MHCTPYKIMS
10 MEJIMLIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O [TPEITAPATA

CATEPEKC®
MHH3IPAB POCCHH
Perucrpaionnsiii nomep:
Toprosoe naumenoBauue npenapara: Carepexc” 1310 0. 207
M co l"Jl COBAHO
CARAYHAPOIHOE HENATEHTOBAHHOE HAMMEHOBAHME: O30 [VIHHTHH

Jekapcrsennast popma: Tabnerky, MOKPBITbIE MJIEHOYHOM 0605104KO!

Cocrasn:
20 mr:

Heticmayiowee eeugecmeo: rozornunruna manar 27,324 mr (B nepecuere Ha ro3oruntiy 20 MI).
Benomozamenvuvie  sewecmesa:  uenmonosa MUKpOKpucTasindeckas 173,784 wmr, kanbuus
ruapodocdar 86,892 wmr, kapOokcumeTHnkpaxman Harpus 9,000 mr, Marus creapar 3,000 mr,

NMOJIMBUHMII0BBIH cniupT 4,800 mr, TMTana anokens 3,000 mr, Makporoa 4000 2,424 mr, tanbk 1,776

MT.
30 mr:

Heticmsyiowee seuyecmeo.: ro3ormnTHHa Maiat 40,986 mr (B nepecuete Ha ro3omUNTUH 30 M),
Benomoeamenvnevie  sewgecmsa:  uennionosa MUKpOKpHcTaindeckas 260,676 wmr, Kaablius
ruapogocdar 130,338 mr, kapGokenumernikpaxman Harpus 13,500 mr, Marus creapar 4,500 mr,
MONMBUHUIOBBI#H criupT 7,200 MK, TTaHa auokeua 4,500 mr makporon 4000 3,636 mr, Tanbk 2,664
ML

Onucanne

Kpyribie ABOSIKOBBINYKIbIe TAGNETKH, NOKPBITHIE MIEHOUHOH 060:10UK0l Ge0ro LBeTa.

Ha nonepeutom paspese sapo tabneTku 6e10ro ik nouTH 6e10ro [BeTa.
®apmakoTepaneBTHUYECKas IPYINA: THIOITUKEMUUYECKOE CPEICTBO — MM NTH AN ENTHIA3bI-
4 uHruburop

Kon ATX: A10BH

dapmaxoJioruueckue cBoiicraa

Dapmakoounamuxa

[030r MNTHH  SIBASIETCA  aKTUBHBIM,  BbICOKO — CENEKTHBHBIM  MHIUOHTOPOM bepmeHTa
aunentuansinentuaassi-4 (AI111-4), npeaHasHaueHHbIM Uls AeueHus caxapHoro auabera 2 Tuna.
WMurubupys axrusnocts JIIMI1-4, ro30riMITHH NOBBILIAET KOHLEHTPALHIO CUHTE3UPYEMBIX B
KMLWEYHHKE rOPMOHOB CEMEHCTBA MHKPETHHOB: ratoKaroHonogo6uoro nenruaa-1 (IT111-1) u
[IIOKO303aBUCUMOro  MHCynMHoTponHoro nonunentuaa (I'MIT). Venauuenue xouueHtpauuu

[TITT-1 u U] BbI3bIBaET MOBBILLIEHHME YYBCTBUTEILHOCTH GeTa-KIETOK MOJUKETYI0UHOM Kee3bl
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K TJIIOKO3€, 4TO MNPUBOAMT K MOBLILEHMIO CHHTE3a M CeKpeUnn HHCynuHa. [loBbllieHune
koHuenrtpaumu  I'TITI-1  BbI3bIBaeT  1OBbILEHME HYBCTBUTEILHOCTH  anb(a-KaeTok
MOKENYIOYHOM Kene3bl K [J1I0KO3€e, 4TO NPUBOAUT K YJIYYLICHUIO TIIOKO303aBUCUMOI
PErysilinyK cekpelnu rmokarona. CHKEeHHE MOBbIILEHHOI CEKPELMH IIHOKAroHa BO BpeMsi /bl
BbI3bIBACT YMEHbLIEHHE WHCYJIMHOPE3UCTEHTHOCTH. CHUIKEHMe KOHUEHTpAUMM [IIOKAroHa Ha
(hoe noBbIlIEHNs KOHLEHTpaALIUH MHCYJMHA, 00YCI0BIEHHOE MOBbIILIEHHEM KoHueHTpauuu ['TIT1-
I u TUII, BbI3bIBaET yMEHblUEHNE MPOAYKUHMH TIIOKO3bl NEYEHBIO, YTO MPUBOAMT K CHUIKEHMIO
COAEPHKAHMS MIIIOKO3bI B KPOBH. Y NALMEHTOB ¢ caxapHbiM AMABETOM 2 THNA ¢ FUIIEPrIMKEeMUEN
ITH M3MCHEHMS CEKPELMM HMHCYJIMHA M [JIIOKArOHA TNPUBOAAT K CHUKEHMIO KOHUEHTpaLnK
FIMKMPpOBaHHOro remornobuna HbA I ¢ u ymenbluenmio KOHUEHTpPALIMH ITIHOKO3BI B [1/1a3Me KPOBH
KaK HaToLUaK, TaK M 1ocie npuema nuium.

[Tpu npumenennu rozornunTuna y 60:1ee 750 naumueHTOB ¢ caxapHbiM AMa6eToM 2 THIIA B TeYeH He
ot 12 1o 36 Heaenb B KauecTBe MOHOTEpANnH UK B KOMOMHALMK ¢ METHOPMHUHOM OTMEHANOCh
AOCTOBEPHOC UIMTE/ILHOE CHIKEHHE KOHLeHTpalu HbA I ¢, riokossl KPOBHM HATOLIAK U yepe3 2
4 1oce enbl. Ha done nedenns ro3ornunTuHom He 66110 0TMEUEHO 3HAYMMOTO M3MEHEHHUS MacChl
TEJ1a; 4acToOTa 3MU3040B MMIONIMKEMUH Oblj1a MUHUMAJLHOIA,

Dapmakokunemura

Beacwisanue

DapMakOKMHETHKA FO30ITMITHHA CXOXKA Yy 3/10POBBIX JIULL M y MALMEHTOB C caXapHbIM AuabeTom
2 Tuna. T[o30rauMnTHH ObicTpO  BcachiBaeTcs npuM  npHeme BHYTPb ¢  abCOJIIOTHOM
OuonocrynHocthio Gonee 99 %. MakcumanbHas KOHUEHTpauusi (Cmax) B mnia3me Kposu
Aocturaeres B TeveHue | u mocne npuema. CpeaHue KOHUEHTPAUMM B muiasme KPOBH
YBETHUHBAIOTCA MPONOPLHOHAIIBHO YBEIMYEHHIO 103bl. CHIDKEHME KOHLEHTPALMK FO30MTUITHHA
B niasMe Kposu nocme A0CTHKEHMS Cmax HOCHMT aByXdasHblit xapakrep. [locie npuema
FO30raunTHHa B 7103MpoBke 30 Mr miow@nb noj KpuBoii «KOHUeHTpauus-spems» (AUC)
coctaBiset, B cpeaHem, 4800-5200 nr*u/mi, KOIGGUUMEHT MHIUBKAYANbHOI BapuabenbHOCTH
AUC 11,5-27,2 %.

[Tpuem nuiuM yBesMuMBaET CKOPOCTh BCACHIBAHMS [0 2 YACOB, OJHAKO CYLLECTBEHHO HE BIMSET
Ha cTereHb abcopOunm 1 mowais noa Kpusoi «KoHUeHTpauus-spems» (AUC).

CoBMecTHOE NpPUMEHEHHME T[O30MIMNTHHA C MeTGOPMUHOM HE BIMSET Ha AMHAMUKY MX
BCAChIBaHHSI.

Pacnpeoenenue

Crenenb CBA3BIBAHUSA FO30IIMIITHHA ¢ 6€KaMyU MU1a3Mbl cocTasaser 11,5 %.

Memabonuzm

OcHoBHO# MeTabonnyeckuit [TyTb TrO30IVIMIITHHA Yy Ye€JIOBEKa CBfA3aH C F'MAPOKCHIIUPOBAHUEM



MUPUMHUAMHOBOH  rpynnbl.  Jlpyrue  MeTaGoauThl  CBA3aHbI ¢ THIPOIM30M  aMHJIOB,
[IOKYpOHH3aumeit kapabamonna, KoHblorauneil ¢ GpopMamMuaoM, KOHbIOraLMel ¢ MIIOKO30H M
KOHBIOraLMeH ¢ KpeaTMHUHOM.

B uccnenosanusx in vitro ¢ ucnonsiosanmem MHKPOCOMa/IbHLIX (DEPMEHTOB MEYeHU YesoBeKa
OTMEHAJIUCh HU3KHE KOHCTAHTBI CBA3BIBAHMS M WHIUOMPOBAHUS O30MTUNTUHOM LIITOXPOMOB
CYPIA2,2C9,2C19, 2D6 u 3A4.

Buigeoenue

['o30rmMnTHH BLIBOAMTCA M3 OpraHM3Ma MpEUMYILECTBEHHO ro4kamu. [Tocne npuema BHyTph
0K0J10 77 % 1103bl FO30MIMITUHA BbIBOANTCS no4yxkamu, npuyem 48,5 % — B HeM3MEHEHHOM BH/Ie.
10,5 % 103bl BLIBOAMTCS uepe3 KMIICYHHK, MpH OTOM 3HAYMTEIbHAS 10/ MPUXOAMTCSH Ha
MeTabonTbl rozornuntita. [lepuos nomysbiseaeHms (Ti2) nocie npuema BHyTph cocTaBisieT
0kos10 20 4. Toueunslit KInpeHe cBOGOAHOM (GpaKLMK FO30MHITHHA NpHU coxpaHHoi hyHKLUM
MOYEK COCTAB/ACT OKOJIO 45 MJI/MHH NPH OAHOKPATHOM NpHEMe B no3uposke 20 mr.
Dapmarokunemura 6 0cobbIX KIUHUYECKLX cayyasx

Y NauMeHToB ¢ M0Ye4HOI HE0CTATOYHOCTHIO ErKOM CTereH NpU OAHOKpAaTHOM npueme 20 mr
FO3OMIMINTHHA OTMEYACTCS YBEMUCHHE TI0LAAH M0/l KPUBOH «KOHUEHTpALIHs — BPEMS OT Hy.JIst
1o 6eckonedHocT» (AUCo. 8 1,5 pasa. [1pn noyeunoii He0CTATOYHOCTH CpeHel, TKeN0H 1
TEPMHUHAILHON CTENEeHU TAKECTH oTMmeuaetcss ypenndenue AUCo. B 22, 2.1 u 2.8 pas,
COOTBETCTBEHHO.

Kanpenc rozornuntuna npu amanuse cocrasaser ot 99 10 132 mu/mun. Mocne npuema 20 mr
ro30MMNTHHA 3a 4-4acOBOH CeaHe JMan3a BLIBOAUTCS 0KOJIO 26 % 103bl (5,23 mr).

[lon, nupekc Mmaccel Tena M 3THMuYecKas NPUHAUICKHOCTL HE OKa3blBAOT BJMSHUS Ha
(hapmMaKOKHHETHKY rO30MIUNTHHA.

DapMakoKMHETHUYECKHE 0COOEHHOCTH FO30 MMITTHHA y Aeteit miaawe 18 neT He u3yuanucs.
[Tokazanusi K npuMeHeH 10

[Tpenapar Cartepexc® nokasan k npumeneruio Y B3pOCIbIX NalMEHTOB crapiue 18 ser ans
jneqerus caxapHoro auabera 2 Tuna (B COYETAHMM C JAMETOTEpanuedl w du3rueckumu
YIPaXKHEHUIMHU):

J B KauecTBC MOHOTEpanuu B cilydae Hed(P(PEKTUBHOCTH JMETOTEpPanuu M (U3NUECKUX
YNPaXHEHUH y MalUEHTOB € NPOTHBONOKA3AHMEM K IPUMEHEHUIO MeThOpMUHa;

o B KOMOMHALMH C METGOPMHUHOM B KauyecTBE CTapTOBOH Tepamuu, WiM KOraa Aera W
(pusnyeckas Harpy3Ka B COYETAHWM C MOHOTEPATIMEH OLAHMM M3 MepevrcIeHHbIX NPenapaTos He
NPUBOJAT K aIEKBATHOMY INIMKEMUYECKOMY KOHTPOIIO.

IIporuBonokazanus



— IloBbllI€HHAS UYBCTBUTENBHOCTD K FO3OTJIMNITUHY WK J1I0O0MY M3 BCTIOMOraTe/IbHbIX BELLECTB
rnpenapara.

— CaxapHblit anaber | Tuna.

— Huabetnueckuii KetToaunaos.

— Tsbxenoe Hapylenne GyHKUAK neyeny.

— XpoHHUeCKas MOYeUHas HEAOCTATOYHOCTD THIKENOH CTEMNCHU THKECTH.

— Jlerckuit BospacT mnagwe 18 ser (3bdeKTnBHOCTS M Ge30MacHOCTb MPUMEHEHUS He
YCTaHOBJIEHA).

— bepemennocts, nepuos rpyaHoro Bckapminsams.

C ocropoxknocTbio

Y nauMenToB ¢ NaHKPeaTUTOM B aHamHese.

PekoMenayercs ¢ 0CTOPOIKHOCTBIO IPUMEHSTH npenapat Carepekc® y nauneHTos ¢ XpoHnueckoii
MOYEHHOH HEAOCTATOY HOCTBIO CPEHEN CTENEHH TAKECTH.

[Ipumenenue npu GepeMeHHOCTH U B mepHO IPY/IHOI0 BCKAPMJIMBAHUS

B akcrnepuMeHTaNbHBIX JOKIMHUYECKUX MCCIENI0BAHNSX Npu NpUMEHEHWH B po03ax, B 200 pas
NPEBBILAIOLIMX  PEKOMEHIYEMbIE Yy YeJOBEKAa, TrO30MIMIITHH HE BbI3bIBAl HapyleHus
(epTunbHOCTH, SMGPHOreHe3a 1 He OKa3biBasl TEPaTOreHHOro JAeCTBUS Ha M0,

Knunnyeckne wuccnenoBanus 6Ge3onacHocTH npenapara Carepekc® y GepemeHHbIx He
NPOBOAMINCE. B CBA3M ¢ OTCYTCTBMEM MaHHBLIX MO 6€30NaCHOCTH NpUMEHEHHe npenapara
Carepexc® Bo Bpems GepemenHocTH MPOTUBOIMOKA3AHO.

[TockoJibKy HeU3BECTHO, IPOHMKAET JIM FO30MTUIITHH B IPYAHOE MOJIOKO Y 4e/l0BeKa, pUMeHeHHe
npenapara Carepexc® B nepuos rpyHoro BCKapMJIMBAHUA MPOTUBONOKA3aHO.

Cnocob npumenenns u 103bi

[Tpenapar Carepexc® npunumator BHYTPb | pa3 B JieHb YTPOM MJIM BEUEPOM, HE3aBHCHMO OT
fpuema nuiiy. TabaeTku caeayeT nporaarbiBaTh LEIMKOM, He Pa3KeBbiBasi, 3aMMBas BOIOI.
Pexcum  no3uposanus npenapara cieayer noaGupats MHIMBHU/YyaJIbHO B 3aBUCHMOCTH OT
3QDEKTUBHOCTH 1 MIEPEHOCUMOCTH.

Pexomenayemas HauanbHast 03a npenapara npu 1poBeaeHHH MOHOTEpanuu WM B COCTABE
ABYXKOMIOHEHTHON KOMOMHMPOBAaHHOMN Tepanuu ¢ meThopMuHoM cocTasisier 20 Mr B CYTKH.
[Tpu oTCYTCTBUM NOCTMIKEHUS LENeBbIX OKa3aTenell KOHLUEHTPALMH FITIOKO3bI B KpOBH, 1032
npenapara MOXKeT ObITh yBenuueHa 10 30 Mr B cyTku. Eciii Leu rinkeMuueckoro KOHTPOJIS He
AOCTUTHYTBI Ha (DOHE MPUMEHEHUA MAKCHMAIbHOH peKoMeHayeMol cyTouHoi a03si 30 Mr,
PEKOMCHIYETCA IONOJIHUTENbHOE Ha3HaYeHHe MeThOpMUHa. Pexum 103upoBarns merdopmina

AOJDKEH ﬂOH6HpaTbCﬂ HCXOAs U3 PEKOMEHA0BAHHBIX 103 /1 MCTCbOpMHHa.



B cyuae nporycka npuema npenapara Carepekc®, o6biunyto 103y C/IEZlYET NPUHSATH KAK MOKHO

ObicTpee nocie oGHapykenus dakra nponycka. Henonycrum npuem aBoiiHoit 103bi npenapara

Carepekc®.

Hosxxcunoii sospacm

He tpeGyercs koppekuun 103bl npernapara Y MOXKHJIbIX NMALMEHTOB.

Hpumenenue npu napywenuu (pynKyuu nevenu

[Tocko/IbKY OMBIT NpUMEHEeHNs rO30MUNTHHA Y MALMCHTOB € THXKE/bIM HapyLIEHHEM (yHKIIUK
MIEYCHHU OrpaHNYCH, Npenapar He PEKOMEHLYETCs IPUMEHSTh npu nosbienun AJIT wnn ACT >
2,5 pasa Bbllue BepxHeit rpaHulibl Hopmbl (BI'H).

Tpumenenue npu napywenuu pynryuu nouex

Y MauneHToB ¢ XpOHMUYECKO# MOYeHHOM HEeA0CTATOUHOCTBIO ErKOi CTENEHM THIKECTH KOPPEKLIUU
A03bl Mpernapata He TpeOyeTcs. Y NalMeHTOB ¢ XPOHMUYECKOH MOYEUHOH HEI0CTATOUHOCTIO
CPELHEH CTENCHN THKECTH PEKOMEHIYeTCs OrPaHHYMTh CyTo4Hyto 103y a0 20 mr. [Ipenapar
Carepekc® He PEKOMCHAYCTCS  NPUMEHSATb Y MALUMEHTOB C XPOHMYECKOH MOYeuHOM
HENOCTATOUHOCTBIO TAXKE/ION CTENEHH TAKECTH BBMY OIPAHHYEHHONO OMbITA NPUMEHEHUs Y
AaHHOM rpynIbl NallMEHTOB.

IloGounoe seiicTBue

[lpu npumenenun npenapara Carepexc® B kauectse MOHOTEpAnuu WK B KOMOMHALMHK C
MET(HOPMUHOM GOJBIIMHCTBO HEXeNaTebHbIX SBJICHUI (H51) 6b1am cnabo BbipaxeHbl, UMey
BPEMCHHbIA XapakTep u He TpeGoBann oTMeHbl Tepanuu. Koppessiuu Mexay vactoto HS u
BO3pacToM, M0/IOM, ITHHYECKON NPUHA/IEKHOCTBIO, MPOAOKUTENLHOCTLIO NPUMEHEHUS WU
PEKUMOM JI03UPOBAHMSI HE BBISIBIICHO.

Hast ouenku yactorsl Betpeuaemocti HS uenons3osanucs CJIEAYIOLIME KPUTEPUHU: OYEHb YACTO
(> 1/10); wacro (> 1/100, < 1/10), weuacro (> 1/1000, < 1/100), penko (> 1/10000, < 1/1000),
O4CHB PEIKO, BKJIIO4as OTAeNbHbIe coobuieHus (< 1/10000).

[Tpu npumenenuu rozornuntuna B 103ax 20 mr u 30 mr 1 pa3 B CyTKHM 4acTOTa OTMEHbI Teparuu
B CBA3K ¢ passutuem HSI cocrasuna 1,3 %. CoracHo pesynbTatam npoBeeHHbIX KIMHUUYECKUX
WCCNIEJ0BAHMH, 4ACTOTA  OMU300B  CHUMIITOMATHYECKOH TMMOMIMKEMHM Yy  [aUMEHTOB,
MOTYHaBIUIMX TO30MIMITHH, HE NpeBblllana | % u, Kak npaBuo, Gblia CBS3aHa ¢ HapyILEHUs MU
PEAKMMA MUTAHHS M MOBBILICHHBIMA (DU3MYECKMMM Harpy3kamu. B rpynnax npumeHeHus
FO30MIMNTHHA HE OTMEYaIOCh C/Iy4aeB pa3BUTHS FUITOTTIMKEMUU TSOKEI0H CTENeHH.,

Ipu npumenenuu npenapama Camepexc® & 0oze 20 mz u 30 me 1 pas 6 cymku 6 Kawecmee
MOHOmepanuu

Ha ¢ote MOHOTEpanuy ro3orMnTHHOM CBA3aHHbIE MM BOIMOXKHO cBsi3anHble HS oTMeuanucs y

2,7 % naumentos. Tsukensix HS B xo/1e KIMHUYECKUX HCCIEA0BAHMI 3aperucTPUPOBAHO HE ObiJIO.



Habnonanucs crenytoume HSI:

Hapywenus co cmoponst ummynnon: cucmensi: Hevacto — aJlNIePrUYeCcK1it 1epmMaTHT.
Hapywenus co cmoponsl nepenoii cucmemsr: nevacro — FOJIOBOKpPYIKEHHE, Tro/IoBHAs 001b,
COHJIMBOCTb.

Hapywenus co cmoponst sceayoouno-suweunoo Mpakma. He4acTo — 3anop.

Hapywenus co cmoponvt nevenu u JICENUeBbIGOOAUYUX NYMET: HEHACTO — MOBBILLIEHME AKTUBHOCTH
«neveHouHbIX» pepmenton (AJIT, ACT).

Obwyue paccmpoiicmea u napyuwenus 8 mecme 66edenus. HevacTo — acTeHMsl, 4YyBCTBO YCTAJIOCTH.
lpu kombunayuu npenapama C. amepexc® ¢ 003e 20 mz u 30 mo | pas 6 cymxu ¢ memehopmunom
Ha done komGuuupoBaHHOi] Tepanuu ¢ METGOPMUHOM ¢ HEMOAMGHMUMPOBAHHbIM
BbicBoOOXKAeHHeM (1000-2000 Mr/cyTKu) CBS3aHHbIE MM BO3MOMKHO CBSI3aHHbIE C MPUEMOM
npenapara HA nabatonanuce y 3,3 % naumeHTos.

Habmonanuces cnenyromme H:

Hapyuienusn co cmoponvi nepenoii cucmens: He4acTo — roI0BHAS 60D,

Hapywenus co cmoponwt acenyoouno-xuueunozo mpakma: He4acTo — auapes, JMCrencus,
MaHKpeaTur.

Hapywenus co cmoponsr nevenu u acerunoeco ny3bIpA: HEYaCTO — XOJICLMCTHUT, CTEaTo3,
NOBBILICHHE aKTHUBHOCTH «neyeHouHbiX» pepmentos (AJIT, ACT), nosbiuienue Ounupy6una,
TOJIHIT XKEJTYHOTO My3bIpS.

Hapywenus co cmoponsi  nowex u  mouesvigoosuyux nymeu: HEYaCTo — HH(EKUUHU
MOYEBBIBOASLLMX MYTEH.

Obwue paccmpoticmea u napyutenus 8 mecme 66edenus.; He4acTo — nepudepuueckure oTeku, 60b
B CITHHE.

ITepeno3uposka

Knunnueckue uccnenosanus npenapara Carepekc® y 310poBbix 100poBOIIbLEB TOKA3a/IH
XOpOLLYIO NEPEHOCUMOCTDb ro3orauntiHa B jgo3e 10 300 mr. Usyyenus no3el cebiie 300 Mr He
NPOBOMIOCD.

[1pn onHOKpaTHOM NpuMeHeHUH npenapara B 1o3e 300 Mr MoryT HaGmoAaTLCA rOJIOBOKpPYKEHHE,
0ok B MbILILAX, CYXOCTh BO PTy. Bee CHMITOMBI NEpe103NPOBKH 1 H3MEHEHUS nabopaTopHbIX
MoKasarTesei MCue3aloT nocne npekpalleHs NpUMEHEHKs npernapara.

B ciyuae nepe1o3anposkyu HEOGXOAMMO NMPOBOANTDL OBLUENPHHSITHIE MEPOTIPHATHS: IPOMbIBAHHE
KCNy/Ika, MOHMTOPMHI JKM3HEHHBIX [1OKa3aTeNei, CUMMTOMAaTHyeckas Tepanus B ciyuae
HEO0OXOAMMOCTH.

Bo3moxHO BbIBe/ICHME NpeniapaTta U3 opraHusmMa ¢ MoMoLLbIO 3-4-4acoBOro AMAIU3A.

BsaumoneiicTBue ¢ ApyrumMu JekapeTBeHHBIMH CPEACTBAMH



[o3ornunTun o6nanaeT HU3KKUM NOTEHLMATOM JIEKapCTBEHHOrO B3aUMO,/1EHCTBHUS.

[TockosbKy ro3orunTun He siBnsiercs cyOcTpatomM MMKpocoManbHbIX (epMEHTOB meueHu, a
TaKXKE HE MHIHOMPYET M He MHIYUMPYeT 3TH (epMeHTbI, B3aUMOLeHcTBHE rO30MIMNTHHA ¢
/ICKAPCTBEHHBIMU  TIpenapatamu, KOTOpble sABSIOTCA cyGeTparam, MHIUOUTOPAMHK  WITH
HHLYKTOPAMU MUKPOCOMAIBHbIX (DEPMEHTOB MEYEHH, MAIOBEPOSITHO.

Kinhuyeckn 3uaunmoro B3ammoaeHcTBMS ro30rIHNTHHA C npenaparamu, Haubosiee wyacTo
NMPUMEHACMBIMH NPH JIEYEHUH caxapHoro auabera 2 THNa, HEe YCTAHOBJIEHO.

CoBmecTHOE NpUMeHeHHe ro30MIUITHHA ¢ HHCYJIMHOM, MPOM3BOAHBIMU CYJIb(OHUIMOYEBHHDI,
THa30TMANHIAMOHAMI M IPYrUMH  TMIONIMKEMMUYECKMMM  Tperiapatamu, 3a WCKIIoueHUem
MET(GOPMUHA, HE U3YYEHO.

Ocobble ykazauus

[Tpumenenue npenapara Carepekc® y nauuentos ¢ caxapHbIM nabeToM | TUIa UK 1S TedeH us
A1abeTHHYECKOro KeTOaUM/103a POTUBONOKA3aHO.

Y NauMeHTOB ¢ XPOHMUYECKOH TMOYEUHOH HEAOCTATOMHOCTBIO EerKoii CTENEHU TSIKECTH
YMCHbLICHUS 103bl He Tpebyercs. B cBA3M ¢ BO3MOKHOCTBIO YBEJIHUEHMUS KOHLIEHTpaIlUK
FO3OTTMIITHHA B [11a3M€ KPOBH Y MALMEHTOB € MOYEYHON HEI0CTATOUHOCTHIO CpeHell cTeneH
TAKECTH, PEKOMCHIYETCS € OCTOPOIKHOCTBLIO MPUMEHSTH NpPenapar y AaHHbIX nauueHToB. He
PCKOMCHAYCTCS  MPUMEHATb Mpernapar y MalMeHTOB C TAXKENIOW CTENeHbIO [OYeYHOl
HENOCTATOUHOCTH BBH/Y OTPAHHYEHHOTO OMbITA MPUMEHEHUS Y IAHHOM IPYTIIIBI NALMEHTOB,
[Npenapar He peKOMEHAYeTCst IPUMEHSATH y NALMEHTOB C BbIDOKEHHbIM HapylueHueM (yHKUUHU
neyenn (AJIT uan ACT > 2,5 pasa suiwe BI'H) B casizu ¢ OrPaHUYEHHBIM OINBITOM MPUMEHEHMUS
npenapara y laHHO KaTeropuu naiueHTOB.

Biinsinue na enoco6HOCTL ynpaBasTh TPAHCIOPTHBIMMU CpeaCTBAMHU, MeXaHU3MAMH
Bausnne npenapata Carepekc® Ha croco6HOCTh ynpasasts TPAHCIIOPTHBIMU CPEJCTBAMM M
paborarh ¢ MEXaHW3MaMH HE YCTAHOBJEHO, OJHAKO BO BPEMs npuema npenapara Carepekc®
HEOOXOAMMO YUYHTBIBATH PUCK PA3BUTHS TMMOrIMKeMUM. [Ipu pa3sutm FOJOBOKPYIKEHHS Ha
(hoHe sieuenHs NpenapaTom nalMeHTam He clelyer yrpasisTh TPAHCIOPTHBIMU CPE/ICTBAMM MITH
paboTaTb ¢ MEXaHH3MaMHM.

Dopma BblITycKa

Tabnetku, noxpwiTble mieHouHoit o6onoukoit, 20 M, 30 Mr.

Iepsuunan ynakoska rexapcmeennozo npenapama.

[To 7, 10 unu 14 Tabnertok NoMewaoT B KOHTYPHYIO SYEMKOBYIO YNAKOBKY M3 IUJIeHKH
MOIMBUHUAXIOPUAHON Mapku DI1-73 u Gonbru amtoMUHKEBON Ne4aTHO NAaKMPOBAHHOI.

[To 28, 30, 60, 70, 90 unu 120 TabieTok NoMewaT B BaHKy M3 MOJIMATHUIIEHA HU3KOTO 1aBAeHHUS

C KPBILIKOH HATATMBAGMOI C KOHTPOJEM nepBoro BCkpbiTHs (upmbl «[eppecxaiimep ['nac



['M6X», I'epmanus. CeoBoanoe MPOCTPAHCTBO 3aMOJIHAIOT BaTOW MeAMUMHCKON. Ha 6anku
HAKIICUBAIOT STHKETKH M3 OyMaru TUKETOUYHOM MM MUCUeH, Uiy 13 NOJUMEPHBIX MaTepHasoB,
camoKsiesiLuecs.

Bmopuunas ynaxoska nexapemesennozo npenapama.

[To 4, 8, 10 uan 12 KOHTYPHBIX SYEHKOBbIX yrnakoBok No 7 BmecTe ¢ UHCTPYKUMER 110
MIPUMEHCHHIO MTOMELIAIOT B MAYKy M3 KAPTOHA 18 NOTPeGUTeNbCKOI Tapbl MOArPYyIn XpPOMOBBIii
WJIM XpoM-3p3all.

[o 3, 6, 7, 9 unn 12 KOHTYPHDBIX SUEHKOBBIX ynakoBok Ne 10 Bmecre ¢ uHcTpykumeit no
MPUMEHCHHIO MOMELUAIOT B MAYKy M3 KAPTOHA VIS NOTPeBUTENbCKOI] Tapbl MOArPYyII XpPOMOBBIiA
WJIM XpOM-3p3all.

[lo 2, 4,5, 6,7 uw 8 KOHTYPHBIX A4EHKOBBIX ynakoBok Ne 14 pmecre c MHCTPYKUHEH o
HPUMEHEHHIO NOMCILAIOT B MAYKy M3 KapTOHA 1S NIOTPEeBHTENLCKOM Taphl MOArPyMNI XPOMOBbIit
WK XpOM-3p3all.

[To 1 Gauke Bmecte ¢ uHcTpykumeil no NMPUMEHEHHIO MOMELIAIOT B MayKy W3 KapToHa s
NMOTPEGHTENLCKOI Tapbl NOArPYI XPOMOBbIii MU XpoMm-3p3all.

YeaoBusi xpanenus

B 3awmientom ot cera mecre 1pu Temrieparype He Bbiiie 30 °C,

XpaHUTh B HEJOCTYITHOM /ISl IeTel MecTe.

Cpoxk roaunocrn

4 rona.

[Tpenapar He npUMEHsTH M0 HCTEYEHMU CPOKA FOAHOCTH,

YeqaoBusi ornycka

Ornyckator 1o peuenty.

Jepkareinb perucTpauMoHHOI0 Y10CTOBePeHHS:

000 «Carepexc», Poccus

123112, r. Mockaa, [IpecHeHckas HabepexHas, 1. 12, at. 42, 61. 6, ka6. 25

Tenedon: (3452) 694-510

IIpoussBoaunren:

000 «Dapmacuntes-TromeHby, Poccus

625059, r. TioMmeHb, 7-0i1 KM BenmkaHcKkoro TpakTa, . 2

Tenedon: (3452) 694-510

[Iperensun norpedureneii nanpasasits 10 aapecy:

000 «Dapmacunres-Tiomenb», Poccus

625059, r. TiomeHb, 7-0it kM BenmxaHckoro Tpakra, 1. 2

Tenedon: 8-800-100-1550



AZIpec aNeKTPOHHOM MOYThI: info-pst@pharmasyntez.com

169243




