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ot 01.04 2025 N= 8687

OBILAS XAPAKTEPUCTUKA JIEKAPCTBEHHOPO TIPEITAPATA "702)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®pamunierus MOPEJIOP, 1,25 %, cnipeit Ha3ambHBII

2. KAYMECTBEHHBINA U KOJIMYECTBEHHbBIN COCTAB
JleiicTByroliee BenecTBO: (PpaMHUIIETHH.
1 mMu1 cripest Ha3almbHOTO coAePXKUT 12,5 Mr ppamunieTrHa cybdara.

BcromorarenbHbIe BENIECTBA, HATMYME KOTOPHIX HA/I0 YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: metuianaparuapokcudenszoar (E218) (cm. pazaen 4.4).

[TonHbIM IepeyeHb BCIIOMOTaTeIbHBIX BELIECTB MPUBEIICH B pazaene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Crpeii Ha3aIbHBIN.

HpospaqHa;I 6GCHBCTHaﬂ WJIN C XKCJITOBATBIM OTTCHKOM KHAKOCTD.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMEHEHH IO

JlexapctBennbiii npenapar @pamunernis MOPEJIOP noka3an kK DpUMEHEHHIO Yy B3pPOCIHBIX U
neteit ot 0 1o 18 1eT B cocTaBe KOMOMHUPOBAHHOM Tepanuy Mpy HHGEKIIMOHHO-BOCTIATUTEIBHBIX
3a00JIeBaHUAX BEPXHUX OTJIEJIOB JIbIXaTEeIbHBIX MTyTEH, B TOM YHCIIE:

® PUHMHTHI,
e puHOGAPUHTHUTHI,

® CHHYCHTHI (TP OTCYTCTBHH MOBPEKICHUI EPETOPOIOK).

[TpoduiakTuka 1 JeueHre BOCIAIUTENbHBIX IPOLIECCOB MTOCIIE ONEPATUBHBIX BMEIIATEIbCTB.
4.2. Pe:xuM 103MPOBaHUS M CIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

Bspocnvie
ITo 1 BIpBICKMBaHMIO CIIpes B KaXKIbli HOCOBOW X014 4—6 pa3 B CYTKH.
[IpomomKuTenbHOCTH Kypca Tepanuu: He 6osiee 7 THEH.
eTu
[To 1 BIpBICKMBaHMIO CTIpes B KaXKIbIA HOCOBOM X0 3 pasza B CYTKH.

[IpomomKuTenbHOCTh Kypca Tepanuu: He 6osiee 7 THEH.
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Cnooco0 nnpuMeHeHus

NuTpanazanbHO.
[Ipu ynotpebnennn (hiaakoH cieayer Aep>KaTh B BEPTUKAIBHOM MOJIOKEHHH.
4.3. IIpoTBONOKA3AHUS

® TUNEPYYBCTBUTEIBHOCTh K (paMHUIETHHY, WIH K JPYTUM aHTHOMOTHKAM W3 TPYIIIBI
AMHHOTJIMKO3UIOB, HMJIM K JIOOOMYy H3 BCIHOMOTATEIBHBIX BEIIECTB, IEPCUUCICHHBIX B
paszene 6.1;

e OepeMEeHHOCTh M JIakTarus (cM. pasznuen 4.6);
® TIPOMBIBAaHHE NPUIATOYHBIX ITa3yX HOCA.

4.4. OcoOble yKa3aHHsl U MepPbI MPEI0CTOPOKHOCTH NMPHU NMPUMEHEHU !

Crnenyer NOMHUTH, YTO TMpPU JICYEHUHM BO3MOXKHO TIOSIBJICHHUE PE3UCTEHTHBIX ILITAMMOB
MHUKpPOOPTaHU3MOB.

AMWHOTJIMKO3HUIHBIE aHTUOMOTHKU (B TOM uucie ¢pamMuiieTiHa cynb(daT) MOTYT BBI3BIBATH
00paTUMyI0, YaCTHYHYIO WM TIOJHYIO TIIYXOTY M OKa3bIBaTh HE(PPOTOKCHUUECKOE ACUCTBUE MPH
CHUCTEMHOM NPUMEHEHUH ¥ MECTHOM HAaHECEHWH Ha OTKPBITHIC PAHbI MM TIOBPEKICHHYIO KOXKY.
Ot 3 (GEKTHI ABISIOTCS 10303aBUCUMBIMU M YCHIIMBAIOTCS TIPH HAPYIICHUSIX (DYHKIMH TICUCHH
wii nouek. [lpu mpuMeHeHWW mpemnapara 3TUX SBICHUN HE HAOIIOJANOCh, OJHAKO CIIETyeT
YUUTHIBATh PUCK X BOZHUKHOBEHHUS B CIlydae MECTHOTO MPUMEHEHHS BBICOKHX 03 IMpenapara y
nereii. Tepanuio He ciexyeT MPoI0IHKATh TIOCIIEe UCUE3HOBCHHS CUMITTOMOB.

BcnomorarenbpHbI€ BellecTBa

[Ipenapatr ®pamunerna MOPEJIOP conepxkut metmnmnaparuapokcuden3oar (E218), koTopsrii
MOJKET BBI3BIBAThH JNIEPTUUYECKUE PEAKIIUH (B TOM YHCIIE, OTCPOUYCHHBIE).

4.5. B3aumopaeiicTBue ¢ JPYrMMH JIeKAPCTBEHHBIMH NpenaparamMu M Jpyrue BHAbI
B3auMOeliCTBUSA

KimHngecku 3HauMMBbIX B3aUMOJICHCTBUM Ipernapara ¢ APyruMU JIEKapCTBEHHBIMH CPEACTBAMHU
HE BBISABIICHO.

He cnenyer mnpumensaTts ¢paMuneruHa cyiabdaT BMECTe C JIpPYrUMH aHTHUOMOTHKaMH,
OKa3bIBAIOIIUMHI OTOTOKCHUYECKOE M HE)POTOKCUIECKOE JACHCTBHE (CTPEIITOMUIINH, MOHOMUIIVH,
KaHaMULMH, TEHTaMHUIIH).

4.6. ®epTWIBLHOCTD, DEPEMEHHOCTDb U JAKTALUA

bepemeHHOCTD

[Tpumenenue npemnapata Opamurietus MOPEJIOP npotuBomnokasaHo Bo Bpemsi OEpeMEHHOCTH
(cMm. pazmen 4.3).

JlakTamus

[Ipumenenue npenapara @dpamunerus MOPEJIOP npotuBomoka3aHo B NEpUOA TPYAHOTO
BCKapmiiuBaHus (cM. paszzaen 4.3).
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4.7. BausiHMe HAa CHOCOOHOCTH YNPABJSTH Tpaﬂcnég%'mg&éﬂ;mwja T&H&P&%b c

MeXaHHu3MaMH
JlaHHBIE OTCYTCTBYIOT.
4.8. HexenaTebHbIE peakuu

Pe3roMe HexxenaTeabHbIX PEAKIINN

Bo3MoxHEBI AJUICPrUICCKUC pCAKIIUH.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare 0 MOJ03peBaeMbIX HEXKENaTEeNbHBIX pEeakUusX I0ClIe pPEeTUCTpaluu
JIEKapCTBEHHOI'0 Tperapara ¢ 1elbio 00ecredeH s HeMPepbIBHOTO MOHUTOPHHTAa COOTHOLICHHUS
«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKAM pa0OTHUKAM PEKOMEHIYeTCs
co00IaTh O JIFOOBIX MOI03PEBACMBIX HEXKENATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO TMperapara
YCpe3 HAIIMOHAJIBHBIC CUCTCMBbI COOGH_IGHI/I}I 0 HCXKCJIATCJIIbHBIX PCAKIUAX IOCYyAapCTB — YJICHOB
EBpa3zuiickoro 5KOHOMHUYECKOTO COK03a.

Poccniickas @enepanvs

®denepanbHas ciayx0a 1Mo Haa30py B chepe 31paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CriaBsiHCKast miiomaip, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnekrpoHHas moura: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH «HTepHeT»:
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

B cBsi3u ¢ HU3KOM cTeneHbIo abcopOLMU B CUCTEMHBIN KPOBOTOK IEPEI03MPOBKA MAaJIOBEPOSTHA.

5. DPAPMAKOJIOTUYECKHUE CBOMCTBA
5.1. dapmakoauHaMHuYecKHe CBOiCTBA

dapMakoTepaneBTUYECKas TPyIa: MpenapaTsl JUIsl IeueHus 3a00JIeBaHUN HOCa; IEKOHT€CTaHThI
U IpyTue Ipernaparsl AJii MECTHOTO IPUMEHEHHS; APyTUe Ipernaparsl AJis JedeHus 3a00ieBaHnui
HOCA.

Kon ATX: RO1IAX08.

Mexanusm aeiictBus u hapMakoauHaMudeckue 3O hEKThI

AHTHOMOTHK W3 TPYMIBI aMHUHOTJIMKO3UIOB JUIS MECTHOTO NPHUMEHEHHUS B OTOJAPUHTOJIOTHH.
JleficTByeT OaKTepUIUIHO. AKTHBEH B OTHOIICHHU OOJIBIIMHCTBA TPAMIIOJIOKUTEIBHBIX U
rpamoTpHIaTenbHbIX Oakrepuit (Staphylococcus aureus, Escherichia coli, Klebsiella pneumoniae,
Haemophilus influenzae), Bb3bIBaromux pasBuTHE WH(PEKIMOHHBIX IPOIECCOB B BEPXHUX
OT/EJaX JbIXaTeIbHBIX ITyTEH.
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5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
Harpus xnopun
MeTunnaparuapokcuoeH3oaT

Hatpwust uutpata quruapar

JIMMOHHOM KHCIIOTHI MOHOTHIPAT

Bopna ouninennas

6.2. HecoBMecTUMOCTH

He npumenunmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

Ilocye 11epBoro BCKPBITUS

6 MecsI1IEB.

6.4. OcoOble Mepbl NPE0CTOPOKHOCTH NPH XPAHEHUH
XpaHuTb 1Ipu Temmeparype He Boime 25 °C.

6.5. XapakTep u coaep:kaHHe NEPBUYHOI YIAKOBKH

ITo 15 mi Bo (yiakoHBI U3 TMOJIMITHIIEHA BBICOKOHM TIOTHOCTH C PACTbUIMTENILHOW HACAaKOM M3
HOJIMIIPOIIMJICHA U 3alIUTHBIM KOJITAaYKOM W3 MOJIUIPOIUIICHA.

Ha ¢akoHbI HAKJIEUBAIOT STUKETKU U3 OyMaru caMOKJIesIIIeics.
Kaxnplii pakoH BMeCTe C IMCTKOM-BKJIIBIIIEM OMEIIAIOT B MTAYKy M3 KapTOHA.

6.6. Oco0ble Mepbl NPEJOCTOPOKHOCTH TMPH YHUYTOKEHHH HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WJIHM OTX0A0B, TMOJYYEHHbIX TOcjle NpPHMEHEeHUs:
JIEKAapCTBEHHOI0 Mpenapara, i Ipyrue MaHUIMyJIS UM C penapaTomM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA
Poccniickas @enepanvs

000 «MOPEJIOP»

369200, KapauaeBo-Uepkecckas PecyOnuka, r. KapagaeBck, nep. 3aBoAcKoi, 1. 2 kabuHeT §
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7.1. IlpencraBuTeib AepKaTesiss perHCTPAIUQHHOIO VELRTOE‘JE‘#[%HTE“E HOCTE 0003)

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs

000 «MOPEJIOP»

369200, KapauaeBo-Uepkecckas PecyOnuka, r. KapagaeBck, nep. 3aBoAcKoi, 1. 2 kaOuHeT §

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

9. JATA HEPBUYHOI PETMCTPAIIMU (ITOATBEPKIEHWSI PETMCTPALINAH,
MEPEPETMCTPALIMN)

JlaTa nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA
OOmast xapakTepucTHKa JekapcTBeHHOro npernapara @pamuneruds MOPEJIOP nocrynna Ha

MH(POPMAIOHHOM TopTane EBpa3uilckoro SKOHOMHYECKOTO COH03a B HH()OPMAIHOHHO-
KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.


https://eec.eaeunion.org/
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