KPATKA XAPAKTEPUCTHUKA HA TIPOJAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2559

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

JEKCAMETA3OHUK 0.4% pa3tBop 3a umkekiu 50 ml
DEXAMETHASONIC 0.4% Solutio pro injectionibus 50 ml

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0OCTaHIUA:
Dexamethasone 0.004 g/1 ml

ExcuunueHTu:
3a BJIHUA CHUCHK HA EKCIMIIMEHTUTE, BUK TouKa 6.1.

3. DOAPMALEBTHYHA ®OPMA

WHXeKIIMOHEH pa3TBoP.

4, KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e peaHa3nayen BMII

l'oBena, KoHeE, KO3, CBUHE, Ky4eTa U KOTKH.

4.2 TepaneBTHYHU NOKA3aHUs], OIIPe/ieJIEHH 32 OTAeJHUTE BU0BE KUBOTHH

[IbpBUYHN KeTO3W (aLlETOHEMHWH), OPTONEIUYHH 3a0oJsBaHusl (apTPUTH, Oyp3UTH, TCHIOBAaIMHUTH,
TEHIUHUTH U AWCTOP3MM HA CYXOXKWIMATA, JAMHUHUTH WU Op.), LIOK, CTPEC, aIEPTUYHU CHCTOSHUS
(MacTHTH, MJIEUHA TPECKa, arajlakCcus Ipu CBHUHETE, MOCTONEPATUBEH IIOK, TOKCEMHH, Tpecka U Ip.),
KOXKHH 3a00JisiBaHUsl (QJIEPTUYHU JIEPMAaTHTH, M3TapsHUs, eK3eMHU W HeclelupUIHd JAepMaTuTH) U
IpYyTH.

4.3 IIpoTuBONOKA3aHUA

Ha He ce W3MON3Ba NPH CBPBXUYBCTBUTEIHOCT KbM AKTUBHATA CYOCTAHIMS HIM KbM HSIKOH OT
eKCLUITHEHTHUTE.

He ce mpunara mpu 3abonsBaHus, NPU KOUTO KOPTUKOCTEPOMIWTE ca MPOTHBOIOKA3HU (3axapeH
nrabeT, 0CTeONOPO3H, ChpACUYHU U ObOpeYHr 3a00IBaHus, FACTPOMHTECTUHAIHY 3a00JIsIBaHNS U TIPU
KUBOTHHU C HalpeAHana OPeMEHHOCT, OCBEH B CIIyYau 3a MPEIU3BUKBAHE HAa PaXKAaHe).

44 CrnenuajHu npeIna3Hyu MepPKH 32 BCEKU B/ SKMBOTHH, 32 KOMTO € npeanazHayen BMII

[IpoaykThT ce mpuiiara BB BEeTEPHUHAPHATA MEIUIIMHA 32 CHOTBETHHUS BH]I )KUBOTHU OT BETCPUHAPHU
CHELHUAINCTH.

4.5 CnenuaJiHu NpeAna3Hu MepKM NpH ynorpeda

CrienMa Hy Npeina3Hi MEpKH 3a )KHBOTHUTE IIPU YHOTpebaTa Ha POYKTa
He e npunoxumo.

CHC]_II/Ia.]'IHI/I Opeanasdsy MCPKHM 34 Juiarad, npuiaraiyd BCTCPUHAPHOMCAWINMWHCKHA ITPOAYKT HaA
KHUBOTHHUTC




He e npunoxumo.
4.6 He0aaronpusaTHu peakuum (4ecTOTA ¥ Ba’KHOCT)

MiegHaTa MPOAYKTHBHOCT Ha JIAKTHPAIIA KpaBU MOXKE BPEMEHHO Jla CTIpe WX Ja ce MOHmKHU. [Ipn
JIAKTUPAITUTE KPABH JIAKTAIUSITA C€ Bb3CTAHOBSIBA CJIE] CTUPAHE MPHIOKEHUETO HA IPOIYKTA.

4.7 Ynorpeda mo BpemMe Ha OpeMEeHHOCT M JIAKTALMS
He ce npunara npe3 mppBOTO TpUMeEceurne Ha OpeMEeHHOCTTA.

4.8 B3aumopgeiicTBue ¢ ApPyrd BeTepPUHAPHOMEAUIMHCKM NPOAYKTH M Apyru ¢opmm Ha
B3auMojieiicTBue

JlekcaMeTa30HbT He ce MpuJiara o BpeMe Ha IMYHH3aIHsI, Thi KaTo BOJIM JIO IOHMKABAaHEe HA UMYHHUS
OTTOBOP.

4.9 /1032 ¥ HAYMH HA NPUJIOKEHUe

Jlo3za:

I'oBena — 1.3-5 ml (5.2-20 mg) nHeBHoO.

Kone — 0.5-1.3 ml ( 2-5.2 mQ) nuesHo.

Caune — 1.3-2 ml (5.2-8 mg) nueBHo.

Ko3u — 0.5-1.3 ml (2-5.2 mg) nueBHo.

Kyuera u kotku— 0.03-0.25 ml (0.12-1 mg) auesHo.
IToBTOpHO TpeTupane cien 7 AeHa.

Havun Ha npuiarane:
[IponykThT ce mpuigara HHTPaMYCKYJIHO NPH KOHE M TOBEId, a IPU OCTaHAIUTE >KUBOTHH —
HHTPAMYCKYJIHO UJIU ITOJKOXHO.

410 Ilpeno3upaHe (CHMOTOMHU, CHEIIHN MEPKH, AHTHI0TH), AKO € HE0OXOTUMO

XI/IHepFHI/IKeMI/IH, XHUIICPTOHUA, OCTCOIIOPO3a, XUIIOKAJIMEMUYHA aJIKaj103a, HaMaJIAIBaHC HAa 3alllUTHUTE
MCXAaHMU3MHU Ha OpraHru3Ma W AKTUBHUPAHC HA JIATCHTHUTC I/IH(l)eKLII/II/I, r[ep(bopaupm, OTOIH, CbAOBH
YBpPCXKAAHUS, 3aAbPIKAHC HA pACTC)KaA, AJICPIruiHN pCakiuu 1 Jp.

Mepku npu npegosupane: [Ipy HaMajeHM 3alUTHA CUJIM M aKTHUBU3UPAaHE Ha UHQCKIUUTEC —
WHXEKTHUpaHe Ha BuTtamMuHHU mponaykru: B, Bl, C, A, PP, ¢dommeBa kucenwHa, mpuiaraHe Ha
AHTUOMOTHIIN — THAM(ESHUKOJ, THJIaH, TETPALUKIINH U JIP., ChIIIACHO CXEMUTE 33 TAXHOTO MPUIIOKECHHUE.
[lpu akTHMBUpaHe Ha S3BEHU 3a00JISIBAHMS CE€ MHKCKTHPAT KOAryJaHTH, BUTAMUHHHM NPOAYKTH M CE
rpreMar XpaHu Ooratu Ha OeNTHhYMHHM W Bhriexunpatd. [Ipu oTonm — CHMOTOMATHYHO JIeUYeHUE U
[IEJIEHaCOYEHO TaKOBa B 3aBUCHMOCT OT MACTOTO Ha oToka. [Ipu GemonpoOeH 0Tok — MH)KEKTHpaHe Ha
III0K03a U auypetuny; [lpu chpaedeH MoK — WHXKEKTHUPAaHEe Ha KapAUOTOHUIM M auyperuniy. [lpu
ra3oBM OTOLM — JPEHAX, aHTUOMOTHIN B TOJEMH M03H, (U3HOIOTUYECH Pa3TBOpP, CYI(PpoHAMUIH,
[I0K03a, BUTaMuH C U ChbpA€YHU CTUMYJaHTU. IIpu ocTeonopo3a — MHKEKTHpaHE Ha KaJILHUEBU U
HaTPUEBHU MPOAYKTH U U3XpaHBaHE C XpaHU ¢ OboraTo chabpkanne Ha ButamuH B u B2, C, A u PP xakto
u onuena kucenuHa. [Ipy XUIepTOHNS — AaHTUXHUIIEPTOHINYHU CPEICTBA.

411 KapeHTHH CpPOKOBe

Meco ¥ BLTPEIIHN OPraHu:
I'oBena m ko3u: — 16 gHM.
Csune: — 4 nau

Muasiko:




I'oBena — 4 nuu.
He ce pa3pemagna 3a ynorpe0a npu K034, YUETO MIISKO € MPEJIHA3HAYCHO 32 KOHCYMAIIHs OT X0pa.
5. DOAPMAKOJIOI'NMYHU OCOBEHOCTU

dapmaxorepaneBTruHa rpymna: Corticosteroids for systemic use.
Berepunapuomeaununcku Anatomo-Tepanesrudyen Koa: QHO02ABO02.

5.1. ®apmakogMHAMMYHH CBOIiCTBA

IloTucka BB3MAIMTENHUTE NPOLIECH, 4Ype3 IOTHUCKaHE Ha HEyTpouiIHATa MHUIpPaLysi, I[TOHMKaBa
MPOAYKIMITa HA MEJUATOPUTE HAa BH3MaJCHUE M MOHMKABa KAIWIAPHUS NepMeaOHIINTET, TOATHUCKA
HOpMaJTHHSI UMYHEH OTTOBOP.

5.2. ®apMaKOKHHETHYHH 0COOEHOCTH

Crnen MHTpaMyCKYITHO MIpHIIOKeHUe ce abcopOupa MHOTO OBp30 ¢ MIIK Ha 30 MUHYTa TTpH TLTHXOBE U
6 -Ti wac mpu Kydera. bpp3o ce ekckperupa upe3 ypuHaTta u (hekamuure. buorpancopmanmsra My
BKJIIOYBA TJIaBHO XUJIPOKCHIMPAHE Ha 6-XUIPOKCH U 2-TUXUAPOKCHIEKCaMETa30H.

6. PAPMAIEBTUYHU OCOBEHOCTH

6.1. CnuchbK HA eKCUMIHEHTHTE

Methyl parahydroxybenzoate

Propyl parahydroxybenzoate

Glyceroformyl

Propylene glycol

Water for injections

6.2 OCHOBHH HECHBMECTHMOCTH

HeKcaMeTaC‘IOHTxT HE CC IIpujiara 1o Bp€Me Ha UMYHU3allusd, TBHI KaTo BOJIU J10 MMOHMKaBaHC€ HAa UMYHHUA
OTrOBOD.

6.3 Cpok Ha rogHocT

Cpok Ha TOHOCT Ha KpaiHWsI BeTepUHAPHOMEIUIIMHCKN NPOAYKT: 3 roguau. CpoK Ha TOAHOCT cie[
IbPBO OTBApsIHE Ha TbpBUYHATA onakoBka: 28 auu. [la ce chxpansBa B xnawiHuk (2 °C — 8 °C).

6.4. CnenuaJnu ycJaoBHUS 32 CbXpaHeHHE HA MPOIYKTA
Jla ce cpxpansaBa mpu Temnepatypa nox 25 °C.

Jla ce ma3u OT CBETJIMHA.

Ha ce cbxpaHsBa Ha CyX0 MSCTO.

Ja ce masu oT npsika c’IpHYEBa CBETIIMHA.

6.5 Bun u chcTaB HAa NBPBUYHATA ONMAKOBKA
Crexitenn (aakonu mo 50 ml.

6.6 CrenmaJTHu MepKH 32 YHHII0’KABaHe HA HEM3MOJI3BAaH NMPOAYKT WIH OCTATBIM OT Hero

Bcexu Hemsmomn3BaH BETCPUHAPHOMCINIIMHCKA MNPOAYKT WM OCTATBbUU OT HETO TpHGBa Ja 6’bZ[aT
YHUIIOKCHU B CbOTBCTCTBUEC C U3BUCKBAHUATA HA MECTHOTO 3aKOHOAATCIJICTBO.



7. MNPUTEXXATEJI HA JIMLIEH3A 3A YIIOTPEBA
BETITPOM A/],

yi. ,,Oten [aucuit” Ne26

2400 rp. Pagomup,

brirapus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2559

9. JATA HA TBPBOTO U3JIABAHE/ITIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha MOCJIEIHO TTOTHOBSIBAHE Ha JIMIIEH3 3a yrotpeba: 04/06/2015

10. JATA HA TOCJIEAHATA PEJAKIIUS HA TEKCTA
04/2023 r.

3ABPAHA 3A ITPOJAKBA, CHAB/ISIBAHE U/WJIA YIIOTPEBA

He e npuinoxxumo.

JI-P AHTOHHMO PAJIOEB
3AMECTHUK H3ITbJIHUTETEH JUPEKTOP



