COOTBETCTEBY

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOFO (1

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

I'muxnazung MB, 30 mr, TabnaeTkn ¢ MOAUGUIIUPOBAHHBIM BHICBOOOKICHHEM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTByrol1€€ BEMIECTBO: TIIUKIIA3U/I.
Kaxnas Tabnerka ¢ Moau(UIIMPOBAHHBIM BHICBOOOXKIEHUEM COJIEPKUT 30 M TTIMKIa3H/Ia.

[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabmeTku ¢ MOIUDHUITMPOBAHHBIM BBICBOOOKICHUEM.

Kpyrible nBOSKOBBbINMYKJIbIE TaOjaeTKu Oenoro uiaum Oeaoro ¢ KpPeMoBaThIM OTTEHKOM IIBETA.
JlonyckaeTcst HallMyie He3HAYUTeIbHOM MPaMOpPHOCTH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K MPUMEHEHHU IO

[Ipenapar 'nmuknazung MB noka3aH kK IpUMEHEHHIO y B3POCIIBIX MAIMEHTOB JUIS JICYEHUS CaXapHOTo

nnadera 2 THma:

e caxapHblii nuaber 2 TUMA NpPU HEAOCTATOUHOW 3(PPEKTUBHOCTH NUETOTEpanHH, (PU3MUECKUX
Harpy30K M CHW)KEHHS MacChl TeNa;

e npoduIaKTHKa OCIONKHEHMH caxapHOro auabera 2 TUNA: CHUKEHHME PUCKAa MUKPOCOCYIUCTBIX
(HedpomnaTHsi, peTUHONIATHS) U MAKPOCOCYTUCTHIX OCIOKHEHUHN (MHPApKT MHUOKap/ia, UHCYJIbT) Y
MAIMEHTOB C CaXapHbIM AMa0eTOM 2 THUIIAa TyTeM HHTEHCUBHOTO INIMKEMHUYECKOTO KOHTPOJIS.

4.2. Pe:xum 103MpOBaHuS U c10CO0 MPUMeEHEHHUs

PexxuM 03upoBaHus

CyroyHasi 1o3a JeKapcTBEHHOro mpenapara [nmknasugy MB moxer coctaBnsare 30-120 mr
(1-4 TabyieTK¥) B O/IUH MPHUEM.

[Tpu mpomycke onHOro U Ooyiee MPUEMOB TpemapaTa HeNlb3sl MPUHUMATh 00Jiee BBICOKYIO 03y B
CIIeNYIOIUN TIpUEM, OOBIYHYIO JI03Y CIIeAYyEeT MPHUHATH Ha Clenyoumid 1eHb. Kak U B OTHOIIEHUH
JIPYrUX THUIOTJIUKEMHYECKUX JIEKAPCTBEHHBIX CPEACTB, 103y Mpernapara B KaXIOM cllydae
HEOOXOAMMO TOAOHMpaTh WHAWBUIYaTbHO, B 3aBUCHMOCTH OT TepaneBTHYeCKoro dddekra
(KOHIIEHTpAIINH TJIFOKO3bI B KPOBU M TIIHKUPOBaHHOTO remoriobuHa (HbAlc)).

Jleuenue caxaproco ouabema 2 muna

Hauanvnas 0osza

HavanmpHas pekoMeHayeMas J103a riIuKiIa3uaa (B TOM YUCIie I TMAlMeHTOB IMOXKIIIOTO Bo3pacTa >
65 ner) — 30 mr B cyTku (1 Tabnerka).

B cnydae anexkBaTHOro KOHTPOJISI TJMKIA3UJ B OTOM J03€ MOXKET TNPUMEHSTBCA JIA
noaaepxuBaromie Tepanuu. Ilpu HeageKkBaTHOM TJIMKEMHYECKOM KOHTPOJE CYTOYHas J103a
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[loBbllIEHHE /1031 BO3MOJKHO HE paHee, 4eM uepe3 | Mecsl Tepanuu INUKIa3uJOM B paHee
Ha3HauyeHHOU no3e. VIcKiIroueHne COCTaBIIAIOT NAllMEHThl, Y KOTOPBIX KOHLEHTpALUs TJIFOKO3bl B
KPOBHM HE CHHU3WJIACH TOCIE 2 Heleslb Tepanmuu. B Takux ciydasx A03a mpenapaTa MOXKET OBITh
yBEJIMYEHA uepe3 2 HeJeNU 10cIIe Hayalla Ipuema.

MaxkcuMaibHasi peKoMeHayeMasi CyTouHas J03a MNMKiIa3uaa cocrasiseT 120 mr.

Iepexoo ¢ npuema Opy2020 2UNo2AUKEMUYECKO20 JAeKaAPCMBEHH020 CPe0CmEd Ha JeKapCmMEeHHblU
npenapam I nuxnazud MB, mabaemku ¢ moouduyuposannvim eviceoboscoenuem 30 me

JlekapcTBennslii npenapar [uknasun MB TabneTkn ¢ MOIU(UIIMPOBAHHBIM BBICBOOOXKICHHEM
30 Mr MOXET MPUMEHSITHCSI BMECTO JPYTOro MepOPaTbHOr0 THUIIOTIUKEMUYECKOTO JICKAPCTBEHHOTO
npemnapara. [Ipu nepeBoje Ha gekapcTBeHHbIN nipenapat [ nukinazua MB naiueHToB, nojiy4arommx
JIpYTUe TMepopalbHbIE THUIIOTJIMKEMUYECKHE MPENapaThl, CIEAYeT YYUTHIBATh MX 103y U TEPHO]
nonyBeiBesleHus. Kak mpaBmiio, mepexoHOro mepuoja mpu 3ToMm He Tpebyercs. HawanbHas nmosa
JOJKHA COCTaBIATH 30 MI' ¥ 3aT€M JIOJKHA TUTPOBATHCS B 3aBUCUMOCTH OT KOHIICHTPALIUU TJIFOKO3bI
B KkpoBu. llpu 3ameHe mpPOU3BOAHBIX CyAb(OOHWIMOYEBHHBI C JJIUTEIBHBIM TEPUOJIOM
MOJTYBBIBEJICHUS JICKAPCTBEHHBIM TMpemapaTtoM [nukinasung MB Bo u30ekaHHWE THITOTIIMKEMHH,
BBI3BAHHOHN aJTUTUBHBIM 3(()EKTOM ABYX TUIOTIIMKEMHUYECKUX CPEICTB, MOXHO MPEKPATUTh UX
MPUEM Ha HECKOJIbKO JHE. HauanbHas no3a sekapcTBeHHOTo npenapara [nuknasug MB npu sTom
take cocraBisger 30 mr (1 Tabmerka) W MpU HEOOXOAUMOCTH MOXKET OBITH ITOBBHIINICHA B
JaJIbHEUIIIEM, B 3aBUCHMOCTH OT TepareBTHIecKoro 3 dexra.

KOM6MHMDO6GHHbZlZ npuem ¢ aDVZMMM SUnociuKemudeCKumMu 1eKapCmeeHHblMU CD@OCWZ@CIMM

JlekapctBennsiii nmpenapar ['nmukiaszug MB MoOXeT NMpUMEHSATHCS B COYETAaHHHM C OWTyaHUIaMmH,
MHTHOUTOpaMU allb(a-TIIIOKO3UAa3bl UIH UHCYITUHOM.

HpI/I HEaJICKBATHOM TIINKEMHUYCCKOM KOHTPOJIC CIICOycCT Ha3Ha4YUTh JOITIOJIHUTCIIBHO
HHCYIIMHOTEPAIIHUIO C ITPOBCACHHUEM TIIATCIIBHOTO MEAUTTMHCKOI'O KOHTPOJIA.

Ipoghunaxmuxa ocnoscnenuti caxapnozo ouabema 2 muna

JI1st TOCTH>KEHUSI HHTEHCUBHOTO TJIMKEMUYECKOT0 KOHTPOJISI MOYKHO IMOCTENEHHO YBETUYUBATh 103y
nekapcTBeHHoro npenapata [ muknazug MB o 120 mMr/cyTku B JomOTHEHHE K TUeTe U PU3HUECKUM
Harpy3kKam 10 JOCTHXKCHHUs 1eseBoi koureHntpamuu HbALC. TIpu 3ToM HEOOXOAUMO MPOBOIUTH
MOHUTOPHUHT pUCKa Pa3BUTHS TUNOTIUKeMHH. [IoMUMO 3TOT0, K TEpamuu MOKHO JO00ABUTH APYTHE
CpeIcTBa, Hampumep, METPOpPMUH, HUHTUOUTOPHI  anmb(da-TIIOKO3UAa3bl,  MPOU3BOIHBIC
TUA30JIUTUHINOHA WIIA UHCYJIMH.

Oco0nie T'PYHIIBI HATWMCHTOB

Jluya nodxxcunozo eospacma
Koppekmuu 10351 Ipenapara Aj1s MauueHToB crapiie 65 jget He Tpedyercs.
Tayuenmvi ¢ noueunoii He0OCmMamouHoOCmuio

Pe3ynbTarhl KIMHUYECKUX MCCIEN0BAHUI MTOKA3aIM, YTO KOPPEKLMH O3Bl IIpenapaTa y MalueHToB
C TIOYEYHOM HEeAOCTAaTOYHOCTHIO JIETKOM M cpenHell cTenmeHu He Tpedyercs. Pexkomenmyercs
IIPOBEJIEHUE TIATEIBHOIO MEAULIUHCKOIO KOHTPOJIS.

Tayuenmol, omnocawuecs Kk 2pynne pucka pasgumusi 2UNO2IUKeMUn

- HEJIOCTaTOYHOE UM HecOaTlaHCHPOBAHHOE MMUTAHUE;

- TSDKENIbIE WJIM TUIOXO KOMIIEHCHPOBAHHBIE SHIIOKPHUHHBIE PACCTPOICTBA — THUNOHU3apHAsS |
HaJIMOYEYHUKOBAsI HEAOCTATOYHOCTh, TUIIOTUPEO3;

- otMeHa riokokoptukoctepouioB (I'KC) mocne ux qiuureasHOro mpueMa |/miv npuemMa B BBICOKHX
703ax;
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- TSDKeNbIe 3a00JIEBaHMS CEPACYHO-COCYIUCTON CUCTEMBI (TSI}KQ'I;M: 1/—11151;1\4;1&% (:I—Iégl %B!n'éz’fil;;cépﬁh'a',

HOMY OTHETY

TSKEIBIN aTepOCKIIEPO3 COHHBIX apTEPHid, PACIIPOCTPAHEHHBIN aTEPOCKIIEPO3).

Y Takux NAUEHTOB PEKOMEHAYEeTCsl HAuyWHATh Tepamnui ¢ MUHUMaIbHON 103bl (30 Mmr)
JIEKapCTBEHHOI'O IIpernapara.

C€TH

bezonacHocTh 1 3¢ dekTuBHOCTH Npenapara [ nuknasug MB y nereit B Bo3pacre ot 0 10 18 neT He
yCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

PexoMenayemMyto 103y npemnapara cieayeT IpUHUMATh BHYTPb, 1 pa3 B CyTKU, IPEIIOYTUTEIHHO BO
BpeMs 3aBTpaKa.

PexomMenayercs mpuHUMaTh TaOJIETKU IEIMKOM, HE Pa3KEeBbIBasi U HE U3MeJbyasl.
4.3. IlpoTuBONOKa3aHUS

® TUICPYYBCTBUTCIBHOCTh K TJIMKIA3HMIY, JIPYTHM IPOW3BOJHBIM  CYIb()OHHIMOYCBUHEI,
cynb(paHWIaMHIaM W/WIH K JI0O00OMYy M3 BCIOMOTAaTEIbHBIX BEHICCTB, ICPEUYHCICHHBIX B
pasnene 6.1;

e caxapHbli quader | Tuma;

e Ma0eTUYECKUH KETOAIH 103, TuadeTHUeCKas MPeKoMa, TnadeTHIecKas Koma;

® [OYCYHAs W/WIM T[EYCHOYHAs] HEJIOCTATOYHOCTh TSKEJIOW CTeneHH (B OJTHX ClIydasx
PEKOMEHIYEeTCSI IPUMEHSITh HHCYJIHH);

e [pueM MUKOHa3oja (cM. pazzaen 4.5);

® OEpeMEHHOCTh U MEPUOJ IPYTHOTO BCKapMIIMBaHus (cM. pasnen 4.6).

4.4. Ocobble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH NPH NPUMEHEeHUH

[Ipenapat crienyer NpUMEHSTH C OCTOPOKHOCTBIO: B TIOXKUIJIOM BO3pacTe, MPU HEPETYJISIPHOM W/UIIH
HecOallaHCUPOBAaHHOM THTaHWM, MPU HEIOCTATOYHOCTH TIIIIOK030-6-(ocdaTaeruaporeHassl, npu
TSKENBIX 3a00JIEBaHUSAX CEPACUYHO-COCYUCTON CUCTEMBI, IPH TUIIOTUPEO3E, IPU HAATIOYEUHUKOBOM
WM TUNOo(U3apHON HEAOCTATOUHOCTH, TPU MTOYEYHON HEJJOCTATOYHOCTH JIETKOM U Cpe/IHel CTeleHn
WM TIEYEHOYHOW HEJAOCTAaTOYHOCTH JIETKOW W CpeAHEH CTENEeHHM, IPHU JUIMTEIBHOW TEeparuu
[JIFOKOKOPTUKOCTEPOUIAMH, IIPU AIIKOTOJIU3ME.

Oco0ble YKa3aHusg

LT unocnuxemus

[Ipenapar ['muknasug MB moker ObITh Ha3HAUEH TOJBKO TEM MAIMEHTaM, KOTOPBIE PEryJIspHO
MUTAIOTCS U 3aBTpakaioT. OueHb BAXKHO MOJAJEPKHBATh JOCTATOYHOE MOCTYIJIEHUE YTJIEBOJAOB C
MUIIEH, TAK KaK PUCK Pa3BUTHUS TUIIOTJIMKEMHUHU BO3PACTAET IPU HEPETYISIPHOM WIIA HETOCTATOUHOM
MUTaHUH, a TAK)KE NP MOTPEOIEHUH MU, OeTHOH yriieBogamMu. [ UmornukeMus Jaie pa3BuBacTCs
MIPU HU3KOKAIOPUITHOW JUETE, MOCIE MPOJAODKUTEIBHBIX WIH SHEPTUYHBIX (PU3NUECKUX HATPY30K,
Mociie ynoTpeOIeHUs ajIKOT oISl U TIPY TPUEME HECKOJIBKUX TUIOTIIMKEMHUECKUX JIEKapCTBEHHBIX
CPEIICTB OJHOBPEMEHHO.

[Tpu mpuemMe Npou3BOIHBIX CYJIb(HOHUIMOYEBHHBI, B TOM YHCIIE U TIUKIA3H11a, MOXKET Pa3BUBAThCS
runoryivkeMust (cM. pasaen 4.8), B HEKOTOPIX CIIydasiX — B TSDKEJIOM U MPOJIOJKUTENBHON (popme,
TpeOyroleil TrocnuTanu3alii W BHYTPUBEHHOTO BBEJEHMS pacTBOpa TJIOKO3bl B TEUCHHE
HECKOJILKUX JHEH.

Bo wus0exanue pa3BUTHs TUNOTIMKEMHH HEOOXOJWM TIIATENbHBI WHIUBUAYAIBHBIA MOI00D
MpernapaToB U PeKrMMa JO3UPOBAHMS, a TAKXKe MPETOCTaBICHNE NAIIUEHTY MOAPOOHBIX HHCTPYKIIHUMA.

3



ot 05.03.20

6 Nz 4340

. inoc OB& HOCTE 0003
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

® 0TKa3 WIM HECIIOCOOHOCTh ManueHTa (0COOEHHO MOKMIIOTO BO3PAcTa) CIIe0BaTh HAa3HAYCHUSAM
Bpaya ¥ KOHTPOJIMPOBATH CBOE COCTOSIHUE;

® HEIOCTaTOYHOE U HEpEryJspHOe MUTAaHUE, MPOIYCK IMPUEMOB IHIIH, FOJOJAHHE U W3MEHEHHUE

panmoHa;

nrcOaane Mexny (pu3nueckor Harpy3Koi M KOJIMYECTBOM MPHHUMAEMBIX YTIICBOJIOB;

MOYEeYHasi HEJOCTAaTOYHOCTb;

MEeYEHOYHAsI HEOCTATOUYHOCTb;

repeno3upoBKa npenapara I nuknazug MB;

HEKOTOpbIE YHIOKPUHHBIE pAacCTpOKcTBa (3a00JeBaHMs IMTOBUIHON KeJe3bl, TunodusapHas u

HA/IMOYEYHHUKOBAsI HEJOCTATOYHOCTb );

® COBMECTHOE IPUMEHEHHE C HEKOTOPBIMHU JIEKAPCTBEHHBIMU CPEACTBAMHU (CM. pazjen 4.5).

HauueHmbz C HapyuieHuem ¢yHKLﬂll/l no4eK u neveHu

Y manmeHToB ¢ TNEUEHOYHOM HEJOCTATOYHOCTBHIO MIIM TSKEIOM CTEIEHBIO ITOYSCUHOH
HEJOCTaTOYHOCTH MOTYT U3MEHAThCA (papMaKkoOKUHETHYEeCKHe W/ (hapMaKoAMHAMUYECKUE
napameTpsl mukiaazuaa. CocTosHue TUMOTIUKEMHH, Pa3BUBAIOIICECS Yy TAKUX MAIMEHTOB, MOXET
ObITh JOCTaTOYHO JUIMTENBHBIM, B TaKUX CIy4asX HEOOXOJUMO HEMEJICHHOE IPOBEICHUE
COOTBETCTBYIOIIEH TEPAIIHH.

Hngopmayus ons nayuenmos

HeobOxomuMo mponH()OpMHpOBATh MAalMEHTa, a TAK)KE WICHOB €r0 CEMbU O PHCKE Pa3BHTHUSA
TUMOTIIMKEMHUH, €€ CUMITOMAax (cM. pazzaen 4.8), YCIOBHUAX, CIIOCOOCTBYIOIIUX €€ Pa3BUTHIO, U
nedenuud. [larueHTy HEOOXOIUMO Pa3bICHUTH BAXKHOCTH COOJIIOJICHUS ITUETHI, HEOOXOJIUMOCTH
PEryIapHBIX GU3UUYECKUX HATPY30K U PETYISIPHOTO KOHTPOJISI KOHIIEHTPAIIMH TJIFOKO3bI B KPOBH.

Hauuenmbz C HeOOCMAMOYHBIM 2JIUKeMUYECKUM KOHmpoJjiem

Ha raukemMuyeckuii KOHTpOJIb y TMAlMEHTOB, MOJYYAIOUIMX TEPanui0 TUHOIIMKEMHUYECKUMHU
CpPEACTBAaMH, MOXET BIUATh CIEAYIOlee: COBMECTHBI IpuUeM MpenaparoB  3Bepo0Os
npoasipsiiernoro (Hypericum perforatum) (cm. pasaen 4.5), nuxopajka, TpaBMbl, HHOEKITHOHHbIE
3a00JIeBaHUs WM XUPYPrUUeCKHe BMeEIIaTenbCcTBa. [Ipyu TaHHBIX COCTOSHUSAX MOKET BO3HUKHYTh
HE00X0AUMOCTh B HA3HAYEHUU UHCYJINHA.

VY MHOruX nanueHToB 3(PPEeKTUBHOCTH MEPOPATbHBIX TMIIOITIMKEMUYECKUX CPEJCTB, B TOM YHCIIE
IIMKJIA3U]1a, UMEET TEHJEHIHUIO K CHWKEHUIO T10CIIE MPOJOJDKUTENIBHOTO NEPUOAA JIEYEHHS. DTOT
s dexT MokeT ObITh OOYCIOBJIEH KaK MpOrpeccupoBaHHMEM 3a00JeBaHUs, TaK M CHIKEHHUEM
TepareBTUYECKOro OTBETa Ha npemnapar. JJaHHbI (heHOMEeH N3BECTEH KaK BTOPHYHAs JIeKapCTBEeHHAs
PE3UCTEHTHOCTh, KOTOPYIO HEOOXOIMMO OTJIMYaTh OT MEPBUYHOM, MPH KOTOPOH JIeKapCTBEHHBIN
npernapar y)xe Ipu IepBoM HazHauUeHHM HE J]aeT 0XKHMIaeMOro KIMHu4eckoro a¢dekra. [Ipexae uem
JMarHOCTHPOBATh Yy MallMeHTa BTOPUYHYIO JIEKAPCTBEHHYIO PE3UCTEHTHOCTh, HEOOXOIUMO OLIEHUTD
aJIeKBaTHOCTH M0ZI00pa /1035l U COOIIOICHNE TALIMEHTOM MPEANMCAHHON TUETHI.

Jucenuxemus

Coobmanoch 060 M3MEHEHHUAX KOHIIEHTPALMH TJIFOKO3bl B KPOBHU, BKIIIOUAsl KaK THIIOTTTUKEMHIO, TaK
Y TUIEPTIIMKEMHUIO, Y MAlMEHTOB C CaXxapHbIM 11abeToM 2 TUIa, COBMECTHO MOIYYaIOIIUX TePAITUI0
(bTOPXHUHOJIOHAMH, OCOOCHHO Y MALlMEHTOB MOKUIIOT0 Bo3pacTa. TakuM oOpa3oM, BCEM MallUeHTaM,
OJTHOBPEMEHHO TNPUHUMAIONIMM JIeKapCTBEHHbIN mnpenapar [nuknasua MB u QTOpXHHOJIOHBI,
PEKOMEHIYEeTCsl IPOBOJAUTD TLIATEIIbHBIA MOHUTOPUHT KOHIEHTPALUH TIIFOKO3bI B KPOBHU.

Jlabopamopnvie mecmoi

JU1sl OLIEHKH TTIMKEMHYECKOTO KOHTPOJISI PEKOMEHIYETCsl PETYIISIPHOE OIpeIelIeHUEe KOHLIEHTPaluu
HbDALC wiam KOHIEHTpalMHM TJIIOKO3bl B BEHO3HOM KPOBH HAaTOIIAK. Takke, IenecooOpasHo
PEryJIsIPHO MPOBOAUTH CAMOKOHTPOJIb INIMKEMUH.
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COOTBETCTBY

I'emamonocuueckue 3¢hghexmot

[TpousBoHbIE CYTb(OHUIMOUYEBUHBI MOTYT BBI3BaTh T'€MOJIMTHUYECKYIO aHEMHUIO Yy MAaIlMEHTOB C
neUIUTOM TIII0K030-6-pocharaernaporenassl. Ilockonbky riauKiIa3ui SIBISETCS MPOU3BOIHBIM
Cyb(pOHMIMOUEBUHBI, HEOOXOAUMO COOJIIOIATh OCTOPOKHOCTH MPH €ro Ha3HAUCHUH HalMEeHTaM C
neUIUTOM II0K030-6-Pocharneruaporenassl. CreqyeT paccCMOTPETh BO3MOXKHOCTh Ha3HAUCHUS
JICKapCTBEHHOTO Mperapara He U3 IPYIIbI IPOU3BOAHBIX CYIIb()OHIUIMOYEBUHEI.

TIlayuenmui ¢ nopgpupuetl
Onucanbl ciydan 000CTpeHUs TMOP(GUPUU TPU TPUMEHEHUU HEKOTOPBIX JIPYIHX MPOU3BOIHBIX

CyJIb(OHUIMOYEBHUHBI Y TAIIUEHTOB C TOPhUPHEH.

4.5. BzaumojaeiictBie ¢ JPYrUMH JIEKAPCTBEHHBIMH TMpenapataMm #W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

HDeHaDaTI)I " BCIICCTBA, CHOCO6CTBVIOHII/IG YBCIMYCHHUTIO PHUCKA PA3BUTHUA T'HIIOTTITMKCMHUN

Cosemecmnoe NpUMEHEHUE npomuBonoKa3aHo

MuxoHa30J1 (IIpY CUCTEMHOM BBEJICHUU U NPU HAHECEHHUH T'eJisl Ha CIU3UCTYI0 000JIOUKY MOJIOCTH
pTa): yCWINBAET THIIONIMKEMUYECKOe JACUCTBUE TIIMKIa3ua (BO3MOXKHO Pa3BUTHE T'MIIOTIIMKEMUU
BILJIOTH JIO COCTOSIHUSI KOMBI).

KOM6MHCZZ/;MM, HeE peKOMeHaye.Mble K NPUMEHEHRUIO

@enn10yTa30H (CHCTEMHOE BBEJCHHE): YCHJIMBACT THIOTIIMKEMHUYECKHH 3((EKT MPOU3BOIHBIX
CyJIb()OHUIMOYEBHHBI (BBITECHSET UX U3 CBSI3H C OEIKaMU TIa3Mbl H/WJIH 3aMeJUISeT X BBIBEIICHHUE
u3 opranusma). [IpenmnouturenbHee NPUMEHATh APYrol MPOTUBOBOCIAIUTENBHBIN MpenapaT Uiu
IpeaynpeauTh NalMeHTa O PUCKe Pa3BUTHUS TMIIOTIMKEMUU M OOpaTUTh BHUMaHHME HAa Ba)KHOCTb
CaAMOKOHTPOJISI KOHICHTpAalWM TJIOKO3bl B KPOBH. HpI/I H€O6XOI[I/IMOCTI/I A03Yy JICKapCTBCHHOI'O
npenapara ['nmuknasun MB crnenyer koppekTupoBaTh BO BpeMs IpreMa MPOTHBOBOCIAIUTEIBHOTO
npernapara ¥ Mocje ero OTMEHBI.

ITaHo.a. YCHUIINBACT THUIIOTJIMKCMUIO, I/IHFI/I6I/Ipy5I KOMIICHCATOPHBIC pcaKknuu, MOXKET
CII0cOOCTBOBATH Pa3BUTHUIO TUIIOTIUKEMUYECKOM KOMBI. HCO6XOI[I/IMO OTKa3aTbCd OT IpUeMa
JICKApCTBCHHBIX CPCJACTB, B COCTAB KOTOPBIX BXOAUT 3TAHOJI, U YHOTpe6HeHI/IH AJIKOI'OJIA.

Couemanue npenapamose, mpe6yi0w;ee 000020 BHUMAHUS U OCMopoACHOCMU

Crenyrone JeKapCTBEHHbIE CpEACTBA MOIYT YCHUJIMBATh THUIOIIMKEMUYEeCKHHA d3(dexkt u
CHOCOOCTBOBAaTh PAa3BUTHUIO THIOINIMKEMHMM: JIPYrHe THUIOTIMKEMUYECKHe IMpenaparbl (MHCYIUH,
akap0o3a, MeT(hOpPMHUH, THA3OJIUAMHINOHBI, WHTMOMTOPHI AMIENTHIWINENTHIa3bI-4, aroHUCTHI
peLenTopoB I'TII-1); OeTa-aapeHo0I0KaTOPHI, ¢baykoHazom; UHTHOUTOPBI
aHTMOTEH3MHIIpeBpaliamero GpepmMenTta (KanTorpui, sHaIanpui); 61okaropsl Hz-rucraMuHOBBIX
PEUCIITOPOB; I/IHFI/I6I/ITOpI:I MOHOAMHWHOKCHIA3hI, Cy.]'IB(l)aHI/IJ'IaMI/I,ZII)I s KIIapUTPOMUIINH n
HECTEPOUIHbIE TPOTUBOBOCTIATIUTEIbHBIE IPETapaThI.

HDeHaDaTI)I, CHOCO6CTBVIOH_[I/IC YBCIHMYCHNWIO KOHIICHTPAIIWH T'TIOKO3bI B KPOBH.

Kombunayuu, ne pexomenoyemvie K npumeHeHuro

Janazou: obnagaer nuabetoreHHbIM 3 dexTom. B cinyuae, ecnu npuMeHeHne TaHHOTO Ipernapara
HE00X0IMMO, MAIUEHTY PEKOMEH IyeTCsl 00paTUTh BHUMaHHUE HA BAYKHOCTb KOHTPOJISI KOHIEHTPAIUU
TITIOKO36I B KPOBH U Mo4e. [Ipu HEOOXOJMMOCTH COBMECTHOTO TIpHUEMa MTPErapaToB, PEKOMEHTYEeTCs
no00p 103kl TUIIOTIIMKEMUYECKOTO CPEJCTBA Kak BO BpeMs MpHeMa JaHa3ola, Tak M IOCie ero
OTMEHBI.

Coyemanue npenapamoe, mpe6yiou;ee 000020 BHUMAHUS U oCmopodsAHcCHoCcmu

XJiopnpoMa3uH (HEUPOJICTITUK): B BBICOKMX fo03ax (6onee 100 Mr B CyTKH) YyBEIHYHUBACT
5
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KOHIICHTPAIIMIO TJIFOKO3bI B KPOBH, CHHYXAas CEKPEIHIO pﬂ{cmﬁng"eﬁ GTA:M HEOOXO0ANMO

npeaynpeauTb mnanuceHTa | O6paTI/ITL BHUMAaHHUC Ha BaAXHOCTb KOHTPOJIA TIJIMKCMUH. HpI/I
HeO6XOI[I/IMOCTI/I COBMECTHOI'O npuemMa npceIiapaTos, PEKOMEHAYECTCA HO,I[60p J03bI
THIIOTTIMKEMHUYCCKOI'0 CPpCACTBA KAaK BO BPpEMA IIpHEMa XJIOPIIPOMAa3uHa, TaK U IMOCJIC €TI0 OTMCHBI.

I'mokokopTHKOCTEPOUABI (CUCTEMHOE U MECTHOE MPUMEHEHHUE: BHYTPUCYCTAaBHOE, HAKOXKHOE U
pPEKTalbHOE BBEJACHHE) U TETPAKO3AKTH/: IOBBIIIAIOT KOHLEHTPALMIO TJIOKO3bI B KpPOBU C
BO3MOXXHBIM Pa3BUTHEM KeTo3a (CHUXKEHHE TOJepaHTHOCTH K yrieBojgam). Heobxoaumo
NpeaynpeauTh MalueHTa O He0OOXOAUMOCTH THIATEIBHOTO TIMKEMHYECKOTO KOHTPOJIS, OCOOCHHO B
Hayvase sieuyeHus. [Ipy HEOOXOAMMOCTH COBMECTHOTO MpHEMa MpenapaTroB, MOXKET NOTpeOOBaTHCS
KOPPEKLHSI J03bl TUIOTIIMKEMUYECKOIO CPEACTBA KaK BO BpPEeMs IpHEMa IIIOKOKOPTUKOCTEPOUIOB,
TaK U MOCJIe UX OTMEHBI.

Putonpun, canp0yramosi, TepOyTaiumH (BHYTPMBEHHOE BBEACHUE): 2-aApEHOMUMETHUKH
CIIOCOOCTBYIOT IOBBILLIEHUIO KOHIIEHTPALIUHU TJIFOKO3bI B KPOBU.

HGO6XOZII/IMO O6paTI/ITI> BHUMAHHEC MAIMCHTA HAa BAXXHOCTb KOHTPOJIA KOHLCHTPAUHWU TI'JIFOKO3bI B
KpOBH. HpI/I H606XOI[I/IMOCTI/I PEKOMEHAYCTCA NMEPCBECTHU MAIUCHTA HAa UHCYJIMHOTCPAIIHUTO.

IMpenapatsl 3BepoGosi mpoasipsiBiaennoro (Hypericum perforatum): skcrmo3uims TIIMKIa3uza
CHMKaeTcs Ha (POHE COBMECTHOIO IMPUMEHEHHUs C IpernaparaMu 3Bepo00s MPOJbIPSIBIEHHOIO.
Heo6xonuMo 0o0paTtuTh BHUMaHHUE MAIEHTa Ha BAKHOCTh KOHTPOJS KOHICHTPALWU TIIOKO3BI B
KPOBH.

HpenapaTm, KOTOPBIC MOI'YT BBI3bIBATH JUCTIJIIMKCMHIO (I/I3M€H€HI/I€ KOHIICHTpAaIlM TJIFOKO3blI B

KpOBH)

Couemanue npenapamose, mpe6yi0u4€e 000020 BHUMAHUSA U oCcCmoposrIcHocmu

q)TOPXI/IHOJ'[OHBI: B CJIydac COBMCCTHOI'O IIpreMa IiiuKiasnjia u (bTOpXI/IHOJ'IOHa MNannMCHTHI JOJIDKHBI
OBITH nNpeaAynpexKIACHbl O PUCKE pa3sBUTUA JUCTIIMKEMUN U O BAXXHOCTH KOHTPOJIA KOHUCHTPALUU
TJIFOKO3bI B KPOBHU.

CoueTanus npenaparos, TDG6VIOHII/IG BHUMAHUA

AHTHKOAryJIsSIHTHI (HaripuMep, BappapuH): MpOU3BOAHbIE CYIb(OHUIMOYEBUHBI MOTYT YCUIMBATh
JIeiCTBHE AHTHUKOATYJISIHTOB IPU COBMECTHOM Ipueme. MokeT nmoTpeOoBaThCsi KOPPEKLHs 03Bl
aHTHUKOATyJIsSHTA.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb U JTAKTALUSA

bepemeHHOCTD

[IpumeneHue rivkIia3uaa Bo BpeMsi 0epeMeHHOCTH TPOTHUBOIOKA3aHO.

JlaHHBIE O TPUMEHEHUH TJIHMKIa3uga y OEpEeMEHHBIX OTCYTCTBYIOT MJIM OTrpaHHuYEHBbl (MeHee
300 ucxom0B 6epeMEHHOCTH ), TAKKE KaK OrpaHUYEHbI JaHHbIE O TPUMEHEHUH APYTUX TPOU3BOTHBIX
Cy/1b(OHMIMOUEBUHBI.

I/ICCHGHOBaHHH perO)IYKTHBHOfI TOKCHMYHOCTH Ha XWBOTHBIX HC CBHUACTCIIBCTBYIOT O HaJIM4YUU
TepaToreHHbIX AP PeKTOB (cM. paznen 5.3).

JInsi CHWKEHUS PHCKa BPOXKIEHHBIX TTOPOKOB, CBSI3aHHBIX C HEKOHTPOJIMPYEMBIM CaXapHBIM
auabeToM, clefyeT JOCTUYb HOPMOTJMKeMHMH 10 3auyaTus. [lepopanbHble TMIOTIIMKEMUYECKHE
MperapaTsl B MepHo OEpPEeMEHHOCTH HE MPUMEHSTIOTCS. VIHCYIHH SIBIIIETCS MTperapaToM BeIOopa Juist
Tepanuy caxapHoro auabera y OepeMeHHbIX. PeKoMeHIyeTcss 3aMEeHUTh HpUEM MepopalbHbBIX
TUITOTJIMKEMUYECKHX TPErapaToB Ha MHCYIMHOTEPAIHIO: WM 3apaHee — B ClIydae IUIaHHPYEMOM
O0epeMEeHHOCTH, UM CPa3y MOCIIE BBIABICHUS OEPEMEHHOCTH.




COOTBETCTEYET 3K(
ot 05.03_20:

(MOCNENOBATENLHOCTE 0003)

JlakTamus

OMY OTUETY

JlaHHBIE O TPOHMKHOBEHMM TJMKIA3MJa W €ro MeTabOoJIMTOB B TPYJHOE MOJIOKO YeJIOBEKa
oTCyTCTBYIOT. [IprHHMMas BO BHHMaHuE PUCK Pa3BUTH HEOHATAIHHOW TMIIOITIUKEMHUHU, B MEPHO]
I'PYIHOTO BCKapMJIMBaHUs IIpUEM npernapara IIPOTUBOIIOKA3aH. Puck JUISL
HOBOPOKJICHHBIX/MIIAJICHIIEB HE MOXKET OBITh UCKITIOYEH.

DepTiIbHOCTD

HccnenoBanusi penpoyKTHBHON TOKCHUYHOCTH Ha KPbICax 00O0Ero Imojia He MOKAa3ald BIMSHHUS Ha
(hepTUILHOCTD WM PENPOAYKTUBHYIO QYHKIHIO (CM. pasaen 5.3).

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJASATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTrh C
MeXaHMU3MaMu

I'mukna3u He OKa3bIBAaeT MJIM OKa3blBaeT HE3HAUYUTEJIbHOE BJIMSHUE Ha CIIOCOOHOCTH YIPaBIATh
TPAHCIIOPTHBIMU CPEACTBAMHU U MEXaHMW3MaMU. B CBSA3M ¢ BO3MOXKHBIM pa3BUTHUEM I'MIOTIMKEMHH
IpU NPUMEHEHMM JIEeKapCTBEHHOro mnpenapara [numknasun MB, mnanueHTsl JOMKHBI  OBITH
OCBEJIOMJIEHbI O CHUMIITOMax TMIIOIJIMKEMUU M JIOJDKHBI COOJIOJAaThb OCTOPOXHOCTH BO BpeMs
yIIpaBJIEHUs] TPAHCIOPTHBIMU CpPEACTBAMHU MJIM BBINOJIHEHHs paboThl, TpeOyromeil BbICOKOH
CKOpPOCTH (PM3UUECKUX U IICUXMUECKUX PEAKINUH, OCOOCHHO B HAaYaJIe TEPaluH.

4.8. HexenaTelbHbIE peaKIHU

Pesrome HDOd)I/IJIﬂ 0€30IaCHOCTH

[Tpu npuMeHeHUH IMHUKIIa3K1/1a COOOIIANIOCH O PAa3BUTUH CIICAYIONIUX HEeXKeNaTeabHbIX 3(PPEeKTOB:
T'unocnuxemus

HawnbGomnee yacToli HexelaTelIbHOM peaKuI/Ieﬁ, CBSI3aHHOM C MMPUMCHCHUEM TJIMKIIaznuJa, SABJISACTCA
TUIIOTJIMKEMMUS.

Kak u npyrue npenapatsl rpynisl cylib()OHUIMOYEBHHBIL, JIEKApCTBEHHBIN npenapat ['muknasux MB
MOJKET BbI3bIBaTh T'MIIOTIIMKEMHIO B CIIy4ae HEPETYISIPHOTO MpueMa MUILU U 0COOEHHO, €CIIH PUEM
MUK TponylieH. Bo3MoKHbIe CUMITOMBI TMITOTIMKEMHUHU: TOJIOBHAs 00Jb, OIIYIIEHHE CUIBHOTO
rojoja, TOIIHOTa, pBOTA, IMOBBIIEHHAs YTOMJISEMOCTb, HapyIIEHHE CHa, BO30YyXIEHHE,
arpecCUBHOCTb, CHIJKEHUE KOHLEHTPALlMM BHUMAaHMS, 3aMEUICHHAs pEaklus, Jenpeccus,
CIyTaHHOCTb CO3HAHUS, HapylUIeHHE 3peHus U peud, adaszus, TPeMop, Hapes3bl, CEHCOPHbIE
paccTpoiicTBa, TOJIOBOKpPYKEHHE, OLIyIIEHHE OECIOMOLIHOCTH, MNOTEeps CaMOKOHTPOJs, Opern,
CYJI0pOTH, TOBEPXHOCTHOE JIbIXaHUE, OpauKapus, COHJIIMBOCTh U OTEPS] CO3HAHMSI C BO3MOKHBIM
pa3BUTHEM KOMBI, BIUIOTh J0 JIETAILHOIO UCXOJA.

Takke MOTYT OTMEYaThCsl QJAPEHEPIHYEeCKHE KOMIIGHCATOPHBIC PEaKIMH: TOBBIIIEHHOE
MOTOOTAENECHUE, <JIUIKAs» KOXKa, TPEBOXKHOCTb, TaXWKapAus, NOBBIILIEHUE AapTEPUATBHOTO
JABJICHUS, OIIYIIICHUE CePIIIeONEHNUs, apUTMUS U CTEHOKAPIHS.

Kak mnpaBuio, CHUMITOMBI TMIOIVIMKEMHHM KYNUPYIOTCS INPUEMOM YIieBoJoB (caxapa). IIpuem
caxapo3amenureneil HeapdextuBeH. Ha ¢oHe apyrux mnpou3BOIHBIX CYIb(OHUIMOUEBUHBI
OTMEYAJINCh PELUANBBI THIIOTJIMKEMUU IOCIE YCHEIIHOTo €e KynupoBaHus. llpu Tskenom umm
JJIUTCIIBHOM J3IIN30€ THIIOTTIMKEMHUHN ITOKa3aHa HCOTJIOXHasA MCOAUIIMHCKAas IIOMOIIb, BO3MOXXHO, C
rocnuTaIu3anuel, 1axe npu Hamuuuu 3¢ dexra ot mpuema yrieBo10B.

Onuncanue OTACIBHBIX HEXCIIATCIbHBIX DeaKHI/II\/'I

ﬂpyeue HeofcellameilbHble peaKyuu

Hapywenus co cmoponwvl dwcenyoouno-kuueyno2o mpaxkma: TOIIHOTa, PBOTa, Auapes, Ooib B
KHUBOTE, Aucrencus, 3amop. [IpueM mpenapaTa BO BpeMsi 3aBTpaka IO3BOJSIET M30eXaTh ITHX
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ot 05.03.2026 N= 4340

(NOCNEQCBATENEHOCTE 0003)

CUMIITOMOB HWJIM MUHUMHU3UPOBATH UX.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Pexe orMedaroTcs CJICAYIOIUC HCIKCIIATCIIbHBIC PCAKIIUU

Hapywenus co cmoponvl kodicu u noOKOJCHbIX mKaHell: KOXKHAsl ChIlb, 3yJ, KpallMBHUIA, OTEK
KBuHke, spurema, MakyJonamyJie3Has Cblllb, OyJUIe3HblE peakluu (Takue Kak cuHapom CTuBeHca-
JI>kOHCOHA, TOKCHYECKHI AIUAepMANIbHBII HEKPOJIN3 U ayTOUMMYHHbIE OyJIJIe3HbIe HapYIICHHUS) U,
B UCKJIFOUUTEINIbHBIX CIY4asix, JEKapCTBEHHAS CHIb C 303UHOMMINEH U CUCTEMHON CUMITOMATUKON

(DRESS-cunmpom).

Hapywenusa co cmopoHvl Kposu u aum@amuyeckou cucmemsi: TEMATOJOTHUYECKUE HaPYIICHUS
(aHemus, TPOMOOLIUTONICHHUSI, JICHKOMEHUSI, TPaHyJIOIUTONIEHUS) pa3BUBatoTcs penko. Kak npasuio,
9TH SIBJICHUS OOpaTHMBI B CIIy4ae MPEKPAICHUS TePaUu.

Hapywenus co cmoponvl neuenu u Jicenyesvl8o0awux nymeti. TOBBIIICHHE aKTHUBHOCTH
«e4eHOuHBIX» (epMeHToB (acmapratamuHorpancdepassl (ACT), amanmHaMuHOTpaHChEpPa3bI
(AJIT), menounoii ¢ocdarasel), renatut (eAMHUYHBIE cay4yau). [Ipu mosBiIeHnN XOleCcTaTHUeCKON
KENTYXH HEOOXOAUMO MPEKPATHTH TEPATTHIO.

OTH ABJIECHUSA OOBIYHO 06p8.TI/IMLI B CJIy4dac MMpEKpallCHus Tepalnu.

Hapymenuﬂ CO CMOPOHbL OpcaHa 3peHUA. MOT'YT BO3HUKATD MPEXOAAIINC 3PpUTCIIbHBIC paCCTpOf/'ICTBa,
BbBI3BBAHHBIC UBMCHCHHUCM KOHLICHTPAIMU I'NIFOKO3bI B KPOBH, 0COOEHHO B HavaJle TCpaliuu.

Knacc-cniennduynsie 3 QexTsl, mpucymye npon3BoAHBIM CylIb()OHIMIMOYEBHHEL: Ha (DOHE TpUeMa
APYTHX TPOM3BOJHBIX CYIb(OHMUIMOYEBUHBI OTMEYAIHMCH CIECIYIOUIHE HEXKelaTelbHbIC SBICHHUS:
SPUTPOLMTONCHUS, AarpaHyJIOIUTO3, T'eMOJUTHYECKAs AaHEMHs, MAHLIUTONEHUS, aJUIEPTUYECKUN
BACKYJIUT, THIIOHATPUEMHS, ITOBBIIICHHE AKTHBHOCTH <IICYCHOUHBIX» (EPMEHTOB, HapyIICHHE
GbyHKIMY TIedyeHH (HarpuMep, C pa3BUTHEM X0JIECTa3a M KEITYXH) U TeIaTUT, MPOSBICHUS KOTOPBIX
perpeccupoBalii Mocje OTMEHbI NpenapaToB CyJIb()OHUIMOYEBHHBI, HO B OTIENBHBIX CIydasx
MIPUBOAMIIH K KU3HEYTPOKAIOIIEMY HApYIIEHUIO QYHKIINHU TICYCHH.

COO6H.I€HI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno coo0marb O NOJO3PEBAaCMbIX HEKEJIATENIbHBIX PEAKIUAX IMOCIE€  PErucTpanuu
JIEKApCTBEHHOT'O Ipernapara ¢ LeJbl0 00ecredyeHus] HENpepbIBHOIO MOHMTOPUHIA COOTHOLIEHHUS
«oNb3a — PHUCK» JIEKApCTBEHHOrO Ipenapara. MEeIUIUMHCKUM pabOTHUKAM PpPEKOMEHAYEeTCs
co00IIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKENIATENIbHBIX PEAKIMAX JEKapCTBEHHOrO MpenapaTa yepes
HalmMOHAJIbHBIE CHUCTEMBbI COO6HI€HI/I$I 0 HCXKCIATCIBHBIX PCAKOUAX TOCYydapCTB — YJIICHOB
EBpasuiickoro 5KkOHOMHUYECKOr0 COK3a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1Mo Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKasi TU101a1b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru wau npr@roszdravnadzor.gov.ru

Caiit B I/IH(bOpMaI_II/IOHHO-TCHGKOMMYHI/IKaHHOHHOﬁ CCTHU ((I/IHTepHeT»I
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

[Ipu nepeno3upoBKe MPOU3BOIHBIMU CYJIb()OHMIMOYEBUHBI MOXKET PA3BUTHCS TUITOTTMKEMUS.
CHUMIITOMBI

[Ipn BO3HMKHOBEHHWH YMEPEHHBIX CHMIITOMOB THIOTJIMKEMHH O€3 HapyIIeHUS CO3HAHMS WIH
HEBPOJIOTHYECKON CUMIITOMATUKH CIEAYET YBEIIUUUTh IPUEM YTIEBOIOB C MMUILEH, YMEHBIIUTD JO3Y
npenapara W/wid W3MEHUTh auery. llpucrampHOe MEAUIIMHCKOE HAONIOACHHE 3a COCTOSHHEM
MarueHTa J0HKHO MPOIOIKATHCS JI0 TEX MOP, TIOKa He OyeT YBEPEHHOCTH B TOM, YTO €T0 3I0POBBIO
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COOTBETCTEYET 3K(
ot 05.03_20:

(MOCNENOBATENLHOCTE 0003)

HUYTO HE YTPOXKaeT.

OMY OTUETY

Bo3MOXHO pa3BUTHE TSAKEIbIX THUNOTIIMKEMHYECKUX COCTOSHHUH, CONPOBOXKAAIOIIUXCS KOMOW,
CyI0pOoraMu WM JAPYTMMU HEBPOJOTMYECKUMHU HapylleHUsMU. [Ipy NOsSBIIEHMU TaKKMX CUMIITOMOB
HE00X0IMMO OKa3aHWEe CKOPON MEIUIIMHCKON TTOMOINY U HEMEIJICHHASI TOCTIUTATH3aITHsI.

JleueHue

B cnydae runornmkeMuueckoi KOMbI HIIA TTPH MOAO3PEHUH HA Hee MallUeHTy BHYTPUBEHHO CTPYITHO
BBOZAT 50 M 20-30 % pactBopa AEKCTPO3bl (TJIOKO3bI). 3aT€M BHYTPUBEHHO KamebHO BBOJST
10 % pacTBOp ACKCTPO3bI IS TIOACPKAHKSI HEOOXOIMMOM KOHIICHTPAIIMH TJIFOKO3bI B KPOBU BBIIIIE
1r/n. HeoOxomuMo NpOBOAWTH TIHIATENBHBIA KOHTPOJb KOHIEHTPALUMU TJIIOKO3bl B KPOBH H
HaOJI0IeHNE 32 TAIMEHTOM. B 3aBUCHMOCTH OT COCTOSIHMS NAllMEHTa JISHAIMii Bpay pelaeT BOIpoc
0 He0OXOIMMOCTH JAJIbHEHIIIETr0 HaOII0ICHUS.

Juanu3 Hea((HhEeKTHBCH BBHUTY BBIPAXKCHHOTO CBSI3BIBAHUS TIUKIIA3UIa ¢ OCIIKAMH IIa3MBbl.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepaneBTUYeCKasi ~ TpYIa: cpeacTBa IS JIGUGHHS ~— caxapHOro  jauabera;
TUTOTJIMKEMHYECKHE CPEJICTBA, KPOME MHCYIIMHOB; POU3BOIHBIC CYJIb()OHUIMOYCBUHBI.
Kox ATX: A10BB09

MexaHu3M AeicTBUS

I'Muknasuyn siBasercss MPOM3BOJHBIM  CYIb(OHUIMOUEBUHBI, THIONIMKEMHYECKHM MpernapaTroM Juis
IpUeMa BHYTpPb, KOTOpPBIH OTIMYAeTcsi OT aHAJIOTMYHBIX IpPEernaparoB HalIuuueM N-COIep:Kalllero
TeTEPOLMKIMYECKOTO KOJIbIIA C 3HAOLMKINYECKOH CBS3bIO.

I'Muka3u CHIKaeT KOHUEHTPALIUIO TIFOKO3bI B KPOBU, CTUMYJIPYS CEKPELIMIO UHCYIMHA [3-KJIETKaMU
ocTpoBKOB Jlanrepranca. IloBbllIeHNE KOHIIEHTpaLMM MOCTIIPAHAMAIBHOIO MHCyaMHa M C-nentvia
COXpaHsIETCA 1ocIe 2 JIET TEepPAITUH.

ITomumo BIMsSHUSA HA YFHCBO,I(HHﬁ oOMeH TIMKIJIa3Ku/] OKa3bIBACT I'EMOBACKYIIAPHBIC 3(1)(1)6KTBI.

DapmakomHammdeckue dYhHEKT

Bnusnue na CeKpeyuio UHCyiuHa

[Ipu caxapHom auabete 2 TUMa MIMKIA311 BOCCTAHABIMBAET PAaHHUI MUK CEKPELIMM MHCY/IMHA B OTBET Ha
MOCTYIUICHHE TJIIOKO3bI U YCHJIMBAET BTOPYIO (ha3y CEKpEelMH HMHCYJIMHA. 3HAYMTEIBHOE MOBBILICHHE
CEKpeLN HMHCYJIMHA HaOMI0JAeTCsl B OTBET HA CTUMYJISILUIO, OOYCIIOBJICHHYKO IPHEMOM IHUILU WX
BBEJICHUEM TTIFOKO3BI.

T'emosackynaprvie s¢ghgpexmot

I'mukna3ua cHIKaeT pPUCK TPOMOO30B MENKHX COCYIOB, BIHSIA HAa MEXaHM3MBI, KOTOPHIE MOTYT
00yCITaBIIMBaTh Pa3BUTHE OCIOKHEHHWH TPU CaXapHOM JauadeTe 2 THIa: YacTUYHOE HHTUOMpOBAHHE
arperalyy U aare3ud TPOMOOIIMTOB U CHIDKEHHE KOHIIEHTpalMU (DaKTOpOB aKTHUBAIMU TPOMOOIIMTOB
(Gera-TpomboOroOymMHa, TpoMOOKcaHa Bp), a Takke Ha BOCCTAHOBJICHHE (DUOPHUHOIMTHUECKON
AKTUBHOCTH COCYAMCTOTO SHIOTEIHS U TIOBBIIIIEHNE aKTUBHOCTH TKAHEBOTO aKTUBATOpa TIA3MUHOT€HA.

NHTEeHCHBHBIN  TJIMKEMUYECKAHA  KOHTPOJIb, OCHOBAaHHBIM Ha MPUMEHEHWU TIMKIA3uaa ¢
MOM(UITMPOBAHHBIM BBICBOOOXKICHHEM (IIETIEBOM TOKA3aTeNlh TJMKO3MJIMPOBAHHOTO T'eMOTTIOONHA
(HbAlc) < 6,5 %), JOCTOBEPHO CHIDKACT PUCK MHUKPO- M MAKpPOCOCYIHUCTBIX OCJIOKHEHHH CaxapHOro
muabera 2 TUIIA, B CPABHEHHUH CO CTAHAAPTHBIM TIIMKEMUYECKUM KoHTposteM (uccnenoBanine ADVANCE).
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COOTBETCTEYET 3KCMNEPTHOMY OTYETY
ot 05.0: B N2 4340

(Mo B HOCTE 0003
Crparervsi MHTEHCUBHOTO TIIMKEMUYECKOTO KOHTPOJIAL HDG,HVCT!ZLITD’H%%‘[%‘)HL%ME‘ er'(nammra

Y TIOBBIIIICHHE €T0 J103bI Ha (oHE (WM BMECTO) CTAHIAPTHOW Tepamuu mnepena A00aBIeHUEeM K Hel
JPYroro TMIOrIIMKEeMUYECKOTO JIEKApCTBEHHOTO Mpenapara (HanpuMmep, coaepikaiiero MeThopMuH,
MHTUOUTOp anb(a-TIOKO3UAa3hl, MPOU3BOJHOE THA3OIMIMHIMOHA WIM UHCynuHa). CpenHss
CyTOUHAas J103a IVIMKJIA3HUJa y MalleHTOB B TPYINe MHTEHCUBHOTO KOHTpous cocTaisuia 103 wmr,
MakcHMaJjbHasi CyTOYHas 103a cocrasisiia 120 mr.

Ha ¢one npumMeneHus riaukiasujga B TPYIIe UHTEHCUBHOTO TNIMKEMHYECKOTO KOHTPOJIS (CpenHss
MIPOJIOJKUTENLHOCTD HaOmonenus 4,8 ser, cpenuss konnenrpamus HbAlc 6,5 %) no cpaBHeHHUIo ¢
IpyNNoN CTaHIApPTHOrO KOHTpois (cpeansisi koHueHtpauus HbAlc 7,3 %) mokazano 3Haummoe
cHikeHne Ha 10 % oOTHOcUTENBHOrO pHCKa KOMOMHUPOBAHHOM YacTOThl MakKpo- H
MHUKPOCOCYIUCTBIX OCIOKHEHHI.

[TpenmymiecTBO OBUIO JOCTUTHYTO 3@ CYET 3HAUMMOTO CHUIKEHHUSI OTHOCUTEIBHOTO PHCKA: OCHOBHBIX
MHUKPOCOCYIUCTBIX OCIOXKHEHUH Ha 14 %, BO3HUKHOBEHUS U NPOrpEecCUpOBaHUs HedponmaTUU Ha
21 %, BOSHHKHOBEHHSI MUKpOAIbOyMUHypuu Ha 9 %, makpoansOymunypuu Ha 30 % u pa3Butus
MOYEYHBIX OCIoxkHeHuid Ha 11 %.

[IpenmyIiecTBa MHTCHCHBHOTO TJIMKEMHYECKOTO KOHTPOJIS HAa (OHE MpuemMa TIWKIA3Huaa He
3aBHCENU OT MPEUMYILECTB, JOCTUTHYTHIX Ha (DOHE TMIIOTEH3UBHON TEPAIHU.

5.2. apmaKkoKHHEeTHYeCKHUe CBOIiCTBA

AOGcopOumst

[Tocne mpuema BHYTPb MIHKIIA3U TTIOJTHOCTHIO abcopoupyetcs. KoHneHTpanus rimkiazuia B IiazMe
BO3pAacTaeT MOCTENEHHO, B TEYEHHE MEPBBIX 6 YacOB, YPOBEHb IUIATO MOJJEPKHUBAETCS OT 6 10
12 yacoB. BHyTpunHauBuyanpHas BapuadbenbHOCTh HU3Kas. [Ipyem nuiy He BIUsSET Ha CKOPOCTh
WIN CTeTeHb a0COpOLMH IIHKIIA3Uaa.

Pacnopenenenne

C Oenkamu Mmiaa3Mbl CBsI3bIBaeTCS MpuOmM3uTensHo 95 % rnuknazuga. O0beM pacmpeneneHus —
okosio 30 in. Ilpuem mpemapatra B go3e 30 Mr oAuH pa3 B CYTKM OOECTEUMBAET MOJEPKaHUE
3¢ (HeKTUBHON KOHIIEHTPAIH TJIMKIa3ua B Ia3Me KpoBu Oosee 24 4acos.

buorpaucdopmarus

I'mukna3un MeTaboau3upyeTcss MPEUMYIIECTBEHHO B MEYeHHU. AKTHUBHBIE META0OIMUTHI B IIa3Me
OTCYTCTBYIOT.

ONIMMUHALIMSA

FJ’II/IKHaSI/IJI BBIBOAUTCA, TJIaBHBIM O6p330M, IMOYKaMH, BBIBECACHHUEC OCYIICCTBIIICTCA B BHUIC
MCTa6OJ'II/ITOB, meHee 1 % BBIBOAUTCA ITIOYKAaMH B HCU3BMCHCHHOM BHJC.

[Iepnon nonyBsIBEIEHUS TTIMKIIA3HU/1a COCTABIAET B cpeHeM oT 12 1o 20 gacos.

Oco0nie T'PYHIIBI HATWMCHTOB

ﬂub;a nooaicus10co so3pacma

Y  [anueHToB  MOXKWIOTO  BO3pacTa HE  HaONIOJAeTcs  CYIIECTBEHHBIX — M3MEHEHUH
(bapMaKOKMHETHUECKUX ITapaMETPOB.

q)aDMaKOKI/IHCTI/I‘-ICCKaH-d)aDMaKOHI/IHaMI/I‘-ICCKa}I 3aBUCUMOCTDb

B3aumocssi3p Mexay NpuHATON 10301 (10 120 Mr) 1 mitomapio noa papMakOKMHETUYECKON KpUBOM
«KOHLICHTPALUS-BPEMSD) SIBJIAETCS JTUHEUHOM.
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5.3. JlaHHbIe JOKJIHHUYECKO 0e30IacHOCTH

JIOKIIMHUYECKUE JaHHBIC, OCHOBAaHHBIC HAa TPAJULUOHHBIX HCCIEAOBAHUAX TOKCUYHOCTH H
TE€HOTOKCUYHOCTH IPH MHOTOKPaTHOM BBEJEHHWH, HE BBIABWIM CHELU(PUUECKUX PHUCKOB IS
yesoBeKka. J{onrocpoyHele HCCIEAOBaHUSA KAaHLEPOTCHHOCTU HE IMPOBOIWINMCH. TepaTOreHHBIX
3¢ GEeKTOB B UCCIEAOBAaHUAX HA KUBOTHBIX BBIABICHO HE ObLIO, HO NPHU BBEJEHUU 103, B 25 pa3
IPEBBIIAIOIINX MAKCUMAIbHYIO PEKOMEHIyEMYIO 103y AJIs YesloBeKa, HalOmroqanachk 0ojaee HU3Kas
Macca Tesa Iulofa. B uccienoBaHMSX Ha JKMBOTHBIX HE OBLIO BBISIBIEHO HETaTUBHOI'O BIIMSIHUSA
TIMKIIa311a Ha (epTUIIBHOCTD U PEIPOTYKTHBHBIN MOTEHIHAI.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Hepeqeﬂb BCIIOMOraTeJIbHbIX BCIIECTB

I'unpomennosza

[emnron03a MUKPOKpUCTATIINYECKAS
Kpemuus nuokcua KoJsIOUIHbIN
Maruus creapat

6.2. HecoBMecTHMOCTH

He nmpumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHsl)

3rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb MpH TeMiiepatrype He Boiie 25°C Bo BTOPUUHOM yakoBKe (Tauke).
6.5. XapakTep U cojep:kaHHe YIAKOBKH

ITo 10, 20, 30 TaGneTOK B KOHTYPHYIO STYEMKOBYIO YIAKOBKY M3 IUIEHKH MOJMBUHWIXJIOPUIHON U
(boabry ATIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

1,2,3,4,5, 6 unu 10 KOHTYpHBIX SIMEHKOBBIX YIAKOBOK BMECTE C MHCTPYKIMEH MO MEIULIUHCKOMY
INPUMEHEHHIO (JIMCTOK-BKJIA/IBII) TOMEIAIOT B KAPTOHHYIO YIIaKOBKY (ITAUKYy).

6.6. Oco0ble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIB30BAHHOTO JE€KAPCTBEHHOT 0
npenapara MM OTXOJ0B, IOJYYCHHBIX IOCJe NMPUMEHEHHMs JIEKAapCTBEHHOI0 Ipenapara, u
Apyrue MAHMIYJISILMU € NPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Poccus

000 «ATomm»

445351, Camapckas 00:1., . XKurynesck, yi. I'uapocrpouteneit, a. 6.
Tem.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 05.03.2026 N= 4340

7.1. IlpeacTaBHTENb ePKATEIsA PErHCTPALHOHHOT yaocTonbpernz— - o~ TENBHOCTS 0003)

[Tperen3un norpedHUTENEH HAIPABIATD 1O A/IPECY:

Poccus

000 «O308»

445351, Camapckas 00:1., 1.0. XKurynesck, 1. JKurynesck, yiu. ['uapocrpoutenei, . 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru (mpu npoussozactee Ha OO0 «O30m», Poccus)

Poccus

000 «O30H Dapm»

445043, Camapckast 0011., 1.0. Tonbsttu, Tep. O3 IIIT, maructpans 3-4, 34. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru (ripu npousBoactee Ha OO0 «O30n Dapmy», Poccust)

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

JITI-Ne(001724)-(PT-RU)

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATErOPUU OTITYCKA 110 PELEHTY.

OO6mrast xapakTepucTUKa JIeKapCcTBeHHOTo nipenapara [nmuknasun MB noctynHa B eqmHOM peectpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zmiickoro »KOHOMHUYECKOTO COK3a M Ha
opUIHMATEHOM caure YIIOJIJHOMOYEHHOTO opraHa (3xcrepTHOM OpraHu3aIim)
(https://Ik.regmed.ru/Register/EAEU_SmPC).
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