COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 17.02.2026 N= 2912

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Huabedpapm MB, 60 mr, TabeTKH C MPOIOHTUPOBAHHBIM BHICBOOOKICHUEM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JIeicTByIO1Iee BEIECTBO: INIMKIA3UI.
Kaxnas Tabnerka ¢ IpoJIOHIMPOBAHHBIM BBICBOOOXKICHHEM COAEPKUT 60 MI IIIMKIa3u/a.

[Tonublii nepeyeHs BCIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ MPOJIOHTUPOBAHHBIM BHICBOOOKICHUEM.

OBaJibHBIE ABOSAKOBBIITYKJIBIC TaOJIETKM IIOYTH Oejioro uiah Oeoro ¢ CEPOBATO-KCIITOBATHIM
OTTCHKOM LB€TA C pUCKaMH C o0eux CTOPOH.

Ta6neT1<y MOXHO pa3acIuTb Ha ABC PABHLIC AO3bI.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K MPUMEHEHHU IO

Jnabedpapm MB mokazaH K IpUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe oT 18 ser.

o Caxapnblii 1uaber 2 TUNa npu HelocTaTOYHOH 3(ppeKTUBHOCTH AUeTOTepanuy, (PU3NIECKUX
Harpy3oK ¥ CHHKEHHUS Macchl Tela.
o [Ipodunaktuka oOcnoXHEHMH caxapHoro nAuabera 2  TUMa: CHUKEHUE  pHUCKA

MUKPOCOCYJIUCTBIX (He(pomaTusi, peTUHONATHs) M MaKpPOCOCYIUCTBIX OCJIOKHEHUN (MH(apKT
MHOKap/a, HHCYIbT) y MAIMEHTOB C CaxapHbIM JuabeToM 2 THMA MyTeM HWHTEHCUBHOIO
TJINKEMHYECKOTO KOHTPOJIS.

4.2. Pe:xum 103MpOBaHuS M c10CO0 MPUMeEHEHHUs

PexxuMm 03upoBaHus

Cyrounas no3za /Iuabedapma MB moxer cocraBnare 30—-120 mr (1/2-2 TabGneTku) B OAUH MPHEM.
Pexomennyemyro 103y TIIMKIIa3ua CleAyeT NPUHUMATh BHYTPb, | pa3 B CyTKH, MPEANIOYTHTEIHHO
BO BpeMsl 3aBTpakKa.

[Ipu nmponycke ogHOrO MM O0Jiee MPUEMOB Tpenapara Hejb3sl IPUHUMATh 00JIee BHICOKYIO /103y B
CIIEYIOIINN TTpreM, OOBIUHYIO 103y ClIeAyeT IPUHSTH Ha CIIECAYIONMIUN ACHb.

Kak u B oTHOLIEHUH IPYTUX THIOTIMKEMUYECKUX JIEKAPCTBEHHBIX MPENaparoB, 03y INIMKIA3U/a B
KaXJ/I0M Cllydae HeoOXOJUMO MOoAOUpaTh MHIAMBHUIYATbHO, B 3aBUCHMOCTH OT TE€PareBTUYECKOIO
s¢dexTa (KOHIIEHTpAIUH TITFOKO3bI KPOBU U TIIMKUpOBaHHOTO remoriobouna (HbAlc)).

Havanvnas ooza

HavanmpHas pekoMeHyeMas J103a TIMKIa3uaa (B TOM YUCIIe JIIs MAIMeHTOB MTOKHUIIOT0 BO3pacTa >
65 net) — 30 Mr B CyTKH (MIOJIOBUHA TaOJIETKH).
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MOJIIepXKUBatoIIell Tepanuu. [Ipu HealeKBaTHOM TJIMKEMHUYECKOM KOHTPOJIE CYTOYHas 032
Huabedapma MB mMoxeT ObITH mociieioBarenbHo yBenudeHa 10 60 mr, 90 mr wim 120 mr.

WuTepBanm Mexay KaKIbIM YBEIMUEHHEM J03bl JOJDKEH COCTaBIsATH HE MeHee 1 Mecsla.
HckntoueHne COCTaBISIIOT MALMEHTHI, Y KOTOPBIX KOHIIEHTPALUS TJIOKO3bI KPOBU HE CHHU3UIIACH
nocie 2 Heienb Tepanuu. B Takux ciaydasx Jo3a mnpenapara MOXKeT ObIThb yBelndeHa uepe3 2
HEZeNU Iocye Havasla IpuemMa.

MakcuManbHas PEKOMEHAYEMAs CYTOYHAsA A03a INIMKJIasuga COCTaBIISICT 120 mr.

1 Tabnerka [maGepapma MB, 60 wmr, TabieTkH C NPOJOHTHPOBAHHBIM BBICBOOOKIICHHEM,
SKBHBaJICHTHA 2 TabJIeTKaM JICKapCTBEHHOTO MperapaTa CojiepiKaIiero riaukinasus, 30 mr, TabueTku
C IIPOJIOHTMPOBAHHBIM BBICBOOOXKICHUEM.

Hannumne naceukn Ha Tabnerkax 60 Mr mo3BoiseT ACIUTH TAOJIETKY ¥ NIPUHUMATh CYTOUHYIO J103Y
kak 30 mr (1/2 tabnetku 60 mr), Tak U npu HeodxoaumocTu 90 mr (1 u 1/2 Tabnerku 60 mr).

Ilepexo0 ¢ npuema nekapcmeeHHO20 npenapama, cooepicaweco 2aukIasuo ¢ 0osuposke 80 me, Ha
Juabeghapm MB, 60 me, mabremxu ¢ RPOIOHSUPOBAHHBIM 8b1CE0O0NCOEHUEM

1 TabneTka JiekapcTBEHHOI'O IIpernapara, coJieprKallero riukiaasua B 1o3upoBke 80 Mr, MOKeT ObITh
3ameHena 1/2 Ttabnerku [lmabedapma MB, 60 wmr, TabneTku ¢ TPOJOHTHPOBAHHBIM
BbICBOOOXKIeHHEeM. [Ipu mnepeBoje MalMEHTOB C JIEKApCTBEHHOIO IIpernapara, CoJeprKallero
rmukiIasua B go3upoBke 80 mr, Ha Jlmabedpapm MB pexomeHIyeTcsl TIIATENbHBIH KOHTPOJb
TJINKEMUH.

Ilepexo0 ¢ npuema Opy2020 2unO2IUKEMUYECKO20 IeKApCmEeHHo20 npenapama Ha [uabegpapm MB,
60 me, mabnemxu ¢ NPOIOHSUPOBAHHBIM 8bICEODOICOEHUEM

Huabedapm MB, 60 mr, TabIeTKH ¢ IPOJOHTUPOBAHHBIM BBICBOOOKICHUEM MOXKET IPUMEHSTHCS
BMECTO JIPYroro mepopaibHOro FMMOMIMKEMHYECKOro JIeKapCTBEHHOTo mpemnapara. [Ipu nepeBoae
Ha J[lmabedpapm MB mamumeHTOB, MONydYaIOMX ApPYrHE MEPOPATbHBIE TUIOTIIMKEMUYECKHE
mpemnapaThl, CIeIyeT YUUThIBATh UX JI03y M MEpPUOJ MONyBbiBeneHus. Kak mpaBuio, mepexogHoro
nepuoja npu 3tom He TpeOyercsa. HauanbHas no3a pomkHa coctaBisaTh 30 Mr v 3areM AOJDKHA
TUTPOBAThCS B 3aBUCMMOCTH OT KOHIIEHTPALIMH TIIIOKO3bI KPOBH, KaK OMHMCAHO BHIIIIE.

[Tpu 3amMeHe MPOW3BOIHBIX CYIH(POHUIMOYEBUHBI C JUTUTEIBHBIM TEPHUOJOM TOJTYBHIBEICHHS Ha
Huabepapm MB Bo wu3bexaHue TMIOTIMKEMHUH, BbI3BAaHHOM aJJUTUBHBIM 3((deKToM IBYX
THITOTIIMKEMHYECKIX JIEKAPCTBEHHBIX NpPEnapaToB, MOXHO NPEKPATHTh UX MPHEM Ha HECKOJIBKO
nuel. Hauanbnas nosza nabepapma MB nipu sTom Taxske cocrasisier 30 mr (1/2 tabnerku 60 mr)
U TpH HEOOXOIMMOCTH MOXET OBITh TIOBBINIEHA B JaJbHEHIIEM, B 3aBUCUMOCTH OT
TepaneBTHYEcKoro 3¢ ¢exra.

Kombunuposannwlii npuem ¢ opyeum euno2niukemuyeckum 1eKapcmeeHHbl;M npenapamom

Huabedbapm MB MoxkeT TpUMEHSTbCS B COYETAaHHMM C OWryaHHJaMH, WHTHOUTOpaMuU
anb(ariIiFoK03u/1a3bl UM HHCYJTUHOM.

HpI/I HCAaJJCKBATHOM T'MTUKEMHUYCCKOM KOHTPOJIC cleayer Ha3HAa4YUTb JAOITIOJIHUTCIIBHO
HHCYJIMHOTEPAIINIO C ITPOBEACHUEM TINATCIIBHOTO MECAUITMHCKOI'O KOHTPOJIA.

IIpoghunaxmuxa ocnoscnenutl caxaprnoeo ouabema 2 muna

JInst MOCTMXKEHUs MHTEHCHBHOTO TJIMKEMHUYECKOTO KOHTPOJISI MOYKHO ITOCTENIEHHO YBEJINYWBATH
no3y Jmabedapma MB no 120 mMr/cyTku B JONOJIHEHHE K JUeTe W (U3UUYECKUM Harpy3skaM 10
noctuxeHus: ueneBoid koHneHtpauuun HbAlc. Ilpu 3ToM HeoOXoIMMO MPOBOAUTH MOHUTOPHHT
pHUCKa pa3BUTUS TUIIOTTIMKEMHUH.
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cofiepkamire MeTGOpMUH, UHTHOUTOPHI anb(a-TIrOKO3UIa3bl, MPOU3BOAHBIE THA30JIMAUHIUOHA
WJTU UHCYJTUH.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

llayuenmul nodxcunoco 6o3pacma
Koppekuuu no3s1 npenapara Juist MallueHToB cTapiie 65 et He TpedyeTcs.
Iayuenmsi ¢ Hapywenuem GyHKYuU noex

Pe3ynbTarhl KIMHUYECKUX UCCIIeI0BAaHUN MOKA3alM, YTO KOPPEKIMU J03bI MIpenapaTa y NaiiueHTOB
C MOYEYHOH HEJOCTAaTOUYHOCTHIO JIETKOW U Cpe/iHell cTeneHn He TpeOyeTcs.

PCKOMCHI[yeTCH IMPOBEACHUEC TINATCIbHOI'0O MCAUIIMHCKOI'O KOHTPOJIA.
Hat;ueHmbz, OMHOCAWUECS K cpynne pucKka paseumus CUnOciuKemuu.:

— HEJ0CTAaTOYHOE WM HecOalaHCUPOBAHHOE MTUTAHUE,

— TSDKEJIBIC WA TI0OXO KOMIICHCHPOBAHHBIC YHIOKPUHHBIC PACCTPOMCTBA — TUMOGU3ApHAS U
HAAMOYEUYHHUKOBAs HEJJOCTATOYHOCTb, THIIOTUPEO3;

— oTMeHa rrokokoptukocteponioB (I'KC) mociie ux JUIMTENBHOTO MpUeMa W/WIH TpueMa B
BBICOKHX J103aX;

— TSDKETIbIe 3a00JIeBaHUS CEPIICYHO-COCYANCTON CUCTEMBI — TsDKeNas hiieMudyeckas 00Jie3Hb
cep/ua, TSHKENbIN aTepOCKIIepO3 COHHBIX apTepHid, pacIpOCTPaHEHHBIN aTepOCKIEPO3.

VY TakuxX NalMEeHTOB PEKOMEHAYETCSl HayuHaTh TEpanuio ¢ MHUHUMaidbHOW na03b1 (30 wmr)
JIEKapCTBEHHOTO Mpernapara.

€T

besonacnocts u addexruBHocts [uabedapma MB y gereit B Bozpacte ot 0 go 18 ner He
YCTaHOBJIEHBI. J[aHHbBIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHUA

PekomMenayercss mporioTUTh 103y Ipenapara LEIUKOM, HE pa3kKeBblBas U HE H3Menpdas (CM.
paznen 4.4.).

4.3. IlpoTuBoONOKa3aHUS

. TUNEPYYBCTBUTEIBHOCTh K TIHMKJIA3UAY WIM K JIOOBIM BCIOMOTATEIbHBIM BEIIECTBAM,
MIEPEYUCIICHHBIM B pazfene 6.1., IpyruM npou3BOJAHBIM CYIb(POHUIMOUYEBUHEI, Cyb(paHUIaMUIaM;
° caxapHblii quabet 1 Tuma;

o nuabeTnyeckas mpekoMa U Koma, TuabeTHYecKuil KeToalua03;

o MOYeYHAasI HEIOCTATOYHOCTh TSDKEJION CTENEHH WM MEeYEeHOYHAs! HeJJOCTATOUYHOCTD TSKENOoi
CTETEHH (B ITHX CIIydasx peKOMEHIYeTCsl IPUMEHSTh WHCYJINH);

o MpUMEeHEeHne MUKOHa301a (cM. pazzaen 4.5.);

o OEpEeMEHHOCTh U MEPUOJ TPYTHOTO BCKapMIIMBaHUs (cM. pasnen 4.6.);

° BO3pacT 10 18 ner.

4.4. OcoOble yKka3zaHus U MepPbl MPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

IToxkmiioil BoO3pacT, HeperyyisspHoe W/WiIn HecOaJIaHCUPOBAHHOE IHTaHHE, HEJAO0CTaTOYHOCTh
TIII0K030-6-pocdaTneruaporenassl, TspKenble 3a00J€BaHHUS — CEPACYHO-COCYAMCTOW CHUCTEMBI,
TUINOTUPEO3, HAMOUYEYHUKOBAs WM TUMIOpU3apHasi HEAOCTaTOYHOCTh, TOUYE€YHAasi HEJOCTaTOYHOCTh
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JIETKOM M CpEIHEW CTENEHW WM [E€YCHOYHas HE CTaToqﬁg%s'j%%';'gEg&HﬁéﬁT&él éﬁﬂ,

JUTMTENIbHAS TePaIus TITIOKOKOPTUKOCTEPOUIAMH, aJTKOTOJTU3M.
T unocnuxemus

[Ipenapar MoxeT OBITh Ha3HA4YE€H TOJLKO TEM IIAlIMEHTaM, KOTOPbIE MHUTAIOTCA PEryJsIpHO
(BrJtOUas 3aBTpak). OUeHb BAXKHO MOACPKUBATH JOCTATOYHOE MOCTYIUJICHUE YTJIEBOJOB C MUIIEH,
TaK KaK PHCK Pa3BHTHs THUIIOTJIMKEMHUH BO3pacTaeT IPH HEPETYJSIPHOM MM HEIOCTAaTOYHOM
MUTAaHUHM, a TakKe NpU TMOTPEOJICHWHM TUIIM, OeIHOW yriaeBogamu. [WMHoOrMKemwus dYarie
pa3BUBaeTCA TPU HHU3KOKAIOPUIHOW JUETE, IIOCIe IMPOJODKUTEIBHBIX WM DHEPTUYHBIX
(GU3MUYECKUX HArpy30K, IIOCIIe YIOTPEOJICHHUsS] alKOroisl WIM TpPH TPUEME HECKOJIBKUX
THIIOTJIMKEMHYECKUX JIEKAPCTBEHHBIX IIPEMapaToB OJJHOBPEMEHHO.

[Tpu mpreMe mpOU3BOIHBIX CYIb()OHIIMOYCBHHEI, B TOM YHCIIC U TJIMKJIA3H]1a, MOKET Pa3BUBATHCS
runoraukeMus (cM. pasaen 4.8.), B HEKOTOPBIX CIIy4asX — B TSKEJIOW M IIPOJIOJDKUTENILHOM (hopme,
TpeOyIome TrocnuTaau3alid ¥ BHYTPUBEHHOTO BBEACHUS pACTBOpa TIIIOKO3BI B TEUYCHHE
HECKOJILKUX JHEM.

Bo wuzbexanue pa3BUTHS TUNOINIMKEMHM HEOOXOJMM TUIATEIbHBIM WMHIUBUAYAIbHBIA MO100D
IpernapaToB M pPexXUMa JO3UPOBaHMSA, a TakXKe MPEAOCTaBICHHE MALUEHTY HOIPOOHBIX
MHCTPYKLUH.

IToBBIIICHHBIM PHUCK pa3BUTHUSA THIIOTTIMKECMUH MOXKCT OTMEUYATHCA B CICAYIOIIUX ClIydadaX:

— OTka3 WM HECNOCOOHOCTh malueHTa (0COOEHHO TOXKMIIOTO BO3pacTa) CIeaAoBaTh
HA3HAYEHUSIM Bpaya U KOHTPOJIUPOBATH CBOE COCTOSTHUE;

— Henocrarounoe u HeperyiasipHoe NHTaHWE, NPOIYCK MPHUEMOB IHIIU, TOJOJAHUE U
M3MEHEHHE PalloHa;

— Jucbananc Mexny pu3mueckoid Harpy3Koi M KOJIMYECTBOM MPUHUMAEMBIX YTIIEBOIOB;

— [Toueynast HETOCTaTOUHOCTb;

— [TeueHOYHASt HEOCTATOYHOCTH;

— ITepeno3upoBka Jlnadbedpapma MB;

— Hekoropeie  SHIOKPUHHBIC  pacCTpoiicTBa:  3a00NeBaHHMS  IIMTOBUIHOW  JKEJIE3HI,
runoduszapHas U HaIMOYEYHHUKOBAS HEIOCTATOYHOCTH;

- CoBMecTHOE TPUMEHEHHE C HEKOTOPBIMU JIEKApCTBEHHBIMHU ITpenapaTamu (cM. paszen 4.5.).

Iayuenmoi ¢ napywenuem yHKyuu nouex u neveHu

VY manmeHToB ¢ TNEUYEHOYHOM HEJOCTATOYHOCTHIO WM TSKEIOM CTEIeHBbI0 ITOYSYHOH
HEJOCTAaTOYHOCTH MOTYT U3MEHAThCA (papMaKkoOKMHETHYEeCKHe W/ (hapMaKoAMHAMUYECKUE
napameTpsl mHkiaazuaa. CocTosHue TUTIOTIUKEMHH, Pa3BUBAIOIICECS y TAKUX MAIMEHTOB, MOXKET
ObITh JOCTATOYHO JUIMTENBbHBIM, B TaKUX CIy4dasX HEOOXOJUMO HEMEJICHHOE IPOBEICHUE
COOTBETCTBYIOIIEH TEPaAIIHH.

Hnghopmayus ona nayuenmos

Heo6xomumo mpouHpOpMHUpOBATh MAIMEHTa, a TaK)KE WICHOB €r0 CEMbH O PHUCKE pPa3BUTHUS
TUMOTJIMKEeMHH, ee cuMnToMax (cMm. paszen 4.8.), yCIOBUAX, CIOCOOCTBYIOIIMX €€ Pa3BUTHIO, H
JICYECHUH.

HaI_II/ICHTy HeO6XO,Z[I/IMO Pa3bACHUTL BAKHOCTDH CO6J'IIOI[CHI/I$I JUCTHI, HCO6XO,Z[I/IMOCTB PErYIIAPHBIX
CbI/ISI/I‘—IeCKI/IX Harpy3oK " peryjisipHOro KOHTPOJISI KOHIOCHTPAIUW I'TTFOKO3bI B KPOBH.

HaZ/!MeHI’I’Ibl C HEOOCMAMOYUHBIM 2/IUKEMUYECKUM KOHmpoJjiem

Ha rimkemMuueckuit KOHTPOJIb Yy MNMAallMCHTOB, MOJYYAaOIIUX TEpaAIUI0 THIIOTJTIUMKEMUYCCKUMU
JIEKapCTBEHHBIMU TperapaTaMi, MOYKET BJIHMATH CIEAYIOIIEe: COBMECTHBIA MpPUEM IPEIapaToB
3BepoOost mposipsiienHoro (Hypericum perforatum) (cm. pasmen 4.5.), nTuxopajaka, TPaBMBI,
UH(EKINOHHBIE 3a00JIeBaHHUs WM XHPYPrHYEeCKHE BMENIATENbCTBA. [IpH JTaHHBIX COCTOSIHHSX
MOKCT BO3HUKHYTH HeO6XO)II/IMOCTI) B Ha3HAYCHWU HUHCYJIMHA.

4
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MpernapaTroB, B TOM YHCIE COACPIKAIIMX TJIHMKIA3M], UMEET TCHICHIIMIO K CHIDKEHHUIO IT0CIIe
MPOJOJDKUTENILHOTO  TIepruoa JiedeHus. OTOT JPQPeKT MoxKeT ObITh OOyCIOBICH Kak
MPOTrPeCCUPOBaHUEM 3a00JICBaHMS, TaK M CHW)KEHHUEM TEpaleBTHUECKOrO0 OTBETa Ha Iperapar.
Jlanuelii (eHOMEH W3BeCTeH KaK BTOpPHYHAs JICKAPCTBEHHAss PE3UCTEHTHOCTh, KOTOPYIO
HEOOXOIMMO OTJINYATh OT MEPBUYHOM, IPH KOTOPOW JICKAPCTBEHHBIN TpernapaT yKe MpH IepBOM
HA3HAUYEHUH HE JAeT OXHIAeMOro KimHuuYeckoro s¢¢ekra. Ilpexne yem IUarHOCTUPOBAThH Y
MaIMeHTa BTOPUYHYIO JIGKAPCTBEHHYI) PE3HCTEHTHOCTh, HEOOXOIMMO OIICHUThH aJCKBAaTHOCTB
1no100pa A03bI U COOJIIOJICHHE NAIIMEHTOM IPEANUCAHHON TUETHI.

JHucenuxemus

Coo01manoch 00 U3MEHEHHUSX KOHIICHTPAIIUH TJIFOKO3bI B KPOBH, BKIIOYAsl KaK THITOTJTUKEMHIO, TaK
U TUMEPIIIMKEMHIO, Y TIAIIMEHTOB C CaxapHbIM THa0ETOM 2 THITa, COBMECTHO MOJYYAIOIIMX TEPAITUIO
(TOPXMHOIOHAMH, OCOOCHHO y MAIMEHTOB MOXIIOTO Bo3pacta. Takum oOpa3oM, BCeM MaIMeHTaM,
OJHOBpeMeHHO mnpuHuMaroimM Juadbedhapm MB u (GTOpXHUHOIOHBI, PEKOMEHIYETCS MPOBOIUTH
TIJ.IaTeJIBHBIﬁ MOHUTOPUHI" KOHICHTpAWU T'JIFOKO3bI B KPOBHU.

Jlabopamopmvie mecmoi

JIJ1st OLIEHKH TJIMKEMUYECKOT0 KOHTPOJIS PEKOMEHIYETCsl PETYJISIPHOE OINPEACIICHUE KOHIICHTPALIMH
HbAlc wiM KOHIGHTpallMM TJIIOKO3bI B BEHO3HOH KPOBM HATOMIAK. Takxke IerIecoo0pa3Ho
PEryJsipHO MPOBOJAUTH CAMOKOHTPOJIb TJIMKEMHUH.

T'emamonocuueckue 3¢hghexmut

[Tpou3BoaHbIe CyTb(OHUIMOYEBUHBI MOTYT BBI3BATh T€MOJHTHYECKYI0 aHEMHIO y TAIMEHTOB C
nepuuUTOM TIII0K030-6-hocdaraeruaporenassl. I1ockonpKy MIMKIa3uA SBISETCS MPOU3BOAHBIM
Cy/b()OHMIMOUEBUHBI, HEOOXOAUMO COOIOIATh OCTOPOKHOCTh TP €r0 Ha3HAYCHUU IAIUCHTaM C
neguuuTOM IIIIOK030-6-pocdaTneruaporenassl. Cienyer paccMOTPETh BO3MOXHOCTh Ha3HAYEHHUS
JICKApCTBEHHOTO Tperapara He U3 TPYIIIbl TPOU3BOIHBIX CYIIb()OHMIMOUYEBUHBI.

Iayuenmsi ¢ nopgupueii
Onwucansl ciydan 00OCTpeHUs NMOpGUPUU MPU NPUMEHEHUU HEKOTOPBIX JPYIHMX MPOU3BOJHBIX

Cy/1b(OHMIMOUEBUHBI Y TAILIUEHTOB C MOpdUpHen.

4.5. BzaumojaeiictBue ¢ JPyruMH JIeKAPCTBEHHBIMH TMpenapaTtamMu ¥ Jpyrue BHJbI
B3aNMOIeHCTBUA

HDCH&D&TBI " BCHIICCTBA, CHOCO6CTBVIOHII/IC YBCIMYCHHUTIO PHUCKA PAa3BUTHA THIIOTJITMKCMHUH

Cosemecmnoe npUMeHeHue npomueonoKasano

MuxoHa30J1 (IIpY CUCTEMHOM BBEJIEHUU U MPU HAaHECEHUH Telisl Ha CIU3UCTYI0 000JI0UKY MOJIOCTH
pTa): yCWIMBAET TMIIONIMKEMHUYECKOe AEHCTBUE INIHMKIA3uAa (BO3MOXKHO PAa3BUTHE THIOTTTUKEMHUH
BILJIOTH JIO COCTOSIHUSL KOMBI).

Kombunayuu, ne pexomenoyemvie Kk npumeHeHuo

®ennn0yTa30H (CUCTEMHOE BBEACHHE): YCHIIMBAET THUIOTJIMKEMUYECKUA A(P()EKT MpOU3BOIHBIX
CyIb(OHUIMOYEBHUHBI (BBITECHSIET MX U3 CBSI3U C OETKaMU IJIa3Mbl U/UITU 3aMeJIIeT X BHIBEICHUE
U3 OpraHu3Ma).

[IpennoururenbHee UCIOIB30BaTh APYTOil MPOTUBOBOCIIAIUTENBHBIN NIpenapaT Uil MpelylnpeauTh
ManueHTa 0 PUCKE Pa3BUTHS TMIOIVIMKEMHHM UM OOpaTUTh BHUMAaHHE Ha BaKHOCTh CAMOKOHTPOJIS
KOHIIGHTPaLlMU TJIOKO3bl B KpoBW. [Ipu HeoOxomumoctn npo3y Juabepapma MB crenyer
KOPPEKTUPOBATh BO BpeMsl pueMa MPOTUBOBOCHAIUTEILHOTO MpenapaTa 1 1ocje ero OTMEHBI.




= ey

ot 17.02.2026 N= 2912

DTaHOJ: YCWIMBACT TUIOTIUKEMHUI0, HMHTHOUPYS Kokﬂllgf;t:ggd% Efe TE&EEMK "l "'

COOTBETCTBYET 3KCMEPTHOMY OTUYETY

CIocoOCTBOBATh Pa3sBUTHUIO THIIOTIUKEMHUYECKOM KOMBI. HCO6XO,I[I/IMO OTKa3aThbCsa OT HpI/IeMa
JICKApCTBCHHBIX MPCIIApaTOB, B COCTAB KOTOPLIX BXOJUT 3TAHOJI, U YHOTpGGJIeHI/ISI AJIKOI'O0JI4.

Couemanue npenapamos, mpeb‘yiou;ee 000020 BHUMAHUA U OCMmMOpOoIAHCHOCMU

Crenyronye JIeKapCTBEHHBIE IIperapaTthl MOTYT YCWJIMBATh THIIOTJIUKEMHUYECKUH 3PQeKT u
CHOCOOCTBOBATh PAa3BUTHUIO THIOMNIMKEMHH: JIPYrHe TUMOTIMKEMUYECKHe IMpenaparbl (MHCYIUH,
akap0o03a, MeT(OpPMHUH, THA3OJUAMHINOHBI, WHTMOMTOPHI JUIETITHAWINCITHIA3bI-4, arOHUCTHI
perenTopoB I'TITI-1); OeTa-aipeH00I0KATOPHI, (baykoHa3ou, HHTHOUTOPBI
AHTHOTCH3WHIIPEBpAIIAOIIEro pepMeHTa (KaTompuil, YHAANPUI); 0JIoKkaTophl H2-rucTaMiMHOBBIX
pEeLenTopoB; HMHTUOUTOPHl MOHOAMHUHOOKCHA3bl;  Cylb(aHUIAMHUIBI; KIAPUTPOMULIMH |
HECTEPOUIHBIE TPOTUBOBOCIIATIUTEIBHBIC IPETIAPATHI.

IIpemapartsl, CHOCO6CTBVIOH_[I/IC YBCIMYCHNWIO KOHIICHTPAIIWK I'TIOKO3bI B KPOBH.

Kombunayuu, ne pexomenoyemvie K NpuMeHeHUo

Janazou: obnagaer nuadetoreHHbIM 3P dextom. B cnyuae, ecnu npuMeHeHre TaHHOTO Ipernapara
HEOoOXOMMO, TMAlMEHTY PEKOMEHAYETCS OOpaTHTh BHHUMAHHE HAa BAXKHOCTH KOHTPOJIIS
KOHIIEHTPALIUU TJIIOKO3bI B KpOBU 1 Moue. [Ipr Heo0X0IuMOCTH COBMECTHOTO MIpHEMa MpernapaToB
PEKOMEHIYyeTCsI MOA00p 03Bl THUIOTIMKEMUYECKOTO JICKApPCTBEHHOTO IMpernapara Kak BO BpeMs
npreMa JaHa30lia, TaK | MOCJie ero OTMEHBI.

Couemanue npenapamose, mpe6yi0u4€e 000020 BHUMAHUS U oCmopodsrIcHocmu

Xuiopnpoma3uH (HEHPOJNENTUK): B BBICOKMX Jn03ax (O6omee 100 Mr B CyTKH) YBEIMYMBAET
KOHIICHTPAIIMIO TJIIOKO3BI B KPOBH, CHWXas cekpenuio uHCyauHa. OO0 3TOM HEoOXOAMMO
NpeaynpeauTh TalueHTa ¥ oO0paTuTh BHUMAHHME HA BAXHOCTh KOHTpOJs rimKemuu. [lpu
HEOOXOJMMOCTH  COBMECTHOTO  MpHEMa  MpPEnapaToB  pPEeKOMEHIyeTcsl  Hoa0op 03Bl
THITOTJIMKEMHYECKOTO JICKAPCTBEHHOTO Iperapara Kak BO BpeMs NpUEMa HEWPOJICNITHKA, TaK W
mocie ero OTMeHbl. [JIIOKOKOPTHKOCTEPOUAbI (CHCTEMHOE ¥ MECTHOE MPUMCHCHHE:
BHYTPHCYCTaBHOE, HAKOXXHOE, PEKTaJbHOE BBEJICHHE) W TETPAKO3aKTHI: IOBBIIIAIOT
KOHIIEHTPAIIMIO TJIFOKO3BI B KPOBU C BO3MOXHBIM Pa3BUTHEM KeT03a (CHMKEHHE TOJICPAHTHOCTH K
yraeBogam). Heobxoaumo  mpeaynpenuTs MalueHTa O  HEOoOXOAMMOCTH  TIIATEIHHOTO
TJIMKEMUYECKOTO KOHTPOJISI, OCOOCHHO B Hadaie JiedeHUs. [Ipm HEOOXOAMMOCTH COBMECTHOTO
npreMa MpenapaTroB MOKET MOTPeOOBAThCS KOPPEKIUS J03bl TUIOTIMKEMUYECKOTO CPEICTBA Kak
BO BpeMs ITpHeMa MIFOKOKOPTUKOCTEPOUIOB, TaK M IMTOCIIE UX OTMEHBI.

Putoapun, caan0yramos, TepOyTajJuH (BHYTPUBEHHOE BBEICHHE): OeTa-2 aJApeHOMHUMETHUKH
CIOCOOCTBYIOT MOBBIIICHUIO KOHIIEHTPAIIUH TJIFOKO3bI B KPOBH.

Heo6xonuMo oOpaTuTh BHUMaHHUE MAIMEHTa HAa BaXXKHOCTb KOHTPOJS KOHIEHTPALMU TIIOKO3bI B
KkpoBH. [Ipyn HEOOXOAMMOCTH peKOMEHAYEeTCs IEPEBECTH MallMeHTa Ha HHCYJIMHOTEPAIHIO.

IIpenapatsl 3Bepo6osi mpoabipsiBiaennoro (Hypericum perforatum): skcrosunumst TiMKIa3uaa
CHIDKaeTcss Ha ()OHE COBMECTHOIO TNPUMEHEHHsS C IpenaparaMu 3Bepo00si IPOIBIPSBICHHOTO.
Heo6xonuMo oOpaTuTh BHHUMaHHUE MAIMEHTa HAa BaXXKHOCTb KOHTPOJS KOHIEHTPALMU TIIOKO3bI B
KpOBH.

IIpemapathl, KOTOpPEIE MOTYT BBI3BIBaTH AUCTIIMKEMUIO (I/IBMCHCHI/IC KOHIICHTpAIIu1 TJIIOKO3blI B

K[!OBI/I[

Couemanue npenapamose, mpe6yi0u;ee 000020 BHUMAHUS U ocmopodsCcHoCcmu

(I)TOPXI/IHO.]IOHBI: B CiIyda€ COBMCCTHOro IIipu€Ma TIJIMKIasuja H (i)TOpXI/IHO.]'IOHa MMaIMCHTBI
JOJIDKHBI OBITH OpeaAynpeKIACHbI O PUCKEC pPa3BUTUA JUCTIIMKCMUU U O BAXHOCTH KOHTPOJIA
KOHICHTpAHHX I''TFOKO3EI B KPOBH.

CoucTaHus IpenapaTos, TDe6VIOH_II/Ie BHUMAHUA
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AHTHKOAryJISHTHI (HaripuMmep, Bap(apuH): MpoU3BOAHBIC cyﬁ%ﬁﬂﬁ@dﬁ ﬁm&%%ﬁnﬁ%ﬁ

JeiCTBHE AaHTUKOAryJIssHTOB MPU COBMECTHOM IMPUMEHEHHH. MOXKET MOTpeOOBaThCs KOPPEKLUS
J103bl AHTHUKOATYJISTHTA.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

IIpuMeHEHHE TTIUKIIa3HAa BO BpeMs 66D€M€HHOCTI/I IIPOTHUBOIIOKA3aHO.

JlaHHbIC O MPUMEHCHHUHU TJIMKIa3uaa y OCpeMEHHBIX OTCYTCTBYIOT Win orpanundeHsl (Menee 300
HCXOJI0B OEPEMEHHOCTH), TAK)Ke KaK OrPAaHUYCHBI JaHHBIC O MPUMCHEHHH JIPYTHUX MPOU3BOIHBIX
CyIb()OHIIMOYCBHHEI.

HccrenoBanus penpoayKTUBHOW TOKCHYHOCTH HA JKUBOTHBIX HE CBHICTEIBCTBYIOT O HAIMYUH
TepaTOreHHbIX APPEeKTOB (cM. pasaen 5.3.).

,HJ'IS[ CHMIXCHHUA PpHUCKa BPOXACHHBIX IIOPOKOB, CBsA3aHHBIX C HCKOHTPOJIHUPYEMBIM CaxXapHBIM
Z[I/Ia6eTOM, CJICAYCT NOCTUYb HOPMOITIMKECMHUH 110 3a4aTus.

[lepopainbHble THIOTIUKEMHUYECKUE TIpenapaTbl B MEPUOJ OCPEMEHHOCTH HE IPUMEHSFOTCSL.
WHCcynuH sBiseTcs TpernaparoM BbIOOpa Ui Tepalmuu caxapHoro amadera y OepeMeHHBIX.
PexomeHayeTcss 3aMEHUTh MpPHUEM  IEPOPATbHBIX  THIIOTIMKEMUYECKHX — IpPErmaparoB  Ha
MHCYJIMHOTEPAINUIO: WM 3apaHee — B Cllydae IUIAHHUPYeMO OEpeMEHHOCTH, WM Cpasy Iocie
BBISIBIICHUS] OEPEMEHHOCTH.

JlakTarms

HaHHbIe O IIPOHUMKHOBCHHMHU TIJIMKJIa3uJa MU C€ro METAa0OJIUTOB B I'pyaAHOC MOJIOKO 4YCJIOBCKa
OTCYTCTBYIOT. HpI/IHI/IMaSI BO BHHUMAHHC PHUCK PA3BUTHUA HCOHATaJIbHOU TUIIOTJIMKEMHHU, B IIEPUOA
rpyaHoro BCKapMJIMBaHUA IIpucM npemapara IIPOTHBOIIOKA3aH. Puck JIA
HOBOpO)KIIGHHI)IX/MJIaI[eHIICB HE MOXKET OBITh UCKJIIOUECH.

DepTHIbHOCTH

HccnenoBanusi penpoayKTHBHON TOKCHYHOCTH Ha KpbhICax 00OEro Mmojia He MOKAa3aJld BIHMSHHUS Ha
(bepTUIIBHOCTD WK PENPOAYKTUBHYIO GYHKIHIO (cM. paznen 5.3.).

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJjATh TPAHCHOPTHBIMMA CpeACTBaAMHM H paﬁoTaTb C
MEXaHU3MaMHu

Huabedpapm MB He oxa3plBaeT WJIM OKa3blBa€T HECYIIECTBEHHOE BIUSHUE Ha CIOCOOHOCTH
YIIPaBJIATh TPAHCTIOPTHBIMU CPEJICTBAMM U pabOTaTh ¢ MEXaHU3MaMHU.

B cBs3M ¢ BO3MOKHBIM pa3BUTHEM THUIIOTJIMKEMUU MpU npuMeHeHnn Jnabepapma MB, manneHTs
JOJKHBI OBITH OCBEJOMJIEHBI O CUMITOMAaxX I'MITOTJIMKEMHH U JIOJDKHBI COOJ0JAaTh OCTOPOXKHOCTh
BO BpEMsS YIpaBIEHUS TPAHCIOPTHBIMH CPEICTBAMHU WM BBINOJIHEHUS paboOThl, Tpedyrouen
BBICOKOM CKOPOCTH (PU3NYECKUX U ICUXUYECKUX PEAKIIMi, 0OCOOEHHO B Hayajie Teparuu.

4.8. HexkesaTebHbIE peaKkiuu

Pesrome mpoduiist 0e300acHOCTH

[Ipu mpumMeHeHny TIIMKIIa3uaa Co00IaaoCch O Pa3BUTHH CICTYIONINX HEKETATEIbHBIX PEAKIIAN:
LT unocnuxemus

Haunbonee yacToil HexenaTebHOM peaKIMel, CBSI3aHHOW C MPUMEHEHHEM TJIMKJIA3Wjia, SBISETCS
TUIIOTJIUKEMHUS.
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Kak u gpyrue npenapaTsl Ipynrbl CyiIb(OHUIMOYEBUHBI, 'HE&%&E'ME%%& Eﬁiz'LnlzIaTh

TUMOTVIMKEMHUIO B CIIydae HEperyisipHOro IpuemMa MHIIA W OCOOCHHO, €Cld MpHEeM IHIIU
nporyiieH. Bo3aMoXKHBIE CHMITOMBI THIIOTJIMKEMHH: TOJIOBHASL 00JTb, OIMYIIEHHUE CHIIHHOTO TOJIOA,
TOIIIHOTA, PBOTA, MOBBIIICHHAS YTOMJISIEMOCTb, HapyllleHHWE CHa, BO30Y>KJIEHHE, arpecCUBHOCTD,
CHUKEHUE KOHIICHTPAllUM BHHUMAHMUSI, 3aMEJIJICHHAsI pEaKIusi, JEMPEeCcCHsi, CIIyTaHHOCTh CO3HAHMS,
HapylIeHHUE 3peHUs U peud, adasusi, TpeMop, mape3bl, CCHCOPHBIE PACCTPOICTBA, TOJIOBOKPYKEHHE,
olIyIIeHne OECIOMOLTHOCTH, TIOTEPS CAMOKOHTPOJISL, Open, CyIOpOrH, MOBEPXHOCTHOE JbIXaHHE,
OpaauKkapaus, COHJMBOCTh W TOTEPs] CO3HAHUS C BO3MOXKHBIM pPa3BUTHEM KOMBI, BIUIOTH J0
JIETAJIbHOTO UCXO0/1a.

Takke MOTyT OTMEYaThCsl QJAPEHEPrHYECCKHUE KOMIICHCATOPHBIC PEaKIMH: TOBBIIICHHOES
MOTOOT/EICHUE, <JIUIKAs» KOXKa, TPEBOKHOCTb, TaXWKap/Aus, TOBBILICHUE aPTEPHAIBLHOTO
JABJICHUS, OIYIICHUE CepIIIeONEHNUs, apUTMUS U CTCHOKAPIHS.

Kak mnpaBuio, CUMITOMBI TMIOIVIMKEMHHM KYIHUPYIOTCS INpUEMOM YriieBoJoB (caxapa). IIpuem
caxapo3amenureneil HeapdextuBeH. Ha ¢oHe apyrux mNpou3BOIHBIX CYIb(HOHHUIMOYEBUHbI
OTMEYaJIUCh PELIUIUBbI TUIIOTIIMKEMUU I10CIIE YCIEIIHOTO €€ KYIIMPOBaHUS.

[Ipu TsDKEIOM WM AJTUTENBHOM 3MH30Jle THIOTTUKEMUU IMOKa3aHa HEOTIOXKHAs MEIUIIMHCKAs
MTOMOII[b, BO3MOXHO, C TOCITHTATU3AIMEH, Taxe Mpu HamnIun d(hdekra oT mpuema yriieBoI0B.

OnuncaHue OTACABHBIX HEKEIATSIbHBIX PEeaKIIAi

pyaue nexcenamenvuvie peakyuu

Kenyoouno-kuuieunvle Hapyuienus: OOIb B KUBOTE, TOIIHOTA, PBOTA, AUCIEINICUS, JUapes, 3arop.
[Ipuem mnpenapata BO BpeMs 3aBTpaka I103BOJSET M30€KaTh ATHUX CUMIOTOMOB WM
MUHHMHU3UPOBATH UX.

Pexe orMmedaroTcs CJICAYIOIUC HCKCIIATCIIbHBIC PCAKIIUN

Hapywenus co cmoponvl KodiCU U NOOKONCHBIX MKAHel. KOXKHAsl Cbllb, 3yl, KpPalMBHUIA, OTEK
KBuHKe, spuTeMa, MaKyJIonanyiuie3Has Chlllb, OyJIe3HbIe peakunuu (Takue Kak cuHapoM CTHBEHCa-
JIKOHCOHA, TOKCUUYECKUI 3MUepMalIbHbIA HEKPOJIU3 U ayTOMMMYHHbIE OyJljie3Hble HapyIIEHUs) U,
B HCKJIFOUUTENIbHBIX CIy4asiX, JIEKapCTBEHHAs ChINb ¢ S03MHO(UINEH U CUCTEMHOW CUMIITOMATHKOM

(DRESS-cunapom).

Hapywenus co cmopoHnvl kpou u aum@amuyeckou cucmembvl. T€MATOJIOIMUECKUE HaPYIICHUS
(anemus1, neKoneHust, TPOMOOLIMTONEHNUS, TPAHYIOLUTONIEHUS ) pa3BUBatoTCs penko. Kak mpasuio,
9TH SIBICHUS 00paTHMBI B CIIy4ae MPEeKpalleHus] Tepanuu.

Hapywenus co cmoponvl neuenu u dcenyesvbleoOsWUX Nymel: TOBBIILIEHUE AKTUBHOCTH
MEYEHOYHbIX (DEpMEHTOB (acmapTaTraMUHOTpaHc(epas3bl, allaHWHAMUHOTpaHC(epasbl, LIEIOYHON
docdaraszel), remaTuT (eAMHUYHBIE Ciy4au). [lpu TOSIBICHUHM XOJECTATUYECKOW IKENTyXH
HEO0OXOIMMO TPEKPaTUTh TEpanuio. JTHU SABJIEHUS OOBIYHO OOpAaTHMBbI B Cllydae IMpeKpalleHus
Teparuu.

Hapywenuss co cmoponvl opeana 3penus: MOTYT BO3HHMKAThb IIPEXOJAIINE 3PUTEIBHBIC
paccTpoiicTBa, BBI3BAHHBIE M3MEHEHHEM KOHIIEHTPALMU TIJIFOKO3bl KPOBH, OCOOEHHO B Hauaie
Tepanuu.

Knacce cnermduunblie 3¢dhekThl, NpUCynne NTPOU3BOIHBIM CYJIb(HOHUIMOYEBUHBI: HA (hOHE MpUeMa
JOPYTUX TPOU3BOAHBIX CYJIb(QOHUIMOYEBUHBI OTMEUAINCH CJENYIOUINE HEXKelaTeIbHbIe SIBICHUS:
OPUTPOLIUTONEHMSI, arpaHyJIOLUTO3, IEMOJIUTHYECKAs AHEMHs, MAHIUTONEHMS, aJJIEPrUYECKUM
BAaCKYJIMT, THIOHATPUEMHUS, IMOBBIIIEHHE AaKTUBHOCTU IE€YEHOYHBIX (PEPMEHTOB, HapyIIeHHE
GyHKIMK TIeuyeHH (HampuMmep, C pa3BUTHEM XOJecTa3a M JKEJITYyXH) U TEeNaTHT, IMPOsBICHHUE
KOTOPBIX PErpeccUpoBalio IMOCJIE OTMEHBI MPENapaToB CYJIb(MOHUIMOUYEBUHBI, HO B OTIEIbHBIX
ClTy4yasiX MPUBOAMIIH K KU3HEYTPOXKAIOIIEMY HAPYILIEHUIO (YHKIIUH TTEYESHH.

Co00111eHrE 0 TTOI03PEBAEMBIX HEXKEIATENbHBIX PEAKIINIX
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ale als I
BaxHo cooluars o IOJI03PEBAEMBIX HEKEIIATCIbHBIX peaKuﬁB(‘rroggélpé%H&%M 'ﬁpgrraﬂaTa: 'C
LENpI0  olecreueHus HEOPEPBIBHOIO  MOHUTOPHHIA  COOTHOLICHUS  «II0JIb3a —  PHUCK»

JIEKapCTBCHHOTO Tpernapara. MeauIuHCKUM pabOTHUKAaM pPEKOMEHAYETCs cOooOmaTrh O JIFOOBIX
[0JI03PEBAEMbBIX HEKENATEIbHBIX PEAKIHUAX JICKAPCTBEHHOIO Iperapara 4epe3 HaIMOHAJIbHbIC
CHCTEMBI COOOIIECHUS O HEXKEIATEIbHBIX pEaKIUsIX TroCyIapcTB — uWICHOB EBpa3uiickoro
KOHOMHYECKOTO COr03a.

Poccuiickas ®@enepanus

@enepanbHas ciryx0a 1o Hag30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. Mocksa, CinaBsiHcKast miiomiaip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnexTpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiit B H”HGOPMAIIMOHHO-TEJICKOMMYHHUKAITMOHHON ceTn «IHTepHET»:

https://www.roszdravnadzor.gov.ru/
4.9. Ilepeno3upoBKa

[Tpu nepeno3upoBKe MPONU3BOIHBIMU CYITH(POHIIMOUYEBUHBI MOKET PA3BUTHCS THITOTIIMKCMHS.
CHUMIITOMBI

[Ipy BO3HMKHOBEHHU YMEPEHHBIX CHMIITOMOB THIOTJIUKEMHH O€3 HapyIIeHUS CO3HAHUS WU
HEBPOJIOTUYECKOW CHUMITOMATHKHU CJEAyeT yBEIWYUTh IPUEM YIJIEBOJOB C NUIIEH, YMEHBIIHUTDH
703y TIperapara W/Wik U3MEHHUTh aueTy. [IpucranbHoe MeIUIIMHCKOE HAOIOCHHE 32 COCTOSTHUEM
ManueHTa JOJDKHO TMPOJIOJDKAThCS A0 TeX MOp, MOKa He OydeT yYBEepEeHHOCTH B TOM, YTO €ro
3JI0pPOBBIO HUYTO HE YIPOKAET.

Bo3moxno Pa3BUTHUC TAXKCIIBbIX THIIOTTIMKECMHYCCKUX COCTOHHHﬁ, COIIPOBOXKIAOIMIUXCS KOMOﬁ,
cyaoporamMuv Wi APYIruMH HEBPOJOTMYCCKUMHU HAPYHICHUSAMMU. HpI/I IOABJIICHHUH TaKMX CHMIITOMOB
HCO6XOI[I/IMO OKa3aHuc CpOLIHOI‘/’I MGHHHHHCKOﬁ IIOMOIIH C HCMC,Z[J'ICHHOI\/'I l"OCHPIT@.J'IPB&HPIGﬁ.

Jleuenue

B cinyyae rumoraMkeMHuYecKod KOMBI WM TIpU TOAO03PEHUU Ha Hee MalMeHTy BHYTPUBEHHO
crpyiino BBozAT 50 mi 20-30 % pacTBopa rimroKo3bl. 3aTeM BHYTPHUBEHHO, KaresnbHo, BBOIAT 10%
pacTBOp TIIFOKO3BI AJIS MOAJIEPKaHUS KOHIIEHTPALMH TJII0KO3bI B KpoBH BbIle 1 r/1. Heo6xoaumo
MIPOBOJIUTH TIIATEIBHBIA KOHTPOJIb KOHIIEHTPAIIUH TIIFOKO3bI KPOBH M HAOJIOACHUE 32 MAIlUEHTOM.
B 3aBHCHMMOCTH OT COCTOSHMS MalMeHTa JIeYalluil Bpauy periaeT BONpPOC O HEO0OXOAMMOCTU
JaIbHEUIIEro HaOII0JCHHUS.

Z[I/IaJ'II/IL’v HeB(b(beKTI/IBCH BBUAY BBIPAXKCHHOT'O CBA3BIBAHUS I'IUKJIA3U A C OCJIKaMH TIa3MBbl.

5. PAPMAKOJIOTMYECKHE CBOMCTBA
5.1. dapmakoaUHAMHYECKHUE CBOHCTBA

dapmakoTepaneBTHUECKass ~ Ipynma:  Opemaparsl  Juld  JIEYEHUS — caxapHoro  jauabera.
['unornukeMuyeckue npenapaTsl, KpoMe HHCYIMHOB. [Ipon3BoaHbIe CyIb(OHUIMOYEBUHBL.
Koxg ATX: A10BB09

MexaHu3M AeiCTBUS
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npreMa BHYTPb, KOTOPBIA OTIMYAETCS OT aHAJIOTMUYHBIX IpPErnapaToB HanuuueM N-cojeprKallero
reTepOLUKINYECKOT0 KOJIbLA C SHJOLNKINYECKON CBA3BIO.

['mukna3ug CHUXKAET KOHUEHTPALMIO TIIOKO3bl KPOBU, CTUMYIHPYS CEKpElHI0 HHCYIWHA [3-
KJIETKaMu OCTpOBKOB Jlanrepranca. [1oBblllieHre KOHIIEHTPALMK MMOCTIPAHANAIIBHOTO UHCYJIMHA U
C-nenTuaa coxpassercs mnocie 2 jeT Teparnum.

[ToMuMO BIUSHUS HA YTICBOIHBIN OOMEH IIMKIIA3H T OKA3bIBAET T€MOBACKYIISIPHBIC A (EKTHI.

dapmarkommaamMuueckue 3O GHEKTHI

Brusnue na CeKpeyuro UHCyauHa

[Ipu caxapHoM nuabere 2 TUIa IVIMKIA3UJ BOCCTAHABIMBACT PaHHUN MUK CEKPELMH MHCYJIMHA B
OTBET HA MOCTYIUICHHUE TIIOKO3bl U YCHIMBAET BTOPYIO (pa3y CEKpelru MHCYIWHA. 3HAYUTEITHHOE
MOBBIIICHUE CEKPEIMM WHCYJIMHA HAONI0aeTcsi B OTBET HAa CTUMYJISIUIO, OOYCIIOBJICHHYIO
MIPUEMOM TUIIN WJIA BBEJICHUEM TIIFOKO3bI.

T'emosackynapuvie a¢hghexmut

['muknasug CHUKAET PUCK TPOMOO30B MEIIKHX COCYOB, BIIUSIS Ha MEXaHH3MBbI, KOTOPHIC MOTYT
00ycCIIaBIUBaTh PA3BUTUE OCIIOKHEHUH TPU caxapHOM Jauadere 2 TUMA: YaCTHYHOE MHTHOUpOBaHHE
arperaliii W aJre3ud TPOMOOIMTOB M CHIDKEHUE KOHIEHTpAlMu (DAKTOPOB aKTHUBAIUU
TpoMOouuToB (Oera-tpomOorioOynuHa, TpoMmOokcana Bj), a Takke Ha BOCCTaHOBJICHHE
(UOPUHOIUTHICCKOW aKTHBHOCTH COCYAHMCTOTO JHAOTENHS M MOBBIIICHHEC aKTUBHOCTH TKAHEBOTO
aKTHBATOPA TIA3MUHOTCHA.

NHTEHCHUBHBIN  TJIMKEMUYECKUH  KOHTPOJIb, OCHOBAaHHBI Ha NPUMEHEHHM  TJIMKJIA3uaa
(xoHLIEHTpanus MuKupoBaHHoro remornoduna (HbAlc) < 6,5%), AOCTOBEpHO CHUXKAET MUKPO- U
MaKpOCOCY/JIUCThIE OCJIOKHEHHUS CaxapHOro auabera 2 TUIA, B CPaBHEHUU CO CTAHIAPTHBIM
rIMKeMuueckuM KouTposem (uccrnegosanne ADVANCE).

Crparerusi ”HTEHCUBHOTO TJIMKEMUYECKOTO KOHTPOJISI IIpeaycMaTprBaia MPUMEHEHUE TIIMKIa3uaa
Y TIOBBIIIEHHE €r0 J103bl Ha (oHE (WM BMECTO) CTaHAAPTHOW Tepamuu mepeja 100aBlIeHUuEM K Hel
JPYTOro TUIMOTIMKEMUYECKOT0 JIGKApCTBEHHOTO Tpernapara (Harpumep, coiepxkaiiero MeThopMuH,
UHTHOUTOp amb(a-TIKO3UIa3bl, MPOU3BOJAHOE THA3OIUAMHANOHA WM HHCynuHa). CpenHss
CyTOYHas /103a TIUKJIa3uaa y MalMeHTOB B TPYMIle MHTEHCUBHOTO KOHTPOJIS coctaBisuia 103 wr,
MaKCUMasbHasl CyTOYHas 03a coctasisuia 120 mr.

Ha ¢one npuMeHeHus riukia3yuja B rpynrne UHTEHCUBHOTO INIMKEMUYECKOTO KOHTPOJIA (CpenHss
MPOAOIDKUTENBLHOCTh HaOmoieHus 4,8 net, cpeauss koHuentpanus HbAlc 6,5%) mo cpaBHeHH!o ¢
IpyNNnol CTaHAApTHOro KOHTpois (cpenHss koHueHtpanus HbAlc 7,3%) mokasaHo 3Hauumoe
cHikeHrne Ha 10%  OTHOCUTENBHOTO pUCKAa KOMOMHMPOBAHHOM 4YacTOTBl Makpo- U
MHUKPOCOCYIUCTBIX OCIOXKHEHHI.

[IpeumymiecTBo ObUIO JOCTHUTHYTO 32 CYET 3HAYMMOIO CHIDKEHUS OTHOCHUTEIIBHOTO PpHUCKa!
OCHOBHBIX MHKPOCOCYAMCTBIX OCJIOKHEHUH Ha 14%, BO3HUKHOBEHHS U NPOrPECCHUPOBAHUS
Hedponatuu Ha 21%, BOSHUKHOBEHHSI MUKPOAIbOYMUHYpUHU Ha 9%, MakpoansOymunypuu Ha 30%
Y Pa3BUTHS MOYEUHBIX OcioKHEeHuH Ha 11%.

HpeI/IMyIJ_ICCTBa HHTCHCUBHOI'O TJIMKECMHUYCCKOI'0O KOHTPOJIA Ha (I)OHC npuemMa TrJMKIasuJa HE
3aBUCCIIN OT NPEUMYIICCTB, JOCTUTHYTBIX HAa q)OHe TUIIOTEH3UBHOM TEpaIunu.

5.2. GapMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrtus
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IUIa3Me KpOBU BO3pacTaeT IIOCTENIEHHO B TEYEHHE IMEpBbIX 6 YacoB, YpPOBEHb ILIATO
nojiep>kuBaeTcst ot 6 1o 12 yacos. BHyrpunHauBuayaabHast BApHAaOEIbHOCTh HU3KAS.

HpI/ICM IMUIIY HE BJIMACT HA CKOPOCTH WM CTCIICHD a6C0p6I_II/II/I TJIMKJIa3uaa.

Pacopenenenne

C Oenkamu Ma3Mbl CBSI3bIBaeTCs NpuOIM3uTENbHO 95% rimkinasuaa. O0beM pacrnpesenieHus —
okozo 30 . [Ipuem [uabedapma MB B n03e 60 Mr oguH pa3 B CyTKH 00ecrieqnBaeT MO IepKaHue
3¢ (deKTUBHON KOHIIEHTpAIMH IIIHKIa31a B I1a3Me KpoBu Oosiee 24 yacos.

Buorpancdopmars

I'mukna3u MeTaboau3upyeTcss NPEUMYLIECTBEHHO B IE€YEHU. AKTHUBHBIE META0OIMUTHI B IIa3Me
OTCYTCTBYIOT.

ONIMMUHAIMSA

FJII/IKJIa3I/II[ BBIBOAUTCS, TJIAaBHBIM 06pa30M, IMO4YKaMH, BBIBCACHUC OCYLICCTBIACTCA B BHUAC
MeTabonuToB, MeHee | % BBIBOJUTCS MOYKAMH B HEM3MEHEHHOM Buje. [lepuos momyBbIBeneHUS
TJIMKJIa31/a COCTABIISIET B cpeaHeM oT 12 no 20 yacos.

CDaDMaKOKI/IHCTI/I‘ICCKaH'(baDMaKOHI/IHaMI/I‘leCKaH 3aBUCUMOCTDb

B3anmocBs3p Mexay nmpuHATOH M030# (mo 120 mr) m ruiomanpio moa (hapMaKOKWHETHYECKON
KPUBOW «KOHIIEHTPALUS — BPEMsD» SIBJIIETCS IMHEHHOM.

Oco0ble rpynIbl MalueHTOB

Ilayuenmwl nodxxcunozo 6o3pacma
Y  panMeHToB  NOXWIOIO — BO3pacTa HE  HAOMIOJAeTCsl  CYIIECTBEHHBIX  M3MEHEHMMH
(bapMaKOKMHETHUECKUX TapaMETPOB.

5.3. JlaHHbBIe TOKJIHHUYECKOH 0e30IaCHOCTH

JIOKIINHUYECKUE JlaHHbIE, OCHOBAaHHBIE HA TPAJAMLMOHHBIX MCCIEAOBAHUAX TOKCHUYHOCTH M
F€HOTOKCUYHOCTH IPH MHOTOKPaTHOM BBEACHMH, HE BBIIBWIM CHEIU(PUUYECKHX PUCKOB IS
qenoBeKka. JlonrocpouHsle HMCCIEAOBAHHS KAaHLEPOIE€HHOCTH HE IPOBOJMINCH. Te€paTOreHHBIX
3¢ (}eKTOB B HCCIETOBAaHUSAX Ha KMUBOTHBIX BBIBIEHO HE OBLIO, HO MPH BBEJIEHUU 103, B 25 pa3
MPEBBIMIAIOIINX MAaKCUMAJIbHYIO PEKOMEHAYEMYIO J103Y JUId YesloBeKa, Halmronanack 6ojaee HU3Kas
Macca Tena Iuiofa. B umccienoBaHMsIX Ha JKMBOTHBIX HE OBLIO BBISIBJIEHO HEraTWBHOIO BIIMSHUSA
IIIMKIIa311a Ha (PepTUIBHOCTD U PEeIPOYKTHBHBIM MOTEHIUAI.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuyeHb BcnoMoraTeJbHbIX BelIeCTB

I'mnpomennosa
[emnros103a MUKPOKPUCTATUTMYECKAS
Kpemuust nuokcu1 KOO IHbIN

Marnus creapar
6.2. HecoBMecTHMOCTDH

He nmpumenumo.
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6.3. Cpok roaHocTH (CPOK XpaHeHHs)

3 roza.
6.4. Ocobble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B opurunanbHOl ynakoBke (KOHTypHas siYeKOBasi yIaKOBKa B IMAyKe) MPU TEMIIEPAType HE BHIILIE
25 °C.

6.5. XapakTep u coaep:kaHue YIAKOBKH

ITo 10 TabmeToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 TUICHKH MOJWBUHUIXJIOPUIHON U (OJIBIU
ATIOMUHUEBOMN MEYaTHOM JIAKUPOBAHHOM, 3 WM 6 KOHTYPHBIX SYEHKOBBIX YIMaKOBOK C JIMCTKOM-
BKJIQJIBIIIIEM B TTAUYKY M3 KapTOHA.

ITo 15 TabneTok B KOHTYpHYIO STUEHKOBYIO YNAKOBKY U3 IUIEHKH MOJIMBUHUWIXJIOPUIHON U QOIbIU
QIIOMUHHMEBON II€YaTHOM JIAKUPOBAHHOM, 2 MM 4 KOHTYpHBIE SYEHKOBBIE YNAKOBKH C JIMCTKOM-
BKJIAJBIILIEM B IMAYKY U3 KAPTOHA.

He Bce pa3mepsl ynakoBOK MOTYT ObITh JOCTYIIHBI JUISl pealu3aliu.
6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIU3ANNU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0

npemapara #“WJId O0TX0A0B, IMOJYYEHHBIX II0CJ€ MNPUMEHECHMSI IIpenapara, U Jpyrue
MaHUIIYJISAIHUHA C IpenapaTomM

OcoOble TpeOoBaHUS OTCYTCTBYIOT. Bech ocTaBIIMiiCS JIEKapPCTBEHHBIH Ipermapar M OTXOIbI
ClIefyeT YHHYTOXUTb B COOTBETCTBUU C YCTAHOBJICHHBIMU HAalMOHAIBHBIM 3aKOHOJATEILCTBOM
TpeOOBaHUSMU.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas @enepanns

000 «®APMAKOP ITPOJJAKIIIH»

197375, r. Canxt-IletepOypr, yiu. Penumesa, 1. 14, x. 5, od. 247.
Tenedon: +7 (812) 677-89-82

dakc: +7 (812) 325-23-15

OnextponHas noura: pharmprod@pharmprod.ru
7.1. IlpeacTaBuTEb AepKATEJISI PErHCTPALMOHHOIO YI0CTOBEPEHHUS

IIpereH3un HOTDC6I/IT6J'I€I\/’I HamnpasJATH 110 aapeECy:

Poccuiickas @enepanns

000 «®APMAKOP ITPOJIAKIIIH»

197375, r. Cankt-IletepOypr, yu. Penumesa, 1. 14, xopr. 5, od. 247
Tenedon: +7 (812) 677-89-82

dakc: +7 (812) 325-23-15

OnexrpoHHas noura: safety@pharmprod.ru

12



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

702 2026 Ne 2912
oT 1702 2080 W2 2971

8. HOMEP (HOMEPA) PETMCTPAIIMOHHOTO YAOCTOBEPE st | =/ 1EHOCTE 0005)

9. KATEI'OPUSA JIEKAPCTBEHOI'O IIPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTErOpUU OTITYCKa MO pelenTy.

OO01as xapakTepucTHKa JeKapcTBeHHOTo npenapata J{uadedapm MB noctynHa B eAMHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiicKoro 3KOHOMHYECKOTO COK03a U Ha

oduIuaILHOM caiite YIIOJIHOMOYEHHOI'O opraHa (3KcriepTHOM OpraHU3AIINH )
(https://1k.regmed.ru/Register/EAEU_SmPC).
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