COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 04.05.2022 N° 10336
(NOCNEOCBATENEHOCTL 0001)

OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHHME JIJEKAPCTBEHHOI'O ITPEITAPATA

Manunun 1,75, 1,75 mr, Tabiaetku

2. KAYECTBEHHBIN 1 KOJJTMYECTBEHHBII COCTAB

JleiicTByto1Iee BEIIECTBO: TIMOCHKIAMHI/I.
Kaxnas tabnerka comepxut 1,7500 mr rmuberkamuaa (MUKpOHU3UpOBaHHAs (hopma).

BcnomorarenbsHble BelecTBa, HATMYUE KOTOPBIX HAaJ0 YYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npernapara: Kaxjaas TadJieTKa COEp>KUT JIaKTO3bl MOHOTUApAT — 68,99967 mr (cMm. pa3zaen 4.3),
kpacutens myHIoBbIN [[ToHco 4R] (E 124) — 0,00033 mr (cm. pazaen 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JJEKAPCTBEHHASA ®OPMA

Tabnerkn.
breaHo-po30BbIe MITOCKOMMIMHAPUIECKUE TAOJETKH CO CKOIICHHBIMU KpasiMd U PHCKOU C
OJIHOW CTOPOHBI TAOJIETKHU.

4. KJIIMHUYECKHUE JAHHBIE

4.1 Iloka3anusi K NpUMEHEHUI0

[Ipenapat Manunun 1,75 noka3aHn K IpMMEHEHHUIO y B3pOCibIX crapiue 18 jer.

Caxaphblii 1uabet 2 Tuna, B IOMOJHEHUE K JUeTe U GU3NYECKUM YIPaXHEHUSM B KauecTBe
MOHOTEpANUy WIH B COCTaBe KOMOWHUPOBAHHOH Tepamuu ¢ METPOPMHHOM WU JAPYTHMMHU
TUIOTTIMKEMUUECKUMH  IIpernaparaMi, KpOMe IPOU3BOAHBIX CYIb(OHWIMOUEBUHBI U
TJIMHUJIOB.

4.2 Pesxum 103uMpoBaHusA M cIOCO0 MPUMEHEHMSI

PexxuM 103upoBaHus

Jlo3a npenapara noa0upaeTcst *HANBUAYAIBHO B 3aBUCUMOCTH OT BO3pAcTa, TSHKECTH TEUSHMSI
caxapHOro auadera, KOHLIEHTPALUH TJIF0KO3bI B IJIa3Me KPOBU HATOLIAK U Yepe3 2 4 MOCIIe €JIbl.
Tepanuio pekOMEHIyeTCs HayMHaTh ¢ MUHHUMAJIBHO BO3MOKHOHM 103bl. B OCHOBHOM 3TO
KaCaeTcsl MalMeHTOB, MPEAPACIOIOKEHHBIX K TMIIONIMKEMHH, WX ITAMEHTOB C MacCOU Teja
meree 50 kr. HeoOxommmo y4MThIBaTh, YTO B cOCTaB mpemapara Manuuuin 1,75 BXoaut
MHUKPOHHM3UpOBaHHas ¢opma raubeHknamuja. [lostoMy pekomeHnoBaHHas 103a Mpenapara
Manununna 1,75 ornuuaercs OT 103 JEKapCTBEHHBIX MPENapaToB, B KOTOPBIX TITHOECHKIAMU
COJIEPKUTCS B HEMUKPOHU3UPOBAHHOU (opMe.

Hauanbnas no3a npenapata Manunun 1,75 cocrasnsiet 1 - 2 tabnerku (1,75 mr - 3,5 mr) 1 pa3
B cyTkH. Ecnu HauanbHas 103a HE NPUBOAUT K JOCTHIKEHHIO aJIeKBATHOTO METa0O0IMYECKOTO
KOHTpOJISL, 103y npenapata Manunui 1,75 ciaenyer no3TanHo yBEIUYUTh. Y BEIMYEHHE 1035
ClIeyeT IPOU3BOIUTH C MHTEPBAJIAMU OT HECKOJIBKMX AHEW IO OJHOM HENENH, BIUIOTH 10
JOCTIDKEHUST TpeOyeMOW TepanmeBTHUECKOW J103bl, KOTOpas HE JOJDKHA MPEBBIIIAThH
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NIPUHUMATh | pa3 B CyTKH — yTpOM, HEMIOCPEACTBEHHO MEpPe]T 3aBTpakoM. bosee BbICOKHE 103bI
JENIAT HA YTPEHHUM U BEeUEpHUH IIPUEMBI B COOTHOIIEHUN 2:1.

[Ipenapatr Manunun 1,75 cinexyer npuHUMAaTh B OJJHO M TO € BpeMs cyTok. [Ipu mpomycke
OJTHOTO IIpHeMa Ipernapara ClIeAYIOIIYIO 103y Mpenapara clieayeT IPUHATh B 0OBIYHOE BpeMs,
IIPU 3TOM HE pa3peuiaercsi IpUHUMAaTh 00Jiee BBICOKYIO 103Y.

MaxkcumanbHasi cyTo4Has 7103a npenapara Manunui 1,75 - 6 Tabnerox (10,5 mr). Koppexius
1036l Tipenapata Manuauia 1,75 npoBOaUTCS BpauoM OJHOBPEMEHHO C KOPPEKIIMENH AUETHI U
3aBUCHUT OT BEJINYMHBI KOHIIEHTPALIMH TJIFOKO3bI B IJIa3M€ KPOBU U MOYE.

Ecnm no3a mpemapata mnpeBbimaer 3 TaOneTku mnpernapata ManwHmi 1,75 B CyTKw,
PEKOMEHAYETCS UCTIONB30BaTh Npenapat Manunun 3,5.

[TpoaomKUTENLHOCTD JIEUEHUsI 3aBUCUT OT TeueHUs 3aboneBanus. HeoOxoaumo nposeneHue
PErYJISIPHOTO MOHUTOPUHIa KOHIIEHTPALMH TJIFOKO3BI B I1J1a3M€ KPOBU U MOUE; TOTIOJIHUTEIBHO
PEKOMEHAYETCS] KOHTPOJIMPOBATH KOHLIEHTPALIHUIO TTIMKUPOBAHHOT'O TeMOTJI00MHA /UK QpyK-
TO3aMMHA B IJIa3Me KPOBH, U TIOKA3aTeNH JIUITUIHOTO OOMEHa.

Oco0nIe I'pYHOIbI TAaNMEHTOB

Hauuenmbl NOJ2HCUI020 8o3pacma

HauanbHyo U nogaep KUBaIOLIYI0 103y HEOOXOAMMO YMEHBIINTh U3-3a MOBBIILIEHHOIO PUCKa
Pa3BUTHSI TUTIOTJIMKEMUH.

Ilpn m3MeHeHMM Macchl Tena M oOpas3a JKM3HU NallMEHTa HEOOXOIMMa KOPPEKLHs 103bl
npenapata Manununn 1,75.

Ocnabnennvie nayuermol u/unu nayuermosl ¢ NOHUNCEHHbIM numaHuem

HauanpHyto 1 moaaep>KUBaronIyio 103y HE0OXOAMMO YMEHBIINUTh U3-3a MOBBIIIEHHOTO PHCKa
pa3BuUTHs TUNOrIMKeMHH. [Ipy M3MeHeHMHM Macchl Telna W o0pa3a JKU3HM IAIMeHTa
Heo0Xo/1MMa KoppeKLus 1035l npenapata Manuaun 1,75.

Tayuenmul ¢ napywenusmu GyHKyuu novex

HauanpHyto 1 moaaep>KUBaronIyio 103y HE0OXOAMMO YMEHBIINUTh U3-3a MOBBIIIEHHOTO PHCKa
pa3BuUTHs TUNOTIMKeMHH. [IpM m3MeHeHMHM Macchl Telna W o0pa3a JKU3HM IAIMEeHTa
Heo0Xo/1MMa KoppeKLus 1035l npenapata Manuaun 1,75.

Ilayuenmul ¢ Hapywenuem QynKyuu neveHu

HauanbHyto u moaaep >KUBaronIyio 103y HE0OXOAMMO YMEHBIINUTh U3-3a MOBBIIIEHHOTO PHCKa
pa3BuTHs TuUNoriaukeMuu. IIpy wm3MeHeHMM Macchl Telna W o0pa3a JKU3HM IAIMEeHTa
Heo0Xo/1MMa KoppeKLus 1035l npenapata Manuaun 1,75.

Ilepesoo c Opyaux eunoenukemuyeckux cpeocmas

[lepeBoa ¢ apyrux I'MIIOTIMKEMUYECKUX IpenapaToB Ha npenapar Manunwi 1,75 cnenyer
HaYMHATH TOJ HabOmomeHueM Bpada ¢ 1 - 2 tabnerku npenapara ManuHui 1,75 B CyTKu
(1,75 mr - 3,5 Mr riimOeHKIaMuIa), MOCTETICHHO YBEIMUUBAs 103y 10 HEOOXOIUMOM CyTOUHOM
TEepareBTUYECKOMN JO3BbI.

HpujweHeHue 6 KOM6MHGL{MM C ()pyzujwu cunocjiukemuvecKkumu cpec)cm@ajwu

[Ipu HemepeHOCMMOCTH METQOpPMHUHA MAlMEHTAM MOXET OBITh MOKa3aHO OJHOBPEMEHHOE
IMPUMCHCHUC I‘JII/I6GHK.HaMI/II[a C rJinTasOHaMu (pOCI/IFHI/ITaSOH, HI/IOFJ'II/ITaBOH).

[Ipemapar Manuaun 1,75  MOXET  OJHOBPEMEHHO MPHUMEHATHCA € JIPYTHUMHU
THIIOTTIMKCMUYCCKUMU CpCACTBAMU JIA NpUEMa BHYTPb, HC CTUMYJIUPYIOIIUMH CCKPCUIHIO
WHCYJIMHA (HaIlpuMep, ryapoBasi KaMelb WU akap0o3a).
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OJIHOBPEMEHHOE TNpPHUMEHEHHE TIMOCHKJIaMUJa M MHCYJIMHA; MpPH TOJHOH BTOPUYHOMN
PE3UCTEHTHOCTH K TNIMOCHKIAMHTY MTOKa3aHO MPOBEICHINE MOHOTEPAITNN HHCYJIMHOM.

CTU
D¢ bekTUBHOCTL U 0€30MacCHOCTh MPUMEHEHUS npenapata Manuaui 1,75 B nedeHun aeTeit u
MOJIPOCTKOB HE JI0Ka3aHa. Takum o0pa3om, mpenapar He TOJDKEH UCIIONIb30BaAThCS [T JICUSHUS
JIETe 1 MOIPOCTKOB.

Cnoco0 npuMeHeHus
Bnytps. IIpenapar caeayer npuHUMATh Nepe]] €101, HE Pa3KEeBbIBas U 3alIUBasi JOCTaTOYHBIM
KOJTMYECTBOM JKHUJIKOCTH (HAIIpUMEp, CTAaKaHOM BOJIBI).

4.3 IIpornBonoOKa3aHus

- TIOBBIIIIEHHAS! YyBCTBUTEIBHOCTh K MTHOCHKIAMHUIY WM K JIIOOOMY M3 BCIIOMOTATEIIbHBIX
BELIECTB, [IEPEUNCIIEHHBIX B pa3feine 6.1;

- TIOBBIIIIEHHAS! YYBCTBUTEIBHOCTh K JAPYTUM IPOU3BOAHBIM CYJIb()OHMIMOUYECBUHEI, CYJbda-
HUJIAMHJIAM, TUYPETUYECKUM CPEICTBaM, COJEPKAIIMM B MOJIEKYJE CYIb(OHAMUITHYIO
TpyIITy, MPOOCHEIUIY, T.K. MOTYT BOZHHKATh NIEPEKPECTHBIC PEAKIIHH;

- caxapusiii quaber | Tumna;

- JMa0eTUYECKUM KETOAIM 103, THA0CTHIECKask TPEKOMa U KOMa;

- COCTOSTHUE TIOCJIE PE3EKIINH MOKETYI0YHON KEIe3bl;

- TIeYeHOYHAas HEJOCTATOYHOCTD TSIKEJION CTEIICHH TKECTH;

- TIOYeYHas HEIOCTATOYHOCTh TSKEIOM CTENEeHH TsHKECTH (KJIUPEHC KpeaTWHHUHA
<30 mur/mMuR);

- TshKelas HeAOCTAaTOYHOCTh KOPBI HAATIOYCUYHUKOB;

- KUIIIEYHAasl HEMPOXOIUMOCTh, Tape3 KEIyaKa;

- nmopdupus;

- OIHOBPEMEHHOE MPHUMEHEHHE C 003EHTaHOM;

- JICKOMIICHCAIUS YTJIEBOAHOTO OOMEHa NpH HWH(PEKIMOHHBIX 3a00JeBaHUSAX, OXKOrax,
TpaBMax WJIM IOCJE OOJBIIUX XUPYPTHUCCKUX OMEpaIfii, KOTr/Ja MOKa3aHO IMPOBEIACHUE
WHCYJTUHOTEPAIHH;

- HACIEJCTBEHHAs HEMEePEHOCUMOCTh JIAKTO3bI, Ne(DHUIUT JaKTa3bl WIM CUHIPOM TIIFOKO30-
raJlakTO3HOH MallbabcopOuu;

- 0epeMEeHHOCTh, MEPUOJ] TPYTHOTO BCKapMIIMBAHUS;

- getckuii Bo3pact 1o 18 et (3¢ppexTuBHOCTH U 6€30MaCHOCTD IpenapaTa He YCTAaHOBIICHBI).

4.4 OcoOble ykazaHusi M MepPbl PEI0CTOPOKHOCTH MPU NPUMEHEHUH

C OCTOpPOKHOCTBIO

- 3a0oJeBaHMsI MUTOBUTHOM JKeJe3bl (CO CHIKEHHEM (PYHKITHN);

- IIOYEYHasl HEJOCTATOYHOCTH JIETKOM M CPEJHEH CTENEHU TKECTH (KIMPEHC KpeaTHMHHHA
> 30 mu/MHuH);

- INNEYCHOYHAadA HEAOCTAaTOYHOCTH JITKOH U Cpe,Z[HGI\/'I CTCIICHHU TSXKCCTH,

- JIMXOPAJOYHBIN CUHIPOM;

- 1epeOpalibHBINA aTepOCKIIEPO3;

- runoyHKUKA nepenHe 10au runodusa uim Kopbl HAAMOYEYHUKOB;

- XPOHHYECKHH aJTKOTOJIU3M; OCTPAast aJIKOTOJIbHASI MHTOKCUKAIIHS;

- COCTOSIHHUS, COIPOBOXIAIOIIMECS HApYIICHWEM BCAChIBAHHS MHILM U PUCKOM DPa3BUTHUS
TUTNOTJIMKEMHUH  (ITTUTENIbHOE TOJI0JIaHue, HEIOCTAaTOYHOE IOCTYIJICHUE YTIEBOJOB C
MUIIEH, Ype3MepHble GU3NYECKUE HATPY3KH, THapes W/ Ui PBOTA);
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- IepUIUT rII0K030-6-pocdaraeruaporeHassr;

-y HOXWJIBIX MAIMEHTOB (cTapiie 65 JeT).

Bo Bpems nedenus mpenaparoM Manunami 1,75 HE0OXOAMMO HEYKOCHUTEIHHO COONIOIATH
PEKOMEHIAIMU Bpaya 10 COOJIIOJCHHUIO TUETHl M CAMOKOHTPOJIIO KOHIEHTPALMU TJIIOKO3bI B
mia3Me KpoBu. [lamueHTsl, mpuHUMaromuye npermapaT ManuHuia 1,75, M0DKHBI OBITh
IpEIYNpexIeHbl 0 HEOOXOJUMOCTH HE3aMEIIUTENbHO MPOKOHCYIBTHUPOBATHCS C JICUAIIUM
BpauoM B CJIy4ae BO3HHKHOBEHHS JIIOOBIX W3MEHEHHUH B MEPHOJ| JICYCHHs Mpernaparom
Manunun 1,75. [Ipu cmene sevarero Bpaya (Ipy roCIUTaIU3aIMH, TIPYU HECYACTHOM Cllydae,
pH 3a00JICBaHUH B OTITYCKE) HEOOXO0IMMO TPOMH(DOPMUPOBATH Bpaya O HATMYHUH Y TAI[MEeHTa
caxapHoro quabera.

I'unornukeMust

JlnurenpHOE BO3NEp:KaHWE OT MHINU, HEAOCTATOYHOE 00eCIeYeHne OpraHu3Ma YriieBOJAaMH,
ype3MepHasi (Gu3MYeCKas Harpyska, auapes W/Wiu pBOTA SBIAIOTCA (aKTOpaMu pHCKa
PAa3BUTUA TUIIOTTIMKCMHUH.

OpnHOBpeMEHHOE TMPUMEHEHUE JIEKapCTBEHHBIX CpPEICTB, O0OJaJalomUX JeHCTBUEM Ha
[EHTPAIbHYI0O HEPBHYIO CHCTEMY, CHIDKAIOIIUX apTepUalibHOE NaBieHue (B T.4., Oera-
aapeHoOJoKaToOpbl), a TaKXKe HaJu4yhe Yy TMalKdeHTa AaBTOHOMHOW HeHpomaTuu MOTYT
MacCKHpPOBATh CUMIITOMBI THIIOTJTUKEMHUH.

Y NOKWIBIX NAIIMEHTOB PUCK Pa3BUTHSI TUIIOTTIMKEMHUH HECKOJIBKO BBIIIIE, TOATOMY HEOOXOUM
Oosiee TIIATENBHBIA MOAOOP M03bI IMpemapara W PeryispHbIA KOHTPOJIb KOHIEHTpaIud
IJIOKO3BI B IJ1a3M€ KPOBM HATOLIAK U IIOCJIE IpUeMa UM, 0COOEHHO B Hayalle JICYEHUsI.

I'unepronkemMus

KonnenTpanuss T1I0Ko3bl B IJIa3ME€ KPOBU MOXKET YBEJIMYUBATHCS, €CJIM MalUEHT He
IPUIEPKUBAETCS HAa3HAYEHHOW BpauoM Tepanuu. [loBblIEeHHAs KOHIEHTpAIUs TJIHOKO3bI B
I1a3Me KPOBU MOKET TakKe ObITh 00YyCIOBIIEHA HEIOCTATOYHBIM Ha JAHHOM JTarle JeUeHUs
TepaneBTHUECKUM dPPEKTOM Ha3HAYCHHOM 103kl Mpenapara Manunui 1,75, a TakyKe OCTPBIMH
CTpECCOBBIMU CUTyanusiMu. K cuMnTomMam runepriukeMUud MOTYT OTHOCHUTBCS: BBIpayKEHHAs
KaXIa, CyXOCTb BO PTy, YaCTO€ MOYEHCITyCKaHHE, KOXKHBIH 3yA H/HIU CYXOCThb KOXH,
rprOKOBBIC 3a00JI€BaHUSI W/WIJIH KOKHBIE MH(MEKITNH, a TAKXKE CHIDKEHHE pab0TOCIIOCOOHOCTH.

bonbiime xupypruyeckue BMEIIATENbCTBA U TPAaBMbl, OOIIMPHBIE OXKOTH, MH(PEKINOHHbBIE
3a00JIeBaHUs C JTMXOPAJTOUYHBIM CHHAPOMOM MOTYT OTPeOOBaTh OTMEHBI THIIOTTIMKEMUYECKUX
JICKapCTBEHHBIX CPEACTB ISl MpUeMa BHYTPh M Ha3HaueHUs WHCyauHa. [lanueHToB criemgyer
nporH()OPMUPOBATH O HEOOXOAMMOCTH 0€3 MPOMEeUICHUsT 00paIlaThCcs K JeyalieMy Bpady B
CiTy4asix BOSHUKHOBEHHMsI APYTHUX 3a00JIEBaHHI BO BpeMs JIieueHus pernapaTom Manunun 1,75.
[Ipu oOpamiennu B npyrue jJedeOHble YUpEeKACHUS NalMeHT JOJDKEH MpEenyNnpeinTh Bpada o
HAJIMYUU Y HETO caxapHoro auadera.

CabuTrelibHbIE CPEICTBA

3noynoTpebiieHre  CIAOMTENbHBIMH ~ CPEICTBAMH  MOXET TIPUBECTH K  YXYIIICHHUIO
MeTabOIMYECKOTO cTaTyca.

AJIKOroJin

DTaHOJ MOXET NMPOBOIMPOBATH Pa3BUTHE TUIOTJIMKEMHUH, a TAK)KE Pa3BUTHE «aHTA0YCHOTO
s dexray (Hambonee pacrnpoCTpaHEHHBIE CHMIITOMBI - TOIIHOTA, PBOTA, OOJIb B JKHUBOTE,
«TPUIHMBBIY, TaXWKapIus, TOJOBOKPY)KEHHE, TOJOBHAas 0OJb), TOITOMY CIEIyeT
BO3JEPKUBATHCS OT MPUEMA aJIKOT0JIsl BO BpeMsl JieueHus npenaparoM Manunui 1,75.
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Jledunur rimoko30-6-hocharaeruaporeHassl

Y OonpHBIX ¢ AePUIIMTOM TIIOK030-6-hocharmeruaporeHassl MpUMEHEHHE IpPernapaToB
CyJIB(bOHI/I.HMO‘IeBI/IHBI MOKCT MPHUBCCTHU K PA3BUTUIO TeMOJIUTHYECKOHU AHCMHHU, MTO3TOMY
ciaemyeT coOmoaath  0COOYI0  OCTOPOXKHOCTh IPU  NMPUMEHEHHHM TJIMOCHKIAMU/IA,
MMpEaAIIOUYTUTCIIBHO MMPUMCHATH THUIIOTJIMKEMHUYECCKUEC CpCacTBa, HE ABJIAOITHUECCS
NIPOM3BOIHBIMU CYIIb()OHMIIMOYCBHHEI.

Bo BpeMmsi mpumMeHeHus riauOeHKIaMuJa HE PEeKOMEHAYeTCs JUIMTENbHOE NpeObIBaHHE Ha
COJIHIIE.

[Ipenapar cogepxut kpacutenb nyHIOBBIN [[ToHcO 4R] (E124), KOTOpBIN MOKET BBI3HIBATH
aJJIepruuecKue peakiuu.

4.5 B3aumoneiicTBue ¢ JAPYrHMH JIEKAPCTBEHHbIMHM IMpenaparaMu M Jpyrue BHIbI
B3aUMO/JAeHCTBUSA

['mubenkmamua Metabonmmu3upyercs npeumyinecTBeHHo ¢ momombio CYP 2C9 u B meHbIei
crenienu ¢ nomompbio CYP 3A4. DroT dakT cieayer yduThIBaTh MpPH OJHOBPEMEHHOM
MPUMEHEHUHN TIHOCHKIaMHIa ¢ MHAyKTOpaMu uin naruoutopamu CYP 2C9.

Ycunenue TIOrIMKeMUYECKOro IEHCTBHS TNIMOCHKIIAMIIa BO3MOYKHO TPH OJTHOBPEMEHHOM
NpUMEHEHUH C¢ HWHTHOMTOpaMH  aHTHOTEH3WHMpeBpamatomero (epmenta  (AIID),
aHAOONMMYECKUMU  CPEICTBAMH M  MYXKCKHMH  TIOJIOBBIMH  TOPMOHAaMH, JIPYTUMH
THIOTJIMKEMHYECKUMH  CPEJICTBAMU ISl TIpHEMa BHYTPh (Hampumep, OWTyaHWIBI) W
MHCYJIMHOM, a3alpoNa30HOM, HECTEPOUIHBIMH IPOTHBOBOCHATUTENBHBIMU IpenapaTamMu
(HIIBII), O6era-ampeHobmoKaTopamMy, TMPOU3BOJHBIMU  XHMHOJIOHA, XJIOPaM(EHUKOJIOM,
k1opubpatoM M ero  aHajoraMu, NpPOU3BOJHBIMU  KyMapuHa, JAU30MUPAMHUIOM,
dbendypaMruHOM, TPOTHUBOTPUOKOBHIMH  JIEKAPCTBEHHBIMU  CPEJICTBAaMHU  (HampuMmep,
MHUKOHAa30], (IyKoHa301), (QIyOKCETHHOM, MHTHOMTOpaMH MOHOaMHUHOOKcuaassl (MAO),
NapaaMHHOCAITUIIMIIOBON KHUCIIOTOH, NMEHTOKCU(WIIMHOM (B OOJBINUX 033X, BBOJUMBIX
napeHTepalibHO), NEPreKCHIIMHOM, TPOU3BOIHBIMU MHUPA30JI0HOB, Gochamunamu (Harpumep,
nukinodochamun,  udochamua,  Tpodochammm), npoOEHENHAOM,  CaTUIUIIATAMHU,
cynb(hoHAMUIAMU, TeTPALMKIMHAMUA " TPUTOKBAIUHOM, KIIAPUTPOMHUIIUHOM,
CyJIb(PUHTTHPA3OHOM.

[Nopxucndromue Mouy cpeacTa (aMMOHHUS XJIOPUJ, KalbLMs XJIOPHU) YCUIUBAIOT AEHCTBHE
rITUOCHKIIaMKIa 32 CYEeT YMEHBIICHHsS CTENCHH €ro TUCCOLHMAIMA W TOBBIIMICHHUS €ro
peabcopOruu.

['unornukeMuveckoe NEeHCTBHE TIMOSHKIAMHUIA MOXKET YMEHBIIATHCS TP OJHOBPEMEHHOM
OpUMEHeHUH ¢ OapOHuTypaTamMH, W30HMA3UIOM, IUA30KCHIOM, TIIOKOKOPTHKOCTEPOHIaMHU,
IJIFOKaroHOM, HHUKOTHHaTamMu (B OonbmMx J03axX), (QeHuTOMHOM, (PEeHOTHAa3uHAMHU,
pubaMIUIITHOM, THA3UIHBIMHA JIUYpETUKaMHU, aleTa3oIaMuaoM, NEpOpAIIbHBIMU
KOHTpAIICITUBAMH W 3CTPOTEHAMH, TperapaTaMy HOACOAEPKAIIuX TOPMOHOB IIMTOBHIHON
JKCJIC3bl, CUMIIATOMUMCTHYCCKUMU CPCACTBAMH, 6HOKaTOpaMI/I MCIJICHHBIX)» KaJIbIIUCBBIX
KaHAJIOB, COJISIMH JIUTHUS, CIAOUTEIbHBIMU (TIPH IJTUTEIIHHOM 3JI0YTIOTPEOICHHH ).

[Ipenapat cienyer ¢ 0CTOPOKHOCTHIO MPUMEHSTH OTHOBPEMEHHO ¢ OeTa-aipeHO0I0KaTOpaMu,
T.K. OeTa-aipeHOOIOKATOPbl MOTYT MAaCKHpPOBaTh KIMHUYECKHWE CHUMIITOMBI TMIIOTJIMKEMUU
(32 HCKJIFOYEHHEM TIOBBIIIICHHOTO TTOTOOT/IEIICHU ).

AmnTaronuctsl Hz-perientopoB MOryT Kak ociadiiiTh, Tak U YCHJIMBATh THIOTIMKEMUYECKOE
neiicteue rimOeHKiIamuaa. [leHTaMUIMH B ©IMHUYHBIX CIy4asX MOJXET BBI3BIBATh
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YCUJIMBATHCS WM OCJIabeBaTh JeWCTBHE MPOU3BOJIHBIX KyMapHHa.

Hapsiny ¢ ycuneHueM TUNOTIIMKEMUYECKOTo JCWCTBUS, OeTa-apeH00I0KATOPhI, KIOHUINH,
TyaHEeTUJIUH U PE3EpIIMH, a TAKXKE JIEKaPCTBEHHBIE CPEICTBA C LIEHTPAIBHBIM MEXaHU3MOM
NEHCTBUS, MOTYT OCHabNsaTh y TAalHWeHTa OIIYIICHHE MPEABECTHUKOB CHMIITOMOB
TUIIOTJIUKEMUH.

OcTpoe Ui XpOHUYECKOE YIOTPEOICHHE ATKOTOJII MOKET KaK yCUIIMBATh, TaK U OCIAOIATh
THITOTJIMKEMHYECKOE ACHCTBUE MINOCHKIAMHU/IA.

I'mubeHknamMu MOXKET YBETUYHUTh KOHIICHTPAIIMIO [UKIIOCTIOPHHA B TUTa3Me U MOTEHIIUATBHO
NPUBECTH K TIOBBIIICHUIO €r0 TOKCHYHOCTH, II03TOMY PEKOMEHIYETCS KOHTPOJb
KOHIIEHTPAIMU M KOPPEKUHUS JO03bl LUKIOCTIOPHHA TPH OJHOBPEMEHHOM MPUMEHEHHH C
[JIMOEHKIIAMHUIOM.

[Ipy OIHOBPEMEHHOM NIPUMEHEHUM C JIEKQpCTBEHHBIMHM CpEACTBaMM, YIHETAIOIIUMU
KOCTHOMO3I0BO€ KPOBETBOPECHHE, YBEIIMYUBAECTCSI PUCK MUEIOCYTIPECCUH.

Konecesemram cBsA3bIBaeT F.HI/I6GHK.HaMI/I,Z[, yMCHbIIAA Cro BCACBIBAHUC W3 IKCIIYyAOUYHO-
KHIIIEYHOTO TpakTa. [ToaToMy rimmbeHkIamMu ] ciaeayeT NpuHIMAaTh, 110 KpaiHe# Mepe, 3a 4 4 10
npuemMa KoJjieceBeslaMa, TOCKOJIbKY B 3TOM Cllydae HHUKAKOTO B3aWMOJCHCTBUS HE
HaOJIFOJaeTCs.

HpI/I OOJHOBPECMCHHOM MPUMCHCHUUN I‘JII/I6GHKJ'IaMI/II[a C 603GHTaHOM OTMCYCHO YBCIIMYCHUC
YacTOTHI MOBBIIICHUSI aKTUBHOCTH «II€YCHOYHBIX» (hepMeHToB. [ mrOeHkIamMug u OO3EHTaH
YrHCTAarOT MNCPCHOC IKCIYHBIX KHUCIOT H3 KICTOK IMCYCHHU, 4YTO MNPHUBOJUT K HX
BHYTPHUKIIETOYHOMY HAKOIICHHIO W YCHJICHHIO MX IUTOTOKCHYECKOro 3ddekTa. B cBs3m ¢
9TUM OJHOBPCMCHHOC IIPUMCHCHUC FJ'II/I6GHKJIaMI/II[a u 603€HTaHa MMPOTUBOIIOKA3aHO
(cm.pazmen 4.3).

4.6 @epTWIBHOCTD, 0€PEMEHHOCTb U JIAKTAIUSA

bepemeHHOCTD
[Ipumenenue npernapata Manuaun 1,75 mpu OEpeMEHHOCTH MPOTHUBOIOKA3aHO (CM.paszen

4.3). Ilpu HacTyniueHn:n 6€peMEHHOCTH TPUEM TIperapara He0OX0IUMMO IPEKPATUTh.
Jnst nedeHust caxapHoro auabeTa BO BpeMs OEpeMEHHOCTH IpenapaToM IEpPBOTO BbIOOpa
SBIISICTCS. UHCYJIMH, MTOCKOJIBKY NPU MPUMEHEHUH THIIOTJIMKEMHYECKUX CPEACTB Ul MpueMa
BHYTPb HEBO3MOXKHO PETYJIUPOBATH KOHIIEHTPAIIUIO ITFOKO3bI B TJIa3Me KPOBH C TOI CTENEHBIO
HaJIeKHOCTH, KOTOpasi AOCTUraeTcs Tepanueil uacynuHoM. [Ipu mianupoBanuu OepeMeHHOCTH
TUINOTIMKEMUYECKHUE CPEJCTBA [l MpUeMa BHYTPh ClIeyeT 3aMEHUTh Ha MHCYIIHH.

Jlakranus
[Ipumenenne npenmapata Manunun 1,75 B mepuox  TIpyIHOTO  BCKapMIIMBAHUSA

MPOTHBOIIOKa3aHo (cM.pazzen 4.3).

HeusBecTHO, mNpoHWKaeT 1M TIHOCHKIAMHUA B TpyAaHOe MosoKo. Ilockonbky apyrue
NIPOM3BOJIHBIC CYJIb(OHUIMOUYEBUHBI MPOHUKAIOT B T'PYAHOE MOJIOKO, TMAIMEHTKA JOJDKHA
moJjiydyaTb B KaUCCTBC THUIOTIIMKCMHUYCCKOIO CPCACTBA HMHCYJIHMH WKW NPCKPATUTL I'PYAHOC
BCKapMJTUBaHHE.

4.7 BuausiHve HA CIOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMH CPeACTBAMH U PadoTaTh C
MeXaHNU3MaMu

IIpu nmpumenenun npenapata Manunwi 1,75 BO3MOXKHO pa3BUTHE 3MHU30/I0B THIO- WIIU
THUIICPIIIMKECMUU U, KaK CICACTBUC, CHUKCHHUC PCAKIIUU H CHOCO6HOCTI/I K KOHICHTpAaluU
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npueme. [loaTomy Bo Bpems nieueHus mpermaparoMm Manuawi 1,75 HeoOXoauMo coOmroaaTh
OCTOPOXXHOCTL IIPU YIPaBJICHUM TPAHCHOPTHBIMU CPEACTBAMU U 3aHATUAX JOPYTHMHU
MOTEHILIMAIbHO OMAaCHBIMU BUIAMH JESITEIbHOCTU, TPEOYIOIIMMH KOHIEHTPALUU BHUMAHUS U
OBICTPOTHI TCUXOMOTOPHBIX PEAKIM. DTO OCOOCHHO BAaXKHO HJIsi MAIMEHTOB C YacTBHIMU
SMU30JaMH THUMOMNIMKEMHH WM CHUKEHUEM/OTCYTCTBUEM OILYIIEHUS «IIPEABECTHUKOBY
THITOTIIMKEMHH. B 3THX citydasx Heo0X0AUMO IPOKOHCYIBTHPOBATHCS € JICHAIIMM BPAdOM IS
MPUHSTHS PEIICHUS O BO3MOXHOCTH YIIPABJICHUS TPAHCIIOPTHBIM CPEACTBOM.

4.8 HexenaTenbHble peakunu

Pe3roMe HexxenaTeabHbIX PEAKIINN

HmeroTcst cooOIeHusl 0 CIeIyIOMUX HEXeNaTebHBIX PeakIUsaX TIMOCHKIIAMHUIA: H3)KOTa,
aHOpEKCHs, TaHKPEaTHT, TPaHyJEeMaTO3HBIA TeNaTuT, OMIMPYyOUHEMUs, MICOPHAa30I0100HbIe
KOXKHBIE PEaKIMH, TPOMOOILMTOICHUYECKAsT IypIlypa, arjlacTU4ecKas aHeMWsl, arula3us
KOCTHOTO MO3ra, 303WHO(DMINS, HAPYIIEHUS CBEPTHIBAEMOCTH KPOBH, MO3JIHAS KOXKHAs
nopupwsl, MeIarpono100HbIe CHUMITTOMEI.

Bo3MoxHbIe HeXeNnaTelbHblE pEaKUWu Tpud NpUMEHEHUU mpenapara Manuaun 1,75
MPHUBEICHBI HUXE MO HUCXOJAIICH Y4acTOTe BO3HUKHOBEHHUS: O4eHb 4acto (>1/10), gacto
(>1/100, <1/10), nmeuacto (=1/1000, <1/100), peaxo (=1/10000, <1/1000), oueHbp penko
(<1/10000), BxItOYast OTJAEIBHBIC COOOIICHHMS, YaCTOTa HeU3BECTHA (110 UMEIOIIUMCS JTAaHHBIM
OIICHKA HEBO3MOJKHA).

Hapywenus co cmoponvl kposu u aumgpamuyeckoui cucmemul

Penxo: TpombomTONEHNUS.

OdeHb peaKo: JIEUKOIMEHUs, IPUTPOIIECHUS, TPAHYJIOLMUTONEHHS, BIUIOTh A0 arpaHyJolMUTO3a,
MaHLIUTONEHUS, TEMOJIUTUYECKAS] AHEMHUSI.

Yka3aHHbIE U3MEHEHUS TeMOrPaMMBbl, KaK MpaBujIo, 00paTUMBI [TOCJIe OTMEHBI IIpenapara, HO
B OUCHB PEJKHUX CIIy4asx MOTYT OBITh YIPOKAIOIIUMHU ISl )KU3HU.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

OuyeHb penKo: TeHEpaTU30BaHHBIC AIEPTHUECKUE PEAKIMU, COMPOBOXKIAIOIINECS KOMXHOM
CBITIBIO, APTPAITHEH, JTUXOPAIKON, MPOTEUHYPUECH U KENTYXOW; aHA(PUIAKTHUYECKUHA IIOK.
IepexpecTHas amieprust ¢ IpoOCHEUIOM, APYTUMH NIPOU3BOJHBIMU CY/Ib()OHUIMOUEBHHEI,
cynbhanutaMuiaMu. B oTAETBHBIX clTydasx BOZMOKHO pa3BUTHE aJJIEPTUYECKOT0 BACKYIIHUTA,
B HEKOTOPBIX CIIy4asiX — KU3HEYTPOKAIOIIETO.

YacroTra HeM3BeCTHA: aJUIEPTHYECKUE Peakuy Ha Kpacutelnb MyHIoBbIH [[Tonco 4R] (E124).
Hapywenusa memabonuzma u numanus

Yacro: runornukemus (cMm. paszaen 4.9), yBenmndeHne MacChl Tena.

OdeHb peKo: THIIOHATPUEMHUS

Hapywenus co cmoponvl opeana 3penus

OueHb penko: HapyIIeHUE 3PEHUSI U PACCTPONCTBA aKKOMOIALIHH.

Kenyoouno-kuuieunvie HapyuieHus

Hewacto: TomHoOTa, 4YyBCTBO TSHKECTU U «IIEPEMIOTHEHUS» B XKEIyAKe, OTPhIKKA, PBOTA, 0OJb B
KUBOTE, AUapesi, «METaNINYECKUil» TPUBKYC BO PTY.

OTH CUMITOMBI MOT'YT OBITh PEXOISAIINMH U HE TPEOYIOT OTMEHEHI Tpernapara.

Hapywenue co cmopomnsl neuenu u senuegol8o0uux nymetl

OdeHb penko: BPEMEHHOE TIOBBIIICHHE AKTHUBHOCTH  «II€YCHOYHBIX»  (EPMEHTOB
(amannHamuHOTpacdepasbl, acrapTaTaMuHOTpaHcdepassl, meaouHor (ocdarassl), BHYTpH-
MIEYEHOYHBIN X0JIECTa3, JIEKAPCTBEHHBIN IEIIATHT.
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X0JIeCTa3 M JKENTyXa, KOTOPBIE MOTYT MPHBECTH K OMACHOW JUISl JKU3HHU TI€YCHOUHOM
HEIOCTaTOYHOCTH, OJHAKO MOTYT pPErpeccHpoBaTh IOCIE MpEKpalleHHs mpuema
rJIMOEeHKIIaMH1a.

Hapywenus co cmopoHul Kodcu u NOOKOMCHbIX MKaHelu

HeuacTo: KOXHBIHN 3y, KpallMBHHUIIA, TypPITypa, MOBBIIICHHAS (DOTOCCHCHOMITN3AINS, Y3TI0Bast
spuTemMa, MOpOmIH(OpMHas UM MaKyJIONaIyJie3Has YK3aHTeMa.

[pw mosiBIIEHUH KPAMBHUIIBI WJIH IPYTUX KOKHBIX PEAKIINH CIIeyeT HEeMEUIEHHO OOpaTHThCS
K Bpauy. DTH peakLUu MPeJICTaBIISAIOT COO0H BpEMEHHbIE PEaKLIUU TUIIEPYYBCTBUTEILHOCTH; B
OYCHb PEIKUX CIIydasXx OHH, OJHAKO, MOTYT Pa3BUBATHCS B YIPOXKAIOIINE )KU3HHU COCTOSHUS,
COIIPOBOKIAIOIIMECS] YTHETEHUEM JBIXaHUS U CHIDKEHUEM apTepUalIbHOTO JIaBJICHHUS BILIOThH
JI0 HACTYIUICHHS IIIOKA.

Hapywenus co cmopoHuvl nouex u Mouesvbi800auux nymetl

OdeHb peiko: yCUIICHUE TNype3a; TPAaH3UTOPHAS IPOTEHHYPHSL.

Obwue napyuienus u peakyuu 6 mecme 68e0€eHuUs.

Ouenp penko: «aHTaOycHbI 3hdexT» (mucynbhupamMononoOHas peakius) NP TpHEME
ankoronsg (HamboJsiee dYacThle NPU3HAKU: TOIIHOTA, PBOTA, OOJb B JKUBOTE, OIIYLICHHE
«TIPUIIUBOBY, TAXUKAPAHS, TOJIOBOKPYKEHHE, TOIOBHASI 0OJIb).

CooOuieHne 0 MoJ03peBaEMbIX HEKeNaTeIbHBIX PeaKIUsIX

Baxxno cooOmarh 0 MOM03pEBAEMBIX HEXKEIATENbHBIX PEAKIUAX IIOCIIe PETUCTPallun
mpenapaTta ¢ LeJIbl0 OOecreueHus: HeNPEPHIBHOIO MOHUTOPUHIA COOTHOIICHUS <«I10JIb3a —
PHUCK» JEKapCTBEHHOTO mpemnapara. MeIuIMHCKUM paboTHUKAaM pPEeKOMEHIYETCsl COO0IIaTh O
JTI00BIX TOA03PEBAEMBIX HEXKENATEIbHBIX pEaKUUsAX JIEKapCTBEHHOIO Ipenapara uepe3
HaIlMOHAJIbHBIC CHUCTEMbI COO6H_I€HI/I}I O HCXKCIIATCIIbHBIX PCAKIUAX TOCyAapCTB — YJICHOB
EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccuiickas @enepanust

109012, Mocksa, CnaBsHCKas 101131k, 1. 4, cTp. 1
denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBoOXpaHEHUS
+7 (495) 698-45-38,

+7 (499) 578-02-30

info@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9 Ilepeno3upoBka

Octpasi, BbIpaX€HHasi TNepeAo3upoBKa mnpenapata Maununwn 1,75, Hanpumep, npuem
U30BITOYHBIX 703 B TEUCHUE JUIUTEIBHOTO MEPUO0JIa BPEMEHH, MOXKET NMPUBOJUTH K TSKENIOH,
IPOJIOIDKUTEIBHON M YTPOXKAIOIIEH KI3HH TUITOTIIMKEMHUH. Kak TOIbKO ycTaHOBIICHO HAIMYNE
Nepeo3UPOBKH, HEOOXOOUMO TIIATEeIbHOE HAONIOJIEHHEe A0 TeX Iop, MoKa He Oyaer
YBEPEHHOCTH, YTO MALMEHTY OOJbIIEe HE YTPOXKAET OMacHOCTh. Heo0XoMuMo yuuThIBaTh, 4TO
TUIOTJIMKEMHST U €€ KIMHHYECKUE MPOSBICHUS IOCIE BbI3JAOPOBJICHUS IMAllUEHTa MOTYT
BO3HHMKHYTh BHOBb. 3HAYMTENIbHAsI MEPEIO3UPOBKA U TSDKENbIE PEaKIM{, TaKHE KaK MOTeps
CO3HAHUSI M JpPyrue Cephe3Hble HEBPOJOTHMUECKUE HAPYIICHUS, SBISIOTCS SKCTPEHHBIMU
COCTOSTHHSIMH U TPeOyIOT HEMEIIICHHON TOCITUTAIN3AIHH.

CHUMNTOMBI: YYBCTBO TOJIOZA, TaXMKapJus, COHIMBOCTh, CIa0OCTh, BHE3aIHasi MOTIMBOCTb,
HapylIeHHE KOOPJMHALMHU IBMKEHHH, Tpemop, oOmiee OECIOKOMCTBO, YyBCTBO CTpaxa,
rojioBHast 60J1b, IPEXOIAIINE HEBPOJIOTHUECKHE HApYIIEHUS (HalpUMep, pacCTPONCTBA 3peHuUs
Y peuH, MPOSIBICHUS Iape30B WIN Napainyei, Uil N3MEHEHHOE BocnpuaTue omymeHuit). [Ipu
IIPOrPECCUPOBAHNY TMITOTJIMKEMUU BO3MOXHA MOTEPS NAIMEHTOM CAaMOKOHTPOJIS M CO3HAHUS,
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BJIQXKHOCTHIO KOXH, JBUTATE€IbHBIM OECHOKOWCTBOM, rumneppediekcueii, mape3amu c
HaAJIMYMEM TOJI0XKHUTEIBHOT0 pediiekca babunckoro.

JledyeHue: mpu TUNOTIIMKEMUU JIETKOM CTENEHU CIENYET NPUHATH BHYTPb KyCOUEK caxapa,
IUIIY WIK HAIIUTKH C BBICOKUM COJIEp’KaHUEM caxapa (BapeHbe, MeJl, CIIaAKUH Jail u z1p.).
[Ipu nepeno3upoBKe y MaMEHTOB, HAXOIAIMXCS B CO3HAHUU U 0€3 CKIOHHOCTH K Pa3BUTHIO
CyIOpOr, Iepel, BHYTPUBEHHBIM BBEAECHHUEM TIJIIOKO3bl (JEKCTPO3bl) CIEAyeT CHaudana
MHUIMUPOBATh PBOTY WJIM MPOU3BECTH POMBIBAHUE JKEITYIKA.

[Tpu moTepe manyeHToOM co3HaHUs He00xo1MMo BBecTH BHYTpuBeHHO 40-80 M 40% pacTBOpa
JIEKCTPO3HI (TTIFOKO3bI), 3aTeM MpoBecTH nH(py3uo 5-10 % pacTBopa 1eKCcTpo3bl. 3aTEM MOKHO
JIONIOJIHUTEIBHO BBECTH 1 MI INIIOKaroHa (IOJK0>KHO, BHYTPUMBIIIEYHO WM BHYTPUBEHHO).
Ecnn manueHT mocie 3Toro He NpUXOJUT B CO3HAHUE, TO 3Ty MEPY MOKHO ITOBTOPUTD; AaJiee
MOET OTPe00BaThCs POBEICHNE HHTCHCUBHOM TEpanuH.

[Ipu nnMTENbHOM THHOTIIMKEMUH HEOOXOIMMO THIATENbHOE HAONIO/EHHE 3a MAalUEeHTOM B
TE€YEHUE HECKOJIBKUX THEW C pEerysspHbIM KOHTPOJEM KOHILEHTpAalMM IIIOKO3bl B ILIa3Me
KPOBH U, IPH HEOOXOAUMOCTH, ITPOBEACHNE HH(PY3UOHHOM TEpanui.

5. ®PAPMAKOJIOTHMYECKHUE CBOMCTBA
5.1 dapmMakoAHHAMHYECKHE CBOIICTBA

dapmakoTepaneBTUUYECKass TPYINA: TUIONIMKEMUYECKOE CPEICTBO Uil IEPOPaTbHOrO
NPUMEHEHUS TPYIIIBI CyIb(OHMIMOUEBUHEI 1] mOKOIEHNUS.

Kox ATX: A10BBO1

MexaHusm JieficTBud U GapMakoIuHAMUYEeCKHe Y HEKThI

I'mubeHknamMul CTUMYJIMPYET CEKPEIMI0O MHCYJIHMHA IYTeM CHIDKEHHS MOpora pas3lIpaKeHHs
IJIIOK030# 0eTa-KJIeTOK MOHKETYA0YHOH KeJe3bl, MOBBIIIAET YyBCTBUTEIBHOCTh K HHCYJINHY
U CTEIICHb €T0 CBA3BIBAHUS C KIETKAMU-MULICHIMH, YBEJIINYMBAET BHICBOOOKICHNE HHCYIUHA,
YCUJIMBAET ACHCTBUE MHCYJIMHA HA MOIJIOLIECHHUE TJIIOKO3bI MBIIIIAMHU U NEUYEHbIO, TOPMO3UT
JUIONN3 B KUPOBOM TKaHM. JleficTByeT BO BTOpPOH CTaJAMM ceKpeluuu MHCyInHa. OKa3bIBaeT
TUITOJIMITUIEMUYECKOE eHICTBHE, CHUKAET TPOMOOTEHHbIE CBOMCTBA KPOBU.

I'mubenknamMul B MUKPOHU3UPOBAHHOM (opMe MpesICTaBIIseT COO0H BRICOKOTEXHOJIOTUYHYIO,
0COOBIM 00pa3oM U3MENbUEHHYIO (popMy MIHOCHKIIaMI/1a, TIO3BOJISIIONIYIO ITpenapary ObicTpee
abcopOMpPOBATHCS U3 JKEITYI0YHO-KUIIIEYHOTO TPAKTA.

B cBs3u ¢ Oonee paHHMM JOCTH)KEHHEM MaKCUMalbHOW KOHLIEHTPALUHU INIHOCHKIaMUAA B
IUIa3Me€ KpPOBH, TUIOTIIMKEMUYECKUH 3(P(PEKT NPaKTUYECKH COOTBETCTBYET IO BPEMEHHU
NOJbEMY KOHLEHTpAalMM TJIOKO3bl B IUIa3M€ KPOBU IIOCHIE €7bl, 4TO JesaeT JeiicTBue
npenapara 60see MATKUM U (pU3HONIOTHYHBIM. [ UIIOrTHKeMUYecKoe IeHCTBHIE TMOSHKIaMUIa
pa3BuBaeTcs yepes 2 4. Y maIueHToB ¢ CaXapHbIM T1a0eToM 2 THUTIA TPU OJTHOKPATHOM MPHUEME
pa3oBOi 03Bl TTMOCHKIAMHA YTPOM IOCIEe MpHUeMa NHUIIM THIOTTHUKEMHUYECKUH 3PQeKT
COXpaHsieTcs B TeUeHue 24 .

5.2 dapMaKOKHHEeTHYECKHE CBOIICTBA

AOGcopbuus
[Tpu mpreme BHYTPb MIMOCHKIAMUT OBICTPO M IMTOYTH ITOJHOCTBHIO BCACKIBAECTCS U3 JKETYI0YHO-

KHIICYHOI'0 TpaKTa. O,Z[HOBpeMeHHI:II\/'I NpUcM MUK HE OKA3bIBACT 3HAYMMOI'O BJIMAHHA HaA
BCaCbIBaAaHHEC FJII/I6CHKJ13MI/I,H3.
9
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PacHpesetCHHE (NOCNELOBATENBHOCTL 0001)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

BpeMms noctmwkeHuss MakCUMalIbHOW KOHIeHTparuu rmbenkmamuaa (Cmax = 100 ar/mm) B
wiasme kpoBu — 1-2 4. Yepes 8-10 u mocie npuema, B 3aBUCUMOCTU OT NPUHATOU O3B,
KOHIICHTpaIys MTMOCHKIaMI/Ia B TJIa3Me KPOBH CHMKaeTcs 10 5-10 Hr/mit.

CBs13b rmbeHKIIaMu1a ¢ OeJIKaMu TU1a3Mbl KpOBH cocTaBiseT 98 %.

Buorpancdopmanms u sauMUHAINAS

['mubeHKIaMu]T MOJTHOCThIO META0O0IN3UPYETCs B TIEUEHU ¢ 00pa30BaHUEM JIBYX HEAKTHUBHBIX
METabOIMTOB, KOTOPHIE BHIBOASTCS MOYKAMH U Yepe3 KUIIEUHUK MPUOIU3UTEIEHO B PABHBIX
MIPOTIOPIUSAX TOJHOCTBIO dYepe3 45-72 4. Ilepuon mnomyBeBeaeHus (Ti12) y 3H0pOBBIX
JTO0OPOBOJBIIEB TIOCTIE TIPUEMa BHYTPh COCTABIISIET 2-5 4. Y MAIMEHTOB C CaxapHbIM AHa0eToM
BO3MOXHO yniauHeHue Tiz g0 8-10 u.

He‘-IeHO‘-IHa}I HCAOCTATOYHOCTH
VY manueHToB ¢ HapymeHHOW (DYHKIIMEH IeYeHW BBIBEIICHUE NCUCTBYIOIIETO BEIIECTBA M3
MJ1a3Mbl KPOBHU 3aMEIJICHO.

IToyeuHast HEIOCTATOYHOCTD

Y DanueHToB C MOYEYHOM HENOCTATOYHOCTBIO KOMIIEHCATOPHO BO3pPACTacT BBIBEICHUE
MeTa0O0JIUTOB Uepe3 KUIIeYHUK. [Ipy mouedHoi He10CTaTOYHOCTH JIETKOM M CpeiHell cTeneHn
TsOKeCTH (KIMpeHC KpeaTwHuWHa > 30 MII/MHH) CyMMapHOE BBIBEJIGHHE oOcCTaeTcs 0e3
n3MeHeHun. 1Ipu TsoKenoi nouyeqyHon HeJIOCTaTOYHOCTH BO3MOXKHA KyMYJISILIMS.

6. ®APMAIEBTHUYECKHE CBOMCTBA
6.1 IlepeyeHb BCIOMOraTe/IbHbIX BElIECTB

JlakT03bI MOHOTHApPAT

Kpaxman kaptodenbHbIii

['umoaTennosa

Kpemuus auokcua KOJIOuIHbINA

Maruus creapat

[TynnoBerit kpacurens [[Torco 4R] (E 124)

6.2 HecoBmecTumocTs

He npumenumo.

6.3 Cpok rogHoctu

3 rona.

6.4 Oco0bie Mepbl NPETOCTOPOKHOCTH NPU XPAHEHUH
[Ipu remneparype He Bbie 25 °C.

6.5 Xapakrep M coaeprkaHue NEPBUYHON YIIAKOBKH

TabneTku.

ITo 120 TabneTok Bo ¢1akoHe U3 OECIBETHOTO CTEKIIA, YKYIOPEHHOTO MITENCEIbHON TPOOKOH
M3 MMOJIUDTUIICHA.

[To 1 pmakoHy ¢ HHCTPYKITUEH IO MPUMEHEHHUIO B KAPTOHHOM IMavKe.
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6.6 OcoOble Mepbl NPEIOCTOPOKHOCTH  IpH yﬂiME;ﬂééﬁiEi-iﬂ%'ﬂéB'élﬁﬁ%}W3'

JIEKAPCTBEHHOI0 MNpenapara MJIH OTXO0A0B, MNOJYYeHHBIX NpPH TPUMeHEeHUH
npenapara u Apyrue MAaHUNYJISIHHU ¢ TPenapaTom

Het oco0bIx TpeOOBaHM K yTHIN3AIUH.

7.  JAEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

bepnun-Xemu Al
I'muuukep Ber 125
12489 bepnun, ['epmanus

7.1 llpeacraBureib aepaTesisi perHCTPALMOHHOIO Y10CTOBEPEHMSI

[IpereH3uu NOTPeOUTENICH HAIPABIIATH IO aPECY:

Poccus,

000 “bepnun-Xemu/A.Menapunu”,

123112, r. MockBa, [Ipecuenckas Habepexnas, a. 10, B «bamus na Habepexxnoii», biok b,
ten.: (495) 785-01-00, dakc: (495) 785-01-01.

8. HOMEP PEITHCTPAIIMOHHOI'O YIOCTOBEPEHUAA

9. TATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKIEHUS PETMCTPAIIUMH,
INEPEPETUCTPALINN)

10. JATA IEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIEKapCTBEHHOro mpemnapata Manunun 1,75 npocrynmHa Ha
UHPOPMALIMOHHOM TopTasie EBpa3uiickoro 3KOHOMHYECKOTO COI03a B HH(POPMALMOHHO-
KOMMYHUKAIMOHHOU ceTh «HTepHEeT».

http://eec.eaeunion.org/
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