OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

beragun, 200 Mr, cynno3uropruy BaruHajabHbIE

2. KAYECTBEHHBIA U KOJTUYECTBEHHBIN COCTAB

JlelicTByrolIee BEUIECTBO: MOBUAOH-MOI.
Kaxaplii BaruHanbHbIA Cynnmo3uTopuil cogepxut 200 Mr noBUI0H-HO1A.
[TonHbIif mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Cynro3uTopun BaruHaJIbHEIE.
TopnenooOpa3Hbie FOMOT€HHBIE CYNTIO3UTOPUH TEMHO-KOPUYHEBOTO I[BETA.

4. KIIMHUYECKUE JAHHBIE

4.1. IlokazaHHus K NPUMEHEHHUIO

[Ipenapat beragun cynmno3uTopun BaruHaJIbHbIE MTOKa3aH K MPUMEHEHUIO Y B3POCIIbIX MAlIUEHTOK
Uy JEBYIIEK, JIOCTUTIIHUX MOJIPOCTKOBOTO BO3pacTa:

- TS ICUEHUSI OCTPBIX U XPOHHUYECKMX HH()EKIIMOHHO-BOCTIAJIMTEIBHBIX 3a00JIEBaHHI BIIarainiia
(TPUXOMOHAHBIX, TPUOKOBBIX, BHPYCHBIX, HECIEIU(PHUECKUX, CMEIIAHHBIX WH(EKIHi);
OaKTepHaTbHOTO BarMHUTA;

- U1 TpOQHUIAKTHUKH HMH(EKIMOHHO-BOCTIAJUTENBHBIX OCIOXKHEHUI TIepell MpOBEICHUEM
TMHEKOJIOTUYECKUX BMEIIATEIbCTB (MCKYCCTBEHHOE IPEpPBIBAHUE OEPEMEHHOCTH, YCTAHOBKA U
yAajgeHue BHYTPUMAaTOYHOU CIUpAJIH, MaTEPMOKOAT YIS HIEHKH MaTKH,
rHCTepOCATIbIIMHIOrpadusi U Ipyrue;

4.2. Pe:xuM 103UPOBAHMS U CIIOCOO MPUMEHEHUS

PexxuM 103upoBaHus

IIpu ocTphIX BarHUTAX - O 1 CyNMmoO3uTOpHIO 2 pa3a B CYyTKU B T€UEHUE 7 JHEH.

[Ipn XpoHHUYECKHX M MOAOCTPHIX BarMHUTax mo 1 cymmo3uTopuio 1 pa3 B CyTKH IIEpE] CHOM B
teueHue 14 qHelt (He3aBUCUMO OT (a3bl MEHCTPYAJTBHOTO IUKIIA).

Jlnist ipenonepanoHHON MPO(UIAKTHKN OCIOKHEHUN MH(EKIIMOHHOTO T'eHe3a B TMHEKOJOTHH
npenapar BBOAST MHTPAaBaruHaJIbHO 2 pa3a B CyTKH (YyTPOM U BeUepOM) B TeueHue 1—7 THEH.

Oco0ble rpyInel NAKMEHTOB

be3onacHocth u addexkTuBHOCTh mpemnapata beraguH y 0COOBIX TpyNI MAalMEHTOB HE
YCTaHOBJICHBI.

CTH

BezonacHocts n 3dppexTuBHOCTH Mpenapara beragun y neBymiek, He JOCTUTTIUX TOJPOCTKOBOTO
BO3pacTa, HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.



Croco0 ImpuMeHeHus

HNHuTtpaBaruHanbsHoO.

[Tocne mpenBapuTeILHON THITHEHHYECKOM 00pabOTKH, IPEIBAPUTEITHLHO OCBOOOIMB OT KOHTYPHOU
SYCHKOBOH YIIaKOBKH, ITpETIapaT BBOJSAT, Jie’Ka Ha CIIMHE COTHYB HOTH, TTyOOKO BO BJIarajuiie.
Ilepen npumeHnenneM mnpenaparta beTtaguH Cynmo3uTOpUid CIEAYET YBIAXHUTH BOJIOM C LETBIO
O6eCHe‘II/IBaHI/I}I MaKCHUMAaJIBHOI'O BBIXOJa ,Z[€I>'ICTBYIOH1€FO BCIICCTBA H I/I36eFaHI/I}I MCCTHOT'O
pasapakeHusl.

Bo BpEMs JICUHCHUA CYNIIO3UTOPUAMU PCKOMCHAYCTCA ITPUMCHCHUC TMT'MCHUYCCKUX ITPOKJIaI0K.

Puc.l Otnenute, 0auH CynmoO3UTOPUN OT JIEHTHI, pa3pbiBas
o nepdopanuu V-006pa3zHoro paspesa

Puc. 2 Jlocrambre cynmo3uTopumii u3  Onucrepa,
OOTHOBPEMCHHO IMOTAHYB B IPOTHUBOIIOJIOKHBIX HAITPABJIICHUAX
00a koHIa Goabru

4.3. [IpornBONOKA3aHUSA

- TUIEPYYBCTBUTEIBHOCTh K IMOBUIOH-HOMY WM K JIIOOOMY M3 BCIOMOIaTelIbHBIX BEILECTB,
MepEUMCIICHHBIX B pazjene 6.1;

- HapymieHue GyHKIUH MUTOBUIHOM Keme3bl (cM. pasznen 4.4);

- repneTuOpMHBI AepMatuT J{ropuHra;

- TIiepe, BO BpeMsl | MOCjIe IPUMEHEHUS PaJIMOaKTUBHOTO Hoaa (cM. paszzen 4.5);

- COBMECTHOE MPHMEHEHHE C TpernaparaMu, COASPKAIIMMH PTYTh, T.K. MPU I3TOM oOpa3yercs
BELIECTBO, OpaXKarollee KOxy;

- IEBOYKH, HE JOCTUTIINE OJAPOCTKOBOTO BO3PACTA;

- 0EpeMEeHHOCTh U MEePHOJ KOPMIICHUS TPY/IBIO.

4.4. OcoOble yka3zaHusi M MepPbl PEI0CTOPOKHOCTH MPU NPUMEHEHUH

IIpy nnuTeNbHOM NPUMEHEHMM IIperapara MOXKET Pa3BUTHCS PA3APAKEHUE KOKHM, KOHTAKTHBIN
JEpPMaTUT WM TIOBBILIEHHAs 4YyBCTBUTEIBHOCTH. [Ipu TNOSABIEHMM NPU3HAKOB MECTHOIO
pa3apa)xXeHus U MOBBIILICHHOW YyBCTBUTEIBHOCTH IIPUMEHEHHUE TIPENapaTa CIe1yeT OTMEHUTD.

Henb3s HarpeBaTh npemnapar nepes IpuMEHEHHUEM.

Oco0yI0 OCTOPOXKHOCTH cJeIyeT COONIofaTh NpPU PErylsipHOM IPUMEHEHUHU Ipernapara y
NAMEHTOB C HApYIICHHEM (QYHKIH TOYEK.

Crnenyer uzberarh peryiasipHOrO IpuUMEHEeHHUs mnpenapara beraguH manueHTKam, MOIYyYalonIiM
Ipenaparsl JIUTHS.

Cynmno3uTtopuu 00JIaal0T CHEPMULIMIHBIM JACHCTBUEM, B CBS3H C YEM HE PEKOMEHIYETCS HX
MPUMEHEHHE Y KEeHIIHH, TUIaHUPYIOINX OepeMEHHOCTb.

HOBHHOH-ﬁOH MOXKCT BbI3BaTb BPCMCHHOC M3MCHCHHC LIBCTAa KOXXHM B MCCTC NPUMCHCHUA, YTO
00yCJIOBJICHO IIBETOM IIperapara.

[Tocie KOHTaKTa ¢ IpemapaToM cieayeT n3deraTh MoMa aHus MOBUIOHA-HO/Ia B Ii1a3a.



JleTH ¥ TOAPOCTKHU
HpenapaT BeTaI[I/IH CyHHOSI/ITOpI/II/I BarmHaJIbHBIC HC Hpe;[HasHaqu JUUIA HpI/IMeHeHI/IH JACBOYKaM,
HE JOCTUTIIIUM TTOJPOCTKOBOTO BO3pacCTa.

4.5 B3aumoneiictBie ¢ JAPYrdUMH JIEKAPCTBEHHbIMH MpenaparamMd M JApyrue BHAbI
B3aUMOJAeHCTBUSA

Kommiekc noBuaon-tion 3¢ dextuBeH B auanazone pH 2—7. Oxuaaercs, 4To B3aUMOJCHCTBUE
KOMIIJICKCA C 6€HKaMI/I 58 ,Z[pyrI/IMI/I HCHACBIIIICHHBIMHA OpFaHI/I‘-IGCKI/IMI/I BC€ILIECTBAMU CHUXKACT €I0
3 PEKTUBHOCTD.

CoBMecTHOE TPUMEHEHHE TMOBUAOH-HOMAa M (DEpPMEHTHBIX MpenapaToB aisi 0OpaboOTKU paH
MPUBOAUT K B3AUMHOMY CHIDKEHHIO 3(()EKTUBHOCTH.

[Ipenapatsl, conepxkamue pTyTh (cM. pazzaen 4.3), cepedpo, MepeKuch BOJIOpOIa U TAypPOIHIUH,
MOTYT B3aUMOJIEHCTBOBATh C MMOBUA0H-HO/10M, B3aUMHO CHUKas 3P (PEKTUBHOCTD, IOATOMY MX HE
ClIeyeT NPUMEHSITh OJHOBPEMEHHO.

Hcronp30BaHne MOBUIOH-HO/Ia OAHOBPEMEHHO HIIM cpa3y MOcCje MPUMEHEHHsI aHTHCENTHKOB,
COACPpKAIINUX OKTCHUIAWH, HAa TCX K€ CAMBIX WJIM COCCAHUX YYACTKAX KOKHU MOKCT NPHUBCCTU K
00pa3oBaHMIO TEMHBIX IATCH Ha 00paO0TaHHON MOBEPXHOCTH.

OkucnurenbHoe JEHUCTBHE TOBUAOH-HOAA MOXET TPHUBECTH K JIOKHOMOJIOKHUTEIbHBIM
pe3yabTaTaM pa3IudHbIX JUATHOCTUYECKUX MPo0 (Hampumep, onmpeaesieHne reMorjo0OnHa B Kaje
WJIM MOYE WJIU TJIFOKO3BI B MOYE).

Bo Bpemsi mpuMeHEHHs TOBUIIOH-MOAA MOKET CHU3UTHCS MOTJIONIEHUE HOJa IIUTOBUIHOMN
JKEJIe30M, YTO MOJKET IMOBIHUATH HA PE3yIbTaThl HEKOTOPHIX JTUATHOCTHYECKUX HCCIICIOBAHHM
(Hanpumep, cuuMHTUTpPAdUU HIUTOBUIHOM JKEJE3bl, ONMpEeTICHUsT OCIKOBO-CBI3aHHOTO Homa U
PaauoOaKTUBHOTO 110/1a) U MOXKET MPUBECTU K CPBHIBY IUIAHOBOW TEpalUM IIUTOBUIHOMN KEIE3bl
nonoM (paauoiionrepanuu). Ilocne okoHuaHuUs JE€YEHUsS CIEAYyeT BbDKIATh 4 HeAenu mnepen
IPOBEICHUEM HOBOW CIIMHTUTPaMMBI (CM. pazzen 4.3)

He pexomenpyercs peryispHoe NpUMEHEHHE Ipenapara beraguH nanueHTaM, MOJy4YarollivM
Ipenaparsl JIUTHS.

4.6 PepTHIBLHOCTD, 0EPEMEHHOCTb U JTAKTALUSA

bepemMeHHOCTh U TaKTanus

[IpumeHeHne NOBHUIOH-M0Aa BO BpeMsi OEpEMEHHOCTH M B MEPUOJ I'PYJHOIO BCKAapPMIIMBAHMS
IIPOTUBONOKA3aHO, TAaK KaK BCOCABLIMICS O/ TPOXOIUT Yepe3 IJIALEHTY U BBIAEISAETCS B IPYAHOE
MOJIOKO. Kpome Toro, 1o 1 HOBOPOKIEHHBIN UMEIOT MOBBIIICHHYIO YyBCTBUTEIBHOCTD K HOLY.
B rpyHOM MOJIOKE KOHLIEHTpalus HOZAa BBILIE, YEM B ChIBOPOTKE KpoBH. IIpumeneHue nona
MOJKET BBI3BaTh y IUIOAA MM HOBOPOXKACHHOTO TMIIOTUPEO3 € MOBBIIIECHHOW KOHLEHTPAaLUEH
tupeotporHoro ropmoHa (TTI). Moxxer BO3HHKHYTH HEOOXOIUMOCTh KOHTPOJS (DYyHKIHH
IIMTOBUIHON KeNle3bl Yy peOeHKa. Y JeTell cieayeT MpeJoTBPATHTh BOZMOXXHOCTh CIyYallHOTO
NOTIaJIaHus IIpernapara B poT WIH €ro MPOIJIaThbIBaHMsL.

DepTUIbHOCTL

JlaHHBIE O BIMSIHUM OBUOH-H0Aa HA PEePTHILHOCTH YEJIOBEKA OTPAaHUYCHBI.

Cynno3utopuu MOTyT 00JalaTh CHEPMUIUAHBIM JEHCTBHEM, [O3TOMY IpH IUIAHUPOBAHUU
OepeMEeHHOCTH MX IPUMEHEHUE HE PEKOMEH Iy €eTCsl.

4.7 BinsiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHM M PadoraTh ¢
MeXaHH3MaMHU
[Ipenapar He BIUSET HA CIOCOOHOCTD YNPABIATH TPAHCIIOPTOM MIIM MEXaHU3MaMH.



4.8 HexkennaTeibHbIE peakiumn

Pesrome npoduig 6€30macHoCTH

Peakiiuu MOBBIIIEHHON YyBCTBUTEILHOCTH K TpEnapaTy B MECTE MPUMEHEHUS: THIIEPEMHUS, 3Y/I.
Bo03MOXHBI a/IeprUYecKue peakiuy, HAlpUMEp, KOHTAKTHBIA JIepMaTHT C 0Opa3oBaHHEM
IICOPHA30M0J00HBIX KPACHBIX MEIIKHUX OYJUIE3HBIX 3JICMEHTOB.

Pe3roMe HexenarenbHbIX peakuuii

HesxxenaTenbHble peakiuy MpeICcTaBICHBI 110 KJIacCaM CUCTEM OPraHOB M YaCTOTE UX MPOSBICHUS:
oueHb "acTeie>1/10);

gacteie (>1/100, Ho <1/10);

Hevacteie (>1/1000, Ho <1/100);

penxue (> 1/10 000, HO <1/1000);

oueHsb peakue (<1/10,000);

4acTOTa HEM3BECTHA (YacTOTa HE MOXKET OBITh OIpesiesieHa HA OCHOBAHUU UMEIOIINXCS JaHHbIX )

Hapywenus co cmoponbt uMMyHHOU cucmembl

Peoxkue: THIIEPYYBCTBUTEIEHOCTD

Ouenv peoxue: aHa(UIaKTHYECKas peaKIus

Hapywenue co cmoponbt SHOOKPUHHOU cucmembl.

Ouenv peoxue: THIEPTUPEO03 (MHOT/Ia CONPOBOXKIAIOMIMNACS TaxXuKapauel wiu
OecrokoicTBOM) *

Yacmoma neuzsecmua: TUIIOTUPEO3 ™ **

Hapywenus co cmoponbvl 0OMmena seugecms u numarnus
Yacmoma neuzsecmua: HApYIICHUS IEKTPOIUTHOTO Oamanca™*
MeTa00JIMUeCKNH arnmo3™*

Hapywenus co cmoponsi Kodicu 1 nOOKONCHbIX MKAHEl

Peoxkue: KOHTAaKTHBIM ~ JIepMATUT (HAmpuUumep, OdpUTEMa, HEOOJbIINE
IIy3BbIPBKH, 3Y1)

Ouenw peoxue: AHTMOHEBPOTUYECKUN OTEK

Yacmoma neuzeecmua: W3MEHEHHUE [BETA KOXKHU

Hapywenus co cmopoHbl nouex u mMouesbl8o0suux nymetl
Yacmoma neuzeecmua: ocTpas mo4yeyHas HeIOCTaTOYHOCTh**
W3MEHEHUE OCMOJIIPHOCTH KPOBH **

* MO>KET HaOIIOAAaThCs Y TAIIEHTOB C UMEIOIINMCSI 3a00JIeBaHEM IIIUTOBUIHOM JKEIe3bI (CM.

pasnen 4.4) mocine UCIoJIb30BaHUS HO/a B 3HAYNTEIBHBIX KOJTUYECTBAX.

*%  MOxeT HaOII0IaThCS MOCIEe UCTIONB30BaHNUS TTOBUIOH-H0Aa B 3HAYUTEIBHBIX KOJTUYECTBAX
(HampuMep, IPH JICYSHUU 05KOTOB)

*¥%  TUIIOTHPEO3 MOXKET Pa3BUTHCSA MPU UIUTEIHHOM HCHOJIB30BAHUU C 00PabOTKOM OONBIINX
MTOBEPXHOCTEH.

COOGH.IGHI/IG 0 IOA03PCBACMBIX HEXKCIIATCIbHBIX PCAKIINUAX

BaxxHo co001maTh 0 1Mo103peBaeMbIX HEXKEIATEIBHBIX PEaKIUIX TOCIIe PErHCTPAIINH IIperapara ¢
[ENbI0  O0ECIeueHUsT HEMPEepPHIBHOIO MOHUTOPWHTA COOTHOIIEHHUS «IOJb3a — PUCK»
JIEKapCTBEHHOTO Tpenapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYETCSl COOOIIaTh O JIFOOBIX
MOJI03PEBACMBIX HEKENATEIBHBIX PEAKIMSIX JICKAPCTBEHHOTO IMpenapara 4epe3 HaIllMOHATbHBIC
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIHMsIX TOCYAapCcTB — WICHOB EBpa3uiickoro
HKOHOMHYECKOTO COI03a.

Poccutickas ®@edepayus

®enepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHHUS
Anpec: 109012, r. MockBa, CnaBstHCKasi TI01ab, 1. 4, cTp. 1
Tenedon: +7 800 550-99-03



OnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHON ceTH «IHTepHET»:
https://www.roszdravnadzor.gov.ru/

Pecnyonuxa Kazaxcman

PI'TI na IIXB «HanuoHanbHbIA LHEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULMHCKUX
m3aenuit» Komurera MemunuHCKOTO U (apMareBTUYECKOTO0 KOHTPOJsS MUHHUCTEpCTBa
3npaBooxpaneHus: Pecnyonmmku Kazaxcran

Anpec: 010000, r. Acrana, yiu. A. ImaHoBa, 13

Tenedomn: 8 (7172) 235 135

OnektponHas nmovra: farm@dari.kz

Caiit: http://www.ndda.kz/

Pecnybnuxa Benapyco

VII «lleHTp 3KCnepTH3 U UCTIBITAHUHN B 3APAaBOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapueckuii nep., 2a
Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

OnektpoHHas nmoyra: repl@rceth.by

Caiit: https://www.rceth.by

Pecnybnuxa Apmenus

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUIIUHCKUX TEXHOJIOTUI»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 60) 830073-1012, 1013

OnexkTpoHHas noyra: vigilance@pharm.am

Caitr: http://www.pharm.am

4.9 Ilepeno3upoBka

CuMITOMBI

st ocTpoit OAHOM MHTOKCUKALIMK XapAKTEPHBI CIEAYIOIIUE CUMIITOMBI:
e OIIyIICHHE HANIOJHEHHOCTH JKeIy IKa, Aruapes;

HapyuieHue QyHKIUN oYeK, aHypHS;

HEJ0CTATOYHOCTh KPOBOOOpAIIICHHUS,

OTEK JIETKUX,

MeTabOTHYECKUN aru03.

CucremMHasi TOKCHYHOCTh MOXET MPHUBECTH K IMOYEYHOW HEJOCTATOYHOCTH (BKJIIOYAsT aHYPHIO),
TaXHKapJIuu, TUIIOTCH3UH, HAPYIICHUIO KPOBOOOPAIIICHHSI, COCYTUCTON HEJJOCTATOYHOCTH, OTEKY
TOJIOCOBOH WIEH, MPHUBOISIIEMY K aCQUKCHH, WIH OTEKYy JIETKHX, CYJOpOraM, JHXOpaaKe H
MeTaboIMUECKOMY aIuo3y.

Taxke MOXET Pa3BUTHCS THIIEPTUPEO3 WIIA TUTIOTUPEO3.

[Tpu HapymeHnn GyHKIUY IUTOBUIHOMN JKeJIe3bl JICUeHUE TIOBUJOH-HOIOM CIIEAYEeT MPEKPATHUTh.

Jleuenue

CumnTomMaTH4ecKass U MOAJNCPKUBAIOIIAST Teparusi ¢ 0COOBIM BHUMAHUEM K DJICKTPOJIUTHOMY
Oanancy, QyHKIMH MOYEK M ITUTOBUIHOM Kee3bl.

[Ipu TspKETOW THMOTEH3UHU CIEAYeT KOHTPOJIUPOBATh 00BEM ITUPKYIHUPYIONIEH KUIKOCTH; TPU
HEOOXOIMMOCTH CJIETyeT J0OABUThH Ba30IIPECCOPHI.

[Ipu mr060om crocoOe BBEIEHHWs MOBHAOH-HOJAa BO3MOXKHA Tepeao3upoBka. ONHUCaHbl Clydan
pa3beaolIero MOpPaXEHUs BEPXHUX JbIXaTENIbHBIX MYyTEW, MPUBOASAIICE K 3HAUYUTEIHHOMU
OTEYHOCTH M OTeKY. MOXeT moTpeOoBaThCs YHAOTpaxeaabHas nHTyOamus. He cienyer BoI3bIBaTh
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pBoTy. IlanMeHT 1OMKEH HaXOOUThCS B TAKOM IIOJIOKEHUH, YTOOBI JbIXAaTElbHbIE MYTH OBLIA
CBOOOJIHBI M 3aIIMIIECHBI OT aCUpaINH (B CIydae PBOTHI).

Ecnun y namueHnTta HeT pBOTHI U OH MOKET MPUHMMATh IHILY Yepe3 poT, MPUEM KpaxMaIuCTOU
UM (Hampumep, KapTodeb, MyKa, Kpaxmail, Xjied) MOKeT IoMo4b TpeoOpa3oBaTh o1 B MeHee
TOKCUYHBINA HOOU.

Ecnun Her mpu3HakoB nep@opaluy KHIIEYHHUKA, MOXKHO NPUMEHATH NPOMBIBAHUE MKEIyJKa
pacTBOpPOM Kpaxmaja uepe3 Ha30racTpajbHbIA 30H] (JKEJIyIOYHBIH CTOK CTAHET TEMHO-CHHE-
(MOJETOBBIM, M 3TOT I[BET MOKHO HCIIOJIB30BaTh B KAYECTBE OPUEHTHPA NP ONPEACICHUH TOTO,
KOTJJa MO’KHO ITPEKPATUTh IPOMBIBAHUE).

I'emonnanu3 3¢ (eKTUBHO OYMINACT OT HONA, U €ro CIEeAyeT NMPUMEHATh B TSDKENBIX CIydasx
OTPAaBIJICHUS OJIOM, OCOOCHHO MPH MOYECYHON HEIOCTAaTOYHOCTH. HempepriBHAsi BEeHO-BEHO3HAs
reMomiIbTpanus Menee 3(pPpeKTuBHA, YeM reMOIHATIH3.

5. ®APMAKOJOTMYECKHE CBOMCTBA

5.1. dapmakoguHAMHMYECKHE CBOHCTBA

@dapMakoTepaneBTUYeCKass Ipynma: MPOTUBOMHUKPOOHBIE  CpPEACTBA M AHTHUCENTHUKH,
NPUMEHSEMbIE B THHEKOJOTHUH; MPOTUBOMUKPOOHBIE CpEICTBA W AHTUCENTHKH, KpOMeE
KOMOHMHAIMN ¢ KOPTUKOCTEPOUAAMHU; IPYTHe MPOTUBOMUKPOOHBIE CPEICTBA U AHTHCETITUKH.

Kog ATX: GO1AX11

MexaHu3M JaeicTBUS

[ToBumOH-O ABJISETCS KOMIUIEKCOM 3iemMeHTapHoro iona (lo, - melicTByromiee BemecTBO) U
CUHTETHYECKOTO MOJIMMEpa MOJUBUHUIMHPPOINIOHA, KOTOPBIA OCBOOOXKIAeT HOM B TEUCHHUE
OTIPENICTICHHOTO BPEMEHHM IIOC/Ie €ro mnpuMeHeHUs. [lomuBHMITUPPOIUAOH (TIOBHAOH) HE
oOnagaer cOOCTBEHHON aHTHOAKTepUAIbHOW aKTUBHOCTBIO, OH CIIOCOOCTBYET Oosiee JerKomy
KOHTAaKTy Hoja ¢ KIIETOYHBIMH MEMOpaHaMH.

Korma moBugoH-1101 KOHTAKTUPYET C KOKEW M CIU3UCTHIMH OO0OJIOYKAMH, MO BBIIEISICTCS U3
MOJIMMEPHOTO0 KOMIUIEKCa MOBHAOH-HOA. DTO CBOOOJHBIA HOM, KOTOPBIA OKa3bIBaCT OBICTPHIN
TepMHUIMIHBINA 3P PEKT, a oA B KOMIUIEKCE C IMOJUMEPOM CIYXKHT Jerno Hoaa. ITO MOCTENeHHOE
BBICBOOOKJICHHE H0/1a KOMIIEHCUPYET HEIOCTaTKH, CBA3aHHbIE C MPUCYTCTBHEM 3JIEMEHTAPHOTO
fioga, M TOAJEPKUBACT €ro BBICOKOA(PPEKTHUBHYIO MHUKPOOHOLUUAHYIO 3(PPEKTUBHOCTD.
CB0OOIHBIH 107 OBICTPO MPOHUKAET B MUKPOOPTAaHU3MBI U aTaKyeT KIIOYEBbIE TPYIIIbI OEKOB,
AMUHOKHUCIIOT, HYKJICOTHJOB ¥  HEHACBHIIIEHHBIX JKUPHBIX KHCIOT. Pearmpyer ¢
cynbruapunababiMu (-SH) 1 rugpokcunpabiME (-OH) rpynmamMu aMMHOKHUCIIOT B (hepMEHTaxX U
CTPYKTYPHBIX O€lIKaX MUKPOOPTaHU3MOB, TEM CAMBIM OKUCJISIS HX.

PapmakoanHamuueckuit 3 ekt

[ToBunoH-H0 OKa3bIBaeT ObICTpOE aHTHUOAKTEpHUATIbHOE (BKIIIOYAs TPAMIIOJIOKUTEIBHBIE H
rpaMoTpHUIlaTeIbHbIe OaKTepHH), MPOTHBOTPUOKOBOE M BUPYHHIHOE JICHCTBUE (BUPYCHI C
0001104yK0if 1 6€3 000104KH). Pe3nCTEeHTHOCTD K MOBUAOH-10/1y He Ha0II01a1ach B TeUeHUeE Ooee
60 JIeT MHTEHCHBHOI'O HCIIOJB30BaHHS B OOJBHHIAX, CTOMATOJOIMYECKOH M MEIUIIMHCKON
npakTuke. Kpome TOro, pe3ucTeHTHOCTh K aHTUOMOTHKAM HE BIMSET HA YYBCTBUTEIHHOCTH K
MMOBHUIOH-HOTY .

5.2 PapmakoknHeTHYECKHE CBOMCTBA

Ha ¢apMakoknHeTHKY TMOBHAOH-HONA BIMSET JHCCOLIMAIMS MOBHMJIOHA W HoJa U €ro
MoCIeAyIOlee BOCCTAHOBIIEHUE B OpraHu3Me 10 hoauna. Pasnuunsie nekapcTBeHHBIE GOPMBI U
pasHble MyTH BBEACHHUS MOTYT BIIMATh Ha aOCOpPOLMIO MOBHIOH-HOMA, a CTENEHb CUCTEMHOMN
abcopOIMy 3aBUCHT OT MECTa M yCJIIOBHM €ro MpUMEHEHHUs (IUIOIIaab, 30pOBas MOBEPXHOCTH
KO, TIOBPEXKACHHAS IIOBEPXHOCTH KOXKH, CIIM3UCTHIE 000JI0UKH, PaHbl, OJIOCTH TENA).



AOGcopOuus:
[locne BarMHaIBPHOTO BBEACHUS NPOMCXOTUT OBICTpPOE BcachlBaHUE ioaa, HaOII0maeTcs

MOBBILICHHE KOHLEHTPALUU KaK 00IIero iiojga, Tak U HEOPTaHUYECKOTO HOAM/a B CHIBOPOTKE
KpPOBHU.

[IoBUIOH B HE3HAYMTEIBHON CTENEHM BCACBIBACTCS IIOCJIE BArMHAJBHOIO INpHUMEHEHHs. B
CHUCTEMHOM KPOBOTOKE BBISIBJISICTCS JIMIIb HE3HAYUTEILHOE KOTMYeCTBO moBu0Ha (~35 k).

Pacnipenenenue

HesaBucumo ot crioco0a BBeeHUs a0COpOMPOBaHHBIN HOA/HOAMT pacpeeisieTCsl B OpraHu3Me
1o cucreme KpoooOpaieHus. Yacts ero (mpumepHo 30%) ynansiercs IUTOBUAHOMN JKeIe30i npu
ropMOHaIBLHOM cUHTe3e. Uepe3 24 gaca Hol Takke pacrpenensercs (XOTsS U B He3HAUUTEIbHOU
CTETNeHN) B PA3IMYHBIX OpraHax, BKJIIOYas MEYeHb, KPOBb M LINTOBUIAHYIO Kelesy. Mon
NPOHMKAET Yepe3 IJIAICHTY U BBIJCISAETCS C TPYAHBIM MOJIOKOM. (CM. pazzen 4.6).

[Tocne MecTHOTO, OpajJbHOTO WM BAarMHAJIBHOIO TPUMEHEHHUS TOBUIOH BCAChIBAE€TCA B
HE3HAYUTEILHON Mepe M He IPOHUKAET Yepe3 TeMaTodHIePaTndecKuil 6apbep U TUIALCHTY.

buoTrpanchopmanus

Mox BoccraHaBinmBaeTcss 10 HOAMIA M KOHIIEHTPUPYETCS W3 KPOBOTOKA B (OJUTHKYJISPHBIX
KJIETKaX IIMTOBHIHOW JKeJe3bl MOJ JeWcTBHEM Harpuii-iiomumHoro cummoprtepa (NIS). TTT,
CTUMYJIMPYET TPAHCIOPT M0Ja U3 KPOBU B KJIETKU IIUTOBUIHOMN Keje3bl, OKUCICHUE Hoauaa 10
10oJ1a ¥ CBSI3bIBAHUE MOJA C TAPO3UHOM.

Meraboym3M oBUI0HAa MUHUMAaIBHBIH (<0,3%).

OIMMUHALKS

[

Hon, ecnu OH He ycBamBaeTcsi B IIUTOBHJHON jKeJie3€, BHIBOJUTCS B OCHOBHOM ITOYKAMH.
[Toueunsrit kmupenc noxa (Cl) cocraBuser 872,4 £ 119,3 mu/dac ¢ KOHCTAaHTOM CKOPOCTH
samumvuHanuu (k) 0,0996 + 0,009/4ac u nepuogom nomypacnana 6,22 gaca.

[ToBHIOH B OCHOBHOM BBIBOJIUTCSI TOYKAMHU M B HEOOJIBIIIOM KOJMYECTBE TAKXKE C KETIBIO.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcIOMOraTe/IbHbIX BelIeCTB

Makporon 1000

6.2. HecoBMecTHMOCTH

[ToBHUIOH-I10/T HECOBMECTUM CO LIETOYHBIMH BEILIECTBAMHU, JyOUIBHON KUCIOTOM, COJNISIMU PTYTH
u cepeOpa, TaypOJIMIUHOM, IEPEKUCHIO BOIOPOJA.

W30eraiiTe KOHTAaKTa C IOBETUPHBIMU H3ACTHSAMU, OCOOCHHO C HU3JCIUSAMH, COJCPKALIMHU
cepedpo.

6.3. Cpok roaHocTu (CPOK XpaHeHHs )

3 rona.

6.4. OcoOblie Mepbl NPEeIOCTOPOKHOCTH NPH XPAHEHUH

XpauuTtsh nipenapar npu remneparype ot 2 °C go 8°C. XpaHUTh B XOJIO0IHIBHUKE.

6.5. Xapakrep u cojep:kaHue NEPBUYHONH YIIAKOBKHU

Cynnosutopun BaruHanbHbie 200 mr.
[To 7 BarnHanmbHBIX Cymno3uTopueB B ommctepe u3 [IBX/I1D nnenku.
ITo 1 unm 2 GamcTepa B KAPTOHHOM MMauKe BMECTE € JINCTKOM-BKJIA/IBIIIEM.



6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH  YHUYTOKEHHMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTX0J0B, TMOJY4YEHHBIX [MOCJe MPUMEeHEHUs
JIEKAPCTBEHHOI'0 MpenaparTa u Apyrue MaHUIyJISIUM C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

Benrpus

3A0 «®apmaneBruueckuii 3ason I MCy»
1106, r. Bynanemwr, yn. Kepectypu, 30-38
Tenedon: (+36-1) 803-5555
OnekTpoHHas mouta: mailbox@egis.hu

7.1. IlpeacraBure/ib aepkaTesisi peruCTPALMOHHOIO YI0CTOBEPEHMSI

[IpeTeH3uun moTpeOUTENICH HAIPABIISATD 110 aJIpecy:
Poccuiickaa ®@eoepayus

000 «3T'C-PYC»

121552, r. MockBa, yi. Spuesckas, 1.19, 6mok B, atax 13
Tenedon: +7 (495) 363-39-66.

DnekTpoHHas rmoyta: pharmacovigilance@egis.ru

Pecnybnuxa Kazaxcman

[IpencraButensctBO 3AO «DapmaneBruueckuii 3aBog I ICy» B Pecmy6Onuke Kazaxcran
050060, r. Anmarsl, yi. Xapokosa 286 I'.

Tenedon: + 7 (727) 247 63 34, + 7 (727) 247 63 33.

DJeKkTpoHHas noyra: egis@egis.kz

Pecnybnuxa benapyco

[IpencraBurensctBo 3A0 «DapmaneBtuueckuii 3aBog OI'MC» (Benrpus) B PecmyOnuke
bemapych

220053, r. MuHck, nep. Epmaka, 1. 6A.

Tenedon: (017) 380-00-80, (017) 227-35-51, (017) 227-35-52.

®akc: (017) 227-35-53.

DneKkTpoHHas rmovra: info@egis.by

Pecnybnuka Apmenus

[IpencraButensctBo 3A0 «Dapmanesruueckuii 3aBog I ICy» B PecmyOnmke ApmeHus
0010, r. EpeBan, yn. AHpaneTyTsH, 1oM 67, 4 sTax.

Tenedon: +374-10-574686.

OnexkTpoHHas noyra: info@egis.am

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSI
JITI-Ne(002589)-(PT-RU)

9. JATA NEPBUYHOM PETUCTPAIIUU (HOATBEPXIEHWS PETWCTPAIIUU,
IHNEPEPETUCTPAIIN)

Jlara nepsoii peructpauuu: 22.06.2023 r.



10. JATA HEPECMOTPA TEKCTA

OO0mmas xapakTepuCTHKa JEKapCTBEHHOTO MpemnapaTa bertaauH noctymnHa Ha WHGOPMAIMOHHOM
noprtaiie EBpa3suiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH
«MuTepHeT» http://www.eec.eaeunion.org/.




