCHMH OT J03aTa U
IPOIB/DKHTCITHOCTTA Ha ICYEHHETO, NMOpaaH KOETO HECTOTAaTa HM HE MOXKe 1a 6bae onp<AaciCHa,

Hudexuuu 1 uHdecTaru

MackupaHe Ha HHEKLIHH, N0ABA, 0GOCTPAHE WIH PEaKTUBHPAHE HA BUPYCHH, MOHUHH, baxrepHaNHH
HHGEKLUHH, HHOEKLMK, TPHIHHEHH OT MAPA3HTH H ONOPTIOHWCTHYHH HHQEKILHH, aKTHUBHpaHe Ha
CTPOHTWIOHA03a (BX. To4ka 4.4.).

HapyiieHus Ha KPBBTa U IUMPHATA CHCTEMA

YMepeHa neBKounTo3a, NUMGpONEHHs, €O3UHOTIEHHS, MOTHLIUTEMHA.

HapywieHHs Ha HMyHHaTa CHCTEMa

Peaxilun Ha CBPBXYYBCTBHTEIHOCT (HANPHMED JIEKAPCTBEHO-HHAYLIMPAHA €K3aHTEMA), TEXKH
aHa(UNAKTHYHH peakiuH, BKIHOYBAILH ADUTMUS, OpoHxocHasbM, XHNEPTOHKA WIHM XHTNIOTOHMUS,
LMPKYNIATOPEH KOMAIC, CBPAEYeH apecT, oTcnabBaHe Ha UMYHHHS OTTOBOD.

HapyuieHus Ha eHIOKPHHHATA CHCTEMA

Cutapom Ha Cushing (THnHuHH CHMITTOMH ca iyHONOAOGHO JTHIE, KOPEMHO 3aTIIBCTABAHE M JIHIIEBA
ruteropa), Haabpbpeuna cynpecus (Bx. Touka 4.4).

Hapywenusa Ha Mmetabonusma u XPaHEHEeTO

3afpBXKKA HA HATPHI C OTOLM, MOBULIEHA EKCKPELIMA HA KA (BHUMAHUE: ONACHOCT OT APUTMHH),
NOBHILABAHC HA TEJICCHOTO TEIJ10, HAMAJICH ITIOKO3EH TONepaHc, 3aXapeH auaber,
XHIIEPXONECTEPOSIEMUA H XHITEPTPUITIMLIEPHASMHA, TIOBHILEH aNeTHT.

[IcHXHYHH HapyLUESHHS
Henpecursa, pa3apasHUTENHOCT, eyhOpHA, XHNEPAKTHBHOCT, NICHX034, MaHHA, XQMOLHHALWH, MPOMEHH

B HACTPOCHHETO, TPEBOXKHOCT, HAPYILIEHHA HA ChbHSA, CYMIIMAHH MHCIH

Hapyuienus Ha HepBHATA cHCTEMA
Pseudotumor cerebri, nposisa Ha NaTeHTHa CMUIENCHS, IIOBHIICHA BEPOATHOCT OT MPHIL
Cityyal Ha NPOsiBEHa €NHJICTICHS.




HapyiieHis Ha ouuTe
Karapakra, ocobeHo cbe 3anHa cyGkancynapHa HeNpo3paYHOCT, MAayKOMA, BJIOIIABAHE HA

CHMITTOMHTE, CBBbP3aHH C 43BA Ha POrOBHLIATA, MOBHIUEH PHCK OT BUPYCHH, rbOHYHH H 6akTepHanHu
HH(EKLUHH Ha OKOTO, BiIOIIaBaHE Ha GakTepHaNHH HHMEKLMHU Ha pOroOBHUATA, ITTO33a, MHAIPHA3a,
X€M03a, ATPOreHHa nepQopaums Ha CKIepara, XOpHOPETHHONATHR. PeaIki crydau Ha obpaTum
eK30(TAIM, XEpNec CHMILIEKC KEPATUT ClieNl CYOKOHIOHKTHBAIHO NPpHIOKEHHE, nepdopalya Ha
POroBHLIATa B CITyYal Ha CHLUECTBYBALI KEPATHT, 3aMBIVIEHO 3peHHe (BXK. Touka 4.4).

ChbpaeyHH HapylIeHHUs

Xuneprpodutina KapAMOMHONATHA NPH NPEeXIEBPEMEHHO POAeHH GeGera (BX. TouKa 4.4),

CbIOBH HAPYIIEHHS

ApTepHania XHNEPTOHHS, NOBHUILEH PHCK OT aTepockneposa H TpoM6o3a, BACKYNHT (CHLIO KATO
CNCACTBHE HA CHHIPOM Ha OTHEMaHE el NPeKbCBaHe Ha NPOAB/DKHTEITHO JIedeHHe), OBHLIEHA
YYTIHBOCT Ha KalUIIAPHTE.

C TOMalIHO-4YPEBHH HApYLIEHHS

CTOMAIIHO-4PEBHH S3BH, FACTPOHHTECTHHATHO KbPBEHE, MAHKPEATHT, CTOMALICH AMCKOMQOPT.

HapyleHHs Ha KOXATa M NOJKOXKHATA ThKAH

Crpuu (striae rubrae), atpodus, TEJICAHIMCKTA3HH, [ETEXHH, €KXHMO3H, XHIIEPTPHX034, CTEPOHAHO
aKkHe, po3aues-noaobeH (NepHopasneH) IEpMaTHT, MPOMEHH B MHIMEHTALIMATA Ha KOXKATA.

HapymeHus HA MYCKYJIHO-CKENIETHATA CHCTEMA H CHLEAHUHUTENHATA ThKAH

Muonarus, MyckynHa arpodms U cnabocT, H OCTeonopo3a (A0303aBHCHMH, BE3MOXKHH H NpH
KPaTKOCPO4HO JIeHEHHE), ACCNITHYHA KOCTHA HEKPO3a, HAPYLICHKS HA CYXOXKWIMATA, TEHAUHHT,
Pa3KbCBAHHA HA CYXOXMIIHA, €NHWAYPaIHa JTIHNOMATO34, MOTHCKAHE Ha PacTexa NpH Aeua.

HapyuwieHus Ha PENPOTYKTMBHATA CHCTEMA W I'bPAATA
HapywieHa CEKpeLKA Ha MOJJOBHTE XOPMOHH (TIPHYHHABALLA HEPEJOBHA MEHCTpYaluHs 40 aMEeHopen,

XHP3YTH3IBM, HMITOTEHTHOCT).

OO0LM HApYLIeHUs U eeKTH HAa MACTOTO Ha OPUIOKEHHE

baBHo 3apacTBaHe Ha paHu.

JlokanHo npuaoxenue: B13MoXHHU ca NoKaiHO ApasHeHe H HEMOHOCHMOCT (ycelllaHe 3a TOIUIHHA,
npoawDkHTE/IHA 6onka), ocobeHo npH npuaoxkeHHe B 0koTo. He Moxe na ce M3kmoun pa3BUTHE Ha
KOXKHa aTpodus H aTpodHA HA MOMKONKHATA THKAH HA MACTOTO Ha HIDKCKTHpaHe, ako
KOPTHKOCTEPOHANTE HE C€ HHIKEKTHPAT BHHMATENMHO B CTABHATA KYXHHaA.

Chobasane Ha NONO3UPAHH HEXEIIAHU DEAKLIMH

CbobluaBaHeTo Ha NOAO3UPAHY HEXEIaHH PEAKLIMH CE/ paspeiiasaHe 3a ynotpeba Ha JiekapcTBeHHA
MPOAYKT € BaKHO. Tosa no3songBa aa NpOALDKH HAGMONEHHETO Ha CLOTHOLIEHHETO Moa3a/pHcK 3a
NIEKApCTBEHHA NPOAYKT. OT MEAHIMHCKHTE CMIELMATHCTH Ce M3HCKBA Ja ChOOIIABAT BCAKA
MOAO3WPaHa HeXKeNaHa peaKkLMs ypes:

H3mbandTe/IHa areHOHYA N0 JeK’apCTBaTa
yn. ,,JamaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebeaift: www.bda.bg




4.9 Ilpeno3mpane

CumMoToMH

He ca u3BecTHH OCTPH HHTOKCHKALIMH C AeKCaMeTa3oH. [IpH XpOHHYHO Npeao3upaHe MOXKe Aa ce
O4aKea NOTCHUHPAHE Ha HEXeNaHHUTe peakiiHH (Bx. Touka 4.8), ocobeno Te3u, cBLp3aHM ¢
€HAOKPHHHATA CUCTEMa, MeTab0IM3MA H ENeKTPONHTHHA GasaHc.

5. ®APMAKOJIOrHMYHH CBOHCTBA
5.1 @apmaxkoaHHAMHYHH cBolicTBa

@apmakoTepanesTHyHa rpyna: Koprukocteponau 3a cucreMHa ynotpeda, rmoKOKOPTHKOMAH,
ATC xon: HO2ABQO2

HlexcameTasoH e MOHOGUTYOpHpAH TMIIOKOKOPTHKOM/ C H3PA3CHH AHTHAJIEPIHYHH,
MPOTHBOBBIMANHTEIHHH H MeMOpaHHO-cTabHH3HpaIH cBo#icTBa, M edeKTH BLPXY MeTabonmisMa Ha
BBITIEXHAPATHTE, OENITHLIMTE W MASHUHHTE.

HAexcameTason umMa npuGAH3HTENHO 7,5 METH NO-CHITHA NMIOKOKOPTHKOMAHA AKTHBHOCT OT
MPCAHH3O/IOH H NPERHH3OH, & B CPABHEHHE C XHAPOKOPTH3OH, Toit € 30 mbTH no-eeKTHBEH, NpH
OTCHCTBHE HA MHHEPANKOPTHKOMAHH e(eKTH.

[ IFOKOKOPTHKOCTEPOHAMTE, KAKTO M AEKCAMETA30H, MMPOABSBAT CBOATA GHOIOrMYHA AKTHBHOCT 4pe3
aKTHBHPAHE HA TPRHCKPHIUMATA HA YYBCTBHTENIHH KOPTHKOCTEPOHAHH reHH. [IpoTMBOBBINAIHTENHH,
HMYHOCYTIDECHBHM ¥ aHTHTIPOTH(epaTHBHK eeKTH Ce NIOCTHTaT upe3 HaMassBaHe Ha oOpasyBaHero,
0CBOOOMKIABAHETO H AKTHBHOCTTA Ha MEIHATOPH Ha BB3NAJICHUETO H MOCPEACTBOM HHXHEHMpaHe Ha
cetMPUUHH GYHKLUHMH H MHTPALMA HA Bb3NANHTETHH KaeTkd. OCBeH ToBa, KOPTHKOCTEPOHUIHUTE
MOraT 1a MHXHOHPAT edexTHTE Ha YyBCTBHTETHHTE T-1MGOLNTH H MaKpODary BLPXY NPHLIETHHTE
KJIETKH.

Koraro e HeobxonnMa npoasInKHTENHA Tepanus ¢ KOPTHKOCTEPOH/IH, TpAGBA 13 ce BieMe NpeaBUA
BB3IMOXKHATE HHAYKUMA Ha npexonHa HaadbubpevyHa HeaocTaThYHOCT. [TOTHCKAHETO HE XHIOTAIAMO-
xunoduso-HanGsOpeuHarTa oc, 3aBHCH CBLIO H OT HHAMBHIYATHH (BaKTODH.

Seuenue na Covid-19
[1poyusanero RECOVERY (Panaomusupana oueHka Ha TepanusTa 3a COVID-19) e HHHLUMHpaHO OT
H3C/ICA0BATE/INTE, HHAHBHUAYAIHO PAHIOMH3HPAHO, KOHTPONIMPAHO, OTBOPEHO MPOYHBAHE C
a[anTHBHA IIATPOPMa 38 OLICHKA Ha €(PEKTHTE OT NOTEHLHANHH JIeYEHH [IPH NALMEHTH,
xocnuranuiupasu ¢ COVID-19.

I1poy4sanero e nposeneHo B 176 GonHu4HH 3aBeAcHUA BHB BenukoGpuranus.

6425 nauueHTH Ca paHIOMH3HPAHH A NOYYABAT WK AekcaMeTasoH (2104 naLyeHTH) Wi caMo
obuualino neveHne (4321 naunenTn). 89% oOT naimeHTHTE ca KMaIH TaGOPATOPHO NOTBBLPAEHA
SARS-CoV-2 nudexuus.

Ipu panpomMuzalpaTa, npu 16% OT NaUMEHTHTE € IPUIOKEHA HHBA3HBHA MEXAHMYHA BEHTHALLUS
WY €KCTpakopnopanHa MeMOpaHHa OxkcHreHaums, 60% ca monyuananu caMo KHCI0poa (¢ wiH 6e3
HEHHBA3HBHA BEHTHNALWA), a Npu 24% He ca NpHIaraHy HUTO €XHOTO, HUTO JIPYIOTO,

[MaumenTrTe ca 6K Ha cpeana Bw3pacr 66,1+/-15,7 ronunn. 36% OT nauMeHTHTE ca HHIH KEHH.
24% ot nauueHTHTE ca OHUnM ¢ aHamMHesa 3a quaber, 27% 3a cbpaeuHo 3abonspane 1 21% 3a
XpoHHUYHH GenoapoOru 3abonasaHus.

[TupBauHa KpaiiHa TOYKA
CMBpPTHOCTTA 3a 28 fHeBeH NEPHOA € 6Hia 3HAYHTENHO MO-HHCKA B IPYTIATA Ha JeK
CpaBHEHHe C rpynara ¢ o6H4aliHO NeyeHHe, KaTO CMBPTHH CIyuaH ¢a cLoGLIEHH np
nawHeHTH (22,9%) u cvoreeTHO npu 1110 ot 4321 naunenty (25,7%), (koeduueHT
Ha pucka - 0,83; 95% nosepurenen unrepsan [CI], 0,75 mo 0,93; p<0,001).



B rpynara Ha nexcameTasoH, Y€CTOTATA HA CMBPTHHTE CITY4aH € MO-HHCKA OTKONKOTO B rpynarac
00uyaiiHO JieyeHHe NPU NaUMEHTH Ha WHBA3HBHA MEXAHMYHA BEHTWIALMA (29,3% cnpamo 41,4%;
KOEQHUUEHT Ha CHOTHOLIEHHE Ha pHcka - 0,64; 95% CI, 0,51 g0 0,81) u NPH NOTY4YaBalIHTE
AOMBJIHUTENTHO KHCNIOPO/ Ge3 HHBA3HBHA MEXaHW4HA BeHTHNALMA (23,3% cnpamo 26,2%:; KOe(PHLEHT
Ha CHOTHOUIECHHE Ha pHCKa - 0,82; 95% CI, 0,72 no 0,94).

He e ycranoBen kateropuueH edekT Ha AekcaMeTa30H NMPH NALMEHTH, KOHTO He ca NOMy4aBanH
AHXaTeHa oMol NpH paHaoMu3aumaTa (17,8% crnipamo 14,0%; koeduueHT Ha CHOTHOLIEHHE HA
pucka - 1,19; 95% Cl, 0,91 no 1,55).

BropuuHa kpaiina Touxa

[TauneHTHTE B rpynara ¢ AekcaMeTa3oH ca GHITH XOCNHTAIH3HPAHH 33 NO~-KPATKO OTKONKOTO TE3H B
rpynarta ¢ obu4yafHo nevenue (cpeano 12 auu cnpamo 13 aHM) 1 ca 6K ¢ no-ronsaMa BEPOATHOCT Aa
OBLAaT M3NKHCaHU XKHUBK B paMKUTe Ha 28 AHH (koepHLeHT Ha CHOTHOWEHHE Ha pHcka - 1,10; 95% CI,
1,03 o 1,17).

B croTBEeTCTBHE C MBbpBHYHATA KpaHHa TOuKa, Hall-ronaM eeKT OTHOCHO HM3MHMCBAHETO B paMKHUTE Ha
28 nnu e HabmonasaH NPy NAUMEHTH HA HHBA3HMBHA MEXAHMYHA BEHTWIALHA NpH PAaHAOMH3ALMATA
(koeduLieHT Ha CLOTHOLIEHHE Ha pucka - 1,48; 95% CI 1,16, 1,90), nocneasana or nomyuasaneTo
CaMO HA KHMCIIOPOA (KOS(HULIEHT Ha CLOTHOLIEHHE Ha pHeKa - 1,15; 95% CI, 1,06-1,24) Ge3
OnaronpusTen edexT NpH NaLKEHTH, KOWTO He ca NOyYaBaIH KHCAOPOA (KOSHLIEHT Ha
ChOTHOLICHHE Ha pHcKa - 0,96; 95% Cl, 0,85-1,08).

HMexcameTason Ob6auatino KoepaneHT Ha CHLOTHOWMEHAE
— JICHICHHE HA PECKA
Peaynrar (N=2104) (N=4321) (95% CI)*
6poi/obwy bpoti nayuenmu (%)

IILpBHYEH pe3yaTaT

CMBpTHOCT B paMkuTe Ha | 482/2104 (22,9) 1110/4321 (25,7) | 0,83 (0,75 —0,93)
28 nHm

Broprann pesyarata

Hanucanu ot SonHuua B 141372104 (67,2) | 2745/4321 (63,5) | 1,10 (1,03-1,17)
paMKHTE Ha 28 AHHM

HHBazuBHa MexaHHuHa 456/1780 (25,6) | 994/3638 (27,3) 0,92 (0,84-1,01)
BEHTWIALIHA WIH CMb)

HHBa3uBHa MexaHHUYHa 102/1780 (5,7) 285/3638 (7,8) 0,77 (0,62-0,95)
BCHTHIALIHA

CMbpT 387/1780 (21,7) | 827/3638 (22,7) | 0,93 (0,84-1,03)

*CBOTHOLIEHHATA HA PHCKA C& KOPUTHPAHH 32 BB3PACTTA CNpAMO CMEPTHOCTTA 38 28 OHH H
H3NUCBaHETO OT GoHHLA. CHOTHOWICHHATA HA PHCKA C&8 KOPHTHPaHH 3a BB3pacTTa CrpAMO
PE3YITATATE NPH NpUNarale Ha HHBA3HBHA MEXAHWYHA BEHTHNALMA WIH CMBPTHOCTTA H HelfHUTe
NOAKATEIOPHH.

tllaumeHTHTe HAa HHBA3UBHA MEXAHHYHA BEHTH/IALMA KbM MOMEHTA Ha paHAOMH3alHA Ca HIKTKOUEHH
OT Ta3H KATeropus.

BesonacHocr

Hma cpobiueny yeTHpH cepHO3HH Hexenanu cs6uTha (SAEs), CBBP3aHH C MPOYYBAHOTO JICUEHHE: [BE
SAEs ¢ xuneprnukemus, eano SAE cbe crepoua-unayunpata neuxosa u eqno SAE ¢ KBpPBEHE OT
FOPHHTE OTAC/H Ha racTPO-HHTECTHHAJIHHA TPakT. [IpH BCHUKH Te3H cyqan nalMeHTHTE ca ce
BB3CTAHOBWIH OT HacThITHIHTE SAES.

AHa/IH3 HA NOATPYNHTE

Egpexmu na nevenuemo ¢ JEKCAMETA30H evpxy 28-0neenama cMbpmrocm, pasnpe
653pacm U OUXAMERHO NOONOMAZANRe, NONYNEHO KbM MOMERMA HA PAHOOMUSAYUS.




Jlexkcamerason Oouuaiino OTHocHTeJIeH

JIeueHHe puck (95% CI)
be3 kncaopoa (y1°=0,70; p=0,40)
<70 10/197(5,1%) | 18/462(3.9%) . 1,31(0,60-2.83)
>70<80 | 25/114(21,9%) | 35/224(15.6%) - 1,46 (0,88-2.45)
>80 54/190(28,4%) | 92/348(26.4%) 1,06 (0,76-1,49)
Oomo 89/501(17,8%) | 145/1034(14,0%) — 1,19 (0,91-1,55)
Camo kucaopoa (y1>=2,54; p=0,11)
<70 53/675(7,.9%) | 193/1473(13.1%)| —=——o 0,58 (0,43-0,78)
>70<80 104/306(34,0%)| 178/531(33,5%) 0,98 (0,77-1,25)
>80 141/298(47,3%)| 311/600(51,8%) 0,85 (0,70-1,04)
O6mo  1298/1279(23 3% 682/2604(26,2%) P 0,82 (0,72-0,94)
Mexannuna BenTniaanus (3>=0,28; p=0,60)
<70 66/269(24,5%) | 217/569(38,1%) 0,61 (0,46-0,81)
>70<80 | 26/49(53,1%) | 58/104(55.8%) 0,85 (0,53-1,34)
>80 3/6(50,0%) | 8/10(80,0%) < 0,39 (0,10-1,47)
O6mo 95/324(29,3%) | 283/683(41,4%) - 0,64 (0,51-0,81)
?:::T"H“HHH 482/2104(22,9%) 1110/4321(25,7% < 2;3(: égfs 093

|
0,5 1,5
JlekcamerasoH ObwuuaiiHo neyeHue
nogodbpexue nonodpeHune

Ecpexmu na nevenuemo ¢ JEKCAMETA30H 6bPXY 28-OHesHama cMmepmnocm, pasnpeoenenu no
Ouxamenno noonomazane, ROAYYEHO KoM MOMEHMA Ha PAHOOMU3AYUA U AHAMHE3A 3a XPOHUYHU
3a0016aHUA.

Jdexkcamerason

OoOunuaiino
JIeUeHHe

OTHOCHTEIeH
puck (95% CI)

be3 kucaopon (x:1°=0,08; p=0,78)

[Mpeaxoano | 65/313 (20,8%) | 100/598 (16,7%)
3a00/19BaHe

bes 24/188 (12,8%) | 45/436 (10,3%)
[MPEeAX0HO

3abongaBane

O6mo 89/501 (17,8%)| 145/1034 (14,0%)

Camo kucaopon (y:1*=2,05; p=0,15)

1,22 (0,89-1,66)

1,12 (0,68-1,83)

1,19 (0,91-1,55)

[lpeaxoano | 221/702(31,5%)| 481/1473(32,7%) 0,88 (0,75-1,03)
3abonsBaHe

bes 77/577(13,3%) | 201/1131(17.8%) 0,70 (0,54-0,91)
MPEAXO0AHO

3a00/19BaHe

O6mo 298/1279(23,3%) 682/2604(26,2%) < 0,82 (0,72-0,94)
Mexannuna BenTuaanus (3>=1,52; p=0,22)

Mpeaxoano | 51/159(32,1%) | 150/346(43,4%) 0,75 (Q,Wif\
3a00/15BaHe Af’ﬁggii\"il . L;'j';"* I~ \
be3 44/165(26,7%) | 133/337(39,5%) 2}/ g—g/‘o,ﬂ}g.,za)?m\ _-
NpeaxoaHO —— “{ j_;,,ﬂr'i_;ﬁk?ﬂ e\
3ab0/151BaHe = | g X sl | -
O6mo 95/324(29,3%) | 283/683(414%) | <~ 0,64 (0,51-0.81) |/

\
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'432/2104(22,9%: 1110/4321(25,7%] <> 0,83 (0,75-0,93)

YACTHHIH p<0,001
| I 1 I
03 075 1 1,5 2
JlekcameTrasoH OOuyaiiHoO JieueHue
noaoOpeHune noaodbpenue

5.2 @apmMakoOKHHETHYHH CBOHCTBA

JlekcameTa3oH ce CBbP3Ba /10303aBUCHMO C TUIa3MEHHTE aloymMuHH. [Ipu MHOTO BHCOKH /103M,
OCHOBHAaTa My 4acT LUMPKyJ/iHpa cBOOOAHO B KpbBTa. [Ipn XunoanGyMuHeMus, 1€IbT Ha HECBBP3AHHUS
(AKTHBEH) KOPTHKOCTEPOM/L Ce MOBHIIaBa. YeTHpH yaca cjiel HHTPaBEHO3HO [MPHJIOJKEHHE Ha
PalHOAKTHBHO MApKHpaH JIEKCAMETa30H NPH XOpa, MAKCHMAaJIHATa KOHLIEHTPALH Ha JIEKCAMETa30H B
LiepedpocnHHAIHATA TEYHOCT € 0KOJIO 1/6 OT HeroBaTa na3MeHa KOHLEHTPALHS.

C OHONIOrHYHKSA CH NOJTYXKMBOT OT HaJ 36 Yaca, AeKCaMETa30H MPHHAIEKH KbM FTIOKOKOPTHKOMAWTE
C MHOT'O NPOAB/DKHTENHO ieHCTBHE. [lopanu abarocpounuTe My ehekTH MOXke 1a HACTBIHU
KyMYJIHpaHE W NPeA03UpaHe NMpH eXKeAHEBHO, HEMPEKbCHATO MPUIIOKEHHE.

CpeHUAT CepyMeH Moy KHBOT Ha IeKCAaMETa30H NPH BB3PACTHH € NpHGIM3uTenHo 250 MHHYTH (+80
MHMHYTH), ExckpeTnpa ce npeaumHo nipe3 6u6peuuTe noa Gopmata Ha CBOGOAEH 1EKCAMETA30HOB
ankoxos. Tok ce MeTabonn3Mpa YacTHUHO, KaTo METabOIMTHTE Ce eKCKpeTHpaT MPEeAUMHO 1pe3
OnOpeumre noa popmata Ha rOKYpoHaTH WK cy/ipatu. Br6peunara nucdyHKLIMS He Biusie
CBLICCTBEHO BbPXY CJIMMHHHPAHETO Ha ICKCaMeTa30H. ETMMHHALIMOHHHUST MOJIYKHBOT C€ yab/KaBa
[NpH TEXKKH YepHOApOoOHM 3abosaBaHus.

5.3 Ilpeakaunuynn 1anuu 3a 6e30NacHOCT

OcTpa TOKCHYHOCT

B pamkuTe Ha mbpeuTe 7 anu LDso 3a nekcameraso cien nepopasien NMPHEM Ha €AMHUYHA fo03a e 16
g/kg TenecHo Terso npu MULLIKK W Haa 3 g/kg TenecHo Terno npu masxose. Crnea eIMHUYHA NOJAKOXKHA
no3a LDso npu Muwku e nan 700 mg/kg TenecHo Tersno, a npu mibxose okoo 120 mg/kg TenecHo
TErJ10 npe3 nbpBUTE 7 AHK. 3a nepHoA OT 21 IHH T€3H CTOMHOCTH HAMAJIABAT, KOETO ce TBHJIKYBa KaTo
MOC/ICAHLA OT CEPHO3HUTE HH(PEKLIMO3HH 3a00/19BaHHUs, IPHYHHEHH OT XOPMOHATHO-TIPEJM3BUKAHATA
HMYHOCYTIPECHS.

XPOHHYHA TOKCHYHOCT

Hsima 1aHHM 3a XpOHHYHA TOKCHYHOCT MPH XOpa WIIH )KMBOTHH. He ca M3BECTHH CHMITTOMH Ha
KOPTHKOCTEPOH/IHA HHTOKCHKaLM. [Ipn npoabikuTenHa Tepanus ¢ 1034 Haa 1,5 mg/aHeBHO Morat
1a C€ OHAKBAT H3Pa3eHHU HEXeEJITaHW peakuMH (BxK. Touka 4.8).

MyTareHeH U KapUMHOIeHEH MOTEH LA
HanuuHuTe pesysiratv oT npoy4BaHHUs ¢ MIOKOKOPTHKOCTEPOH/IH He NpeI0CTaBAT J0Ka3aTe/ICTBa 3a
KJIMHUYHO 3HAYHUMH Nr€HOTOKCUYHU CBOMCTBA.

PenpoayKTHBHA TOKCHYHOCT

B npoyusaHus npu »uBOTHH € HabIl01aBaHa LIeNMHATHHA Ha HEBLIETO MPH TUIbXOBE, MHUIIIKH,

XaMCTEepH, 3aHLH, Ky4eTa W IPUMATH, HO HE U MPH KOHe H OBLIE. B HAKOM ciyyau Te3u Majipopmaunu

ca Onan kOMOMHHMpaHH ¢ edeKTH Ha LleHTpaTHATa HEPBHA CHCTEMA H Ha cepuero. Cnen excnoﬁ—%g’; e
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6. PAPMAUEBTHYHH JAHHHU

6.1 ChnHchK RA NTOMOIMHHETE BeIeCTBA

HaTtpues anxuaporendocdar aMxuapar;

Aunnarpues gocdar aHuxuapar;

IHuHaTpueB enerar,

[nuuepon;

PastBop Ha HaTpHes xuapokcua 1mol/] (3a kopekuys Ha pH);
1% pa3rsop Ha xoHUEHTpHpaHa GocopHA KHCETHHA,;

Boaa 3a HrDKeKLMH,

6.2 HechbBMECTEMOCTH

To3u nexapcreeH NpoAyKT He TpAGBa fa ce paspexaa ¢ APYIH JeKapCTBEHH NPOAYKTH, OCBEH C
uibpoexure B TOUKA 6.6.

6.3 Cpox na roguocr

3 roauHH

Cnexn orsapsHe Ha ammynara: ITpoaykrsT Tpsa6Ba aa 6bae usnonssan pennara. Tps6ea aa ce
H3M10/13BAT CaMO GHCTPH pasTBOPH. XHMHYHATA H GHUIHYHATA CTAGHIHOCT Ha paspeaeHMsA pa3TBOp
(xoraro e paspeneH ¢ u3GpoeHHUTe B ToUKA 6.6 pa3TBOPH) € AOKA3aHa 3a 24 yaca npH TeMNepaTypa noj
25°C.

Bcako HEH3NO3BAHO KONMHUECTBO OT MPOAYKTA TPAGBa fa ce M3XBBPAM BeHara cleR ynorpeba.

6.4 Coenuanum yc1oBHS HA ChXPaHEHHE

Ja ce cexpansasa noa 25°C B OpHruHanHaTa ONaKoBKa.

6.5 BHA H chALPXKAHAE HA ONAKOBKATA

Besika amityna ot 1 ml e uspaGorena ot npospauHo, HEYTPATHO CTHKIIO, ¢ 64T KEPAMHYEH OTYYMNBALL
Ce MpPBbCTEH.

25 ammyny X | ml B kapTOHeHa KyTHA.

6.6 Coeuuannan npeaANa3HR MEPKH NPH H3XBLPJASHE H paloTa
Koraro [lekcasoH ce npunara upe3 HHTpaBeHO3HA HH(Y3HH, € NPENOPHYHTENHO M3MOM3BAHETO Ha
0,9% pasTeOp Ha HaTpHEB XJIOPHA WiH 5% pasTBOp Ha rMOKo3a, WK PuHrepos pasTBOp KATO
pa3peKaalluy pa3TBOPH.

HeH3non3BaHHAT NMPOAYKT WM OTNAABYHHTE MaTepPHaIH OT Hero TpA6Ra A& ce HIXBBLPISAT B
CHOTBETCTBHE C MECTHUTE H3UCKBAHHA.
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