COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 31.10.2023 N2 22076

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIOFO TIPEITAPATA 1004

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
I'IMKIIA3U]T BEJI®APM, 30 mr, TaGleTKH ¢ TPOJTOHTUPOBAHHBIM BBHICBOOOKICHUEM.
I'IMKIJIA3U]T BEJI®APM, 60 mr, TableTKH ¢ TPOJOHTUPOBAHHBIM BBHICBOOOXKICHUEM.

2. KAUECTBEHHBIN U KOJTUMYECTBEHHBIN COCTAB
JelicTBytol1€e BENIECTBO: TITUKIA3HU/I.

TJIMKJIA3SUA BEJIOAPM, 30 mr, TabJIETKU ¢ IPOJIOHTUPOBAHHBIM BBEICBOOOKIEHUEM

Kaxxnas tabnerka comepxut 30 Mr riaukiazuaa.
BcmomorarenbHbIe BEmIecTBa, HATMYHE KOTOPHIX HAIO YYHTHIBATH B COCTAaBE JICKAPCTBECHHOTO
npemnapara: Jaktosa (cm. paszgensi 4.3., 4.4.).

TJIMKJIA3SUA BEJIGAPM, 60 Mr, TabJIETKU € IPOJIOHTUPOBAHHBIM BEICBOOOXKICHHUEM

Kaxxnas tabnerka comepxut 60 Mr riaukiazuaa.
BcmomoratenbHbIE BEMIeCTBA, HATMYHE KOTOPBIX HAJNO YYHTHIBATH B COCTABE JICKAPCTBCHHOTO
npemnapara: Jakto3a (cm. paszaensi 4.3., 4.4.).

ITomHpIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBEACH B pa3Ciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TalneTku ¢ MPOJOHTMPOBAHHBIM BBICBOOOKICHUEM.

TJIMKJIA3ZUA BEJI®APM, 30 mMr, TabJIETKU € IPOJIOHTUPOBAHHBIM BEICBOOOXKICHHUEM

Kpyrnble mnockommivHapuyeckue TaOaeTKu Oenoro wid moutd Oenoro mBera ¢ (hackom.
JlomyckaeTcst Halnu4re MpaMOPHOCTH.

TJIMKJIA3ZUA BEJIGAPM, 60 Mr, TabJIETKH € IPOJIOHTUPOBAHHBIM BEICBOOOXKICHUEM

prTJ'ILIC IIOCKOIUIIMHAPUYICCKHC TabJIeTKU 0€JI0Tr0 MIIM IIOYTH OCIIOr0 oBETa C (I)aCKOf/'I n pHCKOﬁ.

JonyckaeTcss Hanu4ue MpaMOPHOCTH.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHUIO

[Tpenapar ['NIMKJIA3U]] BEJI®OAPM mnokaszan Kk NpUMEHEHHIO y B3pOCIBIX B Bo3pacTte oT 18 jer.
— CaxapHnblif Aua0eT 2 TUna Npyu HEAOCTAaTOYHON 3PPEKTUBHOCTH AUETOTEpANnH, (PU3NIECKUX
Harpy30K M CHH)KEHHUSI MacChl Tela.

— Ipo¢unakTuka ocioKHEHUH caxapHOro quadeTa 2 THIA: CHUKEHHE PUCKA MUKPOCOCYIUCTBIX
(aedpormarusi, pETUHOMATHS ) U MAaKPOCOCYIUCTHIX OCIOXHEHNN (MH(DAPKT MUOKAp/Ia, HHCYJIBbT) Y

ManucHTOB C CaXxapHbIM ,Z[I/Ia6eTOM 2 Tuma IMYTEM MHTCHCHUBHOI'O I''TUKEMHUYCCKOI'O KOHTPOJIA.
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4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHeHHs

PexxuM 103upoBaHus

Cytounas no3a nekapcrenHoro npemnapata ['JIMKIJIA3W]] BEJI®APM wmosxet coctaiars ot 30
1o 120 mr B oguH npuem. PekoMeHiyeMyro 103y UIMKIIa3uaa ciaeayeT NIpuHuMaTh BHYTpb, 1 pa3
B CYTKH, [IPEINOYTUTEIHHO BO BpEeMs 3aBTpaKa.

[Tpu mponycke ogHOro Wix 0ojee MPUeMOB IMperapara Hellb3si IPHHUMATh 00Jiee BBICOKYIO 103y
B CIICAYIOIINNA TIpUEM, OOBIYHYIO 03y CIENYeT NIPUHATH Ha CIEAYIOUIHHA JCHb.

Kak 1 B OTHOIIEHUH OPYTUX THIOTIIMKEMHYECKUX JIEKAPCTBEHHBIX CPEICTB, 03y Ipernapara B
KaXKIOM cily4yae HeOOXOAMMO MOAOUPATh UHANBUAYAIBHO, B 3aBUCUMOCTH OT T€PANleBTHYECKOIO
s dekra (KOHIIEHTPALINH TIIFOKO3bI KPOBH U TIIMKUpOBaHHOTO remorioouna (HbAIC)).

Jleuenue caxaproeo ouabema 2 muna

Hauanvnas 0oza

HauanpHas pexoMmeHiyemast 103a MIMKIa3uaa (B TOM YHCIIe /Ui MAallMeHTOB MOKUIIOT0 BO3pacTa
crapmie 65 ser) — 30 Mr B CyTKH.

B cinydae anexkBaTHOro KOHTPOJISL TJMKIA3WJ B OTOM J103€ MOXKET INPUMEHSATHCA JUIs
nojaaepkuBaronieil tepanuu. [Ipyn HeanekBaTHOM TNIMKEMHYECKOM KOHTPOJE CYTOUYHas [103a
TJIMKJIa31]1a MOKET OBITh MOCIe0BaTeNbHO yBenuueHa 10 60 mr, 90 mr unn 120 mr.
[ToBbilIeHNE 1031 BO3MOXKHO HE paHee, yeM uepe3 1 Mecsl| Tepanuu TIUKIa3uJOoM B paHee
Ha3HayeHHOU J03e. VICKItoueHne COCTaBiSIOT MalUeHThl, Y KOTOPhIX KOHILIEHTPALMs TIIOKO3bI
KPOBH HE CHU3WJIACh TOCI]IE 2 HeleNb Tepanuu. B Takux ciyyasx ao3a nmpenapaTta MOKET ObITh
YBEJIMUEHA Yepe3 2 HEAEIH T0CiIe Havalla IpUeMa.

MakcumanbHasi peKOMeHyeMasi CyTOUHasl 103a nperapara coctasisietr 120 mr.

1 Tabnerxka nekapcrBeHHoro mnpenapara [JIMKJIA3M]J] BEJI®APM, Ttabnerku c
IPOJIOHTUPOBAHHBIM BBICBOOOKAEHHEM 60 Mr, 3KBUBaJeHTHa 2 TabJeTKaM JIeKapCTBEHHOIO
npenapata [JIMKJIASWUJ[ BEJI®APM, TabieTku ¢ NpPOJOHTHMPOBAHHBIM BBICBOOOXKICHHEM
30 mr.

Hepexod C npuema 1eKkapcnmeerHroco npenapama, CO()@DJ!CCIW@ZO SAUKTIA3UO 6 00311])061('6 80 me na

aekapcmeennvi _npenapam  1TJTUK/ITA3UI] BEJIQAPM, mabremxu ¢ nNpoaoH2upo8annbim

gviceobocoenuem 30 me

1 Tabrnerka JeKapCTBEHHOTO TMperapara, COACPKAIIETo TIIUKIA3uI B J03UpoBKe 80 MI, MOXKET
ObITh 3aMeHeHa | Tabnerkoii nekapctBeHHoro npemnapara [ JIMKIIA3BU]] BEJI®APM, Tabnetku
C IPOJIOHTUPOBAHHBIM BbICBOOOKAeHHEM 30 mr. Ilpu mepeBose MalMEeHTOB C JIEKAPCTBEHHOTO
npernapara, COJEpJKallero MNMKIa3ua B no3upoBke 80 Mr, Ha JIEKapCTBEHHBIN Ipenapar
I'NIUKJIA3BU]T BEJI®APM, Tabnerku C MNPOJIOHTUPOBAHHBIM BBICBOOOXKIeHHEM 30 wmr

PEKOMEHAYCTCA TH.[&TGJ'II)HI)Iﬁ KOHTPOJIb I'N'TUKCMUH.
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npenapam I JIUKJTA3U]] BEJI®APM, mabaemxu ¢ npononcuposantbim eviceoboxcoeruem 30 me

u 60 me

JlexapctBennsiii mpernapatr [JIMKJIA3U]I BEJI®APM, TabGneTku ¢ NPOJOHTHPOBAHHBIM
BbIcBOOOXKIeHHEM 30 Mr u 60 Mr MOXKET NPUMEHSTHCS BMECTO JPYroro IMepopaibHOro
TUIIOTJIMKEMHYECKOT0 JIEKAPCTBEHHOIO Npenapara. [Ipu nepeBosie Ha JieKapCTBEHHBIN Ipenapar
[INKIJTA3W/L BEJI®APM MallUECHTOB, IIOJTY4aroLuX apyrue IIepOpaJIbHbIE
TUIIOTJIMKEMUYECKUE ITpenaparsl, CIe1yeT YUYUThIBATh UX 03y U MEPUOJ NOIyBbiBeAeHUsA. Kak
MIPaBUIIO, NIEPEXOJIHOTO MEepUoJia Mpu 3TOM He TpeOyerca. HauanbHas 103a JOMKHA COCTABISATh
30 Mr u 3aTeM JOJDKHA TUTPOBATHCA B 3aBUCHMOCTH OT KOHIICHTPALIUU TIFOKO3BI KPOBH, KaK
OIMCAHO BBILIE.

[Ipu 3aMeHe MPOU3BOAHBIX CYIb(POHUIMOUYEBUHBI C JIUTEIbHBIM MEPUOJOM MOTYBBIBEICHUS
nekapctBeHHbIM Tpenapatom [JIMKJIA3UJ] BEJI®APM Bo wu3bexaHue TUNOTIMKEMUH,
BBI3BAHHOU aJIMTUBHBIM 3(PPEKTOM JBYX THIIOTIMKEMHUYECKUX CPEICTB, MOKHO MPEKPATUTH MX
npueM Ha HECKOJbKO naHe. Hawanphas po3a nexapcrBeHHoro mpemapara [JIMKITA3U/L
BEJI®APM nipu 3TOM Takke coctaisieT 30 Mr 1 mpu HEOOXOUMOCTH MOYKET OBITh TTOBBIIICHA B
JaNbHEUIIEM, B 3aBUCIMOCTH OT TepareBTU4YecKoro 3ddexra.

KOM6MHMDO€LZHHI)ZIJ npuem ¢ dpvzum SUNOCIIUKEMUYECKUM 1eKaPCMBEHHbIM cpedcmeoM

JlexapctBennbiii npenapatr ['JIMKIJIA3UJ[ BEJI®APM MmoxeT npuMEHSThCS B COYETAaHHM C
OuryaHuaMu, HHTHOMTOpaMHu ajib(a-TIOKO3HU1a3bl HIIM HHCYTHHOM.

[Ipy HeagekBaTHOM TIJIMKEMHYECKOM KOHTpOJIE CIEAyeT Ha3HAYUTh JOMOJIHUTEIBHO
WHCYJIMHOTEPAIHIO C MPOBEJACHUEM TIIATEIILHOTO METUIIMHCKOTO KOHTPOJISL.

Ipoghunaxmuxa ocnoscnenuti caxapnozo ouabema 2 muna

Jnst AOCTUXKEHUSI THTEHCUBHOTO TIIMKEMHYECKOTO KOHTPOJISi MOXHO MOCTEINIEHHO YBEIUYUBATH
no3y nekapctBenHoro npenapara ['JIMKJIA3W]/] BEJI®APM no 120 Mr/cyTku B TOTIOTHEHHE K
nuere ¥ (GU3NIECKUM Harpy3kam J0 JOCTHKCHHs IeieBoit KoHientpamun HbAlc. Tlpu stom
HE0OXOMMO MPOBOJANTH MOHUTOPHHT PUCKA PA3BUTHS THIIOTIIHKEMHUH.

[Tomumo 3TOrO, K Tepamuu MOKHO J0O0aBUTH JPYTHE CpPEACTBA, HAmpUmep, METHOpPMUH,
UHTHOUTOP asb(]a-TIIIOK03UAa3bl, IPOU3BOIHOE THAZOIUINHINOHA UITH HHCYIIWH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmul nodxxcunoco 6o3pacma

Koppekuuu 10361 penapara aj1s MaueHToB crapiie 65 jet He TpedyeTcs.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Pe3ynbrarthl KIMHUYECKUX HCCIEIOBAaHUM TOKa3aJd, YTO KOPPEKIMH J103bl Mpemapara y

MalMeHTOB C TIOYEYHOM HEJOCTaTOYHOCTHIO JIETKOM W CpeaHed CTeNeHW He TpeOyeTcs.
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Tayuenmoi, omnocawuecs K 2pynne pucka pa3eumusi 2Uno2auKemMuu
— HEJIOCTAaTOYHOE UM HecOaJaHCUPOBAHHOE ITUTAHUE;
- TsKEJIbIe MJIH IJI0X0 KOMIIEHCHPOBAaHHbIE SHAOKPUHHBIE paCCTPONUCTBA — rUNO(pU3apHas U
Ha/IIIOYEYHUKOBAsI HEJJOCTATOYHOCTh, THIIOTUPEO3;
- OTMEHA TIIOKOKOPTHUKOCTEPOHIOB IOCIE WX UIMTEIBHOrO NpUeMa /WU TMpHeMa B
BBICOKHX JI033X;
- TsKeJIble 3a00J1eBaHMsI CEPACUHO-COCYIUCTOM CUCTEMBI — TsKeJlask ulleMudeckas 00JIe3Hb
cepla, TSUKENbIM aTepOoCKIIepO3 COHHBIX apTepuil, paclpOoCTpaHEHHBIH aTepOCKIEPO3.
VYV Takux MNalnUMeHTOB PEKOMEHIYeTCs HauyuHaTh TEepaluio ¢ MUHUMaabHOM 103b1 (30 Mr)
JIEKapCTBEHHOTO IIpernapara.

eTu
Jannbie 00 3¢ eKTUBHOCTH U O€30MaCHOCTH OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

BnyTps.

PexomeHyeTcst MpOryoTUTH 103y Ipenapara LeJIMKOM, HE Pa3KeBbIBas U HE U3MeJbyasl.

4.3. IlpoTuBONOKA3aHUSA

— ['unepuyBCcTBUTENBHOCT, K MIMKIA3UAYy  WIM K JPYTMM  [IPOU3BOJHBIM
Cynb(OHIWIMOYEBHHBI, MU K CyIb(aHUIaAMUIaM, UITH K JIFOOOMY U3 BCIIOMOTaTeJIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

— Caxapnslit tuaber 1 Tumna.

- JlnaGeTtndeckast mpeKomMa U KoMa, JUabeTUUeCKHil KeToaIu103.

— [loueynast HEIOCTATOYHOCTh TSDKEJIOM CTENEHU WM [E€YEHOYHass HEJ0CTaTOYHOCTb
TSDKEJION CTETeHH (B ATHUX CIy4asX peKOMEHYeTCsl IPUMEHSATh HHCYJIUH).

— [Tpumenenune MukoHa3oma (cM. pasznen 4.5.).

— bepeMeHHOCTh M TIEPHOJT TPYAHOTO BCKapMIiTUBaHus (cM. pasnen 4.6.).

— Bo3spact no 18 ner.

— HenepeHOCMMOCTb J1aKTO3bI, TE(UIMT JIAKTa3bl, [IIOKO30-TAIaKTO3HAs MaTbaOCcopOLusl.
4.4. OcoOble ykazaHusl M Mepbl NPEI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Toxwmiioil BO3pacT, HeperyJspHOe W/MIM HeCOATaHCHUPOBAHHOE IMTAHUE, HEAOCTATOUYHOCTh
II0K030-6-(ocdaTneruaporeHassl, TsKeNble 3a00J€BaHUS CEpPACYHO-COCYTUCTON CUCTEMBI,
TUIIOTHPEO3,  HAAMOYEYHUKOBAS  WIM  runodusapHas  HEJAOCTaTOYHOCTh,  IOYEYHAs
HEI0CTaTOYHOCTh JIETKOM M CpefHEH CTEeNeHM WIN MEeYEHOYHas HEJOCTAaTOYHOCTh JIETKOW M

CpC,I[HeI\/’I CTCIICHU, JJIUTCJIbHAas TCpalusa I'TFIOKOKOPTUKOCTECPOUAaMHU, aJIKOT'OJIN3M.
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Oco0nle yKazaHus

T'unoanuxemus

[Ipemapar MokeT OBITH Ha3HAYEH TOJILKO TEM NAIlMeHTaM, KOTOPbIC IMMHTAIOTCS PETYJISPHO
(Bkirouast 3aBTpak). OveHb BaKHO MOJJICPKHMBATH JOCTATOYHOE IMOCTYIUICHHE YIJICBOJOB C
NUIIEH, TaK KaK pUCK pa3BUTUS TUIOIVIMKEMUM BO3pacTaeT NpPH HEPEryasipHOM WU
HEJ0CTATOYHOM IMUTAHUH, a TAKXKE MIPH MOTPEOICHUH MUY, OSTHOM yriieBogaMu. [ umornmkeMust
yale pa3BUBACTCS MPU HU3KOKAJOPUUHOW JUETE, TOCIE MPOJOJKUTEIBHBIX WM YHEPTUYHBIX
buznyecKux HArpy3ok, IOcie YIOTPeOJeHHs] alKorojii WM MpPH IpUEeMe HECKOJIbKUX
TUIIOTJIMKEMUYECKHUX JIEKAPCTBEHHBIX IIPENApaTOB OJHOBPEMEHHO.

[Ipu mnpueMe NPOU3BOMHBIX CYAb()OHUIMOYEBHUHBI, B TOM UYHCIE U TJIUKIA3UAQ, MOXKET
pa3BUBaThbCsl TUIOTIUMKEeMHUs (cM. paszen 4.8.), B HEKOTOPBIX CIy4asX — B TSKEJIOH U
MPOJOHKUTENBHOM opMme, TpeOyroliel TOCIUTATIN3allid U BHYTPUBEHHOTO BBEJICHUSI pacTBOpa
[JIFOKO3bl B TEUEHUE HECKOIBKUX JTHEH.

Bo wm3bexanue pa3BUTHS THIIOTIIMKEMHH HEOOXOIWM THIATEIBHBIM WHIWBUIYATbHBIA MOAO0D
IpenaparoB M pexuMa JO3UPOBAHUS, a TaKXKe MPEJAOCTABICHUE TMAIMEHTY MOAPOOHBIX
MHCTPYKIUH.

[ToBbIIIEHHBIN PUCK PA3BUTHUS TUIOTIIMKEMUH MOXKET OTMEUATHCS B CIEAYIONINX CIy4asx:

— OTKa3 WM HECNMOCOOHOCTh MamueHTa (OCOOCHHO TOXXKWIOTO BO3pacTa) CJeaoBaTh
Ha3HAYCHMSIM Bpada U KOHTPOJIIUPOBATH CBOE COCTOSHUE;

— HEJIOCTATOYHOE U HEPEryjsipHOE€ NHUTaHUE, MPOIYCK NPHUEMOB MHUIIM, TOJOJAHHE U
M3MEHEHUE PALMOHA;

— nucOaiane MeXY (PU3MUECKON Harpy3KOl M KOJIMYECTBOM MPUHUMAEMBIX YTJIEBOJIOB;

— MoYeyYHast HeIOCTaTOYHOCTh;

— MEYEHOYHAsl HEIOCTATOYHOCTh;

— nepeao3upoOBKa TIIUKIA3UIa,;

— HEKOTOpBIC JHAOKPUHHBIC PAaCCTPOMCTBA: 3a00JIeBaHUS  IIMTOBHIHOW  JKEJE3bl,
runodu3apHas 1 HaMOYCYHUKOBAs HEOCTATOYHOCTD;

— COBMECTHOE IMPUMEHEHHE C HEKOTOPBIMM JIEKAPCTBEHHBIMU MpernaparaMu (CM. pasien
4.5.).

Iayuenmul ¢ napywenuem OyHKyuu nouex u neveHu

VY manueHTOoB € MEYEHOYHOW HEJOCTATOYHOCTLIO WM TSDKEJIOW CTEIEHBI0 ITOYEYHOU
HEJOCTATOYHOCTH MOTYT HM3MEHSTHCS (PapMakKOKMHETHYECKHEe W/WiM (hapMakoJAUHAMUYECKUE
napameTpbl riaukiazuaa. CocTosIHUE TUIOTIMKEMIH, PA3BUBAIOILEECS Y TAKUX MMALIMEHTOB, MOKET
OBITH JIOCTATOYHO MJIUTENbHBIM, B TaKWX CIy4dasX HEOOXOIMMO HEMEJIEHHOE IPOBEJICHUE

COOTBETCTBYIOLIEH TEPANHHU.
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Hnghopmayus ons nayuenmos

HeobxonuMo mponH(OpMUPOBATh MAIMEHTA, & TAKKE WICHOB €r0 CEMbU O PHCKE Pa3BUTHS
TUTIOTJIMKEMUH, €€ cuMnToMax (cMm. paszen 4.8.), yCloBHsIX, CIOCOOCTBYIOIIMX €€ Pa3BUTHIO, U
JICUCHUHU.

[TarueHTy HEOOXOIUMO PA3bSICHUTD BAXKHOCTH COOJTIOICHUS AUEThI, HEOOXOAMMOCTh PETYIISPHBIX
(U3HYECKUX HATPY30K U PETYISIPHOTO KOHTPOJISI KOHIIEHTPAIIMH TIIFOKO3BI B KPOBH.

Tlayuenmoi ¢ HeOOCMaMOUHBLIM 2NUKEMUYECKUM KOHMPOTIEM

Ha rimkemuueckuil KOHTPOJb y MAI[MEHTOB, IMOJYYAIOIIUX TEPANUI0 THIOTJIMKEeMUYECKUMU
CpPEICTBAMHU, MOXET BIMITH CIEAYIOUIee. COBMECTHBII IpueM MpernaparoB 3BepooOos
npoasipsisaeanoro  (Hypericum perforatum) (cm. pasgen 4.5.), nuxopajaka, TpPaBMBI,
WH(EKIIMOHHBIC 3a00JICBaHUSI WJIH XHPYPTHUSCKHE BMENIATENbCTBA. [IpU JaHHBIX COCTOSHUSX
MO>KET BO3HUKHYTh HEOOXOIUMOCTh B HA3HAUEHUU UHCYIIHUHA.

Y MHOrux nanueHToB 3(pPEeKTUBHOCTD MEPOPATBLHBIX THIIOTTTUKEMUYECKUX CPEICTB, B TOM YHCIIE
[JIMKJIA3K]1a, IMEET TCHICHIINIO K CHUKCHHIO ITOCIIE TIPOAOKUTEIBLHOTO TIEPHOa JICUCHUS. DTOT
ekt MOoxeT ObITh OOYCIIOBJICH Kak MPOTPECCHPOBAHUEM 3a0OJICBAaHUS, TaK M CHIDKEHUEM
TEparneBTUYECKOT0 OTBeTa Ha mpemnapaT. JlaHHbI (eHOMEH UW3BECTeH KaK BTOpPHYHAs
JIEKapCTBEHHAs PE3UCTEHTHOCTh, KOTOPYIO HEOOXOAMMO OTJIMYATh OT MEPBUYHOMN, MPU KOTOPOH
JICKapCTBEHHBIN TpernapaT yKe MpH NMEepPBOM HAa3HAYCHUU HE JAeT OXKUIAAEMOTO KIMHHYECKOTO
apdekra. Ilpexae UYeM AUATHOCTHPOBATH Y TAIMEHTa BTOPHYHYIO JIEKAPCTBECHHYIO
PE3UCTEHTHOCTh, HEOOXOAUMO OLIEHUTH aIEKBATHOCTh MOAOOpa 03Bl U COOMIOACHHE MAIUEHTOM
MpeINuCaHHON JUETHI.

Jlucenuxemus

Coob6manock 00 U3MEHEHHUSIX KOHIIEHTPAIIUU TIIOKO3bl B KPOBH, BKJIFOUAsl KaK THUIIOTJIMKEMHUIO,
TaK U TUNEPTIIMKEMHIO, Y TIAIIHEHTOB C CaXapHbIM TuabeToM 2 THIa, COBMECTHO MOIYYaAIOUINX
Tepanuio GTOPXUHOIOHAMH, 0COOEHHO Y MAIIMEHTOB MOXKUIIOTO Bo3pacTa. Takum oOpa3om, BceM
MarMeHTaM, OJHOBPEMEHHO NPUHUMAIONINM TIIMKIA3H W (PTOPXUHOJIOHBI, PEKOMEHIYeTCs
MIPOBOIMTH TIIATEIHHBI MOHHTOPHHT KOHIICHTPAITUH TITFOKO3bI B KPOBH.

Jlabopamopnuvie mecmoi

Jis  OlEHKHM TJIMKEMHYECKOTO KOHTPOJISI PEKOMEHIYeTCS pPErylspHOe OmpeesieHue
KoHieHTpaud HDAIC wau KOHIEHTpamuu TJIFOKO3bl B BEHO3HOW KpPOBM HaToIak. Takke
1eJIeCO00Pa3HO PETYIIIPHO MPOBOTUTH CAMOKOHTPOJIb TITHKEMUH.

[TpousBoHBIE CYyTB()OHUIMOYEBUHBI MOTYT BBI3BATh T€MOJIMTHYECKYIO aHEMUIO y TIAI[UEHTOB C
neUIUTOM TITI0K030-6-hocdarnerunporeHassl. [I0CKOIbKY TIUKIA3U SABISETCS TPOU3BOTHBIM
CyIb(HOHIWIMOYEBHHBI, HEOOXOAUMO COOMIOAATH OCTOPOKHOCTD MPH €r0 Ha3HAYEHUU MallueHTaM

¢ nedurmuToMm TIIOK030-6-pocharmernaporenazpl.  CremyeT paccCMOTPETh  BO3MOXKHOCTH
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IHayuenmor ¢ nopghupuetl

Omnucanbl cnydan 000CTpeHUs: MOPPHUPUU TIPH TPUMEHEHUU HEKOTOPBIX APYTUX MPOU3BOTHBIX
Cynb(OHIWIMOYEBHUHBI Y TAIIUEHTOB C TOPGUPUEH.

Bcnomocamenvnvie sewecmea

JlexapcrBennsiii penapat ['JIMKIJIA3U/] BEJI®APM conepxut nakrosy. [laruentam ¢ peako
BCTPEUAIOIICICS HACIEICTBEHHOW HEMEPEHOCHMOCTBIO TaTaKTO3bl, NEQUITUTOM JIAKTa3bl JIoapen
WM TJII0K030-TAJIaKTO3HOM MalibabcopOluel He clieyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenaparaMM W JApyrue BHAbI
B3aUMO/1eHCTBUSA

HDCHaDaTI)I 1 BCHIICCTBA, CHOCO6CTBVIOHII/IG YBCIHMYCHHUIO PUCKA PAa3BUTHUA THITOTTIMKCMHH

CosmecmHoe npumenerue NpoOmuoNOKa3aAHo

Mukona3on (Ipu CUCTEMHOM BBEACHHHM M TPU HAHECEHUU Telisl Ha CIM3UCTYI0O O0OJOUKY
MOJIOCTH PTa): YCHUJIMBAET TUIOTJIMKEMUYECKOE NIEUCTBHE TUIMKJIa3uja (BO3MOXKHO pa3BUTHE
TUTIOTJIMKEMHUH BIUIOTH JI0 COCTOSTHUSI KOMBI).

Kombunayuu, ne pexomenoyemvie Kk npumMeHeHUu0

®eHnJI0yTa30H (CUCTEMHOE BBE/ICHUE): YCHINBAET TUIOTIIMKEMUYECKHU YPPEKT MPOU3BOIHBIX
CyNb(OHUIMOYEBUHBI (BBITECHSET WX U3 CBSI3M C O€JIKaMU TUIa3Mbl W/WIU 3aMEIJIsieT HX
BBIBEJICHUE U3 OPTaHU3Ma).

[IpeanoutuTenbHee  MCHOJB30BaTh  JAPYrod  MPOTMBOBOCHAJIWTEIBHBIM  Mpemnapar WU
NpeIynpeanTh NalleHTa O PUCKE PA3BUTUS TUIIOTIMKEMUU U OOpaTUTh BHUMAaHUE Ha BaXKHOCTh
CaMOKOHTPOJIsI KOHIIEHTPALIMH TJIFOKO3bI B KpOBU. [Ipy HEOOX0IUMOCTH 7103y TJIMKIa3U/a CIEAyeT
KOPPEKTUPOBATh BO BPEMsI IIpHeMa MPOTUBOBOCHIATUTEIHHOTO MperapaTa 1 Mociie €ro OTMEHBI.
JTaHOJ: YCUIMBAaET THUIOTIMKEMHUIO, WHTHOUPYS KOMIIGHCATOPHBIE PEAaKIUU, MOXKET
CIocoOCTBOBATh Pa3BUTHIO THUMOTIMKEMUYECKOH KOMbI. HeoOxoIMMo OTKazaTbCs OT Mpuema
JIEKapCTBEHHBIX CPEJICTB, B COCTaB KOTOPHIX BXOJIUT ITAHOJ, M YIOTPEOICHHUS aTKOTOJISI.
Couemanue npenapamos, mpebyroujee 0co6020 BHUMAHUS U OCMOPOHNCHOCMU

Crnenyronue JeKapCTBEHHBIE CPEICTBA MOTYT YCHIMBATh THUIOTTUKEMUYECKUH JPheKT u
CIOoCcOOCTBOBATH PA3BUTHUIO THIIOTIIMKEMUU: JPYTrUe TUIOTIMKEMHUECKHUEe Tpenaparsl (MHCYIHH,
akap0o03a, MeThOPMHUH, THA3OJIHIUHINOHBI, HHTUOUTOPHI JAUMCTITHIWIICITAIA3bI-4, arOHUCTBI
peLenTopoB I'TII-1); Oera-apeHo0I0KaTOPHI, ¢baykoHa307; MHTHOUTOPBI
aHTHOTEH3WHIpeBpaiiamnero  ¢GepMeHTa (KanTompwi, OdHamampuia);  Onokaropel  Ho-
TUCTAMHHOBBIX  PEIENTOPOB;,  WHTUOUTOPHl ~ MOHOAMHMHOOKCHUAA3bl;  CYJIb(aHHIAMUIbL;
KJIAPUTPOMHUIIMH W HECTEPOUTHBIC TPOTUBOBOCIIAIUTEIBHBIC MPEIapaThl.

IIpemapartsl, CHOCO6CTBVIOIHI/I€ YBECIMYCHHIO KOHIICHTPpAIUH I'TFOKO3bI B KPOBHU
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Kombunayuu, ne pexomenoyemvle K npumeHeHui0

JMana3zon: oOnamaer nuabetoreHHbIM d¢dekToM. B ciaydae, ecnmu NpPUMEHEHHE JTaHHOTO
npernapara Heo0X0IMMO, TTAIMEHTY PEKOMEHIyeTCsl 00paTUTh BHUMaHUE HAa BAYKHOCTh KOHTPOJIS
KOHIICHTPallMK TJIOKO3bl B KpOBHM M Mode. [Ipu HE0OXOAMMOCTH COBMECTHOIO IpHEeMa
npenapaToB, PEKOMEHIYETCs TOI00P J03bI TUITOTIIMKEMUYECKOTO CPEJICTBA KaKk BO BpeMsl IpreMa
JlaHa30J1a, TaK U TOCJIE €ro OTMEHBI.

Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUS U OCIOPOXCHOCTU

XyopnpomMasuH (HEHpPOJIENITHK): B BBICOKUX Jn03ax (Oosee 100 Mr B CyTKH) YBEITUYHBACT
KOHIICHTPAIIMIO TJIOKO3bl KPOBU, CHWXKAs CEKpeuuto HHcynuHa. OO0 3TOM HEOOXO0IUMO
OpeAyNpeUTh MalMeHTa W OOpaTHUTh BHUMAaHHE Ha BaXHOCTh KOHTPOJS Tiukemuw. [lpu
HEOOXOJMMOCTH  COBMECTHOTO MpUEMa  [pernapaToB, PEKOMEHAYeTCs MoJa00p 03Bl
THITOTJIMKEMHYECKOTO CPEICTBA, KaK BO BpeMs ITPHEeMa HEWPOJICTITUKA, TaK U TOCIIE €r0 OTMEHBI.
[ II0KOKOPTHKOCTEPOUABI (CHCTEMHOE U MECTHOE NMTPUMEHEHHE: BHYTPUCYCTABHOE, HAKOXKHOE,
PEKTaIbHOE BBEACHHE) W TETPAKO3AKTHA: IOBBIIIAIOT KOHIICHTPAIMIO TJIIOKO3bI B KPOBH C
BO3MOXKHBIM Pa3BUTHEM KeTo3a (CHHXKCHHME TOJIEPaHTHOCTH K yriieBoaam). HeoOxomumo
IpeIyNpeUTh MalMeHTa 0 HEOOXOAMMOCTH TINATEILHOTO TIIMKEMHUYECKOT0 KOHTPOJISl, 0COOCHHO
B Havase JeudeHUs. [Ipu HEOOXOJMMOCTH COBMECTHOTO TMpHEMa TpEenapaToB MOXET
noTpeboBaThCs KOPPEKIMs 03Bl THIOTIIMKEMUYECKOTO CpEeJCTBA Kak BO BpeMs IpHeMa
TIIIOKOKOPTHKOCTEPOU/IOB, TaK U TOCIIE UX OTMEHBI.

Putonpun, canb0yramoJi, TepOyTaganH (BHYTPUBEHHOE BBEJICHHUE): OeTa-2 aJipeHOMHUMETHUKU
CHOCOOCTBYIOT MOBBIIICHUIO KOHIICHTPAIIUH TIFOKO3bI B KPOBH.

HeobxoauMo 00paTuTh BHUMAaHKE MAIMEHTa HA BaKHOCTh KOHTPOJISI KOHIIEHTPAIIUH TJIFOKO3bI B
KpoBH. [Ipy HEOOXOIMMOCTH PEKOMEH/TYETCS TIEPEBECTH TAIIMEHTa HAa HHCYJIHHOTEPAITHIO.
IIpenapatsl 3Bepodosi mpoabipsiiaennoro (Hypericum perforatum): skcro3uitust rinkiIasuaa
CHIDKaeTcs Ha (pOHE COBMECTHOTO MPUMEHEHHS C IMpernaparaMu 3Bepo0O0si MPOJIBIPSBICHHOTO.
Heo6xoanmMo 0OpaTHTh BHUMaHUE MAlMEeHTa Ha BAKHOCTh KOHTPOJIS KOHIICHTPAIIUHU TIIFOKO3bI B
KPOBH.

[IpenapaThl, KOTOPbIE MOTYT BBI3BIBATH JIUCTIUKEMHIO (M3MCHEHUE KOHIICHTPAIIUU TIIOKO3bI B

K[}OBI/I!

Couemanue npenapamoe, mpeéy;ou;ee 000020 BHUMAHUS U OCmoposHcCHOCMuU

(I)TOPXHHOJIOHI)I: B Cjiyda€ COBMECTHOI'0 InpueMa TIJIHUKIazuaa u (bTOpXI/IHOJ'IOHa IMaIMCHTHBI
JOJIXKHBI OBITh npeaynpekKJIaCHbl O PHUCKC pPa3BUTHA IOUCTIIMKCMHUHW U O BAXHOCTU KOHTPOJIA
KOHIICHTPAIUHX I''TFOKO3bI B KPOBU.

Coueranus npenapaTos, TD66VIOHII/IC BHUMAaHUA

AHTHKOATYJASHTBHI (Hanpumep, BapdapuH): TPOUZBOAHBIC CYIb()OHMUIMOYEBUHBI MOTYT
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KOPPEKIHs O3Bl aHTUKOATyJISTHTA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

bepeMeHHOCTB

[Ipumenenne TMKIIa3yuIa BO BpeMs OEpeMEHHOCTH IPOTHBOIIOKA3aHO.

JlaHHbIE O TPUMEHEHHMHU TIIIMKIA3UJa y OCpEeMEHHBIX OTCYTCTBYIOT HJIM OTPaHMYCHBI (MEHeEe
300 ucxomoB OepeMEHHOCTH), TaK)K€ KaK OrpaHUYEHbl JAaHHBIE O NPUMEHEHHU JAPYIHX
HPOU3BOAHBIX CYIb()OHUIMOUEBUHEI.

HccnenoBanus penpoayKTHBHOW TOKCHYHOCTH HA JKUBOTHBIX HE CBHICTEIBCTBYIOT O HAJIMYUH
TEPaTOTeHHBIX YPPEKTOB.

JUist CHWKEHHsI pHCKa BPOXICHHBIX IOPOKOB, CBSI3aHHBIX C HEKOHTPOJIHPYEMBIM CaxapHBIM
abeToM, cIeqyeT JOCTHYh HOPMOTJIMKEMUH JI0 3a4aTHS.

[lepopasnbHble THIIOTIMKEMHYECKHE Ipernaparsl B IMEpUOJ OEpEeMEHHOCTH HE MPUMEHSIOTCS.
WHCynuH sBISeTCS TpernapatoM BBIOOpA IS TEpaluu caxapHOro auadera y OepeMEHHBIX.
Pekomenmyercss 3aMeHUTh TpPUEM MEPOPATBHBIX THIOTTUKEMHUYECKUX TIpernapaToB Ha
MHCYJMHOTEPAINIO: WIN 3apaHee — B Cilydae IUIAHUPYEeMOil OepeMEHHOCTH, WIHM Cpasy Iocie
BBISIBIICHHS] O€PEMEHHOCTH.

Jlakranms

JlaHHBIE O TPOHUKHOBEHUM TJHKJIA3HMIa U €ro METa0OJHTOB B TPYAHOE MOJIOKO YeJIOBEKa
oTCyTCTBYIOT. [IprHUMast BO BHUMaHHE PUCK PAa3BUTUSI HEOHATAIbHON TMITOTIIMKEMHUH, B TIEPUOT
TPYJHOTO BCKapMJIMBAHHS npueM npemnapara IPOTHBOIIOKA3aH. Puck  nus
HOBOPOXXKJICHHBIX/MJIaJICHIIEB HE MOXKET OBITh NCKITFOUEH.

DdepTUabHOCTD

HccnenoBanust penpoyKTHBHOM TOKCUYHOCTH Ha KpbICax 000€ro roJia He MoKa3alu BIUSHUS Ha
(epTHIIBHOCTD WM PENPOTYKTUBHYIO (DYHKIIHIO.

4.7. BuusiHue Ha CIOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CpPeACTBAMH M padorarh C
MeXaHM3MaMH

['mukna3ug He OKa3bIBAaeT MIIM OKa3bIBaET HE3HAUUTENIbHOE BIUSHHE HAa CIOCOOHOCTH YIPaBIIsATh
TPAHCIIOPTHBIMU CPEACTBAMU U MEXaHU3MAMU.

B cBs3M C BO3MOXHBIM pPa3BUTHEM TMIOIIIMKEMHUH NPU NMPUMEHEHHH TVIMKJIA3Wa MalUeHTHI
JIOJI’KHBI OBITH OCBEJJOMJIEHBI O CUMIITOMAX TUIIOTJIMKEMHUH U JIOJKHBI COOTIOAaTh OCTOPOKHOCTD
BO BpeMs YIpaBJIEHUs] TPAHCHOPTHBIMHM CPEACTBAMHU WJIHM BBINOJHEHHsS paboThl, TpeOyromei
BBICOKOM CKOPOCTH (PU3UUECKUX U TICUXUUECKUX PEaKLUi, OCOOCHHO B Havaje Teparuu.

4.8. HexkennaTeibHbIe peakunu

Pesrome mpoduist 6e3onacHoOCTH
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T'unocnuxkemus

Haubonee yacToil HexkenareabHONU peakluel, CBI3aHHOM ¢ IPUMEHEHUEM IIMKIAa3Uaa, SBISETCS
TUIIOTTIUKEMUSL.

Kak u papyrue mnpemapaTbl TIpymnibl Cylb()OHWIMOUEBUHBI, IJIMKIA3UJ MOXET BbI3bIBAThH
TUIOTJIMKEMHIO B CIlydae HEpPEryJsipHOrO TpUeMa NHUIMM U OCOOEHHO, €CIM NpUeM MUIIU
nponyueH. Bo3MoKHbIE CUMITOMBI THUIIOTJIMKEMHUU: TOJIOBHAs 00Jb, OLIYIIEHHE CUJIBHOIO
rojoia, TOUIHOTA, pPBOTA, IOBBIIIEHHAs YTOMJISIEMOCTb, HapyLICHHE CHa, BO30YXIEHHE,
arpecCuBHOCTb, CHIDKEHUE KOHLIEHTPAllMM BHMMaHUS, 3aMEIJIEHHAas peaklus, JeNpeccus,
CIYTaHHOCTh CO3HAHHs, HapylIeHHWE 3peHUs W peud, adasus, Tpemop, Mmapesbl, CEHCOpPHBIC
paccTpoicTBa, TOJMOBOKPYKEHHE, ONIYIIEHHE OECIIOMOIIHOCTH, TOTEepsi CaMOKOHTpOJIsA, Opern,
CYJOpOTH, IOBEPXHOCTHOE JbIXaHUE, OpaJAuKapAus, COHJIMBOCTb MU TIOTEpsS CO3HAHUS C
BO3MOYKHBIM Pa3BUTHUEM KOMBI, BIUIOTH JI0 JIETAJIbHOTO UCXO0/A.

Takxe MOryr OTMEUaThCsi aJPEHEPIHMYECKUE KOMIIEHCATOPHBIE PEAKIMHU: MOBBILIEHHOE
MOTOOTJICIICHNUE, <JIMIKas» KOXa, TPEBOXKHOCTb, TAaXUKap/AWs, IOBBILIEHHE apTEpUAIbHOIO
JIaBJICHUs], OLYLIIEHUE CepALleOMEeH s, apUTMHUS U CTEHOKAP/IUS.

Kak mpaBuio, cMMOTOMBI THIIOTJIMKEMHUH KYMUPYIOTCS NMPHUEMOM YIieBoJoB (caxapa). Ilpuem
caxapo3amenureneil HeapdextuBeH. Ha Qone apyrux npousBOAHBIX CYIb()OHUIMOUYEBUHBI
OTMEYAJIUCh PELIMIUBHI TUITOTJIMKEMHUH TOCJE YCIEIIHOTO €€ KYITHPOBAaHHUS.

[Tpu TsKETOM WM JJIUTENBHOM SIU30/€ THIIOTIMKEMUH NT0Ka3aHa HEOTJIOKHAST MEAULIIMHCKAs
MIOMOIIlb, BO3MOXKHO, C TOCIIUTAIN3aUeH, JaXke TPH HANU4YUK 3G deKTa OT preMa yrieBoJI0B.

Onucanue OTACIBHBIX HCXKCITATCIbHBIX DeaKIII/Iﬁ

Hapywenus co cmoponbl Kposu u Ium@amuyeckol cucmemsl: TEMATOIOTUISCKAE HAPYIICHHS
(aHeMus, JeMKOMEeHHs, TPOMOOIMTONEHHS, TPAHYJIOIMUTONEHUs) pa3BUBAIOTCS peako. Kak
MPABUIIO, OTH SBJICHUS OOpATHMBI B CIIy4ae MPEKPaIeHUS TePATTHH.

Hapywenus co cmoponvl opeana 3peHus: MOTYT BO3HUKATh TPEXOMAIINE 3pUTEIHHBIC
paCCTpOfICTBa, BBI3BAHHBIC M3MCHCHHUEM KOHICHTpAaUOWMN TJIFOKO3bI KPOBH, 0COOEHHO B Hayaje
Teparnuu.

Kenyoouno-kuweunwvle Hapyuienus: 601b B )KUBOTE, TOIIHOTA, PBOTA, TUCIICTICHSL, AUAPEs], 3aI0P.
[Ipuem mnpemapara BO BpeMs 3aBTpaka IO3BOJIIET M30€KaTh OSTUX CUMIOTOMOB WU
MHWHUMH3UPOBATH UX.

Pexxe oTMeuaroTcs crneayronme HexkenaTelbHbIe PEaKIuu:

Hapywenua co cmoponvl neueHu u #cenuesvbi8o0Awux mnymeii. TOBBIILICHHE AaKTUBHOCTU
MEYCHOYHBIX ()epPMEHTOB (acrapTaTaMUHOTpaHC(Epa3bl, ATAHKHHAMUHOTpaHC(Eepasbl, MICITOTHOM

docdaraspl), rematutr (eAUHUYHBIC ciiydan). [Ipy TOSBIEHWH XOJECTATUYECKOW IKENTYXH
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HEO0OXOUMO MPEKPATUTD TEPAITUIO.

OTH ABICHUS OOBIYHO OOpPATHMBI B CIIydae MPEKPAIEHUS TePaIuu.

Hapywenusa co cmopoHuvl Kodcu u NOOKONCHBIX MKaHell: KOXKHAsL ChIllb, 3yJ, KPaluBHULA, OTEK
KBuHKe, spuTemMa, MaKyJonamyjie3Has Chillb, OyJuie3Has Chillb (Takue Kak cuHapoM CTuBeHca-
JI>KOHCOHA, TOKCUYECKHUH SMUIepMalIbHBIN HEKPOJIU3 M ayTOUMMYHHbIE OyJUIe3HbIC HAPYILICHNMS)
M, B HCKIIOYUTEIBHBIX CIIy4asX, JIEKAPCTBEHHAS CHIIb C DJO3WHOPWIMEH ¥ CHUCTEMHOU
cumrnromatukoid (DRESS cunapom).

Kinacc-cnenuduanpie 3ddekTsl, mpucyime Tpou3BOAHBIM CYIb()OHMIMOYEBUHBI: Ha (oHE

npruemMa Ipyrux MpOU3BOAHBIX CYJb()OHUIMOUYEBHHBI OTMEUAIUCH CIIEIYIOIUE HeXelaTeIbHble
ABJICHUS: DPUTPOLMTOINCHMS, AarpaHyJOLUTO3, TE€MOJUTUYECKas aHEMHMs, IIaHIUTOIICHMUS,
QIJICPTUYECKU BaCKYIJIUT, TUTIOHATPUEMHS, TTOBBIIIEHNE aKTUBHOCTH TIEYCHOYHBIX (DEPMEHTOB,
HapyleHue (yHKIUM Ie4eHU (HampuMmep, C pa3BUTHEM XOJecTa3a M JKeJITyXH) U TenaTwr,
IPOSIBJIIEHUE KOTOPBIX PErpeccUpOBalIO MOCIE OTMEHBI MIPENapaToB Cylb()OHUIMOUYEBHHBI, HO B
OTIENBHBIX CIYYasX MPUBOIIIIN K )KU3HEYTPOXKAIOLIEMY HAPYIICHNUIO (DYHKIMH TICUYCHH.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHO co0o011aTh 0 MOI03pEBaeMbIX HEXKEIATSIBHBIX PEAKIUAX ITOCTIE PErUCTPAIIMH IIpernapara ¢
[EeNbI0 O0ecleueHus] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PHUCK»
JICKapCTBEHHOTO TIpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHyeTCs COOOIaTh O JIFOOBIX
M0JI0O3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernaparta depe3 HalMOHAIbHBIE
CHUCTEMBI COOOIIEHUsI O HEXKeJIaTeNbHBIX pPEaKIUsIX TOoCyAapcTB — uJIeHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a:

Poccuiickas ®@eoepayus

109012, r. MockBa, CrnaBstHCKasl IUIOIIa b, 1. 4, CTp. 1

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Ten.: +7 (800) 550-99-03

E-mail; pharm@roszdravnadzor.qov.ru

Wurepuert-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHMIITOMBI

[Ipu nepeno3upoBKe MPOU3BOIHBIMU CYIb()DOHUIMOYEBUHBI MOXKET Pa3BUTHCS TUIIOTJINKEMUSI.
[Ipn BO3HMKHOBEHHMH yMEPEHHBIX CHMIITOMOB THIOTJIMKEMHH 0€3 HapyIIeHUs CO3HAHUS WU
HEBPOJIOTUYECKON CUMOTOMATHKHU CJIEAYET YBEIIMYUTh MPUEM YIJIEBOJIOB C MUIIECH, YMEHBIIUTh
03y Tpenapara W/WIM U3MEHUTh nueTy. [lpucrtambHOoe MEAMIIMHCKOE HaONIOIeHHE 3a
COCTOSIHMEM IaIMEeHTa JOJDKHO MPOJOKATHCS 10 TEX TOp, MOoKa He OYJIET YBEPEHHOCTH B TOM,

YTO €T0 3I0POBBIO HUYTO HE YIPOKAET.
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CyloporaMyd WJIM JPYTUMH HEBPOJOTMYECKUMU HapylleHusMu. Ilpu TOSBIEHUM TaKuUxX
CUMIITOMOB HEOOXOJMMO OKa3aHWE CKOpPOW MEIUIMHCKOH TMOMOIIM C HEMEIJICHHON
TOCHHATAIA3AIACH.

Jleuenue

B ciyuae runorimkeMu4eckoil KOMbl WM MMOJO3PEHUHN Ha HEe MAlMEHTY BHYTPUBEHHO CTPYHHO
BBOJAT 50 M1 20-30 % pacTBOpa IJIFOKO3bI. 3aT€M BHYTPUBEHHO KarelbHO BBOIAT 10 % pacTBop
[JIIOKO3bl I TOJJIepKaHUsS KOHIEHTPAllMU TJIIOKO3bl B KpoBU Bhimie 1 r/m. HeoOxomumo
MPOBOAMTH TIIATEJIbHBIN KOHTPOJIb KOHLIEHTPALMHU ITFOKO3bI KPOBH M HAOJIOICHHE 3 MAIIUEHTOM.
B 3aBucuMocTH OT COCTOSIHUSI TAIlMEHTa JICUalldid Bpad peIiaeT BONPOC O HEOOXOAMMOCTH
JaTbHEHIIIET0 HAOII0ACHHUS.

I[I/IaJ'II/IS HCS(I)@)CKTI/IBCH BBUAY BBIPA)XCHHOT'O CBA3bIBAHUA TJIMKIIa3nJa C OeaKaMH I1a3MBL.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOiicTBA

dapmakoTepaneBTHUECKass Ipylna: mOpenapatsl Ui JIEYEHHMs  caXapHOro  Juadera;
TUIOTTIMKEMUYECKHE MTPenapaThl, KpOME MHCYIMHOB; IPOU3BOIHBIE CYJIb()OHMIMOYEBUHBI.

Koxg ATX: A10BB09

Mexanusm neiicTBus

['mukna3un sBIsSETCS MPOU3BOIHBIM CYNIb(OHUIMOUYEBUHBI, TUMOTIMKEMUYECKUM IIpernapaToM
Ul TpUeMa BHYTPb, KOTOPBIM OTJIMYAETCA OT AaHAJIOTWYHBIX IIPENapaTroB HamuyueM N-
COJZIEPKAIIETO TETEPOLUKINYECKOI0 KOJIBIIA ¢ YHIAOIMKINYECKON CBA3BIO.

['mukmasuy CHUXKAET KOHIEHTPAIUIO TIIFOKO3bl KPOBU, CTUMYJIHMPYS CEKPEUMIO WHCyIWHA [3-
KJIETKaMHU OCTpOBKOB JlaHrepranca. [1oBbllIeHHME KOHIEHTPALMH ITOCTIIPAHANAIBHOTO UHCYJINHA
u C-nentuia cCOXpaHseTcs Mnocie 2 JeT Tepanuu.

[ToMuMoO BIMSTHUS HA YTIAEBOAHBIM OOMEH TIMKIIa3U] OKA3bIBAET T€MOBACKYIISIpHBIE 2 (HEKTHI.

dapmakoanaammudeckne YO HeKTol

Bnusinue Ha cexpeyuio uncyiura

[Tpu caxapHom auabere 2 TUMA TIUKIA3H]] BOCCTAHABIUBACT PAaHHHI MUK CEKPEIIUU UHCYJIMHA B
OTBET Ha MOCTYIJICHHE TJIFOKO3bI U YCHIIMBAET BTOPYIO a3y CeKpeluy HHCYIHHA. SHAYUTETbHOE
MOBBIIIEHUE CEKPEIMH HWHCYJIMHA HAOJII0MaeTCs B OTBET HAa CTHMYIIAIUIO, OOYCIOBICHHYIO
MIPUEMOM TTHUIIU WU BBEIICHUEM TITFOKO3BI.

T'emosackynapuvie s¢hghexmot

[uKIa3ua CHUYKAET PUCK TPOMOO30B MEIKUX COCY/IOB, BIIMsSS HAa MEXaHHU3MbI, KOTOPbIC MOTYT

oOyclaBnuBaTh pPa3BUTHE OCJIOXKHEHHM TMpH caxapHOM JaualdeTe 2 THUMNA: YaCTUYHOE

12



COOTEBETCTEBYET =
ot 31.10.

WHTUOMPOBAHKME arperanvv W aJre3ud TPOMOQIIUTOB 'I«PEH:M;H%‘;LHEE KJ]—E.QEH)&III/ITI/F &;aK%ODOB

Y OTUETY

aKTuBauu TpoMmOOmMTOB (Oera-TpoMOOrinOOynuHa, TpomMOOKcaHa Bp), a Takke Ha
BOCCTaHOBJICHHE (UOPUHOIUTUYECKON AKTHBHOCTU COCYJUCTOTO SHJOTENUS U TOBBIIICHHUE
AKTUBHOCTH TKaHEBOT'O aKTUBATOPA IJIA3MUHOTEHA.

VHTEHCUBHBIA TJIMKEMUYECKUH KOHTPOJb, OCHOBaHHBIA Ha TNPUMEHEHHHM TJIHMKJIA3HMaa
(KoHIIeHTpalus TiuKupoBanHoro remorioonna (HbAlc) <6,5 %), 1ocToBepHO CHUXKAET MUKPO-
U MaKpOCOCYIUCTBIE OCIIOKHEHHsI CaxapHOro auadera 2 Tuma, B CPAaBHEHHWU CO CTaHIAPTHBIM
IIMKeMHUYecKuM KoHTposieM (uccienoBanne ADVANCE).

CrpaTteruss HMHTEHCHUBHOTO TJIMKEMHYECKOTO KOHTPOJS IMpeaycMaTpuBajia MHpPUMEHEHUE
TJIMKJIa3U/1a ¥ TIOBBIIICHHE €ro 03kl Ha (oHe (MM BMECTO) CTaHIAPTHOW Tepamuu mHepen
nobaBiieHMEM K HEH Jpyroro THIIOTIMKEMHYECKOTO JIEKapCTBEHHOTO CpeACTBa (Hampumep,
MeThOpMUHA, HMHTUOUTOpa aib(a-TIIOKO3UAa3bl, MPOU3BOAHOIO THA30JUIMHAMOHA WU
uHcynnHa). CpelHss CyTouHas 103a TIUKIa3ua y NalMeHTOB B IPYIINE MHTEHCUBHOTO KOHTPOJIS
cocrapisuia 103 mr, MmakcuMaibHasi CyTo4dHasi 103a cocraisiia 120 mr.

Ha ¢one npuMeHeHus TIMKIa3u/a B TPYIE HHTEHCUBHOTO TITUKEMHYECKOTO KOHTPOJIS (CpeaHss
MIPOJIOJDKUTEIILHOCTD HaOmoneHus 4,8 j1eT, cpeanss konuentparus HbAlc 6,5 %) mo cpaBHeHHIO
C TPYIION cTaHAApPTHOTO KOHTpous (cpeaHss koHueHnTpauus HbAlc 7,3 %) noka3ano 3HaunmMoe
cHmwkeHne Ha 10 % OTHOCUTENBHOIO pHCKAa KOMOMHMpPOBAaHHOW 4YacTOThl Makpo- H
MHUKPOCOCYTUCTBIX OCTIOKHEHHH.

[TpeumymiectBO OBIJIO JAOCTUTHYTO 3a CUYET 3HAYMMOIO CHUXKEHHS OTHOCHUTENIBHOTO pHCKA:
OCHOBHBIX MHUKPOCOCYIUCTBIX OCIOXHEHHH Ha 14 %, BO3HUKHOBEHHS M IPOrPECCUPOBAHUS
Hedponatuu Ha 21 %, BOSHUKHOBEHHUS] MUKpOANbOyMUHYpUH Ha 9 %, MakpoanbOyMuHapuu Ha
30 % u pa3BUTHSA OYEUHBIX OCIOKHEeHMH Ha 11 %.

[IpeumymiecTBa MHTEHCHMBHOI'O TJIMKEMHUYECKOTO KOHTpOJIA Ha (OHE NMpHeMa TIJIMKJIa3ujaa He
3aBHCENH OT IPEUMYIIECTB, TIOCTUTHYTHIX Ha ()OHE TUIIOTEH3UBHOM Teparnuu.

5.2. ®apMaKkoKHHeTHYeCKHe CBOiicTBa

AOGcopOnus

[Tocne mpuema BHYTpb IIMKIIA3UJ MOJHOCThIO abcopOupyetcs. KoHieHTpauus riaukiasuia B
IUIa3Me KpPOBM BO3pacTaeT IOCTENIEHHO B TEUeHHE IMEepBBIX 6 YacoB, YPOBEHb ILJIATO
nojepxkuBaercs ot 6 1o 12 yacoB. UnauBuayanpHas BapuabeIbHOCTh HU3ZKAS.

[Tpriem UM HE BAUSET HA CKOPOCTh WIIM CTENEHb a0COPOIMH IIHKIIa3H/a.

Pacrnpenenenue

C Oenkamu ma3Mbl CBsI3bIBaeTCsS NMpUOIM3uTENbHO 95 % rmknasuaa. O6beM pacrpeneseHus
coctaBisieT — okoso 30 1. Ilpuem ramknasuma B g1o3e 60 Mr oawH pa3 B CYTKH 00OeCIeuynuBacT

noanepxanue 3p(HEKTUBHON KOHIICHTpAIIMH TJIMKJIa3ua B T1a3Me KpoBu Oosiee 24 4acos.
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(NOCNEOQCBATENEHOCTE 0004)

Bbuorpancdhopmarimsg

['muknaszug MeTaboIM3uPyeTCsl MPEUMYIIICCTBEHHO B MEYCHH. AKTUBHBIC METAOOHUTHI B TUIa3Me
OTCYTCTBYIOT.

DJIMMUHALMS

['mukna3ug BBIBOAMTCA, TJIaBHBIM OOpa3oM, IMOYKAaMHU: BBIBEICHUE OCYILECTBISETCS B BUIE
MeTabonmuToB, MeHee 1 % BBIBOAMTCS MOYKAMHU B HEU3MEHEHHOM BHjIe. [lepros momyBeIBEICHS
IJIMKJIa34/1a COCTABIISIET B cpesiHeM OT 12 10 20 yacos.

(DaDMaKOKI/IHeTI/IquKaﬂ-(baDMaKOHI/IHaMI/ILIeCKaﬂ 3aBUCHUMOCTD

B3anMocBs3p Mexay npuHATOW 70301 (10 120 Mr) m momansio 1moj (papMakOKWHETHUYECKON
KPHUBOU «KOHLEHTPALUA-BPEMSD SBIACTCS JTUHEHHOM.

JInna moyKmjioro Bo3pacra

Y IIanucHTOB ITOXKHJIOTO BO3pacTa HC Ha6monaeTc;1 CYHICCTBCHHBIX W3MEHEHUIN

(bapMaKOKMHETHYECKUX ITapaMeTPOB.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeibHBIX BelIECTB
Kanbuus creapar

I'mnpomennosa

Kpemuust nmokcua KoJJIOUIHBIN (a3pOCHIT)

Tanpk

JIakTO3bI MOHOTHIPAT (Caxap MOJIOUHBIN)

6.2. HecoBmecTUMOCTD

He npumennmo.

6.3. Cpok roqHocTH (CPOK XpaHeHus )

3 roga.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh IpH Temnepatype Hmke 25 °C.

6.5. XapakTep u coaep:kaHHe MePBUYHOI YIAKOBKH
TalneTku ¢ MPOJOHTMPOBAHHBIM BBICBOOOKICHUEM.

[Tpu opousBocTBe JekapcTrBeHHOoro npemnapara Ha Q00 «Bendapmy, Poccus

[To 10, 15 TabneTok B KOHTYPHYIO SIUEHKOBYIO YNAKOBKY W3 IUIEHKH MOJUBUHWIXJIOPUIHON U
(bonbru aFOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

ITo 30, 60, 90 TabneTok B GaHKY MOJIUMEPHYIO M3 TOJMIIPONIICHA WM MOJUITHIICHA HU3KOTO
JIaBJICHUS, YKYIOPEHHYIO0 HATATMBAEMOM WM HABUHYMBAEMOW KPBIIIKOW MOJUMEPHON ISt

JICKAPCTBCHHLBIX CPEACTB U3 MMOJHUITPOIMIICHA UJIX MMOJIMITHIICHA HU3KOI'O MJIX BBICOKOT'O JaBJICHHA
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C KOHTPOJIEM TIEPBOTO BCKPBITHS WM €3 KOHTPOIISL, C it P NS Et L OR ratr Ges ero.

[Tpu OTCYTCTBUM YIUIOTHSIIOLIETO JIEMEHTA B KPBILIKE MTOJIMMEPHONH CBOOOJHOE MPOCTPAHCTBO B
OaHKe 3al0JHAI0T BAaTOM MEIULMHCKON TMTPOCKOIINYECKON MIIM aMOPTU3aTOPOM U3 MOJIMATHIIEHA
BBICOKOI'O JaBJICHUS.

Ha GaHky Hak/IeHBarOT 3TUKETKY CaMOKJIEAILYIOCS.

Kaxnyro Oanky wnm 3, 6, 9 KOHTYpHBIX SYEHKOBBIX ymakoBOK (rmo 10 Tabmertok), winu 2, 4,
6 KOHTYpPHBIX STYEHKOBBIX YITAKOBOK (110 15 Ta0IeTOK) C TMCTKOM-BKJIA IBIIIEM IIOMEIIAIOT B TAUKY
13 KapTOHA.

[Ipu mpousBoacTBe JekapcrseHyoro npenapara Ha 000 «Beadapm-My, Poccus

[To 10, 15 TabneTok B KOHTYPHYIO SIYCHKOBYIO YHAKOBKY W3 TUICHKH NOJMBHHWIXJIOPUIHON U
(GoJIbru aMIFOMUHNEBOM NEYaTHON JTAKUPOBAHHOM.

3, 6, 9 KOHTYpHBIX STYEHKOBBIX yMakoBOK (1m0 10 Ttabnerok), wnu 2, 4, 6 KOHTYPHBIX SYEHKOBBIX
YNaKoBOK (110 15 TabaeTOK) ¢ IMCTKOM-BKJIABIIIEM IOMEIAIOT B IaYKy U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJIH30BAHHOTO
JIEKAPCTBEHHOI0  Npenapara WJIM OTX0A0B, TMOJYYEHHBIX IOcjde NPHMEHEeHHus!
JICKapCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJIsiiiy ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®enepanus

OO011ecTBO ¢ OrpaHNYEeHHOM O0TBETCTBEHHOCTHIO «DJ[BADAPM» (OO0 «DJI3ADAPM»)
124460, r. Mockaa, 1. 3eeHorpa, mpocnekT ['enepana Anekceena, 1. 42, ctp. 1, atax 3, mowm. 1,
KoMHara 19

Ten.: +7 (495) 228-06-96

E-mail: info@elsapharm.ru

7.1. IlpencraBuTeJIb AepKaTesisi perucTPAllHOHHOIO YAOCTOBEPEeHUs

[Mperen3un norpedUTENeH HAOPABIATH 10 aAPECY:

Poccniickas @enepanvs

OO111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckast 06:1., . Kypran, npocriekt Koncturyuun, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA
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9. IATA MEPBUYHON PETMCTPAIMU (IOMTBEPHC IS PEFHCTPATIMM,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

Oo6mas xapakrepuctuka nekapctBeHHoro npemnapara [JIMKIIA3BU] BEJIGAPM nocrynHa Ha

uH(pOpMallMOHHOM TMopTaje EBpasuiickoro »KOHOMHMYECKOTO COr03a B HH(OPMAIMOHHO-

KOMMYHHKAIIMOHHOM cetu «HTepHET» https://eec.eaeunion.org/.
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