OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “°02)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
PeBacumn, 2 %, cripeit 111 HApyKHOTO TPUMEHEHHUS

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBytOIIIEE BEIIECTBO: MUHOKCH U

B 100 mx cipest copepKuTest 2 T MUHOKCHUIUIIA.

BcnomorarenbHbie BellecTBa, HATMYUE KOTOPBIX HAJO0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: 3TaHoJ, MPONMWICHTIUKOIb (M. pazjaen 4.4.).

[Tonubiii epeyeHb BCIIOMOTATENbHBIX BEIIECTB NMPUBENIECH B pasjaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crapeit 1151 Hapy>KHOTO IPUMEHEHUS.
[Ipo3paunast GeciiBeTHAS WU JKEIITOBATAs!, MJIM PO30BaTas KUIKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3zaHusi K NPUMEHEHU IO

HpenapaT PeBacun moxkazan Kk MNPUMCHCHHUIO Yy B3POCJIBIX MYXKXYHMH W KCHIIWUH [JIA JICUCHUA
AHPOTCHETUYECKON aoMeInu.

4.2. Pe:xuM J103MPOBAHUSA U CIIOCO0 MPUMEHEHU S

Pexxum go3upoBanus

B3pocnbie: He3aBUCHMO OT pazmepa 00padaThIBAEMOI0 yUacTKa cjielyeT HAaHOCUTh | MJI pacTBOpa
C TOMOIIBI0 JT03aTopa (7—8 HaxkaTuii) 2 pa3a B JICHb Ha MOPAXKEHHBIE YYACTKH BOJIOCUCTOM YacTH
rOJIOBBI, HAUMHAs ¢ IEHTpa NpobieMHoH 30HbL. [Tocine npuMeHeHst He0OOXOAUMO BBIMBITH PYKH.
CymmapHas cyTouHas J03a HE JOJDKHA IpeBbIIaTh 2 MJ (1032 HE 3aBUCUT OT paszMepa
nopaxxeHHo! oOnactu). IlosBneHHe MepBbIX NPU3HAKOB CTUMYJISLUH POCTa BOJOC BO3MOKHO
nocJie IpUMEHEHHUs Mperapara 2 pa3a B CyTKU B TeueHHe 4 MecsieB win 6ornee. Hayano u creneHs
BBIPQ)KEHHOCTH POCTa BOJIOC, a TAKXKE KaUeCTBO BOJIOC MOTYT KOJIe0aThCsl y Pa3HbIX OOJIbHBIX.
CornacHO €AMHMYHBIM COOOIIEHHSM B TeueHHE 3—4 MECSILEB I0CJIEe NPEKpaIleHUs JIeUeHUs
MO’KHO 0’KHJIaTh BOCCTAHOBJIEHHUS HCXO/IHOTO BHEIITHETO BUA. J[JTUTEIbHOCTD JIEYEHHsI B CPETHEM
— okoJo | rona.

Oco0ble rpynnbl MalKeHTOB

Tayuenmul nosicunoeo eospacma (cmapuie 65 iem)

[Ipemapat He crneayeT Ha3HAYATh MalMeHTaM cTapiie 65 et (3PPEKTUBHOCTh U 0€30MaCHOCTh
npenapaTta PeBacui y maliueHTOB JaHHOW MOMYJISIIIUKA HE YCTaHOBJICHA).

Tayuenmsi ¢ HapyuweHuem QYHKyuu novex

Het pexomenaanuii mo 103upoBaHuio npemnapara PeBacui y nalineHTOB JaHHOW MOMYJISIUH.
Iayuenmoi ¢ HapywieHuem QYHKYuU neveHu

Het pexomenaanuii mo 103upoBaHuio npemnapara PeBacui y nalineHTOB JaHHOW MOMYJISIUH.

eTH
bezomacHocTh 1 3¢ deKkTUBHOCTH Mpemnapata PeBacwn y gereir B Bo3pacte ot 0 mo 18 mer Ha
JTAHHBI MOMEHT HE YCTaHOBJICHBI. J[aHHBIE OTCYTCTBYIOT.

Croco0 npuMeHeHus

ToabKO 1J151 HAPYKHOTO IPUMEHEHHUsI.

Jlns myxxunH nipeniapat PeBacun Hanbosee 3¢ (GeKTHBeH MpH BbIMaIeHUH BOJIOC HA MAaKyIIIKe, IS
KEHIIMH — [IPH BBIMTaJICHUH BOJIOC B 00JIACTH CpeIMHHOTO TIpodopa.




Hanocure mpenapat PeBacun TOIbKO Ha CYXYH) KOXKY Bdfbeuerot Sac

TpeOyeT CMBbIBaHUSI.

[losiBneHne mnepBBIX MPHU3HAKOB CTUMYJSALMH pPOCTAa BOJIOC BO3MOXHO IIOCIE IMPUMEHEHHS
npenapara 2 pa3a B CyTKU B TedeHHe 4 MecsueB win 6osee. Hauano u cteneHb BBIPa)KEHHOCTH
pocTa BOJIOC, a TaK)Ke Ka4eCTBO BOJIOC MOTYT KOJIEOAThCs y Pa3HbIX OOJIbHBIX.

CornacHO €AMHMYHBIM COOOIIEHHSM B TeueHHE 3—4 MECSILEB I0C/Ie NPEKpaIleHUs JIEeUeHUs
MO’KHO OKH/1aTh BOCCTAHOBJIEHUS! HCXOJHOT'O BHEIIHETO BUJIA.

JUIMTeNbHOCTS JIEYEHUS B CPETHEM - OKOJIO 1 roza.

Ilepen mepBbIM HCIOIB30BAHMEM pAcTBOP HYKHO pa3OpwlraTh 2—-3 pas3a, HOKa He Oyzder
JIOCTUTHYTO paBHOMEpPHOE paclblieHue. B cienyronuii pa3 paciubuIMTENh MOKHO HCIIOJIB30BATh

cpasy.

4.3. IIpoTuBONOKA3aAHUA

— IloBblieHHas YYBCTBUTENBHOCTh K MHHOKCHIWIY WMJIM K JIOOOMY K3 BCIIOMOTaTeNIbHBIX
BEILECTB, IEPEUYUCICHHBIX B pa3zaeine 6.1.

— Bospact miaame 18 net u crapiie 65 ner.

— Hapymenue 11e10cTHOCTH KOXKHBIX IOKPOBOB, I€PMATO3bI BOJIOCUCTOM YaCTH T'OJIOBBI.

— OnHOBpEMEHHOE MPUMEHEHHE NPYruX JICKAPCTBEHHBIX CPENCTB JIJII HAHECCHHS Ha KOXY
TOJIOBBIL.

— bepemenHoCTb, EpHOA TPYAHOTO BCKAPMIIUBAHUS.

4.4. OcoOble yka3zaHusi 1 MepbI NPEeTOCTOPOKHOCTH NPH NPUMEHEHHU U
C 0CTOPOXKHOCTBIO
[larmenTam ¢ cepAeYHO-COCYAUCTHIMU 3a00JEBaHUSIMU U apUTMUEH, MallMEHTaM C MMOYE€YHOU U
[IEYEHOYHON HEJOCTATOYHOCTBIO NpenapaT PeBacul cienyeT Ha3HauyaTh C OCTOPOKHOCTHIO.
OcoOble yKazaHus
He HanocuTs npemnapar Ha Apyrue ydactku Tena. Hanocute npenapart PeBacui TONBKO Ha CyXyIO
KOXY BOJIOCHCTOM YacCTH TOJIOBBI MOCJE KYyMaHWUS WIM MOJO0XKIUTE OKOJo 4 YacoB Iociie
HaHEeCEeHUs Mpenapara nepej KynasiueM. He naBaiite rosoBe HaMOKHYTh paHee, ueM uepes 4 yaca
nociie HaHeceHus npemnapata. Eciu Bel HaHOCHIM mpenapaT ¢ MOMOIIbI0 KOHYMKOB MalblEB,
rociie 00pabOTKH TOJIOBBI PYKH CIEAYET TIIATEILHO BBIMBITE. MBITh BOJIOCH MIPU MPUMEHEHUU
npenapaTta PeBacui pekoMeHAyeTCsl B MPUBBIYHOM pexkume. Jlak s BoJoc U Ipyrue cpencTaa
yX0/la 32 BOJIOCAMHU MOTYT MCIOJIb30BaThCs B NIEpUOA NpUMEHEHMs npenapara Pesacui. Ilepen
HaHECEHUEM CPEJICTB IS yXOJa 3a BOJOCaMHU HE0OOXOAMMO CHavajla HaHeCTH mpemnapat PeBacui
U MOJI0KIATh, TOKa 00paboTaHHBIN YUaCTOK KOXKH MOJTHOCTHIO HE BEICOXHET. He nmeeTcs naHHBIX
O TOM, 4YTO OKpacka JJIsi BOJIOC, BBINOJHEHHWE XMMHUYECKOH 3aBUBKH WM HCIOJIb30BaHUE
CMSITYUTENCH Ui BOJIOC MOXET KaKHUM-THOO o0pa3oM CHUXaTh A((HEKTHBHOCThH IMpemnapara.
Opnako, nJsi MPEeAOTBpAILlEHUs BO3MOXKHOTO Pa3Apa)KeHHs] KOXH BOJIOCUCTONW YacTU TOJIOBBI
HE00X0AMMO YOEAUTHCS B TOM, YTO Mpernapar ObUI OJTHOCTBIO CMBIT C BOJIOC U KOKH BOJIOCHCTOM
YacTH IOJIOBBI IEpe]l IPUMEHEHUEM JaHHBIX XUMHYECKUX CPEJCTB.
Ilepen Tem, Kak HayaTh JIeYEHHE IpenapaToM PeBacui, ManmueHThl JOJDKHBI MPOUTH oOIiee
oOcienoBaHue, BKIIOHamoliee cOOp W M3ydeHHE MEIUIIMHCKOrO aHaMHe3a. Bpau pomkeH
yOeaUTHCS B TOM, YTO KOXa BOJIOCHCTOM YacTH TOJIOBBI 3/J0POBA.
[Ipu mosiBJI€HUM CUCTEMHBIX MOOOYHBIX 3PHEKTOB WU TSHKEIBIX KOKHBIX PEaKIUil MalueHTaM
clelyeT OTMEHUTH TpernapaT u 00paTUThCS K Bpayy.
JlekapcTBeHHBIN TIpeniapat He OyaeT 3¢ (EeKTUBEH MPH MCTOIB30BaHUM: (eHa TOC/Ie HAHECCHUS
IpernapaTta Ha KOXXY TOJIOBBI; CPEICTB IO YXOAY 3a BOJOCAMM, KOTOpPBIE MOI'YT BbI3BaTh
oOpaszoBaHue pyOIIOB, a TakKKe TIIYOOKHE OXKOTH KOXH T'OJIOBBI; METOJIOB YXOJla 32 BOJIOCAMH,
TpeOYIOIMNX CUIBHOTO OTTATHUBAHUS BOJIOC OT KOXKH TOJIOBHI (HApUMED, IIETCHHE «TYTUX» KOC
(OpeliIuHT) WA TPUYEeCcKa «KOHCKUH XBOCTY).
Hanocuts nexkapcTBeHHBIN npenapar PeBacuil cienyeT TOIbKO Ha 310pOBYIO KOXKY BOJIOCUCTOU
yacTH rosioBbl. Henb3s Hcmonb3oBaTh €ro NMpu BOCHAJICHHH, WH(UUIMPOBAHUU, pa3ipaKeHHUH,
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001€3HEHHOCTH KOXH, a TaKXKXC OIHOBPCMCHH

HAaHOCHMBIMH Ha KOXY BOJIOCUCTOM YacCTH I'OJIOBBI.

He cnenyer mpuMeHsTh JIEKapCTBEHHBIN IpenapaT PeBacui B ciaydasx BHE3aIIHOTO BBINAJICHHUS
BOJIOC, OYarOBOW aJIONELMHU, KOTAA aJONelus pa3BUBACTCA MOCIE POJOB, B Cllydae OOJIBICEHUS,
BBI3BAHHOT'O ITPUEMOM JIEKAPCTBEHHBIX CPE/ICTB, HENPABUIBHBIM MUTAaHUEM (Je(UIMT Kene3a,
BUTaMUHa A), B pe3yjbTaTe yKJIaJIKHU BOJOC B «Tyrue» MIpUUYECKHU, a TAK)XKE B TOM clly4yae, Korjaa
IIPUYMHA BBINIAJEHUS BOJIOC HEU3BECTHA.

CrnyyaliHblil IpyeM IpernapaTa BHYTPb MOKET PUBECTH K PA3BUTHIO CEPhE3HBIX HEKEIATEIbHBIX
SBJICHUH €O CTOpOHBI cepaua. IlosTomy naHHBIM mHpemapar claeAyeT XpaHWTb B MeCTax,
HEJIOCTYITHBIX JUJIS JETEH.

BcenomorarenbHbIe BelecTBa

IIpenapar PeBacuir comepKUT 3TaHOJI, KOTOPBIM MOKET BBI3BIBATH BOCHAJICHUE U PAa3IpaKCHUE
rina3. B cinydae nonaganus npenapara Ha YyBCTBUTENbHBIE TTOBEPXHOCTH (TJ1a3a, pa3ipakeHHYIO
KOXXY, CITU3UCTBIE 000JI0YKH) HEOOXOAUMO MTPOMBITH YYaCTOK OOJIBIINM KOJTHYECTBOM XOJIOTHOM
BOJIBIL.

[Ipenapat PeBacui conepKuT NpONUIEHITIMKOIb, KOTOPBIM MOKET BBI3BATh Pa3ApakeHUE KOKU.

4.5. BzaumopeiictBue c APYTrUMH JIEKAPCTBEHHBIMH  IpenapaTamMu U
Apyrue BUJAbI B3aMMOACHCTBUSA

MuHokcuua B HEOOJIBIIMX KOJIMYECTBAX MOXKET BCACBHIBATHCS 4YEpe3 KOXKY, B CBSA3M C YEM
CYIIECTBYET PUCK Pa3BUTHsI CUCTEMHBIX NMOOOYHBIX 3((EKTOB, TAaKUX KaK: 3a/ep’KKa BOJbI U
coJiel, TeHEepaJIM30BaHHbII M MECTHBI OTEK, BBIIOT B 00JIACTH NEpUKapia, MNEpUKAPAUT,
TaMIIOHaJla TIEpUKApAA, TaXUKAapAMs, CTCHOKApAUs, YCWJIEHHE OPTOCTAaTUYECKON TUIIOTEH3MH,
BBI3BAHHON HEKOTOPHIMHM aHTUTUIIEPTEH3UBHBIMU CPEJICTBAMH, HAIIPUMEDP, TYaHETUANHOM U €ro
IIPOU3BOJHBIMH.

IIpumenenne npenaparta PeBacwil nmanueHTaMu ¢ apTepUaIbHONW TMIIEPTEH3HUEH, MMOITy4YarolUMU
JICYCHHE T'yaHETHUIMHOM WIH IPOU3BOJHBIMU TI'yaHETHAWHA, WIM MHHOKCHIWIOM, BO3MOYKHO
JIUIIB B YCIOBUSAX METUIIMHCKOTO HaOIroAeHus. [TaliMeHThl TOMKHBI IPOXOIUTh MIEPHOAHYECKUE
oOciefoBaHusl Ul BBIABICHHS BO3MOXKHBIX HPU3HAKOB CHCTEMHBIX HOOOYHBIX 3(PQeKTOB
MuHOKcuauna. [Ipyu nosBIeHNH CUCTEMHBIX MOOOYHBIX 3(D(PEKTOB JIeueHne cienyeT NpeKpaTuTh.
Jlnist eyeHuss OTEKOB M 3aJIeP’KKU JKUAKOCTU B OpraHM3Me IpH HEOOXOAMMOCTH MOTYT OBITh
Ha3HA4YeHbl TUYpPETUKHU. Il yCTpaHEHUs TaxXUKapJWU U CTEHOKapIWU MOTYT ObITh Ha3HAYECHBI
6era-apeHo0a0kaTopsl. [lanMeHTOB ¢ cepAeyHO-COCYAUCTBIMU 3a00JIEBaHUSIMH B aHAMHE3€
clelyeT IpeaynpeanuTb O TOM, UYTO J€UEHHE IpernapaToM PeBacui MOXET BbI3BaTh 00OCTpPEHHE
9THUX 3a00J1eBaHUI.

CymecTByeT TeOpeTHUeCKass BO3MOXHOCTh (KJIMHUYECKOE MOJITBEP)KIECHUE OTCYTCTBYET)
YCHJIEHUSI OPTOCTATUYECKON TMIIOTEH3UH y NAI[MEHTOB, MOJIYYaIOIIUX COMYTCTBYIOILIEE JICYEHHE
nepuepuyecKUMH  COCYIOPACIIUPSIIOIIMMHI  cpeAcTBaMH.  Henmb3s  HCKIIIOYUTH  OYEHB
HE3HAYUTEIIBHOE IIOBBIIIEHUE COJEP)KAaHUS MUHOKCHIWJIA B KPOBU NAIMEHTOB, CTPaJarOLINX
apTepHaJIbHOM TUIIEPTEH3UEH U MPUHUMAIOLIMX MUHOKCUAWI BHYTPb B Cllydae OJJHOBPEMEHHOIO
IIPUMEHEHHs Ipenapata PeBacui, XOTs COOTBETCTBYIOIIME KIMHWUYECKHE HCCIEJOBaHMS HE
IIPOBOAMIIUCK.

Y CTaHOBIEHO, YTO MHMHOKCHIWJI IIPH HApYKHOM INPUMEHEHHMHM MOKET B3aMMOJCHCTBOBATH C
HEKOTOPBIMU JPYTUMH JIEKaPCTBEHHBIMU CPEJCTBAMU /ISl HAPY’KHOTO IPUMEHEHUS.
OpnHOBpEMEHHOE NPUMEHEHUE PacTBOpPa MUHOKCHIWIA U HapyKHOTO NPUMEHEHHS U KpEeMa,
conmepxkamiero Oeramerason (0,05 %) TPUBOAWT K CHIDKEHHUIO CHCTEMHOTO BCACBHIBaHUS
MuHOKcuauna. OIHOBpEeMEHHOE TNpUMEHEeHHe Kpema, copaepxaiiero TperuHoun (0,05 %),
MIPUBOJUT K MOBBIIIEHHOMY BCACBIBAHUIO MUHOKCH/IMJIA.

OnHOBpEMEHHOE HAHECEHNE HA KO’KY MUHOKCHMIIA U IIPENAapaToB AJI HApY>KHOTO IPUMEHEHU,
TaKUX KaK TPETUHOMH U JTUTPAHOJ, KOTOPBIEC BBI3bIBAIOT M3MEHEHUS 3AIMTHBIX (QYHKIUNA KOXH,
MOJKET IPUBECTHU K YBEJIMUEHHUIO BCAChIBAHUSI MUHOKCHIUIIA.
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4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALMS

[Ipenapat PeBacusi npoTHUBOMOKAa3aH KEHIIMHAM BO BpeMsi OEPEMEHHOCTH B MEPUOJ TPYTHOTO
BCKapMJINBaHUs.

4.7. Biausinue Ha CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeJACTBAMH M PadoTaTh €
MeXaHU3MaMH

[Ipenapat PeBacwyi MokeT OKa3plBaTh BJIMSHHE HA CIIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMU
CpeacTBaMu U pabOTaTh C MEXaHU3MAMH.

B cBs1311 ¢ BO3MOXKHBIM pa3BUTHEM TOJIOBHON OOJIH, TOJIOBOKPYKESHHUS, Pa3IpasKCHHSI T1a3 CIeayeT
cOOJIIO/IaTh OCTOPOKHOCTb TIPH  YIPaBJIECHWU TPAHCHOPTHBIMU CPEJICTBAMH U 3aHSATUSMU
OTIpeICJICHHBIMHU BHJIaMH JEATESILHOCTH, TPEOYIOIMMH TOBBIIICHHONW KOHIICHTPAIIMH BHUMaHUS
U ObICTpOM JBUTATENBHOW peakiuu. [Ipy MOSBICHUM ONMHMCAHHBIX HEXKEIATEJIbHBIX SBICHUN
CJIETyEeT BO3/IEPKAThCS OT BHIMOJIHEHUS YKa3aHHBIX BUIOB JAEATEIbHOCTH.

4.8. HexesateJibHbIE peaKkIuu

Pesrome HexeNlaTeabHbIX PeaKIui

Knaccudukanus yactoTsl pa3BuTHs NOO0YHBIX 3(h(PEKTOB coriacHo pekoMeHaanusM BeemupHoi
opranu3zanun 3apaBooxpanenus (BO3): ouens wacto >1/10; wacto ot >1/100 no <1/10; HewacTo
>1/1000 mo <1/100; peaxo ot >1/10000 mo <1/1000; ouens peako <1/10000, BKro4ast OTAEIbHBIC
COOOIIEHHUsS; YACTOTa HEW3BECTHA — M0 WMCIOIIMMCS JIAHHBIM YCTaHOBHUTH YacCTOTY
BO3HUKHOBEHUS HE MPEICTABIISETCS] BO3MOKHBIM.

Hapywenus co cmoponvl HepeHol cucmembi: 4YacCTO — TOJOBHAs OONb;, OYEHb pPEIKO —
TOJIOBOKPY)KEHHUE.

Hapywenus co cmoponbl Kodcu u nOOKOJNCHbIX MKAHel: 9aCTO — KOXHBIN 3y, CHIIb;, PEAKO —
JEPMaTHT, TIPOSBISIOIIUICS B BUJIEC MMOKPACHEHHS, MIEIYIICHUS W BOCHAJICHHS; OYCHb PEIKO —
BPEMEHHOE BBINAJICHHE BOJIOC, HM3MEHEHHE IIBETa BOJIOC, HAPYIIEHHWE TEKCTYphl BOJIOC,
THIEPTPUX03 (HEXKENaTeNbHBIH pPOCT BOJOC BHE MeCTa NPUMEHCHHs), PEaKIMd B MeECTe
MIPUMEHEHHS (3T PEaKIMU MOTYT PACIPOCTPAHSATHCS HA YIIH U JIMIIO, BKIFOUYAIOT: KOKHBIHA 3Y]I,
pasapaxeHue, 00JIb, ChIb, OTEK, CYXOCTh KOXH, SPUTEMY; OJHAKO B HEKOTOPBIX CITydasX pEeaKIuu
MOTyT OBITH 0OJiee TSDKEIBIMH, BKIIIOYas: AKC(HOIUAINIO, JEPMATUT, 0Opa3oBaHUE Iy3BIPEH,
KpPOBOTCUECHHE, U3BSI3BIICHUE).

Hapywenus co cmoponbl uUMMYHHOU cucmeMbl: OY€Hb PEIKO — AHTMOHEBPOTHUYECKHH OTEK
(TIpOSIBNICHUSIMA QHTHOHEBPOTHYECKOTO OTEKa MOTYT OBITh: OTEK T'y0, OTEK TKaHEW pOTOBOM
MOJIOCTH, OTEK POTOTJIOTKH, OTEK IIIOTKH M OTEK SI3bIKA), THTIEPYYBCTBUTEIHLHOCTD (TTPOSIBIICHUSIMU
THIIEPYYBCTBUTEIILHOCTH MOTYT OBITh: T€HEpaIM30BaHHAs dPUTEMA, TCHEPATN30BAHHBINA KOXKHBIN
3y, OTEK JIUIIA U 9YBCTBO CTECHEHUS B TOPJIE), aJUIEPTHUECKUN KOHTAKTHBIN JIepPMaTHT.
Hapywenus co cmopomnwsl opeana 3penusi: O4eHb PEIKO — pa3apakeHUE rias.

Hapywenus co cmoponwvi cepoya: 04eHb PEeJIKO — TaXUKApAHS, OLUIYIIEHUE cepALeOneHus.
Hapywenus co cmopousl 0bixamenbHol cucmemvl, 0Opeano8 epyOHOU KIemKU U CPeOOCHeHUsL:
OYEHB PEJIKO — OJIBIIIIKA.

Hapywenus co cmopomwl diceny0ouHo-KumeyHo20 mpakma: 09eHb PEJIKO — TOIHOTA, PBOTA.
Obwue paccmpolicmsa u HapyuileHus 8 Mmecme 68e0eHuUsl; 09€Hb PEIKO — NepupepuIecKuil OTeK,
00Jb B TPYJTHOM KIIETKE.

Hapywenus co cmopomnwvi cocy0og: HEUaCTO — CHIKEHHUE apTEPUATBHOTO JTABICHUSI.

Ecam mro0ble M3 yKa3aHHBIX B WHCTPYKIMU TOOOYHBIX A(DPEeKToB ycyryomnstorcs, win Bel
3aMeTWIIN JII00BIE Apyrue nooouyHble 3(hPeKThl, He yKa3aHHbIE B HHCTPYKIHH, COOOLTUTE 00 3TOM

Bpauy.

Coo0b111eH1e 0 1M0/103PEBAEMBIX HEXKEJIaTeIbHbIX PEAKIUAX

BaxHo coo0maTe O MOA03PEBAEMBIX HEKEIATENIbHBIX PEAKIMAX IOCIE PETUCTPALUU
JIEKapCTBEHHOT'O MpenapaTa ¢ Leiblo 00ecreueH sl HeMPePbIBHOIO MOHUTOPHUHIA COOTHOLLICHHS
«0JIb3a — PHCK» JIEKApCTBEHHOTO TMperaparta. MeAHIWHCKUM pPaOOTHHUKAM PEKOMEHIYETCs
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COOTBETCTBYET 2
ot 21.08.

co00IIaTh O JHOOBIX I0JI03PEBAEMBIX HeKenate bHbIX @Q&EM‘%@%&‘F@HE&E%{B@QEMM

KCMEPTHOMY OTYETY

25 Nz 20841

4Cpe3 HAIIMOHAJIBHBIC CHUCTCMbI COO6IIIGHI/I$I 0 HCIKCJIATCIBHBIX PCAKIUAX TOCYAapCTB — YJICHOB
EBpa3HI>'ICKOFO OKOHOMHNYCCKOT'O COIO3a.

Poccuiickas ®enepanvst

denepanbHas Ciryx0a 1Mo HaA30py B cepe 3ApaBOOXPaHECHUSI.

Anpec: 109012, r. MockBa, CnaBstHCKast IUIomIaab, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIMOHHO-TEIEKOMM yHUKAITMOHHON cetu «HTEepHETY:!
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

Ecnu 10361, TpeBbIIIAOIINE PEKOMEHIOBAaHHBIC, HAHOCITCS Ha OoJiee OOIIMPHBIC YUYACTKH Tela
WIA JpYrHe Y4YacTKH Teia, TMOMHMO BOJIOCHCTOM YacCTH TOJIOBBI, BO3MOXKHO YBEIHUYCHHE
CHCTEMHOI a0COpOIMM MHHOKCHJIMJIA, YTO, CJIEIOBATEILHO, MOXET MPHBECTH K Pa3BHTHUIO
HE)KeJIaTeIbHBIX SBICHUH.

CuMIITOMBI

3aneprKKa JKUJAKOCTH, CHIDKEHUE apTePUATIbHOTO JIaBJICHUS, TAXUKAPIHSI, TOJIOBOKPYKCHHE.
Jleuenue

Jnst ycTpaHeHus 3a/IeP)KKH KHUJIKOCTH MTPH HEOOXOAMMOCTH MOTYT OBITh HA3HAYCHBI TNYPETUKH;
JUIS JICYCHUS] TAXUKApIUU — OeTa-aapeHO0IOKATOPHI.

Jlnist JiedeHnst apTepruaibHON THIIOTCH3UH ClieayeT BBeCcTH BHYyTpuBeHHO 0,9 % pacTBOp HaTpus
xnopuaa. He ciienyer Ha3Ha4aTh CHMIITOMAaTHUYECKHE CPEJICTBA, HANPUMEp, HOPIMUHEDPHH U
snuHeQPHH, 00JIaTAr0IINEe YPE3MEPHON KapJHOCTUMYIIUPYIOIIECH aKTHBHOCTBIO.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoanHaMHYeCKHe CBOHCTBA

dapmakoTepaneBTHUECcKas TpyNna: Jpyrue npenapaTsl, IPUMEHsSEMbIE B 1I€PMaTOJIOTHH.

Kox ATX: D11AXO01

MexaHu3M ielcTBUs U hapMakoanHamMuyeckue 3G dekTol

MUHOKCHANT SBISIETCS TEepUPEPUUIECKUM Ba3OAMIATATOPOM, INPH HAPYKHOM TNPHUMEHEHHUH
YCUJIMBAET MUKPOLUPKYIIALHUIO B 00JIACTH BOJIOCSHBIX (POITUKYI0B. MUHOKCUANI CTUMYIUPYET
¢dakTop pocra sHpotenus cocynoB (PPOC), KOTOPHIH, Kak IpernonaraeTcs, OTBETCTBEHEH 3a
MOBBIIIEHHE MPOHUIIAEMOCTH KalUJUIAPOB, YTO CBUJETEIBCTBYET O BBICOKOW METa0OIMUECcKOM
aKTUBHOCTH, HA0JIF01aeMoil B pa3e aHareHa.

MUHOKCUANI CTUMYJIUPYET POCT BOJOC Y MAllMEHTOB C HACJIEACTBEHHOW IOTEpel BOJIOC
(anaporeHHas ajornenus) B Ha4YaJIbHOUW CTaIUU.

TouHbli MeXaHU3M 1eHCTBUS MUHOKCUAMIIA ISl HAPYKHOT'O IPUMEHEHUS MIPH BbINAI€HUH BOJIOC
710 KOHIIa HE U3Yy4eH.

5.2. ®apmakoknHeTHYECKHE CBOICTBA

Abcopbius

[Ipy Hapy)KHOM TPUMEHEHHMM MHUHOKCHJMJI IUIOXO BCAChIBAETCS 4Yepe3 HOPMAaJIbHYIO
HEMOBPEXKACHHYIO KOXKY: B cpenHeM 1,5 % (1-2 %) obmielt HaHeCEHHOW 03Bl MOCTYMAeT B
CUCTEMHBI KpPOBOTOK. BiMsHHE COMYyTCTBYIOIIMX KOXXHBIX 3a00J€BaHMIl Ha BCachIBaHHE
MHUHOKCHIMJIa HEM3BeCTHO. CpeHre 3HAueHHUs IUIOLAAU IOJ KPUBOW «KOHLIEHTPALUS-BPEMSI»
(AUC) n MmakcumanbHOM KoHIeHTparuK (Cmax) npu npuMeHeHuu 5 % pacTBopa MUHOKCUAMIIA
cocTapistoT npumepHo 18,71 urxu/ma um 2,13 HI/MJI COOTBETCTBEHHO. Bpems mocTuxkeHuUs
MakcuManbHOM KoHUeHTpauuun (TCmax) npum npumeHenun 5 % pacTBOpa MHUHOKCHAMIIA
cocTaBiseT 5,79 4. BiusiHue MUHOKCHIMIA HA TEMOJIMHAMUKY HE BBIPAXKEHO 10 TE€X IOp, MOKa
CpeIHsIsl CBIBOPOTOYHAS KOHIICHTPALMsI MHHOKCUIWJIA HE TOCTUTHET 21,7 Hr/miL.



Pacopenenenue

XoTsl paHee coo0IaIoCh O TOM, YTO MUHOKCHUJIUI HE CBSI3BIBACTCS C OEJIKAaMHU IIa3Mbl KPOBH,
MO37HEe METOAOM YIAbTpapMIbTpalus in vitro ObUIO TPOAEMOHCTPUPOBAHO €ro 0oOpaTUMoe
CBSI3bIBAHUE C OEJIKaMU TIa3Mbl KPOBH UeioBeKa B 1uana3zoHe 37-39 %.

[Tockonpky abcopbupyercs Tonbko 1-2 % HaHECEHHOT'O HAapy)KHO MMHOKCHUWIA, CTENEHb €ro
CBSI3BIBAHUS C OCIKaMHU IJIa3Mbl, OTMEUAIOIIETOCS i1 Vivo TIOCIIe HAPYKHOTO HAaHECEHUs, OyIeT
KIIMHUYECKH HE3HAUUMOM.

buorpanchopmarms

[Mpumepno 60 % wMuHOKCHIWIA, aOCOPOMPOBABIIETOCS TOCJIE HAPYKHOTO MPUMEHEHHUS,
MeTa0oIu3upyeTcs ¢ 00pa3oBaHUEM MUHOKCH]IUJIA TIIFOKYPOHUAA TPEUMYIIIECTBEHHO B MEYEHHU.
DJIMMUHALNS

[lepuon nonmyBeIBeACHUS MUHOKCUIWIIA IJIS1 HAPY>KHOT'O IPUMEHEHUS B CPETHEM COCTABIISIET 22 Y,
1o cpaBHeHUIo ¢ 1,49 4 mpu nepopanbHOM npuMeHeHUH. 97 % MUHOKCUANIIA U €r0 METabOJIUTOB
JKCKpeTupyeTcss moukamu U 3 % — uepe3 kumieyHuk. [locnme mpekpaieHus MpUMEHEHUS
npenapaTta npuMepHo 95 % MUHOKCHIWIIA, HAHECEHHOTO HApY)KHO, BBIBOJIUTCS B TeUeHHUE 4-X
JTHEH.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. [lepeyeHb BcioMoraTeJibHbIX BellleCTB
Dranoin (3TUIoBEIH ciupT 96 %);
[IponuneHrauKob;

Bona ouniennas.

6.2. HecoBmecTuMOCTD
He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHU)
4 rona.

6.4. OcoOble Mepbl IPEIOCTOPOKHOCTH NIPU XPAHEHUHU
XpaHuTh Ipu TeMIieparype He Boiie 25 °C.

6.5. Xapakrep u cojepkaHue NEPBUYHOH YIIAKOBKH

ITo 50 ma umm 100 M1 BO (prtakoH CTEKJISTHHBIN C TOJIOBKOH-pacbUINTENIEM (ITOMITOH) M KPBILITKON
U3 TJIacTMACChI; Ui 110 50 MJI B OaJIJIOH alTFOMUHHUEBBIHN, CHA0KEHHBIN MEXaHHYECKUM HAaCOCOM U
PacCIBIUIUTENILHOW HACAIKOU, W TIPEIOXPAHUTEIHHBIM KoJmaykoM. Kaxprii (h1akoH ¢ roJI0BKO#-
pacobUIUTeNeM (TIOMIT0i) U KPBIIIKON U3 MIacTMAcChl WK OAJIOH ¢ pacbUIMTEIFHONM HAaCaIKOM
U 3aIUTHBIM KOJIIAYKOM BMECTE C MHCTPYKILUEHN 110 MEAMIIMHCKOMY IPUMEHEHHUIO IOMENIAaoT B
MayKy U3 KapTOHA.

6.6. OcoOble Mepbl MNPeIOCTOPOKHOCTH MNPH YHHUYTOXKEHUM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 Mpemapara WIH OTX0A0B, TMOJYYEHHbIX MOCJde TPHMEHEHUs
JIEKAPCTBEHHOI'0 Npenapara v Apyrue MaHUIyJISIUM C MIPenapaToM

OcoOble TpeOOoBaHUs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHMU S
Poccuiickas @enepanvst

Axunonepnoe obmectso "[latenT-dapm" (AO «IlaTtenT-Papm»),

199106, r. Cankr-IlerepOypr, np-kt bonbmoit B.O., x. 75, autep b, mom. 208.
Ten./bakc (812) 380-14-14

7.1. IlpeacraBuTe b JepKaTe/isi PerHCTPALMOHHOIO YI0CTOBEPeHHA



COOTBETCTEBYET SKCINEFTHOMY OTHETY

ot 21.08.2025 Nz 20841

(MNOCNEAQOBATENEHOCTL 0003)

IIpeTen3zun HOTDC6HT6J’ICﬁ HaIIpaBJIATH 110 apeCy.

Poccuiickas @enepanus

Ax1mmonepHoe o6miectBo "AnTtaiiBuTaMuHbl" (AO «ANTalilBUTAMUHBIY),
659325, r. buiick, yn. 3aBojackasi, 69.

Temn.: (3854) 33-87-19, (3854) 32-69-48, daxc (3854) 32-69-43.

8. HOMEP PETNCTPAIMOHHOI'O YAOCTOBEPEHUASA

9. IATA IMEPBUYHOM PETUCTPAIIUN

JlaTa mepBoil perucTpauu:

10. JATA IEPECMOTPA TEKCTA

OO0mmas XxapakTepuCTHKa JIGKAPCTBEHHOTO Mpernapara PeBacuil noctynHa Ha WH(OPMAIMOHHOM

noptane EBpa3uiickoro sKOHOMHYECKOTO COI03a B MH(POPMAIMOHHO-KOMMYHHUKAITHOHHON CeTH
«uTepHeT» https://eec.eaeunion.org/.



