COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24 07.2025 N= 18504

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
HUMECVYIJIM, 100 mr, TabneTKH.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleficTBy1O1II€€ BEIIECTBO: HUMECYIIH.

Kaxxnas tabnerka comepxut 100 Mr HUMecyuaa.

BcnoMoraTenpHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YYUTHIBaTh B COCTaBe JICKAPCTBEHHOI'O
npenapara; JakTo3bl MOHOTHIpAT (cM. paszaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0meTku.
Kpyrible [BOSKOBBIIYKIJIbIE TaOJETKH CBETJIO-XKEJITOTO MM JKEITOro IBETa, JOMYCKaeTcs

HaJINn4uc BKpaHJ’IeHHﬁ JKCJITOroO I BETA.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Tpemapar HUMECVYJIM]] noka3aH K IPUMEHEHUIO y B3pOCIBIX U MOAPOCTKOB B BO3PACTE OT
12 ner.

Tepanus octpoii 6omu:

- 00JIb B HUOKHEH YaCTH CIIMHBI M/ 00JIACTH ITOSCHUIILI;

- 00JIeBOM CHH/IPOM, CBSI3aHHBIH € 3200J1€BaHUSAMH ONTOPHO-/IBUTATENILHOTO annapaTa, B TOM YnCIIe
TEH/IUHUTBI, OYPCUTHI;

- 60J1b IpU yIIMOax, pacTKEHHUSIX CBSI30K U BbIBUXaX CYyCTaBOB;

- 3yOHas 0oJib;

- CUMIITOMaTHYECKOE JICUEHUE 0CTe0apTpo3a (0CTe0apTpuTa) ¢ 60JIEBBIM CUHIPOMOM;

- IEpBUYHAS aJIbIOANCMEHOPES.

[Ipenapat npeaHa3HaueH A CUMITOMAaTHYECKON Tepanuu, yMEHbIICHUs 00U 1 BOCIIAJICHUS Ha
MOMEHT MCIOJIb30BaHMUs, Ha IPOTrpecCHpPOBaHNE 3a00JIeBaHNUs HE BIUSIET.

Humecynun pekomenayeTcs s Tepanuu B Ka4eCcTBE MpenapaTa BTOPOH JIMHHH.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBaHus

B3pocnvie u noopocmxu cmapuie 12 nem (macca mena 6onee 40 ke)



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24 07.2025 N= 18504

nocae P CNIEQOBATENLHOCTE 0005)

100 mr HUMecynuaa (1 Tabrmerka) 2 pa3a B I€Hb

MaxkcumanbHas cyrouHas 1o03a — 200 mr.

Crnenyer Ha3HayaTh MUHUMAIBHYIO 3(PQPEKTHBHYIO 103y MUHHUMAJIHHO BO3MOXKHBIM KOPOTKHUM
KypCOM JICYCHHSI.

MakcumanbHast IPOJODKUTENBHOCTD JICYSHUS! HOUMECYIIHIOM COCTaBIsIeT 15 qHei.

Oco0BbIe IPVIIILI TAIUEHTOB

Tlayuenmui nodcunozo eospacma

[Tpu Tepanuu MOKUIIBIX MALIMEHTOB KOPPEKIIMU CYTOYHOM 03Bl HE TpeOyeTcsl.

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

VY nanueHToB ¢ NOYEUYHON HEAOCTATOYHOCTHIO JIETKOM M YMEPEHHOM CTENEHU TSHKECTH (KIMPEHC

kpearnauHa (KK) 30-60 mu/MuH) KOppekuuu 103kl HE TpeOyeTcs, MalueHTaM C TSDKEIOoN

noueyHoi HepocTatouHOCThIO (KK Menee 30 mui/MHUH) HUMECYIHT TPOTUBOMOKA3aH.

Tlayuenmsi ¢ Hapywenuem gyukyuu nevexu

[IpumeHeHre HUMeECYJINA Yy NAlMEHTOB C IEYEHOYHON HEAOCTATOYHOCTHIO IPOTHUBOMOKA3aHO.
eTH

[Ipumenenue npenapara HUMECYJIN/] y nereit mnaauie 12 neT npoOTUBOINOKA3aHO.

Pexum noszupoBanus st nereit ot 12 go 18 ner He oTaM4YaeTcss OT pekuMa JO3UPOBAHUS IS

B3pOCJIBIX.

Crioco0 nmpruMeHeHus

BuyTps.

[TpuHuMath mocne eapl, 3amuBasi JOCTaTOYHBIM JUIS NPOIJIATBIBAHUS TaOJETKU KOJIMYECTBOM
BOJIBI.

4.3. IIpoTuBONOKA3aHUS

- I'nnepuyBCTBUTENBHOCTh K HUMECYIHUIY WM K JIFOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
NIEPEYUCIICHHBIX B pa3zaene 6.1.

— ITonHOE MM HEMoNHOE coYeTaHue OPOHXHAIBLHON aCTMBbI, PELUANBUPYIOLIETO MOIUII03a
HOCa, OKOJIOHOCOBBIX Ia3yX M HENEPEHOCHMOCTb AallETUJICAIMLUIOBON KHUCIOTBI U APYTUX
HECTEPOUIHBIX TPOTUBOBOCHIATUTENbHBIX NpenapaTroB (HIIBII) (B T.4. B anamHe3e).

— ['emaroTokcuueckre peakiy Ha HUMECYIIH]I B aHaMHE3e.

- OpHOBpeMEHHOE MNPUMEHEHME C JPYIMMH JIEKAPCTBEHHBIMM Ipenaparamu  C
MOTEHLMAIBHON I'eNaTOTOKCUYHOCTHIO (Hanpumep, npyrumu HIIBIT).

— XpoHHYecKue BOCHaIUTENbHbIE 3a00sieBaHUs KuileuHuka (Oone3Hb KpoHa, s3BEHHBIN
KOJuT) B haze 000CTpeHus.

- Ilepuron nmocine a0pTOKOPOHAPHOTO IIYHTHPOBAHUS.

— JIuxopasouHbIi CHHIPOM MIPU IPOCTY/IE€ U OCTPHIX PECIUPATOPHO-BUPYCHBIX HH(PEKIIHAX.
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[Tomo3peHune Ha OCTPYIO XUPYPTHUECKYK natosol g

SI3BeHHast OONE3HB Key IKa WU IBEHAIATHIIEPCTHON KUIIKU B (haze 000CTpeHusI.
OPpO3UBHO-I3BEHHOE MMOPAKEHUE JKEITYT0UHO-KUIIIEUHOTO TPAaKTa B (haze 000CTpEHHS.
DPpO3UBHO-SI3BEHHOE MTOPAKEHUE KEITYIOUHO-KUIIIEYHOT'O TPAKTa B aHAMHE3€.

Hep(bopaulzm HUIIKW XKCIYAOYHO-KUIICYHBIC KPOBOTCUCHHSA B AHAMHE3C, B TOM YHUCIIC

CBsI3aHHBIE C npeauecTBytouei repanueid HIIBII.

IlepeOpoBackynsipHBIE KPOBOTCUCHHUSI B AHAMHE3€, JAPYTrUe aKTUBHBIC KPOBOTCUCHUS WIIH

BaGOHeBaHI/Iﬂ, COIIPOBOXKAAOIIUECCA MTOBBIIICHHOM KpOBOTOYHBOCTBIO.

Tspkenple HapyIIEHUS CBEPTHIBAHUS KPOBHU.

Tspkenas cepaedHas HEAOCTaTOYHOCTb.

Tsokenas moyeunas HepoctaTouHocTh (KK Menee 30 mur/mMun).
[Iporpeccupytoiee 3a60aeBaHUE MTOYCK.

[ToaTBep:kneHHas TUIIEPKATUEMHUSL.

[leyeHouHAast HEAOCTATOUYHOCTh, AKTUBHOE 3a00JICBAaHHUE TICUCHH.
Jetckuii Bo3pact 10 12 ner.

bepemeHHOCTD U TIEpUO TPYIHOTO BCKAPMIIUBAHHUS.
AJKOroJu3m.

Hapkornueckas 3aBUCHMOCTb.

BpO)KI[CHHafl HEMIEPCHOCUMOCTD JIAKTO3bI, HAPYHMICHUC BCACbIBAHUA TJIFOKO3bI-TaJIAKTO3EI,

HCEOOCTATOYHOCTD JIaKTAa3bI.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHH

C 0CTOPOKHOCTEIO

ApTrepuasibHasi TUIIEPTEH3HS.

Nmemuueckast 001e3Hb cepaiia.
LepebpoBackymnsipHbie 3a00JI€BaHMS.
XpoHnyeckas cepAieuHas HeZJOCTaTOYHOCTb.
JlvcaunuaeMus/THIepInIuAeMusl.

CaxapHnslii 1uader.

3a0osieBaHus NepUPEPUIECKUX apTepuil.
I'emopparnueckuit nuares.

Kypenue.

[Toueunas nemocrarounocTs (KK 30—60 mu/Mun).

AHaMmHecTHYCCKHUE JAaHHBIC O PAa3BUTHUUN A3BCHHOI'O MOPAXCHUA KCITYAOUYHO-KUIICUYHOTO

tpakta (KKT), nanuune nndexuun Helicobacter pylori.

[Toxwuion Bo3pacr.
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. JnurensHoe ucnons3oBanue HIIBII.
° AnKoromusm.
. Tsoxenple comarnueckue 3abojieBaHusl, cucTeMHas kKpacHas Bomuanka (CKB) u npyrue

CHCTEMHbIE 3a00JIeBaHUS COSTMHUTEIHHON TKaHH.

o ComnyrcTByrommas Tepanus CIeIyIOLMMH IpenapaTaMu: aHTHKOAryJsHThl (Hampumep,
Bap(apuH), aHTHArperaHTbl (HalpUMep, aUETHICATUIMIOBAs KHCIOTa, KJIOMMJIOTPEN),
HepopalIbHbIE TIOKOKOPTUKOCTEPOU bl (HapUMep, MPEAHU30JI0H), CEIEKTUBHbIE MHIMOUTOPbI
o0paTHOro 3axBara CEpOTOHMHA (HampuMmep, LUTaIonpaM, (QIYOKCEeTHH, IapOKCETHH,
CepTpajuH).

Oco0ble yKazaHus

HexenarenbHble peaklMd MOXHO CBECTM K MHUHMMYMY I[pd IPUMEHEHHHM IIpernapara B
MUHUMaJIbHOH dS((EeKTHBHOW J03¢ TNPU MHHUMAIBHOW JJIUTEIBHOCTH  MPUMEHEHHS,
HEOOXOAUMOM JJIsl KyITUPOBaHUsI 00JICBOTO CHHIIPOMA.

Hmerorcss naHHble 00 OYEHb PEIKHUX CIy4asX CePhE3HBIX PEaKIUil CO CTOPOHBI MEUEHHU, B TOM
qycle, Ciy4asx JIETaJIbHOTO MCXOJa, CBSI3aHHBIX C IPUMEHEHUEM HUMECYJIN]I-COAEPHKALINX
npenaparoB. [lpy MOSABIEHHMM CHUMOTOMOB, CXOXHUX C THPU3HAKAMH TIOPAaXXEHUs II€UYEHU
(aHOpeKCHsl, KOXKHBIN 3y[, MOKEITEHHE KOXKHBIX IIOKPOBOB, TOILHOTA, PBOTAa, OOJIM B >KUBOTE,
NOTEMHEHNE MOYH, OBBIIIIEHUE aKTUBHOCTH «I1€YEHOYHBIX» TPAaHCAMHUHA3) ClIeAYET HEMEJIEHHO
OpEeKpaTUTh NpPUMEHEHHE HHUMECyIuaa U oOpaTuThcs K Bpady. [loBTOpHOE NpuUMeHeHue
HUMECYJIN/IA Yy TAKMX NAlMEHTOB NMPOTHBOIIOKa3aHo. [locne 2-x Henens NpUMeEHEHUs npenapara
HEO0OXOIMM KOHTPOJIb TToKa3zaTenel (yHKINH MeUeH! («TpaHCaMUHA3hD»).

CooOmraercs 0 peakusx cO CTOPOHBI NEYEHU, UMEIOIIMX B OOJBIIMHCTBE CIy4yaeB 0OpaTUMBbIi
XapakTep, IpU KPaTKOBPEMEHHOM IIPUMEHEHHH NIpenapara.

Bo Bpemsi nmpuMeHEHMs HUMeECyaua IMalHUEHT JOJDKEH BO3JEPKUBATHCS OT IPHEMa APYTHUX
aHajpreTukoB, Bkirouass HIIBIT (B 1.4. cenektuBHbie HHTHOUTOPHI [[OI'-2).

Humecynup cienyer npuMeHSATh C OCTOPOKHOCTBIO Y MAI[MEHTOB C JKEIYJOYHO-KUIIEYHBIMU
3a00J€eBaHUAMU B aHaMHe3e (SI3BEHHbBI KOMUT, Ooje3Hb KpoHa), MOCKOIBbKY BO3MOXKHO
o0ocTpeHue 3Tux 3abosieBaHUM. PUCK BO3HUKHOBEHUS >KEIIyIOYHO-KHILIEYHOTO KPOBOTECUCHHMS,
NEeNTHYECKON S3BBI/TIepPopaliy KeayaKa WIM JBEHAALATUIIEPCTHON KHUIIKKA MOBBIIIAETCS Y
NanUeHToB ¢ HaimuuueM si3BeHHoro nopaxkeHus JXKT (a3BeHHblii konut, Oone3nb Kpona) B
aHaMHe3e, a TaKKEe y IOKUIBIX MAalMEeHTOB, ¢ yBenndeHueM no3bl HIIBII, mosromy neuenue
CllelyeT HauYMHaTh C HaUMEHbILEH BO3MOXHON J03bl. TakUM MalMEHTaM, a TaKXKe MallMEeHTaM,
KOTOpPBIM TpeOyeTcss OAHOBPEMEHHOE NMPUMEHEHHE HU3KHMX /103 alleTUICATUIUIOBON KUCIOTHI
WU APYTUX CPEICTB, MOBBIMIAIOMIMX PUCK BO3HMKHOBEHUS OCHOKHEHUM co cTopoHbl KKT,

PCKOMCHAYCTCA AOIOJHUTCIBHO HA3HAYATh IIPUCM TaCTPOIIPOTCKTOPOB (MI/I3OHpOCTOJ'I nin
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MIOKUJIbIE MALMEHTHI, JOJKHBI COOOIIATh Bpayy O BHOBb BOZHUKILIHX CUMITOMAax CO CTOPOHBI
KT (ocobeHHO 0 cuMOTOMax, KOTOPHIE MOTYT CBHIETEIILCTBOBATH O BO3MOKHOM JKEITYA0YHO-
KHIIEYHOM KPOBOTEUEHHUN ).

YuuThiBas COOOIICHHS O HAPYIIEHUAX 3pEHU Y MallMeHTOB, MpuHuMaronux apyrue HITBII, mpu
HOSIBIICHUH JIIOOOTO HapyIIECHUs 3pEHUs NMPUMEHEHHE HUMECYJIUAA JIOJKHO OBITh HEMEJIEHHO
IPEKpaIeHo U MPOBEICHO 0(TAIEMOJIOTHYECKOE 00CIeI0BaHHE.

ITpenapaTt MOKeT BBI3BATH 3aACPAKKY KUIKOCTH B TKAHSX, I0O3TOMY ITaLlUEHTaM C apTepUaIbHON
TUIIEPTEH3UEH, ¢ MOYEUHOW W/WIM CeplleYHOM HEeAOCTATOYHOCTBIO, MIIEMHUYECKOH O0JIe3HBIO
cepama, 3aboneBaHueM  NepUPEpUUYECKUX  apTepuili WM 1epeOpOBaCKYISIPHBIMU
3a00JIeBaHUSAMH, C HAIWYHEeM (aKTOPOB PHCKA PAa3BUTHS CEPIACUYHO-COCYAUCTHIX 3a00JIeBaHUIA
(HampuMep: TUIEpIUNUIEMHUEH, CaXapHbIM JHa0eToM, y KYypALIMX) HUMECYIUJ CleayeT
OPUMEHSATH ¢ 0c000M OCTOPOXKHOCTBIO. B cilyuae yXyaleHus cocTOsIHUA JIeYeHUE HUMECYIUA0M
HE00XO0UMO MPEKPATUTD.

Knunnueckue nccneoBaHus U SNUAEMHOIOIMUECKHUE JaHHbBIE MI03BOJISIOT ClIeaTh BBIBOJ O TOM,
yro HIIBII, oco6eHHO B BBICOKUX J103aX M IPU JIUTEIBHOM NPUMEHEHHH, MOTYT IPUBOAUTH K
HE3HAUUTEJIbHOMY YBEJIMYEHHIO PUCKA BOSHUKHOBEHMs HH(pApKTa MUOKapAa WM UHCYIbTa. J{7s
UCKJIIOYEHHS] PUCKAa BO3HHWKHOBEHHUS TAKMX COOBITUH INpPU NPUMEHEHWH HHUMECYJINJA JaHHBIX
HEJ0CTATOYHO.

[Tpy BO3HMKHOBEHHH MPU3HAKOB CIIPOCTYIBD» WIM OCTPOI pecriupaTopHO-BUPYCHOM HH(EKIUH B
npoliecce MPUMEHEHUsT HUMECYJIH/Ia PUEM Ipernapara J0JKeH ObITh MPEKpPaleH.

Humecynun MoxeT H3MEHATh CBOMCTBA TPOMOOLMTOB, MO3TOMY HEOOXOAMMO COOJIIOAATh
OCTOPOXHOCTh TpPH NPUMEHEHUH Mpernapara y JHI ¢ FeMOpPpPardiyecKuM IUaTe30M, OJIHAKO
npenapar He 3aMeHsieT MPO(UIAKTUYECKOro JEWCTBUS aleTUJICATIMIMIOBOM KHUCIOTHI MpHU
CepAEYHO-COCYTUCTBIX 3a00IEBAHUAX.

Hmerorcss naHHBIE O BO3HUKHOBEHMM B PEIKUX CIydasX KOXHBIX peakuui (Takux Kak
SKC(OIMATUBHBIA JepMaTuT, cuHIpoM CTuBeHca-I[)KOHCOHA, TOKCHYECKUU SMUIAEPMAIbHBIN
Hekponu3) npu npueme HIIBII, B Tom uncne u Humecynuaa. Ilpu nepBbIx NposIBICHUAX KOXKHON
CBIITH, MOPAXKEHUH CIM3UCTHIX 000JI0UEK WM APYTUX MPU3HAKAX AJIIEPTUYECKON peakiuy MpruemM
HUMECYJIM/IA CIEAYET HEMEJIEHHO MPEKPATUTb.

3aduKcupoBaHbl CTyyald BOSHUKHOBEHUS 3pUTEMbl (MKCUPOBAHHOM MpU pUeMe HUMECYIIHIA.
Humecynun He crieyeT Ha3HAuaTh HAllMEHTaM C 3MHU304aMHU Pa3BUTHSI 3PUTEMbI (PUKCHUPOBAHHOM,
CBSI3aHHOM C MPHUEMOM HUMECYNIH/a, B aHaMHe3e (cM. pazzen 4.8).

[anmeHThl MOXKWJIOT0 BO3pacTa

[Toxkumble manMeHTbl 0COOEHHO MOJBEp KEeHbI HeOmaronpusaTHeIM peakiusm Ha HIIBIIL, B Tom
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(noc OB HOCTR OO051 .
YHACJIE€ PHUCKY BO3HUKHOBEHHS KEITYJIOYHOTKHIICYHBL 'qu%twr 'Eebcbopaﬂmn,

YIPOKAIONIUX JKU3HU TMAIMEHTa, CHIDKEHUIO (PYHKIMIA MoYek, neueHu u cepamna. llpu mpueme
HUMECYIUAa U1 JAHHOW KaTeropuy NalMeHTOB HEOOXOAMM HAAJNEeKAIIUKA KIMHAYECKUN
KOHTPOJIb.

BcnoMorareabpHEIC BEIECTBA

B cocraB mpemapata BXOOUT JIaKTO3bl MOHOIMJpAT, 3TO CIIEAYET YUWUTHIBaTh NAIL[UEHTaM,
CTpaJaloUIMM HENEPEHOCUMOCTbIO HEKOTOPBIX caxapoB. [lanueHTaM c peaxko BcTpedaroleics
HACJIC/ICTBEHHON HENEePEeHOCUMOCTBIO TaJIaKTO3bl, 1e(UIUTOM JIAKTa3bl JONApeld WIN IIHK030-
rajJjakTo3HOM MajabaOcopOLuell He ciieyeT IpUHUMAaTh 3TOT Mpenapar.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBbIMHM MpenapartaMH M JApyrue BHIbI
B3aUMOJEHCTBUSA

I'nioxokopmukocmepoudsl TOBBIIIAIOT PUCK BO3HUKHOBEHUS 3PO3UBHO-A3BEHHOIO IMOPAXKEHUS
JKEITYJ0YHO-KUIIEYHOT O TPAKTa NN KPOBOTECUEHUS.

Aumumpomboyumapnvie cpeocmea u celeKmuHble UHSUOUMOPbl NOBMOPHO20 NO2NOUJeHUS
cepomonuna (SSRIs), Hanipumep, ¢hiyoxcemun, yBeITHUINBAIOT PUCK BOSHUKHOBEHUS KEITYT0THO-
KHILIEYHOIO KPOBOTEUYECHHUS.

Anmuxoaeynaumei. HIIBII MoryT ycunuBarth qeiicTBUE aHTHKOATyJISIHTOB, TAKUX KaK 8apghapuH,
WIM  [penapaToB,  OOJAJAOIIMX  AHTUTPOMOOLIMTApHBIM  JAEMCTBHEM, TaKuUX  Kak
ayemuncanuyunosas Kucioma. V13-3a MoBbILIEHHOTO pUCKa KPOBOTEUEHUN Takass KOMOMHAILIMS HE
PEKOMEHIYETCSl M IPOTUBOIIOKAa3aHa MalMEHTaM C TSDKEJIBIMM HapyIIEHUAMHU Koaryasanuu. Ecin
KOMOMHHUPOBAHHOM Tepanuu Bce e Hesb3sl M30exarh, HEOOXOJMMO MPOBOAMTH TINATEIbHBIN
KOHTPOJIb [T0Ka3aTeJIe CBepThIBAEMOCTH KPOBH.

Hpyeue HIIBII. OnHOBpeMEHHOE IPUMEHEHNE HUMECYIIH/I-COIEPKALUX TPENapaToB ¢ JPYTUMHU
HIIBII, Bxirouas aneTHICATULIMIOBYIO KHCIOTY B pa30oBoi go3e 6osee 1 I uiu B CyTOUHOI 103€
6osee 3 1, HE peKOMEHIYeTCs.

Huypemuxu. HIIBII Moryr cHuxaTh JEHCTBUE IUYPETUKOB. Y 3JI0pPOBBIX J00pOBOJIBLEB
HUMECYJIN/I BPEMEHHO CHMYKAeT BBIBEJACHME HATpus MOJ NEHCTBUEM ¢hypocemuoa, B MEHbIIEH
CTETIEHU — BbIBEJICHHE KaJlusl U CHUXKAeT COOCTBEHHO auypeTudeckuil adext. OqHOBpeMEeHHOE
IpUMEHEeHHEe HUMEeCYIua U pypoceMuia MPUBOIUT K YMEHbIIEHHIO (mpubau3uTensHo Ha 20 %)
Ioniaan nojJ KpuBoi «koHueHTpauus-spems» (AUC) U CHIKEHHIO KyMYJISTUBHOM SKCKpeuun
dbypocemusia 06e3 U3MEHEHUsI TOYEYHOro KiupeHca ¢pypocemua. OTHOBPEMEHHOE MPUMEHEHHE
dypocemuia 1 HUMeCYIHJIa TpeOyeT OCTOPOKHOCTH Y MAIlMEHTOB ¢ MOYEYHON WM CepACYHON
HEZ0CTaTOYHOCTBIO.

Hneubumoper aneuomenzunnpespawjarowe2o pepmenma (AIIP) u anmazonucmol peyenmopos

aneuomensuna-11. HIIBII moryt cHmxath nelicTBUE TMIOTEH3UBHBIX IIPENapaToB. Y MallMeHTOB
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OJTHOBPEMEHHOM NpUMeHeHUU UHrnouTopoB AlID, aHTaroHncToB perentopoB anruoreHsuHa Il
U CpEICTB, MOAABIAIOIIUX cucreMy LukiookcureHasbl (HIIBII, anTmarperantel), BO3MOKHO
JanpHeiee yxyameHie GyHKIUN IoYeK 1 BOSHUKHOBEHUE OCTPOM MOYEYHON HEI0CTaTOYHOCTH,
KOTOpas, Kak IpaBWio, ObIBaeT 00paTMMOl. OTH B3aMMOJAEHCTBHS CIEIyeT Y4YUTHIBATh Y
NaIMEeHTOB, IPHHUMAIOIIMX HUMECYIIU B coueTannu ¢ unruouropamu AI1® wnm anTaronncramu
peuentopos anruorensuHa II. [IoaTtomy ogHOBpEMEHHOE IPUMEHEHHE ITUX IIPENAPATOB CIEAYET
OCYILECTBIISITh C OCTOPOKHOCTBIO, OCOOCHHO Yy MOXWIBIX MNAlMEeHTOB. llalMeHThl MOJIKHBI
II0JIy4aTh JOCTATOYHOE KOJIMYECTBO >KMAKOCTH, TAKXKE CIEAYyeT TIIATEIBHO KOHTPOJIUPOBATH
(YHKIMIO IOYEK MMOCIIe Hayaia OAHOBPEMEHHOT'O IPUMEHEHHSI.

Mudghenpucmon. B cBsSI3M ¢ TEOpEeTUYECKUM PUCKOM U3MeHeHus 3¢ dekTnBHOCTH MUbenprucToHa
[OJ] BJIIMSIHUEM MHIHOMTOpPOB cuHTe3a npoctarinanauHoB HIIBII He cinenyer npuMeHsTh paHee,
yeM yepe3 8—12 cyT nmocie oTMeHbl MUGBENPUCTOHA.

Nmerorcs nannsie 0 ToM, uto HIIBII yMeHbIIAOT KIUPEHC 1umus, 9T0 IPUBOJUT K ITIOBBILIEHUIO
KOHLEHTpALlUU JIMTUS B IJIa3M€ KPOBU M €ro TOKCHMYHOCTU. Ilpu mpuMeHeHuM HuMmecyauaa y
NALUEHTOB, HAXOAAIMXCS HA TepaIUy IIpenapaTaMu JIMTUS, CIEAYET OCYLIECTBIIATH PETyJIIPHBIN
KOHTPOJIb KOHLIEHTPALIUHU JIUTHS B IIJIa3M€ KPOBH.

KnuHnyeckn 3HAYMMBIX B3aUMOJCHCTBUU C 2auUbeHKIaMUooM, MeoDUITUHOM, OUSOKCUHOM,
YUMEmMUOUHOM U aHmayuoHviMu npenapamamu (HaupuMmep, KOMOUHALMS allOMUHUA U MACHUSL
2UOPOKCUO08) HE HAOIIOAAIIOCH.

Humecynua nogasnsier aktuBHOCTH u3odepmenta CYP2CI. I1pu onHOBpeMEHHOM NPUMEHEHUU
C HUMECYJHJOM IIpernapaToB, SIBISIOMIUXCSA cyOcTparaMu 3TOro (epMeHTa, KOHLEHTpalus
MOCJIEAHMUX B IJIa3ME MOXKET MOBBIILIATHCS.

ITpy HazHayeHNM HUMECYNIHMJa MEHEE 4eM 3a 24 yaca 10 WM IIOCIIE NpUEMa Memompekcama
TpeOyeTcst coOM0aTh OCTOPOKHOCTh, TaK KaK B TaKUX CIy4asX YpPOBEHb MemompeKcamad B
I1a3Me KPOBU U, COOTBETCTBEHHO, TOKCHYECKUE 3(PPEKTHI MOTYT MOBBIILIATHCS.

B cBs13u ¢ pelicTBHEeM Ha MOYEYHbIE MPOCTArIAHIMHbBI HHITMOUTOPBI CUHTE3a MIPOCTarjJaHANHOB, K
KaKUM OTHOCHUTCS] HUMECYIIH], MOTYT MOBBIIIATh HEPPOTOKCUUHOCTD YUKIOCHOPUHOS.
HccnenoBanus N Vitro mokasainy, YTO HHUMECYJIHI BBITECHSETCS W3 MECT CBSI3bIBAaHHS
MonOYymamuoom, Caruyuiosol KUciomou 7 eanvnpoesou kuciomoti. HecMoTpst Ha TO, 4TO
JaHHbIE B3aMMOJEHCTBUS ObUIM OMpeseNieHbl B IJIa3Me€ KpOBH, YKa3aHHblE 3(PQeKThl He
HaOJII01aJHCh B IPOIIECCe KIMHUYECKOT0 MPUMEHEHHsI Iperapara.

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD U JIAKTALUS

bepemeHHOCTD

Kak u npyrue npenapatsl u3 kinacca HIIBII, koTopsle HHTHOMPYIOT CUHTE3 MPOCTArjaHAMHOB,
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HUMECYJIUJI MOXET OTPHUIATEIbHO BJIMATH HY TG‘IGHI/IQ '{Sep C’II/EJ_II/PIIH'IPIEE Da3BUTHE

SMOPHOHA U MOKET MPUBOAUTH K MPEKIECBPEMEHHOMY 3aKPBITHIO apTEPUAIBHOTO MPOTOKA,
TUTEPTEH3UU B CUCTEME JISTOYHOHN apTepuu 1101, HAPYIICHUIO PYHKIIMH TTOYEK, KOTOPOE MOXKET
MEePEXOJUTh B IOYECUHYIO HEJOCTATOYHOCTh C OJMTYPHEH Yy IUIOJa, K ITOBBIIMICHHIO PHCKa
KPOBOTEUYCHHH, CHUKEHUIO KOHTPAKTUILHOCTH MAaTKH, BOSHUKHOBEHUIO TIEPUPEPUIECKUX OTECKOB
y marepu. [IpumeHeHe HUMeCyuaa B epuo]i 0epeMEHHOCTH MTPOTUBOMOKA3AHO.

JlakTanms

[Ipumenenne HuUMecylIHaa B TEPHOJ TPYAHOIO  BCKApPMIIMBAHHUS  MPOTHBOIOKA3AHO.

DepTUILHOCTE

[TpuMeHeHre HUMEeCYTUIa MOXKET OTPHUIATEIILHO BIUATH HA KEHCKYIO (epTHIIbHOCTD. [Ipenapar
HUMECYIJIN/ He pekoMeHIyeTCs KEHIIIMHAM, TNIAHUPYIOITUM OEpEMEHHOCTb.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CPeICTBAMU H PadoTaTh €
MeXaHNU3MaMH

BimsiHue npenapara HUMeECynuJa Ha CKOPOCTb IICHXOMOTOPHBIX PEaKIHMH CIEUAJIBHO HE
u3zydaigocb. TeM He MeHee, NallMeHTaM, Y KOTOpbIX mocie npuema npenapara HUMECYJIU/L
HaAOII0/1aeTCsl TOJIOBOKPY>KEHUE WM COHJIMBOCTH, HEOOXOIUMO COOJIIO/IaTh OCTOPOKHOCTH MPHU
YIPABJICHUN TPAHCIOPTHBIMH CPEACTBAMU U 3aHATUAX JPYTMMH IOTEHUUAJIBHO OINACHBIMU
BUJIaMU JICSITEIIBHOCTH, TPEOYIOIIMMH TOBBIIICHHOW KOHIEHTpAIlMd BHUMaHUS W OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUM.

4.8. Hexkenare/jibHbIE peakKUUU

Pesrome mpoduis 6e3onacHOCTH

JlanHble KIMHUKO-3MUJEMHOJIOTHYECKUX HUCCIEJOBAaHUM CBHUJIETENIBCTBYIOT O TOM, 4YTO
nnutenbHoe npuMmeHeHue Tro0bix HIIBIT (oco6eHHO B BBICOKMX 103aX) MOTEHIIMAIBHO MOKET
CONIPOBOXKIATbCS ~ yBEIMYEHHMEM pHCKa BO3HUKHOBEHUs TpomOo3a aprepuii (B T.4.
MPOSBISIONIETOCS MHPAPKTOM MUOKAp/Ia HIIM UIIEMUYECKUM HHCYIBTOM).

Ha ¢one npumenenus HIIBII BO3MOXHO pa3BUTHE OTEYHOIO CHHApPOMA, apTepUaibHOU
TUIEPTEH3UH, YCYT'yOJIeHne TeUeHUs CepACUHON HeloCcTaTOUHOCTH. OUeHb pelko coo0IIanoch O
BO3HUKHOBEHUHU CEPbE3HBIX KOXHBIX DPEaKIMi, BKIr04ass cuHapoM CrtuBeHca-/[koHCOHA U
TOKCHUYECKHH dMUJepMaIbHbIi HEKPOJIU3.

Yame Bcero HaONIOMAIOTCS pa3UYHBIC JKETyIOYHO-KHIIEUYHBIE PACcCTPONCTBA (0COOEHHO Y
MIPEIPACTIONOKEHHBIX M MOXKUIBIX JIMI): TENTHUYECKUE S3BBI, Meppopanus CTEHKU KeJIyI10YHO-
KHILIEYHOTO TPAKTa, Pa3BUTHE MOTEHUUAIBHO TSKEIBIX JKETYTOYHO-KUIIEUYHBIX KPOBOTECUECHHI,
TOIITHOTA, PBOTA, KpOBaBasi pBOTa, METEOPU3M, OOJIH B )KUBOTE, JIMapesl, 3a10p, MeJIeHa, CTOMAaTHT,
S3BEHHBIN KOJIUT, peke HaOII0Jat0TCs MPOSIBIICHUS racTpUTA.

HuxenpuseneHHble HeXXenaTenbHble peaklny Ha (OHE MpreMa HUMECYJIUa ObLITU BBISBICHBI B
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X0J1¢ KOHTPOJINPYEMBIX KIMHUYECKHUX MCCIEAOBAHNN, a +%é§gl§1&%ﬁh¥g&%6;}6ﬁleﬁﬁ%
POIUpPY

PesroMme HexxenaTeabHBIX PeaKIi

YacTtora BO3HMKHOBEHHUS HEXENATEIbHBIX pEaKIHMid ONpeaessyiach B COOTBETCTBHH CO
cienyrlel knaccudukamnueit: oueHb yacto (>1/10); wacto (>1/100 u <1/10); mevacto ( >1/1000
1 <1/100); peaxo (>1/10000 u <1/1000); ouens peako (<1/10000); gacrora Hen3BecTHA (HE MOKET
OBITH MO/ICYMTaHA HA OCHOBAHWY UMEIOLUXCS TaHHBIX ).

Hapywenusa co cmoponvl kposu u aumgamuyeckol cucmemsl: peIko — aHeMUsl, S03UHODUIHA,
reMopparuu; OYCHb  PEOKO  —  TPOMOOIMTONCHHWs,  MAHIHUTONCHUSA,  IypIypa
TPOMOOIMTOTICHUYECKAsl, YBEITHUCHHE JITUTSITLHOCTH KPOBOTEUYCHUIA.

Hapywenus co cmoporvl uMMyHHOU cucmemsbl: PEAKO — PEaKIIUU THIIEPUIYBCTBUTEIBHOCTH; OYECHb
penKo — aHaUIAKTOUTHBIC PEAKIIUH.

Tcuxuueckue HapywieHusi: PEAKO — YYBCTBO CTpaxa, HEPBO3HOCTh, HOUHBIC «KOIIMApPHBIC»
CHOBHU/ICHHSI.

Hapywenus co cmopoHvl HepeHoll cucmembl: HEYACTO — TOJIOBOKPYXKEHHE;, OYEHb PEIKO —
roJioBHas 00JIb, COHJIMBOCTD, DHIIe(aionaTus (CHHAPOM Peiie).

Hapywenus co cmoponwl opeana 3penusi: peIko — HEUETKOCTh 3pEHUS; OUeHb PEIKO — HAPYIICHHUE
3pCHUSL.

Hapywenus co cmopoHul opeana ciyxa u 1abupunma: 04eHb Peiko — BEPTUTO.

Hapywenus co cmopoHbl cepoya: peaKo — TaXUKapAns, OUIYIIEHUE cepaieOneHusl.

Hapywenus co cmoponsl cocy0os: HEUaCTO — TMOBBIIIEHUE apTEPUATLHOTO JABJICHUS, PEIKO —
1aOUTBFHOCTD aPTEPUATBHOTO JaBICHUS, «IIPUIUBBI KPOBH K KOXKE JIHIIA.

Hapywenus co cmopoHvl 0biXxamenbHOU CUCmeMbl, Op2aH08 SPYOHOU KIemKU U CPeOOCHeHUs.
HEYaCTO — OJIBIIIKA; OY€Hb PEJIKO — 000CTpeHHEe OPOHXUATBLHOM aCTMBI, OPOHXOCTIa3M.
Kenyoouno-kuuieunvie Hapyulenus: 9acTo — Auapes, TOIIHOTA, pPBOTAa; HEYACTO — 3arop,
METEOPHU3M, TacCTPUT, KENyTOUHO-KUIIIEYHOE KPOBOTEUEHHUE, A3Ba W/WiH mepdopanus >KeTyaKa
WIA JBEHAIIATUNIEPCTHONW KHIIKH; OYEHb PEIKO — OONM B JKMBOTE, IHCIIEIICHs, CTOMATHT,
JerTeo0pasHblil CTYIL.

Hapywenus co cmoponvl neuenu u dHcenyedbleo0Awux nymeti: 4acTo — MOBBIIIEHUE aKTUBHOCTH
«TEYEHOYHBIX» (DEPMEHTOB; OUEHb PEAKO — FENaTUT, MOJTHHUEHOCHBIH ()Y TbMUHAHTHBIN ) TeaTUT
(BKITFOUAS JIETATTBHBIE HCXOJIBI), KENTYXa, X0JIeCTas.

Hapywenus co cmopoubl Kodcu U NOOKONCHbIX MKAHel: HEYacTO — 3yI, KOXKHas CHIIb,
MOBBIIIIEHHAS] TOTJIUBOCTh; PEAKO — JpUTEMa, NEPMATUT; OYEHb PEAKO — KparnuBHUIIA,
AHTHMOHEBPOTUYECKHUI OTEK, OTEK Jinlla, MHOTOGOpMHas spuTema, cuaapom CTuBeHca-/[»oHCoHa,
TOKCHUYECKHUI 3MuAepMalIbHbII HeKpoau3 (cunapom Jlaiiernia); yacToTa HEM3BECTHA — 3pUTEMa

¢dbuxcupoBanHas (cM. pasnen 4.4).
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inlale OB A HOC TR 0005)
Hapywenus co cmoponvl nouex u mouesvigaoauux }J;lmeuj%%m&) 'IE,H/EbImAH,Trel\l/raTVbHﬂ,

3a/lep’)KKa  MOYEHCIIYCKAHMS; OYEHb pEIKO — I[I04YeYHas HEeJAO0CTaTOYHOCTh, OJIUTYpHS,
WHTEPCTUIIUAIBHBIN HEPPUT, TUTIEPKATUEMUSL.

Obwue paccmpoiicmea u HapyuileHus 6 mecme 68e0eHUs: HeYacTo — mnepudepruieckre OTeKH;
PEAKO — HEIOMOTaHUE, ACTEHUS; OYEHb PEJIKO — THIIOTEPMHUSL.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0mats 0 mo/103peBaeMbIX HEKENATEIbHBIX PEAKIIUAX MOCIIE PErUCTPALNH Ipernapara ¢
LEeNbI0 O00ECleyeHUs] HENPEPHIBHOTO MOHUTOPUHIAa COOTHOILIEHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOT'O TMpernapara. MeIuIuHCKUM paOOTHHUKAM PEKOMEHYeTCs COOO0IaTh O JIF0OBIX
MO/I03PEBACMbBIX HEXKENATENbHBIX PEaAKIUAX JIEKAPCTBEHHOTO Mpernapara 4epe3 HalMOHaJIbHbIC
CUCTEMBI COOOIIEHUH O HEXKEIATSIbHBIX PEaKIUAX TOCYIapCTB — WIECHOB EBpasmiickoro
skoHoMuueckoro Coroza.

Poccuiickas @enepanus

®depnepanbHas cinyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS

109012, r. Mocksa, CriaBsiHCKasl III0IIaab, 1. 4, ctp. 1

Ten.: +7 800 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMOTOMBI

AmnaTusi, COHIIMBOCTb, TOIITHOTA, PBOTA, 0OJb B AIUTaCTPaIbHON 00J1aCTH. DTH CUMIITOMBI OOBIYHO
00paTUMBI TIpU TPOBEIACHUU CHUMIITOMATHYECKOW M TOJIEpKUBaroiel Tepanuu. Bo3mMoxHO
MOBBIIICHUE apTEPUATILHOTO JaBICHUS, BOSHUKHOBEHHE KETYTOYHO-KUIIIEUHOTO KPOBOTEUCHUS,
OCTpPOIi MOYEYHOU HEAOCTATOYHOCTH, YTHETEHHUE JbIXaHUsI, KOMa, aHa(DUITaKTOUIHBIE PEaKIUH.
Jleuenue

CumnromaTudeckasi U nojaepkuBatomias tepanus. Crenuguieckoro aHTUA0Ta HET. B ciyuae,
€CJIM CHMIITOMBI TEpPE03UPOBKM BO3ZHUKIIM B TeUEHHE 4-X 4YacoB TMOCIE MpUeMa Ipernapara,
HEO0OXOUMO BBI3BaTh PBOTY W/WJIHM 00ECIEUHTH MpHEeM akTUBHpoBaHHOTO yriisg (ot 60 mo 100 r
JUTSE B3POCIIOTO YeNIOBEKa) W/WIM OCMOTHYECKOTrO clabuTenbHOro cpeactBa. DopcupoBaHHBIN
Iuype3, TeMoauain3, remonepdys3us, 3alieadiBaHue Moud Hed(DPEKTUBHBI M3-3a BBICOKOM
CTEINEHU CBSI3bIBAHUS HUMECYIH/IA ¢ OeKaMu T1a3Mbl KpoBH (10 97,5 %). Heo6xoauM KOHTpOITh

3a COCTOSAHUEM (byHKI_[I/II/I IIOYCK U IICUYCHU.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

10
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dapmakoTepaneBTHUECKass TPyIMma: IPOTHB BOCTIAAT G EHbTe i '%Mmegmmmeéme

IIpenaparsl; HECTEPOUHBIE ITPOTHUBOBOCIAINUTEIBHBIE U IIPOTHUBOPEBMATHYECKHUE IIPENaparhl;
JIpYyrue HECTEPOUIHBIE IPOTUBOBOCIIAIIMTEIBHBIE U IPOTUBOPEBMATUYECKHE IIPEIIApaThI.
Kog ATX: MO1AX17

MexaausM aeiicteusd U dhapMakoarHaMudeckue b dheKThl

Humecynupn sBasercss HECTEpOUIHBIM MPOTHBOBOCIAIMTENBHBIM CpPEACTBOM M3  Kiacca
cynb(onamuioB. OKa3pIBaeT MPOTUBOBOCHIATUTEIbHOE, 00€300IMBAaOIIEe U KAPOTIOHMKAIOIIEEe
neiictBue. B oTiiMune OT HECeNeKTUBHBIX HECTEPOUIHBIX MPOTHBOBOCHAIUTENIBHBIX MPENapaToB
(HITBII), ammecynu riaaBHBIM 00pa30oM MHTHOMpYET HuKiookcurenazy-2 (LIOI'-2), Topmo3ut
CHHTE3 NPOCTArJaHIMHOB B OYare BOCIAJICHHUS, OKAa3bIBaET MEHEE BBIPAKCHHOE YTrHETAIoIIee
BO3JIeiicTBUE Ha nUKiIooKcureHasy-1 (LJOI™-1).

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopbuus

AOGcopOuwmst ipu TpueMe BHYTPh — BBICOKas. [IpueM muIm CHIKaeT CKOPOCTh abcopOmuu, He
OKa3bIBasl BIIMSHUSA HA €€ CTeNeHb. Bpems 1oCcTHXeHUs MakCUMaibHON KOHIEHTpauu (Tmax) —
1,5-2,54.

Pacupenenenue

CBs3b ¢ Oenkamu 1mia3Mbl cocTaBiisieT 95 %, ¢ aputporutamu — 2 %, ¢ aumonporenHamu — 1 %, ¢
KUCIbIMU abda 1-rnukonporenaamu — 1 %. V3MeHeHne 1036l penapaTa He BIUSET Ha CTENIEHb
€ro CBsI3bIBaHUs ¢ OeIKaMu KpoBU. MakcumManbHas KoHIeHTpauus (Cmax) HUMECYIHIa B IUIa3Me
KpoBH — 3,5-6,5 mr/n. O6beMm pacnpenenenus — 0,19-0,35 n/kr. IIpoHHKaeT B TKaHU >KEHCKUX
MOJIOBBIX OPTaHOB, TJI€ MOCJE OJTHOKPATHOTO MIPHUEMa €ro KOHIIEHTpaIus cocTanisieT okoio 40 %
OT KOHIIEHTpAIlMU B TUIa3Me. XOpOIIO MPOHUKAET B KUCIYIO0 cpeny odara Bocranenus (40 %),
CHHOBUAJIbHYIO KHUJAKOCTH (43 %). Jlerko mpoHMKaeT uepe3 rucroreMaTuyeckie apbepsl.

BI/IOTDaHC(bODMaHI/IH

Mertabonmu3upyercs B TE€YEHH TKaHEBBIMH MOHOOKcureHazamu. OCHOBHOW MeTabonut — 4-
ruapokcuHuMecynun (25 %) obnagaer cxoJHOM (apMaKOJIOTrM4EeCKOW aKTUBHOCTBIO, HO,
BCJIEJICTBHE YMEHBIIEHUS pa3MepoB MOJeKyd crocobeH auddynaupoBats 1no ruapododbHomy
ka"aity [{OI'-2 Kk akTUBHOMY LIEHTPY CBSI3bIBAaHUSI METUIIBLHOM TPYIIIIHIL.

DJIMMUHALMS

4-I'uIpoKCUHUMECYIN/T ABIISIETCS BOJOPACTBOPUMBIM COEAMHEHHUEM, JIJIsl BRIBEIEHUSI KOTOPOT'O HE
TpeOyIOTCS TIIYTaTHOH W peakiuu kKoHbloramuu Il ¢a3er mMetabommsma (cynbhaTupoBaHue,
[JIIOKYPOHUPOBAHUE U P.).

[Tepuon nmomyBeiBeaeHus (T1/2) HUMecynmuaa cocrapnset 1,56—4,95 4, 4-ruipokcHHUMECYIHIA —

2,89-4,78 4. 4-I'mapokCHHHMECYIU]] BBIBOTUTCS moukamu (65 %) w ¢ xemusto (35 %),

11
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(NOCNEQCBATENEHOCTE 0005)

MOJIBEPraeTcsl YHTEPOrenaTHIeCKON PELUPKYIISIUH.

IToyeyHas HETOCTATOYHOCTD

Y OombHbIX ¢ modeyHou HemoctarouHocThio (KK 1,8-4,8 n/a wmm 30-80 wmi/mun),
(bapMaKOKHHETHYECKHI PO HUMECY/IH/IA CYIIIECTBCHHO HE MEHICTCS.

JInIia moKMI0Tro BO3pacTa

VY Ui moXwiioro Bo3pacta (papMakOKMHETHUECKHH Mpo(Quib HUMECYJIHAa CYIIECTBEHHO HE
MEHSETCSI.
eTu

VY nereit papMakOKMHETHYECKUHN TPOGUIb HUMECYJIN/A CYIIIECTBEHHO HE MEHSAETCS.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1 Ilepeyensb BcnoMoraTeibHbIX BelIECTB

JIakTO3bI MOHOTHIPAT (Caxap MOJIOUHBIN)

KapOoxcumeTrnnkpaxmai HaTpust (HaTpUs KpaxMall TIUKOJIST, TPUMOTEIb)

[ToBunon K-17 (HOIMBUHWINUPPOIUIOH HU3KOMOJEKYJSpHBIM MeauuuHckuit 12600+2700,
mwiacaon K-17)

Marnus cteapar

Lemttono3a Mukpokpuctayuimieckas (tum 102)

Kpemuust nuokcua KoJJIOUIHBIN (a3pOCHIT)

6.2 HecoBmecTuMOCTH

He npumenumo.

6.3 Cpok rogHocT (CPOK XpaHEeHHUs)

3 roxa.

6.4 OcoObie Mepbl MPEAOCTOPOKHOCTH NPH XPAHCHUHU

ITpu Temneparype He Bbime 25 °C, B OpUTHHAIBHOM yIIakoBKe (Mayke).

6.5. XapakTep u coep:xkaHue NEPBUYHON YIIAKOBKHU

10, 14 TabneTrok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY M3 IUIEHKH MOJMBHUHUIXJIOPUIHONW MapKu
OI1-73 u dponbru atOMUHUEBON MEYaTHOH JTaKUPOBAHHOM.

10, 14, 15, 20, 28, 30 TabneTok B OaHKY MOJUMEPHYIO M3 MOJMIPONMUICHA WIH TOTUITUICHA
HU3KOTO JaBJICHUs, YKYIOPEHHYIO HATATMBAEMOM WM HABUHUYMBAEMOMN KPBIIIKOM MOJIMMEPHON
JUISL JIEKQpPCTBEHHBIX CPEJICTB M3 MOJMUIPONWICHAa WU MOJMATHIEHA C KOHTPOJEM IEpBOIO
BCKPBITHS UM 0€3 KOHTPOJIS, C YIUIOTHSIOLIUM 3JIEMEHTOM MJIH O3 Hero.

[Tpu oTCYTCTBUM YIJIOTHSIOMIETO JIE€MEHTa B KPBILIKE TOJIMMEPHON CBOOOHOE MTPOCTPAHCTBO B
OaHKe 3allOJIHAIOT BaTOM MEAMIIMHCKOW TUTPOCKONHWYECKOM WM aMOpTU3aTOpOM, WU

OCYIIUTEJIEM.

12



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24 07.2025 N= 18504

Kaxnyro Oanky, 1, 2, 3, 4, 5, 6 KOHTYpHBIX H‘IGI;'IKOQEII)_(I:::V;IIE[%E&(L'EEM%;AT&QéﬁiﬁIGM

MOMEIIAIOT B MAYKy U3 KapTOHA.
6.6 OcoOble Mepbl TMPEAOCTOPOKHOCTH NPH  YHMYTOKEHHH  HMCHOJIH30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara Wi 0TX040B, MOJYy4YeHHbIX N0cje NPUMeHeHHs Npenapara, u
Apyrue MAHMMYJISLHMH ¢ TPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHMUSA

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO «Bendapm YK» (000 «Bendapm YK»)
r. Mockga, yn. Konrtesckas, a. 83, kopi. 1, odpuc 16.

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

WutepHeT-caiit: WWW.brwaygroup.ru

7.1 llpencraBuTeib iep:KaTe/isi PperucTPAlHOHHOI0 YA0CTOBePeHust

IIpereH3uu HOTDC6HT€JI€I>1 HaIrrpaBJIATH I10 aApECy.

Ilo eonpocam 6e3onacnocmu u 3¢gppekmuenocmu 1eKapcmeeHHo2o npenapama oopawamscs K
npeocmasumento 0epiIcamelis pecucmpayuoHH020 YOOCHOBEPEHUL:

Poccniickas @enepanus

OO111ecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

Kypranckas o6:., r. Kypran, npocnext Koncturynuu, . 11

Temn.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ilo 6onpocam xauecmea 20mogou NPoOyKyuu oopawamovcs K npou3soo0Umento J1eKapcmeeHHo20
npenapama:

Poccniickas @enepanns

OO611ecTBO ¢ OrpaHMYEHHON 0TBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)

640008, Kypranckas o0:., r. Kypran, npocnekt Koncturyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ui

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMUEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My»)
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 24.07.2025 N= 1850k

124460, r. MockBa, BH.TE€p.I. MYHUIUNAIbHBII OKD\'/FII_'C;&HE%:EI‘“T@%;‘&EJ Il'hﬁjlol(;l'IIeKT

I'enepana Anexceesa, 1. 50
Ten.: +7 495 780-00-70

E-mail: quality@velpharm-m.ru

8. HOMEP PEIT'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
INEPEPETUCTPALINN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6mass  xapakTtepuctuka JekapcTBeHHoro mnpemnapara HHUMECYJIMJ] nocrymHa Ha
uH(GOPMallMOHHOM TmopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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