COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 06.05.2024 N= 32335

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Hwumenoxk, 100 mr, TabnaeTKH.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByrOIIEE BEMECTBO: HUMECYIIUL.
Kaxxmas Tabnerka cogepxut 100 Mmr HUMecynuaa.

[TonmHbIN IEpeUYeHb BCIIOMOTaTEIbHBIX BEIIECTB MIPUBEAECH B pazaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabmxerku.

prrJ]BIG JABOSKOBBIITYKJIBIC TaOJICTKH CBETJIO-JKEITOIO HJIN JKEITOIO OBCTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHus K NPUMEHEHUIO

Humenok mokazaH K NPUMEHEHUIO Yy B3pPOCIBIX M AeTel crapuie 12 jer mnd

Teparnuu oCTpoit 00JIn:

e 00JIb B HIDKHEH YaCTH CIIMHBI M/MJIH 00JIACTH ITOSICHUIIBI;

e (0OJICBOM CHHIPOM, CBSI3aHHBIM C 3a00JICBAHHUSIMH OIOPHO-JIBUTATEIHLHOTO
amrmapara, B TOM YUCJIe TEHIUHUTHI, OYPCUTBHI;

e 00JIb MpH YIINOAX, PACTSHKEHUSAX CBSI30K M BBHIBUXAX CYCTABOB;

e 3yOHas 00Jb;

¢ CHMNTOMATHYECKOE JICUCHHE OCTeoapTpo3a (ocTeoapTpura) ¢ OOJICBBIM
CUHIPOMOM,;

® [IepBUYHAS AJbIOJIUCMEHOPES.

[Ipenapar npegHazHaueH JUIsi CAMITOMATHYECKOW Tepanuu, yMEHBIICHUS 00U U

BOCITAJICHUS] HA MOMEHT HCIIOJIb30BaHMS, HA MPOTrpecCHpoBaHUE 3a00JieBaHUS HE

BiusgeT. HuMecynua pekoMeHayercs sl Tepanuy B KauecTBE Ipernapara BTOPOH

JIMHHUH.
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inje;
4.2. Pe:xuM 103UPOBaHMSA U CIIOCO0 Mp Meneriss

Pexxum no3upoBaHus

B3pocnbim u netsm crapiie 12 net BHyTpb (Macca tena Ooisiee 40 Kr) Ha3HAyaroT
no 100 mr 2 pa3za B neHb. MakcuMainbpHas CyTOYHAs J103a JUJIS B3POCIBIX U JeTel
ctapure 12 net cocrapisier 200 mr.

Kypc seuenusi: o Ha3HayYEHUIO Bpayva.

Jlis yMeHBIIIeHUsI BEPOSTHOCTU Pa3BUTHS MOOOYHBIX dPPEKTOB PEKOMEHIYETCS
OPUHUMATh MUHUMAIbHYI0 J(Q(QEKTUBHYIO 03y B TEYEHHME MHUHUMAIBHO
KOPOTKOI'O BPEMEHM.

MakcumasibHast IpOAOJKUTENIBHOCTD Kypca JICUEHUSI HUMECYIUIOM — 15 THen.

Oco0ble TPYIIILI HAIIMEHTOB

Ilayuenmul nodcuno2o o3pacma
[Ipy Tepanuu NMaUMEHTOB MOXKUJIOTO BO3pacTa KOPPEKUHUU CYTOYHOW J103bl HE
TpedyeTcs.
layuenmvl ¢ Hapywenuem Qyukyuu novex
Y nanyeHToB ¢ MOYEYHOW HEAOCTATOYHOCTHIO JIETKOW M CPEHEN CTENEHU TAKECTH
(xmupenc kpeatuHrHa 30—60 MII/MHH) KOPPEKIIMH 1036l HE TpeOyeTcs, marreHTam
C MOYEYHOU HEJAOCTATOYHOCTBIO TSXKEJION CTENeHU (KIMPEHC KpeaTUHMHA MEHee
30 MuI/MHMH) HUIMECYIH]T TPOTUBOTIOKA3aH.
THayuenmol ¢ Hapywenuem ynkyuu nevenu
[IpuMeHeHMEe HUMECYJIWIAa Yy TMAlMEHTOB C IIEYEHOYHOM HEIOCTaTOYHOCTBIO
MPOTHUBOIIOKA3aHO.

eTH
[Ipumenenue mnpenapata Humenok y neret mmanme 12 et mpoTHBOINOKAa3aHO
(oTcyTCTBYIOT MaHHBIE 00 (D PEeKTUBHOCTH U OE30TACHOCTH).
Pexxum no3upoBanust st aetedt ot 12 go 18 jet ¢ maccoit tena 6onee 40 xr He
OTJIMYAETCS OT PEXKUMa JT03UPOBAHUS JJIsl B3POCIIBIX.

Cnoco0 npuMeEHEHUS

BHYTpB, nocJe €4bl, C 10CTAaTOYHBIM KOJINYCCTBOM BO/JBbI.

4.3. [IpoTuBONOKA3aHUA
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BEILECTB, IEPEUNCIECHHBIX B pazene 6.1.

[ToiHOE MM HEMIOJHOE COYETaHHE OPOHXHUAIBHOW aCTMBbI, PEUUANBUPYIOIIETO
MOJINIO03a HOCa, OKOJIOHOCOBBIX nazyx U HEMEPEHOCUMOCTD
alETUIICATIMIHIIOBON KHCJIOTBI u TPYTUX HECTEPOUTHBIX
IPOTUBOBOCHIAIUTENbHBIX TpernapaToB (HIIBII) (B Tom umciie B aHaMmHE3e).
['enmaroTokcryecKkne peakliui Ha HUMECYJIH/I B AHAMHE3E.

OnHOBpEMEHHOE MPUMEHEHUE C JPYTHUMH JIEKAPCTBEHHBIMH IPEMAPATAMHU C
NOTEHIMAIBHON FeNaTOTOKCUYHOCTRIO (Hanpumep, apyrumu HIIBIT).
XpOHHYECKHE BOCHAIUTENbHbIE 3a00JieBaHMs KuileyHuka (Oone3nb Kpona,
S3BEHHBIN KOJIUT) B (pase o0oCTpeHus.

[Tepron aOpTOKOPOHAPHOTO ITYHTHUPOBAHUS.

JIuxopaioyHbIil CHHAPOM IPU OPOCTYAE U OCTPBIX PECHUPATOPHO-BUPYCHBIX
HHPEKIHIX.

[Tono3peHne Ha OCTPYIO XUPYPIHUUECKYIO MATOJIOTHIO.

S3BeHHasi OOJE3Hb KETyJKa WU JBCHAANATUIECPCTHOW KHUIIKH B (Qaze
o0ocTpeHusl.

DPpO3UBHO-S3BEHHOE TOpaKEHHUE KenyaouHo-kuineuHoro tpakta (JKKT) B
¢daze obocTpeHus.

OpO3UBHO-S3BEHHOE MOPAXKEHUE KETYIOUYHO-KUILIEYHOTO TPAKTa B aHAMHE3E.
[Tepdopanuu wim KenyJOYHO-KUIIIEYHbIE KPOBOTEUEHHS B aHaMHE3€, B TOM
4yHuClie CBA3aHHbIe ¢ mpeauecTByromen tepanuet HIIBII.
[lepeOpoBackynsipHble KPOBOTEUEHHS B aHAMHE3€, JpPYrue aKTHUBHBIC
KPOBOTEUEHHsS] WM  3a00JIEBaHMS, COINPOBOXKIAIOIIMECS  MOBBILIEHHOM
KPOBOTOYMBOCTHIO.

Tsikenble HapYILIEHHS] CBEPTHIBAHMS KPOBHU.

Tsxenas cepaeyHas HEI0CTaATOYHOCTb.

[loyeuHass HETOCTATOYHOCTh TSDKENOM CTeneHW (KJIMPEHC KpeaTHHWHA MEHee

30 mi/mMuH).
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[Iporpeccupyroiiee 3a001eBaHUE MO

HOI[TBCp)K,ZIeHHaSI TUIICPKAJIUCMUA.

[IeyeHouHas HCOOCTATOYHOCTDb, aKTHUBHOC 3a00J1eBaHKEC TICUCHU.

AHKOFOJII/IBM, HapKOTHYCCKasA 3aBUCUMOCTD.

bepeMeHHOCTh U Iepruo rpyAHOTO BCKapMIIMBAHMSL.

Jerckuii Bo3pact 1o 12 ger.

4.4. OcoOble yKa3aHUsi M MepbI NPeA0CTOPOKHOCTH NPHU NPUMEHEHUH

C OCTOPOKHOCTHIO

AptepuanbHas TUIIEPTECH3HUSL.
HNmemuyeckas 00Jie3Hb CEplIa.

LlepeOpoBackysspHbIe 3a00JIeBaHUS.

Tspxenas cepaeuHas HeI0CTaTOYHOCTb.

I[I/ICJII/IHI/II[eMI/ISI/ THIICPIUIINACMHU.

CaxapHblii 1ualdeT.

3abomeBanus nepudepuaecKux apTepuil.

['emMopparnyeckui 1uares.

Kypenmue.

[TouyeuHas HeqOCTaTOYHOCTH (KiIMpeHC KpeaTuHuHa 30—60 Mi/MuUH).

AHaMHECTHUECKHE JaHHBIC O Pa3BUTUHN OSPO3UBHO-A3BCHHOI'O ITOPAKCHUA

XKKT, nanmmuune nadexuu Helicobacter pylori.

[Toxwniion Bo3pacr.
Jmurensnoe npumenenne HITBII.

YacTtoe ynotpebieHue aaKkoros.

Tspxenple comaTndyeckue 3a00JIEBaHus.

Cucremnas kpacHas Bomyanka (CKB) u nmpyrue cucremHbie 3a00JieBaHWS

COCJIMHUTEIbHON TKaHHU.

ConyTcTByIOIIasi Tepanusi CIEIYIOUMMU TMpernapaTaMu:

AHTUKOAT'yJISIHThI

(Hanmpumep, BapdapuH), aHTHArperaHThl (HampuUMep, aleTUICATUIIUIOBAs

KHCJIOTa, KJIOMUAOrPEN), MepopajbHble TIIIOKOKOPTHUKOCTEPOUIbl (Hampumep,
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MPEIHU30JI0H), CEJIEKTUBHbIE WHIU( HTopLI'QJfSpa 10 3dXBald CEPOTOHMHA

(Hampumep, nwMTaionpaM, (IYOKCETHH, NApOKCETUH, CEepTpaivH) (CM.

paszzen 4.5).

Oco0Oble VKa3aHus

HexenatenbHple 100OYHBIE 3(Q(EKTHI MOXHO CBECTU K MHUHHUMYMY IpHU
NPUMEHEHUH TpernapaTa B MUHUMAaIbHOU 3(PEeKTUBHON 103€ MPU MUHUMATBHON
JUINTEIBHOCTA  NPUMEHEHUs, HEOoOXOOuMON Uisi  KyNUpOBaHUA OOJIEBOTO
CUHIpPOMA.

NmeroTcst jaHHble 00 OYEHb PEAKUX CIy4asx CEPhE3HBIX PEaKUUid CO CTOPOHBI
IIEYECHH, B TOM YHUCJE, CIydasX JETaJIbHOIO MCXO0JA, CBA3aHHBIX C IIPUMEHEHUEM
HUMECYJIMI-COAECP/KAINX MpenaparoB. [Ipy mosBIeHHMM CUMIITOMOB, CXOXHUX C
IpU3HAKaMU MOPaKEHUs NE€UYEHU (AaHOPEKCHsI, KOXKHBIN 3y]l, OKEITEHUE KOKHBIX
IOKPOBOB, TOILIHOTa, PBOTA, OOJM B >KMBOTE, MOTEMHEHHWE MOYHM, IOBBIILICHUE
AKTUBHOCTU «II€YEHOYHBIX» TpaHCaMUHA3) CIEAyeT HEMEMJIEHHO NPEKpPaTUTh
OpUMEHEHUE HUMECYJIuAa U oOpaTUThCcsl K Bpady. lloBTOpHOE mpHUMEHEeHue
HUMECYJIMJa y TAaKWX NAUHEeHTOB mnportuBonokaszaHo. Ilocme 2-x Henmenb
NPUMEHEHUsI MpernapaTa HEOOXOIUM KOHTPOJIb IMOKa3aTened (yHKUMH TeYeHU
(«TpaHCaMUHA3BIY).

CoobmraeTcst 0 peakiusix o CTOPOHbBI MEYCHU, UMEIOITUX B OOJIBIITMHCTBE CIy4YacB
oOpaTUMBIil XapakTep, Mpy KPaTKOBPEMEHHOM MPUMEHEHUH Mpenapara.

Bo Bpems mpuMeHEeHUs HUMECYJIN/IA MTAIUEHT JOJKEH BO3AEPKUBATHCS OT IPUEMaA
Ipyrux aHanbretukon, Bkiodas HIIBII (B ToM 4mciie ceneKTUBHbIE HHTUOUTOPBI
uKIIookcurenassi-2 (L{OI-2)).

Humecynmun ciaegyer NpuMEHSTh C OCTOPOKHOCTBIO y MALMEHTOB C KEITYJIOYHO-
KUIIEYHBIMU 3a00JIEBaHUSIMU B aHaMHe3€ (SI3BEHHBIM KoIuT, 0ose3Hb Kpowna),
MOCKOJIbKY BO3MOYKHO 00OCTpPEHHE 3TUX 3a00JICBAHMIA.

Puck BO3HMKHOBEHHS JKEIIYJOYHO-KMIIEYHOTO KpPOBOTEUYEHHUS, MENTUYECKON
s3BbI/TIepGOpalluy KeIyJKa WM JIBEHAIUATUIEPCTHOW KHUIIKU IOBBIIIAETCS Y
NAlUEHTOB ¢ HainuuueM si3BeHHoro nopaxeHus JKKT (s3BeHHbI KoIUT, 00J1€3Hb
Kpona) B aHamHe3e, a TakkKe y MOXWJIBIX MAlMEHTOB, C YBEJIWYEHHEM J103bI
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HIIBII, nosToMy JedeHue clefyeT HauyHaTh & HAMMEHBHICH BOSMOMION HO3bL.

TakuM mamueHTaM, a TakXe MalHMeHTaM, KOTOPBIM TpeOyeTcs OJHOBPEMEHHOE
IIPUMEHEHUE HU3KHUX J03 aleTUICAIMIWIOBOM KHUCJIOTHl WIM JAPYTHX CPEICTB,
MOBBIIAIOIIAX PUCK BO3HUKHOBEHHSI OCJIIOKHEHMM CO CTOPOHBI JKEIIyAOYHO-
KHMIIEYHOTO TPAKTa, PEKOMEHAYETCS JONOJHUTEIbHO HA3HA4aTh IIPUEM
racTpoNpoTEKTOPOB  (MU30IPOCTON WM  OJOKATOPbl IPOTOHHON  IOMIIBI).
[Tamuenter ¢ 3ab0oneBanusvu JKKT B aHamHe3e, B 0COOCHHOCTH, IIOXKHIIBIC
HALUEHTHI, TOJKHBI COOOIIATh Bpauy O BHOBb BO3HUKILIUX CUMIITOMAaX CO CTOPOHBI
KKT (ocobeHHO 0 cMMOTOMAax, KOTOPbIE MOTYT CBHJIETEILCTBOBATH O BO3MOKHOM
KEITYJOYHO-KUIIEYHOM KPOBOTEUEHHH ).

Humecynun ciieyer Ha3HadaTh C OCTOPOYKHOCTBIO MALMEHTAaM, MPUHUMArOLUM
Ipenaparbl, yBEIWYMBAIOLIIME PHUCK  H3BA3BICHHUS WIM  KPOBOTCUECHUS
(mepopanbHble KOPTUKOCTEPOUAbl, AHTUKOATYJSHTBI, Hampumep, BapQapuH,
CEJICKTUBHBIE UHTUOUTOPBI oOpaTHOTO 3axBaTa  CEpPOTOHMHA  WIH
aHTUTPOMOOILIMTAPHBIE CPEICTBA, HANpUMEp, AleTWICAIMUWIOBAas KucioTa). B
CJIy4yae BO3HMKHOBEHUS >KEJIYJOYHO-KHUIIEYHOTO KPOBOTEYEHUS WU SI3BEHHOTO
nopaxeHus JKKT y manueHToB, MPpUHUMAIOIIMX HUMECYJIU, JIEYEHUE MTPENapaToM
HEO0O0XO0MMO HEMEIJIEHHO MPEKPAaTUTb.

VYuutbiBass CcOOOLIEHUS O HApyLWIEHUSX 3pEHHs y MNalUEeHTOB, NMPUHUMAaBLIMX
npyrue HIIBII, npu mnosiBaeHun J1000ro HapylIEHUs 3pEHUsS TNPUMEHEHHE
HUMECYJMAAa JOJDKHO  OBITh  HEMEIUIEHHO MPEKpalleHO U MPOBEACHO
odTaaTbMOJI0TUYECKOe 00CIeIOBAHUE.

[Ipenapat MOXKET BBI3bIBATH 3aJICPAKKY KUJIKOCTH B TKAHAX, IOATOMY NALIUEHTaM C
apTepuaIbHON TUMEPTEH3UEH, ¢ TOYECYHOU W/WIIM CePACUYHON HETOCTATOYHOCTHIO,
UIIEMUYECKOl 00Je3HbI0 cepjilia, 3a00yieBaHUSIMU TepUdEpPUUECKUX apTepuit
u/unu 1epeOpoBaCKyIISIPHBIMA 3a00JIEBAaHUSIMU, C HajdudueM (HaKTOPOB pPHCKa
pa3BUTHUSL CEPIEYHO-COCYAMUCTHIX 3a00seBaHMi (HaNpUMep, THIEPIMIUIEMUEH,
CaxapHbIM JUA0ETOM, Yy KYypAIIMX) HUMECYJIU]l CIEAyeT MPUMEHSATh C 0COo0Ooi
OCTOPOXKHOCTBIO. B ciydae yXyAlleHus COCTOSHHS JIEUEHHUE HUMECYJINIOM

HEO0OXOAMMO MPEKPATHUTD.
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BeIBOA 0 ToM, uTto HIIBII, 0coOeHHO B BBICOKMX J03aX W TPHU JIATCIHHOM
IIPUMEHECHUH, MOTYT IIPUBOJAUTH K HE3HAUYUTEIBHOMY VYBEIMYECHUIO PUCKA
BO3HMKHOBEHHUS MH(ApKTa MHOKapAa WIA HHCYIbTA. J[JIs WCKIIOYEHUS pHUCKa
BO3HMKHOBEHHUS TaKUX COOBITMM TMpU TNPUMEHEHUH HHUMECYJIuaa JdaHHBIX
HEJIOCTATOYHO.

[Ipy BO3HMKHOBEHMHM MPU3HAKOB «IPOCTYABD» WIA OCTPOW PECHUPATOPHO-
BUPYCHOW HMH(EKUMUU B TMPOIECCEe MPUMEHEHHS HUMECYJHJa MpHeM IMpernapara
JIOJIKEH OBITH ITPEKpAILICH.

Humecynun MOXET U3MEHSTh CBOMCTBA TPOMOOIMTOB, MO3TOMY HEOOXOIUMO
coOMI0aTh  OCTOPOXKHOCTh  NIpU  NPUMEHEHWHM Opernapara y JUL  C
reMOpparuuyeckuM JIMaTe30M, OJIHAKO Ipernapar He 3aMeHseT NPOoPUIaKTUIECKOrO
JEUCTBUSA  AUETUIICATULMIOBOM  KHUCIOTBI  IIPU  CEPAECYHO-COCYAUCTBIX
3a00JI€BaHUSX.

[Toxxuiible ManMeHTbl OCOOEHHO MOJIBEPKEHbI HEOJIaronpUATHBIM PEaKIHsIM Ha
HIIBII, B TOM 4uncie, pHUCKY BO3HUKHOBECHHMS JKEIIYJOYHO-KHUIIEYHBIX
KpOBOTEUEHH U mnepdopanuii, yrpoXarolmuM >KW3HU MalWeHTa, CHIKEHHUIO
GbyHKIIUH Mouek, IMeyeHu W cepaua. llpu mpueme HuUMecyauaa s JaHHOMN
KaTeropuy MalurueHTOB HEOOX0AUM HaJIekKaIlui KITMHUYECKUI KOHTPOb.
NMeroTcs TaHHBbIE O BOSHUKHOBEHHM PEIKHUX CIyYaeB TSKEIBIX KOXKHBIX PEaKIUN
(Takux Kak 5KC(HOJMATHUBHBIA JepMaTuT, cuHapoM CrtuBeHca-/[)kKoHCOHa,
TOKCUYECKHI snuaepMalibHbld Hekponu3) npu npueme HIIBIIL, B Tom uucne u
HuMecynuaa. [Ipyu nmepBbIX MPOSBICHUAX KOXKHOM CBINH, MOPAKEHUN CIU3UCTBIX
000JI0UeK WM APYTUX MpPU3HAKAX aJUIEPTUUYECKON peakluuy MpueM HUMECYNIHJa
CJIeAyeT HEMEJIEHHO MPEKPATUTb.

IIpumenenne mnpemapara MOXET  OTPHULIATENBHO  BIMATH HAa  KEHCKYIHO
(bepTUIBbHOCTh U HE PEKOMEHIYETCs >KEHIIMHAM, IUIaHUPYIOIIHUM OEpEeMEHHOCTb
(cm. paznen 4.6).

4.5. B3auMopeiicTBHe ¢ APYTHMH JIEKAPCTBEHHbIMM IpenaparamMv U JApyrue

BH/BI B3aUMO/1eiiCTBUSA
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[’ nrokokopmukocmepouosi

[ToBeIIaroT PUCK BO3HHKHOBCHHS 3PO3UBHO-A3BCHHOI'O IMOPAXKCHHUA KCIYIOIHO-

KHIOCYHOI'O TPAKTa UJIN KPOBOTCUCHUS.

Aumumpomboyumapmnvie cpedcmea U CeleKmugHbvle UHSUOUMOPbL 00PAMHO20
s3axeama cepomonuna (SSRIs), Hanpumep, (PIyOKCETHH, YBEJIMYMBAIOT PHUCK

BO3HUKHOBCHHUA KCITYTOIYHO-KHUILICYHOTO KPOBOTCUYCHUS.

Anmukoazynanmoi

HIIBII MoryT ycunuBaTh I€WCTBHE aHTUKOATYJSHTOB, TAKMX Kak BapdapuH WU
penaparoB, O0JAaJaIIUX AHTUTPOMOOLMUTAPHBIM JCHCTBHEM, TaKUX Kak
ALETUJICATIMLIAIIOBAs KUCIIOTA. 3-3a MOBBIIIEHHOIO pUCKa KPOBOTEUECHMM Takas
KOMOMHAIM HE pPEKOMEHAYETCS NalUUMeHTaM C TSDKEJIbIMU HapyLICHUSMU
koarymsiuu. Eciin KOMOMHMpOBaHHOM Tepaluu BCE JK€ HENb3sl H30exKarts,
HEOOXOJMMO IPOBOAMTH TUIATENBHBIM KOHTPOJb IOKa3aTeseil CBepThIBAEMOCTU

KpPOBHU.

Jlpyeue necmepouonvie npomusosocnanumenvuvie npenapamol (HIIBII)
OnHOBpEMEHHOE MPUMEHEHHE HUMECYJIUI-COAEpKAIIUX MpenapaToB ¢ APYrUMU
HIIBII, Bkitouas aneTUICATUIIMIOBYIO KUCIOTY B pa3oBoil no3e Oosnee 1 r unu B

CYTOYHOM J103e 6oee 3 T, He pEKOMEHTYETCS.

Jluypemuku

HIIBII moryT cHMXaTh J€HCTBUE AUYPETUKOB.

VY 310poBBIX AOOPOBOJBIEB HUMECYJIU BPEMEHHO CHHMXKAET BBIBEICHHE HATPUS
noJ AeiicTBreM (pypoceMua, B MEHbIIIEH CTENEHU — BhIBEICHUE KaJlusl, U CHUXKAET
COOCTBEHHO JUypeTndecKuii 3P PexT.

OnHOBpeMEHHOE TMpUMEHEHHEe HuMecyauaa U ¢ypocemMuja MPUBOAUT K
yMEHBIIEHUIO (Mpuom3uTenbHO Ha 20 %) mionany noj KpuBol «KOHIICHTPAITUs-
BpeMs» (AUC) M CHIDKEHMIO KyMYJSITUBHOM OJKCKpeuuu @ypocemuaa 06e3

U3MEHEHHUsl TMOoYeyHOro kiupeHca ¢(ypocemuna. OIHOBPEMEHHOE NPHUMEHEHHE
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dbypocemuia 1 HUIMECyIUa TPeOyeT OCT opomHéla'T_ﬁ:)—il e s Hodeu o hm

CCpI[C‘-IHOﬁ HEOOCTAaTOYHOCTBIO.

HUneubumopol aneuomensunnpespawaroujeco gpepmenma (AIP) u anmazonucmel
peyenmopog anzuomensuna 11

HIIBII mMoryr cHuXkarh AEHWCTBUE TMIIOTECH3UBHBIX IIPENAapaTroB. Y IAIMEHTOB C
MOYEYHON HEJOCTaTOYHOCTHIO JIETKOM M cpeliHel cTeneHu (KIMpEeHC KpeaTWHHHA
30-60 wu/MHMH) TpU OJAHOBPEMEHHOM MpHUMEHEHHH HUHTHOUTOpoB AllD,
AHTArOHKWCTOB PELENTOPOB aHrMoTeH3uHa Il ¥ cpenacTB, MOAABISIOIIUX CUCTEMY
nukinookcurenassl (HIIBII, anTuarperanTsl), BO3MOXHO JajIbHEHIIICE YXYIIICHUE
(YyHKUIHMM TOYEK U BOBHUKHOBEHUE OCTPOU MOYEUHOM HETOCTATOUYHOCTH, KOTOpas,
KaK MpaBUiio, ObIBa€T OOpaTHUMOM. DTU B3aUMOACHCTBUSL CIIEAYET YYUTHIBATH Y
MalKUEeHTOB, MPUHUMAIOIINX HUMECYJIU B coueTaHuu ¢ uaruouropamu AllD umum
aHTaronucramu perentopoB anruorensuHa |Il.  I[losTomy omHOBpeMeHHOE
IIPUMEHEHUE JTUX IIPEnapaTroB CIEAYET OCYIIECTBIATE C OCTOPOKHOCTBIO,
OCOOEHHO y TMOXWJIbIX MAalMEHTOB. llalMeHThl JOJKHBI MONy4aTh JOCTATOYHOE
KOJMYECTBO  KHJKOCTH, a TMOYEHYHYI0 (YHKIHMIO CIEAyeT  TIHIATeIIbHO

KOHTPOJHUPOBATH B CJIyda€ OJHOBPCMCHHOTO IIPUMCHCHMUS.

Mughenpucmon
B cBs3u ¢ TeopeTndeckuM pUCKOM H3MEHEHUs 3(P(HEKTUBHOCTH MU]enpucToHa
noj, BIWSHUEM HMHTUOUTOPOB cuHTe3a mpocrtarjanauHoB, HIIBII we crnenyer

NPUMEHSTH paHee, yeM yepe3 8—12 cyTok nmocne oTMeHbl MU(DEpPUCTOHA.

IIpenapamol rumust

Nmerorcs nannbie 0 ToM, yto HIIBII yMeHbIIAOT KIMPEHC JIUTHUSA, YTO HPUBOJINT
K TOBBIIIEHUIO KOHIIEHTPAILIMU JIMTUSA B IUIA3ME KPOBH M €r0 TOKCUYHOCTH. [Ipu
IIPUMEHCHUN HUMECYIUA y MAMEHTOB, HAXOISIIIMXCA HA TEpaIlKu IpenapaTamMmu
JIUTHS, CIEAYET OCYLIECTBIATH PETYJSPHBIM KOHTPOJIb KOHUECHTPAUWU JINTUS B

na3Me KpOBH.



IIpouue e3aumooeticmaus

KinHn4eckn 3HAYMMBIX B3aUMOJICUCTBUN C 2AUOEHKIAMUOOM, MEOPUITUHOM,
OU2OKCUHOM, WUMEMUOUHOM U AHMAYUOHBIMU npenapamamu (HAPUMED,
KOMOUWHAITWS aJTIOMUHMS ¥ MAarHUS THAPOKCHUIIOB) HE HAOII01a10Ch.

Humecynun nogasnsier aktuBHOCTH u3odepmenta CYP2CI. [Ipu ogHOBpeMEeHHOM
NPUMEHEHUU C HUMECYIUJOM TMpenapaToB, SBISIOMIMUXCA CyOCTpaTamMu 3TOTO
dbepMeHTa, KOHIICHTPAIHSI MOCTSAHUX B IJIA3ME MOYKET TTOBBIIIATHCA.

[Ipn Ha3HayeHUW HUMECYJIHJIa MEHee YeM 3a 24 yaca J0 WM Mociie TPUMEHEHUS
MemompeKkcama TpeOyeTcs: COOII0IaTh OCTOPOKHOCTD, TaK KaK B TaKMX CIydasx
KOHIICHTpAIsl METOTpeKcaTa B TUIa3Me KPOBH M, COOTBETCTBEHHO, TOKCHYECKHUE
abdexTel MOTyT TOBBIMIATBCS. B cBA3M ¢ JelcTBUEM Ha  IOYEUHBIE
MIPOCTArIaHINHBI, HHTUOUTOPHI CHHTETa3 MPOCTArJIaHJIMHOB, K KaKUM OTHOCHTCS
HUMECYJIN]I, MOTYT MOBBIIIATH HEQPOTOKCUUHOCTh YUKTOCHOPUHOB.
WccnenoBanust in VItro mokasand, 4YTO HHUMECYJIMJ BBITCCHSICTCS W3 MECT
CBSI3BIBAHUSL MOAOYMAMUOOM, CATUUUIL0B0U KUCIOMOU U  6AbHPOEBOIL
Kucnomoui. HecMOTpst Ha TO, YTO JJaHHBIE B3aMMOJICUCTBUS OBLIM OTpPENETICHBI B
MJIa3Me KpoBHU, yKa3aHHbIEe 3(DPEeKThl He HAOMIOAAIUCH B MIPOIIECCe KIMHUYECKOTO
MPUMEHEHUS TIpernapara.

4.6. PepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTAIUA

bepeMeHHOCTE

Kak u apyrue mpemapatel u3 kiacca HIIBII, xoTopeie MHTHOUPYIOT CHHTE3
MPOCTArJIAHIMHOB, HHUMECYJIUJI MOXET OTPULATEIBHO BIUATh HA TEYEHUE
OCpEeMEHHOCTH W/WJIM Ha pa3BUTHE HSMOpUOHA U MOXKET TMPUBOJUTH K
NPEXKIEBPEMEHHOMY 3aKPBITHIO ApTEPUAIBHOIO MTPOTOKA, THIIEPTEH3UH B CUCTEME
JIETOYHOM apTepuu IUI0Aa, HApYyUIEHUI0 (YHKUHUUA TOYEK, KOTOPOE MOXKET
NEPEXOAUTH B MMOYEUHYIO HEAOCTATOYHOCTD C OJUTYPHUEHN y IUT0/A, K NOBBIILIEHUIO
pUCKAa KPOBOTE€UYEHUH, CHUKEHUIO KOHTPAKTHJIBHOCTM MATKH, BO3HUKHOBEHUIO
nepudepruyeckux OTeKoB Yy watepu. llpumeHeHnue HumMmecynuaa B TEPHOJ

6epeMeHHOCTI/I IMPOTUBOIIOKA3aHO.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.05.2024 N= 8233

(MOCNEQOBATENEHOCTE 0003)

JlakTanus

[IprMeHeHne HUMECYIINIA B IEPUOA TPYAHOTO BCKAPMIIMBAHUS IIPOTUBOIIOKA3aHO.
[Tpu HEOOXOAUMOCTH JICUEHHSI TIPENIAPATOM T'PYIHOE BCKapMIIMBAHUE HEOOXOIUMO
IIPEKPATHUT.

DepTHILHOCTE

[IpumeHeHue mpemapatra MOXET OTPUIIATEIIBHO  BIUATH Ha  KEHCKYIO
GepTIIIBHOCTh U HE PEKOMEHAYETCS KEHITUHAM, TUTAHUPYIOITUM OEPEMEHHOCTb.
4.7. Baiusinne Ha CNOCOOHOCTHL YNPABJSTh TPAHCHOPTHBIMH CPeACTBAMHM H
padoraTb ¢ MEXaHU3MAMHU

Brmusane HuUMecCynuMga Ha CIIOCOOHOCTh K  YOPABJICHWIO TPaHCIOPTHBIMHU
CpeJCTBAaMHM M MEXaHU3MaMH HE HM3ydalloCh, OJIHAKO, YUMUTHIBAs HEKeJaTelbHbBIC
peaKIuu CO CTOPOHBI HEPBHOW CHCTEMBI (TOJIOBOKPYKEHUE, COHIMBOCTH), CIICTYET
BO3JICP)KATHCS OT YNPABJICHUS TPAHCIIOPTHBIMHU CPEJICTBAMU U 3aHATHS JAPYTHMU
MOTEHIIMAJIBHO OMAaCHBIMU BHJAMHU JCATEIbHOCTH, TPEOYIOIIUMHU ITOBBIIICHHON
KOHIICHTPAIIUX BHUMAHUS U OBICTPOTHI IICHXOMOTOPHBIX PEAKITUH.

4.8. HexxenarenbHble peakiuu

PesroMme HeXelnaTeIbHBIX DEAKITUN

YacToTa BO3HUKHOBEHUS HEXKEIATEIbHBIX PEaKLUi ONpeIelisiach B COOTBETCTBUH
¢ krnaccudukarueit BeemupHoit Opranuzanuu 31paBOOXpaHEHUS: OYEHb 4YacTO
(= 1/10); gacto (= 1/100, o < 1/10); neuacto (= 1/1000, Ho < 1/100); peaxo
(> 1/10000, O < 1/1000); ouennr penko (< 1/10000), yacToTa Hem3BecTHa (Ha

OCHOBAHHWU MMCHOIIIUXCSA JaHHBIX OLICHUTDH HGBO3MO)I<HO).

Hapywenus co cmoponvl Kpogu u aumpamuyeckoii cucmemol
Peoko: anemus, 203uHOGUINS, TEMOPpPATUH.

Ouenb peokKo: TPOMOOIUTOTICHHUS], NaHLUTOIICHUS, nypmnypa

Tp0M6OI_II/ITOHeHI/I‘-IeCKa$I, YAIMHCHHUC BPCMCHH KPOBOTCUCHMNA.

Hapywenus co cmoponst ummyHHoU cucmembi
Peodko: peakuiuy runepyyBCTBUTEILHOCTH.

QueHb pedko: aHapUITAKTOUTHBIC PEAKITIH.

11



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.05.2024 N= 8233

(NOCNEQCBATENEHOCTE 0003)

Icuxuueckue Hapyuternusl

Peoxo:. 9YBCTBO CTpaxa, HCPBO3HOCTb, HOUHBIC «KOIIMAPHBIC) CHOBUJICHHA.

Hapywenus co cmoponst nepsnoii cucmemvl
Heuacmo: TONOBOKpYKEHHE.

Quenb pedko: TOIOBHAsS 00Jb, COHIIMBOCTS, dHIIedanonatus (cuaapom Peiie).

Hapywenus co cmoponwl opeana 3penus
Peoko: HeueTKOoCTh 3peHusl.

Quenb pedko: HapYILIEHUE 3PEHUS.

Hapywenus co cmoponwsl opeana cnyxa u nabupunma

Quenb pedKo: BEPTUTO.

Hapywenus co cmoponst cepoya

Peoxo: Taxukapausi, olyieHue cepeOueHus.

Hapywenus co cmoponwt cocyoos
Heuacmo: noBbIllIEHNE apTEPUATBLHOTO JTaBJICHHUS.

Pedko: 1abUIbHOCTH apTEpUAIBLHOTO JAABJICHUS, «ITPUJIMBBDY KPOBU K KOXKE JIMIIA.

Hapywenus co cmoponvl OvixamenvHou cucmemvl, 0peaHo8 2pyOHOU KIemKu U
cpedocmeHust
Heuacmo: onpika.

Quenwb pedko. 000CcTpeHHEe OPOHXUATBLHON aCTMBI, OPOHXOCIIA3M.

Kenyoouno-kuuieunvle HapyuieHus

Yacmo: nuapes, TOWIHOTA, PBOTA.

Heuacmo: 3anop, mereopusM, TacTPUT, KEIYJOYHO-KUIIEYHOE KPOBOTECUECHUE,
s13Ba W/WK riepoparius xKeayiKa Wik ABEHAIaTUIICPCTHON KUIITKH.

Quenb pedko: 60U B KUBOTE, TUCIICTICHS, CTOMATHUT, ErT€O0Pa3HbIN CTYI.

Hapymeﬂuﬂ CO CMOPOHbL neveru u cheﬂLlQGbl@Oaﬂmux nymed

Yacmo: NOBBIIICHNE aKTUBHOCTH «II€UCHOYHBIX) (1)epMeHTOB.

12



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 06.05.2024 N= 28835

Quenb pedko:. TenaTuT, MOIHUEHOCHBIH ( @VH'MH&%ﬁﬁ)T%EQﬁT?Bkﬁbﬁaﬂ

JIETaJIbHBIE UCXOIbI), KENTYyXa, XOJIECTA3.

Hapywenus co cmoponsl Kodtcu u noOKOINCHbIX MKAHeL
Heuacmo: 3yn, KOKHas ChIlb, TOBBIIIEHHAS TOTJIUBOCTb.
Peoko: spurema, nepmaTur.

QOuenw D@@KO: KpalluBHHIIA, aHFI/IOHGBPOTI/I‘IeCKI/Iﬁ OTCK, OTCK JIM1a,

MHOTOOpMHast  3putema, cuHApoM CruBeHCa-/[PKOHCOHA, TOKCHUYECKUI

AMUACpMaIIbHBIN HEeKpou3 (cuHapom Jlaiienna).

Hapywenus co cmoponsl nouex u Mouesvl8005uux nymetl

Peoko: nu3ypusi, reMatypusl, 3aiep’KKa MOYEUCITYCKaAHUS.

Quenw DG@KO: IMo4YCYHad HCIOCTATOYHOCTb, OJIUTIYPHA, I/IHTepCTI/II_[I/IaHBHBIﬁ

He(PUT, TUNEPKATTUEMHUS.

Obwue Hapyuenus u peakyuu 8 mecme 66e0eHUs.
Heuacmo: nepudepudeckue oTeKu.
Peoko: nHenomoranme, acCTCHHS.

Quenb pedko: TUTIOTEPMHUSL.

COO6HI€HI/IG O IMOAO03PECBACMbBIX HCKCIATCIIbHBIX PCAKIINUAX

BaxxHo cooOmare 0 TMOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKIMIX TOCTe
perucTpanuu mnpenapara c IEeIbl0 00€CIEUYCHUs HEMPEPHIBHOIO MOHUTOPUHTA
COOTHOIIICHMSI «I0OJIb3a — PHUCK» JIEKAPCTBEHHOTO Tpemnapara. MeauiuHCKIM
paboTHHUKaM  pPEKOMEHIYyeTCs  cooOmarh O  JIFOOBIX  MOJI03PEBaEMBbIX
HEXXeJIaTeIbHBIX pPEaKIUsAX JIEKapCTBEHHOTO IMperapara 4epe3 HallMOHAJbHbIC
CUCTEMBI COOOIIEHUSI O HEXKENATeIbHBIX PEaKIMUsIX TOCYJAapCTB — UICHOB
EBpa3niickoro 5KOHOMUYECKOIO COr03a.
Poccuiickaa ®enepanus
denepanpHas ciayx)0a o Hag30py B cepe 3apaBooxpanenus (PocsapaBuanzop)
Anpec: 109012, r. Mocksa, CnaBsgHcKas miiomap, 1. 4, ctp. 1.
Tenedon: +7 (800) 550-99-03
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CaiitT B  uH(OPMALMOHHO-TEIEKOMMYHHKAIIMOHHON  cetn  «MHTepHET»:!

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CuMITOMBI

AmnaTtusi, COHJMBOCTH, TOIIHOTA, PBOTAa. BO3MOXHO pa3BUTHE KEIYJOYHO-
KUIIEYHOIO KPOBOTCUYCHMS, & TAKKE IOBBIIIEHUE APTEPUAIBHOIO JaBJICHUS,
pa3BUTHE OCTPOM MOYECYHOW HETOCTATOYHOCTH, YTHETCHUE JIbIXaHUS.

Jleuenue

Cumnromatuueckoe. Cnenuduyeckoro aHTuI0Ta HEeT. B ciydae, eciii CUMIITOMBI
MEepeIO3UPOBKM BO3HMKJIMW B TEUCHHE 4-X 4YacoB MOCJE IIpMeMa IIpernapara,
HEOOXOJMMO BBI3BaTh PBOTY, NMPUHATH AKTHUBUPOBaHHBIA yronb (60—-100 r nmms
B3POCIIOTO YEJIOBEKa) U OCMOTHYECKHE ciaduTenbHbie. DopcupoBaHHBIN AUype3 U

reMoauaimns HGB(l)(i)CKTI/IBHBI H3-3a BBICOKOM CBSI3U IIpcIiapara € OeJIKaMH.

5. PAPMAKOJIOTUMYECKHE CBOMCTBA

5.1. PapmakoaMHAMHYECKHE CBOMCTBA

dapmakoTepareBTHIeCcKas rpymnma: IIPOTUBOBOCIIAJIUTEIBHBIE U
IIPOTUBOPEBMATUYECKHE IPENapaThbl; HECTEPOUIHBIE MPOTUBOBOCIAIUTEIBHBIE U
POTUBOPEBMATUYECKHE npenaparsl; pyrue HECTEPOUIHbIE
IIPOTUBOBOCIIAJIUTENBHBIE U IPOTUBOPEBMATUYECKHE ITPENAPATHI.

Kon ATX: MO1AX17.

MexaHusM aencTBus U (hapmakoauaamuueckue 3¢hhEKTH

Humecynun sBisieTcsl HECTEPOMAHBIM, IPOTUBOBOCHAIUTENBHBIM CPEACTBOM H3
Kjacca cyinbhoHaMuoB. OKa3bIBaeT MPOTHUBOBOCIAIIUTEIBLHOE, 00€30011BaoIIEe
Y KapONOHIKAIOIEE IEUCTBHE.

B otnmane ot necenexktuBHbX HIIBII, HMecynua rmaBHbIM 00pa3oM UHTHOUPYET
uukiookcurenasy-2 (L{OI'-2), TOpMO3UT CHHTE3 MNPOCTArjJaHIUHOB B oOyare
BOCIIAJICHHS; OKa3bIBAET MEHEE BBIPAXKECHHOE YIHETAIOUIee BO3JACHCTBUE Ha

ukiaookcurenasy-1 (LOI'-1).
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(MOCNEQOBATENEHOCTE 0003)

~
o
o

5.2. ®apMaKkoKHHETHYECKHE CBOICTB

AOcopbims

Humecynua  XOpomo  BCachlBaeTCs W3 JKEIYJOYHO-KHIIEYHOTO  TPaKTa.
MakcuMainbHasi KOHIEHTpanus B Tuia3Me KpoBU (Cmax) TOCIE MEpOPaIbHOTO
npueMa OJHOKpaTHOHU 10361 HUMecynmuaa (100 Mr) mocturaercs B CpeaHEM depes
2-3 yaca u cocTaBiisieT 3—4 MI/miIL.

Pacnpenenenue

Cs3p ¢ Oenkamu miia3mMbel KpoBU — 110 97,5 %. [IpoHMKaeT B TKaHM »KEHCKHX
MOJIOBBIX OPraHoOB, T/I€ TIOCIE OJHOKPAaTHOTO TMpHeMa ero KOHIICHTpaIus
coctaBisieT 0KoJIo 40 % OT KOHIEHTpauuu B IUiasMe. XOpoulo IPOHUKAET B
KUCITyl0 cpenay ouara BocnajieHus (40 %), CHHOBHAIbHYIO JKUAKOCTH (43 %).
Jlerko mpoOHUKAET Yepe3 THCTOTeMaTHIecKue Oaphephl.

BI/IOTDaHCd)ODMaHI/IH

Humecynua akTHBHO MeTa0OJIM3UPYETCS B MEYEHH NpPU MOMOIIM H30(pepMeHTa
nutoxpoma P450 CYP2C9. CymectByeT BO3MOXHOCTh —JIEKAPCTBEHHOTO
B3aMMOJICHCTBHSI HUMECYIUAA TIPU OJHOBPEMEHHOM IPUMEHEHHUU C MpernapaTamy,
Metabomusupyromumucsa uzopepmenTom CYP2C9. OCHOBHBIM METa0OJUTOM
ABJIsIETCS (PApMAKOIOIMUECKHU aKTUBHOE MaparupOKCUIIPOU3BOIHOE HUMECYIIHIA
— TUAPOKCUHUMECYIHI, 0OHAPY>KUBAIOIIMIACS B TUIa3Me KPOBH MPEUMYIIIECTBEHHO
B KOHBIOTMPOBAaHHOM BHUJI€, B BUJIE TIIIOKYpOHATa.

DIUMUHALNASA

[lepuon monyswiBenenus (T'.2) Humecynmuma oxono  1,56—4,95  daca,
rugpokcuHumecynuaa — 2,89—4,78 yaca. Humecynu BBIBOAUTCS W3 OpraHU3Ma
MIaBHBIM ~ oOpazomM  mouykamu  (okoigo  50%  oT  mOpuUHATOW  JTO3BI).
['mapokcMHUMeECYIn BbIBOAUTCA moukamu (65 %) u ¢ xemusto (35 %),
MO/IBEPTaeTCs YHTEPOTCHATHICCKON PEeIUPKYIISIITUH.

OcoOble TPVYIIIBI HAIIMEHTOB

llayuenmul ¢ Hapywenuem yHKyuu novex
B KpaTkOCpOYHOM HCCIENOBaHUM, IPOBEICHHOM Yy IIAIMEHTOB C IIOYEYHOU

HEJOCTATOYHOCTBIO JIETKOW M CPEIHEW CTENEHW TSKECTH (KIMPEHC KpeaTHHUHA
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COOTBETCTBY
ot Uk

30-60 mur/mMuH), Cmax HUMECYIIHIA U €TC ocHOBHUTO' Mt d66tirta 6 bt Tie - Bere,

4yeM y 310poBbix 100poBosbieB. AUC u T2 6butn Ha 50 % BbIle, HO HAXOAUIUCH
B npenenax 3HaueHuit AUC u T, HaOmogaeMbIX y 30pOBBIX J10OPOBOJIBLIEB Ha
done mnpumeHeHHs HuMecyinuaa. [lOBTOpHOE NpUMEHEHHUE HE TPUBOAUIO K
KyMYJISIITUU HUIMECYITH/IA.

Tayuenmwi nodxcunoco 6o3pacma

dapMakoOKUHETHYECKUI TPO(UIsr HUMECyluaa y JHI[ MOXKUJIOTOo BO3pacTa He

HU3MCHACTCA ITIPpU IPUMCHCHHUH OAHOKPATHBIX U MHOI‘OKpaTHI)IX/ IIOBTOPHBIX O03.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyennb BcoMOraTeJibHbIX BelIECTB

Kanbius ruapodocdara quruapar

Kpaxmain Kykypy3HbIit

Lenmtono3a mukpokpuctamuyueckas 101

KapOokcumerunkpaxmai Hatpust (Tum A)

Marnus creapar

KpeMHus quokcu KOO IHbBIN

Tanpk

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. CpoK roaHoCTH (CPOK XpaHEHHUs)

2 roja.

6.4. Oco0bie MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpaHHUTh B OpUTHUHAIBHOM YIIaKOBKE (Mavke) mpu Temiieparype He Boie 25 °C.
6.5. Xapakrep u coaep;kaHue NEPBUYHON YIIAKOBKH

[To 10 umu 15 TabneTok B KOHTYPHYIO SYEHKOBYIO YHAKOBKY U3 IUJICHKH
MOJIMBUHWIXJIOPUIHON U (DOTBTH aFOMUHUEBOM MEYaTHOM JIAKUPOBAHHOM.

[Io 1, 2 unm 3 KOHTYpHBIE AYEUKOBBIE YNAKOBKM BMECTE C WHCTPYKIMEH IO

MCIUIIMHCKOMY IIPUMCHCHHIO ITIOMCINAIOT B ITAYKY M3 KapTOHA.
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6.6. Oco0Obie MepbI NMPEIOCTOPOKHOCTH _NIPHU
JIEKAPCTBEHHOI'0 Mpenapara Wil 0TX0J0B, MOJYYEHHBIX MOCjde MPUMeHeHHs
JIEKAPCTBEHHOTO Mpenapara v Apyrue MaHUuMyJsIUU ¢ PenapaToM

Oco0Obie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA
Poccniickas ®enepanms

000 «UPUCH»

115162, r. MockBa, BH.TEp.r. MyHUIUNAIbHBIA OKpyr JloHckou, yi. lllyxosa,
nom. 14, momernt. 1V, sTax gyepaak, koM. 26.

Ten.: + 7 (495) 478-71-71

7.1. llpeacraBurejib AepKaTedss PEerducTPALUOHHOIO YIOCTOBEPEHUS HA
Tepputopun Cor3sa

[IpereH3un HOTDG6HTGJI€I>1 HaIrpaBJIATE 110 aAPECy.

Poccniickas ®@enepanms
000 «<UPUC»
115162, r. MockBa, BH.Tep.r. MyHUIUNAIbHBIA OKpyr JloHckou, yi. lllyxosa,

oM. 14, moment. 1V, satax dyepaak, kom. 26.

Ten.: 8-800-777-8-604

DnekTpoHHas noyta: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA TIEPBUYHOH PETNCTPAIIMU (IIOATBEPKIEHUS

PEIT'UCTPAIIUU, TIEPEPEI'MCTPALINUN)

JlaTta mepBou perucrpanuu:

10. JATA HIEPECMOTPA TEKCTA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 06.05.2024 N= 28835

O61as XapakTepUCTHKA JEKapCTBEHHGro mpeiiapara- FHMEHOK Hobryinid' ua
PaKkTep p perid] A

UHPOpPMALlMOHHOM  moprane  EBpa3uiickoro  SKOHOMHYECKOTO  COI03a B

nHGOPMaIlMOHHO-KOMMYHHUKaIMOHHOU ceTH «uTepHe http://eec.eaeunion.org/.
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