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1.3.1 Dexamethasone sodium phosphate
SPC, Labeling and Package Leaflet AM

HHCTPYKITHA 110 METHUMHCKOMY NPHMEHEHHIO HenapaTa

Jexcamera3oH pacTeop ANA HHBeKHil 4 mr/l mu,
Dexamethason

Me:xaysapoanoe HenaTeATORARN0E HA3BAHNE
Jlexcamerazor (Dexamethasone)

CocTaB

B 1 mut comepxUTe:

armueHoe Berjecmeo; NeKcaMeTasoHa HaTpua pocdat 4,37 Mr (cooTBETCTBYET 4,00 Mr
nexcameTazona docdaTa). Beromozamenshele sewjecmea; TIMUEPHH (TIHLEPOIL), KKAATPUA SLCTAT,
HaTpua ruapodocar AMrHAPAT, BONA JUTS HHBEKIHH.

Ononcanue
TIpo3spaumsiii, GeCLBETHBRIH HIH CCTKA XENTOBATOTO [IBETA PACTBOD.

PDapMaK0IOTHYCCKOE AEACTBIE

TIpenapar JeKcamMeTasoH ABIAETCA CHHTETHMECKHM [IIOKOKOPTHKOCTEPOHAOM AHTEALHOTO
1eiiCTBIA, Y KOTOPOro OTCYTCTBYET MHHEPAIOKOPTHKONAHEIH 3 ext. IIpenapar oxasniBacT
BHIPAKEHHOE IPOTHROBOCTIANUTENBHOE, POTHBOAIIIEPTHIECKOE 1 JeceHCHOUNUIHPYOLEe ASHCTBHE,
obnagaeT HMMYHOIENPECCHBHOH AKTHRHOCTEIO.

Tlocie BHYTPHBEHHOTO BREICHHS IPENapaT HATHHAET ACHCTBORATE GEICTPO, a oce
BHYTPHMBILIEMHOT0 BEGICHHA KIHHHIECKUHA 30 (KT JOCTHIASTCA YEPEs 8 wacos. [leficTBHe
Ipenapara IPOJIOHIHPOBAHHOE H NpoAomkaeTes ot 17 o 28 nneil mocne BHYTPHMEILIEYHOFO
BBEIICHNA 1 OT 3 IHeH 710 3 HeAEMb [0CHe NOKAIBHOTO MpaMeneHns (B o01acTs mopaxxenns). Joza
nekcameTazona 0,75 MI 9KBUBAJIEHTHA 103¢ 4 MI METHINPEHU3O0NOHA H TPHAMIMHOIIOHA, Swmr
IPEIHH30HA M IPEIHU30M0HA, 20 MI THAPOKOPTH30HA H 25 MI KOPTHU30HA.

IMoxkazanns K NPYMEHEHHIO

- Hapyusesua co cropoHel IHOOKPURNOT CHCMEMbE:

OCTpas HEIOCTATOYHOCTS KOPhI HAXNOYEUHHKOE; XUPYPrUYCCKIC BMEIIATEIBCTBA, TAXKENbIC TPABMEI
WiEK 326071EBAHMA ¥ IAIMEHTOR C M3BECTHOM MM MPEIONIAraeMOi HEOCTATOYHOCTBI0 KOPEL
HAJIIOYEYHHKOB,

- Hlox pasnuuno2o 2enesa;

I1IoK, pesHCTEHTHEIH K CTaHAAPTHOH Tepanuy; aHaGHIAKTHICCKHE LWIOK; IIOK Y MAUHCHTOB,
CTPa/AIOMHAX HENOCTATOYHOCTEIO KOPE! HAAIOHEHHHKOB,

- Omex zon06H020 MO324.

OTeK rOMOBHOIY MO3Td, O6YCIOBISHHBIH NEPEHYHEIME HIIH MET2CTATHYCCKHMHE ONYXOMAMA
[OIOBHOTO MO3TA, HEHPOXHPYPIHIECKMM EMELIATEILCTROM HIIK YEPETHO-MOSTOBOH TPABMOI.

- Broravecmeennvie 3a601€6ANUA:

[lannuaTHBHOS TeucHHe NefiK03a ¥ TAMAQOMEI y B3POCIBIX IIAUMEHTOB, OCTpas JekkeMHus Y JieTeit;
CHTePKATLIHCMES Y TAIHEHTOE, CTPAAIONIHK STOKATECTBSHHEIMH OTyXOIAMR NPH HEBOIMOKHOCTH
[IEPOPAILHOTO JHEHSHHA.

- O6ocmpenue XpoHUHECKo20 0OCMPYKMUgH020 OpoHxuma u BPOHXUATLHON QCIMMbI, ACIHMAMUYECKUil
CMamye.

- Taocenvle annepauieckue PpeaKyu.

- Briympucycmasnoe éeedenue:

B crryuasx BHIpaXKEeHHOIo BOCTIAIEHHsA CyCTaBa (KpoMme HHPEKIHORHOTO), Koraa HeahexTHBHA
OBBIMHAL Teparlis, 4 TAKKe P’ APYTHX COCTOAHHAX C CHHOBHTOM M BEINOTOM (TIOC/IE ACTIHpaLkK
CHHOBMATRHOH JKHIKOCTH).

- Joxansuoe npumenente (B 06IaCTs OPAXKEHHS) MOKA3aHO B Cydasx GUOPO3HOYIIIOTHEHHOIO

G oIUIHKy MK Ta, KONBLEBHIHOM IPaHyneMsl K CaPKOM/IO3A.
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1.3.1 Dexamethasone sodium phosphate

SPC, Labeling and Package Leaflet AM

- Cybronvionkmusansioe, pempobynsbaphoe unu hapabynsbapHoe ggedenne: HasHagaeTcd B TeX
CIIy4aax, KOT/a CyWECTBYET ONacHOCTS IS SPEHAA NP BOCIATHTENBHEIX HITH AILIEPIHIECKIX
2aG0NeRaHMAIX [71a3, CHCTEMHOIO HMMYHOAS(GHUIITA, IPONH(EPATHBHEIX H3MEHEHHI TIIa3HHLIBE,
CHMIATHYECKOH O TATBMUH U HMMYHOCYIPECCHBHOIO ICUEHHUS [IOCE TPAHCTUIAHTALMY POTORBIIGL.
JTuaznocmuseckoe uccnedosanue 2UnephyHKIul HAONOYEUHUKOS.

Ipenapat /lekcaMeTa3oH B AAHHOH JCKAPCTBEHHOMN (hopMe TAKKE M0Ka3aH ML JISYEHAL pAia
3a60NCBaHHIT, KOTIA IPUMEHEHHE epopabEOL (POPMEI AEKCAMETA30HA HEBOZMOMKEO.

ITpoTHBONOKA3AHAR

[1OBBIIEHIAs YBCTBHTEHHOCTD K PENApaTy; OCTCONOPO3; OCTPHIE BUPYCHBIE, GAKTEPHANENEIS H
CHCTeMHBIC TpHOKORbIE MEdEKIEH (KOT/ia He NPOBOJUTCA COOTBETCTBYIOIIEE ICHEHHE); CHHIPOM
Kymura; KopMiteHue Ipypo. OTHOCKTENRHEIMU IIPOTHBONIOKA3AHUAMY K IPHMEHEHHIO
JMEKCAMeTA30HA ARJIIOTCS XPOHHYECKas TOYeUHad HEIOCTATOYHOCTS; LIHPPO3 IEIEHH HITH
XPOHHYECKUH FEIIATHT; OCTPEIE ICHXO3EL.

BHyTpHMEIIIEYHOE BEECHHE IPOTUBOMIOKA32HO MALUEHTaM, CTPAJALIMM HOMOTATHYECKOH
TpoMGoITONEHIYeCKOH MypITypoii.

JIns npuMeHeHns B 0dTAIBMOTOTHYECKOH IPAKTHKE: BUPYCHbIE K IPHOKOBEIC 3200/IEB2HHS IMIa3;
ocTpas (opMa THOHHO MazHOM HHAEKIH PH OTCYTCTEHH CISLUHIECKOH Teparmy; 3aboneBaHus
POTOBHIIEL, COYETAIOIIMECH ¢ NeheKTaMu SMUTEIIL; TPAXOMa; IIayKoMa.

GepeMeHHOCTE H JAKTAUMS

JekcaMeTasoH clIeAyeT IPHMEHATE B IEpHOJT GepeMEHHOCTH TONBKO N0 XKUIHCHHEIM TIOKA3aHHAM,
ecnH IOTEHIHATRHOE GIaroTBopHOe AciicTBYE IpeTapaTa Ha OpraHu3M MaTepH HIIH IWIoJA
TpeBEIIIACT NOTEHIMATRHEIR PHCK, CBA3AHHEIH C JICICHHEM.

TockomIbKy BO3MOXKHEO BO3ACHCTRHE MPEIIapaTa Ha POCT PebEHKA i HA CEKPETIHIo SHAOTEHHBIX
TMOKOKOPTHKOCTEPOM/IOB, BO BpeMs mpreMa JlexcamMeTa3oHa KOPMIICHHE TPYIBIO CIIERYCT
[IpeKPATHTh.

Crioco mpuMeHeHH H A0361

JlosHpoBKA AOMKHA OIPEAEIATECA HHAHBHIYaNIEHO, B 3ABHCHMOCTH OT 3a60/IeBaHHA MAIHEHTA,
TpeIIOoNaTaeMOii IPONOIIKATENBHOCTH IEYEHHA, TOICPAHTHOCTH K KOPTHKOMIOM H PeaKIIHH
opranuzMa. JIig MEHUMH3HPOBAHHA TOGOUHEIX 3Q(EKTOR, CreyeT HCTONB3OBATE MUHHMANBLHO
BOIMOKHYIO JIO3UPOBKY H KOHTPOJIHPOBATH NpoLece 3a00NeBaHu.

Hapenmepanenoe npuMenenue

TIpenapat RROAKTCS BHYTPHMBILIEYHO, BHYTPHBEHHO CTPYHEO WITH KaNeasHo (¢ rimoxo30§i M
GH3HOIOTHIECKUM pacTBopoM). JlexcameTa30H He JODKEH CMEIUMBATECA C IPYTHMH
NeKapCTRECHHBIMY MIPENIAPATAME B OTTHOM H TOM K€ LIIPUIE HiIH (GIaKoHE A uHG Y3,

PekoMeH lyeMble HAUATBHbIE CPEIHHE CYTOUHBIE 03B! JUII BHYTPHBEHHOTO KK BHYTPHMEIIEYHOTO
BBeNeRHs cocTapmaioT oT 0,48 ;o 20 Mr(0,12mi1 — 5Mi) B cyTKH. B Tesenue cyTok JlekcameTason
MOKHO BBOOMTE 3-4 paza. B cnyyasx MCHbIIEH TAKECTH, NPUMEHHMEL foee HM3KHE /10361, & B
HEKOTOPRIX TAKENBIX, YIPOKAIOMKX I U3HH CILy4asX IPHMCHHMEL 0351, IPEEbIIAIONIHE
oBs1uHEIe H0351. TIpOXOMMKHTENEHOCTS IAPEHTEPATHLHOTO BBCCHHA OORITHO cocTaBIseT 3-4 In4,
3aTeM TEPEXONAT Ha TIO/IIEPKHBAOIITYIO TEPATHIO [EPOPATLHOH (hopMoi npenapaTa.

TIp XpOHMYECKOM MPHMEHEHHE He CTOHT PEBHIIATE 7103y S00MKT B ICHS.

BHyTpHEeHHOE BBEICHHAE PEKOMEH/YETCA NIALMEHTAM, HaXOMAIHMCA B LOKOBOM COCTOSHHUY,IPH
TEHEHIFH K HOPMANU3AIUH apTEPUAEHOTC JABNEHHABO3MOKEH IIEPEX 0/ 1a BHYTPUMEBILISTHOS 1,
Jianee, Ha [EPOPATTEHOE BBEACHHE.

BHYTpUBEHHOE H BHYTPHMBIIIEYHOE IPUMEHEHHE PEKOMCHAOBAHO B OCTPRIX CIIy1aAX, Hocie

TPOXOAKAEHHA OCTPOH a3kl PEKOMEHAYETCA NEPEXO/MTE Ha ICPOPaNbHOE HCMOME30BAHAS ApeNapara.

oK (zemoppazuseckutl, MPAGMAMuieckuil Wil OnepayuoHHblil)

O6prauo 1,72 Mr - 5,06 mr / kr (0,5 Mt - 1,5 MIt / KT) MACCH TeJa B BU/E OJHOKPATHON BHYTPHBEHHOM
uEBbeK, ECIM MIOKOBOE COCTOAHHUE COXPAHASTCS HHBCKIIHH MOXHO MOBTOPSTH Yepes 2 - 6 yacos. B
KauecTBE ABTEPHATHBEL, MO0 CPasy JKe HCIOML30BATh Ty JKE I03Y B BH/IE BHYTPHBEHHOH HH(bY3HH.

VOL: 1; P: 98/ 716
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13.1 Dexamethasone sodium phosphate

SPC, Labeling and Package Leaflet AM

Tepamus ¢ JekcaMerazoHom 4 Mr /1 Mt pacTeopa At UHEEKIHI aBIIAeTCA JONONHECHHEM H He
SBIETCH 3aMeHOH T TpaAHLMOHHOH TepalHi. BBeIcHIe BEICOKHX A03 CIEAYeT NPOAOILKATE A0
crabGUIH3HPOBAHHS COCTOAHHA MALNCHTA, H, KAK IIPABUIIO, He Bonee 48-72 yacos.

Omex mo32a

Cpa3anHbIi ¢ IEPBHYHOH HIIH MCTOCTATHYHOH OIYXOMBH MO3Ta, TpeAoTIepalACHHON TIOATOTORKOH
MAIHMEHTOB C MOBBINIEHHBIM BHYTPHYEPCIIHEIM JMARTECHUCM B CBAIM € OILyXOJBEO TOOBHOTO MO3Ta:
nepponadwibHo 10,0mr (2,5M11) BHYTPUBEHHO, 3aTEM IO 4 mr (1mn) KKABIE 6 9ACOB, 10
HCUEHORECHMS CHMIITOMOB OTeKa Mo3ra. OTEeT 00RIYHO OTMEYASTCH B TCUSHHE 12 — 24 1acoB; nosa
MOXeT GBITh CHYDKCHA TToCHTe 2-4 AHeil TedeHns H HOCTENEHHO IPHOCTAHDBIEHA B TEUEHHE 5 -7 oueit.
Bricoxue 1035l [excaMeTasoHa 4mr/ | M OKa3aHB! AId KPaTKOTO, HETEHCHBHOTO JICUCHHA
YTPOKAFOLIETO AT HKUSHH OTEKa MO3Ta, IOCTE [IEPBOTO AHA BLICOKOH [TO3BI, A03a IOCTEIICHHO
HOHMKaeTea ¥ B Tewenne 7 — 10 aueit gomkua goitu ao 0. lpu nokasaHuu HOCPKHBAIOIIEH
TepaIHH HEPEXOAAT Ha HCTIONB30BAHAE TIEPOPATEHOTO JICKCAMETA30HA.

Tlannuamusroe ynpasneHue peyuousupyouuMy Wit HeonepadenbHbIMu ONyXoRamu moz2a;
TTonmepXHBAOIIAS TPAis JOIKHA OLITE OHPEAENSHa NI KaXI0r0 NALHENTa; a(gderTrBHa 033 2
mr (0,5 MIT) ABa WK TPH pa3a B JEHb.

Hcnone30Banne HaMMeHBIIEH J0351, HeoOX0AMMO TS KOHTPOJI] OTeKA MO3ra.

Tpednazaemplil zpaghux UCHORBI0BANUS EBICOKUX doz npu omexe Mo3eq.

Bspocnsle:

Hauanmsnas mo3a 50 Mr (12.5M1) B/B

1--51ii neHb §mr (2,0mn) B/B kaxApIE 2 Yaca
2—oii NeHb 8mr (2,0Mm) B/B Kay/IbIe 2 Haca
3--#i fAeHb 8mr (2,0Mn) B/B KaxIbIe 2 yaca
4—p1if AeHE 4ur (1,0mi1) /B Kaxaee 2 9aca

5-8-oit g 4mr (1,0mn) B/E K1KABIE 4 Haca

Ifocse YMEHBILIATE A03Y OYTEM EXCAHSBHOTO COKPALIEHHA 110 4 wr (1,0 Mm)
Jeru (35 xr 1 Gomee).

Hawansras go3a 25 mr (6,25M1) B/B

1—51ii AeHB 4ur (1,0M) 8/B Kaxieie 2 daca
2—oit meHs 4mr (1,0M) /B K2abIe 2 Haca
3—uit neHn 4mr (1,0mi) B/B Kaxaeie 2 Haca
4--L1H OEHD 4mr {1,0mm) B/B xaxnwe 4 vaca

5-8-oii muer  4mr (1,0m0) B/B KaKIBie 6 gacoB

Tocne yMeHbIIATE JO3Y IYTEM SXKEFHEBHOTO COKPAIISHI Mo 2 mr {0,5 M)
Heru {zo 35 xr):

Havansnas gosa 20Mr (SMm) B/8

1—51i ness 4mr (1,0mn) B/B xaxpsIe 3 yaca
2—0j#i IeHb 4mr (1,0M) B/B kKOBIE 3 aca
3uit JeHb 4 (1,0Mm) B/B KaRIBIE 3 4aca
4p1ii neHb 4mr (1,0Mn) B/E KK IEIE 6 HaCOB

5—8-oft . 2mr (1,0mn) B/B xaxkaee 6 4acoB

Tiocme YMEHBILETE JO3Y NYTeM eXeHEBRONO COKPAIICHHA 10 1 wmr (0,25mm)

Heotinas mepanua

TIpH OCTPBIX ANNEPIHIECKHX 300/CBAHMAX HIH 000CTpeHIIL XPOHHYCCKHX AMTSPTHAECKUX
zafoneBanHit, IpeIIaracTcs CSAYIOIHA rpaduk HepopalbHO H HApeHTEPANLHOHA TepamiH:

1-&1i ZEHB 4mr-8ur pacteop ms mubeKumit (1,0Mr-2MT) B/M
2-0it meHD 500mMkr Tabnerka 2 pasa B IeHb
3-nit neHb 500MKT TabmeTKa 2 pa3a B ACHE
4-p1it feHs 500MKr Tabnerka 2 pasa B ACHb
5-p1i AeHDb 500MiT Tabnerka 2 pasa B IeHb
6-0if 1eHs 500Mxr TabneTka 1 pa3 B JIeHb
7-0it JeHB 500Mkr Tabnerka 1 pas B IeRRB
8-oit mens TpoBepoYHEIi JeHb
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1.3.1 Dexamethasone sodium phosphate
SPC, Labeling and Package Leaflet AM

JoxansHoe HpuMenerue (8 06RacMb ROPANCEHUA):

PeKOMeHyeMEIE 1035l COCTABNAIOT 0T 0,4 MT A0 4 M BHYTPHCYCTABHO OJJHOKPATHO.
BHYTPHCYCT2BHEIC MHBEKIMH MOKHO TIOBTOPHTE 4epes 3 - 4 MecsA11a; IpenapaT MOXHO BBOIKTE
MAKCHMyM 3 - 4 pasa B OfMH H TOT XK€ CyCTaB B TEHCHUE TOM; PenapaT MOXHO OJHOBPEMEHHO
BBROANTS B 2 cycrasa. Bolee 4acToe MpUMEHEHHE MOKET [PHBECTH K IIOBPEXICHUIO XpAlla CYCTaBa.
Jlo3a NpenapaTa 3aBHCHT OT Pa3sMepa IOPAKEHHOro CycTaBa. O651yHO B GONLIIME CYCTABEl BBOJHTCA
2 - 4 Mr nexcamerasona i 0,8 - 1 Mr - B Mansie CycTaBbl. Jlossl IEKCAMETA30Ha, KOTOPBIC BEOJUTICH B
CHHOBHATLHYIO CYMKY, COCTABILTIOT 2 - 3 MT; 03bl, KOTOPHIE BBOASTCS BO BIATAIHAINS CYXOHCIIHNA,
cocrasmaior 0,4 - 1 Mr; 0361, KOTOPEIE BBOMATCA B CYXOMKHIHE, COCTABIIAKOT 1-2wmr.

Jlo3a ieKcaMeTasona, KOTOpas BEOAMTCA B 001aCTh IOPAXKEHIH, paBHa BHYTPUCYCTABHOH H03€.
TIpernapaT MOKHO OAHOBPEMEHHO BBOJUTH MAKCHMYM B 2 0012CTH TIOPAMXEHHA.

JIns BBCACHHA B MATKHE TKAHH DEKOMERJTYeTCs IPHMEHATD JI03Y 0T 2 10 6 Mr (BOKpYTCYCTaBHO).
aeroTa HHBEKUHL: OT OAHOTO pa3a kaxsie 3-3 MHEH Ko ofHoro paza B 2-3 Hefmeny, B 3aBHCHMOCTH
OT OTBETA OPTaHH3MA.

Hosut npenapama ona demeil (BHYMPUMBIUIETHO):

Jlo3a npenapara Ipu npoBe/IcHUR 3aMeCTHTENLHOI Tepamun (IPH HEAOCTATOYHOCTH KOPEL
RaoueuHnKos) cocrasnser 0,0233 Mr/Kr Macchl Tena HIH 0,67 Mr/mM® IIoMmaaK NOBEPXHOCTH TEN2,
pasyencHHad Ha 3 103bl, Kax/bIH 3-it mens wmm 0,00776 — 0,01165 Mr/kr Maccs! Tena wian 0,233 —
0,335 Mr/M® IUIOIAAK IOBEPXHOCTH TENA SKEIHCBHO. TIpu Apyrux NOKa3aHMAX peKOMeHmyeMas 1o3a
cocrasiuser ot 0,02776 no 0,16665 mMr/xr MacChl Tena KK 0,833-5 Mr/m? oA [IOBEPXHOCTH
Tena Kaxasle 12 - 24 »aca,

V mereil B epHOL POCTA KOPTHKOHBT JOIIKHEI IPHMEHSTECS TONLKO IO aGCOAIOTHRIM MOKA3AHHAM U
ox 0¢o60 THATENEHEM HaGmoIcHNEM IEYalero Bpaya, TaK Kak OHH MOTYT OBITE MPHIHHOH
3aMeNICHUA POCTa, ‘

Ipumenerie y ROHCURBIX RIOOLI

JleyeHHe NAMHAEHTOR IOKANOTO BO3pacTa, 0Co0EHHO, eciit INTaHUPYETCS N0ITOCPOHHOS ICHCHAS,
JOJLKHO OHITh CIIIAHHPOBAHO, YUHTEIBas GoMee CephE3HEIE NIOCTICICTBHA o6mpx noGounsix addexTon
KOPTHKOCTEPOHJOB B CTAPOCTH, OCOGEHHQ OCTEOTIOPO3, OHabeT, THNEPTOHH, THIIOKATHEMHU,
BOCTIPKMMYHBOCTE K HHAEKIHMAM H HCTOHYEHHC KOXKH. KnuuauecKHi KOHTPoIb HeoGXomuM, YToDR
A36EKATE YTPOKAIOIHX KHIHH PEAKIHH.

Ocobble yKa3anun

Crnieayet coOImoA@Th 0CTOPOKHOCTE IPH IEYCHUH NAHEHTOB, CTPAAIONIHX apTepHaTbHOH
THNepTEH3vei, cepaeTHON HeJOCTATOUHOCTEIO, CAXaPHBIM muabeTomM, SIHIeTcHelt, TpoMGoaMOomiel,
TKenoil MuacTenreit M raykomoil. JeifcTBHE IITIOKOKOPTHKOHIOR YCHINBASTCA Y HALMCHTOB,
CTPA2IOLIHX HHPPO3OM NEYESHH HIIH THIOTHPCO30M.

JleyeHHne HEKCAMETAZOHOM MOXKET MAaCKHPOBATh NPH3HAKH CymecTBYOMEH MK HOBOH MEGEKIHH.
JlexcaMeTasoH MOXKeT BH3BaTh 000CTpERHE cHCTeMHO rpuOKoBOi HE(EKIH, TaTeHTHOTO aMebuasa,
TyOepKyNesa NErKHX.

B eproa JeyeHHs ACKCAMETA30HOM IPOTHBONOKA3AHO NPOBCACHHE BAKLIAHALUL ¢ TIOMOLIBIO KHBOH
BHpPYCHO31 BakiHHbL. HMMyHH3A0HA ¢ TOMOLUEIO y6uTolt BMpYCHOM MM OaKTEPHANLHOH BAKUHMIEL HE
BBIILIBAET OXKHIAEMOH BEIPAGOTKH aHTHTEN H HE OKA3BIBACT OXKHIAEMOTO npoQyHITaKTHIECKOTO
neifctera, OOBMHO JEKCAMETA30H HE HasHAUANOT 32 8 Hemens o M B TeueHHe 2 Henenh [Mocne
BAKIMHALHH.

Cresiyer cobIo/iaTs OCTOPOKHOCTE NIPH NCHGHHH IAIMEHTOB [OCIE XUPYPIHTIECKOro BMEILATENbCTBA
HIIH TepenoMa KocTeH, IOCKOBKY ASKCAMEeTa30H MOKET 3aMCTHTB 3AKHBICHHE PaHLl H IpoIece
00pasoBaHNA KOCTHOH MO30JH.

Bo BpeMs IIAPEHTEPAIbHOTO IeYeH s KOPTKOHAAMH MOTYT (peiiko) BOZHMKATE AIUICPrHICCKHE
PEAKI(UH, IOITOMY 10 Hauana JeHSHH JOTIKHE 6EITh IPHHATE COOTBETCTRYIONMME MEPH! (0COBEHHO Y
GOIBRMIX ¢ ALIEPrHYCCKUMH PeakuMAMH Ha MoBoil Apyroi npemapar B aHamHese). Y manpeHToB,
TIOZIBCPrHYTHIX JUIHTENRHOMY JICUSHHIO, MIOCIE [IPEKPACHHA TIETeHHs C JEKCaMETA30HOM MOXET
BO3HWKHYTh AGCTHHEHTHBI CHHAPOM (JIMXOPazKa, BBIIENEHH H3 HOCA, MOKPACHERHE 743, TONOBHAA
60115, [ONOBOKPYXXEHHUE, COHIIMBOCTE HIH Pa3ApaKUTeIBHOCTE, B0 B MBILIIAX ¥ CYCTaBaX, PBOTA,
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noreps peca, cnafocTk, YacTo cynoporH). IlosToMy /103y ACKCAMETa30Ha CACAYET IIOCTENENHO
CHEDKATE. Pe3koe NpexpamenHe MoXKeT HMeTE (haTalbHbIe NOCHICACTEHA.

[IpH CTPECCOBOM COCTOSHHM NALMEHTa (TPABMa, XHPYPrHUECKOe BMEIIATCNECTBO, TAKENLIC
3a60NeBAHYA) RO BPEMs TEPATIHE WM BO BPEMs OTMEHE! NIPENapara, 1033 AEKCaMCTa30Ha 0K
GEITH YBEIIMYEHA, TUIH CIEAYET HCTIONB30BATh THAPOKOPTH30H HITH KOPTH30H.

Yacroe BHYTPHCYCTABHOE BBEICHUE JIEKCAMETAs0HA MOXKET BEISBIBATE [IOPAKEHHA CYCTABHOTO XpAILE,
HEKPO3a KOCTH K pa3BHTHA Iapxo-no/100HOH APTPONATHH.

CreptyeT n36eraTh BBeACHHA KOPTHKOMIOB B HHPHIMPOBAHHEIE H HecTaOHMALHBIE CYCTABhIL.,
TIpHMeHeHHe KOPTHROCTEPOUIOR IPH UepeOpanbHoi MAIpPHH, CBA3aHOOHA ¢ AIHTENEHOH KOMOH,
NPHBONAT K YBEIHUCHHIO THC/A CITy4aes THeBMOHHH H XKETY/I0THO-KHIIEHHEIX KpOBUTEHEHMIA.
Crenmyer u36eraTh BBEIEHIN KOPTHKOHOB IIPH BETPAHKE, KOPHU H reprece.

KOpIHMKOCTEPOMABL MOTYT ~YBEMYMBAaTL MIM  YMEHLIUATH  [OJBIXHOCTE Y KOMHHECTEO

CIIePMATO30HIOE.

Hedonowennnie nogopoXcoennsie: JlekcameTasoH WCNONB3YETCs A MEHeHHA H HApohHIaKTHKH
O XPOHMYECKOr0 3a0ONEBAHHA JICTKMX Y HEJOHOIICHHBIX HOBOPOXICHHRIX (HeIHIIEH3HOHHOE
— HCHONb20BAHAE).

Jleyenue 1eKcamMeTa’oHOM ¥ mereif MOMHO IIPOBOAHTE TONBKO 10 abCOMOTHEIM NOKA3aHHAM.

Biaumo/eiicTBHE ¢ APYTHMM JIEKAPCTBEHHBIMM CPEACTBAMH
ONHOBPEMENHOE NPHMEHEHHE JEKCAMETas0Ha M HECTEPOH/HBLX POTHBOBOCTIANHTEILHEIX
TIPerIapaToB NOBHILIAECT PUCK PA3BUTHA ey AOYHO-KHIIEIHOIC KPOBOTEHEHIA U 0BpasoBaHMA A3BEL
ACIHPHH CJIGAYET ACTONB30BATh ¢ OCTOPOKHOCTHIO ¢ KOPTUKOCTEPOMAAMH NPH HATHHH
THTIONPOTPOMOHHEMHH.
DpheKTHBHOCTE HEKCAMETA30HA CHIDKAETC IPH 0JHOBPEMEHHOM TpHEME pu(paMIHIHHA,
Kapbamazenusa, Genobapburona, deruTonHA (mudeHUITIA2HTONH ), IPUMEIORA, 3dCIPHHA HIIH
AMHHOTTIOTETHMHUIA. [IEKCAMETA30H CHIKACT TEPaNeBTHUCCKUH 3)eKT rHIOrIMKeMH3HPYIONIMX
IIPETAPATOB, THIOTCH3UBHEIX CPEACTE, IPOTHBOCECPTHIBAIOMINX IPCIAPATOR KYMAPHHOBOTO Pia,
NPA3UKBAHTENA M HATPHIYPETHKOB; IEKCAMETa30H MIOBRIIACT AKTHBHOCTS TCTIapUHa, anbGengasona 1
KanuHypeTHKOB,
OnHOBPEMEHHOE [PUMEHEHHE JICKCAMETA30Ha 1 GONBIMHX /103 MIOKOKOPTHKOM/IOB HIIH arOHUCTOR Bz
PEIENTOPOB YBENMUHEAET PACK PA3BHTHA THIIOKAIHEMHH. Bonee BEICOKAS APHTMOTCHHOCTE H
TOKCHYHOCTD CEpACHHBIX [IMKO3UAOR OTMEYAETCA ¥ MALHMEHTOB, CTPARAIOIIX rUNOKANHEMHUEH.
TIpH OLHOBPEMEHIOM BESIEHUN KOPTHKOCTEPOHAOB U KAMACOEPEraloLIIX AHYPETHKOB, ECTE PHCK
PasBUTHA THIIOKAIHEMHH.

TIpk OIHOBPEMEHHOM MPHMEHCHHH [IEPOPANLHBIX KOHTPAUCTITHEOB MIEPHO/| IOy BEIBE/ICHHS
O [IIOKOKOPTHKOHIOB MOXET YBETMYHUBATHCA, YTO MPHBOAMT K YCHICHHIO MX NeHCTRUA ¥ YBEJIHICHHIO
KonHIecTBa T0G0HUHBIX HddeKTOoB.
OHOBpeMEHHOE TIPUMEHEHHE PHTOIPHHA K ICKCAMETa30Ha IPOTHBONOKA3ARO0, T.K. MOMKET IPHBECTH
K CMEPTEIEHOMY MCKOAY.
OnHOBPEMEHHOE HAZHAUEHHE ISKCAMETa30Ha H MCTOKIONPAaMIAA, T eHrHApaMKHa,
IpOXJIOpTIepa3HHa, OHAZHCETPOHA MAH IPAHHCETPOHA a¢bdexTHRHO /1T TPOQHIAKTHKY TOLIHOTEE K
PBOTEHL, BHI3BIBAEMEIX XHMHOTEPATIMCH ¢ IIPHMEHCHHEM LIHCIUTATHHE, nuknogochaMuia,
METOTpeKcaTa, Gropoypaumia.
TIpu 0IHOBPEMEHHOM NPHMEHEHKH ¢ HHIOMETAIMHOM TECT TIONABACHHA JexcamerazoHa MOXKET
[ABATH JTOKHOOTPHIATENbHBIE PE3YALTATHL
KOpTHKOCTEPOUIE! MOTYT TIORMMATS HA TECT TETPA30NA Ha GaKTEpHATBLHYIO HHGEKLHIO 1 TIOKA3ATE
JOKHEIE OTPULATEIRHEIE PESYIBTATEL
OZHOBpEeMeHHOe IPHMeHEeHHE IeKCaMeTas0Ha ¢ HHIHOHTOpaMu AHTHPETPORUPANLHOMH
npoTeasbl (PUTOHABHD, AAPYHABUD, HHAWHABHD, NONHHABHP, CAKBHHABHPA U a3daBHpeHI)
MOKeT YBEJAHYHTh KOHIEHTPAlMIO AeKCAMETa30Ha B Ia3Me.

TloGounoe geiicTBHE
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‘ {" |<RI (k DEXAMETHASON solution for injections 4 mg/ml VOL: 1; P: 102/716

1.3.1 Dexamethasone sodium phosphate
SPC, Labeling and Package Leaflet AM

HasHayerHe TTIOKOKOPTHKOH/IOB APEHTEPANLHO HITH B BH/(E MECTHBIX HHBCKIIMH CHINACT PHCK
BOAHMKHOBEHHS CHCTEMHEIX IofouHE a¢rdexkros. OAHAKO PHCK PA3BHTHA CHCTCMHBIX H MECTHBIX
10604HbIX 3PHEKTOB B HEKOTOPOH CTENEHH CYIIECTRBYET H YBEIIHIHBACTCA HPH INHTEILHOH Tepalii
M pH YBEIHMHUCHHE YaCTOTH MHBCKIIA.

Mecmnoe: TIOKpacHeHHe, TIPHITyXaHue, GOMb WiTH ApYTHE NPH3HAKH BOCIANCHHA WITH amnepruiecKon
PeaKIHK B MECTE HHBEKIHH OTHOCATCA K MEHCC YACTHIM noGoqHEIM ABTeHEAM. [Ipy IHMTeIRHOM
TIPHMEHCHHYU B MECTE HHBEKIIHE MOryT HAGIIOIaTECS CTPHY, PasPLIB CYXOMHIU, ATpoGII KOXKK HIH
TOOKOMKHOH KIETYATKH.

Cucmenroe: NPH GEICTPOM BHYTPHBEHHOM BRE/ICHUE GOMBINHX 03 IIPENapara MOTYT HabmomaTeca
reHepaTM3¥pOBAHHAS aHA(HITAKCHS, NOKPACHCHUE JIMTIA HAH LIEK, nepefon B paboTe cepia,
CYIOPOTH.

K penxim 1oGo4HEIM SBICHHAM OTHOCATCH TeHEPATM30BAHHAS AIIEPIHHECKas KOXHAR peakLis,
RHE3AIHAA CJIEIIOTa, YYBCTRO HOKEHMS, YyBCTRO OHEMEHHS, G0/Ib HiIK NOKANLIBAHHE B MECTE
MNBEKIH MM PAZOM C HHM, TICHXMYECKHE HAPYIICHAS, TaKHe KaK JenpHi (CIIyTAHHOCTH CO3HAHMA,
Bo3Gy:KIeHNHe, GeCIIOKOHCTRO), Ae30pHeHTaIN, SAPOPHA, FAILTIOUHHALUH, MAHHAKANLHO-
JENIPECCHBHBIE BIU30/EL, ACIPECCHA HIIM NIAPAHOHS, TIAYKOMA, KATapaKTa, yBeIHHCHHE
BHYTPHITA3HOTO JABIEHHA U SK30(TaNbM.

IlepeacsupoBka

TepenozupoBka, 0OEMHO HAGMIOAATOWAACA TONBKO NOC/IE HECKOMBLKHX HEALID JICICHHA
[OBBILUEHHEIMH JO3AMH [PETAPATA, MOKET BLIZBIBATh GOMBIIMHCTEO U3 OGOYHEIX ABIEGHUH,
HepevncIeHHBIX B paziene «IlofouHoe NEACTRHE) B CHEIPOM Kymuara. CrielHaIEHOro aHTHAOTA HE
AMeeTca. B coydae Mepeo3HpOBKH 03y TIPENapara Clle/lyeT yMCHBIIHTE Wi BpEMEHHO €ro
OTMeHHTE. JleueHH e CHMIITOMaTHIeckoe, I'eMOAHanu3 He ABILIeTCA 2(hQeKTHBHEIM METOAOM
YCKOpEHHS BRIBCICHHA EKCAMCTA30Ha H3 OPTaHH3MA.

{dopma BRIMYCKA
PacTBOp /13 BHBEKIMI 4 MI/1 Mn B aMOyTax.
B ynaxoBke 25 aMIryst o 1 MiL.

YenosHa XpanenHa
Xpasurs IpK Temuepatype He spuue 25 °C.
XpaHHTE B HEAOCTYITHOM IS BeTel MecTe.

CpoK rogHOCTH
5 ner. IIpemapar He ciefyeT IPHMEHATh [0 MCTEUCHHH CPOKa TOAHOCTH, YKa3aHHOTO Ha yIIAKOBKE.

Yenopna 0THYCKA H3 AUTEK
ITo penerty Bpada.

H3roToBHTEIE
KPKA, 1.1., Hoso mMecro, CnoseHus
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