COOTBETCTEYET 3KCMNEPTHOMY OTYETY
o1 22.05 2024 K2 9940

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Humecynun, 100 mr, TabieTku

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. KIMHNYECKUE JAHHBIE

4.1. Iloka3zaHus K NPUMEHEHUIO

Humecynmnn noka3aH K NPUMEHEHHMIO Y B3pPOCIBIX M AE€Ted crapuie 12 yer mid

Teparnuu oCTpoit 00JIn:

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

e 0O0NEBON CHHAPOM, CBSI3aHHBIH C 3a00JEBAaHUSAMH OIOPHO-JIBUTATEIHLHOTO
amrmapara, B TOM YUCJIe TEHIUHUTHI, OYPCUTBHI;

e 00JIb MpH yIINOAX, PACTSHKEHUSX CBSI30K U BBIBUXAaX CYCTaBOB,;

e 3yOHas 00Jb;

® CHUMITOMAaTHYECKOE JIEYEHHE OCTe0apTpo3a (ocTeoapTpuTa) ¢ OOJEBHIM
CUHIPOMOM,;

® [IepBUYHAS AJbIOJIUCMEHOPES.

[Ipenapar npegHazHaueH JUIsi CAMITOMATHYECKOW Tepanuu, yMEHBIICHUS 00U U

BOCIAJICHUS] HA MOMEHT MCIOJIb30BaHMs, Ha MPOTrPEcCCUpOBaHME 3a00J€BaHUsI HE

BiusgeT. HuMmecynua pekoMeHayeTcs Juisl Tepanuy B KauecTBE Ipernapara BTOPOU

JIMHHUH.
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CNEOOBATENEHOCTE 0001)

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 pa3a B neHb. MakcuMainbHas CyTOYHAs 103a JJIA B3POCIbIX U JIETEU
ctapure 12 net cocrapisier 200 mr.

Kypc neuenusi: no Ha3HAUEHUIO Bpaya.

Jlis yMeHBIIIeHUsI BEPOSTHOCTU Pa3BUTHS MOOOYHBIX dPPEKTOB PEKOMEHIYETCS
OPUHUMATh MUHUMAQJIbHYIO J(QQEKTUBHYIO J03Yy B TEUYEHHE MUHUMAIBHO
KOPOTKOT'O BPEMEHH.

MakcumasbHast IpOAOJKUTENBHOCTD Kypca JICUEHUsI HUIMECYIUAOM — 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 MJI/MUH) HUMECYJU] NPOTUBOMOKA3aH.
Tayuenmvl ¢ Hapywenuem Qynkyuu neveHu
[IpuMeHeHMEe HUMECYJIWIAa Yy TMAlMEHTOB C IIEYEHOYHOM HEIOCTaTOYHOCTBIO
MPOTHUBOIIOKA3aHO.

eTH
[Ipumenenue npenapara Humecynun y aerer muaame 12 jeT MpoOTUBOMOKA3aHO
(oTCyTCTBYIOT MaHHBIC 00 YPPEKTUBHOCTH U OE30TTACHOCTH).
Pexxum no3upoBanust st geteit ot 12 go 18 net ¢ maccoit tena 6onee 40 xr He
OTJIMYAETCS OT PEXKUMa JT03UPOBAHUS JJIsl B3POCIIBIX.

Cnoco0 npuMeEHEHUS

BHYTpB, nocJe €4bl, C 10CTAaTOYHBIM KOJINYCCTBOM BO/JBbI.
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4.3. [IpoTuBONOKA3aHUA

e [UNepyyBCTBUTEIBHOCTh K HUMECYIUAY WM K JIFOOOMY M3 BCIIOMOTATEIbHBIX
BEILIECTB, IEPEUHCIICHHBIX B paszeine 6.1.

e [losHOE WM HEMOJIHOE COYeTaHWE OPOHXHAIBHOM aCTMbI, PELIMAUBUPYIOLIETO
MIOJINII03a HOCa, OKOJIOHOCOBBIX nasyx 151 HEIMEPEHOCUMOCTD
aleTUIICATUIHIIOBON KHCJIOTBI 17} IPYTUX HECTEPOUHBIX
IPOTUBOBOCHAIUTENbHBIX TpenaparoB (HIIBII) (B Tom umcie B aHamHE3e).

e [‘enaToTOKCHYECKHE PEAKIIMM HA HUMECYJIU] B aHAMHE3E.

e (OIHOBpPEMEHHOE NPHUMEHEHHE C JPYTMMH JIEKAPCTBEHHBIMU IMpernaparaMu C
MOTEHIIMAIBHON FeNaTOTOKCUYHOCTRIO (Hanmpumep, apyrumu HIIBIT).

o XpoHHUYECKHE BOCHAIMTEIbHBbIE 3a0oieBaHMs KuuleuHuka (6ose3nb KpoHa,
S3BEHHBIN KOJINT) B (paze o00oCTpeHus.

e [lepron aOpTOKOPOHAPHOTO IIYHTUPOBAHUSA.

e Jluxopamo4Hbli CHHAPOM IIPU MPOCTYAE M OCTPBIX PECHUPATOPHO-BUPYCHBIX
UH(DEKIUAX.

e Ilono3peHne Ha OCTPYIO XUPYPrUYECKYIO IATOJIOTHIO.

e JS3BeHHas OoJie3Hb JKENMylJKa WIM JBEHAIUATUIIEPCTHOM KUIIKK B (Daze
obocTpeHusl.

e DpO3UBHO-A3BEHHOE MOpaxkeHue xenygouHo-kumeyHoro tpakrta (OKKT) B
¢daze obocTpeHus.

e  DpO3UBHO-A3BEHHOE MMOPAKEHNE KEIYyJOYHO-KHUIIIEUHOIO TPAKTa B AaHAMHE3E.

e [lepdopauuu unm xKemnygouyHO-KUIIEYHbIE KPOBOTEUYEHHS] B aHAMHE3€, B TOM
4ucile CBsA3aHHbIe ¢ npeaumecTsyromen tepanuet HIIBIL.

e [lepeOpoBackyisipHble KpPOBOTE€UEHHS B aHAMHE3€, JpYrde aKTUBHBIC
KPOBOTEUEHMs] WJIM  3a00JIeBaHUS, COIMPOBOXKAAIOIIMECS  MOBBIIICHHON
KPOBOTOYMBOCTBIO.

e TspKenble HapYLIECHHS CBEPTHIBAHHS KPOBHU.

o Tsxenas cepacuyHad HEAOCTATOYHOCTD.



[Toueunas HEAOCTAaTOYHOCTD TXKEIIC
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30 mi/mMuH).

it crerti-(lafipetid Kperimbmia enee

[Iporpeccupyroriee 3a00aeBaHUE TOYCK.

HOI[TBep)KI[CHHaH TUIICPKAINCMUSL.

IIeuenounas HEOOCTATOYHOCTDh, aKTHUBHOC 3a00J1€BaHKE TIEUEHU.

AJ'IKOI‘OJ'II/I?)M, HAapKOTHYCCKAasA 3aBUCUMOCTD.

BepCMCHHOCTB U IICpuoa rpyaJHoro BCKapMJiJInBaHU:.

Jerckui Bo3pact o 12 ner.

4.4. Ocobble yKa3aHusi M1 MepbI PeI0CTOPOKHOCTH NPHU NMPUMEHEHUH

C 0CTOPOKHOCTBIO

AprepuranbHasi TUIIEPTEH3HUS.
Nmemuueckast 001€3Hb CEplIa.

[lepeOpoBackysspHbIe 3a00JI€BaHUSI.

Tsoxenas cepacdyHad HCAOCTATOYHOCTD.

I[I/ICJII/IHI/IIICMI/ISI/ TUIICPJIUIINACMHUA.

CaxapHbiit quaber.

3aboneBanus nepupepuuecKux apTepuil.

['emopparnueckuil guares.

Kypenue.

[Todeunas HemOCTaTOYHOCTH (KiIMpeHC KpeaTuHuHa 30—60 Mia/MuH).

AHaMHecTHYeCKHe JAaHHBIC O pPa3BUTHU JSPO3HBHO-A3BCHHOI'O IIOPAXKCHUA

XKT, nannuue nnpexuuu Helicobacter pylori.

[Toxwniion Bo3pacr.
HnmurensHoe npumenenne HIIBII.

YacToe ynorpeOieHre amKkoroJis.

Tsoxennsle coMaTUUECKUE 3a00JICBaHNS.

Cucremnas kpacHas Boiqyanka (CKB) u gpyrue cucreMmHble 3a00JieBaHUS

COG,I[I/IHI/ITGJII)HOI>'I TKaHH.




o ComyTCcTByOMmAas Tepanusi CIeAyKIITIMH 'qﬁpéqéﬁg’fﬁﬁm" lénTmcoar\m HTEL

(nampumep, BapdapuH), aHTHATPETaHThl (HApPUMEp, alETHICATHIIMIOBAs
KHCJIOTa, KIJIOMHUAOTPEN), MEePOpaIbHBIE TNIIOKOKOPTUKOCTEPOUIbI (Hampumep,
IPEIHU30JIOH), CEJIEKTUBHbIE HMHIHMOUTOpPHI OOpAaTHOIO 3axBaTa CEPOTOHHHA
(Hampumep, nwMTanonpaM, (IYOKCETUH, MAapOKCETHH, CEpPTpPajnH) (CM.

paszzen 4.5).

Oco0Oble VKa3aHus

Hexenatenbuble 1noOouHble 3(G(EKTH MOXHO CBECTM K MHMHUMyMY IIpuU
IPUMEHEHUU Tpenapara B MUHUMaIbHOU 3(P(EKTUBHON A03€ MPU MUHUMAJIBHON
JUINTEIbHOCTU  NPUMEHEHUs,, HEOoOXOOUMOW uid KynUpoBaHUS  O0JIEBOTO
CUHIpOMA.

NmeroTcst jaHHble 00 OYEHb PEAKUX CIy4asx CEPhE3HbIX PEaKUUid CO CTOPOHBI
[IEYEHH, B TOM YHUCJE, CIydasX JETaJIbHOIO MCXO0Ja, CBSA3aHHBIX C IIPUMEHEHUEM
HUMECYJIMI-COAECP/KAINX MpenaparoB. [Ipy mosBIeHHMM CUMIITOMOB, CXOXHUX C
IIPU3HAKaMH MOPaXEHUs MEYCHH (AHOPEKCHS, KOKHBIN 3y, MOXKEJITEHNE KOKHBIX
IOKPOBOB, TOIIHOTa, PBOTA, OOJM B >KMBOTE, MOTEMHEHHWE MOYHM, IOBBIIICHUE
aKTUBHOCTU «II€YEHOYHBIX» TpaHCaMUHA3) CIEAyeT HEMEMJEHHO NPEeKpPaTUTh
OPUMEHEHWE HUMECYJIuaa U oOpaTUThCs K Bpady. lloBTOpHOE npHUMEHEHue
HUMECYJIMJa y TAaKWX NAUUEeHTOB mpoTtuBonokaszaHo. Ilocie 2-x Henenb
NPUMEHEHUsI MpernapaTa HEOOXOIUM KOHTPOJIb IMOKa3aTened (yHKUMH TeYeHU
(«TpaHCaAaMUHA3BIY).

Coo0b11aeTcst 0 peakiusix O CTOPOHBI MEYCHHU, UMEIOIITUX B OOJIBIITMHCTBE CIIy4YaeB
oOpaTUMBIil XapakTep, Py KPaTKOBPEMEHHOM NPUMEHEHHUH TTperapara.

Bo Bpems IpuMeHEHUsI HUMECYJINIA ITALUEHT JOJKEH BO3AEPKUBATHCS OT IpUEMa
Ipyrux aHanbretukon, Bkiouas HIIBII (B ToM 4wuciie ceneKTUBHbIE HHTUOUTOPBI
uKIIookcurenassi-2 (L{OI-2)).

Humecynmun ciaegyer NpuMEHSTh C OCTOPOKHOCTBIO y MAILMEHTOB C JKEIIYAOYHO-
KUIIEYHBIMU 3a00JIeBaHUSIMU B aHaMHe3€ (SI3BEHHBIM KoiuT, 60je3Hb Kpona),

IIOCKOJIBKY BO3MOXHO 00OCTpEHHUE 3TUX 3a00JI€BaHUM.
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O -: OBATE DTS Q001 o
Pruck BO3HUMKHOBEHMS IKEIyJIOYHO-KU neunord - KBOQOTéHeHHJE. “IIeITHYeCKON

s3BBI/TIepopanuu KeIyAKa WIH JIBEHAIIATANICPCTHOW KHIIKH TTOBBIIIACTCS Y
NalMEHTOB ¢ HamuuueM si3BeHHOTO nopakeHus JKKT (s3BeHHBIN KOHUT, 00JI€3HB
KpoHa) B aHaMHe3e, a TakXe y MOXWIbIX MAIIUEHTOB, C YBEJIUYECHHUEM J103bI
HIIBII, nosToMy sne4yeHue cieayeT HauyMHATh ¢ HAMMEHbIIEH BO3MOYKHOU J103BI.
TakuMm mamnyeHTaMm, a TaKXe MalMeHTaM, KOTOpPhIM TpeOyeTcsi OJHOBPEMEHHOE
MIPUMEHCHUE HU3KHUX J03 AUCTWICAUIMIUIOBOM KHUCJIOTHl WM APYTHUX CPEACTB,
MOBBILIAIOIIUX PUCK BO3HUKHOBEHUSI OCJIOKHEHHH CO CTOPOHBI KEIyIOYHO-
KMIIEYHOIO TpakTa, PEKOMEHAYETCS JOMOJHUTEIbHO Ha3Ha4yaThb MPUEM
racTpONpPOTEKTOPOB  (MHU30MPOCTON WM  OJOKATOPhl MPOTOHHOW  TOMIIBI).
[Naniuentor ¢ 3aboneBanusamu KKT B aHamHe3e, B OCOOEHHOCTH, IOXKHIIbIC
MaIKUEHTBI, TOJKHBI COOO0IIATh Bpady O BHOBb BOBHUKIIIUX CUMITOMaX CO CTOPOHBI
KKT (ocobeHHO 0 cMMOTOMAax, KOTOPbIE MOTYT CBHIETEIICTBOBATH O BO3MOKHOM
KEITYJOUHO-KUIIIEYHOM KPOBOTECUCHHH ).

Humecynua cnegyer HazHadyaTh C OCTOPOKHOCTHIO MAMEHTaM, MPUHUMAIOIIUM
IperapaTel,  yBEJIMYMBAIOIIAE PUCK  MU3BA3BICHHUS  WIM  KPOBOTEUCHUS
(mepopanbHble KOPTHUKOCTEPOWJb, AHTUKOATYJSHTBI, HampuMmep, BapQapuH,
CEJICKTUBHbBIE UHTHOUTOPBI o0paTHOTO 3axBara CEpOTOHMHA 1581051
AHTUTPOMOOIIMTAPHBIE CPENICTBA, HANpUMEp, aleTWICAIUIUWIOBas KucioTa). B
CIIy4yae BO3HUKHOBEHMS >KEIYJIOYHO-KUILIEYHOTO KPOBOTECUECHUS WIINA S3BEHHOTO
nopaxxenus JKKT y naureHToB, NpUHUMAIOIINX HUMECYIIN, JICUEHUE IIPENapaToOM
HEO0OXO0IMMO HEMEIJICHHO MPEKPATUTh.

YuutbiBas COOOIIEHUST O HAPYIIEHUSX 3pPEHHS Yy TAlMEHTOB, MPUHUMABIINX
npyrue HIIBII, npu mnosiBaeHun 00010 HapylieHUs 3pEeHUS TNPUMEHCHUE
HUMECYJUJa JOJDKHO  OBITh  HEMEIJIEHHO TMPEKpPAlleHO U  MPOBEICHO
o TaTBMOJIOTHYECKOE 00CTIEIOBAHHE.

[IpenapaT MOKET BBI3BIBATH 3aJACPKKY KUIAKOCTH B TKAHSX, IIOATOMY IMALMEHTaM C
apTepHAIbHON TUMNEPTEH3UEH, C MOYCUHOU W/UJIU CepAeYHON HEJOCTaTOUYHOCTHIO,
UIIEMUYECKON OO0JIe3HbI0 cepiia, 3a0oeBaHUsSIMU TMEepUDEPUISCKUX apTepuid

u/unum 1uepeOpoBaCKYISIPHBIMU 3a00JIEBAHUSIMHU, C HajduuyueM (aKTOPOB pHCKA



Pa3sBUTHS CEPAEYHO-COCYIAMCTBIX 3a00IicBaHmit
caxapHbIM JUa0ETOM, y KypsIIUX) HUMECYJIUJ CIEIyeT MNPUMEHATh C 0CO00it
OCTOPOKHOCTBIO. B ciydae yXyAlIEHUS COCTOSIHUS JICUEHUE HUMECYIIUI0M
HEOOXOMMO MTPEKPATUTH.

Kimandeckue uccineaoBaHus U SMUAEMUOIOTHYECKUE JaHHBIE TTO3BOJIAIOT CAEIATh
BbIBOJT 0 ToM, uto HIIBII, 0cOOCHHO B BBICOKHX J103aX W MPH JIUTEILHOM
MPUMEHECHUHU, MOTYT IIPUBOJAUTH K HE3HAUYUTEIBHOMY VYBEIMYCHUIO PHUCKA
BO3HMKHOBEHUsI MH(papKTa MHOKapAa WIM HWHCYJbTa. {7 MCKIIOYEHHUs pHcKa
BO3HUKHOBEHUS TaKUX COOBITUH TMpU TNPUMEHEHHM HUMECYJIWJa JaHHBIX
HEJIOCTATOYHO.

[Ipy BO3HHMKHOBEHHM MPU3HAKOB «IPOCTYIAb» WIM OCTPOU peCHUpaTOpHO-
BUPYCHOM HH(QEKIMU B MpOIEcce MPUMEHEHUS HHUMECYJIHJa NpUeM Ipernapara
JTOJKEH OBITH ITPEKpAIlCH.

Humecynun MOXeT W3MEHSTh CBONCTBA TPOMOOIIMTOB, MOITOMY HEOOXOIUMO
coOJIo1aTh  OCTOPOXKHOCTb  MOpH  NPUMEHEHHM  TIpernapata y JUI  C
reMOpparuyeckKiuM JUaTe30M, OJJHAKO MperapaT He 3aMEHsIET MPOPUIAKTUIECKOTO
JNEUCTBUS  AUETWICATULUMWIOBOM  KHCJIOTBI  NPU  CEPACYHO-COCYIAUCTBIX
3a00JICBaHUSIX.

[Toxxuiible TAIMEeHThl OCOOEHHO TOJIBEP)KEHBI HEOJIArOMpUATHBIM PEaKIMUsIM Ha
HIIBII, B TOM w4wncie, PUCKY BO3HHUKHOBEHHS KEIYAOYHO-KUIIECYHBIX
KpOBOTEUCHM U mepdopaiuii, yrpokaroliuM >KW3HU TMalUeHTa, CHIKCHHUIO
byHKIIUN mouek, TneuyeHu W cepaua. llpu mpueme HuUMecynuaa ajis AaHHOMN
KaTerOpuH MalMeHTOB HEOOXOUM HaJIJIeKAITUN KIMHUYECKUM KOHTPOJIb.
HNmeroTcss naHHbIE O BOSHUKHOBEHUH PEIKUX CIIYYaeB TSKEIIBIX KOXKHBIX PEAKLIHMI
(Takux Kak OHKCPOJMATUBHBIA JepMaTtuT, cuHapoMm CTuBeHca-l)KOHCOHA,
TOKCUYECKUM ASnujiepMalibHblid Hekponu3) npu npueme HIIBII, B ToM uwucne u
HuMmecynuaa. [Ipu nepBbIX NPOSIBICHUSAX KOKHOW ChIMHU, NOPAKEHUU CIU3UCTHIX
000JI0YEK WU JPYTUX MpU3HAKAX AJJIEPTHUYECKON peakiuyd MPUeM HUMECYJua

CJIeaAyeT HEMCAJICHHO ITPCKPATUTD.
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TpumeHeHue mpenapata MoxeT —drpuuatelbro-—sastts © = Skdiidkyio

GbepTIIBHOCTh U HE PEKOMEHIYETCS KEHIMHAM, TUIAHUPYIONUM OepeMEHHOCTH
(cm. paznen 4.6).

4.5. BzauMmojeiicTBUe ¢ APYrdUMHU JIeKAPCTBEHHBIMH NpenapaTtamMu W Jpyrue
BHU/IbI B3aHMO/IeiiCTBHUS

[ moxoxopmuxocmepouost

[ToBBIITAIOT PUCK BO3HUKHOBEHUS APO3UBHO-SI3BEHHOTO MOPAKECHHS >KEITyJA0YHO-

KHIOCYHOI'O TPAKTa UJIN KPOBOTCUCHUS.

Aumumpomboyumapmuvie cpedcmea U CeleKmugHbvle UHSUOUMOPLL 00PAMHO20
3axeama cepomonuna (SSRIs), Hanpumep, (IIyOKCETHH, YBEIMYUBAIOT PHUCK

BO3HUKHOBCHHA KCITYTOIYHO-KHUILICYHOTO KPOBOTCUYCHUS.

Anmuxoazynanmol

HIIBII MoryT ycunuBaTh IeWCTBUE aHTUKOATYJSIHTOB, TAaKMX Kak BaphapuH WU
npenapaToB, OO0JaJalOMIUX AaHTUTPOMOOLIMTAPHBIM JEHCTBUEM, TaKUX Kak
aleTWICATMIWIOBass KUCHoTa. M3-3a MOBBIIEHHOIO pUCKAa KPOBOTEYEHUW Takas
KOMOMHAIMS HE PEKOMEHAYeTCS TalMeHTaM C TSKEIbIMU HapyIICHUSMU
Koaryysiui. Ecnu  KOMOMHUPOBaHHOW Tepanudu BCE K€ HENb3sl H30eXaTh,
HEOOXOJMMO TPOBOJUTH TIHIATEIBHBIA KOHTPOJIb IMOKa3aTee CBEPTHIBAEMOCTH

KpPOBHU.

Jlpyeue necmepouomnvie npomusosocnanumenvuvie npenapamol (HIIBII)
OHOBpEMEHHOE MPUMEHEHHE HUMECYJIUI-COAEpKAIIMX IIpenapaToB ¢ APYrUMU
HIIBII, Bxtouas aneTuICaIUIIMIOBYO KUCIOTY B pa3oBoil no3e Oosnee 1 r unu B

CYTOYHOM 103e Oonee 3 T, He PeKOMEHTyeTCH.

Jluypemuxu

HIIBII moryT cHMXkaTh JEeHCTBUE JUYPETUKOB.
VY 310pOBBIX JA0OPOBOJIBLIEB HUMECYJU BPEMEHHO CHMKAET BBIBEJCHUE HATpUs
noJ AeiicTereM (pypocemMuaa, B MEHBIIIEH CTENIEHU — BhIBEICHUE KaJlHsl, U CHUXKAET

COOCTBEHHO AUypeTHUeCKU 3PdeKT.
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e TpuBoAnT K

OI[HOBpeMeHHOG IMPUMCHCHUC HHNMC(

YMEHbIIIEHUIO (MpuOau3uTeabHo Ha 20 %) mioiaaym noa KpUuBOW «KOHIEHTpaIUs -
BpeMs» (AUC) M CHIDKEHHMIO KyMYJSITUBHOM »Kckpeuuu @ypocemuaa 6e3
W3MECHEHHS TOYEYHOTro KiaupeHca ¢ypocemuna. OTHOBpEMEHHOE TPUMEHEHUE
dbypoceMuia U HUMECYIUa TPeOyeT OCTOPOKHOCTH Y MAIIMEHTOB ¢ TOYEYHOU UITH

CCpI[C‘IHOﬁ HCOOCTAaTOYHOCTBIO.

Hneubumopul aneuomensunnpespawjaroujeco pepmenma (AII®) u anmaconucmol
peyenmopos arveuomensuna Il

HIIBII moryT cHMKaTh AEHMCTBUE T'MIOTEH3MBHBIX NpPENapaTroB. Y ITAMEHTOB C
MOYEYHOU HEJOCTATOUHOCTBIO JIETKOW M CpeHEN CTeneHU (KIMPEHC KpeaTMHUHA
30-60 ™mi/MHH) Tpd OJAHOBPEMEHHOM MpPUMEHEHMH HWHTHUOUTOpoB AllD,
AHTAarOHUCTOB PELENTOPOB aHTMOTeH3MHA Il W cpencTs, MONABIAIONIUX CUCTEMY
nukiookcurenasbl (HIIBII, anTuarperanTsl), BO3MOXHO JajbHEHIICe YXYIIICHUE
(GYHKIMM [TOYEK U BO3SHUKHOBEHHE OCTPOI MOYEYHOM HEAOCTATOYHOCTH, KOTOpas,
KaK MpaBUJI0, ObIBAET OOpaTUMOW. DTU B3aUMOACHCTBUSL CIEAYET YYUTHIBATH Y
NAIMEHTOB, MPUHUMAIOUINX HUMECYIH] B coueTaHuu ¢ uHruouropamu AIl® umm
aHTaronucramu penentopoB anruoreHsuHa |Il.  I[lostomy onHOBpeMeHHOE
IIPUMEHEHUE JTUX IIPENaparoB CJIEAYeT OCYIIECTBIATh € OCTOPOXKHOCTBIO,
OCOOCHHO y MOXXWJIBIX MalMeHTOB. IlalueHTsl MOJKHBI MOJy4YaTh JOCTATOYHOE
KOJMYECTBO  JKUAKOCTH, a T[OYEYHYI0 (YHKIHMIO CIEQYeT TIIATEeJIbHO

KOHTPOJIMPOBATh B CJIy4ae OJJHOBPEMEHHOTO IPUMEHEHUS.

Mughenpucmon
B cBs3u ¢ TeopeTMUecKuM PUCKOM H3MEHEHHs 3((HEKTUBHOCTH MHU(EnpHUCTOHA
MO/ BJIMSIHUEM HWHTHOMTOPOB cuHTe3a mnpoctarmanauHoB, HIIBII ne cmemyet

MPUMEHSTH paHee, ueM yepe3 8—12 cyTok mocie oTMeHbl MU(DETPUCTOHA.

IIpenapamol tumus

Nmerorcsa nannsie 0 ToM, yto HIIBIT yMeHbIIalOT KIIMPEHC JIUTHUSA, YTO IPUBOJIUT
K IOBBIIIECHUIO KOHLEHTPALMM JIMTHS B IUIa3M€ KPOBU M €ro TOKCHYHOCTH. [Ipm
IIPUMEHEHUU HUMECYJIM/A y MAlUEHTOB, HAXOJAUXCA Ha Tepalluy Mpernaparamu
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11a3Me KpOBH.

IIpouue 83aumodeticmeus

KinHn4eckn 3HAYMMBIX B3aUMOJICUCTBUN C 2AUOEHKIAMUOOM, MEOPUITUHOM,
OU2OKCUHOM, WUMEMUOUHOM U AHMAYUOHBIMU npenapamamu (HATPUMED,
KOMOUWHAIIMs aJJIOMUHMS U MarHus TUAPOKCHJIOB) HE HA0JI01aJ10Ch.

Humecynua nogasmnsier aktuBHOCTh n3odepmenta CYP2C9. Ilpu ogHoOBpeMeHHOM
OPUMEHEHUU C HHUMECYJIMJIOM IIPEnapaToB, SBISIIOIMIMXCS CyOcTpaTaMH 3TOrO
(dbepMeHTa, KOHIIEHTPALHS MOCIEAHUX B IJIA3ME MOYKET MOBBIILIATHCS.

[Ipy Ha3HaYEeHMN HUMECYIJIMIA MEHEE 4eM 3a 24 yaca JO WIH IOCIe MPUMEHEHUS
mMemompeKkcama TpedyeTcsi COONI0IaTh OCTOPOXKHOCTh, TaK KaK B TAKUX CIIydasx
KOHLIEHTpalusi METOTpeKcaTa B IUIa3M€ KPOBU M, COOTBETCTBEHHO, TOKCHYECKHE
3p¢deKkTbl MOryT TMOBbILIATBCA. B cBiI3M ¢ JeHCTBUEM Ha IOYEYHbIE
MPOCTarjiaHIuHbl, UHTUOUTOPHI CUHTETA3 MPOCTArJIaHJAMHOB, K KaKUM OTHOCHUTCS
HUMECYJIN]I, MOTYT HOBBIIIATh HE(YPOTOKCUUYHOCTh YUKIOCHOPUHOB.
WccnenoBanust in Vitr0 moka3aiii, 4TO HUMECYJIUJI BBITCCHSCTCS W3 MECT
CBSA3BIBAHUS  MOJAOYMAMUOOM, CATNUUUIO0B0I KUCAOMOU U BATbNPOEBOU
Kucaomoi. HecMOTpsi Ha TO, UTO JaHHbIE B3aWMOJAEUCTBUSA ObUTH OMNPEICIICHBI B
ma3Me KpoBHU, yKazaHHbIe d((PEeKThl HE HAOMIOJANMNCHh B MPOIECCe KIMHUYECKOTO
NpUMEHEHUS ITpenapara.

4.6. PepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTAIIUA

bepeMeHHOCTE

Kak u npyrue mnpenapatel u3 kiacca HIIBII, koTtopble UHTHOUPYIOT CHUHTE3
IIPOCTAIJIAaHAWHOB, HHUMECYJHJ MOXKET OTPULATEIBHO BIUATH HA TEYCHUE
OCpeMEHHOCTH W/WJIM Ha pa3BUTHE HMOPHOHA M MOXKET TNPUBOJIUTH K
IIPEXKICBPEMEHHOMY 3aKPBITHIO apTEPUATIBHOTO IIPOTOKA, TUIIEPTEH3UU B CUCTEME
JETOYHON apTepuM IUIOAA, HapyWIEeHUI0 (YHKIUU [I0YEK, KOTOpPOE MOMKET
[IEPEXOAUTh B MOYEUYHYH HEIOCTATOYHOCTh C OJINTYPUEH Y IUI0JA, K MOBBILIECHUIO
pUCKa KPOBOTEUEHHM, CHWKECHHIO KOHTPAKTUJIBHOCTH MAaTKH, BO3HMKHOBEHHIO

nepudeprudyeckux OTeKOB Yy wmatepu. llpumeHeHue HuMecynuaa B TEPHOJ
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OepeMEHHOCTH MNPOTUBOINOKa3aHo. [IpuyveHneHun
20-o0if Hemenu OEPEMEHHOCTH MOJXKET NMPUBOAUTH K PA3BUTHIO MAaJOBOIWS W/WIIA
MaTOJIOTHHU MMOYEK Y HOBOPOJXKJICHHBIX (HeOHATaJ bHAs MoYeyHast TUCHYHKIIHS).
JlakTanus

[IprMeHeHrne HUMECYIIHU/Ia B TIEPUO TPYAHOTO BCKapMJIIMBAHUS MPOTHUBOIIOKA3aHO.
[Tpy HEOOXOAMMOCTH JICUCHUS MPEIapaToM IPyAHOE BCKapMIIMBAHHE HEOOXOIUMO
MIPEKPATUT.

DepTHILHOCTE

[Ipumenenne nmpemapaTa MOXKET OTPHUIIATEILHO  BIUATH HAa  JKCHCKYIO
(bepTIIIBHOCTh U HE PEKOMEHIYETCS KEHIITMHAM, TUIAHUPYIOITIM O€pEMEHHOCTb.
4.7. BaiusiHne Ha CHOCOOHOCTH YNPABJSTh TPAHCHOPTHBIMH CpPeACTBAMHM H
padorarb ¢ MEXaHU3MAMHU

Biusiaue HuMecynuaga Ha CHOCOOHOCTh K YIPaBISCHUIO TPAHCIIOPTHBIMU
CpeJCTBAaMH M MEXaHU3MaMH HE HM3y4dalloCh, OJIHAKO, YUMUTHIBAS HEXeIaTeIbHbIC
peaKIuu CO CTOPOHBI HEPBHOW CHCTEMBI (TOJIOBOKPYKEHUE, COHIMBOCTH), CIICTYET
BO3JICP)KATHCS OT YNPABJICHUS TPAHCIIOPTHBIMHU CPEJICTBAMU M 3aHATHS JAPYTHMU
MOTCHITMAIBPHO OMACHBIMA BHJIAMH JCATEIBHOCTH, TPEOYIOIIMMH TTOBBITIICHHON
KOHIICHTPAIIU! BHUMAHUS U OBICTPOTHI IICUXOMOTOPHBIX PEAKIIHM.

4.8. HexxenarebHble peakiuu

PesroMme HeXenaTeIbHBIX DEAKITUN

YacToTa BO3HUKHOBEHUS HEXKEIATEIbHBIX PEaKIUil ONpeIelisiiach B COOTBETCTBUH
¢ wiaccudukanuein Bcemupnoit Opranuzanuu 31paBOOXpaHEHHUs: OYE€Hb 4YacTO
(= 1/10); gacto (= 1/100, o < 1/10); neuacto (= 1/1000, Ho < 1/100); peako
(>1/10000, O < 1/1000); ouenp penko (< 1/10000), wacrota Hew3BecTHa (Ha

OCHOBAHHWHU UMCHOIIUXCSA JaHHBIX OLICHUTDH HGBO3MO)KHO).

Hapywenus co cmoponul kposu u numgamuueckou cucmemvl
Peoko: anemus, 203uHOGUINS, TEMOPpPATUH.

Ouenb peoKo: TPOMOOIUTOTICHHUS], NaHLUTOIICHUS, nypmnypa

Tp0M6OI_II/ITOHeHI/I‘-IeCKa$I, YAINMHCHHUEC BPCMCHHN KPOBOTCUCHMNA.
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COOTBETCTBYET 3KI

CNEPTHOMY OTUYETY
2 052024 Nz 9940
(NOCNEOOBATENEHOCTE 0001)

Hapywenus co cmoponst ummynnou cucmemsl

Peodko: peakuny runepyyBCTBUTEIBHOCTH.

Quenvb pedko. aHapUIAKTOUTHBIE PEAKIIUH.

Icuxuueckue Hapyuienusl

Peoko: YYBCTBO CTpaxa, HCPBO3HOCTb, HOYHBIC «KOIIMAPHBIC) CHOBUIACHUAI.

Hapywenus co cmoponst nepsnoii cucmemvl
Heuacmo: TONOBOKPYKEHHE.

Quenwb pedko: TOJIOBHAs 00J1b, COHIMBOCTD, dHIIe(anonatus (cuaapom Peiie).

Hapywenus co cmoponvl opeana 3penus
Peoko: HeueTKoCTh 3peHusl.

Quenb pedko: HapYILIEHUE 3PEHUS.

Hapywenus co cmoponwsl opeana ciyxa u nabupunma

Quenb pedko: BEPTUTO.

Hapywenus co cmoponwl cepoya

Peoxo: Taxukapausi, olyeHue cepaieOueHus.

Hapywenus co cmoponwt cocyoos
Heuacmo: noBblllIeHHE apTEPUATIBHOTO JIaBJICHUS.

Peoko: n1abubHOCTH apTEpUATBLHOTO JTABJICHHUS, «ITPUJIMBBDY KPOBHU K KOXKE JIMIIA.

Hapywenus co cmopoHvl OvbixamenvHOU cucmemsl, 0peaHo8 cpyOHOU KIemKu U
cpedocmeHust
Heuacmo: onpika.

Quenwb pedko. 060CcTpeHre OPOHXUATLHON aCTMbI, OPOHXOCIIA3M.

Kenyoouno-kuuieunvie HapyuleHus
Yacmo: nuapesi, TOIIHOTA, PBOTA.
Heuacmo: 3amop, MeTeOpu3M, TacTpUT, >KEIyJA0YHO-KUIIEYHOE KPOBOTEUYEHHE,

s3Ba W/ niepdoparus KemyaKa i IBeHAAIMATHIICPCTHON KUTITKH.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
3 124 M= 9940

MoOc
Ouenwv pedko:. 6011 B KUBOTE, JTUCIICIICH CTOMATHT,

Hapywenus co cmoponsl neuenu u senuesvigoosuux nymetul
Yacmo: NOBBIIEHHE aKTUBHOCTH «II€YEHOUYHBIX» (DEPMEHTOB.

Quenb pedko:. TENaTUT, MOJTHUCHOCHBIN ((DyTbMUHAHTHBIN) TemaTuT (BKIIOYAS

JICTAJIbHBIC I/ICXO,ZII)I), KCIITYyXa, X0JICCTAas.

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

Quenv _pedko: KpaluBHHIA, AHTMOHEBPOTHMYECKUM  OTEK, OTEK JIMIIA,

MHoropopmHass  sputeMa, cuHapoMm CTuBeHca-/[DKOHCOHA, TOKCHUYECKUU

AMUACPMaIIbHBIN HEKpou3 (cunapom Jlaiienna).

Hapywenus co cmoponsl nouex u Mouesvl8005uux nymetl

Peoko: nuzypusi, remMatypusi, 3aiepKKa MOYEUCITYCKAHUS.

Quenb _pedxo. TOUEYHAST HEIOCTATOYHOCTh, OJIUTYpPUS, HHTEPCTUIIUATBHBIN

He(PUT, TUNEPKATTUEMHUSI.

Obwue HapyweHus u peakyuu 8 Mmecme 66e0eHuUs
Heuacmo: nepudepudeckue OTeKu.
Peoxo: nenomoranme, acTeHusI.

Quenb pedko: TUTIOTEPMHUSL.

COO6I].ICHI/IC 0 IMOAO03PECBACMbBIX HCKCIATCIIbHBIX PCAKIINUAX

Baxxno cooOmars O TMOAO03pEBAaEMBbIX HEXKENATENbHBIX PEaKIHUAX IMOCIe
perucTpauy Tpernapara C IeIbl0 00eCIeUueHUs HEMPEepPhIBHOTO MOHHTOPHHTA
COOTHOIIICHMSI «I0JIb3a — PHUCK» JIEKAPCTBEHHOTO Tpemnapara. MeauiuHCKIM
paboTHUKaM  pPEKOMEHIYyeTCs  coo0marh O  JIFOOBIX  MOJI03pEBaEMBbIX
HEXEJIAaTeNbHBIX PEeaKIUAX JIEKApCTBEHHOTO Tperapata dYepe3 HaIMOHAIbHbBIE
CUCTEMBI COOOIIEHUSI O HEXKENATeIbHBIX PEaKIHUsIX TOCYAapCTB — UICHOB

EBp&SPIfICKOFO 9KOHOMHNYECCKOI'0 COrO3a.
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Poccniickas ®@enepanms

depnepanbHas ciayx0a 1mo Haa3opy B chepe 3apaBooxpanenus (PocznpaBHaazop)
Anpec: 109012, r. Mocksa, CinaBsgHcKasi miomap, 1. 4, ctp. 1.
Temedon: +7 (800) 550-99-03

DnekTpoHHas nodta: pharm@roszdravnadzor.gov.ru

Caiir B HMHQOpPMALMOHHO-TEIEKOMMYHUKAIIMOHHON  cetu  «MHTepHeT»:

https://www.roszdravnadzor.qov.ru/

4.9. Ilepeno3upoBka

CuMIOTOMBI

AmnaTtusi, COHJMBOCTH, TOIIHOTA, PBOTAa. BO3MOXHO pa3BUTHE KEIYJOYHO-
KHUIIEYHOTO KPOBOTEUEHMS, a4 TAKXKE IMOBBIIICHUE apTEPUAIBHOTO [IaBJICHUS,
pa3BUTHE OCTPOM MOYEYHOW HETOCTATOYHOCTH, YTHETCHUE JbIXaHUS.

Jleuenue

Cumnromaruyeckoe. Crenuduueckoro aHTUI0Ta HET. B citydae, eciam cUMMITOMBI
MEPENO3UPOBKM BO3HHMKIMA B TE€YECHHE 4-X 4YacoB MOCJE IpueMa Ipernapara,
HEO0OXOJMMO BBI3BaTh PBOTY, MPUHATH aKTHUBUPOBaHHBIA yronb (60-100 r mms
B3POCJIOTO YEJIOBEKA) U OCMOTHYECKHE crnaduTenbHbie. DopcrupoBaHHbIN ANYype3 U

remoiuanu3 Hed(hPEeKTUBHBI U3-3a BRICOKOW CBSI3U MIperapara ¢ OeKamu.

5. PAPMAKOJIOT'MYECKUE CBOMCTBA

5.1. @apmakoaMHAMHYECKHE CBOMCTBA

dapmakoTeparneBTHIeCKas rpynma: MIPOTUBOBOCITATTUTEIHHBIC U
MIPOTUBOPEBMATHYECKHE TIPETapaThl; HECTCPOUIHBIE MPOTHBOBOCIAIIUTEILHBIC U
MPOTUBOPEBMATUYECKHE npenaparsl; pyrue HECTEPOUTHBIC
MIPOTUBOBOCIIAJIUTEIBHBIC U TPOTUBOPEBMATHUYCCKHE ITPEITapaThl.

Kon ATX: MO1AX17.

MexaHu3M JercTBUA ¥ (hapmakoauaamMuueckue 3¢hheEKTh

Humecynuy sBIsSCTCS HECTCPOUIHBIM, MPOTHBOBOCIAIUTEIBHBIM CPEJICTBOM U3
kjacca cyiabhoHamMunoB. Oka3pIBaeT MPOTUBOBOCHAIUTENBHOE, 00€30011BaOIIEe

U ’KapOTOHIKaroIee JeHCTBHE.
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B otnuuue ot HecenektuBHbIx HIIBII, H
nukinookcurenaszy-2 (I1OI'-2), TOpMO3UT CHHTE3 MOPOCTArJaHIUHOB B oOvare
BOCIMAJICHUS; OKa3blBA€T MEHEE BBIPAKEHHOE YrHETAIolee BO3JCUCTBUE Ha
ukiIookcurenasy-1 (L{OI-1).

5.2. ®apMaKoOKMHeTHYECKHE CBOMCTBA

AOcopOuus

Humecynun  Xxopomio  BCachlBaeTCsl U3 JKEIYJOYHO-KUIIEYHOTO  TpakTa.
MakcumanbHasi KOHLEHTpanusi B 1mia3Me KpoBU (Cmax) MOCIE MEpOPaTbHOTO
npruemMa OJHOKpaTHOM 103bl HUMecynuaa (100 Mr) qocturaercs B CpeIHEM uyepes
2-3 yaca u coctaBiseT 3—4 Mr/mi.

Pacnopenenenne

CBs3p ¢ OenkaMu 1ia3mMbl KpoBU — 110 97,5 %. IlpoHUKaeT B TKaHM >KEHCKHUX
MOJIOBBIX OPTraHOB, TIJe IIOCJA€ OJHOKPAaTHOTO IIpHeMa €ro KOHIICHTpaIus
cocTtaBiisieT 0kojo 40 % OT KOHIEHTpallud B IIa3Me. XOpOIIo IMPOHUKAET B
KHCIyI0 cpeay ouara BocrajcHus (40 %), CHHOBHAIBHYIO >KHIKOCTH (43 %).
Jlerko mpoHUKAET yepe3 TMCTOreMaTHIEeCKHUEe Oaphephl.

buorpancdhopmarus

Humecynun akTMBHO MeTa0OJM3UPYETCS B MEUEHH TPHU MOMOIIU U30(hepMeHTa
mutoxpoma P450 CYP2C9. CymectByeT BO3MOXKHOCTh —JIEKaPCTBEHHOTO
B3aMMOJICUCTBHS HUMECY/IUAA TTPH OJHOBPEMEHHOM NPUMEHEHHUH C TIperapaTaMH,
Metabommsupyromumucsa u3opepmMeHToM CYP2C9. OcCHOBHBIM METa0OJIUTOM
sBIsIeTCsl (DapMaKOJOTUYECKH aKTHBHOE MaparuApOKCHIIPOU3BOIHOC HUMECYIIH 1A
— TUJIPOKCUHUMECYIIUT, 00OHAPYKUBAIOIIUNCS B IJIa3Me KPOBU MPEUMYIIIECTBEHHO
B KOHBIOTUPOBAHHOM BHJIC, B BUIC TITIIOKYpOHATAa.

DIIMMUHAIIS

[lepuon monyswiBenaenus (T'%2) Humecynmuma oxono  1,56—4,95  daca,
ruapokcuanMmecynuaa — 2,89-4,78 yvaca. Humecynun BBIBOIUTCS W3 OpraHU3Ma
raBHbIM ~ oOpazom  moukamMu  (okono 50 %  OT  OpUHATOM  J03BI).
['mapokcHHUMECYIU] BBIBOAUTCSA MmoukamMu (65 %) u ¢ xemupto (35 %),

MOJIBEPraeTcsl SHTEPOrenaTUIECKON peHUPKYIISILIUY.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 22.05 2024 N= 9340

(MOCNEOCBATENEHOCTE 0001)

OcoObI€ TPYIIIBI HAIIMEHTOB

Tayuenmwi ¢ Hapywenuem Qyukyuy novex

B KpaTKOCpOYHOM UCCIIE€IOBAHUU, TPOBEACHHOM Yy TMAaIMEHTOB C IOYEUYHOU
HEJIOCTAaTOYHOCTHIO JITKOW M CPEIHEH CTETICHW TSKECTH (KIUPEHC KpeaTHHWHA
30-60 mn/muH), Cmax HUMECYJIHMIA U €r0 OCHOBHOTO MeTaboJIMTa ObUIM HE BBIIIIE,
gyeM y 310poBbIX 100poBoibiieB. AUC u TV 6butn Ha 50 % BbIIIe, HO HAXOAWIHCH
B npeaenax 3HadueHnid AUC u TY2, HaOII0gaeMBIX Y 30POBBIX TOOPOBOJIBIICB Ha
dbone npumeHeHuss HuMecynuiaa. [loBTOpHOE MNpUMEHEHHWE HE TPUBOIWIO K
KyMYJISIITIA HUMECYITUIA.

llayuenmul nodxxcunozo eospacma

dapMaKOKMHETUYECKUM TPO(PMIb HUMECYNIHJa Yy JIHI] MOXWIOrO0 BO3pacTa He

HU3MCHACTCA IIPpU MIPUMCHCHUU OJJHOKPATHBIX U MHOFOKpaTHBIX/ ITOBTOPHBIX J103.

6. PAPMAIIEBTHUYECKHE CBOMCTBA

6.1. [lepeueHb BcioMOraTe/ibHbIX BellIeCTB

Kanbuus ruapodocdara quruapar

Kpaxman Kykypy3HbIi

Lentono3a Mukpokpuctamueckas 101
Kap6okcumerunkpaxman Hatpus (T A)

Marnus creapar

Kpemnaust inokcu1 KOJIOUTHBIN

Tanbk

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHUs1)

2 roxa.

6.4. Oco0Obie MepbI MPEIOCTOPOKHOCTH IIPH XPAHEHUH
XpaHuTh B OpUTMHAJILHON yHakoBKe (Mauke) npu temmeparype He Boiie 25 °C.

6.5. Xapaxkrep u coaep:kaHue NePBUYHON YIIAKOBKHU
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COOTBETCTEYET 2KLCIT :'_—:: "--'11'-"' OTUYETY
ot 22.05 .-_._.._4 Nz 9 _l

[To 10 umu 15 TabneTok B KOHTYPHYIO ﬂqgmco?svﬁ) 'VhaKolisKV -3 "iidhcu

MOJIMBUHUIXJIOPUAHON U (POIBIY aTIOMUHHEBON MEYATHOM JTAKUPOBAHHOM.

[Io 1, 2 nnu 3 KOHTYpHBIE SYEHKOBBIE YIIAKOBKM BMECTE C HMHCTPYKLMEH II0
MEIUIMHCKOMY PUMEHEHHUIO TOMEIIAIOT B NAYKy U3 KapTOHA.

6.6. OcolObie MepbI MPEIOCTOPOKHOCTH NMPU YHUYTOKEHUH MCIIOJIb30BAHHOTO
JIEKAPCTBEHHOI'0 Npenapara Wid OTX0A0B, IOJYYEHHBIX MOC/Ie¢ NPUMEHEHHUS
JIEKAPCTBEHHOI'0 Npenapara u Apyrue MaHUMYJISIUH C PenapaTom

OcoOble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOTI'O YAOCTOBEPEHUSA
Poccuiickaa ®Oenepanus

000 «Popmyna-dOP»

109443, r. MockBa, Bonrorpajckuii mpocmnekT, gom 139, oduc 10.

Ten.: +7 (495) 740-87-38

OnekrponHas nmoyra: formula_fr@pastmail.ru

7.1. IlpeacraBuTtejib Jep:kaTedsi PerducTPAlMOHHOIO YJIOCTOBEPEHUS HA
Tepputopun Corosa

ITperen3un noTpeduTeIel HAIPABIATH IO AJIPECY:

Pocculickaa ®enepanus

AO «ABBA PYC»

121614, r. Mockaa, yi. Kpsutatckue Xoawmsi, 1. 30, koprr. 9.
Ten./daxc: +7 (495) 956-75-54

OnektponHas noyra: drug.safety@avva-rus.ru

8. HOMEP PETMCTPAIIMOHHOTI' O YAOCTOBEPEHUA

9. JATA TNEPBUYHOI PETMCTPALIMUA (IIOATBEPKIEHMS
PETUCTPALIMM, IEPEPETUCTPALIAN)

JlaTta nnepBoM perucTpauu:
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COOTBETCTBYET 3KCMNEPTHOMY OTUETY
ot 22052024 N° 9940
(NOCNEACBATENEHOCTL 0001)

10. JATA IEPECMOTPA TEKCTA

OOmiasi XxapakTepucTUKa JieKapCcTBEHHOro mpemapata Humecynua poctynmHa Ha
uHbOpMAIlMOHHOM  TopTasnie  EBpasuiickoro  3KOHOMHYECKOTO  COI03a B

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