COOTBETCTBYET ZKCNEPTHOMY OTUETY
25 N2 11340

ot 29.04.202
OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOT'O HPEHAPATA EHCC 5 0008)

T

1. HAMMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

Humecynua, 100 mr, TabieTku

2.  KAYECTBEHHBIN U KOJJMYECTBEHHbII COCTAB
JleficTBy1o1I€€ BEIIECTBO: HUMECYIIH.
Kaxxnas tabnerka conepxut 100 mr Hmmecynuaa.

[TonHbIl IepeyeHb BCIIOMOraTeIbHbIX BEIIECTB MPUBENIEH B paznene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabetku.

TabneTku Kpyriou, TBOSKOBBITYKIONH (POPMBI OT CBETIIO-XKEATOTO JI0 KEIATOTrO IBETa, C PUCKOU
Ha OJTHOW CTOPOHE U TUCHCHHEM CHMBOJIA «f» Ha JPYTOi CTOpOHE.

Jlunus paznoma (pucka) He MpeIHa3HAYEHA JIIsl pa3IaMbIBaHUS TAOIETKH.

4.  KIMHHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHHIO

[Tpenapatr Humecynu rnokasan K NpUMEHEHUIO y B3pOCIbIX U AeTel B Bo3pacTe oT 12 g0 18 ner
JUIs Tepanuu ocTpoi Oouu:

0O0JIb B HUKHEH YaCTH CIIUHBI U/UIN 00JIaCTH MOsSACHHUIIBI,

00JIeBOI1 CHHAPOM, CBSI3aHHBII € 3a00JE€BAHUSAMHU ONOPHO-ABHUraTEIBHOIO armapara,

B TOM 4YHCJIC TCHAUHHNTHI, 6prI/ITI)I;

00J1b npu YH_II/I68.X, PacCTAXKCHUAX CBA30K U BBIBUXAX CYCTABOB;

3yOHast 00ITb;

CUMIITOMATHYECKOE JICUEHHE OCTE0apTpo3a (0cTeoapTpuTa) ¢ 60IEBBIM CHHIPOMOM;
- TIepBUYHAS aJTbIrOAUCMEHOpES!.
[Ipenapat nmpenHasHaueH JJii CHMOTOMAaTHYECKON TEparuu, yMEHbIIEHUs OOJIM M BOCHAIECHUS
Ha MOMEHT HCII0JIb30BaHMsl, Ha MPOrpecCUpoBaHue 3a00JIeBaHMs HE BIUSET.
Humecynmua pekoMeHayeTcs U Tepaniy B KadyecTBe TpenapaTa BTOPO JTHHUH.
4.2. PexuM 103MPOBAHMSA H CTIOCOO MPUMEHEHUS

Pexxum go3upoBaHus

B3spocnvie u noopocmxu cmapwe 12 nem (macca mena 6onee 40 ke)
100 mr HUMecynuaa (1 Tabmerka) 2 pa3a B A€HB TIOCIIE €Ibl.

MakcumanbHas cyroyHas go03a — 200 mr.
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KYPCOM JICYCHHUSI.
MakcumManbHasi IpOJ0JKUTENBHOCTD JIEYEHUSI HUMECYJIUAO0M COCTaBisAeT 15 nHel.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmor nodxcunozo eospacma

[Tpu Tepanuy NOKWIBIX MALMEHTOB KOPPEKIIMU CYTOYHOH J103bI HE TpeOyeTcs.

Tayuenmoi ¢ Hapywenuem yHKyuu novex

VY HanueHTOoB ¢ MOYEUHOM HEJOCTATOUHOCTBIO JIETKON M YMEPEHHOMN CTENEHU TSHKECTH (KJIMPEHC

kpeatnanHa (KK) 30—60 mu/MHH) KOppeKIMH 103kl HE TpeOyeTcs, MaleHTaM C TSOKEJIon

noueyHoi HepocTatogHOoCThIO (KK Menee 30 mur/MHUH) HUMECYIHT TPOTUBOTIOKA3aH.

THayuenmoi ¢ HapywieHuem yHKYuU neveHu

[TpuMeHeHHne HUMECYIU/Ia y TAIMEHTOB € MEYCHOYHOMH HEJJ0OCTaTOYHOCTBIO IPOTHBOIIOKA3aHO.
eTu

[Tpumenenue npenapata Humecynun y aereit miaae 12 geT npoTUBOIOKA3aHO.

Pexxum no3upoBanust nis nereit ot 12 go 18 et He oTauYaeTcs OT peKUMa JO3UPOBAHUS IS

B3pOCIIBIX.

Cnoco0 IIPUMCHCHUA

BHYTpI) HpI/IHI/IMaTL mocJICc c€1bl, 3alrBajg AOCTATOYHBIM IS IIPOrJIaTbIBAHUA TabJIEeTKH
KOJINYCCTBOM BOJHI.

4.3. TIpoTruBomoKa3aHusl

- T'unmepuyBCTBUTENBHOCTh K HHUMECYJIHAY WM K JIFOOOMY M3 BCIOMOTaTeNIbHBIX BEIIECTB,
NEePEYUCIIEHHBIX B pa3zene 6.1;

- TIOJTHOE WJIM HETIOJIHOE COYeTaHne OpOHXUAILHOW aCTMBI, PEIMINBUPYIOIIETO TOJINII03a HOCA,
OKOJIOHOCOBBIX TMa3yX M HENEePeHOCHMOCTh alETHJICATUIMIOBOM KHUCIOTBI U JIPYrux
HECTEPOUIHBIX MPOTHBOBOCHANNTENbHBIX npenapaTtoB (HIIBII) (B T.u. B anamHe3e);

- TEMaTOTOKCHYECKHE PEaKIIMK Ha HUMECYIIU B aHAMHE3E;

- OJHOBPEMCHHOC MMPUMCHCHUC C APyruMu JICKAPpCTBCHHBIMU nmpernaparamMunu C

NOTEHLIMAIBHON T'eNaTOTOKCUYHOCTBIO (HanpumMep, npyrumu HIIBIT);

XPOHUYECKHE BOCTIAUTENbHbIE 3a00NeBaHus KulleyHnka (6one3us KpoHa, Si3BeHHBIN KOJIHT)
B (paze obocTpeHms;

- TIEpHOJI TTOCJIE A0PTOKOPOHAPHOTO IITYHTUPOBAHUS;

- JUXOPaJOYHBIA CHHAPOM IIPH MPOCTY/IC U OCTPHIX PECTHUPATOPHO-BUPYCHBIX NH(DEKIIUSIX;

- TOAO03PEHHE Ha OCTPYIO XUPYPTUUYECKYIO ATOJIOTHUIO;

- s3BEHHas 00JIC3HB JKEITyKa UIN IBEHAAIATUIICPCTHON KUIIKH B (paze 000CTpeHus;

- 3PO3HMBHO-SI3BEHHOE MTOPAKEHUE KEITyJOUHO-KUIIIEYHOT O TpaKTa B (paze 000CTpeHUs;
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- mepdopanuu Ui KeTyI09HO-KUIIICYHbIe KPOBOTCUEHHS B aHAMHE3€, B TOM YHCIIC CBSI3aHHbBIE
¢ npenmectByrouien tepanueit HIIBII;

- 1epeOpoBacKyIsIpHbIE KPOBOTEUEHHS B aHaMHE3€, APYrue AakTUBHbIE KPOBOTCUCHHS WIIU
3a00JIeBaHus1, COITPOBOXK/IAIOIINECS TTOBBIIIEHHON KPOBOTOUYUBOCTHIO;

- TSDKEIbIC HapYIIICHUsSI CBEPTHIBAaHUS KPOBH,

- TSDKeIasi CepJiedHast HeIOCTaTOUHOCTE;

- TspKenas nmoveuynas HepocrarouHocts (KK menee 30 mu/mun);

- TIporpeccupyloiiee 3a00JeBaHUE MTOYEK;

- TIOJTBEPKJECHHAS THIICPKATUEMUS;

- TICYCHOYHAs HEJIOCTATOYHOCTh, AKTUBHOE 3a00JICBaHKE TICUYCHH;

- JIETCKHI Bo3pacT j0 12 ner;

- 0epeMEeHHOCTh U MEePUOJI TPYTHOTO BCKAPMIIUBAHUS;

- QJIKOTOJIA3M;

- HAPKOTHUYECKasi 3aBHCUMOCTb.

4.4. OcoOble yka3aHHSl M MepPbl NPEAO0CTOPOKHOCTH NPH NPUMEHEHH U

C 0CTOPOKHOCTEIO

apTepuanbHas THIEPTEH3NUS;
- HIeMu4eckas 00JIe3Hb Cep/Ila;

- 1epeOpoBacKyJsipHbIE 3a00JI€BaHUS;

- XpOHHUYECKas Cep/iedHast HeIOCTaTOUYHOCTb;

- TUCITUIHICMUS/ TUTICPITATTN IEMHUS,

- caxapHblii AuaderT;

- 3abosieBaHUs epUPEepUUECKUX apTepuil;

- TeMopparuyeckuil auares;

- KypeHHE,

- moueuHas HegocTarouHocTh (KK 30—60 mi/mun);

- AHAMHECTMYECKHE JaHHble O pa3BUTUM SPO3HUBHO-S3BEHHOTO MMOPAKEHMs IKETYA0YHO-
kumreunoro Tpakta (JKKT), nHamuune nndexiuu Helicobacter pylori;

- TMOKHWJIOW BO3PACT;

- nnurenbHoe npuMeHenue HIIBIT;

- 4acToe ymnoTpeOJieHHE aJKOToJIsl, TSHKENble cCOMaTHYecKue 3a00JIeBaHus, CUCTEMHAs! KpacHas
Bonmyanka (CKB) u npyrue cucremublie 3a00/1€BaHUs COETUHUTEIbHOM TKaHU;

- CONYTCTBYIOIIAasl Tepamnusi CIEAYIOIIMMHU TIperapataMi: aHTHKOATryJIsSHTH (Hampumep,

BappapuH), aHTHArperaHTel (HampuMep, aUEeTWICAIUIMIOBAS KHCIOTa, KIOMUAOIpeN),



COOTBETCTBYET 2K MY OTUETY

ot 29.04.2025 N= 11340

nepopagbHble TIIOKOKOPTHUKOCTEPOU Il (HaIIpUMeED, npéﬂ&hé&ﬁ»ﬂ? e i B Eﬁ%%%pm

oOpaTHOro 3axBara CEpOTOHMHA (HampuMep, LUTalonpaM, (IYOKCEeTHH, IapOKCETHH,
CepTpajuH).

HexenaTenbHble peaklMM MOXHO CBECTM K MHUHUMYMY IpH INPUMEHEHUM IIpenapara B
MUHUMaJIbHOH 3¢ (eKTuBHOW a03€ MNpH MHUHUMAIBHOM  JUIMTENBHOCTH  INPUMEHEHMS,
HEOO0XOAMMOM JJIst KyITMPOBaHUsI 00JICBOTO CHHIIPOMA.

HmeroTcs naHHble 00 OYEHb PEIKHX CIIydasX Cephe3HBIX PEaKIMil CO CTOPOHBI MEYEHHU, B TOM
4HCIle, CIIy4asX JETaJbHOIO MCXO0Ja, CBA3AHHBIX C INPUMEHEHHEM HHUMECYIUICOIAEPKAIINX
npenapatoB. IIpy NOsABIEHMM CHUMITOMOB, CXOXKHX C IIPU3HAKAMH IOPAXKECHUS IICUYEHU
(aHOpeKCHsi, KOKHBINA 3yJ], TIOXKEITECHUE KOXKHBIX MTOKPOBOB, TOLUIHOTA, PBOTA, OOJHM B JKUBOTE,
IIOTEMHEHHWE MOYM, T[IOBBIIIEHUE AaKTHMBHOCTM «IIEUYEHOYHBIX» TpPAaHCAaMUHA3) CIEAYET
HEMEUIEHHO TPEeKpaTUTh NPUMEHEHHE HUMecyiauaa u oOpatuTbcs K Bpady. IloBropHOE
IPUMEHEHHE HHUMECYIHMJa Yy TakWX [AallMEeHTOB IpoTHBONOKa3aHo. [locne 2-x Hexens
OpUMEHEHHsS  TIpernapara  HEOOXOJUM  KOHTPOJb  TOKaszareied  (yHKUMH  IEYEeHHU
(«rpancamMuHa3zbl»). CooOmIaeTcsi 0 peakusX cO CTOPOHBI MEYEHHU, NMEIOIUX B OOJBIIMHCTBE
cilyyaeB 0OpaTHMBbII XapakTep, Ipy KpaTKOBPEMEHHOM IPUMEHEHUH Npenapara.

Bo Bpems npuMeHeHUs HUMECYIuAa IAaLKUEHT JOJDKEH BO3JEp)KaTbCsi OT IpUeMa APYTHUX
aHanmpretukoB, Bkmodas HIIBIT (B T.4. ceneKTHBHbIE HWHTHOWTOPHI LUKIOOKCHUTEHA3bI-2
(LOr-2)).

Humecynua cienyer NpUMEHATh C OCTOPOKHOCTBIO Y HNALMEHTOB C JKEIYJOYHO-KHUIIEYHBIMU
3a00JeBaHUAMU B aHaMHe3e (A3BEHHbIM KoiuT, Ooie3Hb KpoHa), MOCKOJIBKY BO3MOXHO
o0ocTtpeHue 3tux 3a0osieBaHUN. PUCK BOSHHUKHOBEHHMSI KEJyJI0YHO-KUIIEYHOIO KPOBOTEUEHUS,
NEeNTHYECKON S3BbI/TIepopanuy KelyAKka WIM JBEHAIIaTUIIEPCTHON KUIIKW MOBBILIAETCS Y
nanueHToB ¢ HanmuuueM si3BeHHoro nopaxeHus JKKT (a3Bensbiii komut, 6one3ns Kpona) B
aHaMHe3e, a TaKXKe y NOKUIBIX MAalKMEHTOB, ¢ yBenndeHueM no3bl HIIBII, mosromy neuenue
clelyeT HaYuHaTh C HaUMEHbIIEH BO3MOXXHON J03bl. TakuM MalMeHTaM, a TakXe MalleHTaM,
KOTOpPBIM TpeOyeTcsi OAHOBPEMEHHOE NMPUMEHEHHWE HU3KHMX J03 aleTHIICATUIMIOBON KHUCIOThI
WIM JpPYTUX CPEACTB, IOBBIIIAIOIIMX PUCK BO3HUKHOBEHUS OCJIOXHEHMM CO CTOPOHBI
KEIYAOYHO-KAIIEYHOTO  TPaKTa, PpPEKOMEHIYETCS  JIONOJHUTEIBHO  Ha3HadaTb  IPUEM
TacTPOINPOTEKTOPOB (MHU3OMPOCTOJI WU OJIOKATOPHI TMPOTOHHOW TmOMIIbI). [lamueHTsr ¢
3aboneBanusamvu JKKT B aHaMHe3e, B OCOOCHHOCTH ITOXKHUIbIE IMAI[UEHTHI, JOKHBI COOOIAThH
Bpauyy O BHOBb BO3HHUKIIMX cuMnToMax co ctopoHbl JXXKKT (ocobeHHO 0 cuMnTOMax, KOTOpbIe
MOTYT CBHUJIETEJILCTBOBATH O BO3MOYKHOM KEJIY0YHO-KUIIEYHOM KPOBOTEUEHNUN ).

Humecynua cienyer Ha3HauaTh C OCTOPOXKHOCTHIO MallME€HTaM, MPUHUMAIOIIKMM IIperaparsl,

YBEJIMYUBAIOLME PHUCK HU3BA3BICHUS WM KpPOBOTEUEHMs (TepopaibHble KOPTHUKOCTEPOUIBI,



COOTBETCTBYET 2K

F

ot 29.04.2025 N= 11340

AHTUKOAryJsiHThl, Hampumep, BapdapuH, ceneKTI/IBH'f,I;Q:I:ﬂ%g%%lﬁ%%%gﬁbg YARbara

CEpOTOHMHA WJIM aHTUTPOMOOLIMTApHBIE areHTHI, HAPUMEpP, ALETHIICAIUIIIOBAs KHUCIoTa). B
CIy4yae BO3HMKHOBEHHMS >KEIIyJOYHO-KHUIIEYHOIO KPOBOTEUEHHUsS WIH SI3BEHHOI'O IOpPaXKEHUs
XKKT y mnauueHTOB, NPUHUMAOIMX HUMECYIUJ, JIEYEHHWE IpenapaTtoM HEoOXOIUMO
HEMEJICHHO MTPEKPAaTUTb.

VYuurtsiBas cOOOIIEHNS O HAPYIIEHUSX 3pE€HUs y NallueHToB, NpuHuMaBmux apyrue HIIBII, npu
HOSIBIICHUH JIIOOOTO HapyIICHHs 3pEHUS NMPUMEHEHHE HUMECYJIHA JOKHO ObITh HEMEIJICHHO
IPEKPAILEHO U MPOBEJEHO 0(TAIBMOJIOTHYECKOe 00CIeJ0BaHUE.

IIpemapat MOXET BBI3BIBATH 3aIEPKKY HKHIKOCTH B TKAaHAX, IOITOMY IIALIUEHTaM C
apTepualIbHON THIIEPTCH3UEH, ¢ TOYCYHOU U/UITU CEPICYHON HETOCTATOYHOCTHIO, HIIIEMHUYECKOM
0one3Hpl0 cepana, 3a0ojeBaHHeM mepudepruuecKkux apTepuil W/uim uepedpoBaCcKYISIPHBIMU
3a00JI€BaHUSAMH, C HAJIM4YMEM (aKTOPOB PHUCKA PA3BUTHs CEPIEYHO-COCYAUCTHIX 3a00JieBaHUM
(HampuMep, TUNEPIMIUACMUEH, caXapHbIM JHA0ETOM, Yy KypALIMX) HUMECYIUJ CleayeT
IPUHUMATh C OCOOOH OCTOPOXKHOCTBIO. B cilyuae yXyAlIEeHUs] COCTOSIHMS, JI€UEHUE
HUMECYJINI0M HEOOXOUMO IIPEKPATUTD.

KimHuueckue uccienoBaHus U 3MUAEMHOJIOIMUYECKHAE JAaHHBIE ITO3BOJISIIOT CHENATh BBIBOJ O
toM, 4yro HIIBII, ocoGeHHO B BBICOKHMX J03aX W IpPU JUIUTEIBHOM IPUMEHEHHH, MOTYT
IPUBOJIUTH K HE3HAUUTEIILHOMY YBEIMUYEHUIO PUCKAa BOBHUKHOBEHUs MH(APKTa MUOKap/Aa WU
UHCYynbTa. [l MCKIIOUEHUsT pPHUCKAa BO3HUKHOBEHHMS TAaKUX COOBITUH NpU HNPUMEHEHUU
HUMECYJIN/IA JaHHBIX HEJOCTATOYHO.

[Tpy BO3HMKHOBEHHM HPU3HAKOB «IIPOCTYJIbD» UM OCTPON peCIMpaTOpPHO-BUPYCHOW MHGEKINH
B IIpOLIecCe MPUMEHEHHS] HUMECYJIU/Ia MPUEM Ipernapara JOJKEeH ObITh MPEKpalleH.

Humecynun MoeT H3MEHATh CBOMCTBA TPOMOOLMTOB, MO3TOMY HEOOXOIAMMO COOJIOAATh
OCTOPOXXHOCTh IIPY NPUMEHEHHM Ipenapara y JIML ¢ FeMOPParud4ecKUM [HMaTe30M, OJHAKO
npenapar He 3aMeHsieT MPO(UIAKTUYECKOro JEWCTBUS aleTUJICATIMIMIOBOM KHUCIOTHI MpHU
CEP/IEUYHO-COCYAUCTHIX 3a00JICBaHUSX.

Hmerorcss naHHBIE O BO3HUKHOBEHMM B PEIKUX CIydasX KOXHBIX peakuui (Takux Kak
9KC(HOIMATUBHBIA JAepMaTuT, cuHApoM CTHBeHca-/[)KOHCOHA, TOKCHYECKHH >NuepMalibHbINA
Hekpoau3) npu npueme HIIBII, B Tom uncne u Humecynuaa. IIpu nepBbIx NposIBICHUAX KOXKHON
CBINH, TIOPAKEHUU CIM3HCTBIX O0O0JOYEeK MM JPYruX MpH3HAKaX ajuIepruyecko peaxkiuu
IIPUEM HUMECYIIH/IA CIEAYET HEMEJIEHHO IPEKPATUTb.

3aukcupoBaHbl CcIy4ad BO3HUKHOBEHHS SpUTEMBbl (DMKCHPOBAHHOM IpU MpHEeMEe HUMECYIH/a.
Humecynun He cnexyer HasHayaTh [MallUEHTaM C  ONU30J4aMHM  Pa3BUTHS  DPUTEMBI
(UKCUPOBAHHOMN, CBSI3aHHOM C MPUEMOM HUMECYIHIa, B aHaMHe3e (cM. pazaen 4.8.).

HpI/IMeHeHI/Ie npemapara MOXKET OTpPpULATCIIBHO BJIHATH Ha XKXCHCKYIO q)epTI/IJ'II)HOCTI) n HEC
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PEKOMEHIyeTCsl )KeHIIIMHAM, TUIAHUPYIOIUM OePEeEMEHHO

[TanmeH Tl DOKUIIOT0 BO3pacTa

[Toxwiible manueHTsl 0COOCHHO MOJBEpKEHBI HeOmaronpusaTHeIM peakiusMm Ha HIIBII, B Tom
yuycile PHUCKY BO3HMKHOBEHMs IKENyJOYHO-KUIIEYHBIX KpPOBOTEUEHMH U mepdopauuii,
YIPOXKAIOLMUX JKU3HU MALMEHTa, CHIDKEHUIO (QYHKIUMM noyek, nedeHu u cepaua. Ilpu npueme
HUMECYIUAa U1 JAHHOW KaTeropuyd NalMeHTOB HEOOXOAMM HAAJeKAIUK KIMHUYECKUN
KOHTPOJIb.
45. B3aumopgeiicTBHe C JPYIrMMH JIeKADCTBEHHbIMH NpenaparamMM W [pyrue BH/IbI
B3aHMMOJAEHCTBUSA
I'nioxokopmukocmepoudsl TOBBIIIAIOT PUCK BO3HUKHOBEHUS SPO3UBHO-S3BEHHOTO TMOPAKECHUS
JKEITYJ0YHO-KUILIEYHOI'O TPAKTa UM KPOBOTEUEHUS.
Aumumpomboyumapnsie cpeocmea u cenekmughvie UHSUOUMOPbL NOBMOPHO20 NO2NOUIeHUS
cepomonuna (SSRIS), Hanpumep, gryoxcemun, yBETNIUBAIOT PUCK BOZHUKHOBCHHUS JKEITYI0YHO-
KHILIEYHOI'O0 KPOBOTEUYEHHUS.
Anmuxoaeynaumet. HIIBII MoOryT ycHImMBaTh JeiCTBUE aHTHKOATYJISTHTOB, TAKUX KaK 6apghapuH,
WIA  TpernapaTtoB,  OOJaJalOIIMX  aHTUTPOMOOLMTApPHBIM  JeMcTBUEM,  TakUX  Kak
ayemuncanuyunosas Kucioma. VI3-3a MOBBIIIEHHOIO PUCKAa KPOBOTEUEHUH Takas KOMOMHALUsS
HE PEKOMEHAYEeTCS M NMPOTHUBOIIOKA3aHA MALMEHTaM C TSDKEJIbIMU HapYHICHUSMHU KOAryJsLUU.
Ecnmn xoMOMHHMpOBaHHOW Tepamuu Bce JK€ HENb3s H30ekaTh, HEOOXOAWMO TPOBOAHTH
THIATEJIbHBIM KOHTPOJIb [10KA3aTEJIEH CBEPTHIBAEMOCTH KPOBH.
Lpyaue HIIBII. ONHOBPEMEHHOE NIPUMEHEHNE HUMECYIUICOACPKAILNX NIPENAPATOB C APYTUMU
HIIBII, Bxiroyas aneTuICAIMIIMIOBYIO KUCIOTY B pa30BOM J103¢€ Oosiee 1 T HIIM B CYyTOYHOM 103€
Oonee 3 r, HE peKOMEHAYyeTCSl.
Huypemuxu. HIIBII Moryr cHuaTh IEWCTBHE IUYPETUKOB. Y 3/I0pOBBIX J00pPOBOJIBLIEB
HUMECYJIU/l BPEMEHHO CHUXKAET BBIBEJIEHUE HATpPHUs IMOJ JIeHiCTBUEM ¢hypocemuoa, B MEHbLIEH
CTEINEHU — BBIBEJICHUE KAIHS U CHUKAET COOCTBEHHO nuypeTtnueckuit apdexr. OqHOBpeMEHHOE
NpUMEHEHHE HUMECYJIUIa U pypocemMu/Ia MpUBOIUT K YMEHbIICHUIO (TprOIu3uTeabHo Ha 20 %)
IUIOIAAM TOA KpuUBOH «koHIeHTpauus — Bpems» (AUC) M CHIKEHHMIO KyMYJSTUBHOU
JKCKpenuu ¢ypocemujia 06e3 M3MEHEHMs MOYeUHOro KiupeHca gypocemuna. OQHOBPEMEHHOE
npuMeHeHue pypocemua U HUMeCyIuaa TpedyeT OCTOPOKHOCTH Y AIIMEHTOB € MOYEYHOU MU
CepJIeYHON HEI0CTATOYHOCTBIO.
Hneubumopuvl aneuomenzunnpespawaiowezo gpepmenma (AID) u anmazonucmul peyenmopos
aneuomensuna-11. HIIBII MoryT cHMXaTh JeCTBUE TMIIOTEH3UBHBIX MIpenapaTroB. Y MalMeHTOB
C TIOYEYHOH HEIOCTaTOYHOCThIO Jierkod W cpemnedr cremeHu (KK 30-60 wmur/mMuH) mpu

OJIHOBPEMEHHOM IMpUMeHeHUH UHTuOUTOpoB AIID, aHTaroHncToB perenTopoB aHruoreHsuxa |l
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JanpHeimee  yXyameHue —(QYHKIUM TOYeK M BO3HUKHOBEHHME OCTPOM  MOYEUHOU
HEI0OCTaTOYHOCTH, KOTOpasi, KaK MpPaBUJIO, OBIBaCT 00OpaTUMON. DTH B3aMMOACUCTBUS CIIETyeT
YUUTHIBATh y MallMEHTOB, MPUHUMAIOIINX HUMECYIu B coueTaHuu ¢ uHruoutopamu AllD wim
aHTaroHUcTamMu penentopoB anruoreHsuHa ll. TlosTomy onHOBpeMEHHOE NPUMEHEHUE ATHX
IpenapaToB CIEAYEeT OCYHIECTBISTh C OCTOPOXKHOCTBIO, OCOOCHHO y TMOXHIIBIX MalleHTOB.
[TarueHTs! JOJKHBI [I0JIy4aTh JHOCTATOYHOE KOJIMYECTBO KMJKOCTH, TAKXKE CIEAYET TIIATEIbHO
KOHTPOJIMPOBATh (PYHKIIMIO MOYEK MOCTIE Hayana OJHOBPEMEHHOTI'O IPUMEHEHUSI.
Mugenpucmon. B cBs3U ¢ TEOPETUUECKUM PUCKOM M3MEHEHUs 3PPeKTUBHOCTH MUETPUCTOHA
MO/ BIUSIHUEM MHTUOMTOPOB cuHTe3a npoctarianauuos, HIIBII He cienyeT npuMeHsTh paHee,
yeM uepe3 8—12 cyTok mociie OTMEHbI MU(ETPUCTOHA.

Nwmerorcss nmannele o toM, yro HIIBII yMeHbmaroT KIMpEHC Jumus, 4YTO TPUBOAUT K
MOBBIIICHUIO KOHLIEHTPALUU JIUTUS B TUIa3ME€ KPOBU U €ro TOKCUYHOCTH. llpu mpumeneHuun
HUMECYJIM/a Y TAalMeHTOB, HaXOSAIIMXCS Ha TEpanuu [pernaparaMd JIUTHS, CIEdyeT
OCYILIECTBIISATh PETYJISPHBIA KOHTPOJIb KOHIEHTPALIMY JIUTUS B IJIa3Me KPOBHU.

KimHMYeckn 3HAYUMBIX B3aUMOJCHCTBUM C 2aUOEHKAAMUOOM, MEOPUITUHOM, OUCOKCUHOM,
YUMEMUOUHOM U AHMAYUOHBIMU npenapamamu (HalpuMep, KOMOMHAIUS aTIOMUHHUS U MarHus
TUIPOKCHUIOB) HE Ha0III0/1aj1ach.

Humecynun nogasisier aktuBHOCTh n3odepmenta CYP2C9. Ilpu oqHOBpeMEHHOM NMPUMEHEHUH
C HUMECYJHJOM IIpernapaToB, SBISIOMIUXCS cyOcTparaMu S5TOro (epMeHTa, KOHIEHTpaIus
MOCJIEAHMX B IUIa3ME MOXKET MOBBIILIATHCS.

[Tpy Ha3HaueHHM HUMECYIHJla MEHee 4eM 3a 24 yaca /10 WM TOClIe MpUeMa Memompekcama
TpeOyeTcs coOt0/1aTh OCTOPOKHOCThb, TaK KaK B TaKUX CIydasX YpOBEHb METOTpeKcaTa B
IU1a3Me KPOBHU M, COOTBETCTBEHHO, TOKCHUECKHE 3()(HEKThI MOTYT MOBBIIIATHCS.

B cBsi3u ¢ nelicTBMEM Ha MOYEYHbIE MPOCTATIaHIUHbI, UHTHOUTOPBI CUHTETAa3 MPOCTArJIaH/INHOB,
K KaKUM OTHOCHUTCS HUMECYJIUA, MOTYT MOBBIIIATh HEPPOTOKCUUHOCTD YUKTIOCNOPUHOS.
HccnenoBanus in Vitro mokas3aiy, YTO HHUMECYJHI BBITECHSICTCS W3 MECT CBSI3bIBAaHHS
Moa0ymamuoom, Caruyuio8ou Kuciomou u eanvnpoegoi kuciomoi. HecMoTpst Ha TO, 4yTO
JTAaHHbIE B3aMMOJICHCTBHMS OBUIM OIpeNeNeHbl B IUIa3Me€ KpOBH, YKa3zaHHbIe 3(QexTbl He
Ha0JII0/IAJTHCh B MpoLiecce KIMHUYECKOTo MPUMEHEHHs Ipernapara.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH U JIAKTALMS

bepemenHOCTD

Kak u npyrue npenapatsl u3 kinacca HIIBII, koTopbie HHTUOUPYIOT CHHTE3 MPOCTAriIaH/INHOB,
HUMECYJINJ MOXKET OTPULATENbHO BIMSATH Ha TeUYeHHWE OEpeMEHHOCTHM W/WIM Ha pa3BUTHE

HMOpHOHA M MOKET NPUBOAUTH K MPEXKAECBPEMEHHOMY 3aKpPBITHIO apTepHaIbHOTO MPOTOKa,
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MOET MEPEXOUThH B MOYECUHYIO0 HEJOCTATOYHOCTh C OJIMTYPUEH y TI0/1a, K MOBBIIIEHUIO pUCKa
KPOBOTCUCHHM, CHIIKEHHIO KOHTPAKTHIBLHOCTH MATKH, BO3HUKHOBEHHIO TEepU(EePUICCKUX
OTEKOB y Matepu. [[puMeHeHne HuUMecCynuaa B mepuoj; 6epeMEeHHOCTH ITPOTUBOIIOKA3aHO.
JlakTamus

[IpumeneHnre HUMeCYIIHU/1a B IEPUO/] TPYIHOT'O BCKApMIIMBAHUS POTHUBOIIOKA3aHO.

DdepTUabHOCTD

[Tpumenenue npemnapara Humecynua MOKET OTPHUIIATENBHO BIHMATH HA )KEHCKYIO (epTHILHOCTh

(He peKOMEHTyeTCsl JKESHIIMHAM, TUTAHUPYIOIIUM O€peMEHHOCTD ).

4.7. Bausinme Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CpPeACTBAMH H PadoTaTh €
MeXaHU3MaMH

Bnusinune mnpemapara Humecynug Ha CKOPOCTh TNMCHUXOMOTOPHBIX PEAKIHMA CIEUAIBLHO HE

U3y4anoch. YuuThiBasg npodpuib M000YHBIX 3PGPEKTOB (TOTOBOKPYKEHHE, COHJIMBOCTB),

PEKOMEH/IYETCSI BO BpEeMsI JICUCHUST BO3ACPKATHCS OT YIPABJICHHS TPAHCIIOPTHBIMH CPEICTBAMU

U MEXaHW3MaMH, OT 3aHSATHH APYrMMHU IOTCHIMAIBLHO OIACHBIMH BHUIAMHU JCATCIBHOCTH,

TPEOYIOLIMMH MOBBIIIICHHOW KOHIICHTPAIIUK BHUMAHUSI U OBICTPOTHI ICUXOMOTOPHBIX PEaKIIUH.

4.8. HexenareJbHble peaKIul

Pesrome HDOd)I/IJDI 0e30IacHOCTH

JlanHble KIMHUKO-3IUJEMHOIOTMYECKUX HUCCIEJOBAHUM CBUJETEIBCTBYIOT O TOM, 4YTO
uatensHoe npuMmenenue Joobix HIIBII (0ocoGeHHO B BBICOKMX [103aX) MOTEHLIMAIBHO MOXKET
COIIPOBOXKIATbCSA ~ yBEIMUYEHHMEM pPHUCKA BO3HMKHOBEHHS TpoM0Oo3a aprepuil (B T.4.
MPOSBISAIOLIErOCs THPAPKTOM MUOKap/a WM UIIEMUYECKUM UHCYIBTOM).

Ha ¢one npumenenuss HIIBII BO3MOXHO pa3BUTHME OTEYHOIO CHHApPOMA, apTepUaibHOU
TUIEPTEH3UH, YCYTyOIeHne TeUeHHs ceplledHOM HeJocTaTouHOCTH. OUeHb PeaKo coo0Ianoch o
BO3HMKHOBEHUHU CEPBbE3HBIX KOXHBIX DPEaKIUil, BKIto4ass cuHapoMm CrtuBeHca-/[)KOHCOHA H
TOKCHYECKHUH 3MHUIEPMAIIbHBIN HEKPOJIN3.

Yamie Bcero HaOMIOAIOTCS pa3lIMYHBIC JKENYJA0YHO-KUIIEYHBIE paccTporcTBa (OCOOEHHO Yy
IPEPACONOKEHHBIX U MOXUIIBIX JIUI): MENTHYECKHE SI3Bbl, Nepdopalist CTEHKU KelyJ0YHO-
KHILIEYHOTO TPAaKTa, Pa3BUTHE MOTEHUHUAIBHO TSKEINBIX JKEIYJOYHO-KUIIEYHBIX KPOBOTECUCHMH,
TOIIHOTAa, pPBOTAa, KpPOBaBas pBOTA, METEOPU3M, OOJIM B JKHUBOTE, AMApes, 3amop, MeEJeHa,
CTOMATUT, SI3BEHHBII KOJUT, peke HaOI0Ial0TCs MPOSBIECHUS TaCTPUTA.

PesromMe HexenaTeabHbIX PeaKIIil

HI/I)KCI'IpI/IBCI[eHHBIC HCXKCJIATCIIbHBIC PCAKIINU Ha (I)OHC InprueMa HUMECYJInJa OBbLIH BBISIBJIICHBI B

X0€ KOHTPOJIHUPYEMBIX KIIMHUYCCKUX HCCHG]IOB&HI/Iﬁ, a TaK)KC MapKETHHI'OBBIX Ha6J'IIO)IeHI/II\/’I.
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YacTtoTa BO3HHUKHOBEHHS HEXEIATEIBHBIX PEAKIIHM - nonpéﬂ%ﬁ?m&crf%“&om@rcmnn co

crenyroomel kiaccupukanuei: odenb dacto (> 1/10); wacro (> 1/100 u < 1/10); meuacto
( > 1/1000 u < 1/100); peaxo (= 1/10000 u < 1/1000); ouenp peakxo (< 1/10000); gactora
HEHM3BECTHA (HE MOXET OBITh IMOJICYMTAHA HA OCHOBAHUN UMCIOIIUXCS JTAHHBIX ).

Hapywienus co cmoponst Kposu U JuUM@PAMUUECKOU CUCMEMbl: pPeOKO — aHEMHS,
D03UHO(DUIIUS, TEMOpparuu; oueHb pedKko — TPOMOOLUTONCHHS, MAHIUTONCHUS, MypIypa
TPOMOOIIUTONICHINYECKAsI, YBEIIMUCHHUE JUTUTEITHHOCTH KPOBOTECUCHHIA.

Hapywenus co cmopoHbl UMMYHHOU CUCHIEMbL: PeOKO — PEAKIIMH THIIEPYyBCTBUTECIHLHOCTH;
oueHb pedko — aHA(PHUIAKTOUIHBIC PEAKIIHH.

Hapywenus ncuxuku: peoko — 9yBCTBO CTpaxa, HEPBO3HOCTbh, «KOIIMAPHBIC)» CHOBUICHHUS.
Hapywienusa co cmoponbl HEPEHOII CUCMEMbL: HEYACMO — TOJOBOKPYKEHUE; OUeHb peoKo —
roJIOBHas 00JIb, COHJIMBOCTb, dHIIe(anonarus (cuaapom Peiie).

Hapywienus co cmoponvl opzana 3peHus: peoko — HEYETKOCTh 3PEHHS, OYEHb DeOKO —
HapYIICHUE 3PCHHUSL.

Hapywenus co cmoponst opzana ciyxa u 1a0upuHmusle HapyWeHus: o4eHb peoko — BEpTHUTO.
Hapywenus co cmoponst cepoya: peoxo — TaXuKapus, OUIyIEHUE CepIicOneHHMs.
Hapywenus co cmoponwt cocyoos: Heuacno — NOBBIIICHUE apTEPUAIBHOTO JIABJICHUS, PeOKO —
NaOUITLHOCTh aPTEPUATBHOTO JABIICHUS, «IIPHIIMBED) KPOBH K KOXKE JIHIIA.

Hapywienus co cmopoHnsl ObIXGmMenNbHOU CUCHEMbl, OP2AHO8 Z2PYOHOU KIemKu U
cpedocmenun: Hewacmo — OJBIIIKA;, OueHb pedko — O0OCTPEHHUE OPOHXUAIBHOW AacTMBI,
OpoHXxoCMa3M.

Hapywenus co cmoponsl iceny0ouHO-KUWIEYHO20 MPAKma: 4acmo — JIuapes, TOIIHOTA,
pBOTa; Hewacmo — 3amop, METEOPU3M, TACTPUT, KEIyIOYHO-KUIICYHOEC KPOBOTEUCHUE, S3BA
u/vunu nepdoparus KemyaKa Wik IBeHaIIATUIIEPCTHON KUIIKHU; 04eHb pedko — 00N B KUBOTE,
JUCTIETICHSI, CTOMATHUT, IeTTE00pa3HbIN CTYIL.

Hapywienus co cmoponbl neueHu U HCeNueGbleoOAWUX Nymell: 4acmo — TIOBBIIICHHE
AKTUBHOCTH  «IICUCHOYHBIX» (EPMEHTOB;, OueHb pedko — TeNaTUT, MOJHHCHOCHBIN
(pynpMUHAHTHBIN) TenaTUT (BKIIOYAs JIETANbHBIE HCXO/IbI), KENTyXa, X0JIecTas.

Hapywenus co cmoponsl KO)dcU U NOOKOMNCHBIX MKAHEN: Heyacmo — 3YJA, KOXHas ChIIb,
MOBBIINICHHAS. TOTJIMBOCTh;, pPeOKo — OJPHUTEMa, JICPMATHT, OueHb pedKko — KpaluBHUIIA,
AHTHOHEBPOTUYCCKUH OTEK, OTEeK JIMIa, MHOTrodopMHas 3putemMa, cuHApoM CTHBEHCA-
JI>KOHCOHA, TOKCHYECKH dMUAepMaTbHbIN HeKponu3 (cuHapoM Jlaiiernia); 4acToTa HEU3BECTHA

— 3puTeMa GpUKCHpoBaHHas (cM. pa3zaen 4.4.).
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Hapywenus co cmoponsl nouex u mouesvléQOAULUX -M.E';eﬁ%O']_—E%m]—feMaT Wi,

3a/lep’)kKa  MOYEHCIYCKaHMsSI; OYeHb peodko — II04edHasi HENIOCTaTOYHOCTh, OJIUTYpPHS,
WHTEPCTUIIUAIBHBIN HEPPUT, TUTIEPKATHEMUSI.

Obwue paccmpoiicmea u HapywieHUs 6 Mecme 66€0eHUA: Heuacmo — NepUPepUIecKue OTeKH;
peoKo — HeJIOMOTaHHe, aCTCHHUS; 0YeHb pedKo — TUIIOTEPMHUSL.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01marh 0 moJ03peBaeMbIX HEXKEIATENbHbBIX PEAKIUX [10CIIE PErUCTpalluu Mpenapara
C Lenblo o0ecrneyeHHus HENpepblBHOTO MOHUTOPHHIA COOTHOLIEHUS «I0JIb3a — PHCK»
JIEKapCTBEHHOTO Ipenapara. MeIuuuHCKUM pabOTHUKAM PEKOMEHAYETCs coOOLaTh O JII0OBIX
[I0/I03PEBAEMBIX HEYKEIATEIbHBIX PEAKLMIX JIEKApCTBEHHOI'O Ipenapara 4epe3 HalMOHaJbHbIE
CHCTEMBI COOOIICHHSI O HEXeNaTeIbHBIX pPEaKUUAX ToCyJapCTB — WieHOB EBpa3zuiickoro
9KOHOMHYECKOT'0 COH03a.

Poccuiickag ®enepariust

®depnepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

109012, MockBa, CnaBsiHCKas IJI0Maab, 1. 4, ctp. 1

Ten.: +7 (800) 550-99-03, +7 (499) 578-02-20

OnexkTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIIMOHHOM ceT «HTepHeT»:
www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBkKa

CUMITOMBI

Armnartusi, COHJMBOCTb, TOIIHOTA, pBOTa. MOXET BO3HUKHYTHh JKEIYJOYHO-KHUIIEYHOE
KpOBOTEUEHME, apTepuajbHasi THIEPTEH3Us, OCTpas IOYe€YHas HEJOCTATOYHOCTb, YIHETEHHE
JIbIXaHUS.

Jleuenue

CumnromaTtnueckas U nojaepxuBaromias tepanus. Crnenuduueckoro aHTu0Ta HeT. B ciyuae,
€CJIM Tepeo3UpOBKa MPOU30LLUIa B TEUEHUE MOCIEAHUX 4 4acoB, HEOOXOJUMO BBI3BaTh PBOTY
u/wim obecnednTs NMpueM akTHuBHpoBaHHOro yriig (oT 60 no 100 r ams B3pOCIOro 4eaoBeKa)
U/WIN  OCMOTHUYECKOIO CIabUTEeNbHOrO cpejacTBa. POpcUpOBaHHBIA JAMype3, TeMOJHUAn3,
remoriepdysus, 3alesaduBaHue MOYd HE 3(QQPEKTUBHBI M3-3a BHICOKON CTENEHH CBSA3BIBAHUSA
HUMeCyIHIa ¢ OenkaMu TuiasMbel KpoBu (o 97,5 %). HeoOxoamm KOHTPOJb 3a COCTOSTHUEM

(YHKLUU MOYEK U TIEYCHH.

10
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5. ®APMAKOJIOTMYECKHE CBOiCTBA _ |MOC/IEACUBATENBHOCTE DO0G)

5.1. ®dapmakoaMHAMH4YeCKHe CBOICTBA

(DapMaKOTepaHeBTI/I‘-IeCKaSI rpyimma: MNPOTUBOBOCIHAIMTCIIBHBIC W  MIPOTUBOPCBMATHYCCKUC
npenapaTbl; HECTEPOUAHbIE MPOTHBOBOCHAIUTEIbHBIE U IPOTUBOPEBMATUYECKUE IMpenaparhl;
Jpyrue HeCTEPOUIHbIE IPOTUBOBOCHIAIUTENIbHBIE M IPOTUBOPEBMATUYECKHE IIPENIapaThl.

Kon ATX: MO1AX17.

Mexanunsm aericreus. PapMakoguHaMuyeckue YheKTsl

Humecynua sBnsieTcss HeCTEpPOMAHBIM TMPOTUBOBOCHAIUTENBHBIM CpPEACTBOM M3 Kiacca
cynbhoHamu1oB. OKa3bIBaeT MIPOTUBOBOCHIATIUTENBbHOE, 00€300IUBaIOIIEe U JKapOIIOHIKAIOIIIee
neiicreue. B ornmune ot HecenektuBHBIX HIIBII HUMecynua riaBHBIM 00pa3oM MHTHOUpYET
ukiookcurenasy-2 (11OI'-2), TOpPMO3UT CHHTE3 MPOCTArVIAHAMHOB B oOyare BOCIAJICHUS,
OKa3bIBaE€T MEHEE BHIPAKCHHOE YIHETAOIIee BO3ICHCTBIE Ha IMKIooKcureHasy-1 (L[OT-1).

5.2. dapMakoKHHeTHYEeCKHE CBOHMCTBA

AOGcopouus

Humecynun xopomio BcachlBaeTcss NMpU NpHeMe BHYTPh (TPUEM MHUIIA CHHXKAET CKOPOCTh
abcopOuuu, He BiMsisl Ha ee creneHb). [locne omHokpatHoro mpuema 100 Mr HuMecynuaa
makcuMmanbHasg KoHieHTtpanus (Cmax) B MJIa3Me KPOBH Yy B3POCIBIX JOCTHraet 3—4 Mmr/i u
Habonaercs yepe3 2—3 daca. CBsi3b ¢ Oenkamu rmra3mbl Kposu — 95 %, ¢ spurpountamu — 2 %, ¢
nmunomnporenHamu — 1 %, ¢ kucneiMu anbdal -raukonporennamu — 1 %. YBenuueHue 1036l HE
BJIMSIET HA CTETICHb CBSI3bIBAHMS.

[Mnomanes mon kpuBoi «koHueHtpauus — Bpemsi» (AUC) cocraBmser 20-35 wmr u/m.
CTaTHCTUYECKH 3HAYMMBIX PA3InIHid MEX]Ty STUMH ITapaMeTpaMu MOCiIe OJHOKPATHOTO MpHeMa
Y Ha3HAUYCHHUEM Ha MpoTsbkeHuu 7 aHeit B 1o3e 100 Mr 2 pasa B IeHb HE OOHAPYKEHO.

Pacnpenenenue

O6mwem pacnpenenenust — 0,19-0,35 n/kr. Jlerko npoHukaer yepe3 rucroreMaTuyeckue 6apbepsl
(B TKaHAX IKEHCKHX TIOJOBBIX OpPraHOB TIOCIE€ OJHOKPATHOTO TpHEeMa HHUMECYIH/a
KOHIIEHTpanusi coctaBisieT okoio 40 % oT KOHIEHTparuy B IUIa3Me KPOBH), B T.4. B KHCIYIO
Cpely ouara BOCHAJCHHUS W CHHOBUANBbHYIO XHAKOCTh (40 % u 43 %, COOTBETCTBEHHO, OT
KOHIIEHTPALUH B IJIa3Me KPOBH).

buorpancdopmarms

Metabonu3upyercs B MEYEHU C y4acTHEM MOHOOKCHUI€Ha3, B T.4. cHcTeMbl nutoxpoma P450
(CYP) 2C9. OcHoBHOII MeTaboONMUT — BOAOPACTBOPUMBINA 4-TuapokcuHuMecymun (25 %),

06JIa,Z[aCT CXOJIHOM C HUMCCYJINIOM (bapMaKOHOFHqCCKOﬁ AKTUBHOCTBIO.

11
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(NOCNEQCBATENEHOCTE 0006)

OIMMUHALNS

Humecynu BEIBOTUTCS B OCHOBHOM ¢ Mo4oi (mpubim3utensao 50 % npunstoit 10361). [lepuon
nonyBbiBefeHust (T12) HuUMecymuma — 3—6 dYacoB, 4-THIPOKCHHHMECYJIHJA — 3—5 4YacoB.
4-ruApOKCHHUMECYNIUA BbIBOAUTCS moukamu (65 %) u ¢ xemusto (35 %), momBepraercs
SHTEPOreNaTUYECKON PELUPKYIISIIHAU.

Bcero 1-3 % HuMecynuaa BBIBOAUTCS B HeM3MEHEHHOM Buje. [IpubnmsutensHo 29 % m03bI
BBIBOJIUTCS B BUJIE META0OIUTA C KAJIOM.

DapMaKOKHHETHYECKUH MPO(UIb HUMECYIHJA y TOXHIBIX JIIOJEH MOocie OZHOKPATHOTO H
MOBTOPHOIO MpUEMa Ipenapara He MEHSIETCSI.

VY namMeHTOoB C JISTKHMM M yMepeHHbIM HapyinenueMm ¢ynkuun mouek — KK 30-60 mi/muH, Cmax
HUMECYJIUJa U €ro OCHOBHOIO METAa0OJMTa B IUIa3ME€ KPOBHU HE IPEBBIMIAIOT TAKOBBIE Y
370pOBBIX J100poBOJbIEB. [lOBTOpHBIM NpueM HUMECYJIHIa HE COMPOBOXKIACTCS €ro

KYMYJISILUEH.

6. ®APMAIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelECTB

Lemttono3a Mukpokpuctauimieckas (tum 102)

Kpaxman kykypy3Hblii

Harpust kpaxManraukoust (tum A)

Konosunon K-28

Makporoin 400 (IOJUITHUIIEHTIUKOIb )

[TonmucopOGat 80

Marnus creapar

Kpemuus nuokcny KoaouHbii (0€3BOIHBINH)

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)

3 roxa.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NMPH XPaHEHUH

XpaHuThb Ipu TEMIiepatype He Boie 25 °C.

6.5. XapaxTep u cojiep:kaHue NePBUYHON YIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 IJICHKM MOJMBUHWIXJIOPUAHON U
GboJIbru amOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

Ilo 1, 2, 3,4, 5, 6 unn 10 KOHTYpHBIX SYEUKOBBIX YIIAKOBOK BMECTE C JIMCTKOM-BKJIAJbIIIEM

MMOMCIIAKOT B MMTAYKy M3 KapTOHA KOpO60‘IHOFO.

12
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He Bce pa3Mepsl yITaKOBOK MOTYT OBITh JOCTYITHBI JUIST pedftfAlEd OB A TENEHOCTS 0006)

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TPH  YHUUTOKEHHHM  HMCHOJH30BAHHOIO
JIeKAPCTBEHHOr0 Mpenapara WJIH OTX0JA0B, MOJYYEeHHbIX IMOcjde HPUMeHeHUs
JIEKAPCTBEHHOI0 Npenapara, Wi padoTbl ¢ HUIM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUS

Poccuiickag ®eneparus

000 «M3Bapuno Papmay, Poccus

108817, r. MockBa, km BrykoBckoe mocce 5-it (1. Buykosckoe), nsia. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

®daxkc: +7 (495) 232-56-54.

OnekrponHas moura: info@izvarino-pharma.ru

7.1. IlpeacraBuTe/b JepKaTessi PETHCTPALMOHHOIO Y10CTOBEPEHH

[Iperen3un norpeduTENeH HAIPABIATE 110 aIPECY:

000 «M3Bapuno ®apmar, Poccus

108817, r. MockBa, km BaykoBckoe mocce 5-it (. Buykosckoe), nsia. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

Onekrponnas moura: info@izvarino-pharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUSA

9. JIATA IEPBUYHOM PET NCTPAIHUU/TIOATBEPKAEHUA PETUCTPALIUN
(IIEPEPET'HCTPAILIUN)

[aTa nepBoii perucTpanuu:

10. JATA NEPECMOTPA TEKCTA

O6ma51 XapaKTCPUCTHUKA JICKApCTBCHHOT' O Iperapara HI/IMCCYJ'II/I,Z[ AOCTYIIHA Ha
I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

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

13



