OBIIASA XAPAKTEPUCTHKA JEKAPCTBEHHOI'O ITPEIIAPATA 7 7 5 -202 |
COTJAACOBAHO
|.  HAMMEHOBAHME JEKAPCTBEHHOTO IPELIAPATA |MiCTERSIEN SiiEven
TlexcameTa3on Tabnetku 0,5 Mr Tipakas h@m%;maﬁzﬁﬁm
Dexamethasone or 120+ O3 R0 320

2.  KAYECTBEHHBIN M KOJUYECTBEHHBII COCTAB
1 Tabnerka conepxut 0,5 Mr AekcamerasoHa.

Bcnomozamenvhvle 6eujecmea ¢ U36eCmubIM OetCmeuem.
1 Tabnerka conep>xut 40,38 Mr I1aKTO3EL

IToMHELT CIMCOK BCIIOMOraTEIBHAIX BEIECTB CM. B IyHKTE 6.1,

3. JEKAPCTBEHHAS ®OPMA
TabneTku.
Kpyribie TabIeTKH CO CKOLIEHHBIMU KpasMH, 6€JI0ro Ml IIOYTH OeJioro nBera.

4. KJIMHWYECKHUE JTAHHBIE

4.1 TIloxa3aHHsi K IPHMEHEHHIO

OHOoKpuHHble paccmpoticmea:

- 3aMecTHTeNbHAS TEepamus IEPBMYHOM M BTOPHYHOM (THIO(H3apHOM) HELOCTATOYHOCTH KOPBI
HAJIIOYEUHHKOB (KPOME HA/IOYEYHHKOBOH HENOCTATOYHOCTH, IIpH KOTOPOH IPHMEHAETCH
KOPTH30H HJTH THIPOKOPTH30H B CBA3H CHJIbHBIM MHHEPATOKOPTHKOUTHBIM /ICHCTBHEM).

- BpoxaeHHas runepiasus Haao4eYHHKOB.

- [ToxocTphIii THPEOUIUT U TSDKENBIE GOPMBI Ty4EBOr0 TUPCOUAUTA.

Pesmamuueckue 3aboneeanus:

- PEBMAaTOMIHEIN apTpuT (BKMOYAs IOBEHWIBHBI XDOHHYECKHH apTpuT) H BHECYCTaBHEIS
TIOpaXKEHHs TIPH PEBMATOMIHOM apTpHTe (JIETKHE, CEpAle, riasa, KOXKHBIH BacCKYJIUT) B Ka4eCTBE
IIepeXOHOM TEPANHU B TeUEHHE BPEMEHH, KOI/Zia OCHOBHAs Tepamus ele He 90 (eKTHBHA, a TAKxKe
TEpAIHY TallHEHTOB, Y KOTOPBIX HECTEPOUIHBIE IIPOTHBOBOCIAIHTENLHEIE IPETIapaThl OKa3pBal0T
HEyIOBJIETBOPHUTENIbHOE 06€360/HBAIOIIEE ¥ IPOTHBOBOCTIATIHTEILHOE AEHCTBHE.

CucmemHvle 3a6071€6aHUL COCOUHUMENLHOY MKAHY, BACKYAIUMbL U AMUAOUOO3 (6CnomozamenvHoe U

cuMnmomamuyeckoe NeyeHue npu OnpeOeleHHblX YCIOBUAX, BOSHUKAIOWUX 6 x00e OCHOBHO20

3abonesanus):

- CHcTeMHass KpacHas BOYaHKA (JIEYEHHME IOJIMCEPO3HTA W HapyeHHH (YHKUHH BHYTPEHHHX
OpraHoB).

- Cunnpom Illerpena (JleueHue HapyIEHHH CO CTOPOHBI IIOYEK, JIETKMX U TOTOBHOIO MO3Ta).

- CHCTeMHEIH CKIEpo3 (JIeYeHUe MHO3UTOB, IEPUKAPIUTA H allbBEOJIUTA).

- [ToMMMIO3HUT, IEPMAaTOMHUO3HT.

- CHCTEMHBIH BaCKYyJIHT.

- AMuiionzo3 (3aMeCTHTENbHAS TEPAIHs PY HAIOYEIHHKOBOH HETOCTATOYHOCTH).

Kooicnvie 3abonesanua:

- [Ty3sIpuarka.

- Bynne3nslif repneTuOpMHBIH A€pPMaTHT.

- OKkchoMMaTHBHBIN IEPMATHT.

- DKccynaTuBHAsA 3puTeMa (Tshkeasie GOopMEI).

- V3noBas spuTema. T

- Cebopelinpit nepmMatut (TsoKensie GopMsr). s B slors S\
- ITcopuas (Tsxensie GOPMEI). % o
oF e hn;[\/MeHmoe 3
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- Dx3eMa (Tsoxensie GOPMEI) £J Ay,

- Kpanusruna (IpH OTCYTCTBHY Y/Iy4lICHUS [IPH CTaHIapTHOM JIEYCHNH).

- QOyHrouHBIE MHKO3EL.

- CkrnepojiepMust.

- Orex KBunke.

Annepauyeckue 3aboneeanus (He peazupylouue Ha CMaHOGPMHYIO mepanuio):

- BporxuanbHas acTMa.

- KoHTaKTHBEIH JEPMATHUT.

- ATONMYECKUN NEPMaTHT.

- CriBopoTO4Has 60J1€3Hb.

- ANneprudecKkuil puHHT.

- I[ToBBIIEHHAs YyBCTBUTEIHFHOCTD K JIEKAPCTBEHHBIM IIPENapaTaM.

- KpanupHHIA [TOCIIE NIEPEIHBAHNS KPOBH.

3abonesanus 2nas:

- PaccrpoifcTBa, yrpoXarolie HoTepel 3peHus (OCTpBIH LEHTPAIBHBI XOPHOPETHHHT, HEBPHT
3DHTEBHOrO HEpBa), auieprayeckue 3aboneBaHus (KOHBIOKTHBHT, YBEHUT, CKJICPHT, KEPaTHT,
HPHUT).

- CHCTeMHBIE UMMYHHEIE HapyLIeHHs (CApKOH/03, BHCOYHBIM apTEPUUT).

- ITpomidepaTHBHbIE H3MEHEHHS B OpOUTE (IHIOKPHHHEIE O TAIBEMONATHH, IICEBI0OITYXO0JIB).

- CuMmnaruueckas oQTaibMus.

- VMMyHOCYTIpECCHBHAS TEpANHs IIPH TPAHCIUIAHTAI[MH POTOBHIIEL

XKenyoouno-kuweunvie paccmpovicmea:

- Hecnenupuueckuii S3BEHHBINM KOIUT (TKENBIE 060CTPEHNS).

- Bosnesns Kpona (Tsxensie 060cTpeHus).

- XpoHUYECKHUH ayTONMMYHHEIH IeIaTHT.

- Peaxiuu OTTOPXKEHUS [TOCIIE TPAHCIITIAHTAI[MH IIEYCHH.

Bonesnu opzarnog Ovixanus.:

- OcTpslit TOKCHYECKHH OPOHXHT.

- XpoHuyeckuit GPOHXHT.

- Anneprugecku#f 6pOHXONETOYHOHN acepruiIes.

- OK30reHHBIH aJUIEPrUYECKUH aIbBEOJIHT.

- Wnwonatuyeckuit Gubpo3upyrolmui aIbBEOJIHT.

- Capkonnos.

- D03uHOGHIBHBIH HHOHIIBTPAT. ,

- QyIMUHAHTHBIA WM [MCCEMUHHPOBaHHEIH  TyGepkyie3 nerkux (B COYETaHHH C
COOTBETCTBYIOIIEH IPOTHBOTYOEPKYIIE3HOH XMMHOTEPATIHEH).

- Ty6GepKynesHblit IIEBpUT (B COYETAHHH C COOTBETCTBYIOLIEH IPOTHBOTYOEPKYIE3HOH
XUMHOTEpAINUeH).

- TINeBPHUT IIPH CHCTEMHBIX 3a00ICBAHUAX COEIUHUTEIFHOM TKAHH.

- Jlerognoi BaCKyJIHT.

- Bepunuo3 (rpaHyneMaTo3HOE BOCIIAICHHE).

- O6GnuTepUpyIOIH OPOHXHUT BCIECTBHE OTPABICHHS TOKCHYHEIMHU ra3saMH.

- JlyyeBas WJIM acIIAPal{MOHHAS THEBMOHMUS.

3abonesanus Kposu:

I

. BpoX/IeHHas WK IPHOOPETeHHAs allIacTHIECKas aHEMHA. Mmm(f:r Or'IACOBAHO
'TEPCTBOM 3]1PABOOX PAHENSA

- AYTOHMMYHHaH TEeMOJTUTHYCCKAST aHEMHUA. PECIIVBIIIIKY DENAPYChH

= BTopanHe TpOMGOI.[HTOHCHHK Y B3pOCJIBIX, [pukas Murnucrepersa 3APANOOXpaHen s

) 3pHTp0 e m— Pecnybauxu Beaapyes

- Octperii muMbo6IacTHEI eHKo3 (MHAYKIHOHHAS TEpamnus”).
- MHueNnoAUCIIaCTHYECKHH CHHAPOM.

s AHTHOMMMYHOOIACTHAs. ~ 3JI0Ka4ECTBEHHAs -KIETOYHAs nuy,tbpcggﬁ ~ & c
[[UTOCTATHKAMH). ‘ o
- [Tna3smouuToMa (B KOMOHHALMY C IIATOCTATHKAMH). s

[17.01.2023 | =
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- Anemus mocne Muenodubposa ¢ MHETOHIHOH Merarviasued il nnMd)J&sMaumomon

HMMYHOILIUTOMBI. DX Ty
- CHCTEMHBI! TUCTHONHUTO3 (CHCTEMHBIH IIPOLECE). ‘ ) £

3abonesanus noyex:

- TlepBHUHBIA ¥ BTOPHYHELH rioMepyoreGpuT (CHHAPOM ['ynnacuepa).

- TlopaykeHHs TIOYEK TIPH CHCTEMHBIX 3a00JEBAHHAX COCAHHHTE/IBHON TKAHU (cucTeMHas KpacHas
Bo/yaHka, cuaapoM lllerpena).

- CHcTeMHBIE BACKYTHTH! (OGBIMHO B COYETAHHMH C MHKIOpochHamMHIOM).

I'noMepy/ioHEDPHT NPH Y3€IKOBOM IIOJIHAPTEPHHUTE.

Cunppom Yapra-Illtpaycca.

I'panynemaro3 Berenepa.

'eMopparnyecKuii BaCKyJIHT.

CmenranHast KpHOrI00yJIHHEMHS.

[MopaxeHue moyex npu aprepunute Takascy.

- WuTepcTANHAIBHBIN HEDPHT.

- HMMyHOCYIIpeCCHBHAS TEpaIUs I0CIe TPaHCIUIAHTALIMH MTOYEK.

- VlHzynMpoBaHHe TAype3a MM YMEHbIIEHHE IPOTEHHYPHH IPH HIHOTIATHIECKOM HEPPOTHIECKOM
curapoMe (663 ypeMuH) | P OPaXXeHHH [I0YEK Ha (OHE CHCTEMHOMN KPacHOH BOTIAHKH.

3noxauecmeennvie 3abonesanus:

- [TaynMaTHBHAS TEPANK JEHKEMAH B JIMM(QOMEI y B3POCIIBIX.

- OcTpslit JIeHK03 y AETEH.

- TunepKaJbLHEMHUS IPH 3T0KaYeCTBEHHBIX HOBOOOPa30BaHHUAX.

Omex 20n08H020 Mo324:

- OTex TroJNIOBHOTO MO3ra H3-3a IIEPBHYHOM HJIM METaCTaTHYECKOH OINyXOJH TOJIOBHOTO MO3ra,
TpelaHalUs Yeperna WK YeperHO-MO3TOBbIX TPaBM.

Hpyzue noxazanus:

- Ty6GepKyine3nplf MeHHHrHT ¢ cyGapaxHoMmanbHOM Grnoxanod (B codYeTaHHH C aJIeKBaTHOH
NpOTHBOTYOEpKYyJIe3HOH Tepanuek).

- TpuxuHeIe3 ¢ HEBPOJOIHYECKHMH HIIM MHOKapIHaIbHBIMH ITPOSBIICHASIMH.

- JIMarHOCTHYECKOE TECTHPOBAHUE alpEHOKOPTUKAILHON runephyHKIHH.

O O0O0OO0OO0O0

4.2 PexuM 103HPOBAHHSA H c1I0co0 npumeﬂénuﬂ
PexuM 103UpOBaHuUs

Jlosa yCTaHaBIMBAaeTCS MHIMBHAYATLHO B 3aBUCUMOCTA OT 3aboJyieBaHus, IpeAmnosaraeMoH
JUIMTEILHOCTH JIEYeHH s, IEPEHOCUMOCTH Iperapara i OTBETa Ha JICUeHHE.

Jleuenue

Pexomennyemass HayajJbHas 103a JUIA B3POCIBIX COCTaBJIAET 0,5 Mr — 9 Mr B jpgeHb. O6bruHas
noepxuBaomas 103a cocrasiser 0,5 Mr — 3 Mr B aeHb. CyTO4YHas 11033 MOXKET OBITh pasjencHa Ha 2-4
IIpHEMa. .

HavanbHas 1032 JeKcaMeTa30Ha MIPHHAMAETCs 10 JOCTHXXEHHUS KIHHHYECKOro OTBETa, 3aTCM JO3HPOBKY
IIOCTENIEHHO CHHXKAIOT JI0 CamMOro HHU3KOrO YPOBHS, IPH KOTOPOM J03a OCTaeTCd KIIHHUYICCKH
s¢bdexTrBHOM. Ecnu NneueHue BHICOKMMH JO3aMH NPOAOIDKAeTes Gonee 4eM HECKOJBKO JHeH, TO 03y
ClelyeT CHMKATH B TEUEHHE HECKONBKHX TIOCTEOBATEIBHBIX JHeH WM Jaxe B TedeHue Gonee
JUIMTENIBHOTO TIEPHOa BPEMEHH.

Ilayuenmuvl cmapwe 65 nem, nayuenmet ¢ 3a601€6aHUAMY NOYEK U NEYEHU

[Tanuentam crapure 65 JNeT X NauMeHTaM ¢ 3a0O0TeBaHHAMM IIOYEK M INEYCHH HasHA4YCHUG Nperapara
peKoMeHAyeTcs ¢ 0c060# 0CTOPOKHOCTBIO M MOCIICAYIOIHMM TINATEIBHBIM Mc:Jtua;umgl_’g{m{~ i
(cM. pasgen 4.4). s_\x\*"“
Hemu

PexoMeRIyeMas 1032 JUIsl IPHEMa BHYTPh NIPH 3aMECTUTEIbHOH Tepanu:j

tena win 0,67 Mr/m? TOBEpPXHOCTH Tejla, pa3fel]cHHAs Ha TpH IIp
COTJACOBANO
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pexoMenmyemast fo3a coctapiser 0,08 mr — 0,3 MI/Kr Macchl Tena WM 2,5 MI =~ }TO Mr/M? nqng?x_;{ocm
Tena, pasjeNleHHas Ha TPU WM YETHIPE pHeMa. 1 [ LD /U Z
JIns 103, KOTOpBIe HE MOTryT OBITH JIOCTHIHYTEL 3TOM JIeKapCTBEHHOH HopMOi (n03UpPOBKOH), JOCTYIIHBI
npyrue GopMEI Ipenapara. '

JTuaznocmuyeckue npobol npu 2UnepPYHKYUY KOpbl HAONOYEUHUKOB

KopoTkuif 1-Mr mekcaMeTa3OHOBBIM TecT: 1 Mr JeKkcamerasoHa BHYTDE B 23.00; 3abop KpOBH Wi
OIIpe/IeNeRus KOPTH30J1a CHIBOPOTKH 8.00 Ha CIE/YIOIIHH /ICHb.

CrienuansHbli 2-QHEBHBIH TeCT ¢ 2 MI [eKcaMeTa3oHa: 2 MI JIeKCaMeTa3OHa BHYTPb Kaxuaele 6 4 B
Teuenwe 2 nOHel; cobupaerca CyTO4Has Moda UL ONPEAENeHHs  KOHICHTpaliH 17-
THPOKCHKOPTHKOCTEPOHIOB.

DKBUBAJIEHTHBIE JJO3bI KOPTHKOCTEPOHIOB

Ilexcamera3on 0,75 Mr TTpeqHU30H S Mr
Kopruzon 25 Mr - MeTrinpeJHH30JIOH 4 Mr
'uapoxoptu3oH 20 Mr TpuaMUMHOIOH 4 MI
ITpeqHKU3070H 5 MI Beramerazon 0,75 mr

Cnocob npuMeHEeHuUs
Bo BpeMs [UIMTEJIHHOrO IpHEMa BHYTPh BEICOKHX 103 PEKOMEHAYETCs MPHHHMATH JIEKCAaMETa30H C

IIHIICH, a MEXIy IMpHeMaMH MUK TPHHHMATh aHTallH/bL.

4,3 IIporHBomoKa3aHHs

- HIEPYYBCTBHTENBHOCTD K JEHCTBYIONIEMY BEIIECTBY WM K JIOGOMY M3 BCTIOMOTaTE/BHBIX BEIICCTB,
IIepeyHCIIeHHEIX B paszene 6.1;

- OCTpble BHDYCHBIC, GaKkTepHaIbHbIE W CHCTEMHbIE rpuOKOBble MH(EKUuH (6€3 COOTBETCTBYIOMIETO
JIEYEHHS).

- cuapoM Kymmara.

- BAKIIMHAIUS ¢ IPUMEHCHHEM JXHBOH BaKLHHEL

- OJIHOBPEMEHHOE HCIOIB30BaHHE JIEKCAMETa30HA ¥ PUTOJPHHA BO BPEMS pOZIOB.

4.4 Ocobble yka3aHHSI H MepbI IIPEA0CTOPOKHOCTH NNPH NPHMEHCHHH
YV NauueHToB, IOABEPTAEMBIX UIHTEIBHOMY JICUCHHIO ACKCAMETa30HOM, MOXET HOSBHTHCA CHHAPOM
OTMEHBI KOPTHKOMIOB (Taike 6e3 3aMeTHBIX NPH3HAKOB HEIOCTATOYHOCTH HaJMOYEYHHUKOB) II0CIE
TIpEKpAIeHUs TEpAuy (JIMXOpajKa, BEUIEICHHS U3 HOCA, TOKPAaCHEHHE KOHBIOHKTHBEI, OJIOBHAS Gons,
TOJIOBOKPY)KEHHE, COHJIMBOCTh WM Pa3ApaXHTEILHOCT, 0ONM B MBIIIAX M CyCcTaBax, pBOTa, IOTEPs
Beca, ciabocTh, a TakXe dacTele cymoporu). IlosroMy cienyeT NOCTENEHHO YMEHBIIATh JO03Y
IeKcaMeTa3oHa. Peskoe NpekpaleHue IpreMa npenapara MoXeT NPHBECTH K JICTAIbHOMY HCXOAY .

Eciy B XOe TepalmuH MM IIPY OTMEHE JIEKapCTBEHHOrO CPENCTBAa NMALMEHT MOABEPracTCi CHILHOMY
crpeccy (TpaBMa, XMpPYPIMYecKOe BMELIATENbCTBO WM TshKenas OOJe3Hp), TO 103 ACKCAMETa3oHa
JODKHA OBITH YBEJINUCHA WX Ha3HAYaeTCsl THAPOKOPTH3OH MM KOPTU3OH.

ITanueHTaM, KOTOpBIE IOABEPINIHCH CHJBHOMY CTPECCYy IIOCIE OTMEHBI JUIHTEILHOIO IpHEMa
JEKCAMETa30Ha, NPHEM [EeKCaMeTa30Ha HOMKEH OBITh BO30CHOBNEH, IOCKONBKY HHAYIHPOBAHHAA
HEIOCTATOYHOCTh HANNOYEUHHKOB MOJXKET II€PCHCTHPOBATE B TEYEHHE HECKOJBKAX MECALEB IOCIE
OTMEHBI JICYCHHUS.

JleyeHue nEKCAMETA30HOM WJIM IPUPOJHBIMH TIIOKOKOPTHKOW/IAMHM MOXCT MACKHpOBATh IPH3HAKA
yMeromeiics WM HOBOW WH(EKUMH M NPH3HAKA WHTEPCTHIMATBHOH nepdopauuy y MaUHCHTOB ¢
SI3BEHHBIM KOJIHTOM.

JleKcaMeTas0H MOYXeT 0GOCTpPHTH TEUEHWE CHCTEMHBIX IPHOKOBBIX uH(EKIUH, CKpBITOro amebuasa
TyGepKyJie3a JIerkux. S
[TanueHTaM ¢ aKTUBHBIM TyOepKyJIe30oM JIETKHX JAEKCaMETa3’OH MOJKCH Hgﬂgg’anb (€O}ETaHNH C
NPOTHBOTYOEPKYIC3HOH  Tepamued) TONBKO B Ciydaix bymeMu oro HMIH

ﬂHCCCMHHHpOBaﬂHOFO TyGCpKyJIe3a JIETKHX. HauHeHTbl C HCAKTH Ty6epK&’g%m6 gTopble
COTHACOBANO [Id] | 00 £
MUHUCTEPCTBOM 3/1PABOOXPAH A D‘n ,-‘QA
—PECIHVHANRKT BEIATYCD v, o
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NPHHAMAIOT NEKCaMeTa3OH, MM MalMEHTHl C [IOJIOXKHUTEILHOR TYOEPKY/IMHOBON peaKiuel MOIKHBI
TI0MTy4aTh XHMHONPODUIIAKTHKY. ' 7 7R )N 27
HeobxomuMo cobofaTs 0cobyio OCTOPOXKHOCTS U MPOBOAHTE TIIATENBHOE MEAUIHHCKOC HaOmoneH!E
NAIMEHTOB ¢ OCTEONOPO30M, FHIIEPTEH3HEH, CEPAEYHON HEIOCTATOMHOCTRIO, TyGepKyIe30M, TIIayKOMOH,
eUeHOYHOH HeIOCTATOYHOCTBIO, IOYEUHOM HEJOCTATOMHOCTEIO, IHabeToM, akTHBHOH A3BOY XeTyaKa U
[BEHA/IATHIIEPCTHON KWIIKW, CBEXXHM KHINEYHBIM aHACTOMO30M, S3BEHHBIM KOJHTOM H SIHJICTICHEH.
Oco60e BHHMaHHME CJIEAYET YAEIATh NAlHeHTaM B INIEPBBIC HEICIH IIOCIIC uHbapkTa MHOKapaa, Y
GOTBHBIX ¢ TPoMO0IMOOTHEH, MEACTEHHUEH, [IIayKOMOH, THIIOTHPEO30M, NICHXO030M HIIH NCHXOHEBPO3OM,
¥ TIaIMeHTaM crapiue 65 Jer.
Bo BpeMs JIeYeHHsT IEKCAMETa30HOM MOJKET IPOU30UTH 060CTPEHHE IuabeTra UK IEepeXo/ U3 JaTEHTHOH
dhopMmbl B opMy KIHHHYECKHX NIPOSBIEHHH auabera.
Bo BpeMsl JUTMTENBHOrO JICUEHNs HE0OX0IMMO KOHTPOJIMPOBATh YPOBEHE KaJlHs B CRIBOPOTKE.
BakuuHaIUs >KMBEIMH BaKIMHAMH IPOTHBOIIOKa3aHa BO BpPeMsl JICUSHHS JEKCAMETa30HOM (cM. paspen
4.3). UmmyHusauust yOMTBIMH BUPYCHEIMH WM OaKkTepHalbHEIMH BakUMHAMH HC TMPHBOAUT K
OXHIAEMOMY TOBEIIICHHUIO AHTHTEN M HE OKa3bIBACT OXKHIAEMOe 3alHTHOE NEHCTBHE. JlexcameTas3oH
06BIYHO HE HA3HAYAIOT 3a § HEIENb [0 U 2 HEMIENH [10CIIe BaKITMHAIKH,
TTanuenTs], NOMYYAIOMKE WK NPHHEMAIOIME BHICOKHE MO3BI IEKCaMeTa30Ha B TCUCHHE UIHTCIBHOTO
BpEMEHH, JIOJDKHEI H36erarth KOHTAaKTa ¢ GONBHEIMH KOPBIO; IPH CIIy4aiHOM KOHTAKTC PEKOMCHIYCTCA
IpOQHIAKTHIECKOE JICYEHHE HMMYHOTJIO0yJIHHOM.
Tpebyercs cobmonaTte OCTOPOXHOCTh Yy MAllMEHTOB, BBI3JIOPABIMBAIONIAX TIOCIE HEAABHEIO
XHpPYPrHYECKOr0 BMEILIATENbCTBA M IepesoMa KOCTeH, Tak KaK /IEKCaMETa3oH MOXET 3aMCIIATH
38)KUBJICHHE PaH U IEPETOMOB. '
Jle#icTBYE IIFOKOKOPTHKOHM/IOB TOTEHIMPYETCS Y IALMEHTOB C NUPPO30M IEUCHH HITH I'HIIOTHPEO30OM.
KOpTHKOCTEpOUABl MOTYT BIHATH Ha PE3YNBTATHl AUICPrHYECKHX KOXKHBIX TECTOB. OHH Takxe MOTYT
TOBJIHATH Ha TETPA30JIHEBLIM TeCcT Ha OakTepHaTbHbIC HHPEKIMH U MPUBECTH K JIOXKHOOTPHUATEIEHEIM
pe3ynpTaTam.
B NOCTMapKETHHTOBOM OIBITE NPHMEHEHHs y NAlMEeHTOB C IeMaTOJOTMIECKUMH 3JI0Ka4CCTBCHHBIMH
HOBOOOpa3oBaHHAMM COOOIANOCE O CHHAPOME JIM3HCA OIyXOJIH (TLS) mnocne mNpHUMEHEHHS
JeKcaMeTa3oHa OTJAEIbHO MIH B COYETAHHH C [JPYrHMH XHMHOTEPaneBTHYECKHMH CPEACTBaMH.
[TarMeHTs! C BBHICOKMM pHCKOM BO3HHKHOBeHHs TLS, Takme Kak, MalHeHTEl C BBICOKOM
npoH(bepaTHBHON CKOPOCTBIO, BBICOKOH OITYXONEBOH HArpy3KOH H BBICOKOH HyBCTBHTEIBHOCTBIO K
LIMTOTOKCHYECKUM IIperiapaTtaM, ODKHBI TINATEJBHO KOHTPOJMPOBATECS M MPHHUMATH HAUICHKAIIHC
MepBI IPEIOCTOPOKHOCTH.
TTanMenTs! W/HIH JIHLE, OCYIIECTBISIOIIME YXOJ, NOJDKHBI OBITH TIpeNypeXIeHEl O TOM, YTO IpPH
NPUMEHEHUH CHCTEMHBIX CTEPOMIOB MOTYT BO3HHKHYTH IIOTEHIHAIBHO CEPHE3HBIC ICHXHHYCCKHUC
no6ounsle peakiuu (cM. paszpen 4.8). Ilcuxuyeckne M3MEHEHUS IIPOSBILIIOTCA B PasIHIHBIX bopmax,
Han6osee PacIpoCTPaHEHHOM M3 KOTOPHIX fABJAeTCA 3ipopus. Jlenpeccus, ICHXOTHYECKHE Peakuuy U
CYHIMIANTEHEIC TEH/CHIMH TaKXe MOTYT HMeTh MecTo. CHMITOMBI OOBIYHO MOSBJIAIOTCS B TEUCHHE
HECKONBKHX IHEH HIM HeOenb [ocie Hadajga JiedyeHHs. PHCKM MoryT OBITh BBINE TPH BBICOKHX
1103aX/CHCTEMHOM BO3IEHCTBHH, XOTS YPOBHH 03 HE IO3BOJIAIOT IIPOrHO3HPOBATH HAYANO, THII, TKECTD
WIH NPONOJDKHUTENLHOCTh pPEakUWH. BONBIIMHCTBO peakuui HCYe3aeT MOCHe CHIXKCHHA O3Bl HIH
OTMEHEI IIpETaparTa, XOTs MOXKET MOTPe6OBAThCS CIIELUAIBHOC JICYEHHE,
[IpuMeHEeHHe NeKCaMeTa30Ha MOXET IIPHBECTH K BO3HMKHOBEHHIO CEpLE3HBIX aHahHIaKTHYIECKUX
peaxkuui.
Hapyienue 3peHus
HapymeHue 3peHHs MOXET OBITh acCOIMHPOBAHO C CHCTEMHBIM H MCCTHBIM HCIIOJIB30BaHHEM
KOPTHKOCTEpOrIOoB. Ecim y manmuenTa HaOMIOAAIOTCA TaKME CHMIITOMBI, KaK HEUICTKOCTh 3pCHMUS HIH
NpYyTHe 3pUTENbHBIE HapyIIEHHs, MAUEHT JO/DKCH MOTYyYHTh KOHCYIBTAllHIO o@,@%@«fﬁuﬁ'&""" <
BO3MOJHBIX IIPUYMH, KOTOPBIE MOTYT BKJIIOYATh KaTapakTy, IJIayKoMy HiH enxoe 3ab0x
KaKk IeHTpanbHas ceposHast xopuoperuHomatHs (CSCR), kortophie TyT BOSHHKHVHNG

Ly yMe
WCIIOIH30BAaHUS CUCTEMHBIX M MECTHBIX KOPTHUKOCTEPOHUIOB. ° ﬂnﬂ 00K
COTJHACOBAHO :‘%
DeoXpPOMOLIMTOMHBIA KpH3 MITHHCTEPCTEG \ )
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Coobmanocs 0 (EOXPOMOLMTOMHOM KpHu3e, KOTOPBIH MOXET OBITh (haTaNbHBIM, IOC/E BBEICHHA
CHCTEMHBIX KOPTHKOCTEPOHI0B. KOPTHKOCTEPOH/BI CIIEYeT HASHAYATD [ALACHTaM © TI0/I03PEHAEM HIIH
BEIBTCHHON (DEOXPOMOLMTOMOM TOTBKO IOCHE COOTBETCTBYIOIICH OLEHKH COOTHOWICHHA PHCKA

TIOJTB3BL. J

Hooicunvie nayuenmol y r7 7R y 0

HOCKOJIBKy MOYKWIBIE MAIMEHTHl IOABEPKEHEI [TIOBEILIEHHOMY PHCKY OCTEO0II0p03a, CIenyeT TIATEIBHO
B3BECUTH COOTHONIEHHUE ITOJIB3EI U PUCKA ITPEXAE, 9EM Ha4aTb JIedeHHE JeKCaMETa3OHOM.

Jlemu

JlexcaMeTa30H IPUMEHSETCS Y AeTel U MOIPOCTKOB TOJIBKO IO CTPOTUM IOKa3aHHAM. Bo BpeMs IeYEHHA
JEKCAMETa30HOM HEOOXOMMMO TIIATENFHO KOHTPOIMPOBATh POCT M PAa3BUTHE JIETCH U IIOAPOCTKOB.

Hedonowennvle Ho80podicOennvie: VIMeIomuecs MaHHBIE CBHACTENBCTBYIOT O  AOIrOCPOYHBIX
HETaTHBHBIX SBJICHUSX pAa3BUTHA HEPBHOM CHCTEMBI IIOCI€ pAHHEr0 JICHCHHA (< 96 wdacoB)
HeTOHOMEHHBIX AETEH C XPOHUIECKHM 3a60IEBAHAEM JIETKHX TP HCXOMHBIX A03aX 0,25 Mr / xr 1Ba pasa
B JICHb.

Ocobas ungopmayus 0 HeKOMOPLIX UH2PeOUeHMAax npenapama

JleKxcaMeTa3oH CONEPKUT JIAaKTO3y. [Tal[UeHTH ¢ PeKMM HAC/IEACTBEHHBIM HapyIEeHHEM IIEPpCHOCHMOCTH
TaTaKTO3Hl, JIAKTO3HOM HEJOCTATOYHOCTHIO ¥ HapyIIEHHEM BCACRIBAHUSA [NIIOKO3BI-TalakTO3bl HE NOJDKHEI
NPUHUMATH 3TOT NIpenapar.

Vcrnons30BaHHe JEKCaMETa30Ha MOXET IPUBECTH K IIOJOXHTEJIBHBIM pe3yabTaTaM NpH JOIHHI-
KOHTpOJIE.

4,5 BzaumopneiicTBMe ¢ APYIHMH J€KADCTBeHHBIMHM IpenapaTaMH H  [pyrHeé BHIbI
B3aHMOEHCTBHA
ORHOBPEMEHHOE TIPUMEHEHHE IeKCAMETa30Ha H HECTEPOHMIHBIX IPOTHBOBOCTIAMHTENBHEIX NPEIIApaTOB
TIOBHIIIAET PHCK PA3BHTHUS JKEJIYJOYHO-KHIICYHBIX KDOBOTEUEHHH U 3B.
JleficTBHE JEKCAMeTa30Ha CHUXKAETCS IPH OJHOBPEMEHHOM Ha3sHAYCHHMH NPENaparos, aKTHBHPYIOUIHX
bepment CYP3A4 (mampumep, denutomH, (penoGapOuTOH, kapbamaselyH, TPUMHIIOH, pucdabyTHH,
pU(aMIMIMH) HIM OOBBINAIOMKX KIMPEHC IIIOKOKOPTHKOKIOB (obenpuH W aMUHOITYTETHMHL);
II03TOMY B 3THX CIIy4asx HeoOXOQMMO MOBBIIIEHHE O3Bl ICKCaMeTa3OoHa.
B3aumoneiicTBHE MEXIY NEKCAMETa30HOM H BBIIENEPEYHCICHHBIMK MpenaparaMi MOXET HCKaXarb
Pe3yNBTATEl JIEKCAMETA30HOBBIX CYNpPeCCHBHBIX mpo6. Ecim mpoOsl ¢ JE€KCAaMETasOHOM  MOJDKHEL
NPOBOZMTECS BO BPEMS TEDAIMH OJHHM K3 [IEPEYHMCICHHBIX NPENApaToB, 3TO B3aUMOJCHCTBHE JO0IDKHO
YUHTHIBATHCS [IPH MHTEPIPETALMH PE3yIBTaTOB IIpod.
OZHOBPEMEHHOE TPHMEHEHHE NEKCaMeTa3’oHa M WHTHOWTOPOB H30(epMeHTa CYP 3A4 (umampumep,
KETOKOHA30JI, MAaKpOJIMJHBIC aHTHOHOTHKH) MOXET TMPHBECTH K YBCIHYCHHIO KOHUCHTPALHH
JiekcaMeTasoHa B KpOBH.
OZHOBPEMEHHOE NPHMEHEHHE IPenapaToB, KOTOphle MeTabOIH3HPYIOTCs CYP 3A4 (uampumep,
MH/IMHABHP, SPHTPOMHUIHH) MOXET YBEIHYMBATh MX KIHPEHC, YTO MOXET CONPOBOXK/IATECA CHIKCHHEM
HX CHIBOPOTOYHBIX KOHIICHTPAIHH.
3a cuer wunrubuposanus ¢epmenta CYP 3A4 KeTOKOHA301 MOXET TOBBIATH IUIA3MEHHBIE
KOHIEHTpaluu nekcamerasoHa. C Jpyro#f CTOPOHBI, KETOKOHA30J MOXET MNONABIATE ~CHHTC3
TTIOKOKOPTHKOH/IOB B HA/[IOYEYHHKAX, IOITOMY, IPH CHHXKCHHH O3Bl ICKCAMETa30Ha MOXKET Pa3BUTHCA
HaIMOYEeYHUKOBASK HENOCTATOYHOCTE.
OXHIAeTcsi, 4YTO COBMECTHOE INpuMeHeHWe ¢ wuHruGuropamum CYP 3A, BKmouad xobunucrar-
cozep)Kallie Ipenaparhbl, IIOBBICHT PHCK CHCTEMHBIX no6ouHbIX d(dexToB. JlaHHEX KoMOHHALMH
cnenyer u3beraTh, €CJIM IIONIb3a HE MPEBBINACT [IOBBIMICHHBIA DPHCK BO3HHKHOBEHHS CHCTEMHBIX
n10604HbIX 3¢HEKTOB KOPTHKOCTEPOHIOB, H B 3TOM CIIy4ae IALHCHTOB cnew}ﬁ%@mﬁﬂ%nmer
/)O

BO3HHKHOBEHHS MOOOYHBIX 3()(HEKTOB CHCTEMHBIX KOPTHKOCTCPOUAOB. A
JlekcaMeTasoH ~ CHH)KAeT  TepaleRTHUecKuid  dQGheKT — THNODJEACMHHCCKUX aparos,
AHTUTUIIEPTEH3UBHEIX IIPENapaToB, IPa3sHKBaH meayé’& TpeTjahATOB
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IOKHA YBEIMYMBATBCA), HO OH IIOTCHLIHPYCT aKTHBHOCTH renapuﬂa,qj:wﬁﬁeg}lasona 5!
KauicOeperalomux AHYPETHKOB (MPM HEOOXOMMMOCTH AO3MPOBKA STHX npenapaTtoB  MOJDKHA
YMEHBIIATHCH). ' 7 72§ -97N9
JlekcaMeTa3soH MOXKET H3MEHAThb JEHCTBHE aHTHKOAryJHTOB KyMapHHOBOTO psna; moITOMy BO Bpems
O/IHOBPEMEHHOTO IPHUMEHEHHUs PeKOMeHAyeTcs Gonee YaCTEIM KOHTPOJIb IIPOTPOMOMHOBOIO BPEMEHH.
COBMECTHOE TIPHMEHEHHE BBICOKHX 103 IVIIOKOKOPTHKOHMIIOB ¥ arOHHCTOB GeTaz-pelenTOPOB MOBBILACT
PMCK pasBUTHS THIIOKATMEMHH. Y MAlMEHTOB C THNIOKATHEMHE OTMeuaeTcs IOBBIIECHHAs
apUTMOTEHHOCTh ¥ TOKCHYHOCTD CEp/ICYHbIX TTIHKO3HIIOB.

AHTaIMIbl CHIKAIOT aGCOpOLMIO JeKcaMeTasoHa B Kemyake. He H3ydanoch BIMSHHE COBMECTHOIO
IPUMEHEHUs JEeKCaMeTa3oHa C NWINeH MM alkorojeM; OQHAKO, HE PECKOMEHIYETCs OZIHOBPEMEHHOE
PYMEHEHHE C JIEKAPCTBEHHBIMHA [IpeNapaTaMy H [HIIeH ¢ BRICOKHM CONCPXKAHHEM HATPHA. Kypenue ne
BIIMSET HA HapMAKOKHHETHKY JI€KCAaMETa30Ha.

[ JIOKOKOPTHKOMIB YCKOPSIOT MOYEHHBIH KIMPEHC CAIMLHUIATOB, IOJTOMY HHOIAA TPYAHO AOCTHHEE
TEepaNeBTHYECKON KOHIEHTPAUMM CATHIMIATOB B ChiBOpoTKe. Cirenyer cobmoaTe OCTOPOXHOCTB
TIALMEHTaM, KOTOPBIM MOCTENEHHO GBUIa CHIKEHA 71038 KOPTHKOCTEPOU/IOB, TaK Kak MOTYT BOSHUKHYTE
TIOBBIIIEHHE KOHIEHTPAIMH CATHIUIATOB B CHIBOPOTKE U CATMIUIaTHAA HHTOKCHKAIHA.

ITpK COBMECTHOM IPHEME C IEPOPATEHEIMH IPOTHBO3aYaTOUHEIMU CPEICTBAMH, MEPHO IIOTYBRIBE/ACHHA
[JTIOKOKOPTHKOHMIOB MOYXET YBEIHUMBATHCS, YTO YCHIIMBAET MX OHONOrHYECKOe JIEUCTBHE U IOBBILAET
qacToTy MOGOYHEIX 3P deKToB.

Bo BpeMs poJI0B MPOTHBOIIOKA3aHO COBMECTHOE MPUMEHEHHE PUTOJPHHA U AEKCAMEeTa30Ha, IIOCKOJIBKY
3TO MOXKET MPHBECTH K CMEPTH MATEPH 110 IPHIHHE OTEKa JIETKKX (CM. pasie 4.3).

CoBMECTHOE TIPAMEHEHHE J[eKCcaMeTa3oHa M TalW/IOMHAA MOXET BBI3BIBATH TOKCHKOEpMaJIbHbIH
HEKPOJIH3.

Bsaumodeiicmeusi ¢ 603MOINCHbIM GAZONDUAMHBIM MEPANEGMUYECKUM 3P Hexmom.

COBMECTHOE NIPUMEHEHHE JEKCAMETa30Ha ¥ METOKJIONPOMH/A, MUGEHIITHAPAMHHa, POXTIOpIepasHia
MM aHTaroHKcToB perentopa S-HT3 (CepOTOHMH WM S-THAPOKCHTPHIITAMEH PENENTOPOB THIIA 3, Taxkue
KaK OHJ@HCETPOH MM TPAHHCETPOH) ABNAETCS dGEKTHBHBIM UL MPOGHIAKTUKY TOUIHOTE M PBOTEL,
BBI3BaHHBIX XUMHOTepanuel (uucniatug, nukiodpocdamus, METOTPEKCaT, ¢yopoypauui).

4.6 @epTHILHOCTH, 0EPEMEHHOCTH H JIAKTALHA

Bbepemennocmo

Ilpemapar 3amemyiseT BHYTpHYTpoGHOE pasBUTHE IUIOAA. JIeKCaMeTasOH JODKCH —HAsHAdaThes
GepeMEHHBIM JKEHIWHAM TOJBKO B OTACNBHBIX CiydasX, KOrja OxHAaemas Ionb3a Ul MaTepH
onpasipBaeT puck Uit mIoga. Ocolyro OCTOPOXHOCTb CIEAYeT cobnronaTth NpH INpPEdKIaMIICHH.
CoryacHo 06IIMM PEKOMEHIAIMSM TI0 JIEYEHHIO IMIOKOKOPTHKOMIaMH, BO BpeMs G€peMEHHOCTH ZOTIKHA
TIIPUMEHATHCS HauMeHbIIad 3 dexTuBHas 1032 UL KOHTPOJIA OCHOBHOTO 3a6oseBanus. JleTH, MaTepH
KOTOPBIX BO BpeMsi GEpeMEHHOCTH JUIMTEIBbHOE BpEMs MPHHHUMAIM BBICOKHE JI03BI KOPTHKOCTEPOHUIOB,
JOJKHBI HAXOAMTHCSA IOX TIIATENBHBEIM HAOMIONCHHEM, B CBS3M C BO3MOXHOM HaIIOYCYHHKOBOK
HEJ0CTaTOYHOCTEIO.

I TIOKOKOPTHKOCTEPOU B! IIPOHUKAIOT Yepe3 IUIAUCHTY, H MOTYT JOCTHraTk BBICOKHX KOHIIEHTpalUi B
opraEusMe mioga. JexcameTasoH MeHee MHTEHCHBHO METa0ONM3HPYETCs B IALEHTE, 10 CPaBHCHHIO,
HALIPAMED, C INPEIHM30HOM, II0TOMY Y IUIOAa MOTYT ONPENENAThCS BEICOKHE KOHUCHTPAIHH
nexcameTasoHa. TepaneBTHYecKHe O3Bl INIIOKOKOPTHKOMJOB MOTYT IOBBIIATE PHUCK TJJalleHTapHOR
HEJOCTaTOYHOCTH, MAaJIOBOJHUS, 3aJEpXXKH pOCTa M pPa3BUTHA IUIOAA HIH BHYTpUYTpPoOHOH rubenH,
OBBINATH KOJHYECTBO JielikonuToB (HediTpoduiuoB) y peGeHka, a TaKxe DpHCK PpasBUTHA
HaAMOYeYHHKOBOH HENOCTATOYHOCTH.

YV KMBOTHBIX Habmrofamuch TepaToreHHble 3(QQexThl. BBeneHne KOPTHKOCTCPOHOB 6epeMEHHEIM
JKUBOTHBIM MOYET BEI3BATH AHOMAIMH Pa3BHTHS ILIO/Ia, BKIIOUas pacIIeIUieHue Heba, BHYTPHYTPOOHYIO
3aIep)KKy pOCTa YW BIIMAHHE Ha POCT M pa3sBUTHE MO3ra. Her anaxj’},&mb KCTB TOTO, 4TO
KOPTHKOCTEPOKBI NPUBOAAT K YBEIHYCHHIO YHCIA BPOX/ICHHBIX aH By DACIICTIICHHIE
Heba / ry6e1, y genoBexa. CM. Takoke pasjen 5.3. & e

BELIO peKOMEHI0BAHO BBOJUTH AQNOIHHTEIBHEIC H03bI INIIOKOKOP HIOB H&Q&’» SHIIMHAM,
KOTOPEIE TPUHAMAIH KOPTHKOCTEPOH/IBI BQ BpeMd OepEMEHHOCTI, §opa3pemeﬂu BpAATHBACTCS
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HIIM IUTAHUPYETCSA KeCcapeBo CEUCHHUE, B J@HHBIH IIEpUOJl PEKOMEH/I0BAHO BHy’rpnBéi!ﬁoé sBepenne 100 mMr
TH/IPOKOPTH30HA KaX bl 8 4acoB. Tl

Jlaxmayus ' /

B HeGONBIIMX KOMHYECTBAX [TIOKOKOPTHKOHAB! BEUIEIAIOTCA C TPYAHBIM MOJIOKOM. IToaToMy MaTepsM,
TPYHAMAIOMMM JIEKCAMETa30H, He PEKOMEHIYCTCS KOPMIICHHC IpyABIO, OCOOEHHO NpPH NMPAMCHCHHH
BEICOKEX (PM3HOOTHIECKHX 703 (0K0JIO 1 MT), TaK KaK 3TO MOXET IIPHBECTH K 3a/IpKKE pocTa mwroja
CHIIKEHHIO CEKPEIIUH SHOT€HHBIX KOPTHKOCTEPOHTIOB.

DepmunvHOCMb

JlekcaMeTa30H YMEHbLIACT GHOCHHTES TECTOCTEPOHA H SHIOTCHHYIO CEKPELHIO aJIpEHOKOPTHUKOTPOIHOTO
rOpPMOHa, YTO BIIMSCT HA CIIEPMATOICHE3 K OBapHaJbHBIN LUK

4.7 BausiHue HA crI0cOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CPEACTBAMH H paborarh ¢
MeXaHH3MaMHu
JlekcaMeTasoH He BITHSET Ha CIIOCOBHOCTb YTIPaBIIATh aBTOMOGHIIEM 1 paboTaTh ¢ MEXaHH3MaMH.

4.8 HexenareJlbHble peaKIHH

ITo6ounsie 3¢)deKTh!, BOSHUKAOIIHE IIPH JICYCHHH KIAPUTPOMHLIMHOM, KJ1aCCHQUIUPYIOTCS B
COOTBETCTBYIOIIHE TPYIIIEI IO CHCTEMAM OPTaHOB H B 3aBHCHMOCTH OT 9aCTOTHI BO3HHKHOBCHHA:

- ouers gacto (>1/10),

- yacto (>1/100 mo <1/10),

. reuacto (=1/1000 mo <1/100),

- penxo (> 1/10000 mo < 1/1000),

- oueHs peaxo (< 1/10000),

- YaCcTOTa HEM3BECTHA (YACTOTY ONPEENHTh HEBO3MOXKHO Ha OCHOBAHHH HMCIOIIHXCA JaHHBIX).
B npenenax Kaxao# rpynmsl no6oursle 3 dexTs! mpenapara peICTaBICHBI B IOPA/KE yMEHLIICHIA
3HAYAMOCTH.

YacroTa HexenaTeabHEIX 5G(HEeKTOB 3aBUCHT OT J03BI K TPOJO/KUTEIBHOCTH JICICHHA.

TTo6ourble 5 dheKThI, CBI3aHHbBIE C KPATKOBPEMEHHbIM JICYEHHEM JIEKCAMETa30HOM, BKIIFOTAIOT.
Co cmopoHbl UMMYHHOT CUCTMEMbL

- HEYacThIE: PeaKI[UH ITOBBIIIEHHOH TyBCTBUTEILHOCTH.

Co cmopoHbl 3HOOKPUHHOU CUCMEMDbL

- YaCThIE: TPAH3UTOPHAS HAJIOYeYHHKOBas HEOCTATOYHOCTh, HAPYIICHHE TONCPAHTHOCTH K IJTIOKO3€.
Hapywenus memabonusma u numanus

- YaCTHIe; CHYIKEHHE TONEPAHTHOCTH K YITIEBOJAM, IIOBLIICHHUE AIIIETHTA i [IpubaBka Beca,

- HeYacThle: THIIEPTPUTTIHLIEPHIEMHSL.

ITcuxuampuyeckue Hapyuwerus

- 4acThHIE: ICUXWYECKUE HAapyLICHHU.

Co cmoponbl nuweeapumenbHou Cucmembl

- HEYaCThle: NIENTHYECKHE SI3BBI H OCTPEIH ITaHKPEaTHT.

[o6ounsle 3dheKTEl, CBI3aHHEIE ¢ JUTHTEIBHBIM J€YEHHEM ICKCaMETa30HOM, BKIIOTAIOT.

Co cmopoHbl UMMYHHOU CUCHEMbL

- HEeYacThle: CHIYKEHHE HIMMYHHOTO OTBETa M IIOBBILICHHE BOCIPUAMYHBOCTH K HHOEKIUAM.

Co cmopoHbl F3HOOKPUHHOU CUCMEMDbL

- YaCThIE: IONTOCPOYHAs HANMIOUEYHUKOBAas HeJOCTaTOUHOCTD, 3aMEUICHHE pOCTa y JeTelt ¥ IOPOCTKOB.

Hapywenus memabonusma u numanus

- 4yaCThIe: BEPXHHH THII OXKHPEHHUA. COT'JIACOB é\o ilp(zl _— i
Hapywienus. co cmopoHbl 0p2aHQ SpeHus: M“““"ggggﬁ%’fﬂ?ﬁ?&‘; eh P mvo N
- HEJaCTHIE: KATAPaKTa, TIIayKoMa. [pusas MiicTepcTaa s;xpasooxpanex%, S A\
- YaCTOTA HEM3BECTHA: XOPHOPETHHONATHS. i i b WD /& KyM HMO8 )3
Co cmoponbt cocyOucmoti cucmembi ((;'3( ana 00K, 3/
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- HeuacThle: apTepHalbHas THIePTECH3HA. ' 7 7€ a2
Co cmopoHbl K02ICU U NOOKOJICHOU KNEMHYamKU

- YacThle: SPUTEMa, HCTOHUEHHE U XPYTNKOCTE KOXH.

Co cmopoHbl ONOPHO-08U2AMENLHO20 annapama u COeOUHUMenbHOU MKAHU

- yacThle: aTpoHs MBI, OCTEONIOPO3,

- HeyacTHIe: acelTHIECKHI HEKpO3 KOCTeH.

MoryT BOSHHKHYTb TAK)XE H CIIEyIoNIAe T0G0UHEIe 3 (KT, CBA3AHHEIE C JIEUCHAEM JICKCAMETA30HOM
(OHH TPE/ICTABIIEHE! B IIOPSAKE YMEHBIICHHS 3HAYMMOCTH).

Co cmopoHbl AumMpbamuseckoli Cucmemuvl U CUCHEMbL KDOBEMBOPEHUA

- penkue: TpoME0IMOOIMUECKHE OCTIOKHEHHS, YMCHBINEHHE KOJINIECTBA MOHOLATOB u/unu
TEMQOIUTOB, IEHKOINTO3, 303MHODUIAS (KaK ¥ y APYTHX IFOKOKOPTHKOHJIOB), TPOMOOLUTONEHUS U
HeTpOMOOIUTONEHHYECKAs ITypITypa.

Co cmopoHblL UMMYHHOU CUCTEMbL

- penkHe: chlmb, oTek KBuHKe, GpoHXxocnasM, aHahuIIaKTHICCKUE PEaKIIHH.

Co cmoponb! cepoya

- OYeHb peaKkue: NOoNUGOKANBHBEIE KEIYHIOYKOBBIE SKCTPACHCTONbI, MPEXOAAIIAL Opanuxapaus,
ceplieuHas HeA0CTaTOYHOCTh, Pa3phlB MHOKApAia [10CIe HEIaBHO IIEPEHECEHHOr0 0CTPOro uHOapKTa.

Co cmopombl cocyoucmou cucmembl

- HeyacThIe: THIIEPTOHKYeCKas SHNedanonaTus.

Co cmoponbl HepeHOU CUCMEMbl

- HEYacTo: OTEK COCOUKOB 3PHTENBHOTO HepBa M IOBBINCHHE BHYTPHYEPCIIHOrO JaBICHHA
(TICEBOOITYXO0JIb FOJIOBHOTO MO3r'a) II0C/IE OTMEHEI TEPANTHH, FOJIOBOKPYKEHHE, I'OIOBHASL Gos,

- OYEHb PEOKHE: CYyOPOTH.

Ilcuxuampuyeckue HapyueHus

- HeuacThle: W3MEHEHHWe JUYHOCTH M [OBEACHHS, KOTOpHE Haubolee 4acTo MpOsBIOTCS didopuei,
OECCOHHHUIA, Pa3iPaXXKUTEILHOCTD, TMIIEPKUHE3Us, ICIIPECCHS.

- PeIKO: IICHXO3bI.

Co cmopoHbl 5HOOKPUHHOU CUCMEMbL

- 9ACTO: HETOCTATOYHOCTH H aTpO(Hs HAIOYEUHHKOB (CHIKCHHE OTBETA Ha CTPECC), CHHAPOM Unenko-
KymuHra, HapymeHue peryaspHOCTH MEHCTPYaJIbHOTO [UKIIA, THPCYTU3M.

Hapywenus Mmemabonusma u numanus

- peaKo: MEpPexOA JATEeHTHOro caxapHoro juabera B KIMHHYECKH MaHH(ECTHBIN, NOBBIUCHHE
IOTPeBHOCTH B MHCYJIHHE HIIM IEPOPATBHEIX CaxapOCHIXAIOIHX IperiapaTax y MallUeHTOB C CaxapHEM
nuabeToM, 3aJepKKa HaTpUs U BOABI, YCHJICHHE NIOTEPH KaIH4,

- OYEHp pEIKO: THIIOKATHEMHMYECKHH alKano3, OTPHIATENBHBIH a3OTHBIH OamaHC BCIEACTBHE
karaboin3ma 6enKoB.

Co cmoponbl nuweeapumenbHou cCucmembl

- HeYacThIe: TOITHOTA, A3Ba XeJIy/AKa HJIH ABeHaIIaTHIIEPCTHONKALIKH,

- OdYeHb pemKko: 330darut, mepdopanud A3BEl K KPOBOTECHUCHHS OKEIYOYHO-KHIICTHOTO TpaKTa
(remMaTOMe3HC, MEJECHa), ITaHKPEeaTHT, nepQopalns XEJYHOTO Ny3bIpSd M KHIICTHHKA (ocobGenHo y
TMAIUEHTOB C XPOHHYECKHUMHU BOCTIATHTEIBHBEIMH 3a60/IeBAHHAMH TOJICTOTO KHIIEYHHKA),

- YacTOTa HEM3BECTHA: MKOTA.

Co cmopoHbL ONOPHO-06UZAMENBHOZ0 ANNAPAMA U COEOUHUMENbHOU MKAHU

- YacThIEe; MBIMEYHAs CIab0CTh, CTEPOMIHAS MHONATHs (MBIIETHAs C1abocTh BCIEACTBHE xarabonuiMa
MEILIEYHO! TKaHH),

- OYeHb peIKHe: KOMIIPECCHOHHBIC IMEPENOMBl MO3BOHKOB, PasphIBEI cyxoxmnit (0COGEHHO IpH
COBMECTHOM IIPMMEHEHHUH HEKOTOPEIX XHHOJIMHOB).
Co cmopoHbl K0JICU U NOOKOJICHOU KAeMYamKu :
- yacThIe: 3aMEVICHUE 3AKHBJICHUE paH, CTPHH, IIETEXUH M SKXHMO3BI, ITOBLHII OCTh, aKHE,
I10JaBJIEHHE KOXXHBIX PEAKIUil IPY NPOBEACHUH aJUICProJIOrHIECKHX TC
- OYeHb Pe/IKO: AUIEPrUYeCKHH AePMATHT, KPANHBHHLE, aTPOPUS KO
Hapywenus co cmopoHbl 0p2aHa 3penus
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- HeyacThIe: IIOBHILIEHHE BHYTPUITIA3HOI'O aBJICHHU, -
- OUEHB PEIKO: SK30(TAIBM.

- YaCTOTA HEM3BECTHA: TOMYTHEHHE 3PEHHA (CM. TAKXKE paszien 4.4)
Co cmopoHbl penpoOyKmMuGHOU CUCHEMbL U MONOYHBLX JICENE3

- PEKO: MMIIOTCHIIHS

Obwue HapyuieHus U HAPYWEHUS. 8 MECe 66e0eHUA

- OUEHb pPEJIKUE: OTEK.

IIpusHaku u cumMnmomel CUHOPOMA OMMEHbL 2NIOKOKOPMUKOCMEPOUd08

Ecii y NanMeHTa, JUIHTENHHO MPUHHMAIOLIErO INIIOKOKOPTHKOCTEPOH/EL 6BICTPO YMEHBIIHTH AO03Y
npenapara, MOTYT pPasBHTECS NpH3HAKA HAJNOYCYHUKOBOH HEJIOCTATOMHOCTH, apTepHaibHas
THIIOTEH3US, CMEPTB.

B HEKOTODHIX CIIy4asX CHMIITOMBI OTMEHBI MOTYT OBITh @HAIOTWYHBI CHMITOMaM H Npu3HaKaM
06OCTpEeH S WK PeliaKBa 3a00/IeBaHHS, IO TOBOAY KOTOPOr0 MAHEHT MOy Hal JICUCHHE.

IIpu pasBUTHH TKEIBIX HEXENATeNbHbIX SBICHHH JICYCHHUE ODKHO OBITH IPEKpaLIEHO.

Coofmenye 0 IoI03peBaeMbIX HEXENAaTEIbHBIX PeaKIuIX

BaxHo co0o6mIaTh O MOJO3PEBAEMBIX HEXENATENbHBIX PEAKUHIX IIOC/IE PETHCTPALHH JICKapCTBCHHOIO
mpenapata ¢ LEJNBIO OOECIEYEHHs HENpEephIBHOTO MOHHMTOPHHIA  COOTHOIICHHS «II0JIE3a-PHCK Y
JIEKapCTBEHHOro Tpernapara. [IpocHM MEIMIMHCKMX pabOTHHKOB coobate 0 MOOBIX MOA03PEBAEMBIX
HEXENaTeNbHbIX PeaKUHsX JIEKapCTBEHHOro Iperapara Hepe3 HAlMOHAIBHBIC CHCTEMbI coobImeHHs 0
HEXEeNaTeIbHBIX peaKIHsX.

4.9 IlepemosupoBka

CyIIeCTBYIOT peNKHe COOOINEHHs O CydyasX OCTPOH MEPeNO3HPOBKM MIH CMEPTH H3-33 OCTpOX
NepesIo3upoBKy. [lepesio3upoBKa 0OBIYHO HPOSBISETCS TONBKO Hepe3 HECKOILKO HEACID IPHUMEHEHHUS
Ype3MEPHEIX 103 U MOXKET BEI3BATh OOJBIIMHCTBO M3 HEXENATE/IbHBIX a¢hdexToB, yKasaHHBIX B pas/eie
4.8., npexne Bcero cuHapoM Kymunra.

OXHOKDAaTHEIH TpHeM GONBLIOrO KONWYeCTBa TAabNETOK HE MPUBOAMT K KIHMHHICCKH 3HAYUMOMH
HHTOKCHKALIHH.

M3BecTHOrO CrHEenHpHUYECKOro AHTHAOTa HeT. JledeHHe MOINEPXKUBAIOES H CHMITOMATHHCCKOS.

TeMoauanu3 He 3G GEKTHBEH JUIS YCKOPEHHs BEIBE/ICHHS ICKCaM 3 HHU3Ma.
COTJIACOBAHO
. * | MUHUCTEPCTBOM 3/IPABOOXPAHEITHS
5. ®APMAKOJIOTHYECKHE CBOIICTBA PECITYEITIEH SENAPYCE
[puxas MHuICTEPCTBA 3APADOOX PAHEHIIA
5.1 ®dapmakogMHAMHYeCKHE CBOHCTBA PeenySauky Benapych
dapmakoTepanepTuyeckas  rpymma:  KOpTHKOCTEpOMIBI 11 CHCTEMHOro  MPHMCHCHHA,

rimoxokoptuxounsl. Kox ATX: [HO2AB02].

Mexauu3M aeiCcTBUS
JlexcaMeTa30H SBISETCS CHHTETHYECKHM TOPMOHOM KOpbI HAANOHCYHHKOB (KOpPTHKOCTEPOKZ) C

IIOKOKOPTHKOMIHON aKTHBHOCTHI0. OH 06NajaeT MPOTHBOBOCIATHTEIBHBIM 1 HMMYHOCYIIPECCHBHEIM
JeHCTBHEM, & TaK)Ke BIMseT Ha MeTaGoiu3M, FOMEOCTa3 IIIOKO3bl H (IOCPEACTBOM OTPHUATEILHOIO
shdexra oOpaTHOM  CBf3HM) CEKPEUMIO THIOTANAMHYECKOro — PHJIMSMHI -  IOpMOHA — H
aJpeHOKOPTHKOTPOITHOrO FOPMOHa ajeHorunodusa. Jlo KOHI@A AeHCTBHE IUIIOKOKOPTHKOMJIOB CIIe He
BLIICHEHO. B HacToslmee BpeMs MMeeTcs JOCTAaTOYHO JOKa3aTebCTB O MEXaHH3ME ZeHCTBHSA
TIIOKOKOPTHKOKIOB HA KJIETOYHOM YPOBHE. B IHMTOIIAsMe KIETOK CyIUECTBYCT IBE YETKO
OIIPE/ENIEHHEIE PELENTOPHBIE CHCTEMEL Uepe3 IIIOKOKOPTHKOUIHLIC PELEHTOPEI KOPTHKOCTEPOHU/IBI
PeryTUpyIOT IPOTHBOBOCHIATHTENBHEIN H MMMYHOCYTIPECCHBHEIC 3((hEKTE X FOMEOCTa3 IVIIOKO3bI; 9epe3
MHHEPAIOKOPTHKOH/IHEIE PELENTOPl PEryIHpPYIOT oOMEH HATpUs M Kajus, 31;3;({9@141‘}151?3 ¥ BOJHBIH
Oanasc. g )

' TIOKOKOPTHKOUABI SABJISIOTCS JKAPOPACTBOPHUMBIMK BCIICCTBAMH H OMy JIETKO H,mm‘nuxaxor B

KJIETKH-MHUINEHH Yepe3 KICTOYHble MeMOpaHbL Casa3bIBaHHE TIOP > ?3’5“7 OpOM  BBI3BIBACT
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KOH(OPMAIMOHHbIE H3MCHEHHA DELENTOpa H MOBBIIAET €ro CPOACTBO K JTHK. Kommnexc-ropMoH-
pELenTop MPOHUKAET B SIPO KIETKH H CBABIBACTCA C PEryJATOPHbIM yHaCTKOM monexynsl JTHK, Takxke
M3BECTHEIM KAk 37IeMeHT rimokokoptukouasoro orsera (GRE). AKTUBUPOBAHHBEIH  PpELENTOP
cBsspBaercs ¢ GRE wm crenudUYecKHMH IeHaMH M PETYNHpYeT TPaHCKPHIIIIHIO marpuysoit PHK
(MPHK) BHosb o6pa3osannas MPHK TpancmopTtupyercs K puGocomaM, KOTOpbIE 3aTeM y4acTBYIOT B
o6pasoBaHuy HOBBIX O€nKoB. B 3aBHCHMOCTH OT THIIA KIETOK-MHILIEHeH ¥ IpolieccoB, 06pasoBaHKe
HOBBIX GEIKOB MOXET KaK YCUIIUBATHCS (HAIPHMED, CUHTE3 THPO3HH-TPAHCAMHUHA3EI B KIICTKAX NIEYEHH),
TaK ¥ TIOAABIATHCS (Hanpumep, cunTes IL B muM@omnurax). ITocKoIbKY PEHENTOPEI K IIIOKOKOPTHKOHAAM
0GHAPYKUBAIOTCS BO BCEX TKAHSX, TO PEAH3alysl X ICHCTBHS OCYINECTBIACTCA B GOJIBIIHHCTBE KJIETOK
OpraHu3Ma.

Brusnue Ha mMemabonusm u 20Meocmas 2110K03bl: IeKCaMeTa30H, Hapsaay ¢ HHCYJIMHOM, ITIOKAaroHOM H
KaTeXO0JIaMHHAMH, PETyJIUPYET HAKOIUICHHE K PacXoJl SHEPTUHU. B NeUeHH OH CTHMYIHPYET obpazoBanue
[JOKO3H! M3 TNHPYBaTa ¥ AMHHOKHCIOT M 0Gpa3soBaHMM TNIMKOTeHa. B mepu(epuyeckux TKaHsiX, B
YaCTHOCTH, B MBIILAX, YMEHbIIAET [IOTPeCICHHE IVIIOKO3b! H MOOHIH3YET aMHUHOKHCIOTHI (U3 6enkos),
KOTOpBIE SBJIAIOTCS CYOCTpaToM TIMIOKOHEOTeHesa B TedeHH. HemocpencTBeHHBIC adbexTel Ha
MeTaGoMH3M JKHPOB HPOSBISIOTCS MEHTPATBHBIM NEPEPACTIPENECHAEM KHPOBOK TKAHH M YCHICHHEM
JIATIONIM3a B OTBET Ha BO3JAEHCTBHE KATEXOJAaMHHOB.

UYepes peuentops! B IPOKCHMATBHBIX KaHAIbL@X IOYEK JCKCAaMETas’OH CTHMYIHPYCT TIIOYEYHBIH
KpPOBOTOK M KIy0604KoByI0 (HIbTpalmio, MonasiseT 00pa3soBaHHE H CEKPELMIO BasONMPECCHHA U
YIIY4INaeT CIIoCOOHOCTD MOYEK IKCKPETHPOBATH KHCIIOTEL

TTocpencTBOM YBENMYEHHs KONMYECTBA H CPOACTBA K [-a/(peHEpPruyecKUM pELenTopaM, KOTOphIE
TIEPENAIOT MOJIOKUTEIIBHbIE WHOTPOIHEIE 3((EKThl KAaTEeXONaMHHOB, AEKCAMETa30H HENOCPEICTBCHHO
YBETMYMBAET CEPAEYHYIO COKPATHMOCTD H NEpHPEPHUECKUH COCYUCTBIH TOHYC.

B BBICOKHX 7103aX JIEKCAMETA30H IONABIAET IpoxyKumio ¢uépoGuactamu xosnarena I u III, a Takke
[JIMKO3aMUHOTJIMKAHOB, 3a CYeT YrHeTeHHs 00pa30oBaHMs BHEKJICTOYHOrO KOJUIareHa W MaTpHKCa
3aMEJUITIOT 3aXMBICHHE paH. JUIMTENbHBIH NPHEM BBICOKHX J103 BBI3BIBACT [IPOTPECCHPYIOLIYIO
pe30opOIMI0 KOCTHOM TKAaHH KaK OINOCPENOBAHHBIA 3QdexT, ¥ HENMOCPENCTBEHHO YMEHBIIACT €€
o6pa3oBanue (CTEMYJIHPYET CEKPEIHIO [apaTrOpMOHA M IOJABJIET CEKPEIHIO kansluTOHUHa). Kpome
5TOro, OH HPHUBOJMT K OTPHLATENBHOMY OalaHCy KaibLMs — YMEHBIIACT BCaChIBAHHE KAIbLHA B
KAIIGUHAKE M YCHJIMBAET ero BhiBeleHHe modykaMu. OOBMHO 9TO TNpPHUBOAUT K BTOPHYHOMY
runeprnapaTupeosy 4 Gocdarypuu. .

Jleiicmeue Ha cunomanamyc u 2unogus: nexcamerasoH okaspiBaer B 30 pa3 Gonee BBIpaXEHHOC
JIeHCTBHE, YeM SHIOTEHHBIH KOpTH30i. ITo3ToMy OH sBiseTcs: Gojlee MOIIHBIM MHIHOHTOPOM CEKPELHH
KOPTHKOTpONHUH-pHIn3uHr-akropa (KP®) ¥  anpeHOKOPTHKOTPOIHOIO  IrOpMOHA (AKTT). B
(hapMakoNOrMuecKMX ~ [03aX  YTHETaeT THIOTAlIaMO-THIO(QH3apHO-HANMOYEUHHKOBYIO — CHCTEMY,
CrocOGCTBYET DPa3BUTHMIO BTODHYHOM HAIOYEYHMKOBON HENOCTATOYHOCTH. HeIoCTaToyHOCT KOPSBI
Ha/IMOYEYHUKOB MOJKET Pa3BUTLCS YXe Ha 5-7 JIeHb BBEICHUS JEKCaMETa30Ha B CYTOWHBIX 032X,
sKkBUBATEHTHBIX 20-30 Mr npemuu3ooHa WM 4yepe3 30 aHeH Tepalnuy MalbIMH J03aMH. ITocite OTMEHBI
KOPOTKOTO Kypca Tepamnuu (10 S5 [HeH) BEICOKMMH 103aMM, GYHKLHS KOPBI HAINOYCYHHKOB MOXCT
BOCCTAHOBHTBLCS Uepe3 OJHY HEIENO; IOCNe JUIMTEJBHOrO Kypca HOpMau3alys HacTyrnaeT II03XKeE,
06BIYHO 3TOT NMpOIECC 3aHHMaeT 10 1 roga. Y HEKOTOPBIX MAlMEHTOB MOXET PasBHUTHCA HeoOpaTumas
aTpodust KOpPE! HANIOYEYHHUKOB.

IIpomusosocnanumenvroe U UMMYHOCYnpeccugHoe Oeticmeue TTIOKOKOPTHKOCTEPOMIOB CBA3AHO C HX
MOJIEKYNIAPHEIMH M GHOXHMHYECKHMH dddexTamu. MoneKyIspHBIK HPOTHBOBOCTIAJIUTENBHEIA 3¢ eKT
ABJACTCS PE3y/IBTATOM B3aMMOACHCTBHS INIOKOKOPTHKOMJOB ¢ IIIOKOKOPTHKOHIHBIMH PCHCHTOPaMH H
W3MEHeHHAs SKCIPECCHH PSNA TEHOB, DEryTHpyIOIUX 06pasoBaHHE MHOXECTBA HH(OPMAIMOHHBIX
Monekyn, 6enkoB ¥ (EepMEHTOB, NMPHHHMAIOUMX YYaCTHE B MPOLECCE BOCHATICHHAL. Broxumudeckne
NIPOTHBOBOCHIAUIMTENbHEIE  dO(EKThl TIIIOKOKOPTHKOHAOB  ABJIAIOTCS — PE3yNbTATOM 6/10KHpOBaHHS
06pasoBanust ¥ (QYHKIHUH TYMOPAJbHBEIX MENHATOPOB BOCHATEHUSA: NPOCTArjaHuHOB, TPOMGOKCAHOB,

IIUTOKUHOB M JIEHKOTPHEHOB. JleKcaMeTasoH yMeHbpImaeT oGpasoBaHie JCHKOTPUCHOB IIYTEM CHIDKCHI
o b N

BBICBOGOX/ICHHS ApAXHIOHOBOM KHUCIOTHI HX KIETOYHBIX (OCOIMITHIOB, JIOGBIGICTCA PesymibTaToM
5 \

TOJIaBJIeHHs AKTHBHOCTH ocdonmumassl Az. [JlelicTBre Ha Qoconnmasy plHCpeoBaHHO TQRUAIGHHEM

KOHIIEHTPAIMK JIMIIOKOPTHHA (MAaKpOKOPTHHA), | DL B TIL IS ] %@&‘ﬂlonunagm Az.
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IToaBifiomee HEHCTBHE JeKcaMeTa3oHa Ha CHHTE3 TNPOCTarjaHIMHOB H TpoMOOKCaHa SBISETCA
pe3y/IbTaTOM CHIKCHHS CHHTE3a crierduaeckoit MIHK, koxupyiome# 06pa3oBaHus LKMKIOOKCHICHA3EL.
Kpome Toro, Grarofapsi yBENTHYCHHIO KOHICHTPALHMH JIHTIOKOPTHHE, ZIeKCaMETa30H TaKXe IOAABIIIET
obpasosanue [TAD. JIpyrue OHOXHUMHUUECKHE IIPOTHBOBOCTIAJIUTEILHEIC 3((eKTHl BKIIOYAIOT CHHXEHUE
o6pasosanus TNF u IL-1.

5.2 @apMaKOKHHETHYECKHE CBOHCTBA
Abcopbyus

ITocne mpuema BHYTPb JEKCaMETa30H ObICTPO M IOJHOCTBIO BCACHIBACTCA. BHOOCTYITHOCTh TabNETOK
nekcamerasoHa cocrapnser 80 % (B iuTepaType MOXHO HaiTH pasHbIC NAHHBIC IO OUOIOCTYIHOCTH,
Bappupyrommecs ¢ 53 % mo 112 %). Ilocie npruema BHYTPs MakCUMAaIbHad KOHICHTPAHA B IIAa3ME H
MaKCHUMaIbHBIH 3(GeKkT nocTuraroTcs depes 1-2 yaca; mocine OTHOKPATHOro IpHEMA nefcTBHE
COXpaHAETCs MPUOITH3UTENBHO 2,75 nHA.

Pacnpeoenenue

ITpumepHo 77% HexcameTas’oHa CBs3BIBAcTCA C OeiKaMM IIA3MBI, NPEHMYINCCTBEHHO C aTE0yMUHOM.
JIMIIb He3HAYMTEIHHOE KOTHYECTBO eKCaMeTa30Ha CBs3bBaeTcs ¢ HeanbGymuHoBemMH Gemkamu. Tax
KaK JeKCcaMeTa30H JXKHPOPAacTBOPHMOE BEINECTBO, OH MOXXET NPOHMKATh BO BHE- W BHYTPHKIETOUHOC
IIPOCTPAHCTBO. '

Mema6onusm

B 1eHTpanbHOR HepBHOH cucTeMe (runoranamyc, runodus) ero sgpdexTsr 06yCnoBIeHb! CBIEBAHUCM C
MeMOPaHHEIMH pelenTopaMi. B IepHdEpHuecKuX TKAHAX CBA3BIBACTCA C LUTOMIA3MATHICCKUMH
pelienrtopamy., Pacnas mpoucxoauT B MECTE €ro NEHCTBHUS, T.€. B KIIETKE.

B OCHOBHOM IpenaparT IOJBEPraeTcs MeTabonu3My B IEYCHH, HO TAKXke MeTaboIH3UpyeTCs B N04KaX H
IPYTHX TKaHAX.

Buszdernue COTJIACOBAHO
MUHHUCTEPCTBOM 3[PABOOXPAHEHNS
BEIBOIUTCS TJIaBHEIM 00pa3oM ¢ MOYOH. PECRYBIIHKY BENAPYCh

TIpnkas MirancrepCrna S8APATOOXPAHEHNS
Pecny6inku Benapyco

5.3 [lannble JOKJIMHHYECKOH 0€30MaCHOCTH
[To6GoyHBIE pEaKIVH JEKCaMeTa3oHa C BO3MOXKHOM 3HAQYHMOCTRIO VLA KIIMHHYECKOrO IpHUMCHCHHA
HaOMIONATHCh Y JKMBOTHBIX IIPH YPOBHAX BO3NEHCTBHS, CXOMHBIX C KIMHHYCCKHMH YPOBHAMH
BO3JCHCTBHA.

UccnenoBaHds OCTPOM TOKCHMYHOCTH TOKa3ald HHU3KYI0 TOKCHYHOCTH [JCKCaMCTasOHa  II0CIC
NepOpAJIEHOTO BBEJCHHS: 3HaueHus LDso COCTABIAIH > 3 I/KT y KpHIC H 6,5 r/Kr y Msled. 3Ha4eHus
LDso npu BHYTPUOPIOITHHHOM H BHYTPHBEHHOM BBEJEHHH Y KPBIC COCTABILIA 54 mr/xr u > 64 Mr/xr
COOTBETCTBEHHO, Torna kak LDso IpH BHYTPUOPIOIMHHOM BBEEHHH y Mbme# coctasmsul 410 mr/kr.
TTO/IKOXHOE BBEJEHHE ACKCAMETa30HA Y MEIIIEH, KPBIC ¥ KPOJIHMKOB JaBajio 3HaueHus LDso 4400 mr/xkr,
14 Mr/xr u 7 MI/XT COOTBETCTBEHHO. KIIMHHUECKHE NpPH3HAKM TOKCHYHOCTH IOCIE OJHOKPATHOH N03BI
JleKcaMeTa30Ha BKJIIOYANH CIE30TEYEHHE, MOBHINEHHYIO JBUIaTe/IbHYI0 aKTHBHOCTh, AUAapelo, ITOTEPIO
BECa, TPEMOpP U CyHoporHd. [IOBTOpHOE BBEICHHE ACKCAMETa3’0OHa y KPHIC NPHBOAHIO K yMEHBIICHHIO
pocTa TeNla, H3MEHEHHIO CEJe3eHKH M Beca THMYCa, M3MCHCHMAM B KDOBH, TOrAa Kak y KpOJIHKOB
BBI3HIBANO HEKPO3 IeueHH. JleKcameTa3oH MHIAYUUPOBal TMIEPTPOQHIO MHOKAp/a y HOBOPOXIACHHBIX
KpBIC.

FDA xnmaccuunupyer nexcamerasoH Kak kaTeropuio C st 6epeMEHHBIX XKEHIIKH. Be110 nokxa3saxo, 4To
TpenapaT yBEJMYMBAET YacTOTY BPOXNIECHHBIX ACHEKTOB y MHOTMX IKCHCPHMCHTAIBHBIX BHIOB
JKUBOTHBIX. VICCIIENOBAaHNS TEPATOTEHHOCTH BBIABHIIM UEPEIHO-IHIEBBIC NIOPOKH PasBUTHA, CCPACHHBIC
fedeKThl, paciienuHy Heba, CHIKEHHE Beca ILIOJia, HMMYHOAS(QHIHT, BHE3aPOABIIEBEIC CTPYKTYPEL. B
WMCCIIEOBAHMAX Ha JKMBOTHBIX paciieuHa HeGa HaGmonamack y KpbIC, MBIMIEH, XOMAKOB, KPOIHKOB,
cofaK ¥ IPHMATOB; HO He HaGJONANach y JomajeH ¥ oBel. B HEKOTOPBIX CIyHasX STH OTKJIOHCHHA
coueTaMch ¢ JebeKTaMu IeHTpalbHOH HEPBHOM CHCTEMBl M CEpAna. Y npyMaroB—APHMGHCHHE
NPUBOJMIO K BO3/IEHCTBHIO Ha MO3r. Bonee Toro, mMorna GBITh 3anepkKa B {pWyTPOOHOTO pasBHUTHS.
Bee 511 3¢ bexTs! HabMONANKUCh IPH BBEICHHH BBICOKHX J103. i
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OmueHKa reHOTOKCHYHOCTH JeKCaMeTa30Ha C HCIONb30BAHUCM aHATTH30B in vitro xiﬂtﬂvﬁb?‘u@(asana, 4TO
nperapaT CcrmocoOeH BO3ACHCTBOBATE Ha reHeTHUeCKHH MaTepuayn; OJHAKO aHanus Oimca A
oGHapyKEHHUs MYTareHHOTO MOTEHIKana ObLI OTPHIATEIBHBIM. A 702

L L UL U
PesylIbTaTsl MHIMBHAYANbHEIX JOKIHHHYECKHX HCCNCNOBAHUA IIOKA3BIBAIOT, HTO neKcaMeTa30H
HHTHGUpPYET POCT PAKOBBIX KIETOK M aHTHOTCHE3.

6. ©®APMAIEBTUYECKHE CBOICTBA

6.1 IlepeyeHb BCIOMOTATEJbLHBIX BELECTB
BcnomozamensHyle 6eujecmea; NTaKTo3a MOHOTHIPAT, KpaxMail IpekeNaTHHH3UpOBAHHEIH (M3roTOBNIEH
13 KyKypy3HOTO KpaXMasa), KpeMHHUs JHOKCH/ KOJUTOWHbIH 6e3BOHEIA, MarHus CTeapar.

6.2 HecoBMecTHMOCTD COTJIACOCRATIIO
He npuMeHuMO. MUHMCTEPCTBOM 3[[PABOOXPAHEHHUSA
PECITYDJIMKH GEJAPYCH
TIpuxkaa MuuncrepcTsa 3Aps300XPAHENNA
6.3 Cpox rogHocTn Pecnybankn Besapycs
3 roma

6.4 Ocolbie MepbI MPEAOCTOPOKHOCTH MPH XPAHEHHH

XpaHUTh B OPUTHHAIBHOM YNAKOBKE C LENbIO 3allUTRI OT CBETa H BIIArH. He Ttpe6yercs 0cobbIX
TEMIIEPaTyPHBIX YCIOBHH XpaHEHHS.

XpaHHUTh B HEAIOCTYITHOM ISt A€TEH MECTe.

6.5 Xapakrep H coaep’kaHHe MEPBHYHOH yNIAKOBKH
10 Ta6netok B Gimctepe (OITA/AITIBX-Al dossra).1, 5, 6 mim 9 GanCTEPOB C JTHCTKOM-BKJIAIBIICM B
KapTOHHOM KOpoOKe.

6.6 Ocobble Mepbl MPEIOCTOPOKHOCTH NPH YHHYTOXXKEHHH HCIOJIL30BAHHOIO JIEKAPCTBEHHOIO
NpenapaTa WM 0TXO0J0B, NOJyYeHHBIX NOC/Ie NPHMEHEHHs JIEKaPCTBEHHOT0 Npenapara ik
paboTel ¢ HUM.

Hert ocobpix TpeOOBaHUH K yTHIIH3AIIHH.

Bech oCTaBumiics JIEKAPCTBEHHBIH Iperapar W OTXOABI CIEAYeT YHHYTOXHUTb B YCTAHOBJICHHOM

TOpSIZIKE.

6.7 Ycaopus oTnycka
[To penenTy Bpaya.

7. JEPXATEJL PETHCTPAIIMOHHOTI'O YAOCTOBEPEHU
KPKA x.1., HoBo MecTo, 11Imapreruxka necra 6, 8501 Hoso mecro, CnoBeHus

IIpencraBuTe b AEP/KATENSA PETHCTPALHOHHOrO YI0CTOBEPCHHS B Pecnyo6smke beaapych

IIpenctaBuTenscTBO AxnuoHepHoro ObmecTsa «KRKA, TOVARNA ZDRAVIL, D. D, NOVO
MESTO» (Pecniy6ruka Croennsi) B Pecyfimuke benapycs: 220114, Pecny6nuxa Benapycs, r. MuHCK,
yn. drnuMoHoBa, 1. 25T, oduc 315. Ten/daxc +3757407409230. E-mail: info.by@krka.biz. ;
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