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OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1002

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Huabedbapm MB, 60 Mr, TabsIeTKH C MPOJIOHTUPOBAHHBIM BHICBOOOKICHUEM.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JleicTByrolee BEIECTBO: TVIMKIA3U.
Kaxnas Tabnerka ¢ IpoJIOHIMPOBAHHBIM BBICBOOOXKIEHUEM COAEPKUT 60 MI' MIHKIIa3UAaa.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ MPOJOHIMPOBAHHBIM BBICBOOOXKICHUEM.

OBasibHBIE JBOSKOBBINYKJIbIE TAaOJETKH MOYTH O€I0ro mim Oeroro ¢ cepoBaTO-KEITOBATHIM
OTTEHKOM I[BETa C PUCKAMH C 0OEUX CTOPOH.

TabneTKy MOKHO pa3IeuTh Ha JIBE PaBHBIC JTO3HI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3zaHusl K IPUMEHEHHUIO

Jnabedapm MB nokazan k IpUMEHEHUIO y B3pOCIbIX B Bo3pacTe oT 18 Jer.

e (Caxaphblii qualeT 2 TUNa Npu HEJTOCTAaTOYHOM 3PPEKTUBHOCTH JUETOTEpannu, (PU3HUECKUX
Harpy30K M CHHKEHHS Macchl Teja.

e [lpoduiaktuka OCJIOXHEHHH caxapHoro Juabera 2 TUMa: CHUXKEHUE pHUCKA
MHUKPOCOCYIUCTBIX (HedpomaTusi, pEeTUHOMATHs) U MAaKpOCOCYIHMCTBIX OCJIOXHEHUH
(MH(papKT MHOKapjia, HHCYJIbT) y MAlMEHTOB C CaxapHbIM JuabeToM 2 TuHa MyTeMm

HHTCHCHUBHOI'O I'TMKEMHUYCCKOI'O KOHTPOJIA.

4.2. PesxuM 103MPOBaHNS U cNIOCO0 MPUMeEHEeHUs!

Pexxum go3upoBaHus

Cyrounas no3a Jluabepapma MB moxer cocraBisate 30-120 mr (1/2-2 tabnerku) B OIUH
npueM. PekoMeHIyeMmyro 1103y TJIWKIa3uaa CleayeT NpPUHUMaTh BHYTpPh, | pa3 B CYTKH,
MIPEIITOYTHUTEIIEHO BO BpEMsI 3aBTpaKa.

[Tpu mpomycke ogHOTO WK OoJiee MPUEMOB TpernapaTa Hellb3sl IPUHUMATh 00JIee BRICOKYIO 103y
B CJICYIOIIMIA TIPHEM, OOBIYHYIO 103y CJIeIyeT IPHUHSTH Ha CICTYIOINUN ICHb.

Kak u B OTHONIEHWH JAPYIHMX THUIOTJIMKEMHUYECKUX JIEKAPCTBEHHBIX TPENapaToB, 03y

TIMKJIa34a B KOKIOM ciydae HeoOXOAMMO MOoAOWpaTh WHAWBUIYaTbHO, B 3aBUCHUMOCTH OT
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(HbAlc)).

Hauanvuas ooza

Hauanphas pexomenayemasi 103a MMKIa3uaa (B TOM YHCIe Uil MAllMeHTOB MOXKUIIOT0 BO3pacTa
> 65 net) — 30 Mr B cyTKH (TI0JIOBUHA TAOJIETKH).

B ciyuae gocTmkeHHs aIeKBaTHOTO KOHTPOJISI TIIMKIA3UI0M 3Ta 71032 MOXKET MPUMEHSATHCS JUIS
noJyiep)KuBaronield tepanuu. IIpm HeageKkBaTHOM TIHMKEMHUYECKOM KOHTpPOJIE CyTOYHas 1032
Huabedapma MB MoxeT ObITh TTOCIIEIOBATEILHO YBenruueHa 10 60 mr, 90 mr wim 120 mr.
WuTepBan MexIy KaXIbIM YBEIHMUYEHHEM J03bl JIOJDKEH COCTaBIsATh He MeHee | Mecsua.
HckmroueHne COCTaBISIOT MALMEHTHI, Y KOTOPHIX KOHIEHTPAIHS TIFOKO3bI KPOBU HE CHU3MIIACH
nocie 2 Hexenb Tepanud. B Takux ciydasx 1o3a mpenaparta MOXeT OBITh yBEJIMYeHa depe3 2
HEJIeN T0cje Havyalla mpueMa.

MaxkcuMmanbHasi peKoMeHyeMasi CyTouHasi 103a TIIMKiIa3uaa cocrapiseT 120 mr.

1 tabnerka [ImaGedapma MB, 60 wmr, TabiaeTku C TPOJOHTHPOBAHHBIM BBICBOOOKICHHEM,
SKBMBAJIEHTHA 2 TabjieTKaM JIEKapCTBEHHOIO Ipernapara cojepkalero raukiasug, 30 wr,
TaOJIETKU C TIPOJIOHTMPOBAHHBIM BBICBOOOKICHHEM.

Hanuuue naceuku Ha Tabnmetkax 60 Mr mo3BOJIET IEIUTHh TAaONETKYy W MPUHUMATH CYTOYHYIO
no3y kak 30 mr (1/2 tabnerku 60 mr), Tak u npu Heooxoaumoct 90 mr (1 u 1/2 tabnetku 60
MT).

Ilepexoo ¢ npuema nexapcmeenno2o npenapama, cooeparcaujeco 2nukiasuo 8 0ozuposke 80 me,
Ha [Juabepapm MB, 60 me, mabremku ¢ npooHSUPOBAHHBIM BbICBOOONHCOCHUEM

1 Tabnerka JEKapCTBEHHOTO MperapaTa, COACPKAIIETro IITHKIA3uI B J03UpoBKe 80 MI, MOXKET
ObITh 3aMeHeHa 1/2 Ttabnetku [lunabedpapma MB, 60 mr, TabieTku ¢ NPOJOHTMPOBAHHBIM
BbICBOOOXKIeHHEeM. [Ipu mepeBoje MalMEHTOB C JIGKAPCTBEHHOIO Ipernapara, CoJeprKallero
rukiasua B posupoBke 80 mr, Ha [lnaGedapm MB pexomeHayeTcs TIIaTeIbHBIH KOHTPOJIb
TJINKEMUH.

Ilepexoo ¢ npuema Opy2020 cuno2IUKEMUUECKO20 eKapcmeeHHo20 npenapama Ha Jfuabegapm
MB, 60 me, mabremku ¢ npOJOHSUPOBAHHBIM BbICB0DONCOCHUEM

Huabepapm MB, 60 wmr, TabneTku C NPOJOHTHPOBAHHBIM BBICBOOOXKIAECHUEM MOXKET
OPUMEHSATHCS  BMECTO  JIPYTOTO  TEPOPATBHOTO  THIOTJIMKEMHUYECKOTO  JISKApCTBEHHOTO
npenapara. [Ipu nepesozae Ha /luabepapm MB nmanuenToB, nmosyyaromux Apyrue nepopaibHbie
TUIOTTIMKEMUYECKHUE TIPenaparhl, CleAyeT YUMThIBaTh UX O3y M MEpHoj MolryBbiBeAeHH. Kak
IPaBUJIO, MEPEXOTHOTO MEPHOAa IpU 3TOM He TpeOyeTcs. HauanbHas 103a 10KHA COCTaBIIATh
30 Mr u 3aTeM JOJKHA TUTPOBATHCA B 3aBUCHMOCTH OT KOHILIEHTPALIMU TIIOKO3bl KPOBH, Kak

OITMCAaHO BBIIIC.
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Huabepapm MB Bo u3bexaHHe THUNOTIIMKEMHUH, BBI3BAaHHON aIJUTHBHBIM 3(P(HEKTOM JIBYX
TUIOTIIMKEMHYECKUX JIEKAPCTBEHHBIX MPENapaToB, MOKHO MPEKPATUTH UX MPUEM Ha HECKOJIBKO
nueid. Havanpnas nosa J{nadedpapma MB npu stom Takxke cocrarisier 30 mr (1/2 tabnetku 60
MI) ¥ TIpU HEOOXOIUMOCTH MOXKET OBITh IOBBIINICHA B JajJbHEHUIIEM, B 3aBHCUMOCTH OT
TepaneBTHYECKOTo 3P deKTa.

Kombunuposannwiii npuem ¢ oOpy2um euno2iukemMudecKum 1eKapCcmeeHHbIM npenapamom
Huabepapm MB MokeT NUpUMEHSITbCS B COYCTAaHWU C OWIyaHWJAMH, HHTHOUTOpaMHU
ab(}aritoKo3uaa3bl WIK HHCYJIHHOM.

[lpy HeageKBaTHOM TJIMKEMHUYECKOM KOHTPOJE CIIEAYeT Ha3HAYUTh JOIMOJHHUTEIHHO
MHCYJIMHOTEPAIUIO C IPOBEJCHUEM TINATEIHLHOTO METUIITHCKOTO KOHTPOJIA.

Ilpoghunaxmuxa ocroscuenuti caxapnozo ouabema 2 muna

Jist JOCTHOKEHMSI HHTEHCHUBHOTO TJIMKEMHUYECKOTO KOHTPOJISI MOYKHO MOCTEIICHHO YBEIUYHBAThH
no3y duabedapma MB no 120 mr/cyTku B JOMOJIHEHUE K TUETe W (PU3UYECKUM HArpy3kKam 0
JOCTIDKEHUS 1eneBoi kKonueHTpamun HbAlc. Ilpu sToMm HE0OX0IMMO MPOBOIUTH MOHHTOPUHT
pHCKa Pa3BUTHSI THITOTJIMKEMHUU.

[ToMuMoO 3TOrO, K TEpaluu MOXHO JTOOABUTh JIPyrue JIEKAPCTBEHHBIC MpernapaThl, HalpuMmep,
coaepkaiiie MeT(hOPMHH, HHTHOUTOPHI allb(ha-TIFOKO3UIa3bl, TPOU3BOIHBIC THA30IHINHINOHA
WJIA MHCYIIVH.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmoi nodcunozo eospacma
Koppekuuu 10361 npenapara /i NalueHToB cTapiie 65 et He TpedyeTcs.
llayuenmul ¢ napywenuem ynKyuu novex
Pe3ynpTaThl KIMHUYECKUX MCCIEIOBAHUNA TOKa3ajdd, 4YTO KOPPEKIMH J03bl Ipenapara y
MAIMEHTOB C TIOYEYHON HETOCTATOYHOCTHIO JIETKOM U CpeIHel CTeTNeHH He TpeOyeTcsl.
Pexomenyercst mpoBeieHUE TIATEILHOTO MEIUIIMHCKOTO KOHTPOJIS.
Tayuenmuol, omnocawuecs Kk 2pynne pucka pa3zeumusi 2UNOIUKeMUlL:
— HEJO0CTAaTOYHOE WJIM HecOallaHCHPOBAHHOE MUTAHUE;
— TSDKellble WM IJI0XO KOMIICHCHUPOBAHHBIE YHIOKPUHHBIE PaccTpoiicTBa — runmodu3apHas u
HAJMOYCYHUKOBAs HEAOCTATOYHOCTD, THTIOTHPEO3;
— otMeHa rmokokoptukocteponioB (I'KC) mocie ux mmrenbHOro mprueMa W/wik mpuemMa B
BBICOKHUX J103aX;
— TshKelble 3a00JIEBaHUsl CEPACYHO-COCYANCTON CHUCTEMBI — TsDKENasl UIIeMHUUYecKasi 00JIe3Hb

Cep/IIa, TSHKENbIH aTepOCKIIEPO3 COHHBIX apTepHil, PaCPOCTPAHECHHBI aTEPOCKIIEPO3.
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JIEKapCTBEHHOTO TIpernapara.

eTH
be3onacHocth u dpdexruBHOCTh [[nadedapma MB y nereii B Bo3pacte or 0 no 18 ner He
yCTaHOBJICHBI. /[JaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

PexoMeHyercss mporaoTuTh 103y Mpernapara LEJIUKOM, HE pa3KeBblBas U HE M3Mesbyas (CM.

pasznen 4.4.).

4.3. [IlpoTuBONOKA3aHMS

® TUINEPYYBCTBUTENBHOCTh K TIUKIA3UIy WIH K JIIOOBIM BCIOMOTaTeIbHBIM BELIECTBaM,
IEPEYNCICHHBIM B pasfene 6.1, JOpyruM IPOU3BOJHBIM  CyIb()OHHIMOYEBHUHBI,
cynb(haHuIaMHIIaM;

e caxapHbiii quaber 1 Tuna;

e JuabeTHyecKas MpeKoMa U KoMma, TUa0eTUYECKUH KEeTOAINI03;

® TI0YCYHAs HEJIOCTATOYHOCTH TSDKEJION CTENEeHH WIIM TICYCHOYHAsT HEIOCTATOYHOCTh TSKEION
CTETICHH (B ATHX CIIy4asiX PEKOMEHYeTCs IPUMEHSTh UHCYJINH);

e TpUMEHEHHE MUKOHa30ia (M. paszen 4.5.);

e OEepeMEeHHOCTh U MEePHOJ] TPYJTHOTO BCKapMIuBaHus (cM. pazaen 4.6.);

e Bo3pacT 1o 18 ner.

4.4. OcoOble ykazaHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

[Toxxumoii BO3pacT, HEPETYNSIPHOE W/MIM HecOATaHCHPOBAHHOE IUTAaHUE, HEIOCTaTOYHOCTH
TIII0K030-6-pocharaeruaporenassl, TsHKenble 3a00NI€BaHUS CEPICYHO-COCYAUCTON CHCTEMBI,
TUTIOTUPEO3,  HAATOYEYHWUKOBAs WM  runodu3apHas  HEJOCTaTOYHOCTh,  IOYEUHAs
HEJIOCTaTOYHOCTh JIETKOW M CPEIHEW CTENEeHM WM MEYEHOYHAs HEIOCTATOYHOCTh JIETKOW M
CpEeIHEl CTENEHH, JUIUTENbHAS TEPANUS MIIIOKOKOPTUKOCTEPOUIaAMU, AIIKOTOJIU3M.
T'unocnuxemus

[Ipenapar MokeT OBITH Ha3HAYEH TOJIBKO TEM IMAIMEHTaM, KOTOpPHIE MHUTAIOTCA PETYISIPHO
(Bxurouast 3aBTpak). O4YeHb BaXXHO TOJJACPKUBATH JOCTATOYHOE IMOCTYIUICHHUE YIJIEBOJIOB C
MUILIEH, TaK KakK PUCK pPAa3BUTHSA TUIIOIIMKEMUH BO3PACTAET IIPU HEPETYIPHOM WU
HEJOCTATOYHOM T[HUTAaHWUHU, a TaKKe TMPH TNOTPeONCHUM NHINM, OETHOW YTIEBOJAMHU.

I'mmornmkemust qamie pasBUBACTCA IIpU HHSKOKaﬂopHﬁHOﬁ AUCTE, ITOCIIC NPOAOJKHUTCIBHBIX WA
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HECKOJbKMX TMIOTJIMKEMHUECKUX JIEKAPCTBEHHBIX MPENapaToB OJHOBPEMEHHO.

[Ipn npueMe TPOU3BOAHBIX CYIb()OHWIMOYECBHHBI, B TOM YHCIC W TIUKIA3HUIA, MOXKET

pa3BuBaTbci runorinukemMus (cMm. pasgen 4.8.), B HEKOTOPBIX Cclydasx — B TSDKEIOH H

MPOJODKUTENBHON opMme, TpeOyroliel roCIUTaNn3alud U BHYTPUBEHHOTO BBEJICHUSI pacTBOpa

[JIFOKO3bI B TEUEHUE HECKOIBKUX JTHEH.

Bo u3bexaHune pa3BUTHS TUIOTIUKEMUUW HEOOXOIWUM TIIATENbHBIA WHIUBUIYATbHBIA MOAOOD

IpernapaToB W peXuMa JO3MPOBAHMS, a TaKkKe IMPEAOCTaBICHUE MAlUEHTy MOIPOOHBIX

WHCTPYKITUH.

[ToBBIIEHHBIN PUCK PA3BUTHS TUIIOTJIMKEMUU MOKET OTMEUYAThCS B CIACAYIOMINX CIy4asx:

— Orka3 WM HECNOCOOHOCTh TAaIMeHTa (OCOOCHHO TMOXKHIIOTO BO3pacTa) CIeA0BaTh
Ha3HAUYCHMSIM Bpaya U KOHTPOJIUPOBATH CBOE COCTOSHUE;

— HenocratouHoe W HeperyiasipHOE€ MHUTAHHWE, MPOIMYCK IPUEMOB IHUIIM, TOJIOJAHUE U
M3MEHEHUE PAIMOHA;

— Jucbananc Mexay GU3HYECKON HArpy3KOH U KOJIMYECTBOM MIPHHUMAECMBIX yTIICBOJIOB;

— TlouyeuHast HEIOCTATOUYHOCTB;

— IleyeHo4yHast HEAOCTATOYHOCTb;

— Tlepeno3upoka [Inabedapma MB;

— HexoTtopele = SHIOKpUHHBIE  pacCTpOMCTBA:  3a00JI€BaHUS  IIUTOBUIHOM  JKEJIE3HI,
runoduzapHas U HaAMOYEYHHUKOBAS HEIOCTATOYHOCTH;

— CoBMecTHOE TPUMEHEHHE C HEKOTOPBIMU JIEKAPCTBEHHBIMHU TIpernapaTamu (cM. pasznen 4.5.).

Tayuenmul ¢ napywenuem OynKyuu novex u nevenu

Y nanMeHToB C TMEYEHOYHOM HEAOCTATOYHOCTBIO WM TSDKEJIOW CTENEHBIO IMOYEYHOH

HEJOCTAaTOYHOCTH MOTYT HM3MEHSThCS (PapMakOKMHETHYECKHEe W/WiaM (apMakoIWHAMUYECKHE

napameTpbl rHkiaazujaa. CocTosiHME TUNOTIMKEMHH, Pa3BUBAIOLIEECS y TaKUX IMAlUEHTOB,

MOXET OBITh JOCTaTOYHO [UTUTEIBHBIM, B TaKUX CIIydasX HEOOXOJUMO HEMEIJICHHOE

IIPOBEICHUE COOTBETCTBYIOIIEH TEPAIIUN.

Unghopmayus ona nayuenmos

HeobxonuMo mponH(pOpMUPOBATh MAIMEHTA, & TAKKe UYICHOB €r0 CEMbH O PHCKE Pa3BUTHUS

TUTIOTJIMKEMHH, €€ cuMnToMax (cMm. paszuen 4.8.), yCIOBUSIX, CITOCOOCTBYIOIINUX €€ Pa3BUTHIO, U

JICYCHUH.

[TarueHTy HEOOXOAUMO Pa3bsiCHUTh BaXXHOCTh COONIOACHHSI JIUEThI, HEOOXOJUMOCTh

PEryIsapHbIX GU3NUYECKUX HATPY30K U PETYISIPHOTO KOHTPOJISI KOHIIEHTPAILIUU TIIOKO3bI B KPOBH.

HauueHmbl C HeOOCMAMOYHBIM 2TIUKEMUYECKUM KOHmMpoJjiem
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JICKapCTBEHHBIMH TIpErapaTaMH, MOXET BIMATH CIEAYIOIIee: COBMECTHBIN MpHEM MpenapaToB
3BepoOost mpoabipsiBiaeHHoro (Hypericum perforatum) (cm. pazmen 4.5.), nuxopaaka, TPaBMBI,
UHQEKIMOHHbIE 3a00JIeBaHMs WIM XMPYpPru4yecKue BMelaTenabcTBa. IIpu JMaHHBIX COCTOSIHMSX
MOYKET BO3HUKHYTh HEOOXOIMMOCTh B HA3HAYEHUHU MUHCYJIMHA.

Y MHOruX nanueHTOB 3(P(PEKTUBHOCTh MEPOPATBHBIX THUIIOTTMKEMHUYECKUX JIEKApCTBEHHBIX
IpenapaToB, B TOM YHWCIE COACPKAIIMX TIMKIA3Ua, UMEET TCHICHIMIO K CHHKCHHIO TOCIe
IPOJOJDKUTENBHOIO Iepuoja JedeHus. ITOT 3SPGeKT MoKeT ObITb O0OYyCIOBICH Kak
IporpeccupoBaHieM 3a00JIeBaHMs, TaK U CHUKEHHEM TEpaleBTUUECKOro OTBETAa Ha Mpernapar.
Janubiii (peHoMeH U3BECTEH KaK BTOpPHYHAsl JICKAPCTBEHHAs PE3UCTEHTHOCTh, KOTOPYIO
HEO0XO0IMMO OTJIMYATh OT IEPBUYHOM, TPH KOTOPOH JIGKAPCTBEHHBIN MpEnapaT yKe Ipu IepBOM
HA3HAUYEHUM HE JIaeT OKUIAeMOro KiIuMHHuYeckoro s¢dexra. Ilpexne yem AMarHOCTHPOBATH Y
HalMeHTa BTOPUUYHYIO JIEKAPCTBEHHYIO PE3UCTEHTHOCTh, HEOOXOJUMO OLEHUThH aJeKBaTHOCTb
1no00pa A03bI ¥ COOJIIOICHUE TAIIMEHTOM IPEANUCAaHHON TUETHI.

Jucenuxemus

Coob1manocs 06 U3MEHEHUSIX KOHLIEHTPALUMHU IIIOKO3bl B KPOBH, BKJIIOUYAs KaK T'MITOTIIMKEMHIO,
TaK U TUHEPIIIMKEMUIO, Y MALUEHTOB C CaxapHbIM AHa0eTOM 2 THUIA, COBMECTHO MOJIYYarOLIUX
Tepanuio GTOPXUHOIOHAMH, OCOOCHHO Y MAIMEHTOB MOXIIIOTO Bo3pacTa. TakuM o0pa3om, BceM
naryreHTam, OTHOBpeMeHHO npuHuMatonmM rnadedapm MB 1 hTopXHHOIOHBI, peKOMEHTyeTCs
IPOBOJUTH TIIATEIbHBI MOHUTOPHHT KOHIIEHTPAIMH TTIFOKO3bI B KPOBH.

Jlabopamopnuvie mecmoi

Jis  OLEHKM TIMKEMHYECKOTO KOHTPOJS PEKOMEHIYETCSl PErylsipHOe OmpeieiieHHe
KoHUeHTpauuu HbAIc waM KOHUEHTpaluu TJIOKO3bl B BEHO3HOW KpOBM HaTomak. Takxke
11e51eco00pa3HO PEryISIPHO MPOBOIUTH CAMOKOHTPOJIb TIIMKEMHH.

T'emamonocuueckue 3¢ghgpexmoi

[Tpon3BomHBIE CYIb()OHIIMOYEBIHHBI MOTYT BBI3BAaTh T€MOJIIMTHYECKYIO aHEMHIO Y TIAIIMEHTOB C
TeUITUTOM TITFOK030-6-hocdarmeruaporeHassl. [I0CKONBKY TITHKIA3U SABISETCS MTPOU3BOTHBIM
CYIb(OHUIMOUEBUHBI, HEOOXOIUMO COOJIIOJaTh OCTOPOKHOCTD MIPU €ro Ha3HAYSHUHU MalueHTaM
¢ gaeduumTOoM TIIOK030-6-pocdarnernaporenassl. Crenyer paccMOTPETb BO3MOXKHOCTD
Ha3HAYEHUS JISKApPCTBEHHOTO TpernapaTa He U3 TPYIITbI TPOU3BOAHBIX CYIb(OHUIMOYECBUHBIL.
Iayuenmul ¢ nopgpupueui

Omnwucansl caydan 060CTpeHHsI MOPPUPHH NPH TPUMEHEHUH HEKOTOPBIX APYTHX MPOU3BOIHBIX

CyIb(OHUIMOUEBUHBI Yy TAIIMEHTOB € OPPUPHUEH.



COOTEBETCTEYET 3KI( OMY OTUETY
ot 27.09.2024 N= 20900

4.5. BzammopeiicTBHe ¢ ApyrumMu neRapcheHHbl'i\w«:'::ﬁﬁgﬁ%;ﬁgbﬁ“-ﬁp-&?ﬁg':';f/mbl

B3aNMOeiCTBUA

HDeHaDaTBI 1 BCIICCTBA, CHOCO6CTB\/IOH_II/IC YBCIMYCHHUIO PUCKA PA3BUTHUA T'HIIOTTITMKCMHH

Cosmecmmnoe npumenenue npomugonoKa3aHo

MukoHa30/1 (IpyU CHUCTEMHOM BBEACHHUU U IPU HAHECEHUM Telil Ha CIU3UCTYI0 000JIOUKY
MOJIOCTH PTa): YCHJIMBAET TUIIOTIIMKEMHUYECKOe ICWCTBUE TIMKIAa3HIa (BO3MOXKHO DPa3BHTHE
TUIOTIIMKEMHH BIUIOTH JI0 COCTOSIHUSI KOMBI).

Kombunayuu, ne pexomenoyemvie K nRpumeHeHuro

®eHnn0yTa30H (CUCTEMHOE BBEACHUE): YCWIIMBAET THIIOMIMKeMUYeCKUi 3(h(heKT npon3BOAHbIX
CyTb(OHMUIMOUYEBUHBI (BBITECHACT WX W3 CBS3W C OelKamMH IUTa3Mbl /MM 3aMEUIIET HUX
BBIBEJICHUE U3 OPTaHU3Ma).

[IpenmouruTenbHee  UCMONB30BaTh  APYrod  NMPOTUBOBOCHANUTENBHBIM  Hpenapar  WiH
OpeIyNpeauTh MalMeHTa O PUCKE PAa3BUTUS TMIIONIMKEMUU U 0OpaTUTh BHUMAaHHE Ha Ba)KHOCTb
CaMOKOHTPOJISI KOHIEHTPAIUU TII0K03bI B KpoBH. [Ipu HEeoOxomumoctn no3y Aunadbedpapma MB
ClIeZlyeT KOPPEKTUPOBATh BO BPEeMs IpHeMa MPOTUBOBOCIAIUTEIHHOIO MpenapaTa U mocje ero
OTMEHBI.

JTaHOJI: YCWINMBACT THUIOIVIMKEMHUIO, WHIMOMpPYs KOMIICHCATOpPHBIE pEaKIUH, MOXKET
CIOCOOCTBOBATh PAa3BUTHIO THITOTIMKEMHYECKOH KOMBL. HeoOXoammo oTKazaTbcs OT IMpHeMa
JIEKapCTBEHHBIX MPENapaToB, B COCTaB KOTOPBIX BXOJHUT TAHOII, M YIIOTPEOICHHS AITKOTOJISL.
Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUSA U OCOPOICHOCTIU

Crnenyromue JeKapCcTBEHHbIE IpenapaThl MOTYT YCHJIMBATh TUMOITHUKEMHUYECKU 3PexT u
CIOCOOCTBOBATh PAa3BUTHIO TUIIOTJIMKEMHUU: IPYTHe TUMOTIIMKEMUYECKHEe TIpenapaTsl (WHCYIHH,
akap0o3a, MeT(GOpPMHUH, THA3OIUANHINOHBI, HHTHOUTOPH! JUTIEHITHIMIIEITAIA3bI-4, arOHUCTHI
pELEenTopoB I'TII-1); OeTta-apeHo0I0KaTOPHI, ¢bykoHasom; UHTUOUTOPBI
aHTMOTEH3UHIpeBpalaomero  ¢epMeHTa  (KamTONpuJ, SHamampui); Omokatopsl H2-
TECTAMHUHOBBIX ~ PELENTOPOB;  WHTHOWTOPHI ~ MOHOAMHHOOKCHIA3bl,  CYyJIb(paHHIaAMHIIBL;
KJIAPUTPOMHIIMH M HECTEPOUIHBIE TPOTHBOBOCIIATIUTEIIHHBIE MTPETIapaThl.

[Ipenapartsl, CHOCO6CTBVIOIJ_II/IG YBCIMYCHHIO KOHIICHTPpAIIWHK I''TFOKO3bI B KPOBH:

Kombunayuu, ne pexomenoyemvle Kk npumeHeHuo

Janazon: oOnanaer auaberoreHHbIM s3(dexTomM. B ciywae, eciaum npuUMeHEHHE TaHHOTO
npenapara Heo0X0IMMO, TAIMEHTY PEKOMEHAYeTCS OOpaTUTh BHUMAaHKUE Ha BAXXHOCTh KOHTPOJIS
KOHIIGHTPAallMN TJIOKO3bl B KpoBM M Moue. IIpu HeoOXOAMMOCTH COBMECTHOIO IpHeMa
IpenapaToB PEeKOMEHIYeTCsl MOoA0O0p J03bl T'MIIOTIMKEMHUYECKOTO JIEKapCTBEHHOIO Ipernapara
Kak BO BpeMs ITpHeMa JaHa30j1a, TaK 1 IOCIe ero OTMEHBI.

Couemanue npenapamoae, mpe6yi0u;ee 00006020 BHUMAHUS U OCMmMOopoIAHCHOCMU
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KOHIICHTPALIMIO TJIOKO3bI B KPOBH, CHIDKass CEKpenuio HHCyiauHa. OO0 3TOM HEOOXOIMMO
npeaynpeauTb InanuceHTa Hu O6paTI/ITB BHUMAaHHUC Ha BaXHOCTb KOHTPOJIA TJIHMKCMHHU. HpI/I
HEOOXOMMMOCTH  COBMECTHOTO  IIPUEMa  IPEMapaToB  PEKOMEHAyeTCs  1Moadop  J03bI
THIIOTJIMKEMHYECKOTO JICKAPCTBEHHOT'O Iperapara Kak BO BpeMs IpHeMa HEWpOJICIITHKA, TaK
mocjie e€ro OTMEHbl. IJIIKOKOPTHKOCTEPOMIbl (CHCTEMHOE W MECTHOE IPHMEHEHHUE:
BHYTPHUCYCTaBHOE, HAKO)KHOE, PpEKTalbHOE BBEICHHE) M TETPAKO3AKTHA: IIOBBIIIAIOT
KOHIICHTPAIIMIO TJIFOKO3bI B KPOBH C BO3MOKHBIM Pa3BUTHEM KeTO3a (CHMXKEHHE TOJCPAHTHOCTH
K yriaeBogam). HeoGXxomumo mpeaynpeanTh IMalMeHTa O HEeOOXOAMMOCTH —TIIATEIBHOTO
TIIMKEMHYECKOTO KOHTPOJIS,, 0OCOOCHHO B Hauvaie JicueHus. [Ipu HEOOXOAUMOCTH COBMECTHOTO
IpUeMa IMpenapaToB MOKET MOTPeOOBATHCA KOPPEKIMS J03bl TMIIOINIMKEMUYECKOTO CpPECTBA
KaK BO BPeMs [TPUEMa IIFOKOKOPTHKOCTEPOU/IOB, TAK M TOCIIE UX OTMEHB.

PutoapuH, caab0yTamoJ, TepOyTajauH (BHYTPHBEHHOE BBeIEHHE): OeTa-2 aJpeHOMHUMETHKH
CHOC06CTByIOT IMOBBIIICHUIO KOHICHTPAIHUU I'NIFOKO3bI B KPOBHU.

HCO6XOI[I/IMO O6paTI/ITI> BHUMAHHC NMAIMCHTA HAa BAX)KHOCTb KOHTPOJIA KOHICHTPAallUX I''TFOKO3bI B
KpoBH. [Ipr HEOOXOAMMOCTH PEKOMEHIYETCS TIEPEBECTH MAMEHTA Ha HHCYJIMHOTEPAITHIO.
IIpenaparsl 3Bepodost npoabipsiBiennoro (Hypericum perforatum): skcnosunus rimkiasuaa
CHWKaeTcsi Ha (hOHE COBMECTHOTO MPUMEHEHHUs C IMpernapaTraMu 3BEpOo0O0si MPOIBIPSIBICHHOTO.
HCO6XOI[I/IMO O6paTI/ITI) BHUMAHHC MMAIMCHTA HAa BA)KHOCTb KOHTPOJIA KOHIOCHTPALUHX T'JIFOKO3bI B
KPOBH.

[Ipenapatrhl, KOTOPbIE MOTYT BbI3bIBATH JUCTIMKEMHIO (M3MCHEHHE KOHIICHTPAIMU T[IIFOKO3bI B

K[!OBI/I!

Couemanue npenapamoe, mpe6y}0u;ee 000020 BHUMAHUSL U OCMOpPOoIAHCHOCMU

(I)TOpXI/IHOJ'IOHbI: B ClIyda€ COBMCCTHOI'O IIpHEMa TJIMKIIaduaa " (I)TOpXI/IHOJ'IOHa MNalMCHTHI
JOJIXKHBI OBITh npeaynpeKJCHbl O PHUCKE Pa3BUTHUA AUCTIMKEMHU W O BaKHOCTU KOHTPOJIA
KOHICHTPAIUHX I''TFOKO3bI B KPOBH.

Coueranud 1penaparoB, TPEOVIOIKEe BHUMAHUS

AHTHKOAryJIsiHTHl  (Hampumep, Bap(apuH): NPOU3BOJHBIE CYIb(POHUIMOUYEBUHBI MOTYT
YCUJIMBATh JEWCTBUE aHTUKOATyJISIHTOB IPU COBMECTHOM NpHUMEHEHUH. MoxeT morpedoBarbes

KOppEKOUA 036l aHTUKOAT'YJISAHTA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTB

[IpuMeHEeHNE TIUKIIA3uAa BO BpeMsI 6CDCMCHHOCTI/I IIPOTHUBOIIOKA3aHO.
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HCXOJI0B OEPEMEHHOCTH ), TAK)KE KaK OTPAHHYEHBI JAHHBIC O TPUMEHEHUU APYTUX MMPOU3BOIHBIX
CyIb()OHIUIMOYCBHHEI.

HccnenoBanusi penpoIyKTHBHON TOKCHUYHOCTH HA YKMBOTHBIX HE CBUICTEIBCTBYIOT O HAIMYHU
TepaToreHHbIX 3P dekToB (cM. pazaen 5.3.).

JIist CHWKEHHMSI pUCKAa BPOXKICHHBIX TOPOKOB, CBS3aHHBIX C HEKOHTPOJHMPYEMBIM CaXapHBIM
nuabeToMm, cIenyeT TOCTHYb HOPMOTITUKEMUU JI0 3a4aTH.

[lepopasibHbIe THUTIOTIIMKEMHYECKUE TpenapaTbl B TEPHO]] OCPEMEHHOCTH HE MPHUMEHSIOTCS.
WHCynuH sIBISieTCs TMperapatoM BBIOOpA U TEpaldu caxapHOro auadera y OCpeMEHHBIX.
PekoMeHyercs 3aMEHUTh MPUEM IEPOPATBHBIX THIIOTIMKEMHYECKUX IPENapaToB Ha
MHCYJIMHOTEPAINIO: WM 3apaHee — B Ciydae IUIAHHUPYEeMOW OCpEeMEHHOCTH, WM Cpa3y IOcIie
BBISIBIICHHSI OEPEMEHHOCTH.

JlakTanuys

JlanHble O NMPOHMKHOBEHWHW TJIMKIIA3WJIa M €r0 METabOJMTOB B TPYIHOE MOJIOKO YETIOBEKa
oTcyTcTBYIOT. [I[pUHMMAas BO BHUMaHUE PUCK PAa3BUTHS HCOHATAIIBHON THITOTIIMKEMHUH, B TIEPHO]T
IPYIHOTO BCKapMJTUBaHUSI npuemM npernapara MPOTHBOITOKA3aH. Puck JUIs
HOBOPOXKICHHBIX/MJIaJICHIICB HE MOXET OBITh HCKJIFOYCH.

DdepTUabHOCTD

I/ICCJ'IGI[OBaHI/ISI peﬂpOﬂYKTHBHOﬁ TOKCHYHOCTH Ha KpbICax 000€ero IoJjia He ITOKa3aad BIUSHUS

Ha (pepTUILHOCTD WM PENPOAYKTUBHYIO QYHKIIHIO (CM. pa3zaen 5.3.).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpeICTBAMH H padorarh ¢
MeXaHM3MaMH

Huabepapm MB He oka3bIBaeT WM OKa3bIBa€T HECYIIECTBEHHOE BIMSHHME Ha CIIOCOOHOCTBH
YIPaBJIATh TPAHCIIOPTHBIMU CPEICTBAMH U PabOTaTh ¢ MEXaHU3MaMHU.

B cBsA3uM ¢ BO3MOKHBIM pa3BUTHEM THUIIOTJIMKEMUU Npu npumeHenuu JluaGedapma MB,
MAIUEHTHl JODKHBI OBITh OCBEJOMJIEHBI O CUMITOMAax THUIOTJIMKEMHUHU U JIOJKHBI COOJIIO/IAaTh
OCTOPOKHOCTh BO BpEMs YIIpaBJIEHUS] TPAHCIIOPTHBIMU CPEICTBAMU WJIM BBIMIOJIHEHUSI PaOOTHI,
TpeOyroleil BBICOKOW CKOPOCTH (PM3MUECKUX M IMCUXWYECKUX peakivii, OCOOCHHO B Hauaie

Tepanuu.

4.8. HexxenaTesibHbIE peaKIUU

Pesrome nmpoduiist 0e3onacHoCTH

[Tpu nprMeHEeHNH TIMKIIa3|a COO0IIAI0OCh O PA3BUTHH CICIYIONINX HEXKEIATEIbHBIX PEaKIIUMA:

Tunocnuxemus
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TUTIOTIIUKEMUSL.
Kak u mpyrue mpemnaparbl Tpymmbl CyibGoHHIMOUEBUHBI, J[nabedapm MB MoOXeT BBI3BIBATH
TUIOMIMKEMHUIO B CIydyae HEPEryJSIPHOTO IMpueMa MUIMM U OCOOEHHO, €Clu MpUeM MUY
nponyiieH. Bo3MOXHbIE CHMITOMBI TUIIOTJIMKEMHUU: TOJOBHasg 0OJb, OIIYIIEHHWE CHIIBHOTO
rojiojia, TOIIHOTA, pPBOTA, IIOBBIIICHHAS YTOMJISIEMOCTh, HApYIICHHE CHA, BO30YXICHHE,
arpecCUBHOCTb, CHWXEHHE KOHUEHTpPAMM BHUMAHMS, 3aMEJICHHAs pPeEaklus, ACHpecCus,
CIyTaHHOCTb CO3HAHMSI, HApPYIIEHUE 3peHUs U peud, adasus, Tpemop, mapesbl, CEHCOPHbIC
paccTpoiicTBa, TOJIOBOKPYKEHHUE, OIyIIeHHE OeCIOMOIIHOCTH, MOTEPs] CaMOKOHTpOIs, Open,
CyJIOpOTH, TIOBEPXHOCTHOE JbIXaHUE, OpaauKapAws, COHJIHMBOCTh M TIOTEPS CO3HAHUSA C
BO3MOHBIM Pa3BUTHUEM KOMBI, BILIOTh JI0 JIETAIBHOTO UCXOAA.

Takke MOryr OTMeuaTbCid aJPEHEPruyecKue KOMIICHCATOPHBIE PEAKUUU: MOBBIILIEHHOE
MOTOOTAENICHHUE, «IMIKas» KOXa, TPEBOKHOCTb, TaXWKapAus, MOBBILIEHUE apPTEPUATBHOIO
JIaBJICHUS, OIIYIICHUE CepIlIeONEHNs, apUTMUS U CTCHOKAP/IHSI.

Kak mpaBuiio, CHMITOMBI THUIIOTJIMKEMUU KYIHUPYIOTCS MPUEMOM YIJIeBOAOB (caxapa). [Ipuem
caxapozamenureneii HeapdextuBeH. Ha (one apyrux npousBOAHBIX CYIb(HOHHUIMOYEBHHBI
OTMEYAIIMCh PEUAUBbI TUIIOTIMKEMUH MIOCIIE YCIEIMIHOTO €€ KYITUPOBAaHUS.

[Ipy TsKETOM WM JIUTEIBHOM AIU30/I€ THUITOMVIMKEMHUHU MOKa3aHa HEOTJIOKHAS MEIUIIMHCKAs
MOMOIIIb, BO3MOKHO, C TOCITUTAIM3AIIUEH, JaxKe MpU HaTu4Iuu 3P eKTa OT mpruema yriieBoI0B.

Omnucanyre OTACNbHBIX HeXKENaTSAbHBIX PeaKIIUN

pyeue nesicenamenvhuvie peakyuu

Kenyoouno-kuwieunvie Hapywienus. OOIb B KUBOTE, TOUIHOTA, PBOTA, AUCIENCHUS, TUapes,
3anop. Ilpuem mpenapata BO BpeMsi 3aBTpaka TMO3BOJISIET HM30€XKaTh ITUX CHUMIITOMOB WJIH
MUHHUMH3UPOBATh UX.

Pexxe oTMeuaroTcs cienyromue HexenaTelIbHbIe PEaKin:

Hapywenus co cmoponsl kodtcu u noOKOXMCHbIX mKaHell: KOXKHas Cblllb, 3yJ, KPallMBHUIIA, OTEK
KBunke, sputema, Maxylomamyiuie3Has Chblllb, OYyJUIE3HBIE PEAKIUU (TaKkue KaK CHHIPOM
CruBenca-/[>kOHCOHA, TOKCHUYECKUN SMUACPMATbHBIA HEKPOIU3 U ayTOMMMYHHBIE OYIe3HbIE
HApYIICHUS) W, B HUCKIIOYUTENBHBIX CIIy4asX, JICKAPCTBEHHAs CHIIb C DSO3WHO(PMIMEH U
cucrteMHor cumnromatukoi (DRESS-cunapom).

Hapywenus co cmoponsl kposu u numgamuieckou cucmemsl: TeMaTOIOTUYECKUE HAPYIICHUS
(aHeMus, JeHKOMEeHHs, TPOMOOIMTOINEHUS, TPaHYJIOLUUTONECHHs) pa3BUBAIOTCS peako. Kak
MPABUIIO, ST SABJICHUS OOPATHMBI B CIIy4ae MPEKPaIEHUS TePaTTUH.

Hapywenus co cmoponvl neuenu u o#cenyesvigo0awyux nymeii: TOBBIILIEHUE aKTHUBHOCTH

MeYEHOYHBIX (hepPMEHTOB (acrmapTaTaMUHOTpaHC(EPa3bl, ATAHHHAMUHOTPaHC(epaspl, MET0IHON
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HEO0X0IMMO TPEKPATUTh TEPANuio. DTU SIBIEHUS OOBIYHO OOpaTHMBI B CIIydae MPEeKpalieHus
Tepanuu.

Hapywenuss co cmopouvt opeana 3peHus: MOTYT BO3HMKAThb IIPEXONAINUE 3PUTCIIBHBIC
paccTpoiicTBa, BbI3BaHHbIE M3MEHEHHEM KOHIIEHTPALMU TJIIOKO3bl KPOBH, OCOOCHHO B Hauale

Tepanuu.

Knacc cneunduynbie 3¢ dexThl, NpUCYIHE NPOU3BOAHBIM CYIbOOHUIMOYEBHHBI: Ha (OHE
npueMa Jpyrux NPOU3BOAHBIX CYITb()OHUIMOUEBHHBI OTMEUAINCH CIEAYIOIINE HEXeNnaTeIbHbIC
SBJICHUS: DPUTPOLUTONCHUS, AarpaHyJOLUTO3, TE€MOJUTHYECKas aHEMUs, ITaHIUTOICHHUS,
QIJICPrUYECKU BaCKYJIUT, TUTIOHATPUEMHSI, TTOBBIIIEHIE aKTUBHOCTH TIEYCHOUYHBIX (DEPMEHTOB,
HapymeHne (YHKIMH TeYeHH (HampuMmep, C pPa3BUTHEM XOJIecTa3a M JKEITyXH) W TelaTHT,
IPOSIBIICHUE KOTOPBIX PErpecCHPOBAIIO MOCIIE OTMEHBI IPEMapaToB Cylb()OHUIMOUYEBHHEI, HO B

OTACJIbHBIX CJIydasaX IMPUBOAUIIN K JKUZHCYT'POKAOIICMY HAPYIICHUIO (1)YHKI_[I/II/I IICYCHU.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coobmiate 0 mogo3peBaeMbIX HeKeIaTeNbHbIX PEeaKlUiX MOCie PerucTpaluu mnpemnapara
C menplo oOecredyeHHus HENmPEephIBHOTO MOHHUTOPUHIA COOTHOIIGHHUS <II0JIb3a — PHCK»
JIEKapCTBEHHOTO TIpenapara. MeauIMHCKIM pabOTHUKAM PEKOMEHIYETCsl cOoOIaTh O JHOOBIX
MO/I03PEBACMBIX HEXKENATENbHBIX PEaKIUAX JIEKApCTBEHHOTO Tpernapara 4epe3 HallmOHAJIbHbBIC
CHUCTEMBl COOOILEHUsI O HEXeJIaTeNbHBIX pPEaKIUsIX TocyaapcTB — uieHoB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanns

®denepanbHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CraBsiHCKasl miiomanip, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas movta: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

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

4.9. Ilepeno3upoBka

[Tpu nepeno3npoBKe MPOU3BOIHBIMU CYIb()OHMIMOYEBUHBI MOXKET PA3BUTHCS TUIOTITMKEMHUSI.
CuMITOMBI

[Tpy BO3HUKHOBEHUH yMEPEHHBIX CHMITOMOB THIOINIMKEeMHH Oe3 HapylleHUs CO3HAHUS WU
HEBPOJIOTUYECKOW CUMITOMATHKU CJIEAYET YBEIUYUTh MIPHUEM YIJIEBOJOB C MUIICH, YMEHBIIUTD

03y TIpemapara W/Wiau W3MEHUTh nauery. [lpucranpbHOoe MEIUIIMHCKOE HAOMIOACHHUE 3a
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COCTOSTHUEM MallMeHTa JOJKHO MPOJ0JIKATEHCS |10 TeX ﬂBB- rokalHe %EWWHEGC%HI?TOM

YTO €ro 3/I0POBBI0 HUUTO HE YIPOXKAET.

B03MOXXHO pa3BUTHE TSKENBIX THIIONNIMKEMUYECKUX COCTOSHHUM, CONMPOBOXKIAKIIMUXCI KOMOM,
CyloporaMyM WM JpPYyTMMHU HEBPOJIOTMYECKMMHU HapyueHusmu. Ilpu mnosBieHMH Takux
CUMITOMOB HEOOXOAMMO OKa3aHHE€ CpPOYHOM MEIUIMHCKON IOMOLIM C HEMEJICHHON
TOCIUTAIM3ALUECH.

Jleuenue

B cnyyae runoriMmkeMu4eckoil KOMbI WIM IPHU MOJO3PEHUHM Ha HEE NAlMEHTy BHYTPHUBEHHO
ctpyiiHo BBOAAT 50 miu 20-30 % pacTtBOpa TirOKO3bl. 3aTEM BHYTPUBEHHO, KaIl€JIbHO, BBOJSAT
10% pacTBOp TIIOKO3BI Ul TMOJJCPKAHUS KOHIIEHTPALMM TIIOKO3bl B KPOBM BbIme | 1/
Heo6xoauMo mpoBOIUTE TIIATENIBHBIA KOHTPOJIb KOHIICHTPALIMU TIIFOKO3bI KPOBU U HAOJIOICHUE
3a MalueHTOM. B 3aBUCMMOCTM OT COCTOSIHMS NHAalMEHTa JeYallldid Bpad pemaeT BOIPOC O
HEOOXOIMMOCTH AaNbHEHIIIeTr0 HAOII0ICHUS.

I[I/Ia.HI/IS HGBCI)(i)CKTI/IBeH BBUAY BBIPAXXCHHOT'O CBA3LIBAHUA TJIMKJIa3nuJa C OeaKaMH IJ1a3MEL.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHu4YeCKHe CBOMCTBA

®apMakoTepaneBTUYeCKass Trpynma: IpemapaTel s JIEUEHUs  caxapHOro Juabera.
['unornumkeMuueckue mpernapaTsl, KpoMe HHCYJIMHOB. [Ipon3BoiHbIE CYIB()OHUIMOUYEBHUHBI.

Kon ATX: A10BB09

MexaHHN3M e CTBUS

['muknasun sBAsSETCS MPOU3BOIHBIM CYJIb(MOHUIMOYEBUHBI, TUIOTIMKEMUYECKUM IIpernapaToM
JUIsL TIpUeéMa BHYTPb, KOTOPBIM OTIMYAETCS OT aHAJOTMYHBIX IpenapaTroB HaJiuyuem N-
COJIEPIKaLIEr0 reTEPOLUKINYECKOrO KOJIbIla ¢ YHAOLUUKINYECKON CBA3bIO.

['mukna3ua CHMXKAaeT KOHILEHTPALUIO TJIIOKO3bl KPOBH, CTUMYJIHMPYS CEKPELMI0 HWHCYNHWHA [3-
KJIeTKaMu ocTpoBKOB Jlanrepranca. [loBbilieHre KOHIIEHTPAIIMK OCTIPAHIMAIBHOIO UHCYIIMHA
u C-nenTuna coxpansercs nocie 2 JeT Tepanuu.

[ToMuMoO BAMSIHUA HA YTIEBOJHBINH OOMEH TIIMKIIAa3U]] OKa3bIBACT FeMOBACKYJISIPHBIE A (PEKTHI.

dapmakoauaamMuyeckue d3PHeKTol

Brusanue na cexpeyuro uncynuna

[Tpu caxaproM nuadere 2 TUMA TVIMKJIA3W]] BOCCTAHABIMBAET PAHHUM MUK CEKPEIUU UHCYJIMHA B
OTBET Ha MOCTYIUICHUE TIIOKO3bI U YCHIIMBAET BTOPYIO (pa3y CeKperuu HHCYINHA. 3HAYUTEIHHOE
MOBBIIIICHUE CEKPEIMH WHCYJIMHA HAOMIOJaeTCsl B OTBET HAa CTUMYISIUIO, OOYCIOBJICHHYIO
IIPUEMOM MUY WU BBEIACHUEM IJIIOKO3BI.

T'emosackynsapnule s3¢ghhexmuol

12
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['mukna3ug CHUXKaeT pUcK TPOMOO30B METKUX

00yciaBiIMBaTh pa3BUTHUE OCIOXKHEHUW TMpPU caxapHOM Juabere 2 TUHA: YaCTUYHOE
WHTHOMPOBAHUE arperaiud U aare3ud TPOMOOIMTOB M CHIDKCHHE KOHIICHTpAIuu (aKkTOpOB
aKTHBAIMl  TpoMOomuTOoB (Oera-TpomOorinoOynmuHa, TpoMOOokcana B;), a Takke Ha
BOCCTaHOBJICHHE (PUOPUHOIUTHUYECKON AKTUBHOCTH COCYJUCTOIO SHIOTENHSI M IOBBIIICHUE
AKTUBHOCTH TKAHEBOT'O aKTUBATOPA IJIA3MUHOTEHA.

NHTEHCUBHBIN TJIMKEMHUYECKHM KOHTPOJb, OCHOBAaHHBIM Ha MPUMEHEHUH TIJIMKJIA3uaa
(xoHLIEHTpauus TIuKrpoBanHoro remornoduna (HbAlc) < 6,5%), nocToBepHO CHUXKAET MUKPO-
U MaKpOCOCYAMCTBbIE OCIIOKHEHHUS caxapHoro auadera 2 TUIA, B CPABHEHHH CO CTaHIApPTHBIM
rIMKeMuYeckuM KoHTposeM (uccinenoBanne ADVANCE).

CrpaTterdss HMHTEHCHUBHOTO TJIMKEMHUYECKOTO KOHTPOJSI TMpelycMaTpuBajia MPHMECHCHUE
[VIMKJIa3u/la W TOBBIIICHHE €ro J103bl Ha (poHe (MM BMECTO) CTaHAAPTHOW Tepamuu Mepen
no0aBJIeHHEM K HE JIpyroro THIOTIIMKEMHUYECKOTO JIEKApCTBEHHOrO Ipemnapara (Hampumep,
coJiepkaniero MeTpopMuH, HHTUHOUTOP anb(a-TIOKO3HUIa3bl, MPOU3BOJIHOC THA30IUINHIAOHA
uin uHcynuHa). CpenHsst CyTo4yHas J03a TJIMKIA3Huaa y IMalMeHTOB B IPYINE MHTCHCHUBHOTO
KOHTpoJIA cocTaisiia 103 mMr, MakcumalibHasi CyToyHas Ao3a cocrasiisia 120 mr.

Ha ¢one npumeHeHus Triaukia3uga B TPYINIEe HHTEHCUBHOTO TIUKEMUYECKOTO KOHTPOIIS
(cpenusis MpOAOHKUTENBHOCT HaOMoNeHus 4,8 net, cpenusis konmneHTpauus HbAlc 6,5%) mo
CpPaBHEHHUIO C TPYIION CTaHJAPTHOTO KOHTpoJsi (cpeanssi koHmeHTpauus HbAlc 7,3%)
MOKa3aHO 3HauuMoe cHibkeHue Ha 10% OTHOCHTENBHOTO pHCKAa KOMOMHHPOBAHHOW YaCTOTHI
MaKpO- U MUKPOCOCYIUCTBIX OCIOKHEHHA.

[IpeumytiecTBO OBUIO JAOCTUTHYTO 3a CUET 3HAUYUMOIO CHIDKEHMSI OTHOCHUTEIBHOTO PHCKa:
OCHOBHBIX MHUKPOCOCYJTUCTBIX OCIHOXHCHHA Ha 14%, BO3HMKHOBEHHS W TIPOTPECCHPOBAHUS
Heponatuu Ha 21%, BOSHUKHOBEHHMS MHUKPOAILOYMHUHYpUU Ha 9%, MakpoadbOyMHHYpUH Ha
30% u pa3BUTHS IOYEUHBIX OCIOKHEHUH Ha 11%.

[IpeumymecTBa MHTEHCUBHOTO TJIMKEMHUYECKOTO KOHTPOJsA Ha (OHE MpHUeMa TIWKIa3uaa He

3aBUCCIIN OT NPEUMYIICCTB, TOCTUTHYTBIX Ha CbOHe TUIIOTEH3UBHOMH TCpaIrnu.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

[Tocne mpuema BHYTPH TIIMKIIA3H] MMOJTHOCTHIO abcopOupyercs. KoHmeHTpamus rivkiasuga B
Ija3Me KpPOBU BO3pPACTAET IOCTEINIEHHO B TEUYEHUE IMEpBBIX 6 YacoB, YpPOBEHb ILIATO
noJJepKuBaeTcs ot 6 1o 12 yacoB. BHyTpunHANBHAyaibHAs BapuabeIbHOCTh HU3Kasl.

[Tpriem UM HE BAUSET HA CKOPOCTh WM CTENeHb a0COPOLIMY TNIMKIIA3U/1a.

Pacnopenenenue
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C Genkamu 1a3Mbl CBSI3bIBACTCS MPUOIUZUTEHHO 95%'?3_1'?;1(]1%%%@“6@5@51%%&15@&51'&&#1}{ —

okonmo 30 n. Ilpuem [Imabepapma MB B no3e 60 mMr oamH pa3 B CyTKH OOecreuynBaeT
nojyepkanue 3¢ (HEeKTUBHON KOHIIEHTPAIIMH IIMKJIa3u/1a B TIa3Me KpoBu Ooliee 24 4acoB.

buotp aHC(bODMaI_[I/IH

[nmuknasun MeTabou3upyeTcs MPEUMYIIECTBEHHO B TIeUeHH. AKTHBHBIE METa0OIUTHI B TIIa3Me
OTCYTCTBYIOT.

DJIMMHUHALMS

['nmukma3ug BBIBOTUTCS, TJIABHBIM 00pa30M, IMOYKaMH, BBIBEICHHE OCYIIECTBISICTCS B BHIE
MeTabonuToB, MeHee 1 % BBIBOAMTCS MOYKaMU B HeM3MeHeHHOM Buje. [lepuos nomyBbiBeIeHUS
JIMKJIa31/1a COCTABIISIET B cpeiHeM OT 12 10 20 yacos.

q)aDMaKOKHHeTHqCCKaﬂ-d)aDMaKOI[I/IHaMI/I‘-IGCKaﬂ 3aBUCHUMOCTD

B3aumocBs3p Mexay npuHATON o030 (mo 120 Mr) u miomaapio noja (hapMakOKUHETHUECKON
KPUBOU «KOHIICHTPALIUS — BPEMsI» SBJISICTCS JIMHCHHOM.

Oco0ble IPVIIILI TAIUEHTOB

HauueHmbl NnOJ2HCUTI020 803pacma
Y IIanucHTOB ITOXKHJIOTO BO3pacTa HC Ha6monaeTc;1 CYHICCTBCHHBIX W3MEHEHHI

(bapMaKOKMHETHYECKUX ITapaMeTPOB.

5.3. JlaHHbI€e JOKJIUHUYECKOH 0e30MacHOCTH

JlokIMHUYeCKUEe JaHHbIE, OCHOBAHHBIE HA TPATUIIMOHHBIX HCCIEIOBAHUSX TOKCHYHOCTU U
T€HOTOKCUYHOCTH TPU MHOTOKPATHOM BBEJCHHH, HE BBISBIIIM CIEHU(UYSCKUX PHUCKOB IS
yesnoBeka. JonrocpoyHsie MCCIeNOBaHMS KaHIEPOTEHHOCTH HE TMPOBOJIMINCH. TepaToreHHbIX
3¢ (PEeKTOB B MCCIEOBAaHUAX HA KUBOTHBIX BBISIBJICHO HE ObUIO, HO MIPHU BBEICHUH 103, B 25 pa3
MPEBBIIIAIOIINX MaKCHMAIbHYI0 PEKOMEHIyeMYIo A03y JUIsl 4eloBeKa, HaOmroaanach Oosee
HHU3Kas Macca Teja IUIoJa. B mcciaenoBaHMsAX Ha JKMBOTHBIX HE OBLIO BEISBIICHO HETaTHBHOI'O

BJIWSHUA T'JIMKJIa3W1a Ha (bepTI/IJ'II)HOCTI) u perOJIyKTI/IBHBII\/’I IIOTEHIIUAJI.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcnoMorarebHbIX BelleCTB
I'mnpomennosa

[emr0s103a MUKPOKPUCTAIUINYECKAS
KpemHus nuokcuy KoJiouaHbIi

Marnus creapat

6.2. HecoBMecTHMOCTL
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R )

(NOCNEQCBATENEHOCTE 0002)

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh Ipu TemnepaType He Boite 25 °C.

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

[To 10 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY M3 IUJICHKM IOJMBUHUWIXJIOPUAHON U
(GoJIbru aJIFOMUHMEBOMN MEYATHOMN JIAKUPOBAHHOM. 3 MM 6 KOHTYPHBIX SYEHKOBBIX YIAKOBOK C
JIMCTKOM-BKJIAJBIILIEM B IIaUYKy U3 KapTOHA.

[To 15 TabneTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY M3 IUIEHKU MOJUBUHMWIXJIOPUIHOW M
(GoJIbry aNIOMUHHEBON ME€YaTHOM JAKUPOBAHHOM. 2 WM 4 KOHTYpHbIE SUEHKOBBIE YIIaKOBKH C
JIMCTKOM-BKJIQ/IBIIIEM B IIA4YKY U3 KAPTOHA.

He Bce pa3MEphI YIIAKOBOK MOT'YT OBITh AOCTYIIHBI JIA peaJIn3alluu.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 mpenmapara WJIH OTXO0A0B, TMOJYYEHHBIX TIOCJA€ NPHMEHEHUs!
JIEKAPCTBEHHOI0 MpenapaTa ujim padoTbl ¢ HUM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT. Bech ocTaBIIMiiCS JIEKapCTBEHHBIA MpemapaT M OTXObI
CICAYCT YHUYTOXKUTE B COOTBETCTBUHN C YCTAHOBJICHHBIMH HAllMOHAJIBHBIM 3aKOHOJATCIBCTBOM

TpeOOBAHUSIMU.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas @enepanus

000 «®APMAKOP ITPOJIAKIIIH»

197375, . Cankt-IlerepOypr, yiu. Penumiesa, 1. 14, k. 5, od. 247.
Tenedon: +7 (812) 677-89-82

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

OnekTponHas novra: pharmprod@pharmprod.ru

7.1. IIpeacTaBuTe/b AEPKATE/S] PETHCTPALMOHHOIO YA0CTOBEPEeHUs!

[Iperen3un noTpeOUTEIEN HAIPABIATE 110 APECY:

Poccuiickas @enepanus
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000 «®APMAKOP ITPOJIAKIIIH» (MOCNEOOBATENBHOCTS 0002)

197375, r. Cankr-IlerepOypr, yi. Penumiesa, a. 14, kopr. 5, od. 247
Tenedon: +7 (812) 677-89-82
dakc: +7 (812) 325-23-15

DnekTpoHHas rmoyra: safety@pharmprod.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHOM PEIMCTPAIIMM (IIOATBEPXJIEHUSI PETHCTPALIUMH,
MNEPEPETUCTPALINN)
JlaTta mepBoii perucTpanuu:

JlaTta mocneaHero noATBEPKACHUS perucTpauu (epeperucTpaimm):
10. JIATA IEPECMOTPA TEKCTA
OO0mass xapakTepucTUKa JieKapcTBeHHOro nmpemnapata J[luabepapm MB noctynmHa Ha

MH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHHKaIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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