COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 18.12 2025 Nz 31523

OBIIASI XAPAKTEPUCTHKA JEKAPCTBEHHOTO IPEAAPATA "

1. HAMMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA

Humecynmuna-Axpuxun, 100 mr, TabmeTKH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JlelicTByIO1I€E BEIIECTBO: HUMECYIIU/I.
Kaxxmast Tabnerka cogepxut 100 Mr Humecynuma.

BemecTBa, Hammuue KOTOPHIX HAJO0 YYHMTHIBaTh B COCTaBe JICKAPCTBEHHOTO Mpemnapara: JIaKTo3a,
Hatpuii (cm. paznen 4.4.).

[TonHbIi epeyeHb BCOMOTaTeIbHBIX BEIECTB IPUBENICH B pazzaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

Kpyruiblie, TBOSKOBBIMYKJIIbIE TAOMETKH OT CBETIIO-KEITOTO 0 HKEJITOTO L[BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusl K NPUMEHEHHUIO

[Ipenapar Humecynua-AKpuxuH moKa3aH K MPUMEHEHHUIO Yy B3POCIBIX B TIOJPOCTKOB B BO3PACTE OT
12 no 18 ner ansg cuMOTOMATHYECKOW Teparuu, YMEHBIIICHHs 0O M BOCTIAJICHUS TIPU:

— 0011 B HWKHEN YaCTH CIIMHBI U/HIIH 00JIACTH MOSICHUIIBI,

— 00JICBOM CHHIPOME, CBS3aHHOM C 3a00JIEBAaHUSIMHU OMOPHO-BUTATEIHHOIO armapara, B TOM
YuCie TCHAUHUTaMH, OypCUTaMH;

- 6OHI/I npu yum6ax, PACTAKCHUAX CBA30K U BBIBUXAX CYCTABOB;
— 3yOHOIi 60mH;

— ocreoapTpose (ocTeoapTpuTe) ¢ OOIEBHIM CHHAPOMOM;

— IEPBUYHOU AJILIOJUCMEHOPEE.

[Ipemapar He OKa3bIBaCT BIMAHHUS HA IMPOrPECCHPOBAHUE 3a00JEBAHUS U PEKOMEHIYETCS IS
WCIIOJIb30BaHUs B KaUECTBE Iperapara BTOPOU JIMHHH.

4.2. Pe:kuM 103MPOBaHMSA U CIOCOO MPUMEHEeHHUsl

PexxuM mo3upoBaHus

100 mr (1 Tabnerka) 2 pa3a B JICHb.
MakcumainbHas cyrounas no3a — 200 mr.

JUnisi yMEHBIIEHUS BEPOATHOCTU PA3BUTHUA MOOOYHBIX SPQPEKTOB PEKOMEHAYeTCs MPUHUMATh
MUHHUMAJIbHYIO 3(Q()EKTUBHYIO 103y B TEYEHUE MUHUMAJIBHO KOPOTKOI'O BPEMEHH.

MakcumaibHasi IpOAOIKUTENIBHOCTD Kypca — 15 nHeid.
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Oco0bI¢ rpynIIbl NAHEHTOB

Jluya noscunozo ospacma

JlumaM nouiIoro Bo3pacra He TpeOyeTcst KOpPEeKIM 035l JIEKApCTBEHHOTO Mperapara.

Iayuenmoi ¢ noueunol HeOOCMAMOYHOCMbIO

VY manueHToB C MOYEYHOW HEIOCTATOYHOCTHIO JIETKOH M YMEPEHHOW CTEICHH TSIKECTH (KIUPEHC
kpeatuarHa [KK] 30-60 Mi/mMuH) KoppeKuu 10361 He TpedyeTcs, MalueHTaM C TSHKEION MoYeyHOM
HenoctrarouHocThio (KK mMenee 30 mii/MuH) HUMECYIU TPOTHUBOIIOKA3AH.

Ilayuenmoi ¢ neuenoyHol HeOOCMAMOYHOCIbIO

HpI/IMeHeHI/Ie HUMECYJIMAa Y TalUCHTOB C IMEYCHOYHOM HEAOCTAaTOYHOCTBIO ITPOTHUBOIIOKA3aHO.

JleTH ¥ MOAPOCTKU

Jlemu om 0 0o 12 nem

[Ipenapar Humecynua-AKkpuxuH NpoTUBONOKa3aH y aereidt B Bo3pacte oT 0 1o 12 net (cM. pazaen
4.3)).

Iloopocmxu om 12 0o 18 nem

Pexum no3upoBanus i geteii ot 12 no 18 et (Macca tena 6omnee 40 Kr) HE OTIAMYACTCS OT PEKUMA

AO3UPOBaHUSA JIs1 B3POCIIbIX.

Cnoco0 npuMeHeHHUs

BHYTpB, II0CJI€ €1bI, 3alIuBasi 10CTATOYHBIM KOJIMYCCTBOM BOIBI.
4.3. IlpoTuBONOKA3aHUS
FI/IHep‘IyBCTBI/ITeJIBHOCTb K HHUMCECCYIMAY UWIU K JIIO6OMy U3 BCIOMOI'aTCJIbHBIX BCHICCTB,

MEePEYUCIIEHHBIX B paznene 6.1.

[TomHOEe WM HEMONHOE COoYeTaHWe OPOHXUATBHOW aCTMBI, PELUIUBUPYIOIIETO IMOJIMII03a HOCA,
OKOJIOHOCOBBIX I1a3yX U HETIEPEHOCUMOCTH alleTHIICATIUIMIIOBOM KUCIIOTHI U APYTUX HECTEPOUIHBIX
MPOTHBOBOCHATUTEIbHBIX TipenaparoB (HIIBII) (B T. u. B anamHe3e).

I'emaroTokcuueckne p€akiu Ha HUMECYJIN I B aHaMHE3€C.

OnHOBPEMEHHOE NPHUMEHEHUE C JAPYTMMHU JIEKAPCTBEHHBIMHU IIpenaparaMd € IOTEHLIUAJIbHON
renaToTOKCHYHOCTHIO (HarpuMmep, npyrumu HIIBIT).

XpoHUYECKHE BOCTIATUTENIbHBIE 3a00/IeBaHMs KullleuHuKa (6ose3ub KpoHa, si3BeHHBII KOUT) B pase
obocTpeHus.

[Teprox mocie a0pTOKOPOHAPHOTO IIIYHTHPOBAHHS.

Jluxopago4HbIi CHHIPOM MPU MPOCTYAE U OCTPHIX PECITHUPATOPHBIX BUPYCHBIX WHDEKIHSIX.
[Tomo3penHne Ha OCTPYIO XUPYPTUUYECKYIO TTATOJIOTHIO.

S3BeHHas OOJIE3HD JKETYy/IKa WIIH IBEHAIIIATUTIEPCTHOM KUIIIKK B (pa3ze 000CTpeHUsI.
Dpo3UBHO-SI3BEHHOE TIOpakeHue ey aouHo-kuiednoro Tpakra (JKKT) B aze obocTpenus.
Opo3uBHO-sa3BeHHOE nopaxkenue KKT B anamuese.

[lepdoparun uam KemynoyHO-KUIIEUHbIE KPOBOTEUCHUSI B aHaMHE3€, B TOM YHUCIIE CBSI3aHHBIC C
npenmectyonied tepanueid HITBIT.

IlepeOpoBackynsipHble KPOBOTCUCHHS B aHAMHE3€, IPyrHe AaKTHBHBIE KPOBOTCUCHHS WIIH
3a00J1eBaHus, COMTPOBOXKIAIOIINECS TTOBBIIIIEHHONH KPOBOTOUUBOCTHIO.
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Y OTYETY

Tspxenble HapyIIEHUS! CBEPTHIBAHUS KPOBU.

Tsxenast cepieuHast HEAOCTATOYHOCTb.

Tsokenas moueynas HepoctarouHocTh (KK menee 30 mi/Mun).
[Tporpeccupytoiiee 3a001€BaHUE TTOYEK.

[ToaTBepkIeHHAS THITEPTITUKEMHSL.

[TeueHoUHast HEOCTATOUHOCTD, AKTUBHOE 3200JICBAaHNE TICYCHH.
AJIKOTONIM3M, HAPKOTUYECKasl 3aBUCUMOCTb.

bepemeHHOCTH 1 IEpHUOA TPYAHOIO BCKapMiIMBaHUs (cM. pazaen 4.6.).

Jerckuii Bo3pact 10 12 ner.
4.4. OcoOble yKka3aHHMSA M Mepbl MPEeJ0CTOPOKHOCTH NPHU NPHUMEHEeHHH

[Ipenapar Humecynua-AKpUXuH cleayeT IPUMEHATh C OCTOPOKHOCTBIO TIPU:
— apTepUaIbHON THIEPTEH3UH;
—  UWIIEMUYECKOU 00JIe3HU Cepala;
— 1epeOpOoBaCKYIAPHBIX 3a00ICBaHUSAX;
— CepAeyHOM HEeJOCTaTOYHOCTH;
—  IUCTUNHAEMUN/TUTICPIUITHIEMUY;
— caxapHOM auabere;
— 3a0oneBaHUAX MepUPepUIECKUX apTEPHil;
— TeMOpparuyeckoM JHares3e;
—  KypeHUH;
— mnoueynoi HepocTaTtouHocTH (KK 30-60 mu/Mun);

— AHaAMHCECTHYCCKUX AaHHBIX O PAa3BUTHHU 3PO3HMBHO-A3BCHHOI'O IMOPAXCHUSA }KKT, HaJIn4ynuu
undexuu Helicobacter pylori;

— Y HOXWIBIX;

— nnutenbHoM npumeHenun HITBIT;

— YacTOM YIMOTPEOIICHUHU aJIKOTOJIS;

— CHCTEMHOM KpacHOM BOJYaHKE U JPYTUX CUCTEMHBIX 3a00JIEBAHUSAX COEIUHUTEIBHON TKaHH;
— JIpYTUX TSDKEJBIX COMaTUYeCKHX 3a00JIeBaHUIX;

— CONYTCTBYIOIIEH TEpamuu CIEAYIOIMMH MpenaparaMy: aHTHKOAryJISHTHI (Hampumep,
Bap(apuH), aHTHArperaHThl (HApUMEp, ALETHICATULMIOBAS KHUCIOTA, KIOMUIOIpEN),
HepopajbHbIE  IIIOKOKOPTHKOCTEPOUIB!  (HampuMep, IMPEIHU30JI0H),  CEJICKTUBHBIC
MHTUOUTOpPBl OOpAaTHOTO 3axBaTa CEPOTOHMHA (HAMpUMeEp, LUTANoNpaMm, (QIyOKCETHH,
MApOKCETHH, CEPTPAIIHH).

HexenarenbHble T0O0YHBIE APPEKTH MOKHO CBECTH K MUHUMYMY IPH MPUMEHEHUH Tpenapara B
MUHHMIBHOU 3(PPEKTUBHON /103€ MPU MHUHUMATBHOW JUTUTEILHOCTH MPUMEHEHUS, HEOOXOIUMOI
Ul KynupoBaHus 00JieBOro cuHapoma. MMeroTcst qaHHble 00 OYE€Hb PENKHUX CIIydasX Cepbe3HbIX
peakiuii co CTOPOHBI IEUEHH, B TOM YHCJIIE, CIIy4aeB JIETAJbHOTO UCX0/1a, CBSI3aHHBIX C IPUMEHEHHEM
npemnaparoB, COACPIKAINUX HHUMCCYIUN. HpI/I MOSABJICHUMX CHUMIITOMOB, CXOKHUX C IIpU3HAKaMH
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MMOPKEHUSI TEYEHU (AaHOPEKCHs, KOXKHBIN 3y, TOKEITCHUE I(J(;IXPFL'E{EQOK 'OB];)FBFJE oIa:' pBOTA,

00JIK B )KUBOTE, TOTEMHEHNE MOYH, TOBBIIIEHNE AKTUBHOCTHU «IIEYCHOUHBIX» TPAaHCAMHHA3) CIIEIyeT
HEMEJIEHHO MPEeKPaTUTh MPUMEHEHUE HUMECYNUIa U o0paTuThes K Bpady. [loBropHOE IpuMeHeHHe
HUMECYIU/Ia y TakuX IalUMeHTOB MpPOTHBOMNOKazaHo. [locie 2 Hexenb NMpHUMEHEHHs IMpernapara
HEOOXO0IMM KOHTPOJIb MOKa3zarenel PyHKIuu rnedeHu («rpancamuHasbny). CooOmaeTcst 0 peakIusax
CO CTOPOHBI TCUEHH, HMEIOUMX B OOJBIIMHCTBE CIy4yaeB OOpaTHUMBI XapakTep, Mpu
KpaTKOBPEMEHHOM NMPUMEHEHHH pernapara. Bo Bpems mpuMeHeHHs] HUMECYIH/Ia MAalUeHT JTOJIKEeH
BO3JIEPKUBATbCSl OT TpuUeMa JApyrux aHaineretukoB, Bkiatodas HIIBII (B T 4. cenexkTuBHBIE
HHTHOUTOPHI ITUKI00KcHuTeHasbl-2 [LI0T-2]).

Humecynua crenyer npuUMEHSTh C OCTOPOKHOCTBIO Y TMALUEHTOB C JKETYAOYHO-KUIICYHBIMU
3a001eBaHUSIMU B aHaMHe3¢e (S3BEHHBIN KOoJuT, 0ose3Hh KpoHa), MOCKOIBKY BO3MOXKHO 000CTpPEHHUE
THX 3a00seBaHUil. PHCK BO3HMKHOBEHHS JKEIyAOYHO-KUIIEYHOTO KPOBOTEUEHUS, MENTHYECKOU
s13BbI / iepdopanuy KeayaKa WIA JIBEHAIIATUIIEPCTHON KHIIKU IOBBINIACTCS Y TMAIMEHTOB C
HannareM si3BeHHoro nopaxkenus JXXKT (s3BeHHbIN konmuT, 6one3Hb KpoHa) B aHaMHE3e, a TakxkKe Y
MOXKUJIBIX MalMeHTOB, ¢ yBenuuenweM no03bl HIIBII, mostomMy sedeHue cieayer HauyuMHATHh C
HAaUMEHBIIEH BO3MOXKHOHM M03bl. TakuM TaIMeHTaM, a TaKXKe MalMeHTaM, KOTOPhIM Tpedyercs
OJTHOBPEMEHHOE MPUMEHEHHE HU3KUX 103 aleTUICAIULUIOBON KHUCIOTHl WIH APYTUX CPEACTB,
MOBBIIIAIONIMX PUCK BO3HUKHOBEHUS oOclokHeHH co cTtoponsl JKKT, pexomeHayercs
JIOTIOJIHUTENBHO Ha3Ha4YaTh MPUEM racTPONPOTEKTOPOB (MU30MPOCTON MM OIOKATOPHI IPOTOHHOM
nomribl). [lanmentsr ¢ 3aboneBanusmu JKKT B anamHe3e, B 0COOCHHOCTH TOXHIIbIC MAIIHECHTHI,
JOJDKHBI  COOOIIaTh Bpadyy O BHOBb BO3HHKIIKX cuMmnToMax co ctopoHbsl JKKT (ocobeHHO 0O
CUMIITOMAX, KOTOpPbl€ MOTYT CBHJETEIbCTBOBATH O BO3MOXHOM JKEIYJIOYHO-KHIIIEYHOM
KpoBoTeueHun). Humecynun cienyer Ha3HA4aTh ¢ OCTOPOKHOCTHIO MAIlMEHTaM, MPUHUMAIOIIUM
npenaparbl, yBEJIMYHMBAIOLIME PUCK  U3BI3BICHUS WIM  KPOBOTEUCHHUsS  (IlepOpajibHbIE
KOPTUKOCTEPOU/Ibl, aHTUKOATYJISHTHI, Hapumep, Bap(apuH, ceIeKTUBHbIE HHIMOUTOPBI 0OPaTHOTO
3axBaTa CEpOTOHMHA UM AaHTUTPOMOOIIUTAPHBIC areHThI, HAIIPUMED, allETHICATUIINIOBAs KUCIOTA).
B cnydyae BO3HUKHOBEHMS KETyJOYHO-KMIIIEYHOTO KPOBOTEUEHHUSI WK si3BeHHOTO nopakenust KKT
y TMAlMEeHTOB, MPUHUMAIOIINX HHUMECYIUJ, JCUCHHE IMpermapaToM HeoOXOIUMO HEMEIJICHHO
MIPEKPATUTh.

VYuuThiBas cOOOIEHUS O HApYUICHUAX 3pEHUS Yy ManueHToB, npuHuMaBmmx apyrue HIIBII, mpu
MOSBJICHUU JII000T0 HapylEHHWsl 3pEHUs NPUMEHEHHE HUMECYJIUAa JODKHO OBITh HEMEJIEHHO
MPEKPAILEHO U MPOBEACHO 0(TATBMOIIOTHYECKOE 00CIeIOBaHHE.

IIpenapar MOXKeT BbI3BaTh 3aJEP)KKY JKUAKOCTH B TKAHAX, IOITOMY MNAallMEHTaM C apTepHaIbHOU
TUIIEPTEH3UeH, C TOYeYHON U/ CEepIeYHON HEAOCTAaTOYHOCTHIO, HIIIEMUYECKOM 00Ie3HbIO cepia,
3a0oneBaHueM TmepudepruyecKux apTepuil W/WUIW 1epeOpPOBACKYISIPHBIMU  3a00JEBAaHUAMH, C
HanuyueM (aKTOpOB pPHUCKAa Pa3BUTHS  CEPACYHO-COCYIUCTHIX 3aboyieBaHMil  (Hampumep:
TUNEPIUNUIEMHUEN, CaXapHbIM AMAa0ETOM, y KypsIUX) HUMECYIU ClIeAyeT MPUMEHATh ¢ 0Co0oM
OCTOPOXKHOCTBIO. B cilydae yXynIeHus COCTOSIHUA JIeueHHEe HUMECYIHI0M HE0OX0IMMO MPEKPATHUTb.

KimHandeckue ueciaeroBaHus U SMUIECMUOIOTMYECKUE JAHHBIE TO3BOJIAIOT CIENATh BBIBOJ O TOM, YTO
HIIBII, ocoGeHHO B BBICOKMX 033X W TNPHU JUIUTEIHHOM HPUMEHEHHWH, MOTYT NPUBOIUTH K
HE3HAUUTEJIbHOMY YBEJIMYEHHUIO PUCKAa BO3HMKHOBEHMs MH(papKTa MHOKapjaa WiId MHCynbTa. Jis
UCKJIIOYCHHUS PHUCKA BO3HUKHOBEHMS TAaKHUX COOBITMHA MpHU MPUMEHEHHMM HUMECYNUIa TaHHBIX
HEI0CTaTOYHO.

[Tpy BO3HUKHOBEHUU TMPHU3HAKOB KIIPOCTYIBI» WM OCTPON PEeCHHpPaTOPHO-BUPYCHOU MHQEKIIUU B
nporecce NPUMEHEHHsI HUMECYIIUA IPUEM Mpernapara JoJKEH ObITh PEKpPalleH.

Humecynua MoxeT U3MEHSATh CBOMCTBA TPOMOOIMTOB, IO3TOMY HEOOXOAMMO COONIONATh
OCTOPOYKHOCTb IIPU IPUMEHEHHH TIperapara y JIMI ¢ TeMOPPArnyecKuM AUaTe30M, OJHAKO Mpernapar
HE 3aMeHSeT MNPOQPMIAKTUYECKOTO MACHCTBHS aleTUICAIUIIUIOBON KHUCIOTHl TPU CEPIACYHO-
COCYIUCTBIX 3a00JI€BaHUSX.
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PHUCKY BO3HHUKHOBEHHUS JKEITYJOYHO-KHILIEUYHBIX KPOBOTECUEHHUH U nepdopariuii, yrpoxKaronmx Ku3HI
NAaLMEHTa, CHUKEHNIO (yHKIMHM IOYEK, edeHu u cepaua. IIpun npueme HuMecynuaa Juisi JaHHOM
KaTerOpUU NAlMEHTOB HEOOXOIUM HaJISKAINNA KIMHUYECKUI KOHTPOJIb.

Wmerorcss naHHble O BO3HUKHOBEHHMM B PEIKUX CIIy4asX KOXKHBIX peakiuil (Takux Kak
9KC(OIMATUBHBIN JepMaTtuT, cunapoM CTuBeHca-J[KOHCOHA, TOKCHYECKHH AMHIepMabHbINA
Hekponu3) npu npueme HIIBII, B Tom uncne u Humecynuaa. [lpu mepBeIX MpOSIBICHUSX KOXKHOM
CBIIIM, TIOPAXKEHUU CIM3HUCTHIX 000JOYEK WM APYTHX MPHU3HAKAX AIJICPIrHYECKON pPeakuuu MpueM
HUMECYIIH/IA CIENYyeT HEMEMJIEHHO IPEKPATUTb.

[IpumeHeHne mnpenapara MOXET OTPULATEIBHO BIHMATH Ha KEHCKYIO (EepTUIBHOCTH U HE
PEKOMEHYeTCsl KEHIMHAM, TUIAHUPYIOIUM OEpEeMEHHOCTb.

BcrnomMorarenbHBIE BELIECTBA

[Ipenapar Humecynua-AKpUXUH CONEPKUT JAKTO3Y. JlaHHBIN JI€KapCTBEHHBIN MTpenapar He CIeAyeT
MNPUHUMATH MMAlIUCHTaM C PECAKO BCTpe‘IaIOH_IeI‘;ICH HaCHGHCTBeHHOﬁ HCTNICPCHOCUMOCTBIO T'aJIAKTO3BbI,
JIAKTa3HOM HEIOCTaTOYHOCTHIO WITH TIIFOKO30-TaJaKTO3HON MababCcopOIueii.

JIaHHBIN JeKapCTBEHHBIN MpenapaT couepKUT MeHee 1| MMonb (23 Mr) HaTpus Ha TabIeTKy, TO €CTh,
10 CYTH, «HE COIEPKUT HATPUSD».

4.5. B3aumojeiicTBHe ¢ [JPYrMMH JIeKAPCTBEHHBIMH TMpenapartamMM ¥ Jpyrue BHAbI
B3aHMMOJAeHCTBHS

I MIIOKOKOPTUKOCTEPOUILI

IIpu omHoBpemeHHoM wucnonb3oBaHun ¢ HIIBII moBbllaercss puck BO3HUKHOBEHHSI 3PO3UBHO-
a3BeHHoro nopaxenust JKKT nnm kpoBoTeueHus.

AHTATPOMOOIIMTAPHBIE CPEJICTBA M CEJCKTUBHBIE MHTHUOMTODHL OOPATHOIO 3aXBaTa CEPOTOHWHA
(Hanpumep, QIYOKCETHH)

[Ipu ogHoBpemenHoMm ucnoab3oBanuu ¢ HIIBII moBbimaeTcss puck BO3ZHUKHOBEHHUS KEITYIOYHO-
KHIICYHOI'0 KPOBOTCUCHUS.

AHTHUKOAryJIsTHTEI

HIIBIT moryT ycunuBaTh AEWCTBHE AaHTHKOAryISHTOB, TaKMX Kak BaphapuH, WM IPernaparos,
00J1a1al0MX aHTUTPOMOOLIUTAPHBIM JIEHCTBUEM, TaKUX KakK aleTHICAIUIIIOBas Kuciora. M3-3a
MOBBIIIEHHOTO PHUCKAa KPOBOTECUCHUI Takasi KOMOWHAIMS HE PEKOMEHIYETCS M NPOTHUBOIIOKa3aHa
HAalMEeHTaM C TSDKEJIBIMU HapyIIEHUSAMM Koaryasiuuu. Ecim KOMOMHMpPOBAHHOM Tepamnuu Bce XKe
HeJb3s1 U30eXarh, HEOOXOAUMO MPOBOIUTH TIIATEIbHBIM KOHTPOJb MOKa3aTelel CBEpPThIBAEMOCTH
KpPOBH.

Jpyrue HIIBII

OnHOBpeMEHHOE NMPUMEHEHHE HUMECYIUI-coliepxanux npenaparoB ¢ apyrumu HIIBII, Bkitouas
alleTWICATUIIMIIOBYIO KHCJIOTY B pa3oBod 1o3e Oosnee 1T wiam cyTodHoil mo3e Oonee 3T, He
pEKOMEHyeTCsl.

EI/IY PCTHUKU

HIIBII MoryT cHM>KaTh ACHCTBUE JUYPETUKOB. Y 3O0POBBIX JI0OPOBOJIBIICB HUMECYIIU]T BPEMEHHO
CHIDKAET BhIBEJICHUE HATPUS O IEHCTBUEM (PypOCEMH A, B MEHBIIICH CTETICHH — BBIBEJICHHUE KaTUs
U CHIDKAaeT COOCTBeHHO Auypernueckuili 3¢ ¢dekr. OnHOBpeMEHHOE MpPUMEHEHUE HHUMECYIHJa U
dypocemuia MPUBOAUT K yMEHbIIEHUIO (mpubnm3utenbHo Ha 20 %) mIomamu mMox KpUBOH
«xoHmentpaius — BpeMs» (AUC) M CHIDKEHHIO KyMYJISATHBHOW JKCKpeluu Qypocemuga 0e3
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HUMECYNH1a TpeOyeT OCTOPOKHOCTH Y MALIMEHTOB C MOYSYHOHN HITM CEPICYHOM HETOCTAaTOYHOCTBIO.

Nurnburopsl  anrmoreH3uHnpespamaronero  depmenra (AIID) M aHTArOHUCTHL  PELENTOPOB
auruorensuna-l|

HIIBII Moryt cHWaTh JACHCTBHE TMIOTEH3UMBHBIX IMpENaparoB. Y NAIHUEHTOB C IMOYEUHOU
HEJOCTAaTOYHOCThI0 JIeTKoW u  ymepeHHoll crenenn Tsokectd (KK 30-60 mu/mMuH)  mipm
OJTHOBPEMEHHOM MpUMEHEHUH UHTUOUTOpoB AIID, aHTaroHUCTOB perenTtopoB aHruoteHsuHa Il u
CPeICTB, TOAABIAIOIMUX cucTeMy Uukinookcurenassl (HIIBII, aHTharperantel), BO3MOXHO
JanpHelIee yxyaueHue (pyHKIUU MOYeK U BOSHUKHOBEHHE OCTPOM MOYEYHOM HEeOCTaTOYHOCTH,
KOTOpasi, KaK MPaBUIIO, ObIBa€T 00paTUMOil. DTH B3aMMOACHCTBHSI CIIENYET YUUTHIBATD y MAIMEHTOB,
MPUHUMAIOIINX HUMECYIU B codeTaHuu ¢ MHruouropamu AII® unm aHTaroHucTamMu perenTopoB
anruorensuna ll. Iloatomy omHOBpeMEHHOE MPUMEHEHHE ITUX MPEMapaToB CIEIYEeT OCYIECTBIIATh
C OCTOPOXKHOCTHIO, OCOOEHHO y MOXKUJIBIX MalueHTOB. [laleHTsl TOMKHBI MOIy4YaTh JOCTaTOYHOE
KOJIMYECTBO JKUIKOCTH, a MOYCUHYIO (PYHKIUIO CIEAYeT TIIATeIhHO KOHTPOJIUPOBATH MOCIE Hadalla
OJTHOBPEMEHHOT'O IIPUMEHEHUS.

Mudenpucrton

B cBs3u ¢ TeopeTHYECKUM PHCKOM H3MEHEHHUS 3PPEKTUBHOCTH MHU(DENPUCTOHA TMOJ BIUSHUEM
UHTHOUTOPOB cuHTe3a mpocrarmananHoB, HIIBIT He crnemyeT mpuMeHsSTh paHee, 4yeM depe3 8-
12 cytok mocie oTMeHbI MU(DETpUCTOHA.

IIpenaparel IUTHA

Nmerorcs nannubie 0 ToM, yto HIIBII ymMeHbIIAIOT KIMPEHC JUTHUS, YTO MPUBOIUT K MOBBIIICHUIO
KOHIICHTpAUU JIMTHUA B IIJIa3ME KPOBU M €TI0 TOKCUYHOCTH. HpI/I MNPUMCHCHUN HHUMCECYJIMOA Y
MAIMEHTOB, HAXOASIIMXCA Ha Tepaluy MpernaparaMu JIMTUSl, CIeIyeT OCYIIECTBIATh PErYISIPHBIN
KOHTPOJIb KOHICHTpAaWU JIUTHA B IJIa3ME KPOBH.

FJ'IPI6CHKJ'I&MPII[, TCO(bI/IJ'IJ'II/IH, JUTOKCHH, TUMCTHAWH WU aHTAIIWMIHBIC ITPCIIapaThl

KnuHu4eckn 3HAYMMBIX B3aUMOJCHCTBUI C TIMOCHKIAMHIIOM, TEO(PWILIAHOM, JIUTOKCHHOM,
HMMETUAMHOM M aHTAlUJAHBIMU IpenaparaMu (Hampumep, KOMOWHALWS alIOMHHHMS U MarHus
THIPOKCHU]IOB) HE HaOmoaanock. HuMecynua nmogasisetT akTHBHOCTh U3odepMenTa muroxpoma P450
(CYP) 2C9. Ilpu OmHOBPEMCHHOM NPHUMEHCHHH C HHMECYJIHIOM IPEIaparoB, SBIISIONUXCS
cyOcTparamu 3Toro hepMeHTa, KOHIIEHTPAIHS MOCISIHUX B IJIA3ME MOXKET MOBBIIIATHCS.

MeroTpekcar

[Tpu Ha3HAYEHUU HUMECYIU1a MEHEee YeM 3a 24 yaca JI0 WK MOCIIe IpueMa MeToTpekcaTa Tpedyercs
COOMIONATh OCTOPOXKHOCTh, TAK KaK B TAKMX CIydYasX ypOBEHb METOTpEKcaTa B IUIa3Me KPOBH H,
COOTBETCTBEHHO, TOKCUYECKHE IPPEKTH MOTYT IMOBBIIIATHCS.

I{ukIocnOpHHEL

B cBs3u ¢ ,Z[GI\/'ICTBI/IGM Ha MOYCYHBIC NpOCTAallIaH IWHBI, I/IHFI/IGI/ITOpr CHUHTCTA3 MPOCTAIrlIaHIuHOB, K
KOTOPBIM OTHOCUTCA HUMCCYIINJ, MOT'YT ITOBBIIIATH He(l)pOTOKCI/ILIHOCTI) HMUKJIOCIIOPHUHOB.

T0ﬂ6ymaﬂ4u(), caruyuiosas N edilibnpoesast KUC/10mbl

HccnemoBanus in VItro mokasaiiu, 9T0 HUMECYIIH/] BBITECHACTCS M3 MECT CBSA3bIBAHUS TOJI0YTAMHUIOM,
CAMIIMIIOBOM M BallbIIPOEBOH KuciIoTamu. HecMoTpsi Ha TO, 4TO JaHHBIE B3aUMOJEHCTBUS ObLIN
OTpe/eiCHBl B TUIa3Me KPOBH, yKa3aHHBIC () (EKThl HE HAOIIOMANNCh B MPOIECCe KIMHUYESCKOTO
MIPUMEHEHUS Ipenapara.
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4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTH U JIAKTAIIUSA

bepemeHHOCTD

Kak u ngpyrme mpemnaparsl u3 kiacca HIIBII, kotopsle MHrHOMpYIOT CHHTE3 MpPOCTArJIaHIWHOB,
HUMCCYJIN MOXCET OTPULATCIIbHO BJIUATHL HA TCUHCHUC 6€peM€HHOCTI/I I/I/I/I.HI/I Ha pa3BUTUC 3M6pI/IOHa
U MOXET NMPUBOJIUTH K MPEKICBPEMEHHOMY 3aKPBITHIO apTepPHAIbHOTO NMPOTOKA, TUIEPTEH3UU B
CHCTEME JIETOYHOM apTepuu IUIofa, HAPYUICHHIO (YHKUIUHU MOYEK, KOTOPOE MOXKET MEPEeXOIUTh B
MOYEUHYI0 HEJJOCTATOYHOCTD C OJIUTYPHEH Y MJ10/1a, K TOBBIIICHUIO PUCKa KPOBOTEUEHUH, CHUKEHHUIO
KOHTPAKTUIBHOCTH MaTKH, BOSHUKHOBEHUIO MEpUPEpUIECKUX OTEKOB Y MaTepu.

[IpuMeHeHne HUMECYHIa B IEpUOT OEPEMEHHOCTH MPOTHBOIIOKA3aHO.
JlakTanus
[IpumeneHnne HUMeCynuAa B IEPUO TPYAHOTO BCKapMIIMBAHHUS IPOTUBOMOKA3aHO.

DepTIILHOCTD

[Ipenmaparel, conmepxamue HuMecynuna, kak u apyrue HIIBII, He pexomeHayeTcsi NMPUMEHSTH
KEHIIMHAM, IJIAaHUPYIOUIMM OepeMeHHOCTh (cM. paszen 4.4.). YV KeHIIUH, UMEIOIIUX MPOoOIeMbl ¢
3a4aTMeM WM MPOXOIAUIMX OOCIeIOBaHHE B CBS3U C O€cIIoAueM, CIEAyeT pPacCMOTPETh
BO3MOYKHOCTb OTMEHBI IIpenapara Humecynua-AKpuxuH.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPAaBJSATH TPAHCHOPTHLIMU CpeICTBAMM W padoTrarbh ¢
MeXaHU3MaMH

BnusHue HuMecynuaa Ha CIOCOOHOCTh K  YNPAaBICHUIO TPAHCIOPTHBIMU CPEACTBAMU U
MEXaHU3MaMH HE W3y4alloCh, OJIHAKO, YUUTHIBas HEXKENATEIbHbIE PEAKIMH CO CTOPOHBI HEPBHOM
CUCTEMBI (TOJIOBOKPYKEHHE, COHJIMBOCTH), CIIEAYET BO3JEPKAThCS OT YIPaBICHUS TPAHCIOPTHBIMU
CpeICTBaMH U PabOThI C MEXaHU3MaMH.

4.8. HexxenareJibHbIE peakIuu

Pe3roMe HexeaTeIbLHbIX PEaKIINT

YacroTa BOSHHKHOBEHHS HEXKEIATSIbHBIX PEAKIMA ONPE/IeIIsIach B COOTBETCTBHH CO CJICTYIOITHMH
rpajiallisiMU 9aCTOThl UX BOSHUKHOBCHHMS: oueHb 4acTo (>1/10), wacto (>1/100, o <1/10), Hewacto
(>1/1000, HO <1/100), peaxo (>1/10000, Ho <1/1000), ouensb peako (<1/10000), yacTora HEU3BECTHA
(Ha OCHOBaHHMH MMEIOIIUXCS JAHHBIX OI[CHUTHh HEBO3MOKHO).

Hapywenus co cmopomnst kposu u numgamuueckoli cucmemvl. PEIKO — aHEMUs, S03UHOPUIINS,
reMOpparuy; O4eHb PEIKO — TPOMOOIIUTONECHHUS, TAHLIUTONICHHS], ITypIypa TPOMOOIIUTOIICHUYECKasl,
YIJIMHEHUE BPEMEHU KPOBOTEUEHUS.

Hapywenus co cmoponsr ummyHnou cucmemsl. PeAKO — pEaKIUU TUIEPUYBCTBUTEIHLHOCTH; OYEHb
penKo — aHapUIaKTONIHbIE PEAKIIUU.

Icuxuueckue Hapyuwienus. PEeAKO — YYyBCTBO CTpaxa, HCPBO3HOCTb, HOYHBIC «KOIIMApPHBIC»
CHOBUJCHHUS.

Hapywenus co cmopoHuvl Hepenotl cucmemsl. HEUACTO — TOJIOBOKPYKEHHE; OYEHb PEIKO — FOJIOBHAS
00J1b, COHJIUBOCTD, SHIIe(atonaTus (cuaapom Peiie).

Hapywenus co cmoponvl opeana 3penus. peaKko — HEUETKOCTh 3PEHUS; OUEHb PEAKO — HapyIlIEHUE
3peHusl.

Hapywenus co cmoponsi opeana ciyxa u 1a0upuHma: 0O4€Hb PEIKO — BEPTHTO.

Hapywenus co cmoponsi cepoya: peaxo — Taxukapaus, OUlyleHe cepaneoneHus.
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Hapywenus co cmopomnst cocyoos:. HEHacTO — TOBBILICHUE ' Ia-llDTGD-ll/lg. '“TE%@}H/IHTDéﬁi@"—

Ta0MIBHOCTD apTEPUATILHOTO JABJICHUS, IIPHIIMBBD» KPOBH K KOXKE JIUIIA.

Hapywenus co cmopoHbl ObixamenbHOU cucmemvl, OpeaHO8 2PYOHOU KIemKU U CPe0OCmeHUs.
HEYacTO — OJIBIIIKA; OYEHb PEIKO — 000CTpeHne OPOHXHMATIBLHON aCTMBbI, OPOHXOCTIAa3M.

Hapywenus co cmoponer 7KKT: 4acto — nuapesi, TOIIHOTA, PBOTA; HEYACTO — 3aIllop, METEOPU3M,
TacTPUT, JKEIyAOYHO-KUIIEYHOE KpPOBOTCUCHME, fA3Ba W/WIKM mepopauus SKeIyaKa WIN
JIBEHAIIATUIIEPCTHOM KUIIKW; OYEHb PEIKO — OOJIU B )KUBOTE, AUCIIETICUS, CTOMATHT, AeTTe00pa3HbIii

CTyI.
Hapywenus co cmoponbl neuenu u J#cenuegulooawjux nymeti: 4acTo — IOBBIIICHUE aKTUBHOCTH

«TIEYEHOYHBIX» (DEPMEHTOB; OYEHb PEAKO — TEMaTHT, MOJIHUEHOCHBIH ((PyJIbMHUHAHTHBIN) T'€aTUT
(BKITIOUAs JIETAIBHBIC MCXO/IBI), JKENTyXa, X0JIeCcTas.

Hapywenus co cmopoHbl Kodcu u NOOKONCHbIX MKaHell: HeUacTO — 3y, KOXKHAsl ChIlb, TOBBIIICHHAS
MIOTJIMBOCTB; PENIKO — IPUTEMA, AEPMATUT; OYEHb PEJIKO — KpAaIMBHUIA, aHTMOHEBPOTUYECKUI OTEK,
OTeK JrIia, MHOro(opMHas apuTema, cuaapoM CTuBeHca-J[PKOHCOHA, TOKCHYECKUH MU IepMaTbHBIN
Hekponu3 (cuaapom Jlaitenna).

Hapywenus co cmopomnbl nouex u Mouegbleo0AuWux nymeti. pelKo — IU3ypusi, FeMaTypusl, 3aJepiKKa
MOYEHCITYCKAaHUS; OYE€Hb PEIKO — IIOYeYHas HEIOCTATOYHOCTh, OJNUTYpPHUS, MHTEPCTHIHAIBHBIHI
HE(PUT, TUTIEPKATHEMHUSI.

Obwue HapyweHusi U peakyuu 8 mecme 66e0eHus. HE4acTo — mnepudepruueckue OTEKH; PelKo —
HEJIOMOTaHUE, aCTEHUS; OYEHb PEIKO — TUTIOTEPMHUS.

COO6I.HGHI/IG 0 MOAO03PEBACMBIX HEKCIIATCIIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TMOIO3pPEBACMBIX  HEXKENATeNbHBIX PEAaKIUsAX IOCIEe PETUCTPAIiH
JIEKapCTBEHHOTO Ipemnapara ¢ Lelblo O0ecreueHuss HeMpephbIBHOTO MOHUTOPHHIA COOTHOIICHUS
«ImoNib3a — PHUCK» JIEKAPCTBEHHOIO Tmpernapara. MeOuIMHCKUM pabOTHUKAM pPEKOMEHIYeTCs
co001IaTh O JIOOBIX MOI03PEBAEMbIX HEXKENATeIbHBIX PEeaKIMsIX JIEKAPCTBEHHOTO Mpenapara yepes
HAaIlUOHAJIBHBIC CHCTCEMbI COO6H_I€HI/I}I 0 HCKCIATCIIbHBIX PCAKOUAX TOCyAapCTB — UYJICHOB
EBpasuiickoro 3KOHOMHUYECKOTO COI03a.

Poccuiickas ®enepanus

®denepanpHas cayk0a 1o Haa30py B cdepe 3ApaBoOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKas mIomais, 1. 4, crp. 1

Tenedon: +7 800 550 99 03

DnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
CariT: www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CUMIOTOMEI

AHaTI/IH, COHJIMBOCTBH, TOIIHOTA, PBOTA. Moxert BO3HUKHYTDH KCIYJOYHO-KUIICYHOC KPOBOTCUCHUC,
apTepualibHas THIICPTCH3UA, OCTPada MOYCHYHAasA HEAOCTATOUYHOCTh, YTHETCHHUEC AbIXaHUA.

JleueHue

TpeOyeTcsi cHMIITOMaTHYeCKOE JICUCHHE MAIUeHTa, Crieln(UIecKoro aHTHI0Ta HeT. B ciyvae, ecnu
Nepe03UPOBKa MPOU30IILIA B TEUCHHE MOCIEIHUX 4 YacoB, HEOOXOIMMO BBI3BATh PBOTY, 00ECIICUUTh
npueM aktuBupoBaHHOTO yrisi (60-100 r Ha B3pOCIOro YeIoBEKa), OCMOTHUECKHE CIAaOUTEIbHBIE.
dopcupoBaHHBIN TUype3, reMoarnanu3 HedEKTUBHBI U3-3a BHICOKOH CBSI3M Iperapara ¢ OekaMHu.
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5. PAPMAKOJOTMYECKUE CBONCTBA (MOCHELOBATENBHOCTEL 0002)

5.1. ®apmakonnHAMHYECKHE CBOMCTBA

dapmakoTepaneBTUUYecKasi Ipynma: [POTUBOBOCHAIUTENbHBIE U MPOTHBOPEBMATUYECKUE
npenaparbl; HECTEPOMJHbIE MPOTUBOBOCHAIUTEIbHBIE M MPOTUBOPEBMATHUECKUE MpEHaparhl;
JpyTHe HECTEPOUIHbIE TPOTUBOBOCHATUTEIbHBIE U IPOTUBOPEBMATUYECKUE TTPETIapaThl.

Koxg ATX: MO1AX17.

MexaunsM neicTBrsa U GapMakonnHaMudeckue 3 deKTsl

Humecynun srnsercss HIIBII u3 knmacca cyiabgonamuioB. OKa3blBaeT MPOTUBOBOCHAIUTEIBHOE,
o0Oe30onmBaroIiee W >KapomnoHMKawIiee jAciictBue. B ommume ot HecemektuBHbiX HIIBII,
HUMECYIU TMaBHbIM oOpazom mHruOupyer L{OI-2, TOpMO3UT CHHTE3 NpPOCTAIJIaHIUHOB B OdYare
BOCIIAJICHUSI; OKa3blBa€T MEHEE BBIPAKEHHOE YTHETAoIee BO3[CHCTBUE Ha IMKJIOOKCUIeHasy-1
(Hor-1).

5.2. apMaKkoKHHeTHYEeCKHE CBOICTBA

AbcopOrus

Humecymua xoporo BcacsiBaetcs u3 JKKT. MakcumainbsHast KoHIEHTpaIus B mia3me KpoBU (Cmax)
1ocyie MepopajbHOro MpueMa OIHOKpaTHOM 103bl HuMecynuaa (100 Mr) mocturaercst B CpeaHeM
yepe3 2—3 9 u cocTapisieT 3—4 Mmr/i.

Pacnpenenenue

Cssi3b ¢ Oenkamu 11a3Mbl KpoBH 110 97,5 %. [IpoHuKkaeT B TKaHU >KEHCKUX IOJIOBBIX OPTaHOB, e
MocJ€e OAHOKPATHOIO NpHeMa €ro KOHIEHTpalus cocTaBisieT okoiao 40 % OT KOHLIEHTpaluH B
m1azme. Xopoluo MPOHUKAET B KUCIYIO cpeny odara BocnasnieHus (40 %), CHHOBHAJIbHYIO JKUJKOCTh
(43 %). Jlerko mpoHHMKAET Yepe3 TUCTOreMaTnYecKue Oaphephl.

Buorpancdopmarms

Humecynua akTUBHO MeTaboiu3upyeTcss B MedeHu npu mnomoum uzodepmenta CYP2CO.
CymecTByeT BO3MOKHOCTH JIEKAPCTBEHHOTO B3aMMOJCHCTBHS HUMECYIHIA NPH OTHOBPEMEHHOM
NPUMEHEHUH C TMpenaparamu, wmetabonusupyromumucs uzopepmentom CYP2C9. OcHoBHBIM
MeTaboINTOM SBJSIETCS (PapMaKOJIOTHYECKH aKTUBHOE IaparuIpOKCH- IPON3BOJJHOC HUMECYIH/IA —
THJIPOKCUHUMECYIH]l,  OOHapyKMBAIOUIMiiCs B  IUIa3M€  KPOBH  NPEUMYIICCTBEHHO B
KOHBIOTHPOBAaHHOM BHJIE, B BU/IE TIIIOKypOHATa.

ONMMUHALIUSA

[Mepuon momyseiBenenus (T12) Humecynuaa okono 1,56—4,95 vaca, ruapokcuaumecyauaa — 2,89—
4,78 yvaca. Humecynuy BBIBOAMUTCS M3 OpraHM3Ma IaBHBIM oOpa3zoM moukamu (oxono 50 % ot
OPUHATOW J103bI). [MAPOKCHHUMECYIUI BBIBOTUTCS MoukamMu (65 %) u ¢ xemusto (35 %),
MOJIBEPTaeTCsl IHTEPOTeNaTHUECKOW PEIUPKYIISIIUH.

Oco0Oble T'PYHOIIbl TAINMEHTOB

Toueunas neoocmamoynocme

B KkpaTkocpoYHOM HCCIICIOBaHHMH, TPOBEACHHOM Yy IAIMEHTOB C MOYEYHOH HEIOCTATOYHOCTHIO
nerxkoir u ymepennoi crenenu Tspkectd (KK 30-60 mu/mMuH), Cmax HUMECYIUAA U €r0 OCHOBHOTO
MeTabosmTa ObUTH HE BBIIIE, 4eM Y 310poBbIX Ao00poBodbiieB. AUC u T2 6bumn Ha 50 % BbIlIe, HO
Haxonwuch B mpeaenax 3HadeHuit AUC u T2, HaOmOmaeMbIX y 3M0POBBIX T0OPOBOJIBIEB Ha (OHE
MpUMEHEeHHsI HUMecynuaa. [loBTopHOe MprMeHEeHHe He TIPUBOAMIIO K KyMYJISIIHH HUMECYITUIA.
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(NOCNEOOBATENBLHOCTE 0002)

J]uua nOJ#CUI020 603pacma

®apMaKOKMHETUYECKHI NPOoMIb HUMECYIHJIa y JHIl MOXHIOrO BO3pacTa HEe H3MEHseTcs Mpu
MPUMEHEHHH OJTHOKPATHBIX ¥ MHOTOKPATHBIX/TIOBTOPHBIX J103.

6. PAPMAIIEBTUUYECKHUE CBOVMCTBA

6.1. Ilepeyenb BcnoMorareibHbIX BelleCTB

JlakTO3B1 MOHOTHIPAT

Kpaxman kykypy3HbIi
Kpemuus auokcua KOJITOUIHbIN
[MoBuaon (T K30)
Kpockapmemnnosa HaTpus
[Tomucopobar - 80

Jlokys3ar Harpus

Maruus creapar

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs )

2 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH IPU XPaHEHUH

XpaHHUTh B CYXOM, 3allIUIIIEHHOM OT CBE€Ta MECTe, IpU Temneparype He Boiie 25 °C.
6.5. XapakTep u conep:kaHue yNaKOBKH

ITo 10 wm 12 TabneToK B KOHTYPHYIO SYCHKOBYIO YITAKOBKY M3 IUICHKH MOJWBHHIIXJIOPUIHON U
(bonbru aNIOMUHUEBOM.

1 KOHTYpHYIO STYEHKOBYIO ymakoBKy 1o 10 TabiaeToK Uin 2 KOHTYPHBIC STYCHKOBBIC YITaKOBKH 1m0 10
win 12 TabneTok BMECTEe ¢ JIMCTKOM-BKIIAJIBIIIEM TOMEIIAIOT B MTAYKy M3 KapTOHA.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIMZANUN HUCIOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara WJjiM OTXOI0B, MOJYYEHHBIX MOCJe NMPUMEHEHHUsl JEeKAPCTBEHHOr0 mnpenapara, u
Apyrvue MAHUMYJISIIIUM C IPeNnapaTomM

Oco06ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas ®enepanus
AKITHOHEpHOE o011ecTBO «XuMuKo-(hapMarieBTHIe CKUi KOMOMHAT «AKPUXWH»

(AO «<AKPUXHNH»)
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142450, MocxkoBckast o01., T.0. boropoackuii, . Ctapa Kvnasﬁg,l;llj;:mgia%ii i%E'HG CTb 0002)

Tenedon: +7 (495) 702-95-03

Anpec anexrponnoii moutsr: info@akrikhin.ru
7.1. IlpencraBuTeb AeprKaTessi PperiCTPAIMOHHOIO Y10CTOBEPEeHH S

[IpeTen3un moTpeduUTENeH HAPaABIATh MO aIpeCy:

Poccuiickas ®enepanus

AKITHOHEpHOE o011ecTBO «XuMuKo-(hapMarieBTHIe CKUi KOMOUHAT «AKPUXUH»
(AO «<AKPUXHH»)

142450, MocxkoBckas o011., 1.0. boroponckwuii, . Crapas Kynasna, yn. Kupoga, 1. 29

Tenedon: +7 (495) 702-95-03

Anpec anexrponnoii moutsr: info@akrikhin.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexkapcTBeHHBIH npenapaT OTHOCUTCS K KAaTETOPUU OTITYCKa MO PELETITY.

OOmiast XapakTepUCTHKa JIGKApCTBEHHOTO Mpenapata Humecynmua-AKpUXUH JOCTYITHA B €IWHOM
peecTpe 3aperucTpUPOBAHHBIX JIGKAPCTBEHHBIX CPEICTB EBPa3HiicKOro 5KOHOMUYECKOTO COI03a U Ha
ouIIMaIELHOM caire YIIOJITHOMOYEHHOTO opraHa (axcniepTHOM OpraHU3aIHH )
https://Ik.regmed.ru/Reqgister/EAEU_SmPC.
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