COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 02.10.2025 N= 24753

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Humecynua, 100 mr, TabneTku.

2. KAUECTBEHHBI 1 KOJTUYECTBEHHBI COCTAB

JleficTByro1I€€ BEIIECTBO: HUMECYIIU.

Kaxxnas tabnerka comepxut 100 mr HmMecynua.

BcnomorarensHbie BCIICCTBA, HAJIMYMUC KOTOPLIX HAJA0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: J1akTo3sl MoHOTHApaT — 115,0 Mr (cMm. paznen 4.3).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEICH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabmeTku.

prrJ'IBIe ABOSKOBBIITYKJIBIC Ta0JIETKH CBETIIO-KEJITOrO BCTa, JOITyCKACTCA HAJITNYHNC BKpaHJ’ICHI/Iﬁ

JKCJITOro LIBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Humecynua Ha3HauaoT B3pOCIBIM U JETSIM cTapiie 12 et nmpu Tepanuu ocTpoil 6onu:

00JIb B HIDKHEH YaCTH CIIMHBI U/WIH 00JIACTH MOSICHUIIBL,

00J1eBOI CHUHAPOM, CBSI3aHHBIN ¢ 3a00J€BaHUSIMM OIOPHO-ABUTATEIBHOIO ammapaTta, B TOM
quciie TEHIUHUTHI, OYpPCHUTHI,

00JIb npu YHII/I6aX, PACTAKCHUAX CBA30K M BbIBMXAaX CYCTAaBOB;
3yOHas 00Jib;
CUMITOMATHYECKOE JICUEHHUE 0CTE0apTpo3a (0cTeoapTpuTa) C OOIEBBIM CHHIPOMOM;

MNEepBUYIHAA AJIbI'OAUCMCHOPCH.

HpenapaT npeaHa3sHa4YCH JJIA CUMIOTOMAaTHYECKOH TCparu, YMCHBIICHUA 00JIM ¥ BOCHAJICHUS HA
MOMCHT HCITIOJIb30BaHU, Ha IIPOTrPECCUPOBAHNC 3a00JIeBaHUS HE BIUSET.

Humecynua pekoMeHiyeTcs Uil TEpaliiy B Ka4eCTBE Mpernapara BTOPOW JTUHUU.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUs!

PexuMm no3upoBanus

[To 100 mr (1 TabneTka) 2 pa3a B I€Hb.

MakcumanbHasi cyTouHas Jo3a cocrasisier 200 mr.
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ﬂJ’II/ITeHBHOCTI) JICYCHU Ha3HavacT Bpay.

JUiss yMEHbIIEHUS! BEPOSITHOCTU PA3BUTUS NMOOOYHBIX APPEKTOB PEKOMEHAYETCS MPUHUMAThH
MUHHMaJIbHYIO 2P QEKTUBHYIO 103y B TeUCHHE MUHIUMAJIHHO KOPOTKOTO BPEMEHH.

MakcumaiibHas MPOJOJKUTEIIBHOCTh Kypca JI€UEHUSI HUMECYIUI0M — 15 nHe.

Oco0Bble IPVIIILI TAIUEHTOB

Tayuenmul noscunoeo eospacma
[Tpu Tepanuy NOKWIBIX MALMEHTOB KOPPEKIIMU CYTOYHOH /1036l HE TpeOyeTcs (cM. paszaen 5.2.)
Tlayuenmol ¢ Hapywenuem PyHKYuU novex

VY nmanueHToB ¢ MOYeYHOM HEeI0CTATOYHOCTHIO JIETKOW U YMEPEHHOM CTENEeHU THXKECTH (KIMPEHC
kpearnHuHa 30—60 MJI/MHH) KOPPEKIMU A03bI HE TpeOyeTcs, MalueHTaM ¢ TSDKEIOH MOYeuHOou
HEJOCTAaTOYHOCTHIO (KIIMPEHC KpeaTHHHHA MeHee 30 MJI/MUH) HUMECYIIH]T POTHBOIOKA3aH (CM.
pasnen 5.2).

Tlayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCIBIO
[IprMeHeHrEe HUMECYIUAA y MTAlUEHTOB C IEYEHOYHONW HEA0CTATOYHOCThIO TPOTUBOIIOKA3aHO.
eTu

bezonmacHocTh M 3¢ dekTuBHOCTL npenapata Humecymun y aereid B Bo3pacte A0 12 et He
ycTaHOBJICHBI. Pexxum po3upoBanus yist Aetet ot 12 mo 18 neT He omiMyYaeTrcs OT pexuma
JIO3UPOBAHUs JJIs1 B3POCIIBIX.

Cnoco6 IIPUMCHCHUA

BuyTps.
[TprHMMAIOT 1OCIIE €/1bl C TOCTATOYHBIM KOJIMYECTBOM BOJIBI.
4.3. IIpoTuBONOKA3AHUSA

® T[IOBBIIIEHHAs YYBCTBUTEJIBHOCTb K HUMECYJIUJY MM K JIIoOOMYy M3 BCHOMOTaTeIbHBIX
BEILIECTB, IEPEUNCICHHBIX B pasjene 6.1;

® HENEepeHOCMMOCTh  JIAKTO3BI,  JIAKTa3Has  HEJOCTAaTOYHOCTb,  TJIFOKO30-TaJlaKTO3HAs
MajbabcopOIus;

® [I0JIHOE MJIM HEMOJIHOE COYeTaHNe OPOHXHAIBHOM aCTMBbI, PELIUANBHUPYIOLIETO MOJINI03a HOCA,
OKOJIOHOCOBBIX Na3yX M HENEPEHOCHMOCTh AUETUICAIAIMIOBON KHUCIOTBI WM JPYTHX
HECTEPOUIHBIX MPOTUBOBOCTIATHUTENBHBIX mpenapaToB (HIIBII) (mampumep: aHanbruH,
uOynpoder u Ap.), a TaKKe HaJIMYUE THIEPEPrUUYECKUX peakuuid (OpoHXocmasM, PHHMT,
KpalnuBHHUIIA), CBI3aHHBIX C IPUMEHEHUEM alleTHIICATTUIIMIIOBOM KUCIOThI min Apyrux HITBIT
(B TOM uHMCIIe B aHAMHE3E);

® T CIMAaTOTOKCUYCCKUE PCAKIIMN HA HUMCCYJIN B aHAMHE3E,

® OJHOBPEMEHHOE MPHUMEHEHHE C IPYTMMH JIEKapCTBEHHBIMU MpenaparaMu C MOTEHIHATbHOM
renaToTOKCUYHOCThIO (Hampumep, npyrumu HIIBII);
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XPOHHUYECKHE BOCTIAJIUTEILHBIE 3a00JIeBaHUST KUIICTHNKA (00JIC3HE KPOH4, SI3BCHABIN KOJIAT)
B (haze obocTpeHus;

MIEPHOJI ITOCJIE A0PTOKOPOHAPHOI'O LIYHTUPOBAHMSI;

JUXOPATOUHBIM CHHIPOM MPU MPOCTY/IE U OCTPHIX PECIUPATOPHO-BUPYCHBIX WH(EKIMSIX;
MOI03PEHHE HA OCTPYIO XUPYPrUUECKYHO ATOJIOTHIO;

sA3BeHHAas 00JIe3Hb JKeTyIKa WK JBEHAAIATUIIEPCTHOMN KUIIKH B paze 000CTpeHMS;
APO3UBHO-S3BEHHOE MOpaKeHue xenyaouno-kumeyHoro tpakta (JKKT) B haze obocTpenus;
3po3uBHO-s13BeHHOE nopaxkenue JKKT B anamuese;

niepoparyy WK KeIyA0IHO-KUIIIEYHbIE KPOBOTCUCHHS B aHAMHE3€, B TOM YHCJIC CBSI3aHHBIC
¢ npenwectByromen tepanueit HIIBIT;

1epeOpOoBaCKyYJISIpHbIE KPOBOTEUYECHHSI B aHAMHE3E, JAPYTH€ aKTHUBHBIE KPOBOTCUYCHHS WIIU
3a00JIeBaHUs, COMPOBOKAAIOIINECS MOBBIICHHOW KPOBOTOUHUBOCTBIO;

TSDKEJIBIC HAPYIICHUS CBEPTHIBAHUS KPOBHU;
TsKeNas cepliedHast HeJOCTaTOYHOCTb;

TsDKENas MoYeyHasi HeJOCTaTOYHOCTh (KJIUPEHC KpeaTuHuHA MeHee 30 MiI/MUH);
nporpeccupyroiiee 3ad001eBaHNe MOYEK;

MOJTBEPK/ICHHAS TUIIEPKATHEMHUST;

MEYCHOYHAs HEJJOCTaTOYHOCTh, aKTUBHOE 3a00JIeBaHNE MTEYECHH;

JIETCKH Bo3pacT 110 12 ner;

OepeMeHHOCTh U EPUOJ TPYAHOTO BCKapMIIMBaHus (CM. pasnen 4.6);

AJIKOT'OJIN3M, HAPKOTUYCCKAasA 3aBUCUMOCTD.

4.4. OcoOble yka3aHUsi U Mepbl IPeIOCTOPOKHOCTH IPH NPUMEHEHHH

C 0CTOPOKHOCTBIO:

apTepuanbHas TUIIEPTEH3US;
uieMuyeckas 00Je3Hb cepla;
1epeOpoBaCKyIIpHbIE 3200JI€BaHUS;
KOMIIEHCUPOBAHHAas CepJieuHasl HEA0CTaTOYHOCTb;
JUCITUTIHAIEM U/ TUTIPIUITAIEMHUS;

caxapHblIii quader;

3a0oseBaHus nepupepuyeckux apTepuii;
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® TreMOpparuyecKuil 1uaTes;
® KypCHHE;
® TI0YEYHAs HEJOCTATOYHOCTH (KiHupeHc kpearnnnHa 30—60 mi/MuH);

® aHAMHECTHYECKHE JIaHHBIC O Pa3BUTHU AIPO3UBHO-si3BeHHOro mnopaxkeHus JKKT, nammune
undexuu Helicobacter pylori;

® II0XWIOH BO3pAacT;

e mrensHoe npumenenue HIIBII,

® YacToe ynoTpeOIeHue aJIKOToJIs;

® TsDKEJIbIe COMATUYECKHE 3a00JIeBaHUS;

e cucrtemHas kpacHas Bosiuanka (CKB) u npyrue cucremubie 3a001€BaHUsS COCIUHUTEIBHON
TKaHU;

e CONYTCTBYIOLIAs Tepamnus CICAYIOUMMH @pernapaTaMu: aHTUKOATyJSHThHl (Hampumep,
BappapuH), aHTHArPETaHTHl (HAIPUMEpP, AICTHICAIALNIOBAS KHUCIIOTa, KIOMUIOTPEN),
NepopajbHbIE  [NIIOKOKOPTUKOCTEPOUAbl  (HalpuUMep, MPEJHU30JIOH),  CEJIEKTHBHbBIE
WHTHOUTOPHI OOpAaTHOrO 3axBaTa CEPOTOHWMHA (HANMPUMEpP, IUTAIONpPaM, (IIYOKCETHH,
MAPOKCETUH, CEPTPAITHH).

Oco0ble yKazaHus

Hesxxenarenbuble mo604HbIE 3()()EKTH MOXKHO CBECTH K MUHUMYMY TIPH MPHUMEHEHHUH TIperapara
B MUHUMaIbHOH J(PQGEKTUBHONW 03¢ MPH MHHAMAIBHOW JUIMTEIBHOCTH TPUMEHEHHS,
HEOO0XOIMMOM JJIs1 KyIHPOBAHUSI CHMITOMOB.

Brusnue na neuenw

Hmerorcss naHHble 00 OYEHb PEIKUX CIIydasiX CEphE3HBbIX peakluil CO CTOPOHBI MEYEHHU, B TOM
qucie, Clly4ae JETAJIbHOIO HCXO0Ja, CBA3AHHBIX C IPUMEHEHUEM HHUMECYIUI-COAEpKaIIUX
npenaparoB. [Ipy MOsABIEHMM CUMITOMOB, CXO0XHX C INPHU3HAKAMHM IIOPAXEHUs IIEUYEHU
(aHOpeKCHsl, KOKHBINA 3yJ], TIOXKEITEeHUE KOXKHBIX MOKPOBOB, TOLUIHOTA, PBOTA, OOJIM B JKUBOTE,
OTEMHEHHE MOYH, MOBBIIIEHNE AKTUBHOCTH «I1€YEHOUHBIX» TPAHCAMHHA3), CIIEyeT HEMEUIEHHO
NPEKpaTUTh MPUMEHEHHE HUMecyluja M oOpaTuTbcs K Bpauy. [loBTopHOE mNpuUMeHeHue
HUMECYJIN/IA Y TAKUX MAIMEHTOB IPOTUBONOKA3aHO.

[Tocne 2-x Hexenb MPUMEHEHUS NpenapaTa He0OX0JUM KOHTPOJIb TIOKa3aTenel GyHKINHU TeYeHN
(«tpancamuHa3zbl»). CooOIIaeTcss 0 peakusaX co CTOPOHBI MEYEHHU, UMEIOIUX B OOJIBIIMHCTBE
cllydaeB 0OpaTHUMBII XapakTep, Ipu KpaTKOBPEMEHHOM IPUMEHEHUH Mpenapara.

Bo BpemMs npuMeHEHMs HUMECYJIMJa NAlUWEHT JOJDKEH BO3JEPKUBAThCA OT MIpHEMa JIPYTHUX
aHaimpretukoB, Bkmodas HIIBIT (B T.4. ceneKTHBHbIE WHTHOWTOPHI IHUKIOOKCHUTEHA3BI-2

(LOr-2)).
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Bausinue na sceny0oyHo-KuuieyHvltl mpakm

Humecynup cienyer npuMeHSTh € OCTOPOXKHOCTBIO Yy IMALMEHTOB C JKEIYJO0YHO-KUIIEUHBIMU
3a00JIeBaHUSMHM B aHaMHe3€ (SA3BEHHBIM KOJUT, Oose3Hb KpoHa), MOCKOJIBKY BO3MOXHO
obocTpenune 3Tux 3abosieBaHU. PHCK BO3HUKHOBEHUS JKEITyIOYHO-KHIIEYHOTO KPOBOTECUCHHUS,
NENTHYECKON S3BBI/TIeppopaliil >KeIyIKa WM JIBEHAIATUIIEPCTHOW KHIIKUA IMOBBIIIACTCS Y
MalyueHToB ¢ HaymuueM si3BeHHOro mnopaxeHus JXKKT (s3Bennbrii xonut, 60ne3np Kpona) B
aHaMHe3e, a TaKXKe y MOXWIbIX MalueHToB, ¢ yBeandeHuem ao03bl HIIBII, nostomy neuenue
clelyeT HauYMHATh C HAUMEHbIIEH BO3MOXKHOW J103bl. TakuM NanpeHTaM, a TAKXKe MalHUeHTaM,
KOTOpPBIM TpeOyeTcsi OAHOBPEMEHHOE MPUMEHEHHWE HU3KHUX J03 aleTHIICATUIMIOBON KHCIOTHI
WU APYTUX CPEACTB, NMOBBIMIAIOIIMX PUCK BO3HMKHOBEHUS OCJIOXKHEHUM co cTopoHbl JKKT,
PEKOMEHIyEeTCSl JIONOJHUTEIBHO Ha3HayaTh IPUEM TacTPOIPOTEKTOPOB (MM30MPOCTON WU
OsiokaTopsl mpotoHHOU momrbl). [TanmenTsr ¢ 3a0oneBanusmu JKKT B anamHese, B 0COOCHHOCTH
MIOKUJIbIE MALMEHTHI, JOJKHBI COOOIIATh Bpadyy O BHOBb BO3HUKIIHMX CUMITOMAX CO CTOPOHBI
KKT (ocobenHO 0 cuMITOMAax, KOTOPhIE MOTYT CBUAECTEILCTBOBATh O BO3MOXKHOM >KEITYyJ0YHO-
KHUILIEYHOM KPOBOTEUEHUN ).

Humecynun cienyer HazHayaTb C OCTOPOXKHOCTBIO IMALIMEHTAM, NMPUHUMAIOIIMM IIpEeraparsl,
YBEJIMYUBAIOLME DPUCK HU3BA3BICHUS WM KpPOBOTEUEHMs (IEepopaibHblE KOPTHUKOCTEPOUIBI,
AQHTHKOATYJISIHTBI, HampuMmep, BapQapuH, CEJICKTHBHBbIE HWHTHOMTOPHI OOpAaTHOTO 3axBara
CEepOTOHMHA WJIM aHTUTPOMOOLIMTApHBIE areHThl, HalpUMep, aleTHICAIUIIIOBas KuciaoTa). B
Clly4ae BOZHUKHOBEHUS JKEIyJOYHO-KHUILIEYHOTO KPOBOTEUEHMsI MM s13B€HHOro nopaxenust JKKT
y TalMeHTOB, NMPUHUMAIOIIMX HUMECYJIUJ, JICUEHUE IpenapaToM HEOoOXOAMMO HEMEIEHHO
IIPEKPATUTD.

VYuurtsiBas coOOIIEHNS O HApYLICHUSIX 3pE€HUs y MallueHToB, NpuHuMaBux apyrue HIIBII, npu
MOSIBIICHUH JIIOOOTO HapyIIEHHUs 3pSHUS NMPUMEHEHHE HUMECYJIHIa JOJDKHO ObITh HEMEIJICHHO
IPEKpaIleHo U MPOBEJEHO 0(TAIbMOJIOTHUECKOE 00CIeJ0BaHUE.

Bausinue na nouku u na cepoeuno-cocyoucmyro u yepeopo8acKyIsApHyIO CUCmembl

IIpenapatr MOKET BBI3BATH 33JI€PKKY KUIKOCTH B TKAHAX, IOATOMY ITALIMEHTAM C apTepPUAIBHON
TUMEPTEeH3UEH, ¢ MOYeYHOW W/MIM CeplIeYHOM HEeIO0CTaTOYHOCThIO, MIIEMUYECKOH O0JIe3HBIO
cepaua, 3a0oneBaHueM  NepUpEpUUYECKUX  apTepuil  W/HIM  1epeOpOBACKYISIPHBIMU
3a00J1€BaHUAMH, C HalIW4YheM (aKTOPOB pHCKa pa3BUTHs CEPIEYHO-COCYAMCTHIX 3a00JieBaHUM
(HampuMep: TUIEpIUNUIEMHUEH, CaXapHbIM JHAa0eTOM, y KypALIMX) HUMECYIHJ CJIeIyeT
IPUMEHSTH C 0COO0N OCTOPOKHOCTBIO.

B ClIyvdac yXyAlICHUA COCTOAHUSA JICUCHNEC HUMCCYIINIOM HeO6XOI[I/IMO IPEKpPATUTD.

Knunnueckue nccneroBaHus U SNIUAEMHOIOTMYECKHAE JAaHHBIE MIO3BOJISIOT CIENaTh BBIBOJ O TOM,
yto HIIBII, ocobeHHO B BBICOKHX J103aX U MPHU ATUTEIBHOM NPUMEHEHUH, MOTYT MPUBOJIUTH K
HE3HAYUTEJIbHOMY YBEIMUYEHUIO PHUCKAa BOZHUKHOBEHUS MH(papKTa MUOKapa WK UHCYIbTa. J{is
WCKJIIOYEHHS] PUCKAa BO3HHWKHOBEHHS TAKMX COOBITUH NMPH MPUMEHEHWH HHUMECYJIHJA JaHHBIX
HEJ0CTaTOYHO.

[Tpy BO3HUKHOBEHHH MPU3HAKOB CIIPOCTY IBI» WM OCTPOI pecriupaTopHO-BUPYCHOM HH(EKIIUH B
npolecce MPUMEHEHUs] HUMECYJIN/Ia TIpUeM Ipernapara JoJKeH ObITh MPeKpallieH.
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HI/IMCCYJ'II/II[ MOJKET H3MEHITH CBOWMCTBa P MGUU,yuUb, TTOSTOMY nCUGAU/_uaMU COOMIOAaTh
OCTOPOXHOCTh IIpH NPHUMCHCHHHU IIpCriapara y JUI C T'EMOPpParundcCKuM JIUaTrc3oM, OIJHAaKO
nmpemnapar HE 3aMCHACT HpO(bI/IJ'IaKTI/I‘leCKOFO JIIEUCTBHS aleTHIICAIMIMIOBON KHCIIOTBI npu
CeP/IEYHO-COCYAUCTHIX 3a00JICBaHUSX.

HauueHmbl noOJ2HCUI020 80o3pacma

[Toxxmtple marueHTl 0COOCHHO TOJBEPKEHBI HeOaaronpusaTHbeM peakiusMm Ha HIIBII, B Tom
YHUClie PUCKY BO3HUKHOBEHHUS IKENyIOYHO-KUIICUHBIX KPOBOTEUYCHHUH U Tnepdoparmii,
YTPOKAIOIIUM KU3HU MAIMEeHTa, CHUKCHUIO (DYHKIWU MMOYEK, NeYeHu u cepana. [lpu nmpueme
HUMECYIUAa JUIS JaHHOM KAaTerOphH IAlMeHTOB HEOOXOAMM HAJICKAIINN KIMHHYECKUN
KOHTPOJIb.

Koorcnbre peakyuu

NmeroTcsi naHHBIE O BO3HMKHOBEHHMM B PEIKUX CIydyasxX KOXKHBIX peakiuil (Takux Kak
SKC(OJIMATUBHBIA JepMaTuT, cUHIpoM CTuBeHca-/[)KOHCOHA, TOKCHYECKUU SMUIACPMAIIbHBIN
Hekponu3) npu npueme HIIBII, B Tom uncne u uumecynuaa. [Ipu nepBbIX MpOsIBICHUSIX KOXKHON
CBIIH, TOPAKEHUHU CIIU3UCTHIX 000JI0UEK UITU IPYTUX MPU3HAKAX aJUIEPTUYECKON PEaKIuu MpuemM
HUMECYJIHNA CIEAYET HEMEJIEHHO MPEKPATUTb.

Bruanue na ¢pepmunvrocme

[IpumeneHue mnpemnapaTta MOXET OTPHUIATENBHO BIHMATH Ha JKEHCKYIO (EpTHUIBHOCTH U HE
PEKOMEHIyeTCsl JKEHIIIMHAM, TUIAHUPYIOIKUM OepeMeHHOCTh (cM. pasaen 4.6).

4.5. BzaumoneiictTBue ¢ JAPYrHMHM JIEKAPCTBEHHbIMHM MpenapartamMM M Jpyrue BH/bI
B3auMOAeliCTBUA

dapMakoAUHAMHYECKUE B3aUMOICUCTBHUS

FJZ}OKOKOpmuKOCmepOM()bl MOBBIIIAOT PHUCK BO3HHUKHOBCHHA 3PO3HMBHO-A3BCHHOI'O0 ITOPAXCHUA
KCITYJOUYHO-KHIICYHOI'O TPAKTa UK KPOBOTCUCHU.

Aumumpomboyumapmusie cpedcmea U CeleKmugHvle UHSUOUMOPbI NOBMOPHO20 NO2TOUEHUS
cepomonuna (SSRIS), Hanpumep, ¢ryokcemun, yBETUUMBAIOT PUCK BO3HUKHOBEHUS JKEITy IOYHO-
KHUIIIEYHOTO KPOBOTCUCHHSI.

Anumuxoacynanmor. HIIBII MoryT ycuinBaTh JeiicTBUE aHTHKOATYJISIHTOB, TAKUX KaK sapgapun
WIA  TIpernapaTtoB,  OOJaJalolIMX  aHTUTPOMOOLMTApHBIM  JeiicTBHEM,  TakuX  Kak
ayemuacanuyunoeas kucioma. V13-3a noBbIIIEHHOTO PUCKAa KPOBOTEUEHUH Takasi KOMOMHAIUS He
PEKOMEHyEeTCs U MPOTUBOIIOKA3aHa MMallUeHTaM C TsDKEJIbIMU HapyLIEHUAMU Koaryisuuu. Ecium
KOMOMHHMpPOBAaHHOW TEparuy BCe )K€ HEIb3sd HM30exaTb, HEOOXOAMMO MPOBOJUTH TIIATEIbHBIN
KOHTPOJIb [TOKA3aTEJIeW CBEPTHIBAEMOCTH KPOBH.

Hpyeue necmepouonvie npomusogocnarumenvhvie npenapamsel (HIIBII). OnHOBpeMeHHOE
NpUMEHEHUE HUMECYIUA-coAepkamux npenaparoB ¢ gapyrumu  HIIBII,  Bkirouas
ayemuicatuyuiosylo Kuciomy B pa3oBoil jo3e Oonee 1 T wiu cyTodHo# no3e Goiee 3 T, He
PEKOMEHIYETCS.
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ﬂuypemuku. HIIBII MOT'YT CHHXKATb I[GﬁCT e AN ypPCTUKOB: Y- SAOPOBBIX /J,UGpUbuubu,cb
HHUMECYJINJ BPEMCHHO CHHMXKACT BBIBCIACHUC HATPUA ITOJ JIeHiCTBHEM qbypocemuaa, B MCHBIIEH
CTCIICHU — BBIBCACHUC KaJINA U CHUIXXACT COOCTBEHHO ,I[I/IprTI/I‘ICCKI/Iﬁ 3(1)(1)6KT. OI[HOBpeMeHHOG
IpUMECHEHHE HUMECYIUIa U GpypocemMuia MPUBOAUT K YMEHbIICHHIO (TiprOim3uTenbHo Ha 20 %)
TUTOMIA TN 1TOJ KPUBOH «KOHIEHTparus — BpeMs» (AUC) U CHIDKESHHIO KyMYJISITUBHON 9KCKPELUH
(bypoceMI/ma 0e3 U3MCHCHHUS IIOYCYHOTO KIIMpCHCa q)ypOCGMI/IHa. OI[HOBpeMeHHOG IIPUMCHECHUE
(bypoceMI/ma U HUMECYInaa Tpe6yeT OCTOPOXHOCTHU Yy IMallUCHTOB C MMOYCYHOU WIIH CCpIIG‘-IHOfI
HEOOCTAaTOYHOCTHIO.

Hneubumopor aneuomenzunnpespawarowezo pepmenma (AIIP) u anmazconucmol peyenmopos
aneuomensuna-11. HIIBII MoryT cHm>xath nelicTBUE TMIIOTEH3UBHBIX IIPENapaToB. Y MallMeHTOB
C MOYEYHOH HEIOCTATOYHOCTBIO JIETKOM U YMEPEHHOH CTENEHU TSHKECTU (KIMPEHC KpeaTMHHHA
30-60 mi/MHUH) TIpH  OJHOBPEMEHHOM TMpHUMEHEHHH WHruouTopoB AllD, aHTaroHncroB
peuentopoB anruotensuna Il u cpeacTts, mopaBisiromux cucremy nukiaookcurenassl (LLOT)
(HIIBII, anTHArperanThl), BO3MOXHO JaibHekIee yXy/aimeHne QyHKIUH ITOYeK U BOSHUKHOBEHHE
OCTpOl TOYEYHOW HEJOCTATOYHOCTH, KOTOpas, Kak IpaBHJIO, ObIBaeT 0OpaTUMOW. ITu
B3aUMOJICUCTBUS CJEAYyET YUYUTHIBATh y MAl[MEHTOB, IPUHUMAIOUIUX HUMECYJIUJ B COUYETAaHUU C
unruOutopamu  All® wunu  aHTtaronucramu peuentopoB anruorensuHa II.  Tlostomy
OJIHOBPEMEHHOE IMPUMEHEHHE 3THUX IPENapaToB CIEAYET OCYIIECTBISATh C OCTOPOKHOCTBIO,
OCOOEHHO y MOXWJIBIX NAalMEeHTOB. [lalMeHThl MOJDKHBI MONMy4aTh JOCTaTOYHOE KOJMYECTBO
KUAKOCTH, a TMOYEUHYH (YyHKIHIO ClleqyeT TIIATeJIbHO KOHTPOJIMPOBATh II0CIIE Hayaia
OJIHOBPEMEHHOI'O IPUMEHEHUSI.

Mugpenpucmon. B cBsi3u ¢ TEOPETHYECKUM PUCKOM M3MEHEHHS (P PEKTUBHOCTH MH(]enprucToHa
1O/ BIMSHUEM WHTUOUTOPOB cHHTe3a nmpocrarianaunos, HIIBIT He ciexyer mpumeHsTh paHee,
yeM uepe3 8—12 cyTok nocsae oTMEHbI MU(EIPUCTOHA.

Nmerores nannbie o ToM, yto HIIBII ymMeHbIIatOT KIIMPEHC iumust, 4TO PUBOJUT K ITOBBIIEHUIO
KOHILIEHTPALUX JIMTHS B IUIA3ME€ KPOBU M €r0 TOKCUYHOCTU. [Ipu mpumeHeHnn Humecynuaa y
MALMEHTOB, HAXOAAIIMXCS HA TEPAIUU IIPENapaTaMu JINTHS, CIIEAYET OCYIIECTBIATh PErYJISPHBINA
KOHTPOJIb KOHIIEHTPALUH JINTHUS B IIJIa3ME KPOBH.

KnuHnueckn 3HAYUMBIX B3aUMOJEHCTBUM C 21UOEHKIAMUOOM, MEODUIIUHOM, OUCOKCUHOM,
YUMemuoOuHoOM U aHmMayuoHslMy TipenaparaMu (HarpuMep, KOMOWHAIMS aTIOMUHHUS U MarHus
THJIPOKCUIOB) HE HAOII01aI0Ch.

Humecynun nopasisiet aktuBHOCTH M30hepmenta (CYP)2C9. [Ipu oiHOBpeMEHHOM NPUMEHEHUU
C HHUMECYJHJIOM TIpenapaToB, SBISIOMUXCA CyOcTpaTamMu 3TOro (epMeHTa, KOHICHTPALUs
MOCJIETHUX B TJIA3ME MOYKET TIOBBIIIATHCS.

HpI/I Ha3HAYCHUN HUMCECYJIMJa MCHEC 4YCM 3a 24 4aca A0 WM MOCJIC IIpUeMa memompexcama
Tpe6yeTc51 CO6J'IIOI[E[TB OCTOPO’KHOCTD, TAK KaK B TAKHUX CIIy4YasaAX YPOBCHb MCTOTPCKCATA B IJIa3MC
KpOBH U, COOTBETCTBCHHO, TOKCHYCCKUC 3(1)(I)GKTLI MOTYT IOBBIIIIATHCA.

B cBs3m ¢ )IefICTBPIeM Ha MOYCYHBIC NPOCTAarjIaHInuHBbI, I/IHFI/I6I/ITOpI)I CHUHTETA3 MpoCTariaHgnHOB,
K KaKUM OTHOCHUTCA HUMCCYJIIN, MOT'YT IOBLIIIATH He(prTOKCI/I‘-IHOCTL UUKTIOCNOPUHOS.

WccnemoBanust N Vitr0 mokasajgw, 4YTO HHUMECYJHJ BBITECHSICTCS W3 MECT CBSI3bIBAHUS
MoaOymamuoom, CatuyuIo80U KUCIOMOU U 8albnpoesoli kuciomou. HecMoTps Ha TO, 4TO TaHHBIC
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B3aI/IMOI[eI\/'ICTBI/I$I HE OBLIN OMMpECACIICHBI B INIa3MC KPOBH, YKa3SaHHBIC J(i)(bcnlbl HC naGJuU,u,mlnun
B ITPOIECCE KIIMHNYCCKOTO MPUMEHCHHUA ITpEIrapara.

4.6. ®epTUWIBLHOCTD, 0EPEMEHHOCTDH U JIAKTALUS

bepemeHHOCTD

[TpuMeHeHne HUMECYTUIA B TIEPHO OEPEMEHHOCTH TPOTUBOIOKA3aHo (cM. pa3zaen 4.3).

Kak u npyrue npenapartsl u3 kiaacca HIIBII, kotopbie HHTHOUPYIOT CHHTE3 MPOCTArjiaH/IMHOB,
HUMECYJIUJ MOXET OTPULIATENbHO BJIMATh HA TEYEHHE OEpEeMEHHOCTH W/WIM Ha pa3BUTHE
SMOpHUOHA M MOXET NPUBOAUTH K MPEKICBPEMEHHOMY 3aKpPBITHIO apTEpPUaIbHOTO MPOTOKA,
TUIEPTEH3UU B CUCTEME JIETOYHOM apTepuu I1J10/1a, HAapYUICHHUIO (PYHKIIUU MTOYEK, KOTOPOE MOKET
MEePEXOJUTh B IMOYEUHYIO HEIOCTATOYHOCTh C OJUTYpHUEH Yy IJI0/1a, K TMOBBIIICHUIO PHUCKa
KPOBOTEUCHH, CHIDKEHUIO KOHTPAKTUIBHOCTH MaTKH, BOSHUKHOBEHHUIO TIEpU()EPUIESCKIX OTEKOB
y MaTepH.

JlakTauus

[IpumeHeHre HUMecCyIuJa B NEPUO TPYIHOTO BCKAPMIIMBAHMS IPOTUBOINOKA3aHO (CM. pa3zieln
4.3).

DepTUabHOCTD

HI/IMGCYJII/IZ[ HC PCKOMCHAYCTCA HAa3HA4YATh XCHIIWMHAM, INIAHUPYIOIIUM 6€p€M€HHOCTI>, TaK KakK
OH MO’KET OTPUIIATEIILHO BIHUATH HA )KEHCKYIO (PepTUIbHOCTH (cM. paszaen 4.4).

4.7. BiusiHue HA CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpPeACTBAMH M PadoTaTh ¢
MeXaHU3MaMH

He wusyuanoce. YuutsiBasg npoduiab moOOYHbIX 3PPEKTOB (IOJIOBOKPYKEHUE, COHJIMBOCTH),
PEKOMEHIYETCSI BO BpEMs JIEUEHHS BO3/IEPKATHCS OT YIIPABJICHUS TPAHCIIOPTHBIMU CPEICTBAMU U
MEXaHU3MaMM, OT 3aHATHA JPYIrMMHM THOTEHUUAJIBHO OIACHBIMM BUAAMH JEATEIBHOCTH,
TPeOYIOLIMMH MOBBIIIEHHOW KOHIIEHTPALUK BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKLIU.

4.8. HexkesiaTeJibHBIE peaKIMu

Pe3roMe HeXeIaTeIbHbIX PEeaKIUi

HexemarensHbIC JICKAPCTBCHHBIC PCAKIWH CIPYIIIUPOBAHLI IO CUCTEMHO-OPTraHHbBIM KJjlaCCaM B
COOTBETCTBUM CO CIEAyIolLlel rpafanuei yacToTel: oyeHb 4acto (=1/10), gacro (=1/100, HO
<1/10), megacro (=1/1000, vo <1/100), peaxo (=1/10000, rHo <1/1000), ouens peaxo (<1/10000),

4acTOTa HEU3BECTHA (HA OCHOBAaHUU MMEIOIINXCS TaHHBIX OLIEHUTh HEBO3MOKHO).
Hapywenus co cmoponbl Kposu u ium@amuiecKou cucmembi:
Peoko — anemust, s03uHOpUINS, TEMOpPPATUU;

Ouenb pedko — TPOMOOLUTONECHHS, TAHIUTONECHUS, IypHypa TpPOMOOIMTONEHUYECKas,
YAJIMHEHNE BPEMEHU KPOBOTEUEHUS.

Hapywenus co cmoponsl umMMyHHOU cucmemul.

Peoxo — pCaKkuu runnepuyBCTBUTCIIBHOCTH,



COOTBETCTBYET 3KCTEPTH
ot 02.10.2025 Ne 24758

(NOCNEQCBATENEHOCTE 0003)

Ouenb peoko — aHAPUITAKTOUIHBIC PEAKIINH.
Tcuxuueckue napyuienus:

Peoko — ayBcTBO cTpaxa, HEPBO3HOCTh, HOUHBIE «KOIIMAPHBIE» CHOBUICHUSI.
Hapywenus co cmopoHvl HepeHOU cucmembl:

Heuacmo — TonoBOKpyXeHUE;

Quenb pedko — ronoBHas 00J1b, COHIUBOCTS, dHIIEdanonatus (cuuapom Peiie).
Hapywenue co cmoponvl opeana spenus:

Peoko — HeueTKoCTh 3peHus;

Ouenb pedxko — HapylICHUE 3PCHHUS.

Hapywenus co cmoponul opeana cnyxa u 1abupunma.

Ouenb pedko — BEPTUTO.

Hapywenus co cmoponwl cepoya:

Peoxo — Taxukapaus, onymeHne cepaeOneHums.

Hapywenus co cmopoHwvl cocy0os:

Heuacmo — OBBIIICHUE apTEPUATBHOTO JIABICHUS;

Peoxo — mabuisHOCTh apTepUAIEHOTO JABICHHS, «IIPHIIUBBDY KPOBH K KOXKE JIHIIA.
Hapywenus co cmopoHul OvlxamenvHol cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMEHUA!
Heuacmo — onpIIKa;

Ouens pedxko — 000cTpeHne OPOHXUANIBHOM aCTMbI, OPOHXOCTIA3M.
JKenyoouno-kuuieynvle Hapyulenus.

Yacmo — nuapesi, TOIHOTA, PBOTA;

Heuacmo — 3amop, MeTeopusM, TacTpUT, KEIyAOYHO-KHUILIEYHOE KpPOBOTEUYEHME, s3Ba W/WIH
nepdopalius KemyaKa Wi IBEeHAAIaTUIIEPCTHON KUIIIKH;

OueHb pedxo — 601U B )KUBOTE, TUCIIETICHS, CTOMATHUT, IETTEO0pa3HBIN CTY.
Hapywenus co cmoponvl neuenu u scenuebl800auux nymeii.
Yacmo — NOBBIIIIEHHE aKTUBHOCTHU «IIEYCHOYHBIX)» (DEPMEHTOB;

Ouenb pedko — TeNaTUT, MOJHUEHOCHBIN ((QyJIbMUHAHTHBIN) renaTUT (BKIIOYas JETalbHbIE
UCXOJbl), XKENTyXa, X0JIeCTas.

HapymeHuﬂ CO CNMOPOHBL KOJMHCU U NOOKOMCHBIX MKAHE:
Heuacmo — 3y, KOXKXHasA CbIIb, TIOBBIICHHASA ITOTJINBOCTD,

Peoxo — sputema, nepmMartur;
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Ouennb peéxo — KpaliMBHHUIIA, aHFI/IOHCB];)OTI/ILIean;l OTCK, OTCK TN a, MHOT U(bupmuan IPUTEMA,
cunapom CtuBeHca-J[)KOHCOHA, TOKCUYECKUN dMTUAECPMAIbHBIA HeKpou3 (cuuapoM Jlaienna).

Hapywenus co cmopoHvl nouexk u Mo4esbl800AUUX NYymell:
Peoxo — nu3ypus, remaTypusi, 3aiep>KKa MOYCHCITYCKaHHUS;

Ouenb pedko — TIOYEYHAs HEAOCTATOUYHOCTh, OJUTYpHUS, HHTEPCTUIHAIBHBIA HEPPUT,
THIIEPKATHEMUSI.

Obwue HapyweHus U peakyuu 8 Mecme 68e0eHUsl.
Heuacmo — nepugepuyeckue 0TeKH;

Peoko — nenomoranme, acTeHUS;

Ouenb pedko — TUIIOTEPMHUSL.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxHo coo0maTh O IOM03PEBAaEMBIX HEKENATEIbHBIX pPEAKLUSAX II0CIE€ PErucTpanuu
JIEKapCTBEHHOI'0 Tperapara ¢ LeIbl0 00ecledeHNs] HEPEPIBHOIO MOHUTOPUHIA COOTHOIIEHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Ipenapara. MeauIMHCKUM pabOTHUKAaM PpPEKOMEHAYETCs
coo0ImaTh O JIOOBIX IMOJO3PEBAEMBIX HEXKEIATENBHBIX PEAKIHAX JIEKapCTBEHHOIO IpernapaTa
yepe3 HallMOHAJIbHBIE CUCTEMBl COOOIIEHMSI O HEKEIATENbHbIX PEaKLUAX FOCyAapCTB — YICHOB
EBpa3suiickoro 3KOHOMHYECKOI'0 COI03a.

Poccniickas @enepanys

®denepanbHas cityx0a 110 HaJ30py B cdepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanip, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIMOHHO-TEIEKOMMYHHUKAIIMOHHOM ceTn «IHTepHEeT»:!
https://roszdravnadzor.gov.ru/

4.9. llepeno3upoBKa

CuMOTOMBI

AHaTI/ISI, COHJIMBOCTH, TOIIHOTA, PBOTA. MoxeTt BO3HUKHYTb  KCJIYJOYHO-KHIICYHOC
KPOBOTCUYCHUE, apTCpUalibHasd TUICPTCH3UA, OCTpasd IMOoY€dHasd HEAOCTATOYHOCTH, YIHCTCHUC
JAbIXaHU.

Jleuenue

CumnrTomaTudeckas U mojaepkuBatomas tepanus. Crenupuaeckoro aHTUa0Ta HeT. B cioydae,
€CJIM TIepPEeI03UPOBKA MPOU3O0IIA B TEUECHUE MOCIEAHNX 4 4, HEOOXOIMMO BBI3BATh PBOTY W/WIH
obecreunTh TmpueM akTUBHUpPoBaHHOTO yruig (oT 60 mo 100 r mns B3pOCIOro 4enoBeKa) W/UIU
OCMOTHYECKOr0  crmaburtenbHOro  cpeactBa.  DOpCHpPOBAaHHBIN  AMype3, TEeMOAMUATHU3,
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FCMOHGp(i)yBI/IH, 3alciiadyuBaHue MOYH Hea(l)(bul\uannm 3=32BBICOKOI CTCTICHIT CBI3BIBaHIT
HUMecyIuaa ¢ Oenkamu 1iazMel kKpoBHu (10 97,5 %). HeoOxonuM KOHTpOJb 3a COCTOSIHHEM
GYHKIIUY MOYEK U eYeHH.

5. ®PAPMAKOJIOT'MYECKUE CBOVICTBA

5.1. ®apmakoIuHAMHUYECKHE CBOMCTBA

(DapMaKOTCpaHCBTI/IqCCKaH I'pynmna: MOTPOTUBOBOCHAIMUTCIBHBIE W IPOTHBOPEBMATHYCCKUC
npenaparbl; HCCTCPOUIAHBIC MPOTUBOBOCIIAJIMTCIIBHBIC U IIPOTUBOPCBMATUYCCKUEC HPECIIAPAThI,
APYruc HECTCPOUAHBIC IIPOTUBOBOCIIATIUTCIIBHBIC U ITIPOTHBOPECBMATUYCCKUC IPCIIaPaThI.

Kon ATX: MO1AX17.

Mexanuswm aeiicteus U hapMmakoauHamuueckue 3O GEKThI

Humecynua sABisieTcss HECTEPOMIHBIM INPOTUBOBOCHAIMTENIBHBIM CPEICTBOM U3  Kjacca
cynbhoHamuioB. OKa3bIBaeT IPOTUBOBOCIATIUTENBHOE, 00€300IUBaIOIIEe U KAPOIIOHIKAIOIIEE
neiicteue. B otnnune ot HecenekTuBHBIX HIIBII, Humecynua rmaBHbIM 00pa3oM MHTHOUpYET
[HOI'-2, TOpMO3UT CUHTE3 MPOCTATJIaHAMHOB B 04Yare BOCMAJICHUS; 0Ka3bIBA€T MEHEE BHIPAYKEHHOE
yrHETaIIee Bo3AeicTBrE Ha IuKIooKcureHasy-1 (LIOT-1).

5.2. ®apMakOKHHeTHYECKHE CBOHCTBA

AOGcopOuus

Humecynmun xopomo BcaceiBaercss n3 JKKT. MakcumanibHass KOHLIEHTpauus B ILIa3Me€ KPOBHU
(Cmax) mocsie mepopaabHOro mpueMa OJHOKpaTHOM 103kl HUMecynuaa (100 Mr) mocruraercs B
cpemHeM uepes 2-3 9 ¥ cocTaBiisieT 3-4 Mr/i.

Pacnpenenenne

Cas13b ¢ Oenkamu m1a3Mel KpoBH 710 97,5 %. [IpoHuKaeT B TKaHU )KEHCKUX MOJOBBIX OPraHoB, I71€
1oCJIe OJIHOKPATHOIO MpHEMa €ro KOHIEHTpalus cocTasiseT okoso 40 % OT KOHUEHTpauuu B
wia3Me. XOpoIlo MPOHHKAeT B KHUCIyl0 cpefqy odvara BocrnaieHus (40 %), CHHOBHAIbHYIO
KHUIKOCTb (43 %). Jlerko nmpoHMUKaeT yepe3 rucroreMaTuyeckie oapbepsl.

buorpaucdopmarms

Humecynua akTMBHO MeTa0OIM3UpPYyeTCs B IMEYEHHW NPU MOMOIIM H30(QepMEeHTa LUTOXpOMa
P450 (CYP2)C9. CymuiecTByeT BO3MOKHOCTb JICKAPCTBEHHOT'O B3aHMMO/ICHCTBUSI HUMECYJIH/IA TIPH
OJIHOBPEMEHHOM MpPHUMEHEHHUU C T[penaparamu, MeETaOOoIU3UPYIOUUMUCS H30(EPMEHTOM
(CYP2)C9. OCHOBHBIM METa0OJUTOM SIBISICTCS (hapMaKOJIOTHUECKH aKTHBHOE IMaparuapoKCH-
MIPOM3BOJHOE HHUMECYIHJAa — THUAPOKCUHUMECYIUA, OOHApyXUBAaIOIIMICA B IJIa3M€ KpOBHU
MIPEUMYIIECTBEHHO B KOHBIOTHPOBAHHOM BUJIE, B BUJIE TIIOKYpOHATa.

OIMMUHALUA

[Tepuon nonyBeiBeaenus (T12) Humecynuaa okono 1,56—4,95 yaca, TuApOKCUHUMECYIUA OKOJIO
2,89-4,78 yaca. Humecynu BRIBOJUTCS M3 OPTaHW3Ma TJIABHBIM 00pa3oM rmoukamu (okosio 50 %
OT TPUHATOW 103bI). [MAPOKCHHUMECYIH] BBIBOAUTCS moukamu (65 %) u ¢ xkemdubto (35 %),
MOABEPTaeTCs SHTEPOreNaTUYECKON PELIUPKYIISILIUHU.
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JInita moKWJIoro Bo3pacra

DapMaKOKHHETUYECKUH TTPO(UIh HUMECYIH/IA Y JIMII MMOXHIIOTO BO3pacTa HE M3MEHSICTCS MPU
MPUMEHEHUU OJTHOKPATHBIX U MHOTOKPATHBIX/TIOBTOPHBIX J103.

IloyeyHas HEJOCTATOYHOCTh

B kpaTtkocpoyHOM HcCie10BaHUM, IPOBEIEHHOM Y NAIIMEHTOB C IIOYEYHOH HEA0CTATOYHOCTBHIO
JIETKOM 1 yMepeHHOH creneHu TsbkecTH (kaupeHc kpearnHuHa 30—60 mu/MuH), Cmax HUMECYIHIA
¥ €r0 OCHOBHOTO MeTabonTa OBIIIN HE BBIIIE, YeM Y 310poBbIX 100poBoibieB. AUC u Ti, Obutn
Ha 50 % BbIIe, HO HaXOMWIHCh B npeaenax 3HadeHnid AUC u Tiz, HaOm01aeMBIX Y 370POBBIX
n00poBOJIbIIeB Ha (oHE MpUMeHeHus HuMmecynuaa. [loBTopHOEe mpUMeHeHHe He MPUBOJIUIO K
KyMYJISILIUKA HUMECYIH/IA.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeyens BcmomMoraTeJbHbIX BellleCTB

JlakTO3BI MOHOTHAPAT

[ennron03a MUKPOKpUCTAIIIINYECKAS]

KapOokcumernnkpaxmain HaTpust (TUIT A)

[ToBumon K-25

Marnus cteapar

Kpemuus 1MoKCHI KOJIIIOWAHBIN

Bona ounmennas

6.2. HecoBmecTuMOCTH

He npumennmo.

6.3. CpoK rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amumieHHoM OT cBeTa MecTe pH Temneparype He Boie 25 °C.

6.5. XapakTep H coaepkaHue NePBUYHOI YIIAKOBKH

[To 10 TabieTok B KOHTYPHYIO SYEHKOBYIO YIakoBKY U3 IuieHkH [IBX u ¢ponabru aaroMuHUEBOM.

1, 2, 3, 4 wmm 5 KOHTYPHBIX STYCHKOBBIX YIaKOBOK BMCCTC C JIMCTKOM-BKJIAJBIIICM IMOMCIIAIOT B
Ma4YKy U3 KapTOHaA.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  TPH  YHUUYTOKEHUH  HMCNOJH30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHbIX IOcjle NpPHUMEHEeHUus:
JIEKApPCTBEHHOI'0 Npenapara, 1 Apyrue MaHuIyJsiUU C NpenapaToM

Het oco06bix TpeGoBaHUil K yTHIN3AIMH.
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7. AEPKATEJIb PETUCTPAIIMUOHHOI O YAOCTOBEPEHWA
Poccniickas @enepanys
000 «¥OxDapm»

353821, KpacHonmapckuii kpaii, paiion KpacHoapmeiickuii, cT-ma MBaHoBckas, yin. JlyOuHCKas,
I. 65

Ten.: +7 (86131) 5-35-65

dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

7.1. llpencraBuTeib AepKaTesisi PeruCTPAIMOHHOTO YA0CTOBEPEeHUSA

[Iperen3uu norpeduTeNed HAOPABIATE 110 aAPECY:

Poccuiickas @enepanus
000 «IOxdapm»

353821, KpacHonmapckuii kpaii, paiion KpacHoapmeiickuii, cT-a MBaHoBckas, yn. JlyOuHcKas,
1. 65

Ten.: +7 (86131) 5-35-65
®dakc: +7 (86131) 2-28-28

E-mail: info@yuzhpharm.ru

8. HOMEP PETMCTPALIMOHHOI'O VIOCTOBEPEHHUS
JITT-Ne(004113)-(PT-RU)

9. IATA NMEPBAYHOI PETMCTPALIMA (TOATBEPKIEHWS PETMCTPAILIVH,
MEPEPETMCTPAILAN)

Jara nepBoii peructpauuu: 22.12.2023
10. JATA TEPECMOTPA TEKCTA
OO0mrast XxapakTepUCTHKa JIEKAPCTBEHHOI'O IMperapara J0CTyIHA Ha MH()OPMAIMOHHOM IOpTaie

EBpaSHﬁCKOFO 3KOHOMHNYECCKOI'O CO03a B I/IH(I)OpMaL[I/IOHHO-KOMM}’HI/IK&HI/IOHHOIX CE€THU
«MuTepueT» https://eec.eaeunion.org/.
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