OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O ITPEITAPATA
HuadeTron MB, 60 mr, TabiaeTku ¢ MOAUGBUITMPOBAHHBIM BHICBOOOKICHHEM.

2. KAUYECTBEHHBIA M1 KOJJMYECTBEHHbBII COCTAB

JelicTBytolliee BEUIECTBO: TIIUKIA3HU/I.

Kaxnas Tabnerka ¢ MOAU(UIIMPOBAHHBIM BEICBOOOXKIEHHUEM COEPKUT 60 MTI' TTTHKIa3HIa.
BcnomoratenpHbie BelecTBa, HAJTMYHE KOTOPBIX HAJO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: J1akmo3vl MoHo2cuopam (cm. pasoen 4.3).

[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB MPUBEEH B pasuene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tab6nerku ¢ MOTU(PHUITUPOBAHHBIM BHICBOOOKICHUEM.

bernble, IBOSKOBBIMTYKIIbIE, OBAIbHBIEC TAOJIETKU C HACEUKOM U rpaBupoBKOil «DIA» «60» Ha 00eux
CTOpOHaX.

TabneTky MOKHO pa3feiuTh Ha JIB€ PaBHBIC JO3bI.

4. KIMHUYECKHUE JTAHHBIE
4.1. Iloxa3aHusi K IpMMEHEHUIO
Juaberon MB mnokasan Kk MpUMEHEHUIO y B3POCIbIX.

o Caxapuplii aumaber 2 THUHa OpU HEIOCTATOYHON S(H(YEKTUBHOCTH TUETOTEPAIUH,
(U3NYECKUX HArPy30K U CHIKEHHSI MACCHI Tea.
o [Ipodwmnaktuka OCIOXKHEHHMH caxapHOro juabera 2 THMA: CHW)KEHHE pHUCKa

MHUKPOCOCYIUCTBIX (HepponaTus, pPETUHONATHS) U MaKpPOCOCYAMCTBIX OCIOXKHEHUH
(uH(apKT MHOKapAa, WHCYJBT) y HAIMEHTOB C CaXxapHbIM JIuabeToM 2 TUMHa IyTeM
MHTEHCUBHOTO TTTUKEMHUYECKOTO KOHTPOJIS.

4.2. PexxuM 103UpPOBaHUS H CIIOCO0 NPHUMEHEHHSA

PexxuM 103upoBaHus

Cytounas no3a Jlnaberona MB moxer coctaBimsite 30-120 mr (1/2-2 tabneTku) B OAMH IIPUEM.
PexomeHyemyto 103y TIMKIa3U/a ClieAyeT IPUHUMATh BHYTPb, | pa3 B CyTKH, IPEANOYTUTEIBHO
BO BpEMs 3aBTpakKa.

[Tpu mponycke oHOTO MK 6ojee MPUEMOB Mpenapara Hellb3si IPUHUMATh 00Jiee BBICOKYIO 7103y
B CJIEYIOIINN MTpHEM, OOBIYHYIO 03y CJIE€IYET NPUHSTH Ha CIEAYIOIINUN AeHb.

Kak 1 B OTHOIIIEHUH IPYTUX TUIOTTIMKEMHUYECKUX JIEKAPCTBEHHBIX MPENapaToB, 103y INIHKIa3uaa
B K&XKJIOM ClTyyae He00X0IMMO MOI0MPaTh UHIMBUYaJIbHO, B 3aBUCUMOCTH OT TEPAaNIeBTUYECKOTO
s dekTa (KOHLIEHTpALUH TIIFOKO3bl KPOBH U TIIMKUPOBaHHOTO reMoriiodnHa (HbA 1c)).

Hauanvnas 0o3a

HavanbHas pexoMeH tyemast J103a IIHKIJIa3K/ia (B TOM YKCIie [T MAlMEHTOB TI0XKIIIOro Bo3pacta > 65 jier) —
30 Mr B cyTKH (I1OJIOBUHA TaOJIETKH).

B cimyuae nocTH)KeHUS aleKBAaTHOTO KOHTPOJIS TJIMKJIA3UJOM 3Ta J103a MOMKET MPHUMEHSATHCS
JUIsl IO /iepkuBarolelt Tepanuu. [1pu HearekBaTHOM IIIMKEMUYECKOM KOHTPOJIE CyTOYHAs /1032
Juaberona MB moxeT ObITh mocieoBaTeNbHO yBenuueHa 10 60 mr, 90 mr unu 120 mr.
WuTepBan MexJIy KaXKIbIM YBEIMUYEHHEM J03bl JIOJDKEH COCTaBIsATh He MeHee | Mecsdia.
HckmroueHne CoCTaBIISIOT MALMEHTHI, Y KOTOPhIX KOHIEHTPAIUs TII0KO3bl KPOBU HE CHU3MIIACh
nocne 2 Henedb Tepanmuu. B Takux ciydasx 1o3a mpernapata MOKET ObITh yBeIMY€Ha 4depe3
2 HezenM Mocie Havyaja npuema.

MakcumanbHas peKOMEHAyeMasl CyTOYHasl 1032 MIMKJIa3ua cocrasisieT 120 mr.

1 Ttabnerka /lmaGetona MB, 60 wmr, Tabnerku ¢ MOJU(PHUIMPOBAHHBIM BBICBOOOXKICHHEM,
SKBHUBaJIEHTHa 2 TalbJieTKaM JIEKapCTBEHHOrO IIperapaTa cojepikamero riaukiasug, 30 mr,
TabJIETKN ¢ MOJU(PHUIIMPOBAHHBIM BBICBOOOKICHUEM.




Hanuuue Haceuku Ha TabneTrkax 60 Mr MO3BOJISIET AE€TUTH TAOJIETKY U MPUHUMATh CYyTOUYHYIO 103y

kak 30 mr (1/2 Tabnerku 60 mr), Tak u npu HeoOxoagumoctu 90 mr (1 u 1/2 Tabnetku 60 mr).

Ilepexo0 ¢ npuema nekapcmeeHH020 npenapama, cooepicauie2o 2auknazud 8 oosuposke 80 me,

Ha [Juabemon MB, 60 me, mabiemku ¢ MOOUDUYUPOBAHHBIM BbICBODOICOCHUEM

1 Tabnerka JeKapCTBEHHOTO IperapaTa, CoAepXkallero riukKiIazua B 103upoBke 80 Mr, MOKeT

ObITh 3ameneHa 1/2 Tabnerku [lmaGetrona MB, 60 mr, Tabnetku ¢ MOIUPUIIMPOBAHHBIM

BbICBOOOXKIeHHEeM. [Ipu mepeBojie MAnUMEHTOB C JIEKAapCTBEHHOIO Ipemnapara, COJepKaliero

mmkiasua B jpo3upoBke 80 mr, Ha [[uaberoH MB pexomMeHIyeTcsl TIIATEIBHBIM KOHTPOJIb

TJIMKEMHH.

Ilepexoo c npuema Opy2020 UNO2IUKEMULECKO20 NeKapCmEeHH020 npenapama na {uabemon MB,

60 me, mabremxu ¢ MOOUPUYUPOBAHHBIM 8bICBOOOICOEHUEM

Huaberon MB, 60 mr, TabneTku ¢ MOAHU(PHUIMPOBAHHBIM BBICBOOOKICHUEM MOXKET IPUMEHATHCS

BMECTO  JIpyroro MepopajibHOT0  TUMOMIMKEMHYECKOTO  JIEKapCTBEHHOIO  IMpernapara.

[Tpu mepeBone Ha Jlmaberomn MB  mamweHTOB, TONy4YalOmUX JPyrue TMepopaibHbIC

TUIOTIMKEMUYECKUE Mperaparbl, CiIeAyeT YYHUTHIBaTh MX J03Y M MEPHOJ IOTYBBIBEACHHUS.

Kak mpaBuiio, mepexogHOro mnepuojna Impu 3TOM He Tpedyerca. HawanmpHas mo3a 1oimkHA

coctaBnaTh 30 MI' M 3aTeM JOJDKHA TUTPOBATHCA B 3aBUCMMOCTH OT KOHIEHTPALMU TIIFOKO3BI

KPOBH, KaK OIMCAHO BBIIIE.

[Tpu 3aMeHe MPOU3ZBOJHBIX CYIb(POHUIMOUYEBUHBI C JJIUTEIbHBIM MEPUOJOM IOTYBBIBEICHUS

Ha /lnaGeton MB Bo m30exaHHe THUIMOTIUKEMHH, BBI3BAHHOW aJIUTUBHBIM S(PPEKTOM IBYX

TUIOTIMKEMHYECKHUX JIEKAPCTBEHHBIX MPETapaToB, MOKHO MPEKPATUTh UX MPUEM Ha HECKOJIBKO

nueii. Hauanbnas nosa Jlma6erona MB npu stom takxke coctaBusier 30 mr (1/2 tabmetku 60 mr)

U Tpud HEOOXOAMMOCTHM MOXKET ObITh TOBBIIIEHA B JajbHEHIIeM, B 3aBUCUMOCTHU

OT TepareBTHYECKOTO 3P dekTa.

Kombunuposannulil npuem ¢ opyaum eunociukemMuieckum i1eKapcmeenHbvlM npenapamom

Juabeton MB MoOXeT NpUMEHSTHCS B COYETAaHUM C OWTyaHWJaMH, MHTHOWTOpaMH ajbda-

TIFOKO3UAa3bl UM UHCYJIUHOM.

[lpy HeageKBaTHOM TJIMKEMHUYECKOM KOHTPOJE CIIEAyeT Ha3HAYUTh JOIMOJHHUTEIHHO

MHCYJIMHOTEPAIHIO C MPOBEICHUEM TIIATEIHHOTO MEAUIIMHCKOTO KOHTPOJISL.

Ipoghunaxmuxa ocnoscnenuti caxapnozo ouabema 2 muna

JUis AOCTH)KEHHMs] MHTEHCUBHOTO TIIMKEMHYECKOT'0 KOHTPOJISI MOXHO MOCTENEHHO YBEIWYMBAThH

no3y uaberona MB no 120 Mr/cyTku B JOoNOJHEHHE K AuWeTe U (PU3NYECKUM Harpy3kam

710 AOCTHKeHMsI 1ieneBoi KoHeHTpauuu HbA Ic. [Ipu 3ToM He00X0AMMO IPOBOIUTH MOHUTOPUHT

pHUCKa pa3BUTHS TUTIOTITUKEMHH.

[ToMumo 3TOro, K Tepamuu MOXHO J10OaBUTh JIpyrue JIEKapCTBEHHbIE MpenapaTsl, HalpuMmep,

coaepkalie MeT(hOPMHH, HHTHOUTOPHI allb(ha-TIFOKO3UIa3bl, TPOU3BOIHBIC THA30IHINHINOHA

WM WHCYJIVH.

Oco0ble TPyMIIbI NAIUEHTOB

Tayuenmoi noscunozo eospacma

Koppekmuu 10361 penapara a1 MalueHToB crapiie 65 et He Tpedyercs.

Tayuenmoi ¢ HapyweHuem GyHKyuy noyex

Pe3ynbraThl KIMHMYECKHX WCCICNOBAHMN TIOKAa3ald, 4YTO KOPPEKIHMH O3Bl TIperapara

y MalMeHTOB C TMOYEeYHOH HEeJAOCTATOYHOCTBIO JIETKOM M cpenHell cremeHu He Tpelyercs.

PexomeHyeTcs mpoBeieHHE TIATETFHOTO MEIUIITHCKOTO KOHTPOJISL.

Tlayuenmoi, omuocawuecs Kk cpynne pucka paseumusi 2UNO2AUKEMUU.

- HEI0CTaTOYHOE WJIM HecOalaHCHPOBaHHOE TTUTAHUE,

- TsDKEJbIe WITU MJI0X0 KOMIIEHCHPOBAHHBIE YHJIOKPUHHBIE pacCTPOMCTBAa — runoduzapHas
Y HaJIMOYEYHUKOBAS HEJOCTATOUHOCTh, THIIOTHPEO3;

- oTtMeHa rimokokoptukocrepouioB (I'KC) mocne ux JMTenbHOro nmpueMa W/uiM mpuema
B BBICOKHX J032X;

- TsDKeIbIe 3a00J1eBaHMsI CEpAECYHO-COCYTUCTOM CHCTEMBI — TsDKelas hieMudeckas 00JIe3Hb
Cep/Ia, TSHKENbIA aTepOCKIIEPO3 COHHBIX apTePHii, PaCPOCTPAHEHHBIN aTEPOCKIIEPO3.




Y TakuxX MalMeHTOB PEKOMEHIYEeTCS Ha4YMHATh TEPalnuio C MUHUMaIbHOH 703bI (30 Mr)
JICKapCTBEHHOTO TIperapara.

eTH
Jannbie 00 3¢ GEeKTUBHOCTH U O€30MaCHOCTH OTCYTCTBYIOT.
Crocob6 npuMeHeHUs
Pexomenayercss mporioTuTh 03y Mpernapara ILETUKOM, HE pa3KeBbiBasg M HE H3Melbyas
(cm. pasznmen 4.4.).

4.3. TlporuBomoxkasaHusi

° TUTNEPYYBCTBUTEIBLHOCT K TIUKIA3UAY WM K JIOOBIM BCIIOMOTAaTEIBHBIM BEIIECTBAM,
MEPEYUCIICHHBIM B paszaene 6.1., ApyruM TPOU3BOJHBIM  CYJTh()OHHIMOYCBHHEI,
cyJbhaHUIaMHUIAM;

) caxapHblii quabder 1 Tuma;

° nrabeTudecKas MpeKkoMa U KoMa, TUa0eTHIECKUH KeTOoaIn103;

° MOYeYHast HEJOCTAaTOYHOCTb TSDKEIOH CTEMeHW WM IeYeHOYHas HEJO0CTATOYHOCTH

TSKEJION CTENEHN (B 3TUX CIIydasiXx pEeKOMEHAYETCsl IPUMEHATh UHCYJINH);
MpuUMEeHEeHrne MUKOHa3o01a (cM. pazzaen 4.5.);

OEpEeMEHHOCTD U MEePUOJ TPYTHOTO BCKapmiiuBaHus (cM. pasnaen 4.6.);

BO3pacT 10 18 ner;

HETEPECHOCUMOCTb JIAKTO3bI, JC(PHIIUT JIAKTa3bl, TJFOKO30-TAJIAKTO3HAS MAJIbaOCOPOITHSL.

4.4. OcoO0ble yka3aHusi 4 Mepbl NIPEIOCTOPOKHOCTH NMPHU NPHUMeHEeHUH

C 0CTOPOKHOCTBIO

[Toxwiioit Bo3pacT, HEperyIsipHOe W/WIM HecOAJTaHCHPOBAHHOE NHTaHUE, HEJIOCTaTOYHOCTh

III0K030-6-pocdaTaerugporeHaspl, TsoKesble 3a00J€BaHUSA CEpPAECYHO-COCYIUCTON CHUCTEMBI,

TUIOTHPEO03,  HAAMOYCYHHWKOBAS  WIM  runodusapHas ~ HEAOCTATOYHOCTh,  IOYEYHAS

HE/I0CTaTOYHOCTh JIETKOW W CpeJHed CTeNeHW WM IE€YEHOYHAas HeIO0CTaTOYHOCTb JIErKOH

U CpEJHEN cTeneHy, UIMTEIbHas Tepanus IIII0KOKOPTUKOCTEPOUIaMHU, aTIKOTOJIU3M.

T'unoanuxemus

[Ipenapat MokeT OBITh Ha3HAUYEH TOJBKO TEM IAllMEHTAaM, KOTOPBIE MUTAIOTCS PETYISPHO

(Burouast 3aBTpak). OYeHb BaXHO MOJIEPKUBATh JOCTATOYHOE IMOCTYIJICHHE YTIJIEBO/IOB

C MMILEH, TaKk KaKk pUCK pa3BUTUS THUIOIIIMKEMHHM BO3pacTaeT IMpH  HEPETyJISIpHOM

WIN HeIOCTAaTOYHOM MUTAHWHU, a TakXke INpU MNOTpeOJIeHUH MUY, OeTHON YIIeBOJaMH.

['unornukemus yaie pa3BUBAETCS NPU HUZKOKAIOPUWHOM nueTe, MOCie MPOJOJIKHTEIbHBIX

WIN SHEPTUYHBIX (PU3MUECKUX HArpy30K, MOCie YMOTpeOJeHUs aJKOrois WU HpU TNpHeMe

HECKOJIbKUX TMIOMIMKEMUYECKUX JIEKAPCTBEHHBIX MPENapaToB OJJHOBPEMEHHO.

[Ipu mpueme NPOU3BOAHBIX CYJIb()OHUIMOYEBHHBI, B TOM YHCIE U TJIMKIA3MJa, MOXKET

pa3BuBaThCcsl THUMNOMNIMKeMUs (cM. paszznen 4.8.), B HEKOTOPHIX ClydasgxXx — B TSXKeJOil

U TIPOJIOJDKUTENbHON (popMme, Tpedytoliel rocnuTaaIn3alii 1 BHyTPUBEHHOTO BBEICHUS PacTBOpa

[JIIOKO3bl B TEYEHHE HECKOJIBKUX JTHEH.

Bo uzbexanue pa3BUTHS THIOTTUKEMHH HEOOXOAMM TIIATENbHBIM MHIAMBHUIYaJIbHBIN moa0Op

IpernapaToB M peXMMa JO03MPOBAHUS, a TaKXKe MPEAOCTaBICHHE MAalUEHTy MOAPOOHBIX

UHCTPYKIUH.

[ToBBIIEHHBIN PUCK PA3BUTHSI TUIIOTJIMKEMUH MOXKET OTMEUYATHCS B CIEAYIOIINX CIydasx:

- OTka3 WM HECHOCOOHOCTh ManueHTa (0COOEHHO MOXKWIIOTO BO3pacTa) CIlelI0BaTh
HA3HAYEHUSAM Bpaya U KOHTPOJIUPOBATH CBOE COCTOSTHUE;

- HenocratouHoe u HeperyisipHoe MHUTaHUE, MPOMYCK NPUEMOB IHILM, TOJIOJAHUE
U U3MEHEHUE PalllOHa,

- JHucOananc Mexay Gu3NUECKOil Harpy3Koi U KOJIMYECTBOM MIPUHUMAEMbIX YTIIEBOIOB;

- Iloueuynast HETOCTaTOUHOCTB;

- [leyeHouHast HEJOCTATOYHOCTb;

- Ilepenosuposka /Inaberona MB;




- Hekotopele SHIOKpWHHBIE pacCTpOMCTBA: 3a00JICBaHUS IIUTOBUIHOW  KEIJIE3Bl,
runoduzapHas U HaAMOYCIYHUKOBAS HEIOCTATOYHOCTH;

- CoBMecTHOE  MPUMEHEHME C  HEKOTOPhIMU  JICKAPCTBEHHBIMH  IMpernaparaMu

(cm. paznen 4.5.).

Tlayuenmoi ¢ Hapywenuem QyuKyuy novex u neyeHu

Y nanMeHTOB C IEYEHOYHOM HEJOCTATOYHOCTBIO WJIM TSKEIOM CTENEHBIO IOYEYHOMU

HEJOCTAaTOYHOCTU MOTYT HM3MEHSTHCS (PapMakKOKMHETHYECKHEe W/WiM (hapMakoJWHAMUYECKUE

napaMmeTpsl MMkiasuaa. CocTosHue TMIOIJIMKEMUH, pa3BUBAIOIIEECs Y TAKMX MallUEHTOB, MOYKET

OBITH JIOCTATOYHO JJIMTENIbHBIM, B TaKHUX CIydasx HEOOXOJMMO HEMEJJICHHOE IpPOBEICHUE

COOTBETCTBYIOLICH TEPAIIUH.

Hngpopmayusn ons nayuenmos

Heo6xonumo mnponHpopMupoBaTh MalMeHTa, a TAKXKE YICHOB €0 CEMbH O PUCKE Pa3BUTHA

TUIOTJIMKEMHH, €e CUMITOMax (cM. pasnen 4.8.), yCIOBHUAX, CIIOCOOCTBYIOIIMX €€ Pa3BUTHUIO,

Y JICYEHUH.

[TarueHTy HEOOXOAUMO PA3bSICHUTH BAXKHOCTH COOIIOICHUS JUEThI, HEOOXOAMMOCTh PETYIISIPHBIX

(U3HYECKUX HATPY30K U PErYISIPHOTO KOHTPOJISI KOHIIEHTPAIIUHU TIIFOKO3bI B KPOBH.

Tayuenmoi ¢ HeOOCMAMOYHBIM 2NUKEMUYECKUM KOHMPOIeM

Ha roukemudeckuil KOHTPOJIb y MAIMEHTOB, MOJYYAIOMIMX TEPANUI0 THIOTIUKEMHUYECKUMU

JICKapCTBEHHBIMU TpenapaTtaMu, MOXET BIUATH CIEAYIOIIee: COBMECTHBIM IpPHUEM IpernapaToB

3Bepo00si IpoAsIpsBICHHOTO (Hypericum perforatum) (cm. pasnen 4.5.), TMXOpajKa, TPAaBMBI,

uH(pEKIMOHHbIE 3a00JIeBaHUsl WIM XUPYPTrUYeCKHe BMelaTeNnbcTBa. [Ipu MaHHBIX COCTOSHUSIX

MO>XET BO3HUKHYTb HEOOXOAMMOCTh B HA3HAUYEHUN WHCYJIMHA.

Y MHOrux mnanueHToB 3(P(GEKTUBHOCTh MNEPOPATBHBIX THUIOTTTUKEMUYECKUX JIEKApPCTBEHHBIX

[IPENapaToB, B TOM YHUCIE COJEP)KALIMX TJIUKIA3UJ], UMEET TEHICHLMIO K CHUXEHMIO I0CIIe

OPOJOKUTENIFHOTO  Tepuoaa  JiedeHus. IToT  dPPexkT MoxeT ObiTh  00yCIOBIICH

KaK POrpecCUpOBaHUEM  3a00J€BaHMs, TaK M CHIKEHHEM TEpareBTUYECKOr0 OTBETa

Ha npenapar. JlaHHbli (EeHOMEH W3BECTEH KaK BTOPUYHAS JIEKAPCTBEHHAs PE3UCTEHTHOCTb,

KOTOPYI0 HEOOXOJUMO OTJIMYaTh OT IEPBUYHOM, IpPU KOTOPOM JIEKapCTBEHHBIN IpemnapaT

y>Ke IIpH IEpBOM ~ Ha3HAYEHWU HE JaeT OXHuaaeMoro kinuHudeckoro »sddexra. Ilpexne

YeM JIMarHOCTUPOBATh y MallMeHTa BTOPUYHYIO JIEKAPCTBEHHYIO PE3UCTEHTHOCTb, HEOOXOIMMO

OIICHUTH aJICKBATHOCTD MOI00pA 03Bl M COOIO/IEHUE MAIIMEHTOM MPEANMUCAHHON TUETHI.

Jlucenuxemus

CooOmranoch 00 M3MEHEHUSX KOHIIEHTPALUU TIIFOKO3bI B KPOBH, BKIIOYAsl KaK THIOTJIMKEMHIO,

TaK U TUIEPIIIMKEMHIO, Y TAIUEHTOB C CaXapHbIM IuabeToM 2 TUIla, COBMECTHO MOIYyYarolInX

Tepanuio GTOPXUHOIOHAMH, OCOOEHHO Y MAIMEHTOB MOKUIIOT0 Bo3pacTa. Takum oOpa3om, BceM

MalyeHTaM, OJHOBpeMeHHO MpuHuMaromuM Jlnadberon MB u QTopXuHOIOHBI, peKOMEHIYyETCS

MPOBOAMTH TIIATENBHBI MOHUTOPUHT KOHIICHTPAIH TTFOKO3bI B KPOBHU.

Jlabopamopnwvie mecmuol

Jns  OLEHKM TIMKEMHYECKOTO KOHTPOJISI PEKOMEHAYETCS PpEryJISIpHOE ONpenesieHue

koHUeHTpauuu HbAIc miaM KOHUEHTpaluu TJIIOKO3bl B BEHO3HOM KpOBM HATOIIak. Takxke

1e51eco00pa3Ho PEryJIsIpHO MPOBOIUTH CAMOKOHTPOJIb TIIMKEMHH.

T'emamonocuueckue 3¢hgpexmuol

[TpousBoaHbIE CYNb()OHUIMOYEBHHBI MOTYT BBI3BATh FEMOJUTHYECKYIO aHEMHUIO y TMAlMEeHTOB

¢ 1epUIUTOM  TIIOK030-6-pochaTaerunporenassl.  [lockoNbKy — THMKIA3u] — SIBISETCS

MPOU3BOIHBIM CyIb(GOHUIMOYEBUHBI, HE00X0IMMO cobnmoaaTh OCTOPOKHOCTh

MIPU €r0 HA3HAYEHWU TAalUeHTaM ¢ JeUIMTOM TIIIOK030-6-pochaTtaeruaporenassl. Cremayer

PaccMOTPETh BOZMOKHOCTh Ha3HAYEHUS JIEKAPCTBEHHOTO MTpenapara He U3 TPYIIbI MPOU3BOIHBIX

CyJIb(OHMIMOYEBUHEI.

THayuenmoi ¢ nopghupueti

Onucanpl cnydan 00OCTpeHHs TOPPUPHHA TTPH TPUMEHEHUH HEKOTOPBIX IPYTUX MPOU3BOIHBIX

CyNTb()OHUIMOYEBHHBI Y TAITUEHTOB C TOPHUPHEH.



Bcnomozamenvuvle sewyecmea

Jlakmo3sa

Huabetron MB, 60 mr, TabieTku ¢ MOAM(PHUITMPOBAHHBIX BHICBOOOKICHUEM, COJACPIKUT JIAKTO3Y.
[uaberon MB He cienyer npuHMMAaTh NAIMEHTaM C PEAKO BCTPEYAIOLIEHCS HACIEICTBEHHOM
HEMEPEHOCUMOCTBhIO ~ TaJIaKTO3bl,  JCPHUIMTOM  JIAKTa3bl WM  TJIIOKO30-TaJIaKTO3HOM
MaJTbaOCOpOIIHEH.

4.5. B3aumopeiicTBHe C JPYIrMMH JIeKAPCTBEHHbIMH NpenapaTamMM W [pyrue BHAbI
B3aHNMOJAEeHCTBUSA

[IpenapaThl ¥ BENIECTBA, CIIOCOOCTBYIONINE YBEAMYECHUIO PUCKA PA3BUTHS TUIIOTTTUKEMHUH :
Cosmecmmnoe npumenenue npomugoOnoOKa3aHo

MukoHa301 (IpU CHCTEMHOM BBEACHHWU W TPU HAHECEHUH Telil Ha CIU3UCTYIO 000JIOUKY
IOJIOCTH PTA): YCUIMBAET TMIIONIMKEMHUYECKOe NeWCTBUE TIHMKiIa3uaa (BO3MOXKHO DPa3BUTHE
TUIIOTIIMKEMHH BIUIOTH JI0 COCTOSIHUSI KOMBI).

Kombunayuu, ne pexomenoyemvie K nRpumeHeHuro

®ennn0yTa30H (CUCTEMHOE BBEACHUE): YCHIIMBACT TUIIOTIIMKeMUYecKHid 3()(eKT mpon3BoaHBIX
CyJIb(OHUIMOYEBUHBI (BBITECHSAET HMX U3 CBA3M C OelkamMM IUIa3Mbl W/MIM  3aMeuIseT
WX BBIBEJICHHUE U3 OpPraHu3Ma).

[TpennoururenbHee UCIOJIb30BaTh JpyTroi IIPOTUBOBOCTIATIUTENbHBIN npemnapar
WIN IPEAYNPEUTh TalUeHTa O PHCKE pPa3BUTUS THIOTIMKEMHH € OOpaTHTh BHHMAaHUE
Ha BA)XHOCTh CaMOKOHTPOJII KOHIIEHTpAlUM IJIIOKO3bl B KpoBU. [Ipm HeoOXxomumocTtu A03y
Juaberona MB crienyer KoppeKTHpoBaTh BO BpeMs IIpHeMa HPOTHBOBOCHAIMTEIBHOIO
npernapara U nocjie €ro OTMEHbI.

ITAaHOJ: YCWINBAaeT THUIOIVIMKEMHUIO, WHIHOMpPYs KOMIIEHCATOpHBIE PpEaKLUH, MOKEeT
CIOCOOCTBOBATh PAa3BUTHIO THIIOTIMKEMHYECKOH KOMBL. HeoOXxoamMo oTKazaTbcs OT IMpHeMa
JIEKapCTBEHHBIX IPEnapaToB, B COCTaB KOTOPBIX BXOJUT 3TAHOJI, U YIIOTPEOICHUS alIKOTOJIsl.
Couemanue npenapamos, mpebyioujee 0c06020 HUMAHUSA U OCIOPOACHOCTU

Crnenyromue JeKapCTBEHHbIE IIpernaparbl MOTYT YCHJIMBAaTh THUIIOTIMKEMUYeCKUH 3ddext
¥ CIIOCOOCTBOBATH PAa3BUTHIO TUIIOTTTUKEMHH: IPYTHE TUIIOTIIMKEMUYECKUE MTPeTapaThl (HHCYIIUH,
akap0o3a, MeTGOPMHUH, THAZOJIUAUHINOHBI, THTUOUTOPH! AUMENTHIMINENTHIa3bl-4, arOHUCTHI
peuenTopos I'TII-1); Oera-apeHo0I0KaTOPHI, (bayKoHa307; MHTHOUTOPBI
AHTUOTEH3MHIPEBpAILAoIIero  (epMenTa (KalTompuil, SHalanpui); Onokatopbl Ha-rucraMHHOBBIX
pElenTopoB;, WHTUOWTOPBI ~ MOHOAMHHOOKCHIA3bI,  CyJIb(GaHWJIAMHIBL,  KIAPUTPOMHUIIUMH
U HECTEPOU IHbIE IPOTHBOBOCHAIUTENIbHBIE TIPENapaThl.

ITpenapaThl, CIOCOOCTBYIOIINE YBEAMYEHHUIO KOHIICHTPAIIUHU TIFOKO3bI B KPOBU:

Kombunayuu, ne pexomenodyemvle K npuMeHeHuro

Jana3zon: oOnanaer auaberoreHHbIM 3(dexToM. B ciydae, ecaum npUMeHEHHE ITaHHOTO
npemnapara HeoOX0JMMO, MALUEHTY PEKOMEHTyeTCsl OOpaTUTh BHUMAaHUE HAa BaKHOCTh KOHTPOJIS
KOHIEHTPAllUu TIJIIOKO3bl B KpoBM M Moue. [Ipm HeoOXoauMOCTH COBMECTHOTO IpHeMa
IpenapaToB PeKOMEHIYETCsl MOJ00p A03bl TMIIOTIMKEMHUYECKOTO JIEKAaPCTBEHHOIO Ipernapara
KaK BO BpeMs MpreMa J1aHa30Ja, TaK U MOCJIe €r0 OTMEHBI.

Couemanue npenapamos, mpeodyroujee 0co6020 BHUMAHUSL U OCTNOPOICHOCTIU

XuopnpomasuH (HEHPOJENTHK): B BBICOKMX mo03ax (Oosee 100 Mr B CyTKH) yBEIHYUBACT
KOHIIGHTPALIMIO TJIFOKO3bI B KPOBM, CHIDKas cekpeuuto HMHCynuHa. OO0 3TOM HEo0X0AuMOo
OpeAyNnpeauTh TIalueHTa W OOpaTWTh BHHUMAaHWE Ha BaXHOCTh KOHTPOJS TIMKEMHH.
[Tpy HEOOXOIMMOCTH COBMECTHOTO IpHEMa MpernaparoB peKOMEHAyeTcs MoA0op J103bl
TUIOTIMKEMUYECKOr0 JIEKapCTBEHHOI'O IpernapaTa Kak BO BpeMsl IMpueMa HeHposenTuka,
TaK U mocjie ero oTMeHbl. [JIIKOKOPTHKOCTEpOUAbl (CHCTEMHOE M MECTHOE NpPHUMEHEHUE:
BHYTPHCYCTaBHOE, HAKO)XHOE, PpEKTAJIbHOE BBEAECHHE) M TETPAKO3AKTHA: IOBBIIIAIOT
KOHIEHTPALUIO TJIOKO3bI B KPOBH C BO3MOKHBIM pa3BUTHEM KeTo3a (CHM)KEHHE TOJIEPaHTHOCTU
K yrineBogaM). HeoOxoaumo mpeaynpenuTh MaldeHTa O HEoOXOJUMOCTH —TIIATEIBHOTO




IJIMKEMUYECKOTO KOHTPOJIs, OCOOEHHO B Hauane JiedeHus. [Ipy HeoOX0oaAMMOCTH COBMECTHOTO
nprueMa MpenapaToB MOXKET MOTPeOOBAaTHCS KOPPEKLHUs J03bI TUMOTJIIMKEMHUYECKOTO CpPEeICTBA
KaK BO BpeMs IIpHeMa INIIOKOKOPTUKOCTEPOUI0B, TaK U I1OCIIE UX OTMEHBI.

Putonpun, canb0yramoJi, TepOyTajauH (BHYTPUBEHHOE BBEACHHUE): Oera-2 aJpeHOMHUMETUKU
CHOCOOCTBYIOT IOBBIILIEHUIO KOHIIEHTPALUU TTIFOKO3bl B KPOBH.

Heo6xonuMo o0paTuTh BHUMaHKE MAIlMEHTA HA BAXHOCTh KOHTPOJS KOHIEHTPALIUH TIFOKO3BI
B KpoBU. [Ipy HEOOXOAMMOCTH PEKOMEHIYETCsl IEPEBECTH NAllMEHTa HA MHCYJIMHOTEPAIIHUIO.
IIpenapartsl 3Bepo6os npoabipsiBieHHOro (Hypericum perforatum): sxcrio3uus riyvkiasuaa
CHIJKaeTcs Ha (poHe COBMECTHOrO NPHUMEHEHMs C IpernaparaMu 3Bepo00si MPOJBIPSBIEHHOTO.
Heo6xonuMo o0paTuTh BHUMaHKE MAIlMEHTa HA BAXHOCTh KOHTPOJS KOHIEHTPAIIUH TIFOKO3BI
B KPOBHU.

IIpenapaThl, KOTOpbIE MOIYT BbI3bIBaTh JMCIVIMKEMHUIO (M3MEHEHUE KOHIEHTPALUU TJIHOKO3bI
B KDOBH)

Couemanue npenapamos, mpebyoujee 0c06020 BHUMAHUSA U OCIOPOACHOCTU

DTOPXHHOJIOHBI: B Cllyyae COBMECTHOTO NpHEMa TIIMKIa3uaa U (TOPXMHOJOHA MAlUEHTHI
JIOJDKHBI OBITh HPEAYNpPEXIEHbl O PUCKE Pa3BUTHUS JUCIIIMKEMHM U O BAXKHOCTH KOHTPOJIS
KOHLEHTPALUU TIIOKO3bI B KPOBH.

Coueranus npenaparos, TpeOYIOLMe BHUMaHUS

AHTHKOAryJsiHTHI (Hampumep, BapdapuH): NPOU3BOAHBIE CYIb(OHWIMOUYEBUHBI MOTYT
YCUJIMBATh JEMCTBUE aHTUKOAryJsSHTOB IIPU COBMECTHOM NPUMEHEHUHU. MOXKeT MOoTpeOoBaThCs
KOPPEKLHMSI J03bl aHTUKOAryJISHTA.

4.6. @epTWIBLHOCTDH, 0ePeMEHHOCTDb U JAKTALUSA

bepeMeHHOCTD

[IprMeHeHre TANKIa3KU/Ia BO BpeMsi 6€peMEHHOCTH MMPOTUBOMOKA3aHO.

JlaHHbIE O NPUMEHEHHMHU IIMKIA3uJa y OCpeMEHHBIX OTCYTCTBYIOT WJIM OrpaHHuYeHbl (MeHee
300 ucxo0B OEPEMEHHOCTH), TaKXKE KaK OrpaHWYeHbl JaHHBIE O TPUMEHEHUH JPYTHX
IPOU3BOJIHBIX CYJIb()OHUIMOYEBHUHBI.

HccnenoBanust penpoIyKTHBHONH TOKCHYHOCTH HA JKMBOTHBIX HE CBUJICTEILCTBYIOT O HAJMYUU
TepaTOreHHbIX 3P PeKToB (cM. pa3aen 5.3.).

Jist CHWKEHHsI pHCKa BPOXIECHHBIX IOPOKOB, CBSI3aHHBIX C HEKOHTPOJIMPYEMBIM CaxapHBIM
nrabeToM, ciaelyeT J0CTUYb HOPMOTJIMKEMHUH 0 3a4aTHsl.

[lepopanbHbIE THUMOTIIMKEMHYECKUE TpenapaTsl B TEPHOJ OEPEeMEHHOCTH HE TPUMEHSFOTCS.
WNHCcynuH sBHsieTcd IpernapaToM BBIOOpa Ul Tepaluu caxapHOro auvadera y OepeMEeHHBIX.
Pekomenmyercss  3aMEHHTh  TIPUEM  TEPOPATBHBIX  THIOTIIMKEMUYECKHX  IpErapaToB
Ha MHCYJMHOTEPANHIO: WIN 3apaHee — B Cllyyae IUIaHUpyeMoil OepeMEeHHOCTH, WK cpa3y Mocie
BbISIBJIEHUSI OEPEMEHHOCTH.

Jlakranus

JlaHHBIE O TPOHUKHOBEHUH TJHKIA3HMJIa U €ro METa0OJHTOB B TPYAHOE MOJOKO YeJOBEKa
0TCyTCTBYIOT. [IpHUMas BO BHUMaHUE PUCK PA3BUTHS HEOHATAbHOW IMITOTJIMKEMHH, B IEPUOJT

TPYIAHOTO BCKapMJIMBaHUSA TpUeM npemnapara MPOTUBOIIOKA3aH. Puck
JUTSI HOBOPO>KJIEHHBIX/MJIa/ICHIIEB HE MOXKET OBITh UCKITIOUEH.
DdepTUIbHOCTD

HccnenoBanusi penpolyKTUBHON TOKCHYHOCTH Ha KpbICaX 00OETO Mojia He MOKAa3add BIUSHUS
Ha (QepTUIBLHOCTH W PENPOIYKTUBHYIO PYHKIHIO (CM. pa3aen 5.3.).

4.7. BuusiHMe Ha CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeaCTBAMH H PadoTaTh
¢ MeXaHNU3MaMH

Juabeton MB He oka3pIBaeT WJIM OKa3blBaeT HECYIIECTBEHHOE BIHMSIHHME Ha CIIOCOOHOCTBH
YIOPaBIATh TPAHCIIOPTHBIMU CPEJICTBAMH M pabOTaTh C MEXaHU3MAaMHU.

B cBs13u ¢ BO3MOXHBIM Pa3BUTHEM TMIIOTIIMKEMUH MU npuMeHeHnn J{nadberona MB, nanueHTs
JOJIDKHBI OLITH OCBCIOMIJICHBI O CUMIITOMAaxX I'MIIOITIMKEMUU U JOJIXKHBI CO6J'IIO)IaTI) OCTOPOKHOCTH
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BO BpeMsl YINpaBjeHHs] TPAHCIOPTHBIMU CPEACTBAMH WM BBIIOJHEHHS paboThl, Tpedyromei
BBICOKOW CKOPOCTH (PU3UUECKUX U TICUXHUUECKUX PEaKLUii, 0COOCHHO B Hayaje Teparuu.

4.8. HexenareiabHble peakunuu

Pestome npoduiis 6e3onacHoCTH

[Tpu npuMeHeHUH MIHMKIIA31]1a COOOIIANIOCH O PA3BUTHH CIICAYIOIIUX HEXKENaTeIbHbIX PEaKIIil:
T'unocnuxemus

Haubonee yacToii HexenaTenbHON peakiueil, CBsI3aHHOM ¢ MPUMEHEHHEM IIIMKIa31/1a, SBIsSETCS
TUTIOTJIMKEMHUSL.

Kak u npyrue npenapathl rpymmsl cyibQoHUIMO4YeBUHBI, J(nabeton MB MoxkeT BbI3bIBaTh
TUTOTJIMKEMHUIO B CIydae HEpEeryJIspHOro IpHeMa MHINA WU OCOOCHHO, €CJIM TMPUEM MHUIIH
nponyiieH. Bo3MoXHble CHMITOMBI TUIIOTJIMKEMHUU: TOJIOBHAs 00Jb, ONIYHIEHHE CHUJIBHOTO
rojiojia, TOIIHOTA, pPBOTA, IIOBBIIICHHAS YTOMIISIEMOCTh, HapyIICHWE CHA, BO30Yy>KICHHE,
arpecCUBHOCTb, CHIDKEHUE KOHIEHTpAallMM BHHMMAHHUS, 3aMEIJICHHAas peakius, Iernpeccus,
CIIyTaHHOCTHh CO3HAHMWsI, HAPYIIEHUE 3peHUs W peud, adasusi, TpeMop, Mmape3bl, CEHCOPHBIC
paccTpoiicTBa, TOJIOBOKPY>KEHHUE, ONIYIIEHHE OECIOMOIIHOCTH, MOTEPs CAMOKOHTpOJIs, Oper,
Cy/IOpOTH, TIOBEPXHOCTHOE JbIXaHUE, Opaaukapius, COHJIMBOCTh U TOTEps CO3HAHUS
C BO3MOKHBIM Pa3BUTHEM KOMBI, BIJIOTH JI0 JIETATLHOTO HUCXO/IA.

Taxke MOTyT OTMEUaTbCAd APEHEPTrHUYECKME KOMIIGHCATOPHBIC PEAKIMU: TOBBIIMICHHOE
MOTOOT/ICTICHHE, <«JTUIKas» KOXKa, TPEBOXKHOCTh, TAaXUKAPAMs, MOBBIIICHHE apTepUaIbHOrO
JIABJICHUS, OIIYIIICHUE CepILIeOMEHNUs, ApUTMUS U CTCHOKAP/IHSI.

Kak mpaBuiio, CUMOTOMBI THIOTJIMKEMHH KYMUPYIOTCS MPHUEMOM YriaeBoJoB (caxapa). [Ipuem
caxapo3amenureneii HeapdektuBen. Ha (one apyrux mnpowsBOAHBIX CYIb()OHUIMOYCBUHBI
OTMEYAJIUCh PELIMIMBHI TUIIOTIIMKEMUU TIOCJE YCIEIIHOTO €€ KYITUPOBAaHUS.

[Ipu TsOKETOM WM IITUTEIHHOM 3MU30/I€ THUIIOTJIMKEMHUH MOKa3aHa HEOTJOXKHAsT METUIIMHCKAs
MOMOIIb, BO3MOXHO, C TOCTIUTAIN3aIUel, Taxe npu Hanuuuu 3¢ dekra oT npruema yrieBoa0B.
Ornucanne OTACNbHBIX HEXKEIATEeIbHbIX PEaKIIUi

pyaue nesicenamenvuvie peakyuu

Kenyoouno-kuuieunvie Hapyuienus: 00Jb B ) KUBOTE, TOLIHOTA, pPBOTA, AUCIIEIICUS, TUAPES], 3a110P.
[Ipuem mpemapata BO BpeMs 3aBTpaka IO3BOJSET M30€XaTh JTHUX CHUMITOMOB
WM MUHUMU3UPOBAThH HX.

Pexxe oTMeuaroTcs clienyrone HeKeaaTeNbHbIe PEaKIIUU:

Hapywenus co cmoponsl Kodtcu u noOKOMCHbIX mKaHel: KOXHas Cblllb, 3yJl, KpaluBHUIIA, OTEK
KBunke, sputema, Makylnomamysie3Has Chillb, OYyJJIE3HbIE peakluuu (Takhue KaKk CHHIPOM
CruBenca-/[>koHCOHA, TOKCUYECKUN SMUIEPMATbHBIN HEKPOJIU3 U ayTOMMMYHHBIE OyJIe3HBIC
HAPYIICHUS ) U, B HCKIIOUUTEIBHBIX CIIy4asX, JEKapCTBEHHAs ChIMb C Y03MHO(DUIUEH U CUCTEMHOMN
cumrnromatukoir (DRESS-cunapom).

Hapywenus co cmoponsl kposu u aumgamuueckol cucmemsl: TeMaTOIOTUYECKUE HAPYIICHHS
(amemmusi, JIEUKOTEHHS, TPOMOOIIUTONEHHUS, TPAHYJOIUTONEHUS) Pa3BUBAIOTCS  PEIKO.
Kak mpaBuio, 3Ty sBIeHUSI 0OpaTUMBI B ClTydae MPeKpaIieHus Teparui.

Hapywenuss co cmoponel neuenu u #cenyesvbigooawux nymei: TIOBBIILIEHUE aKTHUBHOCTH
MEYCHOYHBIX (PePMEHTOB (acmapraTaMHHOTpaHCc(epasbl, ATaHHHAMUHOTPaHChEpasbl, METOTHON
docdarassl), renaTUT (€AUHUYHBIE ciay4yau). [Ipu MOSBIEHUM XOJIECTATUUECKON IKENTYXU
HEOOXO0IUMO MPEKPATUTD TEPAITHIO.

OTH sIBICHUS OOBIYHO OOpATUMBI B CITy4ae MPEKPAIICHHS TePaIH.

Hapywenus co cmoponvl opeana 3penus: MOTYT BO3HUKATh MPEXOJSAIINE 3PUTEIIbHbIC
paccTpoiCcTBa, BBI3BAHHBIE W3MEHEHHWEM KOHIICHTPAIIMH TIIOKO3BI KPOBH, OCOOCHHO B Hadale
Tepanuu.

Knacc cnennduunbie 3¢bdekTsl, npucynme Npou3BOAHBIM CYIb(GOOHUIMOYEBUHBI: Ha (oOHE
npreMa JPYTuX MPOU3BOAHBIX CYJIb(OHUIMOYEBUHBI OTMEUAINCH CIIEIYIOIINE HeXelaTeIbHbIe
SBJICHHS: DPUTPOIUTONICHHS, arpaHyJIOIUTO3, TEMOJUTHYECKas aHEeMHs, IaHI[UTOIICHHS,
QIIEPTUYECKUI BaCKyJIUT, TUIIOHATPUEMHUS, TIOBBIIICHNE aKTUBHOCTH TMEYEHOYHBIX ()EPMEHTOB,
HapylieHne (QPyHKIUW TIeYeHU (HAmpuMep, ¢ Pa3BUTHEM XOJIeCTa3a M JKEITyXH) M TelaTuT,
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MPOSIBIIEHUE KOTOPBIX PErpeccHpoOBAIO TOCIE OTMEHBI MPENapaToB CyJb()POHUIMOYEBUHBI,
HO B OTJENBHBIX CTy4asx MPUBOIMIN K )KU3HEYTPOXKAIOLIEMY HAPYLICHUIO (DYHKIIMH MIEUYEHHU.
CooOuieHne 0 Moa03peBaeMbIX HEXKEIATeNIbHbBIX PEaKIUIX

BaxxHo coo0maTth 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIHIX MMOCIE PETUCTPAIMU Mpernapara
C IIeJIbI0  O0ECreueHus HEeMPEepbIBHOTO MOHUTOPUHTA COOTHOUICHMSI «II0JIb3a — PHUCK»
JICKapCTBEHHOT'O TMpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIF0OBIX
[I0JI03PEBAEMBIX HEXKENATEIbHBIX PEAKLUAX JIEKAPCTBEHHOI'O Ipernapara uyepe3 HallMOHAJIbHbIE
CUCTEMBbl COOOIIEHUS O HEXeIaTeIbHBIX peaklUsIX TrocyJapcTB — wWieHOB EBpasuiickoro

9KOHOMHUYCCKOI'o COro3a.

Poccuiickas ®@enepanus

109012, r. MockBa, CnaBsiHCKas ILIOIIAAb,
a. 4, crp. 1.

denepanbHas cioyk0a Mo Hag3opy B chepe
3JIpaBOOXPaHCHUS

Ten.: +7 (800) 550 99 03

On. moyTta: pharm(@roszdravnadzor.gov.ru
http://roszdravnadzor.gov.ru

Kbipreizckas Pecnny0imnka

720044, r. bukek, yi. 3-a Jlunus, 25
JlemapTaMeHT  JIEKapCTBEHHBIX  CPEJICTB
U MEUIMHCKUX M3AeIui npu MuHucrepcTse
3npaBooxpanenus Kelpreisckoit Pecryomiku
Ten.: +996 (312) 21 92 78

O1. noura: dlsmi@pharm.kg

Pecnyosiuka Kazaxcran

010000, r. Acrana, pailon baiikoHsbIp,
yia. A.MmanoBa, 13, BLI «Hypcaynet 2»

PI'TT na IIXB «HauuoHanbHbIi UEHTP

AKCIEPTHU3BI JIEKapCTBEHHBIX CpEACTB
U MEIUIIMHCKUX HU3JEIUI Komurera
MEIUIIMHCKOTO Hu (hapmareBTHIeCKOro

KOHTpoJIsi MUHHCTEpPCTBA 3/1paBOOXpPaHEHUS
Pecny6nuku Kazaxcran
Ten.: +7(717)278 99 11

On. nmoura: farm@dari.kz
http://www.ndda.kz

Pecny0simka Apmenust

0051, r. Epesan, ip. Komuraca, 49/5

AO3T «HayuHblii LEHTp  3KCIEPTU3BI
JEKapcTB W MEIUIMHCKUX  TEXHOJOTHA
uM. akajgemuka O. ["abpuensaay

Temn.: (+374 60) 83 00 73,

(+37410) 23 08 96, (+ 374 10) 23 16 82

http://pharm.kg I'opsiuas  nuHMSA  oTHAENa  MOHUTOPHHIA
6e3onacHoctH JiekapceTs: + 374 (10) 20 05 05,
+ 374 (96) 22 05 05

9. moura: admin@pharm.am,
vigilance@pharm.am

http://pharm.am

Pecnybauka benapych
220037, r. Munck, ToBapuiieckuii nep., 1. 2a.

VII «lleHTp SKCnepTM3 U  UCHBITAHUHN
B 3/IpaBOOXPAaHEHUN

Ten.: +375(17) 231 85 14

®axc: + 375 (17) 252 53 58

Tenedon oT/ena (hapmakoHazopa:

+ 375 (17) 242 00 29
O1. moura: repl@rceth.by, rceth@rceth.by
http://www.rceth.by

4.9. Ilepeno3upoBka

[Tpu nepeno3upoBKe MPOU3BOAHBIMU CYTH(GHOHUIMOUYEBUHBI MOKET PA3BUTHCS THITOTIMKEMHUS.
CuMIITOMBI

[Ipy BO3HUKHOBEHHWH YMEPEHHBIX CHMITOMOB THIOINIMKEMHH O€3 HapylIeHHs CO3HAHUS
WJIM HEBPOJOTUUECKOW CHUMITOMATUKU CJEAYyeT YBEIMYUTh INPHEM YIJIEBOJOB C MHILEH,
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YMEHBIIUTH 703y TMpernapaTa u/uii u3MeHUTh aueTy. [IpuctanpbHoe MEIUIIMHCKOE HAOJI0IeHNE
32 COCTOSIHUEM IMAIMeHTa TOJKHO MPOAOIKATHCS 10 TEX MOp, MOKa He OYIET YBEPEHHOCTH B TOM,
YTO €ro 3J0POBbI0 HUUTO HE YIPOKAET.

B03MOXHO pa3BUTHE TSKENBIX TUIIONNIMKEMUYECKUX COCTOSHHUM, CONMPOBOXKIAKIIMUXCA KOMOM,
CyJOoporaMd WJIHA JPYTMMH HEBPOJOTMYECKHMMH HapylieHusMHu. [Ipu mnosiBIeHHM Takux
CUMIITOMOB HEOOXOAMMO OKa3aHHE CpPOYHOH MEAMLIMHCKOW TOMOIIM C HEMEIJICHHON
TOCHHATAIA3AIAEH.

JleueHue

B cnyyae runorimkeMHYecKOW KOMBI WJIM TIPU IMOJO3PEHUM Ha HEE MAalMEHTy BHYTPUBEHHO
crpyiiHo BBOJAT 50 mut 20-30 % pacTBOpa IUIIOKO3bIL. 3aT€M BHYTPUBEHHO, KallelbHO, BBOJST
10 % pacTBOp TUIFOKO3BI IS TOJJICPXKAHUS KOHIICHTPAIMKM TJIFOKO3bI B KPOBHW BhIIIe 1 T/
Heob6xo1mMo mpoBOIUTE TIIATEIHHBIA KOHTPOJIb KOHIIEHTPAILIUY TJIFOKO3BI KPOBHU M HAOIOICHHE
3a MalMEHTOM. B 3aBUCMMOCTH OT COCTOSHMSI MalMEHTa JeYallud Bpad periaeT BOMIPOC
0 HEOOXOIUMOCTH JaJIbHEHIIIEr0 HAOII0ACHUS.

Juanu3 HeahPeKkTUBEH BBUIY BHIPAKEHHOTO CBSA3BIBAaHUS TIIMKIa3ua ¢ OCJIKaMH IJIa3Mbl.

5. OAPMAKOJOI'NMYECKHUE CBOMCTBA
5.1. ®apmakoauHAMHYECKHE CBOCTBA
dapMakoTepareBTUYECKass Trpylma: [penapatsl Uil JICYCHHS  caxapHOro nauabera.

['nnornukeMuyeckue npenapaTsl, KpoMe HHCYIMHOB. [Ipon3Bo/iHbIe CylIb()OHUIMOYEBUHBI.
Koxg ATX: A10BB09

MexaHnusm JieficTBus

['nmukma3un sBISETCS MPOU3BOAHBIM CYJIb()OHMIMOYEBHHBI, THIIOTTTUKEMHUYECKUM TpenapaToM
JUI TIpUEMa BHYTpPb, KOTOPBIM OTJIMYAETCs OT AHAIOTMYHBIX IPENapaTtoB HamuuueM N-ColepiKallero
FeTePOLIMKIMUYECKOT0 KOJIbLIA C 3HIOLMKINYECKON CBSI3bIO.

['Muknazu CHIKAeT KOHLIEHTPALMIO TIIFOKO3bI KPOBHU, CTUMYJIUPYS CEKPELIMIO MHCYJIMHA [3-KJIeTKaMH
octpoBkOB Jlanrepranca. [loBbllieHHE KOHIIEHTpalMKM TMOCTHpPaHIUATLHOrO MHCYMMHA u C-rientuna
coxpassercs nocie 2 jeT TepanuH.

[ToMuMO BIHSIHHUS HA YTIICBOJHBIN OOMEH TIIMKIIa3H]] OKAa3bIBAET FEMOBACKYJIISIPHBIE AP (EKTHI.
DapmakouHamMuyeckre 3GEKThI

Bausnue na cexpeyuro uncynuna

[Tpu caxapHom nuabete 2 THMa INIMKJIa3U BOCCTAaHABJIMBACT PAaHHUN MUK CEKPELMM MHCYJIMHA
B OTBET Ha IMOCTYIUIEHHE TJIIOKO3bl M YCHJIMBAaeT BTOPYI a3y CEeKpeluuu HHCYJIHHA.
3HayMTeNbHOE MOBBIIMIEHUE CEKPELMH MHCYJIMHA HaOMIolaeTcss B OTBET Ha CTUMYJISLHMIO,
00yCIJIOBJIEHHYIO TPUEMOM IHILY WJIH BBEIEHUEM TITHOKO3bI.

T'emosackynapuvie s¢hghexmot

['mukna3ug CHUXKaeT pucK TPOMOO30B MEIKUX COCYJIOB, BIIMSS HA MEXaHU3MbI, KOTOPbIE MOTYT
o0ycnaBiuBaTh pa3BUTHE OCJIOXHEHHMH TMpH caxapHoM Juabere 2 TUma: YacTUYHOE
MHIMOMPOBAaHUE arperalvd M aare3ud TPOMOOLUTOB U CHI)KEHHE KOHIIEHTpaluu (akToOpoB
aKTUBalMM  TpombOomuroB  (Oera-TpomOornoOynuHa, TpoMmOokcaHa B), a  Taxxke
Ha BOCCTAHOBJIEHHE (UOPHUHOIUTUYECKOW aKTUBHOCTH COCYIMCTOIO JHJOTENUS U TOBBIIIEHUE
AKTUBHOCTH TKaHEBOT'0 aKTUBATOPa IIa3MUHOTEHA.

WMHTEeHCUBHBIA TVIMKEMUYECKUH KOHTpPOJb, OCHOBAHHBI Ha mnpumeHeHun Jluaberona MB
(KoHIIEHTpanusl TTHKUpoBaHHOro remorioonHa (HbAlc) < 6,5 %), 10CTOBEpHO CHIKAET MUKPO-
U MaKpOCOCYAMCTBIE OCJIOXHEHHsI caxapHOro nuabera 2 TuIa, B CPABHEHUHU CO CTaHJAPTHBIM
rIIMKeMu4eckuM KoHTposieM (uccnenosanue ADVANCE).

CrpaTteruss MHTEHCHUBHOTO TJIMKEMMUYECKOTO KOHTPOJS IpeaycMmaTpuBaia IpUMEHEHHE
Juaberona MB u noBblieHre ero 103bl Ha (OoHE (WM BMECTO) CTaHIAPTHOW TEpamuu mepen
no0aBJIeHUEM K HeW Jpyroro TUMOMIMKEMHUYECKOIo JIEKapCTBEHHOrO mpernapara (Hampumep,
coJiepKaiiero MeThopMUH, UHTHOUTOp anb(a-TII0KO3M1a3bl, TPOU3BOIHOE THA3O0IUIMHANOHA
wiu uHcyauHa). Cpenuss cytodHas fgo3a Jlnabetona MB y manueHTOB B Ipynie HUHTEHCUBHOTO
KOHTpoJIs cocTaBisia 103 Mr, MakcuMaipHas CyTO4Has Jjo3a cocTasisia 120 mr.




Ha ¢one mpumenenus [{uaGetona MB B rpyIine MHTEHCHBHOTO TIUKEMHYECKOTO KOHTPOJIS
(cpemssist IPOAOHKUTENLHOCTh Habmoaenus 4,8 ner, cpeansiss konueHtpauus HbAlc 6,5 %)
[0 CPABHEHHUIO C TPYMION CTaHIAPTHOTO KOHTpousis (cpenHss koHueHtpauus HbAlc 7,3 %)
[I0Ka3aHO 3HauMMoe cHMkeHHe Ha 10 % OTHOCHTENBHOIO pUCKa KOMOMHMPOBAHHON 4acTOThI
MaKpO- U MUKPOCOCYUCTBIX OCIOKHEHHIA.

[Ipeumy1iecTBO OBUIO AOCTUTHYTO 3a CYET 3HAYMMOIO CHUIKEHHUS OTHOCHUTEIBHOTO PHCKA!
OCHOBHBIX MHKPOCOCYAMCTBIX OCIOXHEHHH Ha 14 %, BO3ZHMKHOBEHMS] M IPOrPECCHUpPOBAHUS
Heppomatuu Ha 21 %, BO3HMKHOBEHHSI MUKpOATbOyMHUHYpUH Ha 9 %, MakpoalbOyMUHYPHH
Ha 30 % u pa3BUTHUA IOYEUYHBIX OCJIOkKHEHUH Ha 11 %.

[IpeumymiecTBa MHTEHCUBHOTO TJIMKEMHYECKOT0 KOHTpoJs Ha (one mpuema Jlmaberona MB
HE 3aBUCENH OT MPEUMYIIECTB, TOCTUTHYTHIX HA ()OHE TUIIOTEH3UBHON Tepaluu.

5.2. ®dapmakokuHeTHYeCKHe CBOICTBA

5.2.1. AGcopbuus

[Tocne mpuema BHYTpPb TJMKIA3UJ] MOJHOCTHIO abcopOupyercs. KoHueHTpanus TIMKIa3uaa
B IUTa3ME€ KPOBU BO3pAcTaeT IOCTENEHHO B TEYEHHWE IEPBhIX O 4YacoB, YPOBEHb ILIATO
MOIICPIKUBAETCs OT 6 10 12 yacoB. BHyTpUUHIMBUyaIbHAS] BAPHAOEITEHOCTD HU3KAS.

[Tpuem UM HE BIUSET HA CKOPOCTh WM CTENEeHb a0COPOLIMY TIIMKIIA3U/Ia.

5.2.2. Pacnpenenenue

C Genkam¥ 11a3MbI CBSI3BIBACTCS PHOMM3UTENHHO 95 % rmmknasuaa. OobeM pacmpenesneHus —okomo 30 J1.
[Ipuem JInaberona MB B no3e 60 Mr oauH pa3 B CyTKH OOECIEUMBACT IMOIACp)KaAHUE
3¢ pexTUBHON KOHIIEHTpAIIMY TIMKIa3ua B Ia3Me KpoBu Oosee 24 yacos.

5.2.3. buorpancdopmanus

['muknaszug MeTaboan3upyeTcs MPEUMYIIECTBEHHO B MeYeHH. AKTUBHbBIE METaOOIHTHI B TIa3Me
OTCYTCTBYIOT.

5.2.4. DnaumuHauusg

['mukna3uy BBIBOJWTCA, TJIABHBIM 00pa3oM, IMOYKaMH, BBIBEJECHUE OCYIIECTBISETCS B BHUJE
MeTabonuToB, MeHee 1 % BBIBOAMTCA MMOYKaMHU B HEM3MEHEHHOM Buje. [lepros momyBbiBeIeHUS
JIMKJIa34/1a COCTABIISIET B cpeiHeM OT 12 10 20 yacos.

5.2.5. ®apmakokuHeTHyecKas-hapMakoIMHAMUYecKas 3aBUCUMOCTD

B3aumocBs3p Mexay npuHITON 10301 (10 120 Mr) m miuomazaso noj (papMakoKHHETHYECKON
KPUBOU «KOHUEHTpAIUs — BPEMs» ABIISIETCS JIMHEHMHOM.

Oco0ble TpyNIIbI NAIUEHTOB

Tayuenmoi noscunozo eospacma

Y  mnmamueHToB  MOXHWIOTO  BO3pacTa HE  HAOMIOJAETCS  CYHIECTBEHHBIX  M3MEHEHHI
(bapMaKOKMHETHYECKUX ITapaMeTPOB.

5.3. JlaHHbIe TOKJIUHUYECKOH 0e30MacCHOCTH

JloKIIMHNYeCKUE JaHHBIE, OCHOBAaHHBIE HA TPAOUIMOHHBIX HCCIENI0BAaHUAX TOKCHYHOCTU
Y TEHOTOKCHUYHOCTH IpPH MHOTOKPAaTHOM BBEJIEHWHU, HE BBIIBUIM CIEUU(PUUECKUX PHUCKOB
JUIsl 4estoBeka. Jlonrocpoynsle Hecae10BaHus KaHIIEPOTEHHOCTH HE POBOIWINCE. TepaToreHHbIX
3¢ (}eKTOB B UCCIIEIOBAHUAX HA KUBOTHBIX BBISIBJICHO HE OBLJIO, HO MPU BBEACHUHU 03, B 25 pa3
NPEBBIMIAIOIINX MaKCUMAJIbHYI0 PEKOMEHIYyeMYIo 103y s 4YeloBeka, Habmoganmachk Ooiee
HU3Kas Macca Tena Iuiofa. B uccienoBaHusx Ha jKMBOTHBIX HE ObUIO BBISBIEHO HETaTUBHOTO
BIIMSIHUS TIIMKIIAa31u/1a Ha GEPTUIIBHOCTD ¥ PENPOTyKTUBHBIM MOTEHIHAI.

6. ®APMAIIEBTUYECKUE CBOMCTBA
6.1. IlepeyeHnb BcnoMOraTeJbHbIX BellleCTB
JlakTO3BI MOHOTHIPAT

MansroaekcTpuH

I'mnpomemnosa 100 cp

Marnus creapat

Kpemunst nuokcua KoJIIOUTHBIN O€3BOIHBIN
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6.2. HecoBMecTHMOCTD
He npumennmo.

6.3. Cpoxk rogHoctu (CpoK XpaHeHHU)
3 rona.

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NIPH XPAHEHUH
XpanuTth 1ipu Temmneparype He Boie 30 °C.

6.5. XapakTep M coaepkaHue NMEPBUYHOI YITAKOBKH

Ilpu npoussoocmee Jlabopamopuu Cepsve Unoacmpu, Ppanyus:

[To 30 TabneTok B yIMakoBKY KOHTYpHYIO stueiikoByto (6muctep) us [IBX/Amn. ITo 1 wim 2 ymakoBku
KOHTYPHBIX SYEHKOBBIX (OJIMCTEPa) ¢ MHCTPYKIMEH IO MEIUIIMHCKOMY MPUMEHEHHIO (JTUCTKOM-
BKJIQ/IBIIIIEM) B TIAUKY KQPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPHITUS (MIPH HEOOXOAMMOCTH).

Ilpu npouzsoocmee Jlabopamopuu Cepsve Hnoacmpu, @panyus u pacgacosxe (ynaxosxe)
000 «CEPBBE PYC», Poccus:

ITo 30 TabGneToK B YITaKOBKY KOHTYPHYIO siueiikoByto (Omuctep) u3 [IBX/An. 1o 1 wnu 2 ynmakoBku
KOHTYPHBIX SYEHKOBBIX (OJIMCTEPA) ¢ MHCTPYKIMEH IO MEIULMHCKOMY MPUMEHEHUIO (JIUCTKOM-
BKJIQ/IbIILIEM) B TIAUKY KapPTOHHYIO C KOHTPOJIEM MEPBOTO BCKPBITUSA (IPH HEOOXOAMMOCTH).

[To 14 TabieTok B ymakOBKY KOHTYpHYIO suciikoByro (Omuctep) u3 [IBX/An. Ilo 2 ynakoBku
KOHTYPHBIX SYEHKOBBIX (OJUCTEpa) C MHCTPYKIUEN 110 MEAUIIMHCKOMY IPUMEHEHUIO (JIMCTKOM-
BKJIQJIBILIIEM) B [TAYKY KAPTOHHYIO C KOHTPOJIEM [IEPBOTO BCKPBITHS (TP HEOOXOAUMOCTH).

[To 15 TabneTok B ymakoBKYy KOHTYpHY!O stueiikoByto (6nuctep) uz [IBX/Ax. I1o 2 wnu 4 ynakoBku
KOHTYPHBIX SYEHKOBBIX (OJIMCTEPA) ¢ MHCTPYKIMEH IO MEIULMHCKOMY MPUMEHEHUIO (JIUCTKOM-
BKJIQ/IbIILIEM) B TIAUKy KapPTOHHYIO C KOHTPOJIEM MEPBOT0 BCKPBITUSA (MIPH HEOOXOAMMOCTH).

Ilpu npouszsoocmee OO0 « CEPBBE PYCy», Poccus:

[To 14 tabierok B ymakoBKY KOHTYpHYIO sueiikoByro (6muctep) uz [IBX/An. Ilo 2 ynakoBku
KOHTYPHBIX SYEHKOBBIX (OJIMCTEPA) ¢ MHCTPYKIMEH IO MEIULIMHCKOMY MPUMEHEHUIO (JIUCTKOM-
BKJIQ/IbIILIEM) B TIAUKy KapPTOHHYIO C KOHTPOJIEM MIEPBOT0 BCKPBITUSA (IPH HEOOXOAMMOCTH).

[To 15 TabneTok B yImakoBKY KOHTYpHYIO stueiikoByto (6muctep) us [IBX/Amn. I1o 2 wim 4 ynmakoBku
KOHTYPHBIX SYEHKOBBIX (OJUCTEpa) ¢ MHCTPYKIMEN 110 MEAUIIMHCKOMY IPUMEHEHUIO (JIMCTKOM-
BKJIQJIBILIIEM) B [TAYKY KAPTOHHYIO C KOHTPOJIEM MIEPBOTO BCKPBITHS (IIPH HEOOXOAUMOCTH).

He Bce pa3mepsl yIIakoBOK MOTYT OBITh TOCTYIIHBI JUIsl peaIu3aliu.

6.6. OcoOble Mepbl MNPeJOCTOPOKHOCTH TNPH YHUYTOKEHHUHM HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPUMEHEHUs
JIEKAPCTBEHHOT0 MpenapaTa ujin padoThl ¢ HUM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT. Bech ocTaBIIMiicsl JIeKapCTBEHHBIA MpemapaT W OTXOMAbI
CIIeTyeT YHUYTOXUTh B COOTBETCTBUH C YCTAHOBJICHHBIMU HAIIMOHAIBHBIM 3aKOHOIATEIIHCTBOM
TpeOOBaHUSIMHU.

7. JEPXATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA
JlaGopatopuu Cepsbe, @pannus / Les Laboratoires Servier, France
92284 ®panmus, Cropen Cenexc yi. Kapuo 50 / 50, rue Carnot, 92284 Suresnes Cedex, France
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7.1.
Coro3a

IIpencraBuresb AepxkaTessi PerHCTPAIHOHHOIO YAOCTOBEPEHHUS! HA TePPUTOPHUHU

[Iperen3un HOTDC6I/IT€JICI71 HaIpasJIATH 110 aApECy:

Poccuiickas ®@enepanus

AO «Cepsbe»

125196, r. Mockaa, yi. JlecHasi, oM 7, aTax
7/8/9

Tem.: +7(495) 937 07 00

@axc: +7(495) 937 07 01

On. mo4Ta: servier.russia@servier.com

Pecnybauka Besapych
[IpencraButensctBo YAO «Les Laboratoires

Servier» (dpannysckas Pecny6nuka)
B PecriyOnuke benapychb

220030, r. Munck. yn. MscHukoBa, 70,
od. 303

Ten.: + 375 (17) 306 54 55/56
9. noura: officeBY @servier.com

Pecnyosiuka Kaszaxcran u  KbIproizckas
Pecny6iuka

TOO «CepBbe Kazaxcran»

050020, Kazaxcran, r. AnMarsl, mip. JoCThIK,
310

Ten.: +7(727) 386 76 62

. mouta: kazadinfo@servier.com

Pecny0iimka Apmenust

[IpencraButenscTBO «Jlaboparopun CepBbe»
0002, r. EpeBan, yn. Amupsina, 15, marasun
100, KenTpon

Ten.: +374 (10) 50 50 74

D5. modyra: mariam.antonyan(@servier.com

8. HOMEP PETHCTPAHMOHHOI'O(bIX) YIOCTOBEPEHU A

JITI-Ne(000531)-(PT-RU)
JITI-Ne000531-T'TI-KZ
JITI-Ne(000531)-(TTI-KG)
JITI-Ne000531-T'TI-BY
JITI-Ne(000531)-(TTI-AM)

9. JATA IEPBUYHOM PETUCTPAIIMU (ITIOATBEPXKJIEHUA PETUCTPAILINN,

HEPEPETUCTPALINN)
[lata nepBoii peructpanuu:

10. JATA HEPECMOTPA TEKCTA

O0mass ~ xapakTepucTUKa

JIEKapCTBEHHOT'O

npenapata  JluaGeron MB  noctymnHa

Ha UH(OpMAIIMOHHOM TopTaje EBpasuilckoro »KOHOMHUYECKOro cor03a B HH(POPMALMOHHO-
KOMMYHMKAIIMOHHOM cetn «MHTepHeT» http://eec.eacunion.org/.
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