COOTBETCTEYET ZKCNEPTHOMY OTUYETY

e A a4
ot 06.03.2026 Nz 4538

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO IPEAAPATA Y

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

®dmonurek, 50 Mr/ M1, pacTBOp AJIsl IpUeMa BHYTPb.

2. KAUECTBEHHBIN ¥ KOJIMYECTBEHHBII COCTAB

JleiicTBytOIIIEE BEIIECTBO: KapOOIMCTEHH.
1 mu pacTBOpa 115 MpremMa BHYTPpb coaepkut 50,0 Mr kapOoIucTenHa.

BemecTBa, Hanuune KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO IMperapara: caxaposa
xKujkas, Metunnaparuapokcuoensoat (E218), kpacutens comneunsiii 3akat xentsid (E110) (cm.
paznen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBop /1 mpuema BHYTpb.

Hpo3paqHa51 JKUAKOCTD 3CJICHOI'O IIBCTA C 3aIl1aXOM KapaMCJIu.

4. KIMHUYECKHUE JAHHBIE
4.1. IToxazaHusl K IPUMEHEHHIO

OmroauTek, 50 Mr/Mi, moka3aH K MPUMEHEHHIO y B3POCIIBIX U JIeTel cTapiie 15 jerT.

e Octpeie u XpoHHUECKHE OpoHXoJerodynble 3aboneBanus u 3aboneBanus JIOP-opraHos,
COIIPOBOKAAONIUECS 00pa30BaHUEM BSI3KOH, TPYJHOOTIACNIIEMONW MOKPOTHI (TpaxeuTt, OpOHXHT,
TpaxeoOpOHXHUT, OpOHXHUATbHAS aCTMa, OPOHXOIKTaTHUECKasi 00JIE3HB) U CITU3H (BOCTIAIUTEILHBIE
3a00JIeBaHUs CPEAHETO yXa, HOCa M €ro MPUAATOUYHBIX Ma3yX — PUHUT, CPEIHUI OTHT, CHHYCHT).

e [loaroroBka k OPOHXOCKONUH W/ UK OpOHXOTpaduu.
4.2. Pe:xxum 103MpPOBaHUA U CIIOCO0 MPUMEHEeHM s

PexxuM no3upoBaHusa

3 pa3za B CyTKH 110 | MEpHOMY CTaKaH4YMKY, HAIIOJJTHEHHOMY pPacTBOPOM JI0 OTMETKHU 15 Mil.
HpO,Z[OJDKI/ITeJIBHOCTB JICYHCHHA HC NOJI’KHA NPCBBIIIATH 8 ,Z[H€I>'I 663 KOHCYJIbTalluu C Bpa4OM.
eTH

Lemu cmapwe 15 nem: Pexxum nozupoBanus s geteit ot 15 qo 18 net He oTauvaercst oT pexuma
JO3UPOBAHUS JIS1 B3POCIIBIX.

[Ipenapat mpoTHBOMNOKAa3aH y AeTel B Bo3pacte a0 15 mer (cm. paznen 4.3.).
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Croco0 mpuMeHeHus

BnyTps.

MepHBbIii CTakaHYMK, HANOJIHEHHBIM pacTBOpPOM 10 OTMETKH 15 wmi, coaepxkut 750 wmr

KapOoIHCcTenHA.

4.3. IIpoTuBONOKA3aAHUSA

e [UMepuyBCTBUTEIBHOCTh K KapOOLUMCTEUHY WM K JHOOOMY U3 BCIIOMOTATENIbHBIX BEIIECTB,
MEepPEUYNCIICHHBIX B pazjene 6.1.

o SI3BeHHAas 00JIC3HD JKEMYAKA U IBEHATIATUIICPCTHON KHUIIKHA B CTAAHH OOOCTPEHUSI.

e XpOHUYECKU TTIOMEPYIOHEPPUT B CTAIUU OOOCTPEHHUSL.

e Jlebunur caxapaspl/U30MalIbTa3bl, HEMEPEHOCUMOCTh (PPYKTO3BI, TJIFOKO30-TaJTaKTO3HAS
HEJO0CTATOYHOCTb.
e IlucTur.

e Jlerckuii Bo3pact 10 15 ner.

e bepeMeHnHocTh (cM. pazzen 4.6.).
4.4. OcoOble yka3aHHs ¥ Mepbl PeI0CTOPOKHOCTH NPH NMPUMEHeHUH

Crnenyet co0moaTh OCTOPOKHOCTh MPU MPUMEHEHUHU Ipenapata DIoauTeK B MEPUO FPYAHOTO
BCKapMJIMBaHMs, y TAIMEHTOB TMIOXXWJIOIO BO3pacTa, IpPH S3BEHHOM OOJNE3HM Kelylnka u
JBEHAIATUIIEPCTHOM KHUILIKK B AHAMHE3E, [IPY OAHOBPEMEHHOM NIPUEME TPENAPATOB, MOBBIIIAIOIIUX
PHCK ey 1I0YHO-KUIIEUHBIX KPOBOTEUEeHUH. [Ipy pa3BUTHH jKe1yJOUHO-KUILIEYHOI'O KPOBOTEUEHMSI
ClelyeT IPEeKpaTUuTh NPUEM Ipernapara.

BcnomorarenbpHbIE BElISCTBA

Tak xak npemnapat OmroauTex SO MI/MII COACPKUT caxapo3y, €ro MPUMEHEHHE HE PEKOMEHIYETCS Y
MAIMEHTOB C JCPUIIUTOM caxapas3bl/U30MaibTa3bl, HEMIEPEHOCUMOCTHIO (DPYKTO3BI, CHHIPOMOM
MaJba0CoOPOITNH TITFOKO3bI/TAIAKTO3BI.

[Ipu mpumenenun mnpemnapata Omoautek 50 MI/Mil y MalUEeHTOB C CaxapHBIM JUA0ETOM WU
MAIMEHTOB, COOJIOAIOIIUX HU3KOYTJIEBOIHYIO IUETY, CIeyeT IPUHUMATh BO BHUMaHHE, 4yToO 15 M
pacTBoOpa JJIsl ipueMa BHYTPb coaepkart 5,25 T caxapo3sbl.

IIpenapat conepxxut 100 Mr HaTpus B 15 M pacTBOpa A IpuemMa BHYTPb, YTO SKBUBAJIEHTHO 5%
oT pekoMeHryemoit BO3 MakcuMallbHOW CyTOYHOM 103bI HATPHSs (2 T 7151 B3POCIIOTO).

[Ipemapar comepxkut Metwimaparuapokcudenzoar (E218), KkoTopblii MOXET BBI3BIBATH
AJUIePTHYECKUE PeaKIuu (BO3MOXKHO, 3aMEJICHHBIC).

[Ipenapar comepX uT KpacuTellb COJIHEUHbIN 3akar xenthiii (E110), KOoTOpbIii MOXET BBI3BIBAThH
aJJIepru4YecKre peakiuu.

4.5. BzaumogeilicTBHe ¢ [JPYrHMH JIeKAPDCTBEHHbBIMHM TIIpenapataMd M Jpyrue BHABI
B3aHMMOJAEHCTBUSA

KapOomucrenn mnosbimaer 3(()EeKTUBHOCTh TIIOKOKOPTUKOCTEPOUTHOW M aHTHOAKTEpUAIbHOM
Tepanyuy BOCHAIUTEIBHBIX 3200I€BaHUH BEPXHUX M HIDKHUX JIBIXaTEIbHBIX MyTEH.

[Torenmupyer 6ponxonutudeckuit 3pPext reodpunnuHa.

JleiicTBre KapOOIMCTENHA OCIA0IISIIOT TPOTHBOKAIIIEBBIC U aTPOITMHOIIOA00HBIE CPE/ICTBA.
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4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

HccnenoBanusi Ha J>KMBOTHBIX HE BBIIBUIM TepaToreHHbIX dddexToB. BBuay orcyrcTBus
TEpPaTOreHHOI0 AEUCTBUS y JKUBOTHBIX, [IOPOKOB PA3BUTHUS Y YEJIOBEKA HE OKUAAETCS.

B cBsa3m ¢ HEAOCTAaTOYHBIMH KIIMHUYCCKMMHU IOaHHBIMHU NPHUMCHCHHE IIpCliapara y 6epeMeHHBIX
JKCHIIHMH HC PCKOMCHAYCTCH.

JlakTamus
HGI/IBBGCTHO, BBIACISACTCA JIN Kap60HI/ICTeI/IH C pr,Z[HBIM MOJIOKOM.
B nepuon rpynHOro BckapMIIMBaHUS IIpenapar cleayeT MPUHUMATh ¢ OCTOPOYKHOCTHIO.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPAaBJATH TPAHCHOPTHBIMHM CpeACTBAMHM H padorarh c
MeXaHM3MaMH

B nepuon nedeHus rmpemapatoM CleQyeT COOJIOAATh OCTOPOXHOCTh MpPHU  YIPaBICHHU
TPAHCIIOPTHBIMU CPEACTBAMHU M IPHU 3aHATUAX JIPYTMMH IIOTEHLHAIBHO ONACHBIMM BUIAAMU
JeSTeTbHOCTH U3-32 BO3MOKHOCTH PA3BUTHS TOJIOBOKPYKEHUS U CIIa00CTH.

4.8. HexkennaTe/ibHbIe peakmumn

HexxenarenbHble peaknru NCPCYNUCICHBI B COOTBCTCTBUHN C HA3BAHUCM CUCTCMHO-OPTaHHBIX KJIACCOB
Y 4aCTOTOW BCTPEUAEMOCTH: o4eHb yacTo (>1/10), gacto (>1/100, Ho <1/10), Hewacto (>1/1000, HO
<1/100), penxo (>1/10000, mo <I1/1000), ouenr pemko (<1/10000), wacTora Hem3BecTHa (Ha
OCHOBAaHWHW MMEIOIUXCS TAHHBIX OI[CHUTh HEBO3MOXKHO).

TabnuuHoe pe3rOMe HeXKelaTelIbHBIX PeaKIIMi

[Tpu npumenenun npenapara OaoguTEK BO3MOXKHBI CIIEAYIOLINE HEKENaTeIbHbIE PEaKINu:

CucTeMHO-OpraHHbIi HesxkenarenbHble peakuuu YacroTa
KJ1acc
KenynouHo-KueyHbie TomHoTAa, pBOTa, AUapest, 00Jb B anuractpuu, | Yacrora
HapyILICHUS YKEITYIOYHO-KHUIIIEYHOE KPOBOTEUEHUE. HEW3BECTHA
Hapymenust co ctoponbl Aunneprudeckasi KOxHasl Chillb U YacroTa
MMMYHHOW CHCTEMBI aHaQUITAKTUYECKHUE PEAKIUH, BKITFOYAs HEW3BECTHA
KparuBHUILYy, aHTUOHEBPOTUYECKHI OTEK; 3y,
9K3aHTeMa, GUKCUPOBAHHAS JIEKAPCTBCHHAS
CHIIb.
Hapymienust co cTopoHbl OtaenpHbIC cTy4yan OyJIJIE3HOTO IePMATHTA, Yacrorta
KOXKHU U TOJAKOKHBIX Takue Kak cuHapom CtuseHca-/[»)koHCOHA U HEN3BECTHA
TKaHen MHOTO(OpMHAs IpUTEMA.
OO6mwme HapyIIeHUS 1 ["onoBokpy>keHue, c1abocTh, HEJOMOTaHHE. YacroTa
peaKIu B MECTE BBEJICHUS HEW3BECTHA
Coo011eHre 0 Moa03peBaeMbIX HEXKETATeNIbHbIX PEAKIUIX
Baxxno cooOmare 0 TMOAO3pEBaEMBbIX HEXKENATeNbHBIX pPEAaKIHSIX TOCIE  PErHCTpaIiu

JIEKapCTBEHHOI'0 Ipernapara ¢ LeJbl0 00eClnedyeHUs] HENpPEepbIBHOIO MOHUTOPHUHIA COOTHOILEHHS
"MmoJnp3a - pUck" JIEKapCTBEHHOTO Mpernapara. MeIuIMHCKIM pabOTHUKAM PEKOMEHAYETCs COO0IaTh
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0 JIOOBIX TIOIO3PEBAEMBIX HEKEIATEIbHBIX PpPeaKIUIX %Kam-ﬁ;'gm%r(]_ EEIII;é}IIaDa¥a' “gepes

HAaIlUOHAJIBHBIEC CHUCTCEMBbI COOGH_IGHI/IH 0 HCKCIATCJIBHBIX PCAKIHUAX TOCYyAapCTB - YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBaanzop)
Anpec: 109012 r. MockBa, CnaBsiHcKasi muiomaib, 1. 4, ctp.1

Temn.: +7 800 550 99 03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru

Pecniy6nuka benapych

VII «lleHTp 3KCnepTH3 U UCTIBITAHUHN B 3APAaBOOXPAHCHUN
Anpec: 220037 r. Munck, ToBapuuieckuii iep., 2-a
Ten./paxc: +375 (17) 242-00-29

OnexrpoHHas noyra: repl@rceth.by, rceth@rceth.by
https://www.rceth.by

Pecniybnuka ApmeHus

«l1eHTp AKCHEPTU3BI JEKAPCTB U MEIUIIMHCKUX TexHosorui» ['HKO
Anpec: 0051 r. Epesan, np. Komuraca 49/5

Temn.: (4374 60) 83 00 73; (+374 10) 20 05 05; (+374 96) 22 05 05
OnexrpoHHas noyra: vigilance@pharm.am, info@ampra.am
https://www.pharm.am

Pecniy6nmka Kazaxcran

PecniyOnukaHckoe TrocyJapCTBEHHOE MPEANpHUSTHE Ha TPaBe  XO3SMCTBEHHOTO  BEACHMUS
«HannoHanbHbIN EHTP SKCIEPTU3HI IEKAPCTBEHHBIX CPEACTB U MEAUIIMHCKUX u3nenuiny Komurera
MEAUIIMHCKOTO M (hapMaleBTHUECKOro KOHTpoJs MuHucTepcTBa 3/ApaBooxpaHeHus PecrnyOnvku
Kazaxcran

Anpec: 010000 r. Acrana, paiion baiikonslip, yi. AManrensasl Imanosa, 1. 13

Ten.: +7 (7172) 235 135

OnektponHas nmovra: farm@dari.kz

http://www.ndda.kz

Keipreizckas Peciy6inka

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIULMHCKUX U3AeIuid npu  MuHHCTEpCTBE
3npaBooxpanenus Keipreickoit PecryOmmku

Anpec: 720044 r. buukex, yiu. 3-s1 nuHus, 25

Teun.: 0800 800 26 26

OnexrponHas noura: pharm@dlsmi.kg

http://www.dIsmi.kg

4.9. Ilepeno3upoBka

CHMIITOMBL: racTpajirus, TOIHOTa, Juapes.

JleyeHue: CUMIITOMAaTUYECKOE.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoanHaMH4YecKHe CBOICTBA

dapmakoTeparnieBTuyeckass rpymnmna: I[IpoTuBokainuieBble npenapaTbl M CpencTBa Ul J€UEHUs
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MPOCTYIHBIX  3a00JieBaHUM;  OTXapKHUBAIOLIHE npenargglrlgf,: I Eigdroﬁié e

IIPOTUBOKALUIEBBIMY CPEICTBAMHU; MYKOJIUTUYECKUAE CPEACTBA.
Kong ATX: ROSCB03

Mexaausm aeiicteus U hapMakoauHaMmuueckue 3O GEKThI

KapOorucrens, sBIsSsICh MyKOJUTHKOM, OKa3bIBaeT ACHCTBHE Ha Treiib-(asy 3HA0OPOHXHATBHOTO
CeKpeTa, pa3phiBasg AUCYJIb(UIHBIE MOCTUKM TJIMKOIPOTEHIOB W, TaKUM O0pa3oM, yMEHbIlas
BSI3KOCTB ¥ MOBBIMIASI AJIACTUYHOCTH ceKkpeTa. KapOoIcTenH akTHBHPYET CHAIOBYIO TpaHchepasy —
(bepMeHT OOKAIIOBUIHBIX KJIETOK CIM3UCTONW 00OJOYKHM OpOHXOB, HOPMAIU3yeT KOJIMYECTBEHHOE
COOTHOIIEHNE KHUCIBIX U HEHTPAJIbHBIX CHAJOMYLMHOB, CIOCOOCTBYET PETeHEpaIlH CIU3UCTON
000JIOYKH, HOPMAJIM3YeT €€ CTPYKTYpYy, AKTUBU3HUPYET MAEATEIBHOCTh PECHUTUATOrO AIHTEIHS,
BOCCTAHABIMBACT CEKPELUI0 HMMMYHOJOTMYECKH aKTHBHOro IgA (crmemmduyeckas 3amura),
yIIydIIaeT MyKOIMJIMAPHBIA KIMPEHC.

5.2. ®apmakoKHHEeTHYECKHE CBOMCTBA

AOcopOrms

Kap6ouucrenn 6pIcTpo BcachlBaeTCs Mociie nprueMa BHYTpb. buogoctynHocts Huzkas (menee 10%
OT MIPUHSITOMN JI03bI) B PE3yJIbTaTe BO3MOKHO OBICTPOTO MPOXOKICHUS Yepe3 ICUCHb.

Pacopenenenune

MakcumanbHasi KOHILIGHTpalUsi B CHIBOPOTKE KPOBHM JIOCTUTAEeTCs depe3 2 yaca Mocjie mpuema
npernapaTa BHYTpb.

ONMMUHALMSA

[Teprion MONyBBIBEACHHS OKOJIO 2 4YacoB. BBIBOIUTCS NPEUMYIIESCTBEHHO IOYKAMH BMECTE C
MeTa0OJIUTaAMMU.

6. DPAPMAILEBTUHYECKHUE CBOCTBA
6.1. Ilepeyenb BcmoMoOraTe/ibHbIX BelIECTB

['munepon

MetunnaparuapokcuOeH3oar

Caxapo3sa xuakas™

Kpacurens conneunsiii 3akat sxentoiii (E110)
Kpacurens nmarentoBannbiii cunuii V (E131)
Harpus runpokcuyg

ApoMatu3aTtop KapaMelbHbII

Bona ounmennas

*BOJIHBIN pacTBOP, COAEPKAIIHA OKOJIO 67% CyXOii caxapo3sl
6.2. HecoBmecTHMOCTDH

He nmpumenumo.
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6.3. Cpok rogHocTH (CPOK XpaHeHHs )

2 roja.

[Tocne mepBOro BCKPBITHS XPaHUTh HE OoJiee 2 MECSIIEB.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU
XpaHuTh IpU TeMIieparype He Boiie 25 °C.

6.5. Xapakrep u cofep:kaHue YIaKOBKHU

I[To 125 mn pacTBOpa mJis mpuUeMa BHYTPh B MPO3PAYHBIA CTEKISIHHBIM ()JIaKOH, 3aKPBITHII
IIJIJACTMACCOBOM HABUHYMBACMOM KPBILIKOM C IIJIACTMACCOBOU IIPOKIIAJKON U ¢ KOHTPOJIEM BCKPBITHS.
OpuH ¢1akoH ¢ MEPHBIM CTAKAaHYMKOM M3 MOJIUIIPOIUIICHA U C JUCTKOM-BKIIAJIBIIIEM B KAPTOHHON
MaykKe.

6.6. OcoObIe MepbI PETOCTOPOKHOCTH MPH YHUUYTOKEHNUH UCIOJIb30BAHHOI0 JIEKAPCTBEHHOT 0
npenapara HMJIH OTXOA0B, MOJYYeHHBIX IOCJde TPUMEHEHUs Mpenapara, W JApyrue
MAHMIYJISIIMU € MpernapaTom

Het 0co06bIx TpeOoBaHUil K yTHIIN3AIIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

OpaHuus
Jlaboparopust UaHoTex HTEpHACHOHAID
22, aBeHto Apuctupg bpuan, 94110 Apkeit, @panuus

Ten.: +33146151800

O1. moura: licensing@innothera.com

7.1. llpencraBuTeb Aep:KaTesis PerucTPAIMOHHOTO YA0CTOBEPEeHUSA

[IpereH3uu moTpeduTENeH HAPABIATH IO AIPeECy:

Poccuiickas @enepanus

000 «MHHOTEK»

115035 r. MockBa, CagoBHu4eckast HabepexxHasi, 1. 71
Ten.: +7 800 250 17 38

OnexkTpoHHas noyra: innotech@innotech.ru

Pecry6nuka benapych

ITpencraButensctBo AOYT «Laboratoire Innotech International» (®panmysckas PecnyOnuka) B
Pecny6nuke benapych

220007 r. MuHck, yi. JIeBkosa, 43, oduc 313

Ten./dakc: +375 17 336 05 99

OnexkTpoHHas noyra: innotech.belarus@innothera.com

Pecry6nuka Apmenus
NII Kapen ApyTioHsH
0019 r. Epesan, yn. [Ipomsina 2/1, opuc 14
Ten.: +374 10 32-15-13 (BHyTpennwuii 114)


mailto:licensing@innothera.com
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DnekTpoHHas mo4ra: innotech.armenia@innothera.com

Pecrybnuka Kazaxcran

[IpencraButenscTBo JIaboparopuu «MuHOTeK MHTepHAaconans C.A.C.» B Pecnybnuke Kazaxcran
050000 r. Anmarsl, boctanasikckuil paiion, Mukpopaiion Hyp Anaray, ynuuna Ocemray, 1oM 53A
Ten.: +7 727 339 58 46

OnexrponHas noyra: innotech.kazakhstan@innothera.com

Keiprezckas Pecybnuka

OcOO «IIpomo cepBuc»

720001, r. bumkexk, yi. Mcanosa, 79, oduc 802

Ten.: +996 555 979 039

OnektpoHHas moura: innotech.kyrgyzstan@innothera.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTETOPHH OTITyCKa 0e3 pelenta.
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